MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis

17 uepBHs 2024 poky Ne 1056

IIpo Aep>xaBHY peecTpariilo (mepepeecTpaniio) JiKapcbKHX 3aco0iB (MeJUYHHX
iMyHOOio/ToriuHMX npenapariB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BiamnosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco06m», MyHKTIB 3,
26, 30, 49 IlopsimKy mepskaBHOI peecTpariii (repepeecTpariii) iKapCcbKuX 3aco0iB,
3aTBep/pKeHOro 1ocTaHoBoi0 Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 (B pepakiiii mocraHoBu Kabinety MiHicTtpiB Ykpainu Bif 26 kBiTHa 2024
poky Ne 529), ab3aily ABafusaTh I’ATOr0 MiANyHKTY 12 myHKTY 4 [TosioykeHHsS TIpo
MiHicTepcTBO OXOpOHU 3[]0pOB’s YKpaiHU, 3aTBep/KeHOoro mocTaHoBor KabiHety
Minictpie Ykpainu Big 25 Gepe3ns 2015 poky Ne 267 (B pepakiii rmoctaHOBU
KabGinety MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHuX MarepiaiiB JMiKapchKUX 3aco0iB (MeAuUHUX
iMmyHobGiosloriuHMx  mperapariB), 110 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCTpaliMHUX MaTepiajiB, TMPOBeJeHUX
Jlep)KaBHAM  MiANPUEMCTBOM  «/lep>KaBHUM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIB II0ZI0 eheKTHUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTH/PU3UK JIIKAPCHKOIO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpailii), 070
BHECeHHS1 3MiH [0 peecTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHs 3MiH ZI0 peeCcTpalliiHiX MaTepiatis,

HAKA3YIO:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DeeCTPy JiKapChbKuX 3acobiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOiosnoriuHi mperapaTe) 3rifHO 3
Jomatkom 1.

2. TlepepeecTpyBaty Ta BHeCTU [0 [lep>kaBHOTO PeECTPY JiiKapchbKuX 3acobiB
YKpaiHM miKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
JloJaTKoM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKUX 3acobiB (MeIMYHUX iMyHOOI0OTIUHMX TIperapariB) 3TifHO 3 0JaTKOM 4.

5. dapmarieBTuHOMy ympaBaiHHIO (Tapacy JISCKOBCbKOMY) 3abe3reunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KoHTpo/b 3a BUKOHAHHSIM 1IbOTO HaKa3y IMOK/IaCTU Ha MepIIoro 3acTymHUKa
Minictpa Cepris [Jy6poga.

MiHuicTp BikTop JISAIIIKO



3APEECTPOBAHUMX JITIKAPCBKHMX 3ACOBIB (MEJNYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), AKI

IIEPEJIIK

Aopartok 1
Ao Hakasy MiHicTepcTBa OXOpPOHMU
300poB’Aa YKpaiHu «po aepxaBHy

peecTpaLuito (nepepeecTpadiio)
nikapcbKux 3aco6iB (MeanYHUX

iMyHoOGionoriuHMx npenaparis) Ta
BHECEHHSA 3MiH 40 peecTpauiiHnX
marepianiB»
Bif, 17 yepBHA 2024 poky Ne 1056

BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHA

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPO6GHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. | AEKAMEKC PO34mnH ANS iH'eKiR MpuBaTtHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa peecTpauif Ha 5 pokis 3a He UA/20485/01/01
25 mr/mi; mo 2 Mn B akujioHepHe TOBapUCTBO «JleKxiM- peyenmom niosisi2ae
amnyni, no 5 amnyn TOBapUCTBO XapkiB» MepiognyHICTb NOfAHHSA PerynsipHo
B 6nicTepi, no 1 "Nlekxim- OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
6nicTepy B naui Xapkis" 0o Mopaaky 34iicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuULil Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMK, 3a3HaYeHMU Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
2. | APOMEPUAON | po3unH ANs iH'eKUii, Na6opaTopi ®paHuisa NabopaTopisa AretaH ®paHuisa peecTpaujisf Ha 5 pokis 3a He UA/20486/01/01
2,5 Mri1 Mmn 2,5 mMr/1 mn, no 1 mn a AretaH peyenmom nionsizae
y CKAsHil amnyni, no CAC MepiognyHICTb NOfAHHSA PerynsipHo
5 amnyn y 6nictepi, OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
no 2 6nictepu B 0o lMopaaky 34iicHeHHs chapmakoHarnagy,
KapTOHHI KopooLyi 3aTBEepKEeHOro HakasoMm MiHicTepcTBa
OXOPOHU 370POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuLil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMU Y
nepiogNYHOCTI NOAAHHA PerynspHUX 3BiTiB 3
6e3neku.
3. | AYTACTEPUA/ Kancysm Teepgi no AT Narteis BMPOBGHULITBO IcnaHis/ peecTpauist Ha 5 pokis 3a He UA/20487/01/01
TAMCYNO3UH 0,5 mr/0,4 mr; no 7 "OnaiiHdpap NPOMIDKHOr0 NPOAYKTY PymyHis/ peyernmom nionsicae




Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
ONTANH®OAPM Kancyn Teepaux abo M" (M'aki kancynn IHAjisA MepiognyHiCTb NOAAHHA PerynspHo

no 30 kancyn [Oytactepug 0,5 mr) i OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BigNoBigHO

TBEpPAMX, abo 90 roToOBOI NiKapCbKoi 0o Mopsaaky 34iicHeHHs chapmakoHarnagy,

Kancysn TBepanx y dhopmMu, neperHHE Ta 3aTBEPAKEHOr0 Haka3om MiHicTepcTea

dNakoHi 3 BTOPUHHE MaKyBaHHSA; O0XOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs

nonieTuneHy KOHTPONb Ta BUMYCK 2006 poky Ne 898, 3apeecTpoBaHoro B

BMCOKOI LLiNIbHOCTI 3 cepil: MiHicTepcTBi tocTuuil Ykpainm 29 ciuns 2007

noninponizieHoBO NABEOPATOPIOC JIEOH poky 3a Ne 73/13340 (y pefakuji Hakasy

KPWLLIKOHO, 3 PAPMA, C.A., IcnaHia MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,

CUCTEMOLO 3aXUCTY 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

Bif BigKpPUTTSA AiTbMUN BMPOGHMLTBO 3rigHO 3i CTPOKaMK, 3a3Ha4YeHMU Y

Ta cunikarenem NPOMIXXHOr0O NPOAYKTY nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3

ocywysayem; no 1 (nenetn TamcynosuHy 6esneku.

NakoHy B rigpoxnopuay):

KapTOHHI KopooLli 3eHTiBa C.A., PymyHis

repBMHHE Ta BTOPUHHE
nakyBaHHsi roToBOI
nikapcbkoi hopmu:
Na6opaTtopioc JlikoH3a
C.A., IcnaHis

BTOPUHHE MaKyBaHHSA
roTOBOI NiKapCbKoi
hopmu:
ManaHTian IHTerpa,
C.J1.Y., IcnaHis

BTOPUHHE MaKyBaHHSA
roToOBOI NiKapCbKoi
hopmu:

Atgic ®apwma, C.J1.,
Icnanis

aflbTepHaTUBHE MicLe
0N TeCTyBaHHA:
Yewmo IHais
dopmynenwHc Mpusat
Nimiten, IHAiA

aflbTepHaTUBHE MicLe
[ANs cepiiiHoro
KOHTpPONIO:
XiMIYHWA/i3nYHNIA
KOHTPOb:
HET®APMAJIAB
KOHCANTUHI
CEPBICEC, IcnaHis

Micue Ans KiHueBoro




Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/IIO cepii:
MiKpOO6ioorivHuiA
KOHTPONb:
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis
aflbTepHaTUBHE MicLe
ANs cepiiiHoro
KOHTPONIO:
XiMiYHWA/i3nYHNIA
KOHTPOb:
PyHpauioH TexHanis
Pecou & IHOBEMLWH,
Icnanis
4. | NIKAPTIH-H PO34MH ANS iH'EKLN, TOB YkpaiHa TOB «®APMACE/1» YkpaiHa peecTpauist Ha 5 pokis 3a He UA/20488/01/01
200 mr/mn, no 5 mn «PAPMACE peyenmom nionsi2ae
B amnyni N» MepiognyHiCTb NOAAHHA PErynsipHO
nonieTuneHoBii, no OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
5 amnyn y nauui 3 [0 MNopaaky 34ilicHeHHs hapMakoHarnsgy,
KapTOHY 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
0XOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHnMN y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
5. | NIKAPTIH-H PO34YMH ANS iH'EKLN, TOB YkpaiHa TOB «®APMACE/1» YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20488/01/02
400 mr/mn, no 5 mn «PAPMACE peyenmom nionsizae
B amnyni N» MepiognyHiCTb NOAAHHA PerynsipHo
nonieTuneHoBii, no OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BigNoBigHO
5 amnyn y nauui 3 [0 MNopaaky 3ailicHeHHs hapMakoHarnsagy,
KapTOHY 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6esneku.
6. | NMHATIH TabneTkn, BKpUTI HOBEN Typeuuns | HOBE/ I/IAY CAHAI BE | TypeuuuHa peecTpauist Ha 5 pokis 3a He UA/20489/01/01
NNiBKOBO INIAY CAHAI a TIIKAPET A.LLL. peyenmom nidnsizae
060/10HKOI 5 Mr, No BE MepioAnNyHICTb MOAAHHS PErynsipHo




Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
30 Tabnetok y TIOIKAPET OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBigHO
6nicTepi, no 1 A.LL. o Mopaaky 34iicHeHHs dhapmakoHariagy,
6nictepy y 3aTBepxeHoro HakasoMm MiHicTepcTBa
KapTOHHIiA ynakoBL,i OXOPOHU 370POB’A YKpaiHu Bif 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKaMK, 3a3HaYeHMN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
7. | MOHOEKC® cynosuTopii no 1000 TOB YkpaiHa KYCYM XENTXKEP IHais peecTpauist Ha 5 pokis 3a He UA/20490/01/01
Mr; no 5 "TNEQDAP NBT NTL4 peyenmom niosisiecae
CynosuTopiiB y M AaTAh" MepiognyHICTb NOfAHHSA PErynsipHo
cTpuni; no 2 a6o 6 OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
CTPUNIB y KAPTOHHIi 0o Mopaaky 34iicHeHHs dhapmakoHarnagy,
ynakosLi 3aTBepKeHOro Hakasom MiHicTepcTBa
OXOPOHU 370POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuULil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMK, 3a3HaYeHMU Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
8. | NPAMINET® Tabnetkv no 5 mr/10 TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa peecTpauisf Ha 5 pokis 3a He UA/20491/01/01
mr; no 10 TabneTok "TNELADAP peyenmom nionsizae
y 6nictepi; Ne 30 MnaTa" MepiognyHICTb NOAAHHSA PerynsipHo
(10x3): no 10 OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
TabneTok y 6nictepi; 0o lMopaaky 34iicHeHHs chapmakoHarnaay,
no 3 6nictepn y 3aTBEepKEeHOro HakasoMm MiHicTepcTBa
KapTOHHI ynakoBLi; OXOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs
Ne 90 (10x9): no 10 2006 poky Ne 898, 3apeecTpoBaHOro B
Tabnetok y 6nictepi; MiHicTepcTsi locTuLil Ykpainum 29 ciunsa 2007
no 9 6nictepis y poky 3a Ne 73/13340 (y pefakuii Hakasy
KapTOHHI ynakoBLi MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMU Y
nepiogNYHOCTI NOAAHHA PerynsapHUX 3BiTiB 3
6e3neku.
9. | NPAMINIET® Tabnetkn no 5 mr/20 TOB YKpaina TOB "KYCYM ®APM" YkpaiHa peecTpauist Ha 5 pokis 3a He UA/20491/01/02
mr; no 10 TabneTok "TNEOADAP peyenmom nionseae
y 6nictepi; Ne 30 MnaTa" MepiognyHiCTb NOAAHHA PerynspHo

(10x3): no 10
TabneTok y 6nictepi;
no 3 6nictepn y
KapPTOHHIN ynakoBLi;

OHOBJOBAHOrO 3BITY 3 6e3MNeKu, BigNOBIAHO
0o Mopsaaky 34iicHeHHs chapmakoHarnaay,
3aTBEpAXEeHOro Hakasom MiHicTepcTBa
OXOPOHW 3[10POB’A YKpaiHu Big 27 rpyaHs




Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Ne 90 (10x9): no 10 2006 poky Ne 898, 3apeecTpoBaHoro B
TabneTok y 6nictepi; MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
no 9 6nictepis y poky 3a Ne 73/13340 (y pefaxuii Hakasy
KapTOHHIiA ynakoBL,i MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamu, 3a3Ha4YeHnMn y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
10. | NPAMINIET® Tabnetku no 10 TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa peecTpauist Ha 5 pokis 3a He UA/20491/01/03
mr/20 mr; no 10 "TNEQPAP peyenmom nionsieae
TabneTok y 6nictepi; M AaTa” MepioguyHicTb NoAaHHA perynsipHo
Ne 30 (10x3): no 10 OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
Tabnetok y 6nictepi; 0o Mopaaky 34iicHeHHs dhapmakoHarnagy,
no 3 6nictepn y 3aTBEpAXEHOro Hakasom MiHicTepcTBa
KapTOHHI ynakoBL; OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
Ne 90 (10x9): no 10 2006 poky Ne 898, 3apeecTpoBaHoro B
TabneTok y 6nictepi; MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
no 9 6nictepis y poky 3a Ne 73/13340 (y pefaxuii Hakasy
KapTOHHI ynakosLi MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifiHO 3i CTpOKamu, 3a3Ha4YeHNMN y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
11. | NPOCTAAP kancynu m'ski no 0,5 €Bpo IHais Onis Xenckep IHais peecTpauist Ha 5 pokis 3a He UA/20492/01/01
mr; no 10 kancyn y Navichkep peyenmom nionsizae
6nicTepi, no 3 MpaiBiT PeecTpadis nig iHWOo0 Ha3BO
6nictepu B Nimiteq MepiognyHICTb NOfAHHSA PerynsipHo
KapTOHHI Kopo6Lyi OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
0 MNopagky 34iicHeHHs hapMakoHariagy,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMU Y
nepiogNYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.
12. | PYNA®IH PO34MH opasibHUiA, 1 | 3eHTiBa, K.C. Yecbka ITandapmako, C.A. Icnanis peecTpauist Ha 5 pokis 3a He UA/20493/01/01
mr/mn; no 120 mn y Pecny6nik peyenmom nionseae
naawui; no 1 a MepiognyHiCTb NOAAHHA PerynspHo

nnswui o6'emom 125
M1 3 KPULLIEYKOLO 3
nepgopoBaHo0
npo6Kow Ta
HenopyLIHUM
KOBMa4koM pa3om 3i
wnpuuom o6'emom 5

OHOBJOBAHOrO 3BITY 3 6e3MNeKu, BigNoBIgHO
0o lMopsaaky 34iicHeHHs chapmakoHarnaay,
3aTBEpAXEHOro HakasoM MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy




Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MJ1 B KQPTOHHIi MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
Kopoo6Li 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamu, 3a3Ha4YeHnMn y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
13. | COPMIH® NOPOLLOK A5 TOB YkpaiHa KYCYM XENTXKEP IHais peecTpauis Ha 5 pokis 6e3 rionsizae UA/20494/01/01
OpasIbHOI cycneHsii "TNEQDPAP NBT NTA peyenma
no3r;no372r MnaTg" MepioguyHicTb NoAaHHA perynsipHo
NOpPOLLKY Yy calle, no OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
10 a6o no 30 cawe 0o Mopaaky 34iicHeHHs dhapmakoHarnagy,
Y KapTOHHiIl 3aTBEpAXEHOro Hakasom MiHicTepcTBa
ynakosLi OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:!
3rifiHO 3i CTpOKamu, 3a3Ha4YeHNMN y
nepiognyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
14. | ®TIYBAH NOPOLLOK AN1A BIB IAU® IHais Bisimen a6e Ntg, IHais peecTpauist Ha 5 pokis 6e3 lionsizae UA/20495/01/01
OpPa/IbHOTO PO3UUNHY; nnn peyenma
no 10 nakeTukiB y MepiognyHICTb NOJAHHA PerynspHo
KapTOHHI KopooLyi OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBIgHO
Ao Mopaaky 34iicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHNMN Y
nepioguyYHOCTI MoJaHHSA perynsipHux 3BiTiB 3
6e3neku.
15. | ®/TYBAH NopoLLIOK ANs BIB IAV® IHAis Bisimen Nabce N1a, IHAjisA peecTpaujis Ha 5 pokis 6e3 He UA/20496/01/01
POPTE Opa/1IbHOr0 PO34nHY ann peyenma nionsieae

no 10 nakeTukiB y
KapTOHHi KopobLyi

MepioguyHicTb NogaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
0o MNopsaaky 34icHeHHsT chapmakoHarnsgy,

3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 37,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuULil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:

3rifiHO 3i CTPOKaMK, 3a3Ha4YeHNMN y

nepiogNYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3




Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6e3neku.
16. | POPLUEDTPUH | nmopowok Ans AHaHTa Benuka AHaHTa Megikeap IHAjsA peecTpauist Ha 5 pokis 3a He UA/20497/01/01
PO3UUHY NSt iH'EKLI Megikeap BpuTaHin NimiTen peyenmom nionseae
no 750 mry nra. MepiognyHiCTb NOAAHHA PErynsipHO
dhnakoHi, no 1 OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
hnakoHy 3 0o Mopsaaky 34iicHeHHs chapmakoHarnagy,
NOPOLLKOM Y KOpobLi 3aTBep)KEHOro Hakasom MiHicTepcTBa
O0XOPOHU 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
17. | POPLEPTPUH | nopoliok ans AHaHTa Benuvka AHaHTa Mepgikeap IHais peecTpauis Ha 5 pokis 3a He UA/20497/01/02
PO3YMHY ANs1 iH'EKLI Megikeap BpuTaHis NimiTen peyenmom nionseae
no 1,5 ry dpnakowi, nra. MepiognyHiCTb NOAAHHA PerynsipHo

no 1 dpnakoHy 3
NOPOLLKOM Y KOpobLi

OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BigNoBigAHO
[0 MNopaaky 3ailicHeHHs hapMakoHarnsagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKaMu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

HauanbHUK
dapMaineBTUYHOT0 yIIPaB/IiHHA

Tapac JIICKOBCBKU




ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEANYHNX IMYHOBIOJIOT'TYHUX TTPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHMU
3a0poB’a YKkpaiHu «Ipo aepxaBHy
peecTpaLdito (nepepeecTpaLdiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Bif 17 yepBHa 2024 poky Ne 1056

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocsi0O4YeHHs1
1. | AKTEMPA® PO34UNH A5 iH'EKLN, TOB «Pow YkpaiHa Brpo6HMLUTBO Himeuunna/ nepepeecTpawis Ha HeobMexeHwi 3a He UA/13909/02/01
162 mr/0,9 mn; 4 YkpaiHa» Hepo3dacoBaHol LLiBefuapis TEpPMiH peyenmom niosisieae
nonepegHsL0 npoaykuii, nepBrHHe OHOB/IEHO iH(hopMaLLito B TEKCTI
HarnoBHEHNX nakyBaHHs, CTUKEpY, L0 HAHOCUTLCS Ha BTOPUHHY
wnpuua (KoxeH KOHTPO/Ib B NPOLECI ynakoBKy Ta y po3sginax "Cknag",
o6'emom 1 mn) y BUPOGHMLTBA, "Nikapcbka chopma”, "MobivHI peakuii”

KapTOHHI Kopo6Li 3
MapKyBaHHAM

YKpPaiHCLKOK MOBOIO;

4 nonepefHbLO
HanoBHEHWX
Lwnpuua (KoxeH
o6'emom 1 mn) y
KapTOHHI Kopo6uji 3
MapKyBaHHAM
aHrnicbKoto,
hpaHLy3bKoI Ta
apabCcbkoo MoBaMu
3i CTMKepOM
YKpaiHCbKOH MOBOIO

BMNPOGYBaHHA Ha
CTepUbHICTb Ta
6akTepiasibHi
€HLO0TOKCUHN:
BetTep ®apma-
®epTuryHr rm6X i Ko K,
HimeuunHa,;
BunpobyBaHHs Ha
CTepUbHICTb Ta
6akTepiasibHi
€HA0TOKCUHM,
Bi3ya/lbHUIi KOHTPO/b B
npoueci BUpobHuLTBA:
BetTep ®apma-
®epTuryHr rm6X i Ko K,
HimeuunHa,;
BetTep ®apma-
®epTuryHr rm6X i Ko K,
HimeuunHa,;
BizyanbHuWi1 KOHTPOsb B
npoueci BUpoOHULTBA:
Bettep ®apma-
®epTuryHr Mv6X i Ko KT,
HimeuumnHa,;
BTOpuHHe nakyBaHHA,
B/MNPOGYBaHHS

IHCTPYKLi 415 MEAUYHOT0O 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBigHO Ao
Marepianis peecTpauiiiHoro AoCkE.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HayYeHMM y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
KOHTPO/IH0 SIKOCTI (Kpim
BUMNPOOYBaHHA Ha
CTEPUNBHICTb Ta
6akTepiasibHi
€HA0TOKCUHNM), BUMYCK
cepii:
®.XodpcpmaHH-/15 Powu
Nita, Wseiiuapis
2. | A/IMATENNb® M | TabneTkn gns TOB «TeBa YkpaiHa MNIBA XpBaTcka 4.0.0. Xopsaris nepepeecTpauisi Ha HeobMeXeHWi 6e3 nionseae UA/3991/01/01
CMOKTaHHS 3i YkpaiHa» TepMiH peyenma
CMakoMm M'ATu, no 6 OHoBNEHO iHhopmaLito B IHCTPYKUii ons
Tabnetok y 6nictepi; MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
no 4 abo no 8 3acoby y po3ginax "®apmakonorivHi
6nicTepiB y KOpobLj BNAacTMBOCTI" (YTOUHEHHS iHChopmaLii),
"B3aemogis 3 iHWMMU flikapCbKumum
3aco6amu Ta iHWi BUAy B3aEMOgIii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaaro” (yTOYHeHHs
iHdbopmawii), "Cnoci6 3acTocyBaHHs Ta
[o3n" (yTouHeHHs iHdopmadii), "MobiuHi
peakui™ BignosigHo A0 iHhopmau,i 3
6e3neky 3acTocyBaHHA NMikapCbKoro
3acoby.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3oM MiHicTepcTBa OXOPOHK
30,0p0B’A YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HaYeHMMM y NepioanYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
3. | ATTEHTO® TabneTku, BKPUTI MeHapiHi TNokcemby Brpo6HMuTBO in bulk, HimeuunHa/ nepepeecTpayjisi Ha HeobMeXxeHwi 3a He UA/13780/01/01
20/5 NAiBKOBOIO IHTepHeLLoHaN pr KOHTPO/1b Ta BUMYCK Icnanis TEepPMiH peyenmom nionszae
060/10HKOH0, M0 20 OnepeWiLoHc cepii: OHoBEHO iHChopMaLito y po3ginax
mr/5 mr; no 14 INokcembypr [Oaivi CaHkio KOpoyn "Cknag", "®apmakosoriyHi BnacTuBocTi",
Tabnetok y 6nictepi; C.A. M6X, HimeuunHa,; "MokasaHHs", "Oco6nBOCTi

no 1 a6o 2 6nicrepn

MakyBaHHs Ta BUNYCK

3acTocyBaHHS" BigMnoBigHO A0

B KapPTOHHI kopo6Lyi cepiii: Marepianis peecTpauiiiHoro AOCbE.
BEPIIH-XEMI AT, TakoX OHOBNIEHO MapKyBaHHA yNakoBKu
HimeyumnHa; NiKapCcbKoro 3acoby (BHECEeHHs Ha3Bu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
Brpo6HuuTBO in bulk, BVPOGHMKA).
KOHTPO/b Ccepil: MepioguyHICTb NOAAHHS PerynsipHo
MeHapiHi-®oH XeligeH OHOB/OBAHOrO 3BITY 3 6e3nekun,
M6X, HimeuunHa; BiANOBIAHO A0 MopsAaKy 34iACHEHHS
MakyBaHHS, KOHTPO/b Ta chapmakoHarnsgy, 3aTBepaXeHoro
BUMYCK Cepii: Haka3oM MiHicTepcTBa OXOPOHM
Na6opaTopioc MeHapiHi 300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
C. A, IcnaHis poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULii YKpaiHm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMM y NepiognYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
4. | ATTEHTO® TabneTkun BKpUTI, MeHapiHi TNMokcemby Brpo6HuuTBO in bulk, Himevunna/ nepepeecTpawjis Ha HeobMeXxeHwi 3a He UA/13780/01/02
40/10 NAiBKOBOIO IHTepHeLLoHa pr KOHTPO/1b Ta BUMYCK Icnarnis TEepMiH peuenmom nionseae
060/10HKOI0 NO 40 OnepenwoHc cepiii: OHoBeHO iHhopMaLiiio y po3ginax
Mr/10 mr; no 14 INokcembypr [Oaivi CaHkio KOpoyn "Cknag", "®dapmakosoriyHi BnacTmBocTi”,
Tabnetkn y 6nictepi; m6X, HimeuyunHa,; "MokasaHHs", "Oco6nBOCTi
no 1 a6o 2 6nictepu MakyBaHHS Ta BMMYCK 3acTocyBaHHA" BigMnoBigHO A0
B KapTOHHI kopo6ui cepiii: Marepianis peecTpauiiiHoro AOCbE.
BEP/IH-XEMI AT, TakoX OHOB/IEHO MapKyBaHHSA YNakoBKN
HimeuumnHa; NiKapcbKoro 3acoby (BHECEHHS Ha3Bu
Brpo6HuuTBO in bulk, BVPOGHMKA).
KOHTPO/b cepiit:
MeHapiHi-doH XeiigeH MepiognyHicTb NOAaHHA perynspHo
M6X, HimeuunHa; OHOB/IHOBAHOTO 3BITY 3 6e3MeKu,
MakyBaHHS, KOHTPO/b Ta BiANoBIgHO 0 MopsAAKy 34iICHEHHS
BMNYCK Cepiit: hapMakoHarnsay, 3aTBepaAXeHoro
NabopaTopioc MeHapiHi Haka3oM MiHicTepcTBa OXOPOHU
C. A, IcnaHis 300p0B’sA YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcCTBi toCTULT YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YKkpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKamM,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
5. | ATTEHTO® TabneTku, BKPUTI MeHapiHi NMokcemby Bupo6HuuTBo in bulk, Himeuunna/ nepepeecTpais Ha HeoGMexeHuii 3a He UA/13781/01/01
40/5 NNiBKOBOIO IHTepHeLLoHas pr KOHTPO/Tb Ta BUMYCK Icnanis TEepMiH peuyenmom niossiecae
060n10HKoto, no 40 OnepeiiwoHc cepiii: OHOB/EHO iHhopmaLilo y po3sinax
mr/5 wmr; no 14 INokcembypr [Jaiui CaHkio FOpoyn "Cknag", "®apmakosnoriyHi BnactueocTi",
TabneTtok y 6rictepi; C.A. M6X, HimeuunHa,; ", "Oco6MBOCTI

no 1 a6o 2 6nictepu
B KapPTOHHIi Kopo6Lyi

MakyBaHHsi Ta BUNYCK
cepiii:
BEPIH-XEMI AT,

"MokazaHHA",
3acTocyBaHHA" BifnoBigHO A0
Marepianis peecTpauiiiHoro AoCkE.
TakoX OHOB/IEHO MapPKyBaHHs YMakoBKM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
HimeuuunHa; nNiKapcbKoro 3acoby (BHECEHHSI Ha3BU
Brpo6HuuTBo in bulk, BUPOGHMKA).
KOHTPOb Cepiii:
MeHapiHi-®oH XeiigeH MepiognyHicTb NoAaHHA perynsipHo
'M6X, HimeuyuunHa,; OHOBJIOBAHOrO 3BITY 3 6e3nekun,
KOHTPO/1b Ta BUMYCK BiANOBIAHO A0 MopsAaky 34jiMCHEHHS
cepiii: hapmakoHarnsay, 3aTBepXeHoro
NabopaTtopioc MeHapiHi Haka3oM MiHicTepcTBa OXOPOHU
C. A, IcnaHis 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
YKkpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HayYeHMM y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
6. | BEHOAUN cycneHsia ans dapmaveBTny MonbLwa BVMPOGHMLTBO, ITanis/ nepepeecTpawis Ha HeobMexeHwui 3a He UA/17682/01/01
po3nuneHHs no 0,25 HWIA 3aBOf, nakyBaHHs1, KOHTPO/1b MonbLa TepMiH peyenmom niossieae
Mr/1 Mn; no 2 Mny "MONb®APM cepii Ta BUNYycK cepii: OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT ANns
KOHTeliHepi 3 A" C.A. xeHetnk C.n.A., ITanis

nosnietTuneny
HW3bKOI LLiNbHOCTI;
no 5 KoHTelHepiB,
3'eHaHNX MiX
c06010, Y KOHBEPTI 3
antoMiHiEBOT
donbru; no 4
KOHBEpTW y
KapTOHHI Kopoo6Li

BTOPUHHE NaKkyBaHHA Ta
BMNYCK cepil:
dapmMaLeBTUYHWIA 3aBOf,
"MONb®APMA" C.A.,
Monbwa

MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby y po3ginax
"PapmakoTepanesTuyHa rpyna. Kog
ATX" (woao Ha3Bu 6e3 3MiHN Koay
ATX), "®apmakosioriyHi BNacTmBocTi",
"Moka3saHHA" (YTOUYHEHHS),
"MpoTunokasaHHs", "B3aemogis 3
IHLIMMKM NiKapCbKMMK 3acobamu Ta iHLWi
BUAN B3aemogiit", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”,
"Mo6iyHI peakuii” BigNOBIAHO A0
iHchopmawii pethepeHTHOro nikapcbKoro
3acoby (MYNbMIKOPT, cycneHsis gns
PO3NUIEHHS), & TakoX Y po3aini "Mo6iyHi
peakuii” WoA0 BaXNBOCTI 3BiTyBaHHS
npo NoGiyHi peakLii.

MepiognyHicTb NoAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3710pOB'SA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
7. | BEHOAUN cycneHsisa gns dapmaLeBTuy Monbua BUPOGHMLTBO, ITania/ nepepeecTpawis Ha HeobMexeHwi 3a He UA/17682/01/02
posnuneHHsa no 0,5 HWi 3aBOf, nakyBaHHs1, KOHTPO/1b MonbLa TEpPMiH peyenmom nionsizae
Mr/1 M, no 2 Mny "MONIb®APM cepii Ta BUNYyCK cepii: OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
KOHTEliHepi 3 A" C.A. [xeHetuk C.n.A., Itanis MeAMYHOro 3acToCyBaHHSA NikapCbKoro
nosieTuneny 3acoby y posginax
HU3bKOI LWiNbHOCTI; BTOPVHHE NakyBaHHA Ta "PapmakoTepanesTuyHa rpyna. Koz,
no 5 KOHTelHepiB, BUMYCK cepil: ATX" (wono Ha3Bw 6e3 3MiHK Koay
3'€fHaHNX MK dapmaveBTUYHNI 3aBOS, ATX), "®apmakonoriuHi BnactTneocTi",
co60t0, Yy KOHBEpTI 3 "MONb®APMA" C.A,, "Moka3aHHA" (YTOYHEHHS),
a/lOMiHIEBOT Monbua "MpoTunokasaHHsa", "B3aemogis 3
donbry; no 4 IHLIMMKM NiKapCbK1MMK 3acobamu Ta iHLWi
KOHBEPTU Y BVAM B3aemogiin”, "OcobnmBocTi
KapTOHHI KOpooLi 3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Mo6iyHi peakuyii" BignoBigHO A0
iHdbopmaii pechepeHTHOro nikapcbKoro
3acoby (MYNbMIKOPT, cycneHsia gns
PO3MUNEHHS), a TakoX y po3aini "Mo6iyHi
peaxuii” o0 BaX/NBOCTI 3BITyBaHHA
npo NoGiyHi peakLii.
MepiognyHiCTb NoAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHK
30,0p0B’A YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
8. | BEPUATE® NOPOLLOK Ta LIC/1 BepiHr HimeuuunH BTOPVHHE NakKyBaHHS, HimeyunHa MepepeecTpalis Ha HeobMeXeHUI 3a He UA/17404/01/02
PO3UYMHHUK ANA 6X a BUNYCK cepil: TEepPMiH peyenmom nionszae
PO34MHY ANs iH'EKLR LIC/1 BepiHr FM6X, OHOB/IEHO iHGhopMaLito B iHCTPYKUIT ANnst
abo iHdysiid, 500 HimeyunHa MeAMYHOro 3acToCyBaHHSA NikapCbKoro

MO; no 1 cpnakoHy 3
MOPOLLKOM y
KOoMnAekTi 3 1
dhnakoHoM 3
PO34YMHHMKOM (BOAA

BUPOOHMLTBO, MEPBUHHE
nakyBaHHs1, KOHTPO/1b
AKOCTI:

LIC/1 BepiHr T'M6X,

3acoby y posginax "Cknag”,
"hapmMakoTepaneBTMyHa rpyna” (BHeceHi
YTOUHEHHS 6e3 haKTUYHOI 3MiHW cknagy
Ta thapmaueBTUYHOI rpynu),
"Oco6amBOCTi 3acTocyBaHHsA", "Cnocib
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
Ans iH'ekuiii) no 5 HimeuunHa 3acTOCyBaHHS Ta fo3n" (BHECEHI
M/ Ta 1 NpUCTpoeEM YTOYHEHHS), "MobiuHi peakwii”
0NA fofaBaHHsA BiANOBIAHO A0 iH()OpMALLii CTOCOBHO
PO34MHHYMKA 3 6e3neku, aka 3a3HayeHa B martepianax
BOYA0BaHNM peecTpaLiiHoro Aocbe.
inbTpom 15 MKkm
("Mix-2Vial™ 20/20") MepiognyHicTb NoAaHHA perynsipHo
B KapTOHHIlA OHOBJ/IOBAHOrO 3BITY 3 6e3nekun,
Kopob6ui; no 1 BiANOBIAHO A0 MopsAaky 34jiMCHEHHS
chnakoHy 3 chapmakoHarnsgy, 3aTBepmkeHoro
MOPOLLKOM Y Haka3oM MiHicTepcTBa OXOPOHM
KomnaekTi 3 1 340p0B’ YKpaiHu Big 27 rpyaHsa 2006
ch1akoHOM 3 poky Ne 898, 3apeecTpoBaHoro B
PO34MHHMKOM (BOAA MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
Ans iH'ekuiii) no 5 2007 poky 3a Ne 73/13340 (y pegakui
M Ta 1 npucTpoem Hakasy MiHicTepcTBa OXOPOHU 340POB'S
0NA fofaBaHHsA YKkpaiuu Big 26 BepecHs 2016 poky Ne
PO3UMHHYKKA 3 996), cTaHOBUTbL: 3riAHO 3i CTPOKamu,
BOYyAOBaHNM 3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
inbTpOM 15 MKM perynspHux 3BiTiB 3 6e3neku.
("Mix-2Vial™
20/20"), Ta 1l
KapTOHHOIO
KOPO6KOIO 3
KOMMNIEKTOM st
BHYTPILLHLOBEHHOTO
BBE/lEHHSA
npenapary (1
0HOPa30Buii
wnpuy, 1 ronka-
MeTesnvk, 2
AesiHdikytoui
cepBeTkM B
iHAVBIAyaNbHNX
repMeTUYHUX
ynakoBkax 1a 1
HecTepwIbHUiA
neikonnacTtup) 3
KOHTPO/MIEM NepLUOro
BiAKpUTTA Y
KapTOHHI Kopo6uji 3
KOHTPO/MIEM NepLUOro
BigKpUTTSA
9. | BEPUATE® NOPOLLOK Ta LIC/1 BepiHr HimeuuunH BTOPVHHE NakKyBaHHS, HimeyunHa MepepeecTpauis Ha HeobMeXeHUIA 3a He UA/17404/01/01
PO3YNHHWK ANS 6X a BMNYCK cepil: TEepPMiH peyenmom nionsizae
PO34UHY A5 iH'EKLL LIC/1 BepiHr T'M6X, OHOB/IEHO iHGhopMaLito B iIHCTPYKUIT ANns
abo iHdysiid, 250 HimeuunHa MeAMYHOro 3acTOCyBaHHSA NikapCbKoro

MO; no 1 dpakoHy 3

3acoby y posginax "Cknag”,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
NOPOLUKOM Yy BVMPOGHMLTBO, NEPBUHHE "apmakoTepaneBTuyHa rpyna” (BHeceHi
KomnnekTi 3 1 nakyBaHHSs!, KOHTPO b YTOUHEHHSI 6e3 hakTUYHOT 3MiHW cknagy
hnakoHOM 3 AKOCTI: Ta chapmaueBTUYHOI rpynu),
PO34YMHHMKOM (BOAA LIC/1 BepiHr T'M6X, "Oco6nMBOCTI 3acTocyBaHHA", "Cnoci6
Ans iH'ekuiid) no 2,5 HimeyunHa 3acToCyBaHHA Ta 031" (BHECEHI
M1 Ta 1 NpUCTPoEM YTOUYHEHHS), "MobiuHi peakwi"
0151 fofaBaHHs BiANOBIAHO A0 iH(hOpMaLii CTOCOBHO
PO34MHHYMKA 3 6e3neku, aka 3a3HayeHa B Martepianax
BOYyA0BaHNM peecTpauiiHoro 4ocCbeE.
inbTpoM 15 MKM
("Mix-2Vial™ 20/20") MepioAnYHICTb NOfAHHA PErynsapHo
B KQpPTOHHIM OHOB/OBAHOrO 3BITY 3 6e3nekun,
Kopo6ui; no 1 BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chnakoHy 3 chapmakoHarnsgy, 3aTBepaXeHoro
NMOPOLLKOM Y Haka3oM MiHicTepcTBa OXOPOHM
KommnekTi 3 1 300poB’A YKpaiHu Big 27 rpyaHsa 2006
donakoHoM 3 poky Ne 898, 3apeecTpoBaHoro B
PO3YMHHMKOM (BOAA MiHicTepcTBi toCcTULii YKpaiHm 29 ciuHa
Ans iH'ekuiid) no 2,5 2007 poky 3a Ne 73/13340 (y pegakui
M Ta 1 npucTpoem Hakasy MiHicTepcTBa OXOPOHU 340POB'S
ONA fofaBaHHA YkpaiHu Bif 26 BepecHs 2016 poky Ne
PO34YMHHMKA 3 996), cTaHOBUTbL: 3riAHO 3i CTPOKaMu,
BOYA0BaHNM 3a3HaYeHMMY y NepiognYHOCTI NoAaHHS
inbTpom 15 Mkm perynsipHux 3BiTiB 3 6e3neku.
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOpO6KOHO 3
KOMNIEKTOM NSt
BHYTPILLUHbOBEHHOTO
BBE/eHHS
npenapary (1
0ofHopa3oBuii
wnpuy, 1 ronka-
MeTesnuk, 2
Ae3iHdiKyroyi
CepBeTkn B
iHAMBIAYa/TbHUX
repmMeTUyYHUX
ynakoBkax Ta 1
HecTepwibHUiA
neiikonnactup) 3
KOHTpONEeM NepLUoro
BIAKPUTTA Y
KapTOHHI KopobLi 3
KOHTpONEeM NepLUoro
BiAKPUTTSA
10. | BEPUATE® NMOPOLLIOK Ta LICN BepiHr HimeuumnH BTOPUHHE NakyBaHHs, HimeuyunHa MepepeecTpauis Ha HeobMeXeHui 3a He UA/17404/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
PO3YUHHVIK A5 M6X a BMNYCK Cepil: TEpPMiH peyenmom niosisieae
PO34UHY A5 iH'EKLLlA LIC/1 BepiHr FM6X, OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT ANns
abo iHdysin, 1000 HimeuunHa MEeAMYHOro 3aCTOCyBaHHSA NikapCbKoro

MO; no 1 chnakoHy 3
MOPOLLKOM Y
KomnekTi 3 1
ch1akoHOM 3
pO34MHHMKOM (BOAA
Ans iH'ekuid) no 10
M Ta 1 npucTpoem
ONs ofaBaHHA
PO3UMHHYMKA 3
BOYA0BaHUM
inbTpoM 15 MKM
("Mix-2Vial™ 20/20")
B KapTOHHIiA
Kopobui; no 1
donakoHy 3
MOPOLLKOM Y
KOMM/eKTi 3 1
hnakoHom 3
pO34MHHMKOM (BOAA
Ans iH'ekuiid) no 10
M1 Ta 1 NpUCTPoEM
ANs gofaBaHHA
PO34MHHYMKA 3
BOYAOBaHUM
inbTpoM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOpoO6KOoo 3
KOMNIEKTOM st
BHYTPILLUHBOrO
BHYTPILLHLOBEHHOTO
npenaparty (1
0fHOpa30Buii
wnpuy, 1 ronka-
MeTenuk, 2
Ae3iHdiKyroyi
CepBeTkn B
iHAVBIAYaNbHNX
repMeTUYHNUX
ynakoskax Ta 1
HecTepwuIbHUI
nenkonnacTtup) 3
KOHTpPONEM NepLUOro
BIAKPUTTA Y
KapPTOHHI kopoobLi 3

BMPOGHMLTBO, NEPBUHHE
nakyBaHHs1, KOHTPO/1b
SIKOCTI:

LIC/1 BepiHr FM6X,
HimeuunHa

3acoby y po3ginax "Cknag”,
"papmakoTepaneBTMyHa rpyna” (BHeceHi
YTOUHEHHS 6e3 hakTNYHOI 3MiHW cknagy
Ta chapmaueBTUYHOI rpynu),
"Oco6nmBOCTI 3acTocyBaHHA", "Cnocio
3aCcTOCyBaHHSA Ta A03n" (BHECEHI
YTOYHEHHS), "TobiuHi peakwi
BiANOBIAHO A0 iHGOpMAaLLT CTOCOBHO
6e3neku, sika 3a3HavyeHa B MaTepianax
peecTpauiiHoro 4oChE.

MepiognyHicTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
304,0p0B’sA YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHVMU Y NepiognMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.




18

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
KOHTpONEeM MepLUoro
BiAKPUTTSA
11. | AE3ODPEMIH® TabneTku, BKPUTI TOB «MIBE YkpaiHa Mi6e MmeX HimeuunHa nepepeecTpauisi Ha HeobMeXeHWi 3a He UA/17211/01/01
30 NNiBKOBOO YKPAIHA» ApuHaiimiTTens TepMiH peyenmom nionszae
060/10HKOH0, 1o 0,03 OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
mr/0,15 wr; no 21 MEeAMYHOro 3acTOCyBaHHSA MiKapCbkoro
Tabnetui y 6nictepi, 3acoby B po3ginax
no 1, a6o no 3, abo "PapmakoTepanesTuyHa rpyna. Koz
no 6 6nictepis y ATX " (yTouHeHHs iHchopmaLii 6e3 3MiHK
KapTOHHIA KopoobLi Kogy ATX)", "dapmakonoriyHi
BnactusocTi", "lMpoTunokasaHHA",
"B3aemogis 3 iHWMMU flikapCbKumum
3aco6amu Ta iHWi BUAy B3aEMogiii",
"Oco6nmBocTi 3acTocyBaHHS", "Mo6IYHi
peakuii" BigNoBigHO A0 iHdhopmaLi
pechepeHTHOro Nikapcbkoro 3acoby
(Marvelon®, desogestrel 0,15
mg/ethinylestradiol 0,03 mg film-coated
tablet), a TakoX OHOB/IEHO iHhopMmaLito
B po3Aini "Mo6iuHi peakuii" iHCTpyKUi
ANA MeAnYHOro 3acTocyBaHHs
NikapCbKoro 3acoby LUO0AO BaX/IMBOCTI
3BiTyBaHHA NPO NOBIYHI peakwii.
MepiognyHicTb NoAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’sA YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
12. | AOUETAKCE/N- | KoHUeHTpaT Ans TOBAPUCTB YkpaiHa TOB "®APMEKC IrPyn" YkpaiHa nepepeecTpais Ha 5 pokis. 3a He UA/13875/01/01
PAPMEKC pO34MHy oNs 03 OHoBNEHO iHthopMalito B IHCTpYKUii gns peuyenmom niosnsiecae
iHcpysiit, 40 mr/mn, OBMEXEHO MeAMYHOro 3acToCyBaHHSA NikapCbKoro
no 0,5 mn (20 mr) 10] 3acoby y po3sginax "®apmakonorivHi
KOHUEHTpaTy Yy BIANOBIAAN BMACTUBOCTI", "B3aemogis 3 iHWMKN
donakoHi; no 1 bHICTIO nikapcbkrMmn 3acobamm Ta iHLWi B1uam
hnakoHy «KOPMOPALLI B3aemogjin", "OcobnusocTi
KOHUeHTpaTy (20 A 3acTocyBaHHS", "3acTocyBaHHA y nepiog
mr/0,5 mn) Ta 1 «30POB’A» BariTHOCTi ab0 roAyBaHHs rpyanr”,

donakoHy
pO34MHHKKa (eTaHoN

"Cnoci6b 3acTocyBaHHA Ta fo3un",
"Mo6ivHi peakuii” BigNoBIgHO A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
96 %, Bogda ons iHchopMmawii pedhepeHTHOro flikapcbkoro
iH'ekyjin) no 1,5 mn y 3acoby TakcoTep, KOHLeHTpaT Ans
KOHTYPHIl pO3unHy A5 iHQy3ili, a TakoX BHECEHO
YapyHKOBIl YTOUHEHHS Y po34in
ynakosLi; no 1 "®apmakoTepanesTuyHa rpyna. Kog
KOHTYPHIl ATX" 6e3 3miHn kogy ATX.
YapyHKOBIll yrnakoBLi
B KapTOHHII navi; MepioAnYHICTb NOfAHHS PErynsapHo
no 2 mn (80 mr) OHOB/OBAHOrO 3BITY 3 6e3nekun,
KOHLeHTpaTy y BiANOBIAHO A0 MopsAaKy 34iACHEHHS
donakoHi; no 1 hapMakoHarnsagy, 3atBepixeHoro
hnakoHy Haka3oM MiHicTepcTBa OXOPOHM
KOHLeHTpaTy (80 300poB’A YKpaiHu Big 27 rpyaHsa 2006
Mmr/2 mn) Ta 1 poky Ne 898, 3apeecTpoBaHoro B
hnakoHy MiHicTepcTBi toCcTULii YKpaiHn 29 ciuHa
PO34YMHHMKA (eTaHonN 2007 poky 3a Ne 73/13340 (y pegakui
96%, Boga onA Haka3y MiHicTepcTBa OXOPOHY 34,0P0B's
iH'eKLjin) Mo 6 MmNy YkpaiHu Bif 26 BepecHs 2016 poky Ne
KOHTYPHiIl 996), cTaHOBUTbL: 3riAHO 3i CTPOKaMu,
YapyHKOBIi 3a3HaYeHMMY y NepiognYHOCTI NOAaHHS
ynakosLi; no 1 perynsipHux 3BiTiB 3 6e3neku.
KOHTYPHiIl
YapyHKOBIli ynakoBLi
B KAPTOHHIl navui;
no 3 mn (120 mr)
KOHLeHTpaty y
donakoHi, no 1
chnakoHy
KOHUeHTpaTy (120
mr/3 mn) Ta 1l
chnakoHy
pO34MHHKKa (eTaHonN
96%, Bofa A41A
iH'ekujn) mo 9 mny
KOHTYPHili
YapyHKOBIl
ynakosLi; no 1
KOHTYPHili
YapyHKOBIl yrnakoBLi
B KAPTOHHI nayui
13. | ENIUEA Tabnetku, Lo KPKA, a.4., CnoseHis KOHTPO/1b Ta BUMYCK CnoseHis/ nepepeecTpais Ha Heo6MexeHuii 3a He UA/13686/02/01
AucnepryloTbes y HoBo mecTo cepii: Ipeuis TEepPMiH peyenmom nionsizae

POTOBI NOPOXHWHI
no5wr,no7
TabneTtok y 6nicrepi;
no 4 a6o 12
6nictepiB y
KapTOHHI/ KopoobLi

KPKA, a.4a., HoBo mecTo,

CnoBeHis

BVMPOGHWLTBO, NEPBUHHE
Ta BTOPVHHE NakyBaHHS,

KOHTPO/b Ta BUNYCK
cepii:

OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby B po3gini "Cnocib 3acTocyBaHHS
Ta [o3mn” BignosigHo Ao iHhopmal,i
pedhepeHTHOrO JlikapcbKOro 3acoby
(Cipralex® 20 mg film-coated tablets), a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
IxeHedapm CA, lpeuis TakKoXX OHOBJIEHO iH(hopMaLito B po3aini
"Mo6iYHI peakyii" iIHCTPYKUIT Ans
BMPOBHMLTBO abo MEeAMYHOro 3aCTOCyBaHHSA NikapCbKoro
BMPOGHULITBO i3 3aco6y W00 BaXNBOCTI 3BiTyBaHHS
HaniBNpoAyKTY, npo No6iyHi peakui.
BMPO6GIEHOro
DxeHedpapm CA, MepiognyHicTb NoAaHHA perynsipHo
nepBUHHe Ta BTOPVHHE OHOB/IIOBAHOTO 3BITY 3 6e3neku,
nakyBaHHs: BiANOBIAHO A0 MopsAaky 34jiMCHEHHS
KPKA, a.4., HoBo mecTo, hapmakoHarnsay, 3aTBepXeHoro
CnoBeHis Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
KOHTpOsb cepii poky Ne 898, 3apeecTpoBaHoro B
KPKA, a.4., HoBo mecTo, MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
CnoseHis 2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YKkpaiuu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKamu,
3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
14. | ENIUEA Tabnetku, LWo KPKA, ao.4., CnoBeHis KOHTPO/Ib Ta BUMYCK CnoseHis/ nepepeecTpawis Ha HeobMexeHwui 3a He UA/13686/02/02
aucnepryloTbes y HoBo mecTo cepit: Ipeuis TepMiH peyenmom niossieae
POTOBI NOPOXHWHI KPKA, a.4., HoBo mecTo, OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
no 10 mr, no 7 CnoBeHis MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro

Tabnetok y 6nictepi;
no 4 a6o 12
6nictepiB y
KapTOHHIA KopoobLi

BMPOOHWLTBO, NEPBUHHE
Ta BTOPVHHE NakyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii:
xeHedhapm CA, peuis

BMPOGHMLTBO abo
BUPOBHMUTBO i3
HaniBNpoaykTy,

BMPOGIEHOrO
xeHedpapm CA,
nepBUHHE Ta BTOPUHHE
nakyBaHHS:
KPKA, a.4., Hoso mecTo,
CnoseHis

KOHTpONb cepil
KPKA, a.4., HoBo mecTo,
CnoseHis

3aco6y B po3gini "Cnocib 3acTocyBaHHSA
Ta no3mn" BignoBigHo Ao iHhopmali
pedhepeHTHOrO JliKapCbKOro 3acoby

(Cipralex® 20 mg film-coated tablets), a

TaKoX OHOBJ/IEHO iHhopMaLlito B po3gini

"Mo6iuHI peakyii" iIHCTPYKUIT Ans

MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro

3acoby L0/40 BaX/IMBOCTI 3BITYBaHHs
npo NoGiyHi peakLii.

MepiognyHicTb NoAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHK
30,0p0B’A YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
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Ne

Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
15. | ENIUEA Tabnetku, LWo KPKA, o.4., CnoBeHis KOHTPO/Ib Ta BUMYCK CnoseHis/ nepepeecTpawis Ha HeobMexeHwui 3a He UA/13686/02/03
aucnepryoTbes y HoBo mecTo, cepit: Ipeuis TepMiH peuenmom nionseae
POTOBI NOPOXHWHI CnoBeHis KPKA, a.4., HoBo mecTo, OHOBMEHO iHGhopMaLito B IHCTPYKUIT Ans
no 20 mr, no 7 CnoBeHis MeAMYHOro 3acTOCYBaHHSA /TiKapCbKOro
Tabnetok y 6nictepi; 3acoby B po3aini "Cnocié 3acTtocyBaHHs
no 4 a6o 12 BVMPOGHWLTBO, NEPBUHHE Ta fo3un" BignoBigHo A0 iHchopmaui
6nictepiB y Ta BTOPVHHE MakKyBaHHS, pedhepeHTHOro Jlikapcbkoro 3acoby
KapTOHHIA KOpooLi KOHTPO/Ib Ta BUMYCK (Cipralex® 20 mg film-coated tablets), a
cepii: TakKoXX OHOBJIEHO iH(hopMmaLito B po3aini
IxeHecapm CA, lpeuis "Mo6iuHi peakyii” iIHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
BMPOBHMLUTBO abo 3acoby 040 BaX/IMBOCTI 3BITYBaHHS
BMPOGHULITBO i3 npo NoGiyHi peakuii.
HaniBNpoAyKTY,
BMpo6IEHOro MepioAnyHICTb NOAHHS PErynsapHO
IxeHedpapm CA, OHOB/IHOBAHOrO 3BITY 3 6e3Mneku,
nepBUHHe Ta BTOPVHHE BiANOBIgHO 0 MopsAAKy 34jiCHEHHS
naKyBaHHs: thapmakoHarnagy, 3aTBepKeHoro
KPKA, a.4., HoBo mecTo, Haka3oM MiHicTepcTBa 0XOpPOHU
CnoBeHis 304,0p0B’sA YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
KOHTpOsb cepii MiHicTepcTBi tocTuLii YKpaiHn 29 ciuHa
KPKA, a.4., HoBo mecTo, 2007 poky 3a Ne 73/13340 (y pepakuii
CnoseHis Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMM,
3a3HavYeHVMU Y NepiognMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
16. | E®OCTAT TabneTtku, BKPUTI MpAT YkpaiHa IOKEHE®APM C.A. Ipeuis nepepeecTpawis Ha HeobMexeHwi 3a He UA/17530/01/01
NNiBKOBOO "®bapmaueBTu TEepMiH peuyenmom nionseae
o60onoHkoto, no 80 YyHa thipma OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
Mmr, no 14 TabneTok "fNapHuus" MeAMYHOro 3acToCyBaHHSA NikapcbKoro

y 6nicTepi; no 2
6nictepu B nayuj

3acoby y posginax "B3aemogisi 3 iHWnMmn
nikapcbkrMmM 3acobamm Ta iHWi Buam
B3aemogijit", "OcobmBocTi
3acTocyBaHHs", "lNo6iyHI peakuii”
BiAnoBigHO A0 iHhopmaui
pedhepeHTHOrO JlikapcbKoro 3acoby
(AJEHYPIK® 80 MITALEHYPIK® 120
MI, TabneTkn, BKpUTI NIIBKOBOKO
060/10HKO10, M0 80 Mr, no 120 wmr), a
TakoX y po3gin “MNobivHi peakuii" woao
BaXK/IMBOCTIi 3BiTyBaHHS NPO NOGiYHi
peaxuii.

MepiognyHicTb NogaHHA perynsipHo
OHOBJIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKamMu,
3a3HayYeHMM y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
17. | E®CTAT TabneTku, BKPUTI MpAT YkpaiHa IOKEHE®APM C.A. Ipeuis nepepeecTpauisi Ha HeobMeXeHWi 3a He UA/17530/01/02
NNiBKOBOO "PapmaueBTu TepMiH peyenmom niossieae
060/10HKO10, M0 120 YyHa hipma OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
mr, no 14 tTabnetok "fapHuus”

MeJMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby y po3ginax "Bsaemogis 3 iHW1MK
nikapcbkrMmK 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobnmBocCTi
3actocyBaHHs", "lNMob6iuHi peakuii”
BifgnoBigHO A0 iHhopmau,i
pedhepeHTHOrO JlikapCbKOro 3acoby
(AJEHYPIK® 80 MI/ALEHYPIK® 120
MI, TabneTkun, BKpUTI M1iBKOBOKO
060/10HKO0, Mo 80 Mr, no 120 wmr), a
Takox y po3gin "Mob6iyHi peakuyii” woao
Ba&XX/IMBOCTI 3BiTyBaHHS NPO NOGiYHi
peakuyii.

y 6nicTepi; no 2
6nicTepn B nauuj

MepiognyHicTb NoAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHK
30,0p0B’A YKpaiHnu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HavYeHMU y NepiofnMYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.

18. | 3ABILE®DTA NOpOLLOK AN MNOAN3EP CWA Brpo6HMLTBO Bpasunis/ nepepeecTpawjisi Ha HeobMeXxeHwi 3a He UA/17440/01/01
KOHUEeHTpaTy Ans ENY. CL. L. HanisnNpoaykTy ITanisa TEpPMiH peyenmom nionsizae
pPO34MHy oNs KOPMOPEML CTepPWIbHOT CyMiLli OHOB/IEHO iHGhopMaLito B iHCTPYKUIT ANnst
iHcpysiin, no 2000 H uedrasngnumy MeAMYHOro 3acToCyBaHHSA NikapCbKoro
mr/500 wmr, no 10 KapboHaty 3acoby y po3sginax "Cnocié

dNakoHiB 3 (uedTasngumy 3acTocyBaHHsA Ta ao3un", "MobiyHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
MOPOLLKOM Y neHTarigpar 3 peakujii” BigNoBigHO A0 iHdhopmawi
KapTOHHIA KOopoo6Li KapboHaToM Hatpito), CTOCOBHO 6e3neku, sika 3a3HayeHa B
TeCTyBaHHs npu MaTepianax peectpauiiHoro gocke, a
BUMYCKY: TakoxX A0 po3giny "Micue3HaxomKeHHs
AHTUGIOTIKOC A0 Bpasin BMPOGHUKa Ta ioro agpeca Mmicus
Ntpa, Bpasunia NPOBaKEHHS Ais/IbHOCTI"
BVMPOGHMLTBO, (po3wwmncbpyBaHHsA CKOPOYEHHS 6€3 3MiHN
nakyBaHHs1, KOHTPO/1b CYTHOCTI iHthopmaLi).
AKOCTI Ta BUMYCK Cepii:
EliCiEc flo6dap C.n.A., MepiognyHicTb NoAaHHA perynsipHo
ITanis OHOBJOBAHOrO 3BITY 3 6e3neku,
BMNPOGYBaHHSA BiANOBIAHO A0 MopsAaky 34iMCHEHHS
CTabisIbHOCTi FOTOBOrO thapmakoHarnsay, 3aTBepXeHoro
nikapcbKoro 3acoby Haka3oM MiHicTepcTBa OXOPOHU
EliCiEc lo6chap C.n.A., 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
ITanisa poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
19. | SANISA NMOpPOLLIOK ToBapucTBo 3 YkpaiHa A-P MAYNb TOMAHH HimeuunHa nepepeecTpawis Ha HeobMexeHwui - He UA/17521/01/01
CYNb®AT (cybeTaHuis) y 06MexeHo 'MBX KI', HimeyunHa TepMiH niossieae
CYXVIA nosieTuIeHoBMX BignoBigasibHi
naketax gns CTio
hapmMaueBTUYHOIO "dhapmaueBTu
3acTocyBaHHS YHa KOMMaHis
"3p0pos'a”
20. | KEAON PO3UMH ANA iH'EKLN, ToBapucTBo 3 YkpaiHa MpuBaTHE akuioHepHe YkpaiHa nepepeecTpais Ha HeoGMexeHuii 3a He UA/17035/01/01
50 Mr/2 mn; no 2 mn 06MEXEHO TOBapuCTBO “J1eKkXiM- TEepMiH peyenmom niossiecae
npenapary B amnyi BifgnoBigasIbHi Xapkis” OHOBJIEHO iHGhopMaLito B IHCTPYKUIT ANns
no 50 amnyny CTio "bepkaHa YkpaiHa MEeAMYHOro 3acTOCyBaHHSA MikapcbKoro
KapTOHHI kKopoo6Lj; +"

no5amnyny
6nicTepi, no 1 a6o 2
6nictepn y
KapTOHHIA KopooLi

3aco6by y po3gini "MobivHi peakyii” woao
BaXK/IMBOCTIi 3BiTyBaHHS NPO No6iuHi
peakuyi.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiAMoBiAHO A0 MNopaaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepmAKeHoro
Haka3oM MiHicTepcTBa OXOPOHK
34,0p0B’S YKpaiHu Big 27 rpygHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBsi tocTULii YKpaiHu 29 ciuHA
2007 poky 3a Ne 73/13340 (y pegakuii
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKamMu,

3a3HaYeHMM y NepiognyHOCTI NoAaHHSA

perynspHux 3BiTiB 3 6e3neku.

21.

KNABYKCULUN
H

MOPOLLIOK ANns
PO34UHY A5 iH'EKLL
no 500 mr/100 mr;
no 1 a6o 5 dnakoHis
y nauuii 3 KapToHy

M.BIOTEK
nTa

Benvka
BpuTaHis

ACTPAJ1 CTEPITEK
MPAMBIT NIMITEL,
IHais

IHais

nepepeecTpauis Ha 5 pokis
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby B po3gisiax "B3aemogisi 3 iHWnMun
nikapcbkrMKM 3acobamm Ta iHLWi Buam
B3aemogijit", "OcobmBocTi
3acTocyBaHHs", "lNo6iyHI peakuii”
BiANOBIAHO 4O OHOBNEHOI iHChopMaLii 3
6e3nekun Nikapcbkoro 3acoby, a TakoXx B
po3gini "Mo6iuHi peakuii" woao
3BiTyBaHHS NPO NOGIYHI peakLii.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3oM MiHicTepcTBa OXOPOHK
30,0p0B’A YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HaYeHMMM y NepioanYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
nionsizae

UA/16108/01/01

22.

KABYKCUUMA
H

NOPOLUOK 47151
PO3UMHY ANS iH'eKUili
no 1000 mr/200 wr;
no 1 a6o 5 dpnakoHiB
y nauui 3 KapToHy

M.BIOTEK
nTa

Benuka
BputaHis

ACTPAJ CTEPITEK
MPAUBIT NIMITEL

IHais

nepepeectpauis Ha 5 pokis
OHOoBEHO iHdopMaLito B IHCTPYKLIT ANs
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby B po3ginax "B3aemogis 3 iHWrMm
nNikapcbKrMmn 3acobamu Ta iHWi B1am
B3aemogiin", "OcobnmBocCTi
3actocyBaHHs", "lNMobiuHi peakujii”
BiANOBIAHO 10 OHOBMEHOT iHhopMaLi 3
6e3nekun Nikapcbkoro 3acoby, a TakoX B
po3gaini "Mo6iyHi peakuii" woao
3BiTYBaHHSA NPO NOGIYHI peakLyii.
MepiognyHICTL NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO 0 MopsAAKY 34iiCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B

3a
peuyenmom

He
nionseae

UA/16108/01/02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

MiHicTepcTBi tocTuLii YKpaiHm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

23.

NAMPOHEKCT
KOMBI

Kpansi O4Hi, pO34uH,
(50 MKr+5 mr)/mn no
2,5 Mn y donakoHi-
KpanenbHuuj; no 1
donakoHy-
KpanenbHuLi y
KapTOHHIA KopooLi

Hekctdhapm
6X

Pecny6nik
a AscTpist

PA®APM CA

Ipeuis

nepepeecTpawjis Ha HeobMeXxeHwi
TEepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3aco6by y po3gini "MobivHi peakuii” woao
BaXK/IMBOCTi 3BiTyBaHHS NPO No6iuHi
peaxuii.

MepiognyHiCTL NoAaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HavYeHMN Y NepiognYHOCTI NoJaHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/17840/01/01

24.

NEBOHEKCT

Kpansi O4Hi, PO34uH,
5wmr/mnno5wmny
hnakoHi-
KpanenbHuuj; no 1
donakoHy-
KpanenbHuui y
KapTOHHI KOpooL;

Hekcthapm
6X

Pecny6nik
a ABcTpis

PA®APM CA

Ipeuis

nepepeecTpauisi Ha HeobMeXeHWi
TepMiH
OHOoBEHO iHdopMaLito B IHCTPYKLIT ANs
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby y po3ginax
"papmakoTepanesTuyHa rpyna. Kog,
ATX" (WoAa0 Ha3Bu 6e3 3MiHn Kogy
ATX), "®apmakosioriyHi BNacTmBocTi",
"MpoTunoka3saHHsa", "B3aemogis 3
IHLWMMK NiKapCbKnMy 3acobamm Ta iHLWi
BMAM B3aemogiin”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Cnocib 3acTtocyBaHHs Ta fo3un",
"Mepeno3ysaHHa", "MoGIYHI peakuii”
BigMnoBigHO A0 iHchopmau,i
pechepeHTHOro Nikapcbkoro 3acoby
(OPTAKBIKC®, kpanni o4Hi, 5 mr/mn), a
TaKoX y po3gin "MNobivHi peakuii" woao

3a
peyenmom

He
nionsicae

UA/17522/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o

25.

NINOIKA

Ba)K/IMBOCTIi 3BiTyBaHHS NPO NOGiuHi
peaxuii.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34jiMCHEHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
YKkpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HayYeHMM y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.

nocsBi0O4YeHHs

26.

NINOIKA

TabneTku, BKPUTI
NNiBKOBOO
060/10HKO10, 1Mo 300
mr no 10 TabneTok y
KOHTYPHiIl
YapyHKOBIli
ynakosLi, no 3
KOHTYPHi YapyHKOBI
yNnakoBKM B NauLi

MpAT
"dhapmaueBTu
YyHa hipma
"fapHuus”

YkpaiHa

MpAT "dapmaLeBTU4Ha
hipma "dapHnus”

YkpaiHa

nepepeecTpauisi Ha HeobMeXeHWi
TepMiH
OHoBNEHO iHhopmMaLito B IHCTPYKUii ons
MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby y posginax "OcobnmneocTi
3acTocyBaHHs", " 3acTocyBaHHA y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaato”, "TobiuHi peakwyii” BignosigHO
[0 iHdhopmaLii 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby. 3aTBepaKeHo TeKCT
KOPOTKOi XapakTepUCTUKN STiKapCbKOro
3acoby
MepiognyHicTb NoAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcCTBi toCcTULT YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
PEerynsipHux 3BiTiB 3 6e3neku

3a
peyerimom

He
nionsizae

UA/17024/02/01

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, Mo 600
Mr no 10 TabneTok y
KOHTYpHil

MpAT
"papmaueBTu
YHa hipma
"AapHuus”

YkpaiHa

MpAT "dapmaLeBTuiHa

ipma "[apHuus”

YkpaiHa

nepepeecTpawis Ha HeobMexeHui
TEepMiH
OHoBNEHO iHhopmaL,ito B IHCTPYKUii ons
Me[MYHOro 3aCTOCYBaHHA NMiKapCbKoro
3acoby y posginax "OcobnnBocTi

3a
peyenmom

He
niossiecae

UA/17024/02/02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

YapyHKOBIl
ynakosLi, no 3
KOHTYPHI YapyHKOBI
yNnaKkoBKM B nauLi

3acTocyBaHHA", " 3aCToCyBaHHs y
nepiog, BariTHoOCTi abo rogyBaHHs
rpyaato”, "MobiuHi peakwyji" BignosigHO
[0 iHdopmau,ii 3 6e3nekn 3acToCyBaHHS
NikapcbKoro 3acoby. 3aTBepaxeHo TeKCT
KOPOTKOI XapakTepucTmkn NikapCbKoro
3acoby

MepiognyHicTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
304,0p0B’sA YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHVMU Y NepiogMYHOCTI NoAaHHSA
PErynsipHuX 3BiTiB 3 6e3neku

27.

MITPEH

TabneTku nNo 2 Mr no
28 TabneTok y
6nictepi; no 1 abo
no 3 6nictepu y
KapTOHHI Kopoo6Li

3AT
«Papmnira»

JInToBCbKa
Pecny6nik
a

BMpPOGHMLTBO, KOHTPO/b
AKOCTI, NEpPBUHHE Ta
BTOPWHHE MakKyBaHHS,
BiANoBigabHMI 3a
BMNYCK cepil:
NTABOPATOPIOC JIEOH
®APMA C.A., IcnaHis

BTOpWHHE NakyBaHHs:
MAHAHTIAb
IHTEIPA, C.J1.Y.,
IcnaHis
KOHTposb sikoCTi:
NABOPATOPIO
EUEBAPHE, C.A.

IcnaHis

nepepeecTpawis Ha HeobMexeHwi
TEepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby y posginax:
"PapmakoTepanesTuyHa rpyna. Koz,
ATX" (yTOUHEHHS! Ha3BU 6e3 3MiHW Koay
ATX), "®apmakosioriyHi BNacTmBocTi",
"B3aemogis 3 iHWMMKW NiKapCbKUMu
3aco6amMu Ta iHWi BUAM B3aEMOSiii",
"Oco6nmBoCTi 3acTocyBaHHs", "AiTn",
"Mo6iyHi peakuyii" BignoBigHO A0
iHhopmaLii Wwoao MmeanyHoro
3acToCyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (BIBAH, TabneTku)
a Takox y po3aini "Mo6iyHi peakuyii”
LLIOA0 B&X/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.

MepiognyHicTb NOAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’sA YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionseae

UA/17523/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

MiHicTepcTBi tocTuLii YKpaiHm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

28.

MOKCOHIAWNH-
DAPMAK

TabneTtku, BKPUTI
NNiBKOBOO
o6onoHkoto, no 0,3
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIM nayi

AT «®apmak»

YKpaiHa

CaHeka
dapmacbloTikans AT

Cnosaubka
Pecny6nika

nepepeecTpawjis Ha HeobMeXxeHwi
TEepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeMYHOr0o 3aCTOCYBaHHA NiKapCbKoro
3aco6by y posginax "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKW NiKapCbKUMu
3aco6amMu Ta iHWi BUAM B3aEMOSiii",
"Oco6/1BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaat”, "3aatHicTb
BMAVBATY Ha LWBMAKICTb peakuil npu
KepyBaHHI aBTOTpaHCNopTom abo
IHLWIXMK MexaHi3mamun”, "Cnocib
3acTocyBaHHsa Ta gosu", "fitn"
(peparyBaHHs), "MNepeno3yBaHHSA"
BignoBigHO A0 iHhopmau,i
pedhepeHTHOrO JliKapCbKOro 3acoby
(PizioTeHc, TabneTkn, BKPUTI M/1IBKOBOKO
060n0Hkot0, no 0,2 wmr, 0,3 mr, 0,4 mr), a
TakoxX y posgini "MobiuHi peakyii” wono
BaXK/IMBOCTi 3BiTYyBaHHS NPO NOGiuHi
peaxuii.

MepiognyHicTb NoAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcCTBi toCcTULT YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/17580/01/02

29.

MOKCOHIONH-
DAPMAK

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKoH0, Mo 0,4
Mmr; no 10 TabneTok
y 6aicTepi; no 3

AT «®apmak»

YkpaiHa

CaHeka
dapmacbtoTikans AT

Cnosaubka
Pecny6nika

nepepeecTpawis Ha HeobMexeHui
TEepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
Me[MYHOro 3aCTOCYBaHHA NMiKapCbKoro
3aco6by y posginax "lMpoTnnokasaHHs",

3a
peyenmom

He
niossiecae

UA/17580/01/03




Ne

Hassa

29

n/n

NiKapcbKo20
3acoby

Popma sUnyCKy

ynakoska)
6nictepu B

(nikapcbka cpopma,

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

30.

MOKCOHIAWNH-

KapTOHHIM nayi

TabneTtku, BKPUTI

"B3aemogis 3 iHWMMU SliKkapCbKuMun
3aco6amMu Ta iHLWi BUAM B3aeMoSiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BaritTHoCTi abo
rofyBaHHs rpyaat”, "3aatHicTb
BMAVBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBToTpaHCcnopToM abo
IHLLIMMK MexaHi3mamun”, "Cnoci6
3acTocyBaHHsa Ta gosu", "fitn"
(peparyBaHHs), "MNepepo3yBaHHA"
BignoBigHO A0 iHchopmaui
pedhepeHTHOrO JlikapCbKOro 3acoby
(PisioTeHc, TabneTkn, BKPUTI M/1IBKOBOO
060n0Hkot0, no 0,2 mr, 0,3 mr, 0,4 mr), a
Takox y posgini "MobiuHi peakyii" wono
BaXK/IMBOCTi 3BiTyBaHHS NPO NoGiuHi
peaxuii.

MepiognyHicTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
304,0p0B’sA YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A

YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

DAPMAK

NNiBKOBOKO
060/10HKOH0, M0 0,2
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI naui

AT «®apmak»

YKpaiHa

CaHeka
dapmacbioTikans AT

Cnosaubka
Pecny6nika

nepepeecTpawis Ha HeobMexeHwi
TEepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeMYHOro 3aCTOCYBaHHSA NMiKapCbKoro
3acoby y posginax "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKW NiKapCbKUMu
3aco6amMu Ta iHWi BUAM B3aeMoSiii",
"Oco6/1MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaat”, "3aatHicTb
BMAVBATY Ha LWBMAKICTb peakuil npu
KepyBaHHi aBTOTpaHCNopTomM abo
IHLWIXMK MexaHi3mamun”, "Cnoci6
3acTocyBaHHsa Ta gosu", "fitn"
(peparyBaHHs), "MNepeno3yBaHHSA"
BignoBigHO A0 iHhopmau,i

pedyepeHTHOrO JIiKapCbKOro 3acoby

3a
peyenmom

He
nionseae

UA/17580/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

(PisioTeHc, TabneTkn, BKPUTI M/1IBKOBOO
06010Hkot0, Nno 0,2 mr, 0,3 mr, 0,4 mr), a
TakoxX y posgini "MobiuHi peakyii" wono
BaXK/IMBOCTIi 3BiTyBaHHS NPO No6iuHi
peaxuii.

MepiognyHicTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
304,0p0B’sA YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3iHO 3i CTPOKaMU,
3a3HavYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

31.

TOBI®/TAMIH

Kpansi OuHi,
cycneHsisi, no 5 mny
donakoHi
nonieTuIeHoBoMy 3
KpanesnbHULe Ta
KOHTPO/1EM NepLUOro
po3KkpuTTS, Nno 1
donakoHy B nauuj

AT

"KNIBCBKN

BITAMIHHW
3ABOS"

YKpaiHa

AT "KUIBCbKUI
BITAMIHHUIA 3ABO"
(BMpOGHMLTBO 3
npoaykuii in bulk
«Padhapm C.A.»,
peuis)

YKpaiHa

nepepeecTpawis Ha HeobMexeHwi
TEepMiH
OHOBEHO iHhopmaL,ilo y po3ginax
"®apmMakonoriyHi BnactnsocTi”,
"MpoTunokasaHHs", "B3aemogis 3
IHLIMMKM NiKapCbKMMK 3acobamu Ta iHLWi
BUAM B3aemogiit”, "OcobnmBocTi
3actocyBaHHs", "[itn", "Mo6ivHi peakuii"
IHCTPYKLUT 4719 MEANYHOro 3aCTOCyBaHHA
nikapcbKoro 3acoby BiANoBiAHO A0
OHOBJ/IEHOT iHdhopMaLiii Wwoo 6e3neku
pechepeHTHOro Nikapcbkoro 3acoby
Tobpanekc® Ta 'y po3gini "MobiyHi
peakujii" LWoAo 3BiTyBaHHA NP0 NOGIYHi
peaxuii.

MepiognyHicTb NOAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’sA YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcCTBi toCTULT YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3Ha4YeHVMU Y NepioMYHOCTI NoAaHHSA

3a
peyenmom

He
nionseae

UA/17663/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
perynspHux 3BiTiB 3 6e3neku.
32. | TOBIDPTAMIH Kpanni ouHi, AT YkpaiHa PA®APM C.A. Ipeuis MepepeecTpaLlisi Ha HEOBMEXEHWI - He UA/17664/01/01
cycnensis in bulk: no | "KWIBCbKWI TepMiH nidnsizae
5 MmNy pnakoHi BITAMIHHMIA MepioAnYHICTb NOJAHHA PerynsapHo
nosieTuneHoBoMy 3 3ABOA" OHOBJOBAHOrO 3BITY 3 6e3neku,
KpanesnbHuLero Ta BiANOBIAHO A0 MopsAaKy 34iACHEHHS
KOHTpONEeM NepLUOro chapmakoHarnsgy, 3aTBepakeHoro
po3kpuTTH, no 100 Haka3oM MiHicTepcTBa OXOPOHU
h1akoHiB y 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
KapTOHHIA KopoobLi poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamu,
3a3HayYeHMM y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
33. | TPABOHEKCT Kpansi O4Hi, PO34uH, Hekcthapm Pecny6nik PA®APM CA Ipeuis nepepeecTpauisi Ha HeobMeXeHWi 3a He UA/17649/01/01
40 mkr/mn, no 2,5 M6X a ABcTpis TepMiH peuenmom nionseae
M1y h/1aKoHi- OHOoBEHO iHdopMaLito B IHCTPYKLIT ANs
KpanenbHuuj; no 1 MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
donakoHy- 3acoby y po3gini "Mo6ivHi peakuii”
KpanesnbHuLi y BiANOBIAHO A0 iHGhopMAaLii Woao
KapTOHHI KOpooL; MeAUYHOro 3aCTOCyBaHHs
pechepeHTHOro Nikapcbkoro 3acoby
(TPABATAH, kpansi o4Hi) a Takox y
po3gini "Mo6iyHi peakuii" woao
BaXK/IMBOCTIi 3BiTyBaHHS NPO No6iuHi
peakujir
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiAMNoBIAHO A0 MNopaaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepmAKeHoro
Haka3oM MiHicTepcTBa OXOPOHK
34,0p0B’S YKpaiHu Big 27 rpygHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHu 29 ciuHA
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMMm,
3a3HaYeHMMM y NepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku
34. | TPU-ANITEP® Tabnetkv no 4 TOB HB® YkpaiHa TOB HB® YkpaiHa nepepeecTpawis Ha HeobMexeHwui 3a He UA/17632/01/01
Mmr/1,25 mr/5 mr; no «MIKPOXIM» «MIKPOXIM», YkpaiHa TepMiH peuenmom nionsizae

10 Tabnetok y
6nictepi, no 3

(Bpo6HMYa AiNbHULA
(BCi cTagjii BUpo6bHNYoro

OHOB/EHO iHGOpMaLito B IHCTPYKUIT ANs
MeAMNYHOT0 3aCTOCYBaHHS /TiKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
6nictepu y nauui 3 npovecy); opuanyHa 3acoby y po3gini "OcobnmsocTi
KapToHy afipeca BUPOGHMKa; 3acTocyBaHHA" BigMnoBiAHO A0
BiANOBIAa/IbHUI 3a iHchopmauii 3 6e3nekn [ONOMIKHOI
BWMNYCK cepil, He PEeYOoBUHM, a TaKoX y po3aini "MobiuHi
BK/IHOYaA0UN peaxuii” o0 BaX/MBOCTI 3BITyBaHHSA
KOHTPO/b/BMNPOGYBaHHSA npo NoGiyHI peakLiji.
cepii); MepiognyHicTb NoAaHHA perynsipHo
AT "®APMAK", YkpaiHa OHOBJ/IOBAHOrO 3BITY 3 6e3nekun,
(BUpPOGHMLTBO 3a BiANOBIAHO A0 MopsAaky 34jiMCHEHHS
MOBHUM LIK/TIOM) chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YKkpaiuu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKamu,
3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
35. | TPU-ANITEP® Tabnetku no 8 TOB HB® YkpaiHa TOB HB® YkpaiHa nepepeecTpauisi Ha HeobMeXeHWi 3a He UA/17632/01/03
Mmr/2,5 mr/5 mr, no 10 | «MIKPOXIM» «MIKPOXIM», YkpaiHa TepMiH peyenmom nionszae
Tabnetok y 6nictepi, (BUPOGHMYA AiNbHULA OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
no 3 6nictepu y (Bci cTagji BMpo6HMYOro MeJMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
nadui 3 KapToHy npouecy); opuanyHa 3acoby y posgini "OcobnusocTi
afpeca BUPOOHUKa; 3acTocyBaHHS" BigNoBigHO A0
BiANoBiAaIbHMI 3a iHchopmauii 3 6e3nekn [ONOMIKHOI
BUNYCK cepii, He pEeYOoBUHM, a TaKoX Y po3aini "MobiuHi
BK/IHOYa0UN peaxuii” o0 BaX/NBOCTI 3BITyBaHHSA
KOHTPO/b/BMNPOGYBaHHSA npo NoGiyHi peakLii.
cepii); MepioAnYHICTb NOJAHHA PerynsapHo
AT "®APMAK", YkpaiHa OHOBJOBAHOrO 3BITY 3 6e3neku,
(BUpPOOHMLTBO 3a BiANOBIAHO A0 MopsAaKy 34iACHEHHS
MOBHUM LVIK/TOM) chapmakoHarnsgy, 3aTBepakeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
36. | TPU-ANITEP® Tabnetkn no 8 TOB HB® YkpaiHa TOB HB® YkpaiHa nepepeecTpauisi Ha HeobMeXeHWi 3a He UA/17632/01/04
Mmr/2,5 mr/10 mr; no «MIKPOXIM» «MIKPOXIM», YkpaiHa TepMiH peuenmom nionseae
10 TabneTok y

6nictepi, no 3

(Bpo6HMYa AiNbHULA

(BCi cTagjii BUpo6GHNYoro

OHOBEHO iHdopMaLito B IHCTPYKLIT A5

MegNYHOro 3aCTocyBaHHA I'IiKapCbKOI'O
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
6nictepu y nauui 3 npovecy); opuanyHa 3acoby y po3gini "OcobnmsocTi
KapToHy afipeca BUPOGHMKa; 3acTocyBaHHA" BigMnoBiAHO A0
BiANOBIAa/IbHUI 3a iHchopmauii 3 6e3nekn [ONOMIKHOI
BWMNYCK cepil, He PEeYOoBUHM, a TaKoX y po3aini "MobiuHi
BK/IHOYaA0UN peaxuii” o0 BaX/MBOCTI 3BITyBaHHSA
KOHTPO/b/BMNPOGYBaHHSA npo NoGiyHI peakLiji.
cepii); MepiognyHicTb NoAaHHA perynsipHo
AT "®APMAK", YkpaiHa OHOBJ/IOBAHOrO 3BITY 3 6e3nekun,
(BUpPOGHMLTBO 3a BiANOBIAHO A0 MopsAaky 34jiMCHEHHS
MOBHUM LIK/TIOM) chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YKkpaiuu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKamu,
3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
37. | TPU-ANITEP® Tabnetku no 4 TOB HB® YkpaiHa TOB HB® YkpaiHa nepepeecTpauisi Ha HeobMeXeHWi 3a He UA/17632/01/02
mr/1,25 mr/10 mr, no «MIKPOXIM» «MIKPOXIM», YkpaiHa TepMiH peyenmom nionszae
10 TabneTok y YkpaiHa, (BUPOGHMYA AiNbHULA OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
6nictepi, no 3 01013, m. (Bci cTagjii BUPOGHNYOro MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro
6nictepm y nauui 3 Kuis, By. npouecy); ropuanyHa 3acoby y po3aini "OcobnmsocTi
KapToHy ByaingycTpii, afpeca BUPOOHUKa; 3acTocyBaHHS" BigNoBigHO A0
6ya. 5 BiANoBiAaIbHMI 3a iHchopmauii 3 6e3nekn [ONOMIKHOI
BUNYCK cepii, He pEeYOoBUHM, a TaKoX Y po3aini "MobiuHi
BK/IHOYa0UN peaxuii” o0 BaX/NBOCTI 3BITyBaHHSA
KOHTPO/b/BMNPOGYBaHHSA npo NoGiyHi peakLii.
cepii); MepioAnYHICTb NOJAHHA PerynsapHo
AT "®APMAK", YkpaiHa OHOBJOBAHOrO 3BITY 3 6e3neku,
(BUpPOOHMLTBO 3a BiANOBIAHO A0 MopsAaKy 34iACHEHHS
MOBHUM LVIK/TOM) chapmakoHarnsgy, 3aTBepakeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
38. | TPOMBO®/IO niochinisoBaHuii Bxapat IHais Bxapat Cipamc eHp, IHais nepepeecTpauisi Ha HeobMeXeHWi - He UA/16784/01/02
KC NOpOLLOK AN Cipamc eHp, BakuuHc Nimiteq, TepMiH nionseae
NPUroTyBaHHA BakumHc
PO34MHY ANs NimiTeq MepioAMYHICTb MOAAHHS PErysipHO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
iH exuiii 1500000 OHOBJIHOBAHOrO 3BITY 3 6e3Mneku,
MO; in bulk: 200 BiANOBIAHO A0 MopsAaKy 34iACHEHHS
h1akoHiB 3 thapmakoHarnagy, 3aTBepKeHoro
MOPOLLKOM Y Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHIA Kopoo6Li 304,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
39. | TPOMBO®/IO niocpinizoBaHwii Bxapart IHAisa Bxapat Cipamc eHg IHAisa nepepeecTpais Ha Heo6MexeHuii 3a He UA/16785/01/01
KC NOpPOLLOK ANs Cipamc eHg, BakuuHc Nimites TEpMiH. peyenmom nionsizae
NPUroTyBaHHSA BakuuHc OHOB/EHO iHhopmaL,ilo y po3ainax
pO34MHy AoNns NimiTen "Cnoci6b 3acTocyBaHHA Ta
iH ekuii 750000 MO; [031"(yTouHeHHs iHdbopmadi), "Mo6iyHi
1 cpnakoH 3 peaxuii” iHCTPYKLii A1 MeguyHoro
NMOPOLLKOM B KOpPOOLL 3acTocyBaHHA NikapcbKoro 3acoby
3 KapTOHY BiANOBIAHO A0 OHOBMEHOT iHdhopMaLii
o0 6e3neky 3aCTOCYyBaHHS Aito4oi
peyoBuHM, Ta 'y po3aini "MobiyHi peakuyii"
IHCTPYKLi 415 MEAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby LL0A0 3BiTyBaHHSA
npo No6iyHi peakuii.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamu,
3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
40. | TPOMBO®D/IO niochinisoBaHuii Bxapat IHais Bxapat Cipamc eHp, IHais nepepeecTpauisi Ha HeobMeXeHWi 3a He UA/16785/01/02
KC NOpOLLOK AN Cipamc eHp, BakuuHc Nimiteq, TEPMIH. peuenmom nionseae
NpUroTyBaHHSA BakuuHc OHoBNEHO iH(hopMaLilo y po3ginax
pPO34MHy oNs Nimiteq "Cnoci6b 3acTocyBaHHs Ta

iH ekuiii 1500000
MO; 1 chnakoH 3
NOPOLLKOM B KOpOO6LUi

[031"(YTOYHEHHs iHdhopmali), “Mo6iuvHi
peakui™ IHCTPpYKLi 4158 MeauyHoro
3aCTOCYBaHHSA iKapCbKoro 3acoby
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n/;1

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

41.

TPOMBO®/1O

3 KapToHYy

BiANOBIAHO A0 OHOBMEHOT iHGhopMaLii
o0 6e3neky 3aCTOCyBaHHs Aitoyoi
peyoBuHK, Ta 'y po3gini "MobivHi peakuii”
IHCTPYKLUT 4119 MeANYHOro 3acTOCYBaHHA
nikapcbKoro 3acoby LLoA0 3BiTyBaHHS
npo NoGiyHI peakLiji.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMY y NepiognYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3neku.

KC

niodpinizoBaHuii
NOPOLLIOK A5
NPUroTyBaHHs
PO34nHy AnA

iH ekuili 750000 MO;
in bulk: 200
donakoHiB 3
MOPOLLKOM Y
KapTOHHI Kopoo6Li

Bxapar
Cipamc eHp,
BakuuHc
Nimiteq

IHAjiA

Bxapart Cipamc eHp,
BakuuHc Nimiteq,

IHAja

nepepeecTpawjis Ha HeobMexeHwi
TEPMiH.

MepiognyHicTb NoAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’sA YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKamM,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

He
nionsieae

UA/16784/01/01

HauanbHuUK
dapManeBTUYHOr0 yIpaB/IiHHA

Tapac JISICKOBCHKHUH




ITEPEJIIK

Hoparok 3
[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy

peecTpaLdito (nepepeecTpadito)

NiKapcbKux 3aco6iB (MeanYHUX

iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Big 17 yepBHa 2024 poky Ne 1056

JIIKAPCBKMX 3ACOBIB (MEJUUYHHNX IMYHOBIOJ/IOTTYHHMX ITPEITAPATIB), IIIO/10 AKX BYJIM BHECEHI
3MIHU 10 PEECTPAIIIMHIX MATEPIAJIIB, IKI BHOCATECS /10 TEPJKABHOI'O PEECTPY JIIKAPCHhKMNX
3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
1. | 3-AIHIP kancynu no 300 wmr; TOB Ykpaina NAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 3a UA/17823/01/01
no 10 kancyn y "APTEPIYM "KuiBmegnpenapart" | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nicTepi, no 1 nTa" (nakyBaHHs 3 in bulk HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBa)KEHHS
6nicTepy y nauui ipMK1-BUPOGHIMKa [iSNbHOCTI BUpOo6HUKa/iMnopTepa rotoBoro
dapmaBixH CaHai nNiKapcbKoro 3acoby, BKIOHAUM AiSTbHULI BUNYCKY
Be TikapeT A.C., cepii abo micue NnpoBefeHHsI KOHTPOJIHO SKOCTI.
TypeyuunHa) (misnbHICTb, 3a AKy BignoBigae BUpo6HuK/immopTep,
He BK/IloYatoun BUMycK cepiid). NMpuBeaeHHs
peecTpauiiHnX JOKYMEHTIB Y BigNOBIAHICTb A0
OHOBJ/IEHOT fliLEHSIl.
2. | 3-AIHIP kancynu no 300 wmr; TOB YkpaiHa dapmaBixH CaHai TypeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHM - UA/17824/01/01
in bulk: no 10 "APTEPIYM Be TikapeT A.C. | TMNy - AGMIHICTPaTUBHI 3MiHW. 3MiHa
Kancyn y 6nictepi, nTa" HaliMeHyBaHHs Ta/abo aapecy MicLsA NPOBaKEHHS
no 2 6nictepu B LisiNbHOCTI BUpobHUKa/iMnopTepa rotToBoro
Kopo6ui, no 100 NiKapcbKoro 3acoby, BKIOUAKUM Ai/TbHULi BUNYCKY
KOpO6OK B rpymnoBiii cepii abo micue NpoBeAeHHS KOHTPOJIHO SKOCTI.
ynakosLi (aisnbHIiCTb, 3a AKy Bignosigae BUPOOHUK/iMIopTep,
BK/1KOYAOUM BUMYCK Cepiit).
MpuBefeHHA peecTpaLifiHnX OKYMEHTIB Y
BiANOBIAHICTb 1O OHOBNEHOI NiLEH3Il.
3. | L-TUPOKCWUH | Tabnetku no 100 mkr BEP/IH- HimeuuunH Brpo6HMUTBO Himeuunna BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/8133/01/01
100 BEP/1IH- no 25 tabneTtok y XEMI Al a npenaparty "in bulk”, | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
XEMI 6nicTepi; no 1 abo 2, KOHTpPONb cepii:

abo no 4 6nictepu B
KapTOHHilA KOopoo6Li

BEPNIH-XEMI AT,
HimeuuunHa;
MakyBaHHA,

KOHTPO/Ib Ta BUMYCK
cepiii: BEPJIIH-
XEMI AT,
HimeyunHa

thapmakoHarnagy (iHwi 3MiH1) 3MiHW BHeCeHi o
IHCTPYKLUIT 4719 MeANYHOro 3aCTOCYBaHHSA y po3aiv
"B3aemogis 3 iHWMMKM NniKapcbknumu 3acobamu Ta
iHWi BMAW B3aemogii", "Mob6ivHi peakuii" wono
6e3nekn 3acToCyBaHHS /ikapCbkoro 3acoby
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3arBepKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUii 413 MeAnyYHOro
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

L-TUPOKCWUH

Tabnetkn no 100

BEP/IH-

3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJ1H0BAHOrO 3BiTY 3 6€3MeKkun NiKapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnsipeecTpaviliHvin nepios,
a60 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNOBIAHO A0 NNaHy negiaTpuuHmX
pocnigpkeHs (PIP) (iHwi 3MiHM) 3MiHM BHECEHI A0
IHCTPYKLUIT ANA MEeANYHOro 3aCTOCYBaHHS y po3ainu:
"B3aemogis 3 iHWMMK fikapCbkumu 3acobamm Ta
iHWI BMAW B3aemogiin”, "OcobmBoCTi 3acTOCyBaHHsA"
00 6e3nekn 3acTocyBaHHA NikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKeHHA. 3MiHn Il Tuny - 3milu Wwoao
6e3nekn/edekTBHOCTI Ta thapMakoHarnisgy. 3miHu
Y KOPOTKiA XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHOro
3acToCyBaHHA reHepuYHNX/ribpuaHnx/6ionoaibHNX
NiKapCbKNx 3acobiB Nic/1 BHECEHHSA TiET camoi 3MiHN
Ha pedhepeHTHW1 Npenapar (3MiHa, siky HeobXigHO B
nofasibLLoMy 06rpyHTYBaTU HOBUMM A0AATKOBUMM
AaHvMu (HanpyKnag, nopiBHAHHICTb 6i0N0riYHNX
nikapcbkux npenaparis)) 3MiHN BHECEHI A0
IHCTPYKLUIT ANA MEeANYHOro 3aCTOCYBaHHS y po3ainu:
"B3aemogis 3 iHWMMK fikapCbkumu 3acobamm Ta
iHWi BUAM B3aemogiii", "OcobnmnBocCTi
3acToCcyBaHHSA", "3acToCyBaHHSA Y nepiog BarirTHOCTI
abo rogysaHHsA rpyaaro”, "MobiuHi peaxuii”
BiANOBIAHO A0 iHhopMaL,i pechepeHTHOro
nikapcbkoro 3acoby (L-Thyroxin Henning).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKeHHA. 3MiHn Il Tuny - 3miHK Wwoao
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. 3miHu
Y KOPOTKiA XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeguyHoro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHMU 3
thapmakoHarnsgy - 3mMiHvM BHeCeHi 0 iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA A0 po3ainy "B3aemogis 3
IHLIMMKM NikapcbkMKM 3acobamu Ta iHLWi BUuam
B3aemogiin". BBeeHHs 3MiH NpoTArom 6-T MicsALiB
nicns 3aTBepKeHHs

100 BEP/IH-
XEMI

MKr; Mo 25 TabneTok
y 6nicTepi; no 1 abo
2,a6ono 4
6nicTepu B
KapTOHHIA KopooLi

XEMI Al

HimeyuuH
a

Brpo6HMLUTBO
npenapary “in bulk”,
KOHTPO/b cepil:
BEP/IH-XEMI AT,
HimeuyunHa

MakyBaHHs,

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TNy - 3MiHK 3 AkocTi. ADl. BupobHuuTteo. 3miHa
BMPOBHUKA BUXiAHOrO/MPOMIXHOrO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BKNtOUAtOuM, ae HeobxigHO, MicLe NPOBEAEHHS
KOHTpOosto sikocTi) API (3a BigcyTHOCTI cepTudiikata

3a
peyernmom

He
nionsizae

UA/8133/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

KOHTPO/b Ta BUMYCK
cepiii:
BEPNIH-XEMI AT,
HimeyunHa

BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpXEHOMY [10CbE)(BBEAEHHS HOBOT AiNbHULL,
[e 34iiCHIOETbCA MIKPOHi3auis) - BBeAeHHs HOBOI

AinbHULI, fe 3AiCHI0ETbCA MIKPOHi3aLis Ans Ajtovoi
PeYOBMHM TEBOTVPOKCUH HATPIIO Bif, 3aTBEPLKEHOTO
BMpo6Huka A®l — PEPTIDO GMBH, Germany.
3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKNi
3aci6. Onuc Ta cknaf. 3miHa abo fofaBaHHSA

LUTamnis, MOTOBLLEHb a60 iHLMX MapKyBaHb,

YK/loHaruy 3aMiHy abo foaaBaHHs dapb ans
MapKyBaHHS Nikapcbkoro 3acoby (3MiHa LwTamnis,
NOTOBLUEHb ab0 iHWMX MapKyBaHb) - 3MiHa LWTamnis
MapKyBaHHS Nikapcbkoro 3acoby. BuganexHs
TUCHEHHS «100» (To6To cunm aii 13) Ha iHLWii
CTOpOHi TabneTkn. Haciuka Ans noginy 3 o4HOro
60Ky 3anvnnack. 3aTBepMKEHO: KpYrii, 3nerka
onykni TabneTku Big Maiixe 6i10ro Ao 3nerka
6eXeBoro Kosbopy (Kosip He BGifbL iIHTEHCUBHUI HiXX
KpemoBa-6ina no RAL 9001), 3 Haciukow A1 noginy
3 04HOro 60Ky i TUCHEHHSIM «100» 3 iHWoro, AiameTp

6 MM. 3anponoHOBaHO: KPYri 31erka onykni
Tabnetkn Big 6inoro go 6exeBoro KoMbLopy, 3

PYICKOKO A1 NOAiMY Ha OAHIA CTOPOHI. 3MiHM

BHECEHO B iIHCTPYKL,iIO A1 MEAUYHOro 3aCTOCYyBaHHS
nikapcbkoro 3acoby y po3gin “/likapcbka chopma”
(OCHOBHI (hi3nKO-XiMiYHi BNacTUBOCTI).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULLTBI.
3MiHa po3mipy cepii (BK/ItoYaoun gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby (iHLi 3MiHN) -
BupaneHo rpaHynat 143 kr. 3anponoHoBaHo
npouec BUpo6HMLTBA - po3Mip cepii 429 kr
3a/IMWAETLCA HE3MIHHUM A/19 OCHOBY AN
rpaHynATy. BBefeHHs 3MiH NPOTArom 6-Tu MicAuiB
nicns saTBepkeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHM Y npoueci BUpOOHULITBA FOTOBOrO NiKapCbKoro
3ac06y, BK/IIOYAKUM NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci
BMPOGHULTBA) - 3MiHM NOCNIAOBHOCTI (HOPMYyBaHHS
Granulation solution. BBegeHHst 3MiH NpoTArom 6-u
MicALB Nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. [oToBWiA Nikapcbknin 3aci6. Onuc Ta cknag,.
3miHa dhopmuy abo po3MipiB flikapcbkoi hopmu
(nikapcbki oopmu, CTiliki 40 Aji LWTYHKOBOrO COKY,
nikapcbki hopmn 3 MoANIKOBAHUM BUBINIbBHEHHAM
ab0 NPOJIOHIOBaHOI Ail Ta Ainumi TabneTkn,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

npusHayeHi AN PO3A4i/IEHHS Ha PiBHI f03K) - 3MiHA
po3MipiB Nikapcbkoi hopMU, a came 3MIHIETbCA
BMCOTa Tabnetku. Mpu ubomMy giameTp TabneTok He
3MIHIOETbCSA. BBEAEHHS 3MiH NpOTArom 6-Tu MicAuiB
nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHW 3 AKOCTI.
[oTOBWMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHM BUNpobyBaHb abo AONYCTUMMX MEX,
BCTaHOB/IEHUX Y cnevmdikayisx, nig yac
BMPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby
(3BY)KEHHS1 AOMYCTUMMX MEX) - 3BYXEHHS
OONyCTUMUX MEX (CTIMKICTb 40 PO3aB/IHOBaHHS).
3anponoHoBaHo 3BY3WUTW JOMYCTUMI MEXi B NPOLIECi
BMNPOGYBaHHSA Ha CTIlKICTb 4O pO34aB/IHOBaHHS.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHV Y npoueci BUpOOHULITBA FOTOBOrO NiKapCbKoro
3ac06y, BK/II0YAKUM NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
nikapcbkoro 3acoby (iHwWi 3mMiHW) - He3HauHi 3MiHu B
npoveci BUpO6HULITBA FOTOBOrO NiKapCbKOro 3acoby
- 3MiHa Yacy BUTPVIMKM NPOMIKHOIO NPOAYKTY Y
3B'A3KY 3i 3MiHOI cknagy /13 Ta 3 NiATBEPAKEHHAM
ctabinbHocTi bulk product. BBeeHHS 3MiH NPOTArom
6-TV MicALIB Mic/1sA 3aTBepAKEHHS. 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
NiKapcbKoro 3acoby (3BY)XXEHHSA AOMYCTUMUX MEX) -
3BY)XEHHS AONYCTMMUX MEX MokasHuKa «KinbkKicH1iA
BMiCT JTeBOTMPOKCWHY HaTpito» y cneundikauii M3
Ha BUMYCK /TepMiH npuaaTHOCTI. BBegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHM |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneundikayiii Ta/abo 4ONyCTUMUX MEX
roTOBOrO JliKapcbKoro 3acoby (BUTy4YeHHs
He3Ha4yHOro nokasHuka (Hanpvkiag, 3actapinoro
noKasHWKa, Takoro ik 3anax ta cmak, abo
iieHTUdikauis 6apBHYKIB UM CMaKkoBUX J06aBOK)) -
BunyyeHo 3i cneuudikallii NOKasHUK «CymapHUiA
BMICT HEifEHTUIKOBAHNX [OMILLOK», OCKINIbKW Mpy
MOHITOPWHIY BMICTY AoMiWwku E Ta gomiwkm K npn
npoBeeHHI BUNPO6yBaHHA CTabiNbHOCTI
HedhacoBaHOro NPoAyKTy, iAeHTUMIKOBaHI JOMILLKM
E Ta K He 6ynn BUSIBMIEHI B KifIbKOCTI, LLIO NepeBuLLye
MeXy NOBIJOMNEHHS, B XOHIli 3 4ACOBUX TOYOK.
TakMm YMHOM, NepeBipkM BMICTY 060X AOMILLOK B
rOTOBOMY /likapCbKOMY NPOAYKTI MOXHa BBaXatu
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3acTapiniumu. BBeieHHs1 3MiH NpoTArom 6-T MicsALiB

nicnsa 3aTBepAXeHHs. 3MiHW | Trny - 3MiHW 3 SIKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3mMiHa napameTpis
cneuudikaLii Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (B1y4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapisioro NokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikais
6apBHYKIB Y1 CMaKoBMX A06aBOK)) - BunyyeHHs
pomiwku K 3i cneundoikauii /13 Ha 0CHOBI AaHNX
MOHITOPVHTY NPU NPOBEAEHHI BUNPO6YBaHHSA
cTabiNbHOCTI HedhacoBaHOro NPOAYKTY,
ineHTndpikoBaHa gowmiwwka K He 6yna BusiBfieHa B
KiNIbKOCTI, L0 NepeBuLLY€E MeXY NOBILOMNEHHS, B
XOAHIN 3 YyacoBKX TOYOK. BBeeHHS 3MiH NpoTArom
6-TV MicALIB Mic/sA 3aTBepAKEHHS. 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
niKapcbKoro 3acoby (BUy4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMakoBUX A06aBOK)) - BunyyeHHs
Aomiwkn E 3i cneunddikauii 13 Ha 0CHOBI AaHuX
MOHITOPUHTY NpU NPOBeAEHHI BUNPOOyBaHHS
CTabiNbHOCTI HehacoBaHOro NPOAYKTY,
iaeHTudikoBaHa Agomiwka E He 6yna BusBneHa B
KifIbKOCTI, LLIO MEePEBULLYE MeXY MOBIAOM/IEHHS, B
XXO[HIli 3 4yacoBUX TOUOK. BBeAEHHS 3MiH NPOTSArom
6-TV MicALIB NiCNsA 3aTBEPAKEHHSA. 3MiHu | TNy -
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roTOBOro
NiKapcbKoro 3acoby (BUy4EHHS HE3HAYHOro
nokasHuka (Hanpyknag 3acTapisnioro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB UM CMaKoBMX A06aBOK)) - BunyyeHHs
He3Ha4yHOro nokasHuka 3i cneyndikadii MN13. A came
BWYYEHHS 3i cneyudikauii Ha nepiog TepMiHy
npuaaTHocTi napameTpis  «CTilikicTb [0
po3aaBntoBaHHA». Pe3ynbTatn BUNpo6yBaHb
CTabinbHOCTI HedhacoBaHOro NPoAyKTY cBigYaTb Npo
BiICYTHICTb ICTOTHWX 3MiH NicNs BUPO6HULITBA Ta
matepian NepPBUHHOI YNakKoBKMW, AKUIA € NPaKTUYHO
HEMPOHUKHUM N5 BOAU. BBEAEHHSI 3MiH NPOTSArom
6-TV MicALIB Mic/1sA 3aTBepAKEHHS. 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapcbkoro 3acoby. 3miHa napameTpis

crneundikauii Ta/abo AONYCTUMMX MEX rOTOBOro




41

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
NiKapcbKoro 3acoby (BUy4EHHS HE3HAYHOro

nokasHuka (Hanpyknag 3actapisnoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB UM CMaKoBUX 406aBOK)) - BunyyeHHs 3i
crneundikavii Ha nepiog, TepMiHy NpUAATHOCTI
napameTpis «CTUpaHHICTb». [laHnii napameTp
KnacudpikoBaHWii, K HEBaXKUBUIA 415 crnieumdpikavii
Ha nepiog TepMiHy NPUAATHOCTI 3 ypaxyBaHHAM
mMartepiany NepBUHHOT yNakoBKK, SIKUIA € NPaKTUYHO
HenpOHUKHUM ANs Bogy. PesynbTatn BunpobysaHb
cTabinbHOCTI HedhacoBaHOro NPoAyKTy cBig4aTb Npo
BIICYTHICTb ICTOTHWX 3MiH NicNs BUPOOHULTBA.
KoHTponb napameTpy npu BUMYCKY Cepili €
JocTaTHiM, a nepesipka B nepiog, 36epiraHHs €
3aliBol0. BBeAEeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepgkKeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBWI Nikapcbkumii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
NiKapcbKoro 3acoby (A0NOBHEHHA abo 3amiHa
nokasHuka cneuudikauii 3a pesynbtatamu
[ocnimpKeHb 3 6e3nekn abo AKoCTi (3a BUHATKOM
niKkapcbknx 3acobiB 6i0N10rivYHOro/iMyHO0r4HOro
NOXOXEHHS)) - 3MiHM A0 cneundikauii Ha BUMYyCK
cepiii Ta Ha nepiog, TepMiHy NPUAATHOCTI 3 METOH
[OMOBHEHHS NapamMeTpoM «laeHTudpikalis LucTeiHy
rigpoxnopuay MoHorigpaty». 3anponoHoBaHi An1s
cneumdikauii rpaHMYHI 3HaYEHHS BCTAHOB/IEHI 3
ypaxyBaHHAM pe3y/nbTaTtiB BUNpo6yBaHb
cTabiNbHOCTI HedhacoBaHOro NPOAYKTY.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepMKEHHS. 3MiHN | TUNY - 3MiHY 3 SKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneuudikaLini Ta/abo foNyCTUMUX MEX FOTOBOIO
NiKapcbKoro 3acoby (A0NOBHEHHSA ab0 3amiHa
nokasHuka cneuudikauii 3a pesynbtatamu
pocnimkeHb 3 6e3nekun abo AKOCTi (38 BUHATKOM
nikapcbknx 3acobiB 6i0/10r4YHOro/iMyHONOTYHOrO
NOXOMXEHHS)) - BHECEHHS 3MiHM A0 cneuwmdikauii Ha
BUWMYCK Cepiii Ta Ha nepiog, TepMiHy NpuaaTHOCTI 3
METOI AONOBHEHHSA napameTpom «KinbKiCHW BMICT
LIMCTETHY FigpoX10puay MOHorigpaTy».
3anponoHoBaHi ans cneumaikayii rpaHuyHI
3HaYeHHs BCTAHOB/IEHI Ha MiACTaBi AaHWX, HASBHUX
potenep ans /13 3miHeHoro cknagy, 30kpema, 3
ypaxyBaHHsAM pe3y/nbTaTiB BUNpo6yBaHb
cTabinbHOCTI HeghacoBaHOro NpoAykTy. BBeAeHHA

3MiH NPOTAroM 6-TW MiICALB Nic/1A 3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

3MmiHu | TUNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKAPCbKN
3aci6. KOHTpO/1b rOTOBOr0 NiKapcbKoro 3acooy.
3MiHa y meTogax BMNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y meTogax
BUNPO6YBaHb (BK/OUAOUM 3aMiHy abo
[OMNOBHEHHS)) - 3MiHM Y MeToAax BUNPOOyBaHHSA
N3 «OfHOpIAHICTL BMICTY» Y 3B A3KY 3
ONTMMI3aUielo MeToay - 3aMiHa KOJTIOHKWN A5 aHanisy
MeTOoZOM pPiguHHOI Xpomatorpadii. BBeaeHHs 3MiH
NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapCbKOro 3acoby. 3miHa y
mMeToAax BUNPo6yBaHHSA rOTOBOrO /liKapCbKOro
3aco06y (iHwWi 3MiHK y MeToAax BUnpobysaHb
(BrtOvarouM 3aMiHy abo JONOBHEHHS)) - 3MiHN Y
MeToAax BUNPo60oByBaHHS /13 «PO3UMHHICTb» Y
3B A13Ky 3 ONTUMIi3aLliel0 METOAY - 3aMiHa KOJTOHKM
[ON15 aHanisy MeToA0M PignHHOT XxpomaTorpadii.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepMKEHHSA. 3MiHN | TUNY - 3MiHY 3 SKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUMN 3aMiHy
ab0 fONOBHEHHS)) - 3aMiHa  3apeecTpoBaHUX
Hapasi oKpeMux MeTOZiB BUNPOOOBYBaHHSA XiMiYHOT
YNCTOTY Ta Ki/IbKICHOTrO BMICTY NIEBOTUPOKCUHY
HaTpilo Ha HOBUIA MeTO/ OAHOYACHOI NepeBipkn 060X
napameTpiB. HoBuiA MeToA KOHTPO/IO Nepeabayae
3aMiHy KOMOHKM AN aHanisy MeTo4oM PigvHHOT
Xpomatorpacii. BBegeHHs 3MiH MpoTsAroM 6-Tu
MicALB Nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCbKOro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUN 3aMiHy
ab0 fONOBHEHHSA)) - 3aMiHa  3apeecTpoBaHUX
Hapasi okpeMux MeTo/iB BUNPOOOBYBaHHS
KINIbKICHOTO BMICTY Ta XiMiYHOI YNCTOTU Ha HOBUIA
MeTOo/ 0JHOYAaCHOI NepeBipkM 060X NapameTpiB.
HoBwii MmeTog, KOHTPOIO Nepegbavae 3amiHy
KOMOHKM 4715 aHani3y MeToAoM PigvHHOT
xpomatorpacii. BBegeHHs 3MiH npoTsarom 6-tu
MicALB Nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
OHOB/IEHO iH(hopMmaLLito , Wo HaBefeHy B p. 3.2.P.7
CuncTemMa 3aKyrnoproBaHHs, a came BK/IIOYEHHSA
Oeknapadji LWoao BifgnoBigHOCTI NakyBaslbHOTO
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
marepiany BMMoram noTo4Hoi pegakuii PernameHTy

(€C) Ne 10/2011 wofo nnacTukis Ta BUpobiBs,
npu3HaYeHNX [0 BUKOPUCTAHHS B KOHTaKTi 3
Xap4oByMU NpogykTamu. MNonepegHio pefakLiiio
[OVPEKTMBU, BKa3aHy B OKyMeHTaLii, 6yno
aHy/1boBaHO. Ha fofatok, OHOBMIEHO AOKyMEHTALito,
BKasaHy B cepTudikarax aHani3y, TEXHIYHNX
nacnopTtax Ta nMcrax-nigTBepiKeHHsX; nakyBasbHi
mMarepianu 3asmwnance 6e3 3miH. BeegeHHs 3MiH
NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo
ymoBax 36epiraHHsi rOTOBOrO JliKapCbKoro 3acoby
(3miHa B ymoBax 36epiraHHs rOTOBOr0 NiKapCbKoro
3aco6y abo nicns po3YNHEHHNA/BIAHOBEHHS) -
3anpornoHoOBaHO 3MiHATW BUMOTH LLOAO0 YMOB
36epiraHHsa Ha «36epiraty npu TemnepaTypi He
BuLe 30°Cx». TepMiH NpUAATHOCTI NikapCbkoro
3aco0y 3a/IMLIAETLCA HE 3MiIHHUM, Ta CTaHOBUTL 24
MicsiLj TO6TO 2 POKU. 3MiHW BHECEHO B IHCTPYKLtO
0151 MeQUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ain "YMoBu 36epiraHHsA" 3 BignoBigHAMN 3MiHaMK
B TEKCTi MapKyBaHHS yNakoBoOK. BBeeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
MRy - 3MiHK 3 skocTi. ADl. BUpo6bHMUTBO (iHLUi
3MiHN) - PefakuiliHi 3MiHW, 06'€HaHHSA faHuX LWoa0
BCiX [103yBaHb; pefakuiliHv 3miHu go p. 3.2.S.1
General Information, 3.2.S.3 Characterisation,
3.2.S.6 Container closure system. BBefieHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbkuii 3aci6.
KOHTPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikalii Ta/abo 4ONYCTUMUX MEX
roTOBOrO JlikapcbKoro 3acoby (BUTy4YeHHs
He3Ha4yHOro nokasHuka (Hanpvkiag, 3actapinoro
noKasHWKa, Takoro sik 3anax Ta cmak, abo
ifeHTUdikauis 6apBHYKIB UM CMakoBUX J06aBOK)) -
BunyyeHHsi nokasHuka «CepeHsa Maca», OCKifIbKu
MOKa3HWK KOHTPOJIETLCS B NPOLIEC] BUPOGHMLTBA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepMKEHHS. 3MiHN | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneuudikaLini Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (B1y4eHHSI HE3HAYHOro
nokasHuka (Hanpvknag 3actapisioro NokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikais
6apBHYKIB YN CMaKoBMX A06aBOK)) - BunyyeHHs

nokasHunka «Po3nagaHHsa», OCKI/TbKM NOKa3HUK
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KOHTPONIOETLCSA B MPOLiECi BUPO6HMLTBA Ta

BWMYCKy Cepiil Ta Ha nepiog TepMiHy NpuaaTHOCTI,
6e3 yTBopeHHs Hagaunwky A®l. F0N10BHUM 3ax040M

CTabiNbHOCTI € AOAAHHS Pe4yoBUHU-CTabINI3aTopy.

peuenTypi TabneTok. Y 3B’A3Ky 3i 3MiHOI cknagy

6y/10 3anponoHOBaHO BiANOBIAHI 3MiHM MpoLiecy
BMPOOHMLITBA Ta SKOCTi MiKapCbKoro 3acoby. 3MiHn

BHECEHO B iHCTPYKLit0 4151 MEAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "Cknag" (4onoMidKHi

HasiBHWI NOKa3HWK «PO34YHEHHS». BBeAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiC/A 3aTBEPMKEHHS. 3MiHK |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbkuii 3aci6.
KOHTPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikayii Ta/abo 4ONyCTUMUX MEX
roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
[lonoBHeHHs cneuundikaLii Ha BUMYCK MOKa3HUKOM
«3a/IMLLKOBUIA BMICT BOIOTM» He Binblue Hix 10% 3
BiANOBIAHUM METOA0M BUNPOBYBaHHS.
BnpoBagxeHHs napameTpa € pe3yibTaTom 3MiHu
cknagy nikapcbKoro npenaparty. BeeaeHHs 3MiH
NPOTAroM 6-T! MICALIB MiC/1A 3aTBEPKEHHS. 3MiHN
Il Tuny - 3miHn 3 AkocTi. A®L. KoHTponb A®l. 3miHa y
napameTpax cneuudikauiin Ta/abo AoNyCTUMUX MEX,
BM3HA4YeHWX Yy cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Y npoueci BupobHuytea Ad|
(3miHa no3a mexamu 3aTBepAKEHOr0 AianasoHy y
cneumadikauii Ha A®I) - Po3WMpeHHs Mexi
cneumdikauii A®I, Lo CTOCYTbCA PO3MIPY YaCTOK
A®I, NeBOTUKPOKCMHY HaTpito. OCKiNlbkv He
rapaHToBaHo, Lo po3mMip 100 % 4YacToK CTAHOBUTL <
20 MKM, Mexi cneuudikauii 6y10 po3LwmnpeHo,
3anponoHoBaHili Mexi po3mipy YacTok, He MeHLLE
Hi>X 95 % < 20 MKM. 3MiHu Il TUNY - 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbkmit 3aci6. Onuc Ta cknag,. 3miHa y
cknagj (4OMOMKHNX peyoBMHaX) roToBOro
nikapcbKoro 3acoby (iHLWi 4ONOMDKHI pevoBUHN) -
3MiHa, fka NigTBEPAXYETbCA AOCAIMKEHHAMN 3
6ioekBiBasIEHTHOCTI - 3MiHa Cknagy AONOMIKHMX
peyoBWH TabneTok L-TUPOKCMH AN NOKPaLLEHHS
CTabiNbHOCTI NiKapCcbknx 3acobiB B KNIMAaTUUYHNX
30Hax Il Ta IVa, Ta 3abe3neyeHHst BignoBiAHOCTI
BMMoOram cneuudikauii @apmakonei CLUA (USP),
LLOAO KibKicHOro BmicTy 95 — 105 % nig yac

ANns 3a6e3neyeHHs LifIboBMX MOKa3HVKIB

MpoTeiHoreHHa amiHokucnoTa L-cysteine 6yna
obpaHa B AKOCTi aHTUOKCUAAHTY B 3MiHEHIl

peyoBUHM). BBEAEHHS 3MiH NPOTSArom 6-Tv MicsiLiB
nicns 3aTBepmkeHHs. 3miHn |l Tuny - 3MiHK 3 SKOCTI.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

[oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHM BUNPO6YBaHb abo A0NYyCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vac
BMPOBGHMLITBA FOTOBOTO NiKapCbKOro 3acoby
(pO3LIMPEHHN 3aTBEPMKEHNX AOMYCTUMUX MEX AN
NMOKa3HWKIB, SIKi MOXYTb MaTV iCTOTHWI BNANB Ha
3arasibHy SKiICTb FOTOBOrO NiKapCbKOro 3aco6y) -
PosLwmpeHHsa fonycTuMmnx mMex s nokasHuka
3a/IMLLKOBOrO BMICTY BOJIOTM B FpaHyNsTi npu
3[jACHEHHI KOHTPOJIIO B NpoLeci BUpobHULTBA
MOSICHIOETLCA 3MIHOIO CKaAy AOMOMIKHUX PEYOBYH.
B npoueci Banigauii HOBOro ckiagy 3a/IMLLKOBUIA
BMICT BOJIOTY B CYMiLLli CAPOBMHHUX MaTepianis
cTaHoBUTb 7,1-7,9 %. OCKiNbKy KIHLEBWI NOKa3HMK
3a/IMLLKOBOrO BMICTY BO/IOTW B CyXOMY FpaHysisTi
MOBWHEH BiANOBIJATU 3a/INLLKOBOMY BMICTY BOJOTY
CYMiLlli CMPOBUHHUX MaTepianis, B cneuumdikaii Ha
CYXWiA TpaHy AT 3anponoHOBaHWUiA nokasHuk 7,0 —
8,0 %. BBeaeHHsA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPKEHHS. 3MiHM Il TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3mMiHa napameTpis
cneuudikaLii Ta/abo foNyCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (3mMiHa 3HaxoAMTbCA No3a
3aTBEPHKEHVIMI AONYCTUMAMU MeXamu
cneumdikadii) - 3miHa AONYCTUMUX MEX A5
napameTpa cneuudikauii Ha Bunyck cepii 13
«CTIllKiCTb 40 pO34aB/IloBaHHA», a came
PO3LLUMPEHHSA MEX CTIKOCTI 10 PO3AaB/oBaHHA [0
20 H go 90 H. JonycTumi mexi 6y/im BCTaHOB/EHI
Ha OCHOBI AaHNX Npo Po3pobKy, cneuudikauis Ha
BMNYCK cepii 4151 NOB’A3aHNX napameTpis
«KpuxkicTb» Ta «PO3UMHEHHS» 3aMLIAETbCA
He3MiHHOl. BBeAeHHs 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepKeHHS.

L-TUPOKCWUH
125 BEP/1IH-
XEMI

Tabnetkn no 125
MKr, No 25 TabneTok
y 6nicTepi; no 1 abo
2, abo 4 6nictepu B
KapTOHHIA KopooLi

BEP/IH-
XEMI Al

HimeyuuH
a

Bupo6HuyTBO "in
bulk" Ta KOHTpO/b
cepiii: BEP/TIH-
XEMI AT,
HimeuumnHa,;
MakyBaHHA,
KOHTPO/b Ta BUMYCK
cepiii: BEPJIIH-
XEMI AT,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHeCeHi Ao
IHCTPYKLUT 4719 MeANYHOro 3acTOCYBaHHSA y po3aiv
"B3aemopis 3 iHWMMKM NiKapcbkumu 3acobamu Ta
iHWIi BUAW B3aemogiit", "MobiuHi peakuii” woao
6e3nekn 3acTocyBaHHA /ikapCbKoro 3acoby
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBepMXeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeAnyHOro

3a
peyenmom

He
nionsieae

UA/8133/01/04
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJ1H0BAHOrO 3BiTY 3 6€3MeKkun NiKapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnsipeecTpaviliHvin nepios,
a60 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNOBIAHO A0 NNaHy negiaTpuuHmX
pocnigpkeHs (PIP) (iHwi 3MiHM) 3MiHM BHECEHI A0
IHCTPYKLUIT ANA MEeANYHOro 3aCTOCYBaHHS y po3ainu:
"B3aemogis 3 iHWMMK fikapCbkumu 3acobamm Ta
iHWI BMAW B3aemogiin”, "OcobmBoCTi 3acTOCyBaHHsA"
00 6e3nekn 3acTocyBaHHA NikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKeHHA. 3MiHn Il Tuny - 3milu Wwoao
6e3nekn/edekTBHOCTI Ta thapMakoHarnisgy. 3miHu
Y KOPOTKiA XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHOro
3acToCyBaHHA reHepuYHNX/ribpuaHnx/6ionoaibHNX
NiKapCbKNx 3acobiB Nic/1 BHECEHHSA TiET camoi 3MiHN
Ha pedhepeHTHW1 Npenapar (3MiHa, siky HeobXigHO B
nofasibLLoMy 06rpyHTYBaTU HOBUMM A0AATKOBUMM
AaHvMu (HanpyKnag, nopiBHAHHICTb 6i0N0riYHNX
nikapcbkux npenaparis)) 3MiHN BHECEHI A0
IHCTPYKLUIT ANA MEeANYHOro 3aCTOCYBaHHS y po3ainu:
"B3aemogis 3 iHWMMK fikapCbkumu 3acobamm Ta
iHWi BUAM B3aemogiii", "OcobnmnBocCTi
3acToCcyBaHHSA", "3acToCyBaHHSA Y nepiog BarirTHOCTI
abo rogysaHHsA rpyaaro”, "MobiuHi peaxuii”
BiANOBIAHO A0 iHhopMaL,i pechepeHTHOro
nikapcbkoro 3acoby (L-Thyroxin Henning).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKeHHA. 3MiHn Il Tuny - 3miHK Wwoao
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. 3miHu
Y KOPOTKiA XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeguyHoro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHMU 3
thapmakoHarnsgy - 3mMiHvM BHeCeHi 0 iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA A0 po3ainy "B3aemogis 3
IHLIMMKM NikapcbkMKM 3acobamu Ta iHLWi BUuam
B3aemogiin". BBeeHHs 3MiH NpoTArom 6-T MicsALiB
nicns 3aTBepKeHHs

L-TUPOKCWUH
125 BEP/IH-
XEMI

Tabnetku no 125
MKT, no 25 TabneTok
y 6nicTepi; no 1 abo
2, abo 4 6nictepn B
KapTOHHIA KopooLi

BEP/IH-
XEMI Al

HimeyuuH
a

Bupo6HuyTBO "in
bulk" Ta KOHTpOb
cepiii:
BEPNIH-XEMI AT,
HimeuyunHa

MakyBaHHs,

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
Onwuc Ta cknag. 3miHa abo AofaBaHHA LWTamnis,
MOTOBLLEHb ab0 IHLNX MapKyBaHb, YKIHUaum
3amiHy abo gofasaHHs hapb Ana MapkyBaHHS
nikapcbKoro 3acoby (3MiHa wramnis, NOTOBLLEHb
a60 iHWKNX MapKyBaHb) - 3MiHa LWTamnis MapKyBaHHS

3a
peyernmom

He
nionsizae

UA/8133/01/04
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

KOHTPO/b Ta BUMYCK
cepiii:
BEPNIH-XEMI AT,
HimeyunHa

nikapcbkoro 3acoby. Cuna i 3 ogHoro 60ky
Tabnetkun 6yna BuganeHa. Haciuka ansa noginy 3
iHLIOro 60Ky 3anuwmnack. 3aTBEpPMAXEHO: Kpyri,
371€erka onyksi TabneTku Big Maike 6inoro go 3nerka
6EXEBOro Kosibopy (Konip He GiNbLL iHTEHCUBHUIA HiX
KpemoBa-6ina no RAL 9001), 3 Haciukoto gns noginy
3 0AHOrO BGOKY | TUCHEHHSIM «75» 3 iHLWOrOo, AiameTp
6 MM. 3anponoHOBaHO: KPYrAi 3nerka onykni
Tabnetkn Big 6in0oro g0 6eXeBoro KonLopy, 3
PVICKOIO A1 NMOAiMY Ha OAHIA CTOPOHI. 3MiHW
BHECEHO B iHCTPYKLit0 4151 MEAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "fikapcebka hopma”
(OCHOBHI ¢hi3uko-XiMi4HI B1acTuBocCTi). BBeaeHHs
3MiH NPOTArOM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKN
3aci6. Onuc Ta cknag,. 3miHa hoopmu abo po3mipis
nikapcbKoi hopmMu (nikapcbki hopmu, CTilki go Aji
LUSTYHKOBOTIO COKY, NiKapcbki hopmu 3
MOAMIKOBAHNM BUBI/IbBHEHHAM ab0 NPOJSIOHrOBaHOT
4ii Ta ginumi TabneTkn, NpusHaveHi AN po3ai/ieHHs
Ha piBHi A403K) - 3MiHa Po3MipiB NiKapCbKoi chopmMu,
3MIHIOETBCSA BMcoTa Tabnetkn. Mpu ubomy AiameTp
TabneToK He 3MIHIETLCA. BBEEHHSA 3MiH NPOTArom
6-TV MicALIB NiCNs 3aTBEPAKEHHSA. 3MiHu | TNy -
3MiHK 3 SKOCTi. F0TOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHM Y NpoLeci BUpobHMLTBa
roTOBOro MikapCbKOro 3acoby, BKIYaun
NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NP
BUPOGHMLTBI rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6bHMLTBA) - 3MiHN
nocnigoBHocTi oopmyBaHHa Granulation solution.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
["oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHV Y npoueci BUpOOHULITBA FOTOBOrO NiKapCbKoro
3ac06y, BK/II0YAKUN NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
nikapcbkoro 3acoby (iHwWi 3mMiHW) - He3HauHi 3MiHu B
npoveci BUpOOHULITBA FOTOBOrO NiKapCbKOro 3acoby
- 3MiHa Yacy BUTPUMKW MPOMDKHOIO NPOAYKTY,
(3aTBepmxeHo: 3.2.P.3.4 Process controls during
tabletting The storage period of the bulk product until
packaging must not exceed 8 weeks (50 and 75 pg
tablets) or 3 months (100, 125 and 150 g tablets),
respectively; 3anponoHoBaHo0:3.2.P.3.4 Process
controls during tabletting. The hold time of the bulk
products until packaging must not exceed 12
months). 3miHu | Tuny - 3miHK 3 akocTi. FoToBWMIA
NiKapcbKuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHa




48

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
po3mipy cepii (BKHOYatoum gianasoH po3mipy cepir)

roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHu) -
BupaneHo rpaHynat 143 kr. 3anponoHoBaHo
npouec BUpOGHNLTBA - po3Mip cepii 429 kr
3a/IMWIAETLCA HE3MIHHUM A1 OCHOBY AN
rpaHynsATy. BBegeHHs 3MiH NpoTSArom 6-Tm Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTiI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULLTBI.
3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y crneuudikauisx, nig vac
BMPOOGHULITBA FOTOBOrO NiKapCbKoro 3acoby
(3BYXXEHHS AONYCTUMMX MEX) - 3BY)KEHHAM
[OMNYCTUMUX MEX (CTIKICTb A0 pO34aB/itoBaHHS)
3aBOJ0M BUMPOGHUKOM. 3MiHa A9 TabneToK cuiun
4ii: 75 mkr, 125 mkr i 150 mkr. 3.2.P.3.4.
3aTBepmxeHo: Controls of Critical Steps and
Intermediates
Process controls during tabletting Resistance to
crushing: 75 mkr
20t0 70 N; 125 mkr  25t0 80 N;

150 mkr 25 to 80 N;
3anponoHoBaHo: 3.2.P.3.4 Controls of Critical Steps
and Intermediates
Process controls during tabletting Resistance to
crushing:

75 mkr 35 to 70 N; 125 mkr 35 to 80 N;

150 mkr 35 to 80 N.

BBefeHHs 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPONb roTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX r0TOBOro
NiKapcbKoro 3acoby (3BY)XEHHS AOMYCTUMUX MEX) -
3BYXEHHS JOMYCTUMMX MeX MokasHuKa «KinbKicHWi
BMICT JIeBOTUPOKCUHY-HATpIlo» y cneuudikauii M3
Ha BMMYCK cepiii i cneuudikauii Ha TepMiH
npugaTHocTi. BBeeHHS 3MiH NpoTarom 6-Tu micauis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPONb roTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneyuudikaLiin Ta/abo foNyCTUMUX MEX r0TOBOro
nikapcbKkoro 3acoby (iHWi 3mMiHW) - [JONOBHEHHS
cneumdikauii Ha BUMYCK Cepiii HOBUM MOKa3HUKOM, a
came: «3a/IULLKOBUIA BMICT BOJIOTW», TPAHNYHNI
BMICT «He 6inbLue Hix 10%>» 3 BignoBigHUM
MEeTOA0M BUNPOGYBaHHS Y 3B A3Ky 3i 3MiHOO
cknafy nikapcbkoro npenaparty. 3anponoHoBaHa

mexa ansa cneuudikauii 13 Ha Bunyck cepii 6yna

BCTaHOBJ/IEHA Ha I'Ii,D,CTaBi AaHnXx, oTpUMaHunx B
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
npoLeci po3po6ky, BCTAHOB/IEHE TPaHNYHe

3HaAYEHHS Lji/IbOBOro 3a/IMLLIKOBOrO BMICTY BO/1OTU B
CYXOMy rpaHynsTi. BBefeHHs 3MiH NpoTAarom 6-tn
MicsLiB nicnsA 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHu 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
niKapcbKoro 3acoby (BUy4eHHSA HE3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMakoBUX A06aBOK)) - BunyyeHHs
He3HayHOro nokasHuka «CepefHs Maca» y 3B 53Ky 3
NpoBefEeHHAM KOHTPOJIIO B NPoLeCi BUPOBHMLITBA.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX roTOBOro
NiKapcbKoro 3acoby (BUy4EHHS HE3HAYHOrO
nokasHuka (Hanpyknag 3actapisnoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB UM CMaKoBMX A06aBOK)) - BunyyeHHs
He3HauYHOro nokasHuka — «Po3nagaHHs i3
cneuudikaLin Ta/abo fonycTMMNX MEX roTOBOro
NikapcbKoro 3acoby. MOHITOPUHT Ta KOHTPO/Ib LibOro
noKasHUKa 34iCHI0TL Mif Yac BUPOGHMLTBA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
niKapcbKoro 3acoby (BUy4eHHs He3HaYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMakoBUX A06aBOK)) - BunyyeHHs
Aomiwky E 3i cneunddikauii 13 Ha 0CHOBI AaHuX
MOHITOPUHIY NPV NPOBeAEHHI BUNPObyBaHHsA
CTabiNbHOCTI HedhacoBaHOro NPOAYKTY,
iaeHTudikoBaHa gomiwka E He 6yna BusBneHa B
KifIbKOCTI, LLIO MEePEBULLYE MeXY MOBIAOM/IEHHS, B
XXO[HIli 3 4acoBUX TOUOK. BBeAEHHS 3MiH NPOTArom
6-TV MicALIB NiCNs 3aTBEPAKEHHSA. 3MiHu | TNy -
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roToBOro
NiKapcbKoro 3acoby (BUy4EHHS HE3HAYHOrO
nokasHuka (Hanpyknag 3actapisnoro nokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis

6GapBHYKIB Y/ CMaKoBUX A06aB0OK)) - BuiyyeHHs
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
pomiwku K 3i cneundoikauii /13 Ha 0CHOBI AaHNX
MOHITOPUHTY NPU NPOBEeAEHHI BUNPOOYBaHHSA
cTabinbHOCTI HedhacoBaHOro NPOAYKTY,

XOQAHIl 3 4yacoBKX TOYOK. BBefeHHS 3MiH NpoTArom

3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb

ineHTndpikoBaHa gowmiwka K He 6yna BusiBfieHa B
KiNIbKOCTI, L0 NepeBuLLY€E MeXY NOBiLOMNEHHS, B

6-TV MicALIB Mic/1sA 3aTBepAKEHHS. 3MiHu | Tuny -

roTOBOrO JliKkapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
niKapcbKoro 3acoby (BUly4eHHsI He3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMakoBuX 406aBOK)) - BunyueHo 3i
crneumqikaLii NoKasHNK «CymapHUiA BMICT He
iAeHTNIKOBaAHMX JAOMILLIOK», OCKI/TbKV NpK
MOHITOPWHIY BMICTY AoMilWwkKn E Ta gomiwkm K npu
NpoBeAEeHHI BUNPOGYBaHHS CTabiNbHOCTI
HedhacoBaHOro NPoAyKTy, iAeHTUMIKOBaHI JOMILLKM
E Ta K He 6ynu BUsIBNEHI B Ki/IbKOCTI, L0 NepeBuLLye
MEXy MOBIfOM/IEHHS, B XOHII 3 YaCOBMX TOYOK.
Takvm YMHOM, NepeBipKM BMICTY 060X AOMILLOK B
roToBOMY /likapCbKOMY MPOAYKTI MOXHa BBaXaTu
3acTapinumu. BeefeHHst 3MiH NpoTArom 6-Tm MicauiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTiI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
niKapcbKoro 3acoby (BUy4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKoBUX 406aBOK)) - BunyyeHHs 3i
cneuudikauii Ha nepiog TepMiHY NpMAATHOCTI
napameTpiB «CTUpaHHICTb». [aHnii napameTp
KnacudikoBaHuii, K HEBaXKUBI 415t cneumdikadii
Ha nepiog TepMiHy NPUAATHOCTI 3 ypaxyBaHHSM
maTepiasly NepBUHHOT yNakoBku, AKWU € NPakTU4YHO
HeMpOHNKHUM ANs Boan. PesynbTatn BunpobyBaHb
CTabinbHOCTI HedhacoBaHOro NPoAyKTy cBigYaTb Npo
BiICYTHICTb ICTOTHMX 3MiH MicNs BUPOOHULTBA.
KoHTponb napameTpy Npu BUNYCKY cepili €
JocTaTHiM, a nepesipka B nepiof 36epiraHHs €
3aiiBot0. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis

[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO

nikapcbKkoro 3acoby. 3mMiHa napameTpis

cneuudikaLii Ta/abo foNyCTUMUX MEX FOTOBOIO
NiKapcbKoro 3acoby (B1y4eHHs HE3HAYHOro

nicnsa 3aTBepAXeHHs. 3MiHu | Trny - 3MiHW 3 AKOCTI.

noKasHWKa (Hanpukiag 3acTapisioro NokasHuka,
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Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB U/ CMaKoBUX 406aBOK)) - BunyyeHHs 3i
cneuudikauii Ha nepiog TepMiHY NpMAATHOCTI
napameTpiB  «CTiliKiCTb 40 pO34aB/OBaHHS».
PesynbTaTn BUNpobyBaHb CTabisibHOCTI
HedhacoBaHOro NpoAyKTy CBigYaTh NPo BiACYTHICTb
iCTOTHMX 3MiH Micna BUpOBGHMLTBA. BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB Nic/a 3aTBepAKEHHS. 3MiHK |
™My - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCbkuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo AONYCTUMMX MEX
roTOBOro MikapCbKOro 3acoby (40NOBHEHHS abo
3aMiHa nokasHvka cneuydikadii 3a pesynbtaramu
pocnimkeHb 3 6e3nekun abo AKOCTi (38 BUHATKOM
nikapcbkunx 3acobiB 6i010r4HOro/iMyHONOTYHOrO
NOXOMXEHHS)) - 3MiHA BHOCUTbLCS Y 3B’A3KY 3i 3MIiHOHO
cknaay nikapcbkoro 3acoby. 3miHa CTOCyeTbCs
[0MNOBHEHHA crneumndikauii 13 Ha Bunyck cepiit Ta
Ha nepiog, TepMiHy NpuaaTHOCTI NapameTpy
«lpeHTudpikauis uucTeiny rigpoxnopuay
MOHoOrigpaTy». BBefieHHS 3MiH NpoTArom 6-Tu
MicsLiB nicnsA 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHu 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
NiKapcbKoro 3acoby (40NOBHEHHA abo 3amiHa
nokasHuka cneuudikauii 3a pesynbtatamu
[ocnimpKeHb 3 6e3nekn abo AKOCTi (3a BUHATKOM
nikapcbkunx 3acobiB 6i0N10rivYHOro/iMyHo0r4HOro
NOXOMXEHHS)) - BHECEeHHS 3MiHM A0 cneundikaii
'3 Ha BUNYyCK cepiil Ta Ha Nepiof TEPMiHY
NpUAATHOCTI 3 METOK AOMNOBHEHHS crneundikauii
napameTpoMm  «KisIbKiCHWIA BMICT LUUCTEIHY
rigpoxnopuay MOHorigpaTys». 3anpornoHoBaHi AN
crneungikaLii rpaHNYHi 3Ha4YeHHs BCTAHOB/EHI Ha
nigcTasi gaHux, HasiBHUX goTtenep Ans J13 3miHeHoro
cKknagy, 30KpemMa, 3 ypaxyBaHHSM pe3y/bTarTis
BMNPO6YBaHb CTabiNbHOCTI HethacoBaHOro
npoaykTy. BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTiI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOro
niKkapcbKkoro 3acoby. 3miHa y meTogax
BMMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 AONOBHEHHS)) - 3MiHW y MeToaax
BMNpo6oByBaHHSA 13 «OgHOPIAHICTb BMICTY» y
3B 513Ky 3 ONTMMIi3aLliel0 METOAY - 3aMiHa KOJTOHKM
[ON15 aHani3sy MeTOA0M PignHHOT XpomaTorpadii.
BBegeHHs1 3MiH NPOTAroM 6-Tu MicALiB nicas
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3aTBEPMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.

[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOrO
niKkapcbKkoro 3acoby. 3miHa y meTogax
BMMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 fONOBHEHHS)) - 3MiHM Y  MeTogax
BMNpPo60oByBaHHSA /13 «PO34YMHHEHHS» Y 3B SA3KY 3
ONTMMI3aUielo MeToay - 3aMiHa KOJTIOHKWN A5 aHanisy
MeTOoZOM pPiguHHOI Xpomatorpadii. BBeaeHHs 3MiH
NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapCbKOro 3acoby. 3miHa y
mMeToAax BUNPo6yBaHHSA rOTOBOrO /liKapCbKOro
3aco06y (iHwWi 3MiHK y MeToAax BUnpobysaHb
(BKrOYatOUM 3aMiHy abo [ONOBHEHHS)) - 3amiHa
3apPEECTPOBaHNX OKPEMUX MeTOAB
BMNPOGOBYBAHHS KiNIbKICHOro BMICTY Ta  XiMi4HOI
YMNCTOTW NEBOTUPOKCHHY HATPI0 HA HOBWIN MeTOp,
0HOYaCHOI NepeBipkn 060x NapameTpis. HoBwiA
MeToZ, KOHTPO/I0 Nepeabayae 3amiHy KOTOHKN Anst
aHanisy MeTooM piavHHOI XxpomMarorpadoii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepMKEHHS. 3MiHN | TUNY - 3MiHY 3 SKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOib rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHSA rOTOBOIO MikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUN 3aMiHy
ab0 fONOBHEHHSA)) - 3aMiHa  3apeecTpoBaHUX
Hapasi OKpeMuX MeTOZiB BUNPO6OBYBaHHS XiMiYHOT
YMCTOTU Ta Ki/IbKICHOTO BMICTY N1€BOTUPOKCUHY
HaTpilo Ha HOBUIA METOA OAHOYACHOI NepeBipkyu 060X
napameTpiB. HoBuiA MeToA KOHTPO/IO Nnepeabayae
3aMiHy KOMOHKM AN aHanisy MeTo4oM PigvHHOT
xpomatorpacii. BBegeHHs 3MiH npoTsarom 6-tu
MicALB Nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWii 3aci6 (iHLWi 3MiHW) -
OHoB/EHO iHthopMauito, Wo HaBefeHy B Moayni
3.2.P.7 Cucrtema 3aKynoptoBaHHs, BK/IHOUNTU
Oeknapauii o0 BiANoBIiAHOCTI NaKyBaslbHOTO
mMartepiany BMMoram noTouHol pegakuii PernameHty
(€C) Ne 10/2011 wopo nnacTvikis Ta BMPOOIB,
npu3HaYeHnX [0 BUKOPUCTAHHS B KOHTaKTI 3
Xap4oByMU NpogykTamu. MNonepesHio pefakLiio
OVIPEKTMBU, BKa3aHy B AOKyMeHTaLii, 6yno
aHynboBaHO. Ha foaaTok, OHOB/IEHO AOKYMEHTAL,iIO,
BKa3aHy B cepTudikaTax aHasi3y, TEXHIYHNX
nacnoprax Ta mcrax-nigTeepmxeHHsx. BeegeHHs

3MiH NPOTAroM 6-TW MiICALB Nic/1A 3aTBEPAKEHHS.
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3MmiHu | TUNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKAPCbKN
3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI
a60 ymoBax 36epiraHHs FOTOBOTO J1iKapCbKOro
3acoby (3miHa B ymoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBNEHHS) - 3MiHV BUMOTU LLLOA0
ymMoB 36epiraHHs Ha «36epirati npy TemnepaTtypi He
Bue 30°C». TepMiH NpUAATHOCTI NiKapCbKoro
3acoby 3aNuMLaeTbCs He 3MiIHHUM, Ta CTaHOBUTL 24
MicsLi TOBTO 2 poku. 3MiHWM BHECEHO B iHCTPYKLIitO
ONS MeAUYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "YMoBu 36epiraHHsA" 3 BignoBigHAMN 3MiHaMK
B TEKCTi MapKyBaHHS ynakoBOK. BBefieHHs1 3MiH
NPOTArom 6-Tu MiCALIB Mic/a 3aTBepAKEHHS. 3MiHK |
Tuny - 3MiHu 3 akocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHMKA BUXIAHOro/NpPOMIKHOrO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®l, abo 3miHa BUPOGHUKaA
(Bkntovaroun, ae HeobxigHO, MicLe NpoBeAeHHS
KOHTpO0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei y
3aTBEpAXEHOMY A0Cbe) (BBEAEHHS HOBOI AiNbHULY,
[e 30iiCHIOETLCA MiKPOHi3aLis) - BBe4eHHS HOBOI
AinbHUUI, fe 3A4iNCHIETLCA MIKPOHi3aLis Ans Ajtoyoi
PeYOoBMHM TEBOTVPOKCUH HATPIIO Bif, 3aTBEPKEHOTO
BUpobHUKa A®l — PEPTIDO GMBH, Germany.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMXEHHS. 3MiHW | Tuny - 3MiHKW 3 AkocTi. AdI.
(iHWi 3MiHW) - Y 3B’A3KY 3i 3MiHOIO cKnagy
[OMNOMDKHMX peyoBuH: [ig yac BNpoBaf)KEHHSN
HOBOI peLenTypy AONOMIKHUX PEYOBUH,
[OOKyMeHTaUist 3 AKoCTi 6yna NoBHICTIO pefaroBaHa B
HOBOMY hopmaTi, MeTa sikoro o6'eaHaTy AaHi Wwoa0
BCiX [103yBaHb Ta Bifpi3HNTU 110r0 Bif, nonepesHboro
cknagy. 3miHu | Tuny - 3MiHun 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
OHoB/EHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiil hapmakonei gis Aitoyoi pevoBuHN
NEeBOTUPOKCUHY HaTPIlO Bif yXe 3aTBepaKeHoro
BMpo6HUKa Peptido GmbH, Germany
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(3aTBepmxeHo: R1-CEP 1998-048-Rev 04,
3anponoHoBaHo: R1-CEP 1998-048-Rev 05). 3miHu
Il TNy - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbkuin 3aci6.

Onuc Ta cknag. 3miHa y cknagi (4onoMiKHUX
peyoBUHaXx) roToBOro NiKapcbkoro 3acoby (iHLi
[OMOMDKHI peyoBMHYM) - 3MiHa, fka NigTBEPAXYETbCA
[OCNiIKEHHAMM 3 BiOEKBIBa/IEHTHOCTI - 3MiHa
cknagy AOMOMIKHUX PEYOBMH NOKPALLEHHS
CTabinbHOCTI NiKapCcbknx 3acobiB B KNIMATUUYHMX
30Hax Il Ta IVa, Ta 3abe3neyeHHst BignoBiAHOCTI
BMMoOram cneuudikauii @apmakonei CLUA (USP),
LLOAO KibKicHOro BmicTy 95 — 105 % nig yac
BWMYCKy Cepiil Ta Ha nepiog, TepMiHy NpuaaTHOCTI,
6e3 yTBopeHHs Haganwky A®l. F0N10BHUM 3ax040M

ANns 3a6e3neyeHHs LifIboBMX MOKa3HVKIB
CTabiNbHOCTI € AOAAHHS Pe4yoBUHU-CTabINI3aTopy.

MpoTeiHoreHHa amiHokMcnoTa L-cysteine 6yna
obpaHa B AKOCTi aHTUOKCUAAHTY B 3MiHEHIl
peuenTypi TabneTok. Y 3B’A3Ky 3i 3MiHOK cknagy
6y/10 3anponoHOBaHO BiAMNOBIAHI 3MiHM MpoLiecy
BMPOGHMLTBA Ta AKOCTi NiKapCbKoro 3acoby. 3MiHu
BHECEHO B iHCTPYKLit0 A1 MEAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "Cknag" (4onoMidKHi
peyoBUHM). BBEAEHHS 3MiH NPOTSArom 6-Tv MicsiLiB
nicnsa 3aTBepmkeHHs. 3miHu Il Tny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULLTBI.
3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,

BCTaHOB/IEHNX Y crneuudikauisx, nig vac

BMPOOGHULITBA rOTOBOIO NiKapCbKoro 3acoby
(PO3LIMPEHHA 3aTBEPIXKEHNX AOMNYCTUMUX MEX AN
NOKa3HWKIB, SIKi MOXYTb MaTW iCTOTHWIA BN/IMB Ha
3arasibHy AIKICTb FOTOBOIO NiKAPCbKOro 3acoby) -
Po3LWmMpeHHA fonycTMMUX MeX 151 NoKasHuKa
3a/MLLIKOBOrO BMICTY BOJIOTW B FpaHynsTi npu
3[jACHEHHI KOHTPOJIO B NPOLLECi BUPOGHULITBA
MOSICHIOETLCA 3MIHOKO CKNagy AOMOMIKHUX PEYOBUH.
B npoueci BanigaLii HOBOro ckiagy 3a/IMLLKOBUIA
BMICT BOJIOTM B CYMilLLi CUPOBUHHWX MaTepiasis
CTaHoBUTb 7,1-7,9 %. OCKifIbKW KiHLEBUIA NOKA3HNK
3a/IULLKOBOrO BMICTY BOJIOTW B CYXOMY rpaHy/isTi
NOBWHEH BiANOBIAATY 3a/IMLLKOBOMY BMICTY BO/IOTU
CyMiLLi CMPOBMHHUX MaTepianis, B cneyudikauii Ha
CyXwih rpaHynsaT 3anporoHoBaHWi nokasHuk 7,0 —
8,0 %. 3MmiHu Il Tuny - 3MiHK 3 AiKOCTi. FOTOBWMIA
nikapcbKkuii 3aci6. KOHTpoNb roToBOro NMikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
[L0MYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(3MiHa 3HaxoauTLCA No3a 3aTBEPAKEHUMU
LONYCTUMUMK MeXamMu cneumdikadiin) - 3miHa
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[ONyCcTUMMX MeX AN18 napameTpa cneumdikayii Ha
Bunyck cepiii N3 «CTilikicTb 40 po34aB/OBaHHS»,
a came pOo3LUMPEHHS MeX CTIlKOCTi A0
po3gasnoBaHHA Big 20 H go 90 H. Jonyctumi
MeXi 6ynun BCTaHOB/IEHI HA OCHOBI AaHUX Mpo
po3pobky, cneuudpikauis Ha BUNyck cepii ans
noB’A3aHnx napameTpis «Kpuxkicte» Ta
«PO34YMHEHHS» 3a/IMWIAETLCA HE3MIHHO. BBEAEHHSA
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3miHu Il Tuny - 3MiHn 3 skocTi. A®IL. KoHTponb AdI.
3MiHa y napameTpax cneuucpikauiii Ta/abo
O0NYCTUMUX MEX, BUSHAUYEHMX y crieumdikalisx Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuuTea APl
(3miHa no3a mexamun 3aTBEpPAKEHOr0 AianasoHy y
cneumdikauii Ha A®l) - Po3LWwMpeHHA Mexi
cneundikauii A®l, 1o cToCyoTbCSA PO3MIPY YaCTOK
A®D|, NEBOTUKPOKCKHY HATPI0 Yy 3B A3KY 3
BBEEHHSIM HOBOI AiNbHULI, A€ 34iiCHIETLCS
MiKpOHi3auis. 3aTBepmxeHo: po3Mip 100 % yacTok
CTaHoBUTb < 20 MKM. 3anponoHOBaHO: PO3Mipy
4acTokK, He MeHLue Hix 95 % < 20

L-TUPOKCWUH
150 BEP/IH-
XEMI

Tabnetku no 150
MKT, no 25 TabneTok
y 6nicTepi; no 1 abo
2, abo 4 6nictepn B
KapTOHHIA Kopoo6Li

BEP/IH-
XEMI Al

HimeyuuH
a

Bupo6HuyTBO "in
bulk" Ta KOHTpOb
cepiii: BEPJIIH-
XEMI AT,
HimeuunHa,;
MNakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii: BEPJIIH-
XEMI AT,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHWM BHECEHI [0
IHCTPYKLi AN151 MeAUYHOro 3aCTOCYBaHHSA Y PO34in
"B3aemogis 3 iHWMMM flikapcbkumun 3acobamm Ta
iHWi BMAaW B3aemogiit”, "MobivHi peakuii" woao
6e3Mekn 3aCToCyBaHHs NikapcbKoro 3acody
BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEPMKEHHS. 3MiHN | TUNy - 3MiHY WOoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLIT 415 MEAUYHOTO
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mekn NikapCcbKoro 3acooby,
abo pocnimkeHb 3 6e3nekn 3acToCyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHD,
npoBeAeHVX BigNoBiAHO A0 NnaHy nejiatpuydHmnx
pocnigxeHb (PIP) (iHwi 3MiHM) 3MiHN BHECEHI A0
IHCTPYKLUIT 4719 MEAUYHOIO 3aCTOCYBaHHS y Po34inu:
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta
iHLWI BMAW B3aemogiin”, "OcobmBoCTi 3acToCyBaHHA"
o0 6e3neky 3aCToCyBaHHS NikapCbKoro 3acoby.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBepMKeHHs. 3minu Il Tuny - 3MiHu Wwoao

3a
peyernmom

He
nionsizae

UA/8133/01/05
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6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MenyHOro
3acToCyBaHHS reHepUYHUX/TiIGPUAHMX/6I0NOAIGHNX
NiKapcbknx 3acobiB Nicsis BHECEHHSA TiET camol 3MiHN
Ha pedhepeHTHW npenapar (3mMiHa, siky HeobXigHO B
nofasibLLOMy O6r'pyHTYBaTU HOBUMM [OAATKOBUMM
AaHumn (Hanpuknaz, NnopiBHAHHICTb 6i0s10rYHUX
nikapcbkux npenaparis)) 3MiHN BHECEHI A0
IHCTPYKLUIT 419 MEANYHOrO 3aCTOCYBaHHS y PO34inu:
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHA y nepios BariTHOCTI
abo rogyBaHHsa rpyaaro”, "Mob6iyvHi peakuii”
BiANOBIAHO A0 iHhopmaLii pechepeHTHOro
nikapcbkoro 3acoby (L-Thyroxin Henning).
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepmKeHHs. 3miHu Il Tuny - 3MiHn Wwopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MenyHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMYW @HUMM 3 SIKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHMUX Ta JaHVMK 3
thapmakoHarnsgy - 3mMiHW BHECEHi 0 IHCTPYKUiT Ans
MeZJMYHOro 3acToCyBaHHs A0 po3ainy "B3aemogis 3
IHLWIMMK NiKapcbknMmy 3acobamu Ta iHLWWi BUAn
B3aemogiin". BBefeHHs 3MiH NpoTArom 6-Tm MicsuiB
nicns 3aTBepKeHHs

L-TUPOKCUH
150 BEP/1IH-
XEMI

Tabnetku no 150
MK, N0 25 TabneTok
y 6nicTepi; no 1 a6o
2, abo 4 6nictepu B
KapTOHHI/ KopoobLi

BEP/IH-
XEMI AT

HimeyuuH
a

Bupo6HMLTBO "in
bulk" Ta KOHTpO/b
cepiii:
BEPNIH-XEMI AT,
HimeuunHa

MNakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii:
BEP/IH-XEMI AT,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
Onuc Ta cknag. 3miHa abo AogaBaHHA WTaMni.,
NOTOBLLEHb ab0 iHLNX MapKyBaHb, YKoHaoum
3amiHy abo gofasaHHsa hapb 418 MapKyBaHHS
nikapcbKoro 3acoby (3MiHa WwramMnis, NOTOBLLEHb
abo iHWNX MapKyBaHb) - 3MiHa LUTamMniB MapKyBaHHS
nikapcbkoro 3acoby. Cuna aii 3 04HOro 60Ky
TabneTkun 6yna BuaaneHa. Haciuka gns noginy 3
iHLWOro 60Ky 3anuwniack. 3aTBEpPAXEHO: Kpyr/i,
371erka onykni TabneTkn Big mavixe 6inoro go snerka
6eXXeBoro kosibopy (Konip He GiNbLL iHTEHCUBHWIA HiX
KpemoBa-6ina no RAL 9001), 3 Haciukoto Ans noginy
3 0fiHOTO GOKY i TUCHEHHSIM «75x 3 iHLWOrOo, AiaMeTp
6 MM. 3anponoHoBaHoO: KPYri 3/1erka onykni
Tabnetkn Big 6in0ro [0 6€XeBoro KonbLopy, 3
PUCKOO AN MOAIY HA OAHIA CTOPOHI. 3MiHW
BHECEHO B iHCTPYKLit0 41 MEAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "Mikapcobka opma”
(OCHOBHI Qhi3nKo-XiMi4HI B1acTMBOCTI). BBeAeHHs

3a
peyenmom

He
nionseae

UA/8133/01/05
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

3MiH NPOTAroM 6-TW MIiCALIB NicNs 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Onuc Ta cknag,. 3miHa dopmu abo po3mipis
nikapcbKoi hopmu (nikapcbki hopmu, CTilki go Aji
LLSTYHKOBOTIO COKY, Nikapcbki hopmu 3
MOAMMIKOBAHNM BUBI/IbBHEHHAM @60 NPOSIOHrOBaHOI
4ii Ta ginumi TabneTku, NpusHadeHi A8 po3AineHHs
Ha piBHI f03K) - 3MiHa po3MipiB NikapcbKoi hopmu,
3MIHIOETBCA BMCOTa Tabnetku. Mpu ubomy giameTp
TabneToK He 3MIHIOETLCA. BBEAGHHA 3MiH NPOTATrOM
6-TN MicALIB Nicna 3aTBEPKEHHS. 3MiHK | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHn y
BMPOBHULTBI. 3MiHM Y Npoueci BUpobHULTBA
roTOBOrO /liKapCbKOro 3acoby, BkIoyaum
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NPy
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA) - 3MiHK
nocnigoBHOCTI hopmyBaHHs Granulation solution.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepMKEHHSA. 3MiHN | TUNY - 3MiHY 3 SKOCTI.
[oTOBWMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHU Y npoLieci BUPO6HMLITBA rOTOBOTO /iKapCbKOro
3aco0y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbkoro 3acoby (iHLWwi 3MiHK) - He3HauHi 3MiHu B
npoueci BUPOGHULITBA FOTOBOIO NiKapCbKoro 3acoby
- 3MiHa Yyacy BUTPMMKM NPOMIXXHOrO NPOAYKTY,
(3aTtBepaxeHo: 3.2.P.3.4 Process controls during
tabletting The storage period of the bulk product until
packaging must not exceed 8 weeks (50 and 75 ug
tablets) or 3 months (100, 125 and 150 pg tablets),
respectively; 3anponoHosaHo0:3.2.P.3.4 Process
controls during tabletting. The hold time of the bulk
products until packaging must not exceed 12
months). 3MiHu | TUny - 3miHK 3 AiKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI. 3MiHa
po3mipy cepii (BKHOYatouM gianasoH po3mipy cepir)
roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHu) -
BupaneHo rpaHynat 143 kr. 3anponoHoBaHo
npouec BUpOGHNLTBA - po3Mip cepii 429 kr
3a/IMWIAETLCA HE3MIHHUM A1 OCHOBY AN
rpaHynsATy. BBegeHHs 3MiH NpoTSArom 6-Tu Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTiI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULLTBI.
3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y crneuudikauisx, nig vac
BMPOOGHULITBA rOTOBOIO NiKapCbKoro 3acoby
(3BYXXEHHS AONYCTUMMX MEX) - 3BY)KEHHAM

O0NYCTUMMUX MeX (CTiMKICTb 40 pPO34aB/toBaHHS)
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3aB0OZIOM BUPOOHMKOM. 3MiHa ANns TabneTok cunu

aii: 75 mkr, 125 mkr i 150 mkr. 3.2.P.3.4.
3aTBepaxeHo: Controls of Critical Steps and
Intermediates
Process controls during tabletting Resistance to
crushing: 75 mkr
20to 70 N; 125 mkr  25t0 80 N;

150 mkr 25 to 80 N;
3anponoHosaHo: 3.2.P.3.4 Controls of Critical Steps
and Intermediates
Process controls during tabletting Resistance to
crushing:

75 mkr 35to 70 N; 125 mkr 35 t0 80 N;
150 mkr 35 to 80 N.

BBefeHHs1 3MiH NpoTArom 6-t1 micauis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA NNikapcbkumii 3aci6. KOHTPObL roTOBOro

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fOoNyCTUMUX MeX roTOBOro
NiKapcbKoro 3acoby (3BY)XEHHSA A0MYCTUMUX MEX) -
3BY)XEHHS 4ONYCTUMUX MEX MoKasHuKa «KisibKiCHUIA
BMiCT JIeBOTMPOKCMHY-HaTpito» y cneundikauii [N13
Ha BUMYCK cepiii i cneyudikadii Ha TepMiH
npuaaTHocTi. BBeeHHS 3MiH NpoTArom 6-Tn micauis
nicns 3aTBepgkKeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA NNikapcbkumii 3aci6. KOHTPObL roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fOoNyCTUMUX MeX roTOBOro
nikapcbkoro 3acoby (iHWi 3mMiHW) - [JONOBHEHHS
cneumdikaLii Ha BUNYCK Cepiil HOBUM NOKa3HUKOM, a
came: «3a/IMLWKOBUIA BMICT BOJIOTW», TPaHNYHNI
BMICT «He 6inbLue Hix 10%>» 3 BignoBigHUM
MEeToA0M BUMPOGYBaHHSA Y 3B A3KY 3i 3MiHOO
cknafy nikapcbkoro npenapary. 3anpornoHoBaHa
Mexa Ansa cneundikadii /13 Ha Bunyck cepii 6yna
BCTAHOB/IEHA Ha MiACTaBi AaHnX, OTPUMaHUX B
npoLeci po3po6ky, BCTAHOB/IEHE TPaHNYHe
3HaAYEHHS Lji/IbOBOro 3a/IMLLIKOBOrO BMICTY BO/1OTU B
CYXOMy rpaHynsTi. BBefeHHs 3MiH NpoTarom 6-tn
MicsLiB nicnsA 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHu 3
siKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapCcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
niKapcbKoro 3acoby (BUy4eHHsA He3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMakoBUX A06aBOK)) - BunyyeHHs
He3HayHoro nokasHuka «CepefHsi Maca» y 3B 3Ky 3

npoBefeHHsIM KOHTPO/1I0 B NPoLeci BUPO6HMLTBA.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuUiB micns
3aTBepMKEHHSA. 3MiHN | TUNY - 3MiHY 3 SKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO

nikapcbKkoro 3acoby. 3mMiHa napameTpis
cneuudikaLii Ta/abo foNyCTUMUX MEX FOTOBOTO

NiKapcbKoro 3acoby (B1y4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapisioro NokasHuka,

Takoro sk 3anax Ta cmak, abo igeHTudikais

6apBHYKIB Y1 CMaKoBMX A06aBOK)) - BunyyeHHs
He3HauHOro MokasHukKa — «Po3nagaHHsa» i3
cneuudikaLii Ta/abo foNyCTUMUX MEX FTOTOBOIO
NiKapcbKoro 3aco6y. MOHITOPUHT Ta KOHTPO/Ib LIbOro
nokKasHuKa 34jiiCHIoTb Mif Yac BUpoGHMLTBA.

BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpob rOTOBOro

nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX roTOBOro

NiKapcbKoro 3acoby (BUy4EHHS HE3HAYHOrO
nokasHuka (Hanpyknag 3actapisnoro NokasHuka,

Takoro sk 3anax Ta cMak, abo igeHTudikauis

6apBHYKIB UM CMaKoBMX A06aBOK)) - BunyyeHHs
nomiwku E 3i cneumcpikanii /13 Ha OCHOBI AaHnx

MOHITOPWHIY NPV NPOBEAEHHI BUNPOOYBaHHSA

cTabinbHOCTI HedhacoBaHOro NPOAYKTY,
iaeHTudikoBaHa aomilka E He 6yna BusiBieHa B
KifIbKOCTI, LLIO MEePEBULLYE MEXY MOBIAOM/IEHHS, B
)KOAHIli 3 4acoBKX TOYOK. BBefeHHS 3MiH NpoTArom
6-TN MicALIB Nicna 3aTBEPKEHHSA. 3MiHK | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLii Ta/abo foNyCTUMUX MEX FOTOBOTO

NiKapcbKoro 3acoby (B1y4eHHs HE3HAYHOro
nokasHuka (Hanpvknag 3actapisioro NokasHuka,

Takoro sk 3anax Ta cmak, abo igeHTudikawis

6apBHYKIB Y1 CMaKoBMX A06aBOK)) - BunyyeHHs
pomiwku K 3i cneundoikauii /13 Ha 0CHOBI AaHNX
MOHITOPUHTY NPU NPOBEeAEHHI BUNPOOYBaHHSA
cTabiNbHOCTI HedhacoBaHOro NPOAYKTY,
ineHTndpikoBaHa gowmiwka K He 6yna BusiBfieHa B
KiNIbKOCTI, L0 NepeBuLLY€E MeXY NOBILOMNEHHS, B
XOQAHIl 3 YyacoBKX TOYOK. BBefeHHS 3MiH NpoTArom
6-TV MicALIB Mic/1sA 3aTBepAKEHHS. 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
niKapcbKoro 3acoby (BUy4eHHsA He3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
TaKoro siKk 3anax Ta cMak, abo igeHTudikauis
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
6apBHYKIB UM CMaKOBUMX 406aBOK)) - BunyyeHo 3i
cneumdikaLlii NoKasHUK «CymMapHuii BMiCT He

iAeHTNIKOBAHMX JOMILLIOK», OCKI/TbKV NpK
MOHITOPMHIY BMICTY AoMiWwku E Ta gomiwkm K npn
npoBeAeHHI BUNPO6YyBaHHA CTabiNbHOCTI
HedhacoBaHOro NPoAyKTy, iAeHTUMIKOBaHI JOMILLKM
E Ta K He 6ynn BUSIBMIEHI B KifIbKOCTI, LLIO NepeBuLLye
MeXy NOBIJOMNEHHS, B XXOHIli 3 4ACOBUX TOYOK.
TakMm YMHOM, NepeBipkn BMICTY 060X AOMILLOK B
roTOBOMY /liKapCbKOMY MPOAYKTI MOXHa BBaXaTtu
3acTapiiumu. BeeieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roTOBOro
NiKapcbKoro 3acoby (BUy4EHHS HE3HAYHOrO
nokasHuka (Hanpyknag 3acTapisnioro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB UM CMaKoBMX 406aBOK)) - BunyyeHHs 3i
crneundikavii Ha nepiog, TepMiHy NpUAATHOCTI
napameTpis «CTUpaHHICTb». [laHnii napameTp
KnacudpikoBaHuii, K HEBaXK/UBI AN15 cneumdikadii
Ha nepiog TepMiHy NPUAATHOCTI 3 ypaxyBaHHAM
mMartepiany NepBMHHOT YNakoBKW, SIKUIA € NPaKTUYHO
HeMNpOHUKHUM N5 Bogy. PesynbTatn BunpobysaHb
cTabinbHOCTI HedhacoBaHOro NPOAYKTY cBig4aTb Npo
BIICYTHICTb ICTOTHWX 3MiH NicNs BUPOOHULTBA.
KoHTponb napameTpy npu BUMYCKY Cepili €
JocTaTHiM, a nepesipka B nepiog, 36epiraHHs €
3aliBol0. BBEAEHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTiI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOroO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
niKapcbKoro 3acoby (BUy4eHHsA He3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB U/ CMaKoBUX 406aBOK)) - BunyyeHHs 3i
cneuudikauii Ha nepiog TepMiHY NpMAATHOCTI
napameTpiB  «CTiliKiCTb 40 pO34aB/OBaHHS».
PesynbTaTy BUNpobyBaHb CTabisibHOCTI
HedhacoBaHOro NpPoAyKTy CBigYaTh NpPo BiACYTHICTb
iCTOTHMX 3MiH Micna BUpOBGHMLTBA. BBEAEHHS 3MiH
NPOTArom 6-Tu MicALIB Mic/a 3aTBepAKEHHS. 3MiHK |
™My - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCbkuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo AONYyCTUMMX MEX
roTOBOro MikapCbKOro 3acoby (40NOBHEHHS abo

3aMiHa NokasHWKa cneumdikalii 3a pesysibTataMmm
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

[ocnimpKeHb 3 6e3nekn abo AKoCTi (3a BUHATKOM
niKkapcbkunx 3acobiB 6i0N10rivYHOro/iMyHo0r4HOro
NOXOMXKEHHS)) - 3MiHA BHOCUTBLCS Y 3B’A3KY 3i 3MIHOHO
cknapy nikapcbKoro 3acoby. 3MiHa CTOCyeTbCSA
[OMNOBHEHHA crneumndikauii 13 Ha Bunyck cepili Ta
Ha nepiog, TeEpMiHy NpuaaTHOCTI NapameTpy
«lpgeHTudikalia uucTeiny rigpoxnopvay
MOHorigpaTy». BBefieHHs 3MiH NpoTArom 6-Tu
MicsILiB nicnsA 3aTBepAKEHHSA. 3MiHu | Tuny - 3MiHK 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX roToBOro
nikapcbkoro 3acoby (fonoBHeHHst abo 3amiHa
nokasHvika crneuudikauii 3a pesynbtatamu
pocnigpxeHb 3 6e3nekn abo AKOCTi (32 BUHSATKOM
nikapcbKknx 3acobiB 6io/10ri4YHOro/iMyHOMOriYHOrO
NOXOPKEHHS)) - BHECEHHS 3MiHU A0 cnevumdikauii
"N3 Ha BMNyCK cepiil Ta Ha nepiog TePMiHy
npuaaTHOCTI 3 METOH JOMOBHEHHS cneuudikawii
napameTpoM  «KinbKiCHWIA BMICT LMCTEIHY
rigpoxnopuay MoHorigpaty». 3anponoHoBaHi An1s
cneumdikauii rpaHnyHiI 3HA4YEHHS BCTAHOB/IEHi Ha
nigcTasi faHux, HasiBHUX aoTtenep Ans /13 3mMiHeHoro
cknagy, 30Kpema, 3 ypaxyBaHHsIM pe3ynbTaTis
BMNpoGyBaHb cTabifibHOCTI HedhacoBaHOro
npoaykTy. BBeAeHHs 3MiH NPOTArom 6-Tu MicsALiB
nicns saTBepkeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y MmeToax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKOUMN 3aMiHy
ab0 [OMNOBHEHHS)) - 3MiHM Y MeToaax
BunNpo6oByBaHHA 13 «OgHOPIAHICTb BMICTY» y
3B A3Ky 3 ONMTVMIi3aLielo METOAY - 3aMiHa KOJTOHKM
0151 aHani3y MeTofoM pPigNHHOI Xpomartorpadii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKkoro 3acoby. 3miHa y meTogax
BMMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 fONOBHEHHS)) - 3MiHM Y  MeTogax
BMNpo60oBYyBaHHSA /13 «PO34YMHHEHHS» Y 3B SA3KY 3
ONTMMI3aUielo MeToay - 3aMiHa KOJTIOHKWU A5 aHanisy
MeTOoAOM pPiguHHOI Xpomatorpadii. BBeeHHs 3MiH
NpPOTArom 6-T1 MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCcbKuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapCbKOro 3acoby. 3miHa y

MeToflax BUNPo6GYBaHHS TOTOBOrO NiKapCbKoro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3aco06y (iHWi 3MiHM y MeTodax BUNpPobyBaHb

(BKKOYAOUM 3aMiHy a60 [OMNOBHEHHS)) - 3aMiHa
3apeecTpoBaHNX OKPEMUX METOZIB
BMNPO6GOBYBAaHHS KifIbKICHOrO BMICTY  Ta  XiMiYHOT
4YMCTOTV NIEBOTUPOKCMHY HaTPito Ha HOBUWIA MeTOA,
0fHOYacHOI nepeB.ipkn 060X NnapameTpis. HoBwuik
MeTOZ, KOHTPO/II0 NepeAbayae 3amiHy KOTIOHKM A5
aHasizy MeTofioM piguHHOT Xpomatorpadii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKkoro 3acoby. 3miHa y meTogax
BMMNPOOYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 [OMNOBHEHHS)) - 3amMiHa 3apeecTpoBaHMX
Hapasi OKpemyx MeTOZiB BUNPO60BYBAHHS XiMi4HOT
YACTOTU Ta KiSIbKICHOTO BMICTY 1I€BOTUPOKCUHY
HaTpilo Ha HOBUI MeTo/ OAHOYACHOI NepeBipKM 060X
napameTpiB. HoBuiA MeTo KOHTPO/I0 Nnepebayae
3aMiHy KOJTOHKW AN aHanisy MeTofoM pPiAuHHOT
xpomatorpacii. BBegeHHs 3miH npoTsarom 6-u
MicsLiB nicnsA 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHu 3
sikocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWI 3aci6 (iHLWi 3MiHK) -
OHoBMeHO iHGhopMaUito, WO HaBeAeHy B MOAY i
3.2.P.7 Cucrema 3aKynoptoBaHHs, BKIHOYUTH
[eknapauii  LWoAao BignoBigHOCTI NaKyBaslbHOTO
marepiany BMMoram noTo4Hoi pedakuii PernameHTy
(€C) Ne 10/2011 wofo nnacTukis Ta BUpobiBs,
Npu3HaYeHNX [0 BUKOPUCTAHHS B KOHTaKTi 3
Xap4oByMU NpogykTamu. MNonepegHio pefakLiiio
[OVPEKTMBU, BKa3aHy B OKyMeHTaLii, 6yno
aHy/1boBaHO. Ha fofatok, OHOBMIEHO AOKYMEHTALiHo,
BKasaHy B cepTudikarax aHani3y, TEXHIYHNX
nacnoprax Ta imcTax-nigTeepmikeHHsX. BeeaeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKNi
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuAaTHOCTI
a60 ymoBax 36epiraHHs FOTOBOTO J1iKapCbKOro
3acoby (3miHa B ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby abo nicns
PO3YMHEHHSI/BIAHOBNEHHS) - 3MiHV BUMOTU LLLOA0
yMoB 36epiraHHs Ha «36epirati npyu TemnepaTtypi He
Bue 30°C». TepMiH NpUAATHOCTI NiKapCbKoro
3acoby 3aNMLaeTbCs He 3MiIHHUM, Ta CTaHOBUTL 24
MicsLi TO6TO 2 poku. 3MiHWM BHECEHO B iHCTPYKLIitO
ONS MeAUYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "YMoBu 36epiraHHsA" 3 BignoBigHAMN 3MiHaMK

B TEKCTi MAapKyBaHHs yNakoBOK. BBeAEHHs 3MiH
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NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
TMny - 3MiHK 3 AkocTi. APl BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoLeci A®I, abo 3miHa BUPOGHMKA
(BK/IrOYAKOUN, e HEOBXIAHO, MiCLEe NPOBEAEHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY AOCbE) (BBEAEHHS HOBOI AiNbHULY,
[e 34iiCHIOETLCA MiKpOHi3auis) - BBeeHHS HOBOI
AinbHULI, fe 3AiCHI0ETbCA MIKpPOHi3aLia ans Aitoyoi
PeyYoBUHM NIEBOTUPOKCUH HATPIO Bif 3aTBEPLKEHOrO
BMpo6Huka A®| — PEPTIDO GMBH, Germany.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TMNy - 3MiHK 3 AKOCTi. ADI.
(iHWWi 3miHK) - Y 3B’A3KY 3i 3MiHOO cknagy
[OMNOMIKXHUX peqoBuH: Mig Yac BNPOBagKeHHs
HOBOT peLienTypu AONOMIXHUX PEYOBUH,
[OKyMeHTaLjis 3 SKOCTi 6yna NoBHICTIO peJaroBaHa B
HOBOMY chopmaTi, MeTa sikoro ob'eAHaTy AaHi Wwoao
BCiX [103yBaHb Ta BifpPi3HNTK 110ro Bif, nonepesHbOro
cknagy. 3miHu | Trny - 3miHu 3 AkocTi. CepTudikar
BignosigHocTI/IE-cepTudikat BignosigHoCTi
€Bponeiicbki thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNIEHOro cepTudikaTa BifgnoBigHOCTI
a60 BuUyyYeHHs cepTuduikaTta BiANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
OHoBrEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei gis Aitoyoi pevoBUHN
NEeBOTVPOKCUHY HATPIIO Bif, Y>e 3aTBepaXeHOoro
BMpo6Huka Peptido GmbH, Germany
(3aTBepmxeHo: R1-CEP 1998-048-Rev 04,
3anponoHoBaHo: R1-CEP 1998-048-Rev 05). 3miHu
Il Tvny - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbkuin 3aci6.
Onuc Ta cknag. 3miHa y cknagi (4onoMiKHUX
pevoBUHaXx) roToBOro NiKapcbkoro 3acoby (iHLi
[OMOMDKHI peyoBMHYM) - 3MiHa, fka NigTBEPAXYETbCA
[OCNiIKEHHAMM 3 BiOEKBIBa/IEHTHOCTI - 3MiHa
cknagy AOMOMIKHUX PEYOBMH NOKPALLEHHS
CTabinbHOCTI NiKapCcbknx 3acobiB B KNIMATUUYHMX
30Hax Il Ta IVa, Ta 3abe3neyeHHst BignoBiAHOCTI
BMMoOram cneuudikaii @apmakonei CLUA (USP),
LLOAO KilbKicHOro BmicTy 95 — 105 % nig yac
BUNYCKY Cepili Ta Ha nepiog TepMiHy NpuAaaTHOCTI,
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6e3 yTBopeHHs HaamLwKy A®l. F0N10BHUM 3aX040M
0N 3a6e3neyeHHs LiNboBUX NOKa3HWUKIB
CTabiNbHOCTI € AOf4AaHHA pevyoBMHU-CTabiNi3aTopy.
MpoTeiHoreHHa amiHokncnoTa L-cysteine 6yna
ob6paHa B SIKOCTi aHTUOKCUAAHTY B 3MiHEHIl
peuenTypi TabneTok. Y 3B’sA3Ky 3i 3MiHOK ckagy
6y/10 3aNpoMNOHOBAHO BiAMOBIAHI 3MiHU NpoLecy
BUPOBHMLTBA Ta SKOCTI NikapCbKoro 3acoby. 3miHu
BHECEHO B iIHCTPYKL,iIO A1 MEAUYHOro 3aCTOCYyBaHHS
nikapcbKoro 3acoby y po3ain "Cknag" (4onomikHi
peyoBUHM). BBEAEHHS 3MiH NPOTArom 6-Tv MicsiLiB
nicnsa 3aTBepmkeHHs. 3MiHu Il Tuny - 3MiHW 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHM BUNPO6YBaHb abo A0NYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisx, nig vac
BMPOBGHULITBA FOTOBOTO /iKapCbKOro 3acoby
(pO3LIMPEHHN 3aTBEPMKEHNX AOMYCTUMUX MEX AN
NOKa3HWKIB, SIKi MOXYTb MaTV iCTOTHWI BNANB Ha
3arasibHy SKiICTb FOTOBOFO NiKapCbKOro 3acoby) -
PosLwmpeHHsa fonycTuMmnx mMex s nokasHuka
3a/IMLLKOBOr0 BMICTY BOJIOTM B FpaHyNsTi npu
3[jACHEHHI KOHTPOJIIO B NpoLeci BUpobHULTBA
MOSICHIOETLCA 3MIHOIO CKagy AOMOMIKHUX PEYOBYH.
B npoueci Banigauii HOBOro ckiagy 3a/IMLLKOBUIA
BMICT BOJIOTY B CYMiLLli CAPOBMHHUX MaTepianis
cTaHoBUTb 7,1-7,9 %. OCKiNbky KIHLEBWI NOKa3HMK
3a/IMLLKOBOrO BMICTY BO/IOTM B CyXOMY paHysisTi
MOBWHEH BiANOBIJATU 3a/INLLKOBOMY BMICTY BOJOTY
CYMiLLli CMPOBUHHUX MaTepianis, B cneumdikalii Ha
CYXWiA TpaHyIAT 3anponoHOBaHWUiA nokasHuk 7,0 —
8,0 %. 3miHu Il Tuny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb roToBOro NikapCcbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapcbkoro 3acoby
(3miHa 3HaxoAMTbLCA No3a 3aTBEPAKEHNMU
A0NyCTUMVMU Mexamu cneuudikadiin) - 3miHa
[ONyCcTUMMX MeX AN18 napameTpa cneumdikayii Ha
Bunyck cepiii N3 «CTilikicTb 40 po34aB/OBaHHS»,
a came po3LUMPEHHS MeX CTIlKOCTi A0
po3gasnoBaHHA Big 20 H go 90 H. Jonyctumi
MeXi 6ynun BCTaHOB/IEHI HA OCHOBI AaHUX Mpo
po3pobky, cneuudpikauis Ha BUNyck cepii ans
noB’A3aHnx napameTpis «Kpuxkicte» Ta
«PO34YMHEHHS» 3a/IMWIAETLCA HE3MIHHOI. BBEAEHHSA
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3Mminu Il Tuny - 3MiHn 3 skocTi. A®IL. KoHTponb AdIL.
3MiHa y napameTpax cneuucpikauii Ta/abo
O0NYCTUMUX MEX, BUSHAUYEHMX Y crieumdikalisx Ha
A®l, a60 BMXiAHMIA/MPOMIDKHMIA MPOAYKT/pearexT, wo
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BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(3MiHa No3a Mexamu 3aTBep)KEHOro Aiana3oHy y
cneumndikauii Ha A®I) - Po3wmpeHHsa Mexi
cneuudikauii A®I, Lo CTOCYTbCA PO3Mipy YacToK
A®I, NEBOTUKPOKCUHY HATPilO Y 3B S3KY 3
BBEJIEHHAM HOBOI AiNbHUL, Ae 34iCHI0ETbCA
MiKpOHi3auis. 3aTBepakeHo: po3mip 100 % yacTok
CTaHOBUTb < 20 MKM. 3anpornoHOBaHo:  po3Mipy
4acToK, He MeHLue Hix 95 % < 20
9. | L-TUPOKCUH | TabneTkn no 50 mMkr BEP/IH- HimeuuunH Bupo6bHmuTBO HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/8133/01/02
50 BEP/IH- no 25 TabneTok y XEMI Al a npenaparty "in bulk", | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
XEMI 6nicTepi; no 1 a6o 2, KOHTPO/b Ccepil: thapmakoHarnagy (iHwi 3mMiHn) 3MiHWM BHECeHi [0

ab6o no 4 6nictepu B
KapTOHHI/ KopoobLi

BEP/IH-XEMI AT,
HimeuuunHa;
MNakyBaHHs,

KOHTPOb Ta BUMYCK
cepiit: BEP/IH-
XEMI AT,
HimeyunHa

IHCTPYKLUT ANA MeAMYHOro 3aCTOCYBaHHSA y po3ainu
"B3aemogis 3 iHWMMK fikapcbkumu 3acobamm Ta
iHWI BMAW B3aemogiit”, "MobivHi peakuii" wono
6e3nekun 3aCToCyBaHHs NiKapcbKoro 3acoby
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepPMKEHHSA. 3MiHN | TUNy - 3MiHW WOoA0
6e3nekun/edekTBHOCTI Ta hapMakoHarniagy. 3miHa
Y KOPOTKiA XapakTepucTuLi nikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MeAUYHOTO
3aCTOCYyBaHHSA Ha MiacTasi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKMn NiKapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHVX BiAMnoBigHO 40 NnaHy negiatpuydHmnx
pocnipkeHs (PIP) (iHWwi 3mMiHW) 3MiHN BHeCeHi fo
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS y po3ginu:
"B3aemogis 3 iHWMMM flikapcbkumun 3acobamm Ta
iHWI BMAW B3aemogiit", "OcobMBOCTi 3aCTOCYBaHHS
040 6e3nekn 3acTocyBaHHA NikapcbKoro 3acooby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEpAXEHHS. 3MiHu Il Tvny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLIT 4151 MEAUYHOTO
3aCTOCYBaHHS reHepuyHMX/ribpuaHux/6ionodibHnx
NikapcbKunx 3aco6iB Nicns BHECEHHS TiEl camol 3MiHN
Ha pedhepeHTHW1 Npenapar (3miHa, sIky HeobXifHO B
noAasibLIOMy O6rpyHTYBaTU HOBUMMW AOAATKOBUMU
[aHvMU (Hanpyknag, MopiBHAHHICTb 6i0N0riYHNX
nikapcbkunx npenapartis)) 3MiHW BHECEHI [0
IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS y po3ginu:
"B3aemogis 3 iHWMMM flikapcbkumn 3acobamm Ta
iHWi BMAW B3aemogii”, "OcobmBocTi
3acTocyBaHHs", "3acToCcyBaHHS Y Nepios BarirTHOCTI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

abo rogyBaHHsA rpyaar”, "MobiuHi peaxuii”
Bi4NoBIAHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbKoro 3acoby (L-Thyroxin Henning).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepKEHHA. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuL, slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MEAUYHOTO
3aCTOCYBaHHS Y 3B'A3KY i3 HOBMMMW AaHUMU 3 SIKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta JaHUMK 3
hapmMakoHarnagy - 3MiHM BHeCeHi 40 iHCTpYKUiT Ans
MEeAMYHOro 3acToCyBaHHA A0 po3ainy "B3aemogis 3
IHLIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUam
B3a€eMopjit". BBefileHHs1 3MiH NPOTSArom 6-T MicsLiB
nicns 3aTBepAkKeHHs

10.

L-TUPOKCWUH
50 BEP/IH-
XEMI

TabneTku nNo 50 Mkr;
no 25 tabneTtok y
6nictepi; no 1 abo
no 2, abo no 4
6nictepu B
KapTOHHI/ KopoobLi

BEP/IH-
XEMI Al

HimeyuuH
a

Brpo6HMUTBO
npenaparty "in bulk",
KOHTpO~b cepii:
BEPNIH-XEMI AT,
HimeuyunHa
MakyBaHHA,
KOHTPO/b Ta BUMYCK
cepiii:
BEPNIH-XEMI AT,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3miHK 3 AkocTi. API. BupobHMUTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NpOMKHOrO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®I, abo 3miHa BUPO6HMKA
(Bkntovaroun, ge HeobxigHo, MicLe NpoBeAeHHS
KOHTpO0 siKocTi) ADI (3a BiACyTHOCTI cepTudpikara
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPMAXEHOMY [0CbE)(BBEAEHHS HOBOI AiNbHNUL,
[e 34iiCHIETLCA MIKPOHi3aLlisl)BBeieHHS HOBOI
AinbHULI, fe 3AiCHI0ETbCS MIKpPOHi3aLia ans aitoyoi
PeyYoBUHMN N1EBOTUPOKCUH HATPIIO Bif 3aTBEPLKEHOrO
BMpo6bHuka A®l — PEPTIDO GMBH, Germany.
3MiHu | TUNY - 3MiHK 3 IKOCTI. ToTOBUIA NiKapCbKUi
3aci6. Onuc Ta cknag,. 3miHa abo fofaBaHHSA
LiTamnis, NOTOBLLEHb @60 iHWNX MapKyBaHb,
yK/Io4aoun 3amiHy abo gogasaHHs dhapb ons
MapKyBaHHS Nikapcbkoro 3acoby (3miHa wTamnis,
NOTOBLUEHb ab0 iHWMX MapKyBaHb) 3MiHa LTammniB
MapKyBaHHS Nikapcbkoro 3acoby. BuganeHHs
TUCHEHHS «50» (To6To cunw Aji /13) Ha iHWIA CTOPOHI
TabneTkun. Haciuka ansa noginy 3 ogHoro 60ky
3a/Mwmnack. 3aTBepAKeHo: Kpyrble, crnerka
BbINyK/ible TabneTkn noyTn 6en0ro Ao cnerka
6exeBoro LgeTa (okpacka He 60/1ee MHTEHCKBHaASA,
yeM KpeMoBo- 6enas no RAL 9001), c Haceukoit ans
[OeneHns Ha OAHOWN CTOPOHE N TUCHEHNEM «50» Ha
Apyrovi; avameTp 5 MM 3anponoHOBaHO: Kpyri
371erka onyki TabneTtku Big, 6inoro fo 6exeBoro
KONbOPY, 3 PUCKOKO 4718 NOAiSY Ha OfHi CTOPOHI.
3MiHV BHECEHO B IHCTPYKLiO 4519 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3ain
"Jlikapcbka dopma” (0OCHOBHI ¢i3VKO-XiMiYHi

3a
peyenmom

He
nionsieae

UA/8133/01/02
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B/1aCTVBOCTI). BBeAEHHS 3MiH MpOTArom 6-Tv MicsALiB
nicnsa 3aTBepKeHHs.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKNI
3aci6. 3miHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BK/KOYAlOUM giana3oH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (iHwi 3miHM) BuganeHo
rpaHynat 143 kr. 3anponoHoBaHO npouec
BMPOGHULITBA - PO3MIp cepil 429 Kr 3a/MLLIaETbCA
HEe3MiHHUM /19 OCHOBMW A/151 rpaHynATy. BBefeHHs
3MiH NPOTAroM 6-TW MIiCALIB NicNs 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM Yy npoueci
BMPOGHMLITBA FOTOBOTO /1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y NpoLeci
BUPOGHMLTBA)
3miHun nocnigoBHocTi hopmyBaHHsA Granulation
solution fitoua pepgaxuis 3.2.P.3.3 Description of
Manufacturing Process and Process Controls
Manufacture of the granulate Levothyroxine sodium,
microcrystalline cellulose, sodium starch glycolate,
dextrin and calcium hydrogen phosphate dihydrate
are dry premixed in a high shear mixer for 8 min.
MponoHoBaHa pepgakuis3.2.P.3.3 Description of
Manufacturing Process and Process Controls
Manufacture of the granulateGranulation solution:
Cysteine hydrochloride monohydrate is completely
dissolved in purified water under stirring.
Levothyroxine sodium and a partial amount of
microcrystalline cellulose are sieved together by
hand for de-agglomeration. A partial amount of
microcrystalline cellulose, the pre-mix of
levothyroxine sodium with microcrystalline cellulose
from the de-agglomeration step and the remaining
amount of microcrystalline cellulose are
subsequently transferred into the mixer and blended
process controlled. Thereafter, maize starch, light
magnesium oxide and pregelatinised starch are
added to the mixer contents for further dry process
controlled blending. The dry mixture is then
granulated with the granulation liquid process
controlled. BBefeHHS 3MiH NPOTArom 6-Tu MicsLiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oToBWMIA Nikapcbkuin 3aci6. Onuc Ta cknag. 3miHa
chopmm abo po3mMipiB slikapcbkoi dhopmu (Nikapcbki
doopmu, cTiliki 40 Aii LWAYHKOBOro COKY, JlikapChbki
dopmy 3 MOANIKOBAHNM BUBISIbHEHHAM ab0
NPOJIOHrOBaHOI il Ta AiNUMi TabneTkn, NpU3HadeHi
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0N PO3/,i/TEHHS Ha PiBHI 403K)
3MiHa po3MipiB NikapcbKoi hopMU, 3MIHIOETLCA
BMCOTa Tabnetku. Mpu ubomy giameTp TabneTok He
3MIHIOETHCS.
3.2.P.3.4 Controls of Critical Steps and
Intermediates. BBeeHHS 3MiH NPOTArom 6-Tu
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | TUny - 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHN BUNpobOyBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX Y crieumndikayisx, nig vac
BMPOOGHULITBA FOTOBOrO NiKapCbKoro 3acoby
(3BY)KEHHSA [OMYCTUMUX MEX) 3BYXXEHHSA [OMYCTUMUX
MeX B MpoLeci BUNPO6YBaHHS Ha CTIliKiCTb [0
po3faBsioBaHHA. 3MiHa 3aABNAETLCS A9 TabneTok
cvunm gii: 50 mkr, 75 mkr, 125 mkr i 150 mkr. 3.2.P.3.4
3aTBEPAKEHO:

Controls of Critical Steps and Intermediates Process
controls during tabletting Resistance to crushing: 20
to 70 N;
3anponoHoBaHo: 3.2.P.3.4 Controls of Critical Steps
and Intermediates Process controls during tabletting
Resistance to crushing: 30 to 60 N BBefeHHs 3MiH
NPOTAroMm 6-Tv MiCALiB MicNs 3aTBEPIKEHHS. 3MiHK |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLTBA
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoum
MPOMiXHWI MPOAYKT, WO 3aCTOCOBYETLCA MpU
BMPOGHMLITBI FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM) He3HauHi 3MiHM B npoueci BUpobHMLTBa
rOTOBOrO J1iKapCbKOro 3acoby - 3MiHa Yyacy BUTPUMKM
MPOMDKHOIO NPOAYKTY. BBeAeHHs 3MiH NnpoTarom 6-
TN MicALB Nicnsa 3aTBepMKeHHs. 3MiHn | Tuny -
3MiHM 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fONYCTUMUX MEX r0TOBOro
nNikapcbKoro 3acoby (3BYyXEHHS JOMYyCTUMUX MeX)
3BYXEHHS JOMYCTUMMX MeX MokKasHuKa «KinbKicHWi
BMICT JIeBOTUPOKCUHY-HAaTpIlo» y cneuudikauii M3
Ha BMMYCK cepiii i cneuudikauii Ha TepMiH
npugaTHocTi, BBeeHHS 3MiH NpoTarom 6-Tu micauis
nicns 3aTBepKeHHs
3MiHu | TNy - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbKUii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO /1iKapCbKOro 3acoby
(BVNYyYEHHSI HE3HAYHOTO NOKa3HVKa (Hanpuknag,
3acTapifioro NokasHyKa, Takoro Sk 3anax Ta cmak,
ab0o igeHTudikauis 6apBHMKIB UM CMaKOBUX
[06aBok)) BunyyeHo 3i cneymdikallii nokasHuK
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

«CYMapHUii BMICT HeifieHTU(IKOBaHUX JOMILLIOK>,
OCKINIbKM NPY MOHITOPWHIY BMICTY AOMilWwku E Ta
Jomiwwkm K npu npoBegeHHI BUNPobyBaHHSA
cTabinbHOCTI HedhacoBaHOro NPOAYKTY,
iieHTudikoBaHi fomilwkn E Ta K He 6ynun BUsIB/EHI B
KiNIbKOCTI, LLIO MEePEBULLYE MEXY MOBIAOM/IEHHS, B
XKOAHIli 3 4YacOBMX TOUOK. TakUM YMHOM, NEPEBIPKN
BMICTYy 060X AOMILLOK B FOTOBOMY fliKapCbKOMY
NPOAYKTI MOXHa BBaXKaTu 3acTapinvmu. BBeaeHHs
3MiH NPOTAroM 6-TW MIiCALIB NicNs 3aTBEPAKEHHS.

3MiHu | TUNY - 3MiHK 3 SIKOCTI. FoTOBUIA
nikapcbKuii 3aci6. KOHTpoNb roToBOro NMikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
[L0MYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(BUNYyYEHHA HE3HAYHOrO NokasHuka (Hanpuknag
3aCTapifioro NokasHyKa, Takoro Sk 3anax Ta cmak,
abo igeHTUdiKaLis 6apBHUKIB UM CMaKOBUX
[o6aBok)) BunyyeHHs gomiwku K 3i cneymdikawi
13 Ha OCHOBI AaHVX MOHITOPVHTY NPU NPOBEAEHHI
BUNPOBYBaHHSA CTabiNbHOCTI HethacoBaHOro
NpoayKTy, iaeHTudikoBaHa gomiwka K He 6yna
BUSIB/IEHA B KiNIbKOCTI, LLIO MEPEBULLYE MEXY
NOBIAOM/IEHHS, B XXOAHIN 3 HACOBMX TOYOK.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
niKapcbKoro 3acoby (BUy4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKoBUX 406aBOK)) BunyyeHHs
aomiwkn E 3i cneunddikauii 13 Ha 0CHOBI AaHuX
MOHITOPVHTY NPV NMPOBEAEHHI BUNPOOYBaHHS
CTabiNbHOCTI HehacoBaHOro NPOAYKTY,
iaeHTudikoBaHa Agomiwka E He 6yna BusBneHa B
KifIbKOCTI, LLIO MEePEBULLYE MeXY MOBIAOM/IEHHS, B
XXO[HIli 3 4yacoBUX TOUOK. BBeAEHHS 3MiH NPOTSArom
6-TV MicALIB Nicns 3aTBepAKEHHSA. 3MiHu | TRy -
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roToBOro
NiKapcbKoro 3acoby (BUy4EHHS HE3HAYHOro
nokasHuka (Hanpyknag 3acTapisnoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6GapBHUKIB UM CMAKOBMX A06aBOK)) BunyyeHHs 3i
crneundikavii Ha nepiog, TepMiHy NpUAATHOCTI
napameTpiB «CTupaHHiCTb» [laHuii napameTp
KnacndikoBaHWiA, Ik HEBaXK/IMBI ANsi cneumdpikawi
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PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
Bionycky yBaHHSI* | peecmpayiliHo20

nocsioYeHHs

Ne Hassa dopma sunycky Bupo6Huk KpaiHa
n/n JNlikapcbKo20 | (nikapcbka ghopma, BUPOBHUKa
3acoby yrnakoska)
Ha nepiog, TepMiHy NpUAaTHOCTI 3 ypaxyBaHHAM
maTepiasny NepBUHHOT YNakoBKu, KW € NPakTUYHO
HEeNpPOHNKHUM N5t Bogu. Pe3ynbTati BUnpo6yBaHb
cTabiNbHOCTI HedhacoBaHOro NPOAYKTY CBigYaTh Npo
BifiCYTHICTb ICTOTHUX 3MiH Nic/1s1 BUPOGHMLTBA.
KoHTponb napameTpy npu BUNYCKy Cepiil €
[JocTaTHiM, a nepesipka B nepiof 36epiraHHs €
3aliBol0. BBeEHHS 3MiH NPOTArom 6-Tu MicsuiB
nicns 3atBepkeHHs. 3MiHv | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX roToBOro
NiKapcbKoro 3acoby (BMy4EHHS HE3HAYHOrO
nokasHuka (Hanpyknag 3actapisnoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB UM CMAKOBUMX A06aBOK)) BunyyeHHs 3i
crneundikavii Ha nepiog, TepMiHy NpUAATHOCTI
napameTpis «CTiliKiCTb 40 PO34aB/lOBaHHS».

3assBHUK KpaiHa
3asiBHUKa

Pe3ynbTaty BUNpobyBaHb CTabisIbHOCTI
HedhacoBaHOro NPOAYKTY CBifYaTb NPO BIACYTHICTb
iCTOTHMX 3MiH Nicna BUpOBHMLTBA. BBEAEHHA 3MiH
NpOTArom 6-T1 MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMMX MEX
roTOBOro NikapcbKoro 3acoby (40NOBHEHHSA abo
3aMiHa nokasHvka cneuvdikauii 3a pesynbtaramu
[ocnimpKeHb 3 6e3nekn abo AKOCTi (3a BUHATKOM
nikapcbkunx 3acobiB 6i0N10rivYHOro/iMyHo0r4HOro
NOXO[KEHHSR)) BHeceHHs 3miHn go cneumndikavii N3
Ha BUMYCK cepili Ta Ha nepiog TepMiHy NpUAaTHOCTI
3 MeTOK [0MOBHEHHS cneuumgikaLii napameTpomM
«KifIbKiCHUIA BMICT UMCTEIHY rigpoxnopuay
MOHOrigpaTy». 3anponoHoBaHi 41 cnevuudikawii
rpaHnyHi 3Ha4YeHHS BCTAHOBJ/IEHI Ha NiacTasi faHux,
HasiBHUX AoTenep Ans /13 3mMiHeHoro cknagy,
30KpeMa, 3 ypaxyBaHHSIM pe3y/bTaTis BUNpobyBaHb
cTabinbHOCTI HeghacoBaHOro NPoaykTy. BeeaeHHs
3MiH NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPMAXKEHHS
3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKNi
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acooy.
3MiHa napameTpiB cneungikauiii Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapcbkoro 3acoby
(8onoBHeHHs abo 3amiHa nokasHuka cneuudikauii
3a pesynbTatamu Aoc/igKeHb 3 6e3nekn abo AKOCTI
(3a BUHATKOM nliKapCbKnX 3aco6iB

6i0M10r4YHOro/iMyHONONYHOTO NOXOMKEHHS)) 3MiHU
A0 cneumdikauii 13 Ha BUnycK cepili Ta Ha nepiog,
TEpMiHy NPUAATHOCTI 3 METOK AOMOBHEHHS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
napameTpom «laeHTudikauis umMcTeiHy

rigpoxnopuay MoHorigpaTty». 3anponoHoBaHi Ans
cneumaikavii rpaHNYHi 3HaYeHHS! BCTAHOBJIEHI 3
ypaxyBaHHAM pe3ysbTaTiB BUNpobyBaHb
cTabinbHOCTI HeghacoBaHOro NPoaykTy. BeeaeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKNi
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acooy.
3MiHa y meTogax BMNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BUNPO6YBaHb (BK/OUAOUM 3aMiHy abo
[OMNOBHEHHS)) 3MiHN Y MeToAax BUNPOOOBYBaHHSA
N3 «OaHOpIAHICTL BMICTY» Y 3B A3KY 3
OonTMMI3aUielo MeToay - 3aMiHa KOJTIOHKWN A5 aHanisy
MeTOoZOM PiguHHOI Xpomatorpadii. BBeeHHs 3MiH
NpOTArom 6-T1 MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapcbKuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapCbKOro 3acoby. 3miHa y
mMeTofAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKOro
3aco06y (iHwWi 3MiHM y MeToAax BUnpobysaHb
(BKNHOYaKOUM 3aMiHy abo [OMOBHEHHS))
3MmiHn y MeTodax Bunpo6oByBaHHs 13
«PO34MHHICTb» y 3B 513Ky 3 ONTUMIi3aLlieo MeToay -
3aMiHa KO/TOHKW /151 aHau1i3y MeTOAOM PifUHHOI
xpomatorpacii. BBegeHHs 3MiH npoTsarom 6-tu
MicALB Nicnsa 3aTBepmXeHHS. 3MiHN | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /liKkapCbKOro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUMN 3aMiHy
abo oonoBHEHHS)) 3amiHa 3apeecTpoBaHnX Hapasi
OKpemMmnx MeToziB BUNPOOOBYBaHHS XiMiYHOT YUNCTOTH
Ta Ki/IbKICHOTO BMICTY /IEBOTUPOKCUHY HATPIt0 Ha
HOBWIA MeToA, OAHOYACHOT NepeBIPKN 060X
napameTpiB. HoBuiA MeToA KOHTPO/IO Nnepeabayae
3aMiHy KOMOHKM AN aHanisy MeTo4oM PigvHHOT
xpomatorpacii. BBegeHHs 3MiH npoTsarom 6-tu
MicALB Nicnsa 3aTBepmXeHHS. 3MiHN | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCcbKOro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHAKUMN 3aMiHy
abo oonoBHEHHS)) 3amiHa 3apeecTpoBaHnX Hapasi
oKpemunx MeTopiB BUNpoboBYBaHHS KiJIbKiCHOTO
BMICTY Ta XiMi4HOI YUNCTOTN SIEBOTUPOKCUHY HATPIO
Ha HOBMWI1 MeTof, OfHOYaCHOT NepeBipkn 060X
napameTpiB. HoBuiA MeToA KOHTPO/IO Nepeabayae
3aMiHy KOMOHKM AN aHanisy MeTo4oM PigvHHOT

Xpomarorpadii. BBeieHHs 3MiH NPOTArom 6-Tu
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | TUny - 3MiHu 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO flikapcbKoro 3acoby (iHLwi 3miHM) OHOBEHO
iHdhopmawuito, Wwo HaBegeHy B moayni 3.2.P.7
CucTema 3aKyrnoproBaHHs, BKIIOUATK Aeknapauii
LL{0A0 BIANOBIAHOCTI NaKyBasIbHOrO MaTepiasny
BMMOram noTo4Hoi pegakuii PernameHty (EC) Ne
10/2011 wopo nnacTrkis Ta BUPOBIB, NPU3HAYEHMX
[10 BUKOPUCTAHHSA B KOHTaKTi 3 Xap4oBUMM
npogyktamu. MNonepeaHio pefakuito UPeKTUBY,
BKasaHy B fJOKyMeHTaL,ji, 6yno aHynboBaHo. Ha
[0[aTOK, OHOB/IEHO AOKYMEHTaL,il0, Bka3aHy B
cepTudpikaTax aHasisy, TEXHIYHMX NacnopTax Ta
nmcTax-nigTeepakeHHsX. BBefeHHA 3MiH NpoTAroM
6-TV MicALIB NicnsA 3aTBEpAKEHHSA. 3MiHu | Tvny -
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
ymoBax 36epiraHHs roTOBOrO /liKapCbKOro 3acoby
(3miHa B ymoBax 36epiraHHs roTOBOr0 /iKapCbKoro
3acoby abo nicns po34YMHEHHs/BIAHOBNEHHS) 3MiHU
BMMOrU LOA0 YMOB 36epiraHHs Ha «36epiratu npu
Temnepartypi He Buwe 30 °C». TepmiH npugaTHoCTi
NiKapCbKOro 3acoby 3a/INAETLCA HEe 3MIHHUM, Ta
CTaHOBUTb 24 micsALj, TO6TO 2 PokW. 3MiHN BHECEHO
B IHCTPYKL,itO0 419 MEANYHOrO 3aCTOCYyBaHHS
NiKapcbKoro 3acoby y po3ain "YmMosu 36epiraHHs" 3
BIANOBIAHUMYW 3MiHAMV B TEKCTi MapKyBaHHS
ynakoBOK. BBeAeHHS 3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
A®I|. BupobHuLTBO (iHLWi 3MiHW) PegakuiiiHi 3miHu,
06'eJHAHHA AaHVIX LWOAO BCIX J03YBaHb; pefaKLinHu
3MiHKn go p. 3.2.S.1 General Information, 3.2.S.3
Characterisation, 3.2.S.6 Container closure system
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAXKEHHS
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKN
3aci6. KOHTposib roTOBOrO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO /1iKapCbKOro 3acoby
(BVNYYEHHSI HE3HAYHOTO NOKa3HVKa (Hanpuknag,
3acTapifioro NokasHyKa, Takoro Sk 3anax Ta cmak,
abo igeHTudikauis 6apBHMKIB Y CMaKOBUX
[06aB0K)) BuyyeHHSs He3HaYHOro NnokasHuka —
«Po3nagaHHsA» i3 cneumdikauiii rotoBoro
NiKapcbKoro 3acoby; (KOHTPOb 3a MOKA3HMKOM
«Po3nagaHHs» 34iNCHIOETLCA Mif Yac
BUPOOHMLTBA). BBEAEHHA 3MiH NPOTATroM 6-Tu
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHu 3
SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTposb
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLii Ta/abo foNyCTUMUX MEX FTOTOBOTO
NiKapcbKoro 3acoby (B1y4eHHsI HE3HAYHOro
nokasHuka (Hanpvknag 3actapisioro NokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikais
6apBHYKIB 4N CMaKoBUX J06ABOK))
BunyyeHHs He3HauHOro nokasHuka «CepegHs
Maca» y 3B'A3Ky 3 NPOBEAEHHAM KOHTPO/IIO B
npovueci BUpobHuuTBa. BBEAEHHA 3MiH MPOTAroM 6-
TN MiCALB NicNs 3aTBEPMKEHHS. 3MiHuM | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
nikapcbkoro 3acoby (iHwi 3mMiHM) JONOBHEHHS
cneuudikaLii Ha BUNYCK Cepiil HOBUM NOKa3HUKOM, a
came: «3a/IMLWKOBUIA BMICT BOJIOTW», TPAHUYHWIA
BMICT «He 6inbLue Hixx 10%>» 3 BiANoBigHUM
MEeTOA0M BUMPOGYBaHHSA Y 3B A3KY 3i 3MiHOKO cknagy
nikapcbkoro npenapary. 3anponoHoBaHa Mexa A1
cneumdikauii M3 Ha BunNyck cepii byna
BCTAHOB/IEHA Ha MiACTaBi AaHnx, OTPUMaHUX B
npoLeci po3po6ky, BCTAHOB/IEHE TPaHNYHe
3HaAYEHHS Lji/IbOBOro 3a/IMLLIKOBOrO BMICTY BO/1OTU B
CYXOMy rpaHynsTi. BBefeHHs 3MiH NpoTAarom 6-tn
MicsALiB MicnsA 3aTBepXeHHs. 3MiHu || Tuny - 3MiHn 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
crneundikayii Ta/abo AONYCTUMMX MEX, BUSHAYEHMNX
y cneyudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOGHMLTBa AD| (3MiHa No3a Mexamu
3aTBEpPIXEHOro AianasoHy y cneuudikauii Ha AdI)
Po3wmpnHHA mexi cneumndikadii A®l, wo
CTOCYHOTbCA PO3Mipy YacTok Adl, NEBOTUKPOKCUHY
HaTpilo y 3B 3Ky 3 BBEAEHHSAM HOBOI AiNbHULI, fe
3[iCHIOETbCST MIKPOHi3aLlisi, 3aTBepAXeHO: po3Mip
100 % yacToK CcTaHOBUTL < 20 MKM,
3anponoHoBaHO: PO3Mipy YacToK, He MeHLLEe Hix 95
% < 20 MkM. 3MiHu Il Tuny - 3MiHK 3 AkocTi. FoToBWMA
nikapcekuii 3aci6. Onuc Ta cknag,. 3miHa y ckiagi
(ZOMOMIKHUX pEYOBMHAX) FOTOBOrO MiKapCbKOro
3aco06y (iHLWi JONOMiXHI pevoBUHY) - 3MiHa, ska
NiATBEPMKYETLCA AOCIMKEHHAMN 3
6ioekBiBaNIEHTHOCTI - 3MiHa CcKnagy AOMOMDKHUX
PEYOBUH NOKPALLEHHS CTabiNIbHOCTI NiKapCbKnx
3aco006iB B knlimaTtnyHmx 3oHax Il Ta IVa, Ta
3abe3neyeHHs BiAMOBIAHOCTI BUMoram creumdikawii
$apmakonei CLWA (USP), wofo KinbkicHOro BMicTy
95 — 105 % nig yac BUNycKy cepili Ta Ha nepiog
TepMiHy NpUAATHOCTI, 6€3 YTBOPEHHS Ha/INLLKY
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11.

L-TUPOKCWUH
75 BEP/IH-

TabneTkn no 75 Mkr,

BEP/IH-

HimeyuunH

Bupo6HuyTBO "in

HimeuunHa

«PO34YMHEHHA» 3a/IMLLAETLCA HE3MIHHOIO. BBefeHHA

A®I. T0NOBHNM 3aX0A0M /151 3a6€e3NeUeHHs
Lli/IbOBUX MOKA3HUKIB CTabINbHOCTI € fAOAaHHSA
peyoBUHU-cTabinizaTopy. MNMpoTeiHoreHHa
amiHokucnoTa L-cysteine 6yna obpaHa B SKOCTi
aHTUOKCUAAHTY B 3MiHEHI peLenTypi TabneTok.
3MiHV BHECEHO B iHCTPYKLitO 4719 MeANYHOro

(BonomMikHi pevoBuHY). BBEAEHHSA 3MiH NPOTArom 6-
TN MicaUiB nicns 3aTBepmkeHHs. 3MiHu I Tuny -
3MiHK 3 SKOCTi. F0TOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOBHULTBI. 3MiHU BUNpobyBaHb abo foMyCTUMMX
MeX, BCTAHOB/IEHMX Y creumndikayisx, nig vac
BMPOBGHULITBA FOTOBOTO /iKapCbKOro 3acoby
(pO3LIMPEHHN 3aTBEPMKEHNX AOMYCTUMUX MEX AN
NMOKa3HWKIB, SIKi MOXYTb MaTV iCTOTHWI BNANB Ha
3arasibHy SKiCTb FOTOBOFO /iKapCbKOro 3acoby)
PosLwmpeHHsa fgonycTuMmnx mex s nokasHuka
3a/IMLLKOBOr0 BMICTY BOJIOTM B FpaHyNsTi npu
3[jACHEHHI KOHTPOJIIO B NpoLeci BUpobHULTBA
MOSICHIOETLCA 3MIHOIO CKagy AOMOMIKHUX PEYOBWH.
B npoueci Banigauii HOBOro ckiagy 3a/IMLLKOBUIA
BMICT BOJIOTY B CYMiLLli CAPOBMHHUX MaTepianis
cTaHoBUTb 7,1-7,9 %. OCKiNbky KIHLEBWI NOKa3HMK
3a/IMLLKOBOrO BMICTY BO/IOTW B CyXOMY FpaHysisTi
MOBWHEH BiANOBIJATU 3a/INLLKOBOMY BMICTY BOJIOTY
CYMIiLlli CMPOBUHHUX MaTepianis, B cneumdikalii Ha
CYXWiA TpaHyIAT 3anponoHOBaHWUiA nokasHuk 7,0 —
8,0 %. BBefeHHA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPAXKEHHS
3MiHn |l TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunit
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO /liKapCbKOro 3acoby
(3miHa 3HaxoAMTLCA No3a 3aTBEPAKEHNMU
[ONYCTUMUMU Mexamiy cneumdikadliii)
3MiHa JonMyCTMMUX MeX 4718 napameTpa
cneuudikauii Ha BUNyck cepiit «CTilkicTb 40
po34aB/loBaHHA», & came PO3LUMPEHHS MexX
CTiKOCTi [0 po3gasntoBaHHs Big 20 H go 90 H.
[Jonyctumi mexi 6y/in BCTAHOB/IEHI HA OCHOBI AAHNX
npo po3pobky; cneundikalis Ha BUNycK cepii Ans
noB’sA3aHnx napameTpiB «KpuxkicTb» Ta

3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS

3acToCcyBaHHSA Nikapcbkoro 3acoby y po3gin "Cknag"

XEMI

no 25 tabneTok y

XEMI AT,

6nictepi; no 1 a6o 2,

a

bulk" Ta KOHTpOb

cepiii: BEPJIIH-

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK

| TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta

3a
peyenmom

hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHeCeHi Ao

He
nionsieae

UA/8133/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
abo 4 6nictepy B XEMI AT, IHCTPYKLi 415 MeAMYHOro 3aCTOCYBaHHS Y po3ainv
KapTOHHIA KOpooLi HimeuuunHa; "B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta
MakyBaHHA, iHLWI BMAW B3aemogiin", "MobiuHi peakuii" wono

KOHTPO/b Ta BUMYCK
cepiii: BEPJIIH-
XEMI AT,
HimeyunHa

6e3nekn 3aCToCyBaHHS /ikapCbKoro 3acoby
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MenyHOro
3aCTOCyBaHHSA Ha MifcTasi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6e3MeKkun NiKapcbkoro 3acooby,
abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B MicnsipeecTpaviliHvi nepios,
a60 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNoBIAHO A0 NNaHy negiaTpuyHmX
pocnigpkeHs (PIP) (iHwi 3MiHM) 3MiHM BHECEHI A0
IHCTPYKLUIT ANA MEeANYHOro 3aCTOCYBaHHS y po3ainu:
"B3aemogis 3 iHWMMM flikapCbkumu 3acobamm Ta
iHWI BMAW B3aemogiin”, "OcobmBoCTi 3acTOCyBaHHA"
00 6e3nekn 3acTocyBaHHA NikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKeHHA. 3MiHn Il Tuny - 3miHK Wwoao
6e3nekun/edhekTBHOCTI Ta thapMakoHarnisgy. 3miHu
Y KOPOTKiA XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeguyHoro
3acToCyBaHHA reHepuYHNX/ribpuaHnx/6ionoaibHNX
NiKapCbKnx 3acobiB Nic/1 BHECEHHS TiET camoi 3MiHN
Ha pedhepeHTHW1 Npenapar (3miHa, siky HeobXigHO B
nofasibLLoMy 06rpyHTYBaTU HOBUMM A0AATKOBUMM
JaHvMu (HanpyKnag, nopiBHAHHICTb 6i0N0riYHNX
nikapcbkux npenaparis)) 3MiHN BHECEHI A0
IHCTPYKLUIT ANA MEeANYHOro 3aCTOCYBaHHS y po3ainu:
"B3aemogis 3 iHWMMM flikapCbkumu 3acobamm Ta
iHWi BUAM B3aemogiii", "OcobnmnBocCTi
3acToCcyBaHHSA", "3acToCyBaHHSA Y nepiog BarirTHOCTI
abo rogysaHHsA rpyaaro”, "MobiuHi peaxuii”
BiANOBIAHO A0 iHhopMaL,i pechepeHTHOro
nikapcbkoro 3acoby (L-Thyroxin Henning).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKeHHA. 3MiHn Il Tuny - 3miHK Wwoao
6e3nekn/edekTBHOCTI Ta thapMakoHarnisgy. 3miHu
Y KOPOTKiA XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeguyHoro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHMU 3
thapmakoHarnsgy - 3mMiHvM BHeCeHi 0 iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA A0 po3ainy "B3aemogis 3
IHLIMMKM NikapcbkMKM 3acobamu Ta iHLWi BUuam
B3aeMOgiii". BBefleHHs 3MiH NpOTSArom 6-T MicsiliB
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nicns 3aTBepaKeHHs
12. | L-TUPOKCWUH | TabneTtku no 75 Mkr, BEP/IH- HimeuuunH Bupo6HMLTBO "in HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/8133/01/03
75 BEPNIH- no 25 TabneTtok y XEMI Al a bulk" Ta KOHTpOsb | TMNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyenmom nionsieae
XEMI 6nicTepi; no 1 a6o 2, cepiii: Onuc Ta cknag. 3miHa abo AogaBaHHA WTaMni.,
ab6o 4 6nictepu B BEPNIH-XEMI AT, NOTOBLLEHb ab0 iHLIMX MapKyBaHb, YK/Io4Yaum
KapTOHHI/ KopoobLi HimeuunHa 3amiHy abo gogasaHHsa dhapb 4719 MapKyBaHHS
nikapcbKoro 3acoby (3MiHa WramMnis, NOTOBLLEHb
MakyBaHHS, abo iHWNX MapKyBaHb) - 3MiHa LUTamMniB MapKyBaHHS
KOHTPONb Ta BUMYCK nikapcbkoro 3acoby. Cuna aii 3 04HOro 60Ky
cepiii: Tabnetkun 6yna BuaaneHa. Haciuka gns noginy 3
BEPNIH-XEMI AT, iHWOro 60Ky 3anvwniack. 3aTBEpAXEHO: Kpyr/i,
HimeyunHa 371erka onykni TabneTkn Big mavixe 6inoro go snerka

6eXXeBoro kosibopy (Konip He GiNbLL IHTEHCUBHWIA HiX
KpemoBa-6ina no RAL 9001), 3 Haciukoto Ans noginy
3 0fiHOTO GOKY i TUCHEHHSIM «75% 3 iHLWIOrOo, AiaMeTp
6 MM. 3anponoHoBaHoO: KPYri 3/1erka onykni
Tabnetkn Big 6in0ro [0 6€XeBoro KonbLopy, 3
PUCKOO AN MOAIY HA OAHIA CTOPOHI. 3MiHW
BHECEHO B iHCTPYKLit0 41 MEAUYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain "fikapcbka opma”
(OCcHOBHI ghi3nko-XiMi4HI BnacTMBocTi). BBegeHHs
3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 IKOCTI. ToTOBUIA NiKapPCbKUi
3aci6. Onuc Ta cknag,. 3miHa dopmu abo po3mipis
nikapcbKoi hopMu (nikapcbki hopmu, CTilki go Aji
LLTYHKOBOTrO COKY, Nikapcbki hopmu 3
MOAMIKOBAHNM BUBI/IbBHEHHAM @60 NPOSIOHrOBaHOT
4ii Ta finumi TabneTku, NpusHadeHi 418 po3aineHHs
Ha piBHI 403K) - 3MiHa pO3MipiB NikapcbKoi hopmu,
3MiHIOETbCA BMCOTa Tabnetku. Mpu ubomy giameTp
Tabn1eToK He 3MIHIOETLCA. BBEAEHHA 3MiH NPOTAroM
6-TN MicALIB nicnsa 3aTBEpKEHHSA. 3MiHK | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHW Y Npoueci BUpobHULTBA
roTOBOrO /liKapCbKOro 3acoby, BkIovaoum
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOGHWLITBI rOTOBOIO /liKapCbKoro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA) - 3MiHK
nocnigoBHOCTI chopmMyBaHHs Granulation solution.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEepMKEHHS. 3MiHN | TUNY - 3MiHW 3 SKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHU Y npoLieci BUPOGHMLITBA FOTOBOTO /iKapCbKOro
3aco0y, BKIOYaUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHK) - He3HauHi 3MiHu B
npoweci BUPOGHULITBA FOTOBOrO NiKapCbKOro 3acoby
- 3MiHa Yacy BUTPVMKM NPOMiXXHOr0 NPOAYKTY,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
(3aTBepaxeHo: 3.2.P.3.4 Process controls during
tabletting The storage period of the bulk product until

packaging must not exceed 8 weeks (50 and 75 ug
tablets) or 3 months (100, 125 and 150 pg tablets),
respectively; 3anponoHosaHo0:3.2.P.3.4 Process
controls during tabletting. The hold time of the bulk
products until packaging must not exceed 12
months). 3MiHu | TUny - 3miHK 3 AIKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI. 3MiHa
po3mipy cepii (BKHOYatouM gianasoH po3mipy cepir)
roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHu) -
BupaneHo rpaHynat 143 kr. 3anponoHoBaHo
npouec BUpOGHNLTBA - po3Mip cepii 429 kr
3a/IMWIAETLCA HE3MIHHUM A1 OCHOBY AN
rpaHynsATy. BBegeHHs 3MiH NpoTSArom 6-Tm Micauis
nicns 3aTBepgkKeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULLTBI.
3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y crneuudikauisx, nig vac
BMPOOGHULITBA rOTOBOIO NiKapCbKoro 3acoby
(3BYXXEHHSA AONYCTUMMX MEX) - 3BY)KEHHAM
[OMNYCTUMUX MEX (CTIKICTb 4O pO34aB/itoBaHHS)
3aBOJ0M BUPOGHMKOM. 3MiHa A/18 TabneToK cuiun
4ii: 75 mkr, 125 mkr i 150 mkr. 3.2.P.3.4.
3aTBepmxeHo: Controls of Critical Steps and
Intermediates
Process controls during tabletting Resistance to
crushing: 75 mkr
20t0 70 N; 125 mkr  25t0 80 N;

150 mkr 25 to 80 N;
3anponoHoBaHo: 3.2.P.3.4 Controls of Critical Steps
and Intermediates
Process controls during tabletting Resistance to
crushing:

75 mkr 35 to 70 N; 125 mkr 35 to 80 N;
150 mkr 35 to 80 N.

BBefeHHs 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPONb roTOBOrO

nikapcbkoro 3acoby. 3miHa napameTpis
cneyuudikaLiin Ta/abo foNyCTUMUX MEX r0TOBOro
NiKapcbKoro 3acoby (3BY)XEHHS AOMYCTUMUX MEX) -
3BYXEHHS JOMYCTUMMX MeX MokasHuKa «KinbKicHWi
BMICT JIeBOTUPOKCUHY-HATpIlo» y cneuudikauii M3
Ha BMMYCK cepiii i cneuudikauii Ha TepMiH
npugaTHocTi. BBeeHHS 3MiH NpoTarom 6-Tu micauis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.

[oTOBMIA Nikapcbkuii 3aci6. KOHTPONb roTOBOrO

nikapcbkoro 3acoby. 3MiHa napameTpiB
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

cneuudikauin Ta/abo fONyCTUMUX MeX roTOBOro
nikapcbkoro 3acoby (iHWi 3mMiHW) - [JONOBHEHHS
cneumdikaLii Ha BUNYCK Cepiii HOBUM NOKa3HUKOM, a
came: «3a/IMLWKOBUIA BMICT BOJIOTW», TPaHNYHNI
BMICT «He 6inbLue Hix 10%>» 3 BignoBigHUM
MeToA0M BUMPOGYBaHHSA Y 3B A3KY 3i 3MiHOO
cknafy nikapcbkoro npenapary. 3anpornoHoBaHa
Mexa Ansa cneundikavii /13 Ha Bunyck cepii 6yna
BCTAHOB/IEHA Ha MiACTaBi AaHnX, OTPUMaHUX B
npoLeci po3po6ky, BCTAHOB/IEHE TPaHNYHe
3HaAYEeHHS Lji/IbOBOro 3a/INLLIKOBOrO BMICTY BO/IOTU B
CYXOMy rpaHynsTi. BBefeHHs 3MiH NpoTarom 6-tn
MicSLiB nicnsA 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK 3
siKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
niKapcbKoro 3acoby (BUy4eHHsA He3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMakoBUX A06aBOK)) - BunyyeHHs
He3HayHOro nokasHuka «CepefHs Maca» y 3B 53Ky 3
NpoBefEeHHAM KOHTPO/IIO B NPoLeCi BUPOBHMLTBA.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roToBOro
NiKapCcbKoro 3acoby (BUy4EHHS HE3HAYHOrO
nokasHuka (Hanpyknag 3actapisnoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB UM CMaKoBMX A06aBOK)) - BunyyeHHs
He3HauYHOro nokasHuka — «Po3nagaHHs i3
cneuudikaLin Ta/abo fonycTMMNX MEX roTOBOro
NikapcbKoro 3acoby. MOHITOPUHT Ta KOHTPO/Ib LibOro
noKasHUKa 34iCHI0TL Mif Yac BUPOGHMLTBA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
niKapcbKoro 3acoby (BUy4eHHsI He3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMakoBUX A06aBOK)) - BunyyeHHs
Aomiwky E 3i cneunddikauii 13 Ha 0CHOBI AaHuX
MOHITOPUHIY NPV NPOBeAEHHI BUNPObyBaHHSA
CTabiNbHOCTI HehacoBaHOro NPOAYKTY,
iaeHTudikoBaHa gomiwka E He 6yna BusBneHa B
KiJIbKOCTI, L0 NEpEeBULLYE MEXY MOBIJOM/EHHS, B
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
XKOAHIli 3 4acoBKX TOYOK. BBeZeHHS 3MiH NpoTArom
6-TN MicALIB Nicna 3aTBEPKEHHSA. 3MiHK | Tuny -

3MiHu 3 sKocCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLii Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (B1y4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapisioro NokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikais
6apBHYKIB Y1 CMaKoBMX A06aBOK)) - BunyyeHHs
pomiwku K 3i cneundoikauii /13 Ha 0CHOBI AaHNX
MOHITOPUHTY NPU NPOBEeAEHHI BUNPOOYBaHHSA
cTabiNbHOCTI HedhacoBaHOro NPOAYKTY,
ineHTndpikoBaHa gowmiwwka K He 6yna BusiBfieHa B
KiNIbKOCTI, L0 NepeBuLLY€E MeXY NOBILOMNEHHS, B
XOAHIN 3 YyacoBKX TOYOK. BBeeHHS 3MiH NpoTArom
6-TV MicALIB Mic/sA 3aTBepAKEHHS. 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
niKapcbKoro 3acoby (BUy4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMakoBmX 06aBOK)) - BunyueHo 3i
crneumgikaLii NoKasHWK «CymapHUii BMICT He
iAeHTNIKOBaAHMX JOMILLIOK», OCKI/TbKM Npn
MOHITOPWHIY BMICTY foMilWwkn E Ta gomiwkm K npu
NpoBeAEHHI BUNPOGYBaHHS CTabiNbHOCTI
HedhacoBaHOro NPoAyKTy, iAeHTUMIKOBaHI JOMILLKM
E Ta K He 6ynu BUsIBNEHI B Ki/IbKOCTI, L0 NepeBuLLye
MEXy MOBIfOM/IEHHS, B XOHII 3 YHaCOBMX TOYOK.
Takvm YMHOM, NepeBipKM BMICTY 060X AOMILLOK B
roToBOMY /likapCbKOMY MPOAYKTI MOXHa BBaXaTu
3actapinumu. BeefeHHst 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTiI.
[oTOBWI Nikapcbkumii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
niKapcbKoro 3acoby (BUy4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKoBUX 406aBOK)) - BunyyeHHs 3i
cneuudikauii Ha nepiog TepMiHY NpMAATHOCTI
napameTpiB «CTUpaHHICTb». [aHnii napameTp
KnacudikoBaHuii, K HEBaXKUBI 415t cneumdikadii
Ha nepiog TepMiHy NPUAATHOCTI 3 ypaxyBaHHSM
maTepiasly NepBUHHOT yNakoBku, AKWUi € NPakTUYHO
HeMpOHWKHUM ANs Bogy. PesynbTatn BunpobyBaHb

CTabinbHOCTI HedhacoBaHOro NPoAyKTy cBigYaTb Npo
BifCYTHICTb iCTOTHMX 3MiH Nic/1 BUPOGHMLTBA.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

KoHTponb napameTpy npu BUMYCKY Cepili €
JocTaTHiM, a nepesipka B nepiog, 36epiraHHs €
3aliBol0. BBeAEHHS 3MiH NpoTArom 6-Tu Micauis

nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTiI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOroO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
niKapcbKoro 3acoby (BUy4eHHSA HE3HAYHOro
nokasHuka (Hanpvknag 3acTtapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKoBUX 406aBOK)) - BunyyeHHs 3i
cneuudikauii Ha nepiog TepMiHY NpMAATHOCTI
napameTpiB  «CTiliKiCTb 40 pO34aB/OBaHHS».
PesynbTaTy BUNpobyBaHb CTabisibHOCTI
HedhacoBaHOro NpoAyKTy CBigYaTh NpPo BiACYTHICTb
iCTOTHMX 3MiH Micna BUPOBGHMLTBA. BBEAEHHS 3MiH
NPOTArom 6-Tu MicALIB Mic/a 3aTBepAKEHHS. 3MiHK |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCbkuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo AONYyCTUMMX MEX
roTOBOro MikapCcbKOro 3acoby (40NOBHEHHS abo
3aMiHa nokasHvka cneuyvdikadii 3a pesynbtaramu
pocnimkeHb 3 6e3nekn abo AKOCTi (32 BUHATKOM
nikapcbknx 3acobiB 6i0/10rYHOro/iMyHONOTYHOrO
NOXOMXEHHS)) - 3MiHA BHOCUTbLCS Y 3B’A3KY 3i 3MIHOHO
cknagy nikapcbkoro 3acoby. 3miHa CTOCyeTbCS
[0MNOBHEHHA crneumndikavii 13 Ha Bunyck cepiit Ta
Ha nepiog, TepMiHy NpuaaTHOCTI NapameTpy
«lpeHTudpikauis uucTeiny rigpoxnopuay
MOHoOrigpaTy». BBeieHHS 3MiH NpoTArom 6-Tu
MicsLiB nicnsA 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHu 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
NiKapcbKoro 3acoby (40NOBHEHHA abo 3amiHa
nokasHuka cneuudikauii 3a pesynbtatamu
[ocnimpKeHb 3 6e3nekn abo AKOCTi (3a BUHATKOM
nikapcbkunx 3acobiB 6i0N10rivYHOro/iMyHo0r4HOro
NOXOMXEHHS)) - BHECEeHHS 3MiHM A0 cneundikaii

'3 Ha BUNYyCK cepiil Ta Ha Nepiof TEPMiHY
NpUAATHOCTI 3 METOI AOMNOBHEHHS crneundikauii

napameTpoMm  «KisIbKiCHWIA BMICT LUMCTEIHY
rigpoxnopuay MoOHorigpaTys». 3anpornoHoBaHi AN
crneungikaLii rpaHNYHi 3Ha4YeHHs BCTAHOB/EHI Ha

nigcTasi gaHux, HasiBHUX goTtenep Ans J13 3miHeHoro
cKknagy, 30KpemMa, 3 ypaxyBaHHSM pe3y/bTarTis

BMNPO6YBaHb CTabiNbHOCTI HethacoBaHOro
npoaykTy. BBefeHHs 3MiH NpoTArom 6-Tn MicauiB

nicaa 3aTBepmKeHHs. 3MiHK | Tuny - 3MiHM 3 SIKOCTI.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y MmeToax

BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKOUMN 3aMiHy
ab0 [OMNOBHEHHS)) - 3MiHM Y MeToaax
BunNpo6oByBaHHA 13 «OgHOPIAHICTb BMICTY» y
3B A3Ky 3 ONMTVMIi3aLielo METOAY - 3aMiHa KOJTOHKM
0151 aHani3y MeTofoM pPigNHHOI Xpomartorpadii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKkoro 3acoby. 3miHa y meTogax
BMMNPOOYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 AONOBHEHHS)) - 3MiHM Y  MeTogax
BMNpo60oByBaHHSA /13 «PO34YMHHEHHS» Y 3B SA3KY 3
ONTMMI3aUielo MeToay - 3aMiHa KOJTIOHKWN A5 aHanisy
MeTOoAOM PiguHHOI Xpomatorpadii. BBeeHHs 3MiH
NpPOTArom 6-T1 MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapcbKuMii 3aci6.
KOHTPO/Ib FOTOBOIO /iKapCbKOro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA roTOBOrO /liKapCbKOro
3aco06y (iHwWi 3MiHM y MeToAax BUnpobysaHb
(BKrOYAtOUM 3aMiHy ab0 [OMNOBHEHHS)) - 3amiHa
3apEeECTPOBaHNX OKPEMUX MeTOAB
BMNPOGOBYBAHHS KiNIbKICHOro BMICTY  Ta  XiMi4HOI
YMNCTOTW NEBOTUPOKCHHY HATPI0 HA HOBWIN MeTOp,
0HOYaCHOI NepeBipkn 060x NapameTpis. HoBwiA
MeToZ, KOHTPO/I0 Nepeabayae 3amiHy KOTOHKN Anst
aHanisy MeTooM piavHHOI XpomMarorpadoii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepMKEHHS. 3MiHN | TUNY - 3MiHY 3 SKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUN 3aMiHy
ab0 fONOBHEHHSA)) - 3aMiHa  3apeecTpoBaHUX
Hapasi OKpeMuX MeTOZiB BUNPO6OBYBaHHS XiMiYHOT
YMCTOTU Ta Ki/IbKICHOTO BMICTY N1€BOTUPOKCUHY
HaTpilo Ha HOBUIA METOA OAHOYACHOI NepeBipkyu 060X
napameTpiB. HoBuiA MeToA KOHTPO/IO Nepeabayae
3aMiHy KOMOHKM AN aHanisy MeTo4oM PigvHHOT
xpomatorpacii. BBegeHHs 3MiH npoTsarom 6-tu
MicALB Nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWii 3aci6 (iHLWi 3MiHW) -
OHoB/EeHO iHthopMauito, Wo HaBefeHy B Moayni
3.2.P.7 Cucrtema 3aKynoptoBaHHs, BK/IHOUNTU

aeknapauii  LLoAao BignoBigHOCTI NaKyBasibHOTO
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marepiany BMMoram noTo4Hoi pegakuii PernameHTy
(€C) Ne 10/2011 wofo nnacTukis Ta BUpobiBs,
npu3HaYeHNX [0 BUKOPUCTAHHS B KOHTaKTi 3
Xap4oByMU NpogykTamu. MNonepegHio pefakLiiio
[OVPEKTMBU, BKa3aHy B OKyMeHTaLii, 6yno
aHy/1boBaHO. Ha fofatok, OHOBMIEHO AOKyMEHTALito,
BKasaHy B cepTudikarax aHani3y, TEXHIYHNX
nacnoprax Ta imcTax-nigTeepokeHHsX. BeaeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKNi
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuAaTHOCTI
a60 ymoBax 36epiraHHs FOTOBOTO J1iKapCbKOro
3acoby (3miHa B ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby abo nicns
PO3YMHEHHSI/BIAHOBNEHHS) - 3MiHV BUMOTU LLLOAO
yMoB 36epiraHHs Ha «36epirati npy TemnepaTtypi He
Bue 30°C». TepMiH NpUAATHOCTI NiKapCbKoro
3acoby 3aMaeTbCs He 3MiIHHUM, Ta CTaHOBUTL 24
MicsLi TOBTO 2 poku. 3MiHM BHECEHO B iHCTPYKLIitO
ONS MEeAUYHOTO 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "YMoBu 36epiraHHsA" 3 BigNoBigHAMN 3MiHaMK
B TEKCTi MapKyBaHHS yNnakoBOK. BBefeHHs1 3MiH
NPOTArom 6-Tu MiCALIB Nic/a 3aTBepAKEHHS. 3MiHK |
TUny - 3MiHu 3 akocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHMKA BUXIAHOro/NpOMIKHOrO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BkNtovaroun, ge HeobxigHO, MicLe NpPoBeAeHHS
KOHTpO0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEpAXEHOMY A0Cbe) (BBEAEHHS HOBOI AiNbHULY,
[e 30iiCHIOETLCA MiKPOHi3aLis) - BBe4eHHS HOBOI
AinbHUUI, fe 3A4iNCHIETLCA MIKPOHi3aLis Ans Ajtoyoi
PeYOoBMHM TEBOTVPOKCUH HATPIIO Bif, 3aTBEPKEHOTO
BUpobHUKa A®l — PEPTIDO GMBH, Germany.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMXEHHS. 3MiHW | Tuny - 3MiHKW 3 AkocTi. AdI.
(iHWi 3MiHW) - Y 3B’A3KY 3i 3MiHOIO cKnagy
[OMNOMDKHMX peyoBuH: [ig yac BNpoBaf)KEHHSN
HOBOI peLenTypy AONOMIKHUX PEYOBUH,
[OOKyMeHTaUist 3 AKoCTi 6yna NoBHICTIO pefaroBaHa B
HOBOMY hopmaTi, MeTa sikoro o6'eaHaTy AaHi Wwoa0
BCiX [103yBaHb Ta Bifpi3HNTU 110r0 Bif, nonepesHboro
cknagy. 3miHu | Tuny - 3MiHun 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI

€Bponelicbkili hapmakonei: ans A®l; Ana BMXigHoro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
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3acoby yrnakoska) nocsi0YeHHs1

matepiany/peareHTy/npomMiKHOro NpPOAYyKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
OHoBreHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei gis Aitoyoi pevoBUHN
NEeBOTVPOKCUHY HATPIIO Bif, Y>e 3aTBepaXeHoro
BMpo6Huka Peptido GmbH, Germany
(3aTBepmxeHo: R1-CEP 1998-048-Rev 04,
3anponoHoBaHo: R1-CEP 1998-048-Rev 05). 3miHu
Il TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuin 3aci6.
Onuc Ta cknag. 3miHa y cknagi (4onoMiKHUX
peyoBUHaXx) roToBOro NiKapcbkoro 3acoby (iHLi
[OMOMDKHI peyoBMHYM) - 3MiHa, fka NigTBEPAXYETbCA
[OCNiIKEHHAMM 3 BiOEKBIBa/IEHTHOCTI - 3MiHa
cknagy AOMOMIKHUX PEYOBMH NOKPALLEHHS
CTabinbHOCTI NiKapCbknx 3acobiB B KNIMAaTUUYHMX
30Hax Il Ta IVa, Ta 3abe3neyeHHst BignoBiAHOCTI
BMMoOram cneuudikauii @apmakonei CLUA (USP),
LLOAO KilbKicHOro BMicTy 95 — 105 % nig yac
BWMYCKy Cepiil Ta Ha nepiog, TepMiHy NpuaaTHOCTI,
6e3 yTBopeHHs Haganwky A®l. F0N10BHUM 3ax040M
ANns 3a6e3neyeHHs LifIboBMX MOKa3HVKIB
CTabiNbHOCTI € AOAAHHS Pe4yoBUHU-CTabINI3aTopy.
MpoTeiHoreHHa amiHokMcnoTa L-cysteine 6yna
obpaHa B AKOCTi aHTUOKCUAAHTY B 3MiHEHIl
peuenTypi TabneTok. Y 3B’A3Ky 3i 3MiHOK cknagy
6y/10 3anponoHOBaHO BiAMNOBIAHI 3MiHM MpoLiecy
BMPOGHMLTBA Ta AKOCTi NiKapCbKoro 3acoby. 3MiHu
BHECEHO B iHCTPYKLit0 A1 MEAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "Cknag" (4onoMidKHi
peyoBUHM). BBEAEHHS 3MiH NPOTSArom 6-Tv MicsiLiB
nicnsa 3aTBepmkeHHs. 3MiHu Il Tny - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULLTBI.
3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y crneuudikauisx, nig vac
BMPOOGHULITBA rOTOBOIO NiKapCbKoro 3acoby
(PO3LIMPEHHA 3aTBEPIXKEHNX AOMNYCTUMUX MEX AN
NOKa3HWKIB, SIKi MOXYTb MaTW iCTOTHWIA BN/IMB Ha
3arasibHy AIKICTb FOTOBOIO NiKAPCbKOro 3acoby) -
Po3LWmMpeHHA fonycTMMUX MeX 151 MoKa3HMKa
3a/MLLIKOBOrO BMICTY BOJIOTW B FpaHynsTi npu
3[jACHEHHI KOHTPOJIO B NPOLLECi BUPOGHULITBA
MOSICHIOETLCA 3MIHOKO CKNagy AOMOMIKHUX PEYOBUH.
B npoueci Banigauii HOBOro ckiagy 3a/IMLLKOBUIA
BMICT BOJIOTM B CYMiLLi CUPOBUHHUX MaTepiais
CTaHoBUTb 7,1-7,9 %. OCKifIbKW KiHLEBUIA NOKA3HNK
3a/IMLLKOBOrO BMICTY BOJIOTW B CYXOMY IPaHy/isiTi




84

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

MOBWHEH BiANOBIJATU 3a/INLLKOBOMY BMICTY BOJOTY
CYMiLLli CMPOBUHHUX MaTepianis, B cneumdikalii Ha
CYXWiA TpaHyIAT 3anponoHOBaHWUiA nokasHuk 7,0 —
8,0 %. 3miHu Il Tuny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb roToBOro NikapCcbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapcbkoro 3acoby
(3miHa 3HaxoAMTbLCA No3a 3aTBEPAKEHNMU
A0NyCTUMVMU Mexamu cneuudikadiin) - 3miHa
[ONyCcTUMMX MeX AN18 napameTpa cneumdikayii Ha
Bunyck cepiii N3 «CTilikicTb 40 po34aB/OBaHHS»,
a came po3LUMPEHHS MeX CTIlKOCTi A0
po3gasnoBaHHA Big 20 H go 90 H. Jonyctumi
MeXi 6ynun BCTaHOB/IEHI HA OCHOBI AaHUX Mpo
po3pobky, cneuudpikauis Ha BUNyck cepii ans
noB’A3aHnx napameTpis «Kpuxkicte» Ta
«PO34YMHEHHS» 3a/IMWIAETLCA HE3MIHHOI. BBEAEHHSA
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3minu Il Tuny - 3MiHn 3 skocTi. A®IL. KoHTponb AdI.
3MiHa y napameTpax cneuucpikauii Ta/abo
O0NYCTUMUX MEX, BUSHAYEHMX Y crieumdikalisx Ha
A®I, ab0 BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3miHa no3a mexamu 3aTBEpPAKEHOr0 AianasoHy y
cneumdikauii Ha A®l) - Po3LWwmpeHHa Mexi
cneuundikauii A®l, o cToCy0TbCSA PO3MIPY YaCTOK
A®D|, NEBOTUKPOKCKHY HATPI0 Yy 3B A3KY 3
BBEEHHSIM HOBOI AiNbHUL, A€ 34iiCHIETLCS
MiKpOHi3auis. 3aTBepmxeHo: po3Mip 100 % yacTok
CTaHoBWTb < 20 MKM. 3anponoHOBaHO:  PO3Mipy
4acTokK, He MeHLue Hix 95 % < 20

13.

L-UET®

TabneTkn, BKPUTI
060/10HKO0, M0 5 Mr;
no 10 TabneTtok y
6nictepi; no 1, abo
no 3, abo no 10
6nictepiB y
KapTOHHI ynakosL,i

TOB
"TNELPAP
MATO"

Ykpaina

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEeKCTi MapKyBaHHS Ta
IHCTPYKL|i 41151 MeANYHOTO 3aCTOCYBaHHS
reHepUUHNX/ribpuAHNX/6ioNoAIGHMX NiKapCbKUX
3ac06iB Mnicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHMIT Npenapar (3mMiHa He NoTpebye
HaZlaHHA XOAHMX HOBUX [OAATKOBUX AaHWX) 3MiHN
BHECEHI [0 iHCTPYKLIT 4519 MEANYHOro 3aCTOCYyBaHHS
nikapcbKoro 3acoby y po3ginu "®apmMakosoriyHi
BnactmsocTi", "lMoka3aHHA", "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK fikapcbkumu 3acobamm Ta
iHWi BuAM B3aemogiii”, "OcobnmnBocCTi
3acTocyBaHHs", "34aTHICTb BNMBATU Ha LUBUAKICTb
peakLii npy KepyBaHHi aBToTpaHcnopToM abo

6e3
peyenma

nionsieae

UA/8612/01/01
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3acoby yrnakoska) nocsi0YeHHs1
iHWKMK MexaHi3mamn”, "Crocib 3acTocyBaHHS Ta
nosun”, "Oitn", "Mepeno3syBaHHs", "MobivHI peakwi”

BIANOBIAHO A0 pethepeHTHOro NikapCbKoro 3acoby
(Kcn3an®, TabneTku, BKPUTI M1IBKOBOK 060/TOHKOH))

BHECEHHS 3MiH Ta [JONOBHEHb Y po3ginax

"®apmakonoriyHi BractmsocTi" ,"lMoka3aHHS",
"MpoTunokasaHHs", "B3aemopis 3 iHLWMMKN
nNikapcbkvMK 3acobamm Ta iHWi BUAY B3aEMOoii",

"Oco6n1BOCTI 3acTocyBaHHs","

,"3AaTHICTb BNAMBATH
Ha LWBUAKICTb peakLii npy kepyBaHHi

aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamun',
"Cnoci6 3acTocyBaHHA Ta gosu”, "Oitn",
"Mepepno3yBaHHA", "MO6IYHI peakuii” 3rigHO 3
iHhopMmaLi€eto WwoA0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro sikapcbkoro 3acoby Xyzal BBegeHHs
3MiH NPOTArOM 6-TW MICALIB 3 AATU 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BHecenHst abo 3miHa(n) oo
3060B'A3aHb Ta YMOB Buadi peecTpadliiHoro
nocBigyeHHs, BkYaouy MNMnax ynpasniHHA
pu3nkamm (3acToCyBaHHA TEKCTY, KW NOTOAKEHNT
3 KOMNETEHTHUM OpraHoMm) 3asiBHUKOM HafaHo
OHOB/IEHWIA MnaH ynpasniHHA pu3nkamu Bepcisa 2.1.
3MiHM BHECEHO A0 4YacTuH: | «3arasibHa
iHdhopmauis» Il «Cneumndikain 3 6e3nekn» V
«3axoay 3 MiHiMi3auii pu3ukie» VI «Pe3siome nnany
ynpasniHHA pusnkamun» VIl «JogaTkn» (gogaTok 7.2,
[opaartok 7.9, noaartok 8) y 38’s3Ky 3 OHOBJ/IEHHAM
iHhopmawii 3 6e3neku Aitoyoi pevoBUHM
N1eBOLETUPM3MH BiANOBIAHO A0 aKTyaslbHOI
pedyepeHTHOI iHhopMaLlil, @ TakoX Yy 3B'A3KY i3
3MiHOK chopmarTy BifgnoBsigHO Ao BuMmor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format, GVP Module
V Rev.2 Human Medicines). 3miHu | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsagy
(iHWi 3MiHW) 3MiHW BHECeHI A0 IHCTPYKLUii Ans
MEeAMYHOrO 3aCTOCYBaHHS MiKapCbKoro 3acoby y
po3gain "MobiuHi peakwyii” Woa0 NOBIJOMIEHHS NPO
nigo3proBaHi No6ivHi peakuii. NpeacTas/ieHi 3MiHW B
iHchopmawii 3 6e3neku LWoA0 BHECEHHS 3MiH Ta
[OMNOBHEHb A0 po3ainy «INo6iyHi peakwyii»
iHhopmaLieto LWoA0 NOBiLOMIEHHS NPO NiLO3PtOBaHI
no6iyHi peakuii Ha nigcTasi pekomeHgauii AEL, wo
po3wmilleHa Ha odpiliiHoMy caiiTi Ta BiagnoBigae
BuMoram Mopsaky 3aiicHeHHs dhapmakoHarnsgy,
3aTBEP)KEHOr0 Hakas3oM MiHicTepcTBa OXOPOHU

3710poB’'sl YKpaiHu Bifg 27 rpyaHs 2006 poky Ne 898,

MpeacTasneHi 3miHM B iHchopMauii 3 6e3neku LWoao
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3apeecTpoBaHoro B MiHicTepcTBi tocTuLii YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 3[40POB'A YKpaiHu Bif 26
BepecHst 2016 poky Ne 996) MoxyTb 6yTh
pekoMeHA0BaHi A0 3aTBePAXKEHHA Ta BHECEHHS B
IHCTPYKL,il0 ANS MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby BBefeHHs 3MiH NpoTArom 6-u
MiCSILiB 3 AaTW 3aTBEPKEHHS
14. | L-UET® cupon, 2,5 mr/5 mn TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 6e3 nionseae UA/8612/02/01
no 60 mn a6o no "TNEQPAP PAPM" YTOUHEHHS1 peecTpauiiiHOl npoueaypy B HaKasi peyenma
100 mn y chnakoHax M NTA" MOS3 YkpaiHu Ne 794 Big 07.05.2024 - 3miHu | Tuny

i3 nonieTnneHy abo
ckna, no 1 dpnakoHy
3 MipHOIO JTI0XKOIO Y
KapTOHHI ynakosL,i

- 3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTuj
niKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB NicNs BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HaJaHHA XXOAHUX HOBUX A04ATKOBUX AAHUX) - 3MiHU
BHECEHO [0 iHCTPYKLIi 415 MeanyHOoro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ginm
"®apmakonoriyHi Bnactnsocti”, "MokasaHHA",
"MpoTnnokasaHHs", "B3aeMopis 3 iHWMMKN
nikapcbkvMK 3acobamm Ta iHWi BUAY B3aEMOoiii",
"Oco6MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"34aTHiCTb BNAMBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHCNOPTOM abo iHWMMK
mMexaHiamamu”, "Cnocib 3acTocyBaHHA Ta 403un",
"Mepepo3yBaHHs", "MNo6iyHI peakuii” 3rigHo 3
iHbopmaLieto WwoA0 MeguyHOro 3acTocyBaHHs
pedrepeHTHOro fikapcbkoro 3acoby (Xyzal 0,5 mg/ml
oral solution). BBeieHHs1 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBeppkeHHsA. 3MiHu | Tuny - 3MiHK Woao
6e3nekun/edheKTMBHOCTI Ta hapMakoHarniagy (iHwi
3MiHW) - 3MiHU BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3aCTOCYBaHHA /TiKkapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii” WoA0 BaXIUBOCTI
3BiTyBaHHSA Npo No6iyHi peakuii. BBeAeHHS 3MiH
NPOTArom 6-TV MiCALIB Nic/1A 3aTBePKEHHSA. 3MiHN |
TMny - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsigy. BHeceHHs abo 3miHa(K) Ao
3060B'A3aHb Ta YMOB BMAadi peectpauiiiHoro
NOCBiAYEHHS, BKOYatouy MNnaH ynpasniHHsS
pu3nKamm (3aCTOCYBaHHS TEKCTY, SIKUIA NOTOMXKEHN
3 KOMMETEHTHVM OpraHom) - 3asiBHUKOM HafaHo
OHOBJ/IEHWIA MnaH ynpaBniHHA pu3ukammn Bepcis 2.1.
3MiHM BHECEHO A0 YacTwvH: | «3arasibHa




87

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
iHchopmavis» |l «Cneuudikauis 3 6esnekun» V
«3axoau 3 MiHiMi3auii pu3ukie» VI «Pe3ome nnaHy
ynpaB/iHHA pusmkammn» VIl «ogatku» (qogaTok 7.2,
[0AaTOK 7.9, A0AAaTOK 8) Y 3B’A3KY 3 OHOBJ/IEHHAM
iHchopmaLii 3 6e3neku Aitoyoi pevoBUHU
NeBOLETUPU3NH BiANOBIAHO A0 aKTyanbHOT
pedhepeHTHOT iHhopMmaLlii, @ TakoX y 3B'A3KY i3
3MiHO hopmarty BignosigHoO Ao BuMor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format, GVP Module
V Rev.2 Human Medicines). Pe3stome MNnaHy
ynpasniHHA pu3nkamu Bepcis 2.1 gogaeTbes.
15. | ABIKCA TabneTku, BKpUTI Nynp6ek [Janis nepBuHHE Ta [Oanisa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/4760/01/01
NNiBKOBOO Ekcnopt A/IC BTOPVIHHE HimeyunHa | TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
o060n0Hkoto, No 10 nakyBaHHs, [O3BiN thapmakoHarnsgy (iHwi 3MiH1) 3MiHU BHECEHO Y
Mr no 14 TabneTok y Ha BUMyCK cepiii: X. n.17. IHWE TekcTy MapKyBaHHA BTOPUMHHOT YNakoBKU
6nictepi; no 2 NyHp6ek A/C, OaHis; nikapcbKoro 3acoby, a caMe: KOHKPETU30BaHO
6nictepu y BMPOGHMLTBO iHchopmauito Npo oroTMn KoMnaHil
KapTOHHIA KopoobLi Hepo3hacoBaHOro
NPOAYKTY:
PotteHgopc ®apma
Mm6X, HimevunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
Mepu, ®apma M'm6X i
Ko. KlraA,
HimeyunHa
16. | ABIPATEPOH | Tabnetku, BKpUTI MicTpan AHrnis BUPOBHMLTBO, Icnanis/ BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/18043/02/01
-BICTA NNiBKOBOO Kenitan nepBuHHe, BTOPUHHE Yecbka | TMny - 3miHK 3 AkocTi. APl. Cuctema peyenmom
060/10HKOI0, No 500 MeHempkmeH nakyBaHHs, Pecny6nika KOHTelHep/3aKynoproBasibHWI 3aci6 (iHLWi 3MiHW)
Mmr; no 60 TabneTok T NimiTep, KOHTPO/b SIKOCTI, BHeceHHs 3MiH go p.3.2.S.6 Container Closure

y NAacTUKOBOMY
KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHilA KopooLi

Bunyck cepii: CiHTOH
XicnaHis, C. /1.,
IcnaHis; KOHTPOsb
AKOCTI (chi3uko-
XiMiyHWi1): KBiHTa-
AHaniTika c.p.o.,
Yecbka Pecnybnika

System, a came- 3MiHa BTOPUHHOIO NakyBa/IbHOro
mMarepiany Ana nikapcbKoi pevyoBUHU abipaTepoHy
aueTtaTy BMpobHuuTBa Aurisco Pharmaceutical Co.,
Ltd. Ha 6inblu 3axucHUiA MaTepian. 3aTBepaXeHO
3.2.S.6 Container Closure System MakyBasbHwii
MaTepian a5 ikapcbKoi pevyoBMHN AuUrisco:
MopaBiliHI repMeTUYHI NONIETUNEHOBI MILLKW | OANH
6apabaH 3 pibpoBOro KapToHy. 3anponoHOBaHO
3.2.S.6 Container Closure System NakyBasibHWiA
MaTepian ons Nikapcbkoi pevyoBMHN Aurisco:
MoggiliHi NonieTUNEHOBI MilLKK, TepMo3aneyaTaHi
npoAyBaHHAM a30TOoM, N/IIOC OAMH NakeT 3
antoMiHieBOT (ho/brn, TepMo3anasiHuii NpoayBaHHAM
a30ToM, a MoTiM NoMiLLeHnlt BcepeanHy 6apabaHa 3
i6bpoBOJIOKHA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
17. | ADEHOPM Kancynm 3 AT YkpaiHa AT "KMIBCbKW YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/6709/01/01
MoAandpiKoBaHUM "KNIBCbKW BITAMIHHUIA | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6. peyenmom
BMBINIbHEHHSM, i 3ABOL" 3MiHV Y BUPOOHMLTBI. 3MiHM y NpoLeci BUPOGHMLITBA
TBepai no 0,4 mr; no BITAMIHHU rOTOBOrO JliKapCcbKoro 3acofby, BK/IYa4m
10 kancyny 1 3ABOA" NPOMiXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NpU
6nictepi; no 3 BMPOBHMLTBI FOTOBOTO liKapCbKOro 3acoby
6nictepn y nauui (He3HauHa 3miHa y mpoueci BUpo6HMLTBA) 3MiHa
TepMiHy NpuaaTHOCTI B cneundikavii Ha
Hepo3ghacoBaHy NPOAYKLi0. 3aTBepaKeHo: TepMiH
npuaaTHOCTI Hepo3dhacoBaHoi Npoaykuii — 10 ai6
3anponoHoBaHo: TepMiH NPMAATHOCTI
Hepo3cacosaHoi npogykuii — 30 ai6
18. | AQXKoBI™ PO34UH A5 iH'EKLIN, TOB «TeBa Ykpaina BMPOGHMLTBO HimeuunHa/ | BHeCeHHSs 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHK 3a UA/18633/01/01
225 mr/1,5 mnno 1,5 YkpaiHa» niKkapcbKoro 3acoby, YropumHa/ | TMny - 3MiHu 3 aAkocTi. A®Il. KoHTposb AdL. 3miHa y peyenmom
M1 PO3UUHY Y nepBuHHE CLIA/ mMeTofdax BunpobyBaHHs A®| abo BUXigHOro
nonepegHb0 nakyBaHHs, HigepnaHau mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo
HanoBHEHOMY BTOPWHHE BMKOPWCTOBYETLCA Y NpoLeci BUpo6HMLTBA ADI
wnpuui; no 1 aéo 3 nakyBaHHs, (iHwWi 3miHM y MeTogax BUNpobyBaHHA (BKIOYaUn

LUMPWLW B KAPTOHHIl
Kopobui

KOHTPO/Tb AKOCTI
niKkapcbKoro 3acoby:
BetTtep ®apma-
®epTiryHr F'mM6X Ta
Ko. KI', HimeuunHa;
KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby:
Bettep ®apma-
®epTiryHr F'M6X Ta
Ko. KI', HimeuunHa;
KOHTPO/Tb SKOCTI
nikapcbKoro 3acoby:
BetTep ®apma-
PepTiryHr FTM6X Ta
Ko. KI', HimeuuunHa;
KOHTPO/Tb AKOCTI
nNiKapcbkoro 3acoby
(nvwe cuna 3cysy
Ta cuna KoB3aHHs
nicns BTOPUHHOTO
nakyBaHHs): BeTtep
Papma-PepTiryHr
M6X Ta Ko. KI,
HimeuumnHa;
KOHTPO/Tb AKOCTI
nNiKapcbkoro 3acoby
(BnpobyBaHHs
KIMITUHHOT
aKTUBHOCTI
nikapcbkoro

3aMiHy abo JonoBHeHHs) AdD| abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY) AONOBHEHHS
MeToaukn ELISA ans BU3HaYeHHs 3a/1MLLKOBOT
KinbkocTi HCP B A®| hpemaHe3ym6 HOBUMM
aHTuTinamu anti-CHO HCP BBefeHHs 3MiH
npoTArom 12-Tu micsLiB nicns 3aTBepKeHHs.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby): AT
dapmaLleBTUYHNI
3aBof Tesa,
YropumHa;
KOHTPO/b AKOCTI
nikapcbkoro 3acoby
(uinicHicTb cucTemm
KOHTelHep/3akynop
toBasIbHUIA 3aci6
nicns BTOPUHHOTO
nakyBaHHs):
BaiTxays
AHaniTikan
Na6opaTtopis, CLUA;
BTOPUHHE
nakyBaHHs: Mepkne
M6X, HimeuuunHa,;
BTOPUHHE
nakyBaHHS:
TpaHcdapm JloricTik
'm6X, HimeuunHa;
[03BiN Ha BUMYCK
cepii: Mepkne M'm6X,
HimeuuunHa; gossin
Ha BUMYCK cepii:
TeBa
PapmacboTrKan3
lOepon B.B.,
Higepnanan

19.

AKIHETOH

TabneTkv No 2 Mr no
20 TabneTtok y
6nictepi, no 5
6nictepiB y
KapTOHHI navwi

[Jecma
LKMOEY

HimeyuuH
a

«Jlabopatopio
®apmayeyTuko CIT
c.p.n»
(TepaneBTWYHO-
ririeHivHa
cneuianisayis)

ITanis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEfEHHA y3arasibHEHUX AaHWX MPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3assHvKa Ans
3piicHeHHs1 chapmakoHarnsgy B YkpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnaay (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
yMOBHOBaXXEHOT 0C06M 3aABHMKA, BifMNoBiga bHOI 3a
hapmakoHarnsag.

[itoya pepakuis: Friederike Hoffgen. MponoHoBaHa
pepakuis: A-p Minag Ecnax6ogiHis / Dr. Milad
Espahbodinia. 3MiHa KOHTaKTHUX AaHWUX
YNOBHOBaXXEHOI 0CO6U 3asiBHMKA, BifgnoBigasbHOI 3a

3a
peyernmom

UA/13362/02/01




90

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
dhapmakoHarnsg. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6M 3as1BHKKA, BifnoBiganbHOI 3a
hapmakoHarnsg B Ykpaini. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-doaiina cuctemu
hapmakoHarnsgy. 3miHa Micus 3/iCHEHHS
OCHOBHOI fiSi/IbHOCTi 3 dhapmakoHarnsgy.
20. | AKCETUH® NopoLUOK AN Megokemi Kinp BMPOGHULITBO 3a Kinp/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 3a He UA/8714/01/02
PO34UHY A5 iH KLt nTa NMOBHWUM LMK/IOM: B'eTHam | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nidssieae
no 1,5r; Ne 10, Ne Megokemi 1T thapmakoHarnagy (iHwi 3miHu).
100 (10x10): no 10 (3aBog C), Kinp 3MiHV BHECEHO 10 TEKCTY MapKyBaHHs NepBUHHOT
a6o no 100 ynakoBKK Nikapcbkoro 3acoby B n. 3. «<HOMEP
hakoHiB 3 BMPOGHMLTBO CEPII IKAPCbKOIO 3ACOBY», . 4. «JATA
NOPOLLKOM Y roToBOro 3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 6.
KapTOHHIA KopooLi nikapcbKoro 3acooby, «|HLUE» Ta A0 TEKCTY MapKyBaHHS BTOPUHHOT
nepBuHHe Ta ynakosku B . 8. «JATA 3AKIHYEHHA TEPMIHY
BTOPVHHE MPUOAATHOCTI», n. 12. <HOMEP
nakyBaHHs: PEECTPALLINHOIO MOCBIAYEHHSA», n. 13.
Megokemi (Pa IcT) «HOMEP CEPIi IKAPCbKOIO 3ACOBY», n. 17.
NTA., (AcenTik «IHLWE». TepMiH BBeAEHHS 3MiH NPOTArOM 6 MicALiB
LlechanocnopuH nicns 3aTBepKeHHs. 3MiHu | Tuny -
daciniTi), B'eTHam AfMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW NikapcbKoro
3aco6y. 3MiHa Ha3BM NikapcbKoro 3acooby.
3ATBEPIXXEHO: AKCETWH. 3ANPONMOHOBAHO:
AKCETVH®. TepmiH BBEAEHHSA 3MiH MPOTAroMm 6
MicALIB MiCNA 3aTBEPAKEHHS.
21. | AKCETUH® NopoLUoK AN Megpokemi Kinp BMPOGHULITBO 3a Kinp/ BHECEHHS 3MiH 10 peecTpaLiiiHuX MaTepianis: 3MiHM 3a He UA/8714/01/01
PO34MHY A5 iH'EKLN nTa MOBHWUM LMK/TOM: B'eTHam | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | niossieae
no 0,750 r Ne10, Ne Mepokemi NTA thapmakoHarnsagy (iHwi 3miHu).
100 (10x10): no 10 (3asopg C), Kinp 3MiHN BHECEHO 10 TEKCTY MapKyBaHHS NePBUHHOI
a6o no 100 yNakoBKM Nikapcbkoro 3acoby B n. 3. «<HOMEP
thbnakoHis 3 BUPOBHULTBO CEPII IKAPCbKOIO 3ACOBY», n. 4. «ATA
NOPOLLKOM Yy roToBOro 3AKIHYEHHA TEPMIHY NPUAATHOCTI», n. 6.
KapTOHHI KOpooLyi niKapcbKoro 3acooby, «IHLUE» Ta 0 TEKCTY MapKyBaHHS BTOPUHHOT
nepBuHHe Ta ynakosku B M. 8. «AATA 3AKIHYEHHA TEPMIHY
BTOPUHHE NMPNOATHOCTI», n. 12. <HOMEP
nakyBaHHs: PEECTPALLIMIHOIO MOCBIAYEHHSA», n. 13.
Megokemi (Pa IcT) «HOMEP CEPIi IKAPCbKOIO 3ACOBY», n. 17.
NTA., (AcenTik «IHWE». TepmiH BBEfEHHS 3MiH NPOTArom 6 micsuis
LlechanocnopuH nicns 3aTBepAKeHHs. 3MiHu | Tuny -
Paciniti), B'eTHam AAMiHICTpaT1BHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro
3aco6y. 3MiHa Ha3BM NikapcbKoro 3acoby.
3ATBEPIXXEHO: AKCETWH. 3ANPOMNOHOBAHO:
AKCETVH®. TepMmiH BBef,eHHSA 3MiH NpOTArom 6
MicALIiB NIiCNSA 3aTBEPPKEHHS.
22. | AKTPAMIA® PO34UH A5 iH'EKLIN, A/T Hoeo [anis Brpo6HMK PpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/0325/01/02
HM 100 MO/mn; no 10 Hopgaick Hepo3hacoBaHoro [JaHis Il Tny - 3MiHK 3 AkocTi. ADIl. BUpo6bHULTBO. 3MiHK peyenmom
My chnakoHi; no 1 NpPOAYKTY, BMNpo6yBaHb abo AOMYCTUMUX MEX Y NPoLEeCi

doNakoHy y

HanoBHEHHA B

BUpo6HMUTBa ADI, LLI0 BCTAHOB/IEHI Y
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KapTOHHI/ Kopoo6Li chriakoHu, NepBUHHA cneuudikauisix (BUIy4YeHHs BUNpobyBaHHSA B
ynakoBka, KOHTPO/b npoueci BUPOGHMLTBA, L0 MOXE MaTW iCTOTHWIA
AKOCTI Ta B/IMB Ha 3araibHy skicTb ADl) BuganeHHs Tecty
BiANOBiAa/IbHWIA 3a nnasMigHunx nepebygos (FM-B9501), wo
BUMNYCK Cepiit 3aCTOCOBYETLCA Ha eTani hepMeHTauii B NpoLeci
KIHLLEBOro NPOAYKTY: BVMPOGHMLTBA AjiH0H0I PEHYOBUHM IHCY/TiHY NIIOACHKOTO.
A/T Hoso Hopagick, 3MiHu |l Tuny - 3MiHn 3 akocTi. A®l. BUpo6HMUTBO.
[JaHis; BUpo6bHUK 3MiHV BUNpo6yBaHb abo A0NYyCTUMUX MEX Y NpoLeci
NpoAyKUii 3a NOBHUM BMPOGHMLTBA ADI, L0 BCTAHOBEHI Y
upknom: Hoeo cneuudikauisix (BUIy4YeHHS BUNpobyBaHHSA B
Hopgaick npoLeci BUPOGHMLITBA, L0 MOXEe MaTu iCTOTHWIA
MpopatokcboH CAC, B/IMB Ha 3arasibHy skicTb A®l) BuganeHHs Tecty Ha
®paHLis; BupobHumk eHoTun (FM-5000), L0 3aCTOCOBYETLCA Ha eTani
[0/11 MapKyBaHHs Ta hepMeHTauji B npoueci BUpobHMLUTBa AitoHol
yNakoBKM (h/1aKkoHiB, PEYOBUHM iHCY/iHY JTIOACHKOrO.
BTOPVHHOIO
nakyBaHHs: A/T
Hoso Hopagick,
[aHis
23. | AN3AHLEP TabneTku, LWo HOBE/ TypeyunH HOBE/ I1AY TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW 3a UA/20093/01/01
I3ITAB [UCTIEpryoThes B INIAY CAHAI a CAHAI BE | TMny - 3MiHK WOA0 6e3nekn/ed)eKTUBHOCTI Ta peyenmom
POTOBI NOPOXHWHI BE TIOIKAPET A.LL. thapmakoHarnsgy. BeegeHHs abo 3miHv oo
no5wr, no7 TIOXKAPET y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsay
Tabnetok y 6nictepi, A.LL. (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
no 4 6nictepu B thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
KapTOHHIA ynakosL,i BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapMakoHarnsgy 3asBHVKa 415
3piicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyaroun
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag.
[Oitova pepakuis: R. Ayse Cetin. - lMponoHoBaHa
pegakuisi: Kevser Cure. - 3MiHa KOHTAKTHUX AaHNX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsg. 3miHa MicLsa 34iliCHEHHS] OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy. 3miHa
MicLie3HaxopKeHHs1 macTep-haiina cuctemu
chapmakoHarnsgy.
24. | AN3AHLUEP TabneTku, Wo HOBE/ TypeuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/20093/01/02
IBITAB aucnepryoTscs B INIAY CAHAI a CAHAI BE | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
POTOBI NOPOXHWHI BE TIIKAPET A.LL. thapmakoHarnagy. BeegeHHs abo 3miHu o
no 10 mr, no 7 TIOI>XAPET y3araJlbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
TabneTok y 6nictepi, ALl (BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy

no 4 6nictepu B
KapPTOHHIi ynakoBLUi

hapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BifNoBiga/IbHOI 3a 34iICHEHHST chapMaKoHarnsay;
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa Ans
3AiicHeHHs1 chapmakoHarnsay B YKpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0C06M 3a8BHMKA, BifMoBigaIbHOI 3a
hapmakoHarnsag.

[litova pepgakuis: R. Ayse Cetin. - [ponoHoBaHa
pepakuisi: Kevser Cure. - 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
hapMakoHarnag. 3miHa Micus 34iNCHEHHSI OCHOBHOT
AisnbHOCTI 3 dhapmakoHarniagy. 3miHa
MicLie3HaxopKeHHs1 macTep-chaiina cuctemu
hapmakoHarnsgy.

25.

AN3ENIN

TabneTku, BKpUTI
060/10HKO0, N0 10
Mr; no 14 Tabnetok
y 6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHI/ KopoobLi

3AT
dapmaLesT
NYHWIA 3aBOS

EFIC

YropumHa

3AT
dapmaLleBTUYHNI
3aBog ElIC

YropumHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
Il Tuny - 3MiHK 3 AkocTi. ADL. (iHLWI 3MiHW) - BHECEHHS
3MiH [0 Mpouecy BUPOGHMLTBA AOHENe3ny
rigpoxnopugy MoHorigpaty, a came Ao po3gainy
3.2.S.2.2. Onuc BUpo6GHMYOro npouecy Ta lioro
KOHTPO/IO: - Ha CTafji ankinysaHHs BBeAEHO ifbTp
Perfil; - Ha cTagji coneyTBopeHHs BBEAEHO
BVKOPWCTaHHA MOCIBHOTO Kpuctasny Ans
NMPUCKOPEHHS OCaPKEHHS KpUCTanis; - HaBeAeHO
ouiKyBaHWiA BUXif, AOHENe3unny rigpoxnopuay
MOHorigpaTy: BUxif Aito4oi peyoBMHY B OAHIi cepil
CcTaHoBUTb 29,6 — 37,0 Kr goHene3nny rigpoxnopuay
MOHorigparty

3a
peyenmom

UA/10701/01/02

26.

AN3ENIN

TabneTku, BKPUTI
060/10HKO0, N0 5 Mr;
no 14 tabnetok y
6nictepi; no 2 abo
no 4 6nictepn y
KapTOHHilA Kopoo6Li

3AT
dapmaLesT
WYHWIA 3aBOf

ErIC

YropLumHa

3AT
dapmaueBTUYHNI
3asog ElC

YropLumHa

BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3MiHN
Il TMny - 3MiHK 3 AkocTi. ADI. (iHLWi 3MiHW) - BHECEHHS
3MiH A0 npoLiecy BUPOOHMLTBA JOHene3nny
rigpoxnopuay MoHorigpaTy, a came o posgainy
3.2.S.2.2. Onnc BUPOBGHMYOrO nNpouecy Ta ioro
KOHTPONIO: - Ha cTafil asikinyBaHHs BBEAEHO iNbTp
Perfil; - Ha cTaaji coneyTBoOpeHHs BBEAEHO
BUKOPWCTaHHS MOCIBHOMO KpUcTauty Ans
NPVICKOPEHHSA OCaPKEHHSA KPUCTaIB; - HaBeAEeHO
ouiKyBaHUIA BUXif, AOHeNe3unny rigpoxnopuay
MOHOTigpaty: BuXig 4ilo4ol pevyoBUHY B O4HIN cepii
CcTaHoBUTb 29,6 — 37,0 Kr goHene3uny rigpoxnopuay
MOHorigpaTy

3a
peuyenmom

UA/10701/01/01

27.

ANNMATENb®
HEO

cycneHsis ans
nepopasnbHoro
3acToCyBaHHS, Mo
170 mn a6o no 200
M1y CKNsIHOMY abo
nonieTuneHgTanarH
oMy dp/1akoHi; mo 1

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHdapma-
TposH AT

Bonrapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecyn MicLA NPOBaKEHHS
[iSNIbHOCTI BUPOOHUKa (BK/THOYatoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIH SIKOCTI),
abo BracHuka mactep-cpaiina Ha A®l, abo
nocravyanibHuka A®l/BuxigHoro

6e3
peyenma

UA/7938/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
chnakoHy pasom 3 matepiany/peareHTy/npomMiKHOro NpPOAYyKTY, WO
MipHOIO NTOXKOIO B 3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLO
KapTOHHIN nayuj; no 3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
10 mMn y nakeTuky; BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
no 10 a6o 20 €Bponeiicbkili hapmakonei y 3aTBepaXeHoOMy
nakeTukis y [ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM
KapTOHHIM navu,i (AKLL0 3a3HaYeHO Y A0Che) 3MiHa 3asBfeHa y
3B'A3KY 3i 3MiHOIO Ha3BW BUPO6HKKa A®PI. [itova
pepakuis: Dow Corning Corporation, USA
MponoHoBaHa pepakuis: DDP Specialty Electronic
Materials US9, LLC, USA BBefieHHS 3MiH NPOTArom
6-TV MicsLiB NicNsA 3aTBEPKEHHS
28. | AJIOPA® cupon no 100 mny HOBEN TypeyunH HOBEN INAY TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/5140/01/01
cpnakoHi, no 1 INIAY CAHAI a CAHAI BE | TNy - 3MiHN WOA0 6e3nekn/edeKTUBHOCTI Ta peyenma
chnakoHy pas3om 3 BE TIIKAPET A.LL. thapmakoHarnsgy. BeegeHHs abo 3miHn o
MipHOIO NTOXKOIO B TIOXAPET y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
KapTOHHIiA ynakoBL,i A.LL. (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
3fjiicHeHHs chapmakoHarnsagy B YkpaiHi, KO0 BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs hapMakoHarnsay (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
[itova pepakuis: R. Ayse Cetin.
MponoHoBaHa pepakuin: Kevser Cure.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0co6H,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MiHa micuga
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
thapMakoHarniagy. 3miHa MicLe3Haxo4KeHHS
macTep-haiina cuctemu dpapmakoHarnsgy
29. | AMIKALUHY KpuCTaniuHuii MAT YkpaiHa LLleHAoHT AHKCIH Kutaii BHECEHHS 3MiH 10 peecTpaLiiiHuX MaTepianis: 3MiHM - UA/14269/01/01
CYNb®AT NMOpPOLLOK "Kuismeanp dapmacbtoTikan Ko., | Tvny - 3MiHun 3 akocTi. A®Il. KoHTposb AdL. 3miHa y
(cy6eTaHuis) y enapar” nra. MeToAax BUNpobyBaHHs A®| abo BuXigHOro
noABiiHNX marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
nonieTnIeHoBuUxX BUKOPWCTOBYETLCA Y NpoLeCi BUpO6GHULTBA ADI
naketax gns (iHwWi 3miHW y MeTogax BUNpobyBaHHSA (BKIOYaUn
BMPOOHULITBA 3aMmiHy abo fonoBHeHHS) ADl abo
CTEePU/IbHMX BVXiAHOTO/NPOMIXXHOr0 NPOAYKTY). 3MiHA METOAMKN

nikapcbkrx 3acobis

KOHTPO/O cy6CTaHLii 3a nokasHnkoM «KinbkicHe
BM3HAYEHHS» Y 3B'A3KY 3i 3MiHOIO BUPOOHNKOM AD|
Shandong Anxin Pharmaceutical Co., Ltd., Kutaii
METOAVKN KOHTPOSII0 Yepe3 3a60POHY BUKOPUCTaHHSA
BVICOKOTOKCMYHOro peaktusy 2,4,6-
TPUHITPO6EH30/1CY/IbPOHOBOI KMCAOTU Ta
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PeecmpayjitiHa npoyedypa

Ymosu Peknam

Homep

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

npuBeAeHHAM MeToAVKM A0 MoHorpadii EP Amikaci

Bionycky yBaHHs*

peecmpayiliHo2o

nocsi0o4YeHHs

CnoBeHis

sulfate (1290) (i3 He3HAYHUMY LONOBHEHHAMMN
BMPOGHMKOM APl METOAMKM CTOCOBHO NPUAATHOCTI
XpomaTorpacdiyHoi cucTemm, MOX/IMBOCTI
3aCTOCYBaHHA CTaHAaPTHOrO 3paska amikaLyHy
cynbaty, BBEAEHHAM po3paxyHKoBOi hopmynn).
3MmiHu | TUny - 3MiHu 3 skocTi. A®l. Bupo6HMLTBO.
3MiHu B npoueci BUpobHULTBa AP (iHLLI 3MiHK).
BHeceHHs 3MiH fo p.3.2.S.2.2 Onuc BUpo6GHNYOro
npotiecy Ta ioro KOHTposo y BupobHuka Shandong
Anxin Pharmaceutical Co., Ltd., Kutaii. 3miHn npu
CMHTE3i amikaumWHy BifCyTHi. 3MiHN BUPOBHNYOrO
npoLecy CTOCYITbCS /nLle onTuMisauii cTagji
canidpikauii, a came- Ha Ui cTagii cnoyatky
BMPOGNSIETLCSA NPOAYKT «intermediate A» (amikayuHy
cynbghat 1:2), a gani «intermediate B» (amikauuHy
cynbpat 1:1,8) (B Aito4oMy TexnpoLeci oapasy
oTpUMyBasIM amikaumHy cynbcar 1:1,8).
BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:

3a

UA/12846/01/01

30.

AM/IECCA

TabneTtku no 4 mr
/10 mr; no 10
TabneTtok y bnictepi;
no 3 abo no 6, abo
no 9 6nictepis y
KapTOHHI/ KopoobLi

KPKA, 4.4.,
HoBo mecTo

CnoseHisa

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mMecTo, CnoBeHis;
KOHTPO/b cepii
(thiznyHi Ta XimiyHi
MeTOAW KOHTPOSIO):
KPKA, a.4., Hoso
mMecTo, CrnoBeHis

YTOUHEHHA peecTpauiiiHoro Homepa B Hakasi
MO3 Ykpainu Ne 979 Big 06.06.2024 B npoueci
BHECEHHS 3MiH (3MiHV | TUny - 3MiHK WoAa0
6e3nekn/edekTBHOCTI Ta hapMakoHarniagy. 3miHa
Y KOPOTKiA XapakTepucTuLi nikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4151 MeAUYHOTO
3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKn NiKapcbKoro 3acooy,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHA
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
npoBeAeHVX BiAMnoBigHO 40 NnaHy negiatpuydHnx
pocnipkeHb (PIP) (iHWi 3MiHK). 3MiHN BHECEHO B
IHCTPYyKUit0 AN MEAUYHOTO 3acTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainy “lMNo6iyHi peakui™
BignoBigHO A0 iHdhopMaLii 3 6e3nekn 3aCTOCyBaHHs
Li040T pevoBunHN — nepuHaonpuiy. BeegeHHs 3miH
NPOTAroM 6-Tv MiCALIB Nic/1A 3aTBePKEHHSA. 3MiHN |

My - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
NikapCbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLIT ANA MegMYHOro 3aCToCyBaHHA Ha nigcTasi

perysisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpavilinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCNiMKeHb, NPOBeAEHNX BiANOBIAHO
00 nnaHy negiatpuyHux gocnimxkers (PIP) (iHwi

peyenmom

3MiHW). 3MiHM BHECEHO B IHCTPYKLIitO AN MEAUYHOTO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

3acTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mepeno3yBaHHA" BigNoBIAHO A0 iHhopMaLi 3
6e3nekn 3acTocyBaHHs Ajl040i PEYOBUHM -
amnoguniHy. BBegeHHs 3MiH NpoTarom 6-Tu Micauis
nicns 3aTBeppKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuL, slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MEAUYHOTO
3aCTOCYBaHHS reHepuyYHMX/ribpuaHux/6ionodibHnx
NiKapCbKuX 3aco6iB Nicis BHECEHHS TiEl camol 3MiHN
Ha pedpepeHTHWi1 NpenaparT (3MiHa He NoTpebye
HalaHH$ XXOAHWUX HOBUX A0AATKOBMX AAHUX). 3MiHU
BHECEHO B |HCTPYKUil0 AN MeAnYHOro
3acToCcyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"MpoTunokasaHHs", "B3aemogis 3 iHWMMun
nNikapcbkvMK 3aco6amMu Ta iHLWi BUAY B3aEMOiiA",
"Oco6n1BOCTI 3aCTOCyBaHHA", "3aCcTOCYBaHHS Y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHchopmawii), "3aaTHicTb BIAMBaTH Ha
LUIBUAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMK mexaHisamamun”, "MNepeno3ysaHHA"
BiANOBIAHO A0 iHGhopMaLii pechepeHTHMX NiKapCbKNX
3aco6iB: Istin 10 mg tablets, (B YkpaiHi He
3apeecTpoBaHuii), Prexanil 8 mg tablets, (B YkpaiHi
3apeecTpoBaHuii sk MNpectapiym® 4 wmr,
MpecTapiymM® 8 mMr, Tabnetkun no 4 mr, 8 mr).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKeHHs). Pefakuisa B Hakasi -
UA/128416/01/01. 3anponoHoBaHa peAakuis -
UA/12846/01/01.

31.

AMNoauniH
10

Tabnetkv no 10 mr
no 10 TabneTtok y
6nictepi; no 3, abo
no 6, abo no 9
6nicTepis B nayuj 3
KapToHy

MpAT
«TexHosnor»

YKpaiHa

MpAT «TexHonor»

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHN
| TMny - AgMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
nikapcbKoro 3acoby. 3MiHa Ha3BuW NikapcbKoro
3acoby. 3aTBepgxeHo: AMIOUIMIH.
3anponoHosaHo: AM/104UIMIH 10.
TepMmiH BBEL,EHHS 3MiH NpoTArom 6 micauis nicns
3aTBEePMKEHHA.3MiHN | TUNy - 3MiHW Woa0
6e3nekn/edheKTMBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM). 3MiHVM BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOI ynakosku (n. 12. «<HOMEP
PEECTPALLINHOIO MOCBIAYEHHSA», n. 17.
«IHLWE») Ta B TEKCT MapKyBaHHS NEPBUHHOT
ynakoBku (n. 6. «IHWE>»). TepMiH BBe4EHHS 3MiH
NpOTArom 6 MicsLiB NiCNs 3aTBEPLKEHHS.

3a
peyenmom

He
nionsieae

UA/19377/01/02

32.

AMNoAuniH
5

TabneTku No 5 Mr no
10 TabneTok y
6nictepi; no 3, abo

MpAT
«TexHonor»

YkpaiHa

MpAT «TexHonor»

YkpaiHa

BHECEHHS 3MiH 40 PeeCTpaLiiHNX maTepiasliB: 3MiHW
| TMny - AgMiHicTpaTVBHI 3MiHW. 3MiHa Ha3BU
nikapcbKoro 3acoby. 3MiHa Ha3BuW NikapcbKoro

3a
peyenmom

He
nionsicae

UA/19377/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
no 6, abo no 9 3acoby. 3aTBepgxeHo: AMIOUMIH.
6nicTepis B nayuj 3 3anponoHoBaHo: AMJTOAWIMIH 5.
KapToHy TepMmiH BBELIEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPMKEHHA.3MiHM | TUNY - 3MiHK Woa0
6e3nekun/edheKTMBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM). 3MiHVM BHECEHO B TEKCT MapKyBaHHS
BTOPUHHOI ynakoBku (n. 12. <HOMEP
PEECTPALLINHOIO MOCBIAYEHHSA», n. 17.
«IHLWE>») Ta B TEKCT MapKyBaHHS NEPBUHHOI
ynakoBku (M. 6. «IHLWE»). TepmiH BBeAEHHS 3MiH
NpOTArom 6 MicsLiB NiCNs 3aTBEPYKEHHS.
33. | AHFE/TOH® TabneTkn 3i CMakom TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiliHnX MmaTepiasis: 3MiHK 6e3 nionseae UA/19051/01/01
MeHTony no 10 wmr; "®PapmaueBT "GapmMaueBTUYHa | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenma
no 10 TabneTtok y N4Ha KoMnaHis "dapKoC" hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuui
6nicTepi; no 3 abo 4 KOMMaHis nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nicTepy B KOpOOLi "®apKoC" IHCTPYKLIT ANA MeAUYHOro 3aCTOCyBaHHA Ha NigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BifMNOBIAHO
00 nnaxy negiatpuyHux gocnigpkeHnb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3miHVM BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Mo6ivHi peakui™ BigNoBIgHO A0 iHhopmavi
3 6e3neku Ail4oi peyoBMHY afeHO3MH 3rigHO
pekomeHpauii PRAC EMA. BBeieHHS 3MiH NPOTAToM
6-T1 MicsLIB NicNs 3aTBEPKEHHS
34. | AHFE/TOH® TabneTkn 3i CMakom TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 6e3 niosnsiecae UA/19051/01/02
MeHTO/Yy no 20 mr; "®apmauesT "®apmaueBTnyHa | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
no 10 TabneTok y nuHa KomnaHis "®apKoC" thapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTui
6nictepi; no 3 abo 4 KOMNaHis NiKapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
6nicTepy B KOPOOL "®apKoC" IHCTPYKUIT ANA Me4MYHOro 3aCTOCyBaHHA Ha nigcrasi

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiliinii nepiog, abo sk pesynbTar
OL,iHKM 3BiTY 3 AOCAiMKEHb, NPOBEAEHMX BigNOBIgHO
[0 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO A0 IHCTpYKUiT Ans
MeZMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
po3sginy "Mo6iuHi peakyii" BignosigHO A0 iHhopmaw,i
3 6esnekn Ajtoyoi pevyoBUHM afeHO3MH 3rigHO
pekomeHpauii PRAC EMA. BBeieHHS1 3MiH NPOTAroM
6-TV MicsLiB NicNsA 3aTBEPLKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

35.

AHTIH-TrPAH

rpaHynun, no 10ry
neHani
nonimepHomy a6o
h/1aKOoHi 3 KPULLIKOHO;
no 1 neHany a6o
chnakoHy B nauuj 3
KapToHy abomo 5r
rpaHyn y KoHTelHepi
3 103yBaHHAM; Mo 2
KOHTEliHepy B navu,j
3 KapPTOHY.

MpAT
"HaujioHasb
Ha
[omeonaTtuny
Ha Cninka"

YKpaiHa

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6.
CucTema KOHTelHep/3aKynoproBasibHMiA 3aci6. 3MiHa
y NEPBUHHII yNnakoBL,i rOTOBOro JIikapcbKoro 3acoby
(Tvin KoHTelHepa abo foAaBaHHS HOBOTO
KOHTeliHepa) - TBepai, M'siki Ta HecTepusbHI piaki
nikapcbki popmu. CynyTHA 3MiHa- 3MiHW 3 SKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHA cnevudikawii
HOBMM MOKA3HVKOM 3 BiANOBIAHUM METOA0M
BUNPOOYBaHHA) BBEAEHHA [O4ATKOBOI yNakoBKu, a
came KOHTeiHep 3 A03yBaHHAM MO 5 I, 3 BHECEHHAM
BiAMNOBIAHMX 3MiH A0 p. «YNaKoBKa» Ta AOMNOBHEHHS
cneuudikauii M3 n. «Maca BMIiCTy ynaKkoBKu:
KOHTeHepy 3 A03yBaHHAM Mo 5 r» 3 BiANOBIAHUM
MeToA0M BUMPOGYBaHHS. 3MiHW BHECEHO B
IHCTPYKLUi10 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy "YnakoBka" y 3B'A3Ky
3 BBEJIEHHAM [04aTKOBOI NEPBUHHOI YNAKOBKM
(koHTelHep 3 f03yBaHHAM Mo 5r. ) Ta SK HaC/igoK -
BiANOBIAHI 3MiHW BHECEHO A0 po3ziny "Cnocio
3acTocyBaHHA Ta f031" (AoAaBaHHA anroputmy
3acTocyBaHHs) 3rifHO 3 MaTepiasiamMm
peecTpauiiHoro Aocbe. BBeEHO TEKCT MapKyBaHHS
ANA BigNOBigHOro f03yBaHHA Ha 5 1 (nepBuHHA Ta
BTOPMHHA YNaKoBKM NiKapCbKoro 3acoby).3miHu |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapcbKuMii 3aci6.
CucTema KOHTelHep/3aKynoproBasibHMiA 3aci6. 3MiHa
PO3Mipy YNakoBKu roTOBOrO JIiKapCbKoro 3acoby
(3MiHa KiNbKOCTI oAMHULL (Hanpuknas TabneTok,
amnyn TOLL0) B yNakosLi:) - 3miHa no3a gianasoHoM
3aTBEPMKEHNX PO3MIPIB YNaKOBKW Y 3B’A3KY 3
BBeleHHAM [04aTKOBOI NEPBUHHOT YNaKoBKU
(KkoHTelHep 3 f03yBaHHAM, N0 5 r), 3MiHIOETLCA
KiNIbKICTb OAMHULb Y BTOPWHHI ynakoBLi. Y nauyui 3
KapToHy 6yzie No 2 KOHTeliHepw 3 A03YBaHHAM.
3arasibHa KiflbKiCTb NiKapCbKOro 3acoby y BTOPUHHIl
ynakoBLi (10 r) — He 3MiHIETbCSA. 3MiHN BHECEHI B
IHCTPYKLil0 AN51 MeANYHOT0 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainy "Ynakoska" y 3B’A3Ky
3 0 aBaHHAM HOBOI YNaKoBKM - KOHTeliHepa (3MiHa
KiNbKOCTI OAUHULL BTOPUHHOI yNakoBky). BianosigHi
3MiHU BHECEHO B TEKCT MapKyBaHHS YNakoBKY/
NiKapcbKoro 3acooby.

6e3
peyenma

niosisiecae

UA/8450/01/01

36.

AMNCUBUH

TabneTku, BKPUTI
N1iBKOBOIO

4-p Peppi'c
JlabopaTtopi

IHais

O-p Peppi'c
JlabopaTtopic Jitg,

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. OTOBWIA NliKapCbKMii 3aci6.

3a
peyenmom

UA/15095/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

06010HKO0, Mo 150
Mr o 10 TabneTok y
6nictepi; no 1 abo 6
6nicTepis B
KapTOHHIA KOpooLi

citp

(Bupo6Hnunii Bigain

KOHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo AONYyCTUMMX MEX
roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
BBE/IeHHS NepioANYHOCTI KOHTPOJIIO rOTOBOIO
NiKapcbKoro 3acoby 3a NOKasHUKOM
"Mikpob6ionoriyHa yncToTa": KOHTPOSIHETHLCA 3
nepioguyHicTIo 1 cepisl Ha KoXxHI 5 cepiii abo 1 cepis
Ha piK 3a/1eXHO Bif TOrO, WO paHille. BunpobyBaHHs
"Mikpo6ionoriyHa ynctoTta" npu AOCNILKEHI
cTabinbHOCTI flikapcbkoro 3acoby NpoBoAATb Ha
chiHanbHIl cTagji (Tinbkn Ansa cneyudikadii ans
TEepPMiHy NpUAATHOCTI). BBEAEHHSA 3MiH NpOTArom 6-
TN MiCALiB Nicns 3aTBepMKEHHS- 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) -
OHOB/IEHHA BXe 3aTBEPMKEHNX METOAIB KOHTPOSIO
SAKOCTI Nikapcbkoro 3acoby, a came: BUKNaLEHHS
TEKCTY [ep>XaBHOI MOBOHO 3TiHO Cy4aCHUX BUMOT.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS.

37.

AMNCUBUH

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, Mo 500
Mmr no 10 TabneTok y
6nicTepi; no 1 abo
12 6nicTepiB B
KapTOHHI/ KopoobLi

[-p Peagi'c
Na6opaTtopi
c it

IHais

A-p Peppi'c
Na6opaTopic JITg,
(Bupo6Hununii Bigain

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikayiii Ta/abo 4ONYCTUMUX MEX
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) -
BBeeHHs NepioguyYHOCTI KOHTPOJIO FOTOBOrO
NiKapcbKoro 3acoby 3a NOKa3HUKOM
"Mikpob6ionoriyHa ynctoTa": KOHTPOETLCA 3
nepioguyHicTio 1 cepist Ha KoxHi 20 cepiii abo 1
cepis Ha pik 3a/1eXHO Big, TOT0, WO paHille.
Bunpo6yBaHHs "MikpobionoriyHa yncrora” npu
pocnimkeHi ctabifibHOCTI NikapcbKoro 3acoby
npoBoAATb Ha hiHasNbHIl cTagiil (Tinbku ans
crneundikauii 4na TepmiHy npuaartHocTi). BBefeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNa 3aTBePAKEHHS-
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKN
3aci6. KOHTposib rOTOBOTO MikapCbKoro 3acoby (iHLwi
3MiHK) - OHOBJ/IEHHS BXe 3aTBEPKEHNX MeToIB
KOHTPO/IO SIKOCTi JTiKapCbKOro 3acoby, a came:
BUKNAAEHHS TEKCTY AepXKaBHOK MOBOHO 3rifAHO
CyyacHux BUMOr. BBefileHHs 3MiH MpPOTArom 6-Tu
MicsLIB NiCNsA 3aTBEPAKEHHS.

3a
peyernmom

UA/15095/01/02

38.

APTITAUD

pO34uH A5 iHQY3il,
42 mr/mn no 100 mn
y naswui abo y
donakoHi, no 1
naawui abo
doNakoHy B nauuj

TOB
"APTEPIYM
nTa”

YKpaiHa

MAT "Trannudapm”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHM Yy NpoLeci BUPOGHNLTBA
rOTOBOrO JliKapCbKoro 3acofby, BK/IYaum
NPOMXHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NP
BMPOBHMUTBI TOTOBOTO J1iKapCbKOro 3acoby

3a
peyenmom

UA/17348/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
(He3HauHa 3MiHa y mpoueci BUpo6bHNLTBA)
BUTYYEHHA [04aTKOBUX iN-process KOHTPONIB 3a
nokasHukamu «po3opicTb», «KObOPOBICTbY», «pH»
Ha cTagii «Po34MH QilbTpOBaHW»

39. | APFITAND pO34nH ANa iHdys3il, TOB YkpaiHa MAT "Tannucpapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHix maTtepianis: 3MiHW 3a UA/17348/01/01

42 mr/mn; no 100 mn | "APTEPIYM | TMRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyenmom

y nnswui abo y nTao” CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa

donakoHi, no 1
naswui abo
donakoHy B nauui

napameTpiB cneuudikauiii Ta/abo AONYyCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOrO NiKapCbKoro 3acoby
(iHWwi 3miHW) - akTyanisauia cneundikadii Ta MeToais
KOHTPOJI0 KOHTPO/I0 MPo60K ryMoBumX
MiKpo6ionoriyHo umcTrx abo MNpo6oK ryMoBumx
roToBMX [0 cTepunisauii BignosigHo Ao Bumor APy
2.6, MoHorpadgis 3.2.9 "'ymoBi 3akynoptoBasibHi
3ac0o6u AN KOHTEHepIB A1 BOAHUX
napeHTepasibHUX npenaparis, A5 NOPOLUKIB i
niodhinizoBaHNx NOPOLLKIB", a caMe: - NPUBEAEHHS
Ha3BW MOKa3HMKa KOHTPOoso «Konip po3unHy» y
BignoBigHicTb fo APY 2.6, MoHorpadisa 3.2.9 -
«K0o/bOpOoBICTb PO3YMHY». - MIPUBEAEHHS MOKA3HUKIB
«Mpo3opicTb Po3UMHY», «ONTUYHA rYCTUHA,
«CamorepmeTun3auis» y BiANoBigHICTb fo AdY 2.6,
MoHorpadist 3.2.9. - npMBeeHHA Ha3BM NoKasHukKa
KOHTPONO «PeyoBuHM, L0 BIAHOBAKIOTLCA» Y
BignoBigHicTb fo APY 2.6, moHorpadisa 3.2.9 -
«BigHOBNOBa/IbHI PEYOBUHUY. - TPUBEAEHHSI HA3BU
NoKasHMKa KOHTPO/II0 «CyXMWii 3aUTULLIOK» Y
BignoBigHicTb fo APY 2.6, moHorpadisa 3.2.9 -
«3a/TMLLOK MIiC/A BUNAPOBYBAHHSA».- BUTYYEHHS
Oonuncy NpPUroTyBaHHSA PO3UnHY S, 3aMiHUBLLN 1IOr0 Ha
nocwnaHHA Ha A®Y 2.6, moHorpadis 3.2.9; - ans
nokasHuka «MikpobiosioriyHa Ynctota» npuépaHo
HOPMYBaHHS 3 po3ainy «MeToau KOHTPOo» - ANs
HVKYe BKa3aHMX MOKa3HWKIB BUyHaETLCA OMNUC
METOAMK KOHTPOJII0 AKOCTI, 3aMiHUBLLIN iX Ha
nocunaHHAa Ha AdY: - «KNCAOTHICTL abo NyXHICTb»;
- «ONTUYHA ryCTUHa»; - «BigHOBNIOBaSIbHI
PEUOBUHU»; - «AMOHIIO COni»; - «LInHK, Lo
eKcTparyetbcsi»; - «Baxki metanu, Wwo
EKCTParyTbCs»; - «3aNLLOK nicns
BMMNapPOBYBaHHs»; - «JleTki cynbdign»; -
«®parmeHTaujs»; - «CamorepmeTumsawis».
CynyTHSA 3MiHa
- 3MiHK 3 siKOCTi. FoTOBUIA NiKapcbkuii 3aci6.
CucTema KoHTelHep/3aKynopoBasibHMIA 3aci6. 3MiHa
y MeTofax BUNpobyBaHHA NEePBUHHOI YNakoBKy
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y

3aTBEP)KEHNX MeTOoAax BUNpPobyBaHb)
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

40.

APTPO-TPAH

rpaHynun, no 10ry
neHani
nonimepHomy a6o
h/1aKOoHi 3 KPULLIKOHO;
no 1 neHany a6o
chnakoHy B nauuj 3
KapToHy abomo 5r
rpaHyn y KoHTelHepi
3 103yBaHHAM; Mo 2
KOHTEliHepy B navu,j
3 KapPTOHY

MpAT
"HaujioHasb
Ha
[omeonaTtuny
Ha Cninka"

YKpaiHa

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6.
CucTema KOHTelHep/3aKynoproBasibHMiA 3aci6. 3MiHa
y NEPBUHHII yNnakoBL,i rOTOBOro JIikapcbKoro 3acoby
(Tvin KoHTelHepa abo foAaBaHHS HOBOTO
KOHTeliHepa) - TBepai, M'siki Ta HecTepusbHI piaki
nikapcbki popmu. CynyTHA 3MiHa- 3MiHW 3 SKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHA cnevudikawii
HOBMM MOKA3HVKOM 3 BiANOBIAHUM METOA0M
BUNPOOYBaHHA) BBEAEHHA [O4ATKOBOI yNakoBKu, a
came KOHTeiHep 3 A03yBaHHAM MO 5 I, 3 BHECEHHAM
BiAMNOBIAHMX 3MiH A0 p. «YNaKoBKa» Ta AOMNOBHEHHS
cneuudikauii M3 n. «Maca BMIiCTy ynaKkoBKu:
KOHTeHepy 3 A03yBaHHAM Mo 5 r» 3 BiANOBIAHUM
MEeToAO0M aHasi3y. 3MiHM BHECEHO B IHCTPYKLiO 415
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ziny "YnakoBka" y 3B'3Ky 3 BBEAEHHAM
[04aTKOBOI NEPBUHHOI YNakoBKW (KOHTeHep 3
[03yBaHHAM M0 5r. ) Ta Sk HAcNifoK - BignoBigHi
3MiHM BHECEHO [0 po3ziny "Cnocié 3acTocyBaHHsA Ta
£o3n" (ofgaBaHHA a/IrfopUTMY 3aCTOCYBaHHS) 3rigHO
3 Marepianiamun peecTpauiiiHoro gocbe. BBegeHo
TEKCT MapKyBaHHs1 419 BiANOBIAHOr0 A03YBaHHA Ha
51 (NnepBMHHa Ta BTOPUHHA YNaKoBKW NiKapCbKOro
3aco6y). 3miHun | TMny - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHWiA 3aci6. 3miHa po3mipy
yMakoBKU FOTOBOrO MikapCbKoro 3acoby (3mMiHa
KiNbKOCTI 0auHuLb (Hanpuknag, TabneTok, amnyn
TOLLLO) B ynakoBLii:) - 3MiHa no3a gianasoHoMm
3aTBEPMKEHNX PO3MIPIB YNaKOBKW Y 3B’A3KY 3
BBeleHHAM [04aTKOBOI NEPBUHHOT YNaKoBKU
(KkoHTelHep 3 f03yBaHHAM, N0 5 r), 3MiHIOETLCA
KiNIbKICTb OAMHULb Y BTOPWHHI ynakoBLi. Y nauyui 3
KapToHy 6yzie No 2 KOHTeliHepw 3 A03YBaHHAM.
3arasibHa KiflbKiCTb NiKapCbKOro 3acoby y BTOPUHHIl
ynakoBLi (10 r) — He 3MiHIETbCA.3MiHN BHECEHI B
IHCTPYKLil0 AN51 MeANYHOT0 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainy "Ynakoska" y 3B’A3Ky
3 0 aBaHHAM HOBOI YNaKoBKM - KOHTeliHepa (3MiHa
KiNbKOCTI OAUHULL BTOPUHHOI yNakoBky). BianosigHi
3MiHU BHECEHO B TEKCT MapKyBaHHS YNakoBKY/
NiKapcbKoro 3acooby.

6e3
peyenma

niosisiecae

UA/8451/01/01

41.

ACEHTPA®

TabneTku, BKPUTI
N1iBKOBOIO

KPKA, a.4.,
Hoso mecTo

CnoBeHisa

Bupo6HMK,
BiANOBiAaIbHNIA 3a

CnoBeHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. OTOBWIA NliKapCbKMii 3aci6.

3a
peyenmom

UA/8770/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

06010HKO0, Mo 50
Mr, o 7 TabneToK y
6nicTepi; no 4
6nicTepn y kopobui

BMPOBHULITBO «in
bulk», nepBrHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;

Brpo6HuK,
BiANoBigabHUIA 3a
BMPOBHULITBO «in
bulk», nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
KPKA, a.4a., Hoso
mecTo, CroBeHis;

Brpo6HuK,
BiANoBigabHUIA 3a
KOHTPO/b cepii:
HN30X
(HauioHanbHi
nab6opaTtopis 3a
34paB'e, OKoOse iH
XpaHo), CnoBseHis

3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPONIO AKOCTI
roTOBOrO NlikapCbKoro 3acoby (3amiHa abo
[0JaBaHHS AiNbHUL, Ha SKil 34iINCHIOETLCA
KOHTPONb/BUNPOGYBaAHHSA cepii) - AoAaBaHHSA
[iNbHULI, Ha K 3[iCHIOETLCA KOHTPOb Cepil
HN30X (HauioHanbHi nabopatopisi 3a 34pas’e,
OKOJE iH XpaHo), CNoBeHis. 3a3HayeHHs yxe
3aTBEPLKEHNX BUPOBHMKIB Ta BUPOOHNUMNX PYHKLA
(Bupo6HUK, BignoBiganbHWiA 3a BUPOGHMLTBO “in
bulk”, nepBuHHe Ta BTOpMHHe nakyBaHHS KPKA, a.4.,
Hoso mecTo CnoseHist Yniya Paga Mywenska 10,
9240 Niotomep, CrioBeHis OyB 3aTBEPKEHNI Y
30.04.2014 p. Ne294). 3MiHu | TUNy - 3MiHN 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneuudikaLini Ta/abo foNyCTUMUX MEX FOTOBOIO
NiKapCbKOro 3aco6y (3BY)XXEeHHS JOMYCTUMUX MEX) -
3BYXEHHSA JOMyCTMMMX MeX crneuudikalii roToBoro
NiKapcbKoro 3acoby 3a NOKa3HUKOM “PO3YMHEHHS
cepTpaniHy” 3 “He MeHLe 70% (Q) Bi4 3a3HaYeHOT
KiNlbKOCTi NpoTArom 45 xBUnH" Ha “He MeHwe 80%
(Q) Big 3a3HaYeHOI KiNbKOCTI NPOTArom 15 XBUAKH".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOrO
niKkapcbKkoro 3acoby. 3miHa y meTogax
BMMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 4ONOBHEHHS)) - 3aMiHa MeTo4y BMNPOGYyBaHHSA
“Po3unHeHHs cepTpasiiHy” 3 method 2 (paddles), 50
rpm Ha method 1 (baskets), 100 rpm. BBegeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MiHu | TUny - 3MiHn 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikat BignosigHoCTi
€Bponeiicbkil thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNIEHOro cepTudikaTa BifgnoBigHOCTI
a60 BuUyyYeHHs cepTuduikaTta BiANOBILHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOro NpPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APIl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2008-019-Rev
03 (3aTBepmxeHuii: R1-CEP 2008-019-Rev 02) ans
A®| cepTpaniHy rigpoxsiopugy Big, yxe
3aTBepAXeHoro BMpo6Huka Aurobindo Pharma
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

Limited, IHgjiA. 3miHW | TURY - 3MiHK 3 AKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkiin hapmakonei R1-CEP 2008-019-Rev
04 ansa A®| cepTpaniHy rigpoxnopuay Bif yxe
3aTBepAXeHoro BupobHuka Aurobindo Pharma
Limited, IHAia. 3miHn | TMNy - 3MiHK 3 SKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkil
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikaTt Bi4noBIigHOCTI
€Bponeiicbkil hapmakonei) - OHOBMEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpoOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBIAHOCTI
€Bponelicbkili hapmakonei R1-CEP 2008-265-Rev
01 (3atBepmxeHo: R1-CEP 2008-265-Rev 00) gns
AD| cepTpaniHy rigpoxnopuay Big yxe
3aTBEpAKEHOro BMpo6HMKa Sun Pharmaceutical
Industries Limited, IHAjs. 3MiHn | TURY - 3MiHK 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
OHOBJ/IEHHS BX€ 3aTBEPMKEHNX METOAIB KOHTPOSIIO
SAKOCTi Nikapcbkoro 3acoby, a came: BUKNaLEHHS
TEKCTY [ep>XaBHOI MOBOHO 3TiHO Cy4aCHUX BUMOT.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEepMKEHHS. 3MiHN | TUNy - 3MiHY WoA0
6e3nekun/edekTnBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHM) - 3amiHa po3giny “I'padiyHe ochopMaeHHs
ynakoBkun” Ha “MapkyBaHHA” B MKA /13.
3aTtBeppxeHo: TIPAPVYECKOE OPOPM/IEHVE
YTMNAKOBKW. CooTBeTCTBYET npefocTaBieHHOMY
rpacmyeckomy n306paKeHNo YNakoBKu.
3anponoHosaHo: MAPKYBAHHA. 3rigHo
3aTBEPAKEHOIO TEKCTY MapKyBaHHS. OHOBNIEHHSA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
TEKCTY MapKyBaHHS YakoBKW ikapCbKoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3HaYEeHHS OANHULD
BMMIpIOBaHHA Y cuctemi Sl Ta yTOUHEHHS
iHcbopMmaL,ii Npo CTPOK 3akKiHYEHHS TEPMIHY
NpYAATHOCTI NikapcbKoro 3acoby, KOHKPETU30BaHNI
norotvn BUpobHuKa. BBeAeHHs 3MiH NpoTArom 6-Tu
MicsiLiB nicnsi 3aTBepAKEHHS.
42. | ACEHTPA® TabneTku, BKPUTI KPKA, a.4., CnoseHis Bupo6HMK, CnoBeHist BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/8770/01/02
N1iBKOBOIO HoBo mecTo BiANOBIAaIbHNIA 3a | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkunin 3aci6. peyenmom

060/10HKO0, Mo 100
Mr, o 7 TabneTok y
6nicTepi; no 4

6nicTepn y kopobui

BMPOGHULITBO «in
bulk», nepBrHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mMecTo, CroBeHis;

Brpo6HMK,
BiAnoBiganbHUIA 3a
BMPOBHULITBO «in
bulk», nepsrHHe Ta
BTOPWHHE
nakyBaHHS:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis;

Brpo6HMK,
BiAnoBiganbHUIA 3a
KOHTPO/b cepii:
HN30X
(HauioHanbHi
nabopaTtopis 3a
3[paB'e, okone iH
XpaHo), CnoBeHis

3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NlikapCbKoro 3acoby (3amiHa abo
[0[aBaHHs AiNbHWUL, Ha SKi 34ICHIOETLCA
KOHTPONb/BUNPOGYBaHHSA cepii) - AoAaBaHHSA
OiNbHWL|, Ha AKili 34iACHIOETLCA KOHTPO/b cepii
HN30X (HauioHanbHi nabopaTtopisi 3a 34paB’e,
OKOJE iH XpaHo), CNoBeHis. 3a3HayeHHs yxe
3aTBEP)KEHNX BUPOGHMKIB Ta BUPOOHNUMNX PYHKLA
(Bupo6HUK, BignoBiganbHWiA 3a BUPOGHMLTBO “in
bulk”, nepsuHHe Ta BTOpuHHe nakyBaHHS KPKA, a.4.,
Hoso mecTo CnoseHist Yniya Paga MyweHska 10,
9240 Niotomep, CrioBeHiA OyB 3aTBEPKEHNI Y
30.04.2014 p. Ne294). 3MiHu | Tuny - 3MiHN 3 AKOCTI.
[oTOBWIA Nikapcbkumit 3aci6. KOHTpOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneyudikauin Ta/abo fonyCTUMNX MEX FTOTOBOTO
NiKapcbKoro 3aco6y (3BY)XXeHHS JOMYCTUMUX MEX) -
3BYXEHHSA JOMYyCTMMMX MeX creuudikalii roToBoro
NiKapcbKoro 3acoby 3a NOKa3HUKOM “PO3YMHEHHS
cepTpaniHy” 3 “He MeHLe 70% (Q) Bi4 3a3HaYeHOT
KiNIbKOCTi NPOTArom 45 xBunnH” Ha “He MeHwe 80%
(Q) Big 3a3Ha4eHOI KiNbKOCTi NPOTArom 15 XBUAnH".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepKeHHS. 3MiHN | T1ny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpoib rOTOBOro
niKkapcbKkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHA rOTOBOrO NikapcbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOUYAOUN 3aMiHy
ab0 4ONOBHEHHS)) - 3aMiHa MeToAy BMNPOGYyBaHHSA
“Po3unHeHHs cepTpaniHy” 3 method 2 (paddles), 50
rpm Ha method 1 (baskets), 100 rpm. BBegeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MiHu | TUNYy - 3MiHKM 3 aAkocTi. CepTudikaT
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikaTa BifgnoBigHOCTI
ab60 BuUyyYeHHs cepTuduikaTta BiZNOBILHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
matepiany/peareHTy/npomMiKHOro NpPOAYyKTY, WO

BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2008-019-Rev
03 (3aTBepmxeHuii: R1-CEP 2008-019-Rev 02) ans
A®| cepTpaniHy rigpoxsiopugy Big, yxe
3aTBepAXeHOro BupobHuka Aurobindo Pharma
Limited, IHAgis. 3miHn | TMNy - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt Bi4noBIigHOCTI
€Bponeiicbki hapmakonei) - OHOBMEHWi
cepTudikaT Bif y)e 3aTBepXeHOro BUpoOHuMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANoBiAHOCTI
€Bponelicbkili hapmakonei R1-CEP 2008-019-Rev
04 pnsa A®| cepTpaniHy rigpoxnopuay Bif yxe
3aTBepAxeHoro Bupo6Hvka Aurobindo Pharma
Limited, IHgjia. 3miHn | Tuny - 3MiHW 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechkili
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APIl; Ana
[0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2008-265-Rev
01 (3atBeppxeHo: R1-CEP 2008-265-Rev 00) ans
A®| cepTpaniHy rigpoxsiopugy Big, yxe
3aTBepAXeHoro BupobHuka Sun Pharmaceutical
Industries Limited, IHAis. 3MiHK | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
OHOB/IEHHS BXE 3aTBEPMKEHNX METOZAIB KOHTPOSIO
SKOCTi NikapCcbKOro 3acoby, a came: BUKNaAEHHS

TEKCTY fiep>XaBHOK MOBOKO 3ri,qu CydacCHUX BUMOT.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuUiB micns
3aTBEepMKEHHS. 3MiHN | TUNy - 3MiHW WOoA0
6e3nekn/edpekTnBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHM) - 3amiHa po3giny “I'padiyHe ochopMaeHHs
ynakoBkun” Ha “MapkyBaHHA” B MKA /13.
3aTtBeppxeHo: TIPAPVYECKOE OPOPM/IEHVE
YTMNAKOBKW. CooTBeTCTBYET npefocTaBieHHOMY
rpacuyeckoMy M306paKeHMNI0 YNaKoBK.
3anponoHosaHo: MAPKYBAHHA. 3rigHo
3aTBEPKEHOro TeKCTy MapKyBaHHsA. OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKM NikapCbKoro 3acoby 3
BHECEHHSAM iH(hopmalLii LWOAO 3a3HaYEHHS OAMHULbB
BUMIPIOBaHHSA y cucteMi Sl Ta yTOUHEHHS
iHhopmaLii Npo CTPOK 3aKiHYEeHHS TepMiHY
NpWAATHOCTI NiKapCbKoro 3acoby, KOHKPETU30BaHWIA
oroTun BUpPo6HUKa. BBEAEHHA 3MiH NPOTArom 6-Tn
MicALiB Nicnsa 3aTBepAKEHHS.

43. | ACNAPKAM Tabnetku, 50 MAT YkpaiHa MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN 6e3 UA/4509/01/01
TabneTok y 6nictepi; "lrannudap | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
50 Tabnetok y Mm" KOHTPO/b AONOMDKHMX peYoBUH. 3MiHa napameTpis
6nicTepi, no 1 cneumdikauii Ta/abo AoNyCTUMMX MeX AN
6nicTepy y nauui [0MOMDKHOT peHOBMHM (iHLWi 3MiHK). MpuBeaeHHs

cneumdikavii 4ONOMDKHOI pe4oBUHM Tanbk A0 BUMOT
MoHorpadii 4dY 2.6 «5.1.4 MikpobionoriuHa
yucToTa HecTepusbHKX hapmaLeBTUUHNX
npenaparis i cybcTaHLiin Ans chapmaLeBTUYHOro
3aCTOCyBaHHS» 3a NOKa3HUKOM «MikpobionoriyHa
4yucToTax», a came- BUTyYEHHS POPMY/IIOBAHHS «He
GinbLue»
3aTtBepaxeHo Cneuudikauis MikpobionoriuHa
yncToTa 3arasibHe YMC/I0 aepobHUX MIKPOOpraHiamis
(TAMC) He 6inblue 10°KYOB 11
3arasnibHe Yncno APHKIKOBYX i NIICHEBUX rpMbiB
(TYMC) He 6inblue 102 KYO B 1 T 3anpornoHoBaHo
Cneuumdpikanis MikpobionoriyHa yuctota 3arasnbHe
uncno aepobHMxX MikpoopraHiamie (TAMC): 10° KYO
B 1 1 3arasibHe Y1CNO APDKAKOBUX i NAICHEBUX
rpu6is (TYMC): 102 KYO B 1 1. 3MiHu | Tny - 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneyudikauiii Ta/abo fonyCTUMNX MEX FTOTOBOIO
nikapcbKoro 3acoby (iHwi 3miHW). CynyTHS 3MiHa-
3MiHu 3 sKocCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y metogax
BMNpPOByBaHHA rOTOBOTO MiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BUNPO6YBaHHs). MNprBeaeHHA cneuudikadii Ta
mMeTogis koHTponto N3 ACNAPKAM, Tabnetkun fo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

BMMOr MoHorpadii dY 2.6 «5.1.4. MikpobionoriyHa
4yucToTa HecTepusbHKX hapmaLeBTUUHNX
npenaparis i cybcTaHuin 4nsa hapmaueBTUYHOro
3acTocyBaHHs» 3a Nn. «MikpobionoriyHa uncToTa», a
came — BUIyYeHHs DOPMY/THOBaHHA «He BinbLue».
3aTtBepaxeHo Cneuudikauis MikpobionoriuHa
yncToTa 3arasibHe YMC/I0 aepobHUX MIKPOOpraHi3mis
(TAMC) He 6inblie 10°KYOB 1T
3aranbHe Yncno APHKIKOBYX i NIICHEBUX rpnbiB
(TYMC) He 6inblue 102 KYO B 1 T BiacyTHicTb
Escherichiacolis 11
MeToawn KoHTponto 8. MikpobionoriyHa umicToTa.
Bunpo6yBaHHsa NpoBOASATH Bif4NOBIAHO 4O BUMOT
Aoy, 2.6.12,2.6.13,5.1.4
3arasibHe yncno aepobHux mikpoopraHismis (TAMC)
He 6inble 10° KYO B 1 1 3arasibHe u1cio
OpbkaKoBKX i nnicHeBux rpubis (TYMC) He 6inbLue
10% KYO B 1 1 BigcyTHicTb Escherichia coliB 1 1
3anponoHoBaHo Cnevudikauisa MikpobionoriyHa
yucToTa 3arasibHe Y1c/io aepobHNX MiKpoopraHismis
(TAMC): 10° KYO B 1 1 3arajibHe YiCo SPiKAKOBUX
i nnicHeBux rpu6ie (TYMC): 102KYOB 11
BigcyTHicTb Escherichia coli B 1 r MeToau KOHTPO/O
8. Mikpobionoriyna uictoTta. BunpobysaHHs
npoBOAATb BiAMoBigHO Ao BuMor AdY, 2.6.12,
2.6.13,5.1.4

ACMNMAPKAM
APTEPIYM

PO34MH ANS iH'EKUi,
no 5 mn B amnyni;
no 5 amnyny
6nictepi; no 2
6nicTepy y nauuj; no
10 mn B amnyni; no
5 amnyn y 6nictepi;
no 2 6nictepu y
nauui

NAT
"Tanuudhap
"

Ykpaina

MAT "Tanuacpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHK Y NpoLeci BUpO6HMLTBA
roTOBOro MikapCbKoro 3acoby, BKIUaun
MPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCA NPU
BMPOGHMLTBI rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6bHULTBA) -
BUTYYEHHA [OAaTKOBUX iN-process KOHTPOAIB 3a
NoKa3HUKOM «bakTepiasibHi eHAO0TOKCUHW» Ha cTagil
«MPUTroTYBaHHSA PO3UMHY» Ta 3a NOKasHMKamu
«NPO30PICTb», «KO/bOPOBICTLY», «pH», «MeXaHiyHi
BK/IIOUEHHSI» Ha cTagil «hibTpayis po3unHy».

3a
peyernmom

UA/1309/01/01

45,

ACMNIKAM

Tabnetkv no 7,5 mr
no 10 Tabnetok y
6nictepi; no 1 a6o 2,
abo 3 6nictepn y
KapTOHHilA Kopoo6Li

Biochapm
nig

MonbLa

BIO®APM NTA

Monba

BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANA Me4MYHOro 3aCTOCyBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiliinii nepiog, abo sk pesynbTar
OLiHKM 3BiTY 3 AOCAiMKEeHb, NPOBEAEHMX BignoBigHO

3a
peyenmom

He
nionsicae

UA/3719/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
OpraHom) - 3MiHU BHECEHO [0 IHCTPYKUii Ans

MeAMYHOro 3acTOCyBaHHA /TiKapCbKoro 3acoby y
po3ainu: "OcobnmBoCTi 3acTocyBaHHS", "TMOGIYHI
peakuii" BiAnoBigHO A0 OHOBNEHOI iHthopMaLi 3
6e3neku Ajtloyoi pevoBnHN. BBeAeHHS 3MiH NpOTArom
6-TN MicALIB Nicna 3aTBEPKEHHS. 3MiHM | Tvny -
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta
IHCTPYKLi 419 MeAUYHOro 3acToCyBaHHS Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNiMpKeHb, NPOBeAEHMX BiANOBIAHO

[0 nnaHy negiatpuynnx gocnigxernb (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLUIi Ans

MEeAMYHOrO 3aCTOCYBaHHS MiKapCbKoro 3acoby y

po3gain "3actocyBaHHs y nepiog, BariTHOCTi abo

roflyBaHHs rpyaaro” BignoBigHO 40 OHOB/IEHOT
iHchopmawii 3 6e3nekun gjroyoi pevyoBuHN. BeeaeHHSA
3MiH NPOTAroM 6-TW MICALB Nic/1A 3aTBEPAKEHHS.

46.

ACIMIKAM

Tabnetkv no 15 mr
no 10 TabneTok y
6nicTepi; no 1 a6o 2,
abo 3 6nictepn y
KapTOHHI/ KopoobLi

Biochapm
nig,

Monbwa

BIO®APM NTA

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 419 MeAUYHOro 3acTocyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxernb (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
OpraHom) - 3MiH1 BHECEHO [0 iHCTPYKUiT AN
MEeAMYHOrO 3aCTOCYBaHHS MikapCbKoro 3acoby y
po3gainu: "OcobmBocTi 3acTocyBaHHs", "IM0BIYHI
peakuii” BignoBigHO A0 OHOB/EHOT iHhopmaLi 3
6e3nekun Ajtloyoi pevoBnHN. BBeAEHHS 3MiH NPOTArom
6-Tn MicALiB nicna 3aTBepAKeHHA. 3MiHW | Tvny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
NikapCbKoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLIT ANA MeAMYHOro 3aCToCyBaHHA Ha nigcTasi
perysisipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn

3a
peyenmom

He
nionseae

UA/3719/01/02
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nocsioYeHHs

nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiinii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBILHO
00 nnaHy negiatpuyHux gocnimpxkersb (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA /TiKapCbKoro 3acoby y
po3ain "3acTtocyBaHHA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” BignoBigHO [0 OHOBEHOT
iHdbopmawii 3 6e3neku Ajtoyoi pevyoBuHU. BBegeHHs
3MiH NPOTArOM 6-TW MiCALB NiCNs 3aTBEPMAKEHHS.

47.

ATOKOP

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, Mo 10
Mr no 10 TabneTok y
6nictepi; no 1 a6o 3
6nictepn y Kopobui

[-p Pepapi'c
Nab6opaTtopi
c g

IHAjA

A-p Peppicc
Nab6opaTopic /T4,
(BupobHunua
AinbHuUA - VI)

IHAjA

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLIT ANA MegMYHOro 3aCTocyBaHHA Ha nigcTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpavilinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCNiMKeHb, NPOBeAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHmx gocnigpxkernb (PIP) (3MmiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) -
3MiHM BHECEHI [0 IHCTPYKLIi AN MegnyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ginm
"Ocob6nmBoCTi 3acTocyBaHHSA", "MMo6iuHi peakuii”
BiANOBIAHO 4O OHOBNEHOI iHChopMaLi 3 6e3nekn
Ait040T peyoBVHN. BBEAEHHS 3MiH NPOTArom 6-Tu
MicsLIB MiCNA 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/1377/01/01

ATOKOP

TabneTku, BKPUTI
N1iBKOBOIO
060n0Hkoto, no 20
Mr o 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepn y kopobui

O-p Peppi'c
Nab6opaTtopi
c it

IHais

[-p Peppi'c
Nab6opaTopic /Tg,
(BupobHuua
AinbHuus - VI)

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHN
| TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi AN151 MeAMYHOro 3aCTOCyBaHHS Ha nigcTasi
perynspHO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifMNOBIAHO
00 nnaHy negiatpnyHmx gocnigxkerb (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YMOBHOBaXKEHUM
opraHom) -
3MiHM BHECEHI [0 iIHCTPYKLii A1 MeguyHoro
3acToCcyBaHHS NiKapcbKoro 3acoby y po3ainm
"Ocob6nmBocTi 3acTocyBaHHA", "MobiuHi peakuii”
BiNOBIAHO 4O OHOBMEHOI iHChopMaLlii 3 6e3nekn

3a
peuyenmom

He
niossiecae

UA/1377/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Ailo40i peyoBVHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB Nicnsa 3aTBepAKEHHS.
49. | ATOPBACTA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/15437/01/01
TUH- o060n0oHkoto, no 10 "®GapmaueBT "PapmMaueBTNYHa | TMny - 3miHn 3 AkocTi. CepTudpikart peyenmom
OAPHULUA mr; no 10 TabneTok n4yHa hipma ipma "JapHuus” BignosigHocTi/lE-cepTudpikat BignosigHoCTi
Y KOHTYpHili "fapHnus” €sponelicbkin hapmakonei/moHorpadii. 3miHu,
YapyHKOBIl noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
ynakosLi; no 3 BigNoBigHICTL A0 MOHorpadii A4PY a6o
KOHTYPHI YapyHKOBI €Bponeiicbkoi dhapmakonei, abo iHWOoi HauioHaIbHOI
ynakoBKW y nauyli; no thapmakonei gepxasu €C (iHLWi 3MiHK) 3MiHW Ha
14 TabneTok y [OMOMiXHY PEYOBUHY MarHito cteapat, a came
KOHTYPHIi npuseaeHHs posginis 3.2.P.4.1 1a 3.2.P.4.2 o
YapyHKOBIl BMMOT Aito4oi pefakuii MmoHorpadii €E® "Magnesium
ynakosLi; no 2 Stearate". Y 3B'A3Ky 3 UM 404aHO NOKA3HNKM
KOHTYPHI YapyHKOBI "KncnoTHicTb abo nyxHictb", "Kagmiin", "CeuHeLb",
ynakoBKW y navuj "Hikenb". MNMoka3HUK "PO34MHHICTL" nepeHeceHo 40
po34iny Npo 3arasibHi BNACTUBOCTI, OCKI/IbKX BiH Ma€e
pekomeHAauiiHWI XxapakTep BiANOBIAHO [0 BUMOT
AdY 1.4 "MoHorpadii” i ctarTi Ph. Eur., 1.5. Takox
[0 BUMOr MoHorpadii € "Magnesium Stearate”
6ynu npusegeHi nokasHuku: "Onuc",
"laeHTudpikayia”, "Cynbgartn”, "MikpobionoriuHa
yucToTa" 1a "KinbKicHe BU3Ha4YeHHs"
50. | ATOPBACTA | TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/15437/01/02
TUH- 060n0Hkoto, no 20 "®apmauesT "®apmaueBTnyHa | TMny - 3miHn 3 AkocTi. CepTudpikart peyenmom
OAPHUUA Mr; no 10 TabneTok n4yHa thipma ipma "AapHuua" signosigHocTi/lE-cepTudikar BignosigHoCTi
Y KOHTYPHIiA "NapHuus” €Bponeiicbkili thapmakonei/moHorpadii. 3miHu,
YapyHKOBIl noB's3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
ynakosLi; no 3 BignoBigHICTL A0 MoHorpadii 4PY a6o
KOHTYPHI YapyHKOBI €BponeiicbKoi hapmakonei, abo iHLWOoi HauioHaIbHOT
ynakoBKK y nauyli; no thapmakonei gepxasu €C (iHLWi 3MiHK) 3MiHW Ha
14 TabneToK y [0MNOMDKHY PeYOBUHY MarHito cteapart, a came
KOHTYPHilA npvBegeHHs po3sginie 3.2.P.4.1 Ta 3.2.P.4.2 go
YapyHKOBIl BMMOT Aito40i pefakuii MmoHorpacii €E® "Magnesium
ynakosLi; no 2 Stearate”. Y 3B'A3Ky 3 LM [0[aHO NOKa3HNKK
KOHTYPHI YapyHKOBI "KncnoTHicTb abo nyxHicTb", "Kagmin“, "CeunHeub",
ynakoBKW y naywi "Hikenb". MNoka3HUK "PO34MHHICTL" nepeHeceHo 10
po34iny Npo 3arasibHi BAACTUBOCTI, OCKI/IbKX BiH Ma€e
peKkoMeHAauUiHMIA XxapakTep BignoBigHO 40 BUMOT
OdY 1.4 "MoHorpadii” i ctatti Ph. Eur., 1.5. Takox
A0 Bumor MoHorpacii €® "Magnesium Stearate"
6y NpuBeAEHi NoKasHuKKM: "Onunc”,
"laeHTudpikayia”, "Cynbgartn”, "MikpobionoriuHa
yucToTa" 1a "KinbKicHe BU3Ha4YeHHs"
51. | AUMKNOBIP Kpem ans Benyno, XopBaTis Benyno, nikn Ta Xopsartis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/14085/01/01
BENYNoO 30BHILUHLOTO nikn Ta KOoCMeTuKa, A.4. | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenma
3acTocyBaHHA 5%, KOCMeTHKa, thapmakoHarnagy. BeegeHHs abo 3miHu o
no2rabono5r, a.a. y3araJibHeHNX JaHNX Mpo CUCTeMy dapmakoHarnsgy
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

abo no 10 r y Ty6i;
no 1 1y6i B
KapTOHHIM nayu,i

(BBEAEHHSA y3arasIbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3miHa ynoBHOBaXXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dhapmakoHarnagy;

KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHvKa Ans
3AiicHEHHs1 chapmakoHarnsay B YkpaiHi, K0 BOHA
BiAMIHHA BiJ YNOBHOB&XeHOi 0C06M, BiANOBIAA/IbHOI
3a 3pjficHeHHs hapmakoHarnaay (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOT 0COOM 3asBHUKA,
BiANoBiAa/IbHOT 3a (hapmakoHarnsag. 3MiHa
MiCLie3HaxXoMKeHHs macTep-haiina cuctemm
thapmakoHarnsgy. 3miHa Micus 34iCHEeHHS
OCHOBHOI flifsNIbHOCTI 3 dhapmakoHarnsay

52.

BENAKHE®
fiNo)

renb, 1 mr/r + 25
mr/r, no 30 ry Ty6i
Ta KapTOHHIl nauuy;
no 30 r y cpnakoHi 3
6e3noBiTpsHOI
nomnoto Ta
KapTOHHIM nayu,i

Benyno,
kK Ta
KOCMETUKA,
A.A.

Xopsaris

Benyno, nikn Ta
KocmeTuka, 4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHVX AaHUX NPo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnagy;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3assHvKa Ans
3piicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapMakoHarnaay (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXKEHOT 0COOM 3asBHUKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLe3HaxoMKeHHss macTep-haiina cuctemu
hapmakoHarnsgy. 3miHa Micus 34iCHEeHHS
OCHOBHOI AisANIbHOCTI 3 hapmakoHarnsay.

3a
peyernmom

UA/20204/01/01

53.

BENOIEHT

Kpem no 15 r a6o 30
r B Ty6i; no 1 Ty6i B
KapTOHHIA navui

Benyno,
Nikn Ta
KOCMeTHKa,

a.o.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A.4.

Xopgaris

BHECEHHS 3MiH 40 PeeCTpaLiiHNX MmaTepiasiB: 3MiHW
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsigy. BeefeHHsa abo 3miHn fo
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHWX NPO cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
Bi4MNOBiAa/IbHOI 3a 34iACHEHHST chapMakoHarnsay;
KOHTaKTHOI 0Co6U 3 hapMakoHarnsay 3asiBHMKa 415
3ailicHeHHA thapMakoHarnsgy B YkpaiHi, SKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6W, BifgnoBigaibHOI
3a 3pjlicHeHHs hapMakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHW y pO3MiLLieHHI MacTep-
thaiina cuctemm hapmakoHarnsgy)o 3miHa
KOHTaKTHUX [aHMX YyNOBHOBaXXEHOT 0C06M 3asiBHIKA,
BiAnoBifganbHOI 3a thapmakoHarnsag,. 3miHa
MiCcLLe3HaxX0MKEHHSI MacTep-haiina cuctemm

3a
peyenmom

UA/10920/01/01
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thapmakoHarnsgy. 3miHa Micus 34iCHEeHHS
OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsay.

54.

BE/NOAEPM

Kpem ans
30BHILUHLOTO
3acrtocyBsaHHs, 0,05
%; no 15ra6o 30r
y Ty6i; no 1 Ty6i B
KapTOHHIA KopooLi

Benyno,
kK Ta
KOCMETUKA,
A.A.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTepianis: 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3ara/IbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3assHvKa Ans
3piicHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnaay (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXKEHOT 0COOM 3asBHUKA,
BiANOBIAa/IbHOT 3a (hapmakoHarnsag. 3MiHa
MicL,e3HaxoMKeHHss macTep-haiina cuctemu
hapmakoHarnsgy. 3miHa Micus 34iCHEeHHS
OCHOBHOI AisANIbHOCTI 3 hapmakoHarnsay.

3a
peyernmom

UA/9695/01/01

55.

BE/NOAEPM

cnpelii 0,05 %, no 20
mn abo 50 mny
donakoHi, no 1

onakoHy y
KapTOHHI navi

Benyno,
Nikn Ta
KOCMeTHKa,

a.o.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A.4.

Xopgaris

BHECEHHS 3MiH 40 PEeeCTpaLiiHNX MaTepiasliB: 3MiHW
| Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3ara/ibHeHUX JaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
Bi4MNOBiAa/IbHOI 3a 34iACHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
3ailicHeHHA thapMakoHarnsgy B YkpaiHi, SKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6W, BifgnoBigaibHOI
3a 3pjlficHeHHs hapMakoHarnsay (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
tharina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOT 0COOM 3asBHUKA,
BiAnosiganbHOI 3a thapmakoHarnsag,. 3miHa
MicLle3HaxoMKeHHS1 MacTep-haiina cuctemm
thapmakoHarnsgy. 3miHa Micus 3AiCHEeHHS
OCHOBHOI fiSi/TIbHOCTI 3 (hapmakoHarnagy.

3a
peyenmom

UA/9695/03/01

56.

BEM®OJ1A

PO34MH ANA iH ek
B nonepeaHLo
HanoBHEHI pyyLi no
150 MO (11
MKr)/0,25 mn; no
0,25 M1 po3unHy
ONS1 iH'EKUIN B
CKNSAHOMY
KapTpuaxi, 3
rYMOBO NPOG6KOK-

BAT
"T'efeoH
PixTep"
H-1103

YropuwmHa

360pKa pyukn gns
iH'EKL, BTOPUHHA
ynakoBka, [103Bi/1 Ha
BWMNYCK Cepil:
BAT "TeneoH
PixTep", YropwuHa;
BMPOGHMLTBO
Hepo3dacoBaHOl
NPOAyYKLii; NnepBUHHA
ynakoska

YropumHa/
Benvka
BpuTtaHis

BHECEHHS 3MiH [0 pPeecTpavLjiiiHiX MmaTepianiB: 3MiHN
| TMny - AgMiHiCTpaTVBHI 3MiHWU. BunyyeHHs
BMPOGHWYOI AiNbHUL (BKNHOYAKUN fiNbHAL ANS
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI 415 NPOBefEeHHS
nakyBaHHs, BUPOGHWKA, BigNoBifaIbHOrO 3a BUMYCK
cepili, Micue NpoBefeHHS KOHTPOSIIO cepii) abo
nocravasibHVKa BUXigHOro marepiasny, peareHty abo
[OMNOMDKHOT PEYOBUHM (AIKLLLO 3a3HAYEHO Y [JOCHE).
BunyyeHHs1 BUpo6HMYOI ginbHuui 13 Pecichapm

3a
peyenmom

UA/17528/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
MOPLUHEM | TyMOBUM (kapTpuaxi); MoH/Recipharm Monts (8 py e MoH6a3oH, MOH,
ONCKOM 3 KOHTPO/b SKOCTi 3a 37260, ®paHLis/18, rue de Montbazon, 37260
QTIOMIHIEBUM HacCTynHUMU Monts, France), sikuii Bignosigae 3a BUPOGHNLITBO
KOBMaYKoM, NOKa3HUKaMMU: Hepo3acoBaHoi NPOAYKLi, NEPBUHHY YNaKOBKY
BMIiLLLEHOMY Y pyuKy Bacterial (kapTpigKi), KOHTPO/Ib AKOCTI 3@ HACTYMHUMU
Ons BBefeHHs; no 1 endotoxins; Sterility; nokasHukamu: Bacterial endotoxins; Sterility; Visual
a6o 5, a6o 10 Visual Appearance; Appearance; Visible Particles; Sub-visible Particles y
nonepegHsL0 Visible Particles; 3B'A3KY 3 NPUNUHEHHAM il KOHTPaKTy. HAK HacNigok,
HarnoBHEHMX PYYOK 3 Sub-visible Particles: BW/TyYeEHHs 3aTBepmpkeHnx MKA 13 ana BMpo6Huka
0HOPa30BUMU Cini Pecichapm MoH. ®paHuis. MKA ans iHwmux
ronkamu (BignoBigHO dapmacbloTikanc BUpo6HUKiB (BAT «I"'egeoH Pixtep», lebpeLeH,
1 a6o 5 a6o 10) i Nimitea, Benuka YropuwwHa Ta Cilli ®apmacbioTukanc Jlimiteg,
cepBeTKkamy, BpuTatis; Benuka BpuTaHisl) 3anvwatTbCs 4isatu.
NMPOCOYEHUMM BMPOBGHMLTBO
cnupTom Hepo3dgacoBaHOl
(BignosigHo 1 a6o 5 NpoAyKLii, NepBUHHA
a60 10) B KapTOHHiii ynakoBka
Kopoobui (kapTpuaxi);
KOHTPO/1b SIKOCTI 3a
BCiMa NokasHukamu
cneumdikawlii, oKpim
Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocrTi)):
BAT "T'efieoH
PixTep", YropwuHa
57. | BEM®O/NA pO34nH ANA iH ek BAT YroplmHa 360pka pyykv gns YropmHa/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHN 3a UA/17528/01/03
B nornepegHb0 "T'epeoH iH'EKL, BTOPUHHA Benvka I Tuny - AgMiHiCTpaTVBHI 3MiHW. BunyyeHHsA peyenmom
HamnoBHEeHiIN pyyLi no PixTep", ynakoBka, [03BiN Ha BpuTaHis BUPOBHMYOT AiNbHULI (BKNOYAOUN AiNbHULI ANS
225 MO (16,5 YropwmHa BWMNYCK Cepil: A®I, npomiXHOro NPoAyKTy abo rotoBoro
MKr)/0,375 m; no BAT "TeneoH nikapcbKoro 3acoby, AibHUL AN NPOBEAEHHS
0,375 MmN po3UnHY PixTep", YropwuHa; nakyBaHHs1, BUPOGHWMKA, BifNOBifaIbHOrO 3a BUMYCK
ONs1 iH'eKUin B BUPOBHMLTBO cepiii, Micue NPoBeAEHHS1 KOHTPOIO cepii) abo
CKISAHOMY Hepo3dacoBaHoi noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy abo
KapTpuoxi, 3 NPOAYKLUIT; NepBUHHA [ONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOChE).
rymoBOI0 Npo6Koto- ynaxkoBka BunyueHHs BUpo6HMYoi ainbHuLi MN3 Pecidhapm
NOpLUHEM i 'YMOBUM (kapTpuoxi); MoH/Recipharm Monts (8 py fe MoH6a30H, MOH,
ONCKOM 3 KOHTPOb AKOCTi 3a 37260, ®paHLis/18, rue de Montbazon, 37260
QTIOMIHIEBUM HacTynHUMU Monts, France), sikuii Bignosigae 3a BUPOGHULITBO
KOBMaYKoM, MOKa3HUKaMMU: Hepo3acoBaHoi NPOAYKLi, NEPBUHHY YNaKOBKY
BMIiLLLEHOMY Y pyuKy Bacterial (kapTpigKi), KOHTPO/Ib AKOCTI 3@ HACTYMHUMU
Ons BBeAeHHs; no 1 endotoxins; Sterility; nokasHukamu: Bacterial endotoxins; Sterility; Visual
a6o 5, a6o 10 Visual Appearance; Appearance; Visible Particles; Sub-visible Particles y

nonepefHsLo

Visible Particles;

3B'A3KY 3 NPUNWHEHHSAM Ail KOHTPaKTy. K Hacnifok,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
HarnoBHEHNX PYYOK 3 Sub-visible Particles: BUyYEHHS 3aTBEpMkeHnX MKA /13 ansa Bupo6Hrka
0 HOpPa30B/MU Ciri Pecichapm MoH. ®paHuia. MKA ans iHwmnx
ronkamu (BignoBigHO dapmacboTikanc BNpo6HukiB (BAT «I'egeoH PixTep», lebpeLeH,
1a6o 5 a6o 10) i Nimitea, Benuka YropuwwHa Ta Cilli ®apmacbsioTukanc Jlimites,
cepBeTkamu, BputaHis; Benvika BputaHisl) 3a/mwatoTbCs iaTu.
NPOCOYEHNMU BMPOGHMLTBO
cnupTom Hepo3dacoBaHoi
(BignosigHo 1 a6o 5 NpoAayKLUii, NepBnUHHa
a60 10) B KapTOHHIl ynakoBka
Kopobui (kapTpuaxi);
KOHTPO/b SIKOCTi 3a
BCiMa NoKasH1Kamm
cneuudikawii, oKpim
Biological activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepwunbHocTi)):
BAT "l'epeoH
PixTep", YropwuHa
58. | BEM®O/A pO34MH ANA iH ekt BAT YropwmHa 360pKa py4kv gns YropwmHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHN 3a UA/17528/01/04
B nonepeaHsL0 "T'epeoH iH'EKLi 1, BTOPUMHHA Benvka | TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs peyenmom
HarnoBHEeHiIN pyyLji no PixTep" ynakoBka, [j03Bif1 Ha BpuTtaHis BMPOGHWYOI AinbHUL (BKNHOYAKUN LiNbHNL ANS

300 MO (22 wmkr)/0,5
mn; no 0,5 mn
PO34nHy A5 iH'EKUil
B CK/ISSHOMY
KapTpuoxi, 3
ryMOBOO NPOGKOLO-
MOPLUHEM i TYMOBUM
[NCKOM 3
alOMiHIEBUM
KOBMaYKoM,
BMIiLLEEHOMY Y YUKy
0151 BBEEHHS; no 1
abo 5, abo 10
nonepeaHLo
HarnoBHEHWNX PYYOK 3
0fiHOPa30BMNMU
ronkamu (BignoBigHO
1 a6o 5 a6o 10) i
cepseTKamu,
NPOCOYEHUMM
cnupTom
(BignosigHo 1 abo 5
a60 10) B KApPTOHHiii

BUNYCK cepil:
BAT "TepeoH
PixTep", YropwuHa;
BMPOGHMLTBO
Hepo3dacoBaHOl
NPOAYKLii; NepBUHHA
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTi 3a
HacTyMHUMM
noKasH1Kamu:
Bacterial
endotoxins; Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
Cini
dapmacbioTikanc
Nimiten, Benuka
BputaHis;
BMPOGHMLTBO
Hepo3dhacoBaHOl
npoAayKLUii, NepB1UHHa

A®I, npomiXHOro NPoAyKTy abo roToBoro
niKkapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOGHWKa, BigNoBifasIbHOro 3a BUMYCK
cepild, Mmicue NpoBefeHHSI KOHTPOSO cepii) abo
nocTavasibHuKa BUXigHOro marepiany, peareHty abo
[OMNOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y AOCHE).
BunyueHHst BUpo6HUYOI ainbHuLi N3 Pecidhapm
MoH/Recipharm Monts (8 py ae MoH6a30H, MOH,
37260, ®paHuis/18, rue de Montbazon, 37260
Monts, France), sikuii BignoBigae 3a BUPOOHNLTBO
Hepo3ghacoBaHOT NPOAYKLi, NEPBUHHY YNaKOBKY
(kapTpigXi), KOHTPONb SKOCTI 38 HACTYNHUMY
nokasHvkamu: Bacterial endotoxins; Sterility; Visual
Appearance; Visible Particles; Sub-visible Particles y
3B'AA3KY 3 NPUMUHEHHAM fji KOHTPaKTy. FK Hacnigok,
BUYyYEHHS 3aTBEpMKeHX MKA /13 ansa Bupo6Hrka
Pecichapm MoH. ®paHuis. MKA ans iHwmnx
BMPOGHWKIB (BAT «'egeoH PixTep», [lebpeLeH,
YropwuHa Ta Cilli ®apmacbeloTvikasc flimites,
Benvika BputaHisl) 3anmwatoTbCs AiaTu.




114

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Kopobui yrnakoBka
(kapTpuaxi);
KOHTPO/b AKOCTi 3a
BCiMa NokasHukamu
cneuudikawii, okpim
Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepwunbHocTi)):
BAT "TepeoH
PixTep", YropwuHa
59. | BEM®O/NA PO34UH ANS iH ekt BAT YropwmHa 360pKa pyyku ans YropumHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU 3a UA/17528/01/05
B norepegHL0 "l'epeoH iH'EKLi, BTOPUHHA Benvka | Tuny - AOMiHICTpaTMBHI 3MiHW. BunyyeHHs peyenmom
HarnoBHeHiIN pyyLli no PixTep" ynakoBka, [03Bif1 Ha BpuTaHis BMPOGHWYOT AiNbHNL (BKIKOYAKYN iNbHAL ANS

450 MO (33
Mkr)/0,75 mn; no
0,75 M pO34nHY
Ans iH'ekuili B
CKSiHOMY
KapTpuaxi, 3
ryMOBOI NPOGKOo-
MOPLUHEM | TyMOBUM
[NCKOM 3
aOMIHIEBUM
KOBMAaYKoM,
BMILLEEHOMY Y YUKy
Ans BBeeHHs; no 1
abo 5, abo 10
nonepeaHL0
HanoBHEHWX PYYOK 3
0HOPa30BUMY
rosfikamu (BignoBigHO
1a6o 5 a6o 10) i
cepseTkamu,
NPOCOYEHUMM
CnmpTom
(signosigHo 1 a6o 5
a6o 10) B KapTOHHii
Kopobui

BUNYCK cepil:
BAT "T'efieoH
PixTep", YropwuHa;
BUPOGHMLTBO
Hepo3dgacoBaHOl
NPOAYKLUIT; NepBNUHHA
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTI 3a
HacTynHUMK
noKasH1Kamu:
Bacterial
endotoxins; Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles:
Cini
PapmacbioTikasic
NimiTen, Benvka
BpuTaHis;
BMPOGHMLTBO
Hepo3dacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTi 3a
BCiMa nokasH1Kamm
cneuudikawii, okpim
Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta

A®I, NpomiXHOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHNL AN NPoBeeHHS
nakyBaHHs, BUPOGHMKa, BiAMOBIAaIbHOMO 3a BUNYCK
cepili, MicLie NpoBeAEHHSI KOHTPOSKO cepii) abo
nocTavasibHuKa BUXigHOro martepiasny, peareHty abo
[ONOMDKHOT PeYOBUHU (SIKLLLO 3a3HAYEHO Y [OCHE).
BunyuyeHHss BUpo6HMYOT ainbHuui MNN3 Pecichapm
Mon/Recipharm Monts (8 py ae MoH6a30H, MOH,
37260, ®paHuis/l8, rue de Montbazon, 37260
Monts, France), sikuii BignoBsifae 3a BUPOGHULTBO
Hepo3acoBaHOl MPOAYKLi, NEPBUHHY YNakoBKYy
(kapTpigKi), KOHTPO/Ib AKOCTI 3@ HACTYMHUMU
nokasHvkamu: Bacterial endotoxins; Sterility; Visual
Appearance; Visible Particles; Sub-visible Particles y
3B'A3KY 3 NPUMNUHEHHAM il KOHTPaKTy. K HacNigok,
BUYYeHHs 3aTBepmpkeHnx MKA 13 ana Bupo6Huka
Pecidhapm MoH. ®paHuis. MKA ans iHwmux
BMPOGHMKIB (BAT «l'egeoH PixTep», [lebpeLeH,
YropwuHa Ta Cili ®apmacbeloTukanc fivites,
Benuka BpuTaHis) 3anuwatTbes 4iatu.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Sterility
(CtepunbHocTi)):
BAT "T'efieoH
PixTep", YropwuHa
60. | BEM®O/NA PO34nH ANA iH ek BAT YroplmHa 360pKa pyyku gns YropmHa/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHN 3a UA/17528/01/01
B nornepegHb0 "T'epeoH iH'EKL, BTOPUHHA Benvka I Tuny - AgMiHiCTpaTBHI 3MiHW. BunyyeHHsA peyenmom
HamnoBHEeHiIN pyyLi no PixTep" ynakoBka, [03BiN Ha BpuTaHis BUPOBHMYOT AiNbHULI (BKNOYAOUN AiNbHULI ANS
75 MO (5,5 BWMNYCK Cepil: A®I, npomixHOro NPoAyKTy abo rotoBoro
MKr)/0,125 mn; no BAT "TeaeoH nikapcbKoro 3acoby, AibHUL AN NPOBEeAEHHS
0,125 MmN po3yunHy PixTep", YropwuHa; nakyBaHHs1, BUPOGHWMKa, BifNOBifaIbHOrO 3a BUMYCK
ONs1 iH'eKUin B BUPOBHMLTBO cepiii, Micue NPoBeAEHHS1 KOHTPOIO cepii) abo
CKISAHOMY Hepo3dacoBaHoi noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy abo
KapTpuoxi, 3 NPOAYKLUIT; NepBUHHA [0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE).
rymoBOI0 Npo6Koto- ynaxkoBka BunyueHHs BUpo6bHMYoi ainbHuLi N3 Pecidapm
NOpLUHEM i 'YMOBUM (kapTpuoxi); MoH/Recipharm Monts (8 py e MoH6a30H, MOH,
ONCKOM 3 KOHTPOb AKOCTi 3a 37260, ®paHLisn/l8, rue de Montbazon, 37260
TIOMIHIEBUM HaCTynHUMU Monts, France), sikuii Bignosigae 3a BUPOGHULITBO
KOBMaYKoM, MOKa3HUKaMMU: Hepo3acoBaHoi NPOAYKLi, NEPBUHHY YNaKOBKY
BMIiLLLEHOMY Y pyuKy Bacterial (kapTpigKi), KOHTPO/Ib AKOCTI 3@ HACTYMHUMU
Ons BBefeHHs; no 1 endotoxins; Sterility; nokasHukamu: Bacterial endotoxins; Sterility; Visual
a6o 5, a6o 10 Visual Appearance; Appearance; Visible Particles; Sub-visible Particles y
nonepegHsL0 Visible Particles; 3B'A3KY 3 NPUMNUHEHHAM il KOHTPaKTy. HAK HacNigok,
HarnoBHEHUX PYYOK 3 Sub-visible Particles: BW/TyYeHHSs 3aTBepmpkeHnx MKHA 13 ana BMpo6Huka
0 HOpPa30B/MU Ciri Pecichapm MoH. ®paHuia. MKA ansa iHwmnx
ronkamu (BignoBifHO dapmacboTikanc BUpo6HuKiB (BAT «I"'eneoH Pixtep», lebpeLeH,
1 a6o 5 a6o 10) i Nimitea, Benuka YropuwwHa Ta Cilli ®apmacbioTukanc Jlimiteg,
cepBeTkamu, BputaHis; Benvika bputaHis) 3a/mwatotbCs iaTu.
NPOCOYEHUMM BMPOBHNLTBO
cnupTom Hepo3dgacoBaHOl
(BignosigHo 1 a6o 5 NpoAYyKLUii, NepBNUHHA
a60 10) B KapTOHHiit ynakoBka
Kopobui (kapTpuaxi);
KOHTPO/1b SIKOCTI 3a
BCiMa NokasHukamu
cneuudikawlii, oKpim
Biological activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "T'efieoH
PixTep", YropwuHa
61. | BEMAHTEH® | cnpeii HawkKipHWiA, Baiiep LBeliyapi | JlixteHxenbaT TM6X HimeuunHa BHECEHHS 3MiH 40 PeeCTpaLiiHNX MaTepiasliB: 3MiHW 6e3 UA/7805/02/01
nacC po34uH; no 30 My KoHcblomep A dapmauoiiTiwe | TMny - 3MiHK 3 siKkocTi. CepTuduikat peyenma
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
chnakoHi 3 Kep Al Pabpik BignosigHocTi/l E-cepTudikat BignosigHOCTI
po3npuckyBayem Ta €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
Na1acTUKOBOKO HOBOro abo OHOBMIEHOrO cepTudikaTa BifnoBigHOCTI
Kpuweukoto; no 1 abo BunyyeHHs cepTudpikaTta BiANOBIAHOCTI
donakoHy B €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
KapTOHHI KopoobLi marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikaTt Bi4noBIigHOCTI
€Bponeiicbkil hapmakonei) - OHOBMEHW
cepTudikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHMKA.
MogaHHs OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€poneiicbkin thapmakonei Ne R1-CEP 1997-113 -
Rev 03 (3aTBepmkeHo: R1-CEP 1997-113 - Rev 02)
onsa A®l nekcnaHTeHony Bif, BXe 3aTBepAkeHoro
BMpo6bHMKa DSM Nutritional Products (UK) Ltd.
62. | BEPNINPUN® | TabneTtku no 10 mr BEP/IH- HimeuuunH MakyBaHHSA: HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/7553/01/01
10 no 10 TabneTtok y XEMI Al a MeHapiHi-®oH | TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
6nicTepi; no 3 XeligeH TM6X, thapmakoHarnagy. BHeceHHs abo 3miHa(u) o
6nictepu y HimeuuunHa; 3060B'A3aHb Ta YMOB Buavi peecTtpaiiHoro
KapTOHHIA KopooLi BEPNIH-XEMI AT, nocBigYeHHs, BKAYatoum MaaH ynpasniHHA
Himeuunna; Knoke py3nkamm (iHWi 3MiHKM) 3asBHUKOM HaJaHo
®epnakyHrc-Cepsic OHOBJ/IEHWIA N1aH ynpaBs/iHHA pusukamu Bepcis 2.0.
Mv6X, HimeuunHa,; 3MiHV BHECEHO A0 YacTuH: | «3arasibHa
Bupo6HuyTBO "in iHchbopmauisy», Il «Cneundikauis 3 6esnekm», |l
bulk" Ta KOHTpOb «[naH 3 dhapmakoHarnsagy», V «3axoam 3
cepiii: BEPJIIH- MiHiMi3auii pu3ukiB», VI «Pe3iome nnaHy ynpasniHHA
XEMI ATl', pusnkammn», «lofatkn» y 38’a3Ky 3 BULASIEHHAM
HimeuuunHa; Knoke BaXX/IMBUX iAeHTU(IKOBAHNX PU3MKIB, BEK/TUBUX
dapma-Cepsic NOTEHLIAHNX PU3NKIB, & TAKOX BUAAIEHHS
v6X, HimeuunHa,; BiACYTHbOI iHchopmauii. CTpykTypy MYPa 6yno
KoHTposib Ta BMnycK OHOBJIEHO BIAMNOBIAHO A0 pekoMeHaauili Guideline
cepiii: BEPJIIH- on good pharmacovigilance practices (GVP) Module
XEMI AT, V — Risk management systems (Rev 2)
HimeyunHa
63. | BEPNINPUN® | Tabnetkn no 5 mr no BEP/IH- HimeuyunH Bupo6HuKK, Wwo Himeuunna BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHW 3a UA/7553/01/03
5 10 TabneTok B XEMI Al a BMKOHYHOTb | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 3 BMPOGHMLTBO thapmakoHarnsay. BHeceHHs abo 3miHa(n) oo

6nictepu y
KapTOHHI KOpooLyi

npenapary in bulk
Ta KOHTPO/b cepil:
BEP/IIH-XEMI AT,
HimeuuunHa;
MeHapiHi-®oH
XeligeH MvbX,
HimeuumnHa; Knoke
dapma-Cepsic
M6X, HimeuunHa;
Bupo6HuKK, Wwo
BMKOHYIOTb KiHLeBE

3060B'A3aHb Ta YMOB BUfaui peecTpadliiHoro
nocBigYeHHs, BKoYalouy Mnax ynpasiiHHA
pu3nkamm (iHLi 3MiHK) 3aABHUKOM HaJaHo
OHOB/IEHUIA NNaH ynpas/iHHA pyu3nkamm Bepcis 2.0.
3MiHV BHECEHO A0 YacTuH: | «3arasibHa
iHchbopmauisx», Il «Cneundpikauis 3 6e3nekn», I
«MnaH 3 dhapmakoHarnagy», V «3axoau 3
MiHiMi3auii pu3ukiB», VI «Pe3tome nnaHy ynpasniHHSA
pu3vnkaMmny», «[lofaaTku» y 3B'A3KYy 3 BUAASIEHHAM
BaXK/IMBUX iAEHTUIKOBAHWX PU3NKIB, BEXK/TUBUX
NOTEHLiiIHNX PU3WKIB, & TaKOX BUAAIEHHS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nakyBaHHs: BiACYTHbOI iHhopmauii. CTpykTypy MYPa 6yno
BEPNIH-XEMI AT, OHOBJIEHO BIAMNOBIAHO A0 pekoMeHaauili Guideline
HimeuunHa; on good pharmacovigilance practices (GVP) Module
MeHapiHi-®oH V — Risk management systems (Rev 2)
XeligeH Mv6X,
HimeuunHa; Knoke
®epnakyHrc-Cepsic
M6X, HimeuuunHa,;
Bnpo6HuK, Lwo
BUKOHY€E BMMYCK Ta
KOHTPO/b cepil:
BEPNIH-XEMI AT,
HimeyynHa
64. | BETATFICTUH | Tabnetku no 16 mr AT Ykpaina AT "KNIBCbKWN Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/5273/01/02
-KB no 10 TabneTtok y "KNIBCbKW BITAMIHHUIA | TMRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom
6nicTepi; no 3 i 3ABOL" 3MiHM Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6HULTBA
6nictepy B nauui BITAMIHHW roTOBOro NikapcbKoro 3acoby, BKIYaun
1 3ABOA" MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOGHWLITBI rOTOBOrO /liKapCbKoro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPOGHMLTBA) 3MiHU
TEepMiHy NpUAATHOCTI A0 cneundikauiii Ha MPOMKHY
npoaykuito (rpaHynaT Ta Maca N5 TabneTyBaHHS)
Ta Hepo3chacoBaHy NPOAyKLit0. 3aTBEPAKEHO:
TepmiH npugaTHOCTI rpaHynaTy — 3 gobu. TepmiH
NpVUAATHOCTI Macy Ansa TabnetysaHHa — 3 4o6w.
TepMiH NpuaatHoCTI Hepo3dacoBaHOi NPOAYKLIT —
10 pi6. 3anponoHoBaHo: TepMiH NPUAATHOCTI
rpaHynATy — 5 gi6. TepMiH npuaatHocTi macu ans
TabnetyBaHHs — 10 ai6. TepmiH npugaTHOCTI
Hepo3chacosaHoi npoaykuii — 30 ai6
65. | BETATICTUH | Tabnetku no 24 wr; AT Ykpaina AT "KWIBCbKWUN Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/5273/01/03
-KB no 10 TabneTtok y "KUIBCbKW BITAMIHHUIA | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
6nictepi; no 3 i 3ABOL" 3MiHV Yy BUPOOHMUTBI. 3MiHM Yy NpoLieci BUPOGHNLTBA
6nicTepy B navi BITAMIHHU rOTOBOrO JliKapcbKoro 3acofby, BKIYaum
1 3ABOA" NPOMXHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPU
BMPOOBHMLTBI FOTOBOTO JliKapCbKOro 3acoby
(He3HauHa 3MiHa y npoueci BUPOOHNLTBA) 3MiHN
TepMiHy npuaaTHOCTI f0 cneuudikaLiii Ha NPOMIKHY
npoAayKuito (rpaHynsaT Ta Maca Ansi TabneTtyBaHHs)
Ta Hepo3chacoBaHy MPOAYKLi0. 3aTBEPAKEHO:
TepmiH npugaTHOCTI rpaHynaTy — 3 gobu. TepMiH
NPUAATHOCTI Macu A/1a TabneTyBaHHs — 3 fo6w.
TepMiH NpuaatHocTi Hepo3dacoBaHOi NPOAYKLIT —
10 pi6. 3anponoHoBaHo: TepMiH NPUAATHOCTI
rpaHynsATy — 5 gi6. TepmiH npugaTHOCTI Macu ans
TabnetyBaHHs — 10 fi6. TepMiH npuaaTHOCTI
Hepo3cacosaHoi npogykuii — 30 ai6
66. | BETAIICTUH | Tabnetku no 8 mr no AT YKpaiHa AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasiB: 3MiHK 3a UA/5273/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

-KB

10 TabneTtok y
6nictepi; no 3
6nicTepy B nayw,i

"KUIBCBKW
"
BITAMIHHU
1 3ABOA"

BITAMIHHNA
3ABOA"

| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHK Y npoLeci BUpo6HMLTBA
roTOBOro MikapCbKOro 3acoby, BKIYaun
MPOMIKHMI NPOAYKT, LLIO 3aCTOCOBYETHLCA NP
BUPOGHMLTBI rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MmiHa y npoueci BUpOOHNLTBA) 3MiHN
TepMiHy NMpPUAATHOCTI A0 cneundikalili Ha MPOMIXHY
npoAayKuito (rpaHynaT Ta Maca Ans TabnetyBaHHs)
Ta Hepo3dhacoBaHy NPOAYKLit0. 3aTBEPAKEHO:
TepmiH NnpugaTHOCTI rpaHynaTy — 3 gobu. TepmiH
npuaaTHoOCTIi Macu A TabnetyBaHHs — 3 fLo6u.
TepmiH NpugaTHOCTI Hepo3dhacoBaHOi NPOAYKL,ii —
10 pi6. 3anponoHoBaHo: TepMiH NPUAATHOCTI
rpaHynAty — 5 ai6. TepmiH npugaTHOCTI Macu Ans
TabnetyBaHHsa — 10 fi6. TepMiH npyagaTHoCTI
Hepo3sdhacoBaHoi npoaykuii — 30 ai6

peyermom

67.

BETATICTUH
-KB

Tabnetkv no 16 mr
no 10 TabneTok y
6nicTepi; no 3
6nictepy B nauui

AT
"KNIBCbKW
"
BITAMIHHW
1 3ABOA"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHMIA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
TexHiyHa nomunka (3rigHo Hakaly MO3 Big,
23.07.2015 Ne 460), BunpaBneHHsi TEXHIYHOT
NMOMWJ/IKA PEKOMEHA0BAHO [0 3aTBEPPKEHHS.
(HaBecTn onuc BUNpaBeHb) TEXHIYHY NOMUKY
BUMpPaB/IEHO B TEKCTi MapKyBaHHSA BTOPUHHOI
yNakoBKM NiKapcbKoro 3acoby
3aTtBeppxeHo: 16. IHOPOPMALIIA, AKA
HAHOCUTBLCSH WPUGTOM BPANNA
BETAICTUWH-KB MI". 3anponoHoBaHo: 16.
IHOPOPMALJIA, AKA HAHOCUTBLCA WPNPTOM
BPAN/IA BETAMCTUH-KB 16 Ml

3a
peyenmom

UA/5273/01/02

68.

BETATICTUH
-KB

Tabnetkv no 24 mr
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy B nayw,i

AT
"KUIBCBKW
"
BITAMIHHU
1 3ABOA"

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHUIA
3ABOA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
TexHiyHa nomusika (3rigHo Hakaly MO3 Big,
23.07.2015 Ne 460), BunpaBneHHsi TEXHIYHOT
NMOMW/IKA PEKOMEHA0BAHO [0 3aTBEPPKEHHS.
(HaBecTu onuc BUnNpaBsieHb) TeXHIYHY NOMUIIKY
BMMNpaB/IEHO B TEKCTi MapKyBaHHS BTOPUHHOI
ynakoBKM NikapcbKoro 3acoby
3arBepoxeHo: 16. IHOOPMALIA, AKA
HAHOCUTBLCSH LIPUOTOM BEPANNA
BETATICTWH-KB MI. 3anponoHosaHo: 16.
IHOOPMALJIA, AKA HAHOCUTbLCHA WPNPTOM
BPAVNS BETATCTUH-KB 24 Ml

3a
peuyenmom

UA/5273/01/03

69.

BETAMETA3
OH

Kpewm, 0,64 mr/r; no
15 ry Ty6i; no 1 Ty6i
y nauuj

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"KniBmegnpenapar”

Ykpaina

BHECEHHS 3MiH 10 peECTpaLiiiHUX MaTepianis: 3MiHM

| Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y

napameTpax cneuudikaii Ta/abo AONyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha AP, abo
BUXIAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo

BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuuTea AdI
(iHLLi 3MiHW)
BHECEHHS 3MiH A0 crneundikauii APl 6eTameTasoHy

3a
peyerimom

UA/4321/01/01
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n/n

JNliKapcbKo20
3acoby

(nikapcbka gpopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

70.

BETACAJIIK®

MAT

avinponioHaTy B1po6Huka “Curia Spain S.A.U.”
Icnania 3a NoKasHMKOM “3asINLLKOBI KifIbKOCTI
OopraHiyHMX po3UMHHUKIB". BBEAEHHS 3MiH NPOTATOM
9-T MicAUIB NicnsA 3aTBepAKEHHS. 3MiHu | TNy -
3MiHu 3 aKocTi. A®Il. KoHTposb A®L. 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BMXigHOro
matepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa ADI
(iHwWi 3miHM y MeTogax BuNpobyBaHHA (BKIOYaUn
3amiHy abo JonoBHeHHs1) AdD| abo
BUXIAHOro/NPOMIXHOTO NPOAYKTY) BHECEHHS 3MiH A0
METOAMKM KOHTpoNo AP| 6eTameTasoHy
AvnponioHat BMpo6Huka “Curia Spain S.A.U.”
Icnania 3a NOKasHWMKOM “3asINLLKOBI KifIbKOCTI
OpraHiyHUX PO3YMHHUKIB" 30KpemMa: 3miHa
npo6oniAroToBKM, yMOB XpoMaTorpadyBaHHs,
npuaaTHoCTi XpoMaTorpadgiyHoi cucTteMu, 3MiH1 B
po3paxyHKoBii chopmysi. BBeeHHS 3MiH NPOTArom
9-T1 MicsiLiB Nicns 3aTBEPAKEHHS

71.

Mas3b Mo 15 r y Ty6i;
no 1 Ty6i B nayui 3
KapTOHy

BEOTOKC®

NOPOLUOK A5t

"Kuismegnp
enapar”

E66BI

YKpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU

| Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y

napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,

BM3HaYeHux y crneyndikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(iHWi 3MiHW)

BHECEHHS 3MiH o cneuudikauii APl 6eTameTasoHy
AvnponioHat BMpo6HuKa “Curia Spain S.A.U.”
Icnania 3a NOKasHWUKOM “3asINLLKOBI KifIbKOCTI

OopraHiYHMX po3YMHHUKIB". BBEAEHHS 3MiH NPOTATrOM

9-Tn MicALiB nicna 3aTBepAXKeHHNA. 3MiHW | TNy -
3MiHu 3 aKocTi. A®Il. KoHTposb A®L. 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro

mMartepiany/npomiKHOro NPoAyKTy/peareHTy, Wwo

BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI

(iHwWi 3miHM y MeTogax BUNpobyBaHHA (BKIOYaUn

3aMiHy abo JonoBHeHHs) AdD| abo

BUXIAHOrOo/NPOMIKHOTO NPOAYKTY) BHECEHHS 3MiH A0

METOAMKM KOHTpONo AD| 6eTameTasoHy

AvnponioHat BMpo6HuKa “Curia Spain S.A.U.”

Icnania 3a NoKasHWUKOM “3asINLLKOBI KifIbKOCTI

OpraHiYHNX PO3YMHHKKIB", & came: 3MiHa
npo6oniAroToBKM PO34KHIB, yMOB
XpomatorpacdysaHHs, NpuaaTHoOCTI
XpomartorpagivHol cuctemu, 404AHO PO3PAXYHKOBY
hopmyny. BBefieHHS 3MiH NPOTArom 9-Tu MicALiB
nicns 3aTBepakeHHs

3a
peyenmom

UA/0558/01/01

IpnaHgis

AnnepraH

IpnaHgis

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHK

3a

He

UA/16656/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KOMMNEKC PO34MHYy A5 iH'EKUIl Nimiten dapmacbloTikans Il Tvny - 3miHn Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | nidnsizae
BOTY/NIHIYH no 100 oguHMLb- IpnaHgis thapmakoHarnagy. 3MiHn y TepaneBTUUYHUX
oro AnnepraHn; 1 nokasaHHsX (404aBaHHA HOBOrO TepaneBTUYHOIo
TOKCUHY h/1aKoH 3 MOPOLLUKOM nokasaHHs abo 3miHa y 3aTBEep)KEHOMY NOKa3aHHi)
TUMNY A (BI4 B KapTOHHI KopobLi 3MiHV BHECeHO A0 [HCTpYKUii Ana MeguyHoro
CLOSTRIDIU 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ginis
M MokasaHHS", K HAcNifoK, A0 PO34iniB
BOTULINUM) "apmakonoriyHi BnactusocTi", "OcobnmBi 3axoam
6e3nekn”, "Cnocib 3actocyBaHHA Ta go3un", "Mo6iyHi
peakuii”. BBeieHHS1 3MiH NPOTAroMm 6-T1 MicALUIiB
nicnsa 3aTBepkeHHs. 3MiHu Il Tuny - 3MiHW Woao0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHm
y TepaneBTUYHUX NOKa3aHHAX (f4oAaBaHHSA HOBOro
TepaneBTWYHOro NokasaHHA abo 3MiHa y
3aTBEPAKEHOMY MOKa3aHHi) 3MiHW BHECEHO [0
IHCTPYKUIT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3ainis MNokasaHHA", AK
Hacnifok, 4o po3ainis "®apmakosnoriyHi
BnactueocTi", "OcobnuBi 3axoaun 6e3nekn”, "Cnocio
3acTocyBaHHSA Ta fo3un”, "MobivHi peakuii”.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
3MiHu 1l TMNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta hapmakoHarnsagy. 3miHu y TepaneBTUYHNX
nokasaHHsAX (fofJaBaHHSA HOBOTO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBepKEeHOMY MoKa3aHHi)
3MiHU BHECEHO A0 IHCTPYKLIi 415 MegnyHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby Ao po3ginis
MokasaHHA", K HacNifok, Ao po3ainy "Cnocié
3acTocyBaHHsA Ta f03u". BBeAeHHS 3MiH NpOTArom 6-
TV MicSILiB NicNnsi 3aTBEPAKEHHS
72. | BOTOKC® NopoLUOK ANs E66Bi IpnaHgis AnnepraH IpnaHgais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK 3a He UA/16656/01/02
KOMMNJIEKC PO34nHy A5 iH'EKUil Nimiten dapmacbioTikans Il Tvny - 3miHK Wogo 6e3nekn/edekTMBHOCTI Ta peyenmom | nionsi2ae
BOTYNIHIYH no 200 oanHULb- IpnaHgis thapmakoHarnagy. 3MiHn y TepaneBTUYHUX
oro AnnepraHx; 1 nokasaHHsX (fofaBaHHA HOBOrO TepaneBTUYHOro
TOKCUHY h1aKkoH 3 NOPOLLKOM nokasaHHs abo 3miHa y 3aTBep)KEHOMY NOKa3aHHI)
TANY A (BI4 B KapTOHHIi kopo6ui 3MiHV BHeceHo A0 [HCTPpYKUii ANna MeguyHoro
CLOSTRIDIU 3acTOCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
M MokaszaHHs", sk Hacigok, A0 po3ainis
BOTULINUM) "®apmakonoriyHi BnactmsocTi”, "OcobuBi 3axoan

6e3nekn”, "Cnocib 3acTocyBaHHA Ta fo3un", "Mo6iyHi
peakuii”. BBeeHHs1 3MiH NPOTArom 6-T1 MicALIB
nicna 3aTBepkeHHsA. 3MiHu Il Tuny - 3MiHW Woa0
6e3nekn/edekTBHOCTI Ta hapMakoHarnisgy. 3miHu
y TepaneBTUYHUX NOKa3aHHAX (4oAaBaHHA HOBOro
TepaneBTWYHOTO NokKazaHHA abo 3MiHa y
3aTBEPKEHOMY MOKa3aHHi) 3MiHW BHECEHO [0
IHCTPYKUIT ANS MEeAWNYHOro 3aCTOCYBaHHS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nikapcbKoro 3acoby A0 po3zainis MNokasaHHa", SK
Hacnigok, Ao po3zainis "®apmMakonoriyHi
BnactueocTi”, "OcobnuBi 3axogun 6e3nekn”, "Cnocié
3acTocyBaHHs Ta fo3u", "Mob6iuHi peakyii”.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS
3miHu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsX (4ofaBaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBEep)KEHOMY NOKa3aHHi)
3MiHV BHEeCeHO A0 IHCTpYKUii Ana MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
MokasaHHS", AK HacnigokK, fo po3giny “Cnocib
3aCTOCyBaHHSA Ta 403Un". BBeeHHSA 3MiH NpoTArom 6-
TV MicsiliB nicns 3aTBepAKEHHS
73. | BYAECOHIA- Hranauisa nig 3AT "IHTENI Jntea NNTABEOPATOPIO IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/12444/01/01
IHTENI TWUCKOM, CyCneH3is, FEHEPUKC ANbJO-HOHIOH, | TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom | nidssieae
50 mkr/go3a, no 200 HOPLA" C.J. thapmakoHarnagy (iHwi 3MiH1) 3MiHN BHECEHO B
003 (10 mn) B IHCTPYKL,i0 ANA MegUYHOro 3acToCyBaHHS
aIOMIHIEBOMY NiKapcbKoro 3acoby y po3ain «YnakoBka», a came:
6as0Hi; no 1 6anoHy BHECEHHS YTOUYHEHHS BiAnoBigHO o MKA 6e3
3 N1aCTUKOBUM dhakTMYHOT 3MiHW YNakoBKu
ajanTepom Ta
KPULLIKOKO Y KOpooLi
74. | BYAECOHIA- | iHranauisa nig 3AT "IHTENI NutBa NABOPATOPIO IcnaHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/12444/01/02
IHTENI TUCKOM, CyCneH3is, FEHEPUKC ANbAO-HOHIOH, | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
200 mkr/gosa, no HOPL" C.J. hapmakoHarnsgy (iHwi 3mMiH1) 3MiHM BHECEHO B
200 po3 (10 mn) B IHCTPYKLi0 ANA MegUYHOro 3acToCyBaHHS
atoMiHiEBOMY NiKapcbKOro 3acoby y po3gin «Ynakoska», a came:
6as10Hi; no 1 6anoHy BHECEHHS YTOYHEHHS BignosigHo 4o MKA 6e3
3 NN1aCTUKOBUM dhakTMYHOI 3MiHW YyNakoBKu
afjantepom Ta
KPULLIKOK Y KopobLi
75. | BYCTPUKC cycneHsis gns nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/14955/01/01
KOMBIHOBA iH'ekuin, 0,5 Knsaix BpuTaHis Bionomxikans C.A. | Tuny - 3miHK 3 AkocTi. APl BUpo6bHULTBO. 3MiHK peyenmom
HA mn/gosy; no 1 gosiy EkcnopT BMNpOGYyBaHb abo AOMYCTVMUX MEX Y MPOLECi
BAKUVHA nonepegHsL0 Nimitep BUPOGHMLTBA ADI, LLLO BCTAHOB/EHI Y
ana HanoBHeEHOMY cneumdikauisx (foaasaHHA HOBOrO BUNPOBYBaHHSA
MPO®DINAKT wnpuui; no 1 Ta gonyctummx mex) logaBaHHsa TecTiB y npoueci
KU nonepegHsL0 BMPOOHULTBA aHTUreHiB Kawwstoky (Pa) (IPM - In-
ONDTEPII, HarnoBHEHOMY process monitoring test): BMicT akTsHoro PT Ha
MPABLS, LINPULY Y KOMMIEKTI knitnHax CHO, BioHaBaHTaxeHHs (Ha TSA Ta Ha
KALLUJTHOKY 3 AABOMAa rofikamv B SDA), BMICT @HA0TOKCUHY XPOMOr€HHUM KiIHETUYHUM
(ALEENMKONAP | nnacTukoBomy MeToAoM. 3MiHu | Tuny - 3MiHun 3 aKocTi. API.
HUIA KOHTeliHepi; no 1 KoHTponb A®I. 3miHa y napameTpax crneumndikawiii
KOMMOHEHT | KoHTeliHepy y Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y

)
(ACOPEOB

KapTOHHilA KOpo6Li

cneumdikauisax Ha A®l, abo BUXiAHWUA/NPOMIXKXHWUIA
npoAyKT/peareHT, Lo BUKOPUCTOBYHOTHLCA Y NPOLECI
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
AHA, 3I BMPOGHMLTBA AD| (3BYXEHHS JOMYCTUMUX MEX,
SMEHLLUEHN BM3HaYeHUX y cneuudpikauii) JofaBaHHs KpuTepito
M BMICTOM NPUIAHATHOCTI AN BUNPOOYBaHHSA 3a NOKa3HUKOM
AHTUTEHIB) «BMicT 6inka 3a KinlbKiCHUM BMICTOM a30Ty» NS

TPbOX @HTUTEHIB KalLL/toKa (KaLl/TloKOBWIA aHATOKCUH
(PT), dhinameHTO3HMIA remarnioTuHiH (FHA) Ta
neptakTvH (PRN)) Ha eTani BMpo6GHMLTBA nicns
OUMLLIEHHS (aeTokcudpikauii dhopManbaerigom) sk
Quality Control Release (QCR) test. 3miHu | Tuny -
3miHu 3 gxkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuuTea APl
(iHwi 3miHn) 3miHa KaTeropii TecTy BmicT 6inka 3a
aHanizom a3oty 3 QCR (Quality Control Release) Ha
QD (Quality Decision test) ans aHtureny PT i Ha IPM
(In-process monitoring test) ana aHturexis FHA Ta
PRN, a Takox nepemileHHs TeCTy Ha YMCTOTY
aHTureHy/igeHTugikaLito aHTureHy metogom SDS-
PAGE (Coomassie) 3 ounLleHoi macu nicnsa etany
06’egHaHHsA Ha eTan nepef 06’egHaHHAM QCR
(Quality Control Release). 3miHn | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, LWo
BMKOPVCTOBYETLCA Y NpoLieci BUpo6HuuTea Ad|
(He3HauHi 3MiHM y 3aTBEepKEHNX MeToAax
BUNPOGYBaHHSA) 3MiHW B npoLeaypi BUNpo6yBaHHsA
BMICTY @KTUBHOTO KaLLI/TIOKOBOTO aHaTOKCUHY
LUIAXOM Ky/IbTUBYBaHHS Ha KnitnHax CHO B
oumweHiit maci FHA nicna 06’egHaHHA nepes,
[OEeTOKCMKaLieo Ta A0AaBaHHA TOYHOCTI MOPIBHSAHHSA
KIHLEBOro pe3ynbTaTy 3i cneyudikauieto. 3miHu Il
My - 3MiHKn 3 AKoCTi. ADL. KoHTposib ADL. 3miHa y
napametpax cneuudikauiin Ta/abo AonyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Y npoueci BupobHuytea Ad|
(BunyyeHHs1 napameTpa cneumdikaulii, Skunii Moxe
Matu CyTTeBUIA B/IMB Ha sikicTb A®| Ta/abo rotoBoro
nikapcbkoro 3acoby) BuganeHHs TecTiB gns
aHTUreHiB kawsntoky (Pa) 3 MeTo rapmoHisadii
cTparerii KOHTPOsI0 NPoAYKTY: - Quality Decision
test: Mikpo6ionoriyHa ynctoTa (Ha eTanax
nonepeaHbLOro KynbTUBYBaHHS); PicT
MikpoopraHi3mis Ha cepefoBuLli Bopae-XXaHry,
laeHTudbikauis Bordetella pertussis metogom
MiKpoCKoniyHoro aHanisy; - Quality Control Release
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
test: BusHaueHHs xwuTTe3gartHoi Bordetella pertussis
MEeTOAOM OLHKW, |aeHTUikauis aHTureHy MeToLom
ELISA, AHTUreHHa akTUBHICTb MeTogom ELISA.
PepakuiiiHi npaBkn go posginis 3.2.S.2.4, 3.2.5.4.2.
76. | BYCTPUKC cycneHsis gns nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/15071/01/01
nonio iH'ekujn no 1 gosi KnsiiH BpuTanis Bionomxikans C.A. | Tuny - 3miHK 3 AkocTi. ADl. BUpobHMLTBO. 3MiHK peyenmom
KOMBIHOBA (0,5 mn/po3sy), no 1 Ekcnopt BMNpO6YyBaHb abo AOMYCTUMUX MeX Y NPOLLECi
HA 0030 y nonepegHb0 Nimitep BUPOGHMLTBA ADI, LLLO BCTAHOB/EHI Y
BAKUVHA HanoBHEHOMY cneumdikauisx (4oAaBaHHA HOBOrO BUNPOOYBaHHSA
ansa wnpu1yi; no 1 Ta gonyctummnx mex). [logaBaHHA TeCTiB Y NpoLeci
MPO®ITAKT nonepegHsL0 BMPOBOHULTBA aHTUreHiB Kawtoky (Pa) (IPM - In-
NKIN HarnoBHEHOMY process monitoring test): BMicT aktuBHoro PT Ha
OUNDTEPII, LINPULY Y KOMNNEKTI kniTnHax CHO, bioHaBaHTaxeHHA (Ha TSA Ta Ha
NPABLA, 3 [IBOMa rosikamu B SDA), BMICT @HA0TOKCUHY XPOMOT€HHUM KiIHETUYHUM
KALUTHOKY n1acTUKOBOMY MeToAoM. 3MiHu | Tuny - 3miHK 3 AkocTi. AdI.
(ALUENMONAP | KoHTeliHepi; o 1 KoHTponb A®I. 3miHa y napameTpax cneumndikadiii
HUIA KOHTelHepy Yy Ta/abo foMyCTUMUX MEX, BUHAYEHUX Y
KOMMOHEHT | KapTOHHIi kopo6uyi cneundikauisix Ha Adl, abo BMXigHWIA/NPOMDKHWIA
)TA NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPoLeci
noniomMien BUPOGHMLTBA AD| (3BY)XKEHHS AOMYCTUMUX MEX,
TY BM3HaYeHUX y cneundikauii) JlogasaHHsA KpuTepito
(IHAKTUBOB NPUIAHATHOCTI AN BUNPOOYBaHHSA 3a NOKa3HUKOM
AHA) «BMicT 6inKa 3a KiNbKiCHUM BMICTOM a30Ty» A/1s
(AACOPBOB TPbOX @HTUrEeHIB Kall/ItoKa (KaLLitoKOBUI aHaTOKCKH
AHA, 3I (PT), dhinameHTO3HUIA remarnoTuHiH (FHA) Ta
SMEHLLUEHN neptaktuH (PRN)) Ha eTani BUpo6HMLTBaA Nicns
M BMICTOM ounLeHHs (geTokeudikauii hopmanbgerigom) s
AHTUTEHIB) Quality Control Release (QCR) test. 3MiHu | Tuny -

3MiHu 3 aKocTi. A®Il. KoHTposb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo JonyCTUMUX MEX,
BM3HAYeHNX Yy cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(iHwWi 3miHW) 3miHa KaTeropii TecTy BmicT 6inka 3a
aHanizom a3oTy 3 QCR (Quality Control Release) Ha
QD (Quality Decision test) ana aHtureHy PT i Ha IPM
(In-process monitoring test) gns aHtureHis FHA 1a
PRN, a TakoX nepemilleHHsi TECTY Ha YNCTOTY
aHTureHy/igeHTndikauito aHTureHy metogom SDS-
PAGE (Coomassie) 3 ounLeHol macy nicnsa etany
06'eHaHHA Ha eTan nepef 06’egHaHHAM QCR
(Quality Control Release). 3miHn | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHOro
marepiany/npomikHOro NPoAyKTy/peareHTy, Lo
BMKOPMCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax
BMNpo6yBaHHs). 3MiHX B NpoLieAypi BUNPobyBaHHSA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
BMICTY aKTMBHOTO KaLLI/IIOKOBOIO aHATOKCUHY
LUNAXOM Ky/bTUBYBaHHS Ha knituHax CHO B
ouuLeHiit maci FHA nicnsa 06’'eaHaHHA nepeg,
JeTokcvKaulieo Ta fofaBaHHS TOYHOCTI MOPIBHAHHSA
KiHLLeBOro pesynbTarty 3i cneyudikadieto. 3miHu Il
TMny - 3MiHK 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HaYeHux y crneundikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(BUny4eHHs napameTpa cneuudikadlii, Skuii moxe
Matun CyTTeBUIA B/IMB Ha sikicTb A®| Ta/abo rotosoro
nikapcbKoro 3acoby). BuganeHHs TecTiB gns
aHTUreHiB kawsoky (Pa) 3 MeTolo rapmoHisauii
cTparTerii KOHTPO/I0 NPOoAYKTY: - Quality Decision
test: Mikpo6ionoriyHa umcTtoTa (Ha eTanax
nonepeaHbLOro KynbTUBYBaHHS); PicT
MiKpoopraHi3MiB Ha cepefosuLli bopae->KaHry,
laeHTudbikauis Bordetella pertussis meTogom
MiKpOoCKoniyHOro aHanisy; - Quality Control Release
test: BusHaueHHs xuTTe3gartHoi Bordetella pertussis
METOJOM OLjiHKW, |aeHTudikalis aHTUreHy MeToaom
ELISA, AHTUreHHa akTUBHICTb MeTogoM ELISA.
PepakuiiHi npasku ao posginis 3.2.5.2.4, 3.2.5.4.2.
77. | BAKCIFPUN® | cycneHsia ans CaHodi PpaHuin NOBHUIA LKA PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/16141/01/01
TETPA | iH'ekuUiA; no 0,5 MmNy MacTep BMPOGHULITBA, YropLumHa Il Tuny - 3miHn 3 AkocTi. APl BupobHMUTBO. 3MiHM B peyenmom
VAXIGRIP nonepeaHe0 3anoBHEHHS, npoueci BupobHuuTea A®| (3miHa CTOCYETbCS
TETRA 3arnoBHEHOMY nepBuHHE Ta aKTVBHOI peY0OBWHM 6i0/I0rYHOro/iMyHOMOTiIYHOTO
cnniT- wnpuyi; no 1 BTOPVIHHE NOXOMKEHHS 260 BUKOPUCTaHHSA XiMidHMX ADI y
BAKUVHA nonepeaHL0 nakyBaHHs, BMPOGHMLTBI NiKapCbKoro 3acoby
ansa 3arnoBHeHOMY KOHTPO/b AKOCTI, 6i0/10ri4YHOro/iMyHO/TONYHOTO MOXOKEHHS, iKa MOXe
NMPO®INAKT wnpuuy 3 BUNYCK cepil: MaTu 3Ha4yHWli BNMB Ha SIKICTb, 6e3mneky Ta
UKW revny NPUKPINIEHO0 CaHodpi MNactep, edheKTMBHICTb NiKapCbKOoro 3acoby, i He CTOCYETLCA
YOTUPbLOXB | rosikol y KapTOHHIlA PpaHLia; BTOPUHHE NpoToKo/y) 3MiHa KpUTEPI0 NPUIAHATHOCTI 4N
ANEHTHA, Kopobui; no 0,5 mny nakyBaHHs, KOHLeHTpaLii Lykpo3n dpakuii Z2 ZT 3 «35% fo
IHAKTUBOBA | nonepegHb0 KOHTPO/b AKOCTI, 22% uUyKpO3u» Ha «A0 22% LyKpo3u» Ha ApYriii
HA 3arnoBHEHOMY BUNYCK cepil: cTagii eTany OYMLLEHHS LUIAXOM i30MiKHIYHOIO
wnpuyi; no 1 CaHodpi MNactep, ynbTpaueHTpudyrysaHHs. 3miHn Il Tuny - 3miHu 3
nonepeaHe0 dpaHuis; AKocTi. A®Il. Cructema KoHTeliHep/3aKkynoproBasibHUIA
3arnoBHeHOMY 3arnoBHEeHHS, 3aci6. 3miHa y 6e3nocepefHiii ynakosLi AD| (sKicHi
Lwnpuuy 6e3 rosikn y nepBuHHE Ta Ta/abo KiNbKiCHI 3MiHW cKnagy A8 CTepubHUX Ta
KapTOHHI KOpoo6L; BTOPUHHE HesamopoxeHux A®| 6ionoriyHoro/iMyHON0rYHOro
no0,5mny nakyBaHHs, NoXopKeHHs) lofaBaHHA OA4HOPa30BUX MILLKIB
nonepeaHLo KOHTPO/b SIKOCTI: eMHicTio 200 N AK anbTepHaTUBHUX MaTepianis ans
3arnoBHeHOMY CAHO®I BIHTPOI 36epiraHHA Ailo4oi peyoBMHY Ha eTani 22. 3minu |l
wnpu1yi; no 1 IHOACTPIA, Tuny - 3MiHu 3 skocTi. A®Il. Bupo6HMuTBO. 3MiHa
nonepeaHsL0 dpaHuisa; BTOPpUHHE BMPOBHUKA BUXiAHOrO/MPOMIXHOrO
3anOBHEHOMY nakyBaHHs, BUNyCK npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTHCS Y
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
wnpuy 3 cepii: CaHodi- BMPOGHMYOMY npotieci A®I, abo 3miHa BUPO6HUKa
NPUKPINIEHo0 ABeHTIC 3pT., (BKNtOHAtOUM, e HeobxigHO, MicLe NPoBeAEHHS
TO/IKOK0 Y KapTOHHIi YropumHa KOHTpOsto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
kopo6ui; no 0,5 mny BiANOBIAHOCTI EBponeiickkili hapmakonei y
nonepegHsL0 3aTBepxeHoMy focbe)(3MiHa B A®I 6ionoriyHoro
3arnoBHeHOMY NOXO)KEHHS ab0 BUXiAHOMY
wnpuui; no 1 Marepiani/peareHTi/MPoOMiXXHOMY NPOAYKTI, LLIO
nonepeaHLo BUKOPVCTOBYIOTbCS A4/19 BUPOOHMLTBA
3anoBHEHOMY 6i0N0riYHOro/iMyHOOTNYHOTO JliKapCbKOro 3acoby )
Lwnpuuy 6e3 ronkn y [opasaHHsa anbTepHaTMBHOI 6yaisni (Building 52) Ha
KapTOHHIA KOopooLi npinaHui Val de Reuil site gnsa Bupo6HMLTBa gitoyoi
PEeYOBUHM
78. | BAICAPTAH | nopowok AT Ykpaina UxeussaH Xyaxai Kutai BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHU - UA/16528/01/01
(cybeTaHuis) y "KNIBCbKU dapmauesTikan Ko., | TMny - 3miHK 3 AkocTi. CepTudcpikat
naketax 7 nrg. BignosigHocTi/l E-cepTudikar BignosigHoOCTI
nosieTuNeHoBMX BITAMIHHW €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
ans 1 3ABOA" HOBOro abo OHOB/IEHOrO cepTudikaTa BigNOBIAHOCTI
hapmaueBTUYHOro abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
3aCTOCyBaHHA €Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro

martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[0MOMIKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTuqikaT Bif y)Xe 3aTBepaKeHOro BUpobHMKa.
MogaHHA OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
€sponelicbkiin hbapmakonei Ne R1-CEP 2010-072-
Rev 00 (3atBepaxeHo: RO-CEP 2010-072-Rev 01).
3MiHu | TUNYy - 3MiHKM 3 aAkocTi. CepTudikaT
BignosigHocTi/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/NIEHOro cepTudikaTa BifgnoBigHOCTI
a60 BuUyyeHHs cepTuduikarta BiZNOBILHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuqikaT Bif yxe 3aTBepaKeHOoro BUpobHuKa.
MopaHHsA oHOBMEHOro cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-072-
Rev 01. 3miHu | Tuny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
[OMOMIKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTugikaT Bif y)Xe 3aTBepaKeHOro BUpobHMKa.
MopgaHHSA OHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiit hapmakonei Ne R1-CEP 2010-072-
Rev 02. Ak Hacnigok 3miHM y cneyudikauii Ta
MeToAax KOHTposio AdI.
79. | BAJIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoseHis Bupo6HMK, CnoseHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/9451/01/01
® H 160 NNiBKOBOO HoBso mecTo BiANOBiAa/IbHWIA 32 IHais | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
o6onoHkoto, 160 BMPOGHULITBO «in hapmakoHarnagy (iHwi 3MiHn) 3MiHU BHECEHO Y
mr/12,5 mr, no 14 bulk», nepBrHHe Ta TEKCT MapKyBaHHS BTOPVHHOI YNakoBKY NiKapCbKOro
Tabnetok y 6nictepi; BTOPWHHE 3acoby y n. 8. "[lata 3aKiH4eHHs TepMiHy
no 2, no 4 a6o no 6 nakyBaHHs, npugatHocTi”, n. 12. "Homep peecTtpaujiiiHoro
6nicTepis B kKOPOOLY; KOHTPOb Ta BUMYCK noceigyeHHs", n. 17. IHWE Ta 'y TekCT MapKyBaHHs
no 15 tabnetok y cepii: KPKA, a.4., nepBUHHOT ynakoBku M. 6. IHLIE. BeeaeHHS 3MiH
6nicTepi; no 2 abo 4 HoBo mecTo, NPOTArOM 6-TW MICALB NiCNA 3aTBePKEHHSA
6nictepu B KOpO6L CnoBeHis;
BUpo6HMK,
BiANOBiAa/IbHWIA 3a
BMPOBOHULITBO «in
bulk»: Naypyc Nla6c
Nimiteq, IHAis;
Bupo6HMK,
BiANOBIAaIbHNIA 3a
KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mMecTo, C/oBeHis;
BMPOGHUK,
BiAnoBiganbHUIA 3a
KOHTpPO/b cepii:
Kemina6 g.0.0.,
CnoseHis
80. | BA/IbCAKOP | TabneTku, BKpUTI KPKA, a.4a., CnoseHis BUpO6HMK, CnoseHis/ BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/9450/01/01
® HD 160 NNiBKOBOO HoBo mecTo BiANOBIgaIbHUIA 32 IHais | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom

060n0oHkoto, 160
mr/25 mr, no 14
TabneTok y 6nictepi;
no 2, no 4 a6o no 6
6nicTepiB B KOPOOLj;
no 15 tabnetok y
6nicTepi; no 2 abo 4
6nictepn B KOpOOLi

BMPOBHULITBO «in
bulk», nepBrHHe Ta
BTOpPUHHE
nakyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepi:

KPKA, 4.4., Hoso
mecTo, CroBeHis
Brpo6HMK,
BiiNOBIAabHUIA 3a
BMPOBGHULITBO «in
bulk»:
Naypyc Na6ec
NlimiTeq, HAis

thapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHO Y
TEKCT MapKyBaHHS BTOPUHHOT YNakoBKW NiKapCbKoro
3acoby y n. 8. «GATA 3AKIHYEHHA TEPMIHY
NPUAATHOCTI», n. 12. <HOMEP
PEECTPALLINHOIO MOCBIAYEHHSA», n. 17.
«|HLWE» Ta y TEKCT MapKyBaHHA NepBUHHOT
ynakoBku M. 6. «IHLE».

TepMiH BBEAEHHS 3MiH - NPOTArom 6 MicsiLiB micns
3aTBEPKEHHS.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

Brpo6HMK,
BiANoBigabHUIA 3a
KOHTPO/b cepii:
KPKA, a.4a., Hoso
MecTo, CnoBeHis
Kemina6 g.0.0.,
CnoBeHis

81.

BAHATEKC

TabneTku, BKPUTI
NNiBKOBOO
o060n0Hkoto no 80
Mr; no 14 TabneTok
y 6nicTepi, no 2
6nicTepu B
KapTOHHIA KopooLi

dapmaLesT

NYHWIA 3aBOS

"MONIb®AP
MA" C. A.

Monbwa

dapmaLleBTUYHNI
3aBog,
"MONb®APMA" C.
A.

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
abo BunyyeHHs cepTtudikaTta BiANoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; agns BuxigHoro
matepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYHOTbCS Y BUpobHUUTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBIigHOCTI
€Bponeiicbkili hapmakonei) - OHOBAEHWi
cepTudikaT Bif y)Xe 3aTBepXeHOro BUPOOHWMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANOBIAHOCTI
€poneiicbkilt hapmakonei Ne R1-CEP 2010-100 -
Rev 04 (3atBepmkeHo: R1-CEP 2010-100 - Rev 03)
onsa A®l BancapTaH Bif, BXe 3aTBEpIKEHOro
BMpo6Huka IPCA LABORATORIES LIMITED, India. -
3MiHu | TUNYy - 3MiHKM 3 aAkocTi. CepTudikaT
BignosigHocTI/TE-cepTudikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNIEHOro cepTudpikaTa BifgnoBigHOCTI
a60 BuyyeHHs cepTuduikarta BiZANOBILHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; ana
[0MNOMDKHOT peyoBuHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2010-100 -
Rev 05 ana A®| BasicapTaH Bif BXe 3aTBEPKEHOr0
BMpo6Huka IPCA LABORATORIES LIMITED, India.

3a
peyenmom

UA/12634/01/01

82.

BAHATEKC

TabneTku, BKPUTI
NiBKOBOIO
06010Hkot0 no 160
Mr; no 14 Tabnetok
y 6nicTepi, no 2
6nictepn B
KapTOHHilA Kopoo6Li

dapmaLesT

WNYHWIA 3aBOS,

"MONIb®AP
MA" C. A.

MonbLa

dapmaLleBTUYHNI
3aBog,
"MONb®APMA" C.
A.

MonbLua

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignoBsigHocTi/l E-cepTudpikar BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOr0O cepTudikaTa BifnoBigHOCTI
ab0 BUyYeHHs cepTuduikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHWLTBI ADI; ans

3a
peyenmom

UA/12634/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

[OMOMIKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2010-100 -
Rev 04 (3atBepmxeHo: R1-CEP 2010-100 - Rev 03)
ana A®| BascapTaH Bif BXe 3aTBEpXEHOro
Bupo6HuKa IPCA LABORATORIES LIMITED, India. -
3MiHn | TURY - 3MiHn 3 aKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
abo BunyyeHHs cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro nNPoAYyKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BigNoBIgHOCTI
€Bponeiicbkil hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)e 3aTBepXeHOro BUpoOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBIAHOCTI
€poneiicbkin thapmakonei Ne R1-CEP 2010-100 -
Rev 05 ana A®l BancapTaH Bif BXe 3aTBEpPAKEHOr0
BUpo6HMKa IPCA LABORATORIES LIMITED, India.

83.

BAHATEKC
KOMBI

TabneTku, BKPUTI
NNiBKOBOO
060/10HKO0, 160
mr/12,5 wvr; no 14
TabneTok y 6nictepi;
no 2 6nictepu y
KapTOHHI/ KopoobLi

PapmaLesT
NYHWI
3aBop,

«[Monbthapm

a» C. A.

Monbwa

dapmaueBTUYHN

3aBog,
"MOJIb®APMA"
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3miHn 3 AkocTi. CepTudpikart
BignosigHocTI/TE-cepTudikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNIEHOro cepTudpikaTa BifgnoBigHOCTI
a60 BuyyeHHs cepTuduikarta BiZANOBILHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; ana
[0MNOMDKHOT peyoBuHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkii hapmakonei R1-CEP 2010-100-Rev-
04 (3atBeppxeHo: R1-CEP 2010-100-Rev-03) ans
Ailo4oi peyoBrHY BancapTaH, Big 3aTBEpAXEHOr0
BMpo6HuKa IPCA LABORATORIES LIMITED, India.
3MiHa BiAbyNnach y 3B'A3KY i3 3BY)XEHHAM [OMIiLLOK
NDEA ta NDMA. 3Minu | Tuny - 3MiHu 3 SKOCTI.
CepTtudikat BignosigHocTi/l' E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BiagnoBigHOCTIi abo
BUIyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro

3a
peyernmom

UA/12839/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

(nikapcbka gpopma,

ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

matepiany/peareHTy/npomMiKHOro NpPOAYyKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 2010-100-Rev-
05 ans pitoyoi peyosrHU BancapTaH, Big,
3aTBepxeHoro Bupo6Hvka IPCA LABORATORIES
LIMITED, India, Ta, Sk Hacnigok, 3mMiHa agpecu
BUpo6HMKa AdI. 3aTBepmxeHo: IPCA
LABORATORIES LIMITED P.O. Sejavta India — 457
002 Ratlam, Madhya Pradesh. 3anponoHoBaHo:
IPCA LABORATORIES LIMITED P.O. Sejavta India
— 457 001 Ratlam, Madhya Pradesh

84.

BEH/TA®AKC
NH

Tabnetku no 75 mr,
no 10 TabneTtok y
6nictepi; no 3
6nicTepn y nauui 3
KapToHy

MpAT
"TexHosnor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
NikapCbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLIT ANA MegMYHOro 3aCToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo AocniaxeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpavilinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCNiMKeHb, NPOBEeAEHNX BiANOBIAHO
00 nnaHy negiatpuyHux gocnigpxkernb (PIP) (3MmiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHoM) 3MiHU BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbkoro 3acoby Ao
po3giny "Mepeno3yBaHHA" BigNOBIAHO A0
iHdbopMalii Loao 6e3nekn Aitoyoi pevyoBUHN

3a
peyenmom

He
nionsieae

UA/15569/01/01

85.

BEH/TIA®AKC
NH-3H

Tabnetku no 37,5
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
5 6nictepiB y
KOpo6L,i 3 KAapTOHY

YOBAPUCT
BO 3
OBMEXEH
oto
BIAMOBIJA
NBHICTIO
«KOPMOPA
s
«3[J0POB'SA

»

YkpaiHa

ToBapucTso 3
0bMexeHo
BiANOBIAA/ILHICTIO
"Xapkiscbke
hapmaueBTNUHE
nignpuUeEMCTBO
"340poB'a Hapoay"

Ykpaina

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHM
| TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi AN151 MeAMYHOro 3aCTOCyBaHHS Ha nigcTasi
perynspHO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifMNOBIAHO
00 nnaHy negiatpnyHmx gocnigxkerb (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YMOBHOBaXKEHUM
opraHom).
3MiHN BHECEHO B IHCTPYKLIitO 4719 MEANYHOIO
3aCcToCyBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mepepno3ysaHHa" BiANOBIAHO A0 iHhopmauii Wwoao
6e3Mnekn 3acTOCyBaHHS Ailo40i pe4YoBMHU 3rigHO 3

3a
peuyenmom

He
niossiecae

UA/13809/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
pekomeHgauiero PRAC.
86. | BEH/TA®AKC | Tabnetku no 75 wmr, YOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU 3a He UA/13809/01/02
WNH-3H no 10 TabneTtok y BO 3 06MEXeHOo | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsieae
6nicTepi; no 3 abo 5 OBMEXXEH BiANOBIAA/ILHICTIO hapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTuui
6nicTepis y Kopobui (e]}0) "XapkiBcbke niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
3 KapTOHY BIANOBIAA thapmaueBTuyHe IHCTPYKLi 419 MeAUYHOro 3acToCyBaHHS Ha niacTasi
NBHICTHO nignpueEMCTBO perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
«KOPIMOPA "3p0poB's Hapoay" nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3neku
LA 3acTOoCyBaHHS MikapCcbKoro 3acoby B
«300POB'A nicnspeecTpauiiinii nepiog, abo sk pesynbTar
» OLLiHKM 3BITY 3 AOCAiMKEeHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxernb (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHM BHECEHO B IHCTPYKLitO 4151 MEANYHOTO
3aCTOCYBaHHSA MiKapcbKoro 3acoby Ao po3giny
"Mepeno3yBaHHA" BiANOBIAHO A0 iHhopmaLii Wwoao
6e3nekn 3aCToCyBaHHS [ilo4oi peYoBWHM 3rigHO 3
pekomeHgauieto PRAC.
87. | BEPANAMIN NopoLLIOK MpAT YkpaiHa Mipaman ®apma IHAi BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3MiHN - UA/19137/01/01
Yy KpucTanivyHmi "®hapmaueBT NimiTeq | TMnNy - 3miHK 3 skocTi. CepTucpikat
rAPOXNOPU | (cy6ecTaHuis) y n4yHa dhipma BignosigHocTi/l E-cepTudikat BignosigHoCTi
a nakeTax noABiiHMX "fapHuus” €sponelicbkili hapmakonei/MoHorpadii. 3miHu,

nonieTMIeHoBUxX
ansi
hapMaLeBTUYHOIO
3acTocyBaHHs

noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu €C (iHwi 3MiHK) MprBeaeHHSA
METOZiIB KOHTPOJIHO SKOCTi liKapCbKOro 3acoby
(cy6ceTaHuii) Bepanaminy rigpoxnopug BupobHuLTBa
oipmm Piramal Pharma Limited, India, y
BiAMNOBIAHICTb A0 BUMOTr MOHorpadii «Verapamil
hydrochloride», EP, 10.6, 3rigHo 3 akTya/slbHUMu
marepiasiamMmm BUpobHMKa, a caMe BUTyYEHO po3gin
"Temneparypa nnasneHHA". 3MiHu | Tuny - 3MiHu 3
AKocTi. A®l. KoHTponb AdL. 3miHa y napameTpax
crneundikayii Ta/abo JoNyCTUMUX MEX, BU3HAYEHMX
y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOIO
nokasHuka AKocTi (Hanpuknag BUIyYeHHs
3acTapinoro nokasHvka)) NpreefeHHA MeTofiB
KOHTPO/O SIKOCTi JTiKapCbKOro 3acoby (CybcTaHuii)
Bepanawminy rigpoxnopwvg Bupo6HuuTBa thipmu
Piramal Pharma Limited, India, y BignosigHicTs Ao
aKTya/lbHUX matepiasiiB BUPOOHMKA, a caMe BHECEHO
3MiHM o po3ainy "laeHTudikauis D"- Buny4eHo
ineHTudikauito peakuii (b). 3mMiHu | TURY - 3MiHK 3
AKOCTi. A®I. KoHTposib ADI. 3miHa y meTogax
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

BMNpo6yBaHHA A®I abo BuxigHOro
mMartepiany/npomiKHOro NPoAayKTy/peareHTy, LWwo
BMKOPWCTOBYETbLCA y NpoLieci BUpobHuuTea Ad|

(iHwWi 3MiHM y MeTogax BUNpobyBaHHA (BK/IOYaUn
3aMiHy abo fonoBHeHHA) A®l abo
BMXIAHOrO/NPOMIXXHOr0 NPoAykTy) MpuBeaeHHs
METOZiB KOHTPOJIIO SKOCTI JliKapCbKOro 3acoby
(cybcTaHuil) Bepanaminy rigpoxsiopuz BUpo6HMLUTBa
chipmmn Piramal Pharma Limited, India, y
BiANOBIAHICTb A0 BMMOT akTya/lbHVUX Marepianis
BMPOBHUKA, a cCaMe BHECEHO 3MiHW Ta pefakuiliHi
YTOUHEHHS1 40 po3ginis: "laeHTudikauis A",
"CynpoBigHi AOMiLLKK", "3a/TULIKOBI KiNIbKOCTI
OpraHiYHMX PO3YMHHUKIB". 3MiHK | TUNY - 3MiHK 3
AKocTi. A®l. KoHTponb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo onyCTUMUX MEX, BUSHAUYEHNX
y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
nNpoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y MpoLeci
BMpo6HMLTBa AD| (4ONOBHEHHS cneuymdikauii HOBUM
NOKa3HNKOM SIKOCTI Ta BiANOBIAHUM METOL0M
BMNPOoOGYyBaHHSA) MNpuBeAeHHA METO/AIB KOHTPOO
AKOCTI NikapcbKoro 3acoby (cybcTtaHuii) Bepanaminy
rigpoxnopug Bupo6HuLTBa hipmu Piramal Pharma
Limited, India, y BignoBigHICTb A0 aKTyanbHWX
marepianis BUPOGHMKA. Y 3B'A3KY 3 LiM BHECEHO
3MiHU Ao po3giny "laeHTudpikauis D": BHeceHo
HeobXiAHY peakLito Ha Xx1opuam 3 BiANOBIAHUM
MeTOA0M BUNPO6YBaHHSA

88. | BISBEANOT NnopoLUoK ANs TOB "HOpis- Ykpaina TOB «Opis-®apm», Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU 3a UA/17051/01/01
PO3UunHY A8 Papm"” Ykpaina | TMRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUii 3aci6. peyenmom
iHcpysiiA, 200 mr, 1 (nakyBaHHSA 3 3MiHN Yy BUPOGHULTBI. 3MiHa po3mipy cepil
oNakoH 3 NOPOLLKOM npoaykuii in bulk (BK/KOYAlOUM Aiana3oH po3mipy cepii) roToBoro
B nauuj 3 KApTOHY BMpO6HUKa AHg)apM nikapcbKkoro 3acoby (36inbweHHs fo 10 pasis
Ennac C.A., I'peuis) NMOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) BBEAEHHSA

[04aTKOBOro po3mipy cepii /13 (nakyBaHHs 3
npogykuii in bulk Bupo6Huka AHdapm Ennac C.A.,
peuis) 12 000 dpnakoHiB

89. | BIKC AKTUB masb, Mo 25 r abo 50 MpokTep LBeliuapi | MpokTep eHa Fem6n Himeuunna BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3MiHN 6e3 UA/11440/01/01
BA/Ib3AM 3 r, a6o 100 r y 6aHL; eHg Fembn A MaHydhekuypiHr | TMnNy - 3miHK 3 sikocTi. CepTudcpikart peyenma
MEHTO/IOM no 1 6aHui y kopobui | IHTepHewHn M6X BignosigHocTi/l E-cepTudikat BignosigHoCTi
TA OnepenwH3 €Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHs
EBKANIATO CA HOBOro abo OHOB/IEHOTO cepTudikaTa BigNoBIAHOCTI
M abo Buny4YeHHs cepTtudikarta BiANoOBIAHOCTI

€sponeiicbkiii hapmakonei: ans A®l; ana BuxigHoOro
mMartepiany/peareHTy/NPoOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPObHULTBI ADI; ans
[0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponelicbkili hapmakonei) - HoBuii cepTudoikar Big
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

BXe 3aTBepPAXKEeHOro BUPOBOHYKa - NOJaHHSA HOBOrO
cepTudpikaTa BignoBiAHOCTI EBpONeiChKiit
chapmakonei Ne RO-CEP 2017-306 - Rev 00 gns Ad|
onii eBKasliNTOBOI Bif BXe 3aTBepAXEeHOro
BUpo6HMKa Frey + Lau GmbH (Germany) Ha 3aMiHy
macTtep-dariny. 3MiHn | Tuny - 3MiHKM 3 SKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiAANOBIAHOCTI EBpONechbkili
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYyKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APIl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikat Big,
BXe 3aTBepA)XeHOro BUPO6HYKa - NofaHHSA HOBOrO
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
chapmakonei Ne RO-CEP 2019-216 - Rev 00 gns Adl
onii TepPNEHTUHOBOI Bif BXe 3aTBep)KEHOr0
BMpO6HUKa Frey + Lau GmbH (Germany) Ha 3amiHy
macTep-daiiny. 3MiHu | Tuny - 3MiHU 3 SKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponelicbkiin hapmakoner) - HoBuii cepTudikat Big,
BXE 3aTBEP)KEHOro BUPOOHMKA - NOJAHHS HOBOTO
cepTudpikaTa BignoBigHOCTI EBpONECHKIi
hapmakonei Ne RO-CEP 2019-216 - Rev 01 ana Adl
onii TEPNEHTUHOBOI Bif BXe 3aTBEPAXEHOr0
BMpoGHUKa Frey + Lau GmbH (Germany)

90.

BIHMOLETU
H

KOHLieHTpaT Ans
PO34nHy Ans
iHcpysiiA, 5 mr/mn no
2 mn B amnyni; no 5
amnyn y nadui 3
KapTOHy; Mo 2 M/ B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy B nauui 3
KapToHy

TOBAPUCT
BO 3
OBMEXEH
(e]/0]
BIAMOBIOA
NbHICTHO
«KOPTOPA
LA
«30POB’A

»

YKpaiHa

KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
"THUNC", YkpaiHa
BCi cTagii
BMPOGHMLITBA,
KOHTPONb SIKOCTI,
BMNYCK Cepil:

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK
Il Tvny - 3MiHKn 3 AkocTi. A®l. BupobHuLTBO. 3MiHa
BMPOGHMKA BUXiAHOro/NpOMKHOrO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(BkNtOUaKOUM, fe HeobxigHO, MicLe NPoBeAEHHS
KOHTpONt0 siKocTi) ADI (3a BiagcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY [OCLE)(BBEAEHHS HOBOIO
BMpOGHUKa A®| 3 HafaHHAM MacTep-thaiina Ha Adl)
- CynyTHsA 3MiHa - 3MiHK 3 AKoCTi. A®Il. KOHTpoIb

3a
peyenmom

UA/1272/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
ToBapucTBoO 3 A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
06MeXeHo LOMYCTUMMUX MEX, BUSHAUYEHNX Y crieundikaLisax Ha
BiANOBIAA/ILHICTIO A®I, a60 BUXIAHMIA/NPOMDKHWI NPOAYKT/peareHT, Wwo
"®apmaueBTnyHa BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea Ad|
KOMNaHis (DoNoBHEHHS cneumaikaLii HOBUM MOKa3HUKOM
"3p0pos'a”, YkpaiHa AKOCTI Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS) -
BBeaeHHs HOBOro BMpo6HMKa APl BiHnoueTuvH,
KpucTaniyHmii nopoLuok (cybcTaHuis) Vital
Laboratories Pvt. Ltd. (agpeca micus BNnpoBafXeHHs
nisnbHocTi: PLOT NO. 1710, PHASE-III, G.I.D.C.
ESTATE, VAPI — 396 195, DIST — VALSAD, India)
[04aTKOBO [0 3aTBEPAKEHOr0 BUPOOHUKA Ajito4oT
peyoBuHM — Linnea S.A., Switzerland. fAk Hacnigok,
[0NOBHEHHS cneumdikayii BXIAHOTO KOHTposito Ad|
MOKa3HNKOM «3a/TULLKOBI KiTbKOCTi OpraHivyHmx
PO3YMHHVKIB» 3 BifNOBIAHUM METOA0M
BMNPOGYBaHHA Y BIAMNOBIAHOCTI 40 BUMOT
HOPMAaTVBHOI JOKYMeHTaL,ii HOBOro BUPOBHWKa.
91. | BIHNOLUETN Tabnetkv no 5 mr, TOBAPUCT Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/1272/02/01
H no 10 TabneTtok y BO 3 BUPOOHMLTBA, I TMny - 3miHn 3 AkocTi. APl. BupobHMUTBO. 3MiHa peyenmom
6nictepi; no 3 OBMEXXEH KOHTPO/b SIKOCTI, BMPOBHMKA BMXiAHOTO/MPOMIXXHOIrO
6nicTepy B KOPOOLi (0],0) BUNYCK cepil: NpoAayKTy/peareHTy, O BUKOPUCTOBYIOTLCA Y
BIANOBIOA ToBapucTBO 3 BMpo6HUYOMY npoLeci A®I, abo 3miHa BUPO6HMKA
NBbHICTIO 06MexeHo (Bkntovaroun, ge HeobxigHo, MicLe NpoBeAeHHS
"KOPIMOPA BiANOBIAA/ILHICTIO KOHTpO0 siKocTi) ADI (3a BiACyTHOCTI cepTudpikara
LA "[locnigHwii 3aBog, BiANOBIAHOCTI EBponeiickkili hapmakonei y
"340POB A "THLIC", YkpaiHa; 3aTBEPAKEHOMY [0CbE)(BBEAEHHS HOBOrO
" BCi cTagii BMpoGHUKa A®| 3 HaaaHHAM MacTep-thaiina Ha Adl)
BUPOOHMLTBA, CynyTHS 3MiHa - 3MiHU 3 AKOCTi. ADI. KoHTponb AdI.
KOHTPO/b SIKOCTI, 3MmiHa y napameTpax cneuudikauii Ta/abo
BUNYCK cepil: [OMYCTUMMUX MEX, BUSHAUYEHNX Y crieundikaLisax Ha
ToBapucTBO 3 A®I, a60 BUXigHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
06MexeHo BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
BifgnNoBiAaNbHICTIO (8onoBHEHHA cneuudikaLii HOBUM NOKa3HUKOM
"®APMEKC Irpyn", AKOCTI Ta Bi4NOBIAHNM METOA0M BUNPOBYBaHHS)
YkpaiHa; BCi cTagji BBeaeHHs HoBOro BMpo6Huka APl BiHnoueTuH,
BMPOGHMLITBA, KpucTaniyHmii nopolok (cybcTaHuis), Vital
KOHTPO/b SKOCTI, Laboratories Pvt. Ltd. (agpeca micusi BnpoBamkeHHs
BWMNYCK Cepil: aisnbHocTi: PLOT NO. 1710, PHASE-III, G.I.D.C.
ToBapucTBO 3 ESTATE, VAPI — 396 195, DIST — VALSAD, India)
06MeXeHoI0 [0AaTKOBO [10 3aTBEPLKEHOr0 BUPOGHUKA AjtoYoi
BiANOBIAA/LHICTIO peyoBuHM — Linnea S.A., Switzerland. Ak Hacnigok,
"PapmMaueBTNYHa [OONOBHEHHS cneumdikavii BXiAHOTo KoOHTposito Ad|
KOMNaHis NOKa3HNKOM «3a/IMLLKOBI KiSIbKOCTi OpraHiuHmnx
"3p0pos'a”, YkpaiHa PO3YMHHVKIB» 3 BifNOBIAHUM METOAOM
BMNpOGYBaHHSA Yy BiANOBIAHOCTI fO BUMOT
HOpPMAaTMBHOI AOKYMEeHTaLii HOBOro BUPOGHMKa
92. | BITANPOCT cynosuTopii TOB "3 YKpaiHa TOB "3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 6e3 He UA/14209/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
pekTasbHi; no 5 "BIO®APMA "BIO®APMA" YTOUHEHHSI HANUCaHHA peecTpaviiiHol peyenma niosisieae
CynosuTopiiB y " npoueaypu B Hakasi MO3 YkpaiHu Ne 732 Big,
KOHTYPHIi 29.04.2024 B npoueci BHECEHHSA 3MiH - 3MiHu |
YapyHKOBIl UMy - 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbkuii 3aci6.
ynakosLi, no 2 CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI abo
KOHTYPHI YapyHKOBI ymoBax 36epiraHHs roTOBOrO /liKapCbKOro 3acoby
yMakoBKM y navui (3miHa B ymoBax 36epiraHHs roTOBOr0 /iKapCbKoro
3acoby abo nicns po34MHEHHS/BIAHOBIEHHS) - 3MiHA
TEMMEPATYPHUX YMOB 36epiraHHs 3 "2° 1o 8°C" Ha
"He BuLLe 25° C". 3MiHM BHECEHI B iHCTPYKLUiO0 4SS
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3ain «YMoBu 36epiraHHs» 3 BignoBigHMN
3MiHaMK y TEKCTi MapKyBaHHSA YNakoBKU MiKapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicALiB
nicns 3atBepkeHHs. 3MiHv | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3ac00y (3MEHLLEHHS TEPMIHY
npuaaTHOCTI TOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBol yNakoBku - 3MiHa TepMiHy npuaaTHocTi 3 3-
X POKIB Ha 2 POKM.
3MiHU BHECEHI B IHCTPYKL0 4519 MEeANYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ta MKA y po3gain
«TepMiH npuaatHocTi». TepMiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS.
93. | FAQONEPIN® | pozumH Ans iH'exwjid, AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis: 3MiHW 3a UA/19965/01/01
604,72 mr/mn, no 2 "®papmak” | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkunin 3aci6. peyenmom

M abo 5 mn, abo
7,5 Mmn, a6o 10 mn,
a6o 15 mn, a6o 30
mn, abo 65 mny
thnakoHax, no 1
chnakoHy B nauwyj; no
5 mn, abo 7,5 mn,
a6o 10 mn, a6o 15
My nonepegHbo
HarnoBHEHOMY
wnpuyi, no 1
nonepeAHL0
HarnoBHEHOMY
wnpuuy y 6nictepi,
no 1 a6o 5 6nictepis
y nauuj; no 5 mn,
abo 7,5 mn, a6o 10
M, abo 15 mny
nonepeaHL0
HanoBHEHOMY
wnpuui, no 1

CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOrO NiKapCbKoro 3acoby

(iHWi 3MiHW) — OHOBNEHHA p. 3.2.P.7, a came
hofaeTbea cneyndpikauis ansa 3aTBepLXKeHNX
hnakoHIB 3 MPO30POro ckia ANs iH KL MICTKICTIO
20 mn
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

nonepegHL0
HarnoBHEHOMY
LUMPULLY 3 OKPEMO
BK/1a[i€HOI0 rO/IKO0
Y KOHTeliHepi Ta/abo
yrnopoMm A5 nasibLiB
y 6nicTepi, no 1 a6o
5 6nicTepis y nauw;
no 5 mn, abo 7,5 mn,
a6o 10 mn, abo 15
M1y nonepeaHbo
HanoBHEHOMY
wnpuui, no 1
nonepegHLo
HarnoBHEHOMY
wnpuudy y 6nictepi 3
OKPeMO BK1aAEeHOI0
rOJIKOI0 Y
KOHTeliHepi Ta/abo
ynopoMm Ans nanbLis
y 6nicTepi, no 1 abo
5 6nicTepiB y nayui

94.

FTAPOACWN |
GARDASIL®
BAKLMHA
nPoTu
BIPYCY
NAMINIOMU
NIOANHN
(TVNIB 6, 11,
16, 18)
KBAAPUBAN
EHTHA
PEKOMBIHA
HTHA

cycneHsis gns
iH'ekuili 1 a6o 10
donakoHis (no 0,5 mn
(1 po3a)) y
KapTOHHI Kopo6Lyj;
1 a6o 6 nonepeaHLO
HanoBHEHWX
wnpuyis (no 0,5 mn
(1 poza)) y
KomnekTi 3 1
FO/IKOKO Y KOHTYPHIl
KOMIpKOBI1 ynakoBLi
B KapPTOHHIi Kopo6Lyi

Mepk LWapn i

Joym IJEA
m6X

LLiBeiiuapi
a

[ns wnpuuis:
BMPOGHMLTBO
Hepo3dhacoBaHol
roToBOI NPOAYyKLUIl,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs: Mepk
LWapn i foym NNIC,
CLUA; KOHTpO/b
AKOCTi, BTOPUHHE
nakyBaHHs, [J03BiN
Ha BUMYCK cepii:
Mepk Wapn i Joym
B.B., HigepnaHgu;
[ns donakoHiB:
BMPOGHMLTBO
Hepo3dgacoBaHOl
roTOBOI NPOAYKLT,
KOHTPO/b AKOCTI,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs: NaTeoH
ITania C.n.A., Itanis;

CLA/
HigepnaHngm
[ ITania

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa 4YacToT Ta/abo TepMmiHiB
NOAAaHHA PerysiipHo OHOBJTIOBAHKX 3BITiB 3 6e3nekn
nNikapcbkunx 3acobiB. 3mMiHa 4acToTK Ta TEPMIHIB
nofaHHA perynspHO OHOBJ/IIOBAHOIO 3BITy 3 6e3neku
[itoya pepakuis: Yactota nofaHHsA perynsipHo
OHOB/OBAHOTO 3BITY 3 6e3nekn 1 pik. KiHueBa gata
015 BKIIOYeHHA aaHux ao PO3b - 31.05.2018 p.
Jata nogaHHs - 09.08.2018 p. NponoHoBaHa
pefakuis: Yactota nogaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn 3 poku
KiHueBa faTa Ans BKIOYEHHS gaHux go PO36 -
31.05.2025 p. fara nogaHHs - 29.08.2025 p.

3a
peyenmom

UA/13451/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

BUPOGHMLTBO
Hepo3dgacoBaHOl
roTOBOI NPOAYKLT,
KOHTPO/b AKOCTI,
nepBuHHe
nakysaHHs: bakcrep
dapmacbioTikan
ContowHce JINC,
CLA;
BUPOGHMLTBO
Hepo3dacoBaHOl
roTOBOI NPOAYKLT,
KOHTPO/b AKOCTI,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakysaHHs: Mepk
Wapn i foym N/IC,
CLUA; KOHTpOb
SIKOCTi, BTOPVHHE
nakyBaHHS, 403BiN
Ha BUMYyCK cepii:
Mepk Wapn i Joym
5.B., Hinepnanan

95.

rNHO®/IOP

Tabnetkun
BariHasbHi, nNo 2
Tabnetku y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyj;
no 6 TabneTtok y
6nictepi; no 1 a6o 2
6nicTepu B
KapTOHHIA KopooLi

MegiHoBa
Al

LLiBeiiuapi
a

BUPOBHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS: XaynT
dapma Amaper
M6X, HimeuunHa;
KOHTPO/b SKOCTi Ta
BWMNYCK Cepil:
MegiHoBa Al
LseiiLapis

Himeyumnna/
LLiBefuapis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkunin 3aci6.
KOHTposb rotoBoro nikapcbkoro 3acoby (iHLwi 3MiHu)
- OHoBNEeHHA MKA ans nikapcbkoro 3acoby, a came
- BUK/Ia,€HHA TEKCTY [epXaBHO MOBOIO, 3rigHO
Cy4yacHuX BUMOT.

6e3
peuyenma

UA/1851/01/01

96.

FNEMOHT

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOt0, No 10
mr; no 10 TabneTok
y 6nicTepi; no 3
6nicTepu B
KapTOHHI KOpoo6L;
no 30 Tabnetok y
KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHilA Kopoo6Li

neHmapk
dapmacbioT
nkans Jita,.

IHgis

rneHmapk
dapmacboTrKan3
nra.

IHgis

BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiliinii nepiog, abo sk pesynbTar
OL,iHKM 3BiTY 3 AOCAiMKEHb, NPOBEAEHMX BigNOBIgHO
[0 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO A0 IHCTPYKUii gns

3a
peyenmom

He
nionsicae

UA/14000/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "OcobanBoCTi 3acTOCyBaHHA" BigNOBIAHO [0
pekomeHngauii PRAC EMA.
TepMmiH BBeLleHHS 3MiH - NPOTArom 6 micsuiB nicns
3aTBEPKEHHS.
97. | TNOKATEH® | niocpinizat ans A/T HoBo [JaHis Brpo6HMK [Janis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/13221/01/01
1 Mr MNOKIT | po3unHy AN1s iH'eKuUii Hopgaick nikapcbKoro 3acoby, Benbris | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nidssieae

no 1 mr (1 MO); 1
h1aKkoH 3 NOPOLLKOM
Y KOMMJ/IeKTi 3
pO34MHHMKOM (BOAA
ONs iH ekujin no 1 mn
y wnpuui Ne 1) y
nnacTrKoBili kopobui

nepBuHHe Ta
BTOPUHHE
nakyBaHHs: A/T
Hoso Hopgaick,
[aHis; BupobHuk,
BiANOBiAa/IbHWIA 3a
BUMNYCK Cepiit
KIHLLEBOro NpoAyKTy:
A/T Hoso Hopgick,
[JaHis;
Brpo6HMK
nikapcbKoro 3acoby,
nepBuHHE
nakyBaHHs,
niodpinizayin Ta
KOHTPO/b FOTOBOrO
nikapcbKoro 3acoby.
KOHTpOsb AKOCTI
roToBOro
nikapcbKoro 3acoby.
Brpo6HuK ans
36UpaHHs,
MapKyBaHHS Ta
ynakoBkMu,
BTOPVHHOTO
nakyBaHHs: A/T
Hoso Hopgaick,
[JaHis; BUpobHuk
PO3YMHHMKA
(cTepunbHa Boga
ONs iH eKuin y
wnpuw),
KOHTPO/b/BUNPOOYB
aHHs cepiit
PO3UYMHHYIKA:
KaTtaneHT benbris
CA, Benbrist

thapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO [0
IHCTPYKUIT AN MEAWYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "OcobnmsocTi
3acTocyBaHHA" BignoBigHO A0 iHGopMaLii 3 6e3neku
nikapcbkoro 3acoby, a came, LWOA0 NOKpaLLeHHs
BiICTEXYBaHHS 6i0NOrivYHNX SliKapCbknx 3aco6iB
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBepMXeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekun/edhekTNBHOCTI Ta chapmakoHarnagy (iHwi
3MiH1) 3MiHWM BHECEHO A0 IHCTPYKLIT 4151 MeauyYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ginis
"OcobnmBOCTI 3acTocyBaHHA", "Cnoci6
3acTOoCyBaHHSA Ta 031" BignoBigHO A0 iHhopmali 3
6e3nekun nikapcbkoro 3acoby, a came, LWo40 BMICTY
HaTypaslbHOI yMU Y CKnagi NOPLUHA LWNpULUa,;
TEXHIKV/ NPOBEeAEHHS iH'eKUIT; pefaryBaHHs
iHchopmawii LWoao fo3yBaHHSA Y AiTei. BBegeHHSA
3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
3MiHu 1l TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHM y KOPOTKiiA
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBYMM AaHUMU 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYHAMW JaHUMK Ta faHUMK 3
thapmakoHarnsgy - 3MiHum BHeCeHO A0 IHCTpyKuil
0151 MeQUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby
[0 po3ginis "OcobnuBocTi 3acTocyBaHHs", “IM06i4Hi
peakuii” BignoBigHO A0 OHOB/EHOT iHhopmaLi 3
6e3nekun nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTAroM 6-TW MICALB NiC/A 3aTBePKEHHS. 3MiHU
Il TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
NikapCbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUT ANA MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBMMW JaHUMU 3 SKOCTi, AOKAIHIYHUMU, KNIHIYHUMK
OaHumy Ta AaHnumu 3 hapmakoHarnsagy - 3miHu
BHECEeHO A0 IHCTpyKLii Ana MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ginis
"Ocob6nMBOCTI 3acTocyBaHHSA", "TepMiH npugaTHocTi"
(oofaHo iHhopmaLito Woao TepMiHy BBEAEHHS
nikapcbKoro 3acoby nicns BiAHOBAEHHS), "YnakoBka"
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
(yTouHeHo iHhopMaLito) BigMoBigHO A0 OHOBEHOT
iHbopMmawii 3 6e3neku nikapcbKoro 3acooby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
98. | TrPUN-rPAH rpaHynn no 10 ry MpAT Ykpaina MpAT "HauioHansHa Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 nionseae UA/8300/01/01
neHani abo y "HaujioHasb FomeonaTuyHa | TMRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyernma
(0NaKOHI 3 KPULLIKOHO; Ha Cninka" CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no 1 neHany a6o Fomeonatny y NEPBUHHII ynakoBL,i rOTOBOro JlikapcbKoro 3acoby
chnakoHy B nauu 3 Ha Cninka" (Tvin koHTeliHepa abo AoAaBaHHsA HOBOro

KapToOHYy; N0 5r
rpaHyn y KoHTeliHepi
3 103yBaHHAM; Mo 2
KOHTelHepwn B naui
3 KapTOHY

KOHTeliHepa) - TBepAj, M'SKi Ta HeCTepubHI piaki
nikapcbki hopmn CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneyudikauii Ta/abo fonyCTUMNX MEX FOTOBOIO
NiKapcbKoro 3acoby (40NOBHEHHA cneuundikawii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BUNPOOYBaHHA) BBEAEHHSA [04ATKOBOI yNakoBku, a
came KOHTeliHep 3 403yBaHHAM M0 51, 3 BHECEHHAM
BiANOBIAHMX 3MiH [0 p. «YNakoBKa» Ta AOMNOBHEHHS
cneundikavii FN13 n. Maca BMiCTy ynakoBKu:
KOHTENHepn 3 f03yBaHHAM M05 T, 3 BigNOBIigHUM
MeToZOoM aHanidy. 3aTsepkeHo: Ynakoska. 1o 10 r
y neHasi nonimepHoMy 6in10ro konbopy abo y
hNakoHi 3 KpuLLKot. Ha neHas abo chnakoH 3
KPYILLIKOIO HaK/eloTb eTUKeTKY 3 nanepy
camokne4oro. KoxHuii neHan abo pnakoH 3
KPULLIKOK pa3oMm 3 3 iIHCTPYKLIED 3 MeguyHoro
3aCTOCyBaHHA BK1aAaloTb Y Nayky 3 KapToHy A/1s
CMOXMBYOI Tapu Niarpyny Xpom-ep3adl,.
3anponoHoBaHo: Ynakoska. 1o 10 r rpaHyn y neHani
nosiimepHoMy; no 1 neHasy pa3oMm 3 iHCTPYKLUE Ans
MeJMYHOro 3aCTOCYBaHHS B NayL,i 3 kapToHy abo no
10 r rpaHyn y chiiakoHi 3 KpULLKOO; NO 1 dhriakoHy
pa3oMm 3 IHCTPYKLIE A1 MeANYHOro 3acTOCyBaHHsA
B NnauLi 3 KapToHy, abo Mo 5 r rpaHy/ y KOHTEliHepi 3
[03yBaHHAM: MO 2 KOHTENHepU pa3oMm 3 iHCTPYKLiED
AN MeAMYHOro 3acTOCyBaHHA B Naulli 3 KapTOHY
3MiHV BHECEHO [0 po34iny "YnakoBka" iHCTPYKLT
0151 MeAUYHOro 3aCTOCYyBaHHSA NiKapcbKoro 3acoby y
3B'A3KY 3 BBEZIeHHAM [0AaTKOBOI NEPBUHHOT
ynakoBKW (KOHTeWHep 3 f03yBaHHSAM Mo 5r), fK
Hacnigok - fo po3giny "Cnocib 3acTocyBaHHA Ta
[o3n". BBeleHHA TEKCTY MapKyBaHHA ANA
[0[aTKOBOT yNnakoBkW. 3MiHW | Tvny - 3MiHW 3 SIKOCTI.
[oToBMIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3miHa po3mipy
yNakoBKU rOTOBOrO NiKapcbKoro 3acoby (3MiHa
KiNIbKOCTi 0AMHWLb (Hanpukiag TabneTok, amnyn




139

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
TOLL0) B yNakoBLi:) - 3MiHa no3a gianasoHoMm
3aTBEPKEHNX PO3MIPIB YNaKOBKU - Y 3B'A3KY 3
BBEJIEHHAM [0AaTKOBOI NEPBMHHOT YNakoBKu
(koHTelHep 3 f403yBaHHAM MO 5r), 3MIHIOETLCA
KiNIbKICTb OZMHULb Y BTOPUHHII ynakoBLi. Y nauyui 3
KapTOHy 6yAe- no 5 r y KOHTelHepi 3 A03yBaHHAM:
no 2 KOHTeiHepy pa3oM 3 iHCTPYKUieo Ans
MeAMYHOro 3aCTOCYBaHHA B NavLi 3 KapToHY. 3MiHK
BHECEHO 0 po34iny "Ynakoska" iHCTPYKLUiT Ans
MeAMYHOro 3acTOCYBaHHSA iKapCbKOro 3acoby.
99. | TrPUN-rPAH rpaHynu, no 10 ry MpAT Ykpaina MpAT "HauioHansHa Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHK 6e3 He UA/3810/01/01
ANTAYMIA neHani "HaujioHasb FomeonaTuyHa | TMRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUii 3aci6. peyernma nionseae
nosimepHomy; no 1 Ha Cninka" CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
neHany B nauwi 3 FomeonaTny y NEPBUHHII ynakoBL,i rOTOBOro JlikapcbKoro 3acoby
KapToHy abono 51 Ha Cninka" (Tnn KoHTeliHepa abo foAaBaHHS HOBOTO

rpaHysn y KoHTelHepi
3 03yBaHHAM; Mo 2

KOHTeliHepy B nayuj

3 KapTOHY

KOHTeliHepa) - TBepAj, M'SKi Ta HecTepubHI piaki
nikapcbki hopmn. CynyTHA 3MiHa- 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneyudikauini Ta/abo fonyCTUMNX MEX FOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHA cneuundikawii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BUNPOOYBaHHA) BBEAEHHA [0AATKOBOI yNakoBKK, a
came KOHTeliHep 3 403yBaHHAM M0 51, 3 BHECEHHAM
BiANOBIAHMX 3MiH [0 p. «YNakoBKa» Ta AOMNOBHEHHS
cneuundikavii MN13 n. «Maca BMICTy ynakoBKu:
KOHTeWHepu 3 A03yBaHHAM Mo 5 r» 3 BiANOBIAHUM
MeTOoA0M BUNPOGYBaHHA. 3MiHU BHECEHO B
IHCTPYKLi0 AN51 MeANYHOTO 3aCTOCYBaHHS
niKkapcbKkoro 3acoby Ao po3ainy "YnakoBka" y 3B'si3Ky
3 BBEZIEHHAM [04aTKOBOI NePBMHHOT YNakoBKN
(KOHTelHep 3 fA03yBaHHAM Mo 5 r) Ta Ak HacNigokK -
BiANOBIAHI 3MiHM BHECEHO A0 po3ziny "Cnocio
3aCTOCyBaHHA Ta 031" (4ofaBaHHSA aniropuTMy
3aCcTOCYyBaHHA) 3riAHO 3 MaTepianamu
peecTpavuiniHoro Aocbe. BBeAeHO TEKCT MapKyBaHHS
0151 BIANOBIAHOIO A03yBaHHA Ha 5 I (MepBuHHa Ta
BTOPVHHA YNakKoBKM NiKapCbKOro 3acoby). 3miHu |
MRy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6.
CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby
(3MiHa KinbKOCTi 0AMHWLB (Hanpuknag TabneTok,
amnyJs TOLLO) B ynakoBLi:) - 3MiHa no3a fiana3oHoM
3aTBEPKEHNX PO3MIPIB YNaKOBKU Y 3B'A3KY 3
BBEeHHAM [04aTKOBOI NEPBUHHOT YNaKoBKU
(koHTelHep 3 f03yBaHHAM, N0 5 r), 3MiHIOETLCA
KiNIbKICTb OZMHULb Y BTOPUHHII ynakoBLi. Y nayui 3
KapToHy 6yfe no 2 KOHTeliHepy 3 A03yBaHHAM.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

3arasibHa KiflbKiCTb NiKapCcbKoro 3acoby y BTOPUHHIl
ynakoBui (10 r) — He 3MiHI0ETbCA. 3MiHU BHECEHI B
IHCTPYKL,il0 ANS MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainy "YnakoBka"y 3B’s3Ky
3 fofaBaHHAM HOBOI YNakoBKM - KOHTeliHepa (3MiHa
KiNIbKOCTi OAVHWLb BTOPUHHOT yrnakoBku). BignosigHi
3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBK/
nNiKapcbKoro 3acoby.

100.

rPmnounTP
OH PUHIC

reNb HasasnbHui, 1
mr/r no 10 r y Ty6i;
no1ty6iy

KapTOHHI/ KopoobLi

TOBAPUCT
BO 3
OBMEXKEH
oo
BIAMOBIJA
NBHICTIO
«KOPTMOPA
s
«3[J0POB'S

»

Ykpaina

ToBapucTso 3
06MexeHo
BiANOBIAANILHICTIO
"PapmaueBTnyHa
KomMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB: 3MiHa
3agBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro
noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460). BBeeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
3aTBepPMKEHHSA. 3MiHN | TUNy - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHNX NPO
cucTemy thapmakoHarnsagy (BBefieHHs y3arasibHeHnxX
[aHvX Npo cuctemy hapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6MU, BifgnoBiganbHOI 3a
3AiicCHeHHA hbapMakoHarnagy; KOHTakTHOT 0cobu 3
chapmakoHarnsay 3asBHvKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jiCHEeHHs1 hapMakoHarnaay (BkIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
thaiina cuctemu chapmakoHarnsgy).
3MiHa yNnoBHOBaXKEHOI 0CO6Y 3asiBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsag. firoya
pepakuis: LesyeHko OneHa IropiBHa. MponoHoBaHa
pefaxuisi: MaHoBa OneHa MukonaisHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAnoBigasIbHOI 3a hapMakoHarnsg.
3MiHa HoMepa macTep-ghaiina cuctemu
hapmakoHarnsgy.

6e3
peyenma

UA/12577/01/01

101.

rPUNMNOCTA
[® PUHO
MAPITIM

po3uuH 0,05 % no
15 mn y dpnakoHi; no
1 cbnakoHy B
KapTOHHilA KopooLi

CTAOA
ApLHaiMITT
enb Al

HimeyuunH
a

(Bunyck cepiit)
CTAOA
ApuHaiimitTens Al
HimeuuunHa;
(BPO6HMLTBO
Hepo3dhacoBaHoro
NpoAyKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepiid)
Ypcachapm
ApuHalimiTTens
M6X, HimeuunHa;
(BPO6HMLTBO
Hepo3dhacoBaHoro

HimeuunHa/
Icnanis/
YopHoropis/
PyMyHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3a3Ha4YeHHs YMOB Bifnycky B Haka3i MO3
YkpaiHu Ne 897 Big, 24.05.2024 B npoueci

BHEeCEeHHSA 3MiH (3MiHu | Tuny - 3MiHW 3 AKOCTI.

[0TOBWIA nikapcbkunii 3aci6. 3MiHU Yy BUPOGHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCS BUMYCKY
cepil Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKoro
3aco6y (3amiHa abo AofaBaHHA AiNbHULI, Ha SKi
3[iiCHIOETLCS KOHTPO/IL/BUNPOBYBaHHS cepii)
[opaBaHHA AinbHULI AN "KOHTPOO cepii: inko-
XimMiuHi BUNpobysaHHa": IABOPATOPIA 3

KOHTPO/IO NNIKAPCbKMX 3ACOBIB CTALA
Xemodchapm CPJ1 (Kanea TopoHTanyyu, km 6,

IHcTuTyT MITT 1-i1 Ta 2-ii NnoBepx, MyHiumnanitet
Timiwoapa, no.iT Timiw, nowToBuiA iHgekc 300633,

6e3
peyenma

UA/16231/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
NpoAyKTy, NepBUHHE PymyHist) / LABORATORUL DE CONTROL AL
Ta BTOPVHHE MEDICAMENTULUI al STADA HEMOFARM SRL
nakyBaHHs, (Calea Torontalului, km 6, Incianta PITT - etaj 1 si
KOHTPO/Ib Cepiid) etaj 2, Minicipiul Timisoara, Judetul Timis, cod postal
SAMAP XEJNIC KEP 300633, Romania). 3miHu | TUNy - 3MiHW 3 AKOCTI.
CEPBICEC [oTOBWMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
MALPUA, C.AY., 3MiHa iMnopTepa/3amiHu, L0 CTOCYHTLCSA BUMYCKY
IcnaHis; cepil Ta KOHTPOIO SAKOCTI FOTOBOrO NiKapCbKoro
(BPO6GHMLTBO 3acoby (3amiHa abo goAaBaHHA AifbHULI, Ha SKIR
Hepo3dacoBaHoro 3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHA cepi)
NpoAyKTy, NepBuHHe [ofaBaHHA AinbHULI 015 "KOHTPOIO cepil:
Ta BTOPVHHE MikpobiosnoriyHi BUnpobysaHHsA": Mikpobaiongxi
nakyBaHHs1) Kpamep Mv6X (Mpim3ay 7, 66809 Hanbbax,
XeMOMOHT 4.0.0., HimeuuuHa) / MikroBiologie Kramer GmbH
YopHoropis; (Primsaue 7, 66809 Nalbach, Germany).
(kOHTpOSIb Cepiil:
Pi3nKO-XiMiYHi
BMNPOBYBaHHS)
NABOPATOPIA 3
KOHTPONIO
NIKAPCbKKX
3ACOBIB CTALA
Xemocpapm CP/1,
PyMyHis;
(kOHTpOSIb Cepiii:
MiKPOGIONOriyHi
BMNPOOYBaHHS)
MikpoBaitonoaxi
Kpamep Mv6X,
Himeuunna
102. | FTPUNMOCTA | cnpeiil Ha3anbHWUA, CTALA HimeuyunH (BMnycK cepii) HimeuunHa/ BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 6e3 UA/16231/01/02
A® PUHO po3uuH 0,1 % no 15 ApuHaimiTT a CTALA Icnanis/ YTOUYHEHHSA peecTpayiiiHoro Homepa Ta peyernma
MAPITIM My dpriakoHi; no 1 enb Al ApuHaiimitTTens Arl, YopHoropis/ 3a3Ha4yeHHs1 YMOB BignycKy B Hakasi MO3
donakoHy B HimeuuunHa; PyMmyHis YkpaiHu Ne 897 Big, 24.05.2024 B npoueci
KapTOHHI/ KopoobLi (BPOGHMLTBO BHECEeHHS 3MiH (3miHu | Trny - 3MiHK 3 AKOCTI.
Hepo3dacoBaHoro [oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.

NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/Ib cepiid)
Ypcachapm
ApuHaiimiTTens
M6X, HimeuuunHa;
(BPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY, NepBUHHE
Ta BTOpPWHHE

3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUMYCKY
cepii Ta KOHTPOKO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo JofaBaHHA AiNbHULI, Ha SKi
3[iICHIOETLCSA KOHTPO/IL/BUNPOBYBaHHSA cepil)
[opasaHHsA AinbHUUI 4115 "KOHTPOto cepii: disnko-
XimMiuHi BUNpobyBaHHsa": IABOPATOPIA 3
KOHTPO/IO NIKAPCbKMX 3ACOBIB CTALA
Xemocpapm CPJ1 (Kanea TopoHTanyyw, km 6,
IHcTuTyT MITT 1-7 Ta 2-i1 noBepx, MyHiyunaitet
Timiwoapa, no.iT Timiw, nowToBwuii iHaekc 300633,
PymyHist) / LABORATORUL DE CONTROL AL
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nakyBaHHS, MEDICAMENTULUI al STADA HEMOFARM SRL
KOHTPO/Ib cepild) (Calea Torontalului, km 6, Incianta PITT - etaj 1 si
DAMAP XEJNIC KEP etaj 2, Minicipiul Timisoara, Judetul Timis, cod postal
CEPBICEC 300633, Romania). 3MiHu | TUNY - 3MiHK 3 SKOCTI.
MAOPWA, C.AY., [oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULLTBI.
Icnanis; 3miHa iMnopTepa/3miHm, L0 CTOCYHTLCA BUMYCKY
(BMpPOGHMLTBO cepil Ta KOHTPOJTH0 SKOCTI FOTOBOrO MiKapCbKOro
Hepo3hacoBaHoro 3aco6y (3amiHa abo AofaBaHHA AiNbHULI, Ha SKil
NPOAYKTY, NEPBUHHE 3[iCHIOETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepil)
Ta BTOPUHHE [opasaHHA AinbHUUI 4518 "KOHTPONIo cepii:
nakyBaHHs) Mikpob6iosioriuHi BUNpobysaHHsA": Mikpobaiongxi
XeMOMOHT f.0.0., Kpamep Mv6X (Mpim3ay 7, 66809 Hanbbax,
YopHoropis; Himeuumnna) / MikroBiologie Kramer GmbH
(KOHTpOSIb Cepiii: (Primsaue 7, 66809 Nalbach, Germany). Pefakuisi B
hi3nKO-XiMiYHI Hakasi - UA/16231/01/01. BipHa pepakuiis -
BMNPOOYBaHHS) UA/16231/01/02.
NABOPATOPIA 3
KOHTPONIO
NIKAPCBbKKX
3ACOBIB CTALA
Xemodgpapm CP/,
PymyHis;
(KOHTpOSIb Cepiii:
MiKpo6ionoriyHi
BMMNPOOYBaHHS)
MikpoBaiiononxi
Kpamep Mmo6X,
HimeyunHa
103. | rPYaHun 36ipno50ry MpAT YkpaiHa MpAT "“NikTpasun" BHECEHHS 3MiH 4,0 PeECTpaLiiHNX MaTepiasiB: 3MiHW 6e3 UA/5859/01/01
3BIP Ne2 naykax 3 BHYTPILLHIM "NikTpasn* | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
naketom; no 1,5ry 3MiHM Y BUPOOHULTBI. 3MiHK Y NpoLeci BUpO6HMLTBA
iNbTP-NakeTi; No roTOBOro MikapCbKoro 3acoby, BKIUaun
20 hinbTp-nakeTiB y MPOMiXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPy
naJui abo y nauui 3 BUPOGHMLTBI rOTOBOrO NiKapCbKOro 3acoby
BHYTPILUHIM NakeToMm (He3HayHa 3MiHa y npoLeci BUPOGHULTBA).
BHeceHHs 3miH go p. 3.2.P.3.3. Onuc BMpo6bHUYoro
npoLecy Ta KOHTPOJIK0 NPOLECY, @ CaMe He3HauHi
3MiHM y npoueci BUpoBGHMLTBA NliKapCbKoro 3acoby
Ha cTagii TIM-3 BUrotossieHHA NMPOMIKHOT Ta
Hepo3dacoBaHO! NpAYKLUIT (4oAaBaHHS NPOMDKHOI
cTagii «FpaHynauis», ska 3acTOCOBYETLCA B pasi
HeoObXiAHOCTI AN KOMMOHEHTa 360py «MaTtu-id-
Mauyxu INCTS», 3a1eXKHO Bif, CTYNEHS MOKPUTTA
BOJ/I0CKaMW HWXHbOI NMOBEPXHi ncTka (B pasi
BWCOKOIo CTyneHs)).
104. | AEKCOBEN TabneTku, BKPUTI HOBE/ TypeyunH HOBE/ IN1AY TypeuunHa BHECEHHS 3MiH 10 peECTpaLiiiHUX MaTepianis: 3MiHM 3a UA/16411/01/01
NNiBKOBOK INAY CAHAI a CAHAI BE | TMNy - 3MiHK WoAo 6e3nekn/ed)eKTMBHOCTI Ta peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

060/10HKO0, N0 25
Mr o 10 TabneTok y
6nictepi, no 2
6nictepu B
KapTOHHIA ynakoBLi

BE
TIOIXKAPET
A.LL.

TIIXKAPET A.LL.

thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasibHeHUX JaHnx nNpo cucTemy dapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cUcTemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 415
3pjificHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-
(paiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigasibHOI 3a
chapmakoHarnsag.

[Oitoua pepakuin: R. Ayse Cetin. NMponoHoBaHa
pegakuisi: Kevser Cure. 3MiHa KOHTaKTHUX JaHUX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsg. 3miHa MicLs 3[iACHEHHSI OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy. 3miHa
MicL,e3HaxoMKeHHsT macTep-doaiina cuctemu
chapmakoHarnsgy.

105.

AEHINIM

MOPOLLIOK ANs
pO34UHY A5 iH'EKUIl
no 1000 mr; 1

h1aKkoH 3 NOPOLLKOM
y KOpo6Lii 3 KapTOHY

AHaHTa
Megikeap
nTa.

Benuka
BpuTtaHis

AHaHTa Megikeap
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTepianis: 3MiHN
I Tuny - AgMiHiCTpaTVBHI 3MiHW. BunyyeHHsA
BUPOBHMYOT AiNbHULI (BKNOYAOUN AiNbHULI ANS
A®I, npomixHOro NpPoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOGHWMKa, BifNOBigaIbHOrO 3a BUMYCK
cepiii, Micue NPoBeAEHHS1 KOHTPOIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy abo
[0MOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y OOCHE)
BWTyYEHHS BUPOOHMKA rOTOBOrO MiKapCbKOro 3acoby
Csicc MNepeHTteparic NTa,., IHaia. 3anvwaetbca
3aTBepXEHUI BUPOGHUK AHaHTa Megikeap JlimiTepq,
IHAiA. 3MiHN BHECEHI B iIHCTPYKLO 4N18 MEeANYHOro
3aCTOCyBaHHS LLOAO0 BUNYHYEHHSI OLHOTO 3
BMPOOHUKIB NiKapCbKoro 3acoby Ta sk HacnifokK -
BWNYYEHHS IHCTPYKLIT 4719 MEANYHOrO 3aCTOCYyBaHHS
Ta TEKCTY MapKyBaHHS yNakoBKW NiKapcbKoro 3acoby
ANS Uboro BUpo6HUKa. BBeaeHHs 3MiH npoTsirom 3-
0X MicsiLiB nicns 3aTBepAKeHHS

3a
peyernmom

He
nionsizae

UA/15339/01/01

106.

OEHTATENb
®

refb 4Ns ICEH; No
20 ry Ty6i; no 1 Ty6i
B MayLii 3 KAPTOHY

MPAT
"®ITOPAPM

YKpaiHa

BiANOBIgabHNIA 32
BMPOGHULITBO,
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/1b SIKOCTi Ta
BUNYCK cepil:
MPAT
"PITOPAPM",
YKpaiHa;

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK
| Tuny - 3miHK Wwoao 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO Y .
4. ATA 3AKIHYEHHA TEPMIHY NMPUOATHOCTI
Ta n. 5. HAUMEHYBAHHSA BUPOBHUKA 1, 3A
HEOBXIAHOCTI - 3BAABHUNKA TekcTy MmapKyBaHHS
nepBUHHOT YNakoBKu Nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TW MiCALB NiCNA 3aTBEPMKEHHS.

6e3
peyenma

UA/6966/01/01
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n/n

JNliKapcbKo20

3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o

107.

BiANOBiAa/IbHWIA 32
BUPOBHMLTBO,
nepBuHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
AT "Nly6Hndapm",
YKpaiHa;
BiANoOBigabHUIA 3a
BWMYCK Cepii, He
BK/THOHAI0UM
KOHTPO/1b/BUNPOGYB
aHHsA cepii:
MNPAT
"®ITOPAPM",
YKpaiHa

nocsi0o4YeHHs

K

ANKNO®EHA

Tabnetkn no 0,05 ;
no 10 TabneTtok y
6nictepax; no 10
TabneTok y 6nictepi;
no 1, no 3 a6o 10
6nicTepiB y nayui 3
KapToHY

MAT
"Ximchapm3sa
BOA,
"YepBoHa
3ipka"

YKpaiHa

NAT
"Ximchapm3asop
"YepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKMii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikalii Ta/abo JoNyCTUMMX MEX
roTOBOrO NiKapCbKOro 3acoby (BUyUYeHHs
HEe3Ha4YHOro nokasHvka (Hanpukiag 3actapifioro
nokasHMKa, Takoro sk 3anax Ta cmak, abo
iaeHTugikaLisa 6apBHUKIB Y CMakoBUX [06aBOK)) -
BHeceHHs 3MiH y MaTepiann peecTpauiiiHoro gocbe
Ha NikapCbKuii 3aci6, a came BUyYEHHS] KOHTPOSIO
3a NokasHMKoM «CTupaHicTb» 3i cneyudikadii Ta
MeTOZIB KOHTPOSIIO AKOCTi FOTOBOTO /1iKapCbKOro
3aco6y. 3miHu |l Tuny - 3MiHK 3 aKocTi. AdL.
Bupo6bHMLTBO. 3MiHa BUPOGHMKa
BWXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYHOTbCS Y BUpPOOHUYOMYy npoueci AdI,
a60 3MiHa BMPOGHUMKa (BKIOYakoun, Ae HeobxigHo,
MicLie NpoBeAeHHS KOHTPOIO0 SKocTi) AdI (3a
BifICYTHOCTI cepTudikata BignosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoOMy
[0cbe)(BBEAEHHS HOBOro BUPOGHNKa Adl 3
HafaHHAM macTep-chaiina Ha A®I) - CynyTHS 3miHa -
3MiHu 3 aKocTi. A®Il. KoHTposb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo JonyCTUMUX MEX,
BM3HAYeHNX Yy cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMIDXHUIA NpoayKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(JONOBHEHHS cneumdikavii HOBUM NOKa3HUKOM
AKOCTI Ta Bi4NOBIgHM METOLOM BUNPOBYBaHHS) -
BBefeHHs1 f04aTKOBOro BUPOGHYMKa cybcTaHLi
Hatpito guknodeHaky Aarti Drugs Ltd, IHgis. Ak
Hacnigok 3miHa cnewumdikaLii BXigHOro KOHTPO/I0

A®I 3a NOKa3HNKOM «3a/IMLLKOBA KiIbKiCTb

3a
peyenmom

UA/0708/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
OpraHiYHNX PO3UYMHHVIKIB» A1 NPONOHOBAHOI0
BUpo6HMKa A®I 3 BBEAEHHAM BiANOBIAHOT METOANKM
KOHTpOost0 (MeTaHon He 6GinbLe 0,3 % (3000 ppm),
I13onponinoswuii cnupt He 6inbwe 0,5 (5000 ppm)
Tonyon He 6inbLie 0,089 % (890 ppm)
108. | AMUMEKCUA® | po34MH HaLKipHWUIA MAT YkpaiHa MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/4522/01/01
APTEPIYM no 50 Mn 'y dhnakoHi; "Tanuudhap | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
no 1 cpnakoHy B Mm" KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa

nauuj

napameTpiB cneundikaliii Ta/abo 4ONYCTUMUX MEX
roTOBOrO JlikapCcbKoro 3acoby (iHwWi 3miHn) CynyTHs
3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUii 3acib.
KoHTposb roToBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPo6yBaHHS rOTOBOTO JiKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BMNpo6yBaHHS) MNpuBeaeHHs cneyudikadii Ta
MeTogiB KoHTposto 13 fo Bumor moHorpadii AdY
3a n. «MikpobionoriyHa unctota», a came —
BU/TyYEHHS (DOPMY/IIOBAHHS «He BiflbLue», a Takox,
BUMPaB/IEHHS] HEKOPEKTHOrO HaliMeHyBaHHS n.
«OnTnYHa rycTrHa» Ha «BigHocHa ryctuHa» B
3arBepaxeHnx MKA /13. 3aTtBepaeHo
Cneuundikavnis
Mikpob6ionoriyHa yncToTa 3arajsibHe YMCI0 aepobHMX
mikpoopraHi3mis (TAMC) He 6inbwe 100 KYO B 1 mn

3arasnibHe Yncno APHKIKOBYX i NIICHEBUX rpMbiB
(TYMC) He 6inblie 10 KYO B 1 mn
BigcyTHicTb Staphylococcus aureus B 1 mn
BigcyTHicTb Pseudomonas aeruginosa B 1 mn
MeToan KoHTposito 5. OnTuyHa ryctuHa. (4dPY,
2.2.5). Big 1,100 po 1,104.

12. Mikpo6ionoriyHa unctoTta. BunpobyBaHHs
NpoBOAATHL BiANOBIAHO A0 BUMOT AdY, 1.4, 2.6.12,
2.6.13,5.1.4
3aranibHe yncno aepobHux mikpoopraHismis (TAMC)
He 6inblue 100 KYO B 1 Mn
3arasibHe YnCcno APdKIKOBUX | NiICHEBUX rpubiB
(TYMC) He 6inblie 10 KYO B 1 mn
BigcyTHicTb Staphylococcus aureus B 1 mn
BigcyTHicTb Pseudomonas aeruginosa B 1 mn
3anponoHoBaHo
Cneuudikauiss MikpobionoriyHa umcrtora
3arasibHe 4ncno0 aepobHMX MIKPOOPraHi3mis
(TAMC): 10°KYO B 1 mMn
3aranbHe Y1Ccno APHKIDKOBYX i MTICHEBUX rPMbIB
(TYMC): 10* KYO B 1 Mn
BigcyTHicTb Staphylococcus aureus B 1 mn
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
BigcyTHicTb Pseudomonas aeruginosa B 1 mn
MeToawn koHTposito 5. BigHocHa rycTuHa. (4dPY,
2.2.5). Big 1,100 go 1,104.
12. Mikpo6ionoriyHa uicToTa. BunpobyBaHHs
npoBOAATL BiANOBIAHO A0 BUMOr AdY, 2.6.12,
2.6.13,5.14
109. | ANPEPENIH NnopoLUoK no 22,5 mr INCEH PpaHuin Brpo6HMUTBO, LLiBeiiuapisi/ | BHeCEHHs 3MiH 40 peecTpauiiHnx Matepianis: 3MiHN 3a He UA/9454/01/02
® Ta PO3YMHHUK ANns PAPMA nepBuHHe HimeuuunHa/ Il Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | nidssieae
cycneHsii gns nakyBaHHs, ®paHuis hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
iH'eKLjn 3 KOHTPO/b AKOCTi Ta nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
NPOSIOHrOBaHNM BMNPOBYBaHHS Ha IHCTPYKLT ANA MeAMYHOr0o 3aCTOCYBaHHA y 3B'A3KY i3
BUBI/NIbHEHHAM; 1 CcTabiNbHICTb: HOBUMW JaHVMM 3 SKOCTi, AOK/IHIYHUMU, KNiHIYHUMMN
chnakoH 3 NOPOLUKOM MOPOLLIOK: JaHuMu Ta AaHumu 3 chapmakoHarnagy - 3miHm
Yy KOMM/IEKTi 3 Le6iodapm Picepu BHECEeHO A0 IHCTpyKLii Ana MeanyHoro
PO34MHHMKOM (BO4A eHf, MaHychakuypuHr 3aCcTOCyBaHHSA NiKapcbKoro 3acoby [0 po3ainis
Ans iH 'exuiin) no 2 C.A., Weeliuapis; "B3aemogis 3 iHWMMM flikapcbkumun 3acobamm Ta
mn B amnyni Ne 1, 1 Bupo6bHunuTBO, iHWI BMAW B3aemogii”, "OcobmBocTi
6nicTepom, wo nepBuHHe 3acToCyBaHHSA", a caMe BHECEHO pefakTOpChKi
MicTUTb 1 wnpuy, nakyBaHHA Ta npaBKy A0 TEKCTY LMX PO34iNiB; Takox A0 po3ainy
Ans iH'ekuii Ta 2 KOHTPO/b SAKOCTI: "Mo6ivHi peakui”, a came, foaaHo iHhopmMauito
iH'EKLiHI ronkm y PO3YMHHUK: LLIOAO NopyLleHb 3 60Ky eHAOKPUHHOT CUCTEMM.
KapTOHHIA KopooLi CEHEKCI, ®paHuis; BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3IreP14 XAME/IbH 3aTBEPAKEHHSA
m6X, HimeyunHa;
BTopuHHe
nakyBaHHSA Ta
Bunyck cepii: INCEH
®APMA BIOTEK,
PpaHuis
110. | ANPEPENIH NopoLlokK no 22,5 mr INCEH dpaHuis Bupo6bHMuTBO, LLIBeliyapisi/ | BHECEHHs 3MiH [0 peecTpauiiHux matepiasiB: 3MiHW 3a He UA/9454/01/02
® Ta PO3YMHHUK Ans PAPMA nepBuHHE HimeuuunHa/ | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyennmom | nidssieae
cycnensii gns nakyBaHHs, PpaHLis thapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTui
iH'eKUIn 3 KOHTPO/b SKOCTi Ta NiKapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
MPOSIOHrOBaHNM BMNPOOYBaHHS Ha IHCTPYKLU|T 4719 MeAUYHOro 3acTOCyBaHHSA Ha niacTasi

BUBINIbHEHHSIM; 1
h/1aKkoH 3 MOPOLLUKOM
Y KOMMJ/IEKTi 3
pO34MHHMKOM (BOAA
ON81 iH 'ekuind) no 2
mn B amnyni Ne 1, 1
6nictepom, Lo
MiCTUTb 1 Wwnpwy,
Ans iH'ekuii Ta 2
iH'eKLiMHI ronkun y
KapTOHHI KOpooLyi

CTabiNbHICTb:
MOPOLLIOK:
[Leb6iochapm Picepu
eHf, MaHydakuypuHr
C.A., WBeliyapisi;
Brpo6HMUTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
PO3YMHHWK:
CEHEKCI, ®paHuis;
3IrePI4 XAMENBH
v6X, HimeuunHa,;
BTopuHHe

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiliinii nepiog, abo sk pesynbTar
OL,iHKM 3BiTY 3 AOCAiMKEHb, NPOBEAEHMX BigNOBIgHO
[0 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO A0 IHCTpYKUiT Ans
MeZMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
po3ainis "OcobamBoCTi 3acTocyBaHHS", "M0OGIYHI
peakuii” BignosigHo fo pekoMeHaauii PRAC EMA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEPAXKEHHS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nakyBaHHS Ta
Bunyck cepii: INCEH
®APMA BIOTEK,
PpaHuis
111. | AIAHIN NA4 3 | po34uH 415 Bakctep IpnaHgis BakcTtep Xenckea IpnaHgis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12425/01/02
BMICTOM nepuToHeasibHoOro Xerickea C.A. BunpaBneHo TexHiuHy nomusaky y n. 12. HOMEP peyenmom
rNTIOKO3U aianizy; no 2000 mn C.A. PEECTPALIMHOIO MOCBIAYEHHS TekcTy
2,27% PO3UUNHY Yy MapKyBaHHS1 NEPBMHHOI Ta 30BHILLUHbLOT yNakoBKN
MI/OB/22,7 n1acTMKoBOMY nikapcbKoro 3acoby:
Mrimn MiLKy “Biadnekc” LIAHIN N44 3 BMicTOM rntoko3u 2,27% m/06/22,7
PL 146-3, mr/Mn
ofVHapHoMY, 3ATBEP)KEHO:
obnagHaHoMy 12. HOMEP PEECTPALINHOIO NMOCBILAYEHHA

iH'EKLiiHMM NOpTOM
Ta 3'egHyBayem, abo
y Milky “TBiH ber”,
obnagHaHoMy
iH'EKLiiHMM MOpPTOM,
3 iHTerpoBaHum 3a
[10MOMOro10 1BOX
marictpaneii Ta Y-
3'egHyBava
NOPOXHIM
NAacTMKOBUM
MiLLKOM AN
ApeHaxy,
BKNafeHUx y
npo3opuii
nNacTyKoBUI NakeT;
no 5 KoMnaekTiB y
KapTOHHI kopo6uyj;
no 2500 m/1 po34mnHy
y NNacTykoBoMy
MiLKy “Biadpnekc”
PL 146-3,
OfVHapHOMY,
obnagHaHoMy
iH'EKLiiHMM NOpTOM
Ta 3'egHyBayem, abo
y Milky “TBiH ber”,
obnagHaHoMy
iH'EKLiiHMM MOPTOM,
3 iHTerpoBaHum 3a
[10MOMOro0 BOX
marictpaneii Ta Y-
3'egHyBava
NOPOXHIM
N1acTMKOBUM

PeecTpauiiiHe nocsigueHHs Ne UA/12425/01/03
3AMPOMNOHOBAHO:
12. HOMEP PEECTPALINHOIO NMOCBILAYEHHA
PeecTpauiiiHe noceigueHHs Ne UA/12425/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

MiLLKOM ANnsi
ApeHaxy,
BKNafEHNX Yy
npo3opuii
nNacTyKoOBUI NakeT;
no 4 KOMNEKTN y
KapTOHHIi kopo6Lyj;
no 3000 m/1 po34mnHYy
y NNacTnKoBOMy
MiLLKy “Biadpnekc”
PL 146-3,
OfIMHAPHOMY,
obnagHaHoMy
iH'eKLiiHMM NOpPTOM
Ta 3'egHyBayem, abo
y Miwky “TBiH Ber”,
obnagHaHomy
iH'EKLiiHMM MOpPTOM,
3 iHTerpoBaHum 3a
[10MOMOroI0 BOX
marictpaneii Ta Y-
3'egHyBava
NOPOXHIM
nNacTyKoBUM
MiLLKOM ANnsi
ApeHaxy,
BKNafEHNX y
npo3opuii
NNacTyKOBWI NakeT;
no 3 KOMMNIEeKTH y
KapTOHHIi Kopo6Lyj;
no 5000 m/1 po34mnHYy
y NNacTnkoBoMy
MiLLKy “Biadpnekc”
PL 146-3,
OfIMHAPHOMY,
obnagHaHoMy
iH'EKLiiHMM NOpPTOM
Ta 3'egHyBayem,
BK/1afleHoMy y
npo3opuii
NNacTUKOBUIA NaKeT;
no 2 KOMNEKTU Y
KapTOHHI/ KOpoo6Lli

112.

DIAHIN N4 3
BMICTOM
rNIHOKO3N
3,86%

pO34nH Ans
nepuToHeasIbHoro
Aianizy; no 2000 mn
pO34nHy y

Bakctep
Xenckea
C.A.

Ipnangis

Bakctep Xenckea
C.A.

IpnaHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
BunpasneHo TexHiyHy nomusky y n. 12. HOMEP
PEECTPALIMHOIO MOCBIAYEHHSA TekcTy
MapKyBaHHS MEPBMHHOI Ta 30BHILLHbOI YNakoBKu

3a
peyernmom

UA/12425/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
M/OB/38,6 n1acTMKoBOMY nikapcbKoro 3acoby:
MriMmn MiLLKy “Biadpnekc” OIAHIN MNA4 3 BMicTOM rioko3un 3,86% m/06/38,6
PL 146-3, Mr/mn
OfVHapHOMY, 3ATBEPO)KEHO:
obnagHaHomy 12. HOMEP PEECTPALINHOIO MOCBIAYEHHA

iH'EKLiiHMM NMOpPTOM
Ta 3'eHyBavem, abo
y Milky “TBiH Ber”,
obnagHaHoMy
iH'EKLiIiHMM MOPTOM,
3 iHTErpoBaHWUM 3a
[0MOMOror ABOX
marictpanei Ta Y-
3'eHyBava
MOPOXHIM
nNacTVKoBUM
MiLLKOM AN
ApeHaxy,
BKafEHNX y
npo3opuii
NNacTUKOBUIA NaKeT;
no 5 KOMM/IeKTIB Yy
KapTOHHI Kopo6Lyj;
no 2500 m/1 po34mnHy
y N1acTUKOBOMY
MiLKy “Biachnekc”
PL 146-3,
OfIMHaPHOMY,
obnagHaHoMy
iH'EKLiiHMM MOpPTOM
Ta 3'eHyBavem, abo
y Milky “TBiH Ber”,
obnagHaHomy
iH'EKLiIiHMM MOPTOM,
3 iHTErpoBaHUM 3a
[0MOMOror ABOX
marictpanei Ta Y-
3'eHyBava
MOPOXHIM
nNacTVKoBUM
MiLLKOM AN
ApeHaxy,
BKafEHNX y
npo3opuii
NNacTUKOBUIA NaKeT;
no 4 KOMNNEKTN Y
KapTOHHI Kopo6Lyj;
no 3000 m/1 po34mnHYy
y N1aCTUKOBOMY

PeecTpauinHe nocsigueHHs Ne UA/12425/01/03
3AMPOMNOHOBAHO:
12. HOMEP PEECTPALIIIHOIO NMOCBIAYEHHA
PeecTtpaujitHe nocigueHHs Ne UA/12425/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

MiLLKy “Biadpnekc”
PL 146-3,
OfIMHAPHOMY,
obnagHaHomy
iH'EKLiiHMM NOpPTOM
Ta 3'egHyBayem, abo
y Miwky “TBiH Ber”,
obnagHaHoMy
iH'EKLiIiHMM MOpTOM,
3 iHTerpoBaHum 3a
[10MOMOro0 BOX
marictpaneii Ta Y-
3'egHyBava
NOPOXHIM
nNacTyKoBUM
MiLLKOM ANnsi
ApeHaxy,
BKNafEHNX y
npo3opuii
NNacTyKOBWI NakeT;
no 3 KOMMNIEKTH y
KapTOHHIi Kopo6Lyj;
no 5000 m/1 po34mnHYy
y NNacTykKoBoMy
MiLLKy “Biadpnekc”
PL 146-3,
OfIMHAPHOMY,
obnagHaHoMy
iH'EKLiiHMM NOpPTOM
Ta 3'egHyBayem,
BK/1afleHoMy y
npo3opuii
NNacTUKOBUIA NaKeT;
no 2 KOMNEKTU Y
KapTOHHI/ KOpoo6Lli

113.

AOKCHUMKnI
H-TEBA

Tabnetkv no 100 mr
no 10 Tabnetok y
6nictepi, no 1
6nicTtepy B Kopobu,i

TOB «TeBa
YKpaiHa»

Ykpaina

Brpo6HMLUTBO
Hepo3dhacoBaHOl
npoaykuii Ta 4038BiN
Ha BUMYCK cepii:
Mepkne 'vm6X,
HimeuumnHa,;
MepBuHHA Ta
BTOPUHHA YMaKoBKa,
KOHTPO/b cepil:
Mepkne 'm6X,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT ANA MeAUYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimkeHs (PIP) (iHwi
3MiHM) 3MiHM BHECEHO B IHCTPYKLiO 418 MeUYHOro
3acToCyBaHHA NiKapcbKoro 3acoby Ao posginy

3a
peyernmom

He
nionsizae

UA/3033/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
"Mo6iuHi peakwi" BigNOBIAHO A0 OHOBEHOT
iHbopMmawii woao0 6e3nekn 3acTocyBaHHA Aitoyol
peyoBuHW. TepMiH BBELEHHS 3MiH NPOTArom 6
MicALiB nicna 3aTBepAKEeHHs
114. | AONAPEH® Tabnetku, Ne 4 (4x1) Ha6poc IHais Hab6poc ®apma lMBT. IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/1004/02/01
- no 4 Tabnetkn y ®apma BT. nrg. | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
6nicTepi; no 1 nra. thapmakoHarnsgy. BeegeHHs abo 3miHu oo
6nictepy B y3arasibHeHUX JaHnx nNpo cucTemy apmakoHarnsgy
naneposomy (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
KoHBepTi; Ne 200 hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
(4x50) - no 4 BiANOBIAaA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy;
Tabnetkv y 6nictepi; KOHTaKTHOI 0co6u 3 hapMakoHarnsgy 3asBHMKa 415
no 1 6nictepy B 3piicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
naneposomy BiAMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
KOHBepTi; no 50 3a 3ilicHeHHs thapmakoHarnagy (Bkavarum
nanepoBux KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-
KOHBEpTIB Yy thaiina cuctemun chapmakoHarnsgy) 3miHa
KapTOHHI Kopo6Lyj; KOHTaKTHOI 0CO6M 3asBHVKa, BigNoBiAaIbHOT 3a
Ne 10 - no 10 hapmMakoHarnsag B YkpaiHi.
Tabnetok y [itova pepakuisn: Matioxa CsiTnaHa HkiBHa.
6nictepax; Ne 10 MponoHoBaHa pepakuis: Iwyk Hatanka MeTpiBHa.
(10x1) - no 10 3MiHa KOHTaKTHUX aHNX KOHTaKTHOI 0co6u
Tabnetok y 6nictepi; 3asBHMKa, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
no 1 6nictepy B YKpaiHi
KapTOHHIi kopo6uyj;
Ne 100 ((10x1)x10) -
no 10 TabneTok y
6nicTepi; no 1
6nictepy y
KapTOHHI Kopo6Lyj;
no 10 kopo6ok B
Kopo6ui; Ne 100
(10x10) - mo 10
TabneTok y 6nictepi;
no 10 6nictepiB y
KapTOHHI/ KopoobLi
115. | AONAPEH® renb; no 20 r abo no Ha6poc IHais Habpoc ®apma lMBT. IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/18576/01/01
50 ry Ty6i; no 1 Ty6i | dapma MsT. nrp. | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTBHOCTI Ta peyenma
Y KapTOHHil nra. hapmakoHarnsgy. BeegeHHs abo 3miHM go
ynakoBLi y3arasibHeHUX JaHnx npo cuctemy dapmakoHarnsagy

(BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarsagy, 3MiHa yNnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;

KOHTaKTHOI 0c0obu 3 chapmakoHarnagy 3asBHuKa ans
3[iiCHEHHS1 chapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 34ilicCHEHHA dhapmakoHarnsgy (Bkaoyaouu
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pPO3MILLEHHI MacTep-
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigabHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Dr. Krishna Shah / KpiwHa LLax.
MponoHoBaHa pepakuis: Mr. Manthan Shah /
MaHTxaH Lax. 3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXeHOT 0cobw, BigNoBiganbHOI 3a
hapmakoHarnsag. 3mMiHa KOHTaKTHOT 0Co6U 3asIBHYKA,
BiANOBiAabHOI 3a thapmakoHarnsag B YkpaiHi. Jitova
pepakuis: MaTioxa CsiTnaHa flkiBHa. MNponoHoBaHa
pepakuis: lwyk Hatanka MNeTpisHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHMKA,
BiAMNOBIAa/IbHOI 3a hapMakoHar/iag B YkpaiHi. 3mMiHa
Homepa MacTep-ghaiina cuctemu hapmakoHarnagy
116. | AOLET KOHUEeHTpaT ans Mini Benuka BeHyc Pemegic IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/0670/01/01
pO34nHy AN Xenckepe BpuTtaHis Nimiten Il TNy - 3MiHK 3 AkocTi. A®l. BupobHuLTBO. 3MiHa peyenmom
iHcpy3iid, 40 mr/mn, Nimitep BMPOBHUKA BUXiAHOrO/MPOMIXHOrO
no 0,5 mn npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
npenapary y BMpPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHUKaA
donakoHi i no 1,5 mn (BKNtOUAtOum, ge HeobxigHO, MicLe NPOBEAEHHS
PO34MHHMKA (PO3UNH KOHTpOsto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
eTaHony 13 %) y BiANOBIAHOCTI EBponeiickkili hapmakonei y
doNakoHi, 3aTBEPAXEHOMY [0CbE)(BBEAEHHS HOBOIO
ynakoBaHux y BMpo6HUKa AP| 3 HagaHHAM MacTep-thaiina Ha Adl)
KapTOHHY KOPOOKY; BBeJleHHA AOAATKOBOro BUPO6HMKa AdI
no 2 mn npenapaty pouetakceny Qilu Pharmaceutical Co., Ltd., KnuTait
y hnakoHi i no 6 mn (3atBepaxeHo: SHILPA MEDICARE LTD, IHgis)
PO34MHHYMKA (PO3YUH
eTaHony 13 %) y
doNaKoHi,
ynakoBaHux y
KapTOHHY KOPOOKY;
no 3 mn npenapary
y chnakoHi i no 9 mn
PO34MHHYMKA (PO3YUH
eTaHony 13 %) y
doNaKoHi,
ynakoBaHux y
KapTOHHY KOPOGKY
117. | AOLUETAKCE KOHUeHTpaT ans Akkopg, IcnaHis BMPOGHMLTBO, IHais/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 3a UA/17408/01/01
N AKKOPA po34nHy AN Xenckea KOHTPO/b AKOCTI, MonbLa/ | TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
iHdpysiiA, 20 mr/mn; C.JLY. nepBuHHE Ta YropwmHa/ CucTema KoHTelHep/3aKynoproBasibHMiA 3aci6. 3MiHa
no 1 mn (20 mr) a6o BTOPUHHE TypeyunHa/ y MeTogax BUNpobyBaHHSA NEPBUHHOI YNaKoBKu
4 mn (80 mr) a6o 8 nakyBaHHs: Benuka roToBOro NikapcbKoro 3acoby (iHLi 3MiHM y MeTogax
M (160 mr) y IHTac BpuTaHiam BMNPOGYBaHb (BK/OUAKOUM 3aMiHy ab0 A04aBaHHS))

thnakoHax, no 1
hnakoHy B
KapPTOHHIM nauuj

dapmacbioTikasc
Nimiten, IHais;
IHTac

[lofaBaHHs 4oAaTKoBOro In-house metofy aHanisy
KOHTPO/t0 BUNPOBYBaHHA Ha Arsenic AN CKASIHMX
donakoHiB. Kputepili NpUMHATHOCTI HE 3MiHMBCS.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
dapmacbloTikanc 3aTtBeppkeHo: Arsenic: USP <660> Arsenic: Ph.
Nimites, 1HAis; Eur. <3.2.1>
BTOPVHHE 3anponoHoBaHo: Arsenic: USP <660>/ In-house
nakyBaHHs: Arsenic: Ph. Eur. <3.2.1>/ In-house. 3minu | Tny -
Akkoppg, Xenckea 3MiHK 3 IKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y
Nimitea, Benuka BMPOOHULTBI. 3MiHW Y Npoueci BUpobHULTBA
BputaHis; roTOBOrO /liKapCbKOro 3acoby, BKIoyaoumn
CuHontus NPOMIXHMI NPOAYKT, L0 3aCTOCOBYETHLCS NP
lHgacTpian Cn.3 BMPOBHMLTBI FOTOBOTO liKapCbKOro 3acoby
0.0., MonbLga; (He3HauHa 3MiHa y mpoueci BUPOOHNLTBA) HE3HAYHI
KOHTPO/1b SAKOCTI 3MiHKM B npoLeci BUpobHuuTtBea /13, a came 3miHa
cepii: Yacy nepewmillyBaHHs 3 60 fo 80 xBuauH Ha eTani E
€BpodpiHc (Formulation) Ha ginsHui Il (IHTac ®apmacbioTikanc
AHaniTikan Cepsices Nimiten AinsHka Ne 5-14, N'ymkapar, 1HAiS). 3MiHu |
Xanrepi K., TUMy - AOMIHICTPaTMBHI 3MiHW. 3MiHA HallMEeHyBaHHSA
YropLyHa; Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
$apmagokc BMpO6HMKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
Xenckea N4, BKJ/THOYAKOUN AiNbHWLI BUMYCKY cepii abo Micue
ManbTa; NpoBefeHHS KOHTPOJTI AKOCTI. (AISNbHICTb, 3a AKy
BUPOBHMLTBO, BignoBigae BUPOGHUK/IMNOPTEP, HE BKIOYaoUn
nepBuHHE Ta BWMYCK Cepiil) 3MiHa Ha3BW AiNAHKW, BignosiganbHOT
BTOpPUHHE 3a KOHTpOsb AKocTi cepii N3 i3 Wessling Hungary
nakyBaHHs: Kft. Ha Eurofins Analytical Services Hungary Kft.,
OHko Inak CaH. Be 6e3 3MiHn MicLa BUPOGHMLTBA.
Tigpk. A.C.,
TypeyuunHa;
BiANOBIAa/IbHNIA 3a
BWMNYCK Cepil:
Akkopf, Xenckea
Nimiten, Benvka
Bputatis;
KOHTPO/b AKOCTI
cepii:
SAPMABANIA NT4.
Mikpo6ionoriyHa
nab6opaTopis,
YropumHa;
BiANoBigabHUIA 3a
BWMNYCK Cepil:
Akkopfa Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
MonbLa
118. | AYAK renb; no 15 r abo no nakcoCmit Benvka nakco OnepenLHc Benvka BHECEHHS 3MiH 4,0 peecTpaLiliHnX MmaTepiasis: 3MiHK 6e3 UA/8202/01/01
25r1,a60Mn0 30T KnsiiH BpuTaHis tOK Nimiteq BpuTaHis | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
rento B Ty6i; no 1 Ekcnopt KOHTPO/b rOTOBOro NiKapcbkoro 3acoby (iHLi 3MiHu)
Ty6i B KQPTOHHIV Nimiteq OHOB/IEHHS BXE 3aTBEPKEHNX METO/IB KOHTPO/HO
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Kopobui SKOCTi NikapcbKoro 3acoby, a came: BUKIaAeHHS
TEKCTY iep>KaBHOK MOBOIO 3riiHO Cy4YacHUX BUMOT
119. | AYAKNIP® MOPOLLIOK ANs BEP/IH- HimeuyunH IHpacTpiac Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/17698/01/01
DKEHYEWP® | iHransuiii, 340 XEMI Al a dPapmaceyTikac | TMny - 3miHn 3 AkocTi. CepTudpikart peyenmom

MKr/12 mkr; no 60 Anwmipan C.A. BignosigHocTi/lE-cepTudpikat BignosigHoCTi

[,03 NOPOLLKY AnA
iHranaujn B
iHranatopi; no 1 a6o
no 3 iHransTopu B
aIOMiIHIEBOMY
namiHoBaHoMy
nakeTi KOXXeH, pa3om
i3 MakeTnKom 3
ocyllyBayem Ta
iHCTpYKLUj€eto ANns
MeANYHOro
3acTocyBaHHSA B
KOpo6L,i 3 KapTOHY

€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNIEHOro cepTudpikaTa BifgnoBigHOCTI
a60 BuUyyeHHs cepTuduikarta BiZANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOBMIEHOro cepTudikaTty BiANOBIAHOCTI
€ ana fjtoyoi pevoBuHU hopmoTeposn pymapar
purigpaty CEP Ne R1-CEP 2008-042-Rev 03
(3aTBepmkeHo: R1-CEP 2008-042-Rev 01) Big,
3aTBepaxeHoro BupobHuka SICOR S.r.l., Italy.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMMUX MEX, BUSHAUYEHNX Y crieundikaLisax Ha
A®I, a60 BUXigHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
(iHWi 3miHKW) - 3MiHa BMMOT cneuudikau,ii 3a
nokKasHukom «OnTuYHe obepTaHHsA» y creumdikawii
ansa 3-R-XiHyknigiHony (BUXigHWIA MaTepiasn, SKuii
BUKOPWUCTOBYETLCA Y BUPOOHNLITBI MiKPOHI30BaHOro
akniguHio 6pomiay) ons BupobHuka RANKE
QUIMICA S.A.(ALMIRALL S.A)) (Restricted Part of
the ASMF).

[Oitoua pepakuis: 3- 46 0C go -420C. MNMponoHoBaHa
pepakuisi: 3- 47 0C o -420C. 3MiHu | Tuny - 3MiHn 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHOro
marepiany/npomikKHOro NPoAYKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3mMiHM y MeTofax BUNPObyBaHHSA (BK/IHOHaOUN
3amiHy abo AonoBHeHHs) Ad| abo
BVXiZAHOrO/NPOMIXHOro NPOAYKTY) - 3MiHa B MeTofi
BUNPOBYBaHHA TOMYOsTy, PO3UNHHUKA, AKUI
BMKOPMCTOBYETbLCA BUPoOHNKOM RANKE QUIMICA
S.A. 3a nokasHukom «Jomiwkm» (GC) (Restricted
Part of the ASMF). 3miHn | Tuny - AgMiHicTpaTuBHI
3MiHW. 3miHa HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKA (BK/IHOYaOUM,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOSIIO
SIKOCTi), ab0o BfiacHMKa MacTep-thainna Ha AP, abo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

noctayanbHuka A®I/BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT pEYOBUHY
(IKLLO 3a3HAYEHO Y OCbE) - 3MiHA Ha3BU
nocTavasibHvKa BUXigHOro matepiasy 2-bpomTiodheH
(BuXigHWIA MaTepian, Lo BUKOPUCTOBYETHCH Y
BMPOOHULITBI MiKPOHI30BAHOTO ak/iavHito 6pomigy 3
Jiangxi Renming Pharmaceutical Co. Ltd Ha Jiangxi
Yangfan New Materials Co.,Ltd. (Restricted part of
the ASMF). 3MiHu | TUny - 3MiHW 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkil
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUpPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt Bi4noBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpOOHWMKa -
nofiaHHs OHOBJ/IEHOro cepTuddikaty BignoBigHOCTI
€0 ana gitoyoi pevyoBuHU chopmoTepos pymapat
avrigparty Big 3aTBepmxeHoro BupobHunka SICOR
S.r.l, Italy CEP Ne R1-CEP 2008-042-Rev 04
(nonepegHs Bepcis: R1-CEP 2008-042-Rev 03).
BHacnigok oHoBneHHst CEP, 3miHeHo agpecy
BnacHuka CEP, Teva Pharmaceutical Industries
LTD. fitoua pegakuyis: R1-CEP 2008-042-Rev 03,
Teva Pharmaceutical Industries LTD, 5 Basel Street,
4951033 Petach Tikva, Israel. NponoHoBaHa
pegpakuis: CEP 2008-042-Rev 04, Teva
Pharmaceutical Industries LTD, 124 Dvora HaNevi'a
Street Tel Aviv-Jaffa 6944020 Israel. 3miHu | TUny -
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHu) - 3MiHW BHECEHO B
TEKCT MapKyBaHHS y 3B'A3Ky 3 A0AaBaHHAM
BTOPUHHOI YNakoBKM NiKapCbKoro 3acoby sk
[04aTKOBOI A0 HasiBHOI, a caMe — a/lloMiHIEBOTO
NlaMiHOBaHOro NakeTa, L0 MICTUTLCS B KAPTOHHIl
KOPOO6Lii; TAKOX 3MiHN BHECEHO B TEKCT MapKyBaHHS
NEPBVHHOI Ta BTOPUHHOI YNaKoBKN Y po3ain «IHLE»

120.

OYTPUC

Kancysm m'siki no 0,5
Mr, no 10 kancyn y

KPKA, a.4.,
Hoso mecTo

CnoBeHisa

KOHTPO/b cepil:
KPKA, g.4., Hoso

CnoseHis/
IcnaHis/

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
YTOUYHEHHS1 HANUCaHHA nNpoueAypu B Hakasi MO3

3a
peyenmom

UA/16957/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
6nicTepi; no 3 abo 9 mecTo, CroBeHis; YropumHa Ykpainu Ne 732 Big, 29.04.2024 - 3miHu | Tuny -
6nictepiB y BTOPVHHA yNnakoBkKa, 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb

KapTOHHI Kopo6Lyj;
no 15 kancyny
6nictepi; no 2 abo 6
6nictepiB y
KapTOHHI Kopoo6Li

KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CnoBeHis
KOHTpO/b cepii:
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis

KOHTpPO~b cepii:
BECC/IHI
YropwmHa Kdr.,
YropLumHa;

BUPOBHUUTBO "in
bulk", nepBrHHa Ta
BTOPWHHA yNakKoBKa,
KOHTPO/b Ta BUMYCK
cepii:
Na6opaTopioc JleoH
Papma, C.A.,
Icnanis

KOHTPO/b cepil:
HET®APMAJAB
KOHCANTIHI
CEPBICEC, IcnaHis;

BTOpPUHHE
nakyBaHHS:
MAHAHTIAN
IHTEIPA, C./1.1O.,
IcnaHis;

BTOPWHHE
nakyBaHHS:
ATAIC ®APMA,
C.J1., IcnaHis

roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
3aTBePMKEHI METOAMN KOHTPOSO AKocTi M3
npeAcTaB/ieHo YKPaiHCbKOI MOBO. BBeAeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMKEHHS. 3MiHM |
Tuny - 3miHn 3 skocTi. CepTuddikaT BignosigHOCTI/lIE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYyKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APIl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAKeHOro BUPoOHUKa -
noAaHo OHOB/IEHWIA cepTudikaTt BiANOBIAHOCTI ED
No. R1-CEP 2014-306-Rev 00 an1s Aito4oi peqoBrHN
ayTtactepuay Bif, 3aTBEpAXEHOro BUPobHMKa
AUROBINDO PHARMA LIMITED, IHaia Ha 3amiHy
cepTtudikaty BignosigHocTi E® No. RO-CEP 2014-
306-Rev 02. 3miHu | TNy - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuit 3aci6. 3MiHN Yy BUPOOGHULTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJIH0 SAKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofaBaHHSA AiNbHULI, Ha AKil
3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHA cepil) -
3MiHa agpecy BUPO6HMYOT AinbHuui BECCNIHI
YropuwuHa K., YroplmHa, ska signosigae 3a
KOHTPO/Ib cepili. 3MiHu | Tvny - 3MiHM 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULLTBI.
3miHa iMnopTepa/3amiHm, L0 CTOCYHTLCA BUMYCKY
cepil Ta KOHTPOJTH0 SKOCTI FOTOBOrO MiKapCbKOro
3aco6y (3amiHa abo AofaBaHHA AiNbHULI, Ha SKil
3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHA cepil) -
3MiHa agpecy BUpo6HuYoi ginbHui IABOPATOPIO
EUEBAPHE, C.A., ICTMAHIA, ska Bignosigae 3a
KOHTPO/b cepii. 3MiHn | Tuny - 3MiHM 3 AKOCTI.
["oTOBWMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHa iMnopTepa/3MiHu, WO CTOCYTbCS BUMYCKY
cepii Ta KOHTPOIO SIKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo JofaBaHHA AiNbHULI, Ha SKi
3[iICHIETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepil) -
BBE/EHHSA A0AATKOBOI BUPOOHNYOT AifbHUL
HET®APMANAB KOHCANTIHI CEPBICEC, IcnaHis
/ NETPHARMALAB CONSULTING SERVICES,
Spain, 3a agpecto KappeTtepa ge ®yeHkappanb 22,
AnkobeHgac 28108, Magpwug, IcnaHisi / Carretera de
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Fuencarral 22, Alcobendas, 28108, Madrid, Spain,
ska BiAnoBifae 3a KOHTPOsb cepii. 3MiHuM | Tuny -

AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpOBHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BKJ/THOYAKOUM AiNbHMLI BUMYCKY cepii abo Micue
NpoBefeHHS KOHTPOJTI AKOCTI. (AISNbHICTb, 3a AKy
BignoBiAae BUPOGHUK/IMNOPTEP, HE BKIOYAoUn
BWMNYCK CEPiil) - 3MiHa Ha3BM BUPOOHNYOT AiNIbHULL
NABOPATOPIO AP. ®. EHEBAPHE AHAJIICI3,
C.A., ICMAHIA, sika Bignosigae 3a KOHTPOb cepil.
3MiHn | TURY - 3MiHn 3 aKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOrO cepTudikaTa BifnoBigHOCTI
abo Buny4eHHs cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomikHoT pedoBuHu (ME-cepTudpikat
BIANOBIAHOCTI EBponeiickbkil hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoaykTy abo AONOMIKHOT peyoBUHN) - OHOBMEHWIA
cepTtudikaT Bif, BXe 3aTBepPAKEHOro BUPO6HMKA -
noAaHo OHOBJ/IEHUIA cepTudikaT BiAMNoOBIgHOCTI ED
No. R1-CEP 2000-182-Rev 02 5151 ONOMDKHOT
PEYOBUHM XeNnaTuHy Bif 3aTBEPAYKEHOrO BUPOGHMKA
LAPI GELATINE SPA, ltaly Ha 3amiHy cepTudikaTy
BignosigHocTi €E® No. R1-CEP 2000-182-Rev 01, y
3B'513Ky 3 OHOBMIEHHAM MOoHorpaddii EP. 3minu | Tuny
- 3miHu 3 sikocTi. CepTudpikar BignosigHocTiI/TE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
AonomikHoT peyosuHy (FE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMiKHOro
npoAayKTy abo A0NOMiIKHOT pevyoBuHN) - OHOBNEHWI
cepTudikaT Bif, BXe 3aTBepAKeHOro BUPOGHMKa -
noAaHo OHOBJIEHUIA cepTudpikaT BiANoOBIAHOCTI ED
No. R1-CEP 2003-172-Rev 03 15 AONOMDKHOT
PEYOBVHM XenaTuHy Bif 3aTBEPAKEHOr0 BUPOGHUKA
GELITA Group, Germany Ha 3amiHy cepTudikary

BignosigHocTi E® No. R1-CEP 2003-172-Rev 02, y

3B'13Ky 3 OHOB/IEHHSIM MOHorpadii EP. 3miHu | Tuny
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
- 3MiHM 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHn y

BMPOBGHULTBI. 3MiHa po3Mmipy cepii (BkYaroum
[iana3oH po3mipy cepii) roTOBOro JlikapCbKOro
3aco6y (3mMeHweHHs fo 10 pasis) - 3MiHa po3mipy
cepii, a came 3aMiCTb gianasoHy po3Mipy cepiii
3a3Ha4yeHo po3mipm cepiii (3aTBepaxkeHo: 100.000 —
1.000.000; 3anpornoHoBaHo: 100.000; 665.000;
1.000.000). 3miHu | TNy - 3MiHKU 3 IKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHWLTBI. 3MiHN Y
npovueci BUpo6HULITBA FOTOBOTO NiKapCbKoro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y NpoLeci
BMPOBOHULTBA) - 3MiHW Y BUPOOGHMYOMY NpoLeci Ha
cTagji Preparation of gelatin mass, a came: - 3MiHa
yacy Ta LUBUAKOCTI NepemilllyBaHHS Macy; - 3MiHa
NoCcNiAOBHOCTI BBEAEHHS TNiLEepuUHy Ta TUTaHy
aiokcuay 3 BOAOK Npu NPUroTyBaHHI XenaTuHoBOI
Macu. 3miHm | Tuny - 3miHn 3 AkocTi. CepTudikar
BignosigHocTI/IE-cepTudikart BignosigHoCTi
€Bponeiicbkil thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOro cepTudikaTa BifgnoBigHOCTI
a60 BuUyyYeHHs cepTuduikaTta BiANOBILHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
AonomikHoT peyosuHu (FE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npomixKHOro
nNpoAayKTy abo A0NOMIKHOI pevyoBuHK) - HoBwWit
cepTuddikaT AN BUXigHOrO
MaTepiany/peareHTy/nMpoMiKHOro npoaykTy abo
[LOMOMDDKHOI peYOBMHM B HOBOTO ab0 BXe
3aTBEPAKEHOr0 BUPOBHMKA - NOAAHO HOBWI
ceptuapikat BignosigHocTi €P No. R1-CEP 2003-
172-Rev 02 ansa fONOMDKHOI PEYOBUHW XenaTuHy
Bif 3aTBEpAKeHoro Bupo6Hrka GELITA Group,
Germany. 3MiHu | TUny - 3MiHK 3 AKoCTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
AonomixHoi peyoBuHu (FE-cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei gns
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro

npoAyKTy abo A0NOMiXHOI pe4yoBuHK) - HoBuiA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
cepTuddikaT AN BUXigHOrO

MaTepiany/peareHTy/nNpoMiKHOro npoaykTy abo
[LOMOMDDKHOI peYOBMHM B HOBOTO ab0 Bxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHO HOBWI
ceptuapikat BignosigHocTi € No. R1-CEP 2000-
116-Rev 02 ansa 4ONOMDKHOI PEYOBUHW XenaTuHy
Bif 3aTBEpAKeHoro Bupo6Hrka GELITA Group,
Germany. 3miHun | Tuny - 3MiHK 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHWLTBI. 3MiHN Y
npovueci BUpo6HULITBA FOTOBOTO NiKapCbKoro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHK) - 3MiHK Y
BUpo6HMYOMY npoueci M3, a came 3miHa Yacy
36epiraHHa NPOMIKHOro NPoAyKTy (kancys) Ao
noyatky nakyBaHHs 3 3 micsLiB Ha 12 micAuiB, Ha
OCHOBI pe3y/bTaTiB A0C/iKeHb CTabisIbHOCTi, 6e3
3MiHV YMOB 36epiraHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3amiHa abo BBeAeHHS 404aTKOBOT
AiNbHULI BUPOBHMLTBA /18 YacTuHY abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(BiNbHULA 0N BTOPUHHOIO NakyBaHHS) - BBEAEHHS
[04aTKoBOI BUPOGHMYOT AinbHuui MAHAHTIAN
IHTETPA, C.J1.1O., IcnaHia / MANANTIAL INTEGRA,
S.L.U., Spain, 3a agpecoto MoniroHo IHgacTpian
HeiHop-EHapec, E-3, J/lok. 23 i 24 Meko, 28880
Mappwg, IcnaHis / Poligono Industrial Neinor-
Henares, E-3, Loc. 23 y 24, Meco, 28880 Madrid
Spain, sika BignoBigae 3a BTOPYHHE MakyBaHHS.
3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKNi
3aci6. 3MiHU y BUPO6HULTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOBGHMLITBA A/18 YaCTUHN abo
BCbOr0 BMPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco0by (4iIbHMUA 418 BTOPUHHOTO NakyBaHHS) -
BBE/lEHHS A0AATKOBOT BUPOBGHMYOT AinbHuui ATAIC
®APMA, C.J1., IcnaHis / ATDIS PHARMA, S.L.,
Spain, 3a agpecoto C/Kappakbep, ¢/H — MNon. IHa. Na
KeiHTa P2, KabaHinbsac gens Kamno, 19171
Bapganaxapa, IcnaHis / C/Carraquer, s/n — Pol. Ind.
La Quinta R2, Cabanillas del Campo, 19171
Guadalajara, Spain, sika BignoBiga€e 3a BTOPUHHE
nakyBaHHs. 3MiHu | TUny - 3MiHU 3 SKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI

€Bponelicbkili hapmakonei: ans A®l; Ana BMXigHoro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

matepiany/peareHTy/npomMiKHOro NpPOAYyKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
AonomikHoT peyosuHy (FE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npomixKHOro
nNpoAayKTy abo AONOMiIKHOI pevyoBuHK) - HoBuit
cepTuddikaT AN BUXigHOrO
MaTepiany/peareHTy/NpoMiKHOro nNpoaykTy abo
[LOMOMDDKHOI peYOBMHM B4 HOBOTO ab0 BXe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHO HOBWIA
ceptuapikat BignosigHocTi € No. R1-CEP 2001-
424-Rev 03 gnsi 4ONOMIXHOT PEUOBUHU XenaTuHy
Bif 3aTBEpAKeHoro Bupo6Hrka GELITA Group,
Germany. 3miHun | Tuny - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbKkuii 3aci6. KOHTpoNb roToBOro nikapcbkoro
3aco6y. 3miHa y MeTodax BUNpPoGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOBYyBaHHS) - 3MiHU
MeTOAVKMN 3a NOKa3HUKOM «KinbkiCHe BU3HAYEHHS
aytactepugy» (Npo6oniaroToBka, 3MiHa
PO34YMHHNIKA, BiAKOPEKTOBAHO hopmMyny
po3paxyHKy). 3miHu | Tuny - 3MiHK 3 SKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponelicbkiin hapmakoner) - HoBuii cepTudikat Big,
HOBOrO BMPOGHMKA (3aMiHa abo AOMNOBHEHHS) -
nogaHo HoBwii cepTudikar BignosigHocTi €®, No.
R1-CEP 2016-126-Rev 00 ans gjto4oi pe4yoBuHu
aytactepugy Big HoBoro BupobHuka HETERO LABS
LIMITED, Ingis.

121.

EBPAHTUN

Kancynm
MPOJIOHroBaHoI fji
TBEpAi no 30 mr no
50 a6o no 100
Kancyn y dpsiakoHi;
no 1 cpnakoHy B
KapTOHHIA KopooLi

AciHO
dapma Al

LLiBeiiuapi
a

Takega 'm6X, micue
BMPOGHMLTBA
OpaHieHbypr

HimeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikat BignosigHocCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifgnoBigHOCTI
abo BunyyeHHs cepTudikaTta BiANOBIAHOCTI
€Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYHOTbCS Y BUpobHUUTBI ADI; ans
nonomikHoi peyoBuHu (ME-cepTudpikat
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei ans

3a
peyenmom

UA/9943/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

Adl/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoaykTy abo AONOMIKHOT pe4oBUHN) - OHOBMEHWA
cepTtudikaT Bif, BXe 3aTBepAKEHOro BUPO6HMKa -
nopaHHsa Hosoro [E-cepTudikata BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-050 -
Rev 02 gnsa foNOMKHOI pe4yoBUHMN XeNaTviH Big,
HoBOro BMpo6Huka GELITA Group.
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOr0 cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
AonomixHoi peyoBuHu (FE-cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei gns
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
npoaykTy abo AONOMiXHOT peqoBuHK) - HoBwuii
cepTugikaT o5 BUXiAHOro
MaTepiany/peareHTy/MpoMKHOro NpoaykTy abo
[0MNOMIXHOT peYOBVHY Bi HOBOTO abo BXe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS OHOB/IEHOTO
E-cepTuchikaTta BiANOBIAHOCTI EBPONECHKI
hapmakonei Ne R1-CEP 2000-045 - Rev 04
(3aTBepaxeHo: R1-CEP 2000-045 - Rev 03) ans
[LOMOMDKHOI PEYOBUHM XEeNaTuH Big, 3aTBEPAKEHOro
BMpo6HMKa TESSENDERLO GROUP N.V.

122.

EBPAHTUN

Kancynm
MPOJIOHroBaHoI fji
TBEPAi no 60 Mr no
50 a6o no 100
Kancyn y dp/iakoHi;
no 1 cpnakoHy B
KapTOHHIA KopooLi

AciHO
dapma Al

LLiBeiiuapi
a

Takega 'm6X, micue
BMPOGHMLTBA
OpaHieHbypr

HimeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikat BignosigHocCTi
€Bponeiicbkili hapmakonei/MmoHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOr0 cepTudikaTa BifnoBigHOCTI
abo BunyyeHHs cepTudikaTta BiANOBIAHOCTI
€Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BMKOPWCTOBYHOTbCS Y BUpobHUUTBI ADI; ans
nonomikHoi peyoBuHu (ME-cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npomixkHOro
npoaykTy abo A0NOMIKHOIT pe4oBUHM) - OHOBMEHWA
cepTudikaT Bif, BXe 3aTBepAKeHOro BUPO6HMKa -
nogaHHA Hosoro ME-cepTudikara BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-050 -
Rev 02 gns foNoMKHOI pe4yoBUHMN XeNnaTvH Big,
HOBOro BMpo6Huka GELITA Group.
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI

3a
peyenmom

UA/9943/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
AonomixHoi peyoBuHu (FE-cepTudikat
BiANOBiAHOCTI EBponeiickkili hapmakonei gns
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
npoaykTy abo AONOMiXHOT peqoBuHK) - HoBwuii
cepTuqikaT o5 BUXiaHOro
MaTepiany/peareHTy/MpoMKHOro NpoaykTy abo
[0MNOMIXHOT peYOBYHY Bi HOBOTO abo BXe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS OHOB/IEHOTO
IE-cepTuchikaTta BiANOBIAHOCTI EBPONENCHKI
hapmakonei Ne R1-CEP 2000-045 - Rev 04
(3aTBepaxeHo: R1-CEP 2000-045 - Rev 03) ans
[LOMOMDKHOI PEYOBUHM XXEeNaTuH Big, 3aTBEPAKEHOro
BMpo6HMKa TESSENDERLO GROUP N.V.
123. | EK3O4EPUN nak Ans Hirtis TOB YkpaiHa [03BiN Ha BUMYCK CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW 6e3 UA/13688/01/01
® NTAK nikyBanibHWiA, 5 % "CaHpo3 cepii: Jlek HimeuunHa | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernma
pPO34uH, No 2,5 mn YkpaiHa" $hapmaueBTUYHA thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y
a60 5 MmN y hnakoHi; KoMnaHisa A4.4., TEKCT MapKyBaHHS NepBUHHOI (M. 4, 6) Ta BTOPUHHOI
no 1 donakoHy CnoseHis; (n. 8, 15, 17) ynakoBku slikapcbKoro 3acoby.
pasom 3 10 BMPOGHMLTBO BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
nonarto4ykamu, 30 Hepo3dacoBaHOl 3aTBEPKEHHSA
TamnoHamu ans nNpoAyKLuii, NnepBuHHe
ouneHHsa Ta 30 Ta BTOpVHHE
nuaoYkaMu ans nakyBaHHS,
HIrTiB Yy Nayuj 3 TecTyBaHHsA: MNaynb
KapToHY B. BeliBepc 'M6X,
HimeuumnHa,;
TecTyBaHHsA: [Pl
MpiBatec IHCTITYT
typ
MpogykTyanitat
m6X, HimeyunHa
124. | ENbAENPUN | Tabnetku no 5 mr, OpioH ®iHnsaHgia | OpioH KopnopeiiH, ®iHNAHAIA BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHM 3a He UA/5566/01/01
no 100 TabneTok y Kopnopeiiw DiHNAHLIS; | TMNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyenmom | niossieae
dhonakoHi; no 1 H AnbTepHaTUBHUIA CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo

hnakoHy B
KapTOHHI KOpooLyi

BUPOGHMK, LLIO
3[iliCHIOE NEPBUHHE
Ta BTOPVHHE
nakyBaHHs1, BUNYCK
cepiii:

OpioH KopnopeiiH,
PiHNAHAIA

ymoBax 36epiraHHs roTOBOro /liKapCbKoro 3acoby

(3miHa B ymoBax 36epiraHHs FOTOBOr0 ikapCbKoro
3aco6y abo nicnst PO3YNHEHHSA/BIAHOBNEHHS). 3MiHN
yMoB 36epiraHHs /13, y 3B8'A3Ky 3 TUM, LLIO BifNoBiAHO
[0 €O fitoya pevoBuHa ceneriaivy rigpoxaopug, wo
BMKOPVCTOBYETLCA NPU BUPOOHWLTBI J13 YyTnmBa [0

ceiTna. flivova pegakuis: YMOBW 3BEPITAHHA.

36epirati npu Temnepartypi He Buue 25°C.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
MponoHoBaHa pepgakuis: YMOBW 3BEPIFTAHHA.
36epirati B opuriHasibHii ynakoBL,i AN 3aXUCTy Bif,
4ii ceiTna npu Temneparypi He Buie 25°C.
3MiHU BHeCeHi B po3ain "YMoBu 36epiraHHsA" B
IHCTPYKLil0 AN51 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby, K HacNigokK - BiANOBIAHI 3MiHM
Y TEKCTi MapKyBaHHSA yNakoBKM J1iKapCbKOro 3acoby.
125. | EMEHA® kancynv no 125 mr + | Mepk Wapni | Lseiiuapi Bupo6bHmuTBO Ipnangis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHK 3a UA/4525/01/01
Kancynu no 80 mr; [oym IQEA A Hepo3chacoBaHol HigepnaHngm | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkunin 3aci6. peyenmom
Kombi-ynakoBka no 3 6X npoAayKuii Ta KOHTpO/b roToBOro fikapcbKoro 3acoby (iHLi 3MiHu).
Kancynu; no 1 KOHTPO/b AKOCTI: OHoBneHHss MKA ansa nikapcbkoro 3acoby, a came -
Kancyni no 125 mr + Ankepmec ®apma BMK/afeHHS TEKCTY AEePXXaBHO MOBOIO, 3riAHO
2 kancynu no 80 mr AieneHg 114, Cy4yacHuX BUMOT.
y 6nictepax y IpnaHgis;
KapTOHHIn 06ropTLui; [MepB1HHE/BTOPUHHE
no 1 KapTOHHii nakyBaHHs Ta [103Bi/
o6ropTLi B Ha BUMYyCK cepii:
KapTOHHI/ KopoobLi Mepk Wapn i Joym
b.B., Higepnanam
126. | EMIPYBILUWH- | po3unH NS iH'eKuild, TOB «TeBa YkpaiHa Cinpax ®apmva CPJ1 PymyHis BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 3a UA/20210/01/01
TEBA 2 mr/mn, no 5 mn YkpaiHa» TexHiyHa nomuska (3rigHo Hakaly MO3 Big, peyenmom
a6o 25 mn 23.07.2015 Ne 460). BunpaBneHo TexXHi4Hi NOMU/IK/
nikapcbKoro 3acoby B IHCTPYKLi 415 MEANYHOTr0O 3acTOCyBaHHS
Y CKSIHOMY niKapcbKoro 3acoby y po3gisi "MobiyHi peakuii”, a
dhnakoHi; no 1 came BipHO 3a3Ha4yeHo 4acTOoTy NOLUMPEHHS
hnakoHy B no6iYHNX peakLiii, BUNpaBieHo rpamaTnyHy
KapTOHHI KOpooLyi NMOMMJIKY, @ TakoX BU/Ty4eHO NOBTOP iHGhopMaLii y
nigpo3aini "CuctemHi NOpyLLEHHS Ta peakuii B MicLi
BBefleHHA". 3a3HayeHe BUMNpaB/ieHHA BiANoBifae
MaTepiasiam peecTpauiiHoro AocChke.
127. | EC30N TabneTku, BKPUTI TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: 3MiHU 3a He UA/10774/01/01
060/10HKOI0, M0 100 "TNEAPAP NBT NTA | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom nionseae
mr; no 4 a6o no 10 M ATAO" hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuyj

TabneTok y 6nicrepi;
no 1 6nictepy B
KapTOHHI ynakoBsL,i

niKkapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB nicns BHECEHHA TiET camoi 3MiHU Ha
pechepeHTHWI npenapar (3mMiHa He NoTpebye
HafaHHA XOAHVX HOBUX AOAATKOBUX JaHWX) 3MiHK
BHECEeHO [0 iHCTPYKLIi A1s MeanyHoro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ginu:
"®apmakonoriyHi BractmsocTi”, "lMpoTunokasaHHs",
"B3aemogis 3 iHWMMKM NniKapcbknumu 3acobamu Ta
iHWi B1Ay B3aemogiii", "OcobnnBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepios BariTHOCTI
abo rogyBaHHsA rpyaar”, "Cnocib 3actocyBaHHA Ta
nosn”, "MepeposysaHHA", "Mo6iYHI peakuii”
BiNoBIAHO A0 iHdhopMaLii LLoA0 MeaNyYHOro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(Sporanox, capsules). MpeacTasneHi 3mMiHN B
iHchopmawii 3 6e3neku o0 BHECEHHS 3MiH Ta
[OOMNOBHEHDb Y po3dinax "®apmakosioriyHi
BnactmsocTi" ,"TMoka3aHHA", "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK flikapCbkumu 3acobamm Ta
iHWi BUAM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHSA", "3acTOCyBaHHSA Y nepiog BariTHOCTI
abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHs Ta
no3n", "MepenosyBaHHsa", "T06IYHI peakuii” 3rigHo 3
iHbopMaLieto WoA0 MegUYHOro 3acToCcyBaHHs
pedhepeHTHOrO JliKapCbKOro 3acoby Sporanox
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB 3 gatu
3aTBEepMKEHHS. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiiHoro NocBifUYeHHs, BK/IOUaoum
MnaH ynpaBniHHS py3vkamu (3aCTOCyBaHHSA TEKCTY,
AKUIA NOTOPKEHNIA 3 KOMNETEHTHUM OpPraHoMm)
3asaBHMKOM HaaHO OHOBMEHWIA MnaH ynpasniHHS
pu3nkamu Bepcia 2.1. 3MiH1 BHECEHO A0 YacTuH: |
«3aranbHa iHdhopmauis» Il «Cneuundikauis 3
6e3nekun» V «3axoam 3 MiHimisauii pusmkis» VI
«Pestome nnaHy ynpasniHHa pusmkamu» VI
«[lopatkn» (gogartok 7.2, goaaTtok 7.9, gonatok 8) y
3B'AA3KY 3 OHOB/IEHHAIM iHGpopMaLii 3 6e3nekun Ajtoyol
PEeYOBUHM iTPAKOHA30/ BiAMOBIAHO A0 aKkTyanbHOI
pedhepeHTHOT iHhopMaLlii, @ TakoX y 3B'A3KY i3
3MiHO hopmarty BignosigHoO Ao BuMor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format, GVP Module
V Rev.2 Human Medicines). 3miHu | Tuny - 3MiHu
oo 6e3nekn/etpekTVBHOCTI Ta chapmakoHarnagy
(iHWi 3MiHW) 3MiHM BHECEHO [0 IHCTPYKLi AN1A
MeAMYHOro 3aCTOCyBaHHA /iKapCbKoro 3acoby y
po3gain "Mo6iuHi peakwyii" WoA0 BaXNNBOCTI
3BiTyBaHs Mpo NobiyHi peakuii. MpeacTaBneHi 3mMiHM
B iH(hopMmaLii 3 6e3neku o0 BHECEHHS 3MiH Ta
[ONOBHEHb A0 po34iny «IMobivHi peakuii»
iHcbopMmaLieto W00 NOBIAOMIEHHS NPO NiJ03pPOBaHi
no6iyHi peakuii Ha nigcTasi pekomeHgauii AEL, wo
po3mMileHa Ha odpiuiiHomy caliTi Ta Bignosigae
BMMoram Mopsaky 34ilicHeHHsA dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOpPOHU
340poB’A YKpaiuu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996) MOXyTb OyTH
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

peKkoMeHA0BaHi A0 3aTBEPAKEHHS Ta BHECEHHS B
IHCTPYKLUiO ANst MeANYHOro 3aCTOCYBaHHS!
nikapcbKoro 3acoby. BeeAeHHs 3MiH NpOTArom 6-Tn
MiCSILiB 3 ATV 3aTBEPAKEHHS

128.

ECC/IBEP
DOPTE®

Kancynu, no 10
Kancyn y énictepi;
no 3 abo no 5
6nictepiB y
KapTOHHI ynakosL,i

Ha6poc
®apwma M.T.
nro.

IHais

Hab6poc ®apma lMBT.
nrg.

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
dhapmakoHarnsgy. BeefgeHHsa abo 3miHn o
y3arasibHeHUX JaHnx nNpo cucTemy apmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 hapMakoHarnsgy 3asBHMKa 415
3piicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkoyaroun
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.

[itova pepakuin: Mattoxa CsiTnaHa HAkiBHa.
MponoHoBaHa pepakuis: Iwyk Hatanka MeTpiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bum
3asBHMKa, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi

6e3
peuyenma

UA/7474/01/01

129.

ECTE3IA®

PO34UH A5 iH'EKLLA
NPOJIOHroBaHoI A,
75 mr/mn; no 2 mny
dhnakoHi; 1 dpnakoH
Y KOMM/IEKTi 3
rofikoto Ans
BHYTPILLUHbOM'SI30BOI
iH'EKLLT B KOHTYPHIiA
YapyHKOBIN
ynakosLi; no 1
KOHTYpHilA
YapyHKOBIA ynakoBL,i
B nauuii

MpAT
"®apmaLesT
nyHa hipma

"fapHuus"”

YKpaiHa

CiHbYyHCbKWIA 3aB0f,
IOBI ®apma [HK.

TaliBaHb

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
I Tuny - 3miHK 3 AkocTi. APl BupobHuuTeo. 3miHa
po3Mipy cepii (BkoYatoun gianasonn) A®l abo
NPOMIKHOrO NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y
npoueci Bupo6bHuuTea AP (36inbweHHs fo 10 pasis
NOPIBHSAHO i3 3aTBEPAKEHUM PO3MIPOM) BUPOBHUK
aKTMBHOTO papmaLeBTUYHOrO iHrPesieHTy KOMMNaHis
Formosa Laboratories, Inc. 36inbLumnna po3mip cepii
A®| (3aTBEpPAKEHO: 1,2~6,4 KI; 3aNPONOHOBAHO:
7,5~45 «r (7.1 times)) 3 BUKOPUCTAHHAM iHLIOT
BMPOGHWYOI NiHii Ha Till camiii BUPOBHWYIl AinbHWL -
3MiHun | TUny - 3MiHK 3 AKocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[ONYCTUMUX MEX, BUSHAYEHMX Y crieymdikaLisx Ha
A®l, a60 BMXiAHMA/MPOMKHWI NPOAYKT/pearexT, Wwo
BMKOPMCTOBYIOTLCS Y npoueci BupobHuutea AdI
(BUNYYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpuknag, BUTyHYEHHs 3aCTapifioro nokasHukay)) -
3MiHa y napameTpax cneuundikauii A®l, a came
BU/TyYEHHS HE3HAYHOTO NOKasHMKa «Badki meTanin»
-3MiHn | TRy - 3MiHK 3 iKocTi. A®l. CTabinbHICTb.
3miHa nepiogy NOBTOPHUX BUNpobyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa Adl (3a
Bi[JICYTHOCTI Y 3aTBEPAKEHOMY A0ChE cepTudiikaTa

3a
peyenmom

UA/19475/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
BiANOBIgHOCTI EBponelickkili hapmakonei, Lo
BKJ/1IOYA€E Nepios, MOBTOPHOrO BUNPOGYBAHHS)
(nepiog, NoBTOPHOro BUNPOGYBaHHA/Nepios
36epiraHHs) - 36inblUeHHs abo BBeAEeHHS nepiogy
NOBTOPHOro BUNpobyBaHHsA/nepioay 36epiraHHsA Ha
OCHOBI pe3y/bTarTiB AOCAIMKEHb Y peasibHOMY Yaci
36iNbLUEHHS Nepioay NOBTOPHOrO BMNPOGYBaHHS Ha
OCHOBI pe3ynbTaTiB AOC/IAKEHb Y peasibHOMY Yaci
(3aTBepmKeHo: 60 micsLiB; 3anpONOHOBaHO: 72
MicsiLiB)
130. | ECUMHOBA NMOpPOLLIOK MAT YkpaiHa MAT "Tannucpapm” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis: 3MiHW - UA/9734/01/01
Cinb 2,6 - (cy6eTaHuis) y "rannudap | Tuny - 3miHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
AIAMIHOIEK 6aHkax ans Mm" napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
CAHOBOI BMPOOHULITBA BM3HaYeHux y crneyndikauisx Ha A®l, abo
KUCNOoTU CTEPUNBbHUX BUXIAHWA/NPOMDKHMIA NPOAYKT/pearexT, Lo
nikapcbkyx hopm BMKOPVCTOBYIOTBLCSA y Npoueci BUpobHuuTea Ad|
(iHWi 3mMiHM) BHECEHHA 3MiH B cneyudikauito
peyoBuH ETUNIALIETAT Ta L-NI3VNHY
rAPOXNOPUA, W0 BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI AP| 3a nokasHukom «MikpobionoriyHa
yncToTa» A8 NPUBEAEHHS A0 BUMOr MOHorpadii
Loy «5.1.4. Mikpob6ionoriyHa uicToTa
HecTepwIbHUX hapmaLeBTUYHUX Npenaparis i
cybCcTaHUin Ana hapmaleBTUYHOrO 3aCTOCYBaHHSA»,
a came BWIyYeHHA hopMy/ItoBaHHA «He Binblue»
131. | ETMNOBUA NopoLLIOK ToBapucTso YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3MiHW 3a UA/10262/01/01
E®IP 6- (cybeTaHuis) y 3 06MEXeHOo | TMny - 3MiHu 3 akocTi. ADl. BUpobHMUTBO. 3MiHN B peyenmom
BPOM-5- noslieTuIeHoBMX obMexeHo BiANOBIAA/ILHICTIO npoueci BupobHuuTBa A®I (iHWi 3MiHK) onTuMisauis
raPOKCH-1- MiLLKax Ans Bignosigasib "OAPMXIM" TEXHO/I0rMYHOro npotiecy oTpumaHHa APl eTnnosoro
METUN-4 hapMaLeBTUYHOIO HiCTIO edhipy 6-6pom-5-rigpokcun-1-metun-4
OVUMETW/IAM | 3acTocyBaHHSA "®APMXIM" anMeTtnnamiHomeTun-2-cpeHintiomeTnniHgon-3-
IHOMETWUN-2- KapbOoHOBOT KNC/OTK TiApoXopuay MoHorigpaTy.
®EHINMTIOME BBegeHHs 3MiH NPOTAroM 6-Tu MicAUiB nic/s
TANIHAON-3- 3aTBEPAKEHHS.
KAPBEOHOBO
TKncnotun
raPOXNOPU
i}
MOHOrIAPA
T
132. | ETONO3UA KOHLeHTpaT Ans EBEBE ABCTpis NOBHWIA LMK AscTpist BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHN 3a He UA/2569/01/01
"EBEBE" po3unHy ons dapma BMPOGHMLTBA: | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nionsizae
iHcpysiiA, 20 mr/mn no Fec.m.6.X. PAPEBA YHTepax hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
2,5 mn (50 mr), abo Hdor.KI 'M6X, ABCTpISt; nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
no 5 mn (100 wmr), Bunyck cepii: IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS Ha niacTasi

a6o no 10 mn (200
Mr), a6o no 20 mn
(400 mr) y donakoHi,

EBEBE ®apma
lec.m.6.X. Hdpr. KT,
ABCTpIsi;

perynsipHo OHOB/IIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHs Jlikapcbkoro 3acoby B
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
no 1 doiakoHy B TecTyBaHHsa: MINJ1 nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
KapTOHHIA KOpooLi Mikpo6ionoriwec OLLiHKM 3BITY 3 AOCNiMKEeHb, NPOBEeAEHMX BiANOBIAHO
Mptochnabop M6X, [0 nnaHy negiatpuyHnx gocnigxernb (PIP) (3miHy
ABCTpIS; Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
TeCTyBaHHS: opraHom) 3MiHV BHECEHO B IHCTpyKLto ANns
3eiibepcnopd MEeAMYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby go
Na6op Mv6X, po3ginis "Oco6nmBocTi 3acTocyBaHHS", "lMo6iuHI
ABCTpist peakuii” BignoBigHO A0 iHhopmMal,i Wwoao 6e3neku
3aCTOCYBaHHS Ait040i pe4OBUHM 3rigHO 3
pekomeHpauieto PRAC. BBeeHHS 3MiH NpoTsrom 6-
TV MicAILiB NicNs 3aTBEPIKEHHS
133. | E®PEAPUHY 6inuii abo maiike TosapucTBO Ykpaina Mannagi par3 eHg IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK - UA/16746/01/01
FAPOXNOPU | 6inuii KpucTaniyHwia 3 PapmacbioTikens | TMny - 3miHn 3 AkocTi. CepTudpikart
a nopowuok abo 06MEXEHO NimiTen BignosigHocTI/lE-cepTudpikat BignosigHoCTi
6e36apBHi kpucTasM | Bignosigab €sponelicbkin hapmakonei/moHorpadii. 3miHu,
(cy6eTaHuis) y HiCTIO noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
noaBiiHMX "XapkiBcbke BigNoBigHICTL A0 MoHorpadii APY abo
nonieTnIeHoBmX thapmauesT €Bponeiicbkoi dhapmakonei, abo iHWOoi HauioHaIbHOI
Milwkax ans N4He thapmakonei gepxasu €C (3miHa y crnieundikaisx,
hapMaLeBTUYHOIO nignpuemMcTs nos'sizaHa 3i amiHamu B 1dY, abo €Bponeiicbkiit
3aCcTOCyBaHHA 0 "3p0poB'Aa thapmakonei, abo iHLIA HavuioHanbHI hapmakonei
Hapoay" aepxasun €C) YTOUHEHHSA 3a NOKa3HUKOM “IuTome
onTuyHe obepTaHHA" | BUIYyYeHHS NokasHMKa “Badkki
meTann” 3i cneumdikaii Ta MeTogiB KoHTposto AdI
EdheapuHy rigpoxnopug y 38’a3Ky 3 NpuBeAeHHsM
[0 BUMOr MoHorpadii EP. 3atBepxeHo
MuTome onTuyHe 06epTaHHsA Big -33,5° oo -35,5°, B
nepepaxyHky Ha 6e3BoAHy pevoBuHy n. 7 MKA /13
B®, €, 2.2.7 Baxki meTanu
He 6inbwe 10 ppm M. 14 MKA 13 B®, €, 2.4.8,
meTog A 3anponoHoBaHo MuTome onTuyHe
o6epTaHHsA Big -33,5° oo -35,5°, B epepaxyHky Ha
CyXy peyoBuHy n. 7 MKA 13 6®, €9, 2.2.7
134. | 3ANAIMH Kpem 2% no 20ry 3AT YropwmHa BMPOGHMLTBO, IcnaHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX MmaTepianiB: 3MiHU 6e3 UA/1849/01/01
Ty6i; no 1 Ty6i B PapmaLesT nepsuHHe YropLumHa | TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenma
KapTOHHI KOpooLyi NYHWIA 3aBOA nakyBaHHs1, 3MiHV Y BUPOOHMUTBI (iHLWi 3MiHW) NpUBEAEHHS
Eric BTOPVHHE dhyHKLili 3aTBEpAKEHMX BUPOOHUKIB 13 10
nakyBaHHs, 3aTBepxeHoro posginy 3.2.P.3.1
KOHTPO/b SIKOCTI,
BUNYCK cepil:
deppep
IHTepHauioHab,
C.A., IcnaHis
BUNYCK cepil:
3AT
dapmMaLeBTUYHUIA

3asof ElIC,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
YropwmHa
135. | 30OBIPAKC niodpinisat gns nakcoCmit Benuka nakcoCmiTKnsiiH ITanis BHECEHHS 3MiH 0 PeeCTpaLiiHNX MaTepiasiB: 3MiHW 3a He UA/8281/01/01
pO34nHy AN KnsiiH BpuTtaHis MaHyakTypuHr | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nidssieae
iHcpy3iii no 250 mr; 5 Ekcnopt C.n.A. thapmakoHarnagy (iHwi 3MiHK).
hnakoHiB 3 Nimiteq 3MiHU BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI
niodpinizatom y yMakoBKM NikapcbKoro 3acoby y n. 8. "flata
KOHTYPHIll KAPTOHHIl 3akiHYeHHs TepMiHy npugatHocTi’, n. 17. IHWE Tay
ynakoBLi B TEKCT MapKyBaHHs NePBMHHOT ynakosku n. 4. "fata
KapTOHHIA Kopoo6Li 3akiHYeHHs TepMiHy npugartHocTi, n. 6. IHLE.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa Ha3Bw nikapcbkoro 3acoby (A.2. 1B)
3MiHa Ha3Bw nikapcbkoro 3acoby. 3ATBEP)KEHO:
30BIPAKC™. 3AMPOMOHOBAHO: 30BIPAKC.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpOb rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHn). Mepeknag MKA N3
YKpaiHCbKOK MOBOO. TepMiH BBEAEHHS 3MiH -
npoTArom 6 MicsLiB NicNs 3aTBEPAKEHHS.
136. | 3OKAPAIC® TabneTkn, BKPUTI MeHapiHi Nokcemby A. MeHapiHi ITania/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/3246/01/02
30 MIr NiBKOBOIO IHTepHeLLOoH pr MaHythakTypiHr Himeuunna | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTBHOCTI Ta peyenmom
060/10HKO0, Mo 30 an JloricTikc eHp, hapmakoHarnsgy (iHwi 3mMiHn) 3MiHM BHECEHO B
Mr; no 7 TabneTok y OnepeiwoH Cepsicec C.p.J1,, TEKCT MapKyBaHHS NepPBUHHOI Ta BTOPUHHOI
6nicTepi; no 1 c ITanis (BUpo6HULTBO yMakoBKW NikapcbKoro 3acoby y po3ain «IHLWE».
6nictepy B JTtokcembypr “in bulk”, nepeuHHe
KapTOHHI Kopo6Lyj; C.A. Ta BTOpPVHHE
no 14 tabnetoky nakyBaHHs, BUMYCK
6nictepi; no 1 abo 2 cepiin); A. MeHapiHi
6nictepu B MaHydakTypiHr
KapTOHHIA KopooLi NoricTikc eHp,
Cepsicec C.p.J1.,
ITanis (KOHTpO/b
cepiin); Jomne
hapmaueyTiui
C.n.A,, ltania
(KoHTpONb cepiit);
MeHapiHi-®oH
XeligeH MvbX,
HimeuunHa
(Bnpo6HMUTBO “in
bulk”, nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiit)
137. | IBYMEHT renb no 50 r y Ty6i, NAT YKpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasiB: 3MiHK 6e3 nidnsiea UA/17281/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

no 1 Ty6i y nauyi

"Ximcpapmsa
BOfA,
"YepBoHa
3ipka”

"Ximcpapmsasog
"UepBoHa 3ipka"

| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IHKEHb, MPOBEAEHNX BiAMNOBILHO
[0 nnaHy negiatpuyHux gocnigxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO A0 IHCTPpyKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ginis "MpoTunokasaHHsa", "Ocob6MBOCTI
3acTocyBaHHS", "3acTOCyBaHHS Y Nepiog, BariTHOCTI
abo rogyBaHHs rpyaato” Ta "TobivHi peakyii” wono
6e3rnekun 3aCToCyBaHHA Aito4oi peqyoBuHM ibynpodieH
BiANOBIAHO A0 pekomeHAauin PRAC.
BBefeHHs 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPMXKEHHS.

CynyTHsA 3miHa - 3MiHK Wwoo 6e3nekn/edeKkTMBHOCTI
Ta hapmakoHarnsagy. BHecenHs abo 3miHa(n) oo
3060B'A3aHb Ta YMOB BUadi peecTpadliiHoro
nocBigyeHHs, BkoYaouy MNMnax ynpasniHHA
pu3nkamm (3acToCyBaHHA TEKCTY, KW NOTOAKEHNT
3 KOMMETEHTHVM OpraHom) - 3asiBHUKOM HafaHo
OHOBJ/IEHWIA NaH ynpas/iHHA pusnkamu Bepcis 1.3.
3MiHM BHECEHO A0 4YacTuH: | «3arasibHa
iHhopmaLis», V «3axoan 3 MiHiMi3aLil pu3nkis», VI
«Pestome nnaHy ynpasniHHA pusukamm», VII
«Jlopatkn» y 3B’3Ky 3 [JONOBHEHHSIM MPOEKTY
HCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
OHOB/IEHUMW AAHUMM 3 6E3MNEKN Ail0YOT PEYOBUHW.

peyernma

€

138.

IBYNMPOM

TabneTku, BKpUTI
060/10HKOI0, No 200
Mr, 0 2 TabneTkn y
cawe; no 10
TabneTtok B 6nicTepi;
no 1 6nictepy B
KapTOHHI kopo6uyj;
no 50 TabneTok y
donakoHi; no 1
donakoHy B
KapTOHHIA KopooLi

tOHinao6, /N

CLWA

TOB HOC dapmauis

Monba

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK
| TMny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[onomiHoi peyoBuHu (ME-ceptudpikat
BiAnoBigHOCTI EBponeiickbkili hapmakonei gnsi
Adl/BuxigHoro maTepiasy/peareHTy/MpoMixXHOro
npoaykTy abo AONOMiXHOT peqoBuHK) - HoBwuiA
cepTuqikaT gns BUXiAHOTo
MaTepiany/peareHTy/MpoMiKHOro NpoaykTy abo

6e3
peyenma

UA/6045/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
[0MNOMIXHOT peYOBMHY Bi HOBOTO abo BXe
3aTBepKeHOro BUpo6HvKa. MNogaHHA HoBoro ME-
cepTudikaTa BignoBigHOCTI €Bponeiichbkiii
hapmakonei Ne R1-CEP 2000-182 - Rev 02 gns
[OMOMiXHOT PEYOBMHM XenaTuHy Big HOBOrO
anbTepHaTMBHOro BUpo6HuKa Lapi Gelatine SpA.
139. | IBYNPO®EH Kancynu m'ski no TOB Natsiiicbk nepBuHHE Ta HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 6e3 UA/19458/01/01
200 mr no 10 kancyn "IHPAPMA a BTOPVIHHE | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenma
y 6nicTepi, no 1 a6o Tpenginr" Pecny6nik nakyBaHHs: thapmakoHarnsgy. BeegeHHs abo 3miHn o
2 bnictepa B a KaTtaneHT [xepmaHi y3arasibHeHUX JaHnx npo cuctemy dapmakoHarnsgy

KapTOHHI nayw,i

LWopHaopd MvbX,
HimeuunHa

BUPOGHMLTBO
roTOBOrO
nikapcbKoro 3acoby,
nakyBaHHs 6asky,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
KataneHT JxepmaHi
E6epbax Mmo6X,
HimeuyunHa

(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;

KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
3fjiicHeHHs chapmakoHarnsagy B YkpaiHi, KO0 BOHA
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
dhaiina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigaibHOI 3a
hapmakoHarnsg. Jitoua pegaxuisi: BonoTtko BikTopis

MwuxaiiniBHa. MponoHoBaHa pefakuis: MoniHa

Amaro. 3miHa KOHTaKTHUX AaHWUX YNOBHOBAXEHOT
0cobu 3asBHUKA, BiANOBIAA/IBLHOI 3a
hapmakoHarnsag.
3MiHa KOHTaKTHOT 0CO6U 3asBHMKa, Bi4NOBIgaNbHOI
3a (papmakoHarnag B Ykpaini. [itoua pegakuis:
BonowwHa AHacTtacis AHaToniiBHa.
MponoHoBaHa pepfakuis: MinieHko Mapis
BaneHTuHiBHA. 3MiHa KOHTAKTHUX JAaHUX KOHTaKTHOT
0Cco6y 3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLe3HaxoMKeHHss macTep-haiina cuctemu
chapmakoHarnsgy Ta inoro Homepa.

3MiHa Micus 34iICHEHHS1 OCHOBHOI AisifIbHOCTI 3

thapmakoHarnsgy. 3miau | Tuny - AgmiHicTpaTuBHI
3MiHW. 3MiHa HalimeHyBaHHsA Ta/abo agpecu
3asiBHUKA (BNaCHMKa PEECTPALiiHOro NOCBIgYEHHS).
3miHa Ha3BuM Ta agpecu 3asBHuKa. 3miHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHun). 3MiHKM BHECEHO A0
TEKCTY MapKyBaHHS YNakoBKM JTIKApCbKOro 3acoby:
— BTOPUHHA ynakoBKa — BU/TyYEHHS Ha3Bu Ta
MiCLLe3HaX04KEHHA 3asiBHUKA, 3MiHW BHECEHO LL0A0
HOMepa peecTpauiiHOro NOCBiAYEHHS, YTOYHEHHS
norotuny, AofaBaHHA iHhopmMal,i Woao hapmkois,
Koais Tunorpadii (KoIbOPOBUIA | YACNOBUIA); PUCYHOK
«Kancynv» Ta BHECEHHS He3HaYHUX pedakLiiHuX
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
npaBOK y TEKCT; — NEPBMHHA YNaKkoBKa — BHECEHHS
He3HaYyHMX pefakLiiHMX NPaBoK Y TEeKCT.
TepMmiH BBELIEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHSA
140. | IBYNPO®EH Kancynu m'ski no TOB JaTBiiicbk nepBuHHE Ta HimeyuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU 6e3 UA/19458/01/02
400 wmr no 10 karncyn "IHPAPMA a BTOPVHHE | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenma
y 6nicTepi, no 1 abo Tpeiginr" Pecny6nik nakyBaHHs: thapmakoHarnsgy. BeegeHHs abo 3miHu oo
2 bnictepa B a KaTtaneHT [xepmaHi y3arasibHeHUX JaHnx nNpo cucTemy apmakoHarnsgy

KapTOHHIM nayu,i

LLlopHaopd M6X,
HimeuyunHa
BUPOGHMLTBO
roTOBOrO
nikapcbKoro 3acoby,
nakyBaHHs 6asky,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
KataneHT JxepmaHi
E6epbax Mm6X,
HimeuyunHa

(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy;

KOHTaKTHOI 0co6u 3 hapMakoHarnsgy 3asBHMKa 415
3piicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkoyaroun
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-
(paiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsag. fitoya pegakuisi: BonoTtko Biktopis

MwuxaiinisHa. MponoHoBaHa pegakuisi: MoniHa

AmaTto. 3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT
0Cco6y 3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnsag.
3MiHa KOHTaKTHOT 0cobM 3asBHMKA, BiAMNOBIAA/IbHOI
3a (papmakoHarnsg, B Ykpaini. [ivouya pepakuis:
BonowwnHa AHacTtacis AHaToniiBHa.
MponoHoBaHa pepgakuis: MinieHko Mapis
BaneHTuHIBHA. 3MiHA KOHTaKTHUX JaHUX KOHTaKTHOT
0co6u 3as1BHMKA, BiANoBiAa/IbHOT 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 macTep-haiina cuctemu
chapmakoHarnsgy Ta ioro Homepa.

3MiHa MicuA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3

thapmakoHarnagy. 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
3asBHVIKa (BNacHVKa peecTpauiiHoro nocBig4eHHs).
3MiHa Ha3Bu Ta agpecu 3asBHuKa. 3MiHW | TUny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). 3MiHN BHECEHO A0
TEKCTY MapKyBaHHS yNakoBKW ikapCbKoro 3acoby:
— BTOPUHHA ynakoBKa — BU/TyYEHHS Ha3BW Ta
MiCLie3HaXO)KEHHS 3aABHUKA, 3MiHW BHECEHO W00
HOMepa peecTpavlifiHoro NocBigYeHHs, yTOYHEHHS
norotuny, AofaBaHHs iHhopmMal,i Wwoao hapmkosis,
Koais Tunorpadii (koIbOPOBUIA | YACOBUIA); PUCYHOK
«Kancynu» Ta BHECEHHA HE3HAYHUX peAaKLiiHnX
NpaBOoK Y TEKCT; — NEPBMHHA YNaKkoBKa — BHECEHHS
He3HayHVX peAakLiiH1X NpaBoK Y TEKCT.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
TepMiH BBELlEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS
141. | IBY®EH® cycneHsis opasibHa 3 | ®apmaueBT Monbwa dapmauleBTUYHNI Monbua BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/12829/02/01
POPTE NOSTYHUYHUM WYHWIA 3aBO[ 3aB0/, | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
apomaTom, no 200 "MOJIb®AP "MONIb®GAPMA" 3MiHV Yy BUpOOHMUTBI. 3MiHK BUNpobyBaHb abo
mr/5 mn; no 40 a6o MA" C.A. C.A. Bigain MegaHa [ONYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisix,
no 100 mny B Cepaggai nig yac BUpo6HULITBA FOTOBOrO NiKapCbKOro 3acoby
donakoHi; no 1 (BUNYyYEHHA HECyTTEBOrO BUNPOOYBaHHS B NpoLeci
chnakoHy 3i BVMPOGHWLTBA) - BUnyyeHHs HeCcyTTEBOro
LUMPULLOM- BUNPOOYBaHHA Nig Yac BupobHunuTea /13, a came

[103aTOpOM y
KapTOHHI/ KopoobLi

KOHTPO/I0 nokasHuka «Dissolution of citric acid
monohydrate». 3miHu | TMny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHV Y npoueci BUpOOHULITBA FOTOBOrO NiKapCbKoro
3ac06y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci
BMPOGHMLITBA BOAHOI CyCNeHsii Ans nepopasibHOro
3acToCyBaHHS) He3Ha4yHa 3MiHa BUPOBGHNYOro
npoLecy, Lo NOB'A3aH0 3 ONTUMI3aLlieto
TEXHOOrIYHOro npotecy. - 3MiHn | Tuny - 3miHn 3
AKocTi. FoToBwWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBHULTBI. 3MiHM BUNpobyBaHb abo [oMyCTUMMX
MeX, BCTAHOBMIEHMX Y crneumndikayisx, nig vac
BUPOGHMLITBA FOTOBOIO /iKapCbKoro 3acoby
(AonoBHeHHs ab0 3amiHa BUNPOGYBaHHS B NPOLECI
BMPOGHMLTBA 3a pe3ynbTatamu JOCiAXeHb 3
6e3nekn abo AKOCTi) -[ONOBHEHHS HOBUM
BUNPOBYBaHHAM Y cneumdikauito nig yac
BMpo6HUUTBa J13, a came [04aHO0 KOHTPOsb cTagil
«[leaepauis cycneHsii». -3MiHun | Tuny - 3miHn 3
siKocCTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo A0NYCTUMUX
MeX, BCTAHOBJ/IEHUX Y creundikayisx, nig vac
BMPOOGHULITBA rOTOBOTO NiKapCbKoro 3acoby
(monoBHeHHs abo 3amMiHa BUNpPobyBaHHSA B NpoLieci
BMPOGHMLTBA 3a pe3ynibTatamn AoCifKeHb 3
6e3nekn abo AKOCTI) - LONOBHEHHSA HOBUM
BMNPOGYBaHHAM Y cneumdikauito nig yac
BMpo6HULTBA /13, a came AofaHO KOHTPO/b cTagil
«3MillyBaHHA Ta roMoreHisayisa nicns 3'egHaHHs
PO34UHIB». - 3MiHM | TUNY - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBEHNX
y cneyudikauisix, nig yac BUPOOGHULTBA rOTOBOrO
nikapcbkoro 3acoby (AonoBHeHHst abo 3amiHa
BMNPOGYBaHHS B NpoLeci BUpobHMLTBA 3a
pesynbTatamy focifKeHb 3 6e3nekn abo AKocTi) -
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

[IOMNOBHEHHS HOBUM BUMNPOOYBaHHAM Y
cneumaikauito nig vyac BupobHuLTBa /13, a came
[0[4aHO KOHTPOsb cTagjii «PO34MHEHHA 6eH30aTy
HaTpito». - 3MiHK | TUNY - 3MiHK 3 SKoCTi. FoTOBMIA

nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
BMNpoGyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHNX
y cneyudikauisix, nig yac BUpOObHULTBA FOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHHA abo 3amiHa
BMNPOGYyBaHHA B NPOLIECi BUPOGHMLTBA 3@
pe3ynbTaTamu gocnimkeHb 3 6e3nekn abo SKocTi)

[IONOBHEHHS HOBUM BUMNPOBYBaHHAM Y
cneumdikauito nig yac BupobHuuTtea /13, a came

[04aHO KOHTPO/b CTagil «3MillyBaHHA 3
peyoBMHaMMK, LLIO YTBOPIOKOTL OCHOBY CYCNEH3Ii». -
3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKN

3aci6. 3MiHM y BUPOOHULTBI. 3MiHM BUNpPOGyBaHb

abo foNyCTUMUX MEX, BCTAHOBNEHUX Y
cneuudikauisx, nig yac BUPOOHULTBA FOTOBOrO

nikapcbkoro 3acoby (fonoBHeHHst abo 3amiHa
BMNPO6YBaHHS B NpoLeci BUpobHMLTBA 3a
pesynbTatamu fOCNifKeHb 3 6e3nekn abo SKocTi)

[OMNOBHEHHS HOBUM BUMNPOOYBaHHAM Y
cneumaikauito nig vyac BupobHuLTBa /13, a came

[04aHO KOHTPO/Ib CTagii «3BOMTOXEHHS aKTUBHOTO
hapmaLeBTUYHOrO iHrpegieHTa». - 3MiHu | Tuny -
3MiHK 3 SIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3MiHN BUNpobOyBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX Y crieumndikayisx, nig vac
BMPOOGHULITBA rOTOBOIO NiKapCbKoro 3acoby
(monoBHeHHs abo 3amMiHa BUNpPobyBaHHSA B NPoOLieCi
BMPOGHMLTBA 3a pe3ynibTatammn AoCifKeHb 3
6e3nekn abo AKOCTI) - LONOBHEHHA HOBUM
BMNPOGYBaHHAM Y cneumdikauito nig yac
BMpo6HULTBa /13, a came AofaHO KOHTPOsb cTagil
««["OMOreHi3aLjst 3 aKTVBHOIO PEYOBMHO Ta
apomaTn3aTopom».

142.

IBY®EH®
DOPTE

CyCneHsis opasibHa 3
Ma/IMHOBUM
apomartom, rno 200
mr/5 mn no 40 a6o
no 100 mny
donakoHi; no 1
donakoHy 3i
LUMPULLOM-
[03aTopom y
KapTOHHIA KopooLi

dapmaLesT

WYHWIA 3aBOf

"MONb®AP
MA" C.A.

Monba

dapmaleBTUYHNI
3aBof,
"MONb®APMA"
C.A. Bigain MegaHa
B Cepaggai

Monba

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
3MiHU y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
O0NyCTUMUX MeX, BCTAHOB/IEHNX Y crieundikaisx,
nig, yac BUPOGHULITBA rOTOBOTO JliKapCbKOro 3acoby
(BUTyYEHHS HECYTTEBOrO BUNPOBYBaHHA B MPOLEC
BMPOOHWLTBA) - BUnyyeHHs HecyTTeEBOro
BMNPOBGYBaHHs nig vyac BMpo6bHuLTBa /13, a came
KOHTPO/IH0 NokasHuka «Dissolution of citric acid
monohydrate». 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI.
3MiHK y npoLieci BUPO6HMLITBA rOTOBOTO NiKapCbKOro

6e3
peyenma

UA/14437/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

3aco6y, BK/II0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y NpoLeci
BMPOGHMLITBA BOAHOI CyCMneHsii Ansi nepopasibHOro
3aCTOCYBaHHSA) He3HayHa 3MiHa BUPOOHUYOro
npovecy, Lo NoB’a3aHo 3 onTUMisaLieto
TEXHOJOrIYHOro npouecy. - 3MiHn | Tuny - 3miHn 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHN BUNpobOyBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX Y crieumndikayisx, nig vac
BMPOOGHULITBA FOTOBOrO NiKapCbKoro 3acoby
(monoBHeHHs abo 3amMiHa BUNpPobyBaHHSA B NPoOLieCi
BMPOGHMLTBA 3a pe3ynibTatamun AoCifKeHb 3
6e3nekn abo AKOCTI) -A0NOBHEHHS HOBUM
BMNPOGYBaHHAM Y cneumdikauito nig yac
BMpo6HULTBa /13, a came AofaHO KOHTPOsb cTagil
«[leaepauis cycneHsii». -3MiHu | TUnNy - 3MiHN 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AONYCTUMUX
MeX, BCTAHOBJ/IEHUX Y creundikalisx, nig yac
BMPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHA abo 3aMiHa BUNPOOYyBaHHSA B NPOLLECi
BMPOGHMLTBA 3a pe3ynbTatamm AoCifKeHb 3
6e3nekn abo AKOCTI) - AONOBHEHHS HOBUM
BMNpo6yBaHHAM Yy cneuudikalito nig yac
BMpo6HUUTBa /13, a came f04aHO KOHTPOSb cTagil
«3MilLyBaHHSI Ta roMoreHisauis nicnas 3'efHaHHA
PO34UHIB». - 3MiHM | TNy - 3MiHK 3 AKkoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
BMNpoGyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHNX
y cneyudikauisix, nig yac BUpOObHULTBA FOTOBOrO
NiKapcbKoro 3acoby (A0NOBHEHHA abo 3amiHa
BMNPOGYBaHHA B NPOLIEC BUPOGHMLTBA 3@
pe3ynbTatamu gocnimpkeHb 3 6e3nekn abo AKocTi) -
[IONOBHEHHS HOBUM BUMNPOBYBaHHAM Y
cneumdikauito nig yac BupobHuuTtea /13, a came
[04aHO KOHTPO/b cTagii «Po3unMHeHHs 6eH3oarty
HaTpito». - 3MiHK | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
BUNpobyBaHb abo JONYCTUMUX MEX, BCTAHOBIEHNX
y cneyudpikauisix, nig yac BUPOGHULLTBA FOTOBOIO
NiKapcbKoro 3acoby (A0NOBHEHHSA abo 3amiHa
BMNPOGYBaHHSA B NPOLIECi BUPOGHMLTBA 3a
pesynbTaTtamu LoChipKeHb 3 6e3nekn abo SKocTi)
[IOMOBHEHHS HOBUM BUMNPOBYBaHHAM Y
cneumdikauito nig yac BupobHuuTtea /13, a came
[0[aHO KOHTPO/b CTafii «3MillyBaHHA 3
peyoBMHaMW, LLIO YTBOPIKOOTb OCHOBY CYCMEH3ii». -
3MiHM | TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkni
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM BUNpPOGyBaHb
abo AonycTUMUX MeX, BCTAHOB/IEHUX Y
cneuudikauisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbkoro 3acoby (fonoBHeHHst abo 3amiHa
BMNPO6YBaHHS B NpoLeci BUpobHMLTBA 3a
pesynbTatamv fOCNifKeHb 3 6e3nekn abo SKoCTi)
[IOMNOBHEHHS HOBUM BUMPOOYBaHHAM Y
cneumaikauito nig vyac BupobHuLTBa /13, a came
[04aHO KOHTPO/Ib CTagii «3BOMTOXEHHS aKTUBHOTO
hapmaLeBTUYHOrO iHrpedieHTa». - 3MiHu | Tuny -
3MiHK 3 SIKOCTi. FoTOBUIA NiKapcbkuii 3aci6. 3MiHK y
BMPO6HMLTBI. 3MiHN BUNpobOyBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX Y creumndikayisx, nig vac
BMPOOGHULITBA rOTOBOIO NiKapCbKoro 3acoby
(monoBHeHHs abo 3amMiHa BUNpPobyBaHHSA B NpoLieCi
BMPOGHMLTBA 3a pe3ynibTatammn AoCifKeHb 3
6e3nekn abo AKOCTI) - LONOBHEHHA HOBUM
BMNPOGYBaHHAM Y cneumdikauito nig yac
BMpo6HULTBA /13, a came AofaHO KOHTPOsb cTagil
««["OMOreHi3aLjst 3 aKkTVBHOIO PEYOBMHO Ta
apomaTn3aTopom».
143. | IBPEH30 TabneTku, BKpUTI AcTtennac HigepnaH nepBuHHE HigepnaHau BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/19833/01/01
NNiBKOBOO Papma on nakyBaHHs, / CLLA BUNPABEHHS TEXHIYHOI NOMW/IKK, 3rigHO N.2.4. peyenmom
060n10HkKot0, Mo 20 tOpon B.B. BTOPVHHE po3giny VI Hakasy MO3 YkpaiHu Big 26.08.2005p. Ne
mr; 12 TabneTok, nakyBaHHs, 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
BKPUTUX NAIBKOBOK KOHTPO/b SKOCTI, p Ne 460). BunpaBneHHs1 TeEXHIYHOT noMunkm B MKA
0060/10HKOH, Y BUNYCK cepil: (po3gin "Cneuucpikauis” Ta "MeToan KOHTPO0")
6nicTepi; 1 6nictep Actennac ®apma
Y KapTOHHii1 kopobu,i Opon B.B.,
HigepnaHgu;
KOHTPO/b AKOCTI:
KaraneHt CTC,
NNC, CUWA,
BMPOGHMLTBO,
nakyBaHHs bulk Ta
KOHTPO/b AKOCTI:
KaTtaneHt ®apma
ConowHe, N171C,
CLUA
144. | IBPEH30 TabneTku, BKPUTI Actennac HigepnaH nepBuHHE HigepnaHau BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/19833/01/02
NiBKOBOIO Papma on nakyBaHHs, / CWWA BUMNpPaBIEHHSA TEXHIYHOT NOMUSIKK, 3rifHO N.2.4. peyenmom
060/10HKOH, M0 50 tOpon B.B. BTOPUHHE po3giny VI Hakasy MO3 YkpaiHu Big 26.08.2005p. Ne
mr; 12 TabneTok, nakyBaHHs, 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
BKPUTUX M/1IBKOBOIO KOHTPO/b AKOCTI, p Ne 460). BunpasneHHs TexHiYHOI nomuiku B MKA
060/10HKOH, Y BUNYCK cepil: (po3gin "Cneuyucpikauis” Ta "MeToan KOHTPO0")
6nicTepi; 1 6nictep Actennac ®apma
Y KapTOHHi Kopobuj tOpon B.B.,

Higepnaxnaw;
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/b SIKOCTI:
KartaneHt CTC,
NNC, CWA;
BMPOGHMLTBO,
nakyBaHHs bulk Ta
KOHTPO/b AKOCTI:
KaTtaneHt ®apma
ContowuHe, N11C,
CLUA

145.

IBPEH30

TabneTku, BKpUTI
NNiBKOBOO
060n10HkKot0, No 70
mr; 12 TabneTok,
BKPUTUX MNIBKOBOIO
060/10HKOH, Y
6nicTepi; 1 6nictep
Y KapTOHHiit kopobu,i

AcTtennac
Papma

tOpon B.B.

HigepnaH
an

nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BWMNYCK Cepil:
AcTennac ®apma
HOpon B.B.,
Higepnangu;
KOHTPO/b AKOCTI:
KaraneHt CTC,
NNC, CWA;
BMPOGHMLTBO,
nakyBaHHs bulk Ta
KOHTPO/b AKOCTI:
KaTtaneHt ®apma
ConowHe, N171C,
CLUA

HigepnaHau
/ CWWA

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
BUNPABEHHS TEXHIYHOI NOMW/IKK, 3rigHO N.2.4.
po3giny VI Hakazy MO3 YkpaiHu Big, 26.08.2005p. Ne
426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
p Ne 460). BunpaBneHHs1 TeEXHIYHOT noMunkm B MKA
(po3gin "Cneuudpikanis” Ta "MeToam KOHTpost")

3a
peyenmom

UA/19833/01/03

146.

IBPEH30

TabneTku, BKpUTI
NiBKOBOIO
o6osoHkot, no 100
mr; 12 TabneTok,
BKPUTUX M/1IBKOBOIO
0060/10HKOH, Y
6nicTepi; 1 6nictep
Y KapTOHHi Kopobuj

AcTtennac
Papma

tOpon B.B.

HigepnaH
an

nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BUNYCK cepil:
Actennac ®apma
HOpon B.B.,
HigepnaHaw;
KOHTPO/b AKOCTI:
KataneHt CTC,
NNc, CWA;
BMPOGHMLTBO,
nakyeaHHs bulk Ta
KOHTPO/b SIKOCTI:
KaTtaneHt ®apma
ConowHe, N171C,
CLUA

Higepnanau
/ CWWA

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
BUMNpPaBIEHHSA TEXHIYHOT NOMUSIKK, 3rifHO N.2.4.
po3giny VI Hakasy MO3 YkpaiHu Big, 26.08.2005p. Ne
426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
p Ne 460). BunpasneHHs TexHiYHOI nomunku B MKA
(po3gin "Cneuyucpikauis” Ta "MeToan KOHTPO0")

3a
peyenmom

UA/19833/01/04

147.

IBPEH30

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOH, M0 150

AcTtennac
Papma

tOpon B.B.

HigepnaH
an

nepBuHHE
nakyBaHHS,
BTOPUHHE

HigepnaHau
/ CWWA

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
BUMNpPaBIEHHSA TEXHIYHOT NOMUIIKK, 3rifHO N.2.4.
po3giny VI Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne

3a
peyenmom

UA/19833/01/05
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
mr; 12 TabneTok, nakyBaHHs, 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
BKPUTUX NAIBKOBOKO KOHTPO/b AKOCTI, p Ne 460). BunpaBneHHsi TeXHIYHOT noMunkm B MKA
060/10HKOH, Y BUNYCK cepil: (po3gin "Cneuucpikauis” Ta "MeToaM KOHTPON0")
6nicTepi; 1 6nictep Actennac ®apma
Y KapTOHHii1 kopobui Opon B.B.,
Higepnangu;
KOHTPO/b SIKOCTI:
KartaneHt CTC,
NNC, CWA;
BMPOGHMLTBO,
nakyBaHHs bulk Ta
KOHTPO/b AKOCTI:
KaTtaneHt ®apma
ConowuHe, N11C,
CLUA
148. | IMOAIYM® TabneTku, Wo MakHin AHrniA BMPOGHMLTBO, Benuka BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 6e3 nionsizae UA/9831/02/01
EKCINPEC aucnepryoTbes B MpogakTc nepBuHHe BputaHis/ | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKMii 3aci6. peuenma
POTOBI NOPOXHWHI, Nimiteq nakyBaHHA Ta ®paHuis 3MiHN Yy BUPOGHMLTBI. 3MiHa imnopTepa/3miHu, Lo
no 2 mr, no 6 KOHTPO/1b AKOCTI CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
Tabnetok y 6nictepi; roTOBOrO NPOAYKTY: roTOBOrO Nikapcbkoro 3acoby (3amiHa abo
no 1 6nictepy B KataneHT FOK A0AaBaHHA AiNbHULI, Ha KA 34iCHI0ETbCA
KapTOHHIA ynakoBL,i CBiHAOH 3ugic KOHTPO/b/BMNPO6YBaHHSA cepil) AoaaBaHHsA qoyHKLIT
Nimitea, Benvka KOHTPOJI0 AKOCTi FOTOBOTrO NPOAYKTY A0 BXe
BputaHis 3aTBEpMAXEHOT BUPOGHMYOT AinbHuui JXKHT/
KoHcblomep Xernc (PpaHc) CAC, ®paHuia/INTL
BTopuHHa ynakoBka, Consumer Health (France) SAS, France, Lo
KOHTPO/Ib AKOCTI BiANOBIAAE 3a BTOPUHHE NakyBaHHSA Ta BUMYCK cepii
roTOBOro NPOAYKTY, Ta 3a3HauyeHHs YHKLi BXe 3aTBepaKeHOoro
[,03BiN Ha BMNYCK BMpobHuka KataneHT FOK CBiHAoH 3ugic JlimiTes,
cepii: Benuka BputaHisi. 3MiHW BHECEHO B iHCTPYKLito ANs
JXKHT/1 KoHcblomep MeJMYHOro 3aCTOCYBaHHS NMiKapCbKoro 3acoby y
Xenc (PpaHc) CAC, po3ainu «BupobHuk» Ta «Micue3HaxomKeHHs
®paHuisa BMPOGHMKA Ta agpeca MicLsa NPoBafXeHHs Moro
LOiSNTbHOCTI» 3 BifNOBIAHMMMW 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
(kopuryBaHHS hyHKLii BUPOOHWMKIB). BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPOKEHHS.
3MiHuM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn). 3MiHW BHECEHO B
TEKCT MapKyBaHHs1 MEPBUHHOI YNakoBKW NiKapCbKoro
3acoby y n. 5. <HAVMEHYBAHHSA BUPOBHUKA, |
3A HEOBXIAHOCTI — 3AABHUKA» (BUNy4YeHHs
iHchopMawLii LWoA0 BMPOGHMKA), @ TAKOX KOPUTyBaHHS
iHchopmawii y n. 6. «IHWE» (nepBuHHa ynakoBka) i y
n. 17. «IHWE» (BTOpPMHHA yNakoBKa).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
149. | IHOAHPUKC cycneHsis gns nakcoCwmit Benvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHK 3a UA/13939/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

InB iH'ekujin no 0,5 MmNy KnsiiH BpuTaHis Bionomxikans C.A. | TNy - 3miHK 3 skocTi. ADIl. BUpo6HULTBO. 3MiHK peyenmom

KOMBIHOBA nonepegHs0 EkcnopTt BMNPO6YBaHb ab0 AONYCTUMUX MEX Y npoueci

HA 3arnoBHeHOMY Nimiteq BMPOGHMLTBA ADI, L0 BCTAHOBEHI Y

BAKUVHA 0HOpPa30BOMY cneumdikauisix (4ogaBaHHSA HOBOrO BUNPOOYBaHHSA

ans LINPULi Y KOMNNEKTI Ta gonyctummnx mex) [logaBaHHA TeCTiB y npoveci

MPO®INAKT 3 rofkoto; no 1 abo BMPOGHMLTBA aHTUreHiB Kawnwoky (Pa) (IPM - In-

KN 10 nonepegHbLO process monitoring test): BmicT aktuBHoro PT Ha

OUNDTEPII, 3anoBHEHMUX knitnHax CHO, BioHaBaHTaxeHHs (Ha TSA Ta Ha

NMPABLA, 0fiHOpa30BMX SDA), BMiCT eHA0TOKCHY XPOMOTE€HHUM KIHETUYHUM

KALLUTFOKA LnpuLiB y MeToAoM. 3MiHu | Trny - 3miHu 3 AkocTi. AdI.

(ALENONAP | nnactukoBoMy KoHTponb A®I. 3miHa y napameTpax crneuundikadiii

HUIA KOHTeliHepi; no 1 Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y

KOMMOHEHT | KoHTeliHepy B cneundikauisix Ha Adl, abo BUXigHWA/NPOMDKHWIA

) TA KapTOHHIlA KOpooLi npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPoLLecCi

noniomMieni BMPOGHMLTBA AD| (3BYXXEHHS AOMYCTUMUX MEX,

TY BM3HAYeHUX y cneundikauii) JlogaBaHHs KpuTepito

NPUAHATHOCTI AN BUNPOOYBaHHA 38 NOKa3HWKOM
«BMicCT 6inKa 3a KiNibKiCHUM BMICTOM a30Ty» A/151
TPbOX @HTUTEHIB KaLL/IoKa (KaLl/TlOKOBWIA aHATOKCUH
(PT), chinameHTO3HUIA remarnioTuHiH (FHA) Ta
neptaktuH (PRN)) Ha eTani BUpo6HMLTBA Nicns
ounLeHHs (peTokcudikauii hopmanbaerifom) s
Quality Control Release (QCR) test. 3MiHu | Tuny -
3miHu 3 aKocTi. APl. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HaYeHux y crneundikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(iHWwi 3miHM) 3miHa KaTeropii TecTy BmicT 6inka 3a
aHautizom a30Ty 3 QCR (Quality Control Release) Ha
QD (Quality Decision test) ans aHtureHy PT i Ha IPM
(In-process monitoring test) ans aHtureHis FHA Ta
PRN, a Takox nepemileHHs TeCTY Ha YUCTOTY
aHTureHy/igeHTndikauito aHTureHy metogom SDS-
PAGE (Coomassie) 3 ounLeHol macy nicnsa etany
06’egHaHHA Ha eTan nepef 06’egHaHHAM QCR
(Quality Control Release). 3miHu | Tuny - 3miHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6ysaHHsA A®I abo BuxigHoro
matepiany/npomiKHOr0 NPOAYKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI
(He3HayHi 3MiHN y 3aTBEP)KEHNX MEeToAax
BMNpo6yBaHHA) 3MiHM B NpoLeaypi BUNpobyBaHHS
BMICTY aKTMBHOTO KaLLI/IIOKOBOTO aHATOKCUHY
LUNIAXOM KyNbTWBYBaHHSA Ha KniTuHax CHO B
oumweHin maci FHA nicna 06’egHaHHA nepeg,
[eTokcvKauieo Ta fofaBaHHS TOUHOCTI MOPIBHAHHSA
KIHLEBOro pesynbTarty 3i cneyudikauieto. 3miHu |l
TMny - 3MiHK 3 AKocTi. APl KoHTposib AdL. 3miHa y
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep

n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20

3acoby yrnakoska) nocsi0YeHHs1
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HaYeHuX y crneyndikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(BUny4eHHs1 napameTpa cneuudikadlii, Skuii moxe
MaTtmn CyTTeBUIA B/IMB Ha sikicTb A®| Ta/abo rotosoro
nikapcbkoro 3acoby) BuganeHHs TecTis ans
aHTUreHiB kawsoky (Pa) 3 MeToto rapmoHisauii
cTparTerii KOHTPO/I0 NPOAYKTY: - Quality Decision
test: Mikpo6ionoriyHa umcToTa (Ha eTanax
nonepeaHbLOro KynbTUBYBaHHS); PicT
MiKpoopraHi3MiB Ha cepefosuLli bopae->KaHry,
laeHTudbikauis Bordetella pertussis meTogom
MiKpOoCKoniyHOro aHanisy; - Quality Control Release
test: BusHaueHHs xuTTe3gartHol Bordetella pertussis
METOJOM OLjiHKU, |aeHTudikalis aHTUreHy MeToaom
ELISA, AHTUreHHa akTUBHICTb MeTogoM ELISA.
PepakuiiHi npasku go posginis 3.2.5.2.4, 3.2.5.4.2.

150. | IHOAHPUKC cycneHsis (DTPa- nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/15832/01/01
INB XIb IPV) gns iH’ekuiin no KnsiiH BputaHis Bionopxikans C.A. | TMny - 3miHn 3 AkocTi. APl BupobHULUTBO. 3MiHM peyenmom
KOMBIHOBA 0,5mn (1 po3a) Ta EkcnopTt BMNPOOGYBaHb abo AOMNYCTUMUX MEX Y Npoueci
HA niodpinizat (Hib); Nimitep BMPOGHMLTBA ADI, L0 BCTAHOB/EHI Y
BAKUVHA cycneHsis (DTPa- cneungikalisx (LogaBaHHA HOBOrO BUNPOGYBaHHSA
ana IPV) ans iH’ekuin no Ta gonyctummnx mex) JogaBaHHA TECTiB y npoueci
MPO®INAKT 0,5mn (1 po3a) y BMPOGHMLITBA aHTUreHiB Kawwnoky (Pa) (IPM - In-

KN nonepeaHsL0 process monitoring test): BMmicT aktuBHoro PT Ha
OUNDTEPII, HarnoBHEHOMY knitnHax CHO, BioHaBaHTaxeHHs! (Ha TSA Ta Ha
NMPABLA, 0 HOpPa30BOMY SDA), BMIiCT @HA0TOKCUHY XPOMOr€HHUM KiIHETUYHUM
KALLU/TIOKY wnpuyi Ne 1y MeToAoM. 3MiHu | Tuny - 3MiHK 3 skocTi. API.
(ALEENMKONAP | KomnnekTi 3 ABOMa KoHTponb A®I. 3miHa y napameTpax cneumdikawiii
HUIA roskamu Ta Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
KOMMOHEHT | niodginizat (Hib) y cneumdgikauisix Ha Adl, a6o BUXigHWIA/NPOMIKXHWIA
)s chnakoHi Ne 1, wo npoayKT/peareHT, WO BUKOPVCTOBYIOTLCS Y MPOLECi
noniomMien 3MiWYTbCA Nepes BMPOGHMLTBA ADI (3BYXXEHHS AOMYCTUMUX MEX,
TYTA BMKOPUCTaHHAM: N0 BM3HaYeHuX y cneuudpikauii) JofaBaHHs KpuTepito
3AXBOPIOB 1 nonepefHbLO NPUAHATHOCTI AN BUNPOBYBaHHA 3a NOKa3HUKOM
AHb, HanoBHEHOMY «BMicT 6inka 3a KiNlbKiCHUM BMICTOM a30Ty» ANS
36YAHNKOM | ogHopa3oBomy TPbOX @HTUrEHIB Kall/oKa (KaLLtoKOBUIA aHaTOKCKH
AKNX € LUNPULLY Y KOMMEKTI (PT), hinameHTO3HMIA remarnioTuHiH (FHA) Ta
HAEMOPHIL 3 ;BOMA rosikamm Ta neptakTvH (PRN)) Ha eTani BUpo6HMLTBa nicns
us 1 cbnakoHoMm 3 OumLLEHHS (aeTokcudpikauii dopManbaerigom) sk
INFLUENZAE | niodpinizatom (Hib) y Quality Control Release (QCR) test. 3miHu | Tuny -
TNy B BaKyyMHilA 3MiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y

CTEpUNbHIl
ynakosui; no 1
BaKyyMHili
CTEPWUNbHIl yNakoBLi
Y KapTOHHIi kopobui

napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTea APl
(iHwi 3miHW) 3miHa KaTeropii TecTy BmicT 6inika 3a
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

aHanizom a3oty 3 QCR (Quality Control Release) Ha
QD (Quality Decision test) ans aHtureny PT i Ha IPM
(In-process monitoring test) ana aHturexis FHA Ta
PRN, a Takox nepemileHHs TeCTy Ha YMCTOTY
aHTureHy/igeHTugikaLito aHTureHy metogom SDS-
PAGE (Coomassie) 3 ounLleHoi macu nicnsa etany
06’egHaHHsA Ha eTan nepef 06’egHaHHAM QCR
(Quality Control Release). 3miHn | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA y NpoLieci BUpo6HuuTea AdI
(He3HauHi 3MiHM y 3aTBEpPKEHNX MeToAax
BUNPOGYBaHHSA) 3MiHN B npoLeaypi BUNpo6yBaHHsA
BMICTY aKTUBHOTO KaLLI/TIOKOBOTO aHaTOKCUHY
LUIAXOM Ky/IbTUBYBaHHS Ha KnitnHax CHO B
oumweHiit maci FHA nicna 06’egHaHHA nepes,
[OEeTOKCMKaLieo Ta A0AaBaHHA TOYHOCTI MOPIBHSAHHSA
KIHL,EBOro pe3ynbTaTy 3i cneyudikauieto. 3miHu Il
My - 3MiHKU 3 AKOCTi. A®L. KoHTposib AdL. 3miHa y
napameTpax cneuyudikauiin Ta/abo AonyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Y npoueci BupobHuytea Ad|
(BunyyeHHs1 napameTpa cneumdikallii, Skunii Moxe
Matu CyTTeBUIA B/IMB Ha sikicTb A®| Ta/abo rotoBoro
nikapcbkoro 3acoby) BuganeHHs TecTiB gns
aHTUreHiB kawsntoky (Pa) 3 MeTo rapmoHisadii
cTparerii KOHTPOsI0 NPoAYKTY: - Quality Decision
test: Mikpo6ionoriyHa ynctoTa (Ha etanax
nonepeaHbLOro KynbTUBYBaHHS); PicT
MikpoopraHiamis Ha cepefoBuLli Bopae-XXaHry,
laeHTudbikauis Bordetella pertussis metogom
MiKpockoniyHoro aHanisy; - Quality Control Release
test: BusHaueHHs xutTe3gatHoi Bordetella pertussis
METOAOM OLjiHKW, |aeHTudikalis aHTUreHy Metogaom
ELISA, AHTUreHHa akTUBHICTb MeTogom ELISA.
PepakuiiHi npaBku ao posginis 3.2.5.2.4, 3.2.5.4.2.

151.

IHOAHPUKC
INB Xi6
KOMBIHOBA
HA
BAKLIMHA
and
MPO®IAKT
VKM
JNDTEPI,
NPABLIS,

cycnensia (DTPa-
IPV) pgns iH’ekuiin no
0,5wmn (1 po3a) Ta
niodpinisat (Hib);
cycneHsis (DTPa-
IPV) gns iH’ekuiin no
0,5mn (1 go3a) y
nonepeaHL0
HanoBHEHOMY
0jHOPa30BOMY

nakcoCmitT
Knaix
EkcnopTt
Nimviteq

Benuka
BpuTtaHis

nakcoCmiTKnsiiH
Bionopxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHu 3 akocTi. A®IL. KoHTposib ADL. 3miHa y
MeTofax BunpobysaHHa APl abo BuUXigHOro
marepiany/npomikKHOro NPoAYKTy/peareHTy, Lo
BMKOPMCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3MiHW) - YCYHEHHS po36ixXHOCTEN M
po3ainamu peectpauiiHoro OoCbe Ta BUPOGHNYOD
[OKyMeHTaLi€lo LL0A0 KOHTPOJI0 AKOCTi OCHOBHOIO
Ta po60o4oro NociBHOro marepiasny, sKuii
BMKOPUCTOBYETbLCA A8 BUPOGHMLTBA Nnonicaxapuay

3a
peyernmom

UA/15832/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KALUTOKY wnpuui Ne 1y Haemophilus influenzae tuny b (Hib).
(ALENONAP | KoMnnekTi 3 ABOMa
HUIA ronkamu Ta
KOMMOHEHT | niocpinizar (Hib) y
), donakoHi Ne 1, wo
noniomien 3MiLWyOTbCS Nepes
TY TA BUKOPUCTaHHAM: NO
3AXBOPIOB 1 nonepeHbLO
AHb, HanoBHeEHOMY
3BYAHUKOM | opgHopa3oBoMy
AKX € LINPULY Y KOMNEKTI
HAEMOPHIL 3 [IBOMa rosikamu Ta
us 1 donakoHoMm 3
INFLUENZAE | nioginizatom (Hib) y
TNy B BaKyyMHiii
CTepUnbHil
ynakosLi; no 1
BaKyyMHiii
CTEPW/IbHIl yNakoBLi
Y KapTOHHIil kopobui
152. | IHOPAHPUKC cycneHsis gns nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviliHnX MmaTtepiasis: 3MiHK 3a UA/15120/01/01
™ iH'eKUin; no 1 gosi KnsiiH BpuTtaHis Bionopxikans C.A. | TNy - 3MiHK 3 AkocTi. A®Il. BUpo6HULTBO. 3MiHK peyenmom
KOMBIHOBA 0,5mn)y Ekcnopt BMNPO6YBaHb ab0 AONYCTUMUX MEX Y npoueci
HA nonepeaHL0 Nimviteq BMPOGHMLTBA ADI, L0 BCTAHOBMEHI Y
BAKUVHA 3arnoBHEHOMY cneumdikauisix (4ogaBaHHA HOBOTO BUNPOOYBaHHSA
ans wnpuyi Ne 1y Ta gonyctummnx mex). [logaBaHHA TeCTiB Y NPOLECi
MPO®INAKT KOMM/EKTI 3 OJHIE0 BMPOGHMLTBA aHTUreHiB Kawwnoky (Pa) (IPM - In-
KN abo gBomMa ronkamu; process monitoring test): BMmicT aktuBHoro PT Ha
ONDTEPII, no 1 nonepesHbO knitnHax CHO, BioHaBaHTaxeHHA (Ha TSA Ta Ha
NMPABLA, HanoBHEHOMY SDA), BMiCT eHA0TOKCYHY XPOMOrE€HHUM KIHETUYHUM
KALLUJTHOKY LUNPULi Y KOMNNEKTI MeToAoM. 3MiHu | Tuny - 3MiHK 3 AkocTi. API.
ALUENONAP 3 ofHieto abo ABoma KoHTponb A®I. 3miHa y napameTpax cneuundikawiii
HA rofikamvt y Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
OUYNLLEHA naacTUKoBOMY cneundikauisix Ha Adl, a6o BMXigHWA/NPOMDKHWIA
IHAKTUBOBA | KoHTeliHepi; no 1 npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLLeci
HA PIOKA nacTMKoBoMy BNPOGHMLTBA AD| (3BY)KEHHS AOMYCTUMUX MEX,

KOHTEliHepy B
KapTOHHIA KopooLi

BM3Ha4YeHUX y cneumdpikauin) JofaBaHHs KpuTepito
NPUAHATHOCTI 4719 BUNPOOYBaHHA 3a NOKa3HWKOM
«BMICT 6inKa 3a KiNibKiCHUM BMICTOM a30Ty» A/15

TPbOX @HTUTEHIB KaLL/oKa (KaLl/TlOKOBWIA aHATOKCUH
(PT), chinameHTO3HUIA remarnioTuHiH (FHA) Ta
neptaktuH (PRN)) Ha eTani BUpo6HMLTBA Nicns
OUMLLIEHHA (OeTokcudpikauii doopManbaerigom) sk
Quality Control Release (QCR) test. 3MiHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HaYeHnx y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIKHUIA NpoayKT/peareHT, Wwo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(iHWwi 3miHM) 3miHa KaTeropii TecTy BmicT 6inka 3a
aHautisom a3oTy 3 QCR (Quality Control Release) Ha
QD (Quality Decision test) ans aHtureHy PT i Ha IPM
(In-process monitoring test) ans aHtureHis FHA Ta
PRN, a Takox nepemileHHs TeCTY Ha YUCTOTY
aHTureHy/igeHTndikauito aHTureHy metogom SDS-
PAGE (Coomassie) 3 ounLeHol macy nicnsa etany
06’egHaHHA Ha eTan nepef 06’egHaHHAM QCR
(Quality Control Release). 3miHu | Tuny - 3miHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6ysaHHsA A®I abo BuxigHoro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI
(He3HayHi 3MiHN y 3aTBEP)KEHNX MeToAax
BMNpo6yBaHHA) 3MiHM B Npoueaypi BUNpobyBaHHSA
BMICTY aKTMBHOTO KaLLI/IIOKOBOTO aHATOKCUHY
LUNIAXOM KyNbTUBYBaHHSA Ha KniTuHax CHO B
oumweHin maci FHA nicna 06’egHaHHA nepeg,
[eToKcyKauieo Ta fofaBaHHs TOYHOCTI MOPIBHAHHSA
KIHLEBOro pe3synbTaTy 3i cneyudikauieto. 3miHu |l
Tmny - 3MiHK 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudgikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BupobHuuTea APl
(BunyyeHHs napameTpa cneumdikaulii, Skuii moxe
Matu cyTTeBUIA B/IMB Ha sikicTb A®| Ta/abo rotoBoro
nikapcbkoro 3acoby) BuganeHHs TectiB gns
aHTUreHis kawsnoky (Pa) 3 MeTor rapmoHisadii
cTparTerii KOHTPOJI0 NPoAYKTY: - Quality Decision
test: Mikpo6ionoriyHa ynctoTa (Ha etanax
nonepeaHbLOro KynbTuByBaHHS); PicT
MiKpoopraHi3aMiB Ha cepefoBuLli bopae-XKaHry,
laeHTudikauis Bordetella pertussis metogom
MiKpockoniyHoro aHanisy; - Quality Control Release
test: BusHaueHHs xuTTe3gartHol Bordetella pertussis
MEeTOAOM OLHKW, |aeHTUikauis aHTureHy MeToLom
ELISA, AHTUreHHa akT1BHICTb MeTogom ELISA.
PepakuiiiHi npaBkn go posginis 3.2.S.2.4, 3.2.5.4.2.

153.

IXTIONNOBA
MA3b

mMasb 10 %, no 25rB
Ty6i; no 25 r B Ty6i;
no 1 Ty6i B nauui 3
KapToHy

TOB
"TepHodhap
o

YKpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU
| Tuny - AOMiHICTpaTWBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AiNbHML (BKIKOYAKYN iNbHAL ANS
A®I, NpomiXHOro NpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AinbHNL AN NPoBeeHHS
nakyBaHHS, BUPOGHMKa, BiAMOBIAaIbHOMO 3a BUNYCK
cepili, MicL,e NpoBefEHHSI KOHTPOSKO cepii) abo
nocTavajibHuMKa BUXigHOro martepiany, peareHty abo

6e3
peuyenma

UA/14713/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
[OMNOMDKHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCHE).
BunyueHHs BUPO6HMYOI AinbHULi ansa APl ixTiony,
hipmmn 3AT "Megaxim", Pociicbka dPegepadis.
3anuwaeTbes 3aTBepKeHNii BUPobHUK A®I ixTiony,
hipma "Osterreichische Ichthyol Gesellschaft m.b.H.
& Co. KG", AscTpisi.
154. | KAHCUOA3® | niodinisar ans Mepk Wapni | LWeeiiyapi 3a MOBHUM LIMK/IOM: PpaHuia/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 3a UA/2841/01/01
pO34nHy ANns Ooym |IQEA A $PAPEBA Mipabenb, | HigepnaHan | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6. peyenmom
iHcpysivi no 50 wr; 1 6X PpaHLis; KOHTpO/b roToBOro AikapcbKoro 3acoby (iHLi 3MiHW).
hnakoH y KapTOHHIl BTOPWHHA yNakoBKa, OHoBneHHAa MKA gna nikapcbkoro 3acoby, a came -
KOpoO6Li [103BiN Ha BUMNYCK BUKNAEHHS TEKCTY AepXaBHOK MOBOI, 3rigHO
cepii: CyyacHuX BUMOT.
Mepk Wapn i Joym
5.B., Hingepnanaun
155. | KAMEHEKC TabneTkn, BKPUTI leTepo IHgis leTepo /1a63 IHgis BHECEHHS 3MiH 40 PeeCTpaLiiHNX MmaTepiasiB: 3MiHW 3a UA/17966/01/02
NNiBKOBOO Na63 NimiTen | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO0, No 500 Nimiteq, 3MiHM Y BUPOGHULITBI. 3MiHa po3mipy cepil
Mmr no 10 TabneTok y (BK/KOUAOUM giana3oH po3Mipy cepii) roToBOro
6nicTepi, no 3 abo 6 nikapcbKoro 3acoby (36inbweHHs fo 10 pasis
6nicTepis y MOPIBHAHO i3 3aTBEPAKEHNUM PO3MIPOM) 36i/bLUEHHS
KapTOHHI KOpoo6L; po3mipy cepii MN3
no 120 TabneTok y 3atBepmkeHo: 130000 TabneTok 3anponoHOBaHo:
KOHTeliHepi, no 1 156000 TabneTok
KOHTeliHepy Y
KAPTOHHIi KOpoOLyi
156. | KAPAIO- rpaHynun, no 10 ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHUX MaTepianis: 3MiHM 6e3 nionsizae UA/8454/01/01
rPAH neHani abo donakoHi "HauioHanb FomeonatnyHa | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
3 KPULLKOIO; No 1 Ha Cninka" CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
neHany abo Fomeonatny y NEPBUHHII ynakoBL,i roTOBOro J/likapcbkoro 3acoby
chnakoHy B nauuj 3 Ha Cninka" (Tvin koHTeliHepa abo AofaBaHHs HOBOrO

KapToHy; abono 5 r

rpaHyn y KoHTeliHepi
3 [,03yBaHHSAM; N0 2

KOHTEHepu B nauuj

3 KApPTOHY

KOHTeliHepa) - TBepAj, M'sKi Ta HeCTepUbHI piaki
nikapcbki hopmu. CynyTHSA 3MiHa- 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpOb rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AOMNYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (AONOBHEHHS cneumdikawii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOAO0M
BMNPO6YBaHHSA) BBEAEHHS [OAATKOBOI YNakoBKu, a
came KOHTeiHep 3 fJ03yBaHHAM N0 5 I, 3 BHECEHHAM
BiANOBIAHMX 3MiH [0 p. «YNakoBKa» Ta AOMNOBHEHHS
cneundikavii M3 n. «Maca BMICTy ynakoBKu:
KOHTEliHepy 3 A03yBaHHAM MO 5 r», 3 BigNOBIAHNM
MeTOA0M BUNPOGYBaHHSA. 3MiHU BHECEHO B
IHCTPYKL,il0 ANA MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby [0 po3gainy "YnakoBka" y 3B'A3Ky
3 BBEZIEHHAM [04aTKOBOI NepPBMHHOIT YNakoBKU
(KOHTelHep 3 A03yBaHHAM Mo 5 T) Ta SK HacNifokK -
BiNOBiAHI 3MiHM BHECEHO A0 po3ainy "Cnocid
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCyBaHHA Ta 4031 (foAaBaHHSA airopuTMy
3acTOoCyBaHHA) 3rigHO 3 MaTepianamu
peecTpavuinHoro Aocbe. BBeAeHO TEKCT MapKyBaHHS
[ONA BigNOBigHOrO f03yBaHHA Ha 5 1 (NepBMHHA Ta
BTOPVHHA YNakKoBKM NiKapCbKOro 3acoby). 3miHu |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCbkuii 3aci6.
CurcTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby
(3MiHa KiNbKOCTi 0AMHWLB (Hanpuknag TabneTok,
amnyn TOLL0) B yNakoBLi:) - 3mMiHa no3a AianasoHoMm
3aTBEPMKEHNX PO3MIPIB YNaKOBKU Y 3B’A3KY 3
BBEJIEHHAM [04aTKOBOI NEPBUHHOT YNakoBKu
(koHTelHep 3 f03yBaHHAM, M0 5 r), 3MiHIOETLCA
KiNIbKICTb OZMHULb Y BTOPUHHII ynakoBLi. Y nayui 3
KapToHy 6yfe no 2 KOHTeliHepy 3 A03yBaHHAM.
3arasibHa KiflbKiCTb NiKapCcbKoro 3acoby y BTOPUHHIl
ynakoBui (10 r) — He 3MiHI0ETbCA. 3MiHU BHECEHI B
IHCTPYKL,il0 ANS MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainy "YnakoBka"y 3B's3Ky
3 fofaBaHHAM HOBOI yNakoBKM - KOHTeliHepa (3MiHa
KiNIbKOCTi OAVHWLL BTOPUHHOT yrnakoBku). BignosigHi
3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBK/
nNiKapcbKoro 3acoby.

157.

KAPAIOMAIH
n

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, NO 75
mr; no 30 a6o no
100 TabneTok y
donakoHi; no 1

donakoHy y
KapTOHHIA KopooLi

AciHo
®Papma Al

LLseiiuapi
b

BMPOGHULITBO 3a
MOBHUM LVIK/TOM:
Takega 'm6X, micue
BMPOGHMLTBA
OpaHieHbypr,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3MiHN
| TMny - 3miHn 3 AkocTi. CepTudpikart
BignosigHocTI/TE-cepTudikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNIEHOro cepTudpikaTa BifgnoBigHOCTI
a60 BuyyeHHs cepTuduikarta BiZANOBILHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; ana
[0MNOMDKHOT peyoBuHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuqikaTt Bif yxe 3aTBepaKeHOro BUpobHMKa.
MogaHHsA oHOBMEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R2-CEP 1993-007-
Rev 05 (3atBepmxeHo: R2-CEP 1993-007-Rev 04)
ana A®l kucnotu aueTuncaniunaoBoi Bif
3arBep/mxeHoro BupobHuka Novacyl, PpaHuis.

Ne 30 - 6e3
peyenma;
Ne 100 - 3a
peyenmom

UA/10141/01/01

158.

KAPAIOMAIH
11 ®OPTE

TabneTku, BKPUTI
N1iBKOBOIO
060n10HKot, No 150
mr; no 30 a6o 100
TabneTokK y (oNaKkoHi;
no 1 cpnakoHy y
KapTOHHilA KOpO6L

AciHo
Papma Al

Lseliuapi
A

BMPOGHULITBO 3a
MOBHUM LIIK/TOM:
Takepa 'M6X, micue
BMPOGHULTBA
OpaHieHbypr,
HimeyunHa

HimeuunHa

BHECEHHS 3MiH 10 peECTpaLiiiHUX MaTepianis: 3MiHM
| TMnNy - 3miHK 3 sikocTi. CepTudcpikart
BignosigHocTi/l E-cepTudikat BignosigHoCTi
€Bponelicbkiii hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BigNoOBIAHOCTI
abo BunyyeHHs cepTudikarta BiANoOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®Il; ana BuxigHoOro
mMartepiany/peareHTy/NpoMiKHOTO NPOAYKTY, WO

Ne 30 — 6e3
peyenma;
Ne 100 — 3a
peyenmom

UA/10141/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt Bi4noBIigHOCTI
€Bponeiicbki hapmakonei) - OHOBMEHWi
cepTudikaT Bif y)Xe 3aTBepIXEeHOro BUPOGHMKA.
MogaHHs OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R2-CEP 1993-007-
Rev 05 (3aTBeppxeHo: R2-CEP 1993-007-Rev 04)
onsa A®l kucnotu aueTnncaniumiosol Big
3aTBepmxeHoro BupobHuka Novacyl, PpaHuis.
159. | KiAgldeEH CycCrneHsis opanbHa, CninbHe Ykpaina BMPOGHMLTBO, IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 6e3 He UA/20290/01/01
100 mr/5 mn, no 100 YKpaiHCbKO- nepBuHHE Ta | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuenma nionseae
My h/1aKoHi i3 icnaHcbke BTOPVHHE hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
nonieTuneHtepedTa | NigNpremMcTs nakyBaHHS, NikapCbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
narty 3aKkputum 0 "Cnepko KOHTPO/b SIKOCTi Ta IHCTPYKLT ANS MeAUYHOro 3acTOCYBaHHSA Ha NiacTasi
KpuLLKoto, no 1 Ykpaina" BMMYCK cepil perynspHO OHOB/IOBAHOIO 3BiTY 3 6e3neku
chnakoHy y roTOBOrO NPOAYKTY: nikapcbkoro 3acoby, abo focnigpkeHb 3 6e3nekn
KOMNeKTi 3 Epnedapm, C.J1., 3acTOCyBaHHSA NikapcbKoro 3acoby B
[,03YH0UMM LINPULOM Icnanis; nicnsipeecTpavilinnii nepiog, abo sk pesynbTart
B Nnauuj 3 KapToHy KOHTPO/1b AKOCTI (3a OLiHKM 3BITY 3 AOCNiMKeHb, NPOBeAEeHNX BiANOBIAHO
BUHSATKOM [0 nnaHy negiatpuyHmx gocnigpxkernb (PIP) (3MmiHy
MiKpo6ionoriyHoro Y3ro[PKEHO 3 KOMNETEHTHUM YTNOBHOBaXKEHUM
KOHTPO/110), BUMYCK opraHom).
cepii rotToBoro 3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeANYHOrO
NPOAYKTY: 3aCcTOCyBaHHSA NiKapcbKoro 3acoby [0 po3gainis
dapmanigep, C.A., "Ocob6nmBoCTi 3acTocyBaHHSA", "MMo6iuHi peakuii”
IcnaHis; BiANOBIAHO 4O OHOBNEHOI iHChopMaLi 3 6e3nekn
MiKpOGionoriYHWNiA [ito40oi peyoBrHY iGynpodeHy 3rigHo 3
KOHTPO/1b pekomeHpauismm PRAC.
(cy6nigpagHvK
KomnaHii Farmalider,
S.A):
biona6, C.11.,
Icnanis
160. | KIOBII pO34uH ANs iHdy3ii Takena ABCTpis BMPOGHMLTBO, Benbris/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/16884/01/01
100 mr/mn; no 10 mn | MaHydekuy nepBuHHe Ta AscTpis | TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
(1 r/20 mn), no 25 piHr ABCTpisi BTOPVIHHE KOHTPO/Ib FTOTOBOIO /liKapCbKOro 3acoby. 3mMiHa y
Mn (2,5 r/25 mn), 50 Al nakyBaHHs, MeToAax BUNPOGYBaHHSI rOTOBOTO JliKapCbKOro

mn (5 r/50 mn), 100
M (10 r/100 mn),
200 mn (20 r/200
ms), 300 mn (30
r/300 mn) y chriakoHi;
no 1 cpnakoHy B
KopooLi

KOHTPO/Ib AKOCTI
N3, Bunyck cepii:
Bakcanta benmxiym
MaHydekTypiHr CA,
Benbris; KOHTpoNb
aKocTi [N13: Takepa
MaHyhekuypiHr
ABCTpisi Al, ABCTpist

3aco6y (BUyYEHHA MeToAy BUNPOGYBaHHS, SKLLO
BXEe 3aTBEPAKEHWNI aNlbTepHaTUBHWI MeTOA)
BuaaneHHst BUNpobyBaHHA METOA0M iOHHOI
BMCOKOE(DEKTUBHOI PianHHOT XpomaTorpadii, wo
BWKOHYB&J/10CA [/151 TECTYBaHHS 3a MOKA3HNKOM
«OKTOKCMHON 9», i3 crneundikaLii BUnycKy rotoBoro
npoaykty. 3atsepaxeHo: 3a n.18 MKA, metogom
3BOPOTHOI (hasm ynbTpa-ePeKTUBHOI PigNHHOT
xpomaTorpadii (3®-BEPX) a6o 3a Eur. Ph., p.
2.2.29, MeTOA,0M iOHHOI BUCOKOE(EKTUBHOI PigUHHOT
Xpomarorpadii.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

3anponoHosaHo: 3a n.18 MK, MeTof0oM 3BOPOTHOT
hasun ynbTpa-ePeKTUBHOI PigUHHOI Xpomatorpadii
(39-BEPX). TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | TUny - 3MiHu 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMNPO6YyBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(BnnyyeHHs MeToAy BUMPOOYBaHHSA, AKLLO BXe
3aTBEPMKEHWNI aflbTEPHATUBHWI MeToA) BuganeHHs
BMNPOOYBaHHA METOA0M CNeKTPohoTOMETPIl, L0
BWKOHYBa/10CA [/151 TECTYBaHHS 3a MOKa3HNKOM
«[Monicopbat 80», i3 cneuudikaLii BUNycky rotToBoro
npoAaykTty. 3aTBepmkeHo: 3a n.19 MKA, metogom
crnekTpogoTomMeTpii abo MeToLoM 3BOPOTHOT (hasu
ynbTpa-edeKTUBHOI pignHHOT XpomaTorpadii (3P-
BEPX). 3anponoHoBaHo: 3a .19 MK#A, meTogom
3BOPOTHOI (hasu ynbTpa-ePeKTUBHOI PigUHHOT
xpomarorpadii (3®-BEPX). TepmiH BBEAEHHS 3MiH -
npoTsArom 6 micsuiB nicns 3aTBepAkKeHHs. 3MiHu |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapcbKuMii 3aci6.
KOHTPO/Ib FOTOBOIO /iKapCbKOro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA roTOBOrO /liKapCbKOro
3acoby (BWU/IyYEHHA MeTOAY BUNPOGYBaHHS, SKLLO
BXE 3aTBEPKEHUI a/lbTEPHATUBHUIA MeToA)
BupaaneHHs BunpobyBaHHA METOA0M
enekTpodpopesy Ha aueTari Liefo3sm, LWo
BVIKOHYB&/10CS /15 TECTYBaHHS 3a NOKa3HUKOM
«YucToTar, i3 cneundikauii BUNycky rotoBoro
npoaykry. 3arsepgxeHo: 3a n.12 MKH, €sp. ®apwm.,
p. 2.2.47, METOA0M KaninsipHO-30Ha/IbHOTO
enekTpodhopesy, abo €sp. dapm., p. 2.2.31,
MeToA0M enekTpodiopesy Ha aueTaTi Le/oiosn.
3anponoHosaHo: 3a n.12 MK4A, €sp. ®apwm., p.
2.2.47, MeTOA0M KanifiipHO-30Ha/IbHOTO
enekTpodopesy. TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micsuis nicns 3aTBepkKeHHsA. 3MiHu | Tuny - 3MiHn
3 AKOCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOro flikapcbKoro 3acoby. 3miHa y meTtogax
BMNpPOByBaHHA rOTOBOTO MiKapCbKOro 3acoby
(BnnyyeHHs MeToAy BUMPODOYBaHHSA, AKLLO BXe
3aTBEPAKEHNI anbTepHaTMBHUIA MeToA) BuganeHHs
BMNpobyBaHHA METOA0M METOAOM ra3oBoil
xpomaTorpadii, Lo BUKOHYBas10CA /151 TECTYBaHHSA
3a nokasHukom «Tpu-(n-6yTnn) cocchat (TNBP)», i3
cneumdikaLii BUNycKy roTOBOrO NPOAYKTY.
3arBepmkeHo: 3a n.14 MKA, meTooM 3BOPOTHOI
hasun ynbTpa-eqPeKTUBHOI PigUHHOI Xpomatorpadii
(39-BEPX) a6o Eur.Ph., p. 2.2.28 meTo0M rasoBoi
Xpomatorpadii. 3anponoHoBaHo: 3a n.14 MK4H,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

MeTOZ0M 3BOPOTHOI dha3n ynbTpa-epeKTUBHOI
piguHHOI xpomatorpadii (3®-BEPX). TepmiH
BBE/EHHS 3MiH - NpOTArom 6 micsuis nicns
3aTBepKEHHs

161.

KNAYAIEKC

Tabnetkv no 100 mr
no 28 TabneTok y
6nicTepi; no 1 abo
no 2 6nictepu B
nauuj

MpAT
"PapmaueBT
nyHa chipma

"fapHuus"”

YKpaiHa

NOBHUIA LMK
BMPOGHMLTBA
roToBOro
niKkapcbKoro 3acoby,
KOHTPO/b Ta BUMYCK
cepii:

Hykop Xens, C.A.,
Icnanis
KOHTPO/Tb AKOCTI
(thizuko-ximiuHe
TecTyBaHHs) Ta
BUNYCK cepil:
FTANEHIKYM XENC,
C.N., IcnaHis

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HaYeHux y crneyndikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(BUTYYEHHS HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag BUTyYEHHS 3aCTapinoro nokasHuka))
3MiHa y napameTpax crneundikadii APl
uunocTasony, a caMe: BUAA/IEHHS TECTY Ha BaXKKi
mMeTanu. 3miHu | Tuny - 3miHun 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y MeTogax BunpobyBaHHs AdI
abo BuXigHOro matepiany/npoMikHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHWwi 3MiHM y MeToax
BMNPOGYBaHHSA (BKIOYaKUYM 3aMiHy abo
[0MnoBHeHHs) A®| abo BUXiAHOro/npoMKHOrO
NpoAykKTy) 3MiHa y MeTofax BUnpobysaHHs AdI
uunocTasony, a caMe: BUAA/IEHHS TECTY Ha BaXKKi
MeTasiv; BBEAEHHS HOBOTO aHaNiTUYHOro MeToay
[ON5 BU3HAYEHHSA CYNnpOoBIAHWX AOMILLIOK Ana AdI.
3MiHu | TUnNy - 3MiHK 3 AkocTi. APl CTabiNbHICTb.
3MiHa nepiogy NOBTOPHKX BUNPOGYBaHb/Nepioay
36epiraHHa abo yMoB 36epiraHHs Ad®l (3a
BIACYTHOCTI Y 3aTBEpIKEHOMY [0ChE cepTudikaTa
BiANoBIgHOCTI E€Bponeiicbkili hapmakonei, Lo
BK/TIOH@E Mepiog, MOBTOPHOTO BUNPOGYBaHHS)
(nepiof noBTOpPHOro BMNPO6YyBaHHA/Nepios
36epiraHHs) - 36ibLUEHHA abo BBEAEHHS nepiogy
NMOBTOPHOro BMNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTarTiB AOCMIMKEHb Y peaslbHOMY Yaci -
BUPO6HMK AP| LMI0CTa30/1y OHOBMB PO34iNN AOCHE
LLL0A0 CTabiNbHOCTI BHACNIAOK OHOB/IEHHSI METOAMK
KOHTPOJIHO SIKOCTI.

3a
peyenmom

UA/18418/01/01

162.

KNIMAKTO-
rPAH

rpaHynu no 10 r
rpaHyn y neHani
nonimepHomy; no 1
neHasy B nauui 3
KapToOHYy; N0 5r
rpaHyn y KoHTeliHepi
3 O3yBaHHAM; Mo 2
KOHTelHepwn B naui
3 KapTOHY

MpAT
«HaujoHasb
Ha
Fomeonatny
Ha Cninka»

YkpaiHa

MpAT "HauioHansHa
[omeonaTtnyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH 40 PeeCTpaLiiHNX maTepiasiB: 3MiHW
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6.
CurcTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
y MEePBUHHIli yNakoBLji FOTOBOTO J1iKapCbKOro 3acoby
(Tvin koHTeliHepa abo AofaBaHHSA HOBOrO
KOHTeliHepa) - TBepAj, M'ski Ta HECTEPUIIbHI Piaki
nikapcbki hopmn- BBEAEHHS [0AATKOBOI YNakoBKuy, a
came KOHTeliHep 3 f03yBaHHSM M0 5 I, 3 BHECEHHAM
BiAMNOBIAHMX 3MiH [0 p. «YNakoBKa» Ta AOMNOBHEHHS
crneundikauii /13 n. Maca BMiCTy ynakoBKu:

6e3
peyenma

niosnsiecae

UA/3822/01/01




188

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KOHTeliHep 3 f03yBaHHAM Mo 5 T, 3 BigNoBiAHUM
MeTofoM aHanidy. CynyTHsa 3MiHa- 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3mMiHa napameTpis
cneuudikaLii Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHA cneuundikawii
HOBWM MOKA3HUKOM 3 BifMOBIAHUM METOAO0M
BUNPOBYBaHHS). 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oToBUiA nikapcbkunit 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa po3mipy
yNaKkoBKW rOTOBOr0 NiKapcbKoro 3acoby (3MiHa
KiNIbKOCTi 0AMHWLG (Hanpukiag Tabnetok, amnyn
TOLL) B yNakoBLi:) - 3MiHa no3a gianasoHoMm
3aTBEPAKEHNX PO3MIPIB YNaKoBKM — Yy 3B'A3KY 3
BBEJIEHHAM [0AAaTKOBOI NEPBUHHOT YNakoBKu
(koHTelHep 3 f03yBaHHAM, M0 5 r), 3MiHIOETLCA
KiNIbKICTb OZMHULb Y BTOPUHHII ynakoBLi. Y nayui 3
KapToHy 6yfe no 2 KOHTeliHepy 3 A03yBaHHAM.
3arasibHa KiflbKiCTb NiKapCbKoro 3acoby y BTOPUHHIl
ynakosLi (10 r) — He 3MiHIETbLCS.
163. | KNONIAOIPE | Tabnetku, BKPUTI TOB «TeBa YkpaiHa AxTasic /T[], ManbTa BHECEHHS 3MiH 40 peecTpaviliHnX MmaTtepiasis: 3MiHK 3a UA/11636/01/01
N-TEBA NNiBKOBOO YkpaiHa» | TMny - 3miHn 3 AkocTi. CepTudpikart peyenmom
060/10HKO0, M0 75 BignosigHocTi/lE-cepTudpikat BignosigHoCTi
mr; no 10 TabneTok €Bponeiickkiin hapmakonei/moHorpadii. NMogaHHs
y 6nicTepi; no 3 abo HOBOro abo OHOBNIEHOro cepTudpikaTa BifgnoBigHOCTI
9 6nicTepiB y a60 BuUyyeHHs cepTuduikarta BiZANOBILHOCTI
KapTOHHI KOpoo6L; €Bponelicbkili hapmakonei: gns A®l; ona BuxigHoro
no 7 TabneTtok y martepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
6nictepi; no 4 BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; ana
6nicTepu B [O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
KapTOHHIA KopooLi €Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)e 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOBMIEHOro cepTudikaTty BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2012-059-Rev
01 Bif 3aTBEpAXKEHOrO BUPO6HMKA Dr Reddy’s
Laboratories Ltd gjto4oi pe4yoBrHN KNonigorpesnto
6icynbhaTt (3aTBEpmxeHo: R1-CEP 2012-059-Rev
00; 3anponoHoBaHo: R1-CEP 2012-059-Rev 01)
164. | KO- Tabnetkn, 4 mr/1,25 KPKA, a.4a., CnoseHis BMPOBHMUTBO "in CnoseHis/ BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/14676/01/02
AM/NECCA Mmr/5 mr no 10 HoBo mecTo bulk", nepBrHHe Ta Monbwa/ | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
Tabnetok y 6nictepi; BTOPUHHE Himeuunna hapmakoHarnagy. BHeceHHs abo 3miHa(u) Ao
no 3 abo 6, a6o 9 nakyBaHHs1, 3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro

6nicTepiB y
KapTOHHilA KOpO6L

KOHTPO/b cepil,
Bunyck cepii: KPKA,
A0.4a., Hoso mecTo,
CnoBeHis; nepBuHHe
Ta BTOpPWHHE
nakysaHHsi: KPKA,

NOCBiAYEHHS, BKAOYatouy MNnaH ynpasniHHS
pu3nkamm (iHWi 3MiHK1) 3asBHUKOM HafaHo
OHOBMEHUI MnaH ynpaBniHHA pu3nkamu Bepcis 4.1
3MiHV BHECeHO A0 YacTuHM V " 3axoam 3 MiHimisauii
py3VKiB", Y 3B'A3KY 3 BUJASIEHHAM 4,04aTKOBUX
3ax0fiB 3 MiHimi3auii pu3ukiB, OCKiSIbKM AaHi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

A0.4a., Hoso mecTo,
Cr10BeHis; KOHTPO/Ib
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPONb cepil,
BMNYycK cepii: KPKA
Monbwa Cn. 3 0.0.,
MonbLa; nepsuHHe
Ta BTOPVHHE
nakyBaHHs, BUMYCK
cepii: TAL ®apma
'm6X, HimeuunHa;
KOHTponb cepii: TAL,
dapma N'vbX,
HimeuumnHa;
KOHTPO/Tb
MiKpOGionoriyHoi
yncToTy cepii (y
BUMNaAKy KOHTPOJHO
cepii TAL ®apma
vm6X): Nlabop N1C
CE & Ko. KT,
HimeyunHa

[00aTKOBi 3aX0AM 3aCTOCOBHI TiNIbKN AN151 YTOPLLMHN.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS

165.

KO-
AM/IECCA

Tabnetkn, 4 mr/1,25
mr/10 mr no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9
6nicTepiB y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepil,
Bunyck cepii: KPKA,
n.40., HoBo mecTo,
CnoBeHis; nepBnHHe
Ta BTOPVHHE
nakyBaHHs: KPKA,
40.4a., Hoeo mecTo,
Cr0BeHis; KOHTPO/Ib
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b cepil,
BMNYycK cepii: KPKA
Monbwa Cn. 3 0.0.,
MonbLwa; nepsnHHe
Ta BTOpPVHHE

CnoseHis/
Monba/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(K) Ao
3000B'AA3aHb Ta YMOB BMAadi peecTpauiiiHoro

MoCBiJYeHHS, BKoYatouu Mnax ynpasniHHA
pu3nkamm (iHLi 3MiHK) 3asBHUKOM HaAaHo
OHOB/EHUIA MnaH ynpasniHHA pu3nkamm Bepcisa 4.1
3MiHM BHECEHO A0 YacTuHK V " 3axoan 3 MiHimisauii
pU3MnKIB", y 3B'A3KY 3 BUAASIEHHAM 404ATKOBUX
3axopiB 3 MiHiMi3aL,ii pu3uKiB, OCKINIbKM AaHi

[04aTKOBI 3aX0AM 3aCTOCOBHI TifIbKN /191 YTOPLLMHN.

BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPIKEHHS

3a
peyernmom

UA/14677/01/02
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Ne
n/n

Hassa
JNliKapcbKo20

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

3acoby

nakyBaHHs, BUMYCK
cepii: TAL ®apma
'm6X, HimeuunHa;
KOHTponb cepii: TAL,
dapma N'vbX,
HimeuumnHa;
KOHTpPO/Tb
MiKpOGionoriyHoi
yncToTyn cepii (y
BUMNaAKy KOHTPOJHO
cepii TAL ®apma
vm6X): Nlabop N1C
CE & Ko. KT,
HimeyunHa

166.

KO-
AM/IECCA

Tabnetku, 8 mr/2,5
mr/5 mr no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9
6nicTepiB y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepil,
Bunyck cepii: KPKA,
n.40., HoBo mecTo,
CnoBeHis; nepBnHHe
Ta BTOPWHHE
nakyBaHHs: KPKA,
n0.4a., Hoeo mecTo,
Cr0BeHis; KOHTPO/Ib
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b cepil,
BMNYycK cepii: KPKA
Monbwa Cn. 3 0.0.,
MonbLwa; nepsnHHe
Ta BTOPVHHE
nakyBaHHs, BUMYCK
cepii: TAL ®apma
m6X, HimeyunHa;
KOHTponb cepii: TAL
dapma N'vbX,
HimeuumnHa;
KOHTPO/Ib
MiKpOGionoriyHoi
yncToTyn cepii (y
BUMNaAKy KOHTPOJHO
cepii TAL ®apma

'v6X): Slabop /1IC

CnoseHis/
MonbLa/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(K) Ao
3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro

MOCBiJYEHHS, BKoYatouu Mnax ynpasniHHA
pu3nkamm (iHLi 3MiHK) 3asBHUKOM HaAaHo
OHOB/EHUIA MnaH ynpasniHHA pu3nkamm Bepcisa 4.1
3MiHM BHECEHO A0 YacTuHK V " 3axoan 3 MiHimisauii
pU3KnKIiB", y 3B'A3KY 3 BUAASIEHHAM A04ATKOBUX
3axopiB 3 MiHiMi3aL,ii pu3uKiB, OCKINIbKM AaHi

[0[aTKOBI 3aX0AM 3aCTOCOBHI TifIbKW /191 YTOPLLMHW.

BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPIAXKEHHS

3a
peyernmom

UA/14678/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

CE & Ko. KT,
HimeyunHa

167.

KO-
AM/IECCA

Tabnetku, 8 mr/2,5
mr/10 mr no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9
6nicTepiB y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepil,
Bunyck cepii: KPKA,
n.40., HoBo mecTo,
CnoBeHis; nepBnHHe
Ta BTOPWHHE
nakyBaHHs: KPKA,
40.4a., Hoeo mecTo,
Cr0BeHis; KOHTPO/Ib
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b cepil,
BMNycK cepii: KPKA
Monbwa Cn. 3 0.0.,
MonbLwa; nepsnHHe
Ta BTOPVHHE
nakyBaHHs, BUMYCK
cepii: TAL ®apma
m6X, HimeyunHa;
KOHTponNb cepii: TAL
dapma N'vbX,
HimeuumnHa;
KOHTPO/Ib
MiKpOGionoriyHoi
yncToTyn cepii (y
BUMNaAKy KOHTPOJHO
cepii TAL ®apma
vm6X): Nlabop NC
CE & Ko. KT,
HimeyunHa

CnoseHis/
MonbLa/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(K) Ao
3000B'A3aHb Ta YMOB BMAadi peecTpauiiiHoro

MOCBiJYeHHS, BKoYatouu Mnax ynpasniHHA
pu3nkamm (iHLi 3MiHK) 3asBHUKOM HaAaHo

OHOB/EeHUIA MnaH ynpasniHHA pu3nkamm Bepcisa 4.1

3MiHM BHECEHO A0 YacTuHK V " 3axoan 3 MiHimisauii
pU3MKIB", y 3B'A3KY 3 BUAASIEHHAM 404ATKOBUX

3axopiB 3 MiHiMi3aL,ii pu3KKiB, OCKINIbKM AaHi

[04aTKOBI 3aX0AM 3aCTOCOBHi TiMIbKW /19 YTOPLLMHW.

BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPIKEHHS

3a
peyernmom

UA/14676/01/01

168.

KO-
AM/ECCA

Tabnetku, 2
Mmr/0,625 mr/5 Mr no
10 TabneTok y
6nicTepi; no 3 a6o 6,
ab6o 9 6nicTepiB y
KapTOHHilA KOpO6L

KPKA, 4.4.,
HoBo mecTo

CnoseHis

BMPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepil,
Bunyck cepii: KPKA,
A0.4a., Hoso mecTo,
CnoBeHis; nepBuHHe
Ta BTOpPWHHE
nakysaHHsi: KPKA,

CnoseHis/
Monbwa/
HimeuunHa

BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnagy. BHeceHHs abo 3miHa(u) Ao
3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro

NOCBiAYEHHS, BKAOYatouy MNnaH ynpasniHHS
pu3nkamm (iHWi 3MiHK1) 3asBHUKOM HafaHo
OHOBMEHUI MnaH ynpaBniHHA pu3nkamu Bepcis 4.1
3MiHV BHECeHO A0 YacTuHM V " 3axoam 3 MiHimisauii
py3VKiB", Y 3B'A3KY 3 BUJASIEHHAM 4,04aTKOBUX
3ax0fiB 3 MiHimi3auii pu3ukiB, OCKiSIbKM AaHi

3a
peyenmom

UA/14677/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
a.n., Hoso mecTo, [00aTKOBi 3aX0AM 3aCTOCOBHI TiNIbKN AN151 YTOPLLMHN.
COBEHIS; KOHTPO/b BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
cepii: KPKA, a.4., 3aTBepKEHHSA
HoBo mecTo,
CnoBeHis; nepBuMHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPONb cepil,
BMNYycK cepii: KPKA
Monbwa Cn. 3 0.0.,
MonbLya; nepBuHHe
Ta BTOPVHHE
nakyBaHHS1, BUNYCK
cepii: TAL ®apma
'm6X, HimeuunHa;
KOHTponb cepii: TAL,
dapma N'vbX,
HimeuumnHa;
KOHTPO/b
MiKpOGionoriyHoi
yncToTy cepii (y
BUMNaKy KOHTPOIO
cepii TAL ®apma
vm6X): Nlabop N1C
CE & Ko. KT,
HimeyunHa
169. | KOKOKCUBb TabneTkn, BKPUTI TOB «BYCT YkpaiHa POHTIC XENNAC Ipeuis BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a UA/19968/01/02
NNiBKOBOKO DAPMA» MEAIKAN EHA TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peyenmom
060/10HKO10, M0 60 PAPMACBIKOTIKAN 23.07.2015 Ne 460). BunpaBneHHsi TEXHIYHOT
Mr; Mo 7 TabneToK y C NMPOOAKTC C.A. NOMM/IKK, 3rigHo N.2.4. po3giny VI Hakasy MO3
6nicTepi; no 1 abo Ykpainu Big 26.08.2005p. Ne 426 (y pefakuii Hakasy
no 4 6nictepu B MO3 Ykpainu Big 23.07.2015 p Ne 460) —
KapTOHHI/ KopoobLi BunpasneHHs TeXHIYHOT MOMUIKKM, NOB'A3aHO 3
HEBIANOBIAHICTIO (PI3HOYMTAHHS) B MEXax 04HOro
[OOKyMEHTa, AONYyLLEeHHA NOMUAKN B cnevumdikauii
'N3 3a nokasHMKoM «MikpoGiosioriyHa uncToTa», a
came: BiicyTHSA iH(hopMaLis WwoA0 NepioguyHoCTI
KOHTPO/IH0 33 AaHUM NMOKa3HUKOM.
170. | KOKOKCUB TabneTkn, BKPUTI TOB «BYCT YkpaiHa POHTIC XENNAC Mpeuis BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a UA/19968/01/03
NNiBKOBOO DPAPMA» MEZAIKAN EHA TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peyenmom

060/10HKOt0, N0 90
Mr; Mo 7 TabneTok y
6nicTepi; no 1 abo
no 4 6nictepu B
KapTOHHI KOpooLyi

OAPMACBIOTIKAN
C NMPOJAKTC C.A.

23.07.2015 Ne 460). BunpasrieHHs TEXHIYHOT
NOMWJIKM, 3rigHo N.2.4. po3giny VI Hakasy MO3
YkpaiHu Big 26.08.2005p. Ne 426 (y pefakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHs TEXHIYHOT MOMW/IKK, NOB’A3aHO 3
HEBIANOBIAHICTIO (PI3HOYMTAHHS) B MEXax 04HOro
[OKYMeHTa, AOoNYyLEHHS NOMWU/KM B cneumdikauii
13 3a nokasHMKoM «MikpobGiosioriyHa YncToTa», a
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
came: BiiCyTHs iH(hopMaLisi LLoAO NepiognyHOCTI
KOHTPO/IH0 33 AaHNM NOKa3HUKOM.
171. | KOKOKCUB TabneTkn, BKPUTI TOB «BYCT YkpaiHa POHTIC XENNAC Ipeuis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/19968/01/04
NNiBKOBOKO DAPMA» MEAIKAN EHA TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peyenmom
060/10HKO10, M0 120 PAPMACBHKOTIKAN 23.07.2015 Ne 460). BunpaBneHHsi TEXHIYHOT
MTr; Mo 7 TabneToK y C MPOOAKTC C.A,, NOMM/IKK, 3rigHo N.2.4. po3giny VI Hakasy MO3
6nicTepi; no 1 abo Ykpainu Big 26.08.2005p. Ne 426 (y pefakuii Hakasy
no 4 6nictepu B MO3 Ykpainu Big 23.07.2015 p Ne 460) —
KapTOHHI/ KopoobLi BunpasneHHs TeXHIYHOT MOMUIKKM, NOB'A3aHO 3
HEBIANOBIAHICTIO (PI3HOYMTAHHS) B MEXax 04HOro
[OOKyMEHTa, AONYyLLEeHHA NOMUAKM B cnevumdikauii
'N3 3a nokasHMKoM «MikpoGiosioriyHa uncToTa», a
came: BiicyTHSA iH(hopMaLis WwoA0 NnepioguyHoCTI
KOHTPO/IH0 33 AaHUM NMOKa3HUKOM.
172. | KOKOKCUB TabneTkn, BKPUTI TOB «BYCT YkpaiHa POHTIC XENNAC Mpeuis BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a UA/19968/01/01
NNiBKOBOO DPAPMA» MEZAIKAN EHA TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peyenmom
060n0Hkoto, no 30 PAPMACBIOTIKAN 23.07.2015 Ne 460). BunpasrieHHs TEXHIYHOT
MTr; Mo 7 TabneToK y C NMPOOAKTC C.A. NOMWJIKK, 3rigHo N.2.4. po3giny VI Hakasy MO3
6nicTepi; no 1 abo YkpaiHu Big 26.08.2005p. Ne 426 (y pefakuii Hakasy
no 4 6nictepu B MO3 Ykpainu Big 23.07.2015 p Ne 460) —
KapTOHHI KOpooLi BunpaBneHHs TEXHIYHOT MOMW/IKK, NOB’A3aHO 3
HEBIANOBIAHICTIO (PI3HOYMTAHHS) B MEXax 04HOro
[OKYMeHTa, AoNYyLEHHS NOMWU/KM B cneumdikauii
'N3 3a nokasHMKoM «MikpobGiosioriyHa uncToTax», a
came: BiicyTHSA iH(hopMaLis WoA0 NepioguyHoCTI
KOHTPOJIIO 3a JaHUM NOKa3HUKOM.
173. | KOngeno Tabnetkn Ned: no 4 L[bkeHom IHais [bxeHom BioTek MBT. IHais BHECEHHS 3MiH [0 pPEeECTpaLjiiiHNX MaTepianiB: 3MiHN 3a UA/1799/01/01
TabneTku y cTpuni, BioTek MBT. nra. | TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta peyenmom
no 1 ctpuny B nra. thapmakoHarnsgy. BeegeHHs abo 3miHn go
KapTOHHOMY y3arasibHeHUX JaHnx npo cucTemy apmakoHarnsgy
KoHBepTi, No 50 (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
KOHBEPTIB y hapmakoHarnsgy, 3miHa yrnoBHOBaXeHoi 0cobu,
KapTOHHI/ Kopoo6Li BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 thapmakoHarnagy 3asBHuKa ans
3ailicHeHHsA thapMakoHarnsgy B YkpaiHi, SKLL0 BoHa
BiAMIHHA BiJ YNOBHOB&aXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs hapMakoHarnsay (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy. 3miHa
KOHTaKTHOT 0CO6M 3as1BHKKa, BifnoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: LWnHkapeHko /llogmuna HOpiiBHa.
MponoHoBaHa pepakuis: BiniH CiHrx Tomap. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHMKA,
BiNOBiAA/IbHOI 32 hapMakoHarnsag B YkpaiHi.
174. | KOMBICAPT TabneTku, BKPUTI AT Ykpaina AT "KNIBCbKWN Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/15341/01/01
NNiBKOBOK "KNIBCbKW BITAMIHHUIA | TUNY - 3MiHK 3 sikocTi. CepTudikar peyenmom
060/10HKOH, 10 % 3ABO/L" BignosigHocTi/l E-cepTudpikar BignosigHocTi
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no 3 6nictepn y
naui

abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif, yxe 3aTBepAXXeHOro BUPOOHUKa-
noAaHHs OHOBMIEHOrO cepTudpikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 06 gnsa A®| BancaprtaHy Bif Bxe
3aTBepmxeHoro BmpobHuka Jubilant Pharmova
Limited, IHAgis. 3miHn | TMny - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkil
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUpPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt Bi4noBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpOOHWMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANOBIAHOCTI
€poneiicbkin thapmakonei Ne R1-CEP 2011-110 -
Rev 05 gnsa A®| BancaprtaHy Bif Bxe
3aTBepxeHoro BMpo6Huka Jubilant Generics
Limited, IHgis, sknii 3miHMB Ha3By Ha Jubilant
Pharmova Limited, IHgis. - 3miHu | TURY - 3MiHK 3
aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
noAaHHs OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 04 gna A®| BancaprtaHy Bif Bxe
3aTBepmxeHoro BupobHuka Jubilant Generics
Limited, IHAis. - 3MiHK | TUNY - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart

BiNoBiAHOCTI EBpoNeichbkil

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Mr/160 wmr; no 10 BITAMIHHN €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
Tabnetok y 6nictepi; 1 3ABOA" HOBOro abo OHOB/IEHOro cepTudikaTa BigNOBIAHOCTI
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/YYEHHS cepTudikaTta BifgnoBigHOCTI

€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro

mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHs OHOBMIEHOrO cepTudpikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 03 gnsa A®| BancaprtaHy Bif Bxe
3aTBepmxeHoro BupobHuka Jubilant Generics
Limited, IHais - 3MiHK | TUNY - 3MiHKX 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkil
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUpPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt Bi4noBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpOOHWMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANOBIAHOCTI
€poneiicbkin thapmakonei Ne R1-CEP 2011-110 -
Rev 02 (3atBepmkeHo: R1-CEP 2011-110 - Rev 01)
ons A®l BanicapTaHy Bif, BXe 3aTBepAKeHoro
BMpo6HuKa Jubilant Generics Limited, IHAiA. 3miHw |
Tuny - 3miHn 3 skocTi. CepTuddikaT BignosigHoCTI/lIE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif Ye 3aTBepAXeHOro BUPOGHMKa
(B.11.1. (a)-2 IA)
noAaHHs OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiit hapmakonei Ne R1-CEP 2010-072-
Rev 00 (3aTBeppxeHo: RO-CEP 2010-072-Rev 01)
ons A®| BancapTaHy Bif, BXe 3aTBEpAKEHOrO
BMpobHUuKa Zhejiang Huahai Pharmaceutical Co.,

Ltd., Kutair. 3miHn | TMny - 3MiHK 3 AKOCTI.
CepTudoikat BignosigHocTi/l E-cepTuddikart
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

175.

KOMBICAPT

BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikaTt Bi4noBIigHOCTI
€Bponeiicbkil hapmakonei) - OHOBMEHW
cepTudikaT Bif yXe 3aTBepXEHOro BUPOOHMKa
(B.1.1. (a)-2 IA)
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2010-072-
Rev 01 ana A®| BasicapTaHy Bif Bxe
3aTBEpPAKEHOro BUpo6HMKa Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii. - 3minu | Tvny -
3MiHu 3 saKocTi. CepTudikaT BignosigHOCTI/IE-
cepTugikaT BiAMNOBIAHOCTI €BpONeichbkil
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/yYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHs OHOBMIEHOrO cepTudpikaTa BifnoBiAHOCTI
€sponelicbkiit hapmakonei Ne R1-CEP 2010-072-
Rev 02 gna A®| BancaprtaHy Bif Bxe
3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii.

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO, 5
mr/160 mr no 10
TabneTok y 6nictepi;
no 3 6nictepu y
nauuj

AT
"KNIBCbKW
"
BITAMIHHM
1 3ABOA"

Ykpaina

AT "KI/I'I'BCbKI{I n
BITAMIHHN
3ABOA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHn 3 AkocTi. CepTudpikart
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNIEHOro cepTudpikaTa BifgnoBigHOCTI
a60 BuUyyeHHs cepTuduikaTta BiZNOBILHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI APl; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)e 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 06 ana A®| BanicaptaHy Bif Bxe
3aTBEpPAKEHOro BMpo6Huka Jubilant Pharmova

3a
peyernmom

UA/15340/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

Limited, IHgjs. - 3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif yxe 3aTBepKEHOro BUPOOHMKa
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 05 gnsa A®| BancaprtaHy Bif Bxe
3aTBepmxeHoro BupobHuka Jubilant Generics
Limited, IHgjs, Skuii 3MiHMB Ha3By Ha Jubilant
Pharmova Limited, IHgis. - 3miHu | TURY - 3MiHK 3
akocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechkili
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 04 ana A®| BasicapTaHy Bif Bxe
3aTBEpAKEeHOro BMpo6Huka Jubilant Generics
Limited, IHgjs. - 3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHs OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 03 gnsa A®| BancaprtaHy Bif Bxe
3aTBepAXeHoro BMpo6Huka Jubilant Generics
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

Limited, IHgjisa - 3miHu | TUNY - 3MiHX 3 AKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 02 (3atBepmxeHo: R1-CEP 2011-110 - Rev 01)
ons A®| BanicapTaHy Bif, BXe 3aTBEpAKEHOrO
BMpo6Huka Jubilant Generics Limited, IHais.

- 3minu | TUNYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOrO cepTudikaTa BifnoBigHOCTI
abo BunyyeHHs ceptudikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikaTt Bi4noBIigHOCTI
€Bponeiicbkil hapmakonei) - OHOBMEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpoOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-072-
Rev 00 (3aTBeppxeHo: RO-CEP 2010-072-Rev 01)
ons A®l BanicapTaHy Bif, BXe 3aTBepAKeHoro
BMpo6Huka Zhejiang Huahai Pharmaceutical Co.,
Ltd., Kutaii. - 3miHu | Tuny - 3MiHM 3 AKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHs OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiit hapmakonei Ne R1-CEP 2010-072-
Rev 01 gna A®| BancaprtaHy Bif Bxe
3aTBEpKEeHOro BUpo6HvKa Zhejiang Huahai
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

Pharmaceutical Co., Ltd., Kutaii. - 3minu | Tvny -
3MiHu 3 aKocTi. CepTudikaT BignosigHOCTI/IE-
cepTugikaT BiAMNOBIAHOCTI €BpONechbkil
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiit hapmakonei Ne R1-CEP 2010-072-
Rev 02 gna A®| BancaprtaHy Bif Bxe
3aTBepAxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii.

176.

KOMBICAPT
H

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 10
Mr/160 mr/12,5 wr,
no 10 Tabnetok y
6nictepi; no 3
6nictepn y nayuj

AT
"KNIBCbKW
"
BITAMIHHM
1 3ABOA"

Ykpaina

AT "KI/I'I'BCbKI{I n
BITAMIHHNA
3ABOA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3miHn 3 AkocTi. CepTudpikart
BignosigHocTi/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/NIEHOro cepTudikaTa BifgnoBigHOCTI
a60 BuUyyeHHs cepTuduikarta BiZNOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI APl; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)e 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 06 ana A®| BanicapTaHy Bif Bxe
3aTBEpAKEHOro BMpo6Huka Jubilant Pharmova
Limited, IHAis -3MiHW | TUNY - 3MiHW 3 AKOCTI.
CepTtudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBPONEChbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif yxxe 3aTBepXeHOro BUpOOHWMKa -
noJaHHA OHOBJ/IEHOro cepTuddikara BiANoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 05 ans A®| BancapraHy Bif BXe

3a
peyernmom

UA/15125/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3aTBepmxeHoro BupobHuka Jubilant Generics
Limited, IHgjs, Skuii 3MiHMB Ha3By Ha Jubilant

Pharmova Limited, IHgis. -3miHu | Tvny - 3miHn 3
akocTi. CepTudpikaT BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechkili
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 04 ana A®| BasicapTaHy BiJ Bxe
3aTBEpAKEeHOro BMpo6Huka Jubilant Generics
Limited, IHgjisa - 3MiHu | TUNY - 3MiHX 3 SKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/yYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 03 gnsa A®| BancaprtaHy Bif BXe
3aTBepmxeHoro BupobHuka Jubilant Generics
Limited, IHAis. - 3MiHK | TURNY - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI

marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBMHU (CepTudikaTt Bi4noBIigHOCTI
€Bponeiicbkil hapmakonei) - OHOBMEHW
cepTudikaT Bif y)xe 3aTBepXeHOro BUpoOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBiAHOCTI
€poneiicbkin thapmakonei Ne R1-CEP 2011-110 -

€Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro

Rev 02 (3atBepmkeHo: R1-CEP 2011-110 - Rev 01)
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

ons A®| BanicapTaHy Bif, BXe 3aTBEpAKEHOIO
BMpo6Huka Jubilant Generics Limited, IHAis. 3miHn |
Tuny - 3miHu 3 skocTi. CepTuddikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpObHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBMEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpoOHWMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-072-
Rev 00 (3aTBeppxeHo: RO-CEP 2010-072-Rev 01)
ons A®l BanicapTaHy Bif, BXe 3aTBepAKeHoro
BMpo6Huka Zhejiang Huahai Pharmaceutical Co.,
Ltd., Kutaii. -3miHn | Tuny - 3MiHM 3 SKOCTiI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/yYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiit hapmakonei Ne R1-CEP 2010-072-
Rev 01 gnsa A®| BancaprtaHy Bif Bxe
3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii. - 3minm | Tvny -
3MiHn 3 axocTi. CepTudpikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBMHU (CepTudikaTt Bi4noBIigHOCTI
€Bponeiicbkil hapmakonei) - OHOBMEHW
cepTudikaT Bif y)xe 3aTBepXeHOro BUpoOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-072-
Rev 02 ana A®| BasicapTaHy Bif BXe




202

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii.
177. | KOMBICAPT TabneTku, BKpUTI AT Ykpaina AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/15124/01/01
H NNiBKOBOO "KNIBCbKW BITAMIHHMIA | TMny - 3miHn 3 AkocTi. CepTudpikart peyenmom

060/10HKOI0, M0 5 i 3ABOA" BignosigHocTi/lE-cepTudpikat BignosigHoCTi

mr/160 mr/12,5 mr no | BITAMIHHU €Bponeiickkin hapmakonei/moHorpadii. NMogaHHs

10 TabneTtok y 1 3ABOA" HOBOro abo OHOBNIEHOro cepTudpikaTa BifgnoBigHOCTI

6nictepi; no 3
6nictepn y nayuj

a60 BuUyyeHHs cepTuduikarta BiZANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 06 ana A®| BanicapTaHy Bif Bxe
3aTBEpAKEHOro BMpo6Huka Jubilant Pharmova
Limited, IHais - 3MiHn | TUNY - 3MiHKX 3 AKOCTI.
CepTtudikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBpONEChbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[0MOMKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
noJaHHA OHOBJ/IEHOro cepTuddikara BiAnoBiAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2011-110 -
Rev 05 gnsa A®| BancaprtaHy Bif Bxe
3aTBepmxeHoro BupobHuka Jubilant Generics
Limited, IHgjs, skuii 3MiHMB Ha3By Ha Jubilant
Pharmova Limited, IHgis. - 3miHu | TURY - 3MiHK 3
AaKocTi. CepTudikat BignosigHocTi/lE-cepTudiikat
BiANOBIAHOCTI EBpONEechbkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BiagnoBigHOCTI abo
BUTyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin thapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/NPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noJaHHs OHOB/IEHOTO cepTudikaTa BifgnoBiAHOCTI
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 04 ana A®| BasicapTaHy Bif Bxe
3aTBEpAKEeHoro BMpo6Huka Jubilant Generics
Limited, IHgjs. - 3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat

€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro

BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI

mMartepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBMHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-110 -
Rev 03 gnsa A®| BancaprtaHy Bif Bxe
3aTBepmxeHoro BupobHuka Jubilant Generics
Limited, IHAis. - 3MiHK | TUNY - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpObHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt Bi4noBIigHOCTI
€Bponeiicbki hapmakonei) - OHOBMEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpoOHuMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANoBiAHOCTI
€poneiicbkin thapmakonei Ne R1-CEP 2011-110 -
Rev 02 (3atBepmkeHo: R1-CEP 2011-110 - Rev 01)
ons A®l BanicapTaHy Bif, BXe 3aTBepAKeHoro
BMpO6HMKa Jubilant Generics Limited, IHAis1. -3MiHw |
Tuny - 3miHn 3 skocTi. CepTuddikaT BignosigHocCTI/lIE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APIl; Ana
[0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -

noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI

€Bponelicbkii hapmakonei Ne R1-CEP 2010-072-
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

Rev 00 (3aTBeppxeHo: RO-CEP 2010-072-Rev 01)
ons A®l BanicapTaHy Bif, BXe 3aTBepAKeHoro
BMpo6Huka Zhejiang Huahai Pharmaceutical Co.,
Ltd., Kutaii. -3miHn | Tuny - 3MiHM 3 SKOCTI.
CepTtudoikat BignosigHocTi/l E-cepTudikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBMHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiit hapmakonei Ne R1-CEP 2010-072-
Rev 01 gnsa A®| BancaprtaHy Bif Bxe
3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii. -3miHu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpObHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt Bi4noBIigHOCTI
€Bponeiicbki hapmakonei) - OHOBMEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpoOHuMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-072-
Rev 02 gnsa A®| BancaprtaHy Bif Bxe
3aTBepKeHOro BUpo6Hvika Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii.

178.

KOHTPO/IOK
®

NOPOLLIOK A1SA
PO34UHY A5 iH'eKLit
no 40 mr, 1 donakoH
3 NOPOLUKOM Y
KapTOHHIA KopooLi

Takega
m6X

HimeyuuH
a

BMPOGHULITBO 3a
MOBHUM LK/TOM:
Takega M'm6X,
HimeuumnHa,;
BUPOGHMLTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBNHHE
nakyBaHHs: MaTeoH
ITanis C.IN.A.,
ITanis;
Baccepbyprep
ApuHalimiTTenbBepk

HimeuunHa/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
NikapCbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLIT ANA MegMYHOro 3aCToCyBaHHA Ha nigcTasi
perysisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpavilinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCNiMKeHb, NPOBeAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHmx gocnigpxkernb (PIP) (3MmiHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXEHUM

3a
peyenmom

He
nionsieae

UA/0106/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

rm6X, HimevunHa;
BUPOBHUK
BiANOBIAaIbHNIA 3a
KOHTPO/b SIKOCTI:
Nab6op JIC CE eHf
Ko. KI', HimeuunHa

opraHom) 3MiHV BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTocyBaHHA NikapCbkoro 3acoby Ao
po3ginis "MNo6iyHi peakuii" BiANOBIAHO 8O
pekomeHgauii PRAC. BBeeHHS 3MiH NpoTsrom 6
MicaLiB nicnsa 3aTBepmKeHHs. 3MiHu I Tuny - 3miHn
LoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy.
3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHs Ta IHCTPYKUiT ANns
MEAMYHOTO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMW 3 SKOCTi, AOKNIHIYHUMMN, KAIHIYHUMW aHMKX
Ta AaHvmu 3 dhapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKL|i 415 MeAUYHOr0o 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "MokasaHHS"
(pepakTopcbki npaBku), "Ocob6MBOCTI
3actocyBaHHs", "lNMobiuHi peakuii”, "3acTocyBaHHsA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(pepakTopcbki npaBkK), "MobivHi peakuii” BignosigHO
[0 MaTepianis peecTpawiiHoro 4OChe, a TakoX y
po3gin "MobiuHi peakuii" BHeceHo iHchopmalLiiio LWoao
Heo6XiAHOCTI NOBIAOMAATY NPO YCi BUNaaKu
nifo3proBaHnX NoGIYHMX peakLili Ta BigCyTHOCTI
ehbeKTNBHOCTI slikapcbkoro 3acoby. BeefeHHs 3MiH
NpoTArom 6 MicsLiB nicns 3aTBepmpKeHHs. 3MiHu |l
Tuny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuy,
niKkapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKL|i 415 MeAMUYHOro 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHVUMM 3 SIKOCTi, AOK/TIHIYHUMMU, KNiHIYHUMMN
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHm
BHECEHO [0 IHCTPYKLii 418 MeanyHOro
3acTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainy
"Mo6iyHI peakuil™ BigNOBIAHO A0 MaTepianis
peecTpavuinHoro Aocbe. BBeAEHHSI 3MiH NPOTArom 6-
TV MicsLiB nicns 3aTBepmKeHHs. 3MiHu Il Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUT ANS MEAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBVMW JAaHUMU 3 AKOCTi, AOKAIHIYHUMU, KNIHIYHMK
JaHuMu Ta AaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO [0 iHCTPYKLIi 415 MeanMyHoro
3acToCyBaHHSA NiKapcbkoro 3acoby Ao po3giny
"Mo6iuHi peakuii" BigNoBigHO A0 MaTepianis
peecTpauiiHoro gocbe. BBeeHHA 3MiH NpPOTAromM 6-
TN MicaUiB nicns 3aTBepmkeHHs. 3MiHu I Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkili XxapakTepucTui
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
iIHCTPYKLUIT 418 MeANYHOT0 3aCTOCYBaHHA y 3B'A3KY i3
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
HOBUMW JaHVMM 3 SIKOCTi, AOK/IHIYHUMMU, KNiHIYHUMMN
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHm
BHECEHO [0 IHCTPYKLii 418 MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta
iHLWI BMAW B3aemogiin”, "OcobmBoCTi 3acToCyBaHHA"
Ta "Mo6iyHi peakuil" BiZNoOBIAHO fO MaTepiasis
peecTpauiiiHoro focbe. BBeageHHs 3MiH npoTsarom 6
MicsILiB Nicns 3aTBEPAKEHHS
179. | KOHTPONOK | Tabnetkn Takena HimeuuunH BMPOGHULITBO 3a HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/0106/01/02
® racTpopesnCTeHTHI m6X a NMOBHWUM LMK/IOM: | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom | nidssieae

no 20 mr; no 14
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI/ KopoobLi

Takega 'm6X, Micue
BMPOGHMLTBA
OpaHieHbypr,

HimeuumnHa;
HaHeCceHHs
NoKpUTTS Ha sigpa
TabneTok: AgsaHc
dapma N'v6X,
HimeyunHa

hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
NikapCbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLIT ANA MeAMYHOro 3aCToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpavilinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCNiMKeHb, NPOBeAEeHNX BiANOBIAHO
[0 nnaHy negiatpuyHmx gocnigpxkernb (PIP) (3MmiHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHU BHECEHO [0 iIHCTPYKLT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ginis "lMNo6iyHi peakuii" BiANOBIAHO 8O
pekomeHgauii PRAC. BBeeHHS 3MiH NpoTsrom 6
MicaLiB nicnsa 3aTBepmKeHHs. 3MiHu I Tuny - 3miHn
LoAo 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
MeAMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBMMM
OaHVMU 3 AKOCTI, AOKAIHIYHUMM, KNIHIYHUMW AaHUMKN
Ta faHvmu 3 dhapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "lMokaszaHHS"
(pepakTopcbki npaBku), "OcobamBOCTI
3actocyBaHHs", "lNMobiuHi peakuii, "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(pepakTopcbki NpaBkK), "MobivHi peakuii” BignosBigHO
[0 MaTepianiB peecTpawiiHoro 4OCbe, a TakoX y
po3gin "MobiuHi peakuii" BHeceHo iHchopmaLiito LLoao
Heo6XiAHOCTI NOBIAOMAATY NPO YCi BUNaaKM
nifo3proBaHnX NoGiYHMX peakLili Ta BigCyTHOCTI
ehbeKTNBHOCTI slikapcbkoro 3acoby. BeefeHHs 3MiH
NpoTArom 6 MicsiLiB nicns 3aTBepmpKeHHs. 3MiHu |l
Tuny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuj
niKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKL|i 415 MeAMYHOro 3aCTOCYBaHHS Y 3B'A3KY i3
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

HOBUMW JaHVMM 3 SIKOCTi, AOK/IHIYHUMMU, KNiHIYHUMMN
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHm
BHECEHO [0 IHCTPYKLii 418 MeanyHoro
3acTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainy
"Mo6iyHI peakuil™ BigNOBIAHO A0 MaTepianis
peecTpavuiniHoro Aocbe. BBeAEHHS1 3MiH NpOTArom 6-
TV MicsLiB nicns 3aTBepmpKeHHs. 3MiHu Il Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUT ANS MeAMYHOr0o 3aCTOCYBaHHA y 3B'A3KY i3
HOBVMW JAaHUMU 3 AKOCTi, AOKAIHIYHUMU, KNIHIYHMK
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO [0 iHCTPYKLIi 415 MeanMyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao posginy
"Mo6iuHi peakuii" BigNoBigHO A0 MaTepianis
peecTpaLuiiHoro gocbe. BBeAeHHA 3MiH NpOTAromM 6-
TN MicaUiB nicns 3aTBepmKeHHs. 3MiHu I Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUT A8 MeANYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW J@aHWMU 3 AKOCTI, AOK/TIHIYHUMMU, KNiHIYHUMMN
JaHvMu Ta fjaHumuy 3 hapmakoHarnagy - 3miHm
BHECEHO [0 iHCTPYKLIi 415 MegnMyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMK fikapCbkumu 3acobamm Ta
iHWI BMAW B3aemogiin”, "OcobmBoCTi 3acTOCyBaHHsA"
Ta "lMob6iyHi peakuii” BigNoBigHO A0 MaTepianis
peecTpauinHoro gocbe. BBeAeHHs 3MiH NPOTArom 6
MicALiB nicna 3aTBepAKEeHHs

180.

KOHTPOJIOK
®

TabneTtku
racTpope3nCTeHTHI
no 40 mr; no 14
Tabnetok y 6nictepi;
no 1 a6o no 2
6nicTepu B
KapTOHHIA KopooLi

Takega
6X

HimeyuuH
a

HaHeCceHHs
NOKPUTTS Ha Aapa
TabneTok: AgBaHc

dapma N'vbX,
HimeuumnHa;
BMPOGHULITBO 3a
MOBHUM LK/TOM:
Takega 'm6X, Micue
BMPOGHMLTBA
OpaHieHbypr,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLi 4159 MeAUYHOro 3acTocyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAiMKEeHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxernb (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHomM) 3MiHU BHECEHO A0 IHCTPYKLT Ans
MEeAMYHOro 3acToCyBaHHS NiKapCbKoro 3acoby Ao
po3gainis “lNo6ivHi peakuii" BiANOBIAHO A0
pekomeHpauili PRAC. BBeieHHS 3MiH NpoTArom 6
MicsaUiB nicns 3aTBepaKeHHs. 3MiHu |l Tuny - 3MiHn

3a
peyenmom

He
nionseae

UA/9054/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsgy.
3MiHN Y KOPOTKill XapakTepucTuLi NikapCcbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM

OaHUMM 3 AKOCTI, AOKNIHIYHUMUN, KNIHIYHUMY AaHUMKN

Ta AaHvmu 3 chapmakoHarnsgy - 3MiHM BHECEHO 0

IHCTPYKUT A9 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby o po3ainis "MokasaHHa"
(pepaxTopcbki npasku), "Oco6AnBOCTI
3actocyBaHHs", "lNobiuHi peakuii”, "3acTocyBaHHA y
nepiog BaritTHoCTi abo rogyBaHHA rpyaaro”
(pepaxTopcbki npaskw), "Mo6iuHi peakwii" BigNoBigHO
[0 MaTepiasniB peecTpauiiHoro JOCbe, a Takox y
po3ain "Mo6iyHI peakuii" BHeCEHO iHGhopMaLiito LWoa0
HeobXiAHOCTI NOBIAOMASATH NPO YCi BUNaaKu
nifo3proBaHnX NoGIYHMX peakLili Ta BiACyTHOCTI

e eKTMBHOCTI NiKapcbkoro 3acoby. BBeaeHHs 3MiH

npoTArom 6 micAuiB nicns 3aTBepkKeHHs. 3MiHun |1
Tuny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta

hapmakoHarnsgy. 3mMiHu y KOpoTkili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUT A8 MeANYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW J@aHWMU 3 AKOCTI, AOK/TIHIYHUMMU, KNiHIYHUMMN
JaHvMu Ta fjaHumuy 3 hapmakoHarnagy - 3miHm
BHECEHO [0 iHCTPYKLIi 415 MegnMyHoro
3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ainy
"Mo6iuHi peakuii" BiANOBIAHO 4O MaTepianis
peecTpauiiiHoro gocbe. BBeeHHs 3MiH NpoTsArom 6-
TV MicAUiB nicns 3aTBepmKeHHs. 3MiHu Il Tuny -
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTul,
niKkapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta

IHCTPYKL|i 415 MeANYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3

HOBUMW JaHVUMM 3 SIKOCTi, AOK/IHIYHUMMU, KNiHIYHUMMN

JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHm
BHECEHO [0 IHCTPYKLii 418 MegnyHoro
3acToCyBaHHS NiKapcbKoro 3acoby A0 po3ainy
"Mo6iyHI peakuil™ BigNOBIAHO A0 MaTepianis
peecTpavuiiniHoro Aocbe. BBeAEHHSI 3MiH NPOTArom 6-
TV MicsLiB nicns 3aTBepmKeHHs. 3MiHu Il Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHM y KOpOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

IHCTPYKLUT ANS MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3

HOBVMW JAaHUMU 3 AKOCTi, AOKAIHIYHUMU, KNIHIYHMK

JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO [0 iHCTPYKLIT 415 MeanMyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMKM NiKapCbKumm 3acobamm 1a
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
iHWI BMAW B3aemogiin”, "OcobmBoCTi 3aCTOCyBaHHsA"
Ta "lMob6iyHi peakuii” BigNoBigHO A0 MaTepianis
peecTpauinHoro gocbe. BBeAeHHs 3MiH NPOTArom 6
MicALiB nicna 3aTBepAKEeHHs
181. | KCANKOPI Kancynu no 200 wr; Mdpaiizep CWA Mdpaiizep HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/14081/01/01
no 10 kancyny Eiy.Ci.Mi. MeHtochekuypuHr | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa kogy ATX - peyenmom | nidnsi2ae
6nicTepi; no 1 abo Kopnopeiiw [oiiuneng MrmeX 3MiHM BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
no 6 6nictepis y H 3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy

KapTOHHI Kopo6Lii 3
MapKyBaHHSAM
YKpPaiHCLKOK Ta
aHrNincoLKo
MoBamu; no 10
Kancyn y énictepi;
no 1 a6o no 6
6nicTepiB y
KapTOHHI KopobLi 3
MapKyBaHHSM
aHrnincbko abo
iHLLIOO IHO3EMHOI0
MOBOIO 3i CTUKEPOM
YKpaiHCbLKOH MOBOKO

"®apmakoTepanesTuyHa rpyna. Kog ATX."
BiAMNOBIAHO 40 MKHapoaHoro kiacudikaropa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPAKEHO — "AHTMHEONNACTMYHI 3acobum.
IHri6iTopn npoTeiHkiHasu. Kog ATX LO1X E16.",
3anponoHOBaHO — "AHTMHEON1acTUYHI 3aco6u.
IHri6iTopy npoteinkiHasn. Kog ATX LO1E DO1."
BBefeHHA 3MiH NpoTAroM 9-Tu MicAuiB nicns
3aTBEpAXEHHS. 3MiHu Il Tvny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHm
y TepaneBTUYHUX NOoKa3aHHAX (4ofaBaHHA HOBOro
TepaneBTUYHOro NokasaHHa abo 3miHa y
3aTBEPAKEHOMY NOKasaHHI) Y 3B’s3Ky 3
PO3LWMPEHHAM MOKa3aHb A0 3acTocyBaHHsA J13 'y
nepjatpuyHilii nonynsyii (Bikom Big =6 fo <18 pokis),
BHOCATbCS 3MiHN Woao A®| Ta N3 A0 HAaCTyNHMX
po3ainis 3.2.5.3.2 Impurities, 3.2.S.4.5 Justification
of Specification, 3.2.P.5.5 Characterization of
Impurities, 3.2.P.5.6 Justification of Specifications.
3MiHV BHeceHo A0 [HCTPpYKUii ANna MeguyHoro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy
"Moka3zaHHA" gofaBaHHs HOBOro TepaneBTUYHOro
rnokasaHHs [10 3aTBEPXXEHOr0, a came - iKyBaHHS
aiteii (Big = 6 go < 18 pokiB) 3 peuuanBHoO abo
pedpakTepHO CUCTEMHOO aHan 1acTUYHOK
BEJIMKOKNITUHHOI NliMdooMoto (ABKJT), NO3UTUBHOKO
[0 KiHa3u aHannacTnyHoi nimgomm (ALK); -
nikyBaHHs giten (Big = 6 Ao < 18 pokis) 3
peunanBHOI abo pethpakTepHo HeonepabebHO
3anasibHO Miogdibpo61acTUUHO NyxanHotw (3MI),
NO3UTUBHOIO A0 KiHa3W aHanNacTUYHOI niMdomu
(ALK). Ak Hacnifok, yTOYHEHHS Ta AONOBHEHHS
iHhopmawii B posginax "®apmakonorivHi
BracTmsocTi", "Oco6MBOCTi 3aCTOCYBaHHSA ",
"Cnoci6 3acTtocyBaHHs Ta go3un”, "Aitn", "TMobiuHi
peakuii”. BBe4eHHS 3MiH NpOTArom 9-Tu Micsuis
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHK Wwoao
6e3nekn/edhekTNBHOCTI Ta chapmakoHarnagy. IHuwi
3MiHW, SIKi He BBIWLLAW Y Lieil po34is, siki BKIHYaTb
nofaHHsa pe3ynbTatiB AoCNifpkeHb A0
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KOMNETEHTHOro opraHy - 3asiBHUKOM HafaHo
OHOBJEHY Bepcito [MNnaHy ynpasniHHA pusnkamu (7.5)
BiANOBIAHO A0 pe3ynbTaTiB KiHLEBOro AOC/IIKEHHS
PASS cat 3 study A8081062 L1040 0n1coBoro
[OCNiMKEHHs MOTEHLiHOT 3arpo3u 3opy Ta
Ceplio3HOI BTpaTK 30py NicNs BNAMBY KPU3OTUHIOY,
Ha migcTasi KNiHIYHOro ornaay, NiaTBepaKEHHS
3aTBEPKEHHS 3MiH B KpaiHi 3asBHUKa/BUPOGHHMKA.
3MiHV BHeceHo A0 yYacTuH: Il «Cneymdikauis 3
6e3neku», Il «MnaH 3 hapmakoHariagy», VIl
«JlopaTkm»
182. | KCANKOPI Kancynu no 250 wr; Mdpaiizep CLWA Mdpaizep Himeuunna BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/14081/01/02
no 10 kancyn y Eiu.Ci.Mi. MeHtodhekyypuHr | TMny - AgMmiHicTpaTnBHi 3MiHW. 3MiHa kogy ATX - peyenmom | nidsisieae
6nictepi; no 1 abo Kopnopeiiw [oiuneng rmeX 3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeANYHOro
no 6 6nictepis y H 3acToCcyBaHHSA NiKapcbkoro 3acoby Ao posginy

KapTOHHIi kopo6uyj;
no 10 kancyny
6nictepi; no 1 abo
no 6 6nictepiB y
KapTOHHIA KopooLi

"®apmakoTepanesTuyHa rpyna. Kog ATX."
BiANOBIAHO 40 MbkHapoaHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEpAXEHO — "AHTMHEONNacTNYHI 3acobu.
IHri6iTopn npoTeiHkiHasn. Kog ATX LO1X E16.",
3anponoHOBaHO — "AHTMHEON1AaCTUYHI 3aco6uU.
IHri6iTopy npoteiHkiHasn. Kog ATX LO1E DO1."
BBefeHHs 3MiH NpoTAroM 9-Tu MicALiB nicas
3aTBepmxeHHs. 3miHu Il Tuny - 3MiHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm
y TepaneBTUYHUX NOKa3aHHAX (JofaBaHHA HOBOro
TepaneBTUYHOro NokasaHHs abo 3miHa y
3aTBepKEHOMY NoKa3aHHi) Y 3B'A3Ky 3
PO3LWMPEHHAM MOKa3aHb A0 3acTocyBaHHsA 13y
neaiatpuyHiii nonynsyii (ikom Big 26 fo <18 pokis),
BHOCATbCA 3MiHV Wwogo A®I ta /13 fo HACTYNHUX
po3ginis 3.2.S.3.2 Impurities, 3.2.S.4.5 Justification
of Specification, 3.2.P.5.5 Characterization of
Impurities, 3.2.P.5.6 Justification of Specifications.
3MiHV BHEeCeHO A0 [HCTpyKUii Ana MeguyHoro
3acToCcyBaHHSA NiKapcbkoro 3acoby Ao posginy
"lMokaszaHHA" AoAaBaHHs HOBOro TepaneBTUYHOro
rnokKasaHHs 10 3aTBEPKEHOT0, a came - NiKyBaHHS
aiteii (Big = 6 go < 18 pokiB) 3 peunanBHo abo
pedpakTepHO CUCTEMHOIO aHan 1acTUYHoO
BE/IMKOKNITUHHOO NliMoomoto (ABKJT), NO3NTUBHOKO
[0 KiHasu aHannacTuyHoi nimcpomm (ALK); -
nikyBaHHs aiTelt (Big = 6 Ao < 18 pokis) 3
peunanBHO abo pedopakTepHoo HeonepabenbHo
3anasibHO MioRiGPO6IACTUYHO NyxanHo (3MI),
NO3MTUBHOIO A0 KiHa3n aHaniacTuyHoi niMchomm
(ALK). Ak Hacnifok, yTOYHEHHS Ta AONOBHEHHS
iHhopmalii B posginax "®apmakonorivHi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

BnacTvsocTi", "Oco6MBOCTi 3aCTOCYBaHHS ",
"Cnoci6 3acTocyBaHHA Ta go3un", "Oitn", "MNo6ivHi
peaxuii”. BBegeHHS 3MiH NpoTSArom 9-tm Micsuis
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHK Wwoao
6e3nekn/edheKTUBHOCTI Ta papMakoHarnagy. [Hwi

3MiHW, SKi HE BBIWLLAW Y Lieil po34in, SKi BKII0YaTb
nofAaHHA pesynbTaTiB AOCNiMKEHb A0

KOMNETEeHTHOro opraHy - 3asiBHUKOM HafaHo

OHOBJ/IEHY Bepcito MnaHy ynpasniHHA pusnkamu (7.5)
BiANOBIAHO A0 pe3ynbTaTiB KiHLEeBOro AOC/iKEHHS
PASS cat 3 study A8081062 1110410 ON1COBOro
[OCNifpKEeHHSA NOTEHLiRHOI 3arpo3u 3opy Ta
Cepiio3HOI BTpaTyK 30py Nicns BNAMBY KPU3OTHHIOY,
Ha nigcTasi KNiHIYHOro ornaay, NiATBepoKEHHS
3aTBEPMKEHHS 3MiH B KpaiHi 3asiBHUKa/BNPOGHMKa.
3MiHu BHeceHo A0 YacTuH: |l «Cneyudikauis 3
6e3neku», Il «MnaH 3 hapmakoHarnagy», VIl
«flofaTkm»

183.

KCUNA30n

cnpeii HasaslbHUIA,
po3uuH; no 10 mny
doNakoHi 3
posnuaoBayem Ta
3axUCHUM
KOBMa4kom; no 1
donakoHy B
KapTOHHIA KopooLi

TOB
"YOP/[,
MEANLIH"

YkpaiHa

YOP/A, MEAVLMH
INIAY CAH. BE
TIDK. A.LL.

TypeyuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
Il TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. BHeceHHs abo 3miHa(K) 4o
3060B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
NOCBiAYEeHHS, BKOYatouy MNnaH ynpasniHHsS
pvi3vikamu (3acTocyBaHHS 3MiH(M), ski(a)
BMMaraTb(€) NoJaNbLIOT0 06I'PYHTYBaHHA HOBUMMN
[04aTKOBUM A@aHVMK, L0 MatoTb HagaBaTucs
KOMMETEHTHVM OpraHOM, OCKiflbkM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OPraHom) 3asBHNKOM
Ha/laHo OHOBEHWI MnaH ynpaBiHHA pU3nkamm
Bepcis 2.0. 3MiHM BHeCeHO [0 YacTuH: | «3aranbHa
iHchopmauis» Il «Cneuudikauis 3 6e3nekun» V
«3axoau 3 MiHiMi3auii pu3ukie» VI «Pe3ome nnaHy
ynpaBiHHA pusmkammn» VIl «ogatku» (gogatkm 1-
8) y 3B’A3KYy 3 OHOBJ/IEHHAM iHGhopMaLii 3 6e3neku
[i0UNX PEHOBUH KCUTIOMETa30/iH, AeKCNaHTEHON
BiANOBIAHO A0 akTyanbHOI pedhepeHTHOI iHdhopmaLii,
a TakoX Y 3B'A3KY i3 3MiHOI0 hopmary BignoBigHO [0
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines)

6e3
peyenma

UA/18500/01/01

184.

KCUNOCIPE
n

cnpeii HasaslbHUIA,
0,5 mr/mn no 10 mn
y hr1akoHi 3
HacocoMm [03aTopoM
i3 po3nunioBayem;
no 1 cpsiakoHy B

TOB
"APTEPIYM
nTa”

YKpaiHa

MAT "Trannudapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX MmaTepianiB: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx nNpo cuctemy dapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
chapmakoHarssgy, 3MiHa yNnoBHOBaXXEHOT 0cobu,

6e3
peyenma

UA/19065/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

(nikapcbka gpopma,

ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

naui

BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3fiicHeHHs thapmakoHarnsagy B YkpaiHi, KO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI

3a 3[jicHeHHs hapMakoHarnsay (Bkiyarun

KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOBaXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
hapmakoHarnsg.

[itoua pepakuis: bartanosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis
AHnatoniiBHa. 3MiHa KOHTaKTHWUX AaHWX

YMOBHOBaXXEHOT 0C06M 3aABHMKA, BifMoBigaIbHOI 3a
hapMakoHarnsag. 3mMiHa MicLle3HaxoMKeHHs1 MacTep-
thaiina cuctemu chapmakoHarnsgy. 3miHa micus
3[iiCHEHHS OCHOBHOI [isiNIbHOCTI 3
chapmakoHarnsgy.

185.

NATEBPIO/
LAGEVRIO™

kancynu no 200 wmr,
no 40 kancyny
naswLj

Mepk Wapn i
Joym IAEA
m6X

LLiseiiuapi
b

MCJ, IHTepHeLHN
vM6X (dinis
MyepTto-Piko) TOB,
CnonyueHi Wratn
Amepuiku; MarteoH
IHK., KaHaga;
MateoH IHK.,
KaHaga; Wapn
MekemxiHr
Cepsicec, J1NC,
CnonyueHi Wratn
Amepuiku; MNMarteoH
dapmacbioTikans
IHK., CnonyyeHi
Ltatn Amepuku;
Mepk Wapn i Joym
NNC, Cnony4yeHi
LWrtatn AmMepuku;
Mepk Wapn i Joym
NNC, Cnony4yeHi
LWrtatn AmMepuku;
Mepk Wapn i Joym
NNC, Cnony4yeHi
LTatn AMepuku

CnonyyeHi
LWratn
Amepukn/
KaHapga/

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
Il TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. [Hwi 3aMiHu, ki He BBIALLAN Yy Leli
po3ain, siki BKNoYaoTb NOAAHHSA pesy/bTarTis
[ocnimkeHb 0 KOMMETEHTHOTO OpraHy -
BWKOHHAHHSA rapaHTiiiH1X 30608B'A3aHb Npu
peecTpauii /13 ANns eKCTPEHHOro 3aCTOCYBaHHS -
noJaHHA 3BITy KIiHIYHOro gocnimkeHHs (CSR
ineHTndikatop PO03V01MK4482) (hasa 1, Biakpute
[OCNiMKEHHS MOHOA03M 3 OLiHKU (hapMaKOKIHETUKM
MonHynipasipy (MK-4482; MOV) B y4acHuKIB 3
TSOKKUMU NOPYLUEHHSAMMW PYHKLT HUPOK). - 3MiHu 11
TUny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta
hapmakoHarnsgy. [Hwi 3MiHn, ki He BBIALAN Y Lel
po3Ain, sk BKIYaoTh NOA4AHHA pe3ynbTartis
[OCAifKeHb A0 KOMMETEHTHOrO OpraHy -
BWKOHHaHHSA rapaHTiiiH1X 30608B'A3aHb Npu
peecTpauii /13 ANns eKCTPEHHOro 3aCTOCYBaHHS -
NOAAHHA 3BIiTY K/IHIYHOMO AOCNIMKEHHS
(ipeHTuncpikatop NCT04405739): The Safety of
EIDD-2801 and Its Effect on Viral Shedding of
SARS-CoV-2 (The END-COVID Study). -3miHu |l
Tuny - 3MiHK Woao 6e3nekn/edhpekTNBHOCTI Ta
hapmakoHarnsgy. [Hwi 3aMiHn, ki He BBIALLAN Y Leli
po3ain, siki BKNoYaoTb NOAAHHSA pesy/bTarTis
[ocnimkeHb 0 KOMMETEHTHOrO OpraHy -
BWKOHHAHHSA rapaHTiiiH1X 30608B'A3aHb Npu
peecTpauii /13 ANns eKCTPEHHOro 3aCTOCYBaHHS -
noJaHHA 3BITy KIIHIYHOro gocnigkeHHs (CSR
ineHTngpikatop P012MK4482) (dhasa 1, kniHiuHe
LOCAiMKEHHS WoA0 6araTtopasoBoi 3pocTatyoi 4o3um

3a
peyernmom

UA/19184/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

01151 OLiHKM 6e3neku, MepeHoCcMocTi Ta
hapMaKoKIHETUKMN Y 3[0POBUX YYACHUKIB). - 3MiHU I
Tuny - 3MiHn Wwoao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. [Hwi 3MiHn, ki He BBIALAN Y Lel
po3Ain, Ak BKIYa0Th NOAaHHA pe3ynbTartis
[OCNiKEHb A0 KOMMETEHTHOIO OpraHy -
BVKOHHaHHSA rapaHTiliHMX 3060B'A3aHb Npuy
peecTpauii /13 ANns eKCTPEHHOro 3acTOCyBaHHS -
NoAAaHHA 3BITY KAIHIYHOrO AocnigpkeHHs (CSR
ineHTncbikatop P016V01MK4482) (chasa 1, Bigkpute
LOCNIMKEHHSA MOHOA,03M 3 OLLIHKM (hapMaKOKIHETUKN
mosHynipasipy (MK-4482; MOV) B yyacHukiB 3
NOMIPHUMW MNOPYLUEHHSAMMW PYHKLT NeYiHKM).

186.

NEBOMILET
NH

Kpanni ouHi 0,25 %,
no 10 mn y cpnakoHi
nnactukosomy; no 1
donakoHy y nauui 3
KapToHy

TOB "®3
"BIO®PAPMA

YKpaiHa

TOB "®3"
BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkunin 3aci6.
KOHTPO/Ib AONOMKHMX peyoBUH. 3MiHa napamMeTpisB
cneuudikauii Ta/abo AoNYyCTUMUX MEX AN
[0NOMDKHOT peqoBUHM (BUTYYEHHS 3i crieumdpikawi
He3Ha4yHOro nokasHuka (Hanpvkiag, 3actapinoro
nokasHuka)) BunyyeHHs anbTepHaTMBHOMO
nokasHuka «PeyoBUHU, L0 OKUCHIOTLCS» 3i
cneuudikauii «<Boga ans iH'ekuii». BunydyeHHs
a/lbTEPHATUBHOIO NoKasHuka «Pe4yoBuHM, Lo
OKMCHIOIOTLCS» MOB'A3aHe 3 TVM, L0 Ha NOCTIlHINA
OCHOBI BMKOHYETbCSA MeTog, «3ara/ibHuil opraHiyHuii
Byrfelb», Ta a/lbTEPHATVBHUI METOS, He €
HeobxigHnM. 3MiHu | Tuny - 3MiHK 3 AKkocTi. [oToBWi
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHVX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo
O0NYCTUMUX MEX A1 AONOMIKHOT PEYOBUHN
(4ONOBHEHHS cneumaikavii HOBUM NOKa3HUKOM 3
Bi4NOBIAHMM METOAO0M BMNPOOYBaHHA) JoaasaHHs
nokasHuka «PO34MHHICTb Y cnupTi» A0 cneundikauii
[0MOMIXHOT peyoBUHY «BopHa KncnoTa» 3ymoBrieHe
BMMOramu MoHorpadii €sponelicbkoi hapmakonei
ons cybcTaHuii «bopHa kncnota». 3MiHun | Tuny -
3MiHu 3 SKocCTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
[LOMOMDKHMX pevoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo AoNyCTUMMX MEX AN
[L,0MOMDKHOT PeYOBMHM (J0NOBHEHHA crnieumddikauii
HOBWM MOKA3HUKOM 3 BifMOBIAHUM METOA0M
BMNpo6yBaHHs) [logaBaHHsA nokasHuka
«MikpobionoriyHa unctota» Ao cneumdikauii
[0MOMIXHOT peYOBUHN «BopHa KncnoTa» 3ymoB/ieHe
BMMOramu 3arasibHoi ctatTi 5.1.4 «MikpobionoriyHa
4ynUCTOTa HECTEPUSTIbHUX NIKapPCbKUX 3acobiB Ta
cy6CcTaHUii ans hapMalleBTUYHOrO 3aCTOCYBaHHSI»,
3i4HO 3 SKOK BUMOTW A0 MiKPOBIONOriYHOI YNCTOTH

3a
peyenmom

UA/5515/01/01
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n/n
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JNliKapcbKo20
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dopma sunycky
(nikapcbka gpopma,
ynakoska)
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KpaiHa
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Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

CUPOBVHW CAlif, BCTAHOB/IOBATY 3 ypaxyBaHHSM
06p0o6KY, SAKII NigAaTb NPOAYKT, NOTOUYHUX METOZAIB
BMNpPoBYyBaHHA Ta [OCTYNHOCTI MaTepiasis NEBHOI
AKOCTi. KpuTepiit NpuiHATHOCTI Mikpo6ionorivyHoi
YNCTOTU HECTEPUSIbHUX CyBCTaHLii ans
hapmaLeBTMYHOIO 3aCTOCYBaHHA CTAHOBNATb
TAMC — 10° KYOIr, TYMC — 10? KYO/r. 3miHu | Tuny
- 3MiHK 3 sIKOCTi. FOoTOBUIA NiKapcbkuid 3aci6.
KOHTpO/1b AONOMDKHMX peyoBMH. 3MiHa napaMeTpis
cneumdikauii Ta/abo AoNyCTUMMX MEX ANA
[LOMOMDKHOT peYOBUHM (BUIyYEHHS 3i cnevumdikauii
HEe3Ha4YHOro nokasHvka (Hanpukiag, 3actapiforo
nokasHuka)) MprBeaeHHs 3anponoOHOBaHOI peaakLil
cneuundikauii Cn. 5.14-01-175 «bopHa kucnota» y
BIANOBIAHICTb A0 BUMOT MOHorpadii EP «Boric
acid», a came- BUTyYEHHS NMOKasHMKa «Baxki
MeTasin»

187.

NEBOCTAL®

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, Mo 250
Mr, no 5 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI/ KopoobLi

CTAOA
ApuHaimiTT
enb Al

HimeyuuH
a

Bunyck cepii:
CTAOA
ApuHaiimittens Ar,
HimeuunHa

Bupo6bHmuTBO
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/Ib Ccepili:
Na6opaTtopi3
MegikameHTOC
IHTepHartioHec, C.A.,
Icnanis

BMPOGHMLTBO
Hepo3ghacoBaHOro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b cepili:
Na6opaTopioc
NikoHca, C.A.,
Icnanis

BTOPUHHE
nakyBaHHs:
MAHAHTIAN
IHTEFPA, C./1.1O.,
IcnaHis

HimeyuunHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUpo6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHUL BUPOBGHMLTBA A/19 YaCTUHN abo
BCbOr0 BUPOOHMYOro NpoLecy roToBoro Nikapcbkoro
3aco06y (ZiNbHULA AN15 BTOPUHHOTO NakyBaHHS).
[logasaHHsa gofatkoBoro BUpo6Huka M3,
BiANOBIAa/IbHOIO 3a BTOPUHHE nakyBaHHA: ATAIC
PAPMA, C.J1. (C/ Kappakep, c/H - Mpomucnosa 30Ha
Na KyiHta P2, KabaHinbsac genb Kamno,
Baganaxapa, 19171, Icnaxis) / ATDIS PHARMA,
S.L. (C/ Carraquer, s/n - Pol. Ind. La Quinta R2,
Cabanillas del Campo, Guadalajara, 19171, Spain).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKN
3aci6. 3MiHM y BUPOGHULTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOBGHMLTBA A4/18 YaCTUHN abo
BCbOr0 BUPOOHMYOro NpoLecy roToBoro Nikapcbkoro
3aco06y (ZiNbHULA AN1S BTOPUHHOTO NakyBaHHS).
[logasaHHsa goaatkoBoro BUpo6Huka M3,
BiZJNOBIAa/1bHOrO 38 BTOPMHHE MaKyBaHHS:
MAHAHTIAN IHTEFPA, C./1.10. (MoniroHo
IHgacTpian HeliHop-EHapec, E-3, Jlok. 23 i 24, Meko,
Magpug, 28880, IcnaHis) / MANANTIAL INTEGRA,
S.L.U. (Poligono Industrial Neinor-Henares, E-3,
Loc. 23y 24, Meco, Madrid, 28880, Spain).

3a
peyernmom

UA/11890/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
188. | IEBOCTAA® | Tabnetku, BKpUTI CTALOA HimeuuunH Bunyck cepiii: HimeuunHa/ | BHecCeHHs 3MiH [0 peecTpauiiHnx MaTepianis: 3MiHM 3a UA/11890/01/02
NNiBKOBOO ApuHaiMiTT a CTALA IcnaHis | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6. peyenmom
060n0Hkoto, No 500 enb Al ApuHarimitTens Al 3MiHN y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
Mr, no 5 TabneTok y HimeyunHa [0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YaCTUHU abo
6nictepi; no 1 BCbOro BUPOOHNYOrO NPOLLECY rOTOBOIO JiKapCbKOro
6nictepy B Brpo6HMLUTBO 3aco6y (AinbHWUA AN BTOPUHHOTO NakyBaHHS).
KapTOHHI Kopoo6Li Hepo3dacoBaHoro [opasaHHsa gogatkoBoro BUpo6Huka M3,
NPoAyKTy, NepBuHHe BiANOBIAA/ILHOIO 3a BTOPUHHE NakyBaHHA: ATAIC
Ta BTOPVIHHE PAPMA, C.J1. (C/ Kappakep, c/H - MpomucnoBa 30Ha
nakyBaHHs, Na Kyinta P2, KabaHinbac genb Kamno,
KOHTPO/Ib Cepili: Baganaxapa, 19171, IcnaHis) / ATDIS PHARMA,
Na6opaTtopi3 S.L. (C/ Carraquer, s/n - Pol. Ind. La Quinta R2,
MegikameHTOC Cabanillas del Campo, Guadalajara, 19171, Spain).
IHTepHarTioHec, C.A., 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii
Icnanis 3aci6. 3MiHM y BUpO6HULTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YaCTUHU abo
BMPOBGHMLTBO BCbOro BUPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
Hepo3cacosaHoro 3aco6y (AinbHWUA AN BTOPUHHOTO NakKyBaHHS).
NpPOAYKTY, NepBUHHE [JlofasaHHA fofaTkoBoro BupobHuka M3,
Ta BTOPVHHE BiZJNOBIAA1bHOMO 33 BTOPMHHE MaKyBaHHS:
nakyBaHHs, MAHAHTIAN IHTEIPA, C./1.10. (MoniroHo
KOHTPO/b Cepili: IHpacTpian HeiiHop-EHapec, E-3, Nlok. 23 i 24, Meko,
Na6opaTtopioc Magpug, 28880, IcnaHisi) / MANANTIAL INTEGRA,
NikoHca, C.A,, S.L.U. (Poligono Industrial Neinor-Henares, E-3,
Icnanis Loc. 23 y 24, Meco, Madrid, 28880, Spain).
BTOPWHHE
nakyBaHHS:
MAHAHTIAN
IHTEIPA, C./1.10.,
Icnaxis
189. | NEBOTPEH po3uuH aNns iHgysiii, | TEXHOMAK IpnaHgis IHPOMEL, ®1HOIAC PyMmyHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU 3a UA/17688/01/01
5 mr/mn; no 100 mn MAHY®EKY Ec. Ep. Eneb. | TMny - 3miHK 3 AkocTi. CepTudikart peyenmom
npenapary B E NIMITELQ BignosigHocTi/lE-cepTudikar BignosigHocCTi

iHpy3iliHOMY nakeTi
B 3aXMCHOMY NakeTi;
no 10 nakeTiB y
KapTOHHIA KopooLi

€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOr0 cepTudikaTa BifnoBigHOCTI
abo BunyyeHHs cepTudikaTta BiANoOBIAHOCTI
€Bponelicbkii hapmakonei: ana A®l; ans BuXigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BMKOPWCTOBYHOTbCS Y BUpobHUUTBI ADI; ans
[L0MOMDKHOT peyoBUHU (CepTudikaTt BignoBIigHOCTI
€Bponelicbkin hapmakonei) - HoBuii ceptudikat Big
HOBOro BMPOGHMKa (3amiHa abo JONOBHEHHS).
MopaHHA HOBOrO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkin papmakonei Ne RO-CEP 2021-284 -
Rev 00 ansa gitoyoi peqoBuHY neBod/iokcaLuHy Bif,
HoBoro Bupo6Huka QUIMICA SINTETICA S.A,,
Spain Ha 3aMmiHy 3aTBepAKeHoro BupobHuka ITF




216

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Chemical Ltda, Brazil.
190. | IEBO®JIOKC | Tabnetku, BKpUTI €Bpo IHais dAC NimviTepn, IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK 3a UA/8777/01/02
ALVH €BPO NNiBKOBOIO Naiidpkep | Tuny - 3MiHKn 3 AkocTi. A®Il. KoHTposb AdL. 3miHa y peyenmom
o060n0Hkot, no 500 MpaiiBiT napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
Mr o 5 TabneTtok y Nimitep BM3HaYeHux y crneyndikauisx Ha A®l, abo
6nicTepi; no 1 abo BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
no 2 6nictepun y BMKOPVCTOBYIOTBLCSA y Npoueci BUpobHuuTea Ad|
KapTOHHIA KopooLi (iHWi 3miHM) -CynyTHS 3MiHa - 3MiHM 3 SKOCTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs AdI
abo BMXigHOro Matepiany/npomixXHOTo
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®| (iHWwi 3MiHM y meTogax
BUMNPOOYBaHHA (BKIOYA0UM 3aMiHy abo
[0NoBHEHHS)) AP| abo BMXiAHOrO/MPOMIXXHOrO
nNpoaykTy) - NPUBEAEHHS cneumndikalii Ta meTogis
BUMPOOYBaHHA Ail040i pevoBMHU 1eBodhioKcaLHy
remirigpaty Ao Bumor MoHorpadii USP.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
191. | NEBO®/IOKC | Tabnetku, BKpUTI €Bpo IHAiA ®AC NimiTeq, IHAi BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3MiHN - UA/18065/01/01
AUVH €BPO NNiBKOBOIO Naiidpkep | TMny - 3MiHu 3 akocTi. A®Il. KoHTposb AdL. 3miHa y
060n0HkKot, No 500 MpaiiBiT napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
mr in bulk: no 1000 Nivitep BM3HauYeHuX y crneundikauisx Ha A®l, abo
TabNeTokK B MakeTi 3 BUXIAHWA/MPOMDKHMI NpoAyKT/pearexT, Wwo
nonieTuneHy BMKOPVCTOBYIOTBLCSA y Npoueci BUpobHuuTea Ad|
HU3bKOI LLiSIbHOCTI B (iHLWi 3miHK) -CynyTHA 3MiHa - 3MiHK 3 AkocTi. AdI.
KOHTelHepi 3 KoHTposib A®I. 3miHa y MeTogax BunpobyBaHHs Ad|
nosnietTuneny abo BMXigHOro Martepiany/npomixXHOro
BWCOKOI LL{iIbHOCTI NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpobHuutea A®I (iHwi 3MiHM y MeToAax
BUNPOOYBaHHA (BKIOYA4M 3aMiHy abo
[0MNoBHeHHA) AD| abo BUXiAHOro/NPOMIKHOrO
NPOAYKTY) - NpMBeAEHHs cneyudikauii Ta meTogis
BUMPOOYBaHHA Ail040i pe4oBMHU NTeBOhoKCaLMHY
remirigpaTy Ao sumor MoHorpadii USP.
BBegeHHs1 3MiH NPOTAroM 6-Tu MicALUiB nic/s
3aTBEPAKEHHSA
192. | NIAOKAIH PO34MH ANA iH'eKUili TOB YkpaiHa TOB "®APMACEN" YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHuX MaTepianis: 3MiHM 3a UA/20258/01/01
20 mr/mn; o 2 Mn B "®APMACE | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
amnyni n" CuncTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa

nonieTUIEHOBIi; No
10 a6o 50 amnyny
naJui 3 KapToHy

PO3Mipy ynakoBKv roTOBOro fikapcbKoro 3acoby
(3MiHa KibKOCTi 0AMHWLB (Hanpuknag TabneTok,
amnys TOLLO) B ynakoBLi:) - 3MiHa no3a fiana3oHoM
3aTBEPLKEHNX PO3MIPIB YNaKOBKMN — BBEAEHHS
[04aTKOBOro nakyBaHHs No 2 M1y amnynax
nonietunerHosux Ne 50 ans rocnitTasibHUX
3aKynisesb, 3 BignoBigHMU 3MiHaMK [0 p.
«YnakoBka» MKSA /13. 3miH1 BHeCeHi B po3ain
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
"YnakoBka" B iHCTPYKLIit0 A1 MEANYHOrO
3aCTOCYBaHHSA MiKapcbKoro 3acoby y 3B'A3Ky 3
BBE[IEHHAM [04AaTKOBOI BTOPMHHOI YNaKoBKM Ta SK
HacnifoK - 3aTBEPAKEHHA TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBKY NiKapCbKoro 3acoby.
BBefeHHst 3MiH npoTArom 3-x MicsuiB nicns
3aTBEPKEHHS.
193. | NAOKAIHY PO34MH ANA iH'EKLIN, MAT YkpaiHa MAT "Tannucpapm” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis: 3MiHW 3a UA/4364/01/01
rAPOXNOPU | 20 mr/mn, no 2 mn B "Tanuudpap | TMRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom
a amnyni; no 10 amnyn M 3MiHM Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6HULTBA
Y KOHTYpHiIlA roTOBOrO /liKapCbKoro 3acoby, BkIovaoum
YapyHKOBIl MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NPy
ynakosLi; no 1 BMPOBHWLITBI rOTOBOIO /liKapCbKoro 3acoby
KOHTYPHIl (He3HayHa 3MiHa y npoLeci BUPOGHULTBA) -
YapyHKOBIli ynakoBLyi BWYYEHHS A0AATKOBMX iN-pProcess KOHTPOSIB 3a
B Mauui; no 2 Mn B noKasHUKaMmn «Onucs», «bakTepianbHi eHL0TOKCUHN,
amnyni; no 10 amnyn «KiNbKiCHe BU3HAYEHHS» Ha CTagil «NpuroTyBaHHs
y KOpoo6Li PO34MHY» Ta KOHTPOJIIB 3a MOKa3HMKamMu
«NPO30PICTb», «KO/TbOPOBICTLY», «pPH», «MeXaHiyHi
BK/IIOUEHHSI» Ha cTagil «hibTpayis po3unHy».
194. | NIMICTUH 20 | TabneTku, BKPUTI AHaHTa Benvka MapkcaHc ®apma IHgis BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/11037/01/02
NNiBKOBOO Megpikeap BpuTtaHis nra., IHAis; | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
060/10HKO0, N0 20 nrpa. ApTypa thapmakoHarnagy (iHwi 3MiHu). 3MiHN BHECEHI Y
Mmr no 10 TabneTok y dapmacbioTikans TEeKCT MapKyBaHHS1 NepBuHHOI (M. 3, 4, 6) Ta
6nicTepi, no 3 MBT. N14., IHAIA BTOPUHHOT (N. 17) ynakoBKu flikapcbKoro 3acoby.
6nicTepy B KOPOO6L BBefieHHs1 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPKEHHS.
195. | NIMICTUH 40 | TabneTku, BKPUTI AHaHTa Benuka MapkcaHc ®apma IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/11037/01/03
NiBKOBOIO Megikeap BpuTaHis Nta., IHais; Aptypa | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
o6onoHkoto, no 40 nra. dapmacbloTikans thapmakoHarnagy (iHwi 3MiHN). 3MiHN BHECEHI Y
Mr o 10 TabneTok y MBT. N14., IHAIA TEeKCT MapKyBaHHS NepBUHHOI (M. 3, 4, 6) Ta
6nicTepi, no 3 BTOPWUHHOT (N. 17) ynakoBKy flikapCbKOro 3acoby.
6nicTepy B KOPOOL BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPAKEHHS.
196. | NIHEBIOTUK pO3unH ANs iHQys3il, MicTtpan AHrnis BEM lnay CaH. Be TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/18904/01/01
2 mr/mn, no 300 mn Kenitan Tik. A.C. | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nidnsizae
y thnakoHi, no 1 MeHepKmeH hapmakoHarnsgy. 3mMiHu y KOpoTkili XxapakTepucTuui
donakoHy y T NimiTep, NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta

KapTOHHI Kopoo6Li

IHCTPYKUT A9 MeANYHOro 3acTOCyBaHHSA
reHepUUHUX/ribpUAHNX/6IoNOAIGHMX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHMIT Mpenapar (3mMiHa He NnoTpebye
HaJaHHSA XOAHMX HOBMX A0AATKOBUX AAHKX) - 3MiHK
BHECEHO [0 IHCTPYKLii 418 MeguyHoro
3aCcTOCyBaHHS NiKapCcbKOro 3acoby y po3ginu:
"Oco6nmBocTi 3acTocyBaHHA", "MobivHI peakuii”
BiANOBIAHO A0 iH(hopMaLii WoA0 MegnyHOro
3aCTOCYyBaHHA pehepeHTHOro Nikapcbkoro 3acoby




218

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
(BMBOKC, po3unH ans iHdysiit)
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
197. | NIHO3WUA, pO34uH A5 iHQY3il, TOB Ykpaina Medap lnay CaH. TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/14840/01/01
2 mr/mn, no 300 mn «YOPN[, A.LL. | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nions2ae
y hnakoHi; no 1 MEANLINH» hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuui
chnakoHy B NikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
KapTOHHIA KopooLi IHCTPYKLiT AN18 MeANYHOro 3aCTOCYBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHM Ha
pechepeHTHMI Npenapar (3mMiHa He NnoTpebye
HafaHHS XOLHMX HOBKX [0AATKOBUX AAHKX) - 3MiHU
BHECEHO [0 iHCTPYKLIT 415 MegnMyHoro
3acTocyBaHHA NikapcbKoro 3acoby y po3ginu:
"B3aemogis 3 iHWMMK fikapcbkumu 3acobamm Ta
iHWi BUAM B3aemogiii”, "OcobnmnBocCTi
3acTocyBaHHs", "Mo6ivHi peakuii" BignosigHO A0
iHchopmawii LWoA0 MeAMYHOr0 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (3VIBOKC,
PO34uH A8 iHQY3ili). - BBeAEHHS 3MiH NpoTArom 6-
TN MiCALiB NicNs 3aTBEpPMKEHHS -3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO [0
IHCTPYKL|i 415 MeAUYHOr0o 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain "MobivHi peakuii” woao
BaX/IMBOCTI 3BITYBaHHS NPO NOGIYHI peakyii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHSA
198. | NO3AN® TabneTku, BKPUTI TOB YkpaiHa Bupo6Huuteo M3, CnoBaubka | BHECEHHs 3MiH J0 peecTpauiiHux maTepiasnis: 3MiHu 3a UA/3906/01/04
060/10HKO10, M0 100 «CaHodi- nepBuHHE Ta Pecny6nika/ | TMNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyenmom
mr Ne30 (10x3), ABeHTIC BTOPVHHE Yecbka 3MiHN Yy BUPOGHULITBI. 3MiHa po3mipy cepil
Ne30 (15x2), Ne 60 YkpaiHa» nakyBaHHs, Pecny6nika (BKNtOYAtOUM fiana3oH po3mipy cepii) roToBoro
(10x6), Ne 60 (15x4), KOHTPO/b Ta BUMYCK niKkapcbKkoro 3acoby (36inbweHHs go 10 pasis
Ne 90 (10x9), Ne90 cepiii: AT "CaHeka NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - BBEEHHS
(15x6): no 10 dapmacbioTikans", [04aTKOBOro po3mipy cepii 2 700 000 TabneTok
TabneTtok y bnictepi; CnoBaubka [03yBaHHSAM no 100 Mr gnst BUPOOHMYOT ginbHuui AT
no 3, 6 abo 9 Pecny6nika; TOB «CaHeka PapmacbioTikans», Cnosavbka
6nictepiB y "3eHTiBa", Uecbka Pecnyb6nika.
KapTOHHI KOpoo6L; Pecny6nika
no 15 tabnetok y
6nictepi; no 2, 4 abo
6 6nicTepiB y
KAPTOHHIi KOpoOLyi
199. | NO3AN® TabneTku, BKPUTI TOB Ykpaina Bupo6bHuyTeo M3, CnoBaubka | BHECEHHS 3MiH 0 peecTpauiliHix maTtepianis: 3MiHN 3a UA/3906/01/03
o6onoHkoto, no 50 «CaHodi- nepBUHHE Ta Pecny6nika/ | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
Mmr Ne30 (10x3), ABeHTIC BTOPVHHE Yecbka 3MiHM Y BUPOOHULTBI. 3MiHa po3mipy cepii
Ne30 (15x2), Ne 60 YkpaiHa» nakyBaHHs, Pecny6nika (BKHOYAtOUM fiana3oH po3mipy cepii) roToBoro

(10x6), Ne 60 (15x4),

KOHTPOJ1b Ta BUNYCK

NiKapcbKoro 3acoby (36inbweHHs go 10 pasis
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Ne 90 (10x9), Ne90 cepiii: AT "CaHeka NOPIBHSHO i3 3aTBEPAXEHNM PO3MiPOM) - BBEAEHHS
(15x6): no 10 dapmacbioTikans", nofaTkoBoro posmipy cepii /13 5 300 000 TabneTok
Tabnetok y 6nictepi; Cnosaubka [03yBaHHAM 1Mo 50 Mr A4na BUpo6HWUYOT AinbHuui AT
no 3, 6 abo 9 Pecny6nika; TOB «CaHeka PapmacbioTikans», Cnosavbka
6nictepiB y "3eHTiBa", Yecbka Pecnyb6nika.
KapTOHHI Kopoo6L; Pecny6nika
no 15 tabnetok y
6nictepi; no 2, 4 abo
6 6nictepiB y
KapPTOHHI KOpooLyi
200. | NO3APTAH TabneTku, BKPUTI TOB «TeBa Ykpaina AT YropumHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/16519/01/02
NAKC-TEBA N1iBKOBOIO YkpaiHa» dapmaueBTUYHNI Icnanis | Tvny - 3miHK 3 AkocTi. CepTudikart peyenmom
060/10HKOI0 Mo 100 3aBof TeBa, BignosigHocTi/lE-cepTudikar BignosigHoCTi
Mmr/25 mr: no 10 YropLmHa; €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
Tabnetok y 6nictepi; Tesa ®apma C.J1.Y., HOBOro abo OHOBMIEHOr0 cepTudikaTa BifnoBigHOCTI
no 3 6nictepu y IcnaHis abo BunyyeHHs cepTtudikaTta BiANoOBIAHOCTI
KapTOHHIA KopooLi €Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYHOTbCS Y BUpobHUUTBI ADI; ans
[L0MOMDKHOT peyoBUHU (CepTudikaTt BignoBIigHOCTI
€Bponelicbkin hapmakonei) - HoBuii ceptudikat Big,
BXe 3aTBep/KeHOro BUpPObHMKa NofgaHHA HOBOrO
cepTudpikaTa BignoBigHOCTI EBpoNeiiChKiit
thapmakonei Ne RO-CEP 2023-006 - Rev 00 (sister-
CEP 2011-105) gns A®l nosapTaHy Kasito Bif,
3aTBepAxeHoro Bupo6Hrnka TEVA API INDIA
LIMITED, Ingis
201. | NO3APTAH TabneTku, BKpUTI TOB «TeBa Ykpaina AT YropwmHal/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/16519/01/01
MMOC-TEBA | nniBkoBOIO YkpaiHa» dapmMaLeBTUYHUIA Icnanis | Tvny - 3miHK 3 AkocTi. CepTudikart peyenmom
060/10HKOI0 1Mo 50 3aBop, TeBa, BignosigHocTi/l E-cepTudpikar BignosigHocTi
mr/12,5 mr: no 10 YroplmHa; €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
Tabnetok y 6nictepi; Tesa ®apma C.J1.Y., HOBOro abo OHOB/IEHOrO cepTudikaTa BifnoBigHOCTI
no 3 abo no 6, abo Icnanis ab0 BUyYeHHs cepTuduikaTta BignoBigHOCTI
no 9 6nictepiB y €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
KapTOHHilA KOpO6L marepiany/peareHTy/npomMiHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikaTt BignoBigHOCTI
€sponeiicbkiii hapmakoner) - HoBwii cepTudikar Big,
BXe 3aTBepP/pKEHOro BUPOOHMKa NofgaHHA HOBOrO
cepTudpikaTa BignoBigHOCTI EBpONECHKii
hapmakonei Ne RO-CEP 2023-006 - Rev 00 (sister-
CEP 2011-105) gns A®l nosapTaHy Kasito Big,
3aTBepaxeHoro BupobHuka TEVA API INDIA
LIMITED, Ingis.
202. | NONEPAMIA Kancynv TBepgi no 2 AT Natsis AT "T'piHaekc" Natsis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 niosisieae UA/6390/01/01
rPIHOEKC Mmr, no 10 kancyny "I'piHoekc" | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenma

6nictepi; no 1
6nicTtepy y nayui 3

thapmakoHarnsgy. 3MiHa y KopoTkili XapakTepucTui
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHs Ta
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KapToHy IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IHKEHb, MPOBEAEHNX BiAMNOBILHO
[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3miHW BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA /TiKapCbKoro 3acoby y
po3zin "Mo6iyHI peakuii BigNOBIAHO A0 OHOB/EHOT
iHchopmawii 3 6e3nekun gjroyoi peyoBuHN. BBeaeHHSA
3MiH NPOTAroM 6-TW MiCALLB Nic/iA 3aTBEPAKEHHS
203. | MATHIO PO34MH ANA iH'EKLIN, MAT YkpaiHa MAT "Tannucpapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHW 3a UA/8109/01/01
CYNb®AT 250 mr/mn no 5 mn "rannudap | TMny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkunin 3aci6. peyenmom
abo no 10 mn B m" 3MiHU Yy BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
amnyni; no 5 amnyn [0NyCTUMUX MeX, BCTAHOBMEHNX Y creundikaisx,
Y KOHTYPHIiA nig, Yac BUPOGHMLTBA rOTOBOTO J1iKApCbKOro 3acoby
YapyHKOBIl (monoBHeHHA abo 3aMiHa BUNPOOYyBaHHA B NPOLLECI
ynakoBLi; no 2 BMPOGHMLTBA 3a pe3ynbTatamun AoCifKeHb 3
KOHTYPHI YapyHKOBI 6e3nekn abo AKOCTi) NpUBEAEHHS HOPMATUBHOI
ynakoBKuM B nadi; no [OKyMeHTaLii MPOMiXXHOTO KOHTPOJIHO iH €KLiHUX
5 mn a6o no 10 mn B nikapcbknx 3acobis 40 BUMOr
amnyni; no 10 amnyn EMA/CHMP/CVMP/QWP/850374/2015 «Guideline
y Kopob6uj; no 5 mn B on the sterilization of the medicinal product active
amnyni; no 5 amnyn substance, excipient and primary container», a
Y KOHTYPHUX came: 3MiHa KpUTepito NPUAHATHOCTI
YapyHKOBUX 6ioHaBaHTaXeHHS 3 «He binbwe 10 KYO y 100 mn»
yrnakoBKax, Ha «100 KYO y 100 mn», KpUTepiii NPUIAHATHOCTI
3anasHux nanepom 6ioHaBaHTAXEHHS A1 PO3UMHIB 3 KiHLEBUM
pexnmMom ctepunisadii (= 121°C, = 15 xB) CTaHOBUTb
100 KYO y 100 M. 3MiHu | Tuny - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHU Y NpoLieci BUPOGHULITBA FOTOBOTO /iKapCbKOro
3aco0y, BKIOYaUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y NpoLeci
BMPOOGHULTBA) BUTYYEHHS AOAATKOBUX iN-process
KOHTPO/IB 3a NOKa3HUKaMu «OMnuc», «bakTepiasibHi
E€HA0TOKCUMHU», «Ki/IbKICHE BU3HAYEHHS» Ha cTagil
«MPUrOTYBaHHSA PO34YMHY>», Ta 3@ NOKA3HUKaMU
«MPO30PICTb», «KOIbOPOBICTb», «pH», «MexaHiuHi
BK/THOYEHHSI» Ha cTagji «inbTpalis po3unHy».
204. | MACTO- rpaHynu no 10 r MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHuX MaTepianis: 3MiHM 6e3 nionsizae UA/3825/01/01
FPAH rpaHyn y neHani "HaujoHanb FomeonatuyHa | TNy - 3MiHK 3 AKOCTI. FOTOBWIA niKap‘CbKMF/'I 3aci_6. peyernma
noniMepHoMy; no Ha Cninka" Cucrtema K(.)l-ITeI/IHep/:".aKyI'IOpIOBanbHI/IVI 3aci6. 3miHa
1 neHany B nauj romeonarny y NepBuHHiit ynakosLyi roTOBOrO NikapchKoro 3acoby
Ha Cninka" (Tvin KoHTelHepa abo fofaBaHHS HOBOIO

3 KAPTOHY; No 5r
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

rpaHyny
KOHTEeHepi 3
[03yBaHHAM; no 2
KOHTENHepn B
nauuj 3 KapToHy

KOHTeliHepa) - TBepAj, M'SKi Ta HeCTepubHI piaki
nikapcbki hopmu - BBEEHHA A04aTKOBOT YNakoBKM,
a came KOHTelHep 3 J03yBaHHAM Mo 5T, 3
BHECEHHSAM BiAMNOBIAHMX 3MiH A0 p. «YNakoBka» Ta
[OMoBHEHHS cneuundikauii M3 n. «Maca BmicTy
YNaKoBKMN: KOHTENHEPU 3 fO3yBaHHAM N0 5 r», 3
BiAMOBIAHMM MeToA0M BUNpobyBaHHSA. CynyTHS
3MiHa- 3MiHM 3 iKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMMX MEX
roTOBOro Nikapcbkoro 3acoby (40MNOBHEHHS
crneundikavii HOBUM MOKA3HMKOM 3 BiZNOBIAHUM
MeToAO0M BUMPOGYBaHHS). 3MiHK | TURy - 3MiHN 3
sikocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHWiA 3aci6. 3MiHa po3mipy
yMakoBKU FOTOBOr0 NikapCbKoro 3acoby (3miHa
KiNbKOCTi 0guHuLp (Hanpuknag, TabneTok, amnyn
TOLLLO) B ynakoBLi:) - 3MiHa no3a gianasoHom
3aTBEPKEHNX PO3MIPIB YNAKOBKM - Y 3B'A3KY 3
BBeleHHAM [04aTKOBOI NEPBUHHOT YNaKoBKU
(KkoHTeiHep 3 f03yBaHHAM, N0 5 r), 3MiHIOETLCA
KiNIbKICTb OAMHULb Y BTOPWHHI ynakoBLi. Y nauyui 3
KapToHy 6yze No 2 KOHTeliHepw 3 A03YBaHHAM.
3arasibHa KiflbKiCTb NiKapCbKOro 3acoby y BTOPUHHIl
ynakoBLi (10 r) — He 3MIHKETbCS

205.

MEAOK/TIAB®

NOPOLLIOK ANAA
opasibHOI cycneHsii,
400 mr/57 mr B 5 mn;
1 chnakoH 3
MOPOLLKOM AnA
npuroTyBaHHs 70 mn
cycneHsii y
KOMMEKTi 3
[03YHOUUM LUNPULEM
Y KapTOHHiit kopobu,i

Megokemi
nTa

Kinp

Megokemi NTA
(3aBog B)

Kinp

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkunin 3aci6.
CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby
(BMNYYEHHS YNakoBKy NEBHOrO PO3Mipy) BUTyYEHHS
yNnakoBk1 po3mipoM-1 do1akoH 3 MOPOLLKOM A5
NpUroTyBaHHs 140 MmN cycneHsii y KOMNAekTi 3
[03YHUMM LUNPULEM Y KAPTOHHIN KOpO6Li. 3MiHM
BHECEHO B iHCTPYKLit0 41 MEAUYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ain "Ynakoska"
(BUTYYEHHS yNnakoBK1 NEBHOrO po3Mipy). BeeaeHHs
3MiH NPOTArOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
3MiHuM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn). 3MiHW BHECEHO B
TEKCT MapKyBaHHS1 Ha NEPBWHHI Ta BTOPWHHIN
ynakoBLii, a came: 3MiHa Ha3BM NiKapCbKoro 3acooby,
YTOUHEHHS BUKNaAeHHs iHdhopmMaLii Wwoao gatm
BMPOGHMLTBA, AATV TEPMiHY NPUAATHOCTI, HOMepy
cepii Ta Homepy PI1, TeXHiIYHI KOAW, KOHKPETU30BaHO
noroTun 3asiBHUKa. BBeAeHHs 3MiH NpoTarom 6-Tu
MicAILiB nicns 3aTBepKeHHs. 3MiHun | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU NiKapCbKoro
3aco6y. 3MiHM BHECEHO LLI0A0 HAa3BM NiKapCbKoro

3a
peyenmom

He
nionsieae

UA/18207/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3aco0y.
3arBepaxeHo: MEJOKJ/IAB. 3anponoHoBaHo:
MEAOKNAB®. BeegeHHS 3MiH NpOTArom 6-Tu
MicsiLiB nicns 3aTBepAKEHHS.
206. | MEAPO/TH Kpanni O4Hi, PO34uH, TOB Ykpaina yopng MEANLUNH TypeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/18688/01/01
5wmr/mMn; no5mny "YOPN[, INAY CAH. BE BHECEHHS 3MiH 40 peecTpauiliHnX MmaTepiasis: 3MiHK peyenmom nionsieae
chnakoHi- MEANLINH" TIOK. A.LL. | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KpanenbHuui; no 1 CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
doNnakoHy- yMoBax 36epiraHHsi roTOBOrO fikapCbKoro 3acoby
KpanenbHuLi B (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
KapTOHHIA KopooLi nikapcbKoro 3acoby) - [ns Toprosoi ynakoBKu
(nigTBEPAXYETLCA AaHUMW PeasIbHOro vacy) -
36i/bLIEHHS TEPMiIHY NPUAATHOCTI Y 3B'A3KY i3
OTPVMAHHSIM MO3UTUBHUX AaHUX LLIOAO AOCHILKEHHS
cTabinbHOCTI y peasibHOMY Yaci. [litoua pefakuis:
TepMiH npugatHocTi. 3 poku. Micnsa BigKpUTTS
hnakoHa nikapcbkuii 3aci6 MOXHa BUKOpUCTOCYBATK
npotArom 28 gHis. MNponoHoBaHa pedakuis: TepmiH
npuaaTHocTi. 4 poku. Micnsa BiAKPUTTA dhnakoHa
nikapcbkuii 3aci6 MOXHa BUKOPUCTOCYBaTW MPOTAroM
28 fHiB. 3MiHM BHECEHO B IHCTPYKLi0 418
MeAMYHOro 3acTOCyBaHHA /TiKapCbKoro 3acoby y
po3zin "TepmiH npugaTHOCTI". BBeAEHHS 3MiH
NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPMAKEHHS.
207. | MEKCUKOP® | kancynu no 100 mr TOB Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/4971/02/01
no 10 kancyny "30PABO" | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTBHOCTI Ta peyenmom

6nictepi; no 2
6nicTepy B navwj 3
KapToHy

hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx nNpo cuctemy dapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
hapmakoHarsagy, 3MiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapMakoHarnsgy 3asBHuKa A1
3[iiCHEHHST chapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 34ilicCHEHHA dhapmakoHarnsgy (Bkaovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6U 3asiBHYMKA, BifnoBigaibHOI 3a
hapMakoHarnsg.

[itoua pepakuisi: Maiictep MapuHa NeHHagiiBHa.
MponoHoBaHa pegakuis: ®aminspcbka AHHa
JNleoHigiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOI 0co6u,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLsa 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.
3MiHa micLe3HaxomxeHHa MacTep-taiina cuctemm
chapmakoHarnisgy.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
208. | MEHONYP MOPOLLIOK deppiHr LLiseiiuapi BiANOBIgaIbHUIA 32 HimeuunHa/ | BHecCeHHs 3MiH [0 peecTpauiiHnx MaTepianis: 3MiHM 3a He UA/6705/01/02
niodpinizoBaHuii aAns IHTEpHEeLUHN A BUPOGHMLTBO LLieiiuapisi/ | TMny - 3MiHK 3 AkocTi. MeanyHi NpucTpoi. 3miHa peyenmom | nidssieae
PO3unHy A5 iH'EKUi Centep CA NOPOLLKY Ta CWA NpUCTPOIB A1 BUMIPIOBaHHS 4031 ab0 BBEAEHHS
no 600 MO ®Cr Ta PO3UYMHHNIKA, niKapcbKoro 3acoby (BUyYEHHS MPUCTPOIO).
600 MO /TT; 1 KOHTPO/b AKOCTi Ta BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
h1aKkoH 3 NOPOLLKOM BWMNYCK Cepil: 3aTBEePKEHHS. 3MiHM | TNy - 3MiHK 3 AKOCTI.
y KOMMekTi 3 1 ®eppiHr MM6X, [oTOBWIA Nnikapcbkmii 3aci6. KOHTpob roToBOro
nonepegHsL0 HimeyunHa nikapcbKoro 3acoby (iHLi 3MiHM). OHOBNEHHS BXe
3arnoBHEHUM 3aTBEPMAKEHNX METOAIB KOHTPOIHO AKOCTI
LUINPULLOM 3 BiANOBIgaIbHNIA 32 nikapcbKoro 3acoby, a came: BUKTaAEHHS TEKCTY
PO34YNHHUKOM (M- BTOPWHHE [ep>XXaBHOK MOBOIO 3rifHO Cy4YacHUX BUMOT.
Kpeson, Boga Ans nakyBaHHs:
iH'ekuin) no 1 mn, 1 ®eppiHr
roNKow ans IHTepHewHn CeHTep
po3BefeHHs, 9 CA, Weeliyapis
wnpruamm ans
BBEJEHHA B KOHTPO/b AKOCTI
KapTOHHIN ynakosLi (6ionorivyHnia
aHanis):
KBasiTek
NabopaTtopis, IHK.,
CLA
209. | MEHONYP NMOpPOLLIOK deppiHr LLseiiuapi BiANOBIAaIbHNIA 3a HimeuunHa/ | BHeceHHs 3MiH A0 peecTpauiiHnx MaTepianis: 3MiHM 3a He UA/6705/01/03
niodpinizoBaHuii Ans IHTEepHeLHN A BMPOGHMLTBO LLiseiiuapisi/ | TMny - 3MmiHK 3 AkocTi. MeanyHi NnpucTpoi. 3miHa peyenmom | nidssieae
PO34UHY A5 iH'EKUl CeHtep CA NOPOLLKY Ta CLIA NPUCTPOIB /19 BUMIpIOBaHHA [03U ab0 BBEAEHHS
no 1200 MO ®CTI Ta PO34YMHHUKA, NiKapcbKoro 3acoby (BUYYEHHS NPUCTPOLD).
1200 MO JI"; 1 KOHTPO/b AKOCTi Ta BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
(oNakoH 3 NMOPOLLKOM BUNYCK cepil: 3aTBEPMAKEHHS. 3MiHN | TMNy - 3MiHM 3 SKOCTI.
y KOMMNekTi 3 2 ®eppiHr FM6X, [oTOBWIA Nnikapcbkumii 3aci6. KOHTpOb rOTOBOrO
nonepegHb0 HimeyunHa nikapcbKoro 3acoby (iHwi 3MiHNM). OHOB/IEHHS BXe
3anoBHeHMMK BiZiNOBIgabHUIA 3a 3aTBEPAKEHNX METOZIB KOHTPOJIO SKOCTI
wnpuuamu 3 BTOPUHHE nikapcbKoro 3acoby, a came: BUKIaAEHHS TEKCTY
PO3YNHHVKOM (M- nakyBaHHS: [ep>XXaBHO MOBOIO 3rigHO Cy4YacHUX BUMOT.
Kpeson, Boga ans deppiHr
iH'ekuin) no 1 mn, 1 IHTepHewHn CeHTep
roNIKoK Ans CA, Weeliyapis
po3BefeHHs, 18
wnpruamu ans KOHTPO/Ib AKOCTI
BBE/IEHHSA B (6ionoriyHnii
KapTOHHIA ynakoBL,i aHanis):
KBasiTek
Na6opaTtopis, IHk.,
CLA
210. | MEPOMEHEM | nopowlok gns MpAT YkpaiHa AHdhapm lennac Mpeuis BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a He UA/19720/01/01
-0APHUUA po34nHy ANns iH'ekuiii | "®dapmauesT C.A. | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenmom | nidssieae
Ta iHdysiii, no 1000 n4yHa thipma HaliMeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS
Mr y dof1akoHi, no 1 "NapHuus" AisIbHOCTI BUpO6HMKa/iMnopTepa rotoBoro
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Homep

Ne
n/n

Hassa
JNliKapcbKo20

dopma sunycky
(nikapcbka gpopma,

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

peecmpayiliHo2o
nocsioYeHHs

3acoby

ynakoska)
chnakoHy B navui

NiKapCbKOro 3aco6y, BKIOYAKUN [i/TbHUL BAMYCKY
cepii abo MicLe NpoBefeHHS KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUpobHMK/imnopTep,
BK/IOUaA0UM BUMYCK cepiii) 3MiHa agpecu y 3B’A3Ky i3
nprBeAeHHAM PeeCTpaLiiHNX AOKYMEHTIB Yy
BiANOBIAHICTb A0 cepTuddikaty GMP. [itoua
pepakuis: AHOAPM M'ENINAC C.A. 61 km Har. Pn.
AdpiHn-Nawmis, CximaTtapu BioTiii, 32009, pewis
ANFARM HELLAS S.A. 61 st km Nat. Rd. Athens-
Lamia, Schimatari Viotias, 32009, Greece.
MponoHoBaHa pepakuis: AHdapm Nennac C.A. 61
Km Hewnn Poag AdiHn Nlamis, Cximatapm BioTii,
320 09, peuist Anfarm Hellas S.A. 61 st Km
National Road Athens Lamia, Schimatari Viotias,
320 09, Greece. TepMiH BBEAEHHS 3MiH NPOTArom 6
MicALiB Nicia 3aTBepAKEHHs

UA/14905/01/01

211.

METPOHIAA3
O JIEHTA

refb AN ICEH, NO
20 r rento B Ty6i; no
1 Ty6i B KAPTOHHIl
nauui

mn
"rNEJEKC"

YKpaiHa

TOB "Apnivepg"

Pecny6nika
BipmeHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 4159 MeAUUYHOro 3acTocyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxernb (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) -
3MiHV BHECEHO B IHCTPYKLitO 4151 MEANYHOTO
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHsA
rpyaato”, "MobiuHi peakwyii" BignoBsigHo 4o
iHchopMmaLii 3 6e3nekn 3aCTOCyBaHHS NikapcbKoro
3acoby.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPKEHHS - 3MiHK | TUny - 3MiHK Woa0
6e3nekn/edheKTMBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW)- 3MiHW BHECEHO B IHCTpYKLil0 418 MeAnyYHOro

3aCTOCYBaHHSA MiKapcbKoro 3acoby Ao po3giny
"Mo6iuHI peakuii" WoA0 3BITyBaHHSA NPO NOGIYHI
peakuji.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEPKEHHS

6e3
peuyenma

nionsieae

UA/A974/01/02

212.

ME®EHAMIH
OBA
KACNOTA

kancynu no 500 wr,
no 10 kancyn y
6nictepi, no 2
6nicTepy B KOpoOL

AHaHTa
Megpikeap
nra.

Benuka
BpuTtaHis

dnamiHro
dapmacboTUKanc
nra.

IHgis

BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn). 3MiHN BHECEHO Y

TEKCT MapKyBaHHSI NEPBVHHOI YNaKOBKU NiKapCbKoro

6e3
peyenma
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3acoby y n. 3, 4, 6 BBeeHHS 3MiH NpoTArom 3-x
MicALiB Nicnsa 3aTBepAKEHHS.
213. | ME®EHAMIH Kancynu no 250 wmr, AHaHTa Benuka dnamiHro IHais BHECEHHS 3MiH 40 peecTpaLiliHnX MmaTepiasis: 3MiHK 6e3 UA/4974/01/01
OBA no 10 kancyny Megikeap BpuTtaHis dapmacbloTukanc | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenma
KNCNOTA 6nictepi, no 2 nra. nra. thapmakoHarnagy (iHwi 3mMiHn). 3MiHW BHECEHO Y
6nictepy B KOPOOL TEKCT MapKyBaHHS1 NEPBMHHOT YNAKOBKM JTiKapCbKOro
3acoby y n. 3, 4, 6 BBeeHHS 3MiH NpoTArom 3-x
MicsAILiB Nicns 3aTBepAKEHHS.
214. | MMPO®YPWUIT | cycneHsis opasibHa, ToBapncTBO YkpaiHa ABC dapmaueyTivi ITanis BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3a UA/17351/01/01
200 mr/5 mn; no 90 3 C.n.A. TexHiyHa nomunka (3rigHo Hakazy MO3 Big, peyenmom
M1 cycneHsil obmexeHoto 23.07.2015 Ne 460) - BunpaBneHo TeXHIUHY
OpasTbHOT y (h/1akoHi; | BignoBiAa b NOMMJIKY B TEKCTi MapKyBaHHS BTOPUHHOT YNaKOBKU
no 1 cpnakoHy 3 HiCTIO nikapcbkoro 3acoby y po3aini 16. «IHPOPMALLIA,
MipHUM "POKET- AKA HAHOCUTBCA WPVOTOM BEPANNS». -
CTakaH4nMKoMm y PAPM" 3ATBEP)KEHO: MMPO®YPWJI cycneHsis opaibHa
KapTOHHilA KopooLi 200 mn/5 mr - BANPOMOHOBAHO: MUPO®YPUN
cycneHsist opasibHa 200 mn/5 mn - MpoekT
MapKyBaHHS YNakoBku Bifnosigae sumoram Joparka
22 MNopsagky NpoBefeHHsA ekcnepTu3n martepiasis Ha
nikapcbKi 3acobu, Lo NofanTbCs Ha AepxXasHy
peecTpavuito (nepepeecTtpalisi), a TakoX ekcnepTmsn
MarepianiB Npo BHECEHHS 3MiH 40 peecTpauiiHnX
maTepianiB NPOTAroM Aji peecTpavjiiHoro
NOCBIAYEHHS, 3aTBEPMKEHOro Hakazam MO3
Ykpainu Big 26.08.2005 Ne 426 (y pefakLii Hakasy
MO3 Ykpainuu Big 23 nunHsa 2015 Ne 460 3i
3MiHamu). 3a3HauyeHe BUNpPaB/IEHHs BiAMNOBIAAE
apxiBHMM MaTepiasiaM peecTpaLiiiHoro AoCbe.
215. | MUIPLEEPA® PO34MH ANA iH'EKLI TOB «Pouu YkpaiHa Brpo6HMLUTBO HimeuunHa/ | BHeCEHHS 3MiH [0 peecTpauiiiHux MaTtepianis: 3MiHN 3a UA/16434/01/02
no 50 mkr/0,3 mn; 1 YkpaiHa» Hepo3dacoBaHoi LLiBefiuapis | TNy - 3MiHK 3 AKOCTi. OTOBWMIA Nikapcbkuii 3aci6. peyenmom
nonepegHLo NPOAYKLiT, NnepB1UHHE KOHTpO/b roTOBOrO NikapcbKoro 3acoby. 3miHa
HamoBHEHWI WNpUL, nakyBaHHs, napameTpiB cneuudikaLii Ta/abo AonycTUMUX MexX
pa3oM 3 rosikor Ans BTOPUHHE roTOBOrO JIiKapCbKOro 3acoby (iHLwi 3MiHWM)
iH'EKLi Y KAPTOHHIN nakyBaHHs, MprBeAeHHA MaTepianiB peecTpavyiliHoro Aocbe y
ynakoBLi BMNPOGYBaHHSA BiANOBIAHICTb 4,0 OPUTIHANIbHUX AOKYMEHTIB
KOHTPO/0 AKOCTi (3a KOMMaHii, a came BHECEHHS 3MiH fo Creumdikauyis
BUHATKOM MKS /13, 3 MeToto rapMoHi3auii faHoro po3giny 3
BMNPOGYBaHHSA opuriHanbHuM posginom 3.2.P.5.1. Cneuyudpikauis, a
MeToA0M TaKoX CYNyTHi 3MiHN B METOAW KOHTPOJIIO SIKOCTI,

6ionorivyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLUTEMIYHINA
Muwi" gns
[OCNiMKEHHS
cTabinbHocTi),
BUMNYCK cepil:
Pow JiarHocTukc

L1040 3MiHM ONUCY KpUTEPIiB NPUIAHATHOCTI, L0
06yMOB/IEHO 3MiHaMK Y cneuudikadito. JaHi 3MiHn
MaloTb Ha MeTi BUK/TIOYHO pefakLUiiHnX xapakTtep, Ta
3MIHIOIOTb BUK/TIOYHO (DOPMY/THOBAHHS KpUTEpIiB
NPUIAHATHOCTI, 6€3 3MiHN 3MiCTY
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAXKEHHS




Ne

Hassa

226

n/n

JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o

216.

MUPLEPA®

'mM6X, HimewunHa
BunpobyBaHHs
KOHTPOJO SIKOCTI
aKTVMBHOCTI ANs
BM3HAUYEHHS (TiSIbKK
BMNPOGYBaHHSA
MeToA0M
6ionoriuHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLUTEMIYHINA
Muwi" gns
[OCNiMKEHHS
cTabinbHoCTi):
Bioecceli-Nlabop
chrop Gionoriwe
AHaniTik F'méX,
HimeuunHa
Brpo6HMLUTBO
Hepo3dacoBaaHoi
NpoAyKLuii, NnepBuHHe
nakyBaHHS,
BMNPO6YBaHHsA
KOHTPO/O AKOCTI (3a
BUHATKOM
BMNPO6YBaHHsA
MEeTOoAOM
6ionoriyHoro
aHanizy "AKTUBHICTb
in vivo, Ha
HOPMOLUTEMIYHINA
Muwi" gns
[ocnipKeHHs
CTabiNbHOCTI:
®.XodhhmaHH-/15
Pow NTpg,
LLiBeliyapis

nocsi0o4YeHHs

PO34UH ON1s1 iH'eKLit
no 75 mkr/0,3 mn; 1
nonepeaHL0
HanoBHEHWI LWNpUL,
pa3om 3 rosikoto Ass
iH'EKL Y KAPTOHHIN
ynakoBLii

TOB «Pouu
YkpaiHa» ,
YkpaiHa

YKpaiHa

Bupo6bHnuTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBNHHE

nakyBaHHs,

BTOPUHHE

nakyBaHHs,
BMNPO6YBaHHA
KOHTPOSO AKOCTi (3a

BUHATKOM
BMNPO6YBaHHA

Himeyumnna/
LLiBefuapis

METO0M

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkunin 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
roTOBOrO NiKapCbKOro 3acoby (iHLwi 3MiHW)
MprBeAeHHA MaTepiasniB peecTpayiiiHoro Aoche y
BiANOBIAHICTb A0 OPUTiIHANIBHUX AOKYMEHTIB
KOMnMaHii, a came BHeCeHHS 3MiH fo Cneumdikauis
MKSA /13, 3 MeTolo rapmoHi3auii 4aHoro po3giny 3
opuriHansHUM po3sginom 3.2.P.5.1. Cneuundikauis, a

TaKoX CynyTHi 3MiHN B METOAM KOHTPO/IHO SKOCTI,

3a
peyenmom

UA/16434/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

6ionoriyHoro
aHanizy "AKTUBHICTb
in vivo, Ha
HOPMOLUTEMIYHINA
Muwi" gns
[ocnipKeHHs
cTabinbHOCTI),
BUNYCK cepil:
Pow fliarHocTrke
'mM6X, HimeuunHa
BunpobysaHHs
KOHTPOJO SIKOCTI
aKTVMBHOCTI ANns
BU3HAUYEHHS (TiSIbKK
BMNPOGYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLUTEMIYHINA
Muwi" gns
[OCNiMKEHHS
cTabinbHoCTi):
Bioecceli-llabop
chrop Gionoriwe
AHaniTik F'm6X,
HimeuunHa
Brpo6HMLUTBO
Hepo3dacoBaaHoi
npoAyKuii, NnepBuHHe
nakyBaHHS,
BMNPO6YBaHHsA
KOHTPO/IO AKOCTI (3a
BUHATKOM
BMNPO6YBaHHsA
MEeTOoAOM
6ionoriyHoro
aHanizy "AKTUBHICTb
in vivo, Ha
HOPMOLUTEMIYHINA
Muwi" gns
[ocnipKeHHs
CTabiNbHOCTI:
®.XodhhmaHH-/15
Pow NTpg,
LLiBeliyapis

LLI0A0 3MiHM ONWCY KPUTEPIiB NPUIAHATHOCTI, L0
06yMOB/IEHO 3MiHaMK y cneuudpikauito. JaHi 3mMiHn
MatoTb Ha MeTi BUK/TIOYHO pefakLuiiHnx xapakTtep, Ta
3MIHIOIOTb BUK/THOYHO hOpMyOBaHHS KpUTEpIiB
NPUAHSATHOCTI, 6€3 3MiHW 3MICTY.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

217.

MIANNAEKC

PO34UH ONS iH ek,
25 mr/mn; no 2 Mn B

3AT "IHTENI
TEHEPUKC

NutBa

NTABOPATOPIOC
HOPMOH, C.A.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. OTOBWIA NliKapCbKMii 3aci6.

3a
peyenmom

UA/16062/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
amnyni; no 5 amnyn HOPA" CurcTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
Y KapTOHHIi1 kopobui 6yAb-AKOI YaCTUHW MaTepiany NepPBUHHOT YNakoBKMY,
LLIO HE KOHTaKTY€E 3 rOTOBUM J1iKapCbKMM 3aCO60M
(Hanpuknag Konip KpMLLEYOK 3 KOHTPONEM MEPLLOro
BIAKPUTTSA, KOMIP KOAOBUX Kinelb Ha amnynax,
KOHTeliHepa 4115 ronokK (pisHi Buay nnacTmacw)
(3miHa, fiKa He BN/MBAE Ha KOPOTKY XapakTepucTuky
nikapcbkoro 3acoby) 3miHa hopmaTty HaHeCceHHs
TEKCTY MapKyBaHHS Ha MEPBMHHY YNakoBKy. Y
3aTBEpAXEHIli Bepcii TeKCT MapKyBaHHS NepPBUHHOI
yNakoBKN HAHOCUTbCS 6e3nocepeaHbo Ha amnyny, B
NPONOHOBAHIN peAakLii-TeKCT MapKyBaHHS
HaHOCMTbCA Ha eTuKeTKy. [litoua pegakuis: TekcT
MapKyBaHHS 4151 NEPBUHHOI YNakoBKW HAHOCUTBLCS
Ha amnyny NponoHoBaHa pefakuis:
TeKCT MapKyBaHHA HAHOCUTLCA Ha eTUKETKY AN1S
NEepBUHHOI YNaKoBKK
218. | MIKCTAPA® cycneHsis ans A/T HoBo [JaHis Brpo6HMK [Janis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/2682/01/01
30 HM iH'ekujin, 100 MO/m; Hopgaick Hepo3hacoBaHOro ®paHuin Il TNy - 3MiHK 3 AkocTi. A®Il. BupobHULTBO. 3MiHK peyenmom
no 10 mMn y dhNakoHi; NpoAayKTY, BMNPO6YBaHb ab0 AONYCTUMUX MEX Y npoueci
no 1 donakony B HanoBHEHHSA B BMPOGHMLTBA ADI, L0 BCTAHOBMEHI Y
KapTOHHIA KopooLi (h1aKkoHN, NepBUHHA cneumdikauisix (BUIy4YeHHs BUNpobyBaHHA B
ynakoBKa, KOHTPO/b npoueci BUPOGHMLTBA, L0 MOXE MaTW iCTOTHWIA
AKOCTI Ta B/IMB Ha 3arasibHy skicTb A®l) BuganeHHs metogy
BiANOBiAa/IbHWIA 3a nnasMigHunx nepebynos (FM-B9501), wo
BUMNYCK Cepiit 3aCTOCOBYETLCA Ha eTani hepMeHTauii B NpoLeci
KIHLLEBOro NpoAyKTY: BVMPOGHMLTBA AjH040I PEHYOBUHM IHCY/TiHY NIIOACHKOTO.
A/T Hoso Hopgick, 3MiHu Il Tuny - 3MiHn 3 skocTi. A®l. BUpo6HMLTBO.
[JaHis; BUpobHuk 3MiHV BUNpOoGYyBaHb abo A0NYyCTUMUX MEX Y npoLeci
NpoAyKUii 3a NOBHUM BMPOGHMLTBA ADI, L0 BCTAHOBMEHI Y
uuksiom: Hoso cneumdikauisix (BUIy4YeHHs BUNpobyBaHHA B
Hopgaick npoLieci BUPOGHMLITBA, L0 MOXEe MaTu iCTOTHWIA
MpopatokcboH CAC, B/IMB Ha 3aranbHy skicTb A®l) BuganeHHs Tecty Ha
®paHLis; BupobHumk heHoTun (FM-5000), L0 3aCTOCOBYETLCA Ha eTani
[0/11 MapKyBaHHS Ta hepmeHTauji B npoueci BUpobHMLUTBa AitoHol
yNaKkoBKMN (h/1aKkoHiB, PEYOBUHW iHCY/iHY JTIOACHKOrO.
BTOPVHHOIO
nakyBaHHs: A/T
Hoso Hopagick,
[aHis
219. | MIKCTAPA® cycneHsia ans A/T Hoso [JaHis B1po6HMK [Janis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHW 3a UA/17173/01/01
30 HM iH'ekuin, 100 MO/mn; Hopgaick Hepo3chacoBaHOro DdpaHuia/ Il TMny - 3MiHK 3 AikocTi. ADIl. BUpo6bHMUTBO. 3MiHN peyenmom
®DNNIEKCMEH® | no3mMny NPOAYKTY, NepBuHHe Bpasnnisi/ BMNpo6yBaHb abo AOMYCTUMUX MeX Y NPOLLECi
KapTpuaxi; no 1 nakyBaHHs, Kntaiicbka BMPOGHMLTBA ADI, L0 BCTAHOBMEHI Y
KapTpuaxy y KOHTPO/Tb SAKOCTI HapogHa crneungikauisx (BU1y4eHHs BUNPo6yBaHHS B
6araTtono30Bii NpoAyKTy B Pecny6nika npoLieci BUPO6GHMLTBA, L0 MOXEe MaTu iCTOTHWIA
0/IHOPa30Biii nepBuUHHOMY B/IMB Ha 3araibHy AkicTb A®l) BuganeHHs Tecty
LNpuu-pyyui; no 1 nakyBaHHi nnasmigHnx nepedygos (FM-B9501), wo
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
a6o 5 wnpuu-pyyok (kapTpuaxi 3aCTOCOBYETLCA Ha eTani doepmeHTaLii B mpoueci
Y KapTOHHIi1 kopobui MeHin®) Ta BUPOGHMLTBA Ait0H0I PEYOBUHM iHCY/IHY SIIOACHKOro.
BiANOBIAaIbHNIA 3a 3MiHn |l Tuny - 3miHn 3 akocTi. A®l. Bupo6HuuTBO.
BUMYCK cepil 3MiHu BUNpobyBaHb abo AONYCTUMMX MEX Y NpoLeci
roTOBOro NPOAYKTY BMPO6HMLTBA ADI, LLIO BCTAHOB/MEHI Y
(PnekcleH®): cneumdikavisx (BUIy4YeHHs BUNpobyBaHHSA B
A/T Hoso Hopagick, npoLeci BUPO6HMLTBA, L0 MOXEe MaTu iCTOTHWIA
[aHia B/IMB Ha 3arasibHy skicTb A®l) BuganeHHs Tecty Ha
Brnpo6Huk eHoTun (FM-5000), L0 3aCTOCOBYETLCA Ha eTani
BiANOBiAa/IbHWIA 3a dhepmeHTaLil B NpoLeci BUpOGHMLTBA AjitoHOoi
36MpaHHs, PEYOBUHM IHCY/iIHY JTIOACHKOrO.
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHS rOTOBOr0
NpoAyKTYy
(PnekcleH®);

KOHTPO/b AKOCTI
roTOBOro NPOAYKTY
(PnekcleH®):
A/T Hoso Hopgick,

[JaHis
MapkyBaHHsa Ta
BTOPWHHE
nakyBaHHs rOTOBOTO
NpoAyKTy
(PnekcleH®):
A/T Hoso Hopgick,
[aHin
BUpO6HWK NpoaykLi
38 NOBHUM LMK/TOM:
Hoso Hopgaick
MpoatokcboH CAC,
®paHuisa
Brpo6HMK
Hepo3gacoBaHOro
NpoaykKTy, NepBUHHE
nakyBaHHS;
KOHTPO/b AKOCTI
nNpoaykTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHdin®);
36MpaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS rOTOBOr0
NpoAyKTYy
(PnekcleH®);
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KOHTPO/Tb AKOCTI
roTOBOro NPOAYKTY
(PnekcleH®):
Hoso Hopgaick
Mpoaykao
dapmaceyTika fo
Bpasinb NTaa.,
Bpasunis
Brpo6HMK
Hepo3dacoBaHOro
NpOAYKTY,
HanoBHEHHS B
NepBUHHY YNakoBKY:
Hoso Hopgaick
(Kutai)
dapmacbloTikans
Ko., NiTg., Kutaiicbka
HapogHa
Pecny6ika
220. | MITYPUT® Tabnetku no 150 wmr; 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU 3a He UA/19772/01/01
no 30 a6o no 50, PapmaLesT dapmauleBTUYHNI | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkunin 3aci6. peyenmom | nionsi2ae
abo no 60, a6o no WYHWIA 3aBO[ 3aBog ETIC, CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo
70, abo no 80, abo ErC YropwumHa ymoBax 36epiraHHsi roTOBOr0 flikapCbKoro 3acoby
no 90, a6o no 100, (nepBuHHe, (3MEeHLLUEHHSI TepMiHY NpUAATHOCTI FOTOBOTO
abo no 120 BTOPVHHE nikapcbKoro 3acoby) - 151 TOproBoi ynakoBKy.
TabneTtok y goNakoHi; nakyBaHHs Ta 3MeHLUEHHS TepMiHY NpUAATHOCTI FTOTOBOrO
no 1 chnakoHy y BUNYCK Cepil; nikapcbKoro 3acoby 3 5 pokiB A0 3 POKiB, Y 3B'A3KY 3
Kopo6ui Ta no 10 NOBHUIA LWKN €KOHOMIYHVMY NpUYMHaMK. 3MiHU BHECEHO B P03/
Tabnetok y 6nictepi; BUPOOHMLTBA, "TepMiH NpUAATHOCTI" B IHCTPYKLi0 4151 MEAVYHOIO
no 3 a6o no 4, abo KOHTpPONb cepii Ta 3aCTOCyBaHHSA NikapcbKoro 3acoby.
no 5, abo no 6, abo BMMYCK cepil)
no 7, abo no 8, a6o
no 9, a6o no 10, a6o
no 12 6nictepis y
Kopobui
221. | MITYPUT® Tabnetkn no 200 wmr; 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 PeeCTpaLiiHNX maTepiasliB: 3MiHW 3a He UA/19772/01/02
no 30 a6o no 50, dapmaLesT dapmaLleBTUYHNI | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6. peyenmom | nidssieae
abo no 60, abo no WNYHWIA 3aBOf, 3aBof ETIC, CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI abo
70, abo no 80, abo ErC YropwumHa yMoBax 36epiraHHsi roTOBOrO flikapCbKOro 3acoby
no 90, a6o no 100, (nepBuHHe, (3MeHLIEeHHs TepMiHY NpUAATHOCTI FOTOBOTO
abo no 120 BTOPVHHE nikapcbKoro 3acoby) - 415 TOprosoi ynakoBKy.
TabneTokK y (oN1aKkoHi; nakyBaHHs Ta 3MEeHLLEHHS TepPMiHY NMPUAATHOCTI TOTOBOTO
no 1 cpnakoHy y BUNYCK cepil; nikapcbkoro 3acoby 3 5 pokiB 4o 3 pokiB, Y 3B'A3Ky 3
Kopo6ui Ta no 10 NOBHWIA LMK €KOHOMIYHUMU NpUYnMHaMU. 3MiHM BHECEHO B PO3fiN
TabneTtok y bnictepi; BMPOOHMLTBA, "TepMiH NpUAATHOCTI" B IHCTPYKL,i0 4151 MEANYHOIO

no 3 a6o no 4, abo
no 5, a6o no 6, a6o
no 7, abo no 8, abo

KOHTpO/b cepii Ta
BUMYCK cepil)

3acTocyBaHHA NikapcbKoro 3acooby.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
no 9, a6o no 10, a6o
no 12 énictepis y
Kopobui
222. | MIHTEFPA Tabnetku, Wo MpAT Ykpaina PonTic Xennac peuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/18061/01/03
OMcnepryoTsca B "®apmauesT Megikan eHp, | TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs peyenmom
POTOBI NOPOXHWHI, nuyHa thipma dapmacboTikan BMPOGHWYOI AinbHUL (BKNHOYAKUN fiNbHNL ANS
no 30 mr; no 10 "OapHuus” Mpopaktc C.A. A®I, npomiXHOro NPoAyKTy abo roToBoro
Tabnetok y 6nictepi; niKkapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
no 3 6nictepu B nakyBaHHs, BUPOGHWKa, BignoBifasIbHOro 3a BUMYCK
nauui cepild, Mmicue NpoBefileHHs1 KOHTPOSO cepii) abo
noctavasibHVKa BUXigHOro marepiany, peareHty abo
[A0MOMDKHOT pEYOBMHY (SKLLIO 3a3HAYEHO Y A0ChE)
BUyYEHHSA BUPOOHUYOI ginbHuLi APl CENTAUR
PHARMACEUTICALS PVT LTD, Ingis.
3anunwaeTbes BUpo6HMK A®I MSN PHARMACHEM
PRIVATE LIMITED
223. | MIHTErPA TabneTku, LWo MpAT YkpaiHa PoHTic Xennac Ipevyis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHW 3a UA/18061/01/02
[UCrepryoTbes B "®apmaueBT Megikan eHp, | TMny - AAMIHICTpaTVBHI 3MiHW. BuiyyeHHs peyenmom
POTOBI NOPOXHWHI, n4yHa chipma dapmacbioTikasn BMPOGHUWYOT AinbHNL (BKIKOYAKUN AiNbHAL ANS
no 15 wmr, no 10 "fapHuus” Mpopaktc C.A. A®I, npomiXHOro NpoayKTy abo rotoBoro
TabneTtok y 6nictepi, niKapcbKoro 3acoby, AiNbHULI A/151 NPOBEAEHHS
no 3 6nictepu B nakyBaHHs, BUPOGHMKa, BiAMOBIAaIbLHOMO 3a BUNYCK
naui cepili, MicLie NpoBeAEHHSI KOHTPOSKO cepii) abo
nocTavasibHuKa BUXigHOro martepiasny, peareHty abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [0CHE)
BUYYEHHA BUPOOHUYOI ginbHULi APl CENTAUR
PHARMACEUTICALS PVT LTD, Ingis.
3anuwaeTbes BUPo6HMK A®I MSN PHARMACHEM
PRIVATE LIMITED
224. | MIHTErPA Tabnetku, Wo MpAT YkpaiHa PoHTic Xennac pevjis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3MiHK 3a UA/18061/01/01
amcnepryoTscs B "®apmauesT Megikan eHpg, | TMny - AgMiHiCTpaTVBHI 3MiHWU. BunyyeHHs peyenmom
POTOBI NOPOXHWHI, nuyHa thipma dapmacboTikan BMPOGHWYOI AiNbHUL (BKNHOYAKUN [iNbHAL ANS
no 10 mr, no 10 "AapHuus” Mpopaktc C.A. A®I, npomiXHOro NpoAyKTy abo rotoBoro
Tabnetok y 6nicrepi, nikapcbKoro 3acoby, AinbHULI 415 NPOBefEeHHS
no 3 6nictepu B nakyBaHHs, BUPOGHWKA, BigNoBifaIbHOrO 3a BUMYCK
nauuj cepili, Micue NpoBefeHHS KOHTPOSIIO cepii) abo
nocravasibHvKa BUXigHOro marepiasny, peareHty abo
[0MNOMDKHOT pEHOBUHY (SKLLIO 3a3HAYEHO Y [0CLE)
BWTyYEHHSA BUPOOHUYOI ginbHuLi A®l CENTAUR
PHARMACEUTICALS PVT LTD, Ingis.
SanunwaeTbes BUpo6HMK A®I MSN PHARMACHEM
PRIVATE LIMITED
225. | MOBIPUKA® Kancynu Teepai no TOB "MoBi Ykpaina ATnaHTik ®apma - Moptyranis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MmiHa 3a He UA/19773/01/01
50 mr, no 7 kancyn B Xenc" Mpoaykoc 3asBHKKa 13 (MIBI) (BnacHvka peecTpaLiiiHoro peyenmom | nionsieae
6nicTepi; no 2 dapmacbloTikac, nocBigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
6nictepu B C.A. 460). TepMiH BBEEHHS 3MiH NPOTArOM 6 MicALiB

KapTOHHI KopoobLi

nicns 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta dapMakoHarisgy (iHwi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

3MiHM). 3MiHV BHECEHO B TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNaKkoBOK, a camMe:
"NoroTun KoMMaHii" 3amiHeHO Ha "ToproBesnbHy
MapKy KomnaHii 3asiBH/Ka", BHECEHO HOMEp
peecTpauiiHoro NOCBIAYEHHS!, YTOUHEHO TEXHIUHY
iHchopmauito, iHWI HE3HAYHI pefakuiiHi npaBku No
TekcTy. TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicAuiB
nicns 3aTBepkeHHs

226.

MOBIPUKA®

Kancynu TBepai no
75 mr, no 7 kancyn B
6nictepi; no 2
6nicTepu B
KapTOHHIA Kopoo6Li

TOB "Mosi
Xenc"

Ykpaina

ATnaHTiK Papma -
Mpoaykoc
dapmacbloTikac,
C.A.

Moptyranis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB: 3MiHa
3agBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro
noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460). TepMiH BBeAEHHS 3MiH NPOTAroM 6 MicAuiB
nicns 3aTBeppkeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekun/edhekTMBHOCTI Ta hapMakoHarniagy (iHwi
3MiHM). 3MiHVM BHECEHO B TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNakoBOK, a came:
"IOrOTUN KOMNaHii" 3aMiHEHO Ha "ToproBesibHy
MapKy KomnaHii 3asaBH/Ka", BHECEHO HOMEp
peecTpauiiHoro NoCBigYEHHS, YTOYHEHO TEXHIYHY
iHchopMawito, iHLWI HE3HAYHI pefakuiiHi NpaBku No
TekcTy. TepMiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB
nicns 3aTsepmkeHHs

3a
peyernmom

UA/19773/01/02

2217.

MOBIPUKA®

Kancynu TBepai no
150 wmr, no 7 kancyn
B 6nictepi; no 2
6nicTepu B
KapTOHHI KOpooLyi

TOB "Mosi
Xenc"

YkpaiHa

ATtnaHTik ®apma -
Mpogykoc
dapmacbloTikac,
C.A.

Moptyranis

BHECEHHS 3MiH 10 peECTpaLiiiHnX MmaTepianis: 3miHa
3asBHMKa J13 (MIBI) (BnacHMKa peecTpawiiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460). TepMiH BBeAEHHA 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHKn Woa0
6e3nekun/edhekTNBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM). 3MiHVM BHECEHO B TEKCT MapKyBaHHs
NnepBYHHOT Ta BTOPUHHOI YNakoBOK, a came:
"N1IOroTUM KOMNaHii" 3aMiHeHO Ha "ToproBesibHy
MapKy KomnaHii 3asaBH/KA", BHECEHO HOMEp
peecTpauinHOro NOCBIAYEHHS, YTOUHEHO TEXHIYHY
iHchopMawito, iHLWI HE3HAYHI pefakuiiHi npaBku No
TekcTy. TepMiH BBEEHHSA 3MiH NPOTAroM 6 MicAuiB
nicns 3aTBepKeHHs

3a
peuyenmom

UA/19773/01/03

228.

MOKCU®/IOK
CALVH-
®APMEKC

Kpanni o4Hi, 5
Mmr/mn; no 5 mny
chnakoHi, no 1
donakoHy pasom 3
KPULLIKOIO-
KpanenbHULEe y
naJui 3 KapToHy

TOBAPUCT
BO 3
OBMEXXEH
(0]}0]
BIAMOBIOA
NIbHICTIO
«KOPT1OPA
LA
«30POB’A

»

YKpaiHa

TOB "®APMEKC
reymn"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
YTOUHEHHS HanncaHHSA Ha3BM 3asBHUKA B HaKasi
MO3 Ykpainu Ne 979 Big 06.06.2024 B npoueci
BHECEHHSA 3MiH (3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oTOBWI1 Nikapcbkunii 3aci6. CTabiNbHICTb. 3MiHa Y
TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapcbKoro 3acoby (36iNbLUEHHSI TEPMiHY
npuAaTHOCTI TOTOBOrO /liKapCbKoro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCA AaHUMU
peasibHOro yacy). 36i/bLUEeHHS TEPMiHY NPUAATHOCTI
Yy 3B'AI3KY i3 OTPUMaHHAM NO3UTUBHUX AAHWX LLOAO
[OCAifpKEHHS1 CTabiNbHOCTI Y peasibHOMY Yaci. [litoya

3a
peyenmom

UA/16662/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

pepakuisi: TepmiH NpuaaTHOCTI. 2 poku. TepMiH
36epiraHHA nicns NepLuoro BigkpuTTAa nakoHa — 4
TWXHI. NMponoHoBaHa pegakuis: TepMiH NpUAATHOCTI.
3 poku. TepmiH 36epiraHHs nicas NepLuioro BigKpUTTS
donakoHa — 4 TWXHI. 3MiHW BHECEHO B iHCTPYKLiO
0151 MeAUYHOro 3aCTOCYyBaHHS NiKapcbKoro 3acoby y
po3gin "TepMiH NpuAaTHOCTI". BBeAEHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS).
Pepakuisa B Hakasi - TOBAPUCTBO 3
OBMEXXEHOIO BIAMOBIAA/IBHICTHO
«KOPMOPALIA «300POB’A»
Ykpaina, 61013. BipHa pegakuis - TOBAPVCTBO 3
OBMEXXEHOIO BIAMOBIAA/IBHICTHO
«KOPIMOPALISA «340POB’A».

229.

MYLIUTYC

kancynu no 300 wmr,
no 6 kancyny
cTpwvni; no 2 abo no
5 cTpunis y
KapTOHHIA ynakoBL,i

Makneopc
dapmacbkioT
nkasnc
Nimiteq

IHais

Makneogc
dapmMacboTUKanc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6.
3MiHM Y BUpOBHULTBI. 3MiHa po3mipy cepii
(BKtOYAtOUM fiana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHK) - BBEAEHHS
nofaTtkoBoro po3mipy cepii 13 450,000 kancyn
B [JOMOBHEHHS [0 BXe 3aTBEPMKEHNX PO3MIpiB
150,000 kancyn, 750,000 kancyn.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS

3a
peyernmom

UA/5589/01/02

230.

HA3O0®PAH

cnpeii HasaslbHUIA,
cycneHsis, 50
MKr/go3y no 120 abo
no 150 go3 y
thnakoHi; no 1
onakoHy B
KapTOHHIA Kopoo6Li

TOB «TeBa
YkpaiHa»

YKpaiHa

TeBa Yex IHaacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3miHK 3 AkocTi. CepTudikart
BignoBsigHocTi/l E-cepTudpikar BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOr0O cepTudikaTa BifnoBigHOCTI
ab0 BUyYeHHs cepTuduikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiHOro NpPoAyKTy, LWo
BUKOPVCTOBYIOTbCS Y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikaTt BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA
cepTudikaT Bif y)Xe 3aTBepAKeHOro BUPoGHUKa -
noJilaHHs OHOBJ/IEHOrO cepTuddikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2007-192 -
Rev 08 (3atBepmkeHo: R1-CEP 2007-192 - Rev 07)
onsa A®l cnyTrkasoHy nponioHary Big,
3aTBepmxeHoro BupobHuka Wavelength Enterprises
Ltd., Israel

3a
peyenmom

UA/6758/01/01

231.

HANBY®IH

PO34UH A5 iH'EKLLN,
10 mr/mn, no 1 mn
abono2 mnB
amnyni; no 5 amnyn
B KOHTYpHilA
YapyHKOBIW

TOB "tOpis-
Papm”

YKpaiHa

TOB "HOpia-Papm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax B1NpPoGyBaHHSA rOTOBOrO /liKapCbKoro
3aco6y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BK/IHOYAKOYM 3aMiHY ab0 A0N0BHEHHS)). CynyTHS

3a
peyenmom

UA/14429/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

ynakoBLj; no 1 a6o 2
KOHTYPHI YapyHKOBI
yMakoBKM B mauLii; no
lmna6bono2wmny
nonepeaHLo
HarnoBHEHOMY
LUMPWLL 3 FOJIKOIO B
Ty6yci, no 1 a6o 10
TybyciB B kOpOO6L;j 3
KapTOHY

3MiHa
- 3MiHK 3 sIKOCTi. FOoTOBUIA Nikapcbkuid 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMMX MeX
roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHK) 3MiHa B
MeToAi BUnpobyBaHHs /13 3a NOKa3HWKOM
«KinbKicHe BU3HAYEHHSA», a came ONTNMi30BaHO
npo6oniAroToBKy A/ PO34YMHY NOPIBHAHHA 6€3
3MiHV PiHaUTbHOI KOHLeHTpaLii HanbydiHy
rigpoxnopuay. AKTyanizoBaHo nepenik cTaHAapTHUX
3paskiB, L0 BUKOPUCTOBYIOTLCA A1 NPUrOTYBaHHS
PO34NHY MOPIBHAHHS.
3MmiHu | TUNY - 3MiHK 3 SKOCTI. FOTOBUIA NiKAPCbKNi
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acooy.
3MiHa y meTogax BMNpo6yBaHHSA roTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y meTodax
BUNPO6YBaHb (BK/OUAOUM 3aMiHy abo
[0MNOBHEHHS)). CynyTHS 3MiHa
- 3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuid 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneundikalii Ta/abo 4ONYCTUMUX MEX
roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) 3mMiHa B
cneumdikauii Ta meToai BunpobysaHHs /13 3a
nokasHukom «CynpoBigHi AOMiLLKM». HOpMyBaHHSA
AOMILLOK y crieumdpikaii He 3miHnIocs. Hassy
LOMiLLKM B-Han6ydiH 3mMiHeHo (paHiwe (3 -enimep
HanbydiHy), a TakoX nepesnik Ta Ha3BU IHLWNX
iAeHTNIKOBaHMX JOMILLOK B ONUCI aHaNiTUYHOI
MEeTOAMKM akTyanizoBaHo BiNoBigHO A0
cneumadikauii BMpobHuka A®Il. Po3umH NopiBHAHHSA b
nepeiMeHyBasIi Ha KOHTPOJIbHWI PO34KH. o onucy
aHasiTMYHOT METOAMKN AOAAHO MPUTOTYBaHHA
PO34MHY NOPIBHAHHSA b, AKUIi BUKOPUCTOBYETLCA ANA
NpoBefeHHS ifeHTuUdikauil B yMoBax CynpoBigHNX
[LOMILLIOK.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKN
3aci6. KOHTposib roTOBOrO NiKapCbKoro 3acoby.
3MiHa y MeTogax BUnpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM y meTogax
BMNpoOyBaHb (BK/OUaoUM 3amiHy abo
[0NOBHEHHS)). CynyTHA 3MiHa
- 3MiHK 3 AKoCTi. FOTOBWIA NiKapCbKuii 3acib.
KOHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo AONYyCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHM) HE3HAYHI
3MiHM B cneuymdikadii Ta meTogi koHTponto /13 3a
nokasHukoM «CTyniHb 3a6apsneHHs» (Ph.Eur.2.2.2.,
meTog Il). Kputepiii NpUAHATHOCTI [ONMOBHEHW i3
BpaxyBaHHsIM iHdhopmalLii, HaBegeHoT Ans
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nokasHuka «Onuc». 3MiHa NOCMNaHHA Ha MeTop,

Ph.Eur.2.2.2., metog Il. 3MiHu | TUNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCcbKOro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUMN 3aMiHy
abo gonoBHeHHs)). CynyTHSA 3MiHa- 3MiHW 3 AKOCTI.
[oTOBWI Nikapcbkmii 3aci6. KOHTpob rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHK) 3MiHa B
cneundikauii Ta meTogi BunpobysaHHs MN13 3a
noKasHUKOM «laeHTudikauisi», a came BUTy4eHO
iAeHTMdiKaLilo AOMNOMDKHUX PEYOBUH (Xnopuau,
uuTpaTn, HaTpiin); AoAaHO ifeHTUdIKaLiio MeToA0M
BEPX B ymoBax Bu3HaueHHs1 «CynpoBigHux
nomiwok» (Ph.Eur.2.2.29), 3miHa nocunaHHA 1a
nepechopmMynoBaHHA BUMOT An5 igeHTudikauii B
(Ph.Eur.2.2.25). 3miHu | TUny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/IHOYaouK,
3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJTHO
sIKOCTi), ab0 BnacHuKka macTep-chaiina Ha A®l, abo
noctavanbHvka A®l/BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM
(AKLLLO 3a3HAYeHO Y A0ChE)
agMiHicTpaTtuBHa 3MiHa Ha3Bu DMF Holder 3 Sanofi
Chimie Ha FRANCOPIA. Bupo6Hunua ginbHuus Adl
3a/IMWIAETCbS HE3MIHHOW. 3MiHK | Tuny -
AMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUpOOHUYOT
OiNbHUUI (BKAOYaoun AinbHUL ans Adl,
NMPOMiXXHOro NPoAYKTy abo roToBOro JliKkapCbKOro
3aco0y, AiNbHULI AN1A NPOBEAEHHS NaKyBaHHS,
BMPOOHUKA, BiAMOBIAAUIbHOIO 3a BUMYCK Cepiil, MicLe
NpoBefeHHs1 KOHTPO/TIO cepii) abo nocTayanbHrKa
BMXIAHOrO MaTepiany, peareHTy abo AOMNOMDKHOI
PEYOBUHM (SIKLLIO 3a3HAYEHO Y [A0CHE) BUTYUYEHHS
BMpo6HUKa APl HanbydiHy rigpoxnopug,
«Mallinckrodt Inc», CLUA y 3B’13Ky i3 NPUNMHEHHAM
cnisnpaui (3aTBepaxeHnii BUpobHuK «Sanofi
Chimie», ®paHuis). 3miHu | TURy - 3MiHK 3 AKOCTI.
A®I. KoHTposnb A®I. 3miHa y napameTpax
crneundikayii Ta/abo JONYCTUMMX MEX, BU3HAYEHMX

y cneundikauisix Ha A®l, abo BUXigHNA/NPOMIXHNIA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BUpO6HMLUTBA AP| (BUYYEHHS HE3HAYHOTO
nokasHuka siKocTi (Hanpuknag, BUIy4YeHHs
3acTapisioro NokasHvika)) BUMyyYeHHs 3i cneuudikadii
A®I nokasHuka «Badki MeTanv» BIANOBIAHO A0
sumor Kepisruytea ICH Q3D.CynyTHs 3MiHa- 3MiHK
3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npomikKHOr0 NPoAYKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuLTBa AdI
(iHWi 3MiHM). 3MiHK | TUNY - 3MiHK 3 AKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHMLTBI. 3MiHU Y
npovueci BUpo6HULITBA FOTOBOTO NiKapCbKOoro 3acoby,
BK/THOHAI0UM NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y NpoLeci
BMPOGHMLTBA) 3MiHa B npoLeci BupobHuuTea 13 Ha
CTagjii TEXHOMOrYHOro npouecy ginbTpais,
HanoBHEHHS Ta 3anatoBaHHsA amnys/ dinbTpauis,
HaMoOBHEHHS Ta 3aKynoploBaHHA LWNpULB, a came
BWIyYEHHS HOMiHaNIbHOTO noninponineHosoro (PP)
hinlbTpoeneMeHTy 3 peinTUHroM hinbTpavii — He
6inbLe 1,0 MKM. BUpOGHMLTBO 34iACHIOETLCSA 3
BMKOPUCTaHHAM TEPMIYHOI cTepunizauii. 3miHu |
Tmny - 3MiHK 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo BUXigHOrO
marepiany/npomikKHOr0 NPoAYKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuLTBa AdI
(He3HauHi 3MiHM y 3aTBEpPKEHNX MeToAax
BMNPOBYBaHHS)

He3HauHi 3MiH1 B MeTogi BUNpobyBaHHs Ad| 3a
nokasHNKoM «KiflbkiCHe BU3HaYEHHS»
(Ph.Eur.2.2.20), a came 3MiHa CTOCYETbCSA
BVAAIEHHS COMei pTyTi B NOTEHLOMETPUYHOMY
TecTyBaHHi 3 MipkyBaHb 6e3neku. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA NiKapCbkuii 3aci6. 3miHn y
BMPOBGHMLTBI. 3MiHM Y Npoueci BUpobHULTBa
roTOBOrO /liKapCbKOro 3acoby, BkIoyaum
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOGHMLITBI FOTOBOTO NiKAPCbKOro 3acoby (iHLWi
3MiHW) BHECEHHS 3MiH B N.3.2.P.3.4. KoHTponb
KPUTUYHMX CTagii i NpOMKHOT NpoAykKLii, a came
BCTaHOBJIEHHS 3HAYEHb MaKCMMasIbHO A0NYCTUMUX
TEPMIHIB 36epiraHHA MPOMDKHOT NPOAYKLi
Bi4MNoBiAHO A0 3BITY 3 Basigauii npouecy.

232.

HAPAIH®

PO34UH A5 iH'EKLLA
no 100 mr/mn no 0,2
M (20 mr), abo no

TOB "lOpis-
Papm"”

YKpaiHa

TOB «Opia-®apm»,
YKpaiHa (nakyBaHHs
i3 popmu in bulk

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS

3a
peyenmom

UA/19167/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
0,4 mn (40 mr) y LeHnmkeH Tekaoy [iSNbHOCTI BUpO6OHUKa (BK/THOYatoun, 3a
nonepegHsL0 PapmacbloTukan HeOo6XiAHOCTI, MicLe NPOBEAEHHSI KOHTPOSIO SKOCTI),
HanoBHEHOMY Ko., 1A, Knutaii) abo BnacHuka mactep-goaiina Ha Adl, abo
Lwnpuui, no 2 noctavanbHuka A®I/BuxigHoro
wnpuum y énictepi, mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
no 1, a6o no 5, a6o 3aCTOCOBYIOTbCS Y BUPOOHMLTBI ADI (SKLLO
no 25 6nictepis B 3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
KapTOHHI nauvi, BiiCYTHOCTI cepTudikaTa BignosigHOCTI
a6o no 0,6 mn (60 €Bponeiicbkiin hapmakonei y 3aTBepakeHoOMy
mr), abo no 0,8 mn [ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT pEHOBUH
(80 mr) y (SIKLLO 3a3HAYEHO Y A0CbE) 3MiHa HaliMeHyBaHHS
nonepeaHL0 nocTavasnbHvka (BMPOGHMKA) NEPBUHHMX
HarnoBHEHOMY nakyBasIbHVX MaTepiaslis: LWNPULIB, NYHXEPHUX
wnpuui, no 2 NPo60oK Ta NAYHXEPHUX CTPWXHIB. [itoya pefakuis:
wnpuum y 6nictepi, Shandong Weigao Group Medical Polymer Co., Ltd.,
no 1, abo no 5 China MNMponoHoBaHa pegakuis: Shandong Wego
6nictepis B Prifills Pharmaceutical Packaging Co., Ltd., China
KapTOHHIW nayv,,
a6o no 1,0 mn (100
Mr) y nonepeaHbo
HarnoBHEHOMY
Lwnpuui, no 2
wnpuum y énictepi,
no 1 6nictepy B
KapTOHHIM navu,i
233. | HATPIO PO34UH A5 iH'EKLIN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/2998/01/01
AQEHO3UHT | 10 mr/mn; no 1 mn B "®apmaueBT "®apmMaueBTUYHA | TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peyenmom | nidssieae
PU®OCKPAT- | amnyni; no 5 amnyn nuyHa thipma ipma "AapHuus" hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
AAPHNLUA Y KOHTYpHili "AapHuus"” nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
YapyHKoBIl IHCTPYKLIT ANA MegMYHOro 3aCToCyBaHHA Ha nigcTasi
ynakosLij; no 2 perynspHO OHOB/IOBAHOIO 3BiTY 3 6e3neku
KOHTYPHI YapyHKOBI nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
ynakoBKM B naui 3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpavilinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCNiMKeHb, NPOBEeAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHmx gocnigpxkernb (PIP) (3MmiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHW BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3giny "MobiuHi peakwii" BignoBigHO A0
pekomeHaauii PRAC EMA woao 6e3neku
nNiKapcbKunx 3acobiB, Aki MICTATb aleHO3UH. TepMiH
BBEAEHHSA 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS
234. | HATPIO PO34MH ANA iH'EKLN, MAT YkpaiHa MAT "Tannuchapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHW 3a UA/4131/01/01
X10PUA, 9 mr/mn no 5 mn abo "Tanmudpap | TMNYy - 3MiHK 3 SKOCTi. FOTOBWMIA NliKAPCbKUIA 3aci6.

peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

10 mn B amnyni; no
10 amnyn B KopobL;
no 5 mn a6o 10 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nictepn y nayuj

3MiHU y BUPO6HMLTBI. 3MiHM BUNpobyBaHb abo
O0NyCTUMUX MeX, BCTAHOB/IEHNX Y crieundikaLisx,
nifg Yac BUpPOGHULITBA FOTOBOrO NiKApCbKOro 3acoby
(monoBHeHHA abo 3aMiHa BUNPOOYyBaHHSA B NPOLLECi
BMPOGHMLTBA 3a pe3ynbTatamm AoCifKeHb 3
6e3nekn abo AKOCTi) NpUBEAEHHS HOPMATUBHOI
[OKyMeHTaLii MPOMiXXHOTO KOHTPOJTHO iH €KLiHUX
nikapcbknx 3acobis 40 BUMOr
EMA/CHMP/CVMP/QWP/850374/2015 «Guideline
on the sterilization of the medicinal product active
substance, excipient and primary container», a
came: 3MiHa KpuTepito NPUAHATHOCTI
6ioHaBaHTaXeHHS 3 «He binbwe 10 KYO y 100 mn»
Ha «100 KYO y 100 mn», KpUTepiii NPUIAHATHOCTI
6iOHaBaHTAXEHHS A1 PO3UMHIB 3 KiHLEBUM
pexumMom cTepunizaduii (= 121 °C, = 15 xB)
cTaHoBUTb 100 KYO y 100 M. 3MiHK | TUny - 3MiHK
3 AKOCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOBHULTBI. 3MiHW Y Npoueci BUpobHULTBA
roTOBOrO /liKapCbKOro 3acoby, BkIoyaum
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NPy
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPO6HULTBA)
BUJTYYEHHS [OAATKOBUX iN-process KOHTPOIB 3a
NOKa3HUKaMM «Onnc», «bakTepiasibHi eHA0TOKCUHN»,
«KiNbKiCHe BU3HAYEHHS» Ha cTagil «NpuroTyBaHHs
PO3UmnHY», Ta 3a NOKa3HMKaM1 «MNPO30PICTb»,
«KOJIbOPOBICTb», «PH», «MeXaHiUYHi BK/IIOUYEHHS» Ha
cTagii «piibTpauis po3ynHy».

235.

HOOXO/IH

PO34MH ANS iH'EKLIN,
250 mr/mn, no 4 mn
B amnyni, no 3 a6o 5
amnyn B 6nictepi Ta
KapTOHHI navwi

TOB
"®OPC-
OAPMA

ANCTPUNB
OoLH"

Ykpaina

K.T. POM®APM
KOMMMAHI C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CurcTema KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
nocTavanbHvKa nakyBabHVUX martepianis abo
KOMMNEKTYUMX (SKLWO 3a3Ha4YeHO B [OCLE)
(BrNyYeHHs1 nocTavasbHMKa). BunyyeHHs
BVMPOGHMKa MaTepiasliB MePBUHHONO NakyBaHHS
(amnyn) Gerresheimer Boleslawiek S.A., MonbLua.
3anMwaeTbesa anbTepHaTUBHUIA BUPOGHUK
NepBMHHOrO NakyBaHHsA (amnyn) Schott Hungary Kift.,
Hungary.

3a
peyernmom

UA/17878/01/01

236.

HOPMATWUH

Kpanni 04Hi, po3yunH
0,5% no5mny
donakoHi-
KpanesnbHuui; no 1
oNakoHy-
KpanenbHuLi B
KapTOoHili kopo6Li

TOB
"YOPN[,
MENLIH"

YkpaiHa

"E.L.M.L.LKo."

€erunet

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHW
| TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
niKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUT A9 MeANYHOro 3acTOCyBaHHS
reHepuYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3aco06iB NicNs BHECEHHS TiEl caMoi 3MiHM Ha
pedoepeHTHUIA NpenapaT (3MiHa He NoTpebye

3a
peuyenmom

He
niosnsiecae

UA/7691/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
HafaHHA XOAHVX HOBUX AOAATKOBUX faHWX) 3MiHM
BHECEHO [0 iHCTPYKLIT 415 MeanmyHoro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ginis
"®apmakoTepaneBTuyHa rpyna” (yTouHeHHs
(hOpMYy/IHOBaHHSI HasiBHUX pPiBHEW Kogy
knacudpikatopa BOO3 6e3 3miHn kogy ATX),
"®apmakonoriyHi BnactueocTi", "MokasaHHS"
(yTouHeHo iHdhopmalito 3 6e3sneku), "OcobanBOCTI
3acTocyBaHHs", "Cnoci6 3acTtocyBaHHsa Ta Ao3n",
"3acTocyBaHHs y nepios BariTHOCTi abo rogyBaHHS
rpyaato”, "Mo6iuHi peakyii" "AiTv" Bi4NOBIAHO A0
iHchopMmawii LWoA0 MeAMYHOro 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (OPTAH®
TUMOJI0O/1 Kpanni ouHi). TepMiH BBEAEHHS 3MiH -
npoTsArom 6 micsuis nicns 3aTBepAKeHHS
237. | OBITPEN® PO34UH A5 iH'EKLLA Apec LLiBeiiuapi BMPOGHMLTBO ITania/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/1175/03/01
no 250 mkr/0,5 mn TpelgiHr A Hepo3hacoBaHoOro LLiBeiiuapis | TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
no 0,5mMny C.A. npenapary, hapmakoHarnsigy. BHeceHHs abo 3miHa(n) Ao
KapTpuaXi, nepBuHHe Ta 3060B'A3aHb Ta YMOB BMAavi peectpauiiiHoro
BMIiLLEEHOMY Y YUKy BTOPWHHE NOCBiAYEeHHS, BKOYatouy MNnaH ynpasniHHsS
Ons BBefeHHs; no 1 nakyBaHHs, pvi3vkamMm (3aCTOCyBaHHS TEKCTY, KV MOrOfXXeHWIA
nonepeaHL0 KOHTPO/1b SIKOCTi Ta 3 KOMNETEHTHUM OpraHom) 3asiBHUKOM HafaHo
3anoBHEHOI pyyku BUWMYCK cepiii: Mepk OHOBJ/IEHWIA MnaH ynpaBniHHA pu3ukamu Bepcis 7.0.
Ons BBefleHHsa Ta 1 CepoHo C.n.A,, 3MiHu BHeceHo Ao YacTuH: |l «Cneyudikauis 3
ronka ans iH'ekuiii y ITaniss; nepBuHHe 6e3nekn» (Moayni CV «licnspeecTpauiiHnii
KapTOHHIA KopooLi nakyBaHHs pocBifg», CVII «lgeHTrdikoBaHi Ta NoTeHLilHi
(36upaHHs pusukn», CVIIl «Pestome npobnem 6e3nekns),
nonepegHb0 V «3axoau 3 MiHimisauii pusukie», VI «Pe3stome
3anoBHEeHNxX nnaxy ynpasniHHA pusnkamu», VII Joaatok 8 y
KapTpuaxis 3 3B'A3KY 3 NepernsafoM BaX/IMBMX PU3MKIB B pamkax
npenaparom B pyuKy OLLIHKM perynsipHO OHOBJIIOBAHOTO 3BIiTY 3 6e3neku.
NS BBEAEHHS): Pestome nnaHy ynpasniHHA pusukamu Bepcisa 7.0
Mepk CepoHo C.A,, [ofaeTtbea
BiA4INEHHA Y M.
O60HH, LLBeiiuapis
238. | OBITPEN® PO3YMH A8 iH'EKUIN Apec LLIseliyapi Mepk CepoHo ITanis/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/1175/02/01
no 250 mkr/0,5 mn, TpelgiHr A C.n.A., Itanis; Mepk LLiBefiuapis | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 0,5 mMny C.A. CepoHo C.A., thapmakoHarnsgy. BHeceHHsi abo 3MmiHa(K) Ao
nonepegHsL0 BiAAINEHHSA Y M. 3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro
3arnoBHeHOMY O60HH, LUBeliLapis NOCBiAYEHHS, BKAOYatouy MNnaH ynpasniHHS
wnpuui; no 1 pu3nkamm (3acToCyBaHHA TEKCTY, KW NOroAKeHNI
nonepegHL0 3 KOMMETEHTHUM OpraHom) 3asBHUKOM HafaHo
3arnoBHeHOMY OHOB/IEHWIA MnaH ynpasniHHA pu3nkamu Bepcia 7.0.

LUMPULLY B KOHTYPHIl
YapyHKOBIA ynakoBL,i
B KapTOHHI Kopo6uyi

3MiHV BHeceHi Ao YacTuH: Il «Cneundikanis 3
6e3nekn» (Moayni CV «licnspeectpauinHunii
poceig», CVIl «lgeHTrdikoBaHi Ta NoTeHLiliHi
pusnkn», CVIIl «Pestome npobnem 6e3nekn»),
V «3axoau 3 MiHimizauii pusukie», VI «Pestome
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nnaHy ynpasniHHA pusukamm», VII JogaTok 8 y
3B'A3KY 3 MEPErNAA0M BaXK/IMBUX PU3MKIB B pamKax
OL,iHKM perysisipHO OHOBJ/TKOBAHOIO 3BiTYy 3 6e3neku.
Pestome nnaHy ynpasniHHA pusukamu sepcia 7.0
fofjaetbes
239. | OKTAHAT NMOpPOLLOK ANs OkTadapma ABCTpis BMPOGHULITBO 3a Lsewjis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/15468/01/02
po3unHy ANns iH'ekuin | ®apmauesT NOBHWM LMK/IOM 3a AscTpis/ | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nidssieae
no 100 MO/mn; nKa BUK/HOYEHHSM HimeyuunHa thapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO [0
KapToHHa kopobka MpogaykTioHe BTOPUHHOI YMNakoBKW: IHCTPYKUIT AN MEAWYHOro 3aCTOCYBaHHS
Nel: micTutb 1 rec. m.6.X. Okrtadhapma AB, nikapcbKoro 3acoby Ao po3sziny "OcobnmBocTi
oNakoH 3 NMOPOLLKOM Lseuis; 3acTocyBaHHA" BignoBigHO A0 6e3nekn
ONs po3ynHy Ans BMPOGHULITBO 3a 3aCTOCYBaHHSA AOMNOMIKHUX PEYOBUH.
iH'ekuili. KapToHHa NOBHUM LMK/IOM, TepMiH BBEEHHS 3MiH - NPOTAToM 6 MicsLiB nicns
Kopo6ka Ne2: BK/THOHA0YM 3aTBEPAXKEHHS
MiCTUTb 1 ¢priakoH 3 BisyasibHy
PO34MHHMKOM (BOgA iHCnekujto:
Ans iH'ekuiii no 10 OkTadapma
mn (1000 dapmaueBTUka
MO/dhnakoH)) Ta MpopykTioHcrec
KOMNAEKT ANns M.6.X., ABCTpis;
PO34YMHEHHS Ta BMPOGHULITBO 3a
BHYTPILLHEOBEHHOTO MOBHUM LIMK/IOM 3a
BBeAeHHs (1 wnpuy, BUK/TIOYEHHAM
ofHopasosuii, 1 BTOPUHHOI YMNakoBKW:
[BOCTOPOHHSA roska, Oktadhapma,
1 ronka 3 chinbTpOMm, dpaHuisa; BTOpUHHE
1 ronka gns iH'ekwuii, nakyBaHHs,
2 NpoCoYeHi Bi3yasibHa iHCMeKLuis:
CMMPTOM TaMMoHK) y Oktachbapma [eccay
nakeTi abo 6nicTepi. m6X, HimeyunHa;
Kopo6ka Ne 1 Ta BMPOGHMLTBO
Kopobka Ne 2 Kpionpeuinitara:
006'€AHYOTBCS MK OkTadhapma
€060t NNacTMKOBOIO MpoaykuioHcrecenn
nnAiBKoOK wadT JoiunaHg,
M.6.X., HimeyunHa
240. | OKTAHAT NopoLUOK AN OkTathapma ABCTpIs BMPOGHULITBO 3a Lseuisi/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/15468/01/01
pO34nHy ANA iH'ekuiii | PapmaueBT NMOBHUM LIMKIOM 3a AscTpisa/ | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTBHOCTI Ta peyenmom | nions2ae
no 50 MO/mn; nKa BUK/IHOYEHHSIM HimeuunHa thapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO A0
KapToHHa kopobka MpopykKTioHC BTOPUHHOI YMNakoBKU: IHCTPYKLUIT A4N15 MeANYHOr0o 3aCTOCYBaHHSA
Nel: MicTuTh 1 rec. Mm.6.X. OkTtadhapma AB, niKkapcbKoro 3acoby Ao po3sainy "OcobmBocCTi
(oN1akoH 3 MOPOLLKOM LLiBeuist; 3acTocyBaHHS" BignoBigHO A0 6e3nekn

NS PO34nHy Ans
iH'eKLiA. KapToHHa
Kopobka Ne2:
MiCTUTb 1 hNakoH 3
pO34MHHMKOM (BOAA
051 iH'EKUIn no 5 M

BMPOGHULITBO 3a
MOBHUM LIK/TOM,
BK/THOHA0UM
Bi3yasibHy
iHCnekujto:
OkTadapma

3aCTOCyBaHHS JOMNOMDKHUX PEYOBUH.
TepMiH BBELlEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHSA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
(250 MO/dhnakoH) dapmaueBTrKa
a6o 10 mn (500 MpopykTioHcrec
MO/cnakoH)) Ta M.6.X., ABCTpisi;
KOMMNNeKT Ans BUPOGHMLTBO 3a
PO3YMHEHHS Ta NOBHUM LMK/IOM 3a
BHYTPILLUHbOBEHHOTO BUK/TIOYEHHAM
BBeAeHHS (1 wnpwy, BTOPUHHOI YMNakoBKW:
oaHopasoBuid, 1 OkTadhapma,
[BOCTOPOHHS rO/1Ka, PpaHLis; BTOPUHHE
1 ronka 3 goinbTpomMm, nakyBaHHs,
1 ronka gns iH'ekuin, Bi3yasibHa iHCneKuis:
2 NpOoCoYeHi OkTadhapma [eccay
CNMPTOM TaMrMoHK) y v6X, HimeuunHa;
nakeTti abo 6nictepi. BUPOGHMLTBO
Kopo6ka Ne 1 ta Kpionpeujnitata:
Kopobka Ne 2 OkTadhapma
06’€AHYIOTbCS MK MpoaykuioHcrecenn
€06010 NNacTUKOBOIO wadT foiunaHg,
N/iBKOKO M.6.X., HimeyunHa
241. | ONN®PEKC TabneTku, BKPUTI HOBEN TypeuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK 3a UA/17431/01/01
NNiBKOBOK INIAY CAHAI a CAHAI BE | TUNY - 3MiHK 3 sikocTi. CepTudikar peyenmom
060/10HKOHD, M0 5 Mr, BE TIOXKAPET A.LL. BignosigHocTi/lE-cepTudikat BignosigHocCTi
no 14 TabneTtok y TIIKAPET €Bponeiicbkili hapmakonei/MmoHorpadii. MoaaHHA
6nicTepi, no 2 A.LL. HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
6nictepn y abo BunyyeHHs cepTudikaTta BiANOBIAHOCTI
KapTOHHIA ynakosL,i €Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BMKOPWCTOBYHOTbCS Y BUpobHUUTBI ADI; ans
[L0MOMDKHOT peyoBUHU (CepTudikaTt BignoBIigHOCTI
€Bponeiicbkili hapmakonei) - OHOBAEHWi
cepTudikaT Bif y)Xe 3aTBepXeHOro BUPOOHNMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANOBIAHOCTI
€poneiicbkilt hapmakonei Ne R1-CEP 2011-392 -
Rev 02 (3aTBepmkeHo: R1-CEP 2011-392 - Rev 00)
ons A®l onaH3aniHy Bif 3aTBEpAXEHOro BUPOBGHMKA
DR. REDDY'S LABORATORIES LIMITED, India. Ak
HacnifoK 3MiHa Ha3BM BUPOOHUYOT AiNbHUL 3
Therapiva Private Limited, India Ha Laxai Life
Sciences Private Limited, India Ta ginbHuui Vijayasri
Organics Limited, India Ha Dr. Reddy's Laboratories
Limited, India
242. | ONNPPEKC TabneTkn, BKPUTI HOBE/ TypeuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/17431/01/02
NNiBKOBOO INIAY CAHAI a CAHAI BE | TNy - 3MiHK 3 AKoCTi. CepTudikar peuenmom
060/10HKOt0, Mo 10 BE TIIKAPET A.LL. signosigHocTi/lE-cepTudikar BignosigHoCTI
Mmr, no 14 TabneTok TIIKAPET €Bponeiickkiin papmakonei/moHorpadii. NMogaHHs
y 6nicTepi, no 2 A.LL. HOBOro abo OHOB/NIEHOro cepTudpikaTa BifgnoBigHOCTI

6nictepn y
KapPTOHHIi ynakoBLUi

abo BuyyYeHHs cepTucpikata BiANoBIAHOCTI
€Bponelicbkii papmakonei: ans APl; Ans BuxigHoro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

matepiany/peareHTy/npomMiKHOro NpPOAYyKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-392 -
Rev 02 (3atBepmkeHo: R1-CEP 2011-392 - Rev 00)
ana A®l onaHsaniny Bif 3aTBEPAKEHOrO BUPOGHMKA
DR. REDDY'S LABORATORIES LIMITED, India. Ak
Hacnigok 3mMiHa Ha3By BUPOBHWYOT AiNbHALL 3
Therapiva Private Limited, India Ha Laxai Life
Sciences Private Limited, India Ta ginbHuui Vijayasri
Organics Limited, India Ha Dr. Reddy's Laboratories
Limited, India

243.

OMEMNPA30N

NOPOLLIOK ANSA
PO34UHY AN5 iH'EKUl
no 40 mry
chnakoHax, no 1 abo
10 chnakoHiB y
KapTOHHI/ KopoobLi

[bxeHodhapm
nTg

Benuka
BputaHis

LWaHbayH HOWiciHb
dapmacbioTikan Ko.,
nrg.

KuTalicbka
HapogHa
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKMii 3aci6.
KOHTPO/Ib FTOTOBOIO /iKapCbKOro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX MeTofax
BMNPOGYBaHHS) - BHECEHHS HE3HAYHMX 3MiH B METOS,
BMNpo6yBaHHSA /13 3a nokasHukoM «CynpoBigHi
nowmiwkm» (Papm. CLUA <621>), a came came
BMMpaB/ieHO MOMW/IKY Y CiBBiAHOLIEHHI
KOMMOHEHTIB PyxoMOoi dhasun, gogaHa Tabnuuka 3
XiMIYHMMU Ta CTPYKTYPHUMU Ha3BamMun AOMILLOK,
[0[aHO po3paxyHKOBi HOPMyYn A/18 BUSHAYEHHS
BMICTY AOMiLloK. MeToauka BunpobyBaHHs He
3MiHWnacs. 3miHu | Tuny - 3MiHKn 3 siKocTi. FoToBUIA
nikapcbKkuii 3aci6. KOHTponb roToBOro Nikapcbkoro
3acoby. 3miHa y MeTogax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpPMKEHNX MeTofax BUNPobyBaHHS) - BHECEHHS
He3HayHVX 3MiH B MeTog BUnNpobyBaHHsA /13 3a
nokasHukom «Bmict Bogu» (®apm. CLUA <921>), a
came NorofpkeHo Ha3By aHauTITUYHOT METOAUKN 3i
cneuuagikauieto 13, yTouHEHO HaBaxKy npenapary,
LLL0 BUKOPUCTOBYETLCA 151 BUNPOGYBAHHS,
BMMNpaB/ieHO MOMW/IKY B HOPMyBaHHi BMiCTY BOAM B
aHaniTV4YHIN MeToauL 3riAHO 3aTBEePLKEHUX BUMOT
cneumnadikawji

3a
peyenmom

UA/18868/01/01

244,

OMENPA30/

MOPOLLIOK A/1SA
PO34UHY AN5 iH'EKUIl
no 40 mMry
donakoHax, in bulk:
no 100 donakoHis y
KapTOHHilA KOpO6L

[bxeHodhapm
nig

Benuka
BputaHis

LaHbayH HOCiHb
PapmacbioTikan Ko.,
nra.

KuTalicbka
HapogHa
Pecny6nika

BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
MeToax BUNPO6YBaHHS rOTOBOTO JiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpKEHNX METOAAX
BUNPOOYBaHHS) - BHECEHHA HE3HAYHMX 3MiH B METO[,
BMNPo6yBaHHs /13 3a noka3HMKoM «CynpoBigHi

UA/18869/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

Jomiwkm» (dapm. CLUA <621>), a came came
BMNPaB/ieHO MNOMWSIKY Y CNiBBiLHOLIEHHI
KOMMOHEHTIB pyxomoi thasn, godaHa Tabnmuka 3
XIMIYHUMW Ta CTPYKTYPHUMW Ha3Bamu SOMILLIOK,
[04aHO0 PO3paxyHKoBi (hOPMyNn A8 BU3HAUEHHS
BMICTY AOMiLIOK. MeToAvKa BUNpoGyBaHHS He
3MiHWnacs. 3miHu | Trny - 3MiHu 3 SKocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPOb roToBOro NiKapCcbKoro
3acoby. 3miHa y meTogax BMNpobyBaHHSA rOTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS) - BHECEHHS
He3HauyHMX 3MiH B MeToZ BunpobysaHHsa /13 3a
nokasHukom «Bmict Bogn» (®apm. CLUA <921>), a
came NorofKeHo Ha3By aHauTiTMYHOT METOANKN 3i
cneumdikauieto /13, yTOUHEHO HaBaxKy npenapary,
LLIO BUKOPUCTOBYETLCA 151 BUNPOOYBaHHS,
BUMPaB/IEHO NOMW/KY B HOPMYBaHHI BMICTY BOAM B
aHaniTUYHIN MeToauL, 3riAHO 3aTBEPLKEHNX BUMOT
cneumdikaui

245,

OHAOAHCETP
OH-BAKCTEP

PO34UH A5 iH'EKLLINA,
2 Mmr/mnno 4 vn B
amnyni; no 5 amnyn
y NoTky, no 1, 2 abo
5 NOTKiB Y KApTOHHI
KopoobLi

bakctep
XongiHr
Bi.Bi.

HigepnaH
an

BAKCTEP

®APMACBHIOTIKA

3 IHAOIA NMPAVBIT
NIMITEL

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkunin 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
roTOBOrO /iKapCbKOro 3acoby (BUTyUYEHHs
He3Ha4yHOro nokasHuka (Hanpvkiag, 3actapinoro
NoKasHMKa, Takoro sk 3anax Ta cmak, abo
ineHTVdikaLis 6apBHUKIB UM CMakoBUX [06aBOK))
[opaHHA yTouHeHHA Ao Cneuundikaii Ha TepMiH
npuaatHocTi gns n. laeHtudikaugia “These tests are
not performed during stability studies as these tests
are not stability indicating tests. If tested, it will
comply.” 3miHun | TUNY - 3MiHK 3 AKOCTIi. FOTOBMIA
nikapcbKuii 3aci6. KOHTponb roToBOro Nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(BUNYyYEHHA HE3HAYHOrO NokasHuka (Hanpuknag
3aCTapifioro NokasHyKa, Takoro Sk 3anax Ta cMak,
abo igeHTUdiKaLis 6apBHUKIB UM CMaKOBUX
[o6asok)) logaHHsA yTouHeHHS Ao Cneumdikayii Ha
TepMiH npugaTHocTi ans n. O6’em, WO BUTAraeTbCs
“These tests are not performed during stability
studies as these tests are not stability indicating
tests. If tested, it will comply.” 3miHn | TMny - 3MiHK 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNpobyBaHHsA) HesHayHa 3miHa B onuci Tecty

3a
peyenmom

UA/20153/01/01
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YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby

|oeHTUdiKauis 3a gonomorot Y®-sug,.
cnekTpockonii, a came- f0faHO NPUrOTYBaHHS
CTaHAApPTHOro Po34KHY Ta OHOBJ/IEHO MpoLeaypy Ta
KpuTepii pe3ynbTary CrocTepexeHHs. 3aTBepaKeHo
laeHTHiKaLia 3a gonomorow Y®-sug.
cnekTpockonii MakcyMyM MOr/IMHaHHS NPU6IM3HO
npu 211 HM, 246 HM Ta 303 HM. 3anponoHoBaHO
laeHTHiKaLia 3a gonomorow Y®-sug.
cnekTpockonii. MakcyMyMu NOTNIMHAHHSA, OTPUMaHI i3
BMNPOBYBaHOro po34ynHy, MatoThb BignoBigaTu
MakCMMyMaMm MOFIMHAHHS CTaHAAPTHOTO PO3UMHY.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKNI
3aci6. KOHTposib roTOBOrO NiKapCbKoro 3acoby.
3MiHa y MmeTogax BUnpobyBaHHA roTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBepKeHNX MeTodax BUNpobyBaHHs) HesHauHa
3MiHa B OMUCi TECTY AN151 BUSHAYEHHSA AOMILLKN B, a
came — BHECEHO He3HauHy 3MiHy CniBBiAHOLIEHHS
pyxomoi hasu Ta gogaHo iHdopmaLiiio LWoao
KoediuieHTa yTpuMyBaHHS. 3MiHuW | TUNYy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCcbKOro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTOohax
BMNpobyBaHHA) He3HauHa 3miHa B onuci Tecty
«KinbKicH1IA BMICT OH,aCeTPOHY», a came —3MiHa
NOCNifOBHOCTI iH'€KLiA, BIANOBIAHO A0 MOTOYHOT
NPaKTVKW, He3HaYHI OHOB/IEHHA NapameTpiB
npuaaTHoOCTI cuctemu, fofaBaHHsA iHhopmMauii Npo
CTabiNbHICTb PO34MHY, f0AaBaHHS
nonepegxyBasibHOI iHpopMaLii LLoA0 NPOMMBaHHSA
Ta 36epiraHHsA KOMOHKW. 3MiHK | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCbKOro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUN 3aMiHy
ab0 fONOBHEHHS)) 3aMiHa 3aTBEpP)KEHOr0 MeToAYy,
3rigHo BP 1A Bu3HaveHHss CnopigHeHnX peyoByH,
Ha BHYTPILLHIA BanigoBaHuii metod. MpuHumn
MeToAy 3aIMLWAETbCA TUM CaMUM, Lo Ay
MoHorpadii BP, ogHak, € 3MiHW B NpUroTyBaHHi
PO34MHIB, NPUAATHOCTI CUCTEMUN PO3UMHIB,
nocnifoBHOCTI BBEAEHHS Ta BiAHOCHOIO Yacy
yTpumaHHs (RRT), nonpaskoBoro KoediuieHTa (CF),
MeXi BUSIBNIEHHS | MEXi Ki/IbKICHOTO BU3HAYEHHS
[OMILLIOK

UA/10148/01/01

246.

OPNIN®

Kancynu Teepai no

120 mr no 10 kancyn

xn Em

Ipy3ia

PapmacboT

xn Em

PapmacboTUKaNC

py3ia

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK

| TMny - 3MiHK 3 AKOCTi. OTOBWIA NliKapCbKMii 3aci6.

3a

He

peyenmom

niosnsieae
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y 6nicTepi; no 3
6nictepu B
KapTOHHI ynakosL,i

vkanc Nitg.

nra.

CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHsi roTOBOr0 flikapCbKoro 3acoby
(3miHa B ymMoBax 36epiraHHs roTOBOro /1ikapCbKoro
3aco6y abo nicnsi PO3YNHEHHA/BIHOBIEHHS) - 3MiHA
B YMOBax 36epiraHHs 13 - 3aTBepAKeHO: YMOBU
36epiraHHs - 36epirati Npn Temneparypi
10-20 °C B 3axuLieHoOMy Bif CBiTNa, BOIOMU Ta
HeAoCTYNHOMY A5 AiTelt MicLi. 3anponoHOBaHo:
YmoBu 36epiraHHs - 36epirat npu Temnepartypi He
BuLLe 25 °C. 36epiraTv B opuUriHasibHIll ynakoBui ans
3axuUCTy Bif Aii CBiTNa, BOMOrM Ta 'y HeoCTYyNHOMY
ONs giTeli micui. - 3MiHM BHECEHO B iHCTPYKLiO ANns
MeAMYHOro 3acTOCYBaHHSA /TiKapCbKoro 3acoby y
po3ain "YMoBu 36epiraHHsA" 3 BiANOBIAHUMW 3MiHAMU
B TEKCTI MapKyBaHHS yNakoBOK.- 3MiHW | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) - OHOBJIEHHS TEKCTY
MapKyBaHHS yNakoBKM /iKapCbKOro 3acoby, a came y
NyHKTax "[HLWe" BHECEHO YTOYHEHHSA LWOAO norotuny
BMPOOHUKa/3a51BHMKA.

247.

OTUHYM

Kpanni ByLHi 0,2 r/r
no 10 r y dpsiakoHi;
no 1 cpnakoHy B
KapTOHHI/ KopoobLi

MEOA
Papma
'M6X eHp
Ko. KI

HimeyuuH
a

Ai-Ci-EH Monbha
Xewys AT

Monbwa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKkynoptoBasibHWIA 3aci6 (iHLWi

3MiHW)

BuaaneHHs onvcy hapmakoneiHnx meTogis
BUNPOBYBaHb, 5IKi BAKOPUCTOBYHOTLCA A/151 KOHTPO/O
KOMMOHEHTIB YNakoBku 3 po3giny 3.2.P.7.
OHOBJIEHHSA TEXHIYHOTO KPECNeHHsA AN
nosnieTuneHoBoro paakoHy no 10 mn. AganTauis
Bumor o Comission Regulation 10/2011/EC Big 14
ciyHA 2011 poky npo nacTUKoBi MaTepiann Ta
BMPOGU, NPU3HAYEH] 4151 KOHTAKTY 3 XapyoBUMM
npogyktamu. PefakuiiHi 3MiHM MeTOZAB KOHTPOSIO
nakyBasbHUX marepiasnis. 3MiHu | Tuny - 3miHn 3
sikocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikalii Ta/abo AoNyCTUMMX MEX
NepBMHHOT YNakoBKM FOTOBOTO MiKapCbKOro 3acoby
(iHwWi 3miHW) AganTtauis KpuTepiiB NPUAHATHOCTI AnA
napameTpa «Mikpo6ionoriyHa YmcToTa» [0 BUMOT
nyHkTy 5.1.4 ynHHOI EBponelicbkoi hapmakonei
(TAMC “NMT 10 CFU in 1 bottle”; TYMC “NMT 1
CFU in 1 bottle”; Staphylococcus aureus “Absent in
1 bottle”; Pseudomonas aeruginosa “Absent in 1
bottle”). HesHauHa 3miHa KpuTepiiaB NPUAHATHOCTI M.
«®opma Ta po3mipu» dhnakoHy (NpuBeseHHs
PO3MIpiB hiakoHy y BIANOBIAHICTbL A0 AOCLE
BMPOG6HMKA). He3HauHi peaakuiviHi npaBku.

6e3
peyenma

UA/1364/01/01




246

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

3a3HayeHHsa nocuiaHHa Ha hapmMakoneliHi
MoHorpadii. 3MiHu | TUnNYy - 3MiHK 3 iKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWii 3aci6. 3miHa y
MeToAax BUNPo6YBaHHA NEPBUHHOT yNakoBKM
rOTOBOrO /iKapCbkoro 3acoby (He3HauHi 3MiHN Y
3aTBepAKEHNX MeToAax BUNpobyBaHb) BuganeHHs
iHchopMmaLii Wwoao YyacTtoTy BUNpobyBaHb
nakyBaslbHNX Matepianis 3 po3giny 3.2.P.7
PEECTPALLNHOIO A0ChE

248.

OTPUBIH
EKCTPA

cnpeii HazasbHUiA,
[030BaHuit; no 10
My prakoHi 3
[03y0UMM
npucTpoem; no 1
donakoHy B
KapTOHHI nayw,i

XaneoH KX
CAP/

LLiseiiuapi
a

XauieoH KX C.a.p.n.

LLiBeiiuapis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkunin 3aci6.
CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
noctavanbHUKa nakyBasibHUX MaTtepiasnis abo
KOMMIEKTYOUMX (SIKLLO 3a3HA4YEHO B AOCHE)
(BUNyYeHHA noctavyasibHMKa) 3MiHa Ha3Bu
BMPOBHMYOT AiNbHULL cTepunizavii 403yunx
npuctpois 3 Studer Cables AG, Lseliuapis Ha EBD
Irradiation Services AG, LLBeiiuapisi. Takox
Bigbynachb 3MiHa pefakuii agpecy BUpoOHNYOT
AinbHUUI cTepunisauii 403yUnX NPUCTPOIB
(yTouHeHHs1 Homepy byaiBni). 3miH y cneuudikauii,
BMPOBHMYOMY NpoLec Ta cknaai nakyBasibHUX
marepianis He nepefbayaeTbcs. 3MiH y
po3TallyBaHHi AinbHULI He nepefbavaeTbes. JaHa
AOiNbHUUS He NpuiiMae yyacTi y BUpoGHUYOMY
npoueci gnsa N3 Ta € NigpagHMKOM NnocTavasibHUKa
NepBUHHOT YNakoBKU. 3aTBEPMAXEHO:
[o3syounii npucTpiit Ana onakoHis. dinbHuUsA, Lo
npuinmae yyactb y npoueci crepunisaui: Studer
Cables AG, Hogenweidstrasse 2, 4658 Daniken,
Switzerland; 3anponoHoBaHo: [o3yrounii NnpUcTpiii
Ansa dnakoHiB. [inbHUUSA, WO NpuiiMae yyacTb y
npoueci ctepunisavii:

EBD Irradiation Services AG, Hogenweidstrasse 4a,
4658 Daniken, Switzerland. 3miHu | TUny - 3miHK 3
AkocTi. FoTOBWiA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWIA 3aci6. 3MiHa
nocTavanbHvKa nakyBabHUX martepianis abo
KOMMNEKTYIOUMNX (SIKLLLO 3a3HAYEHO B [OCbE) (3amiHa
abo fofaBaHHS NocTavasibHKKa) A0AABaHHSA
aNbTepHaTUBHOT BUPOOHUYOI AiNbHUL, WO BUKOHYE
cTepunizadilo [03yloUnX NPUCTPOIB 415 NpenapaTy
(meTogom onpomiHeHHs1) — Mediscan GmbH &
Co.KG, Bad Haller Strabe 34 4550 Kremsmunster,
ABCTpIS.
3MiH y cneundikauii Ta cknagi nakyBasibHUX
marepianis He Biabynock. laHa AinbHUUA He

6e3
peuyenma

UA/13560/01/01




247

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
npuiiMae yyacTi y BUpobHuyomy npoueci gnsa N3 ta
€ NigPAAHNKOM NocTavasibHMKa NePBUHHOT YNakKoBKK.
3anponoHoBaHo: [o3yrounii NpUCTpil Ans hnakoHis.
[JinbHuugA, Wwo npuiiMae yyacTb y npoueci
cTepunizauii: EBD Irradiation Services AG,
Switzerland A6o Mediscan GmbH & Co.KG, AscTpis
249. | NANNALA Kpansi O4Hi, po34nH TOB Ykpaina yopng MEANUNH TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/14645/01/01
1 mr/mMn; po34rH no «YOPN[, INAY CAH. BE | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6. peyenmom
5 mMny dpnakoHi- MEOVLINH>» TIOK. A.LL. KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa 'y
KpanenbHuuj; no 1 mMeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKOro
donakoHy- 3aco06y (iHwWi 3MiHM y MeToAax BunpobysaHb
KpanesnbHuLi B (BKntOYatOUM 3aMiHy abo AONOBHEHHS)) - CynyTHSA
KapTOHHIA Kopoo6Li 3MiHa
-3MiHM 3 AKOCTi. FOTOBWIA NiKapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikalii Ta/abo AoNYyCTUMMX MEX
roTOBOrO MiKapCbKoro 3acoby (iHLi 3MiHK) -
BHECEHHS HE3HAYHOI 3MiHM A0 cneyudpikauii M3 Ta
mMeToay BUNpobyBaHHSA /13 3a NOKa3HUKOM
«KinbkicHe BM3HauYeHHs. BeH3asKoHIlo Xnopua», a
came B OMUCi NPUroTyBaHHS BUNPO60BYBaHOro
pO34uHy BMNpaBieHo 06’eM MipHoi kon6u 3i 100,0
M1 Ha 10,0 ma.
250. | MAPOKCETWU | Tabnetku no 20 mr, Megokemi Kinp Megokewmi Nimiteq, Kinp BHECEHHS 3MiH 40 PeeCTpaLiiHNX MmaTepiasiB: 3MiHW 3a He UA/1498/01/01
H no 10 Tabnetok y nTa | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenmom | ridssieae
6nicTepi; no 3 HaliMeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS
6nictepn y LisiNbHOCTI BUpO6OHMKa/iMnopTepa rotToBoro
KapTOHHilA KopooLi NiKapcbKoro 3aco6y, BKIOYAKUN [i/TbHULL BAMYCKY
cepii abo MicLie NpoBeAEeHHS KOHTPOIHO AKOCTI.
([isNbHICTb, 3a Ky BignoBigae BUpo6HUK/iMnopTep,
BK/THOHAI0UM BUNYCK CEPiil) yTOYHEHHS Ha3BW Ta
agpecy BUPOBGHMYMX AiNbHULb Y BiAMNOBIAHOCTI A0
ceptudpikaty GMP. 3MiHM BHECEHO B iHCTPYKLiitO AN1s1
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOOHMKa Ta agpeca MicLs NpoBapKEHHST 1oro
LisNbHOCTI" 3 BiANOBIAHVMMW 3MiHAMMW B TEKCTI
MapKyBaHHS YNakoBOK. BBeleHHs 3MiH NpoTArom 6-
TV MiCALIB Nic/1A 3aTBEPKEHHS.
251. | NEHTANIH Tabnetku no 10 ToBapucTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: 3MiHU 3a He UA/8694/01/01
IC® TabneTtok y 6nictepi; 3 [04aTKOBOK | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nionsieae
no 1 6nictepy B [04,aTKOBO BiANOBIAA/LHICTIO hapmakoHarnsgy. 3mMiHa y KOpoTkili XapakTepucTuui
naJui 3 KapToHy; No Bignosigans "IHTEPXIM" niKkapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
10 TabneTok y HICTIO IHCTPYKLi 419 MeAUUYHOro 3acToCyBaHHS Ha nifcTasi
6nictepax "IHTEPXIM" perynsipHO OHOB/THOBAHOIO 3BiTY 3 6e3neku

nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sik pesynbTart
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimpxkersb (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM

opraHom).
3MiHV BHECeHO A0 [HCTpYKUii Ana MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ginis
"Oco6nmBOCTi 3acTocyBaHHS" Ta "MobiuHi peakuii”
BiANOBIAHO 1O OHOB/IEHOT iH(hopMaLii Wwoao 6e3neku
3aCTOCYBaHHS Aito40l peYOBMHM METaMi30y HaTpIt.
BBefeHHs 3MiH NpoTArom 3-x MicsLiB nicns
3aTBepmMxeHHs. CynyTHS 3MiHa- 3MiHK o0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiiHoro NocBifUYeHHs, BK/IOUaoum
MnaH ynpaBniHHS py3vkamu (3aCTOCyBaHHSA TEKCTY,
AKUI NOTOPKEHNIA 3 KOMMNETEHTHUM OPraHoMm).
3asaBHMKOM HaaHO OHOBMIEHWIA MnaH ynpasniHHS
pu3nkamu Bepcia 2,1. 3MiH1 BHECEHO A0 YacTuH: |
«3aranbHa iHdhopmadis», I «Cnevyudikanisa 3
6e3nekn» (Moayni CVIl «lgeHTudikoBaHi Ta
NOTEHLUiHI pu3nkn», CVIII «Pe3tome npobniem
6e3nekn»), V «3axoam 3 MiHimizauji pusukis», VI
«Pe3tome nnaHy ynpaBniHHA pusnkamu», VII
«Jlofatkm» y 3B'A3Ky 3 TEXHIYHUMM NpaBkaMu Ta
OHOBJ/IEHHAIM iHChopMaL,ii LLOA0 PYTUHHKX 3aX04iB 3
MiHiMi3aLii py3unkiB Ta JofaBaHHAM A04ATKOBUX
3axopis 3 MiHiMi3aLii pu3nkiB Ha nigcTasi OHOBMEHOT
iHchopMmawii 3 6e3nekn B NPOEKTi IHCTPYKLi ANs
MeAMYHOro 3acTocyBaHHA Ta pekoMmeHgauii PRAC.
Pestome MnaHy ynpaBniHHA pu3nkamn Bepcis 2.1
nopaetbes. 3Minu | Tuny - 3MiHK WoAo
6e3nekun/edhekTBHOCTI Ta thapMakoHarniagy. 3miHa
Y KOPOTKiA XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOrO 3BiTy 3 6€3MeKM NiKapcbKoro 3acooby,
abo gocnimxeHb 3 6e3neky 3acTOCyBaHHSA
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
npoBefeHnX BigNoBiAHO A0 NAaHy nefiaTpuyHmX
pocnipkeHb (PIP) (iHWi 3MiHK). 3MiHX BHECEHO [0
IHCTPYKUIT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis: "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta
iHLWI BMAW B3aemogii", "OcobnmsocTi

3acTocyBaHHs", "3acTocyBaHHs y nepio BariTHOCTI

abo rogysaHHA rpyaat” (6esneka),

"Mepepo3ysaHHsa", "MobiyHi peakuii" BIANOBIAHO A0

OHOBJIEHOI iHChopMaLii LWoao 6e3nekn 3acToCyBaHHS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Aitoumx pevyoBUH. Takox A0 po3ainy "Mo6iyHi

peaxuii” BHeceHo iHhopmaLiito LWoA0 3BiTYBaHHS Npo
no6iyHi peaxuii. BBefeHHs 3MiH NpoTArom 3-x

MicAUiB nicnsA 3aTBepKeHHA.CynyTHSA 3MiHa- 3MiHK

oo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.

BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAaui peecTpavyjiiiHoro NocBig4YeHHs, BK/IOYaoum

AKWIA NOTOKEHWUI 3 KOMNETEHTHNM OPraHoM).
3asBHVKOM HalaHO OHOBMEHWI [NaH ynpasiHHA
pusmkamu Bepcisa 2,1. 3MiHY BHECEHO [0 YacTuH: |

«3arasibHa iHhopmauisi», || «Cneyudcikayis 3

6e3nekn» (Mogyni CVII «lgeHTrdikoBaHi Ta

NOTeHLiHI pu3nkn», CVIII «Pe3tome npobnem
6e3nekn»), V «3axoam 3 MiHimizauii pusmkis», VI

«Pestome nnaHy ynpasniHHA pusukamm», VII
«Jloaatkn» y 3B'A3Ky 3 TEXHIYHUMM NpaBkaMu Ta
OHOBJ/IEHHAIM iH(hopMaL,ii LLOAO PYTUHHKX 3aX04iB 3

MiHiMi3aLii pu3nKiB Ha MigcTaBi OHOBIEHOT
iHbopmaLii 3 6e3nekn B NPOeKTi IHCTPYKUIT ANs

Me[MYHOro 3actocyBaHHs. Pestome Mnany
ynpaB/iHHA pu3nkamu Bepcis 2.1 gofgaetbes. 3MiHu

| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTumui

nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKUII ANA MeAMYHOro 3aCToCyBaHHA Ha nigcTasi
perysisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBILHO
00 nnaHy negiatpuyHux gocnimpxkersb (PIP) (3MiHy

Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom). 3MiHW BHeCeHO A0 IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHA NikapCbkoro 3acoby Ao

po3giny "B3aemogisi 3 iHWNMM SliKapCbKUMU
3aco6amMu Ta iHWi BUAM B3aEMOZjit" BignoBigHo 4o
OHOB/EHOT iH(hopMaLlii LWoao 6e3neky 3acTocyBaHHS

[ilo4oi peyoBrHY heHobapbiTany. BeefeHHs 3MiH
npoTArom 3-x MicAUiB Mic/A 3aTBepmxeHHs.CynyTHA
3MiHa
- 3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(n) oo
3060B'A3aHb Ta YMOB BUfavi peecTpadliiHoro
nocBigyeHHs, BkoYaouy MNMnax ynpasniHHA
pu3nkamm (3acToCyBaHHA TEKCTY, KW NOTOAKEHNT
3 KOMMETEHTHVM OpraHom).

3asBHUKOM HafaHO OHOB/EHWIA [MnaH ynpasniHHA
pu3vkamu Bepcis 2,1. 3MiH1 BHECEHO A0 YacTuH: |

MnaH ynpaeiHHA pu3nKamu (3aCTOCyBaHHS TEKCTY,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
«3aranbHa iHdhopmadis», || «Cnevyudikauis 3

6e3nekn» (Moayni CVIl «lgeHTudikoBaHi Ta
NOTEHLUiHI pu3nkn», CVIII «Pe3tome npobniem
6e3nekn»), V «3axoam 3 MiHimizauji pusukis», VI
«Pe3tome nnaHy ynpaBniHHA pusnkamu», VII
«Jlogatkm» y 3B'A3Ky 3 TEXHIYHUMY NpaBkamu Ta
OHOBJ/IEHHAIM iHChopMaL,ii LLOA0 PYTUHHKX 3aX04iB 3

MiHimi3aLii pu3unkiB Ha nigcTasi OHOBNEHOT

iHchopmawii 3 6e3nekn B NPOeKTi IHCTPYKLi ANs

MeAMYHOro 3acTocyBaHHs. Pe3tome MnaHy

ynpas/iHHA pu3nkamm Bepcisa 2.1 gofaetbes. 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTKili XapakTepucTuui
niKkapcbKoro 3acoby, TEeKCTi MapKyBaHHA Ta
IHCTPYKLi 419 MeAUYHOro 3acToCyBaHHS Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNiMKEeHb, NPOBEeAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnigxernb (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHM BHECEHO A0 IHCTPYKUiT AN
MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMUK NiKapCbKUMKn
3acobamu Ta iHWi B1uAmn B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHs" BiANOBIAHO A0 OHOBMEHOI
iHchopmawii Lwoao 6e3nekn 3acTocyBaHHS AitoHOoi
peyoBVHM napaweTamon.

BBefeHHs1 3MiH npoTArom 3-x MicsuiB nicns
3aTBepmxeHHs. CynyTHS 3MiHa- 3MiHK o0
6e3nekn/edreKTMBHOCTI Ta thapmakoHarniagy.

BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta YMOB
BMAaui peecTpavyjiiiHoro NocBig4YeHHs, BK/IOYaoum
MnaH ynpaBniHHSA pu3nkaMu (3acToCyBaHHSA TEKCTY,
AKWIA NOTOKEHWUI 3 KOMNETEHTHNM OPraHoM).
3asBHVKOM HalaHO OHOBMEHWI [NaH ynpasiHHA
pusmkamu Bepcisa 2,1. 3MiHY BHECEHO [0 YacTuH: |

«3arasibHa iHhopmauisi», || «Cneyudcikayis 3

6e3nekn» (Mogyni CVII «lgeHTudikoBaHi Ta
NOTeHLiHI pu3nkn», CVIII «Pe3tome npobnem

6e3nekn»), V «3axoam 3 MiHimizauji pusmkis», VI
«Pestome nnaHy ynpasniHHA pusukamm», VII
«Jloaatkn» y 3B'A3Ky 3 TEXHIYHUMM NpaBkaMu Ta
OHOBJ/IEHHAIM iH(hopMaL,ii A0 PYTUHHMX 3aX04iB 3
MiHiMi3aLii pu3nKiB Ha MigcTaBi OHOBIEHOT
iHbopmawii 3 6e3nekn B NPOeKTi IHCTPYKUIT ANs
Me[MYHOro 3actocyBaHHs. Pestome Mnany
ynpaB/liHHA pu3rkamu Bepcis 2.1 oAaeTbCs. 3MiHN
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| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IHKEHb, MPOBEAEHNX BiAMNOBILHO
[0 nnaHy negiatpuyHux gocnigxkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHV BHeCeHO A0 IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3zinis "OcobmBOCTi 3acTocyBaHHS" Ta "lMobiyHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHopMaLi Woao
6e3nekn 3acToCcyBaHHA Ail0401 peYOBUHN
MeTaMi30ny HaTpito. BBeeHHS 3MiH NpPOTArom 3-X
MicsUiB nicnsa 3aTBepKeHHA.CynyTHA 3MiHa- 3MiHK
Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnagy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta YMOB
BMAaui peecTpayjiiiHOro NoCBigYeHHS, BKIOYaoym
MnaH ynpasniHHA pu3nkaMmu (3acTOCyBaHHA TEKCTY,
AKUIA NOTOKEHUIA 3 KOMNETEHTHUM OPraHoMm).
3asBHUKOM HafaHO OHOB/EHWIA [MnaH ynpasniHHA
pu3nkamu Bepcis 2,1. 3MiH1 BHECEHO A0 YacTuH: |
«3arasibHa iHthopmauin», || «Cneuudikauis 3
6e3nekn» (mogyni CVII «lgeHTudikoBaHi Ta
NOTeHLUiiHi pu3nkn», CVIII «Pe3tome npobnem
6e3nekun»), V «3axoau 3 MiHiMi3auii pu3nkis», VI
«Pestome nnaHy ynpasniHHA pusukamm», VII
«Jlofatkn» y 3B’A3Ky 3 TEXHIYHUMM NpaBkaMun Ta
OHOBJ/IEHHAM IHGhOpPMALLT LLLOA0 PYTUHHUX 3aX0L4iB 3
MiHiMi3aLjii pu3nKiB Ha NigcTaBi OHOBMEHOT
iHchopMmawii 3 6e3nekn B NPOEeKTi IHCTPYKLi ANs
MeAMYHOro 3acTocyBaHHs. Pe3tome MnaHy
ynpasniHHA pu3nkamu Bepcis 2.1 gogaeTbes.

MIKOBIT®

TabneTku, BKpUTI
060/10HKO10, Mo 15
Tabnetok y 6nictepi,
no 2 6nictepu y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BiANOBiAa/IbHWIA 3a
BUPOBHMUTBO "in
bulk", nepsuHHY

yNakoBKy, BTOPUHHY
ynakosky: KPKA,

n.40., HoBo mecTo,

CnoBeHis;

BiAnoBiganbHUIA 3a
KOHTpO~b cepii:

KPKA, a.4a., Hoso

mMecTo, CroBeHis;

BiANOBiAaIbHNIA 3a

CnoseHis/

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHWM BHECEHO Y
TEKCT MapKyBaHHA BTOPUHHOT YrakoBKM NiKapCbKoro
3acoby y n.8 AATA 3AKIHYEHHA TEPMIHY
MPUNOATHOCTI, a Takox y n. 17 IHWE Ta n.6 IHWE
NepBUHHOT YNakoBKW LLIOAO 1I0rOTUNY BUPOGHYMKA.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa 6yab-
AKOT YacCTVHW MaTepiany NepBUHHOI YNakoBKY, L0 He

6e3
peyenma

UA/8268/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KOHTPO/b Ta BUMYCK KOHTaKTy€E 3 rOTOBMM J1iKapCbKVIM 3aC060M
cepii: KPKA, a.4., (Hanpuknag, Konip KpULLEYOK 3 KOHTPO/IEM NEePLLIOro
Hoso mecTo, BiAKPUTTSA, KONIp KOAOBUX KiNeup Ha amnynax,
CnoseHis;

BiANoBiganbHUIA 3a
KOHTpPO~b cepii:
KPKA, a.4a., Hoso
mecTo, CroBeHis;
BiANOBIAa/IbHNIA 3a
KOHTpO/b cepii:
HN30X
(HauioHanbHi
nabopartopis 3a
3/paB'e, OKONE iH
XpaHo), CnoseHis

Tmny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-

€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro

KOHTeliHepa A1 rofokK (pi3Hi Buay nnacTmacw)

nikapcbkoro 3acoby) 3mMiHa nakyBasibHOro
marepiany, a came oIy anoMiHieBOT. HK
Hacnigok 3miHa Konbopy hosbrn. 3miHu | Tuny -
3MiHn 3 axocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro nNPoAYyKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BigNoBIgHOCTI
€Bponeiicbkil hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)e 3aTBepXeHOro BUpoOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBIAHOCTI
€sponelicbkoi dhapmakonei Ne R1-CEP 1999-057-
Rev 05 (3aTBeppxeHo: R1-CEP 1999-057-Rev 04)
ans A®l TiamiHy HiTparty Big, 3aTBEpIKEHOro
BMpo6Huka DSM Nutritional Products Ltd. 3miHu |
Tuny - 3miHn 3 skocTi. CepTuddikaT BignosigHOCTI/lIE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOro NpPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APIl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
MogaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1996-045 -
Rev 04 (3atBepmkeHo: R1-CEP 1996-045 - Rev 03)
onsa A®l Kucnota donieBa Bif BXe 3aTBEPAKEHOTO
BMpo6HMka DSM Nutritional Products Ltd. 3miHu |

cepTugikaT BiANOBIAHOCTI €BpONeichbkil
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI

mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans

(3MiHa, sika He BM/IMBAE Ha KOPOTKY XapaKkTepucTuky

[L0MOMIDKHOT peyoBMHM (CepTudpikaT BignoBigHOCTI
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 1996-078-
Rev 05 (3atBepmkeHo: R1-CEP 1996-078-Rev 04)
anst A®I Ackop6iHOBOT KUCNOTK Bif 3aTBEPAKEHOTO
BMpo6HMKka DSM Nutritional Products Ltd. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTugikaT BiAMNOBIAHOCTI €BpONechbkil
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkoi hapmakonei Ne R1-CEP 2004-267-
Rev 02 (3aTBeppxeHo: R1-CEP 2004-267-Rev 01)
ons A®| Kanbuito naHTOTEHaTy Bif, 3aTBEPAXEHOT0
BMpo6bHuKa DSM Nutritional Products Ltd. 3miHun |
Tuny - 3miHn 3 skocTi. CepTudikaTt BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUpPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt Bi4noBigHOCTI
€Bponeiicbkil hapmakonei) - OHOBMEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpOOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBiAHOCTI
€ponelicbkiii hapmakonei Ne R1-CEP 2004-110-
Rev 05 (3aTBeppxeHo: R1-CEP 2004-110-Rev 04)
onsa A®l HikoTuHamigly Big, 3aTBepKeHOro
BMpo6Huka LONZA GUANGZHOU NANSHA LTD.,
KW 3MiHMB Ha3By Ha LONZA GUANGZHOU
PHARMACEUTICAL LTD. 3MmiHu | TNy - 3MiHu 3
AKOCTI. [oTOBWIA Nikapcbkuii 3aci6. KOHTponb
[OMOMKHUX PeyoBMH. 3MiHa Yy meTodax
BUNPOGYBAHHSA ONOMIXHOI pe4OBUHU (HE3HAYHI
3MiHW Y 3aTBEPIKEHNX METoAax BUNPOOyBaHb)
OHOBJIEHHSI MeToAy BuUNpobyBaHHA TLX ans
iaeHTudiKaLii LONOMIKHOI pevoBUHU 6apBHIUK
6naknTHWIA iHauroTuH (E 132) 3a nokasHukom
«lgeHTudpikauisi». 3miHn | TNy - 3MiHM 3 SKOCTI.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
['oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb AOMOMIKHUX
peyoBWH. 3MiHa Yy MeTofax BUNPOOYBaHHS
[LOMOMDKHOT pEYOBUHW (HE3HAYHI 3MiHN Y
3aTBEpPMKEHNX METOAAxX BUNPOOYBaHb) OHOB/IEHHS
mMeToay BunpobyBaHHa TLX ans igeHTudikauii
[OMNOMDKHOI pe4OBWHM 6apBHVK XXOBTUI 3axif
253. | NIPAUETAM- | Tabnetku no 400 wmr; MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/3225/01/02
OAPHULUA no 10 TabneTtok y "®apmaueBT "®apmMaueBTUYHA | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenmom
KOHTYPHIi nuyHa thipma ipma "AapHuus" BignosigHocTi/l E-cepTudikar BignosigHoOCTI
YapyHKOBIl "OapHuus” €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
ynakosLi; no 3 noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KOHTYPHI YapyHKOBI BigNoBigHICTL 40 MOHorpadii 4PY abo
ynakoBKW y navu €Bponeiicbkoi hapmakonei, abo iHWOoi HauioHa/IbHOI
hapmakonei gepxasu €C (iHLWi 3MiHM) 3MiHW Ha
[0MNOMDXHY pe4YOoBMHY MarHito cteapart, a came
npveefeHHs po3sginis 3.2.P.4.1 ta 3.2.P.4.2 fo
BMMOT Aito4oi pefakuii moHorpacii €® "Magnesium
Stearate”, a Takox BUMOT Ta pekoMmeHgauii 4dY, 3a
nokasHukamu: "KUCnoTHIiCTb abo NyXHIiCTb",
"KinbkicHe BU3Ha4eHHs"
254. | NIPOEKT TabneTkn, BKPUTI HOBE/ TypeuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHK 3a He UA/20090/01/01
NNiBKOBOO INIAY CAHAI a CAHAI BE | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyennmom | nidssieae
060/10HKOI0, No 200 BE TIIKAPET A.LL. thapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTui
Mr, Mo 28 TabneTok TIIKAPET NiKapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
y 6nicTepi, no 9 A.LL. IHCTPYKUIT ANA Me4MYHOro 3aCTOCyBaHHA Ha nigcrasi
6nicTepis y perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
KapTOHHI ynakoBui nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiliinii nepiog, abo sk pesynbTar
OL,iHKM 3BiTY 3 AOCAiMKEHb, NPOBEAEHMX BigNOBIgHO
[0 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHM BHECEHO A0 IHCTpYKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainis: "Oco6AnBOCTI 3acTocyBaHHSA" Ta "MNob6iuHi
peakuii” Wwogo 6e3nekn 3acTocyBaHHs Aitoyoi
peyvoBUHM MipgheHifoH BiANOBIAHO A0 pekoMeHAaLii
PRAC. BeefieHHs1 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA
255. | NNATOIPII® | TabneTku, BKPUTI TOB Ykpaina BUPOBHMLTBO, YkpaiHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: 3MiHU 3a UA/11433/01/01
060/10HKOI0, N0 75 "TNEAPAP nepsuHHe IHAiA | TNy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
Mr, no 14 Tabnetok M ATAO" nakyBaHHs, 3MiHu y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
y 6nicTepi; no 2 abo BTOPVHHE [00aTKOBOI Ai/TbHUL BUPOGHULTBA A1 YACTUHU abo
no 4 abo no 6 nakyBaHHs, BCbOr0 BUPOBHNYOrO NPOLLECY FOTOBOIO JiKAPCbKOro
6nicTtepiB y KOHTPO/b SKOCTI, 3aco6y (AinbHMLSA, Ha SKi NPOBOAATLCA OyAb-AKi
KapTOHHIA ynakoBLi BUNYyCK cepil BMPOGHMYI CTagji, 3a BUHATKOM BUMYCKY CEpil,
abo KOHTPOJIH0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOIO

BTOPUHHE

nakyBaHHs, 41151 HECTEPW/IbHMX JTiKapCbKMX 3ac006iB).
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nakyBaHHs, CynyTHS 3MiHa- 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
KOHTPO/b AKOCTI, 3aci6. 3MiHM y BUPO6HULTBI. 3aMiHa abo BBeAEHHS
BMNYyCK cepii [04aTKOBOT AiNbHUL BUPOGHMLITBA A/19 YaCTUHN abo
npoaykuii i3 in bulk: BCbOr0 BMPOGHMYOro MPOLLECy roTOBOrO JliKapCbKoro
TOB "KYCYM 3aco06y (ZiNbHULA A5 BTOPUHHOIO NakyBaHHS).
PAPM", CynyTHSA 3miHa- 3MiHW 3 AKOCTi. [OTOBWIA Nikapcbkumii
YkpaiHa, 3aci6. 3MiHM y BUpO6bHULTBI. 3amiHa ab0o BBEAEHHS
a6o [0[aTKOBOT AiNbHUL BUPOBHULITBA A/191 YaCTUHN abo
BMPOGHMLTBO, BCbOr0 BMPOGHMYOro MPOLLECY rOTOBOTO J1iKapCbKOro
nepBUHHE 3aco6y (AinbHMLA AN NePBUHHOTO NaKyBaHHS).
nakyBaHHs, BBefeHHA asibTepHaTUBHOIO BUPo6HMKa KYCYM
BTOPVHHE XENTXKEP NBT NTA, IHAis BignosigaibHoro 3a
nakyBaHHs, BMPOGHMLTBO in bulk 3 MeTo 36inbLIEHHS 06’eMIB
KOHTPO/b AKOCTI, BUPOGHMLUTBA NPOAYKLii. BBEAEHHS 3MiH NPOTAroM
BWMYCK cepii 6-TV MicALIB NicnsA 3aTBEpAKEHHSA. 3MiHu | Tvny -
a6bo 3MiHK 3 SKOCTi. F0TOBMIA NiKapCbkuii 3aci6. 3MiHW y
BUPOGHMLTBO BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo

npogykuii in bulk:
KYCYM XENTXKEP
MNBT NTA, IHAis

CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKa, LLO BiANOBILAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkatovaroum
KOHTpO/b/BMNpOGYyBaHHSA cepii. BBeaeHHS
anbTepHaTMBHOIO BUpo6HUKa KYCYM XENTTXKEP
MBT NTA, IHAis BignoBigabHOro 3a BuNycK cepii,
BK/1O4AI0UM KOHTPO/Ib SAKOCTi 3 METOH ONTUMi3aLii
BMPOOHULTBA. 3MiHW BHECEHI B iIHCTPYKL,iO AN
MEeAMYHOrO 3aCTOCYBaHHS MiKapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLie3HaxomKeHHs
BMPOGHMKa Ta 0oro agpecn Micus NpoBaKeHHs
LiSNbHOCTI" Ta SIK HACNiA0K 3aTBEPAKEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby Ans
[00aTKoBOro BUpPo6HMKa. BBEAEHHA 3MiH MPOTAroM
6-TV MicALIB NicnsA 3aTBEpAKEHHSA. 3MiHu | Tvny -
3MmiHK 3 SKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3MiHa po3mipy
yMakoBKM FOTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHN).
BBefeHHs foAaTKoBOI ynakoBku y chopmi in bulk,
3aTBEPAXKEHO:
ynakoBka: no 14 Tabnetok y 6nictepi. Mo 2 a6o no 4
abo no 6 6nicTepiB y KAPTOHHIl yNakoBLji pa3om 3
IHCTPYKLEI0 ANS MeANYHOrO 3aCTOCYBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULLTBI.
3MiHa po3mipy cepii (BK/ItoYaoun gianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby (36iNbLeHHs [0
10 pasiB NOPIBHAHO i3 3aTBEPAKEHNUM PO3MIPOM).
36inbLUeHHsA po3mipy cepii, 3aTBepaXeHo: Po3mip
cepii ans BupobHuka TOB "KYCYM ®APM"
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

100 000 Tabnetok; 200 000 Tabnetok; 600 000
TabneTok; 3anponoHoBaHo: Po3mip cepii gns
BMpob6HUka TOB "KYCYM ®APM", YkpaiHa
100 000 Tabnetok; 200 000 Tabnetok; 600 000
TabneTtok; po3mip cepii ans BupobHuka KYCYM
XENTXKEP MBT NTA, IHgis 1000 000 TabneTok.
3MiHu | TURY - 3MiHK Wopao 6e3nekn/ed)eKTUBHOCTI
Ta papmakoHarnagy (iHwi 3miHM). OHOBEHHSA
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby y
n. "IHWE" yTouHeHHs iHhopMalLii Lwoao orotuny
BUPOGHMKA. BBEEHHS 3MiH NPOTArOM 6-TW MicALiB
nicns 3atBepkeHHs. 3MiHv | Tuny - 3MiHM 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3amiHa abo BBeleHHA A04aTKOBOT AiNbHULI
BMPOGHMLTBA A4/15 YACTUHM abo BCbOrO BUPOGHMNYOTO
npoLiecy rotToBOro NikapcbKoro 3acoby (4inbHULA
[N BTOPUHHOTO NakyBaHHs1). BBeaeHHA
aNbTepHaTMBHOIO BUpobHMKa TOB "KYCYM ®APM",
LLIO 37i/iCHIOE BTOPMHHE MakyBaHHSA NPOAYKLT i3 in
bulk, BurotosneHoi Bupo6bHuKkom KYCYM
XENTXKEP NBT T4/ KUSUM HEALTHCARE PVT
LTD B IHAji y 3B’A3Ky 3 BAPOOHMUMMMK NOTpebamu.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHU 3 AKOCTI.
["oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHa iMnopTepa/3MiHu, WO CTOCYTbCS BUMYCKY
cepii Ta KOHTPOIO SIKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHA BUPOOHNMKA, LLIO
BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepir) -
Bkntoyaroun KOHTPONb/BMNPOGYBaHHS cepii.
BBefeHHs anbTepHaTUBHOIO BUpo6Huka TOB
"KYCYM ®APM" BignoBifasbHOro 3aKOHTposb
AKOCTI Ta BUNyCK cepii npoayku,i i3 in bulk.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS.

256.

NNATOIPIN®

TabneTkn, BKPUTI
060/10HKO0, No 75
mr, in bulk: Ne1820
(14x130): no 14
TabneTok y 6nictepi;
no 130 6nictepiB y
KapTOHHI/ KopoobLi

TOB
"TNELPAP
MATO"

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CurcTema KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv rOTOBOrO MiKapCbKoro 3acoby
(iHWi 3miHV). BBEAEHHA 00AAaTKOBOT YyNakoBKU Y
doopmi in bulk. BBeAeHHS 3MiH NPOTAromM 6-Tu
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBHULTBI. 3MiHa po3Mmipy cepii (BkYaum
[iana3oH po3Mipy cepii) roTOBOro /likapCbKoro
3aco6y (36inbweHHsA Ao 10 pasiB NOpiBHSAHO i3
3aTBEPLXKEHM PO3MIpOM). 36iMbLLIEHHS PO3MIPY
cepii. 3aTBepXeHo: po3mip cepii AN BUPO6HMKa

UA/20484/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

TOB "KYCYM ®APM": 100 000 Tabnetok; 200 000
Tabnetok; 600 000 TabneTokK, 3anponoHOBaHo:
po3wmip cepii gns BupobHuka TOB "KYCYM ®APM",
YkpaiHa: 100 000 Tabnetok; 200 000 Tabnetok; 600
000 Tabnetok; po3mip cepii ans supobHuka KYCYM
XENTXKEP MBT NTA, IHAia: 1000 000 TabneTok.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS.

257.

NMPAOAKCA®

Kancynu TBepai no
75 wr: no 10 kancyn
y 6nicTepi; no 1 abo
3, abo 6 bnicTepiB y
KapTOHHIA Kopoo6Li

BepiHrep
IHrenbxanmv
IHTepHeLwHN

m6X

HimeyuuH
a

BepiHrep
IHrenbxaim ®apma
M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy. 3miHa 4actoT Ta/abo TepMIHIB
NnoJaHHs perynsipHO OHOB/HOBAHMX 3BITIB 3 6e3nekn
nikapcbKnx 3acobiB - 3MiHM Y YacToTi Ta gaTtax
NoAaHHsA perysiipHo OHOBJIIOBAHOIO 3BITY 3 6e3neku.
[itoua pepakuin: Yactota nogaHHsA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku 1 pik. KiHueBa gata
LN BKOYEHHA aaHux o PO3B - 18.03.2023 p.
[ara nogaHHs - 27.05.2023 p. lNponoHosaHa
pefakuis: Yactota nogaHHs perynspHo
OHOB/OBAHOTO 3BITY 3 6e3nekn 3 poku. KiHuesa
pata ansa skoyveHHs gaHux o PO36 - 18.03.2026
p. JaTta nogaHHs - 16.06.2026 p. PekomeH[0BaHO
[0 3aTBEPKEHHS Bi4NOBIAHO A0 NepioANYHOCTI
NnoJaHHs perynsipHO OHOB/HOBAHKX 3BITIB 3 6e3nekn
nikapcbkunx 3acobis y €C.

UA/10626/01/01

258.

NMPAAAKCA®

Kancynu Teepgi no
110 mr: no 10
Kancyn y 6nictepi;
no 6 6nictepis y
KapTOHHI KOpooLyi

BepiHrep
IHrenbxaim
IHTEpHeLwHN

6X

HimeyuuH
a

BepiHrep
IHrenbxanm ®apma
v6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHix maTtepianis: 3MiHu
| TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa 4YacToT Ta/abo TepMiHiB
NoAaHHA PerysiipHo OHOBJ/IIOBAHUX 3BITiB 3 6e3nekn
NiKapCbKnx 3aco6iB - 3MiHM Y 4acTOTi Ta garax
NoAaHHs perysisipHo OHOBJIHOBAHOTO 3BITY 3 Ge3MneKu.
[itoya pepakuis: Yactota nofaHHsA perynsipHo
OHOB/OBAHOTO 3BITY 3 6e3nekn 1 pik. KiHueBa gata
AN BKOYEHHA aaHux o PO3B - 18.03.2023 p.
[ara nogaHHs - 27.05.2023 p. lNponoHoBaHa
pefakuis: YactoTa nogaHHs perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn 3 poku. KiHuesa
pata ans sknoyeHHs gaHux o PO36 - 18.03.2026
p. Aata nogaHHs - 16.06.2026 p. PekomeHA0BaHO
[0 3aTBEPKEHHS BiNOBIAHO A0 NepioANYHOCTI
NoAaHHA PerysiipHo OHOBJ/IIOBAHMX 3BITiB 3 6e3neku
nikapcbknx 3acobis y €C.

3a
peuyenmom

UA/10626/01/02

259.

NMPALAKCA®

Kancysv TBepgi no
150 wmr, no 10
kancyn y 6nictepi,
no 3 abo no 6
6nictepiB y
KapPTOHHI KOpooLyi

BepiHrep
IHrenbxaiim
IHTEepHeLwHN

M6X

HimeyuuH
a

BepiHrep
IHrenbxaiv ®apma
v6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa 4yacToT Ta/abo TepMiHiB
nofAaHHA perynsapHO OHOB/IIOBAHMX 3BITIB 3 6e3nekn
NiKapcbKnx 3acobiB - 3MiHM Y 4acTOTi Ta gaTax
nofaHHA perynspHO OHOBJ/IKOBAHOIO 3BITY 3 6e3neKw.

3a
peyenmom

UA/10626/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
[itova pepakuis: Yactota nofaHHA perynspHo
OHOB/OBAHOIO 3BITY 3 6e3nekn 1 pik. KiHueBa gata
[N5 BKIOYeHHA AaHux go PO3B6 - 18.03.2023 p.
[ata nogaHHs - 27.05.2023 p.; MponoHoBaHa
pepakuis: Yactota nogaHHa perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn 3 poku. KiHuesa
pata ansa BktoYeHHs gaHux go PO36 - 18.03.2026
p. AaTta nogaHHs - 16.06.2026 p. PekomeHa0BaHo
[0 3aTBEPAKEHHS BifMoBigHO A0 NepiogNYHOCTI
nofAaHHA PerynspHO OHOB/IIOBAHMX 3BITIB 3 6e3nekn
nikapcbknx 3acobis y €C.
260. | MPEBEHTOP | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/17500/01/01
NNiBKOBOO "®PapmaueBT "GapmMaueBTUYHa | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10, Mo 10 n4yHa hipma ipma "JapHuus” 3MiHM Y BUPOOHULTBI. 3MiHM Y NpoLeci BUPO6HMLTBA
mr, no 10 TabneTok "NapHuus" rOTOBOrO JliKapCbkoro 3acofby, BKIYaym
Y KOHTYpHiIl MPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCA NPN
YapyHKoBIl BMPOBHULTBI FOTOBOrO /iKapCbKoro 3acoby (iHLwi
ynakosLi, no 3 abo 3MiHM) 3MiHM A0 NpoLecy BUPOBHNLTBA, YTOYHEHHS
N0 9 KOHTYPHUX Ta pefakLiliHi NpaBkW, a camMme OHOBJIEHHS PO34iny
YapyHKOBUX BMpo6HuYoro npouecy 3.2.P.3.4. KoHTponb
yMakoBOK B mauLi KPUTUYHMX CTaAii | NPOMDKHOT NPOAYKLT y 3B'A3KY 3
OnTMMI3aL,i€lo TEXHOOMNYHOro NpoLecy, a came: Ha
cTagii 4 HaHeceHHs1 nNiBkOBOT 06010HKM 36i/bLLEHO
napameTp «BUTpaTa CycneHsii» ans nokpuTTa
TabneTku Ta He3HaYHI KOpUryBaHHA napameTpy
LIBUAKOCTI 06epTaHHA KOTNa; Takox GisbLu
JeTanizoBaHo BUPO6HMUMIA NpoLec A0AATKOBUM
napaMeTpoM LLOAO KOHTPOSIO CepeAHbOi Macu
TabneTtok, 6e3 3mMiHu npouecy BupobHUuUTBa J13
261. | MPEBEHTOP | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/17500/01/02
NNiBKOBOO "®apmauesT "®apmaueBTnyHa | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6. peyenmom
060/10HKO0, N0 20 n4yHa thipma ipma "AapHuua" 3MiHM Y BUPOGHULITBI. 3MiHW Y NpoLeci BUpobHULITBA
mr, no 10 TabneTok "OapHnuya™ roTOBOrO /ikapCbKoro 3acoby, BKIYaumn
Y KOHTYpHiIl MPOMIKHMI NPOAYKT, L0 3aCTOCOBYETLCA NPN
YapyHKoBili BMPOGHULITBI FOTOBOrO MiKAPCLKOro 3acoby (iHLi
ynakoBLi, no 3 abo 3MiHW) 3MiHM 40 NPOoLLecy BUPOOHMLTBA, YTOUHEHHS
no 9 KOHTYPHWX Ta pefakuiiiHi npaBkn, a came OHOB/IEHHS PO3Ainy
YapyHKOBUX BMpOGHUMYOro npouecy 3.2.P.3.4. KoHTponb
yNakoBOK B naui KPUTUYHKX CTagii i MPOMKHOT MPOAYKL,i Y 3B'513KY 3
ONTMMI3aL,i€l0 TEXHOMOMYHOro NpoLecy, a came: Ha
cTagii 4 HaHeceHHs nniBkoBoOi 060M0HKN 36iNbLUEHO
napameTp «BuTpara CycneHsii» A5 nokpuTTa
TabneTky Ta He3HayHI KOpUryBaHHA napameTpy
LUBWAKOCTI 06epTaHHA KOTNa; TakoxX GinbLu
AeTasizoBaHO BMPOGHMUNIA NpoLEeC A0AATKOBUM
napaMeTpoM LLOAO KOHTPOSIO CepeAHbOi Macu
TabneTok, 6e3 3MiHu npouecy BupobHuyTea /13
262. | MPErABIO® kancynu no 50 wmr; KPKA, a.4., CnoBeHis BMPO6HMUTBO "in CnoBeHis BHECEHHS 3MiH 10 PeeCTpaLiiHNX MaTepiasiB: 3MiHW 3a He UA/16153/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

no 14 kancyny
6nictepi; no 1, 2 abo
6 6nictepiB y
KapTOHHI Kopoo6Li

HoBo mecTo

bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis

| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3MiHM BHECEHO [0
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ain "MobivHi peaxuii” woao
BaX/IMBOCTI 3BITYBaHHS NPO NO6iYHI peakuil.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAXEHHS. - 3MiHM | TMNy - AgMiHICTpaTMBHI
3MiHU. 3MiHa Koy ATX - 3MiHV BHECEHO [0
IHCTPYKL|i 415 MeAUYHOr0 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3giny
"@apmakoTepaneBTnyHa rpyna. Kog ATX"
BiANOBIAHO [0 MikHapoaHoro knacudikatopa BOO3
(http://iwww.whocc.no/atc_ddd_index/). BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnagy. 3MiHu y KOpoTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeAUYHOro
3acToCyBaHHS reHepUYHUX/TiIBPUAHMX/6I0NO0AIGHMX
nNiKapcbKkunx 3acobiB Nic/is BHECEHHSA TiET camol 3MiHU
Ha pechbepeHTHMI1 NpenapaT (3MiHa He noTpebye
HafaHHSA XOAHVX HOBMX [AOAATKOBUX JAHKX) - 3MiHK
BHECEHO [0 iHCTPYKLIi 415 MeanyHoro
3aCTOCyBaHHS NikapCcbkoro 3acoby y po3ginm
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHi peakuii”
3riHO 3 iHhopmaLieto WoA0 MeanyHoro
3acTocyBaHHA pehepeHTHOro nikapcbKoro 3acoby
(Nipvka, kancynu no 50 mr, no 75 wmr, no 150 mr, no
300 mr). BBefieHHs1 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAKeHHs.

peyermom

niosisiecae

263.

MPErABIO®

Kancynu no 200 wmr;
no 14 xancyny
6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHIA KopooLi

KPKA, 4.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpONb cepii Ta
BWMNYCK Cepil:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis
KOHTpPO/b cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis

CnoBeHis

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHeCeHo A0
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby y po3ain "MobivHi peakuii” wono
BaXX/IMBOCTI 3BITYBaHHS Npo MobGiuHi peakw;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEPAXKEHHS. - 3MiHK | Tuny - AAMIHICTpaTUBHI
3MiHW. 3miHa kogy ATX - 3MiHM BHECEHO [0
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby Ao posgainy
"papmakoTepanesTuyHa rpyna. Kog ATX"
BiAMNOBIAHO 40 MKHapoaHoro knacudgikaropa BOO3
(http://www.whocc.no/atc_ddd_index/). BBegeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHM Wopao 6e3nekn/edieKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TeKcTi

3a
peyenmom

He
nionsieae

UA/16153/01/06




260

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3acToCyBaHHA reHepuYHNX/ribpnaHnx/6ionoaibHNX
NiKapCbKNx 3acobiB Nic/1 BHECEHHS TiET camoi 3MiHN
Ha pedhepeHTHW1 MpenaparT (3mMiHa He NoTpebye
HaJaHHA XOAHVX HOBKX A0AATKOBUX AAHKX) - 3MiHM
BHECEHO [0 IHCTPYKLii 418 MeanyHoro
3acToCyBaHHS NiKapcbKoro 3acoby y po3ginm
"Oco6nmBocTi 3acTocyBaHHA", "MobivHI peakuii”
3rigHo 3 iHhopMaLiero Woa0 MeanyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(Nipuka, kancynu no 50 mr, no 75 mr, no 150 mr, no
300 wmr). BBeAeHHS 3MiH NPOTAromM 6-Tu MicsiLiB
nicnsa 3aTBepKEHHS.

264.

NMPErABIO®

Kancynu no 225 wr;
no 14 kancyny
6nicTepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHI/ KopoobLi

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BUPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis
KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis

CnoBseHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO [0
IHCTPYKLUT ANA MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ain "MobivHi peakuii” wono
BaXX/IMBOCTi 3BiTyBaHHS Npo MobiyHi peakuji.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. - 3MiHW | TUNy - AgMiHiCTpaTMBHI
3MiHW. 3MiHa kogy ATX - 3MiHV BHECeHO [0
IHCTPYKLUT ANA MeAMYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby Ao posginy
"PapmakoTepanesTnyHa rpyna. Kog ATX"
BiANOBIAHO 40 MbkHapoaHoro knacudikatopa BOO3
(http://iwww.whocc.no/atc_ddd_index/). BeegeHHs
3MiH NPOTArOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
3MiHuM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHM y KOPOTKiiA
XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHS reHepuUyYHMX/ribpuaHux/6ionodibHnx
nNikapcbKnx 3aco6iB Nicns BHECEHHS TiEl camol 3MiHN
Ha pedpepeHTHWH Npenapar (3mMiHa He NoTpebye
HaZiaHHS XOAHMX HOBUX [OAATKOBUX AaHUX) - 3MiHN
BHECEHO [0 iHCTPYKLIT 415 MegnMyHoro
3acTocyBaHHA NikapcbKoro 3acoby y po3ainu
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHI peakuii”
3rifHO 3 iHhopmaLieto Wwo[0 MegnyHoro
3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(Nipuka, kancynu no 50 mr, no 75 wmr, no 150 mr, no
300 mr). BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepKEeHHS.

3a
peyenmom

He
nionsieae

UA/16153/01/07

265.

MPErABIO®

kancynu no 300 wmr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6nictepiB y

KPKA, 4.4.,
HoBo mecTo,
CnoBeHisn

CnoseHis

BMPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,

CnoBeHis

BHECEHHS 3MiH 40 PeeCTpaLiiHNX maTepiasliB: 3MiHW
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO [0
IHCTPYKUIi 4719 MeANYHOro 3aCTOCYBaHHS

3a
peyenmom

He
nionsicae

UA/16153/01/08
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI/ Kopoo6Li

KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
MecTo, CnoBeHis
KOHTPO/b cepil:
KPKA, a.4., Hoso
MecTo, CnoBeHis

nikapcbKoro 3acoby y po3ain "MobivHi peakuii” woao
BaX/IMBOCTI 3BITYBaHHS NPO NOGIYHI peakuil.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAXEHHS. - 3MiHM | TMNy - AgMiHICTpaTMBHI
3MiHU. 3MiHa Koy ATX - 3MiHV BHECEHO A0
IHCTPYKL|i 415 MeAUYHOr0o 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3giny
"@apmakoTepaneBTnyHa rpyna. Kog ATX"
BiANOBIAHO [0 MikHapoaHoro knacudikatopa BOO3
(http://iwww.whocc.no/atc_ddd_index/). BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnagy. 3MiHu y KOpoTKil
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MegUYHOro
3acToCyBaHHS reHepUYHUX/TiIGPUAHMX/6I0N0AIGHMX
nNiKapcbKkunx 3acobiB Nic/is BHECEHHA TiET camol 3MiHN
Ha pechbepeHTHMI1 NpenapaT (3MiHa He noTpebye
HafaHHSA XOAHVX HOBMX [AOAATKOBUX JAHKX) - 3MiHK
BHECEHO [0 iHCTPYKLIT 415 MeanmyHoro
3aCTOCyBaHHS NiKapCbkoro 3acoby y po3ginm
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakuii”
3riHO 3 iHhopmaLlieto WoA0 MeanyHoro
3acTocyBaHHA pehepeHTHOro nikapcbKoro 3acoby
(Nipvka, kancynu no 50 mr, no 75 wmr, no 150 mr, no
300 mr). BBefieHHs1 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAKeHHS.

266.

MPErABIO®

Karncynum no 75 mr;
no 14 xancyny
6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoseHisa

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpONb cepii Ta
BWMNYCK Cepil:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis
KOHTpO~b cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Mapwdpapm g.0.0.,
CnoseHis
BUPOBHMUTBO "in
bulk":
HiHréo MeHoBo
TiaHkaHr
PapmacboTUKaNC

CnoseHis/
Kutaii

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHeCeHo [0
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby y po3ain "MobivHi peakuii” wono
BaXX/IMBOCTI 3BITYBaHHS Npo MobiyHi peakw;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEPKEHHS. - 3MiHK | Tuny - AAMIHICTpaTUBHI
3MiHW. 3miHa kogy ATX - 3MiHM BHECEHO [0
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby Ao posgainy
"papmakoTepanesTuyHa rpyna. Kog ATX"
BiAMNOBIAHO 40 MKHapoAHoro knacudikaropa BOO3
(http://www.whocc.no/atc_ddd_index/). BBegeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MiHu | TURY - 3MiHK Wopao 6e3nekn/edieKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTkild
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3acToCyBaHHA reHepuYHNX/ribpuaHnx/6ionoaibHNX
NiKapCbKNX 3ac06iB Nic/19 BHECEHHSA TiEl camoi 3MiHM

3a
peyenmom

He
nionsieae
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

Ko., NTa., Kutait

Ha pedhepeHTHWi1 MpenaparT (3mMiHa He NoTpebye
HaJaHHSA XOAHMX HOBMX A0AATKOBUX AAHKX) - 3MiHM
BHECEHO [0 IHCTPYKLii 418 MeanyHoro
3acTocyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Oco6nmBocTi 3acTocyBaHHs", "MobivHI peakuii”
3rigHo 3 iHhopMaLjiero Woa0 MeanyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(Nipuka, kancynu no 50 mr, no 75 mr, no 150 mr, no
300 wmr). BBeAeHHS 3MiH NPOTArom 6-TW MicsiLiB
nicnsa 3aTBepKEHHS.

267.

NMPErABIO®

kancynu no 100 wmr;
no 14 kancyny
6nicTepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHI/ KopoobLi

KPKA, a.4.,
Hoso mecTo

CnoBeHisa

BUPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis

KOHTPO/b cepil:
KPKA, 4.4., Hoso
mMecTo, CrnoBeHis

CnoBeHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO [0
IHCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby y po3ain "MobivHi peakuii” wogo
BaXX/IMBOCTi 3BiTyBaHHS Npo Mo6iYHi peakwji.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS. - 3MiHW | TUNy - AgMiHICTpaTMBHI
3MiHW. 3miHa Koy ATX - 3MiHV BHECeHO [0
IHCTPYKLUT ANA MEANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao posginy
"@apmakoTepanesTuyHa rpyna. Kog ATX"
BiANOBIAHO A0 MbkHAapoaHoro knacudikatopa BOO3
(http://iwww.whocc.no/atc_ddd_index/). BeegeHHs
3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHM y KOPOTKiiA
XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHS reHepuyHMX/ribpuaHux/6ionodibHnx
NikapcbKunx 3aco6iB Nicns BHECEHHS TiEl camol 3MiHN
Ha pedhepeHTHWi NpenaparT (3mMiHa He NoTpebye
HaZiaHHSA XOAHMX HOBUX [OAATKOBUX AaHUX) - 3MiHN
BHECEHO [0 iHCTPYKLIT 415 MegnMyHoro
3acTocyBaHHA NikapcbKoro 3acoby y po3ainu
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHi peakuii”
3rifHO 3 iHhopmaLieto Wwo[0 MegnyHoro
3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(Nipuka, kancynu no 50 mr, no 75 wmr, no 150 mr, no
300 mr). BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepKEeHHS.

3a
peyenmom

He
nionsieae

UA/16153/01/04

268.

MPErABIO®

Kancynu no 150 wr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6nictepiB y
KapTOHHilA Kopoo6Li

KPKA, 4.4.,
HoBo mecTo

CnoseHis

BMPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUMNYCK cepil:
KPKA, a.4., Hoso

CnoseHis/
Kutaii

BHECEHHS 3MiH 40 PeeCTpaLiiHNX maTepiasiB: 3MiHW
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO [0
IHCTPYKUT A9 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ain "MobivHi peakuii” woao
BaXX/IMBOCTI 3BITYBaHHS NPo NobiyHi peakw;i.
BBegeHHs1 3MiH NPOTAroM 6-T1 MicsALUiB nic/s

3a
peyenmom

He
nionsicae
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KPKA, a.4a., Hoso
mecTto, CnoseHis

KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mecTo, C/10BeHis

nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Mapucpapm a.0.0.,
CnoBeHis

BaXX/IMBOCTI 3BITYBaHHS Npo MobiuHi peakw;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEPAKEHHS. - 3MiHK | Tuny - AAMIHICTpaTUBHI
3MiHW. 3miHa kogy ATX - 3MiHM BHECEHO [0
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby Ao posgainy
"papmakoTepanesTuyHa rpyna. Kog ATX"
BiAMNOBIAHO 40 MKHapoaHoro kiacudikaropa BOO3
(http://www.whocc.no/atc_ddd_index/). BBegeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edieKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3acToCyBaHHA reHepuYHNX/ribpuaHnx/6ionoaibHNX
NiKapCbKNx 3acobiB Nic/11 BHECEHHSA TiET camoi 3MiHN
Ha pedhepeHTHWIT MpenaparT (3MiHa He NoTpebye
HaJaHHSA XOAHMX HOBMX [0AATKOBUX JAHKX) - 3MiHM

BHECEHO [0 IHCTPYKLIi 418 MeAnyHOro

Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
MecTo, CnoBeHis 3aTBEPXEHHS. - 3MiHM | TMNy - AgMiHICTpaTMBHI
3MiHU. 3MiHa Koy ATX - 3MiHV BHECEHO [0
KOHTpPO~b cepii: IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
KPKA, g.4., HoBo nikapcbKoro 3acoby [0 po3giny
MecTo, CnoBeHis "@apmakoTepaneBTnyHa rpyna. Kog ATX"
BiANOBIAHO [0 MikHapoaHoro knacudikatopa BOO3
nepBUHHE Ta (http:/iwww.whocc.no/atc_ddd_index/). BBegeHHs
BTOPVIHHE 3MiH NPOTArOM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
nakyBaHHs: 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Mapwdpapm g.0.0., Ta dpapmakoHarnagy. 3MiHu y KOpoTKii
CnoBeHis XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MegUYHOro
BMPOGHMLTBO "in 3acToCyBaHHS reHepUYHUX/TiIGPUAHMX/6I0N0AIGHMX
bulk™: nNiKapcbkunx 3acobiB Nic/is BHECEHHA TiET camol 3MiHN
HiHréo MeHoBo Ha pechbepeHTHMI1 NpenapaT (3MiHa He noTpebye
TiaHkaHr HafaHHSA XOAHVX HOBMX AOAATKOBUX JAHKX) - 3MiHK
dapmMacbloTuKasIc BHECEHO [0 iHCTPYKLIT 415 MeanmyHoro
Ko., NiTa., Kutaii 3aCTOCyBaHHS NiKapCcbkoro 3acoby y po3ginm
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakuii”
3riHO 3 iHhopmaLlieto WoA0 MeanyHoro
3acToCcyBaHHA pehepeHTHOro nikapcbKoro 3acoby
(Nipvka, kancynu no 50 mr, no 75 wmr, no 150 mr, no
300 mr). BBefieHHs1 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAKeHHS.
269. | MPErAbIO® Kancynu no 25 mr; KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 3a He UA/16153/01/01
no 14 kancyny HoBo mecTo bulk", nepsrHHe Ta | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nidssieae
6nicTepi; no 1, 2 abo BTOPUHHE thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHeCeHo A0
6 6nicTepiB y nakyBaHHs, IHCTPYKLiT A/19 MeANYHOr0o 3aCTOCYBaHHSA
KapTOHHIA KopooLi KOHTpONb cepii Ta nikapcbKoro 3acoby y po3ain "MobivHi peakuii” wono
BWMNYCK Cepil:
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3acTocyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Oco6nmBocTi 3acTocyBaHHA", "MobivHI peakuii”
3rigHo 3 iHhopMaLjiero Woa0 MeanyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(Nipuka, kancynu no 50 mr, no 75 mr, no 150 mr, no
300 wmr). BBeAeHHS 3MiH NPOTArom 6-TW MicsiLiB
nicnsa 3aTBepKEHHs.
270. | MPECTAPIYM | Tabnetku, BKpUTI ne dpaHuis Nab6opaTtopii Ceps'e PpaHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHK 3a UA/1901/02/01
® 10 MI N1iBKOBOIO NABOPATY IHpacTpi, PpaHuis; IpnaHgis | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
o060n0oHkoto, no 10 AP CEPB'E€ Ceps'e (IpnaHgis) thapmakoHarnsgy. BeegeHHs abo 3miHv 4o
mr, no 14 a6o no 30 IHpacTpic Nita, y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
TabneTok y IpnaHgjs (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
KOHTeliHepi ans thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
Tabnetok; no 1 BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTeliHepy Ans KOHTaKTHOI 0co6u 3 thapMakoHarnsgy 3asBHVKa 415
TabneTok y Kopoobui 3piicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
3 KapTOHY BigMiHHa Bif, yNOBHOBaXEHOI 0C06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyaroun
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-
(paiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsag.
[itova pepgakuis: Luc Feldmann / Jliok ®enbaMaHH.
MponoHoBaHa pegakyis: Fairouz Smail-Aoudia /
daiipy3 Cmain-Aygia.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BignoBiganbHOT 3a hapmakoHarnsg,
3MiHa MicLe3HaxoMkeHHs MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa mMicus 34iiCHEeHHS
OCHOBHOI fiSi/IbHOCTi 3 ddapmakoHarnsgy.
271. | NPECTAPIYM | Tabnetku, BKpUTI ne ®paHuin Na6opaTtopii Ceps'e PpaHuia/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 3a UA/1901/02/02
® 2,5 MI NiBKOBOIO NABOPATY IHpacTpi, PpaHuis; IpnaHgis | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTBHOCTI Ta peyenmom
060/10HKOH, M0 2,5 AP CEPB'E€ Ceps'e (Ipnangis) hapmakoHarnsgy. BeegeHHs abo 3miHM go

mr, no 14 a6o no 30
Tabnetok y
KOHTeliHepi gns
Tabnetok; no 1
KOHTelHepy ans
TabneTok y kopobui
3 KAPTOHY

IHpacTpic NTa,
Ipnangis

y3arasibHeHUX JaHnx npo cuctemy dapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
hapmakoHarsagy, 3MiHa yNnoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 thapMakoHarnsgy 3asBHuKa A1
3[iiCHEHHST chapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 34ilicCHEHHA dhapmakoHarnsgy (Bkaoyaouu
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
(paiina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOI 0CO6U 3asiBHKKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
[itova pepakuis: Luc Feldmann / Jliok ®enbamaHH.
MponoHosaHa pepakuis: Fairouz Smail-Aoudia /
daiipy3 Cmain-Aygia.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0CO6YU
3as1BHVIKa, BignoBigabHOI 3a hapMakoHarnsg.
3MiHa MicLe3HaxoMKeHHs macTep-daiina cuctemm
thapmakoHarnsgy. 3miHa Micus 34iCHEeHHS
OCHOBHOI AisiNIbHOCTI 3 hapmMakoHarnsay.
272. | NPECTAPIYM | Tabnetku, BKpUTI ne PpaHuis Na6opaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHN 3a UA/1901/02/03
®5MrIr NNiBKOBOO NABOPATY IHOacTpi, ®paHuis; IpnaHgis | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
060s0HkKot0, No 5 mr, | AP CEPB'E Ceps'e (IpnaHgis) thapmakoHarnsgy. BeegeHHs abo 3miHn go
no 14 a6o no 30 IHgacTpic iTa, y3araJlbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
TabneTok y Ipnangis (BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
KOHTEeliHepi ans hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Tabnetok; no 1 BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnagy;
KOHTelHepy ans KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3assHuKa Ans
TabneTtok y kopoobui 3piicHeHHs1 chapmakoHarnsgy B YkpaiHi, K0 BOHA
3 KapTOHY BiAMIHHA Bif YNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
YMOBHOBaXXEHOT 0C06M 3aABHWKA, BifMNoBiga bHOI 3a
hapmakoHarnsag.
[itoua pegakuis: Luc Feldmann / /llok ®enbamaHH.
MponoHoBaHa pepakuis: Fairouz Smail-Aoudia /
dalipy3 Cmain-Aygia.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0Co6U
3asBHVIKa, BifNoBigas/IbHOI 3a hapMakoHarnsag.
3MiHa MicLe3HaxoMKeHHs1 MacTep-halina cucremu
thapmakoHarniagy. 3miHa Micus 34iNCHEHHS
OCHOBHOI AiSIbHOCTI 3 hapMakoHarniagy.
273. | NMPIOPUKC- niodpinizoBaHuii nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHK 3a UA/16549/01/01
TETPA NOpOLLOK AaNs KnsiiH BputaHis Bionogpxkikans C.A. Il TMRy - 3miHM 3 sikocTi. A®I. Bupo6bHMUTBO. 3MiHM B peyenmom
KOMBIHOBA iH'exuili; 1 cpnakoH 3 Ekcnopt npoteci Bupo6HuuTea A®| (3mMiHa cToCcyeTbCA
HA NOPOLUKOM Y Nivitep aKTUBHOI peYoBUHU 6i0NOrIYHOro/iMyHOOMNYHOro
BAKUVHA KOMNJIEKTi 3 NMOXOMKEHHS 260 BUKOPUCTaHHS XiMiuHMX ADI y
ansa PO34MHHMKOM (BOAA BMPOOHMLTBI NiKapcbKoro 3acoby
MPO®INNAKT Ans iH’ekuiid) no 0,5 6i010r4HOro/iMyHOONYHOTO NMOXOLKEHHS, SiKa MOXe
WKW KOPY, mn (1 gosa) y MaTy 3Ha4YHWIA BNMB Ha SKICTb, 6e3neky Ta
EMNIAEMIYHO | nonepegHbOo eheKTBHICTb NiKapCcbKOro 3acoby, i He CTOCYETbCSA
ro HarnoBHeHOMY NpoTOKO/Y) 3aMiHa TPUMNCKUHY TBAPUHHOIO
MAPOTUTY, wnpwyi (y KOMnaekTi noxogkeHHs (porcine trypsin) (pTrypsin) Ha
KPACHYXWU 3 [iBOMa rosikamu TPWUMNCWH, OTPUMaHW 3a LONOMOroK TEXHOOTI|
TA BITPAHOI | a6o 6e3 rosok) a6o pekomb6iHaHTHOT IHK (rTrypsin) gns BupobHuuTea
BICNH, y amnynax y NPOMIXXHOr0 MPOAYKTY OAHOB&/IEHTHOrO NapatuTy
XXUBA BaKyyMHili (Monovalent Mumps Bulk) Ha BUpoGHUUiil AinbHULI B
ATEHYNOBA | cTepunbHiii M. Map6ypr, HimeuunHa
HA ynakoBLi; no 1

BaKyyMHili
CTepu/bHIi ynakoBLi
Y KQPTOHHIlA KopobL;
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

1 donakoH 3
NOPOLLKOM Y
KOMMEKTi 3
pO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
mn (1 gosa) y
nonepegHL0
HarnoBHEHOMY
LINpULi Yy BaKyyMHIiA
CTepUnbHIl
ynakosLi; no 1
BaKyyMHiii
CTEPW/IbHIl yNakoBLi
Y KapTOHHIi1 kopobuy;
1 donakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
mn (1 gosa) B
amny”ni y BakyyMHii
CTepUnbHIl
ynakosLi; no 1
BaKyyMHiii
CTEPW/IbHIl yNakoBLi
Y KapTOHHIil kopobui

274,

NMPOTA®AH®
HM

cycneHsis ans
iH'ekui, 100 MO/mn;
no 10 mn y dnakoHi;
no 1 donakony B
KapTOHHIA KopooLi

A/T HoBo
Hopgaick

[JaHis

Brpo6HMK
Hepo3dacoBaHOro
NpOAYKTY,
HarnoBHEHHS B
dhnakoHu, neperHHa
ynakoBKa, KOHTPO/b
AKOCTI Ta
BiANOBiAa/IbHWIA 3a
BUMNYCK Cepiit
KIHLLEBOro NpoAyKTY:
A/T Hoso Hopgick,
[JaHis; BUpobHuk
NpoAyKUii 3a NOBHUM
uukiom: Hoso
Hopgaick
MpogatokcboH CAC,
®paHLis; BupobHumk
AN MapkyBaHHs Ta
yNaKkoBKMN (h/1aKkoHiB,
BTOPVHHOIO
nakyBaHHs: A/T
Hoso Hopagick,

[Nanis/
®paHuin

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
Il TNy - 3MiHK 3 AkocTi. A®Il. BupobHULTBO. 3MiHK
BMNPO6YBaHb ab0 AONYCTUMUX MEX Y npoueci
BMPOGHMLTBA ADI, L0 BCTAHOBMEHI Y
cneumdikauisix (BUIy4YeHHs BUNpobyBaHHA B
npoLieci BUPOGHMLITBA, L0 MOXEe MaTu iCTOTHWIA
B/IMB Ha 3arayibHy skicTb ADl) BuganeHHs Tecty
nnasMigHunx nepebynos (FM-B9501), wo
3aCTOCOBYETLCA Ha eTani hepMeHTauii B NpoLeci
BVMPOGHMLTBA AjH040I PEHYOBUHM IHCY/TiHY NIIOACHKOTO.
3MiHu Il Tuny - 3MiHn 3 skocTi. A®l. BUpo6HMLTBO.
3MiHV BUNpOoGYyBaHb abo A0NYyCTUMUX MEX Y npoLeci
BMPOGHMLTBA ADI, L0 BCTAHOBMEHI Y
cneumdikauisix (BUIy4YeHHs BUNpobyBaHHA B
npoLieci BUPOGHMLITBA, L0 MOXEe MaTu iCTOTHWIA
B/IMB Ha 3aranbHy skicTb A®l) BuganeHHs Tecty Ha
heHoTun (FM-5000), L0 3aCTOCOBYETLCA Ha eTani
hepmeHTauji B npoueci BUpobHMLUTBa AitoHol
PEYOBUHM iHCYTIHY NOACHKOTO

3a
peyernmom

UA/2700/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
[aHis
275. | MPOTA®AH® | cycneHsia ans A/T Hoso [Janis Brpo6Huk [anisa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK 3a UA/12613/01/01
HM MNEH®PIN® | iH ekuili, 100 Hopgaick Hepo3dacosaHoro PpaHuis/ Il Tvny - 3MiHK 3 AkocTi. A®l. BUpobHULTBO. 3MiHK peyenmom
MO/mn; no 3 mny NpOAYyKTY, Bpasunis BMNpOoGYyBaHb abo AOMYCTUMUX MeX Y NPOLLECi
KapTpuaxi; no 5 HanoBHEHHSA B BUpPO6HMLTBA ADI, LLLO BCTAHOB/EHI Y
KapTpuaxis y MeHdin®, nepBuHHa cneumdikauisx (BUIy4YeHHs BUNpobyBaHHSA B
KapTOHHI KOpo6Li ynakoBKa, KOHTPO/Tb npoueci BUPOGHMLTBA, L0 MOXe MaTu iCTOTHWIA
SAKOCTi Ta B/IMB Ha 3arasibHy skicTb A®Il) BuganeHHs tecty
BiANOBiAa/IbHWIA 32 nnasmigHux nepedygos (FM-B9501), wo
BWMNYCK Cepiii 3aCTOCOBYETLCA Ha eTarni hepMeHTauii B NpoLeci
KiHLLEBOrO MPOAYKTY: BUPOGHMLTBA Ait040I PEYOBUHM IHCY/iHY STIOACHKOro.
A/T Hoso Hopaick, 3MiHn |l Tuny - 3mMiHn 3 akocTi. A®l. Bupo6HuuTBO.
[JaHis; 3MiHu BUNpobyBaHb abo AONYCTUMMX MEX Y NpoLeci
BUPO6HMLTBA ADI, LLLO BCTAHOB/EHI Y
Brpo6HMK cneumdikauisx (BUIy4YeHHs BUNpobyBaHHSA B
Hepo3acoBaHoro npoueci BUPOGHNLTBA, L0 MOXe MaTu iCTOTHWIA
NPoAyKTY, NepBuHHe B/IMB Ha 3arasibHy skicTb A®l) BuganeHHs Tecty Ha
nakyBaHHs Ta eHoTun (FM-5000), L0 3aCTOCOBYETLCA Ha eTani
KOHTPO/b 6ariky. doepmeHTaLil B NpoLeci BUpOGHMLTBA AjiHoHOoi
KOHTposb siKoCTI PEYOBUHM iHCYNiHY NIOACHKOrO
6asiKy rotToBOro
NpoAyKTy Ta
KIHLLEBOro NPoAYyKTY:
Hoso Hopgaick
MpopatokcboH CAC,
PpaHuis;
Brpo6HuK ans
MapKyBaHHS Ta
ynakoBku MNeHpin®,
BTOPUHHOTIO
nakyBaHHs: A/T
Hoso Hopagick,
[aHis;
Brpo6HMK
Hepo3dhacoBaHOl
NpoAyKLUii, NepBNUHHA
Ta BTOpPVHHA
ynakoska: Hoso
Hopgaick Mpopaykao
dapmaceyTika fo
Bpasinb NTga.,
Bpasunis
276. | MPOTA®AH® | cycneHsia ans A/T Hoeo [anis BrnpobHuk [anisa/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/17174/01/01
HM iH'ekujin, 100 MO/mn; Hopgaick Hepo3hacoBaHoOro PpaHuia/ Il TNy - 3MiHK 3 AkocTi. ADIl. BUpobHULTBO. 3MiHK peyenmom
®JIEKCMNEH® | no3 mny NpoayKTy, NnepBuHHe Bpasunis BMNpo6yBaHb abo AOMYCTUMUX MEX Y NPOLLECi
KapTpuaxi; no 1 nakyBaHHs; BUPO6HMLUTBa ADI, LLIO BCTAHOB/IEHI Y
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
KapTpuoxy y KOHTPO/Ib SKOCTI cneuudikauisix (BUIy4YeHHs BUNpobyBaHHSA B

6araTono3oBii
04HOpPas30Biii
LWNpuL-pyYLi; no 1
a60 5 wnpuu-pyyok
y KapTOHHIi kopobu,i

NpoAyKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuoxi
MeHin®) Ta
BiANOBiAa/IbHWIA 3a
BMNYyCK cepil
rOTOBOro NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgaick,
[JaHis;

Brpo6HuK
BiANOBIAa/IbHNIA 3a
36VpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS roTOBOro
npoAykTy
(dPnekcleH®);
KOHTPO/Tb AKOCTI
roTOBOro NPOAYKTY
(dnekcleH®): AIT
Hoo Hopagick,
[JaHis;

MapkyBaHHs Ta
BTOPUHHE
nakyBaHHs rOTOBOTO
NPOAYyKTY
(dnekcleH®): AIT
Hoso Hopagick,
[LaHist;

Brpo6HWK npoaykuii
3@ NOBHUM LVIK/TOM:
Hoso Hopgaick
MpogatokcboH CAC,
dpaHuis;

Brpo6HMK
Hepo3dacoBaHOro
NpPOAYKTY, NePBUHHE
nakyBaHHS;
KOHTPO/Tb AKOCTI
NpoAyKTY B
nepBYHHOMY

nakyBaHHi

npoLieci BUPOGHMLITBA, L0 MOXEe MaTu iCTOTHWIA
B/IMB Ha 3araibHy skicTb ADl) BuganeHHs Tecty
nnasMigHunx nepebygos (FM-B9501), wo
3aCTOCOBYETbLCS Ha eTani pepmeHTaLii B npoLeci
BVMPOGHMLTBA AjiH0H0I PEHYOBUHM IHCY/TiHY NIIOACHKOTO.
3MiHu |l Tuny - 3MiHn 3 akocTi. A®l. BUpo6HMUTBO.
3MiHV BUNpo6yBaHb abo A0NYyCTUMUX MEX Y NpoLeci
BMPOGHMLTBA ADI, L0 BCTAHOBEHI Y
cneuudikauisix (BUIy4YeHHS BUNpobyBaHHSA B
npoLeci BUPOGHMLITBA, L0 MOXEe MaTu iCTOTHWIA
B/IMB Ha 3arasibHy skicTb A®l) BuganeHHs Tecty Ha
eHoTun (FM-5000), L0 3aCTOCOBYETLCA Ha eTani
hepMeHTauji B npoueci BUpobHMLUTBa AitoHol
PEYOBUHW IHCYTIHY NIIOACHKOTO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

(kapTpuaxi
MeHhin®);
36UpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs rOTOBOTO
NpoAyKTy
(PnekcleH®);
KOHTPO/Ib AKOCTI
roTOBOro NPOAYKTY
(PnekcleH®): HoBo
Hopgaick Mpoaykao
dapmaceyTika o
Bpasinb NTaa.,
Bpasunis

2717.

MATUPYATK
A®IC

TabneTkn, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nadui 3 KapToHy

ToBapucTBo
3
[04,aTKOBOO
Bignosiganb
HiCTI0
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
NikapCbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLIT ANA MegMYHOro 3aCToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo AocniaxeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpavilinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCNiMKeHb, NPOBEeAEHNX BiANOBIAHO
00 nnaHy negiatpuyHux gocnigpxkernb (PIP) (3MmiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHV BHEeCeHO A0 [HCTpyKUii Ana MeguyHoro
3aCTOCYBaHHS NikapCcbKoro 3acoby A0 po3ginis
"Oco6nmBOCTi 3acTocyBaHHS" Ta "MMobiuHi peakuii”
BiANOBIAHO 0 OHOB/EHOT iH(hopMaLii Wwoao 6e3neku
3aCTOCYBaHHS Aito40l peYOBMHY METaMi30/y HaTpit.
BBegeHHA 3MiH NpoTarom 3-x micsAuis nicns
3aTBEpAKEHHSA. CynyTHS 3MiHa - 3MiHM W00
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpavyiiiHoro NocBifUYeHHs, BK/IOYaoum
MnaH ynpaBniHHS py3vkamu (3aCTOCyBaHHSA TEKCTY,
AKUIA NOTOPKEHNIA 3 KOMNETEHTHUM OpPraHoM)
3asaBHMKOM HaiaHO OHOB/IeHWIA MnaH ynpasniHHS
pu3ukamu Bepcia 2,1. 3MiH1 BHECEHO A0 YacTuH: |
«3arasibHa iHthopmauin», || «Cneuudpikauis 3
6e3nekn» (Moayni CVIl «lgeHTudpikoBaHi Ta
NOTEHLUiHI pu3nkn», CVIII «Pe3tome npobriem
6e3nekn»), V «3axoam 3 MiHimizauji pusukis», VI
«Pe3tome nnaHy ynpaBniHHA pusnkamu», VII
«Jlogatkn» y 3B'A3Ky 3 TEXHIYHUMY NpaBkamu Ta

3a
peyenmom

He
nionsieae

UA/8698/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

OHOBJ/IEHHAIM iHChopMaL,i LLOA0 PYTUHHKX 3aX04iB 3
MiHiMi3aLii py3unkiB Ta fofaBaHHAM A04ATKOBUX
3axopis 3 MiHiMi3awLii pu3vkiB Ha nigcTasi OHOBMEHOT
iHchopMmawii 3 6e3neky B NPOEeKTi IHCTPYKLii ANs
MeAMYHOro 3acTocyBaHHA Ta pekoMmeHgauii PRAC.
Pestome MnaHy ynpaBniHHA pu3nkamn Bepcis 2.1
nopaetbes. 3MiHu | Tuny - 3MiHK WoAo
6e3nekun/edekTBHOCTI Ta thapMakoHarniagy. 3miHa
Y KOPOTKiA XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKM NiKapcbKoro 3acooby,
abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
npoBefeHnX BiANoBIAHO A0 NnaHy negiaTpUyHmX
pocnipkeHb (PIP) (iHWi 3MiHK). 3MiHX BHECEHO [0
IHCTPYKUIT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis: "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHs y nepio BariTHOCTI
abo rogysaHHA rpyaat” (6esneka),
"Mepepo3ysaHHsa", "Mob6iyHi peakuii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii Woao 6e3nekn 3acTocyBaHHS
Lirounx pevyoBuH. Takox Ao po3ainy "Mo6iyHi
peakuii" BHeCEHO iHthopmaL,ito LWoA0 3BiTyBaHHA Npo
no6iyHi peaxuii. BBefeHHS 3MiH NpoTArom 3-x
MicALiB nicnsa 3aTBepmKeHHs. CynyTHA 3MiHa- 3MiHU
LoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiiHoro NoCBifUYeHHs, BK/IOUaoum
MnaH ynpaBniHHS py3vkamu (3aCTOCyBaHHSA TEKCTY,
AKUI NOTOPKEHNIA 3 KOMNETEHTHUM OPraHoMm).
3asaBHMKOM HaaHO OHOBMIEHWIA MnaH ynpasniHHS
pu3nkamu Bepcia 2,1. 3MiH1 BHECEHO A0 YacTuH: |
«3aranbHa iHdhopmadis», || «Cneyudikauis 3
6e3nekn» (Moayni CVIl «lgeHTudikoBaHi Ta
NOTEHUiiHI pu3nkn», CVIII «Pe3tome npobniem
6e3nekn»), V «3axoam 3 MiHimizauji pusukis», VI
«Pe3tome nnaHy ynpaBniHHA pusnkamu», VII
«Jlofatkm» y 3B'A3Ky 3 TEXHIYHUMM NpaBKkaMu Ta
OHOBJ/IEHHAIM iHChopMaL,ii LLOA0 PYTUHHKX 3aX04iB 3
MiHimi3aLjii pu3unkiB Ha nigcTasi OHOBNEHOT
iHchopmawii 3 6e3nekn B NPOeKTi IHCTPYKLi ANs
MeAMYHOro 3acTocyBaHHs. Pe3tome MnaHy
ynpaBs/iHHA pu3nkamm Bepcisa 2.1 gofaetbes. 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edekTBHOCTI Ta

chapmakoHarisgy. 3mMiHa y KOpoTKili xapakTepucTuLi
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

IHCTPYKLII ANA MeAMYHOro 3aCToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimpxkers (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHW BHeCeHO A0 IHCTpyKuii ans
MeAMYHOro 3acToCcyBaHHA NikapCbkoro 3acoby Ao
po3giny "B3aemogisi 3 iHWNMM fliKapCbKUMU
3aco6amu Ta iHWi BUAM B3aEMOZjin" BignoBigHo fo
OHOB/EHOT iH(hopMaLlii Woao 6e3neky 3acTocyBaHHS
[il4oi peyoBrHY heHobapbiTany. BeefeHHs 3MiH
npoTArom 3-x MicAuiB Micns 3aTBepmxeHHs. CynyTHs
3MiHa
- 3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) oo
3060B'A3aHb Ta YMOB Buadi peecTpadliiHoro
nocBigyeHHs, BkYaouy MNMnax ynpasniHHA
pu3nkamm (3acToCyBaHHA TEKCTY, KW NOTOAKEHNT
3 KOMMNETEHTHUM OpraHoM)
3asBHUKOM HafaHO OHOB/EHWIA [MnaH ynpasniHHA
pu3nkamu Bepcis 2,1. 3MiH1 BHECEHO A0 YacTuH: |
«3arasibHa iHthopmauin», || «Cneuudikauis 3
6e3nekn» (mogyni CVII «lgeHTudikoBaHi Ta
NOTeHLUiiHi pu3nkn», CVIII «Pe3tome npobnem
6e3nekun»), V «3axoau 3 MiHiMi3auii pu3nkis», VI
«Pestome nnaHy ynpasniHHA pusukamm», VII
«Jlofatkn» y 3B’A3Ky 3 TEXHIYHUMM NpaBkaMun Ta
OHOBJ/IEHHAM IHGhOpPMALLT LLLOA0 PYTUHHUX 3aX0L4iB 3
MiHiMi3aLjii pu3nKiB Ha NigcTaBi OHOBMEHOT
iHchopMmawii 3 6e3nekn B NPOEeKTi IHCTPYKLi ANs
MeAMYHOro 3acTocyBaHHs. Pe3tome MnaHy
ynpasiHHA pu3nkamu Bepcis 2.1 gogaetbesa. 3MiHn
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepion, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IHKEHb, MPOBEAEHNX BiAMNOBILHO
[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHV BHeCeHO A0 IHCTpyKuii ans

MeMYHOTO 3aCTOCYBaHHS Nikapcbkoro 3acoby [0
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

po3ginis "B3aemogis 3 iHLIMMUK NiKapCbKUMKn
3acobamu Ta iHWi BuAmn B3aemogiii”, "Oco61MBOCTi
3acTocyBaHHsA" BiANOBIAHO A0 OHOBMEHOI
iHchopmawii Lwoao 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBVHM napaleTamon.

BBefeHHst 3MiH npoTArom 3-x MicsuiB nicns
3aTBepmxeHHs. CynyTHS 3MiHa- 3MiHK o0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.

BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAaui peecTpavyiiiHoro NoCBig4YeHHs, BK/IoUaum
MnaH ynpasBniHHSA pu3nkaMu (3acTOCyBaHHSA TEKCTY,
KNI NOTOMAXKEHWUI 3 KOMNETEHTHUM OpraHoMm)
3asBHVKOM HaJaHO OHOBMEHWIA [NaH ynpasiHHA
pusmkamu Bepcisa 2,1. 3MiHY BHECEHO [0 YacTuH: |
«3arasibHa iHhopmauisi», || «Cneyudcikayis 3
6e3nekn» (Mogyni CVII «lgeHTrdikoBaHi Ta
NOTeHLiHI pu3nkn», CVIII «Pe3tome npobnem
6e3nekn»), V «3axoam 3 MiHimizauii pusmkis», VI
«Pestome nnaHy ynpasniHHA pusukamm», VII
«Jlofatkn» y 3B'A3Ky 3 TEXHIYHUMM NpaBkaMu Ta
OHOBJ/IEHHAIM iH(hopMaL,ii A0 PYTUHHKX 3aX04iB 3

MiHiMi3aLii pu3nkiB Ha MigcTaBi OHOBEHOT

iHbopmawii 3 6e3nekn B NPOeKTi IHCTPYKUIT ANs

Me[MYHOro 3actocyBaHHs. Pestome Mnany

ynpaB/iHHA pu3nkamu Bepcis 2.1 gogaetbes. 3MiHU
| TMny - 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTumui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLII ANA MeAMYHOro 3aCToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBiLHO
[0 nnaHy negiatpuyHux gocnimpxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHW BHeCeHO A0 IHCTpyKuii ans
MeAMYHOro 3acTocyBaHHA NikapCbkoro 3acoby Ao
po3giniB "Ocob/mMBOCTi 3acTocyBaHHS" Ta "lMobiyHi
peakuii" BiANOBIAHO A0 OHOBMEHOT iHGhopMaL,i Wwoao
6e3nekn 3acToCyBaHHA [il0401 peYOBUHN
mMeTami3ony HaTpito. BBegeHHs 3miH npoTarom 3-x
MicsAUiB MicnsA 3aTBepKeHHs. CynyTHSA 3MiHa- 3MiHu
wofo 6e3snekn/edekTMBHOCTI Ta hapmMmakoHarnsgy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAaui peecTpavyjiiiHoro NocBig4YeHHs, BK/IOYaoum
MnaH ynpasBniHHSA pu3nkaMu (3acTOCyBaHHSA TEKCTY,
AKWIA NOTOKEHWUI 3 KOMNETEHTHNM OPraHoM).
3asBHVKOM HaJaHO OHOBEHWIA [naH ynpas/iHHA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
pu3nkamu Bepcis 2,1. 3MiH1 BHECEHO A0 YacTuH: |
«3arasibHa iHthopmauin», || «Cneuudpikauis 3
6e3nekn» (mogyni CVII «lgeHTudikoBaHi Ta
NOTeHLUiiHi pu3nkn», CVIII «Pe3tome npobniem
6e3nekun»), V «3axoau 3 MiHiMi3auii pu3nkis», VI
«Pestome nnaHy ynpasniHHA pusukamm», VII
«Jlofatkn» y 38’A3Ky 3 TEXHIYHUMM NpaBkaMun Ta
OHOBJ/IEHHAM IHGhOpPMALLT LLOA0 PYTUHHUX 3aX0L4iB 3
MiHiMi3aLjii pu3nkiB Ha MigcTaBi OHOBMEHOT
iHchopMmawii 3 6e3nekn B NPOEKTi IHCTPYKLi ANs
MeAMYHOro 3acTocyBaHHs. Pe3tome MnaHy
ynpasniHHA pu3nkamu Bepcis 2.1 gogaeTbes.
278. | PAMIMIT Tabnetku, Wo TOB «TeBa Ykpaina AxTasic /1T[, ManbTa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/8651/01/01
aucnepryoTbes B YkpaiHa» | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenmom
POTOBI NOPOXHWHI, BignosigHocTi/l E-cepTudikar BignosigHoOCTI
no 2,5 mr; no 2 abo €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
6 Tabnetok y HOBOro abo OHOB/IEHOrO cepTudikaTa BigNOBIAHOCTI
6nicTepi; no 1 abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
6nictepy B €Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
KapTOHHIA KopooLi martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[0MOMIKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponelicbkiin hapmakoner) - HoBuii cepTudikat Big,
BXE 3aTBepXeHOro BUpobHuka - NogaHHAa HOBOroO
cepTudpikaTa BignoBigHOCTI EBpONECHKIi
hapmakonei Ne RO-CEP 2020-422 - Rev 00 ana Adl
30/IMITPUMTaHY Bif, 3aTBEPAXKEHOIO BUPOGHMKA
Mylan Laboratories Limited
279. | PANIMIT Tabnetku, Lo TOB «TeBa YKpaiHa AxTasic /T[], ManbsTa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHK 3a UA/8651/01/02
OncnepryoTbes B YkpaiHa» | TMnNy - 3miHK 3 sikocTi. CepTudcpikart peyenmom
POTOBI NOPOXHWHI, BignosigHocTi/l E-cepTudikat BignosigHoCTi
no 5 mr; no 2 abo 6 €Bponelicbkiii hapmakonei/MmoHorpadii. MogaHHs
TabneTtok y 6nictepi; HOBOro abo OHOB/IEHOTO cepTudikaTa BigNoOBIAHOCTI
no 1 6nictepy B abo Buny4YeHHs cepTtudikarta BiANoOBIAHOCTI
KapTOHHIA KopooLi €Bponelicbkiin hapmakonei: ana A®l; ans BUXigHoro
mMartepiany/peareHTy/NPoOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPObHULTBI ADI; ans
[0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponelicbkili thapmakonei) - HoBuii cepTudikar Big
BXe 3aTBepAKeHOro BUpobHyKa - MNogaHHs HOBOro
cepTudpikaTa BignoBigHOCTI EBpoNeiichKiit
chapmakonei Ne RO-CEP 2020-422 - Rev 00 gns Adl
30/IMITPUNTaHY Bif 3aTBEPA)KEHOr0 BUPOBHMKa
Mylan Laboratories Limited
280. | PENBAP™ MOPOLLIOK ANs nakcoCmitT Benwvka nakco OnepeiHe Benuka BHECEHHS 3MiH [0 pPEeECTpaLjiiiHNX MaTepianiB: 3MiHN 3a UA/14565/01/01
ENNINTA iHransuin, KnsiiH BpuTtaHis tOK NimiTep, BpuTaHis | TMny - 3MiHu 3 AkocTi. A®Il. KoHTposib AdL. 3miHa y peyenmom
[1030BaHwWii no 92 Ekcnopt napameTpax crneuudikaliin Ta/abo AonyCcTUMUX MeX,
MKI/22 MKr/go3y; no Jliviteg BM3Ha4YeHNX y cneundikauisx Ha A®Il, abo
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
14 a6o 30 go3y BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
NOPOLLKOBOMY BMKOPVCTOBYIOTLCS y Npoueci BUpobHuuTBa Ad|
iHransTopi; no 1 (3BY)XXEHHS ONYCTUMUX MEX, BUSHAYEHUX Y
iHransTopy y cneuudikauii) NpYBeAEHHS 3aTBEPIKEHNX KpUTEPIiB
KapTOHHIA KOpooLi NPUAHSATHOCTI cneuudikaLlii BUpobHKKa y
BIANOBIAHOCTI A0 YMHHOT MOHOrpadii €E®, Lo
nonsrae y 3ByXXeHHi 4oNyCTMUX MEX JOMILLIOK ANs
L0401 pevyoBUHY OIIOTUKA30HY hypoarty.
281. | PENBAP™ NOpOLUOK A8 nakcoCmit Benuka nakco OnepenLHc Benuka BHECEHHS 3MiH 4,0 PeECTpaLiiHNX MaTepiasiB: 3MiHW 3a UA/14564/01/01
ENNINTA iHransuin, KnsiiH BpuTtaHis tOK NimiTep, BpuTaHis | TMny - 3MiHu 3 aAkocTi. A®Il. KoHTposib AdL. 3miHa y peyenmom
[030BaHuii no 184 Ekcnopt napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
MKr/22 MKr/go3y; no Niviteq BM3HaYeHNX y cneyndikauisx Ha A®l, abo
14 a6o 30 go3y BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
NOPOLLKOBOMY BMKOPVCTOBYIOTLCS y Npoueci BUpobHuuTBa Ad|
iHransaTopi; no 1 (3BY)XXEHHS ONYCTUMUX MEX, BUSHAUYEHUX Y
iHranaTopy y cneuuqikauii) NpyBefeHHS 3aTBEPIKEHUX KpUTepIiB
KapTOHHIA KopooLi NPUAHATHOCTI cneuudikavii BUpobHuKa y
BIANOBIAHOCTI A0 YMHHOT MOHOrpadii €E®, Lo
nonarae y 3ByXXeHHi 4oNyCTUMUX MEX JOMILLIOK ANs
L0401 pevyoBUHY OIIOTUKA30HY dhypoarty.
282. | PEHHI® BE3 TabneTkn XyBaslbHi Baiiep LLIseliyapi Lenbchapm aiapa dpaHuis BHECEHHS 3MiH 40 PEeeCTpaLiiHNX MaTepiasliB: 3MiHW 6e3 niosnsiecae UA/6025/01/01
LLYKPY 3 M'ATHUM CMaKoM; KoHckomep a Il TNy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
no 6 TabneTok y Kep Al thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTuLi
6nicTepi; no 2 abo 4 NiKapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
6nicTepu B IHCTPYKLT 418 Me4UYHOro 3aCTOCyBaHHA Y 3B'A3KY i3
KapTOHHIi Kopo6uyj; HOBUMW JaHUMK 3 SKOCTI, AOKTIHIYHUMMU, KNiHIYHUMMN
no 12 TabneTtok y [aHuMKU Ta faHvmn 3 papmakoHarnsgy. 3miHu
6nicTepi 3 BHECEeHO 10 IHCTpyKLii Ana MeanyHoro
nepdopadieto; no 1 3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ginis
abo 2 6nictepn B "dapmMakosiorivyHi BAacTuBocTi®, "B3aemogis 3
KapTOHHIA Kopoo6Li iHLWIMMK NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aEMOZji", "3acTocyBaHHA Y nepiog, BariTHOCTi abo
rogyBaHHs rpyaaro”, "MepeposyBaHHs", "Mo6iuHi
peaxuii” BignoBigHO 40 OHOB/EHOT iHhopmaLii B
Marepiasiax peecTpauiiiHoro Aocke. BBeAeHHS 3MiH
NpOTSArom 6-TM MicsILiB NiC/1A 3aTBEPAKEHHS.
283. | PEHHI® 3 TabneTkn XyBasbHi; Baiiep LLiseiiuapi [Jenbdhapm Maitapa ®paHuis BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHU 6e3 nionseae UA/7799/01/01
AMNENIBCUHO | no 12 Tabnetoky KoHcblomep a Il TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
BUM 6nicTepi 3 Kep Al hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuyj
CMAKOM nepdpopadieto; no 1 niKkapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta

abo no 2 6nictepu B
KapTOHHIi kopo6Lyj;
no 6 TabneTok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHilA KOopoo6Li

IHCTPYKLi 418 MeAUYHOro 3aCTOCyBaHHA Y 3B'A3KY i3
HOBUMW JaHVUMK 3 SIKOCTi, AOK/TIHIYHUMMU, KNiHIYHUMMN
AaHUMK Ta faHvmn 3 dpapmakoHarnsgy. 3miHu
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ainis
"apmMakonorivyHi BnactusocTi’, "B3aemopis 3
HLLIMMKM NikapcbkMKW 3acobamu Ta iHLWi BUam

B3aeMogiii", "3acTocyBaHHs y nepiog BariTHOCTi abo
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun”, "MepepnosysaHHA", "Mo6iYHI peakuii”
Bi4NOBIAHO 4O OHOBMEHOI iHChOpMaL,ii B MaTepianax
peecTpaLuiiHoro gocke. BBefeHHs 3MiH NpoTsArom 6-
TW MicAUIB Nic/sa 3aTBEPKEHHS.
284. | PEHHI® 3 TabneTkv XyBasbHi; Baiep LLiseiiuapi [Jenbdhapm Manapg ®paHuis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHN 6e3 nionsizae UA/7798/01/01
MEHTO/IOBW | no 12 tabnetoky KoHcblomep A Il TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
M CMAKOM 6nictepi 3 Kep Al hapmakoHarnsgy. 3mMiHu y KOpoTkili XxapakTepucTui
nepdopadieto; no 1 nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
abo no 2 6nictepu B IHCTPYKLi AN19 Me4UYHOro 3aCTOCyBaHHA Y 3B’A3KY i3
KapTOHHI kopo6uyj; HOBUMW JaHWMK 3 SKOCTI, AOKTIHIYHUMMU, KNiHIYHUMMN
no 6 TabneTok y AaHVMK Ta JaHumy 3 dpapmakoHarnsagy. 3miHm
6nicTepi; no 2 abo BHeCeHO A0 IHCTpyKLii Ana MeanmyHoro
no 4 6nictepu B 3acTOCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
KapTOHHI KOpooLyi "dapmMakosiorivyHi BnactueocTi”, "B3aemogis 3
HLIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit", "3acTocyBaHHs y nepiog, BaritTHocTi abo
rogyBaHHs rpyaaro”, "Cnocib 3actocyBaHHA Ta
posn", "MepenosyBaHHa", "TNo6iYHI peakuii™
BiANOBIAHO 4O OHOBNEHOIT iHChopMaL,ii B MaTepianax
peecTpavuiiniHoro Aocbe. BBeAEHHS1 3MiH NPOTArom 6-
TN MicAUiB NiC/1A 3aTBEPAKEHHS
285. | PMUBABIPUH- | kancynu no 200 wr, TOB YkpaiHa TOB "AcTpachapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHM 3a He UA/8369/01/01
ACTPA®APM | no 10 kancyny "AcTpadchapm | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | niossieae
6nicTepi; no 3 abo 6 " hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
6nicTepiB y Kopobui niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
3 KapTOHY IHCTPYKLi AN151 MeAMYHOro 3aCTOCyBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifNOBILHO
00 nnaHy negiatpnyHmx gocnigxkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHN BHECEHO B IHCTPYKLtO 4151 MEAUYHOIO
3aCTOCYBaHHSA MikapcbKoro 3acoby Ao po3giny
"Mo6iuHi peakwyii" BigNOBIAHO [0 OHOBMEHOT
iHchopmauii WwoA0 6e3nekn 3aCTocyBaHHA Ajikoyoil
peYvoBUHM 3rigHo 3 pekomeHaauieto PRAC.
286. | PMUBOKCUH PO34MH ONA iH'EKUIN, MAT YkpaiHa MAT "Tannuchapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHN 3a UA/4137/02/01
20 mr/mna no 5 mn "rannudap | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
abo no 10 mn B M" 3MiHM Y BUPOOHULTBI. 3MiHK Y npoLeci BUpo6HMLTBA

amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI

roTOBOro MikapCbKoro 3acoby, BKIYaun
NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETLCSA NP
BUPOGHMULTBI rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6GHMLTBA)
BWIYYEHHA [OAATKOBUX iN-process KOHTPOIB 3a
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

yMakoBKM B MauLi; no NoKa3HUKOM «bakTepianibHi eHA0TOKCMHN» Ha cTagil
5 mn a6o no 10 mn B «MPUroTYBaHHA PO34MHY» Ta 3a NOKasHUKaMu
amnyni; no 10 amnyn «MPO30PICTb», «KOIbOPOBICTb», «pH», «MexaHiuHi
Y KOpoo6Ui BK/THOYEHHSI» Ha cTagii «iibTpauis po3unHy»

287. | PIANTPIC cnpeii HazasbHUiA, neHmapk LLiBeiiuapi neHmapk IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/18235/01/01
[030BaHuni, CnewwianTi A PapmacboTUKan3 Il Ty - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkunin 3aci6. peyenmom
cycneHsis, no 56, C.A. nra. KOHTposb roToBoro fikapcbkoro 3acoby. 3MiHa

120 a6o 240 po3y
nonieTuaeHoBomy
donakoHi; no 1
donakoHy 3
[103YH0UMM HacoCoM-
posnuoBavem,
3aKpUTUM
KOBMaYKoM, y
KapTOHHIA KopoobLi

napameTpiB cneuudikauiii Ta/abo AONYyCTUMMX MEX
rOTOBOrO JIiKapCbKOro 3acoby (3MiHa 3Haxo4UTbLCS
nosa 3aTBeppKeHMN JOoNyCTUMUMKN MeXamu
cneumdikaLliil) po3LUMPEHHs 4ONYCTUMUX MeX A5
nokasHuka «KinbkicHe BU3HauYeHHs» (MomeTa3oHy
dypoat) B Crneuundpikanii 113 (Ha Bunyck), B
Cneuudpikaunii 13 (Ha TepMiH NpMAATHOCTI)
[onycTUMiI Mexi NpuBeAeHi y BigNoBigHICTb A0
opuriHaNIbHMX MaTepianis BUPO6HMKA L00 TOYHOCTI
BMMIpIOBaHHA. TakoX AonycTUMi Mexi Ans
nokasHuka «KinbkicHe BU3HaueHHs» (OnonaTaguH)
npuBeAeHi y BiANOBIAHICTb [0 OPUTiHa/TbHUX
mMarepianis BUPO6HMKA OO0 TOYHOCTI BUMIpIOBaHHS
B Cneyucpikauii 13 (Ha BUNycK Ta Ha TepMiH
npugartHocTi). 3aTBepkeHo: KisibkicHe BU3Ha4YeHHs
MomeTasoHy dypoaT Mpwu Bunycky: 95 % - 105 %
Bif 3asBNEHOI KiNlbkoCTi Ha TepmiH npugatHocTi: 90
% - 110 % Big, 3as1BNEHOI KinbKocTi meTog BEPX
OnonataauH Mpu Bunycky: 95 % - 105 % Big,
3a8B/1EHOI KinbkocTi Ha TepmiH npugatHocTi: 90 % -
110 % Big 3aaBNeEHOI KisibkoCTi MeTog BEPX.
3anponoHoBaHo: KifibkicHe BU3Ha4YeHHs
MomeTasoHy gypoat MNpwu Bunycky: 92,5 % - 110,0
% Bif, 3aAB/1€HOT KiNbKOCTI Ha TepMiH NpuaatHoCTi:
90,0 % - 110,0 % Big 3asBNEHOI KiNbKOCTIi METOA,
BEPX OnonataauH Mpu sunycky: 95,0 % - 105,0 %
Bif, 3a9B/1€HOT KifIbKOCTi Ha TepMiH npugartHocTi:
90,0 % - 110,0 % Bif 3asBNEHOI KiNbKOCTIi METOA,
BEPX lNposegaeHo ouiHky Periodic adverse drug
experience report, Skuii HagaHo 3a nepiog
13.01.2023-12.04.2023. 3a pe3ynbraramu
crewianizoBaHoi OLiHKM BCTAHOB/IEHO, LU0 3a 3BIiTHIl
nepiog, Npodinb 6e3nekn 3annLaeTbCcst HE3MIHHNM.
3a 3BiTHWIA Nepiog He iAeHTUiKoBaHO HOBMX
npo6aem 3 6e3nekun Nikapcbkoro 3acoby, He
BUAB/IEHO 3MiH LLOA0 edpeKTUBHOCTI, L0 A03BOMAE
3p06UTHN BUCHOBOK, LU0 CMiBBIAHOLLEHHS
KOPUCTb/PU3NK 3a/TMIAETLCS CNPUSATAVBUM Ta He
BMMarae f0AaTKOBUX 3ax0fiB 3 6e3neky Nikapcbkoro
3aco6y. 3miHu Il Tuny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHK
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHNX
y cneuucpikauisix, nig yac BUPOGHNULITBA FOTOBOIO
NiKapcbKoro 3acoby (Po3LUMPEHHS 3aTBEPAKEHNX

[OMYCTUMUX MEX /19 NOKa3HUKIB, SIKi MOXYTb MaTu

iCTOTHWIA BNNIMB Ha 3arasibHy AKICTb FOTOBOrO

NiKapcbKoro 3acoby) po3LWMpeHHs AONYCTUMUX MEX

ANA nokasHuka «KinbkicHe BU3HAUEHHS»
(MomeTasoHy dhypoart) B Cneumdikadii nig vac
BMpobHuLTBa 13 3aTBEepaxeHo: KinbkicHe

BM3Ha4YeHHs MomeTasoHy doypoart 95 % - 105 % Big,

3asB/1eHOT KinbKOCTi 3anponoHoBaHo: KinbkicHe

BM3Ha4YeHHs1 MomeTas3oHy chypoat 92,5 % - 110,0 %

Bif] 3a51BN1EHOT Ki/IbKOCTi

288.

PIHASAN®

cnpeii HazasbHUiA,
po3oBaHuin 0,5
mr/mn; no 10 mny
donakoHi, no 1
donakoHy 3
[103YH04YMM HACOCOM
y nauuj

MpAT
"PapmaueBT
nyHa chipma

"fapHuus"”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoT HauioHa/IbHOI
thapmakonei gepxasu €C (iHWi 3MiHW) NpMBeAEHHSA
po3ginis 3.2.P.4.1. Cneuundikauia ta 3.2.P.4.2.
AHaNITUYHI METOAVKN Ha AONOMDKHY PEHOBUHY
Cop6iToN piakuiA, Lo He KpUCTanisyeTbesa A0
pekomeHAaLii aitoyoi pegakuyii MmoHorpadii €
«Sorbitol, liquid (non-crystallising)» Ta cTUAICTUKN
[dY, a came BHOCATHCS 3MiHU [0 MNOKA3HWKIB:
«lpeHTudikayis», «MikpobionoriyHa ymcToTa,
«KinbKicHe BU3HAYeHHS». * 3MiHM | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX peqoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX AN
[0NOMDKHOT peqoBUHN (BUTYYEHHS 3i crieumdpikadii
He3Ha4yHOro nokasHuka (Hanpvkiag, 3actapinoro
nokasHvka)) 3 po3ginis 3.2.P.4.1. Cneuyudikauisa Ta
3.2.P.4.2 AHaniTnyHi MeToauku, MaTepianis
peecTpaLiiHoro AOCbE BUTYYEHO MOKA3HUKM
«Hikenb» i «CBUHeLb» BigNOBIAHO 40 BUMOT
MoHorpadii «Sorbitol, liquid (non crystallising)»
€Bponelicbkoi hapMakonel i MaTepianiB BUpo6HuKa
— aHaJ1i3y pU3nKy BMIiCTY eN1eMEHTHUX AOMILLIOK
3rigHo 3 ICH Q3D Guideline for Elemental Impurities

6e3
peuyenma

UA/1751/02/01

289.

PIHASAN®

cnpeii HasaslbHUIA,
[030BaHuii no 1,0
mr/mn; no 10 mny
donakoHi, no 1
donakoHy 3
[03Y04MM HACOCOM

MpAT
"®apmaLesT
nyHa hipma

"fapHuus"”

YKpaiHa

MpAT
"®apmMaleBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignoBsigHocTi/l E-cepTudpikar BignosigHocTi
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BigMNoBigHICTb 40 MoHorpadii 4PY abo

6e3
peyenma

UA/1751/02/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

y nauui

€Bponeiicbkoi dhapmakonei, abo iHWOoi HauioHa/TbHOI
hapmakonei gepxasu €C (iHLWi 3MiHK) NPpUBEAEHHS
po3ginis 3.2.P.4.1. Cneundikauis ta 3.2.P.4.2.
AHaNITUYHI METOAVKM Ha AONOMIXHY PEYOBUHY
Cop6iTon pigKuii, Lo He KpUCTani3yeTbCst A0
pekomeHAauii gitoyoi pegakuii moHorpadii €
«Sorbitol, liquid (non-crystallising)» Ta cTunicTUKN
[OdY, a caMe BHOCATLCSA 3MiHW [0 MOKAa3HWKIB:
«lgeHTudikauis», «MikpobionoriyuHa ymctoTa»,
«KinbKicHe BU3HaYeHHsI». * 3MiHuW | Tuny - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[O0MNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo AoNyCTUMMX MEX ANA
[LOMOMDKHOT peYOBUHM (BUYYEHHS 3i cnevumdikauii
HEe3Ha4YHOro nokasHvka (Hanpukiag 3actapiforo
nokasHuka)) 3 po3ginis 3.2.P.4.1. Cneuundikauis Ta
3.2.P.4.2 AHaniTu4Hi MeToaunk1, matepianis
peecTpaviniHOro A0Cbe BUTyYEHO MOKA3HUKM
«Hikenb» i «CBMHeLb>» BignoBigHO 40 BUMOr
MoHorpadii «Sorbitol, liquid (non crystallising)»
€Bponelicbkoi thapmakonei i maTepianis BUpobHMKa
— aHanisy pu3nKy BMICTy efleMEHTHUX AOMILLIOK
3rigHo 3 ICH Q3D Guideline for Elemental Impurities

290.

PIHFTEPA
NAKTAT
PO34MH

pO3unH ANs iHQYys3ild;
no 200 mn a6o no
400 MmN y nagLwkax
CKNAAHWX (dprnakoHax)

TOB
"APTEPIYM
nTo”

YkpaiHa

MAT "Tanuacpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
YTOUYHEHHSI HanMCaHHA peecTpauiiiHoro Homepa
B Hakasi MO3 YkpaiHu Ne 979 Big 06.06.2024 B
npoueci BHeCEeHHA 3MiH (3MiHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsay.
BeefieHHs1 ab0 3MiHK [0 y3araslbHEHUX AaHuX Npo
cuctemy chapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHvX Npo cuctemy hapmakoHarnsagy, smMiHa
YNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
3[ificHeHHs hapmakoHarnsgy; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6MU, BifgnoBiganbHOI 3a
3[jiCHeHHs1 hapMakoHaraay (BkiKyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
(paiina cuctemun chapmakoHarisgy) 3miHa
yMOBHOBaXXEHOT 0CO6M 3aABHUMKA, BifMNoBiga bHOI 3a
hapmakoHarnsag.

[itoua pepakuin: bartanosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
hapMakoHarnag. 3mMiHa MicLe3HaxoKeHHss MacTep-
thaiina cuctemu chapmakoHarnsgy. 3miHa micus
3[iACHEHHS OCHOBHOI AifNIbHOCTI 3

3a
peyernmom

UA/18296/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
thapmakoHarnagy). Pegakuis B Hakasi -
UA/2944/01/01. BipHa pepakuis - UA/18296/01/01.
291. | PIHFEPA pO34nH ANs iHdysii TOB YkpaiHa MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTepianis: 3MiHN 3a UA/18010/01/01
PO34MH no 200 mn Tano 400 | "APTEPIYM | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
M/ Y NASLWKax nTar thapmakoHarnsgy. BeegeHHs abo 3miHn go
CKNAIHMX abo y y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
dhnakoHax (BBEAEHHSA Yy3ara/IbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3assHvKa Ans
3piicHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnaay (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
YMOBHOBaXXEHOT 0CO6M 3aABHMKA, BifMNoBiga bHOI 3a
hapmakoHarnsag.
[itoua pepakuin: bartanosa Puvmma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
hapMakoHarnag. 3mMiHa MicLe3HaxoKeHHss MacTep-
thaiina cuctemu chapmakoHarnsgy. 3miHa micus
3[iACHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
292. | POBAME] ® TabneTku, BKPUTI Megpokemi Kinp BMPOGHULTBO Kinp BHECEHHS 3MiH 10 peecTpaLiiiHuX MaTepianis: 3MiHM 3a He UA/15599/01/01
NNiBKOBOIO nTa Hepo3chacoBaHOro | TMNy - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom | niossieae
060/10HKO0, MO 5 Mr; NpPoAYyKTY, A03BiN Ha HalimeHyBaHHs Ta/abo agpecun MicLA NPoBaKEHHS
no 10 TabneTtok y BUNYCK cepil: LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
6nicTepi; no 3 a6o 6, Megokemi NTA NiKapcbKoro 3acoby, BKIOUAUM Ai/TbHULi BUNMYCKY
abo 9 6nicTepis B (UeHTpanbHuii cepii abo micue NpoBeAeHHS KOHTPOJIH SAKOCTI.
KapTOHHIA KopooLi 3aBog), Kinp (BisnbHICTb, 3a Ky BignoBigae BUpOOHUK/iMnopTep,
BK/THOYAOUN BUMYCK Cepili) yTOUHEHHS HA3BU Ta
BMPOGHMLTBO agpecy BUpOBGHMYMX AiNbHULb Y BiAMoBIigHOCTI A0
Hepo3acosaHoro ceptudpikaty GMP. 3MiHM BHECEHO B IHCTPYKLtO A1
NPOAYKTY, KOHTPOJIb MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro 3acoby y
AKOCTI, NEPBUHHE Ta po3ainu "Bupo6bHuK", "MicLie3HaxomKeHHs
BTOPUHHE BMPOGHMKa Ta afpeca MicLis NPOBaKEHHS 1ioro
nakyBaHHs1, [O3BIN LisiNbHOCTI" 3 BigNOBIAHMMM 3MiHAMMW B TEKCTI
Ha BUMYyCK cepii: MapKyBaHHS yNakoBOK. BBeJeHHs1 3MiH NpoTAromM 6-
Mepokemi Jlimiteq, TV MiCALIB NiCNA 3aTBEPMXKEHHS.
Kinp
293. | POBAMEA ® | Tabnetku, BKPUTI Megokemi Kinp BVMPOGHMLTBO Kinp BHECEHHS 3MiH 10 peECTpaLiiiHUX MaTepianis: 3MiHM 3a He UA/15599/01/02
MN1iBKOBOIO nTa Hepo3dacoBaHoro | Tuny - AAMIHICTpPaTVBHI 3MiHK. 3MiHa peyenmom | nionsizae
060/10HKOM0, M0 10 NPOAYKTY, f03BiN HA HaliMeHyBaHHs Ta/abo aapecy MicLsA NPOBaKEHHS
mr; no 10 TabneTok BUMNYCK cepil: [isNbHOCTI BUPOOHMKa/iMnopTepa roToBoro

y 6nicTepi; no 3 abo

Megokemi ITA

NiKapCbKoro 3acoby, BKAKYAKUM Ai/IbHULi BUNYCKY
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
6, abo 9 6nicTepis B (UeHTpanbHuii cepii abo micue NpoBefeHHS KOHTPOJTHO SKOCTI.
KapTOHHIA KOpooLi 3aBog), Kinp (misnbHICTb, 3a SKy BignoBigae BUpoOHUK/iMnopTep,
BK/IO4AI0UM BUMYCK CEpili) YTOYHEHHS Ha3Bu Ta
BMPOGHMLTBO agpecy BUpOGHMNYMX AiNbHULb Y BiAMOBIgHOCTI A0
Hepo3hacoBaHoOro ceptudikaty GMP. 3MiHM BHECEHO B iHCTPYKLitO ANs
NPOAyKTY, KOHTPO/b MeJMYHOro 3aCTOCYBaHHA NMiKapCbKOro 3acoby y
AKOCTI, NepBUHHE Ta po3ainu "BupobHuk", "MicLie3HaxomKeHHs
BTOPWHHE BMPOGHMKa Ta afpeca MicLs NPOBapKEHHS 1ioro
nakyBaHHs, [O3BiN AiSNbHOCTI" 3 BiANOBIAHUMMN 3MiHAMMW B TEKCTI
Ha BMNycK cepii: MapKyBaHHS YNakoBOK. BBefleHHA 3MiH NpoTArom 6-
Megpokewmi Nimites, TU MicALIB NicNsa 3aTBEPAKEHHS.
Kinp
294. | POBAME[ ® TabneTku, BKPUTI Megokemi Kinp BUPOGHMLTBO Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU 3a He UA/15599/01/03
NNiBKOBOIO nTa Hepo3chacoBaHOro | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenmom nionseae
o060n0Hkoto, no 20 NPOAYKTY, A03BiN HA HaliMeHyBaHHs Ta/abo aapecy MicLsA NPOBaKEHHS
mr; no 10 TabneTok BUNYCK cepil: LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
y 6nicTepi; no 3 abo Megokemi NTA NiKapcbKoro 3acoby, BKIOYAKUM Ai/TbHUL| BUNYCKY
6, abo 9 6nicTepis B (UeHTpanbHuii cepii abo micue NpoBefeHHS KOHTPOJTHO SKOCTI.
KapTOHHIA KopooLi 3aBsop), Kinp (BisnbHICTb, 3a SKy BignoBigae BUpo6HUK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiii) YTOUHEHHS Ha3BU Ta
BMPOGHMLTBO agpecy BUpOGHMNYMX AiNbHULb Y BiAMOBIgHOCTI A0
Hepo3hacoBaHOro ceptudikaty GMP. 3MiHM BHECEHO B iHCTPYKLitO ANs
NpPoAyKTY, KOHTPO/b Me[MYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby y
AKOCTI, NEepPBUHHE Ta po3ainu "Bupo6bHuk", "MicLie3HaxomKeHHs
BTOPWHHE BMPOGHMKa Ta afpeca MicLs NPOBaPKEHHS 1ioro
nakyBaHHs, [03BiN AiSNbHOCTI" 3 BiANOBIAHUMMN 3MiHAMMW B TEKCTI
Ha BMMNyCK cepil: MapKyBaHHS yNakoBOK. BBefleHHA 3MiH NpoTAarom 6-
Megpokewmi Nimites, TU MicALIB NicNsa 3aTBEPAKEHHS.
Kinp
295. | POBAME[ ® TabneTku, BKPUTI Megpokemi Kinp BMPOGHULTBO Kinp BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHM 3a He UA/15599/01/04
NNiBKOBOIO nTa Hepo3chacoBaHOro | TMNy - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom | niossieae
060/10HKO0, MO 40 NpPoAYyKTY, A03BiN Ha HalimeHyBaHHs Ta/abo agpecun MicLA NPOBaKEHHS
Mr; no 10 TabneTok BUMNYCK cepil: AisNbHOCTI BUPOOHMKa/iMnopTepa roToBoro
y 6nicTepi; no 3 abo Megokemi NTA NiKapcbKoro 3acoby, BKIOUAUM Ai/TbHULi BUNYCKY
6, abo 9 bnicTepis B (UeHTpanbHuii cepii abo micue NpoBeAeHHS KOHTPOJIHO SKOCTI.
KapTOHHIA KopooLi 3aBog), Kinp (BisnbHICTb, 3a Ky BignoBigae BUpo6HUK/iMnopTep,
BK/THOYAOUN BUMYCK CEpili) yTOUHEHHS HA3BU Ta
BMPOGHMLTBO agpecy BUpOBGHMYMX AiNbHULb Y BiAMNoBigHOCTI A0
Hepo3acosaHoro ceptudpikaty GMP. 3MiHM BHECEHO B IHCTPYKLtO A1

NPOAYKTY, KOHTPOJ1b
AKOCTI, NEPBUHHE Ta
BTOPUHHE
nakyBaHHS, 403BiN
Ha BUMYyCK cepii:
Mepokemi Jlimiteq,
Kinp

MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro 3acoby y
po3ainu "Bupo6bHuk", "MicLie3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBapKEHHS 1ioro
LisNbHOCTI" 3 BigNOBIAHMMM 3MiHAMMW B TEKCTI
MapKyBaHHS1 YNakoBOK. BBeleHHA 3MiH NpoTArom 6-
TV MiCALIB NiCNA 3aTBEPMXKEHHS.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

296.

PO3YBACTA
TVH
KAMbLJIO

NOPOLLOK
(cy6eTaHuis) y
naketax noAginHmx
NosieTUIEHOBNX
onsa
chapmaLeBTUYHOTO
3acTOCyBaHHsI

TOB
«NEOPAP
M NTO»

YKpaiHa

MopeneH
Nabopatopis /T4

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MmiHa
3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460). BBeaeHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHK 3 AKOCTi. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpO6YyBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa A®| (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[0Cbe cepTudpikaTa BignoBigHOCTI EBpoNeiichkii
thapmakone, Lo BK/IYae nepiof NOBTOPHOIo
BMNpOGYBaHHS) (Nepiog NOBTOPHOrO
BMNpo6yBaHHsA/nepios 36epiraHHs) - BinbLu XopcTki
yMOBW 36epiraHHs. 3MiHa ymoB 36epiraHHs Adly
3B'A3Ky 3 HEOOXiJHICTIO MPYBEAEHHA A0 MaTepianis
DMF, HagaHoro BMpo6HukoMm. [itoya pegakuis: B
XOPOLLIO 3aKPbITOM, 3alMLLEHHOM OT CBETA U BNarun
KOHTeliHepe, Npu Temnepatype He Bbiwe 30°C.
MponoHoBaHa pepakuis: 36epiratv B
NOBITPOHENPOHUKHOMY KOHTEliHepi B aTMocepi
asoTy, 3axULLEeHOMY Bif CBiT/1a MicLi, npu
Temnepartypi Big 2 °C o 8 °C. 3MiHu | Tuny - 3miHn
3 AkocTi. CepTudpikat BignosigHocTi/l E-cepTudpikat
BIANOBIAHOCTI EBPONEChbkili
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HEeOo6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €sponeicbkoi hapmakoneri,
ab0 iHLWOI HauioHasTbHOI hapmakonei gepxasn EC
(3miHa y cneuudpikauisix, nos'asaHa 3i 3MiHamu B
Loy, abo €sponeiicbkiii hapmakonei, abo iHLWii
HavujoHanbHili hapmakonei gepxasu €C) 3MiHW 0
A®l y 3B'A3KYy 3 OHOB/IEHHSAM MOHorpadii €EP Ha
"Rosuvastatin calcium" Ta He06XigHICTIO NpuBecTn y
BiANOBIAHICTb CneymdikaLito Ta MeToAn KOHTPO/II0
akocTi A®l go DMF. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®|. KoHTponb A®I (iHLWi 3MiHK) 3MiHa MOBU
BMKNageHHsa MKH 3 pocificbKoi Ha YKpaiHCbKY.

UA/14949/01/01

297.

PO3YBACTA
TUH-
JOAPHMLA

TabneTku, BKPUTI
N1iBKOBOIO
060n0Hkoto, no 20
Mr; no 10 TabneTok
Y KOHTYPHIiA
YapyHKOBIl
ynakosLi; no 3 a6o 9
KOHTYPHUX
YapyHKOBUX
yMakoBOK B MayLli

MpAT
"®apmaueBT
n4yHa dhipma

"fapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
chipma "JapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3MiHN
| TMNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6.
3MiHM y BUPOGHMUTBI. 3MiHU Y NpoLieci BUpo6HULTBA
roTOBOrO JliKapCbKoro 3acoby, BKAYaum
NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NPU
BMPOGHMLITBI FOTOBOTO NiKapCbKOro 3acoby (iHLWi
3MiHM) 3MiHM [0 NpoLecy BUPOBHULTBA, YTOYHEHHS
Ta pefakuiiHi NpaBku, a came OHOB/IEHHST po3giny
BMpo6HMYoro npouecy 3.2.P.3.4. KoHTponb
KPUTUYHMX CTagii | NPOMIXHOI NPOAYKLIT Y 3B’A3KY 3
onTMMI3aLielo TEXHOIOMNYHOro NpoLecy, a came: Ha

3a
peuyenmom

UA/18441/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
cTagii 4 HaHeceHHs1 NniBKOBOT 0600HKM 36i/bLLEHO
napameTp «BuUTpaTa CycneHsii» fns nokpuTTa
TabneTkv Ta He3HaYHi KOpUryBaHHs napameTpy
LIBMAKOCTI 06epTaHHA KOTNa; TakoX GinbLu
[eTani3oBaHO BUPOOHMYMIA NpoLec AoAaTKOBUM
napameTpomM LLOA0 KOHTPOSIO cepefHboi Macu
TabneTok, 6e3 3MiHu npouecy B1pobHMUTBa J13
298. | PO3YBACTA | Tabnetku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/18441/01/01
TUH- N1iBKOBOIO "®apmauesT "®apmMaueBTNYHa | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkunin 3aci6. peyenmom
OAPHUUA o060n0oHkoto, no 10 nyHa chipma chipma "OapHuus” 3MiHM Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6HULTBA
mr; no 10 TabneTok "fapHuus"” roTOBOro NikapcbKoro 3acoby, BKIYaun
Y KOHTYpHili MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NPy
YapyHKOBIl BMPOGHMLITBI FOTOBOTO NiKApCbKOro 3acoby (iHLWi
ynakosLi; no 3 a6o 9 3MiHW) 3MiHW [0 NPOLLeCy BUPOGHULTBA, YTOUHEHHS
KOHTYPHUX Ta pefakuiliHi NpaBku, a came OHOB/IEHHST po3giny
YapyHKOBUX BMpo6HMYoro npouecy 3.2.P.3.4. KoHTporsb
ynakoBOK B navi KPUTUYHMX CTagAji i NPOMIDXKHOT NpoAYKLiT y 3B’s13Ky 3
ONTMMI3aLier TEXHOMOTNYHOTO NPOLECY, a came: Ha
cTagii 4 HaHeceHHs1 NNiBKOBOT 060M0HKM 36i/bLLIEHO
napameTp «BuUTpaTa CycneHsii» A5 nokpuTTa
TabneTkv Ta He3HauHi KOpUryBaHHs napaMmeTpy
LUBUAKOCTI 06epTaHHA KOTNa; Takox GibLu
[eTani3oBaHO BUPOOHMYMIA NpoLec A0AaTKOBUM
napaMeTpom LLOAO KOHTPO/IIO CepeHbol Macu
TabneTok, 6e3 3MiHu npouecy BupobHMuUTBa J13
299. | CAHAIMYH KOHLleHTpaT Ans HosaprTic Lseliuapi BMPOGHULITBO, LBeliuapia/ | BHECEHHS 3MiH 40 peecTpauiliHnX MaTepiasis: 3MiHu 3a He UA/3165/02/01
PO34nHy ANs dapma Al A KOHTPO/b SIKOCTI, HimeuuunHa/ | TMNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3acib. peyenmom | niossieae
iHcpysiiA, 50 mr/mn, nepBuHHE PpaHuia/ 3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
no 1 mn B amnyni; nakyBaHHs, Icnanis [0AaTKOBOI Ai/TbHUL BUPOGHULTBA A1 YACTUHU abo
no 10 amnyn B BTOPUHHE BCbOr0 BUPOOHMYOro NpoLecy rotToBoro NikapcbKoro
KapTOHHIA Kopoo6Li nakyBaHHs: 3aco6y (fibHULA AN BTOPUHHOTO NakKyBaHHS).
HosapTic ®apma BBefieHHs f0AaTKOBOI AiNIbHUL 415 BTOPUHHOMO
LTeiH AT, nakyBaHHsa [enbchapm [ikoH, 6 6ynbBap ge
LLiBeiiuapis; n'tOpon, Keeturin, 21800, ®paHuis/ Delpharm
BUNYCK cepil: Dijon, 6 boulevard de I'Europe, Quetigny, 21800,
HosapTic France. 3miHu | Tvny - 3MiHK 3 SKOCTIi. [OTOBMIA
PapmacbloTHKa, nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
C.A., IcnaHis; iMnopTepa/3aMiHu, LLIO CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJTH0 SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
BUNYCK cepil: (3amiHa abo fofaBaHHS BMPOGHMKA, L0 BiAnoBigae

HosapTic ®apma
v6X, HimeuunHa,;

BTOPUHHE
nakyBaHHS:
[enbdapm [iKoH,
®paHuisa

3a BBE3€eHHs Ta/abo Bunyck cepii) - He Bkaovatoum
KOHTPONb/BUNPOGYBaHHS cepii. JlogaBaHHs
BMpoGHUKa HoBapTic ®apma M'M6X, PyHwTpacce 25,
locTeHxod, HiopHb6epr, Baapis, 90429,
HimeuunHa/ Novartis Pharma GmbH, Roonstrasse
25, Gostenhof, Nuremberg, Bavaria, 90429,
Germany, Lo BiAMNoBifae 3a BUNyck cepil.
3MiHM BHECEHI B po34inn "BUPOGHUKK" Ta




283

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

"Micue3HaxomkeHHs1 BUpO6HMKa Ta iioro agpeca
MiCLLA MPOBaMKEHHSA AiANbHOCTI" B IHCTPYKLiO 415
Me[MYHOro 3aCTOCYBaHHS y 3B'AA3Ky 3 BBE,EHHAM
JopartkoBoro BupobHuka (Hoeaptic ®apma Mm6X) Ta
AIK HAC/IfOK - 3aTBEPMKEHHSA TEKCTY MapKyBaHHS
yNakoBK1 N5 OAATKOBOrO BUPOBOHMKA. BBEAeHHS:
3MiH NPOTAroM 6-TW MICALIB NicNs 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOJIO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKA, LLIO BiANOBifa€E 3a BBE3EHHSA
Ta/abo Bunyck cepii) - He BkItoyaroum
KOHTPONb/BUNPOBYBaHHA cepil. lofaBaHHSA
BMpo6HUKa HoBapTic ®apmacktoTuka, C.A., MpaH Bia
e nec Koptc KaranaHec 764, bapcenona, 08013,
Icnanis/ Novartis Farmaceutica, S.A., Gran Via de
les Corts Catalanes 764, Barcelona, 08013, Spain,
LLI0 BiANOBiAa€E 3a BUMYCK cepii. 3MiH1 BHECEHI B
po3zinu "BupobHuk" Ta "Micue3HaxomKeHHs
BMPOGHMKA Ta 10ro agpeca Micus npoBaKeHHs
AiSNIbHOCTI" B IHCTPYKUiO ANSt MeAUYHOro
3aCTOCYyBaHHSA Y 3B'A3Ky 3 BBE,€HHSAM [04aTKOBOro
BMpo6HMKa (HoBapTic PapmacbioTuka, C.A.) Ta sk
HacnifoK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHSA
ynakoBkn Ansi OAATKOBOro BUPOBHMKa. BBeaeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyueHHs
BUPOBHNYOT AiNbHULI (BKNOYAOUY AiNbHULI A5
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AibHUL AN NPOBeAEHHS
nakyBaHHs1, BUPOGHWMKA, BifNOBigaIbHOrO 3a BUMYCK
cepiit, Micue NpoBeAeHHs1 KOHTPOIO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y A0CHE)
BUyYeHHS (PyHKLIT BUNYCKy cepii 41a BUPOGHMKa
HoBapTic ®apma LUTeiiH AT, LLBeliuapis. 3MiHn
BHeCeHi y po3ainu "BUpo6HuK" Ta
"MicuesHaxomkeHHs BUPOGHMKa Ta ioro agpeca
MiCLii NPOBaPKEHHS AISNbHOCTI" B IHCTPYKLUil0 ANs
MeAMYHOI0 3aCTOCYBaHHS y 3B'A3KY 3 BUTYYEHHAM
doyHKLji BUNYyCKY cepii ans BupobHuka HosapTic
dapma LUTeliH AT, LLBeiiuapis, Ta SK HACMigOK -
BU/TYYEHHS TEKCTY MapKyBaHHA 415 LibOro
BMPOGHMKa. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKEHHS.

300.

CAHAOCTAT
NH® NAP

NOPOLLIOK ANAA
cycnexsii gns

Hosapric
Papma Al

LLiBeiiuapi
A

BTopuHHe
nakyBaHHs, BUMYCK

LLseiiuapisi/
AscTpisi/

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHK
| Tuny - AAMiHICTpaTWBHI 3MiHK. 3MiHa

3a
peyenmom

UA/1537/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
iH'ekujn no 10 mr; 1 cepil rotoBoro Icnanis HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
(oN1akoH 3 NMOPOLLKOM NPOAYKTY: LisiNbHOCTI BUpobHUKa/iMnopTepa rotoBoro
y BUrNagi HoBapTic ®apma NiKapcbKoro 3acoby, BKIOYAKUM AiSTbHUL| BUNYCKY
mikpocdoep y LLTeiH AT, cepii abo micue NpoBefeHHs KOHTPOJTHO SKOCTI.
KOMNeKTi 3 LBeiiLapis (misnbHICTb, 3a SKy BiAgnoBigae BUpOGHUK/iMnopTep,
PO3YMHHMKOM He BK/IoYatoum BUMYCK cepili). 3miHa Ha3su
(Hatpito Brpo6HMUTBO, BMPOGHMWKA BiAMNoBifanbHOro 3a BUPOOGHULITBO
Kapmenosy/Hatpito KOHTPO/b SKOCTI, Hepo3dracoBaHOro NPOAYKTY, KOHTPOJ/Ib SIKOCTI,
KapbokcumeTunuen nepBuHHe nepBUHHE NaKyBaHHS.
107103y, MaHiT (E naxyBaHHs
421), Bogy ons PO34YMHHMKA Ta
iH'eKLN, anbTepHaTUBHWIA
nonokcamep 188) no BUPOGHVK A/1A
2 Mn 'y nonepeaHLo BTOPVHHOIO
3anoBHEHOMY nakyBaHHs rOTOBOTO
LUMPWLL T OLHO0 NPOAYKTY:
rO/IKOI0 Ta OfHUM Hosapric
ajanTepom B PapmacboTuKan
KapTOHHI Kopoo6Li MaHyhakTypiHr
'M6X, ABCTpist
Brpo6HMLUTBO
Hepo3gacoBaHOro
NPOAYKTY, KOHTPO/b
AKOCTi, NePBUHHE
nakyBaHHS NOPOLLKY:
CaHpos M'm6X,
ABcTpist
BWNYCK cepil:
HoBaprTic
PapmacbioTuka,
C.A., IcnaHis
301. | CAHOOCTAT | nopowok ans Hosapric LLiBeiiuapi BTopuHHe LLiBeiiuapisi/ | BHECEHHS 3MiH [0 peecTpavliliHiX maTtepianiB: 3MiHK 3a UA/1537/02/02
NH® NAP cycneHsii ans dapmva Al A nakyBaHHs, BUMYCK AscTpisi/ | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
iH'ekujin no 20 mr; 1 cepii rotoBoro Icnanis HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBa)KEHHS

chnakoH 3 NOPOLUKOM
y BUrNagi
Mmikpocdoep y
KOMMNEKTi 3
PO34YNHHNKOM
(Hatpito
Kapmesnosy/Harpito
Kap6okcumeTunuen
107103y, MaHiT (E
421), Bogy ons
iH'EeKLilA,
nosiokcamep 188) no

NPOAYKTY:
HosapTic ®apma
LLiTelin AT,
LBeiiLapis

Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHs
PO3YMHHMKA Ta
a/lbTepHaTUBHWA
BVMPOGHVK A5

[iSNbHOCTI BUpOo6HUKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOHAUN AiSTbHULI BUNYCKY
cepii abo MicLie NpoBeAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy BignoBigae BUpo6OHUK/immopTep,
He BK/IoYatouM BUMYCK cepiid). 3MiHa Ha3Bu
BMPOGHMKA BiAnoBifanbHOro 3a BUPOOHULITBO
Hepo3dhacoBaHOro NPOAYKTY, KOHTPO/Ib SIKOCTI,
NepBMHHE MakKyBaHHS.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
2 Mn 'y nonepeaHLo BTOPVHHOIO
3anoBHEHOMY nakyBaHHS rOTOBOro
LNpUL Ta OAHO NpoOAyKTY:
rO/IKOK0 Ta OfHUM HosaprTic
afanTepoMm B dapmacbloTUKan
KapTOHHI KopoobLi MaHyhakTypiHr
M6X, ABCTpis
Brpo6HMLUTBO
Hepo3dacoBaHOro
NPOAYKTY, KOHTPO/b
AKOCTi, NepBUHHE
nakyBaHHS NOPOLLKY:
CaHpos 'mM6X,
AscTpis
BUNYCK cepii:
HosaprTic
dapmacbloTuka,
C.A., IcnaHis
302. | CAHAOCTAT | nopoLuok ans HosaprTic LLiseiiuapi BTopuHHe LLiBeiiuapis/ | BHECEHHS 3MiH [0 peecTpauiliHiX maTtepianis: 3MiHN 3a UA/1537/02/03
NH® NAP cycneHsii ans dapma Al A nakyBaHHs, BUMYCK AscTpis/ | TMny - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peyenmom
iH'ekujin no 30 mr; 1 cepii rotToBoro IcnaHis HaliMeHyBaHHs Ta/abo afpecy MicLs NPOBaKEHHS

h1aKkoH 3 NOPOLLKOM
y BUrNagj
Mikpocahep y
KOMMEKTi 3
PO3YNHHNKOM
(HaTpito
Kapmesno3y/HaTpito
KapbokcumeTunuen
10103y, MaHiT (E
421), Bogy ons
iH'eKU;i,
nosokcamep 188) no
2 Mny nonepeaHb0
3arnoBHeHOMY
LINpULi Ta O4HO
rO/IKOI Ta OAHUM
aflanTepoMm B
KapTOHHIA KopooLi

NpoayKTy:
HosapTic ®apma
LTeiiH AT,
Llseiiuapis

Bupo6bHunuTBO,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHs
pO34YMHHMKA Ta
anbTepHaTUBHWIA
BUPOGHWK ANns
BTOPUHHOTO
nakyBaHHS r0TOBOrO
NPOAYKTY:
HosaprTic
PapmacboTuKa
MaHydakTypiHr
M6X, ABCTpis

Bupo6bHnuTtBO
Hepo3dhacoBaHoro
NPOAYKTY, KOHTPOIb

AKOCTi, NEPBUHHE
nakyBaHHA MOPOLLKY:

[isNbHOCTI BUPOOHMKa/iMnopTepa roToBoro
NiKapCcbKoro 3aco6y, BKIOYAKUN [i/TbHULL BAMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPOIHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUpoOHMK/imnopTep,
He BK/IoYatoum BUMYCK cepiid). 3MiHa Ha3Bu
BMPOGHMKA BiAMNOBIAA/ILHOIO 3a BUPOOHULTBO
Hepo3dgracoBaHOro NPOAYKTY, KOHTPO/Ib SIKOCTI,
NepBUHHE MakKyBaHHS.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
CaHpos 'm6X,
ABCTpist
BWMNYCK cepil:
HosapTic
PapmacbioTurka,
C.A,, IcnaHis
303. | CUNAEHA®DI TabneTku, BKPUTI AT YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHa 3a He UA/17026/01/01
N-dAPMAK 060/10HKOI0, 20 Mr; «dapmak» «MIKPOXIM>» 3asBHuka /13 (MIBI) (BnacHuka peecTpaviiHoro peyenmom | nionsi2ae
no 10 Tabnetok y (nabopaTtopis noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepi, no 9 pi3nKo-XiMiYHOTrO 460). TepMiH BBEEHHS 3MiH - NPOTArom 6 MicsiLiB
6nicTepiB y navui 3 aHanisy Ta nicns 3aTBepMpKeHHsA.3MiHN | TUNy - AgMiHICTpaTUBHI
KapToHy KOHTPO/O 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby. 3miHa
BUPOOHMLTBA; Ha3BW nikapcbkoro 3acoby. 3ATBEP)KEHO: HO-

naboparopis
6ionoriyHoro
aHanisy; BUpobHuya
AinbHUUA (BCi cTagail
BMPOGHMYOro
npouecy);
BiANOBiAaIbHNIA 3a
BUNYCK cepii, He
BK/THOHA0YM
KOHTPO/b/BMNPOGYB
aHHsA cepii)

NAT. 3AMNPOMOHOBAHO: CungeHadin-dapmak
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPMKEHHS. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux Npo
cucTemy thapmakoHarnsagy (BBefieHHs y3arasibHeHUX
AaHvX nNpo cuctemy hapmakoHarnsgy, 3mMiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3pificCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsay B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
3[jiCHeHHs1 hapmakoHaragy (BkIyatoumn
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy).
3MiHa yNnoBHOBaXKEHOI 0CO6YM 3asiBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. Aivova
pefakuis: €sctparoBa IpuHa IropisHa.
MponoHoBaHa pepgakuis: Kopaepo ManvHa
AHZApiiBHA. 3MiHA KOHTAKTHUX JaHWX YNOBHOBAXEHOI
0co6y 3as1BHMKA, BiANoBiAa/IbHOT 3a
thapmakoHarnag. 3MiHa MicLie3HaxoMKeHHs MacTep-
dhavina cuctemu hapmakoHarnagy Ta ioro Homepa.
3MiHa MicuA 34iICHEHHSI OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3MiHu | Tuny - 3MiHu WoAao
6e3nekun/ehekTNBHOCTI Ta chapmakoHarnagy (iHwi
3MiHK). OHOBNEHHSI TEKCTY MapKyBaHHA NEPBUHHOT
Ta BTOPMHHOT YyNakoBOK NiKapCbKoro 3acoby, a came:
YTOYHEHO iHGhopMaLLito LLOAO NOroTUNY 3asBHUKA,;
[LOMOBHEHHS PO3iNiB iH(hopMaLlietd NPo HAHECEeHHS
nepemiHHUX JaHuX (cepis, TEPMiH NpuaaTHocTi, fara
BWIOTOBJIEHHS, pPEECTPALlifiHe NOCBIAYEHHS). TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPKEHHS.
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304.

3acoby
CUHA®D/TIAH
DOPTE-
DAPHLA

kpem, 1 mr/rno 15
y Ty6i, no 1 1y6i B
nauuj

MpAT
"®apmaueBT
nuyHa thipma

"AapHuug"”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikat Big,
BXE 3aTBEPXEHOro BUpobHuka - Hosuit ceptucpikat
€sponelicbkin hapmakonei CEP Ne R1-CEP 2004-
103-Rev-02 Big, BXe 3aTBEpAXEHOro BUPOOHUKA
Farmabios S.p.A., ITanis. BHeceHHi 3miHn 3a
nokasHukamu: «Onuc», «lgeHTudikauis», «fNutome
ONTUYHE 06epTaHHs», «CynpoBiAHI AOMILLKU» Ta
«KinbKicCHe BU3HAYEHHS»: METOANKN KOHTPOJIHO
3amweHo 6e3 3MiH, B po34ifiv BHECEHI pefaKLiiiHi
npaskn. MokasHUK «PO34YMHHICTb>» BigNoBigHO A0
sumor [1dY 1.4 «MoHorpadii» Ta € 1.5.1.7
«Characters» mae pekoMeHzauUiliH1i xapakTep, Ha
nigcTasi vyoro iHgopmaLito Woa0 po3umHHOCTI API
nepeHeceHo [0 3ara/lbHNX BAacTMBOCTEN. MMokasHMK
«3aNLLKOBI PO3YMHHNKIN» Y 3B’A3KY 3 BUPKEHHAM
pe3ynbTaTiB KOHTPO/IIO Y ppm BigKopuroBaHa
po3paxyHkosa thopmyna. Po3gin «TepMiH
npuaaTHOCTI» MPYBEAEHO Y BiANOBIAHICTL A0
aKTyasibHUX maTtepianis BUpobHWKa | npeacTaB/ieHo
y HacTynHil pefakuii: «TepmiH NepekoHTponto: 5
pokiB». 3MiHu | TUny - 3MiHu 3 sKocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
O0NYCTUMUX MEX, BUSHAUYEHMX Y crieumdikalisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuuTea APl
(iHwWi 3miHn) CynyTHA 3MiHa - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y MeTogax BunpobyBaHHs Ad|
abo BuXigHoro martepiany/npoMikHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTea Ad®| (He3HauHi 3MiHW Y
3aTBEpPXEHNX MeToax BUNpo6yBaHHsS) He3HauHi
3MiHM Yy crieumdikaii Ta MeTofiB KOHTPO/IIO 3a
nokasHukoM «MikpobiosoriyHa YncToTa», a came
METOAMKY KOHTPO/II0 NPUBEAEHO Y BiANOBIAHICTL A0
Bumor €9, 2.6.12, 5.1.4

3a
peyenmom

UA/6215/01/01

UA/2445/01/01

305.

CIFAH-ABC

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOH, Ne 200:

xeHom
BioTek MBT.
Ntg.

IHAjA

[xeHom bioTek MBT.
nra.

IHAjA

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsay. BeegeHHs abo 3miHM o

3a
peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
no 4 tabneTkn y y3arasibHeHUX JaHnX nNpo cuctemy dapmakoHarnsgy
cTpvni; no 1 ctpuny (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
B KQPTOHHOMY hapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi 0cobu,
KOHBepTi; no 50 BiANOBIAA/IbHOI 32 34iiCHEHHS dhapmakoHarnsgy;
KOHBEPTIB Y KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
KapTOHHI Kopoo6L; 3[iicCHEHHS chapMakoHarnsay B YKpaiHi, SKLL0 BOHA
Ne 4: no 4 TabneTtkn BiAMIHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
y cTpuni; no 1 3a 3pjlicHeHHs hapMakoHarnsay (Bkioyarun
cTpuny B KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
KapTOHHOMY thaiina cuctemu hapmakoHarnsgy). 3miHa
KOHBepTI KOHTaKTHOT 0CO6M 3asiBHKKA, BifnoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: LWnHkapeHko /llogmuna HOpiiBHa.
MponoHoBaHa pepgakuis: BiniH CiHrx Tomap. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHMKA,
BiANOBiAA/IbHOI 32 hapMakoHarnsg B YkpaiHi.
306. | CK/NEPO- rpaHynun, no 10 ry MpAT YkpaiHa MpAT "HauioHanbHa Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX MaTepianis: 3MiHW 6e3 nionseae UA/4626/01/01
F'PAH neHani "HaujioHasb FomeonaTuyHa | TMRNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUii 3aci6. peyernma

nosimepHomy; no 1 Ha Cninka" CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
neHany B nauui 3 Fomeonatny y NEPBUHHII ynakoBL,i rOTOBOro JlikapcbKoro 3acoby
KapToHy abono 5 Ha Cninka" (Tvn KoHTeliHepa abo foAaBaHHS HOBOTO

rpaHyn y KoHTelHepi
3 03yBaHHAM; Mo 2

KOHTeliHepy B nayuj

3 KapTOHY

KOHTeliHepa) - TBepAj, M'Ki Ta HeCTepubHI piaki
nikapcbki hopmn. CynyTHA 3MiHa- 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkumit 3aci6. KOHTpOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneyudikauin Ta/abo fonyCTUMNX MEX FTOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHA cneuundikawii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BUNPOOYBaHHA) BBEAEHHSA [04ATKOBOI yNakoBKK, a
came KOHTeliHep 3 403yBaHHAM M0 51, 3 BHECEHHAM
BiANOBIAHMX 3MiH [0 p. «YNakoBKa» Ta AOMNOBHEHHS
cneuundikavii MN13 n. «Maca BMICTy ynakoBKu:
KOHTEeWHepu 3 A03yBaHHAM Mo 5 r» 3 BiANOBIAHUM
MeTOoA0M BUNPOGYBaHHSA. 3MiHU BHECEHO B
IHCTPYKLi0 ANS1 MeNYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby Ao po3ainy "YnakoBka" y 3B'si3Ky
3 BBEZIEHHAM [04aTKOBOI NePBMHHOT YNakoBKN
(KOHTelHep 3 fA03yBaHHAM Mo 5 r) Ta Ak HacNigokK -
BiANOBIAHI 3MiHM BHECEHO A0 po3giny "Cnocio
3aCTOCyBaHHA Ta 031" (4ofaBaHHSA anropuTMy
3aCcTOCyBaHHA) 3riAHO 3 MaTepianamu
peecTpavuinHoro Aocbe. BBeAeHO TEKCT MapKyBaHHS
0151 BIANOBIAHOIO A03yBaHHA Ha 5 I (MepBuHHa Ta
BTOPVHHA YNakKoBKY NiKapCbKOro 3acoby). 3miHu |
MRy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6.
CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby
(3MiHa KiIbKOCTi 0AMHWLB (Hanpuknag TabneTok,
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amnyn TOLL0) B yMakoBLi:) - 3MiHa nosa AianasoHoMm
3aTBEPMKEHNX PO3MIPIB YNaKOBKU Y 3B’A3KY 3
BBEJIEHHAM [0AaTKOBOI NEPBMHHOT YNakoBKu
(koHTelHep 3 f03yBaHHAM, M0 5 r), 3MiHIOETLCA
KiNIbKICTb OZMHULb Y BTOPUHHII ynakoBLi. Y nauyui 3
KapToHy 6y/zie No 2 KOHTelHepw 3 A03YBaHHAM.
3arasibHa KiflbKiCTb NiKapCcbKoro 3acoby y BTOPUHHIl
ynakoBui (10 r) — He 3MiHI0ETbCA. 3MiHW BHECEHI B
IHCTPYKL,il0 ANS MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainy "YnakoBka"y 3B's3Ky
3 fofaBaHHAM HOBOI YNakoBKM - KOHTeliHepa (3MiHa
KiNIbKOCTi OAVHWL BTOPUHHOT yrnakoBku). BignosigHi
3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBK/
NiKapcbKoro 3acoby.

307.

CONIPEHALL
WH-®APMAK

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 10
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 10 6nicTepis B
KapTOHHI/ KopoobLi

AT
"®apmak”

Ykpaina

CaHeka
dapmacbloTikans AT

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
BUMNPaBIEHHA TEXHIYHUX NOMUJIOK 3riAHO M.2.4.
po3ziny VI Hakazy MO3 YkpaiHu Big, 26.08.2005p. Ne
426 (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015
p Ne 460) gonyLieHnx npy NoBeAeHHI npoueaypu
peectpauii (PM NeUA/17953/01/02; Hakaz MO3
Ykpainu Big 25.02.2020 p. Ne527) ansa gosysaHHsA 10
mr B MKA M3, B p.Cknag. B 3a3HaY€HHi KiNlbKOCTi
Lir040i pevoBUHN:
3arBepaKeHo:

[JevicTBytowme BellecTBa:
ConudeHaumHa cykuuHat — 10,00 mr, 4To
COOTBETCTBYET ConucpeHauuHy - 7,6 mr
MSN LABORATORIES PRIVATE LIMITED, IHgus;
Megafine Pharma (P) Limited, IHans
3anponoHoBaHo:

[itoyi pevoBuHU:

ConudpeHaumHa cykumHat — 10,00 wr, wo
BignoBigae conicheHauyuHy - 7,5 mr
MSN LABORATORIES PRIVATE LIMITED, IHgjs;
Megafine Pharma (P) Limited, IHais
B PeecTtpaujiliHoMy nocBig4eHHi Ta B IHCTpyKUii ans
MeANYHOro 3aCTOCyBaHHS, KiJIbKiCTb Ait04Ooi
pPevyoBUHM 3a3HaYeHO BipHO - ConndeHauuHy
CyKumHaT -10,00 mr, Wwo Bignosigae conipeHaumHy -
7,5 Mr

3a
peyernmom

UA/17953/01/02

308.

CMA3MOBAK
C

PO34MH ANA iH'EKLN,
40 mr/ 4 mn, no 4 mn
B amnyni; no 10
amnyn y KOHTYPHii
YapyHKOBIN
ynakosLi; no 1
KOHTYpHilA
YapYHKOBI ynakoBL,i

LLIAPIEP
C.INA.

ITanisa

JONMNE/Nb
®APMALIEYTILL
C.P.N.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHW
| TMNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[ONYyCTUMUX MEX, BCTAHOB/IEHUX Y cneuudikaLlisx,
nig, Yac BUPOGHMLTBA FOTOBOTO JTiKAPCbKOro 3acoby
(iHwWi 3miHM) 3MiHa y BUNpOBYBaHHI nig, vac
BMPOGHMLTBA rOTOBOrO JiKapCbKOro 3acoby -
nepemilLleHHsIM [0 iHWOoro eTany BUPO6HMLUTBA Ta

3a
peuyenmom

UA/20005/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
Y KapTOHHIi1 kopobu,i 3MiHOI0 MeToAy MPOoBeAEeHHS TecTy Ha BuTiK (Leak
test)
309. | CNUPT pO34nH Ans MAT YkpaiHa MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/13561/01/01
ETUIOBUNA 30BHiLLUHBOTO "Tanuudhap | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
70% 3acrtocyBaHHs 70 % Mm" KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa

no 100 mny
donakoHax

napameTpiB cneundikaliii Ta/abo JONYCTUMUX MEX
roTOBOrO JIiKapCbKOro 3acoby (iHLwi 3MiHWM)
npuBeAeHHs crneundikalii Ta MeToaiB KOHTPOsI0
'N3 go Bumor moHorpadii AdY, aitove BugaHHs
«5.1.4. MikpobionoriyHa YiCToTa HECTEPUTBHUX
hapmaLeBTMYHKX Npenaparis i cybcTaHLii ans
¢hapmaLLeBTUYHOro 3aCTOCYBaHHA», a caMe:
BUTyYEHHS (hopMy toBaHHA «He BinbLue».
3aTBepmxeHo: Cneuudpikauis HaumeHoBaHve
nokasaresia flonyctumble HOpMbl MeTofbl KOHTPOA

Mukpo6buonoru-yeckasn yictota ObLee umcno
aspobHbIX MukpoopraHnamos (TAMC) He 6onee 102

KOE B 1 mn. O6LLee YnMCNo APOXOKEBBIX 1
nnecHebIx rpn6oB (TYMC) He 6onee 10 KOE B 1
M.

OtcytcTBme Staphylococcus aureus B 1 M.
OrtcytcTBMe Pseudomonas aeruginosa B 1 M. Moy,
1.4,26.12,2.6.13,5.1.4.

MeToay KoHTponto: Mukpobronornyeckas ymcToTa.
McnbiTaHnst NpoBoAAT B COOTBETCTBUN C
TpeboBaHusiMm Moy, 1.4. (2.6.12, 2.6.13, 5.1.4.).
O6Lee uncno asapobHbIX MyKpoopraHmamos (TAMC)
He 6onee 102 KOE B 1 mn. O6Lee uncno
LPOXOKEBbLIX U NnecHeBbIX rpubos (TYMC) He 6onee
10 KOE B 1 mn. OTtcyTtcTtBre Staphylococcus aureus
B 1 mn. OtcytcTBMe Pseudomonas aeruginosa B 1
M. 3anponoHoBaHo: Cneuudikauisi: HalimeHyBaHHs
nokasHuka JonycTumi HopMn MeToan KOHTPOsO
Mikpob6ionoriyHa yncrtoTa 3arasibHe YNC/I0 aepOOHNX
MikpoopraHismis (TAMC): 102 KYO B 1 mn.
3arasnibHe Yncno ApiKIKOBYMX i NliceHeBMX rpunbis
(TYMC): 10 KYO B 1 ™. BigcyTHicTb
Staphylococcus aureus B 1 mn. BigcyTHICTb
Pseudomonas aeruginosa B 1 mn. AdY, 2.6.12,
2.6.13,5.1.4.

MeToaun KoHTponto: MikpobionoriyHa uictoTa.
Brnpo6yBaHHsA NpoBOAATb Y BifMNoOBiAHOCTI A0 BUMOT
Aoy, (2.6.12, 2.6.13, 5.1.4.). 3MiHu | TUNY - 3MiHK 3
siKocCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo A0NYCTUMUX
MeX, BCTAHOBJ/IEHUX Y creundikayisx, nig vac
BMPOOGHULITBA rOTOBOrO MiKapCcbKoro 3acoby (iHLwi
3MiHM) 3miHa Ao posginy 3.2.P.3.4. KoHTponb
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KPUTWYHKX CTaAji i npomiXHOT npoaykuii (KoHTponb
HaniBNpPoAYyKTiB B NPOLLeCi BUPOBHULITBA JiKapCLKOro
3acoby: CnupT eTunosuii 70%, po3ynH Ans
30BHILLUHLOrO 3acToCyBaHHA. Po3dacoBaHa
HemapkoBaHa NpPoAyKLis) 3a NOKa3HUKOM
«MikpobionoriyHa uUncToTa» y 3B'A3KYy 3
npuBefeHHsIM 40 BUMOr MoHorpadii AdY, aitoue
BuAaHHsa «5.1.4. Mikpob6ionoriyHa ymctota
HecTepwuIbHUX thapMaLeBTUYHMX Npenaparis i
cy6CcTaHuUi ans hapMaLeBTUYHOrO 3aCTOCyBaHHS»,
a came: BUyYeHHs1 hopMy/iloBaHHA «He Binblue»

310.

cnneT
ETUNOBUA
96%

pO34nH Ans
30BHiLLUHBOTO
3acTocyBaHHs 96 %
no 100 mny
donakoHax

NAT
"Tanuudhap
"

Ykpaina

MAT "Tanuacpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikaliii Ta/abo 4ONyCTUMUX MEX
roTOBOrO JIiKapCbKOro 3acoby (iHLi 3MiHWM)
npuBeAeHHs cneundikalii Ta MeToaiB KOHTPOsI0
'N3 go Bumor moHorpadii AdY, aitoue BUgaHHS
«5.1.4. MikpobionoriyHa YiCcToTa HECTEPUTBHUX
hapmaLeBTMYHIX Npenaparis i cybcTaHLii ans
¢hapmaL,eBTUYHOrO 3aCTOCYBaHHA», a came:
BUTyYEHHS (hopMy toBaHHA «He BinbLue».
3aTtBepmxeHo: Cneuudpikauis HaumeHoBaHve
nokasaresia flonyctumble HOpMbl MeTofbl KOHTPOA
Mwukpobuonoru-yeckasn yictota ObLee umcno
aspobHbIX MukpoopraHnamos (TAMC) He 6onee 102
KOE B 1 mMn. O6LLee YnMCNo APOXOKEBBIX 1
nnecHebIx rpn6os (TYMC) He 6onee 10 KOE B 1
M.

OtcytcTBme Staphylococcus aureus B 1 M.
OrtcytcTBMe Pseudomonas aeruginosa B 1 M. Moy,
1.4,2.6.12, 2.6.13, 5.1.4. MeTOAN KOHTPO/IIO:
Mwukpo6uonoruyeckas uncrota. VcnbitaHus
NpoBOAAT B COOTBETCTBUU C TpeboBaHusMu DY,
1.4.(2.6.12, 2.6.13, 5.1.4.). O6LLee 4ncno aspobHbIX
MukpoopraHnsmos (TAMC) He 6onee 102 KOE B 1
M. O6Lee YMCNO APOXOKEBbIX W MIECHEBbLIX rPM60B
(TYMC) He 6onee 10 KOE B 1 mn. OtcyTcTBMe
Staphylococcus aureus B 1 m1. OTcyTCcTBME
Pseudomonas aeruginosa B 1 M. 3anponoHoOBaHo:
Cneuundpikanis:

HailimeHyBaHHSA nokasHuka [onyctumi Hopmu
MeToau koHTposto MikpobionoriyHa yicToTa
3arasibHe 4ncno0 aepobHMX MIKPOOPraHi3mis
(TAMC): 102 KYO B 1 mA. 3arasibHe 41co
ApixmpkoBuX i nniceHeBux rpubis (TYMC): 10 KYO B
1 mn. BigcyTHicTb Staphylococcus aureus B 1 M.
BigcyTHicTb Pseudomonas aeruginosa B 1 mn. Y,

3a
peyernmom

UA/13561/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

2.6.12, 2.6.13, 5.1.4. MeTOAM KOHTPOJIIO:
Mikpo6ionoriyHa ynctota. BunpobysaHHs
npoBoAATb Y BiANOBIAHOCTI A0 BUMOT AdY, (2.6.12,
2.6.13, 5.1.4.). 3miHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULLTBI.
3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y crneuudikauisx, nig vac
BMPOGHULITBA rOTOBOIO NiKapCcbKoro 3acoby (iHLwi
3MiHW) 3miHa Ao posginy 3.2.P.3.4. KoHTponb
KPUTWYHKX CTaAji i npomiXHOT npoaykuii (KoHTponb
HaniBNpPoAYyKTiB B NPoOLLeCi BUPOBHULITBA JiKapCbKOro
3acoby: CnupT eTunosuii 96%, po3unH Ans
30BHILLUHLOrO 3acTOCyBaHHA. Po3dacoBaHa
HemapkoBaHa NPoAyKLis) 3a NOKa3HUKOM
«MikpobionoriyHa uUncToTa» y 3B'A3KYy 3
npuBeLeHHsM 40 BUMOr MoHorpadiii AdY, aitoue
BuAaHHsa «5.1.4. Mikpob6ionoriyHa ymctota
HecTepwuIbHUX thapMaLeBTUYHMX Npenaparis i
cy6cTaHuUi ans hapMaleBTUYHOrO 3aCTOCyBaHHS»,
a came: BUyYeHHs1 hopMy/iloBaHHA «He Binblue»

311.

CTEATE/Ib

PO34MH OpasbHUI
no 1 r/10 mn; no 10
My cpnakoHi; no 10
hnakoHiB y
KapTOHHI navwi

MPODAPM
A
IHTepHeLwHN
TpeguHr
Nimitepq,

ManbTa

XENM C.A.

pevyis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHM Y NpoLeci BUpO6HMLTBA
roTOBOro MikapCbKOro 3acoby, BKAUaun
MPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NPU
BUPOGHMLTBI rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y nNpoLeci BUPOOGHMLTBA) HE3HAYHI
3MiHM o po3giny 3.2.P.3 on1a oHOBNEHHSA npovecy
BMPOBHULTBA NiKApCbKOro 3acoby

6e3
peyenma

UA/12945/01/01

312.

CTEPUNNIYM
®

PO34MH HALLIKIPHWIA;
no 100 mn, 500 mn,
1000 mny
donakoHax;
no 5 ny kaHictpax

Boge Xewmi
m6X

HimeuumH
a

Boge Xemi TM6X

HimeuunHa

BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasiiB: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6.
CurcTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
cthopmm abo po3Mipy KOHTeliHepa umn
3aKynoproBasIbHOro 3acoby (NepPBUHHOI YNakoBKM)
(HecTepunbHi Nikapcbki 3acobu) — BBEAEHHS
nofaTtkoBoi gpyroi mogeni (Version B)
3aKyrnoproBaUsibHOT KpULLKK NS doiakoHy 100 mn
nikapcbkoro 3acoby Ctepuaniym®, po3umH
HaLKipHWIA. B HOBI MOAeNi 3MIHIOETLCSI KOHCTPYKLS
KPWLLKW BiJHOCHO L0401 KOHCTPYKLLT KPULLIKK
(Version A). Po3mipu 060x Bepciil 3HaxoaAaTbCs B
O[HAaKOBMX MexXax A0NycKy, a marepianu, 3 Sknx
BOHW BUTOTOB/EHI, € IAEHTUYHUMU, crieunddikaLis Ha
KPULLIKY He 3MIHIOETLCA. KpULLIKK BiApPi3HATbCA
NLE NOSIOXKEHHSIM OTBOPY (Y HOBIl 4OAATKOBIN
Mogeni (Version B) BiH po3TaluoBaHmii NpocTo no
LeHTpy, ToAi aK y mogeni (Version A), Lo
BMKOPUCTOBYETLCS A0CI, BiH pO3TaOBaHUA MiXK

3a
peyenmom

UA/4627/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
LIEeHTPOM i 30BHiLLUHIM TOpLEM).
313. | CTEPUNNIYM | pO34MH HaLKIpPHWIA; Bope Xewmi HimeuyunH Bopge Xemi Tm6X Himeuunna BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK - UA/0470/01/01
® in bulk: no 100 mny 6X a | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkunin 3aci6.
donakoHi; no 45 CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
oNakoHiB y KOpo6Lj hopmy abo po3Mipy KOHTeliHepa um
3 KQpTOHY; 3aKynoproBas1bHOr0 3acoby (MePBUHHOI YNaKOBKM)
in bulk: no 500 mny (HecTepunbHI Nikapcbki 3ac061) — BBEAEHHS
donakoHi; no 20 nopatkosoi gpyroi mogeni (Version B)
chnakoHiB y KopobLii 3aKynoproBasibHOT KpULLKK 15 conakoHy 100 mn
3 KapTOoHYy; nikapcbkoro 3acoby Ctepunniym®, po3yvH
in bulk: no 1000 mn HalLKipHWiA. B HOBIli MoZeni 3MiHIOETLCSA KOHCTPYKLis
y thnakoHi; no 10 KPULLKU BiHOCHO Ait04OT KOHCTPYKLT KPULLKK
hnakoHiB y KopoobLi (Version A). Po3mipn 060x Bepciii 3HaxoaaTbcs B
3 KapPTOHY; 0[IHaKOBMX MeXax [O0MycKy, a Matepiasin, 3 AKux
inbulk: no5ny BOHW BUrOTOB/IEHI, € iAEHTUYHUMK, cneuudikalis Ha
KaHicTpi; no 128 KPULLIKY HE 3MIHIOETbCA. KpULWKK BiAPi3HAOTbCA
KaHicTp y kopobuji 3 NiLLIe NONOXEHHSIM 0TBOpY (Y HOBIli A0AATKOBIl
KapTOHY mogeni (Version B) BiH po3TalloBaHmWii MPoCTO Mo
LeHTpy, Toai Ak y mogeni (Version A), Wwo
BMKOPUCTOBYETbLCS [0Ci, BiH pO3TalLOBaHUA Mix
LEHTPOM i 30BHILLHIM TOpLIEM).
314. | CTOMATUOWN | po34nH ANns poToBOI BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/2792/01/01
H® nopoxHuHu 0,1 % An.no. epuerosu lepLierosuH | Tvny - 3miHK 3 AkocTi. CepTudikart peyenma
no 200 mny Ha a BignosigHocTi/l E-cepTudpikart BignosigHocTi
dhnakoHi; no 1 €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
hnakoHy B HOBOro abo OHOB/IEHOr0O cepTudikaTa BifnoBigHOCTI

KapTOHHI KOpooLyi

ab0 BUyYeHHs cepTuduikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiHOro NpPoAyKTy, LWo
BUKOPVCTOBYIOTbCS Y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikaTt BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA
cepTudiikaT Bif y)Xe 3aTBepAKeHOro BUPoGHUKa -
noJiaHHs OHOBJ/IEHOro cepTuddikara BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2005-238 -
Rev 02 (3atBepmkeHo: R1-CEP 2005-238 - Rev 01)
ons A®I rekceTuamvHy Bif BXe 3aTBEP)KEHOIO
BUMpo6HMKa EUTICALS SAS., France, ikuii 3MiHVB
Has3By Ha Curia France S.A.S., France.
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponeiickkiin papmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/NIEHOro cepTudpikaTa BifgnoBigHOCTI
abo BuyyYeHHs cepTucpikata BiANoBIAHOCTI
€Bponelicbkiii hapmakonei: gns A®l; ons BuxigHoro
martepiany/peareHTy/npoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L,0MOMIDKHOT peyoBMHM (CepTudpikaT BignoBigHOCTI




294

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2005-238 -
Rev 03 ans A®I rekceTnavHy Bif 3aTBEPIKEHOIO
BMpobHuka CURIA FRANCE S.A.S., France. 3MiHn |
Tuny - 3MiHK 3 AkocTi. A®Il. CTabinbHiCTb. 3MiHa
nepiogy NOBTOPHUX BUNPOGYBaHb/Nepioay
36epiraHHs abo ymoB 36epiraHHa Adl (3a
BiICYTHOCTI y 3aTBEep)KEHOMY [OCbE cepTudikaTa
BiANoOBIgHOCTI EBponeiickkili hapmakonei, Lo
BK/IHOYAE Mepiof, MOBTOPHOrO BUMPOGYBaHHS)
(nepios, noBTOpPHOro BUNPObyBaHHA/Nepios
36epiraHHs) - 3MEHLLEHHS - BU/TyYeHO nepioj
NMOBTOPHOrO BUNPOOYBaHHSA Aito4oi peyoBuHmn 12
micsauis 3 CEP i 3aMiHeHO TepMiHOM npugaTHocTi 12
Micauis. 3MiHu | TUny - 3MiHKM 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi dhapmakonei, abo iHWOoi HauioHa/TbHOI
thapmakonei fepxasu E€C (3MiHa y crneundikaLisx,
nos'asaHa 3i 3amiHamu B [1PY, abo €sponeiicbkii
hapmakonei, abo iHLI HalioHanbHI hapmakonel
nepxasu €C) 3miHa y cneuudpikauii AdI
rekceTuanHy 3 MeTOI NPUBEAEHHS Y BiAMNOBIAHICTb
00 BMMOr MoHorpadii €Bponelicbkoi hapmakonei, a
came BWIyYeHHS napaMeTpy «Baxki MeTanu».

315.

TABAKYM-
nntoc

rpaHynun, no 10 ry
neHani
nosniMmepHomy a6o
h1aKoHi 3 KPULLIKOHO;
no 1 neHany abo
donakoHy B nauui 3
KapToHy abono 5
rpaHysn y KoHTelHepi
3 03yBaHHAM; Mo 2
KOHTeliHepy B nayuj
3 KapTOHY

MpAT
"HauioHanb
Ha
Fomeonatuny
Ha Cninka"

Ykpaina

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CurcTema KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
y NEPBUHHII yNakoBL,i roTOBOro /likapcbKoro 3acoby
(Tvin KoHTelHepa abo fofaBaHHS HOBOTO
KOHTeliHepa) - TBepAj, M'ski Ta HECTEePUIIbHI Piaki
nikapcbki hopmu. CynyTHSA 3MiHa- 3MiHK 3 SIKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikawii
HOBWM MOKA3HUKOM 3 BifMOBIAHUM METOA0M
BMNPOGYBaHHSA) BBEAEHHS [OAATKOBOI YNakoBKu, a
came KOHTeiHep 3 fjo3yBaHHAM MO 5 I, 3 BHECEHHAM
Bi4NOBIAHMX 3MiH [0 p. «YNaKoBKa» Ta AONOBHEHHS
cneundikavii 13 n. «Maca BMICTy ynakoBKu:
KOHTeHepy 3 A03yBaHHAM Mo 5 r» 3 BiANOBIgHUM
MeTOA0M BUNPOGYBaHHSA. 3MiHU BHECEHO B
IHCTPYKLil0 415 MeAMYHOro 3acTOCyBaHHS

6e3
peyenma

UA/8408/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

nikapcbKoro 3acoby [0 po3gainy "YnakoBka" y 3B'A3Ky
3 BBEZIEHHAM [,04aTKOBOI NepBMHHOT YNakoBKN
(koHTElHep 3 fo3yBaHHAM Mo 5r. ) Ta sK HacNigoK -
BiANOBIAHI 3MiHM BHeceHO Ao po3giny "Cnocio
3aCTOCyBaHHA Ta A403n" (LofaBaHHSA anropuTMy
3acTOCyBaHHS) 3rigHO 3 MaTepianamu
peecTpaLiiHoro Aocbe. BBeeHO TEKCT MapKyBaHHS
0015 BIANOBIAHOIO A03yBaHHA Ha 5 I (MepBuHHa Ta
BTOPUHHA YNaKoBKM NikapCbKoro 3acoby). 3minu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbkuii 3aci6.
CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv rOTOBOrO MiKapCbKoro 3acoby
(3MiHa KibKOCTi 0AMHWLB (Hanpuknag TabneTok,
amnys TOLLO) B ynakosLi:) - 3MiHa no3a fiana3oHoM
3aTBEPAKEHNX PO3MIPIB YNaKoBKW Y 3B'A3KY 3
BBE/eHHAM [04aTKOBOI NEPBUHHOT YMaKoBKU
(KOHTelHep 3 f03yBaHHAM, N0 5 r), 3MiHIOETbLCSA
KiNIbKICTb O4MHULb Y BTOPUHHI ynakoBLi. Y nayui 3
KapToOHy 6yfe no 2 KOHTeliHepw 3 A03YBaHHAM.
3arasibHa Ki/IbKiCTb NiKkapCbKoro 3aco6y y BTOPUHHIi
ynakoBui (10 r) — He 3MiHIETbCA. 3MiHW BHECEHI B
IHCTPYKLUi10 4151 MeANYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby A0 po3ainy "Ynakoska" y 3B'A3Ky
3 [0 aBaHHAM HOBOI YNaKOBKM - KOHTelHepa (3MiHa
KifIbKOCTi 0AVHMLb BTOPUHHOT yrakoBku). BignosigHi
3MiHU BHECEHO B TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby.

316.

TAS3MEH 2.25

NOPOLLIOK A1SA
pO34nHy Ans
iHdpysild, no 2 r/0,25
rno2r/0,25ry
thnakoHax; no 1
donakoHy 3
MOPOLLKOM B
KapTOHHIA KopooLi

M.BIOTEK
NIMITEL

Benuka
BputaHis

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SKOCTi Ta
BWMNYCK Cepil:
Kynep
dapmacbioTikans
C.A., I'pevis
BMPOGHUK
NPOMIXXHOro
NPoAyKTYy
nikapcbKoro 3acoby
- CTepuIbHOI CyMiLli
ninepaunniny
HaTpito Ta
TasobakTtamy HaTpito
(cTepunbHuii bulk):
LaHAoHT AHKCIH
dapmachbioTikan Ko.,
Nta, Kutai

Ipeuis/
Kutaii

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHWM BHECEHO Y

TEKCT MapKyBaHHSA NepBuHHOI (N. 3, 4, 6) Ta
BTOPUHHOI (M. 8, 13, 17) ynakoBKM NiKapCbKoro
3acoby.

3a
peyenmom

UA/19110/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
317. | TA3MEH 4.5 MOPOLLIOK ANsi M.BIOTEK Benwuka BMPOGHMLTBO, Ipeuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/19110/01/02
pO34nHy ANns NIMITEL BputaHis nepBuHHE Ta Kutaii | TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta peyenmom
iHcpysii, no 4 1/0,5; BTOPVHHE thapmakoHarnsgy (iHwi 3MiHn) 3MiHUM BHECEHO Y
no4r/05ry nakyBaHHs, TEeKCT MapKyBaHHS nepBuHHOI (M. 3, 4, 6) Ta
thnakoHax; no 1 KOHTPO/b AKOCTi Ta BTOPUHHOI (M. 8, 13, 17) ynakoBKM /iKkapCbKOro
donakoHy 3 BUNYCK cepil: 3acoby.
MOPOLLKOM B Kynep
KapTOHHIA KOpooLi dapmacbioTikans
C.A., I'pevis
BMPOGHUK
NPOMDXHOro
NpoAyKTYy
nikapcbkoro 3acoby
- CTepubHOI CyMiLli
ninepaunniny
HaTpilo Ta
TasobakTtamy HaTpito
(cTepunbHwuii bulk):
LLlaHAOHT AHKCIH
dapmacbioTikan Ko.,
T, Kutai
318. | TAHTYM cnpeii 4ns poToBoi AsieHpe ITanis AsieHge Kimike ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/3920/02/01
BEPOE® NOPOXHUHY, 1,5 Kimike PiyHiTe AHxeniHi | TMny - 3miHK 3 AkocTi. CepTudcpikat peuenma
mr/mn; no 30 mn y PiyHiTe PpaHyecko BignosigHocTi/l E-cepTudikar BignosigHoOCTI
donakoHi 3 AHRXeNiHi AK.P.A®. C.nA. €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
Hebynaisepom; no 1 | ®paHyecko - HOBOro abo OHOB/IEHOr0 cepTudikaTa BigNOBIAHOCTI
chnakoHy y AK.P.AO®. abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
KapTOHHIA Kopoo6Li C.n.A. €Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMIKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponelicbkiin hapmakoner) - HoBuii cepTudikat Big,
BXE 3aTBEpAXEHOro BUpobHuka - MogaHHA HOBOro
cepTudpikaTa BignoBigHOCTI EBpONECHKIi
thapmakonei Ne RO-CEP 2021-203 - Rev 00
(3atBepmxeHo: ASMF Version April 2020) ana A®I
6eH3ngamiHy rigpox1opuay Bif BXe 3aTBEPMKEHOro
BUpobHuka Aziende Chimiche Riunite Angelini
Francesco — A.C.R.A.F. S.p.A,, ltaly.
319. | TAHTYM PO34MH ON15 POTOBOT AsieHpe ITanis AsieHge Kimike ITanis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/3920/01/01
BEPAE® NOPOXHUHY, 1,5 Kimike PiyHiTe AHxeniHi | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenma
mr/mn; no 120 mny PiyHiTe dpaHyecko BignoBsigHocTi/l E-cepTudpikar BignosigHocTi
NakoHi 3 MipHUM AHXeENiHi AK.P.A.®. C.n.A. €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
cTakaH41Kom; ro 1 PpaHyecko - HOBOro abo OHOB/IEHOr0O cepTudikaTa BifnoBigHOCTI
onakoHy y A.K.P.A.®. ab0 BUyYeHHs cepTuduikaTta BignoBigHOCTI
KapTOHHilA Kopoo6Li C.n.A. €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro

martepiany/peareHTy/npoMixXHOT0 NPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOGHULTBI ADI; ans




297

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
[OMOMIKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXE 3aTBEPXEHOro BUpobHuka - MogaHHA HOBOro
cepTudpikaTa BignoBigHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2021-203 - Rev 00
(3atBepmxeHo: ASMF Version April 2020) ana A®I
6eH3naamiHy rigpoxnopuay Bif BXe 3aTBEpXEHOro
BUpobHuka Aziende Chimiche Riunite Angelini
Francesco — A.C.R.A.F. S.p.A,, ltaly.
320. | TAHTYM cnpeii 4ns poToBoi AsieHpe ITanis AsieHge Kimike ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/3920/02/01
BEPLE® NOPOXHUHY, 1,5 Kimike PiyHiTe AHxeniHi | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6. peuenma
mr/mn; no 30 mn y PiyHiTe PpaHyecko Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
donakoHi 3 AHRXeNiHi AK.P.A®. C.nA. peyoBMHaXx) roTOBOrO Jlikapcbkoro 3acoby (iHLwi
Hebynaisepom; no 1 | ®paHyecko - [L0MOMIDKHI peqyoBuHN) - Byab-sika He3HayHa 3MiHa
chnakoHy y AK.P.AO®. KiNIbKICHOTO CcKnagy AOMNOMDKHMUX PEYOBUH Y
KapTOHHIA KopoobLi C.n.A. roTOBOMY NliKapCbKOMy 3acobi - BHeceHHs1 3miH [0
p.3.2.P.3.2 Cknag Ha cepito, a came-3miHa
Aiana3oHy po3BefeHHs [ONOMiXHOI peyoBUHN
(eTaHon) 3 95.0%-95.1% Ha 95.1% BignoBigHO A0
BuMoOr EP o0 cnmpToBOi KOHUeHTpauii ETaHon
96%.
321. | TAHTYM pO34UH BariHasIbHWIA AsieHpe ITanis AsieHge Kimike ITanis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/4012/02/01
PO3A® 0,1%; no 140 mny Kimike PiyHiTe AHXeniHi | Tvny - 3miHK 3 AkocTi. CepTudikart peyenma
donakoHi PiyHiTe dpaHyecko BignosigHocTi/l E-cepTudpikart BignosigHocTi
ocHalleHomy AHXeENiHi AK.P.A.®. C.n.A. €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
KaHtosnelo 3 PpaHyecko - HOBOro abo OHOB/IEHOr0O cepTudikaTa BifnoBigHOCTI
KpULLIEYKOL NS A.K.P.A.®. ab0 BUyYeHHs cepTuduikaTta BignoBigHOCTI
3aKpuTTH; No 5 C.n.A. €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
onakoHiB y mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, L0
KapTOHHI KOpooLyi BMKOPUCTOBYHOTLCS Y BUPOOHMUTBI API; ans
[0MOMDKHOT peyoBUHU (cepTudikaTt BignoBigHOCTI
€sponelicbkiii hapmakoner) - HoBwii cepTudikar Big,
BXe 3aTBepAKeHOro BUPOoOHYKa - MNofaHHs HOBOro
cepTudpikaTa BignoBiAHOCTI EBpONECHKii
apmakonei Ne RO-CEP 2021-203 - Rev 00
(3aTBepmxeHo: ASMF Version April 2020) ans Adl
6eH3naamMiHy rigpoxnopuay Bif BXe 3aTBEpKEHOro
BMpo6Huka Aziende Chimiche Riunite Angelini
Francesco — A.C.R.A.F. S.p.A,, ltaly
322. | TAHTYM rpaHynun ans AsieHpe ITanis AsieHge Kimike ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/4012/01/01
PO3A® BariHa/IbHOro Kimike PiyHiTe AHXeniHi | Tvny - 3miHK 3 AkocTi. CepTudikart peyenma
po3unHy o 500 mr; PiyHiTe dpaHyecko BignosigHocTi/l E-cepTudikar BignoBigHOCTI
no 10 cawe B AHXeENiHi AK.P.A.®. C.nA. €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
KapTOHHilA KOpo6Li PpaHyecko - HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
AK.P.AD. abo Buny4eHHs ceptudpikata BiANOBIAHOCTI
C.n.A. €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro

marepiany/peareHTy/npomMiHOro NpPoAyKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOGHMLTBI ADI; ans
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[OMOMIKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXE 3aTBEPKEHOro BUpobHuka - NogaHHA HOBOrO
cepTudpikaTa BignoBigHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2021-203 - Rev 00
(3atBepmxeHo: ASMF Version April 2020) ana A®I
6eH3naamiHy rigpoxnopuay Bif BXe 3aTBEpXEHOro
BUpobHuka Aziende Chimiche Riunite Angelini
Francesco — A.C.R.A.F. S.p.A,, Italy
323. | TIANPOCAH Tabnetku no 100 mr, | MPO.MEA.L], Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/12821/01/01
® no 10 TabneTtok y C MNpara a.c. | Pecny6nik Mpara a.c. Pecny6nika | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom | nidssieae
6nicTepi; no 3 abo 6, a hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj

abo 9 6nicTepiB y
KapTOHHIA KopooLi

NikapCbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHM Ha
pechepeHTHMI Npenapar (3mMiHa He NnoTpebye
HaZjaHHS XXOAHMNX HOBUX AOAATKOBUX AaHWX) 3MiHN
BHECEHO [0 iHCTPYKLIT 415 MefnMyHoro
3acTocyBaHHA NikapcbKoro 3acoby y po3ainu
"MokasaHHsa" (yTouHeHHs), "MpoTunokasaHHsa",
"B3aemogis 3 iHWMMM flikapcbkumun 3acobamm Ta
iHWI BMAW B3aemogiit", "OcobmBocTi
3acTocyBaHHS", "3acToCyBaHHS Y Nepiog, BariTHOCTI
abo rogyBaHHsA rpyaar”, "Cnocib 3actocyBaHHA Ta
nosun", "MepenosysaHHA", "Mo6iYHI peakuii” 3rigHO 3
iHhopmaLi€eto WwoA0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Tiapridal 100
mg tablety). BBeieHHs 3MiH NPOTSArom 6-Tv MicsiLiB
nicns 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekun/ehekTNBHOCTI Ta chapmakoHarnagy (iHwi
3MiH1) OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby, a came NpUBEAEHHS Y
BiANOBIAHICTb 40 OpUriHa/-MakeTiB NEPBUHHOI Ta
BTOPWHHOI YNakoBKW. BBeAeHHS 3MiH NpOTArom 6-tu
MicsLiB nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsay.
3MiHa Y KOpOTKill XapakTepucTuLi NikapCcbKoro
3ac00y, TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro 3acooby,
abo gocnigkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nmicnsipeecTpaviliHvii nepios,
a60 AK pe3ynbTar OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHnX BignoBiAHO A0 NnaHy negiaTpuuHmX
pocnipxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVM OpraHom) 3miHu
BHECEHO [0 IHCTPYKLIi 418 MeAnyHOro
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3aCTOCYBaHHSA NiKapcbKoro 3acoby y po3ain "MobiuHi
peaxuii” o0 BaX/IMBOCTI 3BiTyBaHHS MPo NobiYHi
peaxuii. BBefeHHsA 3MiH NpoTArom 6-Tn MicsuiB nicns
3aTBEPAKEHHSA
324. | TIBOPTIH® PO34MH OpanbHUiA, TOB "tOpis- YkpaiHa TOB "tOpia-®Papm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHix maTtepianis: 3MiHW 6e3 mifisirae UA/9941/01/01
ACNAPTAT 200 mr/mn, no 100 Papm"” | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernma

M abo no 200 mny
donakoHi; no 1
oNakoHy 3 MipHOH
NIOXKOI0 y Kopobui 3
KapToHy

hapmakoHarnsagy (iHwi 3MiHK) 3aTBepaXKEHO:
MapKyBaHHS1 AOAAETHLCS, 3aNPONOHOBAHO: 3riAHO
3aTBEPAKEHOIO TEKCTY MapKyBaHHS. He3HauHi 3MiHK
y TEKCTi MapKyBaHHSA yNakoBKM /liKapCbKOro 3acoby.
3MiHu | TUNY - 3MiHK 3 IKOCTI. ToTOBUIA NiKapCbKUii
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
[L0MyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(monoBHeHHs cnevmdikaLii HOBUM NOKa3HMKOM 3
BiANOBIAHUM MeTOA0M BMNPOGYyBaHHS) [JONOBHEHHS
crneundikavii HoBum nokasHukom "lMpo3opicTb" (EP
2.2.1). CynyTHS 3MiHa - 3MiHY 3 sKoCTi. [oTOBWI
nikapcbkuii 3aci6. KOHTpob roToBOro Nikapcbkoro
3acoby. 3miHa y MmeTofax BUNpobyBaHHS rOTOBOro
nikapcbKoro 3aco6y (iHLWi 3MiHM) 3miHu | Tuny -
3MiHu 3 sKocCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikawii
HOBWM MOKA3HUKOM 3 BifMOBIAHUM METOA0M
BMNpobyBaHHSA) [lonoBHEHH: crevmdikaii HoBUM
nokasHukom "CTyniHb 3abapeneHHs” (EP 2.2.2.
metog Il).

CynyTHS 3MiHa - 3MiHU 3 AKOCTI. FOTOBUIA NiKaPCbKUIA
3aci6. KOHTpOonb roToBOro NikapCbKoro 3acoby.
3MiHa y MeTogax BUnpobyBaHHsA roTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHKM) 3miHu | Tuny -
3MiHu 3 sKocCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikadii
HOBWM MOKA3HUKOM 3 BiAMOBIAHUM METOA0M
BMNpobyBaHHSA) [lonoBHEHHA crevmdikaii HoBUM
NoKas3HUKOM "OfHOpPIAHICTb Macu [03, Lo
BUTAralOTbCA i3 6araTo030BMX KOHTEHEpIB"
BIANOBIAHO A0 BUMOT 3arasibHoi ctatTi EP Liquid
Preparations for Oral Use (01/2018: 0672).
CynyTHS 3MiHa - 3MiHM 3 SIKOCTi. [OTOBWIA NlikapCbKuii
3aci6. KOHTposib rOTOBOrO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (iHwi 3mMiHW) 3MiHn | TNy -
3MiHu 3 sKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
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roTOBOrO JliKapCbKOro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUnpobyBaHb (BK/IHOHYAKUMN 3aMiHy
ab0 AONOBHEHHS)) 3MiHM Y MeToAax BUNpPoOyBaHHS,
3aTBEPKEHO: XUAKOCTb C/erka XenToBaToro Lusera
C KapamesibHbIM 3arnaxom,
3anponoHOBaHO: NMPO30puii 31erka onasnecyitynii
XKOBTYBaTUIi PO34MH 3 KapamMesibHM 3anaxom.
3MiHu BHeceHi y po3gin "Nlikapcbka dopma”
(OcHOBHI (hi3nKO-XiMiYHI BMACTMBOCTI) B iIHCTPYKLIitO
0119 MeAUYHOro 3aCTOCYBaHHA Ta B KOPOTKY
XapaKTepUCTUKY /ikapCbKoro 3acoby. BBegeHHs
3MiH NPOTAroM 6-TW MIiCALIB NicNs 3aTBEPMAKEHHS.
CynyTHS 3MiHa - 3MiHM 3 SIKOCTi. [OTOBWIA NlikapCbKuii
3aci6. KOHTposib rOTOBOrO NikapCbKoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
[0NYyCTUMMUX MEX rOTOBOTO J1iKapCbKOro 3acoby (iHLwi
3MiHW) 3MiHY | TUny - 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro NikapcbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BMNpoOyBaHb (BK/OUaoUM 3amiHy abo
[ONOBHEHHS)) 3MiHM B METOAaX KOHTPOSII0 SKOCTI 3a
po3sginom "lgeHTudikauis” (3MiHN thopmytoBaHHS
HOPMYBaHHS1; BHECEHO peakLito Ha apriHiH;
MeTwanaparigpokcnbeHsoar,
nponininaparigpokcmbeH30ar, 3MiHN NOCUIaHHSA Ha
meToa EP.2.229, npo6onigrotoBka Ta yMOBU He
3MIHWNCS, BHECEHO pefaKLiiiHi NpaBkuW; BUTYyYeHO
nokasHuk «Cop6iTosn», AONOMKHA peYOBMHA
KOHTPONIOETLCSA Ha eTani hapmav,eBTUUHOT
PO3pPO6KU, TAKOXK 3HAUYEHHS TYCTUHU KOPESIoE 3
KiNIbKICHUM BMICTOM COp6IiTOY y ckiagi
hapmaueBTMyHOro npenapary). CynyTHS 3MiHa -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHu) 3MiHu | TNy -
3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCcbKOro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHAKUMN 3aMiHy
ab0 fONOBHEHHSA)) 3MiHU B METOAAaxX KOHTPOJIHO
AKOCTi 3a po3ginom "pH" (3atBepaxeHo; Big 5,0 o
6,50 (4dY 2.2.3), 3anponoHoBaHo; Big 5,0 go 7,0
(EP 2.2.3).
CynyTHS 3MiHa - 3MiHM 3 SIKOCTi. [OTOBWIA NliKapCbKuii
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
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[OMNYCTUMYKX MEX FOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHM) 3MiHu | TUNY - 3MiHK 3 iKOCTi. FoTOBWMIA
nikapcbKkuii 3aci6. KOHTpoNb roToBOro Mikapcbkoro
3aco6y. 3MiHa y MeTodax BUNPOGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpobyBaHb (BKOUaUM 3amiHy abo
[OMOBHEHHS)) 3MiHN B METOAAX KOHTPOJIIO SIKOCTi 3a
po3gainom "TyctmHa" (3MiHn nocunanHsa AdY 2.2.3 Ha
EP 2.2.3, meTog, Il). CynyTHA 3MiHa - 3MiHW 3 KOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX roToBOro
nikapcbKoro 3acoby (iHwi 3MiHM) 3miHu | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMMNPOOYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 AoNOBHEHHS)) 3MiHU B METOAAX KOHTPOJIHO
AKOCTI 3a po3ainom "O6'eM, WO BUTAraeTbCA" (3MiHN
nocunaHHA 3 A®Y 2.9.17 Ha EP 2.9.17). CynyTHsa
3MiHa - 3MiHU 3 AKOCTI. FOTOBUIA NiKapCbKMii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaii Ta/abo AONYyCTUMMX MEX
rOTOBOrO /1iKapCbKoro 3acoby (iHLLi 3MiHK)
3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKNi
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acooy.
3MiHa y meTogax BMNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BUNPO6YBaHb (BK/OUAOUM 3aMiHy abo
[OMNOBHEHHS))
3MiHM B MeTOAax KOHTPO/I0 AKOCTI 3a po34isioM
"KinbkicHe BM3Ha4yeHHA" (3MiHW YMOB
XpomartorpacdpyBaHHs Ta NpuaaTHICTb
XpomaTorpadiyHoi cuctemu, NpoboniaroToBKM)
BcTaHOBNEHHS €AVHWIA Ajiana3oH 3Ha4YeHb 5K Ha
eTani BUNycKy Tak i NpoTArom TepMiHy 36epiraHHs
(£5%). CynyTHS1 3MmiHa - 3MiHK 3 sikoCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NikapCcbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[OMNYCTUMYKX MEX FOTOBOrO /iKapCbKOro 3aco6y (iHLui
3MiHM) 3MiHu | TUNY - 3MiHK 3 iKOCTi. FoTOBWMIA
nikapcbKkuii 3aci6. KOHTpoNb roToBOro NMikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
[0NYyCTUMMUX MEX rOTOBOTO J1iKapCbKOro 3acoby (iHLwi
3MiHK) 3MiHM B METOAaX KOHTPOJItO SIKOCTi B pO34iNi
PeyoBuWHW, BUSIB/IOBaHI HIHTigpVMHOM, a came
onTuMi3aLis MmeToay BunpobyBaHb, (MeTog TLUX),
npuBefeHHss HOpMyBaHHA A0 Bumor EP «Arginine
aspartate» (01.2017.2096 corrected 11.1),
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(3aTBepmxeHo: 0,5% AdY 2.2.27, 3anNponoHOBaHO:
6yab-sika AOMiLLKa; He 6inblie 0,2%, EP 2.2.27).
CynyTHS 3MiHa - 3MiHU 3 AKOCTi. [OTOBUIA NiKapCbKUiA
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa y MmeTogax BUnpobyBaHHsA roTOBOro
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BMNpoOyBaHb (BK/OUaUM 3amiHy abo
[ONOBHEHHS)) 3MiHM | TUNY - 3MiHN 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHSA rOTOBOIO MikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUMN 3aMiHy
ab0 fOoNOBHEHHSA)) 3MiHU B METOAAaxX KOHTPOJIHO
AKOCTI 3a po3ginom "MikpobionoriyHa ymctora”
(@opgaHo nocuniaHHA Ha metog EP 2.6.12, 2.6.13).
CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOBWIA NliKapCbKunii
3aci6. KOHTPO/1b rOTOBOr0 NiKapcbKoro 3acooy.
3MiHa napameTpiB cneungikauii Ta/abo
[OMNYCTUMYKX MEX FOTOBOrO /iKapCbKOro 3aco6y (iHLui
3MiHM) 3MiHu | TUNY - 3MiHK 3 iKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWii 3aci6. 3miHa y
NepBUHHIN yNakoBLi rOTOBOTO JliKapcbKoro 3acoby
(iHLLi 3MiHW)
3MiHa y NepBuHHIli ynakoBLj, a came BUTyYeHHS
Q/TIOMIHIEBMX KPULLOK 3 NPOKNaKaMu
YLWNBbHIOYNMM @60 KpULLKaMy NONIMEPHUMU Ha
KPYILLKY MOMIMEPHY, LLO 3arBUHYYETLCA, 3 KOHTPO/IEM
nepLUIoro BiAKPUTTSA, OCKI/IbKU faHnii MaTepian He
3aCTOCOBYBABCS Ta He N/IaHyeTbCA [0
BMKOPUCTaHHS Yy BUPOGHMLTBI. 3MiHu | TUny - 3MiHu 3
sikocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6b (iHLWi 3MiHK)
3MiHa Ha3BM BTOPVMHHOT YNaKoBKN 3 «Nayku 3
KapTOHY» Ha «KOPOOKY 3 KapTOHY». 3MiHN BHECEHi Y
po3ain "Ynakoska" iHCTPYKLii 418 MeAnyHOro
3acToCyBaHHA NikapcbKoro 3acoby Ta 'y po3gin "Tun
Ta BMICT NEPBUHHOI YNakoBKN" KOPOTKOI
XapaKTepUCTMKM NiKapCbKoro 3acoby; BifnoBifHi
3MiHU BHECEHI Y TEKCT MapKyBaHHS yrnakoBKW
NiKapcbKoro 3acoby.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKeHHs. 3MiHu Il Tuny - 3miHu 3 gKocTi. API.
Bupo6bHMLTBO. 3MiHa BUPOGHMKa
BVXifHOro/MPOMKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdI,
ab60 3MiHa BMPOGHMKa (BKOYatoun, fe HeobxigHo,
MicLie NpoBeAEHHS KOHTPOIO AKocTi) AdI (3a
BifJICYTHOCTI cepTudikaTa BignosigHoCTI
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
€Bponelicbkii hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHA HOBOro BUPO6GHNKa AdI 3
HafaHHAM macTep-chaiina Ha Adl) BeeaeHHs
[04aTKoBOro BUpobHuka ans A®|l ApriHiHy Acnaprar
Flamma S.p.A., ITanisa (3aTBepaXeHi BUPOOHUKN:
Wuhan Amino Acid Bio-Chemical Co., Ltd, Kutaii;
Wuhan Grand Hoyo Co., Ltd, Kutai).
325. | TOMMIA- PO34MH ANA iH'EKLIN, TOBAPUCT YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 3a UA/19533/01/01
ANMI no 1 mna B amnyi; BO 3 06MEXeHOo YTOUHEHHA HanucaHHA 3asiBHMKa B Haka3i MO3 peyenmom
no 5 amnyny OBMEXXEH BiANOBIAA/ILHICTIO YkpaiHu Ne 732 Big, 29.04.2024 B npoueci
6nictepi; no 1 (e]}0) «®dapmaveBTNyHa BHECEHHA 3MiH (3MiHu | Tuny - 3MiHK Wwoao
6nictepy y BIANOBIAA KOMMaHis 6e3nekun/edpekTnBHOCTI Ta chapmakoHarnsgy (iHwi
KapTOHHIA Kopoo6Li NBHICTHO «30poB’A» 3MiHW) - 3MiHW BHECEHO B iHCTPYKL,iI0 415
"®APMONC MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby, a
TPUB'FOLLH came [0MOBHEHO po3sdinamu "3assHuk" 1a "
" Micue3HaxomKeHHs 3asBHVKa Ta/abo npeacTaBHMKa
3asBHMKA". BignoBigHi 3MiHW LWOA0 3asBHMKA
BHECEHO Y TEKCT MapKyBaHHS ynakoBKW NikapCbKoro
3ac06; 3miHu | TMny - 3MiHK WoAao
6e3nekn/edheKTMBHOCTI Ta hapMakoHarnagy (iHwi
3MiHUM) - 3MiHN BHECEHO Y TEKCT MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby y posgin 17.1HWE
LoA0 norotuny 3asBHKKa). Pepakuis B Hakasi -
ToBapuCTBO 3 0OMEXEHOH BifMNOBigA/IbHICTIO
"OAPMAICTPIBIOLWH", YkpaiHa. BipHa pepakuis -
TOBAPVCTBO 3 OBMEXEHOO
BIAMOBIJANBHICTHO "®APMANCTPUB'FOLLIH",
YKpaiHa
326. | TPYKCUMA KOHLeHTpaT Ans CenntpioH Pecny6nik | CENNTPIOH IHK. Pecny6nika BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHM 3a He UA/17284/01/01
PO34nHy ANs Xenskeap a Kopest (Bnpo6HuuTBO, Kopesi/ Yrop | TMNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyenmom | niossieae
iHcpysiiA, no 100 Ko., N1g, nepBuHHE LwmHa/ 3MiHU Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo
Mr/10 mn; no 10 mn nakyBaHHs, PpaHuia/ CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
(100 mr) y donakoHi; BTOPVHHE HimeuunHa rOTOBOrO JlikapCbkoro 3acoby (3amiHa abo
no 2 onakoHn y nakyBaHHs, [0AaBaHHA BUPO6HYKa, LU0 BiANOBiAa€E 3a BBE3EHHS
KapTOHHIlA Kopo6L; BUNPOBYBaHHSA Ta/abo Bunyck cepii) - He Bi/Itovaoum
KOHUEeHTpaT ans CTabiNbHOCTI; KOHTPO/b/BUNPOGYBaHHSA cepii . 3amiHa BUPOOHUKA,
pPO34nHy AN Bunpo6yBaHHs Lo BiAnNoBigae 3a BuNyck cepii 3 MinnmayHT
iHdpy3iiA, mo 500 cTabinbHoCTI), Xenckeap N174., Ipnaxgia Ha Hysican ®paxc CAP/,
Mr/50 mn; no 50 mn Pecny6nika Kopes; dpaHuis.
(500 ™r) y donakoHi; Bunpo6yBaHHs

no 1 donakony y
KapTOHHI KOpooLyi

KOHTPOO AKOCTI
npv BUMYyCKy,
BTOPVHHE
nakyBaHHS:

3AT
dapmaLeBTUYHNIA
3aBog ETIC,
YropuwmHa,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

YacTkoBe
BUNPOGYBaHHSA
KOHTPO/HO SIKOCTI
npu BUNYyCKy (3a
nokasHukamu
CTEPUSIBHICTb Ta
€HZI0TOKCUHM):
PapmacbloTikau
KoHTpon eHpf,
[esenonmeHT
Nab6opaTopi Ko.,
Ntp, YropwuHa;
Brpo6HuK,
BiANOBigaIbHUI 3a
BWMYCK Cepii:
HysicaH ®paHc
CAP, ®paHuis;
Brpo6HMLTBO,
nepBuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
npv BUNYCKY:
Bakctep OHkonoaxi
'mM6X, HimeuunHa

327.

YPO-TPAH

rpaHynu; no 10 r
rpaHyn y neHani
nonimepHomy, no 1
neHany B nauuj 3
KapToHy; abo no 10 r
rpaHyn y piakoHi 3
KpWLLKOto, no 1
donakoHy B nauui 3
KapToHy; abono 5r
rpaHyn y KoHTeiHepi
3 [l03yBaHHAM, Mo 2
KOHTelHepwn B naui
3 KapTOHY

MpAT
"HauioHanb
Ha
Fomeonatuny
Ha Cninka"

Ykpaina

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CurcTema KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
y NEPBUHHIN yNakoBL,i roTOBOro /likapcbKoro 3acoby
(Tvin KoHTelHepa abo fofaBaHHS HOBOTO
KOHTeliHepa) - TBepAj, M'ski Ta HECTEePUIIbHI Piaki
nikapcbki hopmn - CynyTHA 3MiHa - 3MiHW 3 SIKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikadii
HOBMM MOKA3HWKOM 3 BiiNOBIAHUM METOA0M
BMNpo6yBaHHS) - BBeaeHHs [04aTKOBOT ynakoBku, a
came KOHTeiHep 3 fJ03yBaHHAM MO 5 1, 3 BHECEHHAM
Bi4NOBIAHMX 3MiH [0 p. «YNaKoBKa» Ta AONOBHEHHS
cneundikauii 13 n. «Maca BMICTy ynakoBKu:
KOHTeHepy 3 A03yBaHHAM Mo 5 r» 3 BiANOBIgHUM
MeToA0M BUMPOGYBaHHS. 3MiHW BHECEHO B
IHCTPYKL,il0 ANS MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby [0 po3ziny "YnakoBka" y 3B'A3Ky
3 BBEZIEHHAM [04aTKOBOI NePBMHHOI YNakoBKN
(kOHTelHep 3 A03yBaHHAM Mo 5. ) Ta SK HacigokK -

6e3
peyenma

nionsieae

UA/8455/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

BiANOBIAHI 3MiHM BHeceHO Ao po3giny "Cnocio
3aCTOCyBaHHA Ta 031" (fofaBaHHSA anropuTMy
3acTOCyBaHHS) 3rigHO 3 MaTepianamu
peecTpaLiiHoro Aocbe. BBeeHO TeKCT MapKyBaHHS
015 BIANOBIAHOIO A03yBaHHA Ha 5 I (MepBuHHa Ta
BTOPUHHA YNaKoBKM NikapCbKoro 3acoby). 3minu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbkuii 3aci6.
CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOrO fiKapCbKoro 3acoby
(3MiHa KiNbKOCTi 0AMHWLB (Hanpuknag TabneTok,
amny/ TOLLO) B ynakoBLi:) - 3MiHa no3a fiana3oHoM
3aTBEPMAKEHNX PO3MIPIB YNAKOBKM - Y 3B'A3KY 3
BBEEHHAM [0aTKOBOI yNakoBkn (KOHTeliHep 3
[03yBaHHAM M0 5 1), 3MIHIETLCA Ki/IbKICTb OAUHULb
y BTOPWHHI ynakosLi. Y nayui 3 kapToHy 6yge - no 5
I rpaHyn y KOHTeWHepi 3 J03yBaHHAM: MO 2
KOHTelHepW pa3oM 3 iHCTPYKLiE A5 MeAnYHOro
3aCTOCYBaHHSA B MauLli 3 KapTOHY. 3MiHV BHECEHI B
IHCTPYKLUi10 4151 MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainy "Ynakoska" y 3B'A3Ky
3 [lofaBaHHAM HOBOI YNaKoBKM - KOHTelHepa (3MiHa
KifIbKOCTi 0AVHMLb BTOPUHHOT yakoBku). BignosigHi
3MiHU BHECEHO B TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby.

328.

YPCIC®

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKO0 M0 500
Mr no 10 TabneTok y
6nictepi, no 3, 5 abo
10 6nicTepiB y nauui

AT
"KUIBCBKW
"
BITAMIHHI
1 3ABOA"

YKpaiHa

AT "KNIBCbKIN
BITAMIHHUI
3ABOA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif yxxe 3aTBepXeHOro BUpOOHWMKa -
noJaHHA OHOBJ/IEHOro cepTuddikara BiAnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-108 -
Rev 06 (3aTBepmkeHo: R1-CEP 2004-108 - Rev 05)
onsa A®| ypcoaesokemnxosesa KACnoTH Big,
3aTBepAKeHoro BupobHuka Dipharma Francis
S.R.L., ITanis.

3a
peyenmom

UA/18603/01/01

329.

YPCIC®

TabneTkn, BKpUTI
NiBKOBOIO
06010Hkot0 no 250
Mr no 10 TabneTok y
6nictepi, no 3, 5 abo
10 6nicTepiB y nayuj

AT
"KNIBCbKW
7
BITAMIHHW
1 3ABOA"

YKpaiHa

AT "KNIBCbKMN
BITAMIHHUIA
3ABOA"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignoBsigHocTi/l E-cepTudpikar BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOr0O cepTudikaTa BifnoBigHOCTI
ab0 BUyYeHHs cepTudiikaTta BignoBigHOCTI

3a
peyenmom

UA/18603/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMIKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepKeHOro BUPOOHWMKa -
noAaHHs OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-108 -
Rev 06 (3aTBepmkeHo: R1-CEP 2004-108 - Rev 05)
ans A®| ypcoaesokcmxoneBa KUCI0TH Big,
3aTBepmKeHoro BupobHuka Dipharma Francis
S.R.L., ITania
330. | YPCOAE3OK NOpPOLLOK AT Ykpaina [Oidapma PpaHuic ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK - UA/17486/01/01
CUXONEBA KpucTaniyHmi "KNIBCbKU C.P.N. | TMny - 3miHK 3 AkocTi. CepTudcpikat
KNCNOTA (cy6eTaHuis) y 7 BignosigHocTi/l E-cepTudikar BignosigHoOCTI
MIKPOHI3OB | nakeTax noAgiliHMx BITAMIHHW €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
AHA nosieTuIeHoBMX 1 3ABOA" HOBOro abo OHOB/IEHOrO cepTudikaTa BigNOBIAHOCTI
ans abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
hapmaueBTUYHOIO €Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
3acTOCyBaHHSA martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[0MOMIKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif yxe 3aTBepXeHOro BUpOOHWMKa -
noJaHHA OHOBJ/IEHOro cepTuddikara BiAnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-108 -
Rev 06 (3aTBepmkeHo: R1-CEP 2004-108 - Rev 05)
331. | YPConiB Kancynu no 250 mr; Mera TainaHg Mera JflaiidpcaiieHcis TainaHg BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: 3MiHU 3a He UA/12805/01/01
no 10 kancyny NaiidpcalieH Mab6nik KomnaHi | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKMii 3aci6. peyenmom nionseae
6nictepi; no 5 abo ci3 Mabnik Nimiteq KOHTPO/Ib FTOTOBOIO /liKapCbKOro 3acoby. 3mMiHa y
no 10 6nictepiB y KomnaHi MeToAax BUNPOOGYBaHHSI rOTOBOTO JliKapCbKOro
KapTOHHilA KOpo6L Nimiteq, 3aco6y (iHWi 3MiHM y MeTofax BUNpobyBaHb

(BK/THOYAKOYM 3aMiHy ab0 LOMOBHEHHS)) 3MiHA Y
MeToAax BUNpPoGyBaHHSA rOTOBOrO /liKapCbKoro
3aco6y 3a NokasHMKoM «CynpoBifHI LOMILLKU», a
came BBE[leHHS OHOBJIEHOI METOAVKN KOHTPOSIIO
AKOCTI Nikapcbkoro 3acoby Ta 3amiHa meTtogy TLUX Ha
BEPX. BBefleHHS 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
['oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
crneundikauii Ta/abo 4ONYyCTMUX MEX FOTOBOro
nikapcbKoro 3aco6y (iHLWi 3MiHK) 3MiHa NapameTpiB
cneuudpikauii 13, a came OHOBMEHHSA PO3ainy
«CynpoBigHi AOMILLKU».

BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEPMAKEHHS. 3MiHN | TMNY - 3MiHM 3 SKOCTI.
[oTOBMIA NNikapcbkumii 3aci6. CTabinbHICTb. 3MiHa Y
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36iNbLUeHHS TEPMiHY
NpMAATHOCTI TOTOBOIO JiKapCbKOro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCA AaHUMU
peasibHOro yacy) 36i/blUeHHs TepMiHY NpUAATHOCTI
rOTOBOrO /iKapCbkoro 3acoby 3 2 pokiB A0 3 pPOKiB.
3MiHM BHeceHoO B po3ain "TepmiH npugaTHocTi" B
IHCTPYKLil0 AN51 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeefeHHs 3MiH NpOTArom 6-Tn
MicsiLiB Micns 3aTBepAKEHHS.
332. | YPCOXO/N® Kancynu no 250 mr MpAT YkpaiHa, MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis: 3MiHW 3a UA/9018/01/01
no 10 kancyny "®apmauesT "®apmMaueBTNYHa | Tuny - 3miHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y peyenmom
KOHTYPHIl nyHa chipma chipma "AapHuus” napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
YapyHKoBIl "OapHuus” BM3HaYeHux y crneyndikauisx Ha A®l, abo

ynakosLi, no 5 a6o
no 10 KOHTYPHMX
YapyHKOBUX
ynakoBOK y nauui

BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(iHWi 3MiHW)

CynyTHS 3MiHa - 3MiHU 3 AKocTi. ADIl. KoHTposb AdI.
3miHa y meTogax BunpobyBaHHA A®l abo BuXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdI
(iHwWi 3MiHM y MeTogax BUNpobyBaHHA (BK/IOYaUn
3amiHy abo fonoBHeHHS) A®l abo
BVIXiHOro/NpoMKHOro NpoAyKTy). BHeceHHs 3MiH [0
marepianiB peecTpaujiiHoro gocke Ha N3 gns
BXifHOro koHTposto APl Ypcoaeokcmxoniesa
KMCNoTa, a came: BHECEHO 3MiHU [i0 MOKa3HMKa
"CynpoBigHi fomilkv" BiANOBIAHO A0 MaTepianis
BUPOBGHMKA; NepeHeceHo nokasHuk "domiwka C" oo
po3giny "CynpoBigHi gomilukn". 3MiHN | TURY - 3MiHN
3 AkocTi. ADl. KoHTposib A®I. 3miHa y napameTpax
cneyudikalin Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX
y cneyudikauisx Ha A®l, abo BUXigHWIA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPoLeci
BMpo6HULUTBa AP (iHLWi 3MiHK) CynyTHS 3MiHa -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeToAax BUNpobyBaHHs AD| abo BuXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdI
(iHwWi 3MiHM y MeTogax BUNpobyBaHHA (BK/IOYaUn
3amiHy abo fonoBHeHHS) A®l abo
BWXifHOro/MPOMIKHOro NpoAyKTY)
BHeceHHs 3MiH 0 MaTepiasliB peecTpauiiHoro
nocbke Ha 13 ans BXigHOro kKoHTposto Ad|
Ypcogeokcuxoniesa kucnota 40 BifgnoBigHNX
po3finis: a came NoKasHUKY «PO34MHHICTL» Ta
«Temneparypa nnas/eHHs» NepeHeceHo A0
3arajibHVUX BN1aCTUBOCTEN; A0 NokasHukiB «Mutome
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
ONTUYHEe 0b6epTaHHA», «BTparta B Maci nig yac

BUCYLLYBaHHA», «MikpobionoriyHa ynctota» 6yim
BHECEHI pefakLiliHi yTOYHEHHS Ta npaBku
BiANOBIAHO [0 CTUNICTMKM Ta pekomeHaauin JPY.
3MiHu | TUnNy - 3MiHK 3 AkocTi. APl CTabiNbHICTb.
3MiHa nepiogy NOBTOPHKX BUNPOGYBaHb/Nepioay
36epiraHHa abo yMoB 36epiraHHs Ad®l (3a
BIICYTHOCTI Y 3aTBEpIKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI €Bponeiicbkili hapmakonei, Lo
BK/IO4AE Mepiof, MOBTOPHOrO BMMPOGYBaHHS)
(nepiof noBTOpPHOro BMNPO6YBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepiogy
NMOBTOPHOroO BMNpo6yBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/ibTaTiB AOC/iAKEHb Y peasibHOMY Yaci.
Po3ain «TepmiH npugaTHoCT» Ans cybeTaHuji
3aTBepaxeHoro BupobHuka ICE S.P.A., ITanis,
npvBeLeHo Y BiANOBIAHICTb 40 aKTyalbHUX
marepianis BUPOO6HUKIB (TEPMiIH MEPEKOHTPONIO - 5
pokiB). 3MiHu | TUny - 3MiHK 3 skocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
O0NYCTUMUX MEX, BUSHAYEHMX Y crieumdikalisx Ha
A®I, ab0 BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHwWi 3miHK). CynyTHSA 3MiHa - 3MiHK 3 aKkocTi. AdI.
KoHTponb A®l. 3miHa y MeTogax BunpobyBaHHs Ad|
abo BuXigHoro matepiany/npoMikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea Ad®| (He3HauHi 3MiHW Y
3aTBEPMXEHNX MeToAax BUNPOOyBaHHs). BHeceHHs
3MiH 0 BXigHOr0 KOHTPONo Ha AdI|
Ypcogeokcuxoniesa Kucnota - 415 nokasHvka
«lpeHTudpikauis» y po3gini 3anvweHo nvwe Tect
nepwoi igeHTndikadii. 3miHun | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roToBOro
nikapcbKoro 3acoby (iHwi 3miHK). CynyTHS 3MiHa -
3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMNPOOYyBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax
BMNPOBYBaHHS)
3miHa y cneyudikauii Ta MeToAax KOHTPO/IO SKOCTI
roTOBOrO /iKapcbKoro 3acoby 3a NoKasHMKOM
«Mikpob6ionoriyHa uncToTa» - po34in NpMBeAEeHO y
BiANOBIAHICTb A0 BMMOr €E®, 6€3 3MiHN HOPMYBaHHS.
[litoua pepakuis MNMponoHoBaHa pejakuis
Cneuudpikanis Mrkpobronormyeckas umctota

B 1 r npenaparta gonyckaeTcs Hasimuve He 6onee
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

1000 KOE a3po6bHbix MrkpoopraHu3mos 1 100 KOE
OPOXOKEBbIX U MecHeBbIX rpubos. He gonyckaetcs
Hannuve B 1 r npenapaTta Escherichia coli. (F®Y 1.4,
2.6.12, 2.6.13, 5.1.4) Mikpo6ionoriyHa ymcrota
KpuTepii NpUHATHOCTI: 3arasibHe YMcnio aepoBHMX
MikpoopraHismie- 103 KYO/r. 3arasibHe uncno
OPDKIKOBMX i MliceHeBux rpnbis — 102 KYOIT.
BigcyTHicTb Escherichia coliB 1 1. (E®, 2.6.12,
2.6.13, 5.1.4). 3minu | Tvny - 3miHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumndikawiii
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikayisx Ha A®l, abo BUXIGHWI/MPOMDKHU
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BUpO6HMUTBa AP| (BUYYEHHS HE3HAYHOTO
nokasHuka siKocTi (Hanpuknag, BUNy4YeHHs
3acTapinoro nokasHuka)). MNokasHuk «Baxkki meTanms»
BWJIyHYEHO 3 BXiZHOro KOHTposo Ad|
Ypcoaeokcuxoniesa KucnoTa Ha nigcrasi HagaHoi
BMpo6HUKOM ICE S.P.A., ITanist oLiHKMN pu3mnky
BignosiaHo o ICH Q3D Guideline for Elemental
impurities. 3miHu | TURNY - 3MiHK 3 SKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechkili
dhapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaT BifnoBigHOCTI
€Bponelicbkin hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo AOMNOBHEHHS)
MopaHHA HoBOroO cepTudiikaTa BifNOBIAHOCTI
€Bponeiicbkii hapmakonei Ne R1-CEP 2018-115 -
Rev 00 ana A®l Ypcopeokcuxoniesa KucnoTa Big,
BMpo6HMKa Farmabios S.P.A., ITanis. BignosigHo go
marepianis BupobHuka Farmabios S.P.A., Itanis go
crneundikavii Ta MeToAiB KOHTPOHO BK/IOUYEHO
nokasHuk «ligpasvH». ditoya pegakuis Cknag 1
Kancyna MiCTUTb: YpCcogeoKcrxosieBa kucnora -
250,00 mr(ICE S.p.A., Italy;) NponoHoBaHa pefakLis
Cknag 1 kancyna micTUTb: YpCoAeoKcuxoniesa
kmucnota -250,00 mr (ICE S.p.A., ltaly; FARMABIOS
S.p.A,, ltaly)

333.

®-TENb®

renb, 25 mr/r; no 30
ry Ty6i; no 1 Ty6i B
nauui

MpAT
"®apmauesT
n4yHa hipma

"fapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuui
NiKapCbKoro 3acoby, TEeKCTi MapKyBaHHs Ta

3a
peyernmom

He
nionsizae

UA/8589/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IHKEHb, MPOBEAEHNX BiAMNOBILHO
[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHoMm) 3MiHW BHECEHI A0 IHCTPYKLUii ans
MeAMYHOro 3aCTOCYBaHHS y po3gin "3acTtocyBaHHsA y
nepiog BariTHOCTi abo rogyBaHHs rpyaa” Wwoao
6e3nekn 3acTocyBaHHs fjil040i pe4yoBuHN. BBeaeHHA
3MiH NPOTAroM 6-TW MiCALLB Nic/iA 3aTBEPAKEHHS
334. | ®NTYOMI3SVH TabneTku BariHasibHi MegiHoBa  |LLIBeiiuapis BignosiganbHuii 3a HimeuunHa/ | BHeCEeHHS 3MiH [0 peecTpauiiHux MaTtepianis: 3MiHN 6e3 UA/1852/01/01
no 10 wmr; no 6 Al BMPOGHWLTBO: LLiBefuapis | TMny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkunin 3aci6. peyenma
Tabnetok y 6nictepi, PotteHgopd ®apma KOHTposb rotoBoro nikapcbkoro 3acoby (iHLwi 3MiHu)
no 1 6nictepy B Mv6X, HimeuunHa, OHoBneHHss MKA ansa nikapcbkoro 3acoby, a came -
KapTOHHI Kopo6Lyj; BignosiganbHuii 3a BUK/1afeHHS TEKCTY AEePXXaBHO MOBOIO, 3riAHO
no 2 tabneTkn y nepBuHHe Ta Cy4yacHvXx BUMOr
6nictepi, no 1 BTOPVIHHE
6nictepy B nakyBaHHs:
KapTOHHIA KopooLi PoTtTeHgopcd dapma
M6X, HimeuuunHa;
BignosiganbHuii 3a
KOHTPO/1b SIKOCTi Ta
BUNYCK cepil:
MegiHoBa Arl,
LLiBeliuapis
335. | ®NTYOLUMHON | nopoLuok MpAT YkpaiHa Papmabioc C.ni.Ei ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3MiHN - UA/7858/01/01
OHY (cybeTaHuis) y "®hapmaueBT | TMnNy - 3miHK 3 sikocTi. CepTudcpikart
ALETOHIA nakeTax noAaBinHMX n4yHa dhipma BignosigHocTi/l E-cepTudikat BignosigHoCTi
nonieTnIeHoBmx "fapHuus” €Bponelicbkiii hapmakonei/MmoHorpadii. MogaHHs

ans
thapmMaLeBTUYHOTO
3acTocyBaHHs

HOBOro abo OHOB/IEHOTO cepTudikaTa BigNoOBIAHOCTI
abo Buny4YeHHs cepTtudikarta BiANoOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®l; ana BuxigHoOro
mMartepiany/peareHTy/NPoOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPObHULTBI ADI; ans
[0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiickkin papmakonei) - OHOBAEHNIA
cepTudikaT Bif y)Xe 3aTBepXEeHOro BUPOOHNMKa -
OHoBNeHWiA cepTudikat €Bponeiickkiin thapmakonel
CEP Ne R1-CEP 2004-103-Rev-02 (3aTBEpAXEHO:
CEP Ne R1-CEP 2004-103-Rev-01) ans Adl
hNYyOLMHONOHY aLeToHIAY Bif yxe 3aTBepaKeHoro
BMPOGHUMKA. AK HACNiAOK 3MiHN BHECEHHI 3a
nokKasHukamMm «3a/INLLIKOBI PO3UYMHHUKINY, «P0o3Mip
4acTok», «HacunHa ryctmHa Ta ryctuHa nicns
ycakn nopowkie». [itoya pegakuis Cneumdikauis
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
------- MponoHoBaHa pepakuis Cneyudikauis
HacunHa ryctuHa Ta ryctuHa nicns ycagku
nopoLukis* HacvunHa ryctuHa — Big, 0,300 r/mn go
0,700 r/mn; N'yctnHa ycagku- Big 0,500 r/mn go 0,800
r/MA1. *-aNsi HEMIKPOHI30BaHOro rpeinay
336. | ®/IIO3AK Tabnetkv no 50 mr; €Bpo IHAisA ®AC Nimiteq, IHAis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHN 3a UA/5495/01/01
no 4 a6o no 10 Naiidokep | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
Tabnetok y 6nictepi; MpaiisiT KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa
no 1 6nictepy B Nimviteq

Kopoobui

napameTpiB cneundikaliii Ta/abo 4ONYCTUMUX MEX
rOTOBOrO JlikapCcbKoro 3acoby (iHwWi 3miHn). CynyTHsS
3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUii 3acib.
KoHTposb roToBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGYBaHHS rOTOBOrO JliKapCbKoro
3aco6y (iHwWi 3MiHM y MeTodax BUNpobyBaHb
(BKNKOUAKOUM 3aMiHy ab0 [OMOBHEHHS)) peaakuiiiHi
npasku B cneuucpikauii M3 Ta MeTogax KOHTPOSI0
akocTi 13 y BIiANOBIAHOCTI [0 OpPUTiHA/TbHNUX
marepianis BUpO6HMKa. BBeaeHHSA 3MiH MPOTArom 6-
TV MiICALIB NicNsa 3aTBEPLXKEHHSA. 3MiHM | Tvny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHW)
nepeknag Tekcty MKA Ha ykpaiHCbKy MOBY.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns

3aTBepKeHHS. 3MiHN | T1ny - 3MiHK 3 SKOCTI.

[FoTOBWIA Nikapcbkumii 3aci6. KOHTpob rOTOBOro

nNikapcbKoro 3aco6y (iHLWi 3MiHN) BHECEHHS
He3HaYyHVX pefakLiiHix NpaBoK f0 Po3g4iny
«YnakoBka». * 3MiHu | Tvny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneyudikauini Ta/abo fonyCTUMNX MEX FTOTOBOIO
nikapcbKoro 3acoby (iHwi 3miHW). CynyTHS 3MiHa-
3MiHu 3 sKocCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM Y MeTofax BUNPOOGyBaHb (BK/IHOHYAKUMN 3aMiHY
ab0 [ONOBHEHHS)) HE3HAYHI NpaBkM B cnevmdikaui
'N13 3a noka3HMKOM «OAHOPIAHICTL 4030BaAHNX
oauHnLb» (Ph.Eur.2.9.40, po3paxyHKOBO-BaroBuii),
NpUBEAEHHS onuncy MeToay Y BiANOBIAHICTb A0
MEeTOANK/ BUPOBHMKA.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEPAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpOb rOTOBOrO

nikapcbKoro 3acoby. 3MiHa napameTpis
cneyudikauii Ta/abo fonyCTUMNX MEX FOTOBOIO

nikapcbKoro 3acoby (iHwi 3miHW). CynyTHS 3MiHa-
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n/n
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dopma sunycky
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KpaiHa

3acoby
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peecmpayiliHo2o
nocsioYeHHs

337.

DNHO3AK

Tabnetkn no 150 mr

€8Bpo

IHais

®AC Nimiten

3MiHu 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO MlikapcbKoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKOUMN 3aMiHy
a60 [ONOBHEHHS)) He3HauHi 3MiHU B cneuudikauii
13 Ta MeTOAji KOHTPO/IO 3a MOKA3HUKOM
«P0o3unHeHHs» y BiANOBIAHOCTI A0 MaTepiasis
BUPOGHMKA. BBEEHHSA 3MiH NPOTAroM 6-TU MicALiB
nicns 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekun/edhekTNBHOCTI Ta chapmakoHarnagy (iHwi
3MiHK)
fopasaHHsA po3giny «MapkyBaHHSA» (MapkyBaHHS.
3rifHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHs) A0
MEeTO/AiB KOHTPO/I0 skocCTi J13.

no 1 Tabnetuiy
6nictepi; no 1 abo
no 3 6nictepu B
KapTOHHIA KopoobLi

Naiidokep
MpaiisiT
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikaliii Ta/abo JONyCTUMUX MEX
rOTOBOrO JlikapCcbKoro 3acoby (iHwWi 3miHn). CynyTHs
3MiHa
- 3MiHK 3 AAKOCTi. FOTOBWIA NiKapCbKUii 3acib.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOGYBaHHS rOTOBOrO JliKapCbKoro
3aco06y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BKNKOYAKOUM 3aMiHy ab0 [OMOBHEHHS)) peaakuiiiHi
npasku B cneuudpikauii M3 Ta MeTogax KOHTPOSI0
akocTi 13 y BIiANOBIAHOCTI [0 OPUTiHA/TbHUX
marepianis BUpO6HMKa. BBeaeHHSA 3MiH MPOTArom 6-
TV MiICALIB NicNsa 3aTBEPLXKEHHSA. 3MiHM | Tvny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHW)
nepeknag Tekcty MKA Ha ykpaiHCbKy MOBY.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepKeHHS. 3MiHN | T1ny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpoib rOTOBOro

nNikapcbKoro 3aco6y (iHLWi 3MiHN) BHECEHHS
He3HaYyHVX pefakLiiHix NpaBoK f0 Po3g4iny
«YnakoBka». * 3MiHu | Tvny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneyudikauiii Ta/abo fonyCTUMNX MEX FTOTOBOIO
nikapcbKoro 3acoby (iHwi 3miHW). CynyTHS 3MiHa-
3MiHu 3 sKocCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNPOOGyBaHb (BK/IHOHYAKUMN 3aMiHY
ab0 [ONOBHEHHS)) HE3HAYHI NpaBkn B cnevmdikauii

13 3a noka3HMKOM «OOHOPIAHICTb 4030BaHNX

Ne 3 - 3a
peyenmom ,
Ne 1 - 6e3
peuyenma

UA/5495/01/02
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa

BUPOBHUKa
3acoby yrnakoska)

PeecmpayjitiHa npoyedypa Ymosu Peknam Homep

Bionycky yBaHHSI* | peecmpayiliHo20
nocsioYeHHs1
oauHnLb» (Ph.Eur.2.9.40, po3paxyHKOBO-BaroBui),
NpUBEAEHHS onucy meToay y BiANOBIAHICTb A0
MEeTOANKM BUPOBHMKA.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEepPMKEHHS. 3MiHN | TUNy - 3MiHW 3 SKOCTI.
[oTOBWI Nikapcbkumit 3aci6. KOHTPOb rOTOBOrO

nikapcbkoro 3acoby. 3mMiHa napameTpis
cneuudikaLini Ta/abo foNyCTUMUX MEX FTOTOBOTO
nikapcbKoro 3acoby (iHwi 3miHu). CynyTHS 3MiHa-
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro JlikapcbKoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKOUMN 3aMiHY
a60 [ONOBHEHHSA)) He3HauYHi 3MiHU B cneuudikauii
13 Ta MeTOAji KOHTPO/IO 3a MOKA3HUKOM
«P0o3unHeHHs» y BiANOBIAHOCTI A0 MaTepiasis
BUPOGHMKA. BBEEHHS 3MiH NPOTAroM 6-TU MicALiB
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekun/edhekTNBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW)
[opasaHHsA po3giny «MapkyBaHHSA» (MapkyBaHHS.
3rifiHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHs) A0
MEeTO/AiB KOHTPO/I0 AkocCTi J13.
338. | ®IIO3AK Tabnetkv no 200 mr €Bpo IHAisA ®AC Nimiten IHAis BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3MiHN
no 2 TabneTkm y Naiidokep | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
6nictepi; no 1 abo MpaiisiT KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa
no 2 6nictepu B Nimviteq napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MeX
KapTOHHIA Kopoo6Li rOTOBOrO JlikapCcbKoro 3acoby (iHwWi 3miHn). CynyTHsS
3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUii 3acib.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOGYBaHHS rOTOBOrO JliKapCbKoro
3aco6y (iHwWi 3MiHM y MeTodax BUNpobyBaHb
(BKNKOYAKOUM 3aMiHy ab0 [OMOBHEHHS)) peaakuiiiHi
npasku B cneuucpikauii M3 Ta MeTogax KOHTPOSI0
akocTi 13 y BIANOBIAHOCTI [0 OPUTiHA/IbHUX
marepianis BUpO6HMKa. BBeaeHHSA 3MiH MPOTArom 6-
TV MiICALIB NicNsa 3aTBEPLXKEHHSA. 3MiHM | Tvny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHW)
nepeknag Tekcty MKA Ha ykpaiHCbKy MOBY.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepKeHHS. 3MiHN | T1ny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpoib rOTOBOro
nNikapcbKoro 3aco6y (iHLWi 3MiHN) BHECEHHS
He3HaYyHVX pefakLiiHix NpaBoK f0 Po3g4iny
«YnakoBka». 3MiHu | Tuny - 3MiHKU 3 sIKOCTi. FoTOBUIA
NiKkapcbkuii 3aci6. KOHTpob roToBOro Nikapcbkoro

3a UA/5495/01/03
peyenmom
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KpaiHa

3acoby

ynakoska)
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339.

DNHO3AK

Tabnetkn no 50 mr
in bulk: no 1000

€8Bpo

IHais

®AC Nimiten

IHais

3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
[0NYyCTUMMUX MEX rOTOBOTO J1iKapCbKOro 3acoby (iHLwi
3MiHM). CynyTHS 3MiHa- 3MiHM 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro NikapcbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BMNpoOyBaHb (BK/OUaUM 3amiHy abo
[ONOBHEHHS)) HE3HAYHI NpaBkK B crneuudikawii M13
3a NOKa3HMKOM «OAHOPIAHICTb A030BaHNX OANHULb»
(Ph.Eur.2.9.40, po3paxyHKOBO-BaroBuii),
NpUBEAEHHS onucy meToay y BiANOBIAHICTb A0
MEeTOANKM BUPOBHMKA.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEePAKEHHS. 3MiHN | TUNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO

nikapcbkoro 3acoby. 3mMiHa napameTpis
cneuudikaLini Ta/abo foNyCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (iHwi 3miHu). CynyTHS 3MiHa-
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO MlikapcbKoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKOUMN 3aMiHy
a60 [ONOBHEHHS)) He3HauHi 3MiHU B cneuudikauii

['N13 Ta MeTOAji KOHTPO/IO 3a MOKA3HUKOM

«P0o3unHeHHs» y BiANOBIAHOCTI A0 MaTepiasis
BUPOGHMKA. BBEEHHSA 3MiH NPOTAroM 6-TU MicALiB
nicns 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekun/edhekTNBHOCTI Ta chapmakoHarnagy (iHwi

3MiHW)
fopasaHHsA po3giny «MapkyBaHHSA» (MapkyBaHHS.
3rifiHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHs) A0
MEeTO/AiB KOHTPO/I0 AkocCTi J13.

Tabnetok y
NAacTUKOBMX GaHKax

Naiidokep
MpaiisiT
Nimviteq

marepianis BUPO6HMKa. BBegeHHA 3MiH MpOTArom 6-

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa

napameTpiB cneundikaliii Ta/abo 4ONYCTUMUX MEX

rOTOBOrO JlikapCcbKoro 3acoby (iHwWi 3miHn). CynyTHsS
3MiHa - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.

KOHTPO/Ib FOTOBOIO /iKapCbKOro 3acoby. 3mMiHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKOro
3aco06y (iHwWi 3MiHK y MeToAax BunpobysaHb

(BkNtOYaKOUM 3aMiHy abo [OMOBHEHHS)) peAakLiliHi

npasku B cneuudikauii 13 Ta MeTogax KOHTPOSI0

AaKocTi [N13 y BiANOBIAHOCTI A0 OpUriHAIbHUX

TV MiICALB Nic/1A 3aTBEPAXEHHSA. 3MiHW | Tvny -

3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb

roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) -

UA/5496/01/01




Ne

Hassa
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n/n

JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep

peecmpayiliHo2o

340.

DNIHO3AK

Tabnetkn no 150 mr

nepeknag Tekcty MKA Ha ykpaiHCbKy MOBY.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby (iHLi 3MiHW) BHECEHHS
He3HauyHMX pefakLiiH1X Npasok A0 po3ainy
«YnakoBka». 3MiHu | Tvny - 3miHu 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb roToBOro NiKapCcbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[OMNYCTUMYKX MEX FOTOBOrO /iKapCbKOro 3aco6y (iHLui
3MiHM). CynyTHs1 3MiHa- 3MiHK 3 SIKOCTi. [OTOBWIA
nikapcbKuii 3aci6. KOHTpoNb roToBOro NMikapcbkoro
3aco6y. 3MiHa y MeTodax BUNPOGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHM y MeTogax
BMNpobyBaHb (BKIOUaUM 3amiHy abo
[OMOBHEHHS)) HE3HaYHI NpaBku B cneuudikayii M3
3a NOKa3HUKOM «OAHOPIAHICTb [030BaHNX OANHULIbY»
(Ph.Eur.2.9.40, po3paxyHKOBO-Barosuii),
npuBeLEHHS ONUCy MeToAy Y BiAMoBIgHICTb J0
MeTOAVKN BUPOOHUKA. BBEEHHA 3MiH NpoTArom 6-
TN MiCALB NiCNa 3aTBEPMAKEHHS. 3MiHM | Tuny -
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roTOBOro
nikapcbKoro 3acoby (iHwi 3miHu). CynyTHS 3MiHa-
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 JONOBHEHHS)) HE3HAYHI 3MiHM B crieumdikav,i
'’N3 Ta MeTOAI KOHTPO/IIO 3a NMOKA3HNUKOM
«P0o34nHeHHs» Y BigNoBIAHOCTI 40 maTepianis
BMPOGHMKa. BBEAEHHSA 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta papMakoHarnagy (iHwi
3MiHW) - AOAABaHHSA po3ainy «MapKyBaHHS»
(MapkyBaHHS. 3rifHO 3aTBEPAKEHOIO TEKCTY
MapKyBaHHs) 10 METO/iB KOHTPO/IK0 skocTi J13.

nocsi0o4YeHHs

in bulk: no 1000
Tabnetok y
NAacTUKOBMX GaHKax

€8Bpo
Naiidokep
MpaiisiT
Nimviteq

IHais

®AC Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepianis: 3MiHN
| TNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikayii Ta/abo 4ONYCTUMUX MEX
rOTOBOrO JlikapCcbKoro 3acoby (iHwWi 3miHn). CynyTHsS
3MiHa - 3MiHM 3 sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO /iKapCbKOro 3acoby. 3miHa y
mMeTofAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKOro
3aco06y (iHwWi 3MiHK y MeToAax BunpobysaHb
(BKNHOYAKOUM 3aMiHy abo [OMOBHEHHS)) peAakuiliHi

UA/5496/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

npasku B crneumndikayii /13 Ta MeTogax KOHTPOsIo
AKocTi 13 y BiANOBIAHOCTI A0 OpUTiHAIbHUX
marepianis BUPO6HMKa. BBegeHHS 3MiH NpoTArom 6-
TN MiCALB Nicns 3aTBEpPMKEHHS. 3MiHuM | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) -
nepeknag Tekcty MKA Ha ykpaiHCbKy MOBY.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
niKkapcbKoro 3acoby (iHLi 3MiHW) BHECEHHS
He3HayHMX pefakLiiH1X Npasok A0 po3ainy
«YnakoBka». 3MiHu | Tvny - 3miHu 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOob roToBOro NikapcbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[OMNYCTUMYKX MEX FOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHM). CynyTHsI 3MiHa- 3MiHK 3 SIKOCTi. [OTOBWIA
nikapcbKkuii 3aci6. KOHTpoNb roToBOro NMikapcbkoro
3aco6y. 3miHa y MeToax BUNpPOGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpobyBaHb (BKIOUaUM 3amiHy abo
[OMOBHEHHS)) HE3HAYHI NpaBku B cneuudikayii M3
3a NOKa3HUKOM «OAHOPIAHICTb [030BaHNX OANHULIbY»
(Ph.Eur.2.9.40, po3paxyHKOBO-Barosuit),
npuBeLEHHS ONUCy MeToAy Y BiAMoBigHICTb J0
MeTOAVKN BUPOGHUKA. BBEEHHA 3MiH NpOTArom 6-
TN MiCALB NiCNA 3aTBEPMKEHHS. 3MiHM | Tuny -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX roToBOro
nikapcbKoro 3acoby (iHwi 3miHu). CynyTHS 3MiHa-
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 JONOBHEHHS)) HE3HAYHI 3MiHM B crieumdikav,i
'N3 Ta MeTOAI KOHTPO/IIO 3a NMOKA3HNUKOM
«P0o34nHeHHs» Y BigNoBigHOCTI 40 maTepianis
BMPOGHMKa. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB
nicns 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekun/edheKTMBHOCTI Ta papMakoHarnagy (iHwi
3MiHW) - AOAABaHHSA po3ainy «MapKyBaHHS»
(MapkyBaHHS. 3rifHO 3aTBEPAXEHOIO TEKCTY
MapKyBaHHs) 10 METO/AiB KOHTPO/IKO skocTi J13.

341.

®NIHO3AK

Tabnetku no 200 mr
in bulk: no 1000
Tabnetok y
NNacTUKOBUX GaHKax

€8Bpo
Naiidokep
MpaiisiT
Nimiteq

IHais

®AC Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTepianis: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AoNYCTUMUX MEX

UA/5496/01/03




dopma sunycky

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk
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KpaiHa
BUPOBHUKa

Ymosu
Bionycky

PeecmpayjitiHa npoyedypa

rOTOBOrO JlikapCcbKoro 3acoby (iHwWi 3miHn). CynyTHs

3MiHa - 3MiHM 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.

KOHTPO/Ib FOTOBOIO /iKapCbKOro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA roTOBOrO /liKapCbKOro

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

Ne
n/n

Hassa
NliKapcbKo20 | (nikapcbka ghopma,
3acoby yrnakoska)

3aco06y (iHwWi 3MiHM y MeToAax BUnpobysaHb
(BKNtOYaKOUM 3aMiHy abo [OMOBHEHHS)) peAakuiliHi

npasku B cneumdikayii /13 Ta MeTogax KOHTPOsIo
AaKocTi 13 y BiANOBIAHOCTI A0 OpUTiHAIbHUX
marepianis BUPO6bHMKa. BBegeHHA 3MiH NpoTArom 6-
TN MiCALB NicNs 3aTBEPMKEHHS. 3MiHuM | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) -
nepeknag Tekcty MKA Ha ykpaiHCbKy MOBY.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby (iHLi 3MiHW) BHECEHHS
He3HauyHMX pefakLiiiH1X Npasok A0 po3ainy
«YnakoBka». 3MiHu | Tuny - 3miHu 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NikapCcbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo

[OMNYCTUMYKX MEX FOTOBOrO /iKapCbKOro 3aco6y (iHLui

3MiHM). CynyTHsi 3MiHa- 3MiHK 3 SIKOCTi. [OTOBWIA
nikapcbKkuii 3aci6. KOHTpoNb roToBOro NMikapcbkoro
3aco6y. 3miHa y MeTodax BUNpPOGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpobyBaHb (BKIOUaUM 3amiHy abo
[OMOBHEHHS)) HE3HAYHI NpaBku B cneuudikayii M3
3a NOKa3HUKOM «OAHOPIAHICTb [030BaHNX OANHULIbY»
(Ph.Eur.2.9.40, po3paxyHKOBO-Barosuii),
npuBeLEHHS ONUCy MeToAy Y BiAMoBIgHICTb J0
MeTOAVKN BUPOGHUKA. BBEEHHA 3MiH NpOTArom 6-
TN MIiCALB NiCNa 3aTBEPMKEHHS. 3MiHM | Tuny -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roToBOro
nikapcbKoro 3acoby (iHwi 3miHu). CynyTHS 3MiHa-
3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 JONOBHEHHS)) HE3HAYHI 3MiHM B crieumdikav,i
'N3 Ta MeTOAI KOHTPO/IIO 3a NMOKA3HNUKOM
«P0o34nHeHHs» Y BigNoBigHOCTI 40 maTepianis
BMPOGHMKa. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB

nicns 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekun/edheKTMBHOCTI Ta papMakoHarnagy (iHwi
3MiHW) - AOAABaHHSA po3ainy «MapKyBaHHS»

(MapKyBaHHs.. 3rifjHo 3aTBEPAXEHOr0 TEKCTY
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
MapKyBaHHs) 10 METOAiB KOHTPO/IK sKocTi J13.
342. | ®NIOKONA® Tabnetkv no 4 Hab6poc IHAin Ha6poc ®apma lMBT. IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW 3a UA/7204/01/01
Tabnetkv y cTpuni; ®apma MBT. nrg. | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
no 1 ctpuny B n1g. dhapmakoHarnsgy. BeefeHHsa abo 3miHn o
nanepoBomy y3arasibHeHUX JaHnx nNpo cucTemy dapmakoHarnsgy
KOHBepTI; no 4 (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cUcTemy
TabneTkn y cTpuni; thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
no 3 cTpunuy BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KapTOHHI Kopo6Lyj; KOHTaKTHOI 0co6u 3 thapMakoHarnsgy 3asBHVKa 415
no 4 TabneTkm y 3piicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
cTpwvni; no 1 ctpuny BiAMiHHa Bif, yNOBHOBaXEHOI 0C06W, BignoBiganbHOI
B naneposomy 3a 3ilicHeHHs thapmakoHarnagy (Bkavarum
KOHBepTi; no 50 KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
KOHBEpTIB Yy thaiina cuctemun chapmakoHarnsgy) 3miHa
KapTOHHI/ KopoobLi KOHTaKTHOI 0CO6M 3asBHVKa, BigNoBigaIbHOT 3a
hapmakoHarnsag B YkpaiHi.
[itova pegakuisn: Matioxa CsiTnaHa HkiBHa.
MponoHoBaHa pepakuis: lwyk Hatanka MeTpiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bum
3asBHMKa, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi
343. | ®NHOKON4A® NopoLUoK ANs Ha6poc IHais Habpoc ®apma lMBT. IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/19169/01/01
CAUIE OpPa/ILHOIO PO3UNHY ®apma [BT. nrp. | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTBHOCTI Ta peyenma
3i CMaKoOM JIMMOHY, nra. hapmakoHarnsigy. BeegeHHs abo 3miHn go
no 5 r nopoLuky B y3arasibHeHUX JaHnx npo cuctemy dapmakoHarnsgy
caule, no 5 a6o no (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
10 cawe y thapmakoHarnsgy, 3miHa ynoBHOBaXkeHo! ocobu,
KapTOHHilA KopooLi BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 thapMakoHarnsgy 3asBHuKa A1
3[iiCHEHHST chapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 34ilicCHeHHA dhapmakoHarnsgy (Bkaovaum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6M 3asiBHKKA, BignoBigaibHOI 3a
hapMakoHarnsag B YKpaii.
[itova pegakuin: Mattoxa CsiTnaHa HkiBHa.
MponoHoBaHa pepakuisn: Iwyk Hatanka MeTpiBHa.
3MiHa KOHTaKTHUX AaHnX KOHTaKTHOI 0cobum
3asBHMKa, BiANOBIAA/ILHOT 38 hapmakoHarnsz B
YKpaiHi
344. | ®IIOKONA®- | TabneTku no 4 Ha6poc IHAisA Habpoc ®apma lMBT. IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu Ne 4; Ne 12 UA/6266/01/01
N TabneTky y cTpuni; dapwma MBT. nra. | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta —6e3
no 1 ctpuny B nra. thapmakoHarnsgy. BeegeHHs abo 3miHn go peyenma,
naneposomy y3arasibHeHUX faHnx npo cuctemy papmakoHarnsgy | Ne 200 — 3a
KoHBepTi; no 4 (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy peyenmom

TabneTkv y cTpuni;
no 3 ctpunn y

hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BignoBiga/IbHOI 3a 34iACHEHHST hapMaKoHarnsaay;
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI Kopo6Lyj;
no 4 Tabnetkn y
cTpuni; no 1 ctpuny
B ManeposomMy
KoHBepTi; no 50
KOHBEPTIB y
KapTOHHI Kopoo6Li

KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa Ans
3AiicHeHHs1 chapmakoHarnsay B YKpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.

[itoua pepakuis: Matioxa CsiTnaHa fkiBHa.
MponoHoBaHa pepakuis: Iwyk Hatanka MNeTpiBHa.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0cobu
3asBHVKa, BiANOBiAaNbHOI 3a thapmakoHarnsaz, s
YKpaiHi.

345.

DOJIIEBA
KACNOTA

TabneTkv no 1 mMr no
10 TabneTok y
6nicTepi; no 3 abo 5
6nicTepiB y nauui 3
KapToHy; no 25
TabneTok y 6nictepi;
no 2 6nictepu y
nauuj 3 KapToHy

AT
"BITAMIHA"

YKpaiHa

AT "BITAMIHWN"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
abo Buny4eHHs cepTudikaTta BiANoOBIAHOCTI
€Bponelicbkii hapmakonei: ana A®l; ans BuXigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYHOTbCS Y BUpobHUUTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBIigHOCTI
€Bponeiicbkili hapmakonei) - OHOBAEHWi
cepTudikaT Bif yxe 3aTBepXeHOro BUpOOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBIAHOCTI
€poneiicbkilt hapmakonei Ne R1-CEP 1996-045 -
Rev 05 (3atBepmkeHo: R1-CEP 1996-045 - Rev 04)
018 aitoyoi peyosrHu Kncnota dooniesa Bif BXxe
3aTBEPAKEHOr0 BUpOo6HMKa DSM Nutritional
Products LTD, WBeiiyapis. 3MiHu | TUny - 3MiHu 3
akocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BIANOBIAHOCTI EBPONEChbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMIKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif yxxe 3aTBepXeHOro BUpOOHWMKa -
noJaHHA OHOBJ/IEHOro cepTuddikara BiAnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1996-045 -
Rev 06 gna gitouoi pevoBuHu Kucnota choniesa Big,
BXe 3aTBepxeHoro BupobHnka DSM Nutritional
Products LTD, Lseiiuapis

6e3
peuyenma

UA/5940/01/01

346.

POCPOPAN

rpaHynv ans

MPOPAPM

MasibTa

JlabiaHa

IcnaHis

BHECEHHS 3MiH 0 PeECTPaLiiHNX MaTepiasiB: 3MiHW

3a

UA/13238/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
OpaibHOro PO34UHY, A dapmachbloTikasc, | TNy - 3miHK 3 skocTi. CepTudikart peyenmom
3r/naket; no 8ry IHTEpHEeLUHN CJLY. BignosigHocTI/IE-cepTudikart BignosigHoCTi
nakeTi; no 1 nakeTy TpeguHr €Bponeiicbkilt thapmakonei/moHorpadii. MogaHHA
Y KapTOHHI nayui Niviteq HOBOro abo OHOBNEHOro cepTudikaTa BifgnoBigHOCTI
a60 BuUyyYeHHs cepTuduikaTta BiANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTuqikaT Bif yxe 3aTBepIKeHOro BUpobHUKa.
MopaHHsA oHOBMEHOrO cepTudpikaTy BigNOBIAHOCTI
EP CEP RO-CEP 2017-166-Rev 02 (nonepegHs
Bepcia CEP RO-CEP 2017-166-Rev 01) ans A®l
dpochomiLHy TPOMETaMOnN Bif BXE 3aTBEPLKEHOTO
BMpo6HMKa IHTepksim C.A. ae C.B., Mekcuka.
347. | ®POMINIA® TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/5026/02/01
NNiBKOBOIO HoBso mecTo bulk", nepBrHHe Ta | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsieae
o060n0HKot, no 250 BTOPVHHE hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
Mr; Mo 7 TabneTok y nakyBaHHS, NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
6nicTepi; no 2 KOHTpPONb cepii Ta IHCTPYKLi 4159 MeAUUYHOro 3acTocyBaHHS Ha niacTasi
6nictepn B BUMYyCK cepii: perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
KapTOHHIA KopooLi KPKA, a.4., Hoso nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
mecTo, CrnoBeHis 3acTOCyBaHHSA Nikapcbkoro 3acoby B
KOHTPO/b Ccepil: nicnspeecTpauiiinii nepiog, abo sk pesynbTar
KPKA, a.4., Hoso OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BiANOBIAHO
mecTo, CrnoBeHis [0 nnaHy negiatpuyHux gocnimpkens (PIP) (iHwi
3MiHM) 3MiHM BHeceHO "MNpoTunokasaHHs",
"B3aemopis 3 iHWMMKM NiKapcbkumu 3acobamu Ta
iHWI BMAW B3aemogiin”, "OcobmBoCTi 3acTOCyBaHHA"
BiAMOBIAHO 40 OHOBMEHOI iHChopMaL,i LLoao 6e3neku
3aCTOCyBaHHS Ajl040i pe4yoBUHY 3rigHO 3
pekomeHgauieto PRAC. TepMmiH BBEAEHHS 3MiH -
NpOTArom 6 Micsuis nicns 3aTBepoKEHHs
348. | oPOMINIA® TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHW 3a He UA/5026/02/02
NNiBKOBOIO HoBo mecTo bulk", nepBrHHe Ta | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | niossieae

060n0HKot, No 500
Mr 10 7 TabneToK y
6nictepi; no 2
6nictepu B
KapTOHHilA KOpO6L

BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYCK cepil:
KPKA, 4.4., Hoso
mecTo, CroBeHis
KOHTPO/b Ccepil:
KPKA, 4.4., Hoso
mecTo, CroBeHis

hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi AN151 MeAMYHOro 3aCTOCyBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifNOBILHO
00 nnaHy negiatpnuHux gocnigkeHb (PIP) (iHwi
3MiHM) 3MiHM BHeceHO "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta

iHWi BuAM B3aemogiii”, "OcobamnBoOCTi 3aCcTOCyBaHHSA"
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i LWoAo 6e3neku
3aCTOCyBaHHS Ajl040i pevyoBVHY 3rigHO 3
pekomeHgauieto PRAC. TepmiH BBeAEHHS 3MiH -
npoTsirom 6 MicsLiB Micnsi 3aTBepPAKEHHS!
349. | XENMMNEKC® masb no 20 r abo 40 Mosi Xenc Lselivapi CaBa Xenckea /it IHAis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHM 6e3 nionseae UA/11390/01/01
E®PEKT ry Ty6i; no 1 Ty6i B m6X ] | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernma
nadui 3 KapToHy hapmakoHarnsagy (iHwi 3miHn) .3MiHM BHECEHO 40
IHCTPYKLUIT ANA MeAWYHOr0 3aCTOCYBaHHS
NikapcbKoro 3acoby A0 po3ainy “MobivHi peakwii”
040 3BiTyBaHHS NPO NOGiYHI peakuii. BBeaeHHA
3MiH NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAKEHHS.
350. | XJ/IOPTEKCU PO34urH Ans MPAT YkpaiHa BiANOBiAa/IbHWIA 32 Ykpaina BHECEHHS 3MiH 40 PeeCTpaLiiHNX maTepiasiB: 3MiHW 6e3 niosnsiecae UA/18022/01/01
AVH 30BHiLLUHBOTO "®ITOPAPM BMPOGHMLTBO, | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
3acrocyBsaHHs, 0,05 " nepsuHHe 3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
% no 100 mn a6o nakyBaHHs, CTOCYOTbCSA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
200 mny KOHTPO/b AKOCTi Ta roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
noniMepHmX BUMNYCK cepil: [ofaBaHHA BUPOOHMKA, LLIO BiANOBifaE 3a BBE3EHHSA
donakoHax 3 MPAT Ta/abo Bunyck cepii) - He BkAouarum
Hacagkotlo ans «DITOPAPM>», KOHTPONb/BMNPOGYBaHHS cepii. 3aMiHa BUPOGHMYOT
CnpAMOBaHOro YKpaiHa; ninbHUUi ans sunycky cepii. MPAT «®ITODAPM»
BBEJEHHS BiANOBiAa/IbHWIA 32 6yfe 34iiicHIoBaTN BUMYCK cepii 3a agpecoto:
nikapcbKoro 3acoby BMPOGHMLTBO, YkpaiHa, 08303, Kuiscbka 061., M. Bopucninb, By”.
nepBuHHe Uymaubka, 17. BBeieHHS 3MiH NpOTArom 6-Tu
nakyBaHHs Ta MicsILiB Micns 3aTBePAKEHHS.
KOHTPO/b SIKOCTI:
TOB "dapma
Yepkac",
YKpaiHa;
BiNOBIAabHUIA 3a
BUPOBHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
Mn "Kinadpcp",
YKpaiHa;
BiANOBiAa/IbHWIA 32
BUNYCK cepii, He
BK/IIOYA0UM
KOHTPO/1b/BUNPOGYB
aHHsA cepii: MPAT
"®OITOPAPM",
YKpaiHa
351. | XONE-TPAH rpaHynu; no 10 r MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHN 6e3 UA/8456/01/01
rpaHyn y neHani "HauioHanb FomeonatnyHa | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
nosnimepHomy; no 1 Ha Cninka" CuncTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
neHasny B nauui 3 Fomeonatny y NEPBUHHII ynakoBL,i roTOBOro J/likapcbkoro 3acoby
KapToHy; abono 10 r Ha Cninka" (TMn KoHTeliHepa ab0 AoAaBaHHS HOBOTO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

rpaHyn y nakoHi 3
KpuLKoto, no 1
chnakoHy B nauuj 3
KapToHy; abomo 51
rpaHyn y KoHTelHepi
3 103yBaHHAM, Mo 2
KOHTEliHepy B navu,j
3 KapPTOHY

KOHTeliHepa) - TBepAj, M'SKi Ta HeCTepubHI piaki
nikapcbki opmn - CynyTHA 3MiHa - 3MIHW 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3mMiHa napameTpis
cneuudikaLii Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHA cneuundikawii
HOBWM MOKA3HUKOM 3 BifMOBIAHUM METOAO0M
BUNPOGYBaHHS) - BBeAEHHS 1O0AATKOBOI YNakoBKu, a
came KOHTeliHep 3 403yBaHHAM M0 51, 3 BHECEHHAM
BiAMNOBIAHMX 3MiH [0 p. «YNakoBKa» Ta JOMOBHEHHS
cneuundikavii MN13 n. «Maca BMICTy ynakoBKu:
KOHTEVHepu 3 A03yBaHHAM MO 5 r» 3 BIiANOBIAHUM
MEeTOAOM aHani3y. 3MiHM BHECEHO [0 PO34iny
"YnakoBka" iHCTPYKLT AN MeAUYHOro 3acToCyBaHHsA
NiKapcbKoro 3acoby y 3B'A3Ky 3 BBEAEHHSIM
[04aTKOBOT NEPBUHHOT YNakoBKW (KOHTeHep 3
[03yBaHHAM MO 5r), SIK HACNILOK - 40 po3ainy
"Cnocib 3acTocyBaHHs Ta 403u1". BBeAeHHs TekcTy
MapKyBaHHS 4519 40AAaTKOBOI yNakoBK/. 3MiHuW | Tuny
- 3MiHK 3 sIKOCTi. FOoTOBUIA Nikapcbkuid 3aci6.
CucTema KOHTelHep/3aKynoproBasibHMiA 3aci6. 3MiHa
PO3Mipy YNakoBKu roTOBOrO JIiKapCbKoro 3acoby
(3MiHa KiNbKOCTI oAMHULL (Hanpuknas TabneTok,
amnyn TOLL0) B yNakoBLji:) - 3miHa nosa gianasoHoM
3aTBEPMKEHVX PO3MIPIB YNaKkoBKU - Y 3B’A3KY 3
BBEJEHHAM [0aTKOBOI yNakoBkn (KOHTelHep 3
[03yBaHHAM M0 5 1), 3MIHIETLCA Ki/TbKICTb OAUHULb
y BTOPWHHII ynakoBLi. Y nayui 3 kapToHy 6yge - no 5
I rpaHyn y KOHTeWHepi 3 J03yBaHHAM: No 2
KOHTEiHepU pa3oM 3 iHCTPYKLIE A1 MegUyHoro
3aCTOCYyBaHHA B NauLli 3 KAPTOHY. 3MiHM BHECEHO A0
po3ainy "YnakoBka" iHCTPYKUii 418 MeguyHoro
3aCTOCYBaHHS MikapCbKOro 3acoby. Y 3B'A3Ky 3
BBEeHHAM [04aTKOBOI NEPBUHHOT YNaKoBKU
(KoHTelHep 3 f03yBaHHAM MO 5r), 3MIHIETHCS
KifIbKICTb OZIMHMLIb Y BTOPWHHI yNakoBLi.

352.

LENb T

TabneTku, no 50
Tabnetok y
KOHTeliHepi
noninponisnieHoBoMy,
no 1 KoHTelHepy y
KOpo6L,i 3 KapTOHY

Bionoriwe
Xainbmitte
Nb Xeenb
m6X

Bionoriwe
XanbmiTTe b
Xeenb M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHWOoi HauioHa/IbHOI
thapmakonei fepxasu €C (3MiHa y cneundikaisx,
noB'si3aHa 3i 3aMiHOK0 BUMOT MoHorpacpii 4dY abo
iHLWOT HaujioHanbHoI thapmakonei fepxasu EC Ha
BMMOrM MOHorpadii €Esponeiickbkoi hapmakonei) -
3miHn y cneumdpikauito ans Rhus toxicodendron MT

6e3
peyenma

UA/0020/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

BiANoOBIAHO 3 nepexogom Big HAB Ha Ph. Eur. gns
npusefeHHs Ao MoHorpadii Ph. Eur. Toxicodendron
quercifolium for homoeopathic preparations. 3miHu |
Tuny - 3miHn 3 skocTi. CepTuddikaT BignosigHoCTI/lIE-

cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. 3mMiHW, NoB'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdY abo EBponeiicbkoi papmakoneri,
ab0 iHWOi HauioHas1bHOI dhapmakonei gepxasn €C
(3mMiHa y cneuydikalisx, NoB'a3aHa 3i 3amiHo
BMMOT MOHorpacii APY abo iHWOI HalioHaNbHOT
thapmakonei gepxxasu €C Ha BUMOrn MmoHorpadii
€Bponeiicbkoi hapmakonel) - 3MiH1 y cneyndikadio
Ans Sanguinaria canadensis mother tincture

BiANOBIAHO 3 nepexofom Big HAB Ha Ph. Eur. gns
npuBefeHHs Ao MoHorpadii Ph. Eur. Sanguinaria for

homoeopathic preparations. 3miHu | Tuny - 3miHu 3

AKocTi. A®Il. KoHTponb Adl. 3miHa y napameTpax
cneuudikauin Ta/abo oNyCTUMUX MEX, BUSHAUYEHNX

y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y MPoLecCi
BMpo6HMLTBa AD| (4ONOBHEHHS cneuymdikauii HOBUM

NOKa3HNKOM SIKOCTI Ta BiANOBIAHUM METOL0M
BMNPOoOYBaHHSA) - 3MiHa y napameTpax cneuudikawii
ons Rhus toxicodendron MT, a came BBefEHHS
nokasHwuka Escherichia coli (1 mn) 3a nokasH1KOM

«MikpobionoriyHa unctota». 3miHu | Tuny - 3miHu 3

akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikalin Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX

y cneyudikauisx Ha A®l, abo BUXigHWUIA/MPOMIKHWI
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BMpobHULUTBa API (fONOBHEHHA cneuudikalii HoBUM

MOKa3HUKOM SIKOCTi Ta BiAMOBIgHUM METOL0M

BMNpPoOYBaHHSA) - 3MiHa y napameTpax cneuudikawii
Ons Sanguinaria canadensis MT, a came BBeEHHs

nokasHuka Escherichia coli (1 mn) 3a nokasH1KomM

«Mikpob6iosioriyHa yncToTa»

353.

LENb T

Mas3b 1o 50 r y Ty6i;
no 1 Ty6i B kKopo6u,i 3
KapTOHy

Bionoriwe
Xalinbmitte
b Xeenb
m6X

HimeyuuH
a

Bionoriwe
XalinbmitTens
Xeenb MTM6X

HimeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikat BignosigHocCTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoT HauioHa/IbHOI
hapmakonei gepxasu E€C (3miHa y cneyudikauisix,
noB'A3aHa 3i 3aMiHO0 BUMOT MoHorpadii AdY abo
iHLWOT HavuioHanbHOI thapmakonei fepxasu EC Ha
BMMOrK MoHorpaduii €Esponeiicbkoi hapmakonei) -

6e3
peuyenma

UA/0020/03/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
3MmiHn y cneundpikauito ans Rhus toxicodendron MT
BiANoBiAHO 3 nepexonom Big HAB Ha Ph. Eur. ans

npusefeHHs Ao moHorpadii Ph. Eur. Toxicodendron
quercifolium for homoeopathic preparations. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTugikaT BiANOBIAHOCTI €BpOoNeichbkil
hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HEeOob6XiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €sponeicbkoi hapmakoneri,
abo iHWOi HauioHasIbHOI dhapmakonei gepxasn EC
(3miHa y cneumdikauisix, noB'sa3aHa 3i 3aMiHO
BMMOr MoHorpadii dY abo iHLOoi HaLlioHaIbHOT
thapmakonei gepxasu EC Ha BUMOrn MoHorpadii
€Bponeiicbkoi hapmMakonei)- 3mMiHu y cneyudikadliio
Ansa Sanguinaria canadensis mother tincture
BiANoOBIAHO 3 nepexogom Big HAB Ha Ph. Eur. gns
npusBeAeHHs Ao MoHorpadii Ph. Eur. Sanguinaria for
homoeopathic preparations. 3miHu | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikalin Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX
y cneyudikauisx Ha A®l, abo BUXigHWIA/MPOMIKHWI
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BMpobHULUTBa API (fONOBHEHHA cneuudikalii HoBUM
NOKa3HUKOM SIKOCTi Ta BiAMOBIgHUM METOL0M
BMNpPoOYBaHHSA) - 3MiHa y napameTpax cneuudikawii
ons Rhus toxicodendron MT, a came BBefeHHS
nokasHuka Escherichia coli (1 mn) 3a nokasH1KomM
«MikpobionoriyHa unctota». 3MiHu | TUny - 3MiHK 3
aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BIANOBIAHOCTI EBPONENChkili
hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HEeOo6XiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €sponeicbkoi hapmakoner,
abo iHWOi HauioHasTbHOI dhapmakonei gepxasn E€C
(3miHa y cnevudikauisix, noB'sa3aHa 3i 3aMiHO
BMMOr MoHorpadii PY abo iHLOoi HalioHaIbHOT
thapmakonei gepxasu EC Ha BUMOrn MoHorpadii
€Bponeiicbkoi hapmakonel) - 3MiHU y cneyudikadio
Ana Sanguinaria canadensis raw material
BiANoOBIAHO 3 nepexogom Big HAB Ha Ph. Eur. gns

homoeopathic preparations. 3miHu | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax

y cneyudikauisx Ha A®l, abo BUXigHWIA/MPOMIKHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci

MOKa3HUKOM SIKOCTi Ta BiAMOBIgHUM METOL0M

npuBefeHHs Ao MoHorpadii Ph. Eur. Sanguinaria for
cneuudikalin Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX

BMpo6HULUTBa API (LONOBHEHHA crneuudikalii HoBUM

BMNPOOYBaHHS) - 3MiHa Yy napameTpax cneupdikauii
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
nns Sanguinaria canadensis MT, a came BBeeHHS
nokasHwuka Escherichia coli (1 mn) 3a nokasH1KOM
«MikpobionoriyHa uncrora»
354. | LEPEBPOKY PO34UH A5 iH'EKLIN, TOB "HIP" Ykpaina TOB "HIP" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB: 3MiHK 3a He UA/7516/01/01
PVH® 2 mr/mn, no 0,5 mn B | TMNYy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6. peyenmom | nidssieae
amnyni; no 5 amnyn CucTema KoHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa
B KOPOOGLIi 3 KAPTOHY PO3Mipy ynakoBKu roTOBOrO /iKapCbKoro 3acoby
3 noniMepHoLo (3MiHa KinbKOCTI 0AnHULL (Hanpuknas TabneTtok,
YapyHKOBOIO amnyn TOLL0) B yNakoBsLi:) - 3miHa nosa AianasoHoM
BKNaKO; N0 2 MN B 3aTBEPMKEHNX PO3MIPIB YNnakoBKu. 3MiHa y
amnyni; no 5 a6o 10 BTOPWHHI ynakoBLi, a came: gofaBaHHs HOBOro
amnyn B Kopobu,i 3 PO3Mipy ynakoBK/- MO 2 M1 B aMnyi CKASHINA, No 5
KapToHy 3 amnyn B kopobL,i 3 kKapTOHy. 3MiHM BHECEHO B pO34iN
noniMepHo "YnakoBka" B IHCTPYKLiO A1 MegUYHOro
YapyHKOBOK 3aCTOCYBaHHS MikapCbKoro 3acoby y 3B'A3Ky 3
BK/1JIKO0 [ofaBaHHAM HOBOrO pPO3Mipy YNakoBKu Ta AK
HacnifoK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHSA
[04AaTKOBOI YNaKoBKW /likapCbKoro 3acoby.
355. | LUMK/TOKYTA nak ons Hirtis TOB "MIBE Ykpaina BMPOGHUK, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/18077/01/01
H® nikyBasibHWiA, 80 YKPAIHA" BiAnoBiganbHUA 3a MonbLwa TexHiyHa nomunka (3rigHo Hakasly MO3 Big, peyernma
Mr/r, No 3 T PO34NHY BMPOBHMUTBO "in 23.07.2015 Ne 460), BunpaBneHHst TEXHIYHOT
y chnakoHi; no 1 bulk", nepBrHHe Ta NOMWJ/IKW, 3rigHo n.2.4. nn. 4 po3giny VI Hakazy MO3
hnakoHy y BTOPVHHE Ykpainu Bif 26.08.2005p. Ne 426 (y pepakLii Hakasy
KoMnaekTi i3 10 nakyBaHHs1, MO3 Ykpainu Big 23.07.2015 p. Ne 460) B po3gaini
Lwnarenis B kaceTi, KOHTPO/b cepii Ta «Cknag» MKA 13, Lo noB’A3aHo 3 NepeHeceHHAM
TpuMayem wwnartens, BUMYCK cepii: mi6e iHhopmaLii Wwoao KinbKicHOro Ta AKiCHOro cknagy
TamrnoHamu gns X 'N3. 3atBepaxeHo: Cknag nikapcbkoro 3acoby
OUWLLEHHS Ta ApuHaimiTTeNb, 1 r po3unHy micTuTb: [itoya pevoBmHa: Linknonipoke
nnnoykamu gns HimeuuunHa; 20 wmr . 3anponoHoBaHo: Cknag, fikapcbkoro 3acoby
HIrTIB y navyi BUPOBHUK, 1 r po3umHy mMicTuTh: [itoya pevoBuHa: Liyknonipokc
BiANOBIgabHNIA 32 80 mr. 3a3HaueHe BUNpaB/IEHHS BignoBigae
BTOPVIHHE marepiasiaMm peecTpauiiiHoro focke
nakyBaHHs: CYH-
®APM Cn. 3 0.0.,
MonbLya
356. | ULMK/TOMEL Kpanni ouHi 1 % no 5 CEHTICC IHais CEHTICC ®APMA IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/2911/01/01
MY prakoHi- PAPMA MBT. NTA. | TMNy - 3miHK 3 AkocTi. CepTudcikat peyenmom
KpanenbHuui; no 1 NnBT. NTA. BignosigHocTi/IE-cepTudpikart BignosigHoCTi

chnakoHy y nauui

€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTrO cepTudpikaTa BifgnoBigHOCTI
abo BuyyYeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans A®l; ans BuxigHoro
mMatepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikat Big,
BXe 3aTBepAXeHOro BUPo6HYKa - MogaHHs HOBOTO
cepTudiikaTa BignoBigHOCTi €Bponeiichbkii
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1
hapmakonei R1-CEP 2016-078-Rev 00
(3aTBepmxeHo: DMF) ans A®I uuknoneHTonary
rigpoX0puA, Bif BXXE 3aTBEPLKEHOr0 BUPOOHMKA
Uquifa — Union Quimico Farmaceutica, S.A., Spain,
SIKMIA 3MIHMB HaliMeHyBaHHs Ha Esteve Quimica,
S.A,, Spain.
357. | UATPIK® NopoLUOK AN AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/15885/01/01
OpaibHOro Po3ynHy, "®apmak” | TMny - 3MiHu 3 aAkocTi. A®Il. KoHTposb AdL. 3miHa y peyenma

no 13,60 r B calle;
no 10 cawe B nauu,i
3 KapTOHY

napameTpax cneuudikauin Ta/abo JoNyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha Adl, abo
BUXiAHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Adl
(BUTyYEHHSI HE3HAYHOTO NMOKa3HUKa AKOCTI
(Hanpuknag, BUIyYeHHs 3acTapifioro nokasHuka)) -
BunyuyeHHs nokasHuKa «PO3UMHHICTb> i3
crneundikavii Ta MeToAiB KOHTPOO 4151 Aito40T
pPEeYOoBUHM KNC/IOTY ackopbiHOBOI BUpo6HMKa DSM
Nutritional Products (UK) Ltd., BenukobpuTtaHis,
ocKinbky 3rigHo cTarTi APY «CybcTaHuii ans
hapmaLeBTUYHOIO 3aCTOCYBaHHS» PO3YUHHICTb
cybCcTaHUil po3riagalTb K 4OAATKOBY
XapaKTepUCTUKY i BOHa Mae iHhopMaTUBHWiA
xapakrep. 3MiHu | Tuny - 3MiHK 3 AkocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaviii
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneumdgikauisix Ha Adl, a6o BUXigHWIA/NPOMIKXHWIA
nNpoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y MpoLeci
BMPOGHMLTBA AD| (BUYYEHHS HE3HAYHOTO
nokasHuKa sIKoCTi (HanpuKnag BUMy4YeHHs
3acTapifnioro NokasHuka)) - BunyyeHHs i3
cneuuaqikauii/MeToAiB KOHTPOO A1 AitoHOi
pPEYOBUHM KMCIOTU acKopbiHOBOI BUpOo6HMLTBA DSM
Nutritional Products (UK) Ltd., Bennko6putaHis
nokasHuka «Baxki metanin». (B CEP, BK/IOYEHO
OLHKY PU3VKY LLOAO €/IEMEHTHUX AOMILIOK). 3MiHK |
TMny - 3MiHK 3 aKkocTi. A®l. KoHTponb A®I. 3miHa y
MeToAax BUNpobyBaHHs AD| abo BuXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BUNPOGYBaHHS) - MpuBeAeHHs
cneumdikaLii/MeToAiB KOHTPOIO A/15 AitoYoi
PEeYOBUHM KUC/IOTY ackopbiHOBOT BUpoOHMLTBa DSM
Nutritional Products (UK) Ltd., Benuko6puTtaHis 3a
nokasHUkoM «laeHTudikavis» y BignoBigHICTb A0
BuMoOr EP. 3MiHu | Tuny - 3miHn 3 akocTi. API.
KoHTponb A®L. 3miHa y MeTodax BunpobyBaHHs AdI
abo BMXigHOro Martepiany/npomiKHOro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
YBaHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

NpOAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPAKEHUX MeToAax BUNpPobyBaHHS) -
MpuBegeHo cneuudikavito/MeToan KOHTPOO A4S
Lito40i pevyoBUHM KMCNOTU ackop6iHOBOT
BMpo6HMuTBa DSM Nutritional Products (UK) Ltd.,
BenvkobpuTaHis 3a nokasHukoM «MTome onTuyHe
o6epTaHHs» Yy BIANOBIAHICTbL A0 BUMOTr EP
(BUYYEHO OAMHULI BUMIpIOBaHHSA (rpagycu). 3MmiHu |
Tmny - 3MiHK 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo BUXigHOro
marepiany/npomikKHOro NPoAyKTy/peareHTy, LWwo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeToAax
BMNpo6yBaHHS) - MNprBeAeHO MeTOAN KOHTPOIO AN1A
Lit0Y0T PEYOBVHM KMC/IOTU ackop6iHOBOI
BMpo6HUUTBa DSM Nutritional Products (UK) Ltd.,
BenukobpuTanis 3a nokasHMkom «CynpoBifHi
OOMILLKV» Y BiAMOBIAHICTb A0 BUMOT MoHorpadii EP.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTpob AdI.
3miHa y meTogax BunpobysaHHA APl abo BuXigHOTO
matepiany/npomiKHOr0 NPOAYKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa AdDI
(He3HayHi 3MiHN y 3aTBEP)KEHNX MeToAax
BMNPOGYBaHHS) - BHeCeHHS pefakuiiiHUX 3MiH B
MeTOAW KOHTPO/IO AN19 [il0H0T PEYOBUHM KNCIOTK
ackopbiHoBoi BUpo6HMLTBa DSM Nutritional
Products (UK) Ltd., Bennko6puTaHisi 3a NokasHUKOM
«Migpb, 3anizo». 3MiHu | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa API
abo BMXigHOro martepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK Y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS) -
MpuBeeHO METOAMN KOHTPOO A1 Ai04OI peHOBUHN
KMCNoTn ackop6iHoBoi BUpo6bHuuTBa DSM Nutritional
Products (UK) Ltd., Bennko6puTaHisi 3a NokasHUKOM
«KifibkicHe BU3HaYeHHs» Yy BiANOBIAHICTb 40 BUMOr
MoHorpadii EP (Buiy4eHo dyopMysny po3paxyHky)

358.

LIAHOKOBA
NAMIH
(BITAMIH
B12)

PO34UH A5 iH'EKLIN,
0,5 mr/mn no 1 mn B
amnyni; no 10 amnyn
Y KOHTYpHili
YapyHKoBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyj
B nauuj

NAT
"Tanuudhap
e

YKpaiHa

MAT "Tannudapm”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMNYy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUpo6HuLTBa
roTOBOrO /liKapCbKOro 3acoby, BkIoyaun
NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NP
BMPOGHWLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpo6bHNLTBA)
BU/TYYEHHA [OAATKOBUX iN-process KOHTPOIB 3a
NoKasHWKaMM «OMunC», «bakTepiasibHi eHOOTOKCUHU,

3a
peyenmom

UA/7360/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0YeHHs1

«KiJTbKiCHEe BU3HAYEHHS» Ha CTagil «NpuroTyBaHHs
PO34MHY» Ta KOHTPONIB 3@ NoKasH1Kamu
«MPO30PICTb», «PH», «MEXaHIYHI BK/TIOYEHHS» Ha
cTagii «pinbTpauis po3urHy»; TakoX B TEXHONOTIT
BUpo6HUUTBA J13 Ha cTajii NpUroTyBaHHs
BWYyYaETLCA BYTIEKNCNNI ra3 SiK KOPUreHT pH,
3annwaeTtbes nvwe 0,1 M po3ymH KMcnoTu
X/I0PUCTOBOAHEBOI. TakoX 3 METO YHidpikaulii
[OKyMeHTaL,i, MPONOHYETLCS BUTyYEHHS
BYIIEKUC/IOrO ra3y 3i cTagii NpuroTyBaHHs
TEXHO/OMYHOT YaCTUHW peecTpaLiiHoro Aocbe

*y pa3i BHeCeHHs 3MiH 00 iIHCMPYKYii Npo medu4yHe 3acmocyBsaHHs

HauanbHUK

dapmMaleBTUYHOr0 yNpaB/IiHHSA

Tapac JIICKOBCHKUI




IIEPEJIIK

JopaTtok 4

A0 Hakasy MiHicTepcTBa OXOPOHMU
3popoB’s  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MegnuHUX
iMyHoGionoriuHnx npenaparib) Ta
BHECEHHA 3MiH [0  peecTpauiiiHux
marepianis»

Bit 17 uepBHa 2024 poky Ne 1056

JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIMHNX MATEPIAJIIB

Ne Ha3ssa dopma 3assHUK KpaiHa Bupo6HuUK Kpaina rMiocmasa lMpoyedypa
n/n JNliKapcbKo20 BUIYCKY
3acoby
1. IPBETAH-H TabneTkn no AT YkpaiHa AT . 3acigaHHa HTP . . . .
150 Mr/12,5 mr | "KWIBCBHKM "KUNIBCBKUM Ykpaina Ne 19 Big BigMoBUTM y 3aTBepfKeHHi - 3MiHM | Tuny - 3MiHM  WofAo
no 10 BITAMIHHUAI BITAMIHHA 30.05.2024 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3MiHU Y KOPOTKili XxapaKTepucTui
Ta6neToK y 3ABOJ" 3ABOL" nikapcbkoro  3acoby, TeKCT_i MapKkyBaHHs Ta iHchyKui'l' ANA MeauyHoro
Gnictepi; 1o 3 3aCTOCYyBaHHSI TreHepuyYHUX/ribpnaHnx/6ionodibHnX nikapcbknx 3acobiB nicns
GnicTepy B BHECEHHSI Ti€l camoi 3MiHM Ha pedhepeHTHWIl npenapaTt (3MiHa He NoTpebye
nauyj HaZiaHHA XOAHUX HOBUX Aogatkosux AaHux) (B.1.2. (a) 1B), 3mikun B.1.2.(a),Ib go
IHCTPYKLii ANns MeAM4HOro 3acTocyBaHHA fikapcbkoro 3acoby IPBETAH-H,
Tabnetkn, 150 mr/12,5 Mr He pekOMeHAOBaHi [0 3aTBEeP[XEHHA Yy 3B'A3KY 3
HEBUKOHAHHAM  rapaHTiliHux 3000B'A3aHb  WOAO HafaHHA  JaHux npo
NpoBefEeHHS [OCiMpkeHb 3 [0BefdeHHs OioekBiBa/IEHTHOCTI BIiAMNOBIAHO A0
NYHKTY 1.3 posgainy ] Mopagky.
[na BHeceHHs iHcbopmauii woao 6esneks  Ailovoi  peyoBUMHW  3riAHO 3
pekomeHpauiamn PRAC Big 18.08.2022 (www.dec.gov.ua/materials/zminy-
informacziyi-z-bezpeky-likarskyh-zasobiv-shho-mistyat-gidrohlorotiazyd-
hydrochlorothiazide-spironolakton-spironolactone-za-rezultatamy-zasidannya-
komitetu-z-oczinky-ryzykiv-u-farmakonaglya-2/?role=doctors) = pekomeHA0BaHO
3aaBuUTK 3miHK B.1.3.(a),Ib BignosigHo fo Bumor Mopsaaky
2. IPBETAH-H TabneTkn no AT YkpaiHa AT . 3acigaHHa HTP . ) . .
300 Mr/12,5 Mr | "KWIBCbKWI "KNIBCbKWI | YKPaiHa Ne 19 Big BigmoBut y  3aTBepmKeHHi - 3MiHM | TNy - 3MIHM  lWoAo
no 10 BITAMIHHUI BITAMIHH 30.05.2024 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy. 3MiHU Y KOPOTKili XxapaKTepucTuli
TabneTok y 3ABOL" 3ABOL" nikapcbkoro 3acoby, TeKCT_i MapKkyBaHHA Ta iHc_prKu,i'l' ANA MeauyHoro
GnicTepi; no 3 3aCTOCyBaHHA reHepmqH_|/|x/r|6p|/|,qHmx/6|ono,q|6H|/|x NiKapcbKIX 3acobis nicns
GnicTepy B BHECEHHS1 Tiei camoi 3MiHM Ha pedhepeHTHWIn npenapat (3MiHa He noTpebye
nauj HaZlaHHA XOA4HUX HOBUX AofaTkoBux gaHux) (B.1.2. (@) IB), 3miHu B.1.2.(a),Ib o

IHCTPYKUii AN MeAMYHOro 3aCTOCyBaHHs Jiikapcbkoro 3acoby IPBETAH-H,
Tabnetkn 300 mr/12,5 Mr He peKkoMeHAOBaHi [0 3aTBEPAXEHHS Yy 3B'A3KY 3
HEBMKOHaHHSIM  rapaHTiiiHUX 3000B'si3aHb  WWOAO HafaHHA  [aHux  npo
npoBeAeHHS [OCNifpKeHb 3 [0BEAEHHS1 6ioekBiBasIEHTHOCTI BiANOBI4HO A0
NYHKTY 13 po3giny ] Mopagky.

[ns BHeceHHA iHdopmauii wWoao 6e3nekn Ailyoi  PeyvyoBUHW  3rigHO 3
pekomeHgauismm  PRAC Big 18.08.2022 (www.dec.gov.ua/materials/zminy-
informacziyi-z-bezpeky-likarskyh-zasobiv-shho-mistyat-gidrohlorotiazyd-
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hydrochlorothiazide-spironolakton-spironolactone-za-rezultatamy-zasidannya-

dapmaleBTUYHOr0 ynpaB/IiHHSA

komitetu-z-oczinky-ryzykiv-u-farmakonaglya-2/?role=doctors)  pekomeHZOBaHO
3aaBuUTK 3miHK B.1.3.(a),IB BignosigHo fo Bumor Mopagky
KCUNA30n cnpei TOB "YOPN[, YkpaiHa YOorPNa 3acigaHHa HTP . . . .
Ha3abHW, MEAVLIAH" MEANLIAH TypeyunHa Ne 19 Big BigmoButM 'y 3aTBEPAKEHHI - 3MiHNn I Tty - 3MiHM  LoA0
po3umH; Mo 10 /AU CAH. BE 30.05.2024 6e3nekn/edhekTMBHOCTI Ta papmakoHarnsgy. BHeceHHs a6o 3miHa(n) [no
MY thraKoHi TIDK. AL 3060B'A3aHb Ta YMOB BUAadi peecTpauiiiHOro NocBigYeHHS, BKAYawoun MnaH
3 ynpaBniHHA  pu3vkamy  (3acTOCyBaHHSI  TEeKCTY, SKWIA  NOrogxeHnin 3
posnunioBaye KOMMeTeHTHUM opraHom) (B.l.11. (a) IAHN), y 3B'A3Ky i3 HEBIANOBIgHICTIO
M Ta 3aaBfieHOr0  Tumy 3MiH  Bumoram  [lopsgky — MpOBEAEHHA — eKcnepTusn
3AXUCHUM peecTpaLjiiHnx martepiasiB Ha nikapcbki 3aco6y, L0 NOAAIOTLCS HA AepXaBHY
KOBMAYKOM:; N0 peecTpaujio (nepepeecTpaLiio), a TakoX eKCnepTusn marepiaiB Npo BHECEHHS
1 chnaxoHy B 3MiH [0 peecTpauiiiHux MaTepia_J'liB npoTsarom Aji pet-:CT_pau_,iﬁHoro NoCBIJYEHHS,
KapTOHHilA 3aTBepAKeHoro Hakasom MO3 Big, 26.08.2005 Ne 426 (3i 3MiHamn)
Kopobu,i
NAKTYNo3u cupor, 670 TOBAPWCTB YkpaiHa ®peseHiyc Kabi ) 3acigaHHa HTP . . . . .
cupPon Mr/MA: in bulk: 03 ABCTpis FM6X ABcTpis Ne 19 Big BigmMoBUTN Yy 3aTBEpXKEHHI - TexHiuHa nommsIka (3r|,q,Ho Hakasy MO_3 Bif,
Mo 250 Kr y OBMEYXEHO 30.05.2024 23.07.2015 Ne 460), BUNpaB/eHHA TEXHIYHOT MOMWUSKK, 3rigHO n.2.4. po3giny VI
6oukax in bulk: 10 Haka3ly MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3 YkpaiHn
no 750 Kk y BIAMOBIAAN Big 23.07.2015 p. Ne 460) B MKA /13 po3ain «YmoBu 36epiraHHs» 3aTBepKeHO:
KoHTeliHepax bHICTIO YMoBM 36epiraHHa: 36epiratv B CyxoMy, 3axvLLEHOMY Bif, NOTPanIsAHHA NPAMUX
"IOHATIC" COHSAYHMX MPOMEHIB Micui Npu Temnepartypi He Buwe 25 °C. 3anponoHoBaHoO:
YmoBM 36epiraHHs: 36epiraTv B ynakoBLi BUPOGHMKa Npu Temneparypi Big +2 °C
[o +30°C, 3a3HauyeHe BUWMNpaB/IEHHA YMOB 36epiraHHs npoaykuii in bulk He
peKkoMeHA0BaHO [0 3aTBEPKEHHS, OCKi/IbKM He Bignosigae ymoBam Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakujii Hakasy MO3 YkpaiHu Big
23.07.2015 p. Ne 460 w040 TeXHIYHOT NOMW/IKN
CONMNAAEIH TabneTkun XaneoH FOK Benvka nakcoCwmiTKna Ipnangis/ 3acigaHHa HTP BigmoBuTK y 3aTBepAKeHHi - TexHiyHa nomuska (3rigHo Hakasy MO3 Big
AKTVB Lmnydi; no 2 TpengiHr BpuTaHis H [aHrapeaH Ipeuis Ne 18 Big 23.07.2015 Ne 460), BunpaBneHHs1 TEXHIYHOT NOMW/IKK, 3rigHO N.2.4. po3ainy VI
Tabnetkn y Nimiten Nimites, 16.05.2024 Hakazy MO3 YkpaiHu Big 26.08.2005 p. Ne 426 (y pepakuii Hakasy MO3
6ararowapos IpnaHgis; Ykpaitn Big 23.07.2015 p. Ne 460), a came 6yn0 HEKOPEKTHO BHECEHO
oMy CTpuni; damap A.B.E. hOpPMY/IHOBaHHA Ha3BW METOAMKM “"PO3YMHEHHA™ 3aMiCTb “"po3nagaHHsa” B MKHA
no 6 ctpunis AHTOCa nnaHT, N3 (Cneuucbikauis Ta mMeToAM KOHTPOND). 3as3HauyeHe BUMNPAaB/EHHA Ha3BU
Y KapTOHHiIl pewis noKasHvka Ta METOAMKN KOHTPOJI0 He PEeKOMEHA0BaHO [0 3aTBepXeHHS,
Kopo6ui; no 4 OCKi/IbKM B OpuriHasibHMX Matepianax BupobHuka 3.2.P.5.1. Cneuudikauis;
Tabnetkn y 3.2.P.5.2 AHaniTnyHi MeTOAMKM Ha3Ba MoKasHMKa Ta MeToAuKa BUNPoOyBaHHS
6ararowapos BiAnosigae 3aTBepakeHin pegakuii MKA N3
oMy CTpuni;
no 3 ctpunu y
KapTOHHIi
KopooLi
HauanbHuK

Tapac JIICKOBCHhKUI
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