MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis

20 uepBHs 2024 poky Ne 1071

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.
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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.

KoHTpOJIb 3a BUKOHAHHSM I[bOT'0 HaKa3y 3a/IuIIao 3a co00k0.

IMepuminii 3actynHuk MiHicTpa Cepriii JYBPOB



IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEIVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»
Bif 20 yepBHA 2024 poky Ne 1071

Ne Hasga

®opma surnycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
1. | BAIC® Tabnetku no 10 wmr; no 15 AT "dapmak" YkpaiHa BMPOGHMLTBO, Icnanis peecTpauis Ha 5 pokis 3a He UA/20500/01/01
Tabnetok y 6nictepi; no 2 nepBuHHe MepiognyHICTb NOAAHHA PerynspHo peuyenmom niosnsieae
6nicTepy y nauui nakyBaHHs, OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
BTOpPUHHE o Mopsgaky 3aiicHeHHs hapMakoHarisgy,
nakyBaHHs, 3aTBEpMAXEHOro Hakasom MiHicTepcTea
KOHTpONb cepii/ OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
AKOCTI, BUMYCK 2006 poky Ne 898, 3apeecTpoBaHoro B
cepit: MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHsa 2007
Na6opatopioc poky 3a Ne 73/13340 (y pefakuii Hakasy
Hopmon C.A. MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaYEHNMU Y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTIB 3
6esneku.
2. | ENNEPEHOH | nopouok (cybcTaHuis) y AT YkpaiHa Aypicko Kutai peecTpauis Ha 5 pokis - He UA/20501/01/01
nakeTax noABiNHUX "KNIBCbKWI dapmachbloTikan nionsizae
nonieTuNeHoBux ans BITAMIHHW Ko., 114,
thapmaueBTUYHOro 3ABOA"
3acToCyBaHHSA
3. | KAPBAMA3E | kpucTaniyHuii NopoLLoK PycaH ®apma IHAisa PYCAH ®APMA IHAin peecTpadis Ha 5 pokis - He UA/20502/01/01
MiH (cybeTaHuis) y naketax nra. nTAa. nionsizae
CARBAMAZE | nogiitHux
PINE nonieTuneHoBux ans
thapmaLeBTUYHOro
3aCTOCYBaHHSA

HauanbHuUK
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dapMaiLeBTUYHOr0 yIIpaB/IiHHA Tapac JITCKOBCHhKUN



ITEPEJIIK
INEPEPEECTPOBAHUX JITKAPCBKHX 3ACOBIB (MEJUUHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Big 20 yepBHs 2024 poky Ne 1071

Ne Hassa dopma sunycky 3asssHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BIionycKy aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs
1. | TEANTOP- rpaHynsat 3 r/5r; no TOBAPVCTBO YkpaiHa BUNYCK cepil: Ykpaina nepepeecTpaLisi Ha Heo6MexeHui 6e3 niosnsieae UA/17685/01/01
DPAPMEKC 5 r B nakeTi; no 30 3 TOB "®APMEKC TEPMIH peyenma
nakeTiB y KapTOHHIi OBMEXXEHOIO reyn, OHOB/EHO iHGhOpMaL,ito B iHCTPYKLiT
Kopo6ui BIAMOBIAANTBH YkpaiHa 018 MeUYHOro 3aCTOCyBaHHSA
ICTHO BCi cTagii nikapcbKoro 3acoby y posginax
«KOPIMOPALIA BMPOGHULITBA, KPIM "MpoTunokasaHHsa", "OcobaMBOCTi
«300POB’A» BUNYCKY cepii: 3acTocyBaHHA", "lMepeno3yBaHHA"
ToBapucTso 3 BiANOBIAHO A0 iHdhopMmaLi
obmexeHo pedhepeHTHOro fikapcbkoro 3acoby
BiANOBIAA/ILHICTIO (Fena-Mepu, rpaHynsT, 3r/5r), a
"dGapmaLeBTnyHaA Takox Ao po3giny "MobiuHi peakwii”
KOMMaHis LLI040 B&XX/IMBOCTI 3BITYBaHHS Npo
"3popos'a"’, no6iyHi peakwi.
YkpaiHa MepioAnYHICTb NOAAHHSA PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAAKy 3A4iNCHEHHS
hapmakoHarnagy, 3aTBepaKeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpainu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuuii Ykpainu 29
ciyHA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHM 300pPOB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
2. | ponono KOHLeHTpaT Aans [-p Pegpi'c IHgis HATKO ®APMA IHais nepepeecTpauist Ha HeobMeXeHwi 3a He UA/17269/01/01
pO34uHy Ans Na6opaTtopic NIMITEL TEPMIH peyenmom niosnsieae
iHpy3iNA, JNitg OHOB/EHO iHOPMAL,it0 B IHCTPYKLIT




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
ninocomMasibHWi, 2 AN MeANYHOro 3acTOCYBaHHS
mr/mn no 10 mn (20 nikapcbKoro 3acoby y po3ginax:
mr) a6o 25 mn (50 "Oco6mBOCTI 3aCTOCYyBaHHA",
Mr) KOHLEHTpaTy y "3acTocyBaHHs y nepiof BariTHOCTI
dhnakoHi; no 1 abo rogyBaHHA rpyaar”,"MobivHi
chnakoHy B peakuii" BiANOBIAHO [0 OHOBAEHOT
KapTOHHI KopoobLi iHchopmawii 3 6e3neku gjroyoi
pPEYOBUHM, @ TaKoX y po3aini
"Mo6iyHi peakuii™ LWOA0 BaXKINBOCTI
3BiTyBaHHSA Npo MOGIYHI peakw;i
MepioAnYHICTb NOAAHHSA perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAAKy 3AiNCHEHHS
hapmakoHarnagy, 3aTBepaKeHoro
Haka3oMm MiHicTepcTBa OXOPOHHM
3[,0p0B’A YKpainu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuuii Ykpainu 29
ciyHA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHW 300pPOB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3nekun
3. | 30MIKNoH MOPOLLIOK COEPA TMBX Pecny6nik ®APMAK, a.c. Yecbka nepepeecTpauisi Ha HeobMeXxeHwi - He UA/16488/01/01
(cy6eTaHuin) y LOOOEN Ckon'e a Pecny6nika TEPMIH niosnsieae
noABINHNX MakeoHis
nonieTnIeHoBUxX
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYBaHHS
4. | NOKENb nopoLuoK ans BPOC NTA peuis BPOC NTA, peuis MepepeecTpaLisi Ha HEOBMEXEHWIA 3a He UA/0388/01/01
PO34nHy A5 iH'EKUi TEPMiH. peyenmom nionsizae

no 750 mr; 1 dpnakoH
3 MOPOLLKOM Y
KapTOHHI KopoobLi

OHoB/IEHO iHpopmaLito B IHCTPYKL,i
ON19 MeNYHOro 3acTOCyBaHHs
nikapcbkoro 3acoby y po3aini

"Mo6iyHi peakuyji" WoA0 3BiTyBaHHS

npo No6iyHi peaxuil.

MepioAnyHICTb NOAAHHSA perynsipHo

OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 3A4iNCHEHHS
thapmakoHarnagy, 3aTBepaKeHoro

Haka3zom MiHicTepcTBa OXOpPOHU

304,0p0B’A YKpaiHu Big 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHoro




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
B MiHicTepcTBi tocTuuii Ykpainu 29
ciyHA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHW 300pPOB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
5. | NEMTPAAA KOHLeHTpaT Ans TOB "CaHodi- YkpaiHa BTopuHHe Ipnangis/ nepepeecTpauis Ha 5 pokis 3a He UA/17376/01/01
pO34unHy ans ABeHTIC nakyBaHHs, HimeuunHa OHOB/EHO iHGhopmaLito B IHCTPYKLUIT | peyernmom niosnsieae
iHcpy3iiA, mo 12 YkpaiHa" MapKyBaHHS, 0151 MeMYHOro 3aCToCyBaHHSA
mr/1,2 mn Ne 1: no 36epiraHHa M3 Ta nikapcbKoro 3acoby (pegaroBaHo
1,2 MmNy chnakoHi, BMNYCK cepil: po3zin "Mo6iyHI peakuyii" Wwoa0
no 1 donakony B [xeHsaim Ipnang noBifOMIEHb MPO NiA03pLOBaHi
KapTOHHIA Kopoo6Li Nimiten, lpnaHgis noGiyHi peakui).
Brpo6HMLTBO (fill- MepioAnyHICTb NOAAHHSA PerynsipHo
finish/nepBrHHE OHOBJ/IHOBAHOTO 3BIiTYy 3 6e3neku,
nakyBaHHs) BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
KOHTPO/b AKOCTI (B thapmakoHarnagy, 3aTBepaKeHoro
npoueci Haka3oMm MiHicTepcTBa OXOPOHM
BUPOGHMLTBA, 30,0p0B’A YKpaiHu Bif 27 rpyaHs
KOHTPO/b AKOCTI 2006 poky Ne 898, 3apeecTpoBaHoOro
N3, BkIoyaoum B MiHicTepcTBi tocTuuii Ykpainu 29
TecTyBaHHs s ciyHsA 2007 poky 3a Ne 73/13340 (y
OLLiHKV CTEPW/IBLHOCTI pegakuii Hakasy MinicTepcTBa
i BMiCTY OXOPOHW 300pPOB's YKpaiHu Big 26
MiKpOOpraHiamis), BepecHs 2016 poky Ne 996),
TecT Ha CTaHOBWTb: 3riHO 3i CTpOKamu,
CTabifNbHICTB): 3a3Ha4YeHVMU y NepiognNYHOCTI
BepiHrep noJaHHA perynsipHux 3BiTiB 3
IHrenbxanm ®apma 6esnexu.
rv6X i Ko. Kr,
HimeuunHa
TecTyBaHHA Ans
OL|iHKM CTepUNbLHOCTI
i BMiCTY
MiKpOOpraHiamis
(anbTepHaTVBHA
nab6oparopis):
Ec Oxi Ec IHcTUTYT
PpeseHiyc MM6X,
HimeuyunHa
6. | METOHAT NopOLLOK TOB Ykpaina MAT "®apmak” Ykpaina nepepeecTpauisi Ha HeobMeXeHui - He UA/18060/01/01
(cybeTaHuin) y "®apmMaLeBTUUH TEPMIH nionsieae
noABiNHNX a KoMnaHis




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
nonieTuIeHoBMX "Cantotapic"
nakeTtax gns
thapmaueBTUYHOro
3acToCcyBaHHsA
7. | HI®YPOKCAS3 | cycneHsia opasibHa, TOB YkpaiHa MAT "Tanuudapm” Ykpaina MepepeecTpaLisi Ha HEOBMEXEHMIA 3a He UA/17744/01/01
na 220 mr/5 mn; no 100 "APTEPIYM TEPMiH. peyenmom nidnseae
My chriakoHi; no 1 nTat OHOoB/EeHO iHdhopMaL,ito B IHCTpYKL;i
dhnakoHy 3 /I0KKO AN MeANYHOro 3acTOCYBaHHS
MipHOLO y mauui nikapcbKoro 3acoby y posginax
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6iyHI peakuii" Big4NOBIAHO A0
iHhopmauii 3 6e3neku 3acToCyBaHHS
nikapcbKoro 3acoby.
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuuii Ykpainu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHM 300pPOB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepiognNYHOCTI
noJaHHA perynsipHux 3BiTiB 3
6e3neku.
8. | TPANDPEMON | cupon, no 100 mn TOBAPVCTBO Ykpaina ToBapucTBo 3 Ykpaina nepepeectpawisi Ha 5 pokis 3a He UA/13900/01/01
H a6o 200 mny 3 06MEXEHO OHOB/EHO iHhopMmaLito y po3ginax | peyenmom nionsieae
chnakoHi; no 1 OBMEXXEHOIO BiANOBIAALHICTIO "MpoTunokasaHHsa", "Oco6aMBOCTI
onakoHy pasom i3 BIANOBIAANBH "XapkiBcbke 3acTocyBaHHs", "Mob6iuHi peakuyii
[,03YH4nUM ICTHO hapmavueBTNYHe IHCTPYKUIT oNA MeguyuHoro
NPUCTPOEM Y «KOPTOPALIA nignpMeMcTBO 3aCTOCYBaHHS NiKapCbKoro 3acoby
KOpPOO6Lii 3 KApTOHY «30POB’A» "3p0poB's Hapoay" BiANOBIAHO 40 OHOB/EHOT

iHdbopmauii woao 6esnekn
3acTOCyBaHHS Aitlounx Ta
[OONOMDKHOT PeYoBWH, Ta 'y po3aini
"Mo6ivHI peakuii" WoA0 3BiTYBaHHSA
npo NoGiyHi peakuii.

MepioanyHICTbL NOAAHHS PerynsipHo
OHOBJ/IHOBAHOrO 3BITY 3 6e3nekwy,
BiANOBIAHO A0 MNopsAaKy 3A4iNCHEHHS
chapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa 0OXOPOHHU




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

300pOoB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi rocTuuii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HavYeHMN Y NepiognUUHOCTI
NOAAHHSA PerynsipHrX 3BiTiB 3
6e3neku.

TPUKAPAVH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10; No 10
TabneTok B 6icTepi;
no 2 abo no 4
6nictepn y nauui 3
KapTOoHY

TOB
"TepHodhapm"

Ykpaina

TOB "TepHodthapm”

Ykpaina

nepepeecTpalisi Ha HEOOMeXeHW
TEepMiH
OHOB/IEHO iHGhopMmaLito y po3ainax
"MokasaHHA"(yTOUYHEHHS),
"MpoTunokasaHHs", "B3aemMogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHWi BMAW B3aemogiin", "OcobmnsocTi
3actocyBaHHs", "Mob6iuHi peakuyii
IHCTPYKUIT 4N MeguyHoro
3aCTOCyBaHHS MikapCcbKoro 3acoby
Bi4MNOBIAHO A0 OHOB/EHOT
iHbopmauii woao 6esnekn
3aCcTOCyBaHHS Aitlounx Ta
[0MOMIXHOT peyoBrH. OHOBEHO
iHchopMmaLito y po3gaini "Mo6iyHi
peakuii" IHCTpyKLUii A1 MeguuHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby
LLLOA0 3BiTYBaHHSA NPO MOGIYHi
peakuii.

MepiognyHICTbL NOAAHHS PerynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neky,
BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
chapmakoHarnsgy, 3aTBepakeHoro
Haka3om MiHicTepcTBa OXOPOHM
300pO0B’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi rocTuuii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HayYeHMN y NepiognUyUHOCTI
NOAaHHSA perynsipHuX 3BiTiB 3
6esneku.

6e3
peyenma

nionsieae

UA/17544/01/01
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HauvanbHuK
dapMaLeBTUYHOI0 yIIPaB/IiHHA Tapac JITCKOBCHhKUI



ITEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Big 20 yepBHs 2024 poky Ne 1071

JIIKAPCBKMX 3ACOBIB (MEJUUYHMX IMYHOBIOJ/IOTTYHUX IMPEIMMAPATIB), II[O/0 AKX BYJIM BHECEHI
3MIHH /10 PEECTPAIIIMHNX MATEPIAJIIB, SIKI BHOCATECS 10 JTEP>KABHOT'O PEECTPY JIIKAPCBKUX
3ACOBIB YKPAIHU

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKko20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
1. | S- MOPOLLIOK TOB YkpaiHa I'HOCIC C.M.A. ITanisa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: - UA/20341/01/01
AJEHO3UN- (cybeTaHuis) y "APTEPIYM 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
L-METIOHIH NOABINHNX nTar HaliMeHyBaHHS Ta/abo agpecu micus
14 nonieTuIeHoBmX NpPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA (BKIKOYatoun,
BYTAHOUCY naketax gns 3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/THO
Nb®OHAT hapMaLeBTUYHOTO SIKOCTi), ab0o BriacHuKa MacTtep-cthainna Ha A®l, abo
3acTocyBaHHs noctavasbHuka A®l/BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (SKLLO
3a3HayeHo y A0CbE Ha NikapcbKuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepapkeHomy
[ocbe, abo BUPOOHMKA HOBOT AOMOMIDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y f0Cbe) 3MiHA
MPOMNOHYETHLCHA Ha OCHOBI AOKYMEHTA BifnoBigHOro
YNOBHOB&XXEHOr0 OpraHy, y skoMy 3a3HayeHO HoBe
HaliMeHyBaHHs1 BUPOOGHMKa Ta Ha OCHOBI
OHOB/ieHUX MaTepiasiisB DMF Bupo6Huka, a came
po3giny 3.2.5.2.1. [itoya pepakuis: OMNIABIOS
s.r.l., Italy OMHIABIOC c.p.n., Itanis
MponoHoBaHa pefakuis:
GNOSIS S.P.A,, ltaly 'HOCIC C.M.A., ITanis
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS
2. | S- NMOpPOLLOK MAT Ykpaina I'HOCIC C.MN.A., ITanis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: - UA/15977/01/01
AJEHO3UN- (cybeTaHuis) y "Knismeanp 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
L-METIOHIH nakeTax noABiHMX enapar" HaliMeHyBaHHS Ta/abo agpecu micus
1,4 nosnieTuIeHoBUX NpPOBaPKEHHA AiSNIbHOCTI BUPO6HUKA (BK/IKOYakoun,
BYTAHOWUCY | anA 3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/IHO
Nb®OHAT hapMaLeBTUYHOIO SIKOCTi), ab0o Bf1acHMKa MacTtep-cthainna Ha A®l, abo
3acToCcyBaHHsA nocrtadanbHuka AdIl/BuxigHoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLLO
3a3HayeHo y [0ChE Ha NikapcbKuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbke, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEUOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
NPOMNOHYETLCA Ha OCHOBI JOKYMEHTa BiANoBiAHOrO
YMNOBHOB&XEHOr0 OpraHy, y skoMy 3a3Ha4yeHo HOBe
HaliMeHyBaHHS1 BUPOOHMKA Ta Ha OCHOBI
OHOBNEeHUX maTtepianis DMF BUpo6HWKa, a came
po3giny 3.2.5.2.1. fitouva pepakuis: OMNIABIOS
s.r.l., Italy OMHIABIOC c.p.n., ITanis
MponoHoBaHa pepakuisa: GNOSIS S.P.A., Italy
I'HOCIC C.M.A., ITanis BeefeHHA 3MiH NpoTArom
6-T1 MicsLIB Nicn1s 3aTBEPKEHHS

ABITA3SM

NOPOLLIOK A”A
PO3UMHY iH'EKLiA No
1r,no1la6o 10
hNakoHIiB B
KapTOHHI Kopobui

MicTtpan
Kenitan
MeHepKmeH
T NimiTep,

AHrnis

BUPOBHULTBO
roToBOroO
nikapcbKoro
3acoby, BuMycK
cepii:
ALIC IOBDAP
C.IN.A,, ITanisa
BMPOOHULITBO Ta
KOHTPO/b SIKOCTI
CTEpPUNLHOI
CyMiLLi:
XAHMI ©ANH
KEMIKA KO.,
NTA., Kopes

ITania/
Kopes

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
noAaHHA OHOB/IEHOTO cepTudikara BifgnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2002-069 -
Rev 07 (3atBepmkeHo: R1-CEP 2002-069 - Rev
06) ona gitoyoi pevoBuHu Ceftazidime
Pentahydrate Big BXe 3aTBEpAKEHOr0 BUPOGHMKA
HANMI FINE CHEMICAL CO., LTD - 3minu | Tuny
- 3miHu 3 sKocTi. CepTudikar BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BU/yYEHHS cepTudikaTa BiANoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOTO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNoMiKHOT peqyoBuHN (cepTudpikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBReHWi cepTuddikaT Bif, y)Xe 3aTBepAKeHOro
BMPOBHUKA - NOaHHA OHOBJIEHOro cepTudikara
BiANOBIAHOCTI €Bponeiickkii hapmakonei Ne R1-

3a
peyenmom

UA/18808/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

CEP 2010-096 - Rev 04 (3aTBepmkeHo: R1-CEP
2010-096 - Rev 03) ans gjto4oi pevyoBuUHU
Ceftazidime pentahydrate with sodium carbonate
for injection Big, BXe 3aTBEpPAXEHOrO BUPOGHMKA
HANMI FINE CHEMICAL CO., LTD

ASALMTUAN
H-BICTA

niogpinizat gns

PO34nHY A5 iH'EKUINA
no 100 mr; 1 chnakoH
(20 M) 3 NOPOLLKOM
Y KapTOHHIli kopobLi

MicTtpan
Kenitan
MeHexmeH
T NimiTeq,

AHrnis

HaHr KyaHr
dapmacbloTikan
Ko., N11A4.

TaiiBaHb

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaLiitHuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHNX BiAMNOBIAHO A0 NiaHy negiaTpuyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVUM YMOBHOBaXXEHVM OpraHoM) 3MiHu
BHECEHO B iHCTPYKLt0 4151 MELUYHOIO
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHhopMaUii woao 6e3mnekn 3acTocyBaHHS Aito4oi
peyoBUHM 3rigHO 3 pekoMeHgauieto PRAC. TepMiH
BBEAEHHS 3MiH - NPOTAroM 6 micauis nicns
3aTBEPAKEHHS

3a
peyerimom

He
nionsieae

UA/18117/01/01

A3EOHAM

NOPOLLOK A”A
PO34MHY N8 iH €KL
abo iHdysiino 11
no 1 chnakony 3
MOPOLLKOM Y KOpO6Lyi

AHaHTa
Megikeap
nTo.

Benvka
BpuTtaHis

"BeHyc Pemegic
Nimiten"

IHais

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHW BHeCeHOo

Yy TEKCT MapKyBaHHSA BTOPUHHOT ynakoBku n.17.
IHLWE Ta nepeuHHOi ynakosku n.6. IHLWIE, a came:

[ofaHo iHdhopMaLito NPO HasiBHICTb S10roTuny.

BBefeHHS 3MiH NpoTArom 3-box MicsAUiB nicns

3aTBEPKEHHS.

3a
peyenmom

UA/18134/01/01

A3NONTUK
POM®APM

Kpansi O4Hi, pO34nH,
15 mr/r; no 250 mr B
0fIHO030BOMY
KOHTeliHepi, no 6
KOHTelHepiB B calle
Ta KapTOHHI nayuj

EnEnCi
Pomdapm
KomnaHi
[xopoxus

Ipy3ia

K.T. POM®APM

KOMMAHI C.P.J1.

BMPOGHULITBO Ta
nepBuHHe
nakyBaHHs

nikapcbkoro
3acoby;
BTOPVHHE
nakyBaHHs,
KOHTpPO/b
KiHL,eBOro
npoaykTy Ta
BUNYyCK cepil

PymyHis

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TURY - 3MiHK 3 sKocTi. CepTudikar
BignoBigHOCTI/IE-cepTucpikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BiAMOBIAHOCTI ab60 BU/TyYEHHST cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BVIKOPWCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakoner) - OHOB/IeHWI
cepTudikaT Bif, y)Xe 3aTBepIAXXeHOro BUPO6HUKa
NoAaHHA OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
€ponelicbkii chapmakonei Ne R1-CEP 2007-230 -

3a
peyenmom

UA/17864/01/01




14

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
Rev 04 (3aTBepmkeHo: R1-CEP 2007-230 - Rev
03) pna APl asuTpomiLuuHy avrigparty Big,
3aTBepAxeHoro BupobHrka HEC Pharm Co., Ltd,
Kutaii.
7. | AUFNIMET® TabneTku, BKPUTI AT Ykpaina OmaH OwmaH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/18309/01/01
NiBKOBOO "®apmak” PapmacboTukan 3minu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
obonoHkoto, no 50 MpopgakTc Ko. NN1C HalilMeHyBaHHs Ta/abo agpecu micus
Mr/1000 mr in bulk: NpoBa/PKeHHS AisNIbHOCTI BUpobHMKa/imnopTepa
no 20 kr TabneTok y rOTOBOIO JIiKapCbKOro 3acoby, BKIYaUn
nonieTueHoBoOMy AinbHWL BUNYycKy cepii abo micle NpoBeAeHHs
nakeTi, BK/1ageHoMy KOHTPO/IO SIKOCTI. (AiSNIbHICTb, 3a SKy Bignosigae
y NOTPIAHNI BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepili)
namiHOBaHWi1 Maker, 3MiHa HaliMeHyBaHHs Ta agpecu BupobHuka N3
O MICTUTb NaKeTuK ON5 NpUBEAEeHHSA Y BiANOBIAHICTL A0 cepTuduikaty
3 cunikarenew; GMP, 6e3 3miHM micus BUpobHuLTBa. BBEaeHH:
BKNafEeHUiA y 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS.
nnacTukoBuii
6apabaH
8. | AUrMIMET® TabneTku, BKpUTI AT Ykpaina AT "®apmak”, Ykpaina BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a He UA/18279/01/01
nNiBKOBOIO "papmak” YkpaiHa 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom | nidssieae
o060on0oHkoto, no 50 (nepBuHHE Ta HalilMeHyBaHHs Ta/abo agpecu micus
mr/850 mr no 7 BTOPVHHE NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
TabneTtok y 6nictepi; nakyBaHHs, rOTOBOrO JliKapCbKOro 3acoby, BKIYaoUu
no 4 6nictepu y MapKyBaHHs, AiNbHUL BUNYCcKy cepii abo micle npoBegeHHs
nauui BMNYCK cepii 3 KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
npoaykuii in bulk BMPOGHMK/IMNOPTEP, He BK/OYaOUM BUMYCK Cepiid)
hipMmn-BMpOGHMKa 3MiHa HaliMeHyBaHHS BUPO6HWKa npogykuii in bulk
OmaH 015 NpUBEAeHHSA Y BiANOBIAHICTb 40 cepTuddikaty
$apmacbioTukan GMP, 6e3 3MiH1 Micus BUPOGHMLTBA. 3MiHU
Mpopaktc Ko. BHECEHI B po34in "BMpobHUK" B IHCTPYKLit0 ANns
NINC, OmaH) MeJMYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby, sk
HacnigokK - BiANOBIAHI 3MiHN y TEKCTI MapKyBaHHS
ynakoBKM fikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-TW MicsAUIB NicNsA 3aTBEPAYKEHHS.
9. | AUrMIMET® TabneTkn, BKPUTI AT YKpaiHa OmaH OmaH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/18278/01/01
NAiBKOBOIO "®bapmak” dapmacbloTukan 3MiHM | TMNY - AgMiHICTPATUBHI 3MiHW. 3MiHa

060/10HKOH0, M0 50
Mmr/850 mr in bulk: no
20 Kr TabneTok y
nonieTuieHoBoMy
nakeTi, BKnafeHomy
y NOTPIHWIA
NamiHOBaHWi Naker,
LL{O MICTUTb NaKeTUK
3 cunikarenem;
BKNafEeHUiA y
N1acTUKOBUIA
6apabaH

Mpopaktc Ko. N1/1C

HalilMeHyBaHHs Ta/abo agpecu micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapPCbKOro 3acoby, BKIoUaoun
AinbHUL BUNYycKy cepii abo micle npoBeaeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky Bifnosifae
BMPOGHUK/IMNOPTEp, BK/TKOYAOUN BUMYCK Cepilf)
3MiHa HalilMeHyBaHHs Ta agpecu BupobHuka N3
AN NpUBEAEHHA Y BIANOBIAHICTL [0 cepTuddikaTy
GMP, 6€e3 3MiHM MicLa BUPOGHMLTBA. BBeaeHHS
3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPAXEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
10. | AUMNIMET® TabneTku, BKpUTI AT YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/18310/01/01
nNiBKOBOIO "papmak” Ykpaina 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom | niossizae
0600HKot0, N0 50 (nepBuHHe Ta HaliMeHyBaHHs Ta/abo agpecu micus
mr/1000 mr no 7 BTOPUHHE NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
TabneTok y 6nictepi; nakyBaHHsl, roTOBOrO NiKapcbkoro 3acoby, BkIoYatoun
no 4 6nictepn y MapKyBaHHs, AiNbHUL BUNYCKy cepii abo micue npoBegeHHs
nauuj i3 KapToHy BUMYCK Cepii 3 KOHTPOJIO AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
npoaykuii in bulk BMPOGHMK/IMNOPTEp, HEe BK/IOYakoUM BUMYCK Cepiid)
hipMmn-BMpOGHMKa 3MiHa HaliMeHyBaHHSA BUPOGHMKa npoaykuii in bulk
OwmaH 0N NpUBEAEHHSA Y BiAMOBIAHICTb A0 cepTudikaty
$apmacbloTukan GMP, 6€3 3MiHM MicLst BUPOGHULITBA.
Mpopaktc Ko. 3MiHU BHeCeHi B po3ain "BMpo6HMK" B iIHCTPYKLiHO
NNC, Oman) N8 MeANYHOro 3acToCyBaHHSA NiKapCbKoro
3acoby, K HacnigokK - BignoBigHI 3MiHW Y TEKCTI
MapKyBaHHS YMakoBKM IKAPCbKOro 3acooby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.
11. | AKTUNIBE® niogpinizat gns Bepinrep HimeuymnH BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/2944/01/01
po3unHy ons IHrenbxanm a IHrenbxanmv 3miHu |l TUny - 3MiHM Wwopo 6e3nekn/edreKTUBHOCTI | peyenmom
iHpysiii no 50 mr; 1 IHTEpHEeLUHN dapma 'm6X i Ko. Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) o
onakoH 3 6X K 3060B's13aHb Ta YMOB BuAaYi peecTpauiiiHoro
niodpinizatom y nocBigyeHHs, Bkovaoun MnaH ynpasniHHA
KomnnekTi 3 1 pu3mKamm (3acTocyBaHHs 3MiH(K), ski(a)
hnakoHoOM BMMaraTb(€) NogasbLIOro 06rpyHTyBaHHS
po34nHHMKa (BoAa HOBUMM [OLATKOBUM AaHUMK, LLIO MatoThb
Ans iH'exuiid) no HaJaBaTUCHA KOMMNETEHTHUM OpPraHoM, OCKiSIbKM
50 My KapTOHHii BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
Kopobui opraHom) - 3asBHVMKOM HafaHO OHOBJ/IEHY BEPCI0
MnaHy ynpasniHHA pusmkamu 11.0. 3MiHN BHECEHO
00 yactuH: Il «Cneuundpikauis 3 6e3nekm», V
«3axoay 3 MiHiMi3auii pu3ukie», VI «Pe3iome
nnaxy ynpasniHHA pusnkamu», VII «JogaTku», -
Ha nigcTasi NifTBEPAKEHHS 3aTBEPAKEHHS 3MiH B
KpaiHi 3a9BHUKa/BUPOGHIKa, AOMOBHEHHS A0
KNiHIYHOro ornsgy, BiANOBIAHO A0 pe3y/bTiB
PSUSA (31.05.2022), oujiHK1 OCTaTO4YHOrO 3BIiTy
npo KniHiyHe BUNpobyBaHHA SITS-IVT Ta ouiHku
KOMMaHii.
12. | AKTPANIA® PO34NH A5 iH'EKLN, A/T HoBo [JaHis Brpo6HMK [Danis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/17171/01/01
HM 100 MO/mn; no 3 mn Hopgaick Hepo3ghacoBaHoro PpaHuia/ 3miHu |l Tuny - 3MiHn 3 skocTi. A®l. BUpo6GHMLTBO. peyenmom
®JIEKCMNEH® | y kapTpuaxi; no 1 NPOAYKTY, Bpasunis/ 3MiHM BUNPO6YBaHb abo A0NYCTUMUX MEX Y
KapTpuaxy y nepsBuHHe Kutalicbka npoueci BupobHuuTea A®I, L0 BCTAHOBEHI y
6araTtoo30Biii nakyBaHHs; HapogHa cneuudikalisix (Bu1y4YeHHs BUNpobyBaHHSA B
04HOPAa30Bili KOHTPO/b SKOCTI Pecny6nika npoueci BUPO6GHULITBA, LLLO MOXE MaTu iCTOTHUIA
LWnpuL-pyyLj; no 1 NPOAYKTY B B/IMB Ha 3arasibHy skicTb A®l) BuganeHHs Tecty
a6o 5 wnpuu-pyyok nepBuHHOMY nnasmigHnx nepeéygos (FM-B9501), wo
Y KapTOHHili kopobLi nakyBaHHi 3aCTOCOBYETLCA Ha eTani hepmeHTalii B npoueci
(kapTpuaxi BMPO6HULITBA Ail04OT PEYOBWHM iIHCYNIHY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
MNeHdin®) Ta noacbKoro. 3miHu Il Tuny - 3miHn 3 AkocTi. AdI.
BiANoOBigabHMI 3a Brpo6HMLTBO. 3MiHM BUNpo6yBaHb abo
BWMNYCK cepil [0MNyCTUMMX MEX Y npoueci BUpobHuuTBa Adl, o

roTOBOrO NPOAYKTY
(®PnekcleH®): AIT
HoBo Hopgick,
[aHis; Bupo6Huk
BiANoOBigabHMIA 3a
36UpaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs
roTOBOrO NPOAYKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(®PnekcleH®): AIT
Hoso Hopgaick,
[anis;
MapkyBaHHs Ta
BTOPVHHE
nakyBaHHs
roTOBOrO NPOAYKTY
(dnekcleH®): AIT
Hoso Hopagaick,
[aHis; BUpobHuk
npoayKuii 3a
MOBHUM LIK/TOM:
Hoso Hopgick
MpoAoKCboH
CAC, dpaHuis;
Bupo6Huk
Hepo3acoBaHoro
NPOAYKTY,
nepBuHHe
nakyBaHHS;
KOHTPO/b SIKOCTI
npoAyKTy B
nepBUHHOMY
nakyBaHHi
(kapTpuoxi
MeHin®);
36MpaHHs,
MapKyBaHHSA Ta
BTOPVHHE
nakyBaHHs
roTOBOrO NPOAYKTY
(PnekcleH®);

BCTaHOB/EHI Yy creumdikayisax (BUIy4YeHHs
BMNPO6YBaHHSA B Npoueci BUPOOHULTBA, L0 MOXe
MaTw iCTOTHWI BB Ha 3arasibHy sikicTb AdI)
BMAa/IEHHS TecTy Ha cheHoTun (FM-5000), wo
3aCTOCOBYETLCA Ha eTani hepmeHTalii B npoueci
BMPOGHULITBA Ai04OT PEYOBUHW IHCYNIHY
JOACBKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPO/b SIKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):
Hoso Hopgaick
Mpoaykao
dapmaceyTika [0
Bpasinb /lITga.,
Bpasunis;
Brpo6HMK
Hepo3acosaHoro
NpPOAYKTY,
HanoBHEHHS B
NepBUHHY
ynakosky: HoBo
Hopgaick (Kutait)
dapmacbloTikan3
Ko., 14.,
KuTaiicbka
HapogHa
Pecny6nika
13. | AMJIECCA Tabnetkn no 8 mr/10 KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/12846/01/04
mr; no 10 Tabnetok HoBo mecTo bulk", nepBuHHe TexHiyHa nomwusika (3rigHo Hakasy MO3 Big, peyenmom
y 6nictepi; no 3 abo Ta BTOPUHHE 23.07.2015 Ne 460) npu BHECEHHI 3MiH, HakKa3
no 6, abo no 9 nakyBaHHs, MO3 Big 15.01.2024 Ne76 y cneuudpikavii npu
6nictepiB y KOHTPO/b Ta BMNYCKY 3a NokasHukamu “OfHopigHICTb
KapTOHHIlA KOpooLi BUMYCK cepil: [,030BaHNX OAUHWLb — OAHOPIAHICTL BMICTY
KPKA, a.4., Hoso nepuHgonpuny Tept-6ytunaminy” Ta “
mMecTo, C/oBeHis; OpHOPIAHICTb A030BaHNX OAMHWLB — OAHOPIAHICT
KOHTpONb cepil BMICTy amnio4uniHy " BiAbynacb TexHiYHa
(hi3nyHi Ta XimiyHi nomuska, a came: HEKOPEKTHO MponucaHi
MeToau gonyctumi mexi. MNponoHoBaHa pefakuis
KoHTponto): KPKA, TEXHIYHOT MOMW/IKU BiANOBigae MaTepianam
4.4., HoBo mecTo, peecTpavyinHOro Aocbe
CnoBeHis
14. | AMJIECCA Tabnetkn no 4 mr KPKA, a.4., CnoseHisa BUPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/12846/01/01
/10 wmr; no 10 HoBso mecTo bulk", nepsnHHe TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenmom

Tabnetok y 6nictepi;
no 3 a6o no 6, abo
no 9 6nictepis y
KapTOHHIlA KopoobLi

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUNYCK cepil:
KPKA, a.4a., Hoso
mecTo, CnoBeHis;
KOHTpONb cepii
(hiznyHi Ta XimiyHi
meToam
KOHTponto): KPKA,
A.4., HoBo mecTo,
CnoseHis

23.07.2015 Ne 460) npu BHECEHHI 3MiH, HakKa3
MO3 Bif 15.01.2024 Ne76 y cneuudikavii npu
BUMYCKY 3a nokasHvkamu “OaHOopigHICTb
[,030BaHNX O4UHWLb — OAHOPIAHICTb BMICTY
nepuHaonpuny TepT-6ytnnamivy” ta “
OpHOPIAHICTb A030BaHNX OAMHWLb — OAHOPIAHICTD
BMICTy am/io4uniHy ” Bigbynacb TexHiuHa
nomusKa, a came: HEKOPEKTHO MponucaHi
gonyctumi mexi. MponoHoBaHa pefakuis
TEXHIYHOT MOMW/IKU BignoBigae marepianam
peecTpaLiiiHoro Aocbe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
15. | AMJIECCA Tabnetku no 8 mr/5 KPKA, a.4a., CnoBeHis BMPOGHMLTBO "in BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/12846/01/02
Mmr; no 10 TabneTok Hoso mecTo, bulk", nepsuHHe TexHiyHa nomurka (3rigHo Hakasy MO3 Big, peuyenmom
y 6nictepi; no 3 abo CnoseHis Ta BTOPUHHE 23.07.2015 Ne 460) npu BHECEHHI 3MiH, HaKa3
no 6, abo no 9 nakyBaHHs, MO3 Big 15.01.2024 Ne76 y cneuudikauii npu
6nictepiB y KOHTpO/b Ta BUMYCKY 3a nokasHvkamu “OgHopigHICTb
KapTOHHIA KOpO6L BUNYCK cepil: [,030BaHVX OAWHULb — OAHOPIAHICTb BMICTY
KPKA, a.4., Hoso nepvHgonpuny Tept-bytunaminy” Ta “
mMecTo, CrnoBeHis; O/ HOPIAHICTb A030BaHUX OAVHUL — OAHOPIAHICTD
KOHTpONb cepii BMICTY am/ioguniHy ” Bigbynacb TexHiuHa
(hi3nyHi Ta XimiyHi nomuska, a came: HEKOPEKTHO MponucaHi
MeToau ponyctumi mexi. MponoHoBaHa pefaxuis
KOHTpONt): KPKA, TEeXHIYHOT NOMUIIKK BigMnoBigae maTepianiam
4.4., Hoeo mecTo, peecTpaLiiHoro Aocbe
CnoseHis
16. | AMJIECCA Tabnetkun no 4 mr/5 KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/12846/01/03
mr; no 10 TabneTok HoBo mecTo bulk", nepBuHHe TexHiyHa nomwsika (3rigHo Hakasy MO3 Big, peyenmom
y 6nictepi; no 3 abo Ta BTOPUHHE 23.07.2015 Ne 460) npu BHECEHHI 3MiH, HaKa3
no 6, abo no 9 nakyBaHHs, MO3 Big 15.01.2024 Ne76 y cneuudpikavii npu
6nicTtepiB y KOHTPO/b Ta BMNYCKY 3a NokasHukamu “OfgHopigHICTb
KapTOHHIlA KOpooLi BUMYCK cepil: [,030BaHNX OUHWLb — OAHOPIAHICTL BMICTY
KPKA, a.4., Hoso nepuHgonpuny Tept-bytunaminy” Ta “
mMecTo, C/oBeHis; OpHOPIAHICTb A030BaHNX OAMHWLE — OAHOPIAHICTD
KOHTPONb cepil BMICTy amnoAuniHy " BiAbynacb TexHiYHa
(hi3nyHi Ta XimiyHi nomuska, a came: HEKOPEKTHO MponucaHi
MeToau ponyctumi mexi. MNponoHoBaHa pefakuis
KoHTponto): KPKA, TEXHIYHOT MOMW/IKU BiANoBigae maTepianam
4.4., HoBo mecTo, peecTpavyinHoOro Aocbe
CnoBeHis
17. | AMNOAUNIH- | TabneTtkn, no 10 mr; TOB «TeBa Ykpaina AT YropwmHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/16717/01/02
TEBA no 10 Tabnetok y YkpaiHa» dapmaueBTUYHWIA 3minu |l TURy - 3MiHK 3 aKoCTi. FOTOBWIA Nikapcbkuili | peyenmom
6nicTepi; no 3 abo 3aBog TEBA 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHV BUNpo6yBaHb
no 9 6nictepis y ab0 [0oNyCTUMUX MEX, BCTAHOB/IEHUX Y
KapTOHHI KOpooLyi cneumdikayisx, nig yac BUPObHMLTBA rOTOBOro
NikapcbKoro 3acoby (PO3LUMPEHHS 3aTBEPAKEHNX
[OMYyCTUMUX MEX 4711 NOKa3HUKIB, SIKi MOXYTb
MaTy iCTOTHWIA BNAMB Ha 3arasibHy SIKiCTb FOTOBOTO
nikapcbKoro 3acoby) 3MiHa Mexi napameTpa
«ToBwwmHa Tabnetkn» («Thickness»)y
cneuudikaLii 415 KOHTPOIIO Mif, Yac BUPOGHULTBA
'N3. 3arBepaxeHo: 5 mr: 3,3 - 4,1 mm 10 mr: 3,8 -
4,6 Mm
3anponoHoBaHo: 5 mr: 2,7 - 3,5 mm 10 mr: 3,3 - 4,1
MM
18. | AMNOAWMNIH- | Tabnetku, no 5 mr; TOB «TeBa YKpaiHa AT YropLmHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/16717/01/01
TEBA no 10 TabneTtok y YkpaiHa» dapmaueBTUYHWIA 3MiHu Il TUny - 3MiHK 3 AKOCTI. FOTOBWIA NNiKapCbKMin |  peyenmom
6nicTepi; no 3 abo 3aBog TEBA 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHV BUNpo6yBaHb

no 9 6nictepis y
KapPTOHHI KOpooOLii

a60 fonyCTUMMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig Yac BMPobHMLUTBA rOTOBOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
NiKapcbKoro 3acoby (PO3LWMPEHHS 3aTBEPAKEHNX
[OMYyCTUMUX MEX A1 NOKa3HUKIB, ki MOXYTb
MaTK iCTOTHUIA BN/IMB Ha 3arasibHy sIKiCTb rOTOBOrO
nikapcbKoro 3acoby) 3MiHa Mexi napameTpa
«ToBwwuHa Tabnetkn» («Thickness»)y
cneuudikaLii 418 KOHTPOIIO Mif, Yac BUPOGHULTBA
'N3. 3arBepaxeHo: 5 mr: 3,3 - 4,1 mm 10 mr: 3,8 -
4,6 Mm
3anponoHoBaHo: 5 mr: 2,7 - 3,5 mm 10 mr: 3,3 - 4,1
MM
19. | AYTMEHTVH TabneTku, BKPUTI nakcoCmit Benuka CMITKNsiliH Bivem Benuka BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/0987/02/01
(BD) NNiBKOBOIO KnsanH BpuTaHis PapmacbroTuKaic, BpuTanisa/ 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nidnsieae
ob6onoHkoto, 875 Ekcnopt Benuka BpuTaHis ®paHLis Ta hapmakoHarnsgy (iHwi 3miHu)
Mr/125 wr; no 7 Nimiteq 3MiHV BHECEHO B TEKCT MapKyBaHHs NEPBUHHOT Ta
Tabnetok y 6nictepi; nakco Bennkom BTOPUHHOI YNakoBKM NiKapCbKOro 3acoby y po3ginn
no 1 6nictepy B MpopakLuH, «AATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI»
nakeTi; No 2 naketa PpaHuis Ta «IHLWE». BBeAeHHS 3MiH NPOTAroM 6-T1 micsuiB
Y KapTOHHIi nicns 3aTBepmkeHHs. 3MiHu | Tuny -
ynakoBLi AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW likapCbKoro
3aco6y - 3MiHa Ha3BW NiKapcbKoro 3acoby.
3arBepakeHo: AyrmeHTMH™ (BD) Augmentin™
(BD) 3anponoHoBaHo:
AyrmeHTVH (BD) Augmentin (BD) BBefeHHs 3MiH
NpOTArom 6-T1 MICALIB MiCNA 3aTBEPMKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KOHTpOo/1b rOTOBOro NiKapcbKoro 3acoby
(iHwWi 3MiHM) OHOBMEHHS BXE 3aTBEPAKEHNX
MeTOZIB KOHTPOJIO AKOCTi NiKapCcbKoro 3acoby, a
came: BUKNaAEeHHS TEKCTY [AepXaBHOK MOBOIO
3iHO CyYacHuX BMMOr. BBefeHHs 3MiH MpoTSArom
6-TW MicALLB Nic/1a 3aTBEPAKEHHS.
20. | A®/IO4EPM masb, 0,5 mr/r; no 20 Benyno, Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11379/02/01
r abo 40 r y Ty6i; no nikn Ta KOCMeTuKa, A.4. 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI peyenmom
1 Ty6i y KAPTOHHiIN KOCMeTHKa, Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
nauui a.n. y3arasibHeHUX JaHnx npo cucTemy

thapmakoHarnsgy (BBefAeHHs y3arasibHEHUX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHeHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl YyNOBHOBaXeHOI 0cobWu, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu thapmakoHarisgy). 3mMiHa
KOHTaKTHUX JaHNX YMOBHOBaXEHOT 0CO6tM
3asBHVKa, BiANOBiAaIbHOI 3a hapMakoHarnsag.
3MiHa MicLe3HaxoMKeHHss macTep-daiina
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

cmcTeMu dhapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.

21.

A®PIOAEPM

kpem, 0,5 mr/r; no 20
ra6o 40 ry Ty6i; no
1 Ty6i y KapTOHHIN
nauui

Benyno,
nikn Ta
KOCMEeTHKa,

a.o.

XopBartis

Benyno, nikn Ta
KOCMeTuKa, A.4.

XopBarTis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, smMiHa
yMOBHOBaXeHOT 0cobw, BignoBigansHoOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6U
3a8BHKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina
cucTemu dhapmakoHarnsgy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy

3a
peyenmom

UA/11379/01/01

22.

ALEMIK

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 500
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y kopobuj

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

ApTypa
PapmacbloTikan3
MeT. NiTA.

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHu) - OHOBNEHHA
TEKCTYy MapKyBaHHS yNakoBK/ NiKapCbKoro 3acoby,
a came: YTOYHeHO iHhopMaLito LLoAo NorotTuny
3a8BHUKA, LWOA0 TePMiHY NPUAATHOCTI, HAHECEHHS
HOMepy cepii, AaTy BUTOTOB/IEHHS, MiLeHsil
BMPOGHWKA, BHECEHHS TEXHIYHOT iHhopMaLii.
BBefeHHA 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPKEHHS

3a
peyerimom

UA/16987/01/01

23.

BAKTPOBAH

Ma3b 2 %; no 15r
masi B Ty6i; no 1
Ty6i B KQPTOHHiIl
KopoobLi

nakcoCmit
KnsiiH
Ekcnopt
Nimiten

Benuka
BpuTtaHis

[nakco
OnepeiiwHe HOK
Nimiteq

Benuka
BputaHis

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby
(iHWi 3miHWM) OHOBJIEHHS BXeE 3aTBEpPKEeHUX
MeTOZiB KOHTPOSIHO AKOCTI NiKapCbKoro 3acoby, a
came: BUKNafeHHs TEKCTY [ilepXXaBHOK MOBOIO
3riHO Cy4acHuX BUMOr. 3MiHu | Tuny -
AIMiHICTPaTMBHI 3MiHX. 3MiHA Ha3BW NiKapPCbKOro
3acoby -
3MiHa Ha3BW Nikapcbkoro 3acoby. 3aTBepKeHo:
BAKTPOBAH ™ Bactroban ™ 3anponoHoBaHo:
BAKTPOBAH
Bactroban BBefeHHs 3MiH npoTarom 6-tm micsuis
nicna 3aTeepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/eddekTVBHOCTI Ta hapMakoHaraagy (iHwi

3a
peyenmom

He
nionsieae

UA/4019/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
3MiHM) 3MiH BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOI yNaKoBKM NikapCbKoro 3acoby y po3ginu
«[ATA 3AKIHYEHHA TEPMIHY MNPUOATHOCTI»
Ta «|HLWE». BBeAeHHS 3MiH NpOTArom 6-Tn MicAuiB
nicns 3aTBepAKeHHs.
24. | BENOTEHT masb Mo 15 r a6o 30 Benyno, Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10920/02/01
ry Ty6i; no 1 Ty6i B nikn Ta KOCMeTUKa, 4.4. 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
KapTOHHI nauwi KOCMeTHKa, Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
a.n. y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBIga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI aHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JlaHNX YNOBHOBaXeHOT 0Cobm
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMkeHHss MacTep-daiina
cuctemu chapmakoHarnagy. 3miHa micus
3[iACHEHHS OCHOBHOI AisNbHOCTI 3
chapmakoHarnsgy
25. | BEIOPETUH Kancynu m'ski no 10 Benyno, Xopsaris nepBrHHa Ta Xopsaris/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/20248/01/01
Mmr, no 15 kancyny nikn Ta BTOPUHHA Lseliyapis/ | 3MiHu | TUNY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI peyernmom
6nicTepi, no 2 abo 4 KOCMeTHKa, ynakoBKa, Hosa Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
6nictepn y a.n. KOHTPONb SIKOCTI 3enaHgis y3arasibHeHUX JaHnx npo cucTemy
KapTOHHIW nayu,i Ta BMNycK cepii: thapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHux
Benyno, nikn Ta npo cuctemy hapmakoHarnsgy, amiHa
KocmeTuka, A.4., YNOBHOBaXEHOT 0cO6MU, BiANOBIAaNLHOI 3a
XopBarisi; 3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
BMPOGHMNLITBO dhapmakoHarnsagy 3asaBHuKa gns 34ilCHeHHS
6anky, KOHTPOb hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
akocTi: CBICC Bifl yNOBHOBaXeHOI 0cobWu, BiAMNOBIga/IbHOI 3a
KAMC Ar, 3pificHeHHs hapMakoHarnsay (BkiYakyn
LLIBeiiuapis; KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
BMPOBHULTBO MacTep-chaiina cuctemm hapmakoHarnsgy) 3miHa
6a1Ky, KOHTPO/b KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0Cobm
akocTi: AYTNNAC 3asBHVKa, BiANOBiAa/IbHOI 3a hapMakoHarnsag.
MAHY®EKTOPIH 3MiHa MicLe3HaxomKeHHs1 MacTep-harina
' NTA, HoBa cuctemu chapmakoHarniagy. 3miHa micus
3enaHgis 3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy
26. | BENIOPETUH Kancynu m'ski no 20 Benyno, Xopsaris nepBrHHa Ta Xopsarisa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/20248/01/02
Mmr, no 15 kancyny nikn Ta BTOPUHHA Wseliuapisa/ | 3MiHun | TMNY - 3MiHK Woo 6e3nekn/edeKTMBHOCTI peyenmom
6nicTepi, no 2 abo 4 KOCMEeTHKa, yNaKoBKa, HoBa Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepn y a.a. KOHTPO/b SIKOCTI 3enangis y3ara/ibHeHUX JaHnx npo cucTemy
KapTOHHI navwi Ta BMNyCK cepil: thapMakoHarnagy (BBefeHHs y3arasibHeHUX JaHnx
Benyno, nikn Ta npo cuctemy papmakoHarnsgy, amiHa
KocMeTuka, 4.4., yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
Xopsarisi; 3[iiCHEeHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
BMPOGHMLTBO thapmMakoHarnsgy 3asBHvKa ANs 34iACHEHHS
6as1Ky, KOHTpO/Tb chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
aKocTi: CBICC Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
KAIMC AT, 3ailicHeHHA hapMakoHarnsgy (BKiyanum
LLiefiuapis; KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
BUPOBHULTBO MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
6as1Ky, KOHTpO/Ib KOHTaKTHUX AaHnX YNOBHOB&XEHOI 0CO6U
skocTi: AYTNAC 3a8BHKa, BiANOBIAaNbLHOI 3a thapmakoHarnsag,.
MAHY®EKTOPIH 3MiHa MicLe3HaxoMKeHHs1 MacTep-halina
I NTA, HoBa cucTeMu chapmakoHarnagy. 3miHa micus
3enaHgis 3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy
27. | BENOCANIK PO3UMH HaLLKIPHWIA Benyno, Xopsartis Benyno, nikn Ta XopsarTis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/10872/01/01
NOCBLWOH no 50 mn a6o no nikn Ta KOCMEeTUKa, A.4. 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
100 mn 'y chnakoHi- KOCMeTHKa, Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
KpanenbHuui; no 1 a.4o. y3arasibHeHVX AaHnx Npo cuctemy
donakoHy y thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
KapTOHHIA naywj; no npo cuctemy hapmakoHarnsgy, amiHa
20 mn, a6o no 50 YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
mn, abo no 100 mny 3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
onakoHi 3 thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
MeXaHi4YHUM thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
NOMMNOBUM Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
posnuatoBayem; no 34ilicHeHHA hapMakoHarnsagy (Bkioyaum
1 donakoHy y KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
KapTOHHI navu,i MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX laHNX YMOBHOBaXeHOT 0cobm
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomKkeHHss MacTep-daiina
cuctemu chapmakoHarnagy. 3miHa micus
3[iACHEHHS OCHOBHOI AisNIbHOCTI 3
chapmakoHarnsgy
28. Kpansi O4Hi, po3unH dapmaLesT Monbuwa Padapm C.A. peuis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/16893/01/01
BIMIKAH® 0,3 mr/mn; no 3 Mn WYHWI 3aB0[, 3MiHW | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenmom | nionsi2ae
EKO npenapary y "MONMb®AP 3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
doNaKkoHi- MA" C.A. BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLUTBA ANs
KpanesibHuuj, no 1 YacTuHM abo BCbOro BMPOOHMYOrO npoLecy
donakoHy B rOTOBOrO JlikapCbKoro 3acoby (AinbHULSA, Ha SKil

KapTOHHIl KopooLi

npoBoAATLCA ByAb-AKi BUPOOHMUI cTagii, 3a
BVMHATKOM BUMYCKY Cepil, KOHTPO/II0 AKOCTi Ta
BTOPUHHOTO NaKyBaHHA A1 CTePUSIbHUX
nikapcbknx 3acobis (BKIOYAOYM BUPOG/IEHI
acenTMYyHVM MEeTOA0M), KPiM likapCbknX 3acobis
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
6i0/10r4YHOr0/iIMyHO/TOFYHOTO MOXOPKEHHS).

3amiHa ginbH1Li BUPO6HULITBA FOTOBOMO
nikapcbKoro 3acoby 3 BapliaBcbkui
thapmaueBTUYHWA 3aBog Monbtha AT, MNosbLa Ha
Padhapm C.A., I'pedist. 3miHW | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
OiNbHWLI BUPOBHULTBA 719 YacTHK abo BCbOro
BVMPOGHMNYOrO MPOLECY roTOBOro NiKapCbKOro
3aco6y (AinbHVULA AN BTOPUHHOTO NakyBaHHS).
3aMiHa AiNbHUL BTOPUHHOTO NakyBaHHSA 3
BapLuascbkuii hapmaleBTMUHMIA 3aBog, Monba
AT, Monbwa Ha Padapm C.A., peuis. 3minHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbkuWii 3aci6.
3MiHM Y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofasaHHA BUPOOHYKa, Lo BiAnoBsijae 3a
BBE3EHHA Ta/abo BMnyck cepii) - Briovyatoun
KOHTPONb/BUNPOBYBaHHSA cepii. 3amiHa
BMPOGHUKA, L0 BiANOBIAaE 3a BUMYCK, BKIOYa0UM
KOHTPO/Tb Cepii 151 TOTOBOr0 NiKapcbKoro 3acoby 3
Bapluascbkuii hapmaueBTuUHMiA 3aBog, Monba
AT, Nonblwa Ha Padapm C.A., peuis.
3MiHN BHECEHO B IHCTPYKLiIO 415 MEANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"BUpo6HuMK", "MicLie3HaxomkeHHs BUPOGHVKa Ta
agpeca MicLs NPoBaKEHHS MOro AisfibHOCTI" 3
BiAMNOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS
ynakoBOK. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBeppKeHHs. 3MiHv | Tuny - 3miHu 3
sKocTi. FoToBWMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHa po3mipy cepii (BkIOYaoum
Jiana3oH po3Mipy cepii) roToBOro JlikapCbKoro
3acoby (36inbLleHHsa Ao 10 pasiB NOPIBHSAHO i3
3aTBEPAKEHUM PO3MIPOM)
po3mip cepii: 3aTBepakeH0:100 1, 33 333
KOHTeliHepiB, 3anponoHoBaHo:250 n, 83 333
KOHTelHepiB. 3MiHu | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM y npoueci BUpoOHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIKUAKUMN NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
npoveci BupobHULTBa). HesHayHa 3miHa y npoueci
BMPOGHMLTBA, @ came 3MiHN B OM1Ci BUPOBGHUYOro
npouecy, Aki CTOCYI0TbCA HanalTyBaHHA

0611a/iHaHHs, Yacy NPUroTyBaHHS PO3YMHY,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

TemnepaTypHuX Aianas3oHiB i Yacy BUTPUMKN Y
npoueci BupobHuuTea 13 Ha pi3HuX eTanax
BMPOGHMLITBA, BK/THOHAIOUM NPOMiXHUIA NPOAYKT,
LLI0 3aCTOCOBYETLCS NpW BUPOGHUTBI [/13. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLITBA rOTOBOTO J1ikapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK). 3MiHN Y npoueci
BMPOGHMLITBA, BK/THOHAIOUM NPOMIXHUIA NPOAYKT,
LLI0 3aCTOCOBYETLCS NpY BUPOOHULTBI 13,
36iNbLUEHHS Yacy BUTPVUMKM Bif, 3aKiHYEHHS
acenTU4YHoI inbTpaLii 40 NoYaTKy 3anoBHEHHSA
thnakoHiB. 3MiHuW | TMNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHN
BUNPOByBaHb ab0 JONYCTUMUX MEX,
BCTaHOBMEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby (iHLwi
3MiHW). 3MiHM JOMYCTUMMUX MEX BCTAHOBNEHUX Y
cneumdikavisx nig yac BUPO6HMLITBA FOTOBOTO
nikapcbKoro 3acoby, a came f/151 NOKa3HuKa
«KOHTpOsb Yacy nepeMillyBaHHA Ta TemnepaTypu
nicns AogaBaHHA akTUBHOMO hapMaLeBTUUHOTO
iHrpedieHTa» Ha eTani NPUroTyBaHHs Po3umnHy (3
min 3 rog.35 +5°C Ha min 3 rog. max 4 roa. 35
+5°C). 3MiHu | Tuny - 3MiHK 3 SIKOCTi. MoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHN
BUNPObyBaHb ab0 JONYCTUMUX MEX,
BCTaHOBEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby (iHLwi
3MiHM). 3MiHW JOMYCTUMMUX MEX BCTAHOBNEHUX Y
cneumdikavisx nig yac BUPO6HMLITBA FOTOBOTO
nikapcbKoro 3acoby, a came f/151 NOKa3HuKa
«KOHTpOsb Yacy nepemillyBaHHA Ta TemnepaTypu
6yhepHOro po3unHy» Ha eTani NPUroTyBaHHsA
PO3unHy (3 min 15 xB. 25 +5°C Ha min 10xB. max
20 xB. 35 +5°C). 3MiHu | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHMX Y cneumdikayisx, nig yac
BMPOBHULITBA FOTOBOrO NiKapCbKoro 3acoby (iHLwui
3MiHM). 3MiHW JOMYCTUMUX MEX BCTAHOB/IEHUX Y
cneuudikayisix nig yac BUPOGHMLITBA FOTOBOrO
nNiKapcbKoro 3acoby, a came A/151 NokasHuka
«KOHTpO/Ib Yacy nepemillyBaHHs nicns
po3BeAEHHS 3 BOAOK» Ha eTani NpuroTyBaHHs
pO34uMHy (3 min 35 xB. Ha Min 30xB. max 60 xB.).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA

3aci6. 3MiHM Yy BUPO6GHULTBI. 3MiHV BUNpO6YyBaHb
ab0o foNyCTUMUX MEX, BCTAHOB/MEHWX Y
cneundikauisix, Mg yac BUpoBGHMLTBA rOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHK). 3MiHK
[0MNYCTUMUX MEX BCTAHOB/IEHMX Y crieumdikaLisx
nif yac BUPOBGHMLITBA FOTOBOrO /1iKapCbKOro
3acoby, a came 4714 NokasHMKa «BUKoHaHHS
nepesipkuX LiNICHOCTI OCHOBHOIO oiNibTpa» Ha
etani. MonepeaHs dinbTpauis, inbTpauis
(3anponoHoBaHo: nepes cTepuisauieto max 9.2
MA/MiH, 2760 mbap(water); nicna dinbTpauii: Max
6.7 mn/miH, 2400 mbap (product). 3miHum | TMny -
3MiHu 3 siKocTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOHULTBI. 3MiHN BUNpPObOYyBaHbL abo
[OMNYCTUMKX MEX, BCTAHOB/IEHMX y cneuudikavisx,
nifg, Yac BUPOBGHULITBA rOTOBOTO NiKapCbKoro
3acoby (foAaBaHHs HOBOrO METOAY
BUMPOOYBaHHA Ta AONYCTUMUX MeX). [JONOBHEHHS
HOBOrO MeToAy Ta A0MYCTUMUX MEX Y
cneumdikavisx nig yac BUPO6HMLITBA FOTOBOTO
nikapcbKoro 3acoby, a came 151 NoKa3Huka «Tuck
inbTpauii» Ha eTani MonepeaHsa inbTpavis,
hinbTpavis (3anponoHosaHo: pressure filtration
NMT 1.5). 3miHn | Tuny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHN
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOBGHULITBA rOTOBOrO NiKapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX). 3MiHW AONYCTUMMUX
MeX BCTAHOBJIEHVX Y crieumdikayisax nig vyac
BMPOGHWLITBA FOTOBOTO /1iKapCbKOro 3acoby, a
came g5 nokasHuka «O6’eM HanoOBHEHHA» Ha
eTani HanoBHeHHs dpnakoHiB (Not less then 3ml 3
every 30 min Ha every 15 min). 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo
LONyCTUMMUX MEX, BCTAHOBMEHNX Y crnieundikaulisx,
nig Yac BUPOOHULITBA FOTOBOTO NiKapCbKOro
3acoby (foaaBaHHA HOBOTO MeToAy
BUMPOBYBaHHA Ta A0NYyCTUMUX MeX). [JONOBHEHHS
HOBOrO MeToAy Ta A0MYCTUMUX MEX Y
cneuudikayisix nig Yyac BUPO6HMLITBA FOTOBOTO
nikapcbkoro 3acoby, a came 151 NoKasHuka
«3aranbHuii yac inbTpaLii» Ha eTani NMonepeHs
hinbTpauis, tinbTpayis (3anponoHoBaHo: total
filtration nmt 2 hours). 3miHn | TUNY - 3MiHK 3

sKoCTi. FoTOoBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3miHa y cknagi ([OoNOMiIXHMX pevyoBMHaX) roTOBOro
nikapcbKoro 3aco6y (iHLWi A0NOMKHI pe4oBUHM) -
3amiHa OfHi€el JONOMDKHOT PEHOBMHY Ha iHLY 3
TUMK camMUMK OYHKLiOHANTbHMU
XapakTepuctTukamu Ta Ha TOMy camoMmy PiBHI.
3MiHN y cknagi AoNoMKHUX pevoBuHn 13, a
came 3amMiHa OfHIET OMOMIXHOI Pe4YOBUHU — BOAN
OUULLLEHOI Ha iHWY — BOAY ANS iH'EKLi. 3MiHU
BHECEHO B iHCTPYKL0 4518 MEeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Cknag" (8onoMikHi peqyoBuHY) 3 BigNoBigHUMMN
3MiHaMu B TEKCTi MapKyBaHHS yNaKoBKW.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHK). OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM iHthopmali
LLOA0 NoroTuny 3asBHWKa. BBeeHH:A 3MiH
NpOTAroM 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHV BUNPO6YBaHb
abo [oNyCTUMUX MEX, BCTAHOBNEHWX Y
cneumdikauisx, nig yac BUPO6GHMLTBA rOTOBOro
nNiKapcbKoro 3acoby (4o4aBaHHA HOBOro MeToay
BUMPOOYBaHHA Ta AONYCTUMUX MeX). [JONOBHEHHS
HOBOrO MeToAy Ta A0MYCTUMUX MEX Y
cneumdikavisx nig yac BUPO6HULITBA FOTOBOTO
nikapcbkoro 3acoby, a came f/151 NoKa3HuKa
«BisyanbHa iHcnekuis» Ha eTani BisyanbHa
iHcnekyis. 3mMiHu | Tuny - 3MiHK 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[0NYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHwWi 3miHW) 3BYXeHHSI Mex CyMu JOMILLOK Ans
nokasHuka «CynposigHi AoMiwkn»(BEPX) Ha
OCHOBI flaHNX CTabiNbHOCTI; pefakLiiHi npaBku [0
MeToZiB BUNPOOYBaHHS (BUAAUIEHHS KpUTEpIiB
NPUAHATHOCTI) (3aTBEPAXKEHO: CyMa AOMILLOK: Npu
BUNycky < 1,5%; Ha TepmiH npugatHocTi: < 4,0 %
3anpornoHoBaHo: CyMa JOMILLIOK: NPY BUMYCKY <
0,8%; Ha TepMiH npuaaTHocTi: < 2,0 %)

29.

BPOHXO-
rPAH

rpaHynun, no 10 ry
nexani
nosniMepHomMy a6o
h/1aKOHi 3 KPULLIKOHO;
no 1 neHany abo
donakoHy B nauui 3
KapToHy abono 5 r

MpAT
"HaujioHasb
Ha
Fomeonatuny
Ha Cninka"

Ykpaina

MpAT
"HaujioHanbHa
[omeonaTuyHa

Cninka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. Cuctema KoHTeliHep/3aKynopoBabHui
3aci6. 3miHa y nepBMHHIl ynakoBLyi FOTOBOro
nikapcbkoro 3acoby (Tvn KoHTelHepa abo
[0faBaHHsA HOBOrO KOHTelHepa) - TBepai, M'siki Ta
HecTepwusbHi pigki nikapcbki dopmn CynyTHA 3MiHa

6e3
peyenma

nionsieae

UA/8452/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

rpaHyn y KoHTelHepi
3 103yBaHHAM; No 2

KOHTelHepwn B naui

3 KapTOHY

- 3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo gonycTuMmx
MEX roTOBOrO /1iKkapCbKoro 3acoby (40MOBHEHHS
cneumaikalii HOBUM NOKAa3HUKOM 3 BifNOBIAHNM
MEeTO0M BUMPOGYBaHHS) BBEAEHHS [0AaTKOBOI

yMakoBKK, a came KOHTeliHep 3 J03yBaHHAM Mo 5,
3 BHECEHHSM BIifNOBIgHNX 3MiH [0 P. «YNakoBka»
Ta [A0NoBHeHHA cneyudikauii MN3 n. «<Maca
BMICTYy YNaKOBKW: KOHTEliHepK 3 J03yBaHHAM No 5
r» 3 BiAMNOBIAHUM METOL0M aHanizy.
3arBepakeHo:

Ynakoska. Mo 10 r y neHani nonimepHomy 6inoro
KOnbopy abo dhnakoHi 3 kpuLLkoro. Ha neHan abo
(h/1aKOH 3 KPULLIKOIO HAKMETb ETUKETKY 3
nanepy camok/ieroHoro. KoxHuii neran abo
hNakoH 3 KPULLIKOK pa3oM 3 iHCTPYKLEI 3
Me[MYHOro 3aCTOCYBaHHS BK1afatoTb Y Nayky 3
KapTOHY A4/171 CMOXMBYOI Tapu NiArpyny Xpom-
ep3al,.
3anponoHoBaHo: Ynakoska. Mo 10 r rpaHyn y
neHasi nofiMepHomy; no 1 neHasny pas3om 3
IHCTPYKUIE ANA MeAUYHOro 3aCTOCYBaHHA B NauLli
3 KapToHy @60 no 10 r rpaHyn y doiakoHi 3
KPULLKOIO; MO 1 chnakoHy pa3om 3 iHCTPYKLiE Ans
MeAMYHOro 3acTOCYBaHHS B navi 3 KapToHy, abo
no 5 r rpaHyn y KOHTeliHepi 3 f03yBaHHAM: Mo 2
KOHTEWHEepW pasoM 3 iHCTPYKLIED 4718 MEeANYHOrO
3aCTOCYBaHHA B NnauLli 3 kKapToHy. 3MiHW BHECEHO B
IHCTPYKLi0 415 MeANYHOTro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3giny "YnakoBka" y
3B'A3KY 3 BBEleHHAM [04aTKOBOI NePBUHHOT
ynakoBKkM (KOHTEeliHep 3 f,03yBaHHSAM Mo 5r. ) Ta Ak
HacnifoK - BiANOBIAHI 3MiHN BHECEHO [0 pO3Ainy
"Cnoci6 3acTocyBaHHA Ta 031" (4oAaBaHHs
anropmMTMy 3aCToCyBaHHs) 3rifHO 3 MaTepiaiamm
peecTpaLiiHoro Aocbe. BBefeHo TekcT
MapKyBaHHs1 419 BiANOBIAHOTO A03YBaHHA HA 5 1
(nepBMHHa Ta BTOPUHHA YNaKOBKM NiKapCbKOro
3aco0by).
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cuctema KoHTelHep/3akynoptoBasibHUIA
3aci6. 3MiHa po3mipy ynakoBKu roToBOro
nikapcbKoro 3acoby (3miHa KiflbkoCTi OANHULb
(Hanpuknag, TabneTok, amnyn TOLLO) B yNakoBLi:) -
3MiHa no3a Ajana3oHoM 3aTBEPMAKEHMX PO3MIpiB
YNaKoBKW - Y 3B'AA3KY 3 BBEEHHAM [,04aTKOBOI
NepPBUHHOT YNakoBKM (KOHTEHep 3 A03yBaHHSM,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

no 5 r), 3MiHIOETLCA KiNbKICTb OAVHNLG Y
BTOPWHHI ynakoBL,i. Y nauui 3 kapToHy 6yae no 2
KOHTEHepU 3 Ao3yBaHHSM. 3arasibHa KiflbKicTb
nikapcbKoro 3acoby y BTOPUHHIN ynakosui (10 1) —
He 3MiHI0ETbCSA.
3MiHN BHECEHI B IHCTPYKLiO 4718 MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby [0 po3giny
"YnakoBka" y 38’3Ky 3 foAaBaHHAM HOBOI
YNaKoBKM - KOHTeliHepa (3MiHa KifIbKoCTi 0AVNHMLb
BTOPUHHOI yNakoBku). BignoBigHi 3MiH1 BHECEHO B
TEKCT MapKyBaHHS yNakoBKW ikapCbKOro 3acoby.

30.

BPOHXOCON

cupon no 100 mn
abo 200 mny
donakoHi; no 1
oNakoHy 3 MipHUM
CTakaH4MKoM B
KapTOHHIlA KOpooLi

diTochapm
Knenka C.A.

Monbwa

ditochapm KneHka
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. Cuctema KoHTeliHep/3akynoproBanbHui
3aci6. 3miHa y nepBWHHIl ynakoBLyi FOTOBOro
nikapcbKoro 3acoby (SKiCHWIA Ta KinbKicHUIA cknan)
- M’'siki Ta HecTepu/ibHI pifki nikapcbki opmmn —
BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/3aKyrnopoBasnbHWii 3aci6, a came 3MiHa
3aKynopBasIbHOTO 3ac00Y 3 KPULLIKW FBUHTOBOT
noslieTUNEHOBOI 3 06MEeXyBayeM BUTOKY Ha
KPWLLKY FBUHTOBY NOTIETUIEHOBY 3 KOHIYHWM
YLWiNbHEHHAM (415 KPULLIKM TBUHTOBOT AjiaMeTpoMm
22 MM 3 rapaHTiiHUM KiflbLieM 3 iHTerpoBaHnM
KOHIYHMM yLinbHIoBadYem 3 HDPE 3 gofaBaHHAM
6apBHyVKa 6i10ro kKonbopy), Marepian Ta
noctavasibH1K 3aKynoproBasibHOTO 3acoby He
3MIHIOETBCSA. - 3MiHN | TURY - 3MiHN 3 SKOCTI.
MeaunyHi npucTpoi. 3MiHa NpUcTpoiB ANs
BVIMIpIOBaHHSA 031 ab0 BBEAEHHS /iKapCbKOro
3acoby (gogaBaHHa abo 3aMiHa NPUCTPOLO, KM
He € HEeBIJ'EMHOI0 YaCTMHO NEPBUHHOT YNakoBKM)
- MNpucTpin, sakuii mae CE-mapkysaHHs (B.1V.1. (a)-
1. |IAHN) — BHECEHHSA 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHKii 3aci6, a came 3MiHa
po3mipy Ta hopMK MEANYHOTO MPUCTPOIO (MiPHOrO
CTakaHuyuka 3 noninponineHy), marepian Ta
noctayanbHUK MeANYHOro NPUCTPOI0 He
3MIHIOETbCS.

6e3
peyenma

UA/16418/01/01

31.

BEPPYKYTAH
®

PO34MH HAaLLKIpHWIA,
5 mr/r, 100 mr/r, no
13 mn y donakoHi 3
nonieTueHoBO
KPULLIKOO
HeAoCTYMHOW AN
BIAKPUTTA AITbMU,
LLLO 3arBMHYYETLCS
Ta NpuegHaHUM A0

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe Mm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn). 3MiHU BHECEHO

y TEKCT MapKyBaHHA NepBUHHOI Ta BTOPUHHOT

yNakoBOK JlikapcbKoro 3acoby, a came: AofaHo
iHchopmaLito Mpo HasiBHICTb /I0rOTUMNY BUPOGHMKA.

3a
peyenmom

UA/18313/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
Hel Wwnarenem; no 1
dhnakoHy y nauui
32. | BIKTO3A® PO3YNH A5 iH'EKLIN, A/T HoBso [JaHis Bupo6HuK, [aHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/12124/01/01
6 mr/mn, no 3 mMny Hopgaick Hepo3dacoBaHoro 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
KapTpumpkax, NPOAYKTY, Ta (papmakoHarnsgy. 3MmiHa yactotu Ta/abo
BKNafeHNX y HanNoOBHEHHS, TEPMiHiB NOAAHHSA PErysipHO OHOB/IIOBAHMX 3BITiB
nonepegHbLO nepBUHHA 3 6e3neku nikapcbkrx 3acobiB - 3MiHM y YacToTi Ta
3anoBHEHY ynakoBka, JaTtax nofaHHsi perynsipHo OHOB/THOBAHOTO 3BITY 3
6araTtofo30By KOHTPO/b SKOCTI 6e3neku.
0HOPAa30BY LUNPUL- Ta BiANOBIAA/IbHWIA [itoya pepakuis: Yactota nogaHHs perynsipHo
pyuKy; no 1 a6o no 2 3a BUNYCK cepiit OHOB/IOBAHOrO 3BITY 3 6e3nekn 1 pik. KiHuesa
nonepegHLo KiHLLeBOro Jara ans skyeHHs gaHnx no PO3b -
3arMoBHeHi Wnpuy- npoaykrty: A/IT 30.12.2018 p. Aarta nogaHHA - 10.03.2019 p.
PYYKM B KAPTOHHIl HoBo Hopgick, MponoHoBaHa pegakuin: YactoTa nogaHHs
Kopoobui [JaHis; BupobHuk perynspHO OHOB/IHOBAHOIO 3BiTY 3 6e3nekn 3 poku.
AN MapKyBaHHS KiHueBa fata gna BkItoveHHa gaHnx go PO36 -
Ta ynakoBKu, 31.12.2023 p. Aarta nogaHHsa - 30.03.2024 p.
BTOPWHHOIO PekomeHA0BaHO A0 3aTBEPLKEHHS BifNOBIAHO [0
nakyBaHHs: A/IT NepioANYHOCTI NOAaHHA PEryNIApPHO OHOB/IIOBaHUX
Hoso Hopgaick, 3BITIB 3 6e3neku Nikapcbkux 3acobis y €C
[JaHis; BupobHuk
Ans 36upaHHs,
MapKyBaHHSA Ta
ynakoBKMu,
BTOPWHHOTO
nakysaHHs: A/IT
HoBo Hopgaick,
[JaHis
33. | BOrniso3 Kpuctanm abo TOB Ykpaina KOJIOH NAN® Pecny6nika BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: - UA/19565/01/01
KpucTaniyHmi "KYCYM CAEHC, IHK. Kopes 3MiHn | TURY - 3MiHK 3 sKocTi. APl. KoHTponb AdI.
NMOpPOLLOK PAPM" 3MiHa y napameTpax cneuudikauii Ta/abo
(cy6eTaHuin) y O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikauisax
nonieTuIeHoBMX Ha A®|, abo BYXigHWIA/MPOMIKHWIA
nakeTtax Ans NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
hapMaLeBTUYHOIO npoueci Bupo6HuLTBa API (BUYUYEHHSA
3aCTOCYyBaHHA He3HaYHOro nokasHMka sIKoCTi (Hanpukiag
BWJ/TyYEHHS 3aCTapifioro NnokasHuka)) - BUNy4YeHHs
3i cneumgikaLii nokasHuka sKocTi "OuTtoBa
kucnoTta " 3 BiANOBIAHUM METOA0M BMMPOGYBAaHHS.
34. | TEMUWUTABIH | koHueHTparT A5 EBEBE ABCTpist NOBHUIA LMKN ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/10475/01/02
"EBEBE" po3uuHy ans Papma BMPOGHMLTBA: HimeuunHa 3MiHu | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom
iHdpysiiA, 40 mr/mn no fec.m.6.X. DAPEBA YHTepax BignoBigHOCTI/IE-cepTucpikat BignoBigHOCTI
5 mn (200 wmr), abo Hdpr. KI M6X , ABCTpis; €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA

no 25 mn (1000 wmr), BUMYCK cepil: HOBOro abo OHOBMEHOro cepTudpikata

a6o no 50 mn (2000 EBEBE dapma BiAMOBIAHOCTI ab60 BU/TyYEHHST cepTudikata
Mr) y doiakoHi; no 1 lec.m.6.X. Hopr. BiANoOBIgHOCTI EBponeiickkili hapmakonei: ans
hnakoHy B KI, AscTpist; A®I; ons BMXigHOro

KapPTOHHI KOpooOLii TECTYBaHHS: MaTepiany/peareHTy/NpoMiKHOTro NPOAYKTY, WO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
Na6op NIC CE & BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
Ko. KT, [LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
HimeuuunHa; €sponelicbkili hapmakoner) - OHOBNEHNI
TECTYBaHHS: cepTudikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
Mn [MogaHHA OHOBNEHOrO cepTudikaTy BiAMNOBIAHOCTI
Mikpob6ionoriwec €sponelicbkili hapmakonei R1-CEP 2006-272-
Mptochnabop Rev 06 Big, 3aTBEpPAXEHOr0 BUPOOHUKA
'M6X, ABCTpis Scinopharm Taiwan Ltd gjto4oi pe4oBuH®
remumtabiny HCI (3atBepmxeHo: R1-CEP 2006-
272-Rev 04; 3anponoHoBaHo: R1-CEP 2006-272-
Rev 06).
35. | TEMUUTABIH | KoHueHTpart 4/1a Akkopa, Monsbua Brpo6HMLTBO, IHAis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/17799/01/01
AKKOPL, po3unHy ons Xenckea KOHTPO/Ib SKOCTI, Benuka 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
iHcpy3iiA, 100 mr/mn; Moncka Cn. nepBrHHe Ta BpuTaHis/ Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
no 2 mn (200 wmr), 10 3.0.0. BTOPVHHE MonbLa/ [0 TEKCTY MapKyBaHHsA NePBUHHOT YNakoBKu
mn (1000 wmr), 15 mn nakyBaHHs: YropuwuHa/ nikapcbkoro 3acoby n. 6. "IHLWE" Ta fo TekcTy
(1500 wr), 20 mn IHTac Manbta/ MapKyBaHHS BTOPMHHOT ynakoBku B N.2. "KinbkicTb
(2000 mr) y dapmacbloTikanc ITanisa Aitoyoi peyosuHn", n. 4. "Jlikapcbka chopma Ta
chnakoHi; no 1 Nimiteq, HAis; KiNIbCKiCTb OAMHMLB B ynakosui”, B n. 12."Homep
donakoHy y peecTpadiiiHoro nocigyeHHs”, n.17. "IHLE".

KapTOHHIW nayu,i

Brpo6HMLTBO,
KOHTPO/Ib SKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
IHTac
dapmacbtoTikasnc
Nimiteq, HAis;

BTopuHHe
nakyBaHHs:
Akkopg Xenckea
Niviten, Benvka
BpuTaHis;

BignosigansHuii
3a BUNyCK cepii:
Akkopg Xenckea
Niviten, Benvka
BpuTaHis;

BignosigansHuii
3a BUNyCK cepii:
Akkopg Xenckea
Moncka Cn. 3 0.0.,
MonbLa;

KoHTposib sikocTi

TepMmiH BBEEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPMKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
cepii:
BeccniHr XaHrepi
KcpT., YropumHa,;
KoHTpOsb sIKOCTi
cepii:
Papmaokc
Xenckea JIT4,,
ManbTa;
KoHTpOsb sIKOCTi
cepii:
NABAHANI3IC
C.P.N, Itanis;
KoHTponb sikocTi
cepii:
SAPMABAIL,
nTa.
Mikpob6ionoriyHa
nab6opartopis,
YropwuHa
36. | TEHCYNIH P PO34UH O151 iH'EKLLNA, BIOTOH Monbuwa BUPOOBHUK, Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/1613/01/01
100 O4/mn; no 10 C.A. BigNoBiAaIbHMIA 32 3MiHn | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nidnsieae
M1y CKNSIHOMY BVMPOGHMLTBO, Ta chapmakoHarnsgy. 3miHa y KopoTkiii
donakoHi; no 1 nepBuHHE i XapakTepucTuL NikapcbKoro 3acoby, TekcTi
chnakoHy B BTOPVHHE MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
KapTOHHI/ nayuj; no nakyBaHHs, 3acTocyBaHHS Ha MigcTasi perysspHo
3 M B KapTpuaXi; KOHTpO/b Ta OHOBJ/IOBAHOrO 3BiTYy 3 6e3neKn NikapCbKoro
no 5 kapTpugxis y BUMYCK cepii: 3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
6nicTepi; no 1 BIOTOH C.A., nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
6nictepy B MonbLa; ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
KapTOHHIW nayu,i BMPOGHMUK, npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
BiAnNoBigabHMI 3a pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOHTPO/b Ccepil: KOMNETEHTHUM YNOBHOBAXXEHVNM OpPraHom) - 3MiHu
IHCTUTYT BHECEHO B IHCTPYKLiIO 418 MegUYHoro
BioTexHonorii Ta 3acTocyBaHHS NiKapcbKoro 3acoby Ao po3gainis
AHTUBIOTUKIB, "Oco6nmBOCTI 3acTocyBaHHA", "Cnocio
Monbwa 3acTocyBaHHA Ta 4o3mn" Ta "Mo6iyHi peakuyji”
BiANOBIAHO [0 OHOB/EHOT iHGhOpMaLi Woao
6e3neKkun 3aCToCyBaHHA Ailo4oi pevyoBUHN 3rigHO 3
pekomeHgaduieto PRAC. BBeaeHHs1 3MiH NPOTArom
6-TW MicALB Nic/1a 3aTBEPAKEHHS.
37. | TEHTAMIUWH | po3unH ans iH'ekuiid, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpayjiiiHux maTtepianis: 3a He UA/6256/01/01
Y CYNIb®AT- 40 mr/mn; no 2 mn B "®bapmauesT "papmaLeBTUYHa 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom | nionsi2ae
AAPHULA amnyni; no 5 amnyn nyHa chipma hipma "dapHnus” Ta chapmakoHarnsgy. 3miHa y KopoTkili
B Y KOHTYPHiii "AapHuus" XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi

YapyHKOBIW

MapKyBaHHS Ta iHCTPYKUIiT A/18 MeAWYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
ynakoBLi; no 2 3aCTOCYBaHHA Ha MifgcTasi perynspHo
KOHTYPHI YapyHKOBI OHOBJIHOBAHOTO 3BITY 3 6€3MeKn NikapCbKoro
yNakoBKM B navi 3acoby, abo foc/igkeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpavitHuii nepiog,
ab0 sK pe3ynbTar OLiHKW 3BiTY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpPraHom).
3MiHWN BHECEHO [0 IHCTPYKLi 415 MegUUYHOro
3acTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"Oco6nMBOCTTi 3aCTOCYBaHHS" BIAMNOBIAHO 0
pekomeHpauili PRAC. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsiLiB Mic/si 3aTBEPAKEHHS.
38. | TENAPUH- PO34UH O151 iH'EKLLNA, TOB Ykpaina TOB "BIOJIK YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/0822/01/01
BIONIK 5000 MO/mn; no 5 "BIONIK DPAPMA" 3MiHKM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyernmom nidnsieae
My chnakoHi; no 5 ®APMA" 3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHui

hnakoHiB y navui 3
KapToHyY; No 5
chnakoHiB y 6ricTepi,
no 1 6nictepy y
naJui 3 KapTOHy

3aci6 (iHwi 3miHK). JoaaHo A0AaTKOBY BTOPUHHY
ynakoBky (6nictepn) gns chnakoHiB (3aTBEPAKEHO:
no 5 dpakoHiB y nadui; 3anponoHoBaHo: no 5
hnakoHiB y nayui abo no 5 chnakoHis y 6nicTepi,
no 1 6nictepy y nayui). 3MiH1 BHECEHO B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3Ain "Ynakoska', a came:
BBEJEHO [0AATKOBY YNakoBKy /likapcbKoro 3acoby
B GnicTepax 3 BignoBigHMYN 3MiHAMU Y TEKCTI
MapKyBaHHS yNakoBoK. 3MiHU | Tuny - 3MiHu 3
AKOCTI. [0TOBWI Nikapcbkumii 3aci6. KOHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikalin Ta/abo AONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (BMyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisioro nokasHuka,
TaKoro sk 3anax Ta cMak, abo igeHTudikain
6apBHYKIB 4N CMakoBuX 406aBOK)). BunyueHo
3acTapifnii NOKasHUK «AHOMasTbHa TOKCUYHICTb» 3
cneumndikauii FN13. 3MiHn | TUNY - 3MiHKX 3 AKOCTI.
A®l. KoHTposib A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMMX MEX,
BM3HAYeHUX y cneyudpikauisx Ha A®l, abo
BUXIAHWIA/NPOMDKHWI NpoAyKT/pearexT, Wwo
BVIKOPVICTOBYIOTHCSA Y Npoueci BupobHuutea Ad|
(BMNYyYEHHS! HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpuknag, BUTyYEHHST 3aCTapifioro NokasHmkay)).
3 cneundikauii BXigHOro KOHTposto A®| BuIy4eHo
NOKa3HUK «[lenpecopHi pe4yoBuHW». 3MiHu | Tuny -
3MiHuM 3 siKOCTi. [OTOBWIN Nikapcbknii 3aci6.
CunicTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBK/ roTOBOrO NikapCbKoro
3ac06y (BUYYEHHS YNAaKOBKM MEBHOTO PO3MIpY).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BunyueHo ynakoeky /13 no 1 mn B amnynax, no 4
My hnakoHax, no 5 mn y dpiakoHax Ne 10. 3miHK
BHECEHO B iHCTPYKL,O 4518 MEeANYHOro
3acTOCyBaHHS NikapCbKoro 3acoby B po3gin
"YnakoBka", a came: BUNyYeHO ynakoBKu
nikapcbKoro 3acoby no 1 mn B amnynax, no 4 mny
chnakoHax, no 5 mn y cpnakoHax Ne 10, sk
HacnifloK BUTyYEHHS TEKCTY MapKyBaHHA AN
3a3Ha4yeHnX ynakoBoK. 3miHu | Tuny - 3miHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/moHorpadii. 3mMiHun, nos'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii dY abo Esponeiicbkoi chapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(iHwi 3miHW). MprBeAEHHA ONMCY METOAMKM Ta
pefakuist KpuTepiiB NPUAHATHOCTI 3a NOKa3HWUKOM
«MikpobionoriyHa unctoTa» y metogax BXifHOro
KOHTposto APl y BiANOBIAHICTL A0 BUMOT
3ara/ibHUX cTaTeit 3 6ios1oriyHMX BUNPOGYBaHb
Aoy 2.6.12. 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHWi 3miHW). 3aTBepaXeHi
MeToaMn KOHTPOoto AKocTi 13 npeacTasneHo
YKpaiHCbKOK MOBO, 3MiHu | TUMY - 3MiHN 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO /liKapCcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX rOTOBOrO
nikapcbKoro 3acoby (BUy4eHHS He3HAa4YHOro
nokasHuka (Hanpuknag, 3actapifioro nokasHuka,
TaKoro Sk 3anax Ta cmak, abo igeHTndikauis
6apBHYKIB 4N CMaKoBMX 106aBOK)). BunyueHo
3acTapininii NokasHUK «enpecopHi peyoBUHU» 3
cneundikauii 3.

39. | TEN-APT® Tabnetku AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18365/01/01
KMLLKOBOPO34MHHI, "®apmak” 3MiHun Il TMny - 3MiHK 3 akocTi. A®l. BUpobHMLTBO. peyernmom
no 400 mr; no 4 3MiHa BUpPOGHYVKa BUXiAHOTO/MPOMiXXHOro
Tabnetkn y 6nicrepi; npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
no 5 6nictepis y BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHMKA
nauui (Bkntovaroun, ae HeobxigHO, MicLe NPoBeAEeHHS
KOHTpO0 siKocTi) AdI (3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €EBpONenchbkiii
hapmakonei y 3aTBepAXeHOMY [0ChE)(BBEAEHHS
HOBOro BMpo6HUKa A®I 3 HagaHHAM MacTep-
haiina Ha A®l) BBe,eHHS HOBOTO
a/IbTEPHATUBHOIO BUPOOHMKA [it040i peYOBUHN
afemeTioHiHy 1,4-6yTaHancynboHaT Shandong
Jinsheng Bio-pharmaceutical Co., Ltd, Kutaii 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
HagaHHAM MacTep-chaiina (version: 3.0) oo
3aTBEepAXeHOoro BupobHuka A®I Zhejiang Hisun
Pharmaceutical Co., Ltd, Kutaii
40. | TIAPOKOPTW | tabnetku no 10 mr TOB "MIBE YkpaiHa Mi6e MmM6X HimeuunHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/18052/01/01
30H 10 MI no 10 TabneTtok y YKPAIHA" ApuHaiimiTTens 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
MIBE® 6nicTepi; no 6 abo Ta papmakoHarnagy (iHwi 3miHn) OHOBNEHHSA
no 18 6nictepis y TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
nauui ynakoBOK NiKapcbKoro 3acoby, a came:
peaaroBaHo iHhopMmaLlito CTOCOBHO cepii, TEpMiHy
NPUAATHOCTI, AaTU BUTOTOB/IEHHS, HOMEpa
peecTpaujiiiHe NoCcBigYEHHS; AoAaHO iHhopMaLlito
MPO HasBHICTb 10rOTUNY BUPOGHYKA; BUAaNEHO
3HaK ToproBoi Mapku y n.16. “IHdopmauis, ska
HaHocuTbCs WpndTom Bpaiinga”
41. | TNHOKO3A- pO34nH A8 iH'eKujin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/2349/01/01
AAPHULA 400 mr/mn, no 10 mn | "®apmaueBT "papmaLeBTUYHa 3MiHn | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKMii peyenmom
a60o 20 mn B amnyi; nyHa dhipma tipma "OapHnus” 3aci6. 3MiHW y BUPOBHULTBI (iHLLI 3MiHK) - Y
no 5 a6o 10 amnyn B "NapHuus" 3B'A3KY i3 ONTMMI3aLliEl0 BUPOOBHNYOro npoLecy Ha
naui Cragii 5 MapkyBaHHs1, ynakoBka, BiiBaHTaOKEHHSA
roTOBOrO NPOAYKTY, 3anponoOHOBaHO BHECTU
anbTepHaTUBHWI BapiaHT NakyBaHHs, a came
nakyBaHHs BXe 3i cknageHor (thanbLoBaHoo)
HCTPYKLELO, LU0 He BMNMBAE Ha nNpoLec
BMPOOHULITBA, MOr0 TEXHOJIOTiK0 Ta NnapameTpu, Ta,
AK HACNifoK, OHOB/IEHO po3gin 3.2.P.3.4.
KOHTPO/Ib KPUTUYHUX CTagili i TPOMiXHOT
npoayKuil.
42. | TO3EPENIH iMmnnaHTart no 3,6 mr; | 3eHTiBa, K.C. Yecbka BMPOGHMLTBO "in HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/15570/01/01
SEHTIBA no 1 imMnnaHtaty y Pecny6nik bulk", nepsuHHe LBeliuapis 3MiHu | TURY - AAMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
Lwnpuuy-annikaropi a Ta BTOPUHHE BMPOBHMYOT AiNbHNLI (BKAKOYAOUN AiNbHULI 415

(wnpuu-annikatop
CKNnajaeTbes 3
nosliMmepHoro
Kopnycy 3 TpuMayem
Ansa iMnnadTary,
rOMIKV Ta NOPLUHS);
no 1 wnpuuy B
nakeTuky; no 1 aéo
3 nakeTukn y
KapTOHHI navwi

nakyBaHHsl,
KOHTpO/b cepii,
BignoBigae 3a
BUMYCK cepil:
AMB I'mM6X,
HimeuunHa

Mikpob6ionoriyHe
TECTYBaHHS:
€BpodhiHC
Bio®apma
MpoaakT TecTiHr
MtoHxeH 'm6X,
HimeuunHa

cTepwnisauis:
CuiHepaxi Xeanc
[aHikeH Enfxi,

A®I, npomixxHOro NpoAyKTy abo rotoBoro
NikapcbKoro 3acoby, AibHUL 4118 NPpOBEAEHHS
nakyBaHHs1, BUPOOHMKaA, BigNOBiga/IbHOMO 3a
BWMYCK Cepiid, MicLie NPOBEAEHHSI KOHTPOSHO cepil)
ab0 nocTavyasibHWKa BUXIAHOTO MaTepiany,
peareHTy abo fONOMiXHOI pe4OBUHM (SIKLLO
3a3HayeHo y A40cbe) BunyyeHHs BUpobHuKa
BignosiganbHOro 3a Ctepunisavito: Synergy
Health Allershausen GmbH, Germany.
3anuwalTbCa anbTepHaTUBHI BUPOOHUKM
BiAnosiganbHi 3a CTepunisauiio: Synergy Health
Daniken AG, Switzerland; BBF
Sterilisationsservice GmbH, Germany. 3MmiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOBHMUTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepil Ta KOHTPOJIH AKOCTI
roToBOro fikapcbkoro 3acoby (3amiHa abo
[04aBaHHS AiNTbHULI, Ha SKil 34INCHIOETLCS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
LLiBeiuapis KOHTpONb/BMNpOGYBaHHSA cepii) [JloaaBaHHS
LinbHUL BiANOBIA&bLHOI 38 KOHTPO/1b Cepii:
cTepunisauis, YmdpopaHa Slabop gotop AHaIUTIK YHA,
MikpobionoriyHe AydrtparccopuyHr F'm6X & Ko. KI' (OTT0-BOH-
TEeCTyBaHHS: l'yepike-PiHr 5, HopaeHwTtaaT, BiecbageH, Xaccia,
BB® 65205, HimewunHa) / Umforana Labor fuer Analytik
CrepiniseliluHceps Und Auftragsforschung GmbH & Co. KG (Otto-
i3 'M6X, von-Guericke-Ring 5, Nordenstadt, Wiesbaden,
HimeuyunHa Hassia, 65205, Germany).
MiKpo6ionoriyHe
TECTyBaHHS:
Na6op NIC CE &
Ko. KI', Himewunna
KOHTPO/b cepii:
YmdpopaHa flabop
hrop AHaNUTIK YHA,
AydhTparccopuyHr
v6X & Ko. KT,
Himeuunna
43. | TO3EPENIH imnnaHTar no 10,8 3eHTiBa, K.C. Yecbka BUPOGHMLTBO "in HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15570/01/02
3EHTIBA MT; Pecny6nik bulk", nepsuHHe LLisefuapis 3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. BunyueHHs peyenmom
no 1 iMnnaHTary y a Ta BTOPUHHE BVMPOGHMYOT AinbHNL (BKIHOYAKUMN AiNMbHAL ANS

Lwnpuuy-annikaropi
(wnpuy-annikatop
CKNafjaeTbes 3
nosiMepHoro
Kopnycy 3 Tpumayem
Ans iMnnadTary,
ok Ta NOPLUHS);
no 1 wnpuuy B
nakeTuky; no 1 aéo
3 nakeTukn y
KapTOHHIW nayu,i

nakyBaHHs1,
KOHTPO/b Cepil,
BignoBigae 3a
BUMYCK cepil:
AMB 'M6X,
HimeuunHa

MikpobionoriyHe
TeCTyBaHHS:
€BpodoiHC
Biodapma
MpopakT TecTiHr
MioHxeH T'M6X,
Himeuunna

cTepunisauis:
CuiHeppxi Xeanc
[aHikeH ERxi,
LLiBeiiuapis

cTepunisauis,
MiKpo6ionoriyHe
TECTYBaHHS:

A®I, NpomiXHOro nNpoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULI 418 NPOBEAEHHS
nakyBaHHs, BUpOOHWMKa, BigNoBigasibHOro 3a
BWMYCK Cepiid, MicLie NPOBELEHHSI KOHTPOSHO cepil)
ab0 noctavasibHWKa BUXIAHOrO MaTepiasy,
peareHTy abo AOMOMIKXHOI PEHOBVHY (SIKLLO
3a3HayeHo y [0Cbe) BunyyeHHs BUPOGHMKa
BignosiganbHoro 3a Ctepunisaduito: Synergy
Health Allershausen GmbH, Germany.
3anmwaloTbCsl anbTepHaTUBHI BUPOBHNKM
BignoBiganbHi 3a CTepuniszadito: Synergy Health
Daniken AG, Switzerland; BBF
Sterilisationsservice GmbH, Germany. 3MmiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3amiHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roToOBOro Nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHS AiNbHWLI, Ha SIKili 3A4iNCHIOETLCS
KOHTPONb/BUNPOGYBaHHSA cepil) JoaaBaHHs
OiNbHULI BigNOBiAaNbHOT 38 KOHTPO/Ib Cepii:
YmcpopaHa /labop chrop AHaNNTIK YHA,
AydptparcdopuyHr M'mM6X & Ko. KI' (OTTO-BOH-
l'yepike-PiHr 5, HopgeHwTtaaT, BiecbageH, Xaccia,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
BEB® 65205, HimeuunHa) / Umforana Labor fuer Analytik
CrepinizeliluHceps Und Auftragsforschung GmbH & Co. KG (Otto-
i3 'M6X, von-Guericke-Ring 5, Nordenstadt, Wiesbaden,
HimeuunHa Hassia, 65205, Germany).
MikpobionoriyHe
TeCTyBaHHS:
Na6op /IC CE &
Ko. KI', HimeuunHa
KOHTPO/b Ccepil:
YmdhopaHa Slabop
dhrop AHaNUTIK YHA,
AyhTparcopuyHr
v6X & Ko. KT,
HimeyunHa
44. | TOHAN-P® PO34NH ANS iH'EKLINA Apec LLsenuapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/4113/02/01
no 300 MO (22 TpelgiHr A Hepo3dacoBaHoro | Llseliuapis 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom
MKr)/0,5 mn; no 0,5 C.A. npenapary, 3aci6. Cuctema KoHTeliHep/3aKynopoBabHui
MJ/TY KapTpuaxi 3 nepBUHHE Ta 3aci6. 3MiHa nocTavyasibHMKa NakyBaslbHUX
NpPOoG6KOI0-NOPLUHEM BTOPUHHE mMarepianis abo KOMNIEKTYHUNX (SKLLLO 3a3HaYeHO
Ta pudyneHot nakyBaHHs, B [10CbE€) (3amiHa abo AofaBaHHA NocTavasibHUKA)
KPULLIEYKOIO, KOHTPO/b AKOCTI - popasaHHsA komnaHii NEMERA Neuenburg
BMILLEHOMY Y pYUKy Ta BUMYCK Cepili: GmbH, Rheinwaldstrabe 10, 79395 Neuenburg am
ONA BBeAEeHHA; no 1 Mepk CepoHo Rhein, Germany, sik anbTepHaTUBHOIO
pyuui Ta 8 ronok y C.n.A,, Itanis; nocTavyasibHMKa KOMMNOHEHTIB PYYKW /19 BBEAEHHS
KapTOHHIA Kopoo6Li nepBuHHe npenaparty (koBrma4ok, pesepByap A/ KapTpuaKy
nakyBaHHS Ta A03younii MoAynb). ANbTepHaTUBHWIA
(36upaHHs BMpo6HMK NEMERA Neuenburg GmbH, Germany
nonepeaHL0 € nocTayasibHUKOM MNACTUKOBUX KOMMOHEHTIB,
3aMNoBHEHUX 36Mpae Ta Mapkye /1a3epoM [03YHuUWiA Mogenb, Ta
KapTpuaxis 3 nNpoBOANTb APYK Ha pe3epByapi AN KapTpUaXy.
npenaparoM B KoMMoHeHTU pyyku Ans BBEAEHHSA Bif HOBOIO
pyuky ons BMPOGHMKA He Bifpi3HAOTLCA Big, KOMMOHEHTIB Bif,
BBEEHHS): 3aTBEP)KEHOr0 BUPOOHMKA Hi 3a AWN3aiHOM, Hi 3a
Mepk CepoHo cKnagom.
C.A,, BiggineHHsa y
M. OBOHH,
LLiBelinapis
45. | TOHAN-®® PO34UH A1s1 iH'EKLLIA Apec LLiBeiiuapi BUPOBHULTBO ITanis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4113/02/02
no 450 MO (33 TpeligiHr A Hepo3dacoBaHOro LLisefiuapis 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
MKr)/0,75 mn; no C.A. npenapary, 3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHWi
0,75 Mn 'y KapTpuoxi nepBrHHE Ta 3aci6. 3MiHa nocTavyasibHMKa NakyBalbHUX
3 NpobKoto- BTOPUHHE MaTepianis abo KOMMIEKTYUMX (KO0 3a3Ha4YeHo
nopLUHEM Ta nakyBaHHsl, B [I0CbE) (3amiHa abo fofaBaHHA nocTadvasibHUKa)
pudpneHoto KOHTPO/b SKOCTI - pofasaHHa komnaHii NEMERA Neuenburg
KpULLIEYKOHO, Ta BUNYCK cepiii: GmbH, Rheinwaldstrabe 10, 79395 Neuenburg am
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
BMILLEEHOMY Y PYUKY Mepk CepoHo Rhein, Germany, sik anbTepHaTMBHOIO
NS BBefeHHs; no 1 C.n.A., Itanis; noctavasibH1UKa KOMMNOHEHTIB PyYkn 4118 BBEAEHHSN
pyuui Ta 12 ronok y nepBuHHe npenapary (koBna4ok, pesepsyap A/19 KapTpuaKy
KapTOHHI KopoobLi nakyBaHHs Ta J03ylunii Moay/b). ANlbTepHATUBHWIA
(36upaHHsa BMpo6HUK NEMERA Neuenburg GmbH, Germany
nonepeaHL0 € nocTayasibHUKOM MIACTUKOBUX KOMMNOHEHTIB,
3aMnoBHEHUX 36Mpae Ta Mapkye /1a3epom A03YHuUnii Mogenb, Ta
KapTpuaXxis 3 NpoBOANTb APYK Ha pe3epByapi A4/19 KapTpuaxy.
npenaparom B KOMMOHEeHTU pyyku ANs BBEAEHHS Bif HOBOTO
pyuKy Ans BVMPOGHMKA He Bifpi3HAIOTLCA Bif, KOMMOHEHTIB Bif
BBEEHHS): 3aTBEPXEHOr0 BUPO6HUKA Hi 3a An3aliHoM, Hi 3a
Mepk CepoHo cKknagom.
C.A., BiofineHHs y
M. OBGOHH,
LBeliuapis
46. | TOHAN-®® PO34MH A5 iH'EKLA Apec LLiBefiuapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/4113/02/03
no 900 MO (66 TpelgiHr A Hepo3ghacoBaHOro LLiBeiiuapis 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peuenmom
mkr)/1,5 mn; no 1,5 C.A. npenapary, 3aci6. Cuctema KoHTeliHep/3aKynopoBasbHuWi
MYy KapTpuaxi 3 nepBuHHe Ta 3aci6. 3miHa nocTavanbHVKa nakyBabHUX
NPO6KOI0-NOPLLUHEM BTOPVHHE mMaTtepianis abo KOMMIEKTYUMX (SKLLO 3a3Ha4YeHo
Ta pucneHoto nakyBaHHs, B [OCbE) (3amiHa abo gofaBaHHS nocTavyasibHUKa)
KpuLLEeYKolo, KOHTPO/b AKOCTI - popaBaHHA koMnaHii NEMERA Neuenburg
BMIiLLLEHOMY Y pyuKy Ta BUNYyCK cepiii: GmbH, Rheinwaldstrabe 10, 79395 Neuenburg am
015 BBEEHHs; no 1 Mepk CepoHo Rhein, Germany, sik anlbTepHaTUBHOTO
pyuui Ta 20 ronok y C.n.A., Itanis; noctavyasibH1Ka KOMMNOHEHTIB PYYKN /19 BBEAEHHS
KapTOHHIA KOpO6L nepBuHHe npenapary (KoBna4ok, pesepsyap AN KapTpuaKy
nakyBaHHs Ta J03yunii Mogyrb). ANlbTEPHATUBHWI
(36upaHHs BMpo6HMK NEMERA Neuenburg GmbH, Germany
nonepeaHLo € nocTayanibHUKOM MNACTUKOBUX KOMMNOHEHTIB,
3aMoOBHEHMNX 36upae Ta MapKye nasepom A03yunii Mogesb, Ta
KapTpuaXis 3 NpoBOANTbL APYK Ha pesepsyapi A48 KapTpuLxy.
npenapaTomM B KOMMOHeHTU pyyku Ans BBEAEHHS Bif HOBOrO
pyuky ons BVMPOGHMKA HE BiAPI3HAIOTLCA Bif, KOMMOHEHTIB Bif
BBEEHHS): 3aTBEpXEHOro BUPO6HUKA Hi 3a An3aliHoM, Hi 3a
Mepk CepoHo cKknaaom.
C.A., BiofineHHs y
M. O6OHH,
LLiBeiiapis
47. | TPUMNOCTA Kpanni Ha3asibHi, CTALA HimeuumnH CTALA HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/3090/02/02
A® PUHO po3uuH 0,05 % no ApuHaimiTT a ApuHaiimiTTens 3MiHY | TUNY - AGMIHICTPATUBHI 3MiHWU. BunyyeHHs peyenma
0,05 % 10 mn y dhnakoHi; no enb Al Al BUPOGHMYOT AiNbHUL (BKNHOYAOUN AiNbHULI ANs
HA3A/bHI 1 donakoHy y A®I, npomixXHOro NpPoAyKTy abo rotoBoro
KPANMI KapTOHHI KopoobLi NiKapcbKoro 3acoby, AiNbHUL AN NpOBeAEeHHS

nakyBaHHs1, BUPOBHMKa, BifNOBILaIbHOIO 3a
BWMYCK Cepiid, MicLie NpoBeAEHHS KOHTPOO cepii)
ab0 nocTavasibHWKa BUXIAHOrO MaTepiany,
peareHTy ab0 [,ONOMiXHOI pe4OBUHYU (AKLLO
3a3Ha4YeHo Y JOCbE)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
BunyyeHHst BUPO6HUYOI AinbHNL ADI
KcunomeTtasoniHy rigpoxnopua-CTX Life Sciences
PVT. Limited (R1-CEP 2008-255-Rev 01).
3anuwatotbes BUpobHukn Ad| - Przedsiebiorstwo
Innowacyjno Wdrozeniowe "lpochem” SP.Z.0.0.
Ta Siegfried Pharmachemikalien Minden GmbH.
48. | TPUNMNOCTA | kpan/i Ha3aslbHi, CTALA HimeuumnH CTAOA HimeuunHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/3090/02/01
A® PUHO 0,1 | po3uuH 0,1 % no 10 ApuHaiMiTT a ApuHaiimiTTens 3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenma
% HA3ANbHI | mny dnakoHi; no 1 enb Al BVMPOGHWYOI AinbHNL (BKIHOYAKOUMN AinbHALI ANS
KPANNI chnakoHy y A®I, npomiXHOro NpPoAyKTy abo rotoBoro
KapTOHHIlA KOpooLi NiKapcbKoro 3acoby, AinbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BiANOBifaIbHOTO 3a
BWMYCK Cepiid, MicLie NpOBeAEHHS KOHTPOSO cepii)
ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMOMKHOI PEHOBUHY (SIKLLO
3a3HayeHo y [OCbE)
BunyyeHHs1 BUpOGHMYOT AinbHULi AdI
KcunomeTasoniny rigpoxnopua-CTX Life Sciences
PVT. Limited (R1-CEP 2008-255-Rev 01).
3anumwatotbest BUpobHukn A®I - Przedsiebiorstwo
Innowacyjno Wdrozeniowe "lpochem" SP.Z.0.0.
Ta Siegfried Pharmachemikalien Minden GmbH.
49. | TPUNMNOCTA | cnpeii Ha3asbHWIA, CTALA HimeuumnH CTALA HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/3090/01/01
A® PUHO po3uuH 0,1 % no 10 ApuHaimiTT a ApuHaimiTTenb 3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. BunyueHHs peyenma
0,1% M1y thrakoHi 3 enb Al Al BVMPOGHMYOI AinbHNL (BKIHOYAKUMN AiNbHAL ANS
HA3AJIbHUIA | aBTOMaTU4YHUM A®I, NpomiXHOro NpoAykTy abo rotToBoro
CNPEN nyibBEPN3aTOPOM NiKapcbKoro 3acoby, AiNbHULI AN NPOBEAEHHS
Ta HazalbHUM nakyBaHHs1, BUPOOGHMKA, BigNOBIAaIbHOMO 3a
HaKoOHe4YHUKoMm; no 1 BWMYCK Cepiid, MicLie NPOBELEHHSI KOHTPOSHO cepii)
chnakoHy B ab0 noctavasnibHWKa BUXIAHOrO MaTepiasy,
KapTOHHIlA KopoobLi peareHTy ab0 AOMOMIXHOI PEHOBUHY (SIKLLO
3a3HauveHo y focke) (A.7. 1A)
BunyyeHHs BUPO6HUYOI AinbHNL ADI
KcunomeTasoniHy rigpoxnopug-CTX Life Sciences
PVT. Limited (R1-CEP 2008-255-Rev 01).
3anuwatotbes BUPobHuKkn AdI - Przedsiebiorstwo
Innowacyjno Wdrozeniowe "lpochem” SP.Z.0.0.
Ta Siegfried Pharmachemikalien Minden GmbH.
50. | AAUENTOH® | po3uvH gns iH'ekuin, EBEP ABCTpisi KOHTPO/b SKOCTI Himeuunxa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/17992/01/01
10 mr/mn, no 3 Mny Heiipo roToBOro PpaHuis 3MiHu | TUnY - 3MiHK 3 aKocTi. CepTudiikaT peuyenmom
KapTpuaxi, no 5 Papma nikapcbKoro BignosigHocTi/lE-cepTudikar BignosigHoCTI
KapTpuoxie y meX 3acoby, BTOpUHHE €Bponelicbkili hapmakonei/moHorpadii. MogaHHs

NNacTuKoOBIl
KOHTYpHIli ynakoBLi
B KQpPTOHHIi1 KOpoou,i

nakyBaHHs, BUMYCK
cepii: EBEP
dapma €Ha N'mbX,
HimeuuunHa;
BMPOGHMLITBO
roToBOro

HoBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI 260 BUNYYEHHS cepTudikara
BigMNoBigHOCTI €Bponelicbkili chapmakonei: gns
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHULUTBI ADI; Ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
nikapcbKoro [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
3acoby, NepBUHHE €Bponelicbkiin hapmakonei) - OHOBIEHWIA
nakyBaHHs, cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHUKA -
KOHTPO/Ib SKOCTI: NoAaHHA OHOBMIEHOrO cepTudikaTy BiANOBIAHOCTI
Pecichapm €Bponelicbkin hapmakonei R1-CEP 2008-332-
MoHTC, ®paHLjis; Rev 03 gns gjtoyoi peyoBmHN anoMopgiHy
BTOPUHHE rigpoxnopvay remirigpaTty Bif, 3aTBEpAXEHOro
nakyBaHHs: EBEP BMpo6Huka Sanofi Chimie, ®paHuis
dapma EHa 'M6X, (3aTBepmxeHo: R1-CEP 2008-332-Rev 02;
HimeyunHa 3anponoHoBaHo: R1-CEP 2008-332-Rev 03)
51. | AEKPICTON® | Tabnetku no 1000 TOBAPUCT Ykpaina Brpo6Hu1UTBO, HimeuunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/20129/01/01
1000 MO MO; no 10 TabneTtok BO 3 nakyBaHHs, 3MiHW | TRy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii peyenma
y 6nicTepi; no 2 OBMEXXEH KOHTpO/b cepii Ta 3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
6nictepu y nauui; no oK BUMYCK cepil: BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
25 TabneTok y BIAMOBIOA Mi6e M'meX YacTUHM ab0 BCbOro BMPOBHMYOrO npoLecy
6nicTepi; no 2, abo NIbHICTHO ApuHaiimMiTTenNb, roTOBOrO JlikapcbKoro 3acoby (AinbHuusa ans
no 4, abo no 8 "MIBE HimeyunHa NepBUHHOrO NakyBaHHs). JoaaBaHHsA
6nicTepiB y nauui YKPAIHA" anbTepHaTUBHOT BUPOOHUYOI AiNbHUL 415
nepBuHHe Ta NepBMHHOTO NakyBaHHsA Pigenio Xenckea Jliméypr
BTOPVHHE Mm6X, MyHaidapmwTtpacce 2, Jliméypr, MecceH
nakyBaHHs: 65549, HimeuunHa/Fidelio Healthcare Limburg
®digenio Xenckea GmbH, Mundipharmastrasse 2, Limburg, Hassia,
Nimbypr MmoX, 65549, Germany. 3MiHu | TUNY - 3MiHX 3 AKOCTI.
Himeuunna [oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI.
3amiHa abo BBeAEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMLITBA A/151 YACTWMHM abo BCbOro
BVMPOGHMYOro MPOLECY rOTOBOrO MiKapPCbKOro
3aco06y (AinbHVULA AN BTOPUHHOTO NakyBaHHS).
[ofaBaHHA anbTepHaTUBHOI BUPOOGHMYOT Ai/TbHUL
[ANs BTOPMHHOIO nakyBaHHs ®igenio Xenckea
Niméypr M'm6X, MyHaidapmwwTpacce 2, Nlimoypr,
['ecceH 65549, HimeyunHa/Fidelio Healthcare
Limburg GmbH, Mundipharmastrasse 2, Limburg,
Hassia, 65549, Germany. PefakTopchbki 3MiHW 3
3a3Ha4YeHHs BUPOGHNUMX (PYHKLN paHille
3aTBEPKEHOIO BUPOBHMKA.
52. | AEKCANOC Kpanni ouHi, 1 mr/mn | YPCA®APM | HimeyunH YPCA®PAPM HimeuyunHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a He UA/4878/01/01
no 5 mn y cnakoHi- ApuHaiMiTT a ApuHaiimiTTens 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom | nidssieae
KpanenbHuui; no 1 enb Mm6X 6X HalilMeHyBaHHs Ta/abo agpecu micus

onakoHy-
KpanesibHULi B
KapTOHHI KopoobLi

NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BkIoyatoun
AiNbHUL BUNYCKy cepii abo micue npoBegeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
3miHa agpecu MicLa NPOBafXXEHHS Ais/IbHOCTI
BMPOGHMKA. 3MiHU BHECEHO B IHCTPYKLiO A4N15
MeAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y
po3ain "Micue3HaxomKeHHs1 BUPOOHVKa Ta agpeca
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

MiCLii MPOBaKEHHS NOr0 Ais/IbHOCTI" 3
BiAMNOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEEHHSA 3MiH - MPOTAroM 6
MiCsILiB Micnsi 3aTBEPAKEHHS.

53.

AEKCTEMI

TabneTku, BKPUTI
nNiBKOBOIO
o6onoHkoto, no 400
Mmr; no 10 TabneTok
y 6nictepi, no 1
6nicTepy y nauui

AT
"KMIBCbKW
i
BITAMIHHI
V1 3ABOA"

YKpaiHa

AT "KUIBCBKUNA
BITAMIHHIA
3ABOA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WwoAo 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. 3MiHu y KOpoTkili
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHx
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pethepeHTHW npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
AaHux). 3MiHW BHECEHO A0 IHCTPYKLUi AnA
MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3gainu: "®apmakosnoriyHi BnactTneocTi"
(iHcbopmavuisa 3 6e3neku), "MokazaHHA" (YTOUHEHHS
iHdhopmauii), "MpoTunokasaHHs", "B3aemogis 3
iHLWMMKM NiKapcbKMMK 3acobamMu Ta iHLWi BUau
B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyAAt0"”, "3aaTHiCTb BIIMBATU Ha LBMAKICTD
peakuii Npy KepyBaHHi aBTOTpaHCNOPTOM abo
iHLWMMK MexaHiamamun', "Cnoci6 3acTocyBaHHS Ta
po3n" (iHbopmauisa 3 6e3neku), "Mepeno3yBaHHS",
"Mo6iuHI peakuii” Bi4NOBIAHO A0 iHhopmaLii Wwoao
MELMNYHOr0 3aCTOCYBaHHS pethepeHTHOro
nikapcbKoro 3acoby (Seractil, TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID). BBEAEHHS 3MiH NPOTATOM
6-Tv MicsALIIB MiC/1SA 3aTBEPKEHHS

6e3
peyenma

nionsieae

UA/18367/01/02

54.

AEKCTEMN

TabneTku, BKpUTI
nniBKOBOK
060/10HKO10, Mo 200
mr; no 10 TabneTok
y 6nictepi, no 1
6nictepy y nauui

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YKpaiHa

AT "KUIBCBKUN
BITAMIHHI
3ABOA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta dhapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA reHepuyHNX/ribpuaHux/6ionodibHnx
nikapcbkux 3aco6iB Nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HafaHHS XOAHNX HOBUX [OAATKOBMX
AaHunx). 3MiHW BHECEHO A0 iIHCTPYKLUii AnA
MeAMYHOro 3aCTOCYBaHHS NMikapCcbKoro 3acoby y
po3ginu: "dapmakonoriyHi BNactmBocTi"
(iHchopmauist 3 6e3nekn), "MNokasaHHS" (YTOUHEHHS
iHdhopmauii), "MpoTunokasaHHs", "B3aemogis 3
iHLWMKN NikapcbKMMU 3acob6amMu Ta iHLWi BUan
B3aemogiit", "Ocob/MBOCTi 3acTOCyBaHHA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar", "3aaTHiCTb BNAMBATY Ha LUBUAKICTb

6e3
peyenma

niosnsicae

UA/18367/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo
iHLWMMKU MexaHidmamun', "Cnoci6 3acTocyBaHHSA Ta
no3n" (iHcbopmauis 3 6e3nekn), "Mepeao3yBaHHA",
"Mo6iyHi peakwyji" BignoBigHO A0 iHhopMmauii Lwoao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Seractil, TabneTkn, BKpUTI
NAiBKOBOK 0O0/I0HKOI). BBEAEHHS 3MiH NPOTAroM
6-TU MicAUIB Nicnsa 3aTBEPKEHHS
55. | AEHI3NA MOPOLLIOK AN1s AHaHTa Benvka AHaHTa Megikeap IHAisa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/15338/01/01
po3unHy ons Megikeap BpuTaHis Niviten 3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. BunyueHHs peyenmom | nionsizae
iHekuiino1r, 1 nra. BUPOGHMYOT AiNbHULL (BKNHOYAOUN AiNbHULI A5
oN1akoH 3 MOPOLLUKOM A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
y KOpo6Lji 3 KapTOHY NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHMKA, Bi4NOBILaIbHOIO 3a
BWMYCK CEpiid, MicLie NPOBEAEHHS KOHTPOIO cepii)
ab0o noctavasnibHVKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHU (AKLLO
3a3HaYeHo Yy A0CLE) BUYYEHHSA BUPOGHNYOT
AiNbHULI rOTOBOro NikapcbKoro 3acoby, a came
Csicc NepeHTeparic NITh. 3amwaeTbes
3aTBepAxeHa BUpobHMYa AinbHMUA AHaHTa
Megikeap flimiTes. 3MiH/ BHECEHI B iHCTPYKLItO
AN MeAMYHOro 3acToCyBaHHA LOAO BUMTYYEHHS
O[IHOTO 3 BUPOOHUKIB MiKapPCbKOro 3acoby Ta sk
HacnifokK - BUNYYEHHS IHCTPYKUIiT NS MeanYHOro
3aCTOCyBaHHHSA Ta TEKCTY MapkyBaHHS ynakoBKv
nikapcbKoro 3acoby A5 LbOro BUPO6HMKa
BBefeHHs 3MiH NpoTarom 3-x MicAuiB micas
3aTBEPKEHHS.
56. | AEHILE® NMopoLUOK AN AHaHTa Benuka AHaHTa Megikeap IHAjsa BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: UA/15264/01/01
pO34nHY A5 iH KL Megikeap BpuTaHis Nimitepn, HAis; 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
no 1r; 1 cpnakoH 3 nra. Csicc Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
MOPOLLKOM B KOPOOLi MepeHTepanc y TEKCT MapKyBaHHS1 BTOPMHHOI ynakosku n.17
3 KapToHY nrta., Hais IHWE Ta nepBuHHOI ynakosku n.6 IHLUE, a came:
[ofaHo iHdhopMaLito NPOo HasiBHICTb f10roTuny.
BBefeHHs 3MiH NpoTArom 3-box MicsLiB nicns
3aTBEPMKEHHS.
57. | AEHILE® NMopoLLUoK AN AHaHTa Benuka Csicc IHAjisA BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/15264/01/02
PO34MHY NS iH ek Megikeap BpuTaHis MepeHTepanc 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom
abo iHdysiino 2, 1 nra. nra., IHais; Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
h/1aKOH 3 MNOPOLLKOM AHnaHTa Megikeap y TEKCT MapKyBaHHs BTOPUHHOI yNakoBku n.17
y KOpOOL,j 3 KAPTOHY Nimites, IHAiA IHLWE Ta nepBuHHOI ynakoBku n.6 IHLUE, a came:
[ofaHo iHdhopMaLito MPO HasiBHICTb SI0roTuny.
BBefieHHs 3MiH NpoTArom 3-box MicsLiB nicns
3aTBEPKEHHS.
58. | AOMMNEPUAO | nopoliok TOB Ykpaina Bacynxa ®apma IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: - UA/11944/01/01
H (cybeTaHuis) y «NIEA®AP Xewm Nimiteq, 3MmiHa 3asBHuka J13 (MIBIM) (BnacHvka
nakeTax noAginHMx M NTO» PEeECTpALLiHOro NocBigYeHHs) (3rigHo Hakasy MO3
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MoHorpadii dY a6o €sponelicbkoi thapmakonei,
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
(3miHa y cneuudikauisix, nos'sasaHa 3i 3MmiHaMu B
LY, abo EBponeiicbkiii hapmakonei, abo iHLil
HaujioHasbHIl thapmakonei gepxasu €C).
MpuBeaeHHs cneumdikayii Ta MeToAiB KOHTPOSIO
akocTi A®| JomnepnaoHy Manear y BifnoBiAHICTb
[0 oHOBNeHoi MoHorpadii EP «Domperidone
maleate», a came: -OHOBNEHHSA METOAY KOHTPO/IO
A®I 3a n. «Onnc» -OHOB/EHHA cneyudikauii Ta
MeToAy KoHTposto APl 3a n. «laeHTudikauis» -
OHOBJ/IEHHA METOAY KOHTPO/O 3a N. «30BHILLHii
BUIIAA, PO3UMHY» -OHOBJ/IEHHS cneumdikauii Ta
meToay KoHTposo A®l 3a n. «CynposigHi
OOMILLKV» -BUAANEHHSA M. «Baxkki meTanin» -
OHOBJ/IEHHS METOY KOHTPOIO 3a N. «CynbartHa
30/1@» -OHOBJ/IEHHS MEeTOAY KOHTposo Adl 3a n.
«KinbkicHe BU3HaYEHHs» -OHOBJ/IEHHSA
cneuudpikauii Ta MeTogy KoHTpono Ad| 3a n.
«MikpobionoriyHa yncrora». 3mMiHu | Tuny - 3MiHn
3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBsigHOCTI €Bponelickkil
thapmakonei/mMmoHorpadii. 3mMiHu, NoB'sA3aHi 3
HEOoB6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €sponelicbkoi thapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
(3miHa y cneuudikauisix, nos'sasaHa 3i 3miHamu B
LY, abo EBponeiicbkiii hapmakonei, abo iHLil
HaujioHasbHIl chapmakonei gepxasu €C).
3MiHM y 3aTBepoKeHuX cneuundikadii Ta meTogax
KOHTPO/O 32 NOKa3HMKOM «3a/INLLKOBI Ki/IbKOCTi
OpraHiYHNX PO3UYMHHVIKIB» BHOCATLCA Y 3B'A3KY 3
HEeOobXiAHICTIO NPUMBEAEHHS JTIMITIB OpraHiyHnx
po3unHHuKiB Ao BUMOr E® (5.4. Residual Solvents)
Ta oHoBnieHHsiM DMF, HagaHoro BUPOGHUKOM
cy6cTaHLii. 3aTBepaxeHo MeTaHon «He 6onee
3000 ppm» MeTuInM306yTUIKETOH «He 6onee
5000 ppm» Tonyon «He 6onee 890 ppmy.
3anponoHoBaHo MeTaHon «He 6inbe 3000 ppm>»
MeTunnizobyTUNKeToH «He binblie 4500 ppm»
Tonyon «He 6inble 890 ppm». 3MiHu | TRy -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y

napameTpax crneuudikauii Ta/abo AonycTUMmX

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
nonieTuIeHoBMX Big 23.07.2015 Ne 460). 3MiHu | TURy - 3MiHN 3
ans aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
thapmaueBTUYHOro BiNOBIAHOCTI €BpoONelichkilt
3acToCyBaHHs thapmakonei/MmoHorpadii. 3mMiHu, NoB'A3aHi 3
HEOoB6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0




43

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

MeX, BU3HaueHux y crneuudikayisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea Ad|
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M BUMNPOOYBaHHS).
3MiHM BHOCATbLCS Y 3B'A3KY 3 HEOOXIAHICTIO
NpUBECTU BUNPODOYBaHHSA “3aINLLKOBI KifIbKOCTI
OpraHiYHUX PO3YMHHUKIB" Y BiANOBIAHICTb
crneundikauii Ta MeTogaM KOHTPO skocTi AdI,
3rigHo DMF Big, BUpo6HMKa cybcTaHLii (4oaaBaHHs
po3unHHrka DOM-II 3 KpUTEPIMU NPUIAHATHOCTI
«He binbLe 25 ppm). 3MiHn | TUNY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I (iHwwi 3MiHW).
OHOB/IEHHS BXe 3aTBEPMKEHNX METOAIB
KOHTPOJO AKOCTI, & came BUKIaAEHHS TEKCTY
[ep>XXaBHO MOBOIO 3ri4HO Cy4YacHUX BUMOT. 3MiHN
| TMNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA (BKTKOYatoun,
3a HEOOXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIH0
SIKOCTi), ab0 BNacHuKa macTtep-haiina Ha A®l, a6o
noctavasibHuka A®1/BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (KL
3a3HayeHo y [0CbE Ha NikapcbKuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMKHOT
PEYOBUHM (AIKLLO 3a3HAYEHO Y A0CLE) 3MiHA
afipecy MicLA NPOBaKEHHS Aif/IbHOCTI
BMpo6Huka Vasudha Pharma Chem Limited, IHgjs,
6e3 3MiHK Micus BUpo6HMLUTBA

59.

AOP30MTUK

Kpansi O4Hi, pO34nH,
20 mr/mn no 5 mn
PO34MHY Y (hriakoHi-
KpanenbHuui; no 1
chnakoHy B
KapTOHHIlA KOpooLi

PapmanesT

NYHWIA 3aBOA

‘“TMONbPAP
MA” C.A.

Monbwa

Padhapm C.A.

Ipeuis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3miHa 3aaBHuka /13 (MIBM) (BnacHuka
peecTpaLiiiHoro noceig4eHHst) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460): 3MiHN BHECEHO B TEKCT
MapKyBaHHS YNakoBOK NikapCbKoro 3acoby LoAo
3asBHUKA Ta i0ro MiCLLe3HaXOKEHHS.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBepMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULITBI.
3amiHa abo BBeAeHHS [,04aTKOBOI AiNbHULL
BMPOGHMLITBA A1 YACTWUHN ab0 BCbOro
BMPOGHMYOro NpoLecy roToBoro NikapcbKoro
3aco6y (AinbHWLA, Ha AKili NpoBOAATLCSA ByAb-AKi
BMPOBHMYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJI0 AKOCTi Ta BTOPMHHOTO NakyBaHHSA A1
CTEePWIbHMX JiKapCbKUX 3ac06iB (BKOYAKUM

3a
peyerimom

He
nionsieae

UA/14472/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BMPOGIEHI acenTMYHUM METOAOM), KpiM
nikapcbKnx 3aco6iB 6io10rvYHOro/iMyHOM0riYHOro
NOXoMKeHHs) 3amiHa AiNbHULi BUpOOHULTBA ANA

rOTOBOrO JliKapcbKoro 3acoby,
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A5
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO /liKapCbKoro 3acoby (AinbHuua aAns
BTOPWHHOTO MaKyBaHHS)
3aMiHa 4iNbHULL BTOPUHHOIO NakyBaHHSA
BMpO6HULUTBA ANa MN3, 3miku | Tuny - 3miHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3MiHa iMnopTepa/3miHn, LWwo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSIHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofiaBaHHA BUPOOHMKA, L0 BigNoBifaE 3a
BBE3€eHHs Ta/abo BuUnyck cepii) - Bkaovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii -
3amiHa BUPOGHYMKa Lo BigNoBigae 3a BUNycK,
BK/I0YAIOUM KOHTPO/b cepii 415 BUpOOHULTBA ANA
'N3, 3MiHM BHECEHO B IHCTPYKLUIiO 415 MeAUYHOT0o
3aCTOCYBaHHSA NMikapcbKoro 3acoby y posainu
"BUpo6HMK", "MicLie3HaxomKeHHs BUPOGHVKa Ta
agpeca MicLs NpoBaKEHHS MOro AisfibHOCTI" 3
BiAMNOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS
yrnakoBOK. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepayKeHHs.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCcbKuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A5
4yacTHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK)
BBeaeHHs [,04aTKOBOI AiNbHULI 418 cTepunizauii
NepBUHHOrO NaxkyBaHHSA (4iNbHULL HE € YaCTUHO
BMPOGHNYOro MPOLECY, OCKINTbKM Ha AiNbHUL
BiiGyBa€ETbCA CTEpMI3aL,isi NOPOXXHBLOrO
NepBMHHOTO NakKyBaHHS) 3aTBepAKEHO:
cTepunisalisi NepPBUHHOTO NakyBaHHSA Instytut
Chemii i Techniki Jadrowej, Poland. Synergy
Health Radeberg GmbH, Germany;
3anponoHoOBaHoO: cTepunizaLis NepBUHHOIO
nakyBaHHs Instytut Chemii i Techniki Jadrowej,

Poland. Synergy Health Radeberg GmbH,

Germany; MediscanGmbH@Co KG, AscTpis
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa po3mipy cepii

(BK/IIOYAOYM fiana3oH po3Mipy cepii) roToBoro
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nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM)
3areBepmkeHo: 200 I=203,6 kg 3anponoHoBaHo:
250 | = 254,5kg (50 000 containers) 3minu | Tvny -
3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULTBA
roTOBOrO NKApPCbKOro 3acoby, BKIoUaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoLeci BUpO6GHMLTBA)
HesHauHi 3MiH1 B onuci BUpobHUYOro npouecy, ski
CTOCYIOTbCS HanawTyBaHHs 061afHaHHs, vyacy
NPUroTyBaHHS PO34nHY, TEMMNepaTypHUX
JianasoHiB, KpUTepIiiB NPUAHATHOCTI pH po3uuHy i
yacy 36epiraHHsa hinbTpoBaHOro
/HedhinbTPOBAHOro PO3UMHY Ha eTarni HanoBHEHHS
hnakoHiB y npoueci Bupo6HuuTea MN3.
[eTanizoBaHo cknag inbTpy Ha eTani
CTepusbHOi dhinbTpavii. 3MiHWM y BUPOBHNYOMY
npoueci NoB’A3aHi 3 aganTaLielo 3apeecTpoBaHoro
BMPOGHNYOro Npouecy Bif Aito4oi BUPOGHMNYOT
AinbHUU Bapluascbkuii hapmaueBTUYHNI 3aBO[,
Monbdha AT, MonbLa A0 NPONOHOBAHOT AiNTbHULL
Padapm C.A. peuisa Ta agantavjieto
TEXHOJ10TYHOro 061aAHaHHA [0 36i/bLIEHOro
po3mMipy cepii. 3MiHu | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCcbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBNEHMX Y cneumdikayisx, nig yac
BMPOGHMLITBA rOTOBOTO /1iKApPCbKOro 3acoby
(OofaBaHHSA HOBOro MeToAy BUNPO6yBaHHA Ta
JonycTummx Mex) [logaBaHHA HOBOro MeTogy Ta
[0MNYCTUMUX MEX BCTAHOB/IEHMX Y crneumdikauii
nig yac BupobHmuTBa 13 3a TECTOM «TUCK
inbTpauii» Ha eTani BogHOro po3ynHy. 3miHn |
™My - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
3MiHM y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
LONyCTUMMUX MEX, BCTAHOBMEHNX Y crnieundikaulisx,
nig Yac BUPOOHULITBA FOTOBOTO NiKapCbKOro
3acoby (foaaBaHHA HOBOTO MeToAy
BUMNPOOYBaHHA Ta AONYCTUMUX MeX) [JJONOBHEHHS
HOBOro METOAY Ta AONYCTUMUX MEX
BCTAHOB/IEHNX Y cnieyudikauii nig vac
BMPOGHMLTBA /13 3a TECTOM «Bi3yasibHa
iHcnekwyis». 3MiHW | TMNy - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHN
BUNPObyBaHb ab0 JONYCTUMUX MEX,
BCTaHOBMEHWX Y cneundikaLlisix, nig vyac
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BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby
(OoopaBaHHsA HOBOro MeToAy BUNPoGyBaHHA Ta
JonycTUMMX Mex) [lofaBaHHA HOBOro MeToay Ta
[OMNYCTUMMX MEX BCTAHOB/IEHVX Y crneumndikawii
nig yac Bupo6bHuuTBa N3 3a «TecToM Ha
repMeTUYHICTb» Ha eTani BidyasibHa iHCreKLis.
MiHW | TUMY - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. Onuc Ta cknag. 3miHa y cknagi
(AONOMDKHUX peYOBMHAX) FOTOBOTO NiKapCbKOro
3ac06y (iHWi JONOMDKHI peYoBMHY) - 3amiHa OfHiET
[OMOMIXHOI PEYOBMHM Ha iHLWY 3 TMW cCaMUMu
hYHKLiOHANIbHUMU XapaKkTepucTukamu Ta Ha ToMy
camoMy piBHi - 3aMiHa AOMNOMiXXHOI pe4yoBUHU 3
BOAM OYULLEHOT Ha BOAY A/1S iH'EKLiA. 3MiHN
BHECEHO B iHCTPYKLiO A58 MEeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Cknag" (4ONOMiKHI pevoBuHY). BBeAEHHSA 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHU BHECEHO B
TEKCT MapKyBaHHsA BTOPUHHOI YNakoBKW OO0
KOHKpeTu3aLii jorotuny 3asiBHuka. BeefeHHs 3MiH
NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs
BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNMbHALI ANS
A®I, npomixXHOro NpoAyKTy abo rotoBoro
NiKapcbKoro 3acoby, AibHULI 4118 NPOBEAEHHS
nakyBaHHs, BUPOGHWMKa, BigNoBiJasIbHOro 3a
BWMYCK Cepiid, MicLle NPOBELEHHSI KOHTPOSHO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AOMOMIKXHOI PEHOBVHY (SIKLLO
3a3HayeHo y 0cbe) BunyyeHHss BUPOGHMYOT
AinbHuUi A®| nopsonamig, (y Burnagi gopsonamigy
rigpoxnopugy) DUKE — CHEM S.A., IcnaHis,
3aTBepmxeHo: CURIA SPAIN S.A.U., Spain;
DUKE CHEM S.A., Spain; MICRO LABS LIMITED,
India 3anponoHoBaHo: CURIA SPAIN
S.A.U. ,Spain; MICRO LABS LIMITED, India.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHWi
3aci6. 3MiHa nocTavyasibHMKa NakyBabHUX
mMaTepianis abo KOMMIEKTYUMX (SKLLO 3a3Ha4YeHo
B [JOCbE) (3aMiHa abo fofaBaHHS nocTavyasibHUKa)
JofaBaHHs nocTayanbHUKa NakyBasibHUX
marepianis (o1akoHy-KpanenbHUL Ta KPULLIKK),
Lubelskle Zaklady Farmaceutyczne Polfa S.A.,
Monbuwa; gogasaHHA iHGOpMAaLT LWoao
[0aTKOBOro noctavyasibHUKa 6i1oro 6apBHMKa
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(cknag nakyBaslbHUX MaTepiasliB He 3MiHMBCS).

60. | EFTONNAH3A TabneTtku, BKPUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11344/01/03
NiBKOBOO PapmanesT dapmaueBTUYHWI 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi peyenmom
obonoHkoto, no 10 WYHWI 3aBO[ 3asog ErIC 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
Mr, o 7 TabneTok y EriC 3MiHa y MeTofax BUNPo6yBaHHA roTOBOr0

6nicTepi; no 4 a6o 8
6nictepiB y
KapTOHHIiA ynakoBL,i

NiKapcbKoro 3acoby (BUyYeHHA MeToay
BUMPOOYBaHHS, SKLLO BXe 3aTBepKeHui
anbTepHaTUBHUIA MeTOA) BUNYyYEHHS MeToAy
BMNpo6yBaHHA /13 3a NoKa3HUKOM
«laeHTudikauis xnopugis (ximiyHa peaxuis, EP,
2.2.1)». BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTpob
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(BrnyyeHHs1 meToAdy BUNPODOYBaHHS, AKLLO BXe
3aTBEPAKEHNI anbTepHaTUBHUIA MeToA)
BWyYEHHS MeToay BunpobysaHHA /13 3a
nokasHWKOM «laeHTudikauis TTaHy giokcmuay B
060/10HLi TabneTok (KosibopoBa peakwis)».
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nNiKapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO MiKapCbKoro 3acoby
(BrnyYeHHs1 MeToAy BUNPOBYBaHHS, AKLLO BXe
3aTBEPMKEHU aslbTEPHATUBHWI METOA)
BUJTy4YeHHA MeTofy BunpobysaHHsA N3
«lpeHTudpikauis 6apsHKKa (XiHONIHOBOIO XOBTOrO)
(TLWX)». BBefeHHs 3MiH NPOTArom 6-T1 MicALiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHK 3
sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOOYBaHHA) BHECEHHS 3MiH B METOS,
BMNpo6yBaHHSA /13 3a NoKa3HUKOM
«lpeHTudpikauis onaHsanivy gurigpoxiopuay
Tpurigpaty (TLX)», a came 3a3Ha4yeHo yac
BUTPUMKWN NNACTUHKN, OHOBMEHO TLLIX-
XpomaTorpamy. BBeieHHA 3MiH NpoTArom 6-Tn
MicALiB MicnsA 3aTBepAKEHHS. 3MiHU | TUMY - 3MiHK
3 AKocTi. FoTOBUIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BUNPOBYBaHHS) BHECEHHS 3MiH B METO[,
BMNpo6ysaHHsA /13 3a nokasHnkoM «BmicT Boan
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(TuTpyBaHHA 3a meTogom Kapna ®diwepa)», a
came 3MiHEeHO KifIbKiCTb napasienibHuX
BMMIipIOBaHb, 3aMiCTb AeTasIbHOro onucy
BU3HAYEHHSA BOAHOIO EKBIBA/IEHTY BBEAEHO
nocuiaHHA Ha MoHorpadii Ph.Eur.2.5.12.,
LeTanizoBaHo NpoboniaroToBKy 3paska,
npeacTaBneHa Tabnuusa cepefHix pesynbTartis Ta
BifXWNeHb napanenbHUX pesynbTartie. BeegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KoHTposib roToBOro Nikapcbkoro 3acooby.
3MiHa y MeToAax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHVX METOAAX BUNPOOYBaHHS) BHECEHHS
3MiH B MeTog, BUNpobyBaHHs /13 3a NOKa3HUKOM
«KinbkicHe B13HaueHHsi (BEPX)», «laeHTudikauis
onaH3aniny aurigpoxnopugy Tpurigpaty (BEPX)»,
a came JeTanizoBaHo iHhopMmaL,ilo NPo peareHTy i
pedhepeHTHi 3pasku, AoA4aHO iHdhopMaLiito LLoA0
CTabiNbHOCTI PO3UYMHIB Ta 3MIHEHO PO3PaxyHKOBY
dopmyny. BBeeHHS 3MiH NPOTSArom 6-Tv MicsiuiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHu 3
AkocCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roToBOro fikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BunpobysaHHs) (B.Il.r.2. (a) I1A)
BHECEHHS 3MiH B MeTog, BUNpobysaHHA 13 3a
NoKasHUKOM «OAHOPIAHICTb [030BaHNX OANHULb
(BEPX)» y BignoBifHOCTi 0 OpUriHaUTbHUX
marepianis BUPO6HMKa, N.3.2.P.5.2. AHaniTnyHi
METOAWMKM, a came 3MiHWN B PO3PaxyHKOBIi
dopmyni. BunpobysaHHs NpoOBOAUTLCA B yMOBaX
meToay «KinbkicHe BU3HaYEHHS». BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALiB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro MikapcbKoro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHVX METOAAX BUNPOOYBaHHS) BHECEHHS
3MiH B MeToZ, BUNpo6yBaHHs /13 3a NoKa3HUKOM
«Po3unHeHHs (BEPX)» y BignosigHoCTi A0
opuriHasIbHVUX MaTepiasliB BUPOOHUKa,
n.3.2.P.5.2. AHaniTM4Hi MeToanku, a came BHECEHO
ONNC a/IbTEPHATUBHOTO MPUTOTYBaHHSA
cepepoByLia po3unHeHHs (0,01M HCI), gopaHo
PO34MHM AN NPOMUBaHHA CUCTEMM, HE3HAYHO
BiIKOpUrosaHo HaBaxky C3, yTOYHEHO
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nocnifoBHICTbL XpoMaTorpadyyBaHHs, 4OAAHO
iHbopmauito Wwoao cTabiNbHOCTI PO3UMHIB Ta
3MiHEHO po3paxyHKoBy dhopmysy. BBefeHHS 3MiH
NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS)
npviBefieHHA MeToAy BUNpoOyBaHHA Ans
nokasHuka «CynposigHi gomiwku (BEPX)» y
BIANOBIAHICTb A0 OpUriHa/IbHWUX MaTepianis
BMPO6HUKa, N.3.2.P.5.2. AHaniTnyHi MeToamkm, a
came BBeEHHS PO3YMHY BiOMUX AOMILLIOK,
[ofaBaHHs iHhopmalii Wwoao ctabinbHOCTI
PO34MHIB, BiAKOPUrOBaHO NONPaBKOBWI koediLlieHT
NS po3paxyHKy AOMILLOK Ta 3Ha4eHHs RRt.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nNikapcbKoro 3aco6y (iHWi 3MiHN) NpPMBEAEHHAM
BMMOT creumndikav,ii A5 nokasHukiB «Po3mip»
(KpWTEPpIl NPUIAHATHOCTI 3a3HAYEHO i3 TOYHICTIO A0
«fecATux») «OAHoPIgHICTE MacK»
(nepedhopmyntoBaHHSA) y BiANOBIAHICTb A0
3arBepaxeHoro po3giny 3.2.P.5.1
«Cneuudpikauisi». PefakuiitHi 3miHuM gns
nokasHuka «Maca nonoBMHOK Tabn1eTok» 415
[03yBaHHA 5 Mr. BBefileHHsA 3MiH NpPOTAroM 6-Tu
MiCAILiB nicns 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro Mikapcbkoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[ONYyCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHLWi 3MiHW) BHECEHHSA 3MiHM B cneuumdikadito MN13
Ans nokasHuka «MikpobionoriyHa yMcToTar, a
came 3MiHW B NepioANYHOCTI BUNPOBYBaHHS.
3arBepmkeHo: MNpw BUMYycKy cepii TecT Ha
MiKpOG6IONOriYHy YNCTOTY € HEPEryNSPHUM
BMNpobyBaHHAM. BunpobyBaHHA NpoBOAATL AN
nepLmx TpbOX BUPOBHUYMX cepili, MOTiM ANs
KOXHOI lecaTol cepii, ane LoHaliMeHLIe o4uH pa3
Ha pik. 3anponoHosaHo: [Npu BUNYyCcKy cepii TecT
Ha MiKpOO6IONoriYHy YNCTOTY € HEPErYNSPHUM
BMNPOBYBaHHAM. BunpobyBaHHSA NpoBOAATbL A1
nepLioi BUPO6HUYOI cepii, MOTiM ANs1 KOXHOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
[JecAToi cepii, ane WwoHaliMeHLULe OAVH pas Ha piK.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

61. | EFTONAH3A TabneTku, BKpUTI 3AT YropuHa 3AT YropuwuHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/11344/01/04

nNiBKOBOIO dapmaLesT dapmaleBTUYHNIA 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peyernmom

060n0HKOt0, Mo 15 WYHWI 3aB0[ 3asog ErIC 3aci6. KoHTposb roToBOro MikapcbKoro 3acoby.

Mr, no 7 TabneTok y EriC 3mMiHa y MeToAax BUNpoGyBaHHSA roTOBOro

6nictepi; no 4 a6o 8
6nictepiB y
KapTOHHIA ynakoBsL,i

niKapcbKoro 3acoby (BUyYeHHs MeToay
BMNPOOGYBaHHS, SKLLO BXe 3aTBepiKeHuit
a/lbTEPHATUBHUI METO/) BUNYYEHHS MeTOAY
BUNPO6YBaHHsA /13 3a NOKa3HUKOM
«laeHTudbikauis xnopugis (ximiyHa peaxuis, EP,
2.2.1)». BBefieHHs1 3MiH NpoTArom 6-T1 MicAuis
nicnsa 3aTBepiKeHHs. 3MiHn | Tuny - 3MiHK 3
AKOCTI. [0TOBWI NikapcbKumii 3aci6. KOHTposb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(BUNyYeHHS MeToAy BUNPOOYBaHHS, SKLLO BXeE
3aTBEPAKEHUI anbTepHaTUBHUI MeTOA)
BW/IyYEHHS1 MeToay BUNpobyBaHHsA /13 3a
nokasHMKoM «lgeHTudikauis TuTaHy giokcmay B
060/10HLi TabneToK (KONIbOPOBa peakList)».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
niKkapcbKoro 3acoby. 3mMiHa y MeToAax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(BrnyyeHHs1 meToAy BUNPOBYBaHHS, AKLLO BXe
3aTBEPMXEHNI aNlbTepHATUBHUIA MeToA)
BUYYEHHA MeTogy BunpobysaHHA /13
«lpeHTudikalis 6apBHUKa (XiHOMNIHOBOTO XXOBTOrO)
(TWX)». BBEAEHHS 3MiH NPOTArOM 6-TW MicALiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BUNPOBYBaHHS) BHECEHHS 3MiH B METO[,
BMNpo6yBaHHA /13 3a NoKa3HUKOM
«laeHTudikalis onaHsaniHy avrigpoxnopuay
TpurigpaTty (TLWX)», a came 3a3Ha4yeHo Yac
BUTPVUMKW MIACTUHKM, OHOB/IeHO TLUX-
XpomaTorpamy. BeefieHHs 3MiH NpoTArom 6-Tn
MicaLiB nicna 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK
3 AKocTi. FoTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHMX MeTodax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BMNPOOYBaHHA) BHECEHHS 3MiH B METOS,
BUNPO6YBaHHsA /13 3a NoKa3HWKOM «BMmicT Boau
(TuTpyBaHHsa 3a meTogoM Kapna ®iwepa)», a
came 3MiHEHO Ki/TbKiCTb napasiesibHuX
BUMIplOBaHb, 3aMiCTb eTasIbHOro onucy
BM3HAYEHHSA BOAHOrO €KBiBa/IEHTY BBEAEHO
nocunaHHsa Ha MoHorpadii Ph.Eur.2.5.12.,
[eTtanizoBaHo NpoboniAroToBKy 3paska,
npeacTasieHa Tabmusa cepefHix pesynbTaris Ta
BifXWNEHb NapanenbHUX pe3ynbTartie. BeefeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHVX METOAAX BUNPOOYBaHHS) BHECEHHS
3MiH B MeToZ, BUNpo6yBaHHs /13 3a NoKa3HUKOM
«KinbkicHe Bn3HaveHHs (BEPX)», «laeHTudikavis
onaHsaniny gurigpoxnopugy Tpurigpaty (BEPX)»,
a came JeTas1izoBaHO iHHOpMAaLLito MPOo peareHTu i
pedepeHTHI 3pasku, 404aH0 iHhopMaL,ito LLoa0
CTabi/IbHOCTi PO34MHIB Ta 3MIHEHO PO3PaxyHKOBY
hopmyny. BBefieHHS 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepipkeHHs. 3MiHu | Tuny - 3miHu 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNpo6yBaHHs) (B.I.r.2. (a) 1A)
BHECEHHS 3MiH B MeTo/, BUnNpobysaHHs 13 3a
NOKa3HUKOM «OfHOPIAHICTb [030BaHNX OANHULb
(BEPX)» y BiANOBIAHOCTI 4,0 OpUriHANIBHUX
marepianis BUPo6HUKa, N.3.2.P.5.2. AHaniTnyHi
MEeTOAVKM, & caMe 3MiHN B PO3PaxyHKOBIi
hopmyri. BunpobyBaHHA NPOBOANUTLCA B YMOBAX
meToay «KinbkicHe BU3HaYeHHs». BBegeHHS 3MiH
NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCcbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roToBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) BHECEHHSA
3MiH B MeTof, BunpobysaHHs /13 3a Noka3HWKOM
«Po3unHeHHst (BEPX)» y BignoBigHocTi Ao
opuriHa/IbHUX MaTepiaslis BUPOOHUKA,
n.3.2.P.5.2. AHaniTM4Hi MeToanKN, a came BHECEHO
ONNC a/TbTEPHATVBHOTO MPUTOTYBaHHA
cepefosyLia po3ynHeHHs (0,01M HCI), gogaHo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

PO34MHM AN NPOMUBaHHA CUCTEMM, HE3HAYHO
BigKopurosaHo HaBaxky C3, yTOUHEHO
nocnifoBHICTL XpomaTorpadyBaHHs, LO4aHO
iHchopmawito Wwoao cTabiNbHOCTI PO34MHIB Ta
3MiHEHO po3paxyHKoBY dhopmyny. BBegeHHs 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MiHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
npuBefeHHss MeToay BUNpobyBaHHA Ans
nokasHuka «CynposigHi gomiwkm (BEPX)» y
BiANOBIAHICTb 40 OpUriHaNIbHUX MaTepianis
BMPOOGHUKa, N.3.2.P.5.2. AHaNITUYHI METOAUKN, &
came BBeieHHS PO3YMHY BiOMUX AOMILLIOK,
[ofaBaHHs iHchopmadii Wwoao ctabinbHocTi
PO34MHIB, BifKOPUrOBaHO NONPABKOBMWIA KOeqiLieHT
N5 po3paxyHKy AOMILLOK Ta 3Ha4YeHHA RRt.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
NiKapCcbKoro 3acoby (iHWi 3MiHN) NpPMBEAEHHAM
BMMOT crieuudikauii A8 NokasHUKIB «Po3mip»
(KpUTEpIn NPUIAHATHOCTI 3a3HAYEHO i3 TOYHICTIO f0
«pecaTnx») «OQHOPIAHICTE Macu»
(nepechopMy/itoBaHHA) Yy BigNOBIAHICTL A0
3aTBepaxeHoro posginy 3.2.P.5.1
«Cneundikauis». PegakuiiiHi 3miHu gns
nokasHuka «Maca nosoBMHOK Tab1eTok» Ans
[03yBaHHA 5 Mr. BBeleHHS 3MiH NpOTArom 6-Tu
MiCALIB MIiC/A 3aTBEPIKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX roTOBOTO NiKapcbkoro 3acoby
(iHWi 3mMiHW) BHECEHHSA 3MiHM B cneundikauito 13
Ans nokasHuka «Mikpo6iofioriyHa umctoTa», a
came 3MiHW B NepiognYHOCTI BUNPOBYBaHHS.
3arBepmkeHo: MNpu BUNycKy cepii TecT Ha
MiKpPOGIONOriYHY YNCTOTY € HEPEryNsapHUM
BMNPOBYBaHHAM. BunpobyBaHHSA NpoBOAATbL A1
nepLUnX TPbOX BUPOBHNUMX CEPIid, MOTIM ANs
KOXHOI [lecATOl cepii, ane LoHaiMeHLe oguH pa3
Ha pik. 3anponoHoBaHo: Mpu BUNYyCKy cepii TecT
Ha MiKpo6iONoriYHy YUCTOTY € HEPETYNSPHUM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
BUNPOBYBaHHAM. BunpobysBaHHA NpoBOAATb A1
nepLuoi BUPO6GHUYOI cepii, MOTiIM AN KOXHOI
fecaToi cepii, ane woHaiMeHLLe OAWH pas Ha pik.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
62. | EFTONAH3A TabneTkun, BKpUTI 3AT YropumHa 3AT YropuwHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/11344/01/05
N1iBKOBOIO dapmaneBT dapmaueBTUYHMI 3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom
060/10HKO10, M0 20 WYHWIA 3aBOf, 3asog ErIC 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
Mr, Mo 7 TabneTok y EriC 3MiHa y MeTogax BMnpobyBaHHS rOTOBOrO

6nicTepi; no 4 abo 8
6nictepiB y
KapTOHHI ynakosL,i

nNiKapcbKoro 3acoby (BUy4eHHs MeToay
BUMNPOOYBaHHS, SKLLO BXe 3aTBepKeHui
anbTepHaTUBHWI METOA) BUNYYEHHS METoLY
BMNpo6yBaHHSA /13 3a NoKa3HUKOM
«lgeHTudpikauis xnopuais (ximiyHa peakuis, EP,
2.2.1)». BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHK 3
sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(Brny4YeHHs1 MeToAy BUNPOBYBaHHS, AKLLO BXe
3aTBEPMKEHNI aNlbTEPHATUBHUI METOA)
BUJTyYeHHA MeTody BunpobysBaHHA 13 3a
NOKa3HWKOM «laeHTudpikauis TutaHy giokcuay B
060/10HLi TabneToK (KONIbOpoBa peakLis)».
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHM 3 AKOCTI.
[oToBMIA NiKapcbkuii 3aci6. KOHTponb rotosoro
nikapcbKkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(BUNyYeHHs MeToAy BUNPOOYBaHHS, SKLLO BXeE
3aTBEPIXEHUI aflbTePHATUBHWI MeToA)
BWJIyYEHHS1 MeToAy BUNpo6yBaHHs /13
«lgeHTudikalis 6apeHUKa (XiHONIHOBOTO XXOBTOrO)
(TLWX)>». BBeAeHHS 3MiH NPOTArom 6-Tu MicAuiB
nicnsa 3aTBepiKeHHs. 3MiHn | Tuny - 3MiHK 3
AKOCTI. [0TOBWIN NikapcbKumii 3aci6. KOHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHX meTogax
BMNPOOYBaHHA) BHECEHHS 3MiH B METOS,
BUNPO6YBaHHsA /13 3a NOKa3HUKOM
«lgeHTucpikauis onaHsanivy gurigpoxiopuay
Tpurigpaty (TLX)», a came 3a3Ha4yeHo yac
BUTPUMKWN NNACTUHKN, OHOBNEHO TLLUX-
XpomaTtorpamy. BeefeHHs 3MiH NpoTAarom 6-tn
MicsAUiB MicnsA 3aTBeppKeHHs. 3MiHu | TUny - 3MiHK
3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbkoro 3acoby. 3miHa y MeTogax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAaX
BUNPOBYBaHHA) BHECEHHS 3MiH B METOS,
BMNpo6yBaHHSA /13 3a nokasHnkom «BmicT Boan
(TuTpyBaHHA 3a MeToAoM Kapna ®iwepa)», a
came 3MiHEHO Ki/IbKICTb napasienbHuX
BUMIpIOBaHb, 3aMiCTb ieTa/IbHOrO Onmcy
BU3HAYEHHSA BOAHOIO EKBIBA/IEHTY BBEAEHO
nocunaHHsa Ha MmoHorpadii Ph.Eur.2.5.12.,
OeTaslizoBaHo NpoboniAroToBKy 3paska,
npeacTasfieHa Tabvusa cepefHix pesynbTaris Ta
BiAXWNEHb NapanenbHNX pesynbTaTie. BeegeHHs
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roToBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHSA) BHECEHHS
3MiH B MeTof, BunpobysaHHs /13 3a Noka3HWKOM
«KinbkicHe Bu3HaveHHs (BEPX)», «laeHTudikavis
onaHsaniny gurigpoxnopugy Tpurigpaty (BEPX)»,
a came JeTanizoBaHo iHhopMmaL,ilo MpPo peareHTy i
pedhepeHTHI 3pasku, oAaHo iHhopMaLito LWLoao
CTabiNIbHOCTI PO34MHIB Ta 3MIHEHO PO3PaxyHKOBY
chopmyny. BBeieHHS1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JliKapCcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHnX meTodax
BMnpo6ysaHHsA) (B.Il.r.2. (a) 1A)
BHECEHHS 3MiH B MeTo/ BUnNpobyBaHHs /13 3a
nokasH1KoM «OHOPIAHICTb [030BaHUX OANHULIb
(BEPX)» y BignoBigHOCTI A0 OpUTiHUTbHUX
mMaTtepianis BUpo6HuKa, n.3.2.P.5.2. AHaniTnyHi
METOAMKM, a came 3MiHW B PO3PaxyHKOBIiA
dhopmyri. BunpobyBaHHsa NPOBOANTLCS B YMOBax
meToay «KinbkicHe BU3HaYeHHs». BBeleHHS 3MiH
NpOTArom 6-T1 MICALIB NiCNA 3aTBEPMKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KoHTposib roToBOro Nikapcbkoro 3acooby.
3MiHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHVX METOAAX BUNPOOYBaHHS) BHECEHHS
3MiH B MeTog, BUNpobyBaHHsA /13 3a NOKa3HUKOM
«Po3unHeHHs (BEPX)» y BignoBigHocTi Ao
opuriHaIbHUX MaTepianiB BUPOOHUKA,
n.3.2.P.5.2. AHaniTM4Hi METOAMKKN, & cCaMe BHECEHO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

OMNC a/IbTEPHATVBHOTO MPUTOTYBaHHSA
cepefoBywa po3unHeHHs (0,01M HCI), gogaHo
PO34YMHM 4718 NPOMMBAHHA CUCTEMU, HE3HAYHO

BiAKOpUroBaHo HaBaxky C3, yTOYHEHO
nocnigoBHICTL XpomatorpadyBaHHs, fLo4aHO
iHchopmauito Wwoao cTabinibHOCTI PO3YMHIB Ta

3MiHEHO po3paxyHKoBy dhopmysy. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALiB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro MikapcbKoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
npvBefeHHA MeToAy BUNpobyBaHHA Ans
nokasHuka «CynposigHi gomilkm (BEPX)» y
BiANOBIAHICTb A0 OpUriHASIbHMX MaTepianis
BMPO6HUKa, N.3.2.P.5.2. AHaniTN4Hi MeETOAMKM, a
came BBEfleHHSI PO3UMHY BifOMUX AOMILLIOK,
[oaaBaHHs iHdopmMaii Wwoao ctabinbHocTi
pO34MHIB, BiAKOPUroBaHO NONPaBKOBU KoediLlieHT
0151 po3paxyHKy OOMILLIOK Ta 3HayeHHs1 RRt.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
loTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMUX MEX FOTOBOrO
NikapcbKoro 3acoby (iHWi 3MiHN) NpUBEAEHHAM
BMMOT crieumdikav,ii 415 nokasHukiB «Po3mip»
(KpUTEPpI NPUIAHATHOCTI 3a3HAYEHO i3 TOYHICTIO A0
«[ecaATnX») «OAHOPIAHICTL Macu»
(nepechopmysoBaHHS) y BiAMOBIAHICTb A0
3aTBepxeHoro posginy 3.2.P.5.1
«Cneupmdbikayis». PegakuiiiHi 3mMiHn gns
nokasHuka «Maca nosoBMHOK TabneTok» AN
[03yBaHHA 5 Mr. BBeieHHS 3MiH NpOTArom 6-1u
MiCALIB MICNA 3aTBEPLYKEHHS.

3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA

3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby

(iHWi 3mMiHW) BHECEeHHA 3MiHW B crieundikauito N3

ANA nokasHuka «MikpobionoriyHa umctoTa», a

came 3MiHW B MepPioANYHOCTI BUNPOOYBaHHS.
3aTtBepmkeHo: MNpu BUNYCKy cepii TeCT Ha
MiKpPOGIONOriYHY YNCTOTY € HEPETYNSAPHUM

BUNPOBYBaHHAM. BynpobyBaHHA NpoBOAATbL A1
nepLuMx TPbOX BUPOBHUYKX cepild, NoTiM Ans

KOXHOI lecsTOl cepii, ane WoHaliMeHLIe 041H pa3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
Ha pik. 3anponoHoBaHo: [Npu B1NycKy cepii TecT
Ha MiKpo6ioNoriYHy YACTOTY € HeperyIsspHUM
BMNpobyBaHHAM. BunpobyBaHHA NpoBOAATL AN
nepLoi BUPO6HUYOI cepii, MOTiM A5 KOXHOI
[ecAToi cepii, ane WoHaliMeHLLle oAVH pa3 Ha piK.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.
63. | EFTO/NTAH3A TabneTku, BKPUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11344/01/01
NiBKOBOO PapmanesT dapmaueBTUYHWI 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi peyenmom
060/10HKOI0, N0 5 Mr, | NYHWUIA 3aBOA, 3asog ElIC 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
no 7 Tabnetok y ErIC

6nicTepi; no 4 a6o 8
6nicTtepiB y
KapTOHHIA ynakoBLi

3MiHa y MeTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (BUyYeHHA MeToay
BUMPOOYBaHHS, SKLLO BXe 3aTBepKeHui
anbTepHaTUBHUIA MEeTOA) BUNYyYEHHS MeToAy
BMNpo6yBaHHA /13 3a NoKasHUKOM
«laeHTudikauis xnopugis (ximiyHa peaxuis, EP,
2.2.1)». BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTpob
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(BrnyyeHHs1 meToAdy BUMPOBYBaHHS, AKLLO BXe
3aTBEPAKEHNI anbTepHaTUBHUIA MeToA)
BWyYEHHS MeToay BunpobysaHHA /13 3a
nokasHWKoM «laeHTudikauis TTaHy giokcuay B
060/10HLi TabneTok (KosibopoBa peakwis)».
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepMKEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
NiKapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKoro 3acoby
(BrnyYeHHs1 MeToAy BUNPOBYBaHHS, AKLLO BXe
3aTBEPMKEHU aslbTEPHATUBHWI MeTOA)
BUJTy4YeHHA MeTogy BunpobysaHHsA N3
«lpeHTudpikauis 6apsHKKa (XiHONIHOBOrO XOBTOrO)
(TLWX)». BBefeHHs 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHK 3
sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbkoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOOYBaHHA) BHECEHHS 3MiH B METOS,
BMNpo6yBaHHSA /13 3a NoKa3HUKOM
«lpeHTudpikauis onaHsanivy gurigpoxiopuay
Tpurigpaty (TLX)», a came 3a3Ha4eHo yac
BUTPUMKWN NNACTUHKN, OHOBMEHO TLLIX-
XpomaTorpamy. BBeieHHA 3MiH NpoTArom 6-Tn
MicaUiB Micns 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
3 AKoCTi. FoTOBUIA Nnikapcbkuii 3aci6. KoHTposb

roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO /IKAPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUMNPOBYBaHHSA) BHECEHHS 3MiH B METO[,
Bunpo6ysaHHA /13 3a nokasHnkoM «BmicT Boan
(TuTpyBaHHs 3a meTogoM Kapna ®iwepa)», a
came 3MiHeHO KifIbKiCTb napasienibHuX
BMMIipIOBaHb, 3aMiCTb AeTasIbHOro onucy
BU3HAYEHHSA BOAHOIO EKBIBA/IEHTY BBEAEHO
nocunaHHa Ha MoHorpadii Ph.Eur.2.5.12.,
LeTanizoBaHo NpoboniaroToBKy 3paska,
npeacTaBneHa Tabnuusa cepegHix pesynbTartis Ta
BifX1NeHb napanenbHux pesynbTartie. BeegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWi
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MiHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHVX METOAAX BUNPOOYBaHHS) BHECEHHS
3MiH B MeTog, BUNpobyBaHHs /13 3a NOKa3HUKOM
«KinbkicHe B13HaueHHsi (BEPX)», «laeHTudikauis
onaH3aniny aurigpoxnopugy tTpurigpaty (BEPX)»,
a came JeTanizoBaHo iHhopMmaL,ilo NPo peareHTy i
pedhepeHTHi 3pasku, AoA4aHO iHdhopMaLiito LLoA0
CTabiNbHOCTI PO3UYMHIB Ta 3MIHEHO PO3PaxyHKOBY
dopmyny. BBefeHHS 3MiH NPOTSArom 6-Tv MicsiLiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHu 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roToBOro Mikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BunpobysaHHs) (B.Il.r.2. (a) I1A)
BHECEHHS 3MiH B MeTog, BUNpobysaHHA 13 3a
NOKasHUKOM «OAHOPIAHICTb [030BaHUX OANHULb
(BEPX)» y BignoBifHOCTi A0 OpUriHaUTbHUX
marepianis BUPO6HuKa, N.3.2.P.5.2. AHaniTnyHi
METOAMKM, a came 3MiHW B PO3PaxyHKOBIl
dopmyni. BunpobysaHHs NpoBOAUTLCA B yMOBaX
meToay «KinbkicHe BU3HaYeHHS». BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro Mikapcbkoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHVX METOAAX BUNPOOYBaHHS) BHECEHHS
3MiH B MeToZ, BUNpo6yBaHHs /13 3a NoKa3HUKOM

«Po3unHeHHs (BEPX)» y BignosigHOCTI A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

opuriHasIbHVUX MaTepiasliB BUPOOHUKa,
n.3.2.P.5.2. AHaniTM4Hi MeToankn, a came BHECEHO
ONNC a/TbTEPHATUBHOTO MPUTOTYBaHHSA
cepepoByLia po3unHeHHs (0,01M HCI), gopaHo
PO34MHM AN NPOMUBaHHA CUCTEMM, HE3HAYHO
BiKOpUroBaHo HaBaxky C3, yTOYHEHO
nocnifoBHICTbL XpoMaTorpadyyBaHHs, 4OAAHO
iHbopmauito Wwoao cTabiNbHOCTI PO3UMHIB Ta
3MiHEHO po3paxyHKoBy dhopmysy. BBefeHHS 3MiH
NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roToBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAaxX BUNPOOYBaHHS)
npviBefieHHA MeToAy BUNpoOyBaHHA ANs
nokasHuka «CynposifgHi Aomiwku (BEPX)» y
BIANOBIAHICTb A0 OpUriHaIbHWX MaTepianis
BMPO6HUKa, N.3.2.P.5.2. AHaniTnyHi MeToamku, a
came BBeEHHS PO34MHY BiOMUX AOMILLIOK,
[ofaBaHHs iHpopmaii Wwoao ctabinbHOCTI
PO34MHIB, BiAKOPUrOBaHO NONPaBKOBWiI koediLlieHT
NS po3paxyHKy AOMILLOK Ta 3Ha4eHHs RRt.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX rOTOBOrO
nNikapcbKoro 3aco6y (iHWi 3MiHN) NpPMBEAEHHAM
BMMOT creumndikav,ii Ans nokasHukis «Po3mip»
(KpWTEPpI NPUIAHATHOCTI 3a3HAYEHO i3 TOYHICTIO A0
«fecaTux») «OAHoPIgHICTE MacK»
(nepedhopmyntoBaHHSA) y BiANOBIAHICTb A0
3aTBepaxeHoro po3sginy 3.2.P.5.1
«Cneuudpikauisi». PefakuiitHi 3miHu gns
nokasHuka «Maca nonoBMHOK Tabn1eTok» 415
[l03yBaHHA 5 Mr. BBefileHHsA 3MiH NPOTAroM 6-Tu
MiCAILiB nicns 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikadii Ta/abo
[0NYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHwWi 3MiHW) BHECEHHSA 3MiHM B cneuundikadito MN3
Ans nokasHuka «MikpobionoriyHa yMcToTax, a
came 3MiHW B NepioANYHOCTI BUNPOBYBaHHS.
3arBepmkeHo: MNpw BUMYycKy cepii TecT Ha
MiKpOGIONOriYHy YNCTOTY € HEPEryNSPHUM
BMNpobyBaHHAM. BunpobyBaHHA NpoBOAATbL ANs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nepLmx TpbOX BUPOOHUYMX Cepild, MOTiM ANs
KOXHOI lecaTOol cepii, ane LoHaliMeHLIe o4uH pa3
Ha pik. 3anponoHosaHo: Npu BUNYyCKy cepii TecT
Ha MiKpOO6IONOriYHy YNCTOTY € HEPErYNSPHUM
BMNPOBYBaHHAM. B1npobyBaHHSA NpoBOAATbL A1
nepLuoi BUPOGHUYOI cepii, MOTIM AN KOXHOI
[JecAToi cepii, ane WwoHalMeHLle OAVH pas Ha piK.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.

64.

EAAPBIK/IOP
®

TabneTku, BKpUTI
N/1iBKOBOIO
060s10HKO0, 40
mr/12,5 wr; no 14
Tabnetok y 6nictepi;
no 1 a6o no 2
6nictepu y
KapTOHHIlA KOpooLi

AciHo
®Papma Al

LLisefiuapi
A

BMPOBHULITBO 3a

NOBHUM LK/IOM:

Takepna lpnaHgis
nTg,

Ipnangis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 AkocTi. APl BupobHMUTBO.
3MiHu B npoueci BUpobHuuTBa A®| (HeHauHa
3MiHa y npoueci BupobHuutea A®l) HesHauHi
3MiHW B ONUCI Npouecy BUPOBHULITBA a3usicapTaHy
MEeLO0KCOMIsy, L0 BUPOBISETLCA Ha 3aBogi
"Takeda Pharmaceutical Company" B Hikari,
Japan, 3 MeTOK OHOB/IEHHS ONWCY BUPOGHNYOTO
npouecy B peecTpauiiiHuX AOKyMeHTax
[0AATKOBUMU AeTaNsaMun AN NPUBEAEHHS 1oro y
BiANOBIAHICTb 4O NOTOYHOrO NpoLecy Ha
BMPOGHUUIN AinbHUUI. He Big6ynocs XoaHUX 3MiH
y haKTM4HOMY BUPOGHUYOMY NPOLLECi YN KOHTPO
BMpPOGHMYOro npouecy. He Bigbynocs o4HUX 3MiH
y Npocpini AOMILLOK, CXEMi CUHTE3Y UM
cneuudikauii A®l asuncaptaHy MegoKCcoMiny.
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1ikapCbKoro 3acoby,
BK/IHOHAK0UM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULTBA) He3HauHi 3MiHW y npoueci
BMPOBHMLTBA NiKapCbKOro 3acoby Ha BUPOBOHUYIl
ainbHuui "Takeda Ireland Limited", Bray, Ireland, a
came — MoAuikaLis HaCTYMHUX BUPOBHUUMX
napameTpiB Mif Yac npouecy rpaHynsauii
asincapraHy megokcominy (TAK-491): - 3miHa
Temnepartypu BXigHOro noBiTps (rpaHynauis 1,
po3nuneHHs 1) 3 60-70°C Ha 70-80°C Ta
3MeHLLIeHHs Spray Quantity trip 3 9.50 kr go 2.85
Kr; - 3MiHa 06’eMy BXigHOro noBsiTps (rpaHynayisa 2,
po3nuneHHs 2) 3 1700-2300 m*/r go 2000-2600
m3r

3a
peyenmom

UA/15204/01/01

65.

EJEM®

TabneTtkn, BKPUTI
0060/10HKOH0, N0 5 Mr;
no 10 a6o no 30
TabneTtok y 6nictepi;
no 1 6nictepy B

AT
"Papmak”

YKpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHu).
OHOB/IEHHA TEKCTY MapKyBaHHA NepBUHHOI Ta
BTOPUHHOI yNakoBOK NikapCbkoro 3acoby, a came:

6e3
peyenma

UA/8360/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nauui

BWyYEHO IHhOpMaLLito, 3a3HaYeHy POCICHKO
MOBOIO; YTOYHEHO iH(hopmMaLLito oo noroTuny
3asBHUKA. TepMiH BBEAEHHS 3MiH NpPOTArom 6
MiCsILiB Micnsi 3aTBEPAKEHHS.

66.

EHANAMPUN
-BAPHULA

Tabnetku no 10 mr
no 10 TabneTtok y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 2, no 3
ab0 No 9 KOHTYPHUX
YapyHKOBUX
yMakoBOK B MauLli

MpAT
"®bapmauesT
n4yHa chipma

"fapHuus”

YKpaiHa

MpAT
"papmaLeBTUiHa
tipma "AapHuusa”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHWi
3aci6. 3MiHa po3mipy ynakoBKM roTOBOr0
nNiKapcbKoro 3acoby (3miHa KislbKOCTi O4NHNLb
(Hanpwvknag TabneTok, amnyn TOLLO) B YNakoBL,i:) -
3MiHa nosa fiana3oHoM 3aTBepXeHNX po3MipiB
ynakoBKK - 3MiHa [0 PO3Ainy «YnakoBka», a came:
[ONOBHEHO KinbkicTio Tabrietok Ne30, Ne90. Aitoua
pefakuis Ynakoska Mo 10 Ta61eToK B KOHTYPHYHO
AYEiKOBYIO YMaKOBKY 13 NIEHKN
NONMBUHWUIX/TOPUAHOI U (DONbIM antoMUHUEBOIA
nevyaTHoli NakMpoBaHHOM. Mo ABe KOHTYpHbIe
yMakoBKN BMECTe C UHCTPYKLMel no
MeANLMHCKOMY NPUMEHEHMIO NOMELLIAoT B Nauky.
MponoHoBaHa pepakuis Ynakoska Mo 10 Tabnetok
Y KOHTYPHIli YapyHKOBIl ynakoBLi i3 NAiBKK1
NONIBIHIIX/TOPUAHOT Ta YONbrv asTtoOMiIHIEBOT
Apykapcbkol nakosaHoi. Mo 2, no 3 aéo no 9
KOHTYPHUX YapyHKOBMX YNakoBOK pa3oMm 3
IHCTPYKUIEI0 4151 MeANYHOrO 3aCTOCYBaHHA Y
nadui. 3MiHM BHeCceHi B po3Ain "YnakoBka" B
IHCTPYKLi0 415 MeANYHOTO 3acTOCyBaHHSA
NiKapCbKoro 3acoby y 38"A3Ky 3 BBEAEHHAM
[04aTKOBMX YNakoBOK, SK HACNIAOK -
3aTBEPMKEHHS TEKCTY MapKyBaHHSA f0AaTKOBUX
yMakoBOK NikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3MiH1) 3MiHW BHECEHI Y
n. 17. IHWE TeKcTy MapKyBaHHS yrnaKoBKu
nikapcbkoro 3acoby. BeefeHHs 3MiH NpoTAarom 6-
TW MiCALB Nic/1A 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/9020/01/01

67.

EHANO3NA®
12,5

Tabnetku; no 10
TabneTtok y 6nictepi;
no 2 aéo no 3
6nictepu B nauuj 3
KapTOoHYy

AT
"Papmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHK Il Tuny - 3miHn 3 skocTi. APl BUpobHULTBO
(iHwi 3miHn) B P[, 3aTBepmkeHo Bepcito DMF V1

(2009-09-12), NpONOHYETLCS OHOBUTU BEPCIED
DMF V3 (2017-03-12) 3 OHOBNEHUMM po3ainamu

3.2.8.3.2,3.2.5.4.2, 3.2.5.4.3.1 Bepcii V3.1 (2019-
01-01) Ta po3ginavmm 3.2.5.4.4, 3.2.5.7.1,
3.2.5.7.3 Bepcii V3.2 (2022-11-01). BignosigHo o
ICTa KOHTPOJIH0 3MiH Bif, BUPOGHYKA, B MOPIBHSAHHI
3 3aTBepAKeHO0 Bepcieto DMF oHoBieHO
po34inv, 30KpemMa: -BHECEHO YTOYHeHHs B Onuc

3a
peyenmom

UA/0702/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

BMPOGHNYOro NpoLecy Ta Noro KOHTPOSO; -
akTyanizoBaHo cneumdikayito Ta aHaniTUYHi
METOAMKM BifNOBIAHO 40 BUMOT Ajt040i MOHOrpadii
EP; - 36inbLl1eHO nepiof peTecTyBaHHs cyoCcTaHL;i
348 f0 60 Mic. Ta OHOBJ/IEHO AaHi No CTabisIbHOCTI

68.

EPOCUN

Tabnetkun no 50 mr;
no 2 abo 4 TabneTkm
y 6nictepi, no 1
6nictepy B Kopobu,i 3
KapToHy

TOB
"ACTPAGA
PM",

Ykpaina

TOB
"ACTPAGAPM"
(dbacyBaHHs i3 "in
bulk" chipmu-
BMpOGHUuKa: MpAT
"PapmaueBTuyHa
thipma "PapKoC",
YkpaiHa)

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaLiitHuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHNX BiAMNOBIAHO A0 NiaHy negiaTpuyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXKEHNM OPraHom). -
3MiHN BHECEHO [0 IHCTPYKLi 415 MeguyHOro
3aCcTOCYyBaHHS Nikapcbkoro 3acoby y po3gain
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHLWIi BUAW B3aEMOAji" BigNOBIAHO A0 OHOB/IEHOT
iHdbopMmaLii 3 6e3nekun Aito4oi pevoBUHN.

3a
peyerimom

He
nionsieae

UA/7367/01/01

69.

EPTIHOB

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 150
mr; no 15 TabneTok
y 6nicTepi, no 2
6nictepn y
KapTOHHI ynakosL,i

HOBE/
INAY CAHAT
BE
TIOIKAPET
AL

TypeyuunH
a

HOBE/N INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHnx faHux
npo cuctemy thapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBiga1bHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgaNbHOI
3a thapmakoHarnsg,.

[Oitova pepakuis: R. Ayse Cetin. lNMponoHoBaHa
pefakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXXEHO| 0CO6M, BigNOBigabHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
hapmakoHarnsagy

3a
peyerimom

UA/17213/01/02

70.

EPTIHOB

TabneTkun, BKPUTI
MN/1iBKOBOO

HOBE/
ITAY CAHAI

TypeuunH
a

HOBEN INAY
CAHAI BE

TypeyunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHu | TMny - 3MiHK Woao 6e3nekn/etpeKTUBHOCTI

3a
peyenmom

UA/17213/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

o60n0Hkoto, no 100
Mmr; no 15 TabneTok
y 6nicTepi, no 2
6nictepu y
KapTOHHIA ynakoBLi

BE
TIOIXKAPET
A.LL.

TII>KAPET A.LL.

Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YMNOBHOBaXeEHOT 0cobu, BigNoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnszy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-aiina cuctemu chapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKa, BignoBiganbHOI
3a hapmakoHarnag,.

[itoua pepakuis: R. Ayse Cetin. MponoHoBaHa
pepakuisi: Kevser Cure. 3MiHa KOHTaKTHWUX JaHWUX
YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy

71.

ECCOBEN®

TabneTku, BKpUTI
060/10HKO0, N0 10
Mr, no 14 tTabnetok
y 6nicTepi; no 2
6nictepu B
KapTOHHI ynakosL,i

HOBE/
INAY CAHAT
BE
TIIXKAPET
AL

TypeuunH
a

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6YM 3asBHMKa, BignoBigaibHOI
3a hapmakoHarnag,.

[itova pepakuis: R. Ayse Cetin. MponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
thapmakoHarnsag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
MicLe3HaxX0opKEHHS MacTep-chaiina cuctemm
chapmakoHarnsgy

3a
peyenmom

UA/10328/01/01

72.

ECCOBEN®

TabneTkn, BKPUTI
060/10HKOH0, Mo 20
Mr, no 14 TabneTok
y 6nicTepi; no 2

HOBE/
INAY CAHAT
BE
TIIKAPET

TypeyuunH
a

HOBE/N INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy

3a
peyerimom

UA/10328/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

6nictepu B
KapTOHHIA ynakoBL,i

AL

thapmakoHarnsgy (BBefieHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifaNLHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BiJl YyNOBHOBaXeHOI 0co6WU, BiAMNOBIga/IbHOI 3a
3[iiCHeHHs1 hapMakoHarnaay (Bkiuakum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgaNbHOI
3a thapmakoHarnsa,.

[itoua pepakuis: R. Ayse Cetin. MponoHoBaHa
pepakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6M, BiANOBIfaILHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
chapmakoHarnsgy

73.

ETOMNO3NA-
Nl

KOHLleHTpaT Ans
pO34unHy Ans
iHcpy3iiA, 20 mr/mn o
2,5 mn (50 mr), abo
5 mn (100 mr), abo
10 mn (200 mr) y
donakoHi; no 1
th1akoHy B KOPOOGL

Mini
Xenckepe
Nimiteq

Benvka
BpuTtaHis

BeHyc Pemegic
Nimiten

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TNy - AOMIHICTPaTUBHI 3MiHX. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKeHHS AisNIbHOCTI BUpobHMKa/imnopTepa
rOTOBOrO JIiKapCbKOro 3acoby, BKIYaUn
AinbHWL BUNYycKy cepii abo micle NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnosigae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOYM BUMYCK CEPIl).
AfMiHiCTpaTMBHa 3MiHa HanucaHHsa agpecu
BUPOGHMKA. 3MiHW BHECEHO B iHCTPYKL,iO A1
MEeANYHOro 3acTOCyBaHHSA NiKapCcbKoro 3acoby y
po3gain "MicuesHaxomkeHHs BUpOGHMKa Ta agpeca
MiCLii NPOBA/KEHHS Or0 Ais/IbHOCTI" 3
BiANOBIAHUMY 3MiHAMV B TEKCTI MapKyBaHHS
ynakoBOK. TepMiH BBeAEHHSA 3MiH NPOTAroM 6
MiCsILiB Nicns 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/6439/01/01

74.

SEPKANIH®

PO3UMH HaLLKIPHWIA,
1% no30mny
CKNAHOMY (p1aKOHi;
no 1 dpnakoHy B
KapTOHHIlA KopoobLi

AapaH-
laneHcbkuii
Nab6opaTtopi

na.a.

Xopsaris

AopaH-
[aneHcbkuii

Na6opaTopiit 4.4,

Xopsaris

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnY - 3MiHK 3 aKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANoBIgHOCTI €Bponeiickbkili hapmakonei: gns
A®I; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif Y)Xe 3aTBepAXEHOro BUPOOHUKA -

6e3
peyenma

UA/12443/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
noAaHHs OHOBJIEHOTO cepTudikarta BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2000-041 -
Rev 09 (3atBepaxeHo: R1-CEP 2000-041 - Rev
08) ona A®I kniHgamiuyHy rigpoxiopuay Big,
3aTBEepAXeHOoro BupobHuka Union Quimico
Farmaceutica, S A, Spain, sikuii 3MiHV/B Ha3BY Ha
ESTEVE QUIMICA S.A., Spain
75. | 30BIPAKC Tabnetku no 200 wr; nakcoCmit Benuka "nakco Bennkom IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/8281/03/01
no 5 tabnetok y KnsanH BpuTaHis C.A. 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nidnsieae
6nictepi; no 5 Ekcnopt Ta hapmakoHarnsgy (iHwi 3miHu)
6nictepiB y Nimiteq 3MiHM BHECEHO Y TEKCT MapKyBaHHS1 BTOPUHHOI
KapTOHHI KOpoobLyi ynakoBKM NiKapcbKkoro 3acoby y n. 8. "Aarta
3aKiH4eHHs TepMiHy npugartHocTi', n. 17. IHWE Ta
Yy TEKCT MapKyBaHHA NepBUHHOT yNakoBku n. 4.
"MlaTa 3aKiH4eHHs TepMiHy npugartHocTi”, n. 6.
IHLWE. TepMiH BBeAEHHSA 3MiH MPOTAroM 6 MicALiB
nicns 3aTBepKeHHs. 3MiHu | Tvny -
AOMiHICTpaTMBHI 3MiHX. 3MiHA Ha3BU NiKapPCbKOro
3aco6y - 3miHa Ha3BWM likapcbkoro 3acoby.
3arBepaxeHo: 30BIPAKC™ ZOVIRAX™
3anponoHosaHo: 30BIPAKC ZOVIRAX. TepmiH
BBE/EHHS 3MiH MPOTSAroM 6 micauis nicns
3aTBEPKEHHS. 3MiHU | TUnY - 3MiHM 3 AKOCTI.
[oToBMIA NiKapcbkuii 3aci6. KOHTponb rotosoro
nikapcbkoro 3acoby (iHwi 3miHn) Mepeknag MKA
N3 yKpaiHCbKO MOBOW. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsilis nicns 3aTBepApKEHHS.
76. | 3OKAPAIC® TabneTku, BKpUTI MeHapiHi NMokcemby Bupo6HuyTBO "in HimeyunHa/ BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/3246/01/01
7,5 MIr nNiBKOBOIO IHTepHeLLoH pr bulk", nepsuHHe ITania 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
060n0Hkoto, no 7,5 an Ta BTOPUHHE Ta chapmakoHarnsgy. BreceHHs abo 3miHa(n) Ao
Mr; Mo 7 TabneTok y OnepeinwoH nakyBaHHsl, 3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro
6nictepi; no 1 c KOHTpONb Ta NocBigYeHHs, BKoYatoun MnaH ynpasniHHA
6nictepy B INiokcembypr BUMYCK CepiiA: pv3nkamm (iHWi 3MiHK). 3assBHUKOM HafaHo
KapTOHHI Kopo6Lyj; C.A. MeHapiHi - PoH OHOBJ/IEHWIA N1aH yNpaBiHHA pU3uKkaMu Bepcis

no 14 tabneTtok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIl KopooLi

XeligeH TM6X,
HimeuunHa;
Brpo6HMUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHS1, BUMYCK
cepiii:

A. MeHapiHi
MaHydakTypiHr
JoricTikc eHp,
Cepsicec C.p.J1.,
ITanis;
KoHTpornb cepiii:
[Jowmne

2.0. 3miHM BHeceHo A0 yacTuH: Il «Cneundikaulis 3
6e3nekn», V «3axoau 3 MiHiMi3auii pusukis», VI
«Pe3tome nnaHy ynpasniHHA pusnkamm», VII
«Jlofatkn» y 3B’A3Ky 3 BUAAIEHHS BaXK/IMBUX
iAEeHTUCIKOBAHUX PUSUKIB, BXKNVMBUX NOTEHLAHNX
PU3KKiB, @ TakOX BULAIEHHA BiACYTHLOT
iHdbopmauii. CTpykTypy MNYPa 6yn0 oHOBNEHO
BiANOBIAHO A0 pekomeHAauiin Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2). e3lome nnaHy
ynpas/iHHA pusnkamu Bepcis 2.0 ogaeTbes.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
hapmaueyTiyi
C.n.A., ltanis;
A. MeHapiHi
MaHydhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanisa
77. | 30HIK Kancynu Teepai no TOB Ykpaina KYCYM IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/19526/01/01
25 wr; no 14 kancyn "TNEQDPAP XENTXKEP NBT 3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
y 6nicTepi; no 2 abo M aTa” nTa Ta chapmakoHarnsgy. 3miHa y KopoTkiii

no 4 6nictepu B
KapTOHHI ynakosL,i

XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IIOBAHOTrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B MiciApeecTpaviitHuii nepiog,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHD,
npoBefeHNX BiAMNOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEeHTHUM YMOBHOBaXEHUM OpraHom) 3MiHu
BHECEHO B iHCTPYKLiO A58 MEANYHOIO
3acTocyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"Oco6mBocCTi 3acTocyBaHHA" Ta "Mo6iyHI peakuii™
Bi4MNOBIAHO 4O OHOBMEHOI iHChopMaL,ii Woao
6e3nekn 3acTocyBaHHS Ail040i Pe4YOBUHM 3TigHO 3
pekomeHpauieto PRAC. TepMiH BBeieHHS 3MiH
npoTArom 6 micAuiB nicns 3aTBepAKeHHs. 3MiHu |
MRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(1) Lo
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
NoCBiAYeHHs, BKoYatoun MnaH ynpasiHHA
pr3nkamm (3acTocyBaHHA TEKCTY, AKWI
NOrofKeHNi 3 KOMNETEHTHYM OpraHoM)
3asaBHMKOM HaflaHO OHOBJIeHWIA MnaH ynpasniHHA
pu3unkamu Bepcist 5.0. 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHdhopmauis» V «3axoau 3 MiHiMisaw,i
pu3ukiB» VI «Pe3tome nnaHy ynpasiHHA
pusukamu» VIl «[logatkm» (fopartkm 7 1a 8) y
3B'513KYy 3 OHOBJ/IEHHAM iHGhopMaLii 3 6e3nekn
AitoyoT pevoBrHM Nperabani BignoBigHO A0
pekomeHaaLiii PRAC, a TakoxX y 3B'sI3Ky i3 3MiHO
chopmarty BignosigHo fo 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). Pe3stome MNnaHy ynpasniHHA py3vkamu
Bepcis 5.0 gogaetbes
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

78.

30HIK

kancynu Teepgi no
50 wmr; no 14 kancyn
y 6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHIA ynakoBLi

TOB
"TNELGAP
M TA"

YkpaiHa

KYCYM
XENTXKEP MNBT
T

IHais

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHa y KopoTkii
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3acToCcyBaHHSA Ha MifcTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicispeecTpawiiiinii nepiog,
ab0 Sk pe3y/bTar OLiHKM 3BITY 3 AOCNIIKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHom) 3MiHu
BHECEHO B iHCTPYKLl0 415 MEANYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby Ao po3ainis
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiNOBIAHO 4O OHOBNEHOI iH(hopMaLi Woao
6e3nekn 3acTocyBaHHs Ail040i PeYOBUHM 3rigHO 3
pekomeHgauieto PRAC. TepMiH BBEAEHHS 3MiH
NPOTArom 6 MicsiLiB nicns 3aTBepoKeHHs. 3MiHu |
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3060B'A3aHb Ta YMOB BMAaYi peectpaliliHoro
noceifgyeHHs, BkNoyaouy MNMnax ynpasniHHA
pr3nkamu (3acTOoCyBaHHA TEKCTY, SKWi
NOroXEHN 3 KOMNETEHTHNM OpraHom)
3asBHWKOM HaiaHO OHOBJIEHWUIA MNaH ynpasniHHS
pu3nkamm Bepcis 5.0. 3MiHM BHECEHO [0 YacTuH: |
«3arasbHa iHhopmaLis» V «3axoau 3 MiHiMizau,i
pu3ukie» VI «Pestome nnaHy ynpasniHHA
pusunkamu» VIl «[logatkn» (aopatkm 7 1a 8) y
3B'513KYy 3 OHOBJ/IEHHAM iH()OpMaLlii 3 6e3neku
AitoYoT pevoBrHK Nperabdani BignoBigHO A0
pekomeHAauin PRAC, a Takox y 3B'A3KY i3 3MiHO
chopmarty BianosigHO Ao BuMor 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). Pestome lMnaHy ynpasniHHSA pyu3vkamu
Bepcia 5.0 gofaetbcs

3a
peyenmom

He
nionsieae

UA/19526/01/02

79.

SOHIK

Kancynu Teepai no
75 wmr; no 14 kancyn
y 6nictepi; no 1 abo
no 2, abo no 4, a6o
no 6 6nicTtepiB y
KapTOHHIiA ynakoBL,i

TOB
"TNELGAP
MATO"

Ykpaina

KYCYM
XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKun NiKapcbKoro

3a
peyerimom

He
nionsieae

UA/16350/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B nic/ispeecTpaviitHuii nepios,
ab0 fAK pesynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBeAeHNX BiAMOBIAHO A0 NAaHy negiaTpudHnX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YMOBHOBaXXEHNM OpraHoM) 3MiHu
BHECEHO B iHCTPYKL,t0 4151 MELUYHOIO
3acToCcyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiANOBIAHO [0 OHOB/EHOT iHGhOpMaLi Woao
6e3nekun 3acTocyBaHHA fito4oi pevyoBUHN 3rigHO 3
pekomeHpauieto PRAC. TepMiH BBeAEHHS 3MiH
npoTArom 6 micsuiB nicns 3aTBepAKEHHS. 3MiHu |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHst abo 3miHa(1) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
nocBiAgYeHHs, BKoYatoun MnaH ynpasiHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWIA
NOrOKEHNI 3 KOMNETEHTHVM OpraHom)
3aAaBHMKOM HafaHO OHOB/IEHWIA MnaH ynpaBniHHSA
pu3unkamm Bepcist 5.0. 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHdhopmauis» V «3axoau 3 MiHiMisaw,i
pusukiB» VI «Pestome nnaHy ynpasniHHA
pusukamun» VIl «[logatkm» (gogatkm 7 1a 8) y
3B'5I3KY 3 OHOBJ/IEHHAM iHGhOpMaLlii 3 6e3neku
LYol pevyoBuHN nperabaniH BignosigHO A0
pekoMeHAaLii PRAC, a TakoxX y 3B'si3Ky i3 3MiHOO
dhopmarty BignoBigHo Ao BuMor 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). Pestome lMnaHy ynpasniHHSA pyu3vkamm
Bepcisa 5.0 fofaeTbes

80.

3OHIK

Kancynu TBepai no
150 wmr, no 14
kancyn y 6nictepi;
no 1 a6o no 2, a6o
no 4, a6o no 6
6nicTtepiB y
KapTOHHIiA ynakoBL,i

TOB
"TNELDAP
M NTA"

YKpaiHa

KYCYM
XENTXKEP MBT
nT

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiAMNOBIAHO A0 NAaHy negiaTpuydHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEeHTHUM YMOBHOBAXEHUM OpraHom) 3MiHu
BHECEHO B iHCTPYKLiO0 A58 MEANYHOIO

3a
peyenmom

He
nionsieae

UA/16350/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTI 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
Bi4NOBIAHO 4O OHOBNEHOI iHChopMaLi LWoao
6e3nekn 3acTocyBaHHS Ail040i PeYOBUHM 3TigHO 3
pekomeHpauieto PRAC. TepMiH BBef,eHHSA 3MiH
npoTArom 6 micsAuiB nicns 3aTBepKeHHs. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
3060B'A3aHb Ta YMOB Bugadi peecTpauiiHoro
NOCBIAYEHHS, BKoYatoun MnaH ynpasiHHA
pr3nkamu (3acTocyBaHHA TEKCTY, AKWi
NMOrOKEHNI 3 KOMNETEHTHNM OpraHom)
3asaBHVMKOM HafiaHO OHOBJIEHWUV MNnaH ynpasniHHSA
pu3sunkamu Bepcist 5.0. 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHdopmais» V «3axoau 3 MiHiMisau,i
pu3ukie» VI «Pe3tome nnaHy ynpasiHHA
pusukamu» VII «[logatkm» (fopartkm 7 1a 8) y
3B'A3KYy 3 OHOB/IEHHAM iH(hopMaLii 3 6e3nekun
Aitoy0T pevoBrHN nperabani BignoBigHO A0
pekomeHaaLiii PRAC, a TakoxX y 3B'sI3Ky i3 3MiHO
chopmarty BignosigHo Ao Bumor 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). Pe3stome MNnaHy ynpasniHHA py3ukamu
Bepcis 5.0 goaaeTbes

81.

IBYNMPOM

TabneTku, BKpUTI
060/10HKO0, N0 200
Mr, M0 2 TabneTkn y
cawle; no 10
TabneTtok B 6nicTepi;
no 1 6nictepy B
KapTOHHI kopo6Lyj;
no 50 TabneTtok y
donakoHi; no 1
chnakoHy B
KapTOHHIlA KOpooLi

KOHina6, Nn

CLA

TOB lOC
dapmauis

Monba

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnifxkeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/bTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigpkenb (PIP) (iHwi 3MiHWM) 3MiHN BHECEHO [0
IHCTPYKUIi 418 MeANYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 po3ainis "OcobnnBocCTi
3actocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
OHOB/IEHOT iHhopMaLii 3 6e3nekn Aitoyoi
peyoBuHM iIBYNpodeHy 3riHO 3 pekoMeHaauisMu
PRAC. TepmiH BBEAEHHSA 3MiH - NpOTArom 3
MicsAUiB MicnsA 3aTBeppKeHHs. 3MiHu | TUny - 3MiHK
wofo 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnsay. 3miHun y KopoTkin

6e3
peyenma

nionsieae

UA/6045/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA reHepuyHNX/ribpuaHnx/6ionodibHmx
niKapcbkuUx 3aco6iB Nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@aHHS XOAHNX HOBUX AOAATKOBMX
AaHnx) 3MiHN BHECEHO A0 IHCTpyKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactueocTi",
"MpoTunoka3saHHs", "B3aemogiii 3 iHWmmun
nikapcbkrMKM 3acobamMu Ta iHLWi BUAn B3aeMogiid",
"Oco61BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaaH”,
"Mo6ivHi peakui™ 3rigHo 3 iHhopMauieto Woao
MeAMYHOro 3acToCyBaHHA pediepeHTHOro
nikapcbkoro 3acoby (HYPO®EH®, TabneTku,
BKPUTi 060/10HKOI0, 10 200 Mr). TepMiH BBEAEHHS
3MiH - NpoTArom 3 MicsLiB MiCNs 3aTBEPLKEHHS

82,

IBYNMPOM
CNPUHT
KAMC

Kancysm M'siki no
200 wr, no 6 a6o no
10, a6o no 12
kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyj;
no 12 kancyny
6nictepi; no 2
6nictepy B
KapTOHHI kopo6Lyj;
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHIlA KOpooLi

KOHina6, Nn

CLIA

Brpo6HMK
BiANoBigabHMIA 3a
BVMPOGHMLTBO,
KOHTPO/b Ta
BUMYCK NPOAYKTY
in bulk:
MaTeoH
Coptaxenc b.B.,
Higepnangm
Brpo6HMK
BiANoBigabHMIA 3a
yNakoBKy,
KOHTPO/b Ta
BUNYyCK cepil
roToBOroO
NPOAYKTY:
TOB tOC
dapmauis,
Monbwa

HigepnaHvgn
/ NonbLa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnifxkeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/bTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigxenb (PIP) (iHwi 3MiHW) - 3MiHN BHECEHO A0
IHCTPYKUIii 418 MeANYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 po3ainis "OcobnnBocCTi
3actocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
OHOB/IEHOT iHhopMaLii 3 6e3nekn Aitoyoi
peyoBuHM iIBYNpogeHy 3riHO 3 pekoMeHaauissMu
PRAC. - TepmiH BBEZlEHHS 3MiH - NpOTArom 3
MiCALIB MiC/A 3aTBEPAXEHHS. - 3MiHM | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHn y KopoTkin
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA reHepuyHNX/ribpnaHmx/6ionogibHmx
nikapcbkUx 3aco6iB nicns BHECEHHS Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye Hafi@HHS XOAHNX HOBUX [OAATKOBUX
AaHunXx) - 3MiHM BHECEHO A0 IHCTpyKuii Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BNactueocTi",

6e3
peyenma

nionsieae

UA/6045/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
"MpoTunokasaHHsa", "B3aemogiii 3 iHWmmun
nikapcbkrMKM 3acobamu Ta iHLWi BUAn B3aemMogiid",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaa”,
"Mo6ivHi peakui™ 3rigHo 3 iHhopMaujieto Woa0
Me[MYHOro 3aCTOCYBaHHS pethepeHTHOro
nikapcbkoro 3acoby (HYPO®EH® EKCMNPEC
YNbTPAKAT, kancynu m’siki no 200 mr).
TepMmiH BBEAEHHSA 3MiH - MPOTAroM 3 MicAuiB nicns
3aTBEPMKEHHS.
83. | IHCYBIT® cycneHsisa gns BITAN HimeuuunH BiokoH IHais/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/14838/01/01
HNP iH'ekuiin, 100 MO/mn, Papma a Baionogxukc YkpaiHa 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHN. 3MiHa peyenmom | rniidns2ae
no3mny M6X Nimiteq, HAjsa HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
KapTpuaxi; no 5 (BNacHvKa peecTpauiiHoro nNocBig4eHHs1) 3MiHa
KapTpuaxis y AT «®Papmak», agpecy 3asiBHMKa. 3MiHM BHECEHI B PO34in
6nicTepi; no 1 YkpaiHa "MicLe3HaxomkeHHs 3asBHMKA" B iIHCTPYKLito Ans
6nictepy y nayui; no MeAUYHOro 3aCTOCyBaHHHS J1iKapCbKOro 3acoby.
10 mn y donakoHi; no BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
1 chnakoHy y nauuj 3aTBEPKEHHS.
84. | IHCYKOMB TabneTtkn, BKPUTI TOB Ykpaina yYoprPna TypeyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/19200/01/01
nNiBKOBOO «YOPN[, MEOVUWH INAY 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenmom nidnsieae
060/10HKO10, N0 500 MEOVLNH>» CAH. BE TIOXK. peecTpaLiiHoro noceig4eHHs) (3rigHo Hakasy MO3
mr/2,5 mr, no 15 A.LL. Big 23.07.2015 Ne 460). 3MiHM BHECEHO B

TabneTtok y 6nictepi,
no 2 a6o 4 6nictepu
B KapTOHHiiA
Kopo6ui, no 20
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHI KopoobLi

IHCTPYKLi0 415 MeANYHOr0 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ain "3asBHuK" 3
BiANOBIAHMMU 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEAEHHS 3MiH MPOTAroM 6
MicALiB Nicna 3aTBepKeHHS. 3MiHu | Tuny - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu go
y3ara/ibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34ilCHEeHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi jaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXeHOI 0CObOM 3asBHUKA,
BignoBigasibHOI 3a papmakoHarnsag. Jivoya
pefakuis: MeBciMm Inbk6axap LiHuens / Mrs.
Mevsim llkbahar Dincel. NMponoHoBaHa pegakuis:
Myano MNaHHa CTtaHicnasiBHa. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBAXEHOI 0CO6U 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3HaxoKeHHs
mMacTep-chaiina cuctemmn chapmakoHarnsay. 3MiHu
| Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBJ/IEHHSA
TeKCTY MapKyBaHHsI NEPBUHHOIT Ta BTOPUHHOT
YNaKoBOK /1iKapCbKOro 3acoby, a came: BHECEHHS
He3HauyHWX pefakuiliHnX NpaBokK No TEKCTY;
YTOYHEHO iHGhopMmaLito LWoAo noroTuny;
[LOMNOBHEHHS pO3.iNiB iH(hopMaLieo Npo
HaHeCeHHs nepeMiHHMX AaHux (cepisi, TepMiH
NpUAATHOCTI, JaTa BUTOTOB/IEHHS, peecTpaLiliHe
noceigyeHHs). TepmiH BBEAEHHSA 3MiH MPOTAroM 6
MicsILiB Nicns 3aTBepPAKEHHS.

85.

IHCYKOMB

TabneTkn, BKPUTI
NNiBKOBOO
06010HKOt0, N0 500
mr/5 mr, no 15
Tabnetok y 6nictepi,
no 2 abo 4 6nicrepu
B KapTOHHIi
Kopo6ui, no 20
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHIA KopoobLi

TOB
«YOPN[,
MEONLINH>

Ykpaina

YOPI],

MEAVLMH INAY

CAH. BE TIDXK.
AL,

TypeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3miHa 3asBHuKa J13 (MIBIM) (BnacHuka
peecTpaLiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460). 3MiHV BHECEHO B
IHCTPYKUi0 4N MeANYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ain "3asBHuk" 3
BiANOBIAHUMY 3MiHAMVW B TEKCTI MapKyBaHHS
ynakoBOK. TepMiH BBeAEHHSA 3MiH NPOTAroM 6
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemn hapmakoHarnsagy) -
3MiHa ynoBHOBaXKEHOT 0CO6OU 3aABHUKA,
BignoBiganbHOI 3a hapmakoHarnsag. Jiroua
pegakuisi: MeBcim Inbkb6axap LiHuens / Mrs.
Mevsim llkbahar Dincel. NMponoHoBaHa pepakuis:
Myano MNaHHa CTtaHicnasiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarniagy. 3MiHa MicLe3Hax0oLKeHHs
MacTep-aiina cuctemu papmakoHarisgy. 3MiHun
| TMny - 3MiHK Wwopao 6e3nekn/eeKTUBHOCTI Ta
dhapmakoHarnsgy (iHwi 3mMiHn) - OHOBNEHHSA

3a
peyerimom

He
nionsieae

UA/19200/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBOK /liKapCbKoro 3acoby, a came: BHECEHHS
He3HaYHWX pefakLiliHMX NpaBokK No TEKCTY;
YTOYHEHO iHhopMaLito LWoA0 10oroTuny;
[OMOBHEHHSA po3inis iHopmavieto npo
HaHeCeHHs NepeMiHHUX AaHux (cepis, TepMiH
npuAaTHOCTI, faTa BUrOTOB/IEHHS, peecTpavjiiiHe
noceigyeHHs). TepmiH BBeAeHHSA 3MiH NpoTArom 6
MiCALIB MiCNSA 3aTBEPLKEHHS.
86. | IMPATPONIY iHranauisa nig, 3AT "IHTENI NutBa NabopaTopio Icnanis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/16363/01/01
M-IHTENI TWUCKOM, PO3YVH MO FEHEPUKC Anbpo-tOHIOH, TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peuenmom
20 mkr/pgosa; no 10 HOPLA" C.J. 23.07.2015 Ne 460), BunpasneHo TeXHIYHY
M po3ymnHy (200 MOMWUJIKY B TEKCTi MapKyBaHHA BTOPUHHOT
003) y 6anoHi; no 1 ynakoBKM NiKapcbKoro 3acoby y po3gini
6asIoHy Y KapTOHHI «JTIKAPCbKA ®OPMA TA KI/IbKICTb OANHNLb
Kopobui B YMNAKOBLLI» (B oyxKax 3a3Ha4yeHO 06’em He
natuHuueto, a kmpunuueto). 3SATBEP)KEHO: 10
mn (ma) SAMNPOMHOBAHO: 10 mn (ml)
3a3HayeHe BUNpaB/IEHHs BifgnoBigae apXiBHUM
MarepiasiaM peecTpaLiiHoro 1ockbe
87. | ITPYHFAP kancynu no 100 mr AHaHTa Benvka MapkcaHc ®apma IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/2248/01/01
no 4 a6o 15 kancyn Megikeap BpuTaHis nrta., Hais 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
y 6nictepi; no 1 nra. Aptypa Ta (hapmakoHarnagy (iHwi 3miHu) - OHOBNEHHSA
6nictepy B dapmacboTikan3 TEeKCTY MapKyBaHHS1 YNakoBKW MikapCbKoro 3acoby,
KapTOHHI KopoobLi MneT. NI14,, IHAiA a came: YTOYHEHO iHdhopMaLiio Woa0 TepMiHy
npuAaTHOCTI, HOMepy cepii, 4aTa BUPOOHULITBA,
3a3HayeHHs "IHLWOT TeXHIYHOI iHchopmauii. -
BBefeHHA 3MiH NpoTAarom 3-x micAuis nicns
3aTBEPAKEHHS
88. | KAHE®POH® | TabneTku, BKpUTI BioHopuka HimeuumnH [MepBuHHE Ta BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 nidnsieae UA/4708/02/01
H o60noHkoto, no 20 CE a BTOPUHHE 3MiHu | TUNYy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI. peyenma
Tabnetok y 6nictepi; nakyBaHHs, 3MiHa y meTofax BunpobysaHHsa APl abo
no 3 6nictepu B KOHTpO/b Ta BMXiAHOTO MaTepiay/MpomMiKHOro
KapTOHHI KOpo6L BUNYCK cepii: NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
BioHopuka CE, npoueci Bupo6HuLTBa APl (HE3HAUHI 3MiHN Y
HimeyunHa 3aTBEPMKEHNX MeToAax BUNPobyBaHHS) -MeTog,

Brpo6HMUTBO in-
bulk:
PotTeHgopd
dapma 'méX,
HimeyunHa

KOHTpakTHOI naboparopii «Phytos Labor fir
Analytik von Arzneimitteln GmbH & Co. KG» gns
BU3HaYeHHS ad)IaTOKCKHIB Yy POCTIMHHNX
peyosuHax Centauri herba; Levistici radix;
Rosmarini folium 6yB oHoBNEeHWIA A0 cyyacHOro
PiBHA TEXHIKM, L0 NPU3BEN0 40 3MiH LWoA0 onmcy
MeToay PV.11.P019_03. 3atBepxeHo: Aflatoxin
testing by Phytos PV.11.P019_02
3anponoHoBaHo: Aflatoxin testing by Phytos
PV.11.P019_03 -3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®l. KoHTponb A®L. 3miHa y MeToAax
BMNPo6yBaHHs APl abo BUXigHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa ADI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BUMPOOYBaHHS) - MeTog, TecTyBaHHA Ha
achnatokcuHu, 3actocoBaHuii «PhytoLab GmbH &
Co. KG» ans Centauri herba; Rosmarini folium
6yB 3MiHeHUIA. 3aTBeppxeHo: SOP 805050 _|eaf,
issue 3 - 3anponoHoBaHo: SOP 805025, issue 2 -
3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHs A®| abo
BUXiZAHOrO MaTepiany/npomiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa APl (He3HaUHI 3MiHN y
3aTBEPMKEHNX MeToAax BUNpobyBaHHS) - MeTop,
TeCcTyBaHHSA Ha athnaToKCMHU, 3aCTOCOBAHW
KOHTpakTHOl naboparopieto «PhytoLab GmbH &
Co. KG» ans Levistici radix 6yB 3MiHEHUIA.
3arBepaxeHo: SOP 805050 _root, issue 3 -
3anponoHoBaHo: SOP 805021, issue 1 - 3miHu |
My - 3MiHK 3 AkocTi. A®L. KoHTponb A®L. 3miHa y
mMeTofdax BunpobysaHHs A®| abo BuxigHoro
mMarepiany/npoMiXKHOTO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa ADI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNpo6yBaHHs) - Herbal substance: Centauri
herba; Levistici radix; Rosmarini folium. 3miHa
npoeaypy BU3HAYEHHA NecTUUnAIB. -
3aTtBeppxeHo: 3.2.S.4.2.5. Analytical procedures —
Pesticides Pesticides Reference to ASU § 64
LFGB L 00.00-34 for pesticide residues
Dithiocarbamates Reference to § 64 LFGB L
00.00-49/3, including validation report SOP
720608_720609, issue 1 Inorganic bromides SOP
730207, issue 4 3anponoHoBaHo: - 3.2.5.4.2.5.
Analytical procedures — Pesticides Pesticides SOP
720010_reg, issue 1 Dithiocarbamates SOP
720608, issue 7.1 - 3miHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTposnib A®L. 3miHa y meTogax
BuNpobyBaHHA A®| abo BMXigHOTO
mMarepiany/NMpoMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpobHuuTBa AdI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToaax
BMNPOGYBaHHSA) - AHaniTMuHWn meTog B PY PM
163/05 An1A KiIbKICHOTO BU3HAYEHHS
cBepTiamapuHy 6y/10 OHOB/IEHO Ha B PY PM
717/01. - 3aTBeppxeHo: 3.2.S.4.1 Specification
Assay Swertiamarin, calculated as verbenalin — B
PY PM 163/05: 0.17-15.35 [%(m/m)]
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

3anponoHoBaHo: 3.2.S.4.1 Specification Assay
Swertiamarin, calculated as verbenalin — B PY PM
717/01: 0.17-15.35 mg/100mg3MmiHu | TURY - 3MiHK
3 akocTi. A®l. KoHTponb A®Il. 3miHa y meToaax
BMNpo6yBaHHA APl abo BMXigHOrO
marepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y Npoueci BUpobHuuTea Ad|
(He3HauHi 3MiHN y 3aTBEpPKEHUX MeTofax
BMNpo6yBaHHSA) - MeToA aHani3y eTasioHHOT
peyoBuHM pyTo3ugy B PY PM 244 oHoBnenwuii y
MoHorpadii «PyTo31uf: OCHOBHWIA eTaNIOHHUIA
CTaHAapT AN KifbKiCHOro
BM3HaYeHHs/igeHTudikauii dhapmaueBTUYHNX
npenaparis».
3arBepmkeHo: Monograph rutoside V02
17.01.2011 3.2.S.5 Reference substances 3
Specifications Specification of a primary reference
standard (PRSQ) Chromatographic purity (CP), B
PY PM 244 HPLC 100% peak area: 290%
Specification for a reference substance for
guantification (RSQ) Chromatographic purity (CP),
B PY PM 244 HPLC 100% peak area: =90% -
3anponoHoBaHo: Monograph rutoside V05
31.03.2015 3.2.S.5 Reference substances 3
Specifications Specification of a primary reference
standard (PRSQ)Chromatographic purity (CP), B
PY PM 244/02 HPLC 100% peak area: 290%
Specification for a reference substance for
guantification (RSQ) Chromatographic purity (CP),
B PY PM 244/02 HPLC 100% peak area: 290% =-
3MmiHu | TMny - 3miHKW 3 akocTi. ADI. KoHTposnb AdL.
3miHa y MeToAax BunpobysaHHA A®l abo
BUXiAHOro Marepiasy/npomMiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa APl (He3HaUHi 3MiHK Y
3aTBEPMHKEHNX MeTofax BUNpobyBaHHs) - MeTog,
aHanily eTa/IoOHHOT pevyoBUHU BepbeHaniHy B PY
PM 018 oHoBneHuiA y MoHorpadii «BepbeHaniH:
NEepPBUHHWI €Ta/TOHHWIA CTaHAAPT A5 KifIbKiICHOro
BM3HAYEHHS A/15 hapMaLeBTUUYHUX Line».
3arBepaXeHo:

Monograph verbenalin B PY MO 015/02 3.2.S.5
Reference substances 3 Specifications
Specification of a primary reference standard for
quantification (PRSQ) Chromatographic purity, B
PY PM 018/01 HPLC 100% peak area: 295% -
3anponoHoBaHo: Monograph verbenalin
17.09.2014 3.2.S.5 Reference substances 3
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Specifications Specification of a primary reference
standard for quantification (PRSQ)
Chromatographic purity, B PY PM 018/02 HPLC
100% peak area: 295% - 3miHu | Tuny - 3miHK 3

AKoCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA A®| abo BMXigHOTO
mMarepiany/nMpoMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpobHuUTBa API
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToaax
BMNpo6yBaHHS) - Active Substance — Lovage root.
AHanituuHmnii metog B PY PM 162/05 ons
KiNIbKICHOTrO BM3HA4YeHHS hepynoBoi KUcnotn 6ys
OHOB/IEHUIA Ha B PY PM 715/01. - 3aTBepaXeHo:
3.2.S.4.1 Specification Assay Ferulic acid,
calculated as isoferulic acid — B PY PM 162/05:
0.02 — 0.17 [%(m/m)] Essential oil, Ph. Eur. 2.8.12:
20.3 (V/m) - 3anponoHoBaHo: 3.2.5.4.1
Specification Assay Ferulic acid, calculated as
isoferulic acid — B PY PM 715/01: 0.02 — 0.17
mg/100 mg Essential oil (dried drug), Ph. Eur.
Monograph “Levistici radix”, assay: = 3.0 ml/kg -
3miHu | TMny - 3miHW 3 AkocTi. ADI. KoHTposnb AdL.
3miHa y MeToAax BunpobysaHHA A®l abo
BUXiAHOro Marepiasay/npomiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6HULUTBa AP (iHLWIi 3MiHK Y MeTogax
BMNPOGYBaHHSA (BK/ItOYa0un 3amiHy abo
[0noBHeHHs) A®| abo BUXIAHOrO/MPOMIXXHOIO
npoaykty) - Herbal substance: Centauri herba;
Levistici radix; Rosmarini folium. BignosigHo fo
Ph. Eur. 2.4.27 “Baxki MeTa/IM y POCAIVHHUX
npenaparax Ta Nikapcbknx npenaparax
POC/IMHHOIO NOXOKEHHA" ANA BU3HAYEHHA

BMKOPVCTOBYBATUCA MaCcC-CNEKTPOMETPIst 3
mMeTog (SOP 810100) 6yB po3pobneHuii
i BK/IIOUEHWIA B JOCBE NOPAS, i3 3aTBEPAKEHUM

meTogamn (AAS: SOP 806050, SOP 806300, S

BMNpo6yBaHHA A®| abo BuxigHOro

BaXKKMX METaUTiB Y POC/IMHHUX NpenapaTtax Moxe
iHOYKTVBHO 3B'A3aHO0 Nnasmoto (ICP-MS). Tomy
niapsgHoto nabopartopieto “PhytoLab GmbH & Co

806400, SOP 806600) - 3miHu | TUnNY - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax

"
OoP

mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHS (BKOYa0UM

3aMiHy abo fonoBHeHHS) APl abo

BWXiHOro/MPOMiXXHOro NpoAykTy) - OHOB/IEHO Ta
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nepeHyMepoBaHO aHasTiTu4HWiA metog B PY PM
122/03 ons KiNbKiCHOTO BU3HAYEHHS
pPO3MaprHOBOI KNCNOTY B JINCTI pO3MapuHy Ta
Tabnetkax, BKpUTMX 060/10HKOK0 KaHedpoH.
Hoswuii Homep B PY PM 711/02. Lle Bk/toua€e 3MiHy
aHai3oBaHuX pevyoBuH. B PY PM 711/02 6inbLue
He 3aCTOCOBYETLCA A/19 aHa1i3y TabneTok
KaHedhpoH, BKpUTMX 06010HKOI0, @ NnLie Ans
NINCTA po3MapuHy. 3anpornoHoBaHi 3MiHN
BBOAATLCA A1 NOKPALLEHHA PO3AiNEeHHS
aHas1i30BaHNX PEYOBWH Ha KOJOHLL. 3aTBEPAXKEHO:
3.2.5.4.1 Specification Assay Rosmarinic acid — B
PY PM 122/03: 0.7 — 2.0% (m/m) 3anponoHoBaHo:
3.2.S.4.1 Specification Assay Rosmarinic acid — B
PY PM 711/02: 0.7 — 2.0 [mg/100 mg] - 3MiHu |
Tuny - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y crneuudikayisx Ha A®l, abo
BVXiGHWIA/NPOMDKHUIA NpOAyKT/peareHT, wWwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(BUTYYEHHSI HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpviknag, BUTy4YeHHs 3acTapisioro NokasHvka)) -
Y 3anponoHoBaHii cneuudikadlii BUNycky
POCAVHHOI cy6CTaHLii TpaByn 3010TOTUCAYHNKA
napameTp cMaky Ginblue He BKa3yeTbCs K
aHaniTUYHWIA KpUTEPIA SKOCTI, a K
XapaKTepucTuka, ska He € YaCTVMHOIO TeCTiB, Lo
NpoBOAATLCS Mif Yac KOHTposo cepii. Kpim Toro,
onunc cmaky 6yno agantoBaHo Ao sumor Ph. Eur. -
«ripkuii». 3aTBepaxeHo: 3.2.S.4.1 Specification
General characteristics Taste, sensory test:
strongly bitter 3anponoHoBaHo: 3.2.5.4.1
Specification Characteristics Taste: bitter - 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikat
BignosigHocTI/lTE-cepTucpikat signosigHocTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€sponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHoi thapmakonei gepxasun €C (3miHa y
cneumdikauisix, noB'sa3aHa 3i 3amiHamu B dY, abo
€Bponelicbkiin hapmakonei, abo iHLwii
HaLjioHasbHIli hapmakonei gepxasn €C) -
CreuudpikaLlis Tpasu 30/10TOTUCAYHKKA Byna
3MiHeHa BignosigHo Ao Ph. Eur. MoHorpadis
Tpasu 3onototucsayHuka (Herba Centauri)
3arBepoxeHo: 3.2.S.4.1 Specification(s) Purity
Bitterness value, Ph. Eur. Monograph «Centaurii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
herba»: 22000 - 3anponoHoBaHo: 3.2.S.4.1
Specification(s) Purity Bitterness value, Ph. Eur.

2.8.15: 22000
- 3miHu | TMNy - 3miHK 3 AkocTi. CepTudikart
BignosiaHocTI/ITE-cepTucpikat signosigHocTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHoi thapmakonei gepxasun €C (3miHa y
cneumdikauisix, noB'sa3aHa 3i 3amiHamu B dY, abo
€Bponelicbkiin hapmakonei, abo iHLwii
HaLljioHasbHIli hapmakonei gepxasn €C) -
Cneuudikauist KopeHsi nlobucTka 6yna 3miHeHa
BiagnosigHo Ao Ph. Eur. MoHorpadis «KopeHb
no6uctka (Levistici radix)». ETanoHHa peyoBuHa
0 po3mapuHy, 6yn10 MOMUIKOBO BK/IKOYEHO A0
pocbe eCTD. ETanoHHa pevosunHa Po3maprHoBa
O/1il HEe BUKOPVCTOBYBA1ACA B aHaUlITUYHUX
MeTogax ans KaHedpoHy CT Ta ii0ro gonoMixHmx
peyoBuH, ToMy ii BUNy4YeHo 3 gocbe eCTD.
3aTtBeppxeHo: 3.2.S.4.1 Specification(s) Purity
Angelica root, Ph. Eur. Monograph “Levistici
radix”: must comply with the requirements Assay
Essential oil, Ph. Eur. 2.8.12: 20.3% (V/m)
3.2.5.4.5 Reference Standards or materials
Coumarin Eugenol Ferulic acid Isoferulic acid
Rosemary oil 3anponoHoBaHo: 3.2.S.4.1
Specification(s) Purity Test for Angelica and
Ligusticum, Ph. Eur. Monograph “Levistici radix”
must comply with the requirements Assay
Essential oil, Ph. Eur. “Levistici radix”, assay: 23.0
ml/kg 3.2.S.4.5 Reference Standards or materials
Imperatorin Ligustilide Osthole - Isoferulic acid -
3MiHu | TUNY - 3MiHK 3 aKocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponelicbkoi thapmakonei, abo iHLwOoi
HauioHanbHOI hapmakonei gepxasu €C (3MiHa y
cneumdikauisx, nos'a3aHa 3i amiHamu B Y, abo
€Bponelicbkiin hapmakonei, abo iHLWii
HaLjioHasbHIli hapmakonei aepxasu €C) -
Cneuudpikanis niucts posmapuHa (Folia Rosmarini)
6yna 3miHeHa BignosigHo fo Ph. Eur. MoHorpadis

«Jlncta po3mapuHa». 3arsepaxeHo: 3.2.5.4.1

Specification(s) General characteristics Odour,
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sensory test: very aromatic Purity Water, Ph. Eur.
2.2.13: £10% (V/m) Assay Essential oil, Ph. Eur.
2.8.12: 21.2% (V/m) Total hydroxycinnamic acid
derivatives, calculated as rosmarinic acid, Ph. Eur.
Monograph “Rosmarini folium”: = 3% (m/m)
3anponoHoBaHo: 3.2.S.4.1 Specification(s)
Characteristics Odour: strongly aromatic Purity
Water, Ph. Eur. 2.2.13: <100 ml/kg Assay
Essential oil (anhydrous drug), Ph. Eur.
Monograph “Rosmarini folium”, assay: 212 ml/kg
Total hydroxycinnamic acid derivatives, calculated
as rosmarinic acid (anhydrous drug), Ph. Eur.
Monograph “Rosmarini folium™: = 3% (m/m) -3miHn
| TMny - 3MiHK 3 AkocTi. A®Il. CTabinbHICTb. 3MiHa
nepiogy NoBTOPHWX BUNPOGYBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHa AdI (3a
BiCYTHOCTI Y 3aTBepKEHOMY [0ChE cepTudikaTa
BiNOBIAHOCTI €Bponelickkili hapmakonei, Lo
BK/IO4A€E Mepiof, MOBTOPHOrO BUMPOGYBaHHS)
(nepios NOBTOPHOrO BUNPOGYBaHHs/Nepiog,
36epiraHHn) - 36inbLUeHHs abo BBeAEHHA nepioay
NMOBTOPHOro BMNpobyBaHHsA/nepioay 36epiraHHa Ha
OCHOBI pe3y/ibTaTiB JOC/iLKeHb Y peasibHOMY Yaci
(B.1.r.1.MponoHyeTbLCS NPOAOBXUT NEPIOA
NOBTOPHOTO BUNPOGYBaHHSA NEPBVNHHOIO
CTaH4apTHOro 3pasky A/15 KifIbKiCHOr0 BU3HAYEHHS
(PRSQ) i ctaHfapTHOro 3pasky Ans KiflbKiCHOro
BM3Ha4eHHs (RSQ) go 4 pokis. - 3MiHu | Tuny -
3MiHY 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUmmx
MeX, BU3HaueHux y crneumdikayisx Ha A®l, abo
BUXiQHWIA/NPOMDKHUIA NpOAYKT/pearexT, Wo
BVKOPVCTOBYIOTbCS Y Npoueci BupobHuutea AdI
(iHWi 3MiHK) - OHOBIEHO MOHOrpadito AN
eTasIoHHOT PeYyoBUHK pyTO3nAy, Aka
BVIKOPWCTOBYETLCA NPy igeHTUdiKaLii Tpasu
30/10TOTUCAYHMKA Ta PO3LUMPEHO NIMIT ANs
HeorpaHiyHmx fomiwok. 3aTsepmkeHo: Monograph
rutoside V02 17.01.2011 3.2.S.5 Reference
substances Specification of a primary reference
standard (PRSQ) Inorganic impurities (l), OES,
ICP-MS, lon chromatography Bayer: <0.1%
Specification of a reference standard (RSQ)
Inorganic impurities, OES, ICP-MS, lon
chromatography Bayer: <0.2% 3anponoHOBaHo:
Monograph rutoside V05 31.03.2015 3.2.S.5
Reference substances Specification of a primary
reference standard (PRSQ) Inorganic impurities
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(1), OES, ICP-MS, lon chromatography Bayer:
<1.0% Specification of a reference standard (RSQ)
Inorganic impurities, OES, ICP-MS, lon

chromatography Bayer: <1.0% - 3MiHu | TUny -
3MiHY 3 sKocTi. APl. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMmX
MeX, BU3HaueHux y crneumdikayisx Ha A®l, abo
BUXiQHWIA/NPOMIDKHWIA NpOAYKT/pearexT, Wo
BVKOPWCTOBYIOTbCS Y Npoueci BupobHuutea Ad|
(iHWi 3miHK) - OHOBIEHHSI MOHOTrpadii Ans
eTa/I0HHOI PeYyOoBUHN PO3MapNHOBOT KUCNOTK Ta
3MiHa Mexi 41a napameTpa «30BHiLUHIl BUrNsaa».
3aTtBeppxeHo: V02 19.01.2011 3.2.S.5 Reference
substances Specification of a primary reference
standard for quantification Appearance, Visual
examination: white powder Specification of a
reference standard for quantification Appearance,
Visual examination: white powder
3anponoHoBaHo: V03 27.06.2014 3.2.S.5
Reference substances Specification of a primary
reference standard for quantification Appearance,
Visual examination: white to tan powder
Specification of a reference standard for
guantification Appearance, Visual examination:
white to tan powder -3miHu | TMny - 3MiHK 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo fonycTuMmnX Mex,
BM3HAYeHUX y cneyudikauisix Ha Adl, abo
BUXiQHWIA/NPOMDKHWIA NpOAYKT/pearexT, Wo
BVKOPVCTOBYIOTbCS Y Npoueci BupobHuutea AdI
(monoBHeHHS cnevmdikaLii HOBUM MNOKa3HUKOM
AKOCTI Ta BiANOBIAHNM METOA0M BUMNPOBYBaHHS) -
OHoBeHO MOHorpadito «MepBUHHNIA eTasTOHHWA
CTaHZapT A1 KiNIbKICHOTO BU3HAYEeHHS AN1s
hapmaLeBTUYHKX Ljineli» Ans eTa/loHHOT
peyoBuHN BepbeHasliHy Ta A0faHO AeKibka TecTiB
[0 crneumndikayii BepbeHaniHy Sk eTasIOHHOro
CcTaHZapTy A1 KiNbKiICHOTO BU3HAYEHHS.
3arBepmkeHo: Monograph verbenalin B PY MO
015/02 3.2.S.5 Reference substances
Specification for a reference standard for
quantification Content: HPLC, B PY PM 075/01:
=280%
3anponoHoBaHo: Monograph verbenalin V04
17.09.2014 3.2.S.5 Reference substances
Content: Water, Karl Fischer method Ph. Eur.

Eur. 2.4.24 or 2.2.28: <1% Inorganic impurities,

2.5.12 or 2.5.32: <5% Residual solvents, GC Ph.
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OES, ICP-MS, ion-chromatography: <2%
Chromatographic purity, B PY PM 018/02 HPLC
100% peak area: =290% Chromatographic purity
(CP), BPY PM 019/01 HPLC 100% peak area:
>90% -3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA

nikapcbkuii 3aci6. KOHTPOb rOTOBOTO J1iKapcbKoro
3acoby. 3miHa y MeToAax BUNpobyBaHHS roToBOro
nikapcbKoro 3acoby (iHLi 3MiHM y MeToAax
BMNPOGYBaHb (BK/IOYaOUM 3amiHy abo
[OMOBHEHHS)) - AHaniTyHWiA metog B PY PM 122
NS KiNbKICHOTrO BU3HAYEHHS PO3MapuHOBOT
KMCNoTU 6yB 3MiHeHW1 Ha B PY PM 711/01.
[JloTenep el MeToA 3aCTOCOBYBaBCS A/
KiNbKICHOTO BM3HAYeHHSA PO3MapUHOBOI KNCNOTW B
Tabnetkax KaHehpoH, BKpUTUX 06OSIOHKOIO, i
nvcTi po3mapuHy. Hosuii metoa B PY PM 692/01
3aCTOCOBYETLCSA NuLe Ao TabneTok KaHedpoH,

BKPUTMX 060/I0HKOK. BBEAEHHSA 3MiH /15

NOKPaLLEeHHS PO3AiNIEHHS PEYOBWH Ha KOMOHL. -
3aTtBepmxeHo: 3.2.P.5.1 Specification Assay
Rosmarinic acid — B PY PM 122/04: 0,13 — 0,36
(mg/coated tablet) 3.2.P.5.1 Specification Assay
Rosemary leaves, calculated via rosmarinic acid —
B PY PM 122/04: 90-110% 3anponoHOBaHo:
3.2.P.5.1 Specification Assay Rosmarinic acid — B
PY PM 692/02: 0.13 — 0.36 (mg/coated tablet)
3.2.P.5.1 Specification Assay Rosemary leaves,
calculated via rosmarinic acid — B PY PM 122/04:
95-105 (%) -3MiHu | TUNYy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (f0NoBHeHHA cneuudikauii
HOBMM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BUNPO6YBaHHSA) - [JONOBHEHHS crieundikaL,i
roTOBOro nikapcbkoro 3acoby KaHedpoH H,
TabneTku, BKPMTi 060IOHKOK HOBMM MOKA3HNKOM 3
BiNOBIAHUM METOA0M BUNPOGYBaHHS:
aHaniTM4HKin metog B PY PM 714/01 ans
KifIbKICHOTO BU3HaYeHHs1 hepy/10BOi KMCIOTU.
depynosa k1cnoTa, pospaxosaHa yepes
i3ocpepynosy kucnoty: 0,004-0,031 [mr/Tabnetka,
BKpuTa 060/10HKOI] KopiHHS ntobuctky (Radix
Levistici), po3paxoBaHuii Yepes chepynoBy
KncnoTty: 95-105 [%] -3MiHn | Tuny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
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nikapcbKoro 3acoby (A0NoBHEHHS crieumdikawi
HOBUM MOKa3HUKOM 3 Bi4MOBIAHUM METOAO0M
BUNPOo6YBaHHSA) - [I0NOBHEHHSA cneundikauii
roTOBOrO Jlikapcbkoro 3acoby KaHedpoH H,
TabneTku, BKPUTi 060IOHKOK HOBUM MOKA3HNKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHS:
aHanliTMuHuiA meTog B PY PM 716/01 gns
KiNbKiCHOTro BU3HaYeHHA cBepTiaMapuiHy.
CeepTiaMapuH, po3paxoBaHuii Yepe3 Bep6eHaUTiH:
0,037 — 1,810 [mr/TabneTka, BKpUTa 060/10HKOH0]
TpaBa 30notoTucavHuka (Herba Centaurii),
po3paxoBaHa yepe3 ceepTiamapuH: 95-105 [%] -
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KoHTposib roToBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(oonoBHeHHs cneumdikaLii HOBYM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
JlonoBHeHHSA cneuudikaLii roTOBOro NikapCbKoro
3acoby KaHedhpoH H, TabneTtku, BKpuTi
060/10HKOK HOBVM MOKa3HWKOM 3 BifMoBigHUM
MeTOAOM BUNPO6YBaHHSA: aHaliTUYHUIA meToa B
PY PM 119/02 ineHTudikauis 3010TOTUCAYHMKA
Tpasu (Herba Centaurii), ripkotu, TLX. -3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo gonycTuMmx
MEX roTOBOrO /1iKapCbKOro 3acoby (40MOBHEHHS
cneumaikalii HOBUM NOKAa3HUKOM 3 BifNOBIAHNM
MeTO0M BUNPOOYBaHHS)
JlonoBHeHHSA cneuudikaLii roTOBOro NikapCbKoro
3acoby KaHedhpoH H, TabneTtku, BKpUTi
060/10HKOK HOBVM MOKa3HWKOM 3 BifMoBigHUM
MEeTOAOM BUNPOBGYBaHHSA: aHaliTUYHUIA MeToa B
PY PM 118/02 igeHTudpikauis KopeHns ltobuctka
(Radix Levistici) Ta /lucta Po3mapuHy (Folia
Rosmarini), edoipHi onii, TLWX. - 3miHu | Tvny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUA 3aci6.
3MiHa y MeTogax BunpobyBaHHA NEPBUHHOI
YyNaKoBKM rOTOBOrO J1iKapCbKOro 3acoby (iHLWi 3MiHK
y MeTogax BunpobyBaHb (BK/IOYaoUM 3amiHy abo
JopasaHHs)) - MNepeBipka TekcTy/MakeTa GinbLue
He NPOBOANTLCS SK Bi3yaslbHUIA TECT NEPCOHAIOM
nab6opartopii. 115 NOpiBHAHHA TEKCTY Ha
aOMIHIEBIV hONb3i 3 ETASIOHHNM J,OKYMEHTOM
BUKOPWCTOBYETLCA CUCTEMA NOPIBHAHHSA
306paxeHb. 3aTtBepakeHo: PM-F-Alu-V03 3.2.P.7
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Container Closure System Text/layout, visual test:
according to requirements. 3anponoHoBaHo: PM-
F-Alu-V04 3.2.P.7 Container Closure System
Text/layout, digital test against reference
document: must comply with the requirements -
3MiHun | TNy - 3MiHK 3 AKOCTI. FTOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHWiA
3aci6. 3miHa napameTpiB cnewudikauiin Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOrO
nikapcbKoro 3acoby (AONOBHEHHs cneuudikauii
HOBWM MOKa3HNKOM 3 BifMoOBiAHUM METOAO0M
BUNPOBYBaHHS) - BisyasibHWIA TECT Ha LiMiCHICTb
anioMiHieBOT hosbrn 6yB AoaaHUl SK AOAATKOBUIA
napameTp y cneuudikauii BUNycky antomiHieBol
6nicTepHoi donbr - 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
noctayasibHuKa nakysasibHUX martepianis abo
KOMMNIEKTYIUNX (AKLLO 3a3HAa4YEHO B OCHE)
(3amiHa abo foAaBaHHS NocTavasibHUKa) -
[ofaBaHHA nocTavyaibHUKa antoMiHieBOT obrn
«Schliter Print Pharma Packaging GmbH». -
3MiHu | TNy - 3MiHKM 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaaTHoCTi abo yMmoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHW) - TepMiH
36epiraHHsA Bulk npoaykTy nofoBxeHo Ao 12
MicsALIB. Y 3B'A3Ky 3i 3MiHOI TepMiHy 36epiraHHs
OHOBJIEHO BUPOGHMYKMiA onvc A PD HV 630/01 -
3MiHun | TNy - 3MiHK 3 AKOCTI. FTOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKynopoBabHWIA
3aci6. 3MiHa y NepBUHHIl ynakoBL,i r0TOBOro
NikapcbKoro 3acoby (SKICHWIA Ta KinbKiCHWIA cknag)
- TBepai nikapcbki hopmmn - OCHOBHWIA
nakyBasbHWUIA MaTepian ans npoaykTty in bulk 6yno
3MiHeHO 3 big-bags, BurotosneHux i3
noninponineHoBoi TkaHWHW, Ha big-bags,
BWUrOTOB/IEHI 3 MONINPONINEHY 3 NOMIETUIEHOBO
BCTaBKO0. -3MiHM | TUNY - 3MiHW 3 IKOCTi. FOTOBWIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6. 3miHa
noctayasibHuKa nakysasibHUX martepianis abo
KOMMNIEKTYUNX (AKLLO 3a3Ha4YEHO B OCLE)
(BMnyyeHHs nocTavasibHuKa) - OHOB/IEHHSA
pokymeHTauii B p. 3.2.P.7, NBX-NBAX nnisku gns
Bionorica SE - 3miHu | TMny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHuii 3aci6. 3MiHa
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napameTpiB cneuudikauii Ta/abo AonycTuMmx
MeX NepBVHHOT YMakoBKM rOTOBOrO NiKapCbKOro
3aco6y (A0NOBHEHHS cnevuyndikalii HoBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAOM
BUNpo6yBaHHS) - NMepepobneHHs foKyMeHTaLii Ha
PVC/PVDC nniBKy Ta OHOBNEHHS crieumdikawi
Bionorica. 3atBepmxeHo: 3.2.P.7.2.1 — PVDC-foil
PM-F-PVC-120g-A-V01 3anponoHoBaHo:
3.2.P.7.2.1 — PVDC-foil PM-F-PVC-120g-A-V03 -
3miHu | TNy - 3miHK 3 AkocTi. APl BupobHnUTBO.
3MiHa BUPOGHMKa BUXIiAHOTO/MPOMIXHOrO
NpoayKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKa
(BkntOYaun, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTpoOnto skocTi) APl (3a BigCyTHOCTI
cepTuddikaTa BiANOBIAHOCTI EBPONENChkili
hapmakonei y 3aTBepyKeHOMY [0CbE)(3MiHN A0
3axofiB, NoB'sA3aHMX 3 KOHTponem A®l, abo
[ofaBaHHA fiNbHULI, Ae NPOBOAUTLCSA
KOHTPONb/BUNPOBYBaHHSA cepil) - KOHTpakTHa
nab6opartopis «Phytos Labor fir Analytik von
Arzneimitteln GmbH & Co. KG» 3MiHuna Ha3By Ta
aapecy. 3atBepaxeHo: 3.2.S.2.1 Manufacturers
Phytos Labor fur Analytik von Arzneimitteln GmbH
& Co. KG Leidnitzstr.9 89231 Ntu-ulm
3anponoHoBaHo: 3.2.S.2.1 Manufacturers GBA
Phfrma GmbH Ernst-Abbe-Stral3e 40 89079 Ulm,
Germany 3MiHu | TURy - AQMIHICTPATVBHI 3MiHW.
3miHa HaliMeHyBaHHS Ta/abo afgpecu micus
NPOBaPKEHHA AiSNIbHOCTI BUPO6HUKA (BKIHOYAOUM,
3a HeObXiAHOCTI, MicLie NPOBEAEHHS KOHTPOTIO
SIKOCTi), @60 BnacHvKa mactep-gpaiina Ha Adl, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHMUTBI AP (AKLLO
3a3HaYeHo Y [0ChE Ha NikapcbKuii 3aci6) 3a
BiICYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUPOOHMKA HOBOI fONOMIXKHOT
PeyOoBMHM (SKLLLO 3a3HAYeHO Y [0CbE) KOHTpakTHa
nab6oparopis «Labor L+S AG» 3MmiHWNa Ha3By Ha
«Labor LS SE & Co. KG.»
3arBepmkeHo: 3.2.S.2.1 Manufacturers Labor L+S
AG Mangelsfeld 4,5,6 97708 Bad Bocklet-
Grof3enbrach, Germany 3.2.P.3.1 Manufacturers
Labor L+S AG Mangelsfeld 4,5,6 97708 Bad
Bocklet-GroRRenbrach, Germany 3anponoHoBaHo:
3.2.S.2.1 Manufacturers Labor LS SE & Co. KG
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GroRRenbrach, Germany 3.2.P.3.1 Manufacturers
Labor LS SE & Co. KG Mangelsfeld 4,5,6 97708
Bad Bocklet-GroRenbrach, Germany - 3MmiHn |
TMny - 3MiHK 3 SiKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
3MiHN Yy BUPOGHMUTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHULL BUPOOHNLTBA 4718 YaCTUHN
a60 BCbOro BUPOGHMYOro NpoLiecy roToBOro
nikapcbKoro 3acoby (AiNbHNULSA, Ha SAKIA
npoBoAATbLCS 6yAb-AKi BUPOOHUYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HeCTepuIbHUX NikapcbKkrx 3acobiB) - BBegeHHs
BMpo6HUKa Bisenibxose MM6X, HiMevunHa, sk
[04aTKOBOT AiNbHULI BUpoGHMLTBA in bulk
NpoAyKTY nikapcbkoro 3acoby KaHedpoH,
Tabs1eTku, BKPUTI 060/IOHKOIO Ta 3a3HauYeHHs
BMpO6HUKa in bulk npoaykTy PoTtTeHgopd ®apma
MM6X, HimeyunHa y peecTpauiiiHoMy nocBig4YeHHi
3rigHO A0 MaTepianiB peecTpauiiHoro AOCkLE. -
3aTBepakeHo: BupobHuk, kpaiHa: BioHopuka CE,
HimeuunHa/Bionorica SE, Germany
3anponoHoBaHo: BupobHuk(n): MepsBuHHe Ta
BTOPUHHE NakKyBaHHSA, KOHTPO/Ib Ta BUMNYCK cepil:
BioHopuika CE, KepxeHwTeliHepwTpacce, 11-15,
92318, M. HolimapkT, HimeuuunHa - Bionorica SE,
Kerschensteinerstrasse, 11-15, 92318 Neumarkt,
Germany - Bupo6Huytso in-bulk: Pottengopd
dapma 'mbX, OcTteHbenbaep LTtpacce, 51-61,
59320, EHHirepnox, HimeyunHa - Rottendorf
Pharma GmbH, Ostenfelder Strasse 51-61, 59320
Ennigerloh, Germany - Bisenbxose Mm6X,
[bopHebpiHk, 19, 49479 166eH60peH, HimeuunHa;
lnbpewTpacce, 39, 49477 166eH60peH,
HimeuumnHa - Wiewelhove GmbH, Doernebrink, 19,
49479 Ibbenbueren, Germany; Gildestrasse, 39,
49477 Ibbenbueren, Germany- 3miHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nnikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO /iKapCbKoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOTO NiKAPCbKOro
3acoby (He3HayHa 3MiHa Y 3aTBepPKEHNX
mMeTofax BunpobyBaHHs) - MeTog TecTyBaHHs
3a/IMLLKOBMX PO3YMHHUKIB Y NikapcbkoMy 3acobi,
SIKWIA 3acTocoBYE koMnaHisi Phytolab GmbH & Co.
KG oHoBnieHo 3 SOP 805764, sunyck 3 Ha SOP
805764, Bunyck 4 - 3MiHu | Tuny - AgMiHICTPaTVBHI
3MiHW. BuUnyyeHHs BUpOOHUYOT AiNbHULL

(BKnrovatoum ginbHuui Ans A®Il, npoMixHoro

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
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Mangelsfeld 4,5,6 97708 Bad Bocklet-
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npoaykTy abo roToBoro sikapcbkoro 3acoby,
LOinbHUL 4N NPOBeAEHHA nakyBaHHSA, BUPOOHMKa,
BiANOBIAa/ILHOIO 3a BUMYCK cepili, MicLe
NpoBefEeHHS KOHTPOJIH cepii) abo nocTavasibHUKa
BUXiAHOrO Matepiasty, peareHTy abo [0noMiXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE) - BuaaneHHs
BMPOGHUWYOI AinbHuui Dragenopharm Apotheker
Pischl GmbH nikapcbkoro 3acoby KaHedpoH,
TabneTkn, BKpUTIi 06010HKOK- 3MiHK | TUNY - 3MiHK
3 AKocTi. FoToBMIA Nnikapcbkuid 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npugaTHoCcTi abo ymoBax
36epiraHHs roToBOro NikapCbKOro 3acoby
(3MEHLLEHHSA TepMiHy NpUAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 15 TOproBoi ynakoBKy -
TepmiH NpuaaTHOCTI rOTOBOro npenapary
KaHedbpoH, TabneTku, BKpUTi 060/IOHKOH,
CKOPOUYETbCA A0 3 POKIB. - 3aTBEpMKeHO: TepMiH
npugartHocTi. 4 poku. He 3acTocoByBaTy npenapar
nicns 3akiHueHHs TepMiHy NpUaaTHOCTI,
3a3Ha4yeHoro Ha ynakosuj. TepMiH npuaaTHOCTI
BM3HA4aE 3aCTOCyBaHHA npenapaTty [0
OCTaHHbOr0 HA MicAUA. 3anponoHoBaHo: TepMiH
npuaaTtHocTi. 3 pokn. He 3acTocoByBat nicns
3aKiHYEeHHs TepMiHy NPUAATHOCTI, BKa3aHoro Ha
ynakoBLji. TepMiH 3aCTOCyBaHHs BU3Ha4Yae
3aCTOCyBaHHA npenaparty A0 OCTaHHbOro AHSA
Micaus.
3MiHN BHECeHi B po3ain "TepmiH npugaTHocTi” B
IHCTPYKLUiO NS MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeefeHHA 3MiH NpOTArom 6-
TN MiCALIB NiCNA 3aTBEPMKEHHS. - 3MiHM | Tumy -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMMX
MeX rOTOBOro NiKapCbKoro 3acoby (f0NOBHEHHS
abo 3aMiHa NokasHuKa cnevumdikayii 3a
pe3ynbTatamu JocnimpkeHb 3 6e3nekn abo AKocTi
(32 BUHATKOM NiKapcbkux 3acobis
6i010r4HOr0/iMyHONOrYHOrO MOXOMKEHHS)) -
BunpobyBaHHA Ha ankanoigu niponisuavHy 6yno
BK/IIOYEHO A0 creuudikaLii roToBoro nikapcbkoro
3aco6y A/19 BUKOHaHHSA BUMOT «Public statement
on contamination of herbal medicinal
products/traditional herbal medicinal products with

pyrrolizidine alkaloids» EMA/HMPC/328782/2016).

- 3miHu | TMny - 3MiHKW 3 AKoCTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NEPBUHHOT YNaKoBKY rOTOBOrO NiKapCbKoro

3aco06y (3BY)XXEHHS AONYCTUMUX MEX, BU3HAYEHMNX
y cneyudpikauii) - B cneyudikauii antomiHieBoi
6nicTepHoi (honbry BiAOYBaETLCA OHOB/IEHHS
aHaNiTUYHKX KPUTEpIiB NPUAHATHOCTI.
3arBepmkeHo: 3.2.P.7 Container Closure system
Aluminium foil Release specification: PM-F-ALU-
V04 Identity Aluminium foil, visual test: complies
3anponoHosaHo: 3.2.P.7 Container Closure
system Aluminium foil Release specification: PM-
F-ALF-V02 Identity Aluminium foil, visual test:
silver foil, matt printed side, shiny sealing side -
3MiHu | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUI
3aci6. 3miHa napameTpiB cneyudikauii Ta/abo
[0NyCTUMUX MEX MEPBUHHOI YNakoBKV roTOBOro
nNikapcbkoro 3acoby (40NOBHEHHS cnevmdikauii
HOBWM MOKA3HNKOM 3 BiAMOBIAHNUM METOAOM
BMNPO6YBaHHA)J0NOBHEHHS cnevumdikau;ii
atoMiHIiEBOT H6M1icTepHOI honbrv B po3aini
«BusHaueHHsA» HOBMMY napameTpamu. Kpim Toro,
y po3gini «laeHTudikauis» goaaHo TECTOBMI
napameTp «ldentity-IR». 3aTtBepgxeHo: 3.2.P.7
Container closure system Release specification:
PM-F-ALU-V04 3anponoHoBaHo: Container
closure system Release specification: PM-F-ALF-
V02 Definition Thickness of aluminium foil: 20 + 16
um Material: Aluminium min. 98.1% Heat seal
lacquer: Vinyl-acrylate (7.0 £ 1.0 g/m?) The
materials comply with the valid European
requirements EC Regulation No 1935/2004, EC
Regulation No 2023/2006, Directive 94/62EC and
EMA Guideline EMA/410/01. Identity Identity — IR;
B PY PM 627/01: must comply with the
requirements.- 3MiHu | TUNY - 3MiHKX 3 SKOCTI.
[oToBMIA nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MeX NepBUHHOI YakoBKM rOTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHK) - Kputepili npuiAHATHOCTI
napameTpa «ToBLUMHa» y cnevuudikadil
MBX/MBAX-nniBKM 3MiIHEHO 3a MeXamu
3aTBEPKEHOr0 rPaHNYHOTO AianasoHy. Y
NOTOYHIN CXxeMi po3paxyHKy 3arasibHa Maca
MOKPUTTA/NamiHyBaHHS, BK/TIOHa0UM Macy

TPYHTOBKYM Ta afiresunsy y BUNazaKy 6aratollapoBol

NAiBKOBOI CTPYKTYpW, He 6yna NoBHICTIO




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
BijobpakeHa. 3MIHIOETLCS KpUTEPIi

NPUIAHATHOCTI, ane He skicTb MBX-MBAX-nniBku.
3arBepmkeHo: 3.2.P.7 Container closure system
PVC-PVDC-foil Specification by Bionorica SE PM-
F-PVC-120g-A-V03 General characteristics
Thickness; DIN 53370: 306-338 [um] -
3anponoHoBaHo: 3.2.P.7 Container closure system
PVC-PVDC-foil Specification by Bionorica SE PM-
F-PVC-120g-A-V04 General characteristics
Thickness; DIN 53370: 307-339 [um] - 3miHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUA 3aci6.
3MiHa y MeTogax BunpobyBaHHA NEPBUHHOI
YNaKoBKM rOTOBOTO J1iKapCbKOro 3acoby (iHLWi 3MiHK
y MeTogax BunpobyBaHb (BK/IOYaoUM 3amiHy abo
O0faBaHHsA)) -3MiHM WOoA0 NePEBIPKU PO3MIpiB
aIlOMiHIEBOT (DOJbIN; pefaKLiiiHi 3MiHW.
3arBepmkeHo: 3.2.P.7 Container closure system
Release specification: PM-F-ALU-V04 Additional
tests Dimensions; metric, sliding calliper: must
comply with the requirements - 3anponoHoBaHo:
3.2.P.7 Container closure system Release
specification: PM-F-ALF-V02 Additional tests
Dimensions; metric, plotting scale: must comply
with the requirements -3minu | TNy - 3miHn 3
skocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa
noctavasibHvKa nakyBasjibHUX MaTepianis abo
KOMMNAEKTYUNX (AKLO0 3a3Ha4Y€HO B AOCHE)
(BNYyYeHHs nocTavaibHuKa) - OHOBIEHHSA
nokymeHTauii B p. 3.2.P.7, AntomiHieBa donbra
ons Bionorica SE.b 3aTBepaxeHo: 3.2.P.7
Container closure system Aluminium foil
Specification by Bionorica SE PM-F-ALU-V04
Supplier Constantia Nusser GmbH -Specification -
IR-spectrum of heat seal lacquer -Declaration of
compliance Supplier Constantia Patz GmbH -
Specification and declaration of compliance -IR-
spectrum of heat seal lacquer Supplier Schliter
Print Pharma Packaging GmbH -Specification -IR-
spectrum of heat seal lacquer -Declaration of
compliance
3anponoHoBaHo: 3.2.P.7 Container closure system
Aluminium foil Specification by Bionorica SE PM-
F-ALF-V02 Certificates of analysis by Bionorica SE
IR spectrum of heat seal lacquer (exemplary)

Declaration of conformity by Bionorica SE Identity

Test Method Description — B PY PM 627
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
Validation Report for B PY PM 627- 3miHu | Tuny -
3MiHY 3 gKocTi. A®l. KoHTponb A®I. 3miHa y

mMeTofax BunpobysaHHs A®l abo BUXiAHOTO
mMarepiany/MpoMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpobHuuTBa AdI
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToaax
BMNpPoOYyBaHHSA) - MeTog TecTyBaHHs
ahnaToKCUHIB Y POCMHHKX cybeTaHuisx Centaurii
herba Ta Rosmarini folium 6yno oHoBneHo Ta
nepeHymMepoBaHo Yyepe3 BHYTPILLHI NPUYMHN B
KOHTpakTHiIii nabopaTtopii Phytolab GmbH & Co.
KG.
3aTtBeppxeHo: 3.2.S.4.1 Specification(s) 2044001-
167CAN-DE-V003 2043901-167CAN-DE-V003
Aflatoxin B1; test instruction No. PV.11.P019_03
or SOP 805025, issue 2: <=2 [ug/kg] Aflatoxins
sum (B1, B2, G1, G2): Test instruction No.
PV.11.P019_03 or SOP 805025, issue 2: <=4
[ng/kg] 3.2.S.4.2 Analytical Procedures SOP
805025, issue 2, Phytolab GmbH & Co. KG
3.2.S.4.3 Validation of analytical procedures PV
805050_leaf Val.doc, issue 2, Phytolab GmbH &
Co. KG 3anponoHoBaHo: 3.2.S.4.1 Specification(s)
2044001-167CAN-DE-V004 2043901-167CAN-
DE-V004 Aflatoxin B1; test instruction No.
PV.11.P019_03 or SOP 805026, issue 1: <=2
[ng/kg] Aflatoxins sum (B1, B2, G1, G2): Test
instruction No. PV.11.P019 03 or SOP 805026,
issue 1: <=4 [ug/kg] 3.2.S.4.2 Analytical
Procedures Test method 805026, issue 1,
Phytolab GmbH & Co. KG 3.2.S.4.3 Validation of
analytical procedures VR to test method 805026,
issue 1, Phytolab GmbH & Co. KG - 3miHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapCbkuiA 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby (iHLwi
3MiHW) - BKIoYeHHs cneumdikauii Ha TepmiH
36epiraHHsa B MKA /13 - 3MiHn | Tuny - 3miHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /liKapCbKOro 3acoby
(BnnyyeHHs meToAy BMMPOBYBaHHSA, SKLLO BXe
3aTBEPLXEHNI anbTepHaTUBHUI MeTos) -
BunyyeHHs 3aTtBeppkeHoro Metoay
BMNPOGYBaHHS «Br3HaUYeHHS 3aranbHOI KiJIbKOCTi
nonicheHonNiB», Tak ik BBEAEHWUIA iHLLIWIA
anbTepHaTUBHUI MeTOZ, BUNPOGYBaHHS. - 3MiHu |

TMny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

ymoBax 36epiraHHsi rOTOBOrO JlikapCbKoro 3acoby

(3miHa B ymMOBax 36epiraHHs roTOBOrO J1iKapCbKOro
3aco6y abo nicnst PO3YNHEHHA/BILHOBNEHHS) -

3miHa B ymoBax 36epiraHHsi roTOBOrO J1ikapCbKOro
3acoby. 3aTBepaXeHo: 36epiraTv B opuriHasibHil
ynakoBLji y HefoCTynHOMY AnS Aitei micui. Ans
LibOro fikapcbKoro npenapary He noTpibHi 6yapb-
AKi cnevjanbHi TeMnepaTypHi ymoBy 36epiraHHs
3anponoHoBaHo: 36epirati npu Temneparypi He
Bue 30°C.

89.

KAHTAB

Tabnetku, no 16 mr
no 14 TabneTtok y
6nicTepi; no 2, abo
4, abo no 6
6nictepiB y
KapTOHHIA ynakoBL,i

HOBE/
INAY CAHAI
BE
TIIXKAPET
A.LL.

TypeyuunH
a

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeuyunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-chaiina cuctemm hapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganbHOT
3a hapmakoHarnag,

[itoua pepakuin: R. Ayse Cetin. MponoHoBaHa
pepakuisi: Kevser Cure. 3MiHa KOHTaKTHWUX JaHUX
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
hapMakoHarnsg. 3miHa Micus 34iCHEeHHS
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/13920/01/02

90.

KAHTAB

Tabnetku, no 32 mr
no 14 tabneTtok y
6nictepi; no 2, abo
4, abo no 6
6nictepiB y
KapTOHHI ynakosL,i

HOBE/
INAY CAHAT
BE
TIIXKAPET
ALl

TypeyunH
a

HOBE/N INAY
CAHAI BE
TIIKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
MacTep-haiina cuctemu chapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6UM 3a5BHMKA, BifgnoBiganbHOI

3a
peyenmom

UA/13921/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3a hapmakoHarnag,.

[itova pepakuis: R. Ayse Cetin. lNMponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
thapmakoHarnsag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fifi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MicLe3Hax0o[KEHHS MacTep-aiina cnuctemm
chapmakoHarnsgy

91.

KAHTAB

TabneTku, no 8 mr
no 14 tabnetok y
6nictepi; no 2, abo
4,abono7
6nicTtepiB y
KapTOHHIA ynakoBLi

HOBE/
INAY CAHAT
BE
TIOIKAPET
AL

TypeyuunH
a

HOBE/N INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa ANa 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNOBIga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, Bi4NOBIgaNbHOI
3a thapmakoHarnsg,.

[itoua pepakuis: R. Ayse Cetin. MponoHoBaHa
pefakuis: Kevser Cure. 3MiHa KOHTaKTHUX aHnX
YNOBHOBaXXEHOT 0CO6MU, BigNOBiga1bHOI 3a
thapmakoHarnag. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
chapmakoHarnsgy

3a
peyerimom

UA/13920/01/01

92.

KAMTOMPEC
12,5 -
JAPHULA

Tabnetku, no 10
Tabnetok y
KOHTYPHIi
YapyHKoBIl
ynakosi, no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nauLli

MpAT
"®bapmauesT
nyHa chipma

"fNapHuus"”

YKpaiHa

MpAT
"papmaLeBTUYHa
hipma "dapHnus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
ab0 5K pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHDb,
npoBefeHNX BiAMOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpraHom) -
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS fiKapcbKoro 3acoby Ao po3ainis
"Oco6mBocTi 3acTocyBaHHA" Ta "MMo6iyHI peakuii™
BiNOBIAHO 4O OHOBMEHOI iHChopMal,ii LWoao

3a
peyenmom

He
nionsieae

UA/8156/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
6e3nekn 3acTocyBaHHS Ail040i PeYOBUHU 3TigHO 3
pekomeHgauieto PRAC.
TepMmiH BBEAEHHSA 3MiH - MPOTAroM 6 Micauis nicns
3aTBEPMKEHHS.
93. | KANTOMPEC- | TabneTtku, no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/8156/01/02
AAPHULUA Tabnetoky "®bapmauesT "papmaLeBTUiHa 3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom | nions2ae
KOHTYPHIi n4yHa chipma tipma "AapHuusa” Ta chapmakoHarnsgy. 3miHa y KopoTkiii
YapyHKOBIl "OapHuus” XapakTepucTuL NikapcbKoro 3acoby, TekcTi
ynakosui, no 2 MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
KOHTYPHI YapyHKOBI 3acTocyBaHHS Ha MigcTasi perysspHo
ynakoBKU B navi OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpPraHom) -
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS MiKapcbKoro 3acoby Ao po3ginis
"Oco6mBocTi 3acTocyBaHHA" Ta "Mo6iyHI peakuii™
Bi4NOBIAHO 4O OHOBMEHOI iHChopMaLii LWoao
6e3nekn 3acTocyBaHHS Ail040i PeYOBUHU 3TigHO 3
pekomeHpauieto PRAC.
TepmiH BBEAEHHS 3MiH - MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS
94. | KAPBOMJIAT | KoHueHTpaT ans TOB «TeBa Ykpaina BUPOBHULTBO HigepnaHnan BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/14502/01/01
NH-TEBA pO3YuHy Ans YkpaiHa» Hepo3dacoBaHoro / Xopsaris 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
iHcpys3iiA, 10 mr/mn, NPOAYKTY, 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
no 5 mn, 15 mn, 45 nepBrHHE Ta 3miHa napameTpiB cneyudikaii Ta/abo
M1 a6o 60 mMny BTOPUHHE A0NYyCTUMMX MEX FOTOBOFO JiKapCbKOro 3acoby
donakoHi, no 1 nakyBaHHs, (oonoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM 3

hnakoHy B KOPOOL

KOHTPO/b cepil,
[03BiNT Ha BUMYCK
cepii:
dapmaxemi b.B.,
HigepnaHngm
KOHTPO/b cepii:
MNIBA XpBatcka
[.0.0., XopsarTis

Bi4NOBIAHMM METOLOM BUNPOOYBaHHS)
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
«MeXaHiYHi BKNHOYEHHS: BUAUMI YaCTUHKN»
BiANOBIAHO A0 E€®. AK HACNIAOK BHECEHHS 3MiH 3a
nokasH1koM «Onunc» Ta BHECEHO YTOYHEHHS LLIOAO
Ha3Bu MeToAy BMNPobyBaHHA «MexaHiuHi
BK/IIOYEHHS (HEBUAMMI YaCTKM)» 3rigHO 3
NPUAHATOI0 B YMHHIN pegakuii APY - «MexaHiuHi
BK/IIOYEHHSA (HEBUANMI YACTUHKN)».

[itova pegaxkuis Cneuucpikauis MapameTtpu
Bumorn AHanituuHi metoavku Bunyck TepMiH
npugaTHocTi 30BHILLHIV BUrNAA
Onuc Mpo3opwuii, 6e36apBHUiA a60 6/1iL0-XOBTWIA
PO34uH, MPaKTMYHO 6e3 BKIYEHb. MNpo3opuii,
6e36apBHUIi ab0o 6/1if0-XXOBTUIA PO3UNH,
NPaKkTUYHO 6e3 BK/IKOUEHb. BidyanbHWil KOHTPOb
(...) Bunpo6ysaHHs (....) MNpo3sopicTb MNpo3opwuii
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

He iHTEHCUBHILLE, HiX eTaU1I0H NOpIBHAHHSA | EBp.
. 2.2.1 MexaHiyHi BK/IOYEHHS (HEBUAWMI YaCTKK)
> 25 mMkm = 10 mkMm < 600 yacTok/chnakoH< 6000
yacTok/chnakoH < 600 yacTok/dpriakoH < 6000
yacTtok/dnakoH €sp. . 2.9.19 (...) NponoHoBaHa
pepakuis Cneuucpikauis MapameTpu Bumorn
AHaniTuyHi Metoavkv Bunyck TepmiH npuaaTHoCTI
30BHiLLHIl BUrnsag Onvc BesbapeHuii abo 6nigo-
XOBTUIA po34unH. Be3bapsBHWit abo 61if0-XOBTHI
pO3uuH. BizyanbHuii KOHTpOsb
(...) Bunpob6yBaHHs (....) Mpo3opicTb Mpo3opwuii
Mpo3sopuii €Bp. . 2.2.1 MexaHiuyHi BKIOYEHHS
(BUAMMI YaCTUHKM)

Be3 cTopoHHIX YacTok Be3 CTOPOHHIX YacTok €Bp.
. 2.9.20 MexaHiuHi BKIOYEHHS (HeBMAMMI
YacTWHKK) = 25 MKM = 10 MKM
< 600 yacTok/chnakoH < 6000 yacTok/dnakoH <
600 vacTok/dpnakoH < 6000 yacTok/chnakoH €sp.
$.2.9.19¢(...)
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mikapcbka popma” (OCHOBHI thi3nKO-XiMiYHi
BNacTUBOCTI). BBeeHHSA 3MiH NPOTArom 6-Tu
MicALiB NicnsA 3aTBepKEHHA 3MiHM | TUny - 3MiHK
3 AKoCTi. FoTOBWIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLwi 3MiHW) 3MiHa KpUTepiiB
NPUIAHATHOCTI FOTOBOrO NiKapCbKoro 3acoby 3a
napameTpom «[po3opicTb» BiANOBIAHO f0 €D, a
came crneuudikauis Ans TepMiHy NPUAATHOCTI 3
METOH0 6ifbLL TOYHOIO OMUCY 30BHILLHLOTO
BUINSIAY FOTOBOTO NPOAYKTY (3aTBEPAXKEHO: He
IHTEHCVBHILLE, HX eTa/IOH MOPIBHAHHSA ;
3anponoHOBaHO: NPo3opuii). BBeaeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS.

95.

KNCEHb
MEAVNYHUI
rA30MN0AIBH
mn

ras, y ctTasieBux
6as10Hax 06'eMoMm
no2nno3nno5
n,no 10 n, no 20 n,
no 33 1, no 40 n, no
50 n, y rpynax
6anoHiB 06'eMoM
600 n (50 nx 12), B
TOMIHIEBUX
6anoHax 06'eMoM
no2n,no5n,nol0
n

MpueBatHe
akuioHepHe
TOBapUCTBO

"Ninge as

YkpaiHa"

YkpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO
"Ninge Mas
YKpaiHa",
YkpaiHa
KuiBcbka doinist
MpuBaTHoOro
aKLioHepHoro
ToBapucTea
"Ninge ras
YKpaiHa",

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3akynoploBasbHuWi
3aci6. 3MiHa po3mipy ynakoBKu roToBOro
NikapcbKoro 3acoby (BUyYEHHS YNakoBKV NEBHOrO
PO3Mipy) BUYYEHHS CTasieBUX 6a/loHIB 06'eMOM
noln,6n,8n,yrpynax 6anoHis o6'emom 480 n
(40 n x 12). 3miHM BHECEHI B po34in "Ynakoska" B
IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS y
3B'A3KY 3 BU/TYYEHHAM YMakoBOK MEBHOTO PO3Mipy
Ta K HacnigoK - BIANOBIAHI 3MiHN Y TeKCTi
MapKyBaHHS YNakoBKM JiKapCbKOro 3aco6y. 3MiHu

3a
peyenmom

He
nionsieae

UA/6447/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

YkpaiHa

| Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa po3mipy ynakoBKu roToBOro /ikapcbKoro
3acoby (3miHa macu/o6'emy BMICTy KOHTeliHepa
6araTof030B0ro NikapcbKoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHs (abo
0[IHOA030BOr0, YaCTKOBOIO BUKOPVCTaHHS))
BBEJEHHA [04aTKOBMX YNakoBOK, a came
aIloMiHieBUX 6as10HiB 06'emom no 2 n, 51, 10 11, 3
BiANOBIAHUMY 3MiHAMM Y P. «YNaKOBKa».
3MiHM BHECEHi B po34in "YnakoBka" B iHCTPYKLi0
ONA MeNYHOro 3acTOCyBaHHS Y 3B'A3KY 3
BBEEHHAM [0aTKOBMX YNaKkoBOK Ta Sk HaC/ifoK -
BiANOBIAHI 3MIHW Yy TEKCTi MapKyBaHHS ynakoBKU
Nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHW 3 SIKOCTI.
[oToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWii 3aci6. 3miHa y
NepBUHHIlA yNakoBLji rOTOBOrO Nikapcbkoro 3acoby
(iHLWi 3MiHW)

BBEJEHHA [04aTKOBMX YNakoBOK, a came
a/TloMiHiEBMNX 6anoHiB o6'emom no 2 1, 5 1, 10 n go
3aTBEPMAKEHNX CTasIeBUX 6anoHax 06'eMoM Mo 2
n,no3n,no5n,no 10 n, no 20 n, no 33 n, no 40
n, no 50 n, y rpynax 6anoHis o6'emom 600 11 (50 n
x 12). 3minu | TUNYy - 3MiHK Woa0
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM). 3MiHM BHeceHi y n.17. IHLWE TekcTy
MapKyBaHHS YNakoBKW NiKapCbkoro 3acoby.

96.

KNCNOTA
AMIHOKANP
OHOBA

PO34UH ANs iHQY3il,
50 mr/mn no 100 mn
y NASILWKaX CKASHUX

TOB "tOpisi-
Papm”

YKpaiHa

TOB "tOpia-®apm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TUNY: AAMIHICTPaTWBHI 3MiHU. BunyyeHHs
BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNMbHALI ANS

A®I, NpoMiXHOro nNpoaykTy abo rotoBoro
NiKapCbKoro 3acoby, AiNbHULI 4118 NPOBEAEHHS
nakyBaHHs, BUpOOHWMKa, BigNoBigasibHOro 3a
BWMYCK Cepiid, MicLie NPOBELEHHSI KOHTPOSHO cepii)
ab0 noctavasibHWKa BUXIAHOrO MaTepiasny,
peareHTy abo AOMOMIKXHOI PEHOBVHY (SIKLLO
3a3HayeHo Yy [10CbE) - BUTyYEHHS BUPOGHMKa AdI
KMCNOTU amiHokanpoHoBoi TOB "XimtexHonoris"
YkpaiHa (3aTBeppKeHnii BUPobHUK: Jiangsu
Yongan Pharmaceutical Co., Ltd., Kutait). 3minu |
TMNy: 3MiHW 3 AKOCTI. [OTOBWIA NiKapCbKuii 3acio.
Onuc Ta cknag (iHWi 3MiHW) - 3MiHa B po3aini
"Cknaf" a came BUNpasBieHHA NOMUIKK Npu
po3paxyHKy TEOPETUYHOI OCMOASIPHOCTI. 3MiHN
BHECEHO B iHCTPYKLt0 4151 MELUYHOIO
3aCTOCYyBaHHS Ta B KOPOTKY XapakTepucTuky
NiKapcbKoro 3acoby y po3aiim "OcHOBHI i3nKo-

3a
peyenmom

He
nionsieae

UA/2170/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

XiMiYHi BNacTBOCTI" LLOAO TEOPETUYHOI
OCMOJSAPHOCTI PO3UYUHY Ta K HACNIAOK - BiANOBIAHi
3MiHW Y TEKCTi MapKyBaHHS YNakoBKW.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEpPKEHHS . 3MiHM | TUNY: 3MiHM 3 AKOCTI.
loTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (f0NoBHeHHA cneuudikauii
HOBMM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNPO6YBaHHA). CynyTHA 3MiHa: 3MiHM 3 SIKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKkoro 3acoby. 3miHa y MeToAax
BMNPOGYBaHHSA rOTOBOrO NliKapcbKoro 3acoby (iHLwi
3MiHW) - JOAAaBaHHSA HOBOIO NOKa3HuKa
cneuyudikauii «OcmonanbHicTe» (Ph.Eur. 2.2.35) 3
HOpPMYBaHHSM Bifg, 625 MocMmonb/Kr go 765
MocCMOnb/Kr. 3MiHK | Tny: 3MiHu 3 sAkocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[ONYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby
(momoBHeHHs cneuudikallii HOBUM NMOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) - CynyTHSA
3MiHa: 3MiHW 3 SKOCTi. FOTOBWIA SlikapCbKuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3mMiHa y
MeTogax BUNpo6yBaHHSA rOTOBOTO MiKapCbKoro
3ac006y (iHLWi 3MiHK) - AoAaBaHHA HOBOrO
nokasHuka cneuudikauii "Pe4yoBuHu, o
BUABNAIOTLCA HiHrMApuHom" (Ph.Eur. 2.2.27) 3
HOPMYBaHHAM: 6yb-Aka [OMilLKa: He GinbLue
0,5%. BcTtaHoBneHWii KpUTEpIin NPUAHATHOCTI
Bignosigae HopMmyBaHHIO ans A®l, BignosigHO
MoHorpadii Ph.Eur. Aminocapronic acid. 3MmiHu |
TMNy: 3MiHM 3 AKOCTi. [OTOBWIA NiKapcbKuii 3acio.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHS FOTOBOIO JliKapCbKOro
3aco6y (iHWi 3MiHM y MeTodax BMNpPo6yBaHb
(BKNKOYaOUM 3aMiHy abo [0NOBHEHHS)) - CynyTHA
3MiHa: 3MiHW 3 AKOCTi. FOTOBWIA SlikapCbKuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX roTOBOrO /liKapCbKoro 3acoby (iHLLi 3MiHW) -
3MiHa B cneuudikauii Ta MmeTogi koHTposnto 13 3a
NOKa3HNKOM «Onunc». 3MiHW BHECEHI B IHCTPYKLi0
[N MeAMYHOro 3acTOCYBaHHS Ta B KOPOTKY
XapaKTepUCTUKY NiKapCbKOro 3acoby y po3aim
"OCHOBHI (Di31KO-XiMi4HiI BNacTMBOCTI" WOA0 Onucy

nikapcbkoi opMun. BBeeHHA 3MiH NPOTAroM 6-Tn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
MicAUiB nicns 3aTBepAKeHHs. 3MiHu | Tuny: 3MiHn

3 AKoCTi. FoTOBUIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro Mikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO NiKapcbKoro 3acoby (iHwwi
3MiHM y MeToAax BUNpobyBaHb (BKIHOUa0Un
3aMiHy abo [ONOBHEHHS)) -
CynyTHSA 3miHa: 3MiHu 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOTO NiKapCbKOro
3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHW) - 3MiHW B MeToAax KOHTPO/O Ta
CynyTHs1 3MiHa B crevudikaLii 3a NoKasHUKOM
«laeHTudikalis». Ha 3amiHy meToauku
iAeHTniKkavLii amiHOKanpOHOBOT KUCNOTK (sKiCHa
peakuist Ha anidhaTtnyHy rpyny) po3pobaeHa HoBa
iAeHT1dikauiss B yMoBax BU3HAYEHHSI PEYOBUH,
BUAB/IOBAHWUX HIHMAPUHOM. Ha 3aMiHy MeToaukn
ineHTudikauii (skicHa peakuis Ha kapboKCUNbHY
rpyny), BnpoBaxeHa iaeHTudikayis, skicHa
peakuis 3rigHo Ph.Eur. «Aminocapronic acid».
BunyyeHo igeHTudikalilo «HaTpito» Ta
«xnopugis». 3miHu | Tuny: 3miHn 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMNpobyBaHHs roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y meToAax
BMNPO6YBaHb (BK/IOYaKUM 3aMiHy abo
[OMNOBHEHHS)) - CynyTHA 3MiHa: 3MiHN 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
nikapcbkoro 3acoby (iHwi 3miHn)(B.11.r.1. (x),IB) -
3MiHM B METO/i KOHTPO/II0 Ta CYyNyTHSA 3MiHa B
crneundikauii 3a NokasHUMKOM "MexaHiuHi
BK/IIOUEHHS". 3MiHu | Trny: 3MiHN 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA rOTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHM y MeToAax BUNpobyBaHb (BKIHOUaoUn
3aMiHy abo [0MOBHEHHS)) - CynyTHS 3miHa: 3MiHK
3 AKoCTi. FoTOBUIA Nnikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
nikapcbkoro 3acoby (iHwi 3miHn)(B.11.r.1. (x),IB) -
3MiHM B METO/i KOHTPO/I0 Ta 3MiHa B cneuudikauii
3a NOKa3HMKOM «KifibKicHe BU3HaYeHHS»
(TUTPyBaHHS), & TaKoX BUIYYEHHS] KOHTPOJTHO
KiNIbKiICHOro BMIiCTY [ONOMiXHOI pe4yOoBUHW HATPI0

xnopug. 3MiHu | Tvny: 3MiHK 3 skocTi. FoToBwMiA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby (iHLWi 3MiHM y meTodax
BMNpOGYBaHb (BK/IOYaOuM 3amiHy abo
[OONOBHEHHS)) - CynyTHSA 3MiHa: 3MiHU 3 SIKOCTI.
loTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMUX MEX FOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa B MeTofi
KOHTPO/I0 Ta CynyTHS 3MiHa B crieumdikavi 3a
nokasHukom «bakTepiasnbHi eHAO0TOKCUHN»
(Ph.Eur.2.6.14, meTog A), a came YTOYHEHO, L0
BUNPOOYBaHHA NPOBOAUTLCA METOAOM A, B ONKUCI
MeToAy BUNPOBYBaHHSA — 3MiHa YyTmsocTi J1AJ1-
peakTuBy, Ta , Bi4noBigHO, MaKCUMasIbHO
[0MyCTUMOrO PO3BEAEHHA Npenapary. YTOYHEHO,
L0 BUKOPUCTOBYHOTL BoAy Ana BET ansa
NpUroTyBaHHA Po3ynHy npenaparty. 3miHu | Tuny:
3MiHu 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTofAax BUNPO6YyBaHHS FOTOBOIO JliKapCbKOro
3aco6y (iHWi 3MiHM y MeTodax BUNpPo6yBaHb
(BKNKOYAOUM 3aMiHy abo [0NOBHEHHS)) - CynyTHA
3MiHa: 3MiHW 3 SKOCTi. FOTOBWIA SlikapCbKuii 3aci6.
KOHTpOs1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTUMmX
MeX roTOBOrO /liKapCbKoro 3acoby (iHLLi 3MiHW) -
3MiHV B METOZj KOHTPOJ/II0 Ta CyMyTHS 3MiHa B
cneuudikaLii 3a NOKasHUKOM «CTepusibHICTb»
(Ph.Eur.2.6.1.). B cneuudikadii 3miHeHO
nocunaxHs 3 AdY Ha Ph.Eur. B meTtogi
BMNPOOYBaHHA 3a3Ha4eHo, Lo npenapaT He
BOJIOAi€ aHTMMIKPOGHOK aKTUBHICTIO. 3MiHM | TUNy:
3MiHu 3 sKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa y NepBUHHIli yNakoBLi rOTOBOrO NiKapcbKoro
3aco06y (iHWi 3MiHK) - 3MiHa B po34ini "YnakoBka".
3MiHV BHECEHO B po3/in "YnakoBka" B iIHCTPYKLtO
0151 MeQUYHOro 3acToCyBaHHA Ta B po3ain 6.5.
"Tun Ta BMICT MEPBUHHOI YNakoBKu" B KOPOTKY
XapakTepucTuky NikapcbKoro 3acoby Ta sk
HacnifokK - BiANOBIAHI 3MIHW y TEKCTI MapKyBaHHS
ynakoBku. 3miHu | Tvny: 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y. 3miHa y MeTogax BMNpobyBaHHS rOTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOYaKUM 3aMiHy abo
[0NOBHEHHS)) - CynyTHA 3MiHa: 3MiHM 3 AKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
nikapcbkoro 3acoby (iHwi 3miHn)(B.11.r.1. (x),IB) -
3MiHM B METO/i KOHTPO/II0 Ta CYyNyTHSA 3MiHa B
cneumdikauii 3a NokasHMKOM «CTyniHb
3a6apBIEHHS».

97.

KMIBAC 10

TabneTku, BKPUTI
nNiBKOBOIO
obonoHkoto, no 10
Mmr, no 10 TabneTok
y 6nictepi; no 1 abo
3, a6o 9 6nicTepiB y
KapTOHHI nauwi

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KOpoTkili
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHMx
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pethepeHTHW npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
LaHnx) 3MiHM BHECEHO A0 IHCTPYKLUi Ans
MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby y
po3ainv "B3aeMogis 3 iHWMMK NikapCbKUMu
3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmBocTi
3acTocyBaHHSA" 3rigHO 3 iHhopMaLjero Wwoao
MeAMYHOro 3acTocyBaHHA ped)epeHTHOro
nikapceKoro 3acoby (Kpectop, TabneTku, BKpUTI
NAiBKOBOK 060/10HKO, 10 Mmr, 20 mr).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/12971/01/01

98.

KNIBAC 20

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 20
mr, no 10 TabneTok
y 6nicTepi; no 1 abo
3, abo 9 bnicTepiB y
KapTOHHIW nayu,i

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA reHepuUYHUX/TibpuaHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS TiEl camoi
3MiHM Ha pedhepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@aHHS XOAHNX HOBUX AOAATKOBMX
AaHnx) 3MiHN BHECEHO A0 IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "B3aemogis 3 iHLWUMN NikapCbKMMn
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHA" 3rigHo 3 iHhopMauieto LWoao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
nikapceKoro 3acoby (Kpectop, TabneTtku, BKpUTI
NiBKOBOK 060/10HKO, 10 Mmr, 20 mr).
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS

3a
peyerimom

He
niosnsicae

UA/12971/01/02

99.

Knonigorpre
Nb-CAHO®I

TabneTku, BKpUTI
nNiBKOBOIO
0060/10HKOK, M0 75

TOB
"CaHocpi-
ABEHTIC

YKpaiHa

CAHO®I
BIHTPOI
IHOACTPIA

PpaHuis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM BUNPOGYBaHb

3a
peuyenmom

UA/11825/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
mr; Ne 14 (14x1): no YkpaiHa" abo fonycTMMMUX MeX, BCTAHOB/IEHWX Y
14 TabneTok y cneumdikauisx, nig yac BUPO6GHMLTBA rOTOBOro
6nicTepi; no 1 NikapcbKoro 3acoby (iHWi 3MiH1) OHOB/IEHHSA
6nictepy B BCTAHOBJIEHNX MEX KpUTEpIiB NPUIAHATHOCTI A4N1A
KapTOHHI KopobLyj; TecTy CTillKiCTb 40 po3ZaB/itoBaHHs In-process
Ne 30 (30x1), Ne 90 control 3 7-13 kp go 6-13 kp
(30x3): no 30
Tabnetok y 6nictepi;
no 1 a6o no 3
6nictepu B
KapTOHHI KopooLi
100. | KNONIAOIPE | Ttabnetku, BKpUTI TOB Ykpaina CAHO®I PpaHLin BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/11825/01/01
Nb-CAHO®I N1iBKOBOIO "CaHodi- BIHTPOM 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom
060/10HKOI0, M0 75 ABeHTIC IHOACTPIA 3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby.
mr; Ne 14 (14x1): no YkpaiHa" 3miHa y MeTogax BMnpobyBaHHSA roTOBOro
14 TabneTok y nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
6nictepi; no 1 BMNPO6YBaHb (BK/IOYaKUM 3aMiHy abo
6nictepy B ponosHeHHs)) (B.11.r.2. (r) 16)
KapTOHHI kopo6Lyj; [lopaBaHHsa anbTepHaTMBHOI NpoLeaypu Ans
Ne 30 (30x1), Ne 90 O/JHOYACHOTO KifIbKiICHOrO BU3HAYEeHHS
(30x3): no 30 CYNPOBIAHWX AOMILLOK Ta KiflbKICHOrO BU3HAYeHHS
Tabnetok y 6nictepi; knonigorpento rigpocynbdary B 1 Tabnetui
no 1 a6o no 3 MeTOoLOM PianHHOI Xpomatorpadii
6nictepy B
KaPTOHHI KOpooLy
101. | KNONIAONPE | Ttabnetku, BKPUTI TOB Ykpaina CAHO®I dpaHuis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/11825/01/01
Nb-CAHO®I NiBKOBOO "CaHodpi- BIHTPOMN 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
060n0HKo0, No 75 ABeHTIC IHOACTPIA 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHV BUNpo6yBaHb
mr; Ne 14 (14x1): no YkpaiHa" ab0 [0oNyCTUMUX MEX, BCTAHOB/IEHUX Y
14 TabneTok y cneumdikayisx, nig yac BUPO6GHMLTBA rOTOBOro
6nicTepi; no 1 nikapcbKoro 3acoby (iHLWi 3MiHN) BHECEHHS
6nictepy B aNlbTEepPHATUBHOIO KPUTEPIt0 NPUAHSATHOCTI
KapTOHHI KOpoo6Li; TOBLMHM nAactuHm (Big 3,3 Ao 4,1 mm) In-process
Ne 30 (30x1), Ne 90 control Ha cTagji rpaHynoBaHHSA, Lo 6yae
(30x3): no 30 BMKOPUCTOBYBATUCS B 3a/1€XHOCTI Bif TUNY
Tabnetok y 6nictepi; 06n1aaHaHHA Ta LjiIbOBOro NOTOKY YLUi/IbHEHHS
no 1 a6o no 3 NS 3apeecTpoBaHoro npotecy Ne 2, a Takox
6nictepn B [0[a€ETbCA HOBUIA anbTepHATUBHWI PO3Mip cuTa 3
KapTOHHI/ Kopobui po3mipom nop 2,00 Mm
102. | KO-BAMOAIN | Tabnetku, BKPUTI KPKA, a.4., CnoseHisa BMPOGHMLTBO in CnoseHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/17875/01/02
nNiBKOBOIO HoBso mecTo bulk, nepBuHHe Ta 3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT peyernmom

o6onoHkoto, no 10
Mr/160 mr/12,5 wmr,
no 10 TabneTtok y
6nictepi, no 3 abo
no 9 6nictepiB y
KapTOHHi KOpO6L

BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib Ta
BUMYCK cepil:

KPKA, a.4., Hoso

mecTo, CrnoBeHis;

KOHTpO/b cepil

BignoBigHOCTI/IE-cepTucpikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BiAMOBIAHOCTI ab60 BU/TyYEHHST cepTudikata
BiANoOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
MaTepiany/peareHTy/NpoMiKHOTro NPOAYKTY, WO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
(TinbKM dhiznyHi Ta BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
XiMiYHi meToau [LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
KOHTpONi0): KPKA, €sponelicbkili hapmakoner) - OHOBNEHNI
4.4., Hoeo mecTo, cepTudikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
CnoBeHis; noJaHHA OHOBJIEHOTO cepTuddikaty BignoBigHOCTI
KOHTpONb cepii €sponelicbkiii hapmakonei R1-CEP 2011-148-
(TinbKM hiznyHi Ta Rev 04 Big 3aTBepmxeHoro BupobHuka LAURUS
XiMiYHi meToau LABS LIMITED gito4oi peyoB/HU BanicapTaH B
KOHTPO/0): 3B'A3KY 3i 3MiHOKO agpecy BUPObHMKa, MicLe
HN30X BMPOGHMLITBA He 3MiHUIOCh (3aTBepaxeHo: R1-
(HauioHanbHi CEP 2011-148-Rev 03 LAURUS LABS LIMITED
nabopartopis 3a Plot No. 18, Jawaharlal Nehru Pharma City
34paB’e, OKOSIE iH Parawada India-531 021 Visakhapatnam, Andhra
XpaHo), CroBeHis; Pradesh; 3anponoHosaHo: R1-CEP 2011-148-Rev
KOHTpONb cepii 04 LAURUS LABS LIMITED Plot No. 18,
(TinbKM hiznyHi Ta Jawaharlal Nehru Pharma City Parawada India-
XiMiYHi meToau 531 021 Anakapalli, Andhra Pradesh)
KOHTPO/I0):
Kewmiiicbki
IHCTUTYT, LleHTp
3a Basligauiiicke
TexXHonorie iH
aHanitiko (LIBTA),
CnoBeHis;
KOHTpOsb cepii
(TiNbKKM piznyHi Ta
XiMi4Hi MmeToam
KOHTPO/H0):
Na6eHa p.0.0.,
CnoseHis
103. | KO-BAMOAIN | Ttabnetku, BKpUTI KPKA, a.4a., CnoBeHis BVMPOGHMLTBO in CnoBeHis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/17875/01/03
nNiBKOBOIO HoBo mecTO bulk, nepBuHHe Ta 3MiHu | TUNY - 3MiHK 3 aKocTi. CepTudiikaT peuenmom

060n0Hkoto, no 10
Mr/160 mr/25 mr no
10 TabneTok y
6nictepi, no 3 abo
no 9 6nictepiB y
KapTOHHIlA KOpooLi

BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BMNYCK cepil:

KPKA, a.4., HoBo

mecTo, CroBeHis;

KOHTpOb cepii
(TinbKM hiznyHi Ta
XiMiYHi meToan
KOHTpONi0): KPKA,
A.4., Hoso mecTo,
CnoseHis;
KOHTpOb cepii
(TinbKM hiznyHi Ta
XiMiYHi meToan
KOHTPO/H0):

BignosigHocTi/lE-cepTudpikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPOOHUKa -
noJiaHHA OHOB/IEHOTO cepTuddikaty BignoBigHOCTI
€Bponelicbkiii chapmakonei R1-CEP 2011-148-
Rev 04 Big 3aTBepmxeHoro BupobHuka LAURUS
LABS LIMITED gito4oi peyoB/HU BanicapTaH B
3B'A3Ky 3i 3MiHOI0 aApecy BUPOGHMKA, MicLe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
HN30X BMPOGHMLITBA He 3MiHUIOCh (3aTBepaxeHo: R1-
(HauioHanbHi CEP 2011-148-Rev 03 LAURUS LABS LIMITED
na6opartopis 3a Plot No. 18, Jawaharlal Nehru Pharma City
34paB’e, OKOSIE iH Parawada India-531 021 Visakhapatnam, Andhra
XpaHo), CroBeHis; Pradesh; 3anponoHosaHo: R1-CEP 2011-148-Rev
KOHTpONb cepii 04 LAURUS LABS LIMITED Plot No. 18,
(TinbKM hiznyHi Ta Jawaharlal Nehru Pharma City Parawada India-
XiMiYHi meToau 531 021 Anakapalli, Andhra Pradesh)
KOHTPO/0):
Kewmiiicbki
IHCTUTYT, LleHTp
3a Basigauiiicke
TexHonorie iH
aHanitiko (LIBTA),
CnoBeHis;
KOHTpOsb cepii
(TiNbKKM piznyHi Ta
XiMi4Hi meToam
KOHTPO/I0):
Na6eHa p.0.0.,
CnoseHis
104. | KO-BAMOAIN | tabnetku, BKpUTI KPKA, a.4a., CnoBeHis BVMPOGHMLTBO in CnoBeHis BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/17875/01/01
nNiBKOBOIO HoBo mecTO bulk, nepBuHHe Ta 3MiHu | TUNY - 3MiHK 3 aKocTi. CepTudiikaT peuenmom

060/10HKOI0, N0 5
Mr/160 mr/12,5 wr,
no 10 TabneTtok y
6nictepi, no 3 abo
no 9 6nictepiB y
KapTOHHIlA KOpooLi

BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BMNYCK cepil:

KPKA, a.4., HoBo

mecTo, CroBeHis;

KOHTpOb cepii
(TinbKM hiznyHi Ta
XiMiYHi meToan
KOHTpONi0): KPKA,
A.4., Hoso mecTo,
CnoseHis;
KOHTpOb cepii
(TinbKM hiznyHi Ta
XiMiYHi meToan
KOHTPO/0):
HN30X
(HauioHanbHi
nab6opartopis 3a
34paB’e, OKOSIE iH

XpaHo), CnoBeHis;

KOHTpOb cepii
(TinbKM hiznyHi Ta
XiMiYHi meToan
KOHTPO/H0):

BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPOOHUKa -
noJiaHHa OHOB/IEHOTO cepTuddikaty BignoBigHOCTI
€Bponelicbkiii chapmakonei R1-CEP 2011-148-
Rev 04 Big 3aTBepmxeHoro BupobHuka LAURUS
LABS LIMITED gito4oi peyoB/HU BanicapTaH B
3B'A3Ky 3i 3MIHOI0 agpecy BUPOGHMKa, MicLe
BMPOGHMLITBA He 3MiHUIOCh (3aTBepaxeHo: R1-
CEP 2011-148-Rev 03 LAURUS LABS LIMITED
Plot No. 18, Jawaharlal Nehru Pharma City
Parawada India-531 021 Visakhapatnam, Andhra
Pradesh; 3anponoHoBaHo: R1-CEP 2011-148-Rev
04 LAURUS LABS LIMITED Plot No. 18,
Jawaharlal Nehru Pharma City Parawada India-
531 021 Anakapalli, Andhra Pradesh)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Kewmiiicbki
IHCTUTYT, LleHTp
3a Basligauiiicke

TexHonorie iH
aHanitiko (LIBTA),

CnoBeHis;

KOHTpOsb cepii
(TiNbKKM piznyHi Ta
XiMiYHi meToam
KOHTPO/H0):
Na6eHa p.0.0.,
CnoseHis

105.

KYTAKBII

PO34MH A8 iH'EKLN,
165 mr/mn; no 6 mn,
10 mn, 12 mn, 20
M, 24 MmN, 48 MmNy
donakoHi, no 1
donakoHy y
KapTOHHIA Kopoo6Li

OkTadapma
dapmaLesT
nka
MpopaykTioHe
rec. m.6.X.

ABCTpIs

(BMPOGHMK,
BiANoBigabHMI 3a
BMPOGHMLITBO in-
bulk, nepBuHHY
ynakoBky,
KOHTPO/Ib SIKOCTI,
BUMYCK cepii)
OKTA®APMA AB,
Lsewis;
(BMPOGHMK,
BiANoBigabHMI 3a
BMPOGHMLITBO in-
bulk, nepBuHHY
ynakoBky,
KOHTPO/Ib SIKOCTI,
BizyasnbHy
iHCnekuito,
MapKyBaHHS,
BTOPVHHY
ynakoBKy, BUNYyCK
cepii)
OkTadhapma
dPapmaueBTuKa
MpopaykTioHcrec.
M.6.X., ABCTpIS;
(BMPOGHUK,
BiANOBIAa/IbHUI 3a
BizyasnbHy
iHCnekuito,
MapKyBaHHS,
BTOPVHHY
yNaKoBKy)
OkTachapma
[Heccay M'mb6X,
Himeuunna

LBeuis/
ABcTpisi/
HimeuyunHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. CtabinbHicTb. 3MiHa y TepmiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (3MiHa B ymoBax 36epiraHHs
roToBOro fikapcbKoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBNEHHS) - 36iNbLUEHHS
TpuBanocTi 36epiraHHs roTOBOrO NiKapCbKOro
3aco6y npuv KiMHaTHI TemnepaTypi (Hmwkye 25°C)
NpPOTAroM TEPMiHY NpuAaTHOCTi 6e3 NOBTOPHOro
36epiraHHs B X0N104UNbHKKY 3 6 MicAuiB A0 9
MicsILiB. - 3MiHM BHECEHO [0 IHCTPYKUii oNs
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ziny "YmoBwu 36epiraHHA" (MPOLOBXEHHS
TEPMiHY NpuAATHOCTI AikapCbKoro 3acoby npu
KiMHaTHIn Temnepatypi 3 6 o 9 micAuiB). - TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo AONyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XKeHHS AOMYCTVMUX MEX,
BM3HaYeHNX y crneundikauii Ha nikapcbki 3acoou,
AN SKMX OTPUMYETLCS A03BiN HA BUMYCK Cepii Bif
odpiLiiHOrO perynsaTopHOro opraHy) - 3miHa
KpUTEpIto NPUIAHATHOCTI AN5 NOKa3HWUKa
«IMmyHornobynid A» 3 < 0,6 mr/mn Ha < 0,3 mr/mn y
cneuudikaLii roToBoro fikapcbKkoro 3acoby. -
3MiHM fo MK4A, po3gain «Cknaf»: 3aTBepKeHo:
MakcumanbHuin BMIcT IgA — He Ginblie 600
MKr/M. 3anponoHoBaHo: MakcumanbHWil BMICT
IgA — He 6inbie 300 MKr/MA. - 3MiHWM BHECEHO [0
IHCTPYKLU|ii 4155 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao posginy "Ckiaa” 3
BiANOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS
yNakoBOK /likapCbKoro 3acoby. - TepmiH BBeAieHHs

3a
peyenmom

He
nionsieae

UA/20059/01/01
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Howmep

n/n

Hassa
JliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

peecmpayiliHo2o

nocsio4YeHHs

3acoby

ynakoska)

3MiH - NPOTArOM 6 MICALIB MIC/1A 3aTBEPKEHHS. -
3MiHu 1l Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHW y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMUW AaHVMU 3
SKOCTi, AOKMIHIYHUMM, KIHIYHMKW AaHUMK Ta
JaHuMu 3 dhapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKLUiT 4155 MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby A0 po3ainis "®apmakosnoriyHi
BnacTmBocTi", "Cnoci6 3acTocyBaHHs Ta [03n",
"Aitn", "Mo6ivHi peakuii" Woao pesynbTatis
pocnipxeHHs SCGAM-06. - TepMiH BBEAEHHS 3MiH
- NpoTAroM 6 micAuiB nicnsa 3aTBepaAXeHHs. -3MiHU
Il Tvny - 3miHKn Wwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpPOTKili
XapakTepucTuL NikapcbKoro 3acoby, TeKcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKMIHIYHAMM, KTIHIYHUMUW JaHuMK Ta
JaHumu 3 chapmakoHarnsagy - 3MiH1 BHECEHO A0
IHCTPYKUIi A1 MEANYHOr0o 3acTOCYBaHHSA
nikapcbKoro 3acoby a0 po3ainy "rMo6iyHi peakuii”
LLIOA0 3a3HaYeHHs MOGIYHKX peakLiit, ski 6ynn
BVSIB/IEHI Mif, 4ac NOCTMAapKETMHIOBOro nepioay.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.

UA/2112/01/02

106.

NAMOTPUH
100

Tabnetku no 100 wmr,
no 10 TabneTtok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHI nauwi

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnifxkeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/bTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigpkenb (PIP) (iHwi 3MiHWM) 3MiHN BHECEHO [0
IHCTPYKUIi 418 MeANYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby y po3ainm "OcobamnBocTi
3actocyBaHHs", "MNepeno3ysaHHs", "Mo6iYHi
peakuii" BiANOBIAHO 4O OHOBMEHOT iHGhopMmaLii 3
6e3nekun Ajtoyoi pevyoBuHU. BBeaeHHSA 3MiH
NpOTArom 6-Tn MICALIB MiCNA 3aTBEPMKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA

3aci6. KOHTpo/ib rOTOBOro NiKapcbKoro 3acoby

(iHLWi 3MiHW) 3MiHa hopMyoBaHHS NOKA3HUKIB

3a
peyenmom

He
nionsieae
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KOHTPO/I0 «Onunc», «Po3unHeHHs», «KinbkicHe
BM3HAYeHHs TabneTok», «MBY» B p. 3.2.P.1,
3.2P.35,32.P.51,3.2.P52,32P.56,32P.8.1
Ta MKA 13
- N. «<ONUC» - BHECEHHS pefaKLiiiHUX 3MiH | He
CTOCYETLCSA 3MiHW 30BHILLHBLOrO BUMIAAY TabneTku.
- NnpyBeAeHHs (hopMy/ItOBaHHS NOKa3HWKIB
«P0o34nHeHHs» Ta «KiflbKicHe BU3HaUYeHHs» A0
3arajibHUX BHYTPILLHBO-(DIPMOBUX BUMOT; - .
«MBUY» - npuBefeHHs y BiANOBIAHICTb 4O BUMOT
AdY 5.1.4. - oHOBNeHHA po3giny 3.2.P.1
(BUKNtOYEHHS iHhopMmaLii LWoAo cybcTaHL;i,
OCKi/TbKM aKTyasnbHa iHchopmavis npeacTaBneHa B
p. 3.2.P.2.1.1. 3MiHN BHECEHO [0 IHCTPYKUiT AN
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3gain "fMikapcbka hopma. OCHOBHI Ii3VKO-XiMiYHi
BNacTMBOCTI". BBeEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS.

107.

NAMOTPUH
25

Tabnetku no 25 wr,
no 50 mr, no 100 wr,
no 10 TabneTtok y
6nicTepi; no 1, 3 abo
6 6nicTepis B
KapTOHHIW nayu,i

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnifxkeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/bTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkenb (PIP) (iHwi 3MiHM) 3MiHN BHECEHO [0
IHCTPYKUIii 418 MeANYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby y po3ainm "OcobamnBocTi
3actocyBaHHs", "MNepeno3ysaHHs", "Mo6iYHi
peakuii" BiANOBIAHO 4O OHOBMEHOT iHGhopMmaLii 3
6e3neku Aitoyoi pevyoBuHU. BBeaeHHS 3MiH
NpOTArom 6-Tn MICALIB MiCNA 3aTBEPMKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KOHTpo/ib rOTOBOro NiKapcbKoro 3acoby
(iHLWi 3MiHK) 3miHa hopMytoBaHHSA NOKa3HWUKIB
KOHTPO/H0 «Onunc», «Po3unHeHHs», «KinbkicHe
BM3HAYeHHs TabneTok», «<MBY» B p. 3.2.P.1,
3.2.P.35,32P.51,3.2P52,32P.56,32P.8.1
Ta MKA N3
- N. «<ONUC» - BHECEHHS pefaKLiiiHUX 3MiH | He
CTOCYETLCS 3MiHW 30BHILLHBOrO BUMSAY TabneTku.
- NnpuBeAeHHs hopMy/IOBaHHA NOKa3HKIB
«P0o34nHeHHs» Ta «KiflbKicHe BU3HaYEeHHs» A0
3arajibHMX BHYTPILLIHbO-(DiPMOBMX BUMOT; - M.

3a
peyenmom

He
nionsieae

UA/2112/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
«MBY» - npuBefeHHs y BiANOBIAHICTb 4O BUMOT
AdY 5.1.4. - oHOBNEeHHA po3giny 3.2.P.1
(BUKNtOYEHHS iHchopMmaLii LWoAo cybcTaHL;i,
OCKi/IbKM aKTyasnbHa iHchopmauis npeacTaBneHa B
p. 3.2.P.2.1.1. 3MiHN BHECEHO [0 IHCTPYKUiT AN
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3gain "Mikapcbka hopma. OCHOBHI Ii3VKO-XiMiYHi
BNacTMBOCTI". BBeEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS.
108. | TAMOTPUH Tabnetku no 50 wmr, TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/2112/01/01
50 no 10 TabneTtok y "ACIHO Crapt" 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI peuyenmom | niossizae
6nictepi; no 1, 3a6o | YKPAIHA" Ta (hapMakoHarnsgy. 3MiHa y KopoTkiii

6 6nicTepis B
KapTOHHI nauwi

XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnifxeHb 3 6e3neku 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNILKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkenb (PIP) (iHwi 3MiHM) 3MiHN BHECEHO [0
IHCTPYKUIii 418 MeANYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby y po3ainm "OcobamnBocTi
3actocyBaHHs", "MNepeno3ysaHHs", "Mo6iYHi
peakuii" BiANOBIAHO 4O OHOBMEHOT iHGhopMmaLii 3
6e3neku Aitoyoi pevyoBuHU. BBeaeHHS 3MiH
NpOTArom 6-Tn MICALIB MiCNA 3aTBEPMKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KOHTpo/ib rOTOBOro NiKapcbKoro 3acoby
(iHLWi 3miHW) 3miHa hopMyoBaHHSA NOKa3HUKIB
KOHTPO/H0 «Onunc», «Po3unHeHHs», «KinbkicHe
BM3HAYeHHs TabneTok», «<MBY» B p. 3.2.P.1,
3.2.P.35,32P.51,3.2P52,32P.56,32P.8.1
Ta MKA N3
- N. «<ONUC» - BHECEHHS pefaKLiiiHUX 3MiH | He
CTOCYETbCS 3MiHW 30BHILLHBOrO BUMISAY TabneTku.
- NnpuBeAeHHs hopMy/IOBaHHA NOKa3HKIB
«P0o34nHeHHs» Ta «KiflbKicHe BU3HaYEeHHs» A0
3arajibHUX BHYTPILLHBO-(IPMOBUX BUMOT; - .
«MBUY» - NprBeAeHHS Y BiANOBIgHICTL 4O BUMOT
OdY 5.1.4. - oHOBNeHHA po3giny 3.2.P.1
(BUKNtOYEHHS iHchopmaLii LWoAo cybcTaHL;i,
OCKi/TbKM aKTyasbHa iHchopmavis npeacTaBneHa B
p. 3.2.P.2.1.1. 3MiHN BHECEHO [0 IHCTPYKUiT AN
MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3gain "Mikapcbka hopMa. OCHOBHI i3VKO-XiMiYHi
BNacTMBOCTI". BBeEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNS 3aTBEPIKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
109. | IAHTIFEH B Kpanni opaJibHi, BPYCYETTI ITanisa BPYCYETTIHI ITanisa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/18057/01/01
cycneHsis; no 18 mn HI C.P.J. C.P.N. 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peuyenmom
y donakoHax 3 Ta hapmakoHarnsagy. BeegeHHs abo 3miHu o
KPWLLIKOKO— y3ara/ibHeHUX JaHnx npo cucTemy
KpanenbHuLeto, no 1 thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
hnakoHy y npo cuctemy thapmakoHarnsgy, smiHa
KapTOHHIM navu,i yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0co6u, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKiyaum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarisg B YkpaiHi. -
[itoua pepakuis: MacnsHiuuH Cepriii FOpiioBnu. -
MponoHoBaHa pefakuia: Yanenko OnekcaHgpa
IropiBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0cobu
3a8BHMKa, BiANOBIAabHOI 3a thapmakoHarnsag B
YKpaiHi.
110. | TEBOMIH® TabneTku, BKPUTI TOB "MIBE Ykpaina Mibe Mm6X HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16583/01/01
30 NiBKOBOO YKPAIHA" ApuHavimiTTens 3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
o6onoHkoto, no 0,03 Ta dpapmakoHarnsgy 3miHv BHECEHO y TEKCT
mr/0,15 mr no 21 MapkyBaHHA n.17. IHLWE BTopuHHOI Ta n.6. IHWE
Tabnetui y 6nictepi; NepBUHHOT YNakoBKW MikapcbKoro 3acoby, a came:
no 1 a6o no 3, abo [04aHo iHhopMaLito NPo HasABHICTb 1OrOTUNY
no 6 6nictepis y BMpPOOHUKA
KapTOHHI/ Kopobui
111. | NEKAQON TabneTku, BKpUTI CaHpo3 CnoseHis [,03BiN Ha BUNYCK CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 niosnsieae UA/18643/01/01
NOHr nNiBKOBOIO dapmachboTi cepiii: Ipeuis 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenma
o6onoHkoto, 200 Kan3 Aa.4. Nex Ta chapmakoHarnsgy. 3miHa y KopoTkili
mr/500 wr; no 8 abo dPapmaLeBTUYHa XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
no 10 TabneTtok y KoMnaHisa g.4., MapKyBaHHS Ta IHCTPYKLUii 418 MeAn4HOoro
6nictepi; no 2 CnoseHis; 3aCTOCYBaHHSA Ha MigcTaBi perynsipHo

6nictepn no 8
Tabnetok abo no 1
un 2 6nictepun no 10
Tabnetok y
KapTOHHIl KopooLi

BMPOBHULITBO 3a
NOBHUM LK/IOM:
PoHTic Xennac
Megikan eHg
dapmacbloTikas
Mpopaktc C.A.,
peuis

OHOBJ/IIOBAHOTO 3BITY 3 6e3MneKn NiKapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviitHuii nepiog,

ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkens (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OpraHoMm).
3MiHM BHECEHO 0 IHC TPYKLUii ANns MeanyHOoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "MMobiuHi peakuii”
BiANOBIAHO A0 pekomeHaauin PRAC. TepMiH
BBE/lEHHS 3MiH MpOoTsAroM 6 Micauis nicns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
3aTBEPKEHHSA

112. | NEMTPAZA KOHUeHTpaT ans TOB Ykpaina BTopuHHe Benuka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/17376/01/01
PO3YuHy AN "CaHodi- nakyBaHHs, Bputanis/ 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom | niidns2ae
iHcpysii no 12 mr/1,2 ABeHTIC MapKyBaHHs, IpnaHgis/ Ta chapmakoHarnsgy. 3miHa y KopoTkili
m; Ne 1: no 1,2 mn YkpaiHa" 36epiraHHa N3 Ta HimeuunHa XapakTepucTuL Nikapcbkoro 3acoby, TekcTi

y donakoHi; no 1

chnakoHy y
KapTOHHIlA KOpooLi

BMNYCK cepil:
FOPOEMMIAIA
FOKEW NIMITEL,
BE/IVKA
BEPUTAHIA;
BTopuHHe
nakyBaHHSl,
MapKyBaHHS,
36epiraHHa N3 Ta
BMNYCK cepil:
[xeH3aim lpnaHg
Nimites, lpnaHgis;
Bmpo6bHuLTBO (fill-
finish/nepBuHHe
nakyBaHHs)
KOHTPONb AKOCTI (B
npoueci
BUPOGHMLTBA,
KOHTPO/b AKOCTI
N3, Bkovaoum
TecTyBaHHA AN
OLIiHKM
CTEPWIbHOCTI i
BMICTYy
MiKpoOpraHi3mis),
TecTu Ha
CTabi/IbHICTb):
BepiHrep
IHrenbxaim
dapma 'm6X i Ko.
K, HimeuuunHa;
TecTyBaHHA AN
OLjiHKM
CTEPW/ILHOCTI i
BMiCTY
MiKpoopraHi3mis
(anbTepHaTVBHA
na6oparopis): Ec
[xi Ec [HeTuTyT
®pe3seHiyc NM6X,
HimeyunHa

MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
ab0 AK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVNM OpPraHom) - 3MiHu
BHECEHO B iHCTPYKLi0 A58 MEANYHOIO
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6ivHi peakui™ BigNOBIAHO 1O OHOB/EHOT
iHhopmauii woao 6e3nekn 3acTocyBaHHA Aito4oi
peyvoBUHM 3rigHO 3 pekomeHaauieto PRAC
CTOCOBHO BITiNiro. BBeieHHs 3MiH NPOTArom 6-Tu
MicsAUiB MicnsA 3aTBepaKeHHs. 3MiHu |l Tuny -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, OKNIHIYHAMMU, KIIHIYHUMN AaHMU Ta
AaHumu 3 chapMakoHarnsgy - 3MiHu BHeCEHO B
IHCTPYKLUiO AN MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3sainis "OcobnmnsocTi
3acTocyBaHHs" Ta "MMo6iuHi peakyji” wono
xBopo6u Crinna gopocnux (XCA).
BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns
3aTBEPMAKEHHSA. 3MiHK |l Tuny - 3MiHK WoAo
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YyMOB
BMAAui peecTpaviiHoro noceigyYeHHs, BKIO4aum
MnaH ynpasniHHA pu3nkamu (3acTocyBaHHS
3MiH(1), sKi(a) BUMaratoTb(€) NOAabLIOTO
06r'pyHTYBaHHS HOBUMU [OATKOBM AaHUMMU, LLIO
MaloTb HafaBaTUCA KOMNETEHTHUM OpraHoM,
OCKi/TbKV BUMAraeTbCs CyTTEBA OLjiHKa
KOMMETEeHTHUM OpraHoMm) - 3MiHW BHECEHO [0
yacTuH: Il «Cneuudpikaulisi 3 6esnekn», V «3axoam
3 MiHimi3auii pu3ukie», VI «Pe3tome niaHy
ynpasniHHA pusmkamun», VIl «doaatki» y 38'a3Ky 3
JoAaBaHHAM HOBOTO BaXK/IMBOTO
ilEHTNIKOBAHOrO PU3MKY "ayTOIMYHHWI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

eHuedanit", Ha nigcTasi cUrHany 3 6e3neku,
ouiHeHuii B npoueaypi PSUSA 2021/2022. B
AKOCTI PYTUHHOTO 3axo4y 3 MiHiMi3avii pu3nky
"ayToiMyHHWIT eHuedaniT' KoMiTeTom 3 OLiHKK
pu3sukiB y dhapmakoHarnsgi(PRAC) 6yno
NOrofpKeHo BK/IOYMTY BifNOBIAHY iHOpMaLio 3
6e3nekn B po3ginv 4.4 Ta 4.8 SmPC. 3miHu
BHECEHO B iHCTPYKLl0 415 MEAUYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby Ao po3ainis
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiANOBIAHO 4O OHOBNEHOrO MNaHy ynpas/iHHA
pv3vKaMm WOoL0 ayTOIMYHHOTO eHuedanity.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.

113.

NEMTPALA

KOHLLeHTpaT ans
po34nHy Ans
iHpy3iiA no 12 mr/1,2
mMn; Ne 1: no 1,2 mn
y donakoHi, no 1

donakoHy y
KapTOHHI Kopobui

TOB
"CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

BTopuHHe
nakyBaHHS,
MapKyBaHHS,
36epiraHHa 13 Ta
BUMYCK Cepii:
[xeHzaiim lpnaHg
Nimiten, IpnaHgis

BMpo6HuLTBO (fill-
finish/nepBuHHe
naxyBaHHs1)
KOHTPO/b AKOCTI (B
npoueci
BMPOGHMLTBA,
KOHTPONb SIKOCTI
N3, Br/Itovatoun
TecTyBaHHA AN
OLjiHKM
CTEPW/ILHOCTI i
BMiCTY
MiKpOoOpraHi3amis),
TEecTn Ha
cTabiNbHICTb):
BepiHrep
IHrenbxanmv
dapma 'mbX i Ko.
KrI, Himewunxa

TecTyBaHHA AN
OLjiHKM
CTEePW/ILHOCTI i
BMiCTY
MiKpoopraHi3mis
(anbTepHaTvBHA

IpnaHgis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. BunyueHHs
BUPOGHMYOT AiNbHUL (BKNHOYaOUN AiNbHULI A5
A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOBHMKa, BiNOBILaIbHOrO 3a
BWMYCK CEPiid, MicLie NPOBELEHHS KOHTPOIO cepii)
ab0 noctavasnibHVKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHYU (AKLLO
3a3Hay4yeHo y A0CbE) BunyyeHHs anbTepHaTUBHOI
BUPOGHNYOT finbHUL KOPOEWMIAIA FOKEI
NIMITEA, BEIIKA BPUTAHI4A, BignosigansHoi 3a
BTOPUHHE MaKyBaHHS, MapKyBaHHs, 36epiraHHs
"'N3 Ta Bunyck cepii Biabynocs B €EC BHACNIAOK
Bpekcuty. 3anmwaeTbca BUPO6HUYa AiNbHNLSA
[xensaiim Ipnang Nimiteg, IpnaHgis, Ska BUKOHYE
Taki cami qoyHKLUiT, WO i BUTy4yeHa. 3MiHU BHECEHO
B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYyBaHHS
NikapcbKoro 3acoby y po3fainm «BUpobHUK» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBaKEHHS MOro AifNbHOCTI» 3 BiANOBIAHUMM
3MiHaMW y TEKCTI MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby (BWyYeHHS BUPOOHUYOI
OinbHULI). BBeEHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBEPMKEHHS.

3a
peyerimom

He
nionsieae

UA/17376/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
nabopartopis):
Ec Oxi Ec
IHCTUTYT
®peseHiyc Mm6X,
HimeuunHa
114. | NEMTPAOA KOHLeHTpaT Ans TOB YkpaiHa BTopuHHe IpnaHgis/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/17376/01/01
pO34nHy aons "CaHodi- nakyBaHHs, HimeuunHa 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuyenmom | niossizae
iHcpy3iii no 12 mr/1,2 ABeHTIC MapKyBaHHs, Ta thapmakoHarnsgy. 3miHa y KopoTkili
m; Ne 1: no 1,2 mn YkpaiHa" 36epiraHHsa M3 Ta XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
y thnakoHi, no 1 BUMYCK cepil: MapKyBaHHS Ta IHCTPYKLUiT 4519 MeANYHOro
hnakoHy y [xeHsainm Ipnang 3acToCyBaHHA Ha nigcTasi perynsipHo
KapTOHHIA Kopoo6Li Nimitea, lpnangis; OHOBJ/IKOBAHOTO 3BiTYy 3 6€3neKy NiKapCbKoro
BMpo6HuuTBO (fill- 3acoby, abo focnifxeHb 3 6e3nekn 3acToCyBaHHsA
finish/nepBuHHe nikapcbKoro 3acoby B nicnspeecTpaviiiinii nepiog,
nakyBaHHs1) ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNILKEHb,
KOHTPO/b AKOCTI (B npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
npoueci pocnigkens (PIP) (3MiHy y3romkeHo 3
BMPOOHMLITBA, KOMMNETEHTHUM YNOBHOBaXXEHVM OpPraHom) - 3MiHu
KOHTPONb SIKOCTI BHECEHO B iHCTPYKLit0 415 MEAUYHOIO
N3, BKIOYaoun 3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
TecTyBaHHs AN "Mo6iuHi peakuii" BiANOBIAHO [,O OHOBMEHOI
OLjiHKM iHhopMaUii Wwoao 6e3nekn 3acToCyBaHHA Aito4oil
CTEePW/IbHOCTI i peyoBuHM 3rigHO 3 pekomeHaauieto PRAC. TepMmiH
BMiCTY BBEAEHHS 3MiH - NpOTAroM 6 micauis nicns
MiKpOoOpraHi3amis), 3aTBEPKEHHS.
TEcTn Ha
cTabiNbHICTb):
BepiHrep
IHrenbxanmv
dapma 'mbX i Ko.
KI, HimeuyuuHa;
TecTyBaHHS AN
OLjiHKM
CTEepPU/IbLHOCTI i
BMiCTY
MiKpoopraHi3mis
(anbTepHaTuBHa
nab6oparopis): Ec
[xi Ec IHcTuTyT
®peseHiyc NM6X,
Himeyunna
115. | noKcuaon Tabnetku no 15 wr, TOB Ykpaina yoprna TypeyunHa BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a He UA/17187/01/01
no 10 TabneTtok y «YOPN[, MEAVUMH INAY 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii peyenmom | nionsi2ae
6nictepi; no 1 a6o 2 | MEOULINH» CAH. BE TIXK. 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
6nictepn B ALl npyAaTHOCTI abo ymoBax 36epiraHHs roToBOro

KapTOHHIl KopooLi

niKkapcbKoro 3acoby (36iNbLUEHHs TepMiHY
NPWAATHOCTI TOTOBOTO JIiKAPCLKOTo 3acoby) - Ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
TOProBoi yNakoBKW (NiATBEPMKYETLCA AaHUMU
peanbHOro Yacy) 36iNbLeHHs TepMiHY
NpUAATHOCTI FOTOBOrO NiKAPCLKOro 3acoby

(3aTBEPMXEHO: TEPMIH NPMAATHOCTI 3 POKK;
3anponoHOBaHO: TEPMiH NPUAATHOCTI 4 POKN).
3MiHN BHECEHO B IHCTPYKLiIO 415 MEANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"TepMmiH npugaTHOCTI". BBeAEHHA 3MiH NpOTArom
6-TV MiCALIB MIiCNA 3aTBEPLKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa po3mipy cepii
(BKIOYAtOUM diana3oH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs GinbLu Hix y 10
pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM A/15
TBEPAVX NiKapCbknx hopm 3 HerainHum
BUBINIbHEHHAM /15 NEPOP&asIbHOIO 3aCTOCYBaHHSA)
36iNbLUEHHS po3Mipy cepii 13 3aTBepaxeHo:
14,500 kr (51 785 TabneTok) 3anponoHoBaHo: 150
Kkr (535 714 Tabnetok). 3miHu | TUny - 3miHK 3
AKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €BpoONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiZAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudikat Bif HOBOro BUPOGHUMKa (3amiHa
abo 4ONOBHEHHS) NOAAHHA HOBOrO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2014-261 - Rev 00 g1 4jro4oi pevyoBuHm
Meloxicam Big, HoBOro BUpo6Huka Swati Spentose
PVT. LTD., India (onoBHeHHS). 3MiHu | TUny -
3MiHn 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBsigHOCTI a6o
BW/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pns
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHOBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro

BMpOBGHUKA NOAaHHA OHOBJ/IEHOro cepTudikara
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne CEP
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

2014-261 - Rev 01 gns Aitoyoi pevoBrHN
Meloxicam Bif BUpo6HMKa Swati Spentose PVT.
LTD., India

116.

NOPATAAVH

TabneTku no 10 wmr;
no 10 TabneTtok y
6nictepi;no 1, 2,9
abo no 10 6nicTepis
B KOPOOLLi 3 KAPTOHY

TOB
"AcTpadapm

YkpaiHa

TOB
"Actpachapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHun). 3MiHM BHECEHO

B TEKCT MapKyBaHHA NepBUHHOI Ta BTOPUHHOI

ynakoBok, a came: y n. "IHWE" BunyyeHo
iHchopmawuito Wwoao norotuny AMcTpub'toTopa,
BWy4EHO iHhOpMAaLLit0 POCIICHKOK MOBOK. 3MiHM
| TMNYy - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHMKa

(BNacHvka peecTpauiiHOro NocBig4YeHHs) 3MiHa
afpecu 3asaBHUKa. 3MiHN | Tuny - AgMiHICTpaTuBHI
3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus

NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapcbKoro 3acoby, BKkIYatoun

AiNbHUL BUNYCKy cepii abo micue npoBegeHHs

KOHTPOJI0 AKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHUK/iMNOPTEP, BK/IKOYAKOUM BUMYCK Cepili)
YTOUHEHHS MiCLe3HaXOMKEHHS BUPOGHMKA. 3MiHK
BHECEHO B iHCTPYKLt0 415 MELUYHOIO
3aCcTOCYBaHHSA Nikapcbkoro 3acoby y po3gain
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus

NPOBaKEHHS NOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY

3MiHamM¥ B TEKCTi MapKyBaHHS yNakoBOK. 3MiHu |
UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6.
CunicTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBK/ roTOBOrO NikapCbKoro
3aco6y (3miHa KinbKOCTi 0ANHULbL (Hanpuknag,
TabneTok, amnyn TOLO) B yMakoBLi:) - 3miHa nosa
Jiana3oHoOM 3aTBepXeHNX PO3MIpIB yNakoBKu
BBEJEHHS 404aTKOBOro Po3mipy ynakosku-no 10
Tabnetok y 6nictepi; no 2, 9 6nictepis y kKopobui 3
KapTOHY. 3MiHM BHECEHO B iHCTPYKLiO AN
Me[MNYHOro 3aCTOCYBaHHA NMiKapCbKOro 3acoby B
po3ain "YnakoBka" y 3B'3Ky 3 BBEAEHHAM
[04aTKOBMX YNakoBOK, SK HACNIAOK -
3aTBEPMKEHHS TEKCTY MapKyBaHHSA f0AaTKOBUX
YMaKoBOK NiKapCbKoro 3acoby

6e3
peyenma

nionsieae

UA/2610/01/01

117.

NOPICTA® H

TabneTtkn, BKPUTI
nNiBKOBOO
o060n0Hkoto, 50
Mmr/12,5 mr

no 10 TabneTtok y
6nicTepi; no 3 abo
no 6 aéo no 9
6nicTepiB y

KPKA, a.4.,
HoBso mecTo

CnoseHis

BUPOGHMLTBO "in
bulk", nepBnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUNYCK cepi:
KPKA, a.4., Hoso
mecTo, CNoBeHis;

CnoseHisi/
Kutaii

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y NpoLeci
BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby,
BK/1OYAI0UY MPOMIKHWIA MPOAYKT, WO
3aCTOCOBYETHLCS MPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPO6HMLITBA) HE3HAYHI 3MiHW Y MpoLeci

3a
peyenmom

UA/6454/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI kopo6Lyj; BMPOGHMLTBO "in BMPOGHMLITBA, @ CaMe KOpUryBaHHs napameTpis
no 14 tabneTtok y bulk": HiHr6o 3MiLLlyBaHHS KOMMPECIAHOI CyMilli Ta cyxoro
6nicTepi, no 1, abo MeHoBO TiaHKaHr rpaHynaTy (4ac Ta WBUAKICTb 06epTaHHs).
no 2, abo no 4, abo dapmacbroTmkanc
no 6, abo no 7 Ko., NiTa., Knutai;
6nicTepis y KOHTPO/b cepii:
KapTOHHI KopoobLi KPKA, a.4., Hoso
mMecTo, CrnoseHis;
KOHTPO/b cepii:
NabeHa A.0.0.,
CnoseHis
118. | NOCNUPUH® | Tabnetku, BKPUTI TOB YkpaiHa BVMPOGHMLTBO, Ykpaina/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 nionsizae UA/9202/01/01
KVLLKOBOPO34MHHOO "TNEOPAP nepBuHHe IHAjsA 3MiHM | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenma
060/10HKOI0, M0 75 MnaTa" nakyBaHHs, 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
Mr no 10 TabneTok y BTOPVHHE BBE/IEHHS 40AaTKOBOI AifIbHULI BUPOBGHMLTBA 415
cTpuni, no 3, no 8 nakyBaHHS, 4acTnHK abo BCbOro BUPOOHMYOro npouecy
a6o no 10 cTpunis y KOHTPO/1b SIKOCTI, rOTOBOrO J1ikapCbKOro 3acoby (f4iNbHULSA, Ha sKil
KapTOHHI/ ynakosLi; BMNYCK cepil npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
no 30 Tabnetok y abo BUHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
cTpuni, no 1, a6o no BTOPWHHE NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
2, abo no 3, abo no nakyBaHHs, HEeCTepW/IbHUX JliKapCbknX 3acobiB) — BBEAEHHS
4 cTpunu B KOHTPO/Ib SKOCTI, [opartkoBoro BupobHuka KYCYM XENTXKEP MNBT
KapTOHHIiA ynakoBL,i BUNYyCK cepil NTA, IHgis, Skvii BignoBigae 3a BUPOOGHULTBO in
npoaykuii i3 in bulk, nepBuHHE Ta BTOPMHHE NakKyBaHHS.
bulk: BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
TOB "KYCYM 3aTBEpPKEHHA.CynyTHA 3MiHa
PAPM", YKpaiHa, - 3MiHK 3 AKOCTi. FOTOBWIA NiKaPCbKUIA 3aCi6. 3MiHK
abo y BUpPOGHMLTBI. 3amMiHa abo BBeAEeHHSA A0AATKOBOI
BUPOGHULTBO, LiNbHUL] BUPOBHULTBA A5 YACTUHN ab0o BCbOro
nepBrHHE BMPOGHMYOro NpoLecy roToBoro NikapcbKoro
nakyBaHHs, 3acoby (gibHMLA ANS BTOPUHHOTO NakyBaHHS) -
BTOPVHHE 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
nakyBaHHs, BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
KOHTPO/Ib SKOCTI, OiNbHWL| BUPOOHULTBA /18 YacTHK abo BCbOro
BUMYyCK cepil BMPOGHMYOro NpoLecy roToBoro NikapcbKoro
abo 3aco6y (AiNbHWLUSA 415 NEPBUHHOMO NaKyBaHHS).
BMPOGHMLTBO 3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
npoaykuii in bulk: 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
KYCYM iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
XENTXKEP MBT KOHTPOJI0 SIKOCTi FOTOBOrO JliKapCcbKoro 3acoby
NTA, IHaia (3amiHa abo fgofaBaHHA BUPOGHMKA, L0

BiAnoBigae 3a BBe3eHHA Ta/abo BMMNyCK cepil) -
Bktoyatoum KOHTpOb/BMNpo6yBaHHS cepii —
BBeeHHS BUpobHuKa KYCYM XENTXKEP MBT
NTA, IHgis, wo Bignosigae 3a BBe3eHHA Ta/abo
BWMYCK Cepil, BKII0OYAKUN KOHTPO/Tb/BUNPOOYBaHHS
cepii. 3MiH1 BHECEHO B po34inn "BUpobHuk" Ta
"Micue3HaxomkeHHs1 BUPO6HMKa Ta afgpeca micus
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

NPOBaKEHHS NOr0 Ais/IbHOCTI" B IHCTPYKL,itO ANs
MeAMYHOro 3aCTOCYBaHHS y 3B"A3KY 3 BBEAEHHAM
[04aTKOBOro BUPOOHMKA Ta SK HACNifoK -
BBE/IeHHSI TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby Ans A0AAaTKOBOro BUPOBHNMKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO JlikapCbKoro 3acoby
(iHWi 3mMiHW) — BBEAEHHS OAATKOBOI YNakoBKN Y
oopmi in bulk gns HoBoro BUpo6HUKa KYCYM
XENTXKEP MNBT NTA, IHAais. BBeAeHHsS 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
(BKNKOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
niKapcbKoro 3acoby (36inbLieHHs 4o 10 pasis
NOPIBHSHO i3 3aTBEPAXEHUM PO3MIPOM) — 3MiHa
po3mipy cepii (3aTBepaxeHo: A1 BUpobHuka TOB
«KYCYM ®APM», YkpaiHa: 1200000 Tabnetok Ta
1500000 TabneTok; 3anponoHOBaHO: A/1s
BUpo6HUKa TOB «KYCYM ®APM», YkpaiHa:
1200000 Tabnetok Ta 1500000 TabneTok; Ans
BMpo6HMKa KYCYM XENTXKEP MBT NT/A, IHajs:
3500000 TabneTok).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO JlikapcbKoro 3acoby (AinbHuusa ans
BTOPWHHOTO MakKyBaHHS)

— BBE[IeHHS1 a/IbTepHATUBHOrO BMPO6HMKa TOB
«KYCYM ©APM», YkpaiHa, Lo 34i/iCHI0E
BTOPVHHE NakyBaHHA NpoAaykuii i3 in bulk.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCSA BUMYCKY
cepii Ta KOHTPOJI0 SIKOCTi FOTOBOTO J1iKaPCbKOro
3acoby (3amiHa abo fofaBaHHA BUPOOHUKA, LU0
BiAnoBifae 3a BBe3eHHA Ta/abo BMMNYCK cepil) -
Bktoyatoum KOHTpob/BUNpoGyBaHHS cepii —
BBE/EHHSA 00AaTKOBOro BUpo6Huka TOB «KYCYM
®APM», YkpaiHa, BignoBifanbHOro 3a KOHTPOb
SKOCTi Ta BUNYyCK cepii npoaykuii i3 in bulk.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHs. 3MiHK | Tuny - 3MiHn Wwoao
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHLwi
3MiHM). 3MiHW BHECEHI B TEKCT MapKyBaHHS
nepsuHHOT (N.6. IHLWE) Ta BTOpUHHOT (N.17.1HLLE)
yNakoBKM /iKapCbKOro 3acoby LLoA0 /10roTuny
BUpOOHUKA. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsuiB
nicns 3aTBepipkeHHs
119. | NOCNUPUH® | Tabnetku, BKpUTI TOB YkpaiHa KYCYM IHAjsA BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: - UA/20503/01/01
KMLLKOBOPO3YMHHO "TNEQDAP XENTXKEP NBT 3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
060/10HKO0, N0 75 M naTa" nTa 3aci6. Cuctema KoHTeliHep/3aKynopoBasbHuWi
mr; in bulk: Ne18000 3aci6. 3MiHa po3mipy ynakoBKu roToBOro
(30x600): no 30 nNiKapcbKoro 3acoby (iHLi 3MiHW) — BBEEHHS
TebneTok y cTpuni; [04aTKoBOT ynakosku y dhopmi in bulk gns Hosoro
no 600 cTpuniB y BMpo6HMKa KYCYM XENTXKEP MBT NATA, IHgjs.
KapTOHHIlA KOpooLi BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHM 3 SKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa po3mipy cepii (BktoYatouy fianasoH
po3Mmipy cepii) roToBoro ikapcbKoro 3acoby
(36inbLUeHHs o 10 pasiB MOPIBHSAHO i3
3aTBEPKEHVM PO3MIPOM) — 3MiHa po3Mipy cepil
(3aTBEpAKEHO: ANns BMPO6GHUka TOB «KYCYM
®APM», YkpaiHa: 1200000 Tabnetok Ta 1500000
TabneTok; 3anponoHOBaHoO: 511 BUPO6HMka TOB
«KYCYM ®APM», YkpaiHa: 1200000 Tabnetok Ta
1500000 TabneTok; ans BupobHuka KYCYM
XENTXKEP NBT NTA, IHgis: 3500000 TabieTok).
120. | IOLUEPUN® nak ans Hirtis Fangepva LLisefiuapi JNIABOPATOPII PpaHuin BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 nionsizae UA/14681/01/01
nikyBanbHuit, 50 CA A FTANQEPMA 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma

mr/mn; no 1,25 mn,
ab6o 2,5 mn, abo 5
My dpnakoHi; no 1
chnakoHy (B
KomnnekTi 3 30
oumnLLyBasIbHUMM
TamnoHamu, 10
wnatenamu ta 30
nuaoYKkamu ans
HIrTiB) B KAPTOHHIl
Kopob6ui; no 1,25 mn,
a6o 2,5 mn, abo 5
M1y chnakoHi 3
KPULLIKOHO 3
annikatopom; no 1
chnakoHy (B
KomnnekTi 3 30
oumnLLyBasIbHUMM
TamnoHamu T1a 30
nuaoukamu aas

Ta thapmakoHarnagy (iHwi 3miHu) MNpeacTasneHi
3MiHM B iHchopMmaw,ii 3 6e3neku LLoA0 BHECEHHS
[OMOBHEHb [0 PO3Ai/y NPOEKTY IHCTPYKLT Ans

MeZMYHOro 3acTocyBaHHa «Oco6InBOCTI
3aCTOCYBaHHSA», LLOA0 BHECEHHS iHdopMaLii 3
6e3nekn [ONOMiXHVX PEYOBUH BiANOBIAHO A0
BMMOTr MopsfKy NPoBefEeHHS ekcnepTusu
peecTpauiiiHMx MaTepianis Ha nikapcbki 3acobu,
LLIO MOAATLCA Ha filepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsu
marepianis Npo BHECEHHS 3MiH [0 peecTpavuiliHnX
marepianis NpoTArom Aii peecTpauiiHoro

NoCBIAYEHHS, 3aTBEpAKeHOro Hakazom MO3 Big,
26.08.2005 Ne 426 (3i 3MiHamK), MOXyTb ByTK

peKkoMeHA0BaHi 0 3aTBEP)KEHHSA Ta BHECEHHS B

IHCTPYKLiO 415 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby.
TepMiH BBEAEHHSA 3MiH - MPOTAroM 6 MicALiB nics
3aTBEPAKEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
HIrTiB) B KAPTOHHIN
KopoobLi
121. | NYUEHTIC PO3YNH A5 iH'EKLIN, HosaprTic LLsenuapi HosapTic ®apma LLisefiuapis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/9924/01/01
10 mr/mn; no 0,23 dapma Al A LWTein Al 3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. BunyueHHs peyenmom
M1y cpnakoHi; no 1 BUPOGBHMYOT AiNbHULL (BKNHOYAOUN AiNbHULI AN1A
donakoHy y A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
KOMMNJIEKTi 3 FO/1IKOI0 NiKapCbKOro 3acoby, AibHUL AN NPOBEAEeHHS
B KapTOHHIi Kopo6Lyi nakyBaHHs1, BUPOOHMKa, BiNOBILaIbHOIO 3a
BWMYCK CEpiid, MicLie NPOBEEHHS KOHTPOIO cepii)
ab0o noctavasnbHWKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHU (AKLLO
3a3HaYeHO Y AOCbE) BUYYEHHS BUPOOHUKa ADI
paHibizymaby [IxeHeHTek IHK., CLUA/Genentech
Inc., USA. 3atBepaxeHo: [xeHeHTek IHk., CLUA/
Genentech Inc., USA
Pow CiHranyp TekHikan OnepeiiwH3 MNrte. /14,.,
Cinranyp/ Roche Singapore Technical Operations
Pte. Ltd., Singapore. 3anponoHOBaHo:
Pow CiHranyp TekHikan OnepeiiwH3 MNrte. /14,.,
Cinranyp/ Roche Singapore Technical Operations
Pte. Ltd., Singapore. 3miHu | Tvny - 3MiHW 3 AKOCTI.
A®|. BupobHuyTBO. 3MiHM B NpoLieci BUPo6bHULTBA
A®I (He3HauHa 3MiHa y npoLeci BUpobHuLTa AdI)
He3HayHa 3MiHa y npoueci Bupo6Huutea Ad|
paHibizymaby: 3miHa MeToay NepeHeceHHs 3
BiKPUTOrO 3'€HaHHA Ha 3aKpuTe 3'€4HaHHA 3a
[0MOMOroK 0HOPA30BOro0 TPaHCEPHOro By3na
122. | MAAIHET® TabneTku, BKpUTI TOB "MIBE Ykpaina Mi6e MM6X HimeuyunHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/15840/01/01
nNiBKOBOIO YKPAIHA" ApuHaiimiTTens 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
o6onoHkoto, no 0,03 Ta hapmakoHarnsagy (iHwi 3miHn) 3mMiHW BHECEHO Y
Mmr/2 mr; no 21 TeKCT MapkyBaHHs n.17. IHLWE BTOpWHHOI Ta n.6.
Tabnetuiy énictepi; IHLLE nepBMHHOT yNakoBKM Nikapcbkoro 3acoby, a
no 1 a6o no 3, abo came: gofaHo iHchopmaLiito Npo HasBHICTb
no 6 6nicTepis B noroTuny BUpoGHMKa
KapTOHHI KopoobLi
123. | MEOOBIP Tabnetku no 400 mr Megokemi Kinp Megokemi T4 Kinp/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9478/01/01
no 10 Tabnetok y nTa (UeHTpanbHuii B'eTHam 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peuyenmom
6nicTepi, no 1 3asop), Kinp Ta hapmakoHarnsgy. 3MiHW y KOpoTkili

6nictepy y
KapTOHHilA KopooLi

Megokemi T4
(3aBog AZ), Kinp
BUPOGHUK
roToBOro
nikapcbKoro

3acoby, nepBrHHe

Ta BTOPUHHE
nakyBaHHA:

Megpokewmi (Pa IcT)

NTA - Opan

XapakTepucTuLi nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHs! Ta IHCTPYKLUIiT A8 MeANYHOro
3aCTOCYBaHHA reHepuYHUX/ribpuaHnx/6ionodibHMx
NiKapCbKNX 3ac06iB NiC/1s1 BHECEHHS TiET camoi
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebdye HafiaHHs XOAHNX HOBUX AOAATKOBMX
AaHunx). 3MiHM BHECEHO A0 IHCTPYyKUiT Ans
MeJMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby A0
po3sginis: "dapmMakonoriyHi
BnacTuBoCTi" ,"Moka3aHHs", "B3aemogis 3 iHWnmmn
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

daciniti, B'eTHam

nikapcbkrMu 3acobamu Ta iHWi BUan B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHA", "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiuHi peakwii”
BiANOBIAHO [0 pethepeHTHOro NiKapCcbKoro 3acoby
30BIPAKC™, TabneTku. BBefieHHS1 3MiH NPOTArom
6-T MicALIB MicNA 3aTBEPMKEHHSA. 3MiHM | TNy -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHM BHECEHO A0
IHCTPYKUiT A4NA MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainy “MNo6ivHi peakuii”
00 3BiTYBaHHSA NPOo No6iyHI peakuii. BBeaeHHs
3MiH NPOTArom 6-TW MicALUiB Nicns 3aTBepAKEHHS

124.

MEAOBIP

TabneTku no 800 mr,
no 10 TabneTtok y
6nictepi, no 1
6nictepy y
KapTOHHIlA KOpooLi

Megokemi
nTa

Kinp

Megokemi T4
(LeHTpanbHuii
3asog), Kinp
Megokemi T4
(3aBog AZ), Kinp
BMPOGHUK
roToBOro
nikapcbKoro
3acoby, nepBrHHE
Ta BTOPUHHE
nakyBaHHS:
Megokewmi (Pa IcT)
NTA - Opan
daciniti, B'eTHam

Kinp/
B'eTHam

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsagy. 3MiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA reHepuyHNX/ribpuaHux/6ionogibHmx
niKapcbKUx 3aco6iB nicns BHECEHHS Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye Hafi@aHHS XOAHNX HOBUX [OAATKOBUX
[aHnx). 3MiHVM BHECeHOo A0 IHCTpyKuUii ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis: "®apmakonoriyHi
BNacTuBOCTI" ,"lMoka3aHHs", "B3aemogist 3 iHWnMun
nikapcbkrMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta fo3u", "MobiuHi peakuyii”
BiANOBIAHO A0 pethepeHTHOro NikapcbKoro 3acoby
30BIPAKC™, TabneTku. BBefieHHS1 3MiH NpoTArom
6-T MicALIB Mic/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHN BHECEHO [0
IHCTPYKUIiT ANA MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby a0 po3ainy "Mo6iyHi peakuii”
LLIOA0 3BiTYBaHHS NPO NOGIYHI peakuii. BBegeHHs
3MiH NPOTAroM 6-TM MicALIB Nic/1a 3aTBepAKEHHS

3a
peyenmom

UA/9478/01/02

125.

MEMTEK®

TabneTtku, o
AVCnepryoTbes B
POTOBI NOPOXHWHI,
no 10 mr; no 15

TabneTtok y 6nictepi;

no 2 6nictepu B
nauui

MpAT
"®bapmauesT
nyHa chipma

"fapHuus"”

YKpaiHa

xeHechapm C.A.

Ipeuis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn |l Tuny - 3MiHK 3 akocTi. ADL. (iHLWi 3MiHK) -
OHoBreHHA DMF Ha gitouy peqoBuHy MemaHTUHY

rigpoxnopug Bif 3aTBepKEHOr0 BUPOOHMKA
Megafine Pharma (P) Limited, IHgis
(3aTBEepmxeHo: AP/MM(EU)/03/03-2021;
3anponoHosaHo: AP/MM(EU)/06/01-2023 &
RP/MM(EU)/05/01-2023)

3a
peyenmom

UA/17981/01/01

126.

METOTPEKC
AT "EBEBE"

PO34UH A5 iH'EKLLN,

10 mr/mn; no 1 mn
(20 mr), no 5 mn (50

EBEBE
Papma
fec.m.6.X.

ABCTpist

NOBHUIA LMKN
BMPOGHMLTBA:
PAPEBA YHTEepax

ABTpis/
Himeuunna

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHY | Tuny - 3MiHK WoAo 6e3neku/edeKkTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHM BHECEHO

3a
peuyenmom

He
nionsieae

UA/0513/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
Mr) y doniakoHi; no 1 Hdpr. KI M6X, ABTpis; B IHCTPYKL,IO A5 MeANYHOro 3aCTOCyBaHHS
donakoHy B BUMYCK cepil: nikapcbKkoro 3acoby Ao posginy "Cnocio
KapTOHHIlA KOpo6L; EBEBE dapma 3acTocyBaHHsA Ta A031" BigMnoBigHO 4O OHOBMEHOI
no 0,75 mn (7,5 mr), lec.m.6.X. Hor. iHchopmawii LWoAo anropuTMy 3aCTOCYBaHHS.
no 1 mn (10 mr), no KI, ABCTpis; TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicAuiB nicns
1,5 mn (15 mr), no 2 TecTyBaHHA: MIJ1 3aTBepKeHHA
mn (20 wmr) y Mikpob6ionoriwec
nonepegHL0 Mptochnadop
3anoBHeHOMy 'M6X, ABCTpIs;
wnpuui; no 1 a6o no TECTYBaHHS:
5 nonepegHLO Nabop N+ CArI,
3arnoBHEHNX Himeuunna
LINpuLB y
KapTOHHIlA KopooLi
pasom 3i
CTEpPUIbHOI
iH'EKLLIAHOO TO/IKOO
Ta cepBeTkamu
127. | MIKCTAPA®3 | cycneHsis gns A/T HoBo [OaHis Brpo6HMK [aHis/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/12612/01/01
0 HM iH'ekuiin, 100 MO/Mn Hopgaick Hepo3ghacoBaHOro PpaHuis/ 3MiHu 1l TUny - 3MiHu 3 AkocTi. A®l. BUpo6HMLTBO. peuenmom
MNEHDIN® no3mny NPOAYKTY, Bpasunis/ 3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX Y
KapTpuaxi; no 5 HanoBHEHHS B KuTalicbka npoueci BupobHuuTBa A®I, L0 BCTAHOB/EHI Y
KapTpuoxis y MeHin®, HapogHa crneundikauisx (Buny4yeHHs BUNpobyBaHHS B
KapTOHHI Kopobui nepBrHHa Pecny6nika npoLeci BUPOOHULITBA, LLLO MOXE MaTu iCTOTHUIA
ynakoBska, B/IUB Ha 3arasibHy AKicTb A®I) BuaaneHHs tecty

KOHTPONb SIKOCTI
Ta BignosiganbHWi
3a BUMYCK cepiit
KiHLLeBOro
npoaykrty: A/IT
Hoso Hopagick,
[aHis; BupobHuk
Hepo3dacoBaHoro
NpPoOAYyKTY,
nepBuHHe
nakyBaHHs Ta
KOHTpO/b Gasky.
KoHTpOsb sIKOCTi
6asKy rotToBOro
NpoAyKTy Ta
KiHLLeBOro
npoAaykTy: Hoso
Hopgick
MpoAoKCLOoH
CAC, dpaHuis;
Brpo6HWK ans
MapKyBaHHSA Ta
YNaKoBKM

nnasmigHux nepebyaos (FM-B9501), wo
3aCTOCOBYETLCA Ha eTani hepmeHTaLii B mpoueci
BMPOGHULITBA Ail04OT PEYOBUHMN IHCYNIHY
noacbkoro. 3miHu 1l Tuny - 3MiHu 3 AkocTi. AdI.
Brpo6HMLTBO. 3MiHM BMNpo6yBaHb abo
[ONyCTUMMX MEX Y Npoueci BUpo6bHuuTBa Adl, wwo
BCTaHOB/EHI y crneundikauisx (BUny4yeHHs
BMNPOGYBaHHA B NPOLIECi BUPOOHULITBA, L0 MOXe
Martu iCTOTHWIA BNIUB Ha 3arasibHy AkicTb AdI)
BUAaNeHHs Tecty Ha cpeHoTun (FM-5000), wo
3aCTOCOBYETLCA Ha eTani hepmeHTaLii B mpoueci
BMPOGHULITBA Ail04OT PEYOBUHMN IHCYNIHY
NOACHKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
MeHdin®,
BTOPWHHOTO
naxkyBaHHs: A/IT
Hoso Hopaick,
[aHis; BUpobHuk
Hepo3acoBaHoi
npoaykKuii,
nepBuHHA Ta
BTOPVHHA
ynakoska: HoBo
Hopgaick Mpoaykao
dapmaceyTika [0
Bpasinb /lITga.,
Bpasunis;
Brpo6HMK
Hepo3acosaHoro
NPOAYKTY,
HanoBHEHHS B
nepBUHHY
ynakosky: HoBo
Hopgaick (Kutait)
dapmacbloTikan3
Ko., 14.,
KuTaiicbka
HapogHa
Pecny6nika
128. | MOTUNIYM® TabneTkn, BKPUTI MakHin AHrnis LDKHTN dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/10190/01/01
N1iBKOBOIO MpopakTc KoHcblomep Xenc 3minu | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenma
060/10HKO10, M0 10 Nimiteq (®paHc) CAC Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHKM BHECEHO B
mr; no 10 TabneTok TEKCT MapKyBaHHSA BTOPUHHOI YNakoBKU
y 6nicTepi; no 1 abo NiKapCbKOro 3acoby WoA0 MiCLie3HaxX0mKeHHs
3 6nictepn B BMPOGHMKA, & TakoXX OHOB/IEHO TEKCT MapKyBaHHS
KapTOHHI/ ynakosLi; Taknx po3ginis: nepBuHHa ynakoska — «IHLUE»;
no 30 Tabnetok y BTOPVHHAa ynakoska — «ATA 3AKIHYEHHA
6nictepi; no 1 TEPMIHY NPUAATHOCTI», «<HOMEP
6nictepy B PEECTPALIAHOIO NMOCBIAYEHHSA», «<HOMEP
KapTOHHIi ynakosLi CEPII IKAPCbKOIO 3ACOBY», «IHLUE».
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS
129. | HA®TUSNH® | kpanni HasanbHi AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/0704/01/01
0,05 %, no 10 mny "papmak” 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii peyenma

donakoHi
nonieTneHoBoMy;
no 1 chnakoHy B
nauuj 3 KapToHy; No
10 MmNy donakoHi
nonieTnaieHoBoMy 3
[03aTopom abo y

3aci6. KOHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby
(BUAYYEHHS HE3HAYHOrO NOKa3HMKa (Hanpuknag,
3acTapifioro NokasHWka, Takoro sk 3anax Ta cMak,
abo igeHTUdikauiss 6apBHUKIB UM CMaKOBUX
[06aBok)). 3miHa B cneumndikaiio Ta MmeToam
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
chnakoHi BMNpo6yBaHHSA /13 3a NoKa3HUKOM
nosnieTneHoBoMmy 3 «laeHTUdikaLis», a came BUTyYeHO 3acTapinuii
npo6Koto- TecT lgeHTudikayis. Hitpatn — xapakrepHa
KpanesnbHuueto; no 1 peakuis (b). A Takox nepeHeceHHs NPUMITKA LLOA0
hnakoHy B nauui 3 nepiogNYHOCTI KOHTPOSIIO MOKa3HMKa
KapToHy «Mikpob6ionoriyHa YACTOTa» 3 METOZAIB KOHTPOSIO
0o cneumdikauii M13.
130. | HA®TU3NH® | kpanni Ha3anbHi 0,1 AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/0704/01/02
%, no 10 mny "®apmak” 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi peyenma
chnakoHi 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
nosieTuIeHoBOMY; 3miHa napameTpiB cneyudikadii Ta/abo
no 1 chnakoHy B A0NyCTUMMX MEX FOTOBOFO JiKapCbKOro 3acoby
nautii 3 KapToHy; No (BMNyYEeHHS HE3HAYHOrO NokasHuka (Hanpuknag
10 mn y donakoHi 3acTapifioro NokasHWka, Takoro sk 3anax Ta cMak,
nonieTuneHoBomy 3 abo igeHTudikauis 6apBHUKIB UM CMaKOBUX
po3atopom abo y [06aBok)). 3miHa B cneumdikaviio Ta MmeToau
donakoHi BUNPO6YBaHHsA /13 3a NOKa3HUKOM
nonieTuneHoBomy 3 «laeHTUdikauis», a came BUTyYeHO 3acTapinvi
npo6koto- TecT lgeHTndikayis. Hitpatn — xapaktepHa
KpanesnbHuueto; no 1 peakuis (b). A TakoX nepeHeceHHs NPUMITKM LWoA0
chnakoHy B navui 3 nepiognYHOCTI KOHTPOSIKO NOKa3HKKa
KapToHy «MikpobionoriyHa YCTOTa» 3 METOZAIB KOHTPOSIO
00 cneumdikauii M'N3.
131. | HEBITEH3 Tabnetkn no 5 mr; NMPO®APM ManbTa AxTasic JITg, ManbTta/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13347/01/01
no 10 Tabnetok y A ManbTa Bonrapis 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii peyenmom
6nictepi; no 3 IHTEepHEeLUHN BankaHgapma - 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
6nictepy B TpehguHr OynHnua AL, 3MiHa y MeTogax BMNpobyBaHHSA roTOBOro
KapTOHHIA Kopoo6Li Nimiteq Bonrapis nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOYAKYM 3aMiHy abo
[ONOBHEHHS)) [loaaBaHHS aflbTEPHATUBHOIO
MeToAy 151 BUSHAYEHHSI NOKa3HUKa
"O[HOPIAHICTb L030BaHMX OAMHULL" 38
pO3paxyHKOBO-BaroBUM MeTOAOM, BignoBigHO A0
BMMOr €Bponeiicbkoi ®apmakonei 2.9.40.
BBefeHHA 3MiH NpoTarom 12-tm micsAuis nicns
3aTBEPKEHHS
132. | HEMPOKCOH | Ta6netku, BkpuTi MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/13305/01/01
® NiBKOBOO "Kuismegnp "KuiBmepnpenapa 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii peyenmom
060/10HKO10, Mo 500 enapar” T 3aci6. KOHTpO/1b AONOMDKHMX PpeYOBUH. 3MiHa

mr no 10 TabneTtok y
6nictepi; no 2 abo
no 3 6nictepu B
nadi 3 KapToHy

napameTpiB cneuudikauii Ta/abo gonycTUMmx
MeX AN AONOMIXKHOT PpeqoBUHN (iHLLI 3MiHN)
BHECEHHS 3MiH A0 crneundikauii Ha 4ONOMKHY
peyoBMHYy Hatpito kpockapmesiosa 3a NokasHWKOM
«laeHTuUdikaLis», y 38’a3Ky 3 NnpuBefeHHsaM [0
BMMOT MoHorpacpii EP 0985 Croscarmellose
Sodium
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. KOHTpo/ib AONOMIDKHMX peYOBUH. 3MiHa Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

MeTogax BUNpobyBaHHA [OMNOMDKHOI PEHOBUHM
(iHWi 3miHM y MeTogax BUNPobyBaHHs (BK/IOUauM
3amiHy abo fAofaBaHHs)) BHECEHHS 3MiH [0
MeTOZiB KOHTPOJIO Ha JOMNOMDKHY PEYOBUHY
Hartpito kpockapmesiosa 3a NokasHWKOM
«laeHTudikavis», y 38’a3Ky 3 NpuBefeHHAM A0
BMMOr MoHorpacpii EP 0985 Croscarmellose
Sodium 3miHu | TUNy - 3miHK 3 sAkocTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHMX PEYOBUH.
3MiHa y MeToAax BUMPOGYBaHHS JOMOMiXHOT
pPEeYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeToAax BUNPO6yBaHb) BHECEHHS 3MiH [0
MeTOZiB KOHTPOJIO Ha JOMNOMDKHY PEYOBUHY
Hartpito kpockapmenosa 3a nokasHukoMm «BTpaTa B
Maci Npv BUCYLLUYBaHHI», ¥ 3B'A3KY 3 NPUBEAEHHAM
A0 Bumor moHorpacpii EP 0985 Croscarmellose
Sodium 3miHu | TNy - 3miHK 3 sAkocTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHMX PEYOBUH.
3MiHa y MeToAax BUNPOGYBaHHS AOMOMiXHOT
pPeYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
mMeTofax BUNpo6yBaHb)

BHECEHHS 3MiH [JO METO/iB KOHTPO/IIO Ha
[OMOMiXHY peqoBMHY HaTpito kpockapmesnosa 3a
nokasHukom «CyrnbgaTHa 30/1a», Y 3B'A3KY 3
npuBeaeHHsM A0 BUMOr MoHorpadpii EP 0985
Croscarmellose Sodium

133.

HEYPOBEKC-
TEBA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10; No 60,
a6o no 90, a6o no
150 TabneTok y
6aHLi; no 1 6aHLi B
KapTOHHIW nayu,i

TOB «TeBa
YKpaiHa»

Ykpaina

BankaHthapwva-
Pasrpag AT,
Bonrapis,
BankaHthapwva-
AynHuua AT,
Bonrapis

Bonrapis

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuduikar Bif y)Xe 3aTBepA)KEHOr0 BUPOOHMKA.
MopaHHA OHOBIEHOrO cepTudikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 1998-140-
Rev 05 (3atBepmkeHo: R1-CEP 1998-140-Rev 03)
ana A®l uiaHokobanamiHy Big, 3aTBEpAKEHOr0
BMpo6HuKka SANOFI CHIMIE, France, sikuii 3MiHVB
Ha3sy Ha EUROAPI FRANCE, France.

6e3
peyenma

UA/7313/01/02

134.

HOBOPANIA
®
P/NIEKCMNEH®

PO34MH ON1 iH e,
100 O4/mn, no 3 mn
y kKapTpuaxi; no 1

A/T HoBso
Hopgaick

JIEGTE]

BMPOGHUK

HEepo3dgacoBaHoro

NpoAYyKTY,

Janisa/
PpaHuis/
Bpasunis/

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHu 1l TUny - 3MiHK 3 AKkocTi. A®l. BUpo6bHMLTBO.
3MiHV BUNpo6yBaHb abo AONYCTUMUX MEX Y

3a
peyenmom

UA/4863/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
KapTpUaXy Yy HanoBHEHHS B KnTaiicbka npoueci Bupo6HuuTea AdI, L0 BCTAHOB/IEHI Y
6araTrono30Biii MeHin®, HapogHa cneuudikalisix (BU1y4YeHHs BUNpobyBaHHSA B
0/IHOPa30Biii nepsBrHHa Pecny6nika npoLeci BUPOGHULITBA, L0 MOXE MaTu iCTOTHWIA
LINpML-pyyLi; no 1 ynakoBska, B/IVB Ha 3arasibHy AKiCTb ADI) BuaaneHHs tecty

a60 5 wWnpuy-pyyok
Y KapTOHHii Kopobui

KOHTPO/b SIKOCTI
Ta BiANOBifaIbHWIA
3a BUMNYCK Cepiii
KiHLLeBOro
npoaykty: A/IT
Hoso Hopagaick,
[aHis; BUpobHuk
npoayKuii 3a
MOBHUM LIK/TOM:
Hoso Hopgick
MpoAaoKCboH
CAC, dpaHuis;
MapkyBaHHs Ta
ynakoBKK
dnekcleH®,
BTOPWHHOTO
naxkyBaHHs: A/IT
Hoso Hopagaick,
[aHis; BUpobHuk
ANnsa 36upaHHs,
MapKyBaHHA Ta
ynakoBKM
dnekcleH®,
BTOPWHHOTO
nakysaHHs: A/IT
Hoso Hopgick,
[aHis; Bupo6Huk
Hepo3acoBaHol
NPOAYKUii,
nepBuHHA Ta
BTOPVHHA
ynakoBka: HoBo
Hopgick Mpoaykao
dapmaceyTika [0
Bpasinb N1Tga.,
Bpasunis;
Bupo6Huk
Hepo3acoBaHoro
NPOAYKTY,
HanoBHEHHS B
NepBUHHY
ynakosky: HoBo
Hopgaick (KuTaii)
PapmacbioTikan3

nnasmigHux nepebyaos (FM-B9501), wo
3aCTOCOBYETLCA Ha eTani hepmeHTaLii B npoueci
BMPOGHMLITBA Ail040T PEYOBVHM IHCYNiHY acnapT.
3MmiHu Il Tuny - 3MiHK 3 skocTi. A®IL. Bupo6HMLTBO.
3MiHM BUNPO6YBaHb abo JONYCTUMUX MEX Y
npoueci BupobHuuTea A®I, L0 BCTAHOB/EHI y
cneuudikalisix (BU1y4YeHHs BUNpobyBaHHSA B
npoueci BUPOOGHULITBA, LLLO MOXE MaTu iCTOTHUIA
B/IB Ha 3arasibHy AKiCTb ADI) BuaaneHHs tecty
Ha ¢peHoTmn (FM-5000), L0 3aCTOCOBYETLCH Ha
eTani hepmeHTaLii B NpoLeci BUPO6GHMLTBA A4l
PEYOBUHM iHCYIHY acnapT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
Ko., fita,.,
KuTaiicbka
HapogHa
Pecny6nika
135. | HO/IbMA3A® | Tabnetku KPKA, a.4., CnoseHis BMPOBHULTBO «in CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/12818/01/01
KOHTPON racTpope3nCTeHTHI Hoso mecTo bulk», nepenHHe Himeuunxa/ YTOUHEHHS CTaTyCcy peknamyBaHHs B Hakasi MO3 peyenma
no 20 mr no 7 Ta BTOPUHHE IHAjsA Ykpainu Ne 979 Big 06.06.2024 B npoueci
TabneTtok y 6nictepi; nakyBaHHs, BHECEHHS 3MiH (3MiHuM | TUNYy - 3MiHK LWOA0
no 1 a6o no 2 KOHTPO/b cepii Ta 6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLi
6nictepu B BMNYCK Cepil: 3MiHM) 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS
KapTOHHIlA KOpooLi KPKA, a.4., Hoso NepBUHHOT Ta BTOPUHHOI YNaKOBKY JiKapCbKOro
mecTo, CrnoBeHis 3acoby. BBefeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicns saTBepmkeHHs. 3MiHv | Tuny - 3MiHn Wwoao
nepBrHHe Ta 6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
BTOPVHHE 3MiHM) 3MiHV BHECEHO A0 IHCTPYKLiT Ans
nakyBaHHS, MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
KOHTPONb cepii Ta po3ainy "Mo6iyHi peakui™ WwoAo 3BiTyBaHHA Npo
BMNYCK cepil: nob6iuHi peakuii. BBeeHHs 3MiH NpoTArom 6-Tu
TAL ®apma M'M6X, MicsAUiB MicnsA 3aTBeppKeHHs. 3MiHu | TUny - 3MiHK
HimeyunHa wofo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHn y KopoTkin
BMPOGHULITBO «in XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
bulk», nepBrHHe MapKyBaHHS Ta IHCTPYKLUiT 4519 MeAMYHOro
Ta BTOPUHHE 3aCTOCYBaHHSA reHepuyHNX/ribpnaHmx/6ionogibHmx
nakyBaHHs: nikapcbkUx 3aco6iB nicns BHECEHHS Tiel camoi
Naypyc Na6c¢ MNerT. 3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
NiTa., IHais noTpebye Hafi@HHS XOAHNX HOBUX AOAATKOBUX
AaHnx) 3MiHM BHECEHO A0 IHCTpyKUiT Ans
KOHTPO/b Ccepil: MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
KPKA, a.4., Hoso po3ginis "B3aemogis 3 iHWMMK NiKapCbKUMu
mecTo, C/ioBeHist 3acob6amu Ta iHWi B1uAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHs", "Mo6ivHi peakuii" BignosigHO A0
KOHTPO/b cepii: OHOB/IEHOI IHhopMaLiii pedhepeHTHOro MikapcbKoro
Kemilicbki 3aco6y TEKTA KoHTpon®, Tabnetku
iHCTUTYT, LeHTp racTpopesvCcTeHTHi. BBeeHHA 3MiH NpoTArom 6-Tu
3a Banigauiicke MicsLiB nicns 3aTBepAykKeHHs). Pefakuis B Hakasi -
TEXHO/IOrI€E iH He nignsrae. BipHa pegakuis - nignsrae.
aHanitiko (LIBTA),
CnoseHis
KOHTPO/b Ccepil:
NabeHa 4.0.0.,
CnoBeHis
136. | HOPAIKCUH kancynu no 50 wmr; TOB YkpaiHa IHOAPMACKI PpaHuin BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/19973/01/01
® no 15 kancyny "30PABO" 3MiHu | TUNy - AOMiHICTpaTUBHI 3MiHX. 3MiHa peyenmom | niosisizae

6nictepi, no 4
6nictepv B

HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa




122

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KapTOHHI navu,i

roTOBOrO NKApPCbKOro 3acoby, BKIUaoun
OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky BignoBsifae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKYM BUMYCK Cepili)
3MiHa afpecu BupobHuka 13, y 3B'A3Ky 3
nprYBeAEHHAM afpecu 0 3a3HaUYeHOI Y OHOB/EHIl
niuensii Ta GMP cepTudikaTi. Micue3HaxoKeHHs
BMPOGHMKaA Ta afpeca MicLis NPOBaAKeHHs /ioro
AisnsHocTi 3oHe IHaycTpenne H 2, 1 Pye
HyHnr'eccep, Mpysi, 59121, ®paHuis. 3MiHK
BHECEHO B iHCTPYKLl0 415 MEANYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Micue3HaxomkeHHs1 BUpO6HMKa Ta agpeca Micus
NPOBa/KEHHS NOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHamW B TEKCTi MapKyBaHHS YNakoBOK. 3MiHu |
TMny - AOMiHICTPaTVBHI 3MiHW. 3MiHa Ha3BuK
niKapcbkoro 3acoby. 3MiHM BHECEHO LWOA0 Ha3BU
nikapcbkoro 3acoby. 3arsepmkeHo: HOPAIKCUH.
3anponoHosaHo: HOPAIKCUH®

137.

OS3AJIEKC®

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, N0 40
Mmr Ne28 (14x2): no
14 TabneTok y
6nicTepi, no 2
6nictepu y
KapTOHHI ynakosL,i

TOB
"TNELDAP
M NTA"

YKpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHM 3 akocTi. A®Il. CTabinbHiCTb.
3MiHa nepioly NOBTOPHMX BMNpobyBaHb/nepioay

36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiACYTHOCTI Y 3aTBEpPAKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, Wwo
BK/IIOYAE Nepios, NOBTOPHOrO BUNPOBYBaHHS)
(nepiog, NOBTOPHOro BUNPObyBaHHA/nepios
36epiraHHs) - BiflbLL XOPCTKi YMOBU 36€epiraHHs -
3MiHa yMOB 36epiraHHs Ad| y 3B'A3KY 3
HeoOXigHICTIO NpuBeAeHHs Ao maTepianis DMF,
HajaHoro BUpobHUKoM. [litoya pepakuis:
Storageconditions Store in well closed container
protected from light and moisture at temperature
not exceeding 30°C. MponoHoBaHa pefakuis:

Storageconditions Store in an airtight container
under nitrogen atmosphere, protected from light, at
a temperature of 2°C to 8°C. 3miHu | Tvny - 3MiHK

3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudpikaT BignoBigHOCTI EBponeNichKii
thapmakonei/MmoHorpadii. 3mMiHu, NoB'sA3aHi 3

HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €Bponeiicbkoi hapmakonei,
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC

(3miHa y cneuudikauisix, nos'sasaHa 3i 3MmiHaMu B
[®Y, abo €sponeiicbkili hapmakonei, abo iHLil
HaujioHasnbHIli chapmakonei gepxasu €C) 3MiHM A0
A®| pyBacTaTuH KasibLiito Y 3B'A3KY 3 OHOBJIEHHSAM

MoHorpadii €EP Ha "Rosuvastatin calcium” Ta

3a
peyenmom

UA/16949/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
HeoOXiAHICTIO NPUBECTU Y BiAMOBIAHICTb
cneumaikalito Ta MeToamn KOHTPoso AkocTi A®I fo
DMF
138. | O3ANEKC® TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/16949/01/01
nNiBKOBOIO "TNEQDAP PAPM" 3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®Il. CTabinbHICTb. peuenmom
o060n0Hkoto, no 10 MnaTa" 3MiHa nepioly NOBTOPHMX BMNpoGyBaHb/nepioay
mr Ne28 (14x2): no 36epiraHHa abo yMoB 36epiraHHa A®I (3a
14 TabneTok y BiCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikaTa
6nictepi, no 2 BiANOBIAHOCTI €Bponelichbkili hapmakonei, Wwo
6nictepu y BK/1IOUAE Nepiof, NOBTOPHOr0 BMNPOGYBaHHS)
KapTOHHIA ynakoBL,i, (nepiof NOBTOPHOrO BUNPOGYBaHHA/Nepios,
Ne84 (14x6): no 14 36epiraHHs) - BinbLL XOPCTKI YMOBU 36epiraHHs -
Tabnetok y 6nictepi, 3MiHa yMOB 36epiraHHs A®l y 3B'A3ky 3
no 6 6nictepis y HeOob6XiHICTIO NpuBeAeHHA A0 MmaTepianis DMF,
KapTOHHI/ ynakosL,i HagaHoro BUpobHuMKOM. [litoya pegakuis:
Storageconditions Store in well closed container
protected from light and moisture at temperature
not exceeding 30°C. MponoHoBaHa pefakuis:
Storageconditions Store in an airtight container
under nitrogen atmosphere, protected from light, at
a temperature of 2°C to 8°C. 3minu | Tvny - 3miHn
3 akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. 3mMiHun, nos'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi thapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'a3aHa 3i 3MiHaMu B
L®Y, abo €Bponeiickkili hapmakonei, abo iHLil
HavjioHasbHIl thapmakonei gepxasn €C) 3MiHW A0
A®| pyBacTaTVH KasibLiilo y 3B'A3KY 3 OHOB/TIEHHSAM
MoHorpadii €® Ha "Rosuvastatin calcium" Ta
HeoOXiAHICTIO NPUBECTU Y BiAMNOBIAHICTb
cneumdikaLito Ta METOAM KOHTPOSO AKocTi AD| go
DMF
139. | O3AJIEKC® TabneTkn, BKPUTI TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/16949/01/02
NNiBKOBOO "TNEQ®AP PAPM" 3MiHu | TUnYy - 3MiHK 3 sKocTi. A®IL. CTabinbHiCTb. peyenmom
060/10HKO10, M0 20 M naTa" 3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/Nepiogy

mr, Ne28 (14x2): no
14 TabneTok y
6nictepi, no 2
6nictepn y
KapTOHHIA ynakoBL,i

36epiraHHa abo ymoB 36epiraHHs AdI (3a
BiJCYTHOCTI Y 3aTBEpPIKEHOMY [0CbE cepTudikara
BiANOBIAHOCTI EBpoNeiickkili hapmakonei, LWwo
BK/TIOYAE Nepios NOBTOPHOTO BUMNPOGYBaHHS)
(nepiog, NOBTOPHOro BUNPO6yBaHHsA/Mepios
36epiraHHs) - BinbLL XXOPCTKI yMOBW 36epiraHHs -
3MiHa yMOB 36epiraHHa APl y 3B'A3ky 3
HeoObXigHICTIO NpuBeAeHHs Ao MaTepianis DMF,
HajaHoro BMpo6bHuKoMm. [litoya pegakuis:
Storageconditions Store in well closed container
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
protected from light and moisture at temperature
not exceeding 30°C. NponoHoBaHa pefakuis:
Storageconditions Store in an airtight container
under nitrogen atmosphere, protected from light, at
a temperature of 2°C to 8°C. 3miHu | TNy - 3MiHn
3 aKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENChKIi
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii J®Y abo Esponeiicbkoi chapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
(3miHa y cneyudpikauisix, nos's3aHa 3i 3MiHaMun B
[®Y, abo €Bponeiicbkili hapmakonei, abo iHLWil
HaLjioHasbHIli hapmakonei gepxasu €C) 3MiHM A0
A®| pyBacTaTVH KasibLiil0 y 3B'A3KY 3 OHOB/IEHHSAM
MoHorpadii E® Ha "Rosuvastatin calcium” Ta
HEOob6XiAHICTIO MPUBECTY Y BiANOBIAHICTb
cneundikaLito Ta METOAN KOHTPOO AKocTi AD| o
DMF
140. | OKCANINNAT | koHUeHTpaT Ans EBEBE ABCTpist NOBHUIA LMK ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6314/02/01
NH "EBEBE" PO3YuHy AN Papma BMPOGHMLTBA: HimeuunHa 3Mminu | TURY - 3miHk 3 sKocTi. CepTudikar peyenmom
iHdpysiiA, 5 mr/mn, no lec.m.6.X. ®APEBA YHTepax BignosigHocTi/l E-cepTudikar BignosigHoCTI
10 mn (50 mr), abo Hdor.KI 'M6X, ABCTpIst; €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
20 mn (100 mr), abo BUMYCK cepii: HOBOro abo OHOBMEHOro cepTudpikata
30 mn (150 wr), abo EBEBE dapma BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
40 mn (200 mr) y [ec.m.6.X. Hdpr. BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
thnakoHi; no 1 KI, AcTpisi; A®I; ons BMXigHOro
chnakoHy B KOHTpPO/b/BUNPOBY marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
KapTOHHIlA KOpooLi BaHHA cepii: BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
Na6op NIC CE & [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
Ko. KT, €Bponelicbkiin hapmakonei) - OHOBIEHWIA
HimeuuunHa; cepTuaikaT Bif yxe 3aTBepKeHOoro BUpobHuKa -
KOHTPO/b/BUNPOBY NnoAaHHA OHOBMIEHOrO cepTudikaty BiANOBIAHOCTI
BaHHS cepii: €sponelicbkin dhapmakonei R1-CEP 2003-278-
YmdpopaHa flabop Rev 07 Big 3aTBEpAKeHOro BUpo6bHunka Heraeus
hbop AHanNITIK YHA, Deutschland GMBH & CO. KG, HimeuunHa gitouoi
AydhTparcopcLuyH pevoBMHM oKcantinnaTuH (3aTBepakeHo: R1-CEP
r rm6X &Ko KT, 2003-278-Rev 06; 3anponoHosaHo: R1-CEP 2003-
Himeyunna 278-Rev 07)
141. | OKCUTOUUH | po3uunH ans iH'ekuiin BAT YropwmHa BAT "TeneoH YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7289/01/01
5MO/1 mn, no 1 mn "T'epeoH PixTep" 3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT peuenmom
B amnyni; no 5 PixTep" BignosigHOCTI/lE-cepTucpikat BignoBigHOCTI

amnys y KapTOHHii
ynakoBLi

€Bponelicbkiin dhapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANoOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BuxigHoro
mMarepiany/peareHTy/npomikKHOro NpPoAyKTY, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
nofaHHs OHOBJ/IEHOrO cepTudiikaTa BiANoBILHOCTI
€Bponeiicbkiii hapmakonei R1-CEP 2002-200
Rev 02 (3atBepmxeHo: R1-CEP 2002-200 Rev 01)
ans A®l oKkcUTOLMHY Bif y)XXe 3aTBepIKEHOro
BMpo6HMKa Joint Stock Company “Grindeks”,
Latvia. 3miHn | Tuny - 3MiHn 3 skocTi. CepTudikat
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHUKA -
noAaHHs OHOBJIEHOTO cepTudikata BifnoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2002-200
Rev 03 ana A®| okecuToumHy Bif yxe
3aTBepmxeHoro BupobHuka Joint Stock Company
“Grindeks”, Latvia. 3MiHun | TUNY - 3MiHKX 3 AKOCTI.
A®I. KoHTponb AdI. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BUNPO6YBaAHHS) HE3HAYHI 3MiHWN Y 3aTBEPKEHUX
mMeTofax BUnpobysaHHs gns AP| okcuTouuHy 3a
nokasHukamm “lgeHTudikanis” Ta “KinbkicHe
BM3HaUYeHHs" (BEPX). 3MiHu | Tuny - 3MiHu 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BUNPO6YBaAHHS) HE3HAYHI 3MiHWN Y 3aTBEPKEHUX
mMeTofax BUnpobysaHHs gns AP| okcuTouuHy 3a
nokasHukom “ BmicT Bogm ”. 3miHu | Tuny - 3miHu 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AD|
(He3HayHi 3MiHM y 3aTBEPKEHUX MeToAax
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BMNPOBYBaHHS) HE3HAYHI 3MiHN Y 3aTBEPKEHUX
MeToAMKax BUNpo6yBaHHsS st AP oKCUTOLUHY 3a
nokKasHukom “BMiCT oL TOBOT KUCOTK”. 3MiHW |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
MeToAax BunpobyBaHHs A®I abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BUNPOBYBaHHSA) HE3HAYHI 3MiHN Y 3aTBEPXKEHUX
mMeToAvKax BUnNpobysaHHsA ansa APl OKCMTOLMHY 3a
nokasHukom “Related substances”. 3miHu | Tuny -
3MiHn 3 aKkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuundikauisax Ha AdPl, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHuuTea Ad|
(3BY)KEHHS1 AOMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikauii) 3mMiHa y napameTpax cneumdikauii
3a nokasHukom “Related substances”

142.

OCTEOreHo
H

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, NO 10
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHIA ynakoBsL,i

Mep ®abp
MegunkameH
T

®paHuin

Mep d®abp
MegukameHT
MpoaaxLwH

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[onomixHoT pevosuHy (CE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHOro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMDKHOT PEYOBUHN) -
OHoBeHWiA cepTudikaT Bif BXe 3aTBepAKEHOro
BMPOGHMKA - NnofaHHA oHoBneHoro IME-
cepTudikaTa BignoBigHOCTI €EBpONEnChbkiii
thapmakonei Ne R1-CEP 2006-047 - Rev 03
(3aTBepmxeHo: R1-CEP 2006-047 - Rev 02) ons
AaKTMBHOI PEYOBMHW OCETH-TiAPOKCanaTUToBOI
CronyKu Bif 3aTBEpAXeHoro Bupo6Huka PIERRE
FABRE MEDICAMENT

3a
peyenmom

UA/2977/01/01

143.

MAHTONPA3
ON HATPIIO
CECKBIrigpP
AT

NOPOLLIOK
(cybcTaHuis); y
noaBiliHMX
nonieTuIeHoBMX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHs

TOB
«TNEQPAP
M NTO»

Ykpaina

Bacypaxa ®apma
Uewm JlimiTeq

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpaLiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460). 3MiHu | TURY - 3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOBYBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHsa A®I (3a BigcyTHOCTI ¥

UA/13190/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

3aTBEPKEHOMY [OCbE cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NOBTOPHOrO BMNPOBYBaHHSA) (iHLLI 3MiHU) 3MiHa
nepiofly NOBTOPHMX BUNPOGYBaHb CybCcTaHLil.
[itova pepakuisa TepMiH npuaaTHOCTI: 5 pokiB.
MponoHoBaHa pegakuis TepMiH npugatHocTi: 4
pokun. 3miHu | TMny - 3miHKW 3 AkocTi. ADI.
KoHTposnb A®L. 3MiHa y MeToAax BUNpobyBaHHSA
Ad| ab0 BMXigHOrO MaTepiany/npoMixKHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTBa AP (iHWi 3MiHM y MeTodax
BMNpPoGYyBaHHSA (BK/IIOYaOUM 3amiHy abo
[0noBHeHHs) A®| abo BUXiZHOro/NPOMIDKHOTO
npoaykTy)
3MiHa y MeTogax BunpobysaHHa APl 3a
nokasHukomM «MikpobiosioriyHa unctota», a came
BBEJEHHS BNacHOI MeToAuKN. 3MiHW | TUny - 3MiHK
3 AkocTi. A®l. KoHTponb A®PI. 3miHa y meTogax
BMNpo6yBaHHA A®l abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BUNPO6YBAHHS) BHECEHHSA HE3HAYHUX 3MiH Y
MeToZi BunpobyBaHHsA APl 3a NOKa3HNKOM
«3aJ/TMLLKOBI KifIbKOCTi OpraHiYHNX PO3UMHHUKIB», a
came [ofjaBaHHs ra3oBoro xpomartorpada
Shimadzu, oHOBMEHHS NpoLecy NPUroTyBaHHSA
PO34UHIB | PO3PaxyHKy BMICTY OKpEMMX
PO3UYMHHYKIB. 3MiHM | TUNY - 3MiHU 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii J®Y abo Esponeiicbkoi chapmakoneri,
a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
(iHLWi 3MiHK) NpUBELEHHS METOAIB KOHTPO/IO
AKOCTI Y BifMOBIAHICTb 40 Aitouoi pegakuii
MoHorpadii EP 11.0 «Pantoprazole sodium
sesquihydrate» 3a nokasHukamu «lgeHTudikauis,
«30BHILLHI BUrNSAL PO3UnNHY», «ONTUYHE
obepTaHHA», «CynpoBigHi AOMiLLKK», «Boaa»,
«KinbKicHe BU3HAYEHHS».

144.

NEMO3AP

MOPOLLIOK
niochinizoBaHuin ans
PO3UnNHYy A5 iH'EKUIA
Ta iHdysili mo 40 wr,
no 1 cpnakony 3
NOPOLLKOM Y

CaH
dapmacboT
nkan
IHpacTpi3
Nimiteq

IHais

CaH
PapmacbioTuKan
IHpacTpi3 /174,

IHais

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby
(iHwWi 3miHM) OHOB/IEHHS BXE 3aTBEPAKEHNX
MEeTOZIB KOHTPOJItO AKOCTI NlikapCbKoro 3acoby, a
came: BUKNafeHHs TEKCTY AepXaBHOK MOBOH

3a
peyenmom

UA/16240/01/01




128

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI ynakoBsL,i 3riAHO Cy4YacCHMX BMMOT 3 BHECEHHSAM
KOPEKTOPCbKMX NPaBoK BiANOBIAHO A0
OpUriHaNbHNX JOKYMEHTIB 3MiHu Il Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkunii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHM) BunyyeHHs i3
cneumaikaLii Ta MeToAiB KOHTPOIO 3acTapisioro
nokasHuka akocTi “MornnHaHHa Ta MNponyckaHHA
PO34nHY”
145. | NPEFABANIH | nopoLuok MpAT Ykpaina UxewussaH Xyaxai Kutaii BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: - UA/16298/01/01
(cy6eTaHuin) y "®apmaueBT dapmac'toTikan 3MiHu | TUny - 3MiHuK 3 aKocTi. CepTudiikaT
nakeTax n4yHa chipma Ko., N1A,. BignosigHocTi/l E-cepTudikar BignosigHoCTI
nosnieTuIeHoBUX "OapHuus” €Bponelicbkiin hapmakonei/MoHorpadii. MogaHHsA
ans HOBOro abo OHOBMEHOro cepTudpikata
thapmaLeBTUYHOro BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
3acTocyBaHHs BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepAXeHOro BUpobHUka
noAaHHsA OHOB/IEHOTO cepTudikara BifgnoBigHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2016-189 -
Rev 01 (3atBepmkeHo: RO-CEP 2016-189 - Rev
03). PefakuiiiHi npaBkn Ta yTOYHEHHS [0 Onucy
MeTOAYy KOHTPO/ISA 3aUTNLLIKOBUX PO3UYNHHIKIB
BignosigHo CEP
146. | NPO3EPUH po3unH ans iH'ekuii, | TOBAPUCT YkpaiHa KOHTPO/Ib SKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 3a UA/6253/01/01
0,5 mr/mn, no 1 mn B BO 3 BUNYCK cepil: 3MiHn | TURNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii peyenmom
amnyni, no 10 OBMEXEH ToBapucTBo 3 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
amnyn y nadui 3 (e]}6} 06MEXEHOI0 3MiHa y MeTogax BMNpobyBaHHS rOTOBOrO
KapToHy; no 1 mn B BIANOBIOA BiANoBiAa/IbHICTIO nikapcbKoro 3acoby (He3HayHa 3MiHa y
amnyni, no 10 NbHICTHO "[locnigHwii 3aBog 3aTBEPXKEHNX MeTofax BUNPOOYBaHHS) -
amnyn y 6nictepi, no | «KOPMNOPA "THLCY, He3HayHa 3MiHa y MeTogax KOHTpoto sikocTi 13
1 6nicTepy B nauuj 3 uiA YKpaiHa; 3a NokKasHUKOM “CTepubHICTL”, a came: YMOBU
KapToHy «30POB’A BCi cTagii BMNPOOYBaHHSA BKasaHi 4151 3aKpUTOi cuctemn
» BVMPOGHMLTBA, MeM6paHHOT dinbTpauii Ak 6inbL HaailiHOT;
KOHTPO/1b SIKOCTI, 3MIHEHO KiflbKiCTb KOHTEHEpIB ANS
BUWMYyCK cepii: BUNPOBYBaHHS; BK/IOYEHO NpoLieaypy BigMUBaHHS
TosapucTso 3 MembpaHHUX inbTpIB.
06MeXeHo
Bi4NoBiAa/IbHICTIO
"papmaLeBTUYHa
KoMMaHis
"3p0pos'a”,

Ykpaina
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

147.

MNPONMIOTA

Kancysm m'siki no
100 wmr, no 15
Kancyn y 6nictepi no
2 6nictepu B
KapTOHHI navwi

Mictpan
Kenitan
MeHemxmeH
T NimiTepq,

AHrnis

BMPOGHMLTBO
roTOBOI NiKapCbKOi
dopmu, NepBrHHA

Ta BTOPMHHA

ynakoBka,

KOHTPO/Ib Ta

BVNYCK Cepil:
JTABOPATOPIOC

NEOH ®APMA
C.A., Icnanis;
BTOPVHHA
ynakoBka
(anbTepHaTUBHUI
BUPOGHUK): ATAIC
®APMA, C.11.,
IcnaHis;
MiKpO6ioIorivHmiA
KOHTPONb
(anbTepHaTUBHUI
BUPOBHUK):
NTABOPATOPIO
EYEBAPHE, C.A,,
IcnaHisi; BTOpuHHA
ynakoBka
(anbTepHaTUBHUI
BUPOBHUK):
MAHAHTIAN
IHTEIPA C.11.,
Icnanis

Icnanis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHs roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BMNpOoGYBaHb (BK/IOYaoun 3amiHy abo
[OMOBHEHHS)) 3MiHV B METOAML KOHTPOSIO
"CynposigHi gomilkn" metogom BEPX y 3B'A3Ky 3i
3MIHOK XpomaTorpadivyHoi KOMIOHKM

3a
peyenmom

UA/20296/01/01

148.

MNPONMIOTA

Kancysm m'siki no
200 mr no 14 kancyn
y 6nictepi, no 1
6nictepy B
KapTOHHI navu,i

MicTtpan
Kenitan
MeHexmeH
T NimiTeq,

AHrnis

BMPOGHMLTBO
rOTOBOI NiKapCbKOI
opmMu, NepBrHHA

Ta BTOPVHHA

ynakoBska,

KOHTpO/b Ta

BMNYCK cepil:
NNABOPATOPIOC

NEOH ®APMA
C.A., IcnaHis;
BTOPVHHA
ynakoBka
(anbTepHaTMBHUI
BMPO6HUK): ATAIC
®APMA, C.N.,
IcnaHis;
MiKpO6ioorivHuniA
KOHTPONb
(anbTepHaTMBHUI

IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
3miHa y MeTogax BMnpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y meToaax
BMNPO6YBaHb (BK/IOYaKUM 3aMiHy abo
[OMOBHEHHS)) 3MiHW B METOAML KOHTPOSIO
"CynpoBigHi gomilkn" MeTogom BEPX y 3B'A3ky 3i
3MIHOI XpomaTorpadivyHoi KOJIOHKN

3a
peyerimom

UA/20296/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHUK):
NABOPATOPIO
EYEBAPHE, C.A,,
Icnaxisi; BTOpUHHA
ynakoBka
(anbTepHaTUBHUIA
BMPOGHUK):
MAHAHTIAN
IHTEFPA C.11.,
IcnaHis
149. | PAHITUAVH TabneTku, BKPUTI "HOHiK IHais FOHiK IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/4335/01/02
€BPO NNiBKOBOIO dPapmacbioT PapmacbioTuKan YTOYHEHHS! HAaNMCaHHA yNakoBKM B Hakasi MO3 peyernmom
o6onoHkoto, no 300 vkan Na6opatopis Ykpainu Ne 897 Big 24.05.2024 B npoueci
Mmr; no 10 TabneTok Nab6opaTtopi3 (BipfineHHs dipmun BHECEHHS 3MiH (3MiHuM | TUNYy - 3MiHK LWOA0
y cTpuni, no 2 a6o 5 " "x. B. Kemikan3 6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
CTpuniB y kopobui 3 (BipgaineHHs eHf 3MiHM) OHOB/IEHHSI TEKCTY MapKyBaHHS NepPBUHHOI
KapToHy ipmu "x. dapmMacbioTVKan3 Ta BTOPMHHOT YNaKoBOK NiKapCbKoro 3acoby, a
B. Kemikans Nt came: BHECEHHSI HE3HAUYHMX pefakLUiiHuX NpaBokK
eHp, N0 TeKCTY; AONOBHEHHS PO34iniB iHopMaLlieto
dapmacboT NpPO HaHECEHHS NepeMiHHUX JaHuX (cepis, TepPMiH
vkans fita.") npuAaTHOCTI, AaTa BUrOTOB/EHHS, peecTpavjiiiHe
noceigyeHHs); a Takox y n. 17. IHWE Ta n. 6.
IHLWE yTo4HeHO iHhopMaLito LWoA0 HAssBHOCTI
NoroTUny BMPOBHUKA Ta TEXHIYHOI iHchopma,i.
TepMmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
3aTBepxeHHs). Pefakuis B Hakasi - no 10
TabneTok y ctpuni; no 2 a6o 5, a6o 10 cTpunis y
KOpoo6Li 3 kKapToHy. BipHa pepakuis - no 10
TabneTtok y ctpuni; no 2 abo 5 cTpunis y kopobui 3
KapTOHY.
150. | PUCNEPOH® | Tabnetku, BKpUTI 3AT NutoBecbka | BAJIKAH®APMA- Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13764/01/01
nNiBKOBOIO «®apmnira» | Pecny6nik AYNHWUA AL 3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT peyenmom
060/10HKOI0, MO 4 Mr, a BignosigHocTi/l E-cepTudikat BignosigHoOCTI

no 10 Tabnetok y
6nictepi, no 1
6nictepy abo no 3
abo no 6 6nictepis B
KapTOHHI nayw,i

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANoOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BuxigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepIXEeHOro BUPOOHUKaA -
noJaHHs OHOB/IEHOro cepTudikaty BignoBigHOCTI
€sponelicbkin dpapmakonei R1-CEP 2002-151-
Rev 07 Big 3aTBEpAXeHOro BupobHuka Jubilant
Generics Limited aito40i pe4oB/HU pucnepuioH B
3B'5A3KY 3i 3MiHOK Ha3BW BUPOOHMKA, MicLe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHMLITBA He 3MiHUIOCh (3aTBepaxeHo: R1-
CEP 2002-151-Rev 06 Jubilant Generics Limited;
3anponoHoBaHo: R1-CEP 2002-151-Rev 07
Jubilant Pharmova Limited).
151. | PUCMNEPOH® | Tabnetku, BKPUTI 3AT NutoBecbka | BAIKAHPAPMA- Bonrapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13764/01/02
NiBKOBOO «®apmnira» | Pecny6nik AYNHUUA AL 3MmiHn | TURY - 3miHk 3 sKocTi. CepTudikar peyenmom
060/10HKOH0, MO0 2 M, a BignosigHocTi/l E-cepTudikar BignosigHoCTI
no 10 TabneTtok y €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
6nictepi, no 1 HOBOro abo OHOBMEHOro cepTudpikata
6nictepy abo no 3 BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
ab6o no 6 6nictepis B BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
KapTOHHIW nayu,i A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
NnoAaHHA OHOBMIEHOTO cepTudikaty BiANOBIAHOCTI
€sponelicbkin dhapmakonei R1-CEP 2002-151-
Rev 07 Big 3aTtBepmKeHoro supobHuka Jubilant
Generics Limited gjto4oi peyoBuHM pucnepuaoH B
3B’A13KY 3i 3MiHOIO0 Ha3BU BUPOOHNKA, MicLe
BMPOBHMUTBA He 3MiHWIOCh (3aTBepakeHo: R1-
CEP 2002-151-Rev 06 Jubilant Generics Limited,;
3anponoHosaHo: R1-CEP 2002-151-Rev 07
Jubilant Pharmova Limited).
152. | PIANTPIC cnpeii HasaslbHUIA, rneHmapk LLisefiuapi neHmapk IHAjisa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/19108/01/01
MOHO [030BaHuii, CnewianTi A dPapmacboTukan3 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom | niosisizae
cycneHsis, 50 C.A. nra. Ta hapmakoHarnsagy (iHwi 3miHu). 3mMiHU BHECEHO
MKr/f03y, no 60 abo y TEKCT MapKyBaHHS JlikapCbKOro 3acoby
120 po3y BTOPUHHOI YNakKoBKW, a caMe BUIy4YeHO
nosnieTuneHoBomy iH(bopMmaLLito o0 Ha3BY Ta afpecu 3asBHUKA.
chnakoHi, no 1 TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
dhnakoHy 3 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woa0
[03YH04UM HacOCOM- 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy (iHwi
posnusBayeM, 3MiHM). 3MiHM BHECEHO B iHCTPYKLil0 AnA
3aKpUTUM MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
KOBMNaykom, y LIOA10 BU/TYYEHHS pPO34iniB "3asaBHUK" Ta
KapTOHHI KopoobLi "Micue3HaxoMKeHHs 3asBHMKa". TepMiH BBeAEeHHS
3MiH NPOTAroM 6 MicsLiB MiCNsA 3aTBEPMKEHHS.
153. | PIHOCAH crnpei HasanbHUiA, TOB Nartsilicbk Basik ®apma HigepnaHngn BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 6e3 UA/19254/01/01
PO34uH, 1 Mr/mn; no "IHOPAPMA a MaHydhakTypiHr 3MiHKM | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenma
10 mn y donakoHi; no TpeigiHr" Pecny6nik B.B. 3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHui
1 chnakoHy B a 3aci6. 3MiHa y NepBUHHIli ynakoBLji rOTOBOro

KapTOHHIM nauui

NiKapcbKoro 3acoby (sIKiCHWI Ta KiNbKiCHWIA cknag)
- M’'siki Ta HecTepunbHiI piaki nikapcobki hopmu.
3akynoptoBasibHUIA 3acib, a came ana yHidikauii
iHhopmauii woao Hacocy 1 1a Hacocy 2
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
3anponoOHOBaHO BHECEHHS 3MiH [0 TEXHIUHUX
XapakTepucTuK Hacoca-posnuioBaya 2 Woao
1031, L0 BUAAETLCA HACOCOM NPOTATOM TEPMiHY
npuaaTHOCTI 6asioHa, WO I'PYHTYETLCA Ha AaHNX
Npo Macy po3nueHHs, aki 6ynu HagaHi
BMPOGHMKOM Hacoca-po3nustoBada. Tak sk
KiNIbKICTb PO3MUIEHHS OAHIET 403U Aito4oil
PeyoBMHN HACOCOM 2 nepebyBae B Mexax
PO3NUAEHHSA OAHIET A,031 Ail0YOT PEYOBUHU
Hacocom 1.
154. | PIHOCAH cnpeii HasaslbHUiA, TOB Natsiiicbk Basik ®apma HigepnaHan BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/19254/01/01
pO34uH, 1 Mr/mn; no "IHPAPMA a MaHydhakTypiHr 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
10 mn y doriakoHi; no TpewgiHr" Pecny6nik B.B. Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
1 dhnakoHy B a y3arasibHeHUX JaHnX npo cucTemy

KapTOHHIW nayu,i

thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu hapmakoHarnsgy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganbHOT
3a (papmakoHarnsg. [itoya pegakuis: Bonotko
BikTopis MuxaiinisHa.
MponoHoBaHa pepakuis: MoniHa AMaTto. 3miHa
KOHTaKTHUX JlaHNX YNOBHOBaXeHOT 0Cobm
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNKA,
BiANoBiAabHOI 3a hapmMakoHarnsg B YkpaiHi.
[itoua pegakuis: BonownHa AHacTacis
AHaTtoniiBHa.

MponoHoBaHa pepakuis: MinieHko Mapist
BaneHTuHiBHA. 3MiHA KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxoKeHHS MacTep-aina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miau | Tuny - 3MiHu Wwoao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHN).
3MiHV BHECEHO [0 TEKCTY MapKyBaHHS yNakoBKU
NikapcbKoro 3acoby, a came: BU/Ty4YeHHs Ha3Bu Ta
MiCLie3HaX04KEeHHSA 3asABHUKa, NPUBEAEHHA CTU/IO
HanvcaHHg Ha3BW Jlikapcbkoro 3acoby, Airyoi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o

155.

PEyOoBMHW, 3aronoBKy LLOAO AOMOMDKHUX PEYOBWH,
3a3HayeHHss HOMepy peecTpauiliHoro NOCBigYEHHS,
YTOUHEHHS 10roTuny, AoAaBaHHs iHchopmauii
LoAo dhapmMKoais, Kogis Tunorpadii (kobopoBwiA i
4YMCNOBWIA) Ta BHECEHHS HE3HAUYHWX pefaKLuiiHnX
npaBoK MO TEKCTY. BBeAEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MIiC/A 3aTBEPIKEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs).
3MiHa Ha3BW Ta agpecy 3asiBHUKA

nocsio4YeHHs

PIONAH

CyCneHsisi opasibHa,
800 mr/10 mn no 10
mn B cawe; no 10,
ab6o no 20, abo no
50 cawe B
KapTOHHIlA KOpooLi

Takepa
M6X

HimeyuuH
a

Takega M'moX

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby.
3miHa y MeTogax BMnpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpPKEHNX MeToax BUNPOBYBaHHS) 3MiHU
METOAMKM 3a NOKA3HMKOM «KinbKiCHE BU3HAYEHHS.
MarHito rigpokcug» (4ogaHo obnagHaHHS,
peakTuBW, ONUC BU3HAYEHHA TUTPY, ONUC
NPUroTyBaHHS KOHTPO/IbHOTO PO3UNHY L5
TUTPYBaHHS; YTOYHEHO OMUC NPUTrOTyBaHHSA
6ydhepHOro po3ymHy, onN1c NPUroTyBaHHS
iHAVKaTopy, ONUC NPUroTyBaHHSA BUNPOOYBaIbHOTO
pO34uMHy, NPo6ONIAroTOBKa, MOPSA0K NPOBEeAEHHS
aHaunizy (36i1bLLUEHO KINbKICTb MPoBEAEHUX
KOHTPONbHUX BUNpobyBaHb blank tests), hopmyna
po3paxyHKy Ta pefakLiliiHi npaBku (CTPYKTYpY
MeToaukn BuknageHo y CTD dhopmari)).
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nNiKapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMMPOGYBaHHS) 3MiH/ METOAMKM 38 MOKAa3HNKOM
«KinbKicHe BU3HaYEHHS. AIOMIHIIO Figpokena»
(nopaHo obnagHaHHA, peakTuBwW, OnNmc
BWU3HAYEHHS TUTPY, ONUC NPUTOTYBaHHS
KOHTPO/IbHOTO PO3UUNHY 1 TUTPYBAHHS; YTOYHEHO
Onnc NpUroTyBaHHs 6ydhepHOro po3uunHy, onunc
NPUroTYBaHHS iHAMKATOPY, ONWUC NPUrOTYBaHHS
BMNPOOYBa/IbHOTO PO34MHY, NPOGOMIArOTOBKA,
nopsAoK NpoBeAeHHs aHaui3y (36i1bLLEeHO
KiNIbKICTb MPOBEAEHNX KOHTPOJIbHUX BUNPObBYBaHb
blank tests), hopmyna po3paxyHky Ta pefakuiiiHi

npasku (CTPYKTYpY MeToauKu BuknageHo y CTD

dhopmari)). BBeieHHs 3MiH NPOTArom 6-T1 MicsiLiB

6e3
peyenma

UA/11741/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

nicns 3aTBepmpKeHHs. 3MiHu | Tuny - 3miHu 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roToBOro Mikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOGYBaHHS) 3MiH/ METOAMKM 38 NOKA3HUKOM
«KinbkicHe BU3HaueHHs. Marangpaty» (4ogaHo
obnagHaHHA, YTOUHEHO OMUC aHasliTUYHOT
HaBaXKu, OMUC TUTPYBa/IbHOTO 3paska, NopsiaoK
npoBefeHHs aHani3y (36iNbLUEHO KiNbKICTb
npoBeAeHNX KOHTPO/IbHUX BUNPOByBaHb blank
tests; AN po3paxyHKy BUKOPUCTOBYHOTbL CepefiHe
3HaYeHHs) Ta pefakLiiiHi npaskn (CTPYKTYpY
mMeToaukn BuknageHo y CTD dhopmari)).
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAaX
BMNPOGYBaHHS) 3MiHV 40 METOAVKM 3a
nokasHukom «HeliTpanizaujiiHa 34aTHICTb»
(mopaHo obnagHaHHA, ONUC NPUroTyBaHHSA
KOHTPO/IbHOTO PO34MHY A1 TUTPYBaHHS; YTOYHEHO
peakT1BW, ONUC NPUrOTYBaHHSA BUMPOOYBasIbHOrO
pO34uMHy, po3paxyHKoBy hopmysy Ta 36ibLUeHO
KifIbKICTb MPOBEAEHNX KOHTPOSIbHUX BUMPOBYBaHsb,
AN po3paxyHKy BUKOPUCTOBYIOTb CEpPeAHE
3HauYeHHs). A TakoX NpuBeLEeHHS Y BiANOBIAHICTb
po CTD dhopmaty aHaniTM4yHuX Metodis Ans
BM3HAYEHHS 34aTHOCTI A5 HelTpasisauii, po3mipy
4acTOK Ta FTOMOreHHOCTI, Yacy HelTpanizauji,
CTi/iKOCTi cycneHsii, koedilieHTy cefumeHTauii,
ioeHTUdikauii manragpary, igeHTudikadii Ta
KiNIbKOCTi Cpi6na, igeHTrdikaLii Ta KilbKocTi
XxnoprekcuanHy GirntokaHaTty. BBegeHHst 3mMiH
NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCcbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roToBOro
nikapcbkoro 3acoby (4N NpuBeAeHHs y
BignoBigHicTb 3 AdY abo EBponelicbkoro
thapmakoneeto Ta BUNyYEHHS NOCUNaHHS Ha
3acTapifniMii BHYTPILWHI MeTog, BUNPOGYBaHHS i
oro Homep) 3MiHa in-house MeToAWKM 3a
NoKa3HUKOM «B’3KiCTb» y 3B'A3Ky 3 MpUBEAEHHAM
y BiANOBIAHICTb A0 MeToda EP 2.2.10.MeTop,
poTauiiHoi Bicko3uMeTpii. BBeAeHHS 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

NpOTAroM 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby
(iHWi 3MiHW) NpYBEAEHHS METOAIB KOHTPOSIO
AKocTi [N13 y BiANOBIAHICTb A0 OPUTiHATbHUX
aHaniTMYHKX nNpoueayp BMpo6Huka. BeegeHHA
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPKEHHS.
3MmiHu Il TURY - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
(3MiHa 3HaxoAuUTbCA Mo3a 3aTBEPAKEHUMU
[ONYyCTUMUMK Mexamuy cneuudikawin)
3MiHa AONYCTUMUX MEX 3a MOKa3HUKOM
«B’askicTb» y cneyudikauii HanpuKiHLi TepMiHY
npugaTHocTi (3aTBepaxeHo: 25 — 100 mMa.c;
3anponoHoBaHo; 25 — 115 mla.c). BBegeHHs 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHS

156.

POJVIHIP

NOPOLLIOK A/1A
OopasibHOT cycneHsii
no 250 mr/5 mn no
60 mn, 100 My
donakoHi; no 1
oNakoHy 3 MipHOH
JIOXKKOI0 B KOPOOL

TOB
"YOP/]
MENLINH"

YkpaiHa

dapmaBixH CaH.
Be Timx. A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
TexHiyHa nomusika (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460. BrvnpaBneHHs TEXHIYHNX
NMOMWJ/IOK 3rigHo n.2.4. po3giny VI Hakazy MO3
YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
Hakady MO3 YkpaiHu Big 23.07.2015 p Ne 460),
JonyLweHVX Npu NpoBeAeHHI npoLeaypu
peecTtpauii (PM NeUA/18546/01/01; Hakaz MO3
Ykpainu Big 03.02.2021 p. Ne171) B cneumdpikawi
MK$A N3 Ha Bunyck 3a nokasHukom «KinbkicHe
BU3HAUYEHHs»: 3aTBepapkeHo - 95,0% 105,0% Big
3asB/. KibKOCTi (273,5 -262, mr/5 mn);
3anponoHoBaHo - 95,0% 105,0% Big 3as8/1.
KinbKocTi (237,5 -262, Mr/5 mn). 3a3HaueHi
BMMpaB/IeHHS BiAnoBifatTb MaTepianam
BUPOGHMKA, SIKi 3HAX0ASATLCS B apXiBi

3a
peyenmom

UA/18546/01/01

157.

PO3YBACTA
TUH

TabneTtkn, BKPUTI
NNiBKOBOK
060/10HKOI0 Mo 10
Mmr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 6 ao no 9
6nictepiB y
KapTOHHIW nayu,i

AHTUBIOT
MKW CA

PymyHis

AHTUBIOTUKN
CA

PymyHis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
ab0 5K pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHD,
npoBefeHNX BiAMOBIAHO A0 NaaHy negiaTpuyHnX
pocnimpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEeHTHUM YNOBHOBAXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLIii AN MegUyYHOro

3a
peyenmom

He
nionsieae

UA/18773/01/01




136

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Ail040i PeYOBUHM PO3yBacTaTWHY 3rifHO 3
pekomeHpauissmm PRAC.
TepmiH BBEAEHHSA 3MiH NPOTAroM 6 MicAuiB nicns
3aTBEpPKEHHSA
158. | PO3YBACTA | Tabnetku, BKpUTI AHTUBIOT PymyHis AHTUBIOTNKN PymyHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/18773/01/02
TUH nNiBKOBOIO MKW CA CA 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nidnsieae
o060n0Hkoto no 20 Ta chapmakoHarnsgy. 3miHa y KopoTkiii
Mmr; no 10 TabneTok XapakTepucTuL NikapcbKoro 3acoby, TekcTi
y 6nicTepi; no 3 abo MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
no 6 abo no 9 3acToCcyBaHHS Ha MigcTaBi perynsipHo
6nictepiB y OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro
KapTOHHIM nauui 3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B MiciApeecTpaviitHuii nepiog,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHD,
npoBefeHNX BiAMNOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETeHTHUM YNOBHOBAXEHUM OpraHoMm) -
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acTocyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"Oco6mBOCTi 3acTocyBaHHs", "M06IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Ail0Y0i Pe4OBUHM Po3yBacTaTWHY 3rifHO 3
pekomeHpauismm PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
159. | PO3YBACTA | Tabnetku, BKpUTI AHTUBIOT PymyHis AHTUBIOTUNKN PymyHis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/18773/01/01
TUH nNiBKOBOO MKW CA CA 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom nidnsieae
o60noHkoto no 10 Ta thapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
Mmr; no 10 TabneTok [0 IHCTPYKLT AN18 MeANYHOro 3aCTOCYBaHHSA
y 6nicTepi; no 3 abo nikapcbKoro 3acoby Ao po3ginis "B3aemogis 3
no 6 a6o no 9 iHLWIMMKM NikapcbKMMK 3acob6amMu Ta iHLWi BUan
6nictepiB y B3aemogiit", "Ocob6/MBOCTi 3aCTOCyBaHHSA",
KapTOHHIW nayu,i "Mo6iuHi peakuii" BiANOBIAHO [0 OHOBAEHOI
iHchopMmalii 3 6e3nekn Ajityoi pevyoBUHN
po3yBacTaTuHy.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
160. | PO3YBACTA | Tabnetku, BKpUTI AHTUBIOT PymyHis AHTUBIOTUNKN PymyHis BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a He UA/18773/01/02
TUH NAiBKOBOIO VKN CA CA 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom | niossizae

060/10HKOI0 Mo 20
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 6 aéo no 9
6nictepiB y
KapPTOHHIM nayuj

Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO
[0 IHCTPYKUIT ANA MEeJNYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ainis "Baaemogis 3
iHLWIMMKM NikapcbkMMU 3acobamMu Ta iHLWi BUau
B3aemogii", "OcobnnBoCTi 3aCTOCyBaHHSA",
"Mo6ivHi peakui” BigNOBIAHO 10 OHOB/IEHOI




137

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
iHchopmawii 3 6e3nekn Ajitoyoi pevyoBUHN
po3yBacTaTuHy.
TepmiH BBEAEHHSA 3MiH NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHSA
161. | POCT- rpaHynu, no 10 ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/4625/01/01
HOPMA neHani "HauioHanb "HauioHanbHa 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWiA peyenma nionsizae
nonimepHomy abo Ha [omeonaTuyHa 3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHWi
hnakoHi 3 Kpuwikoto; | FomeonaTtuy Cninka" 3aci6. 3MiHa y NepBUHHIli yNnakoBLji roTOBOro
no 1 neHany a6o Ha Cninka" nNikapcbKoro 3acoby (Tun KoHTeliHepa abo

chnakoHy B naui 3
KapToHy abono 5r
rpaHyn y KoHTelHepi
3 J03yBaHHAM; N0 2
KOHTelHepwn B naui
3 KapTOHY

[0[aBaHHA HOBOrO KOHTelHepa) - TBepai, M'siki Ta
HecTepusbHi piaki nikapcbki oopmu CynyTHs 3MiHa
- 3MiHM 3 IKOCTi. [OTOBWMI NiKapcbkuii 3aci6.
KoHTposb rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTUMmx
MEX roTOBOrO /iKapCbKOro 3acoby (f0MOBHEHHS
cneuudikauii HOBUM NMOKa3HUKOM 3 BifNoBiAHNM
MeTOoA0M BUNPO6YBaHHA) BBEAEHHS A0AATKOBOT
ynakoBKU, a caMe KOHTelHep 3 [03yBaHHAM no 5,
3 BHECEHHSAIM BifNoBiAHUX 3MiH 40 p. «YNakKoBKa»
Ta [OMNOBHEHHSA creundikavii MN13 n. «Maca
BMICTY YNakOBKW: KOHTENHepW 3 f03yBaHHAM Mo 5
r», 3 BiAMOBIAH/M METOLOM BUNPOOYBaHHS.
3arBepmkeHo: Ynakoska. Mo 10 r y neHani
nonimepHoMmy 6in10ro KoNbOpPy abo thakoHi 3
KpuLKoto. Ha neHan abo hnakoH 3 KPULLKOK
HaKNeTb eTUKETKY 3 nanepy CaMoK/1eyoro.
KoXHunin neHan abo dh1akoH 3 KPULLKOK pasoMm 3 3
HCTPYKLEIO 3 MEAUYHOIO 3aCTOCYBaHHS
BKaatoTb Y Nayky 3 KApTOHY N5 CMOXUBYOT
Tapu nigrpyny Xxpom-epsad,. 3anpornoHoBaHo:
YnakoBka. o 10 r rpaHyn y neHani noniMmepHomy;
no 1 neHany pasom 3 iHCTPYKLED 415 MEeAUYHOrO
3aCcTOCyBaHHSA B nauyLi 3 KapToHy; abo no 10 r
rpaHysn y p/1akoHi 3 KpULLKOHO; No 1 doriakoHy
pa3oMm 3 iHCTPYKLI€E AnA MegnyHoro
3aCTOCYBaHHSA B Nauyli 3 KapToHy, abono 5
rpaHyn y KoHTeliHepi 3 fJ03yBaHHAM: Mo 2
KOHTeHepy pa3oMm 3 IHCTPYKLIE AN MeAnyHOro
3aCTOCyBaHHS B MauLi 3 KapTOHY. 3MiHW BHECEHO B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby [0 po3ziny "Ynakoska"y
3B'AA3KY 3 BBEJIEHHAM [04aTKOBOI NEPBUHHOT
yMakoBKM (KOHTEHep 3 fo3yBaHHAM Mo 5. ) Ta K
HacnigokK - BignoBigHi 3MiHW BHECEHO A0 po3ainy
"Cnoci6 3acTtocyBaHHs Ta fo3n" (fofaBaHHSA
anropuTMy 3acToCyBaHHs) 3rifHO 3 MaTepiaiamn
peecTpaLliiHoro Aocbe. BBeAeHO TekcT
MapKyBaHHS! 1115 BifNOBIAHOIO A03yBaHHA Ha 5 1
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

(nepBrHHa Ta BTOPUHHA YNaKOBKW /1iKapCbKOro
3acoby).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHWi
3aci6. 3MiHa po3mipy ynakoBKu roTOBOro
nikapcbKoro 3acoby (3miHa KisibkoCTi O4NHULb
(Hanpwvknag TabneTok, amny TOLLO) B YNakoBL,i:) -
3MiHa nosa fiana3oHoM 3aTBepXeHNX po3Mipis
yMNaKoBKU - Yy 3B'A3KY 3 BBEEeHHAM [04aTKOBO|
NepBUHHOT YNakoBKM (KOHTEHep 3 A03yBaHHAM,
no 5 r), 3MIHIETLCA KiNbKICTb OANHULL Y
BTOPWHHIlA ynakoBL,i. Y nayyi 3 kapToHy 6yae no 2
KOHTeWHepu 3 f03yBaHHAM. 3arasibHa KiflbkiCTb
nikapcbKoro 3aco6by y BTOPUHHIN ynakosui (10 1) —
He 3MIHIOETLCA. 3MiHV BHECEHI B IHCTPYKL,i0 AN
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ziny "YnakoBka" y 38’3Ky 3 AoAaBaHHAM HOBOI
YNaKoBKM - KOHTeliHepa (3MiHa KiflbKOCTi 0ANHMLb
BTOPUHHOI yNakoBku). BignoBigHi 3MiH1 BHECEHO B
TEKCT MapKyBaHHS yMakoBKW NikapCbKoro 3acoby.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
IHCTpPYKLUit0 418 MeANYHOro 3acTOCyBaHHA
NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HWMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUau
B3aemogiin”, "MobivHi peakuii" BignoBigHO A0
iHchopmawii 3 6e3neku 3aCTOCyBaHHSA NiKapCbKoro
3aco0y Ta BHECEHO YTOYHEHHS 040 Ha3BK
po3giny "®apmakoTepanesTuyHa rpyna. Kog ATX",
a Tako)XX OHOBJIEHO TEKCT MapKyBaHHSA NepBUHHOT
Ta BTOPVHHOI YMakoBKM NiKapCbKOro 3acoby.

162.

CEAA®ITOH
®

Tabnetkn; no 12
TabneTtok y 6nictepi;
no 2 a6o 4, a6o 8
6nictepiB y nauui

MPAT
"®ITOPAPM

YKpaiHa

BiANoBigabHMI 3a
BVMPOGHMLTBO,
nepBUHHE/BTOPUH
He nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUMycCK cepii:
MPAT
"OITOPAPM",
YKpaiHa;
BiANoBigabHMI 3a
BVMPOGHMLTBO,
nepBUHHE/BTOPUH
He nakyBaHHs,
KOHTPO/Ib SIKOCTI:
MNAT "BitamiHn",
YKpaiHa;
BiANOBiAa/IbHMI 3a

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHun). 3mMiHU BHECEHO

B IHCTPYKLit0 A1 MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sainy "Mo6iyHi peakuyji”
LLI0A0 3BiTyBaHHS MPO NO6iYHi peakuii Ta Ao
po3ainy "Micue3HaxoKeHHs 3asBHMKA" LWo40
YTOUYHEHHS1 KOHTaKTHUX AaHNX 3asiBHUKA.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns

3aTBEPAKEHHS

6e3
peyenma

nionsieae

UA/4826/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BVMPOGHMLTBO,
nepBUHHe/BTOPUH
He nakyBaHHs Ta
KOHTPO/b AKOCTI:
AT "Nly6Hnchapm",

YKpaiHa;
BignoBigabHWi 3a
BUNYCK cepii, He
BK/THOHAI0UM
KOHTPO/b/BUNPOBY
BaHHA cepii:
MPAT
"OITOPAPM",
YKpaiHa

163.

CELA®ITOH
® ®OPTE

Kancynu; no 6
kancyn y 6nictepi;
no 2 a6o 4, abo 8
6nicTepiB y nauuj;
no 30 kancyny
KOHTEliHepi 3
KPULLIKOIO 3
KOHTpONEeM MepLUoro
BigKpUTTA, No 1
KOHTEliHepy B nauLi

MPAT
"OITOPAPM

Ykpaina

BiANOBIAa/IbHUI 3a
BVMPOGHMLTBO,
nepB1MHHE/BTOPUH
He nakyBaHHS,
KOHTPO/b SIKOCTI
Ta BMNyCK cepil:
MPAT
"GITOPAPM",
YKpaiHa;
BiANOBIAa/IbHUI 3a
BVMPOGHMLTBO,
nepB1MHHE/BTOPUH
He nakyBaHHS,
KOHTPO/Tb AKOCTI:
MAT "BiTamiHn",
YKpaiHa;
BignoBiganbHWi1 3a
BUPOGHMLTBO,
nepBrYHHE/BTOPWH
He nakyBaHHs Ta
KOHTPO/b SIKOCTI:
AT "ly6Hndpapm",
YKpaiHa;
BiANoBigabHMIA 3a
BUMNYCK Cepil, He
BK/THOHAI0UM
KOHTPO/b/BUNPOBY
BaHHS cepii:
MPAT
"®ITOPAPM",Ykp
aiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy (iHwi 3miHu) - 3MiHWM BHECEHO

B |HCTPYKL,tO0 418 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny “MNo6iyHi peakuii”
LLLOA0 3BiTYBaHHA Npo NOGiYHI peakLii Ta 4o
po3giny "Micue3HaxomKeHHs 3asBHMKA" LWOA0
YTOUYHEHHS! KOHTaKTHUX AaHnX 3asBHUKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS

6e3
peyenma

nionsieae

UA/4826/02/01

164.

CEMIOMNIH®

Tabnetku no 2,5 mr
no 14 tabneTtok y
6nictepi, no 2, 4 abo

TOB
"TNELDAP
M ATO"

YKpaiHa

BVMPOGHMLTBO,
nepBuHHe
nakyBaHHsl,

YkpaiHa/
IHais

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo

3a
peyenmom

He
nionsieae

UA/9382/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
6 6nicTepiB y BTOPUHHE BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A/15
KapTOHHIA ynakoBL,i nakyBaHHsl, 4yacTHK abo BCbOro BUPOBHMYOro npouecy
KOHTPO/Ib AKOCTI, roTOBOrO NiKapcbKoro 3acoby (AinbHULA, Ha SAKIN
BMNYCK cepil npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
abo BUHATKOM BUMYCKY Cepiid, KOHTPOJIO AKOCTI,
BTOPVHHE NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
nakyBaHHs, HeCTepW/IbHKX JliKkapCbknx 3aco6iB) - CynyTHs
KOHTPO/1b SIKOCTI, 3MiHa - 3MiHM 3 SiKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
BUMNYCK cepil 3MiHn y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
npoayKuii i3 in [0[aTKOBOI [i/TbHNL BUPOGHMLTBA A1 YACTUHM
bulk: ab0 BCbOro BMPOGHMYOro MpoLecy rotoBoro
TOB "KYCYM niKapcbKoro 3acoby (ainbHMLA 4151 BTOPUHHOIO
PAPM", YkpaiHa, nakyBaHHS) - 3MiHM 3 SAKOCTi. [0TOBWIA flikapCbKuii
a6bo 3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BVMPOGHMLTBO, BBE/lEHHS 40AaTKOBOI AifIbHULI BUPOBGHULTBA 415
nepBuHHe 4acTnHK abo BCbOro BUPOOHMYOrO npouecy
nakyBaHHs, roToOBOro Nikapcbkoro 3acoby (AibHUUA ANA
BTOPVHHE NepBUHHOTO MakKyBaHHs) - BBeAeHHS
nakyBaHHs, anbTepHaTMBHOro B1po6HrKa KYCYM XENTXKEP
KOHTPO/1b SIKOCTI, MBT NT/A, BignosigabHOro 3a BUPOGHULTBO
BUNYCK cepil npoaykuii in bulk. BeegeHHs 3miH npoTsarom 6-Tu
abo MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
BUPOBHULTBO 3 gKocTi. FOoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
npoaykuii in bulk: BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
KYCYM CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOJIH AKOCTI
XENTXKEP NBT roToBOro nikapcbkoro 3acoby (3amiHa abo
NTA, IHaia [ofasaHHA BUPOOHYKa, Lo BiAgnoBsijae 3a

BBE3EHHA Ta/abo BMNyck cepii) - Briovyaroun
KOHTPONb/BMNPOGYBaHHS cepii - BBeAeHHS
anbTepHaTMBHOro Brpo6Huka KYCYM XENTXKEP
NBT NTA, IHgis/ KUSUM HEALTHCARE PVT
LTD, India BignosigasbHOro 3a BUNyckK cepii,
BK/IHOYA0UM KOHTPOSIb SIKOCTi 3 METOK ONTUMI3aL,i
BMPOGHMLITBA. 3MiHM BHECEHI B iHCTPYKLil0 AnA
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLie3HaxomKeHHS
BMPOGHMKA Ta agpeca MicLsa NPoBaKeHHs Moro
LisinbHOCTI" (nosiBa 4,04aTKOBOro BUPOGHMKA
BiNOBIAa/ILHOrO 3a BMUNYyCK cepii) 3 BigNoBigHUMM
3MiHaMK B TEKCTi MapKyBaHHS yMakoBOK.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oToBMIA nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO /liKapCbKOro 3acoby
(iHwWi 3miHK). 3anponoHoBaHo: Ynakoska: [Ans
[o3yBaHHA 2,5 Mr: TOB «kKYCYM ®APM»,
YkpaiHa: Mo 14 Tabnetok y 6aictepi. Mo 2 abo no
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

4 abo no 6 6nicTepiB y KAPTOHHI ynakoBL,i pa3oM
3 IHCTPYKLi€0 A1 MEANYHOI0 3aCTOCYBaHHS.
KYCYM XENTXKEP MNBT NTA, IHais/KUSUM

HEALTHCARE PVT LTD, India: Mo 14 TabneTtok y
6nicTepi. Mo 2 abo no 4 a6o no 6 6nictepis y
KapTOHHIlA yNakoBLji pa3oM 3 iHCTPYKUiE0 ans

MeZJMYHOro 3acTocyBaHHs. in bulk:

(N22940 (14x210): no 14 TabneTok y 6nictepi; no

210 TabNeToK y KapTOHHI KOpPO6L,i 3 MapKyBaHHAM
YKPaIHCbKOI Ta aHrMilicbkor MoBamu; s

[03yBaHHA 5 Mr: TOB «KYCYM ®APM», YKpaiHa:

Mo 14 TabneTok y 6nicTepi. Mo 2 a6o no 4 a6o no
6 6riicTepiB y KApPTOHHI ynakoBLi pa3om 3
IHCTPYKLEIO 415 MESVYHOIO 3aCTOCYBaHHS.

KYCYM XENTXKEP MNBT NTA, IHais/KUSUM
HEALTHCARE PVT LTD, India:

Mo 14 Tabnetok y 6nicTepi. Mo 2 a6o no 4 a6o no
6 6nicTepiB Y KAPTOHHIli yNnakoBLji pa3om 3
IHCTPYKLIEIO 4151 MeAMYHOTO 3aCTOCyBaHHS

in bulk: (Ne2520 (14x180): no 14 TabneToK y

6nicTepi; no 180 6nicTepiB y KAPTOHHIN kopobui 3

MapKyBaHHSIM YKPaiHCbKOI Ta aHr/lincbKo
MoBamu. BBefieHHs 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepipkeHHs. 3MiHu | Tuny - 3miHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHUUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHUL| BUPOOHULTBA 718 YacThHK abo BCbOro
BMPOBGHNYOro NpoLecy roToBoro Nikapcbkoro
3acoby (finbHULA AN BTOPUHHOTO NakKyBaHHS) -
BBefeHHs anbTepHaTUBHOTO BUpo6HUKa TOB
«KYCYM ®APM>», L0 34iiCHIOE BTOPVHHE
nakyBaHHs npoAykuii i3 in bulk, BurotoBneHoi
BMpo6HMKoM KYCYM XENTXKEP MBT NTA/
KUSUM HEALTHCARE PVT LTD 3 meToto
36iNbLUEHHA 06’€MiB NpoAyKLii. BBeAEHHS 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOTO JliKapcbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, L0
BiAnoBifae 3a BBe3eHHA Ta/abo BMMNYCK cepil) -
Bktoyatouy KOHTPOb/BUNPOGYBaHHSA cepii -
BBeneHHs1 anbTepHaTUBHOIO BUpo6HMKa TOB

«KYCYM ®APM», BiANOBIfa/IbHOrO 38 KOHTPO/1b

AKOCTI Ta BUNYCK cepii npoaykuii i3 in bulk 3 meToto
onTuMi3auii BUpOGHULTBA. BBEAEHHS 3MiH

NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep

n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20

3acoby yrnakoska) nocsi0O4YeHHs1
3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHwi 3miHu). BBeaeHHs 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3miHu | TUny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsaay (iHwi amiHu) - ditoya
pegakuis: MapkyBaHHsi Bupo6Huka TOB
«KYCYM®APM>», YkpaiHa. lNponoHoBaHa
pepakuis: MapkyBaHHsi BUpo6Huka TOB
«KYCYM®APM», YkpaiHa Ta KYCYM XENTXKEP
MBT NTA, IHgis (in bulk). BBeageHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

165. | CEM/IOMIH® | Ta6bnetku no 5 mr no TOB Ykpaina BUPOBHMLTBO, YkpaiHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/9382/01/02
14 TabneTok y "TNEOPAP nepBuHHe IHAjsA 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom | nionsizae
6nictepi, no 2, 4 abo MnaTa" nakyBaHHs, 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
6 6nicTepiB y BTOPUHHE BBE/IEHHS 40AaTKOBOI AifIbHULI BUPOBGHMLTBA 415
KapTOHHIA ynakoBL,i nakyBaHHs, YyacTuHM abo BCbOro BUPOGHUYOro npotiecy

KOHTPO/1b SIKOCTI, rOTOBOrO J1ikapCbKOro 3acoby (f4iNbHULSA, Ha sKil
BMNYCK cepil npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
abo BUHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
BTOPWHHE NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
nakyBaHHs, HeCTepW/bHUX fiKapCbknx 3acobis) - CynyTHs
KOHTPO/Ib SKOCTI, 3MiHa - 3MiHM 3 SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
BUNYyCK cepil 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeeHHS
NpoAyKUii i3 in [0[aTKOBOI [i/TbHNL BUPOBHMLTBA A1 YACTUHM
bulk: a60 BCbOro BMPOGHMYOro MpoLecy rotoBoro
TOB "KYCYM niKkapcbKoro 3acoby (AinbHULA N5t BTOPUHHOIO
PAPM", YkpaiHa nakyBaHHs) - 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbkuii
a6bo 3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BUPOGHULTBO, BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
nepBrHHE 4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy
nakyBaHHs, roTOBOrO JliKapcbKoro 3acoby (AinbHuUsa Ans
BTOPWHHE NepBUHHOTO NakKyBaHHs) - BBeAeHHS
nakyBaHHs, anbTepHaTMBHOro Brpo6Huka KYCYM XENTXKEP
KOHTPO/Ib SKOCTI, MBT NT/A, BignoBiganbHOro 3a BUPO6GHULTBO
BUMYCK cepii npoaykuii in bulk. BBegeHHs1 3MiH NpoTAroM 6-Tu
abo MicALIB MicnsA 3aTBepKEHHS. 3MiHu | TURY - 3MiHK
BMPOGHMLTBO 3 aKocTi. [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
npoaykuii in bulk: BMPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
KYCYM CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IHO SAKOCTI
XENTXKEP MBT roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
NTA, IHaia [oflaBaHHA BUPOOHMKA, L0 BiANOBILaE 3a

BBE3€eHHs Ta/abo BuUMyck cepii) - Bkatouaroun
KOHTpONb/BMNPOGYBaHHSA cepii - BBeAeHHSA
anbTepHaTUBHOIO BUpo6HMKa KYCYM XENTTXKEP
NBT ATA, IHgis/ KUSUM HEALTHCARE PVT
LTD, India BignoBiganbHOro 3a BUNycK cepii,
BK/1I0YAKOUM KOHTPO/Ib AKOCTi 3 METOK ONTUMI3auit
BMPO6HULTBA. 3MiHM BHECEHI B iIHCTPYKLitO ANns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

MeAMYHOro 3acTOCYBaHHS ikapCbKoro 3acoby y
po3ainu "BrupobHuk", "MicLie3HaxomKeHHsS
BMPOGHMKa Ta afpeca MicLis NPOBaJKEHHS 1oro
AisnbHOCTI" (NosiBa A,OAATKOBOrO BUPOGHUKA
Bi4NOBIAA/ILHOIO 3a BUMNYCK cepil) 3 BignoBigHMMN
3MiHaMK B TEKCTi MapKyBaHHs1 YNakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
pPO3Mipy ynakoBKM roTOBOrO NikapCbKoro 3acoby
(iHwi 3miHK). 3anponoHoBaHo: Ynakoska: [Ans
[03yBaHHA 2,5 Mr: TOB «KYCYM ®APM»,
Ykpaina: Mo 14 TabneTok y 6nicTepi. Mo 2 a6o no
4 a60o no 6 6nicTepiB y KAPTOHHII yNakoBLji pasom
3 IHCTPYKLi€0 A/19 MEANYHOI0 3aCTOCYBaHHS.
KYCYM XENTXKEP MBT NTA, IHais/KUSUM
HEALTHCARE PVT LTD, India: Mo 14 Tabnetok y
6nicTepi. Mo 2 abo no 4 a6o no 6 6nictepiB y
KapTOHHI ynakoBLi pa3oM 3 iHCTPYKLie ans
MefMYHOro 3actocyBaHHs. in bulk:
(N22940 (14x210): no 14 tabneTok y 6nictepi; no
210 TabNeToK y KapTOHHI KOpOOLi 3 MapKyBaHHSM
YKPaiHCbKOIO Ta aHrincbkolo MoBamu; Ans
[03yBaHHA 5 Mr: TOB «KYCYM ®APM», YkpaiHa:
Mo 14 Tabnetok y 6nicTepi. Mo 2 a6o no 4 a6o no
6 6nicTepiB Y KAPTOHHIli yNnakoBLji pasom 3
IHCTPYKLEIO 415 MELVYHOIO 3aCTOCYBaHHS.
KYCYM XENTXKEP MBT NTA, IHais/KUSUM
HEALTHCARE PVT LTD, India:

Mo 14 TabneTok y 6nicTepi. Mo 2 a6o no 4 a6o no
6 61icTepiB y KApPTOHHIN ynakoBLi pa3oM 3
IHCTPYKLi€E0 A/19 MeAMYHOro 3aCTOCYBaHHA
in bulk: (Ne2520 (14x180): no 14 TabneTok y
6nicTepi; no 180 6nicTepiB y KapTOHHIN kopobLi 3
MapKyBaHHSIM YKPaTHCbKOI Ta aHr/iNnCbKO
MoBaMu. BBeieHHS 3MiH NpOTArom 6-Tu Micauis
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
OiNbHWLI BUPOBHULTBA 719 YacTHK abo BCbOro
BVMPOGHNYOrO MPOLECY roTOBOrO NiKapPCbKOro
3acoby (gibHMLA ANS BTOPUHHOTO NakyBaHHS) -
BBefileHHs1 anbTepHaTNBHOTO BUpo6HUKka TOB
«KYCYM ®APM», L0 34i/iCHIOE BTOPUHHE
nakyBaHHs npoAykuii i3 in bulk, BurotoBnexoi
BMpo6HMKoM KYCYM XENTXKEP MBT ATA/
KUSUM HEALTHCARE PVT LTD 3 meTot0
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

36iNbLUEHHA 06’'€MiB NpoAayKLii. BBeAeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYITLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO MikapCbKoro 3acoby
(3amiHa abo foaaBaHHS BUPOGHMKA, L0
BiAnoBifae 3a BBe3eHHA Ta/abo BMNYycK cepil) -
Bkntoyatoun KOHTPONb/BUNpo6yBaHHSA cepii -
BBefeHHs1 anbTepHaTNBHOTO BUpo6HUka TOB
«KYCYM ®APM», BignoBigasbHOro 3a KOHTPOs1b
AKOCTI Ta BUNYyCK cepii npoayku,i i3 in bulk 3 meToto
onTuMi3auii BUpo6bHMLTBa. BBEAEHHSA 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsgy (iHwi 3miHn). BBegeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnagy (iHwi 3miHm) - fditoua
pefakuis: MapkyBaHHsi BUpo6Huka TOB
«KYCYM®APM>», YkpaiHa. NMponoHoBaHa
pepakuis: MapkyBaHHsi BUpo6Huka TOB
«KYCYM®APM», YkpaiHa Ta KYCYM XENTXKEP
MBT NTA, IHgisa (in bulk). BBeAgeHHSA 3MiH
NpoTSArom 6-Tv MicsLiB Nicisi 3aTBEPAKEHHS.

166.

CEMANorniH
®

Tabnetkn no 2,5
Mr in bulk: Ne2940
(14x210): no 14
TabneTtok y
6nictepi; no 210
6nictepiB y
KapTOHHI KopooLi

TOB
"TNEADAP
M ATA"

YkpaiHa

KYCYM
XENTXKEP MBT
nTh

IHAia

BHECEHHS 3MiH 40 peecTpauiiHnX
mMatepianis: 3MiHa po3mipy ynakoBku
roTOBOrO J1iKAPCbKOro 3aco6y (iHLLi 3MiHW).
3anponoHoBaHo: Ynakoska: [1a fo3yBaHHSA
2,5mr: TOB «KYCYM ®APM», YkpaiHa: o
14 TabneTok y 6nicTepi. Mo 2 a6o no 4 a6o
no 6 6niCTepIiB Yy KAPTOHHI ynakoBLi pa3om 3
IHCTPYKLi€ 415 MeANYHOTO 3acTOCYBaHHS.
KYCYM XENTXKEP MBT NTA,
IHAis/KUSUM HEALTHCARE PVT LTD,
India: Mo 14 TabneTtok y 6ictepi. Mo 2 abo
no 4 abo no 6 6nicTepiB y KAPTOHHIA
ynakoBLi pa3oM 3 iHCTPYKUi€Eo ANna
MeAMYHOro 3actocyBaHHs; in bulk: (Ne2940
(14x210): no 14 TabneTok y 6nictepi; no 210
Tab1eTOK Y KapTOHHIA Kopobui 3
MapKyBaHHAM YKPATHCbKOI Ta aHr/iiCbKO
MoBamu; [ina aosysaHHa 5 mr: TOB
«KYCYM ®APM», YkpaiHa: o 14 Tabnetok
y 6nictepi. Mo 2 a6o no 4 a6o no 6
6icTepiB Y KAPTOHHI yNakoBLji pa3oM 3

UA/20504/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

IHCTPYKUiE0 ANA MeAUYHOro 3aCTOCYBaHHS.
KYCYM XENTXKEP MBT NTA,
IHais/KUSUM HEALTHCARE PVT LTD,
India: Mo 14 TabneTtok y 6nictepi. Mo 2 abo
no 4 abo no 6 6nicTepiB y KAPTOHHINA
ynakoBLi pa3oM 3 iHCTPYKUi€to Ana
MeAMYHOro 3acTtocyBaHHs; in bulk: (Ne2520
(14x180): no 14 Tabnetok y 6nictepi; no 180
6nicTepiB y KAPTOHHIA KOPOOL 3
MapKyBaHHSM YKPATHCbKOI Ta aHrifncbKo
MoBaMu. BBefleHHS 3MiH NPOTATroM 6-Tu
MicsUiB nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHuM wopo 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) - firova
pepakuis: MapkyBaHHs BUpo6HuKa TOB
«KYCYM®APM», YKpaiHa. lNponoHoBaHa
pefakuis: MapkyBaHHs BUpo6Huka TOB
«KYCYM®APM», Ykpaina Ta KYCYM
XENTXKEP MBT NTA, IHais (in bulk).
BBefileHHs1 3MiH NPOTArom 6-Tn MicALiB nicns
3aTBEPKEHHS.

167.

CEMNOMIH
®

TabneTtku no 5 mr
in bulk: Ne2520
(14x180): no 14
TabneTok y
6nicTepi; no 180
6nictepiB y
KapTOHHIA KopoobLi

TOB
"TNEAGAP
M ATA"

YkpaiHa

KYCYM
XENTXKEP NBT
nTn

IHaisa

BHECEHHS 3MiH A0 peecTpavlinHnx
mMatepianis: 3MiHa po3mipy ynakoBku
rOTOBOrO JIiKAPCbKOro 3ac00y (iHLLi 3MiHW).
3anponoHoBaHo: Ynakoska: 19 f03yBaHHSA
2,5mr: TOB «KYCYM ®APM», YkpaiHa: 1o
14 TabneTtok y 6nictepi. Mo 2 a6o no 4 abo
no 6 61icTepiB y KAPTOHHIll ynakoBLi pa3om 3
IHCTPYKLi€ 415 MeANYHOTO 3acCTOCYBaHHS.
KYCYM XENTXKEP MBT NTA,
IHais/KUSUM HEALTHCARE PVT LTD,
India: Mo 14 TabneTtok y 6nictepi. Mo 2 abo
no 4 a6o no 6 61icTepiB y KAPTOHHIM
YyNakoBLi pa3oM 3 iHCTPYKLUiE A4/1A
MeAMYHOro 3acTtocyBaHHs; in bulk: (Ne2940
(14x210): no 14 TabneTok y 6nictepi; no 210
Tab11eToK Y KapTOHHIA KopobLi 3
MapKyBaHHSAM YKPaTHCbKOI Ta aHr/liliCbKo
MoBamu; [ina no3ysaHHa 5 mr: TOB
«KYCYM ®APM», YkpaiHa: o 14 Tabnetok
y 6nictepi. Mo 2 a6o no 4 a6o no 6
6icTepiB y KAPTOHHIA yNakoBL,i pa3om 3
iHCTPYKUi€ ANs1 MeAMYHOro 3aCTOCYBaHHSI.

UA/20504/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KYCYM XENTXKEP MBT NTA,
IHais/KUSUM HEALTHCARE PVT LTD,
India: Mo 14 TabneTtok y 6nictepi. Mo 2 abo
no 4 abo no 6 6nicTepiB y KAPTOHHIA
YyNakoBLi pa3oM 3 iIHCTPYKLUiE A/1A
MeAMYHOro 3acTtocyBaHHs; in bulk: (Ne2520
(14x180): no 14 Tabnetok y 6nictepi; no 180
6nicTepiB y KAPTOHHIW Kopoo6Li 3
MapKyBaHHSAM YKPaTHCbKOI Ta aHrliiCbKo
MoBaMu. BBeleHHS 3MiH NPOTAroM 6-Tu
MicsAUiB nicnst 3aTBePKEHHS. 3MiHM | TUny -
3MiHM Woao 6e3nekn/ethekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) - Aitova
pepakuis: MapkyBaHHs BUpo6HuKa TOB
«KYCYM®OAPM», YkpaiHa. [ponoHoBaHa
pefakuis: MapkyBaHHs BUpo6Huka TOB
«KYCYM®APM», YkpaiHa Ta KYCYM
XENTXKEP MBT NTA, IHgis (in bulk).
BBegeHHs1 3MiH NPOTArom 6-Tn MicaLiB nic/s
3aTBEPKEHHS.

168.

CENTE®PUN

Tabnetku no 0,2 wr;
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi;
nol, 2, 3,4a6o5
6nicTepiB y navui

My6niuHe
akuioHepHe
TOBapuUCTBO
"HaykoBo-
BMPOBHNYMI
LeHTp
"Bopuuariscb
KW Ximiko-
hapmauesT
NYHWIA
3asof”

Ykpaina

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOBHWYNIA

LEHTP
"BopLyariBCcbkuii
XimiKo-
hapmaLeBTUYHKI
3aBof”,
YkpaiHa
TOB "Arpodhapm”,
Ykpaina

YkpaiHa

BHECEHHS 3MiH 10 peecTpayiiiHux maTepianis:
3MiHKM | TUNYy - 3MiHK 3 SAKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3akynopoBanbHuii
3aci6. 3MiHa po3mipy ynakoBKu rotoBoro
nNiKapcbKoro 3acoby (3miHa KislbKOCTi O4MHNLb
(Hanpwvknag TabneTok, amnyn TOLLO) B YNakoBLi:) -
3MiHa no3a gjiana3oHoM 3aTBEPAXEHNX PO3MIpPIB
ynaxkoBku. BBeeHHs A04ATKOBOI yNakoBKu, y
3B'A3KY 3 MAPKETUHIOBMM PilleHHAM. 3MiHN
BHECEeHI B po3Ain "YnakoBka" B IHCTPYKLtO ANs
MeAMYHOro 3acTOCyBaHHs NikapCbKoro 3acoby y
3B'A3KY 3 BBEEHHAM A0AATKOBKX YNaKoBOK Ta AK
HacCnifoK - 3aTBEPAKEHHS TEKCTY MapKyBaHHs
[0aTKOBUX YNakoBOK NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPKEHHS.

6e3
peyenma

nidnsieae

UA/7930/01/01

169.

CEPETUA™E
BOXANEP™

aeposo0/b Ans
iHransuin,
[030BaHuii, 25
MKr/125 mKkr/go3sy; no
120 o3y 6anoHi 3
[103y104MM
KnanaHowm; no 1
6asioHy B KapTOHHIi
KopooLi

nakcoCmit
KnsiiH
Excnopt
NimiTeq

Benuka
BpuTaHis

nakco Bennkom
MpoaakLH

PpaHLis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cuctema KoHTelHep/3akynoptoBasibHUIA
3aci6. 3miHa napameTpiB cneundikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
NiKapCbKOro 3acoby (BUyYEHHS HE3HAYHOTO
nokasHuka (Hanpvkniag 3actapifioro nokasHuka)) -
BunyyeHHs He3HauHoro nokasHuka (burst pressure
test) 3i cneyudpikauii nepsuMHHOI ynakosku 13.
Bunpo6yBaHHs burst pressure test 6y/s10 BK1OYEHE

3a
peyenmom

UA/4827/01/02




147

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

00 cneuyndikauii nepBnHHOT ynakoBku 13 Ha
nigctaBsi pekomeHaauii International civil aviation
organization (ICAO) Ta International Airline
Transport Association (IATA). Jlikapcbki 3acobu y
chopmi 030BaHMX aepo30iB He YBIlLAN 10
OHOB/IEHUX peKOMeHAaLiil 3a3HayeHNX OpraHis.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPKEHHS. - 3MiHW | TUNYy - 3MiHM 3 AKOCTI.
loTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapCcbKoro 3acoby (3BY)XXEHHS AOMYCTUMUX MEX) -
3BYXEHHS fliana3oHy KpUTepiiB NPUAHATHOCTI ANs
BUNpo6yBaHHA «CepeaHili BMIiCT (Il0TUKA30HY
nponioHaTty Ha f03Y, WO [OCTaBNAETLCA KPi3b
pO3nuaoBaYy, CyMapHO Ha MoYaTKy i HanpuKiHLi
BUKOPUCTAHHS» HanpukiHLi TepMiHy npuaaTHOCTI
N3 posysBaHHa 25/125 mkr 3 93-127 mkr o 94-
127 MKr 3i 36epexeHHsAM 3aTBEePKEHNX TIMITIB
BiAXWNEHHS Bif cepefHbOro 3HavyeHHs +15% Bif
3aAB/1EHOI KiNIbKOCTI Ha 03y, L0 [OCTaBIAETLCA.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. - 3MiHW | TUNYy - 3MiHM 3 AKOCTI.
loTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (BUyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisioro nokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB YN CMAKOBUX A06aBOK)) - BunyyeHHs
BMMNPOGYBaHHA «MeXaHiuHi BK/TIOUEHHS 3i
cneumaikauii M'N13 Ha MOMEHT BUNyCKy Ta
BW/TyYEHHSA BiANOBILHOIO aHaNiTMYHOro MeToAy Ha
nigcTasi OHOBNEHNX BUMOr BP w040 iHransuyiiHnx
3. BBEAEHHA 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS. - 3MiHN | TURY - 3MiHM 3 SKOCTI.
MeawnyHi npucTpoi. 3miHa NpMCTpoiB Ans
BUMIpPIOBaHHSA 031 ab0 BBEAEHHS JTiKapCbKOro
3aco6y (BW/yYEHHSI MPUCTPOID) - BunyyeHHs 3
p.3.2.P.7 Cuctema KoHTeliHep/3akynopoBabHWi
3aci6 HeakTya/lbHUX KpecnieHb. BBeaeHHs 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPIKEHHS. -
3MiHu |l TUny - 3MiHK 3 AKocTi. MeguyHi NpUCTpOi.
3MiHa NpucTpoiB A1 BUMIpPOBaHHS 031 ab0
BBEEHHS NiKapCbKOro 3acoby (foAaBaHHs abo
3amiHa NpUCTPOIO, KNI € HEBIA'EMHOK YaCTVMHO
NepBMHHOT YNakoBkKM) - 3amiHa 3aTBEpP)KEHOrO
Jo3ytoyoro knanaHa DF60, sikuii € HeBif'eMHOO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
YacTVHOI NEPBUHHOI ynakoBku /13, Ha HOBWA

npucTpiii BK357. 3amiHa He BN/MBae Ha Ao3y, LWo
[OCTaBNAETLEA UM B3aemogito /13 3 maTepianamu
NepBUHHOIO NakyBaHHS Yy CTabinbHICTb M13.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. - 3MiHN || TURy - 3MiHM 3 SKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM y npoueci BUpoOHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BK/IKUAKUN NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHNLTBI
roTOBOro Nikapcbkoro 3acoby (CyTTeBa 3miHa y
npoueci BUPO6GHULITBA, sika MOXe MaTu iCTOTHUIA
B/IMB Ha SKICTb, 6e3MneKy Ta e(DeKTUBHICTb
niKapcbkoro 3acoby) - BHeceHHA 3MiH 1o
p.3.2.P.3.3 Onuc BMpo6HUYOro npouecy 1a
KOHTPO/IIO NpoLecy, a came- BUTyYeHHS
TEXHOJI0rYHOT onepavujii npoAyBy KnanaHa, sika He
3acTocoBaHa [i/1 3anponoHOBaHOro KnanaHa
BK357. BBeAeHHS 3MiH MPOTAroM 6-TW MicsLiB
nicnsa 3aTBepaAXeHHs. - 3MiHu I Tuny - 3miHn 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHn y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo
LONyCTUMMUX MeX, BCTAHOBMEHNX Y crnieundikaulisx,
nifg Yac BUPOOHULITBA FOTOBOTO NiKapCbKOro
3ac00y (BMyYEHHS BUMPOOYBaHHS y Mpoueci
BMPOOHMLTBA, ke MOXe MaTu iCTOTHUIA BNINB Ha
3arasibHy SKICTb FOTOBOIO NiKapCbKOro 3acoby) -
BHeceHHs 3miH go p.3.2.P.3.4 KoHTponb
KPUTWYHKX CTaAii i NPOMiXHOT NpoAayKLii, a came-
BU/IyYEHHA BUNPOOBYBaHb Y nNpoueci BUpo6HULTBA
(Purging(Dispensed GR 106642X and/or Residual
GR 106642X or vacuum level) Ta afibTepHaTUHWI
[0 Hboro Headspace pressure test), siki 6inbL He
€ aKTyasTbHUMW Y 3B’A3KY 3i 3MIHOIO [JO3YI04Oro
KnanaHa nepeBuHHOT ynaxkosku N3 Ta
NocNifoBHOI 3MIHO Y NpoLeci BUPO6HULTBA
N3, wo nonsrae y BUMy4YEHHi TEXHOMOTIYHOI
onepadii npoaysy knanaHa. BeefeHHs 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPIXKEHHS. -
3miHu |l TURy - 3MiHK 3 SKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(3miHa 3HaxoAMTbCA NO3a 3aTBEPAKEHNMM
[OMyCTUMUMK Mexamu cneuydikadiid) - 3miHa
NiMITIB BiAXWNEHHS B CepefHbOro 3Ha4YeHHs ans
TecTiB «CepeHili BMICT ca/lbMeTeposy Ha 103y,
LLIO AOCTaBMAETLCS KPi3b PO3NW/OBAY, CyMapHO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Ha MoyaTKy i HaNPUKiHLi BUKOPUCTaHHS» Ta
«CepefHili BMIiCT (oN0TKa30Hy NponioHaTy Ha
03y, L0 AOCTaBASETLCA KPi3b PO3NM/IOBAY,
CyMapHO Ha noyaTtky i HanpyKiHLi BUKOPUCTaHHS»
i3 3aTBEpAXeHnx +10% Ha nponoHoBaHi +15% Bif
3asB/IEHUX KifIbKOCTEN Ha [03y: 21 MKr
canbmeTeposy Ta 44 mkr, 110mkr i 220 Mkr
hNOTUKA30HY NponioHaTty Ana fosysaHb 25/50
MKr, 25/125 mkr i 25/250 mkr BignosigHo. HoBi
NimMiTK BigNOBI4AIOTb YAHHUM BUMOram
EMEA/CHMP/QWP/49313/2005 Corr (Guideline
on the Pharmaceutical Quality of Inhalation and
Nasal Products) wogo /13 y dhopmi fo30BaHNX
aepo3sonis: £15% Bif 3aABMEHOT KiIbKOCTi Ajto4oT
pPevYoBMHM Ha [03Y, L0 AOCTaBNSELTLCS, 38 YMOBU
KOHTPOJ0 OAHOPIAHOCTI BMICTY Ha [03Y.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

170.

CEPETUA™E
BOXANEP™

aeposo/b Ans
iHransuin,
[o3oBaHuit, 25
MKr/250 MKr/go3y; no
120 o3y 6anoHi 3
[103yH04MM
KnanaHowm; no 1
6asIoHy B KapTOHHIi
Kopobu,i

nakcoCmit
KnsidH
Excnopt
NimiTen

Benuka
BpuTaHis

nakco Bennkom
MpopakLwH

®paHLis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHuWi
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOTO
NiKapCbKOro 3acoby (BMyYEHHS HE3HAYHOTO
nokasHuka (Hanpviknag 3actapifioro nokasHuka)) -
BunyyeHHs He3HauHoro nokasHuka (burst pressure
test) 3i cneyudpikauii nepMHHOI ynakosku 13.
BunpobyBaHHs burst pressure test 6yn1o0 BkoyeHe
[0 crneundikaLii nepBMHHOT ynakosku /13 Ha
nigctasi pekomeHgauii International civil aviation
organization (ICAO) Ta International Airline
Transport Association (IATA). Jlikapcbki 3aco6u y
dhopmi f030BaHMX aepo30iB He YBIlLLAN [0
OHOBJIEHUX PEKOMeHAaLi 3a3HaYeHNX OpraHis.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. - 3MiHN | TMRy - 3MiHM 3 SIKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo AONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (3By)XXEHHS JOMYCTUMUX MeX) -
3BY)XEHHSI Ajiana3oHy KpUTepiiB NPUAHATHOCTI AN
BMNPo6yBaHHA «CepeaHili BMICT I0TUKa30HY
nponioHaTty Ha 03y, L0 AOCTaBAAETLCA KpPi3b
po3nusBaYy, CymapHO Ha no4vaTtky i HanpuKiHL
BMKOPWCTAHHS» HamnpuKiHLi TEPMiHY NPUAATHOCTI
N3 po3syBaHHa 25/125 mkr 3 93-127 mkr go 94-
127 MKr 3i 36epexeHHAM 3aTBepoKEHUX NiMITIB
BIAXWIEHHSA Bif CepeHboro 3HavyeHHs +15% Big

3a
peyenmom

UA/4827/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

3asB/1EHOI Ki/TbKOCTi Ha 03y, LU0 [OCTaBNAETLCS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHS. - 3MiHN | TURy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
NiKapCbKOro 3acoby (BWTyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3acTapisioro nokasHuka,
TakKoro sk 3anax Ta cmak, abo igeHTudikauis
6GapBHUKIB UM CMAKOBMX [06aBOK)) - BunyyeHHs
BUNPOBYBaHHSA «MeXxaHiuHi BKNIOYEHHS» 3i
cneumdikauii /13 Ha MOMEHT BUMYCKY Ta
BW/TyYEHHS BiAMNOBIZHOTO aHaNiTMYHOro MeToAdy Ha
nifcTaBi OHOBNIEHNX BUMOT BP WoA0 iHranauinHux
N3. BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEPKEHHS. - 3MiHM | TNy - 3MiHKM 3 AKOCTI.
MegaunyHi npucTpoi. 3MiHa NpUcTpoiB 4N
BVIMIpIOBaHHSA 031 ab0 BBEAEHHS /iKapCbKOro
3ac06y (BWUyYEHHS MPUCTPOIO) - BunyueHHs 3
p.3.2.P.7 Cuctema KoHTeliHep/3akKynoproBasbHuWi
3acib HeakTyaslbHUX KpecsieHb. BBeAeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS. -
3MiHu 1l TUny - 3MiHK 3 AKoCTi. MeguyHi NPUCTPOI.
3MiHa NpucTpoiB A19 BUMIPOBaHHSA 03K abo
BBE/IEHHS NiKapCbKOro 3acoby (foAaBaHHSA abo
3aMiHa NPUCTPOIO, KNI € HEBIA'EMHOK YaCTVHOIO
NepBMHHOT yNakoBkK) - 3amiHa 3aTBEPAXEHOr0
Ao3yto4oro knanaHa DF60, skuid € HeBig'€MHO
YacTVMHOK NEPBUHHOI ynakoBku 13, Ha HOBWA
npucTpiii BK357. 3amiHa He BN/MBaE Ha fo3y, Wo
[0CTaBNAETLCA un B3aeMogito 13 3 matepianamm
NepBUHHOrO NakyBaHHS Yy cTabinbHicTe M13.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. - 3MiHM Il TMny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHK Y npoLieci BUPOGHMLTBA rOTOBOIO
NiKapcbKOoro 3acoby, BK/IHOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI
rOTOBOrO /iKapCbkoro 3acoby (CyTTeBa 3miHa y
npoLeci BUPO6HULITBA, Sika MOXe MaTu iCTOTHUI
B/IVB Ha SKICTb, 6e3neky Ta e(peKTUBHICTb
nikapcbKoro 3acoby) - BHeceHHs 3MiH A0
p.3.2.P.3.3 Onunc BMpo6HMYOro npotecy Ta
KOHTPO/II0 NpoLecy, a came- BUTyYeHHSN
TEeXHOMNOrIYHOI onepavjii NpoAyBy knanaHa, ska He
3acTocoBaHa /19 3anponoOHOBAaHOT0 kKnanaHa
BK357. BBefieHHs1 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepAkeHHs. - 3MiHu Il Tuny - 3miHu 3
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n/n

JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o

171.

CEPETUA™E

aepososb Ans

nakcoCmit

Benvka

AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHN BUNpobyBaHb abo
[OMNYCTUMUX MEX, BCTaHOB/IEHUX y cneuudikavisx,
nif yac BUPOBGHMLITBA FOTOBOrO /1iKapCbKOro
3acoby (BUyYeHHs BUNPOBYBaHHA y NpoLieci
BMPOBHMLTBA, SIKe MOXe MaTu iCTOTHUIA BN/INB Ha
3arasibHy SIKiCTb FOTOBOrO /iKapCbKOro 3acoby) -
BHeceHHs 3MiH 10 p.3.2.P.3.4 KOHTposb
KPUTUYHKX CTagili | NPOMiXHOT NPoAYKLii, a came-
BU/TyYEHHS BUNPObYyBaHb Y nNpoueci BUpobHULTBa
(Purging(Dispensed GR 106642X and/or Residual
GR 106642X or vacuum level) Ta anbTepHaTUHWiA
[0 Hboro Headspace pressure test), ki 6inbL He
€ aKTyasIbHAMU Y 3B'A3KY 3i 3MIHOIO [O3YO4Oro
KnanaHa nepBUHHOT ynaxkosku 13 Ta
NOCNiJOBHOI 3MIHO Y MpoLeci BUpobHULTBA
N3, Wo nonsarae y BUIYy4YeHHi TEXHOMOTYHOI
onepadii npoaysy knanaHa. BeefeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS. -
3MmiHu Il TURY - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby
(3MiHa 3HaxoAuUTbCA Mo3a 3aTBEPAKEHUMU
[ONyCTUMMMK Mexamu cneundikadiii) - 3miHa
NiMITIB BiAXWEHHSA Bif, cepeHbOro 3Ha4eHHs A/1s
TecTiB «CepeHili BMICT ca/lbMeTeposy Ha 03y,
LLI0 AOCTaB/SAETHCA KPi3b PO3NUIIOBaY, CyMapHO
Ha noyartky i HanpuKiHLi BUKOPUCTaHHSA» Ta
«CepepHilt BMICT (h1l0TUKA30HY NponioHaTy Ha
03y, WO AOCTaBAAETLCA KPi3b PO3Nu/toBay,
CyMapHO Ha noyaTky i HanpUKiHLi BUKOPUCTaHHA»
i3 3aTBEpMXEeHNX +10% Ha nponoHoBaHi +15% Bif
3asB/IEHNX KifIbKOCTEN Ha A03y: 21 MKr
canibmeTepony Ta 44 mkr, 110Mkr i 220 Mkr
hNI0TMKA30HY nponioHaTy a5 fo3yBaHb 25/50
MK, 25/125 mkr i 25/250 mkr BignoBigHo. Hogi
nimMiTK BIZNOBI4AOTb YAHHUM BUMOram
EMEA/CHMP/QWP/49313/2005 Corr (Guideline
on the Pharmaceutical Quality of Inhalation and
Nasal Products) wopo 13 y chopMi ,030BaHUX
aepo3onis: +15% Bif 3aABNEHOI KIILKOCTI Airoyoi
PEYOBVHM Ha [03Y, L0 [OCTaBSELTHCS, 38 YMOBU
KOHTPO/IO0 OAHOPIAHOCTI BMICTY Ha [03Y.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.

nocsio4YeHHs

BOXANIEP™

iHransuin,

KnsiiH

nakco Bennkom

BputaHisi

MpoAakLuH

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:

3a

3MiHu | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii

peyenmom

UA/4827/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
[o30BaHuit, 25 Ekcnopt A 3aci6. Cuctema KoHTeliHep/3aKkynopoBabHWi
MKr/50 MKr/go3y; no Nimiten 3aci6. 3miHa napameTpiB cneuudikauii Ta/abo

120 po3 y 6as10oHi 3
[03yH0UnMm
KnanaHom; no 1
6as10Hy B KapTOHHil
Kopobui

[0NyCTUMUX MEX NEPBUMHHOI YNaKoBKW rOTOBOTO
NiKapCbKOro 3acoby (BWTyYEHHS HE3HAYHOTO
nokKasHvka (Hanpuknag 3acTtapifnioro NokasHuka)) -
BunyuyeHHss He3HauHoro nokasHuka (burst pressure
test) 3i cneyudikauii nepBMHHOI ynakosku 13.
Bunpo6yBaHHs burst pressure test 6ys10 BKtoUEHe
[0 cneundikauii nepBnHHOT ynakosku M3 Ha
nigctasi pekomeHgauiin International civil aviation
organization (ICAO) Ta International Airline
Transport Association (IATA). Jlikapcbki 3aco6u y
dhopmi JO30BaHMX aepo30iB He YBIMLLIIN A0
OHOBJIEHUX PeKOMeHAaLi 3a3HayeHNX OpraHis.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS. - 3MiHM | TNy - 3MiHKM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYyCTUMKX MEX FOTOBOrO
NiKapcbKoro 3aco6y (3BY)XEHHS fOMYCTUMUX MEX) -
3BY)XEHHS Ajiana3oHy KpUTepiiB NPUIAHATHOCTI AN
BMNPo6yBaHHA «CepeaHili BMICT (Il0TUKa30HY
nponioHaTty Ha [03Y, L0 AOCTaBAAETLCA KpPi3b
po3nuaoBay, CyMapHO Ha noyaTky i HanpukiHLi
BMKOPVCTaHHS» HamNpUKiHLi TepMiHy NPUAATHOCTI
N3 po3syBaHHA 25/125 Mkr 3 93-127 Mkr o 94-
127 MKr 3i 36epexeHHsAM 3aTBEPKEHNX MIMITIB
BIXW/IEHHS Bif, cCepeHbOro 3HaueHHs +15% Big
3as1B/IEHOI KiTbKOCTi Ha 03y, LU0 [0CTaBAAETHLCS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS. - 3MiHM | TMNy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYyCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (BUy4eHHS He3HAa4YHOro
nokasHuka (Hanpuknag 3acTapisioro nokasHuka,
TaKoro Sk 3anax Ta cmak, abo igeHTndikauis
6apBHYKIB YU CMakKoBUX [06aBOK)) - BunyyeHHs
BUNPOGYBaHHA «MeXaHiuHi BK/TIOUEHHS» 3i
cneumdikauii /13 Ha MOMEHT BUMYCKY Ta
BWUJ/TyYEHHS BIAMOBIAHOIO aHasliTUYHOrO METOAY Ha
nifcTaBi OHOBMIEHNX BUMOT BP L0A0 iHransyinHnx
N3. BBefeHHS 3MiH NpoTArom 6-T MicAUiB micas
3aTBEPKEHHS. - 3MiHW | TUNYy - 3MiHM 3 AKOCTI.
MeanyHi npuctpoi. 3miHa NpUCcTpoiB Ans
BUMIPIOBaHHSA [031 ab0 BBELEHHSA NiKapCbKOro
3aco0by (BWU1yYEHHSI NPUCTPOID) - BunyyeHHs 3
p.3.2.P.7 CncTema KOHTeliHep/3aKynoproBasbHWiA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
3acib HeakTyas/lbHUX KpecsieHb. BBegeHHs 3MiH

NPOTAroM 6-TW MICALIB NIiC/IA 3aTBEPAXEHHS. -
3MiHn |l TUnYy - 3MiHK 3 aKoCTi. MeguyHi NpUCTpOi.
3MiHa NpUCTPOIB AN BUMIpIOBaHHS 03K abo
BBe/leHHs Nikapcbkoro 3acoby (AoAaBaHHA abo
3aMiHa NPUCTPOIO, SKWIA € HEBIA'EMHOK YaCTVHO
NepBUHHOT yNakoBku) - 3amiHa 3aTBepI)KeHOro
Ao3ytouoro knanaHa DF60, skuid € HeBiA'€MHOK
4aCTUHOI NEePBMHHOT ynakoBkn 13, Ha HOBWIA
npucTpin BK357. 3amiHa He BN/MBae Ha fo3y, Wwo
[OCTaBnAETLCA UM B3aemogito /13 3 matepianamu
NepBUHHOIO NakyBaHHA Yn CTabinbHICTb M13.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEepPKEHHS. - 3MiHu I Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHM y npoLieci BUPOGHMLTBA rOTOBOrO
niKapcbKoro 3acoby, BK/IKUAKUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA NPY BUPOOHULITBI
rOTOBOrO Jlikapcbkoro 3acoby (cyTTeBa 3miHa y
npoLeci BUPO6HULITBA, sika MOXe MaTu iCTOTHUIA
B/IMB Ha SKICTb, 6e3neky Ta ethekTUBHICTb
nikapcbkoro 3acoby) - BHeceHHs 3MiH o
p.3.2.P.3.3 Onunc BMpo6HUMYOro npotiecy Ta
KOHTPO/IO NPOLLeCy, a came- BUNYYEHHS
TEeXHOJOriYHOI onepavii NpoayBy knanaHa, ska He
3acTocoBaHa A1 3anponoHOBaHOro knanaHa
BK357. BBeieHHs 3MiH NPOTAromM 6-Tu micsiuis
nicns 3aTBeppKeHHs. - 3MiHu Il Tuny - 3miHn 3
sKocTi. FoToBWMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHN BUNpPOOYyBaHb abo
[OMNYCTUMUKX MEX, BCTAHOB/IEHMX y cneuudikavisx,
nifg, Yac BUPOBGHULITBA rOTOBOIO NiKapCbKoro
3aco6y (BUyYEHHS BUNPOOYBaHHSA y Npoueci
BMPOOHMLTBA, Ke MOXe MaTu ICTOTHUIA BN/INB Ha
3arasibHy SKICTb rOTOBOrO NiKaPCbKOro 3acoby) -
BHeceHHs 3MmiH fo p.3.2.P.3.4 KoHTponb
KPUTUYHMX CTagiil i NpOMKHOI NpoAyKLii, a came-
BU/Ty4YEHHS BUNPOOYBaHb Y NpoLLeci BUPOGHMLITBA
(Purging(Dispensed GR 106642X and/or Residual
GR 106642X or vacuum level) Ta anbTepHaTUHWI
[0 Hboro Headspace pressure test), ki 6inbLL He
€ aKTyasIbHUMW Yy 3B’A3KY 31 3MiHOKO [103YHHOro
KnanaHa nepBUHHOT yrnakosku 13 Ta
NnocnigoBHOI 3MiHOKO Y NpoLeci BUPO6HULTBA
'N3, Wwo nonsrae y BUNY4YEHHi TEXHONOTYHOI
onepadii npoayBy kianaHa. BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAXKEHHS. -

3MiHu Il TUNYy - 3MiHK 3 AIKoCTi. FOTOBWIA NiKAPCHKMIA
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n/n

JliKapcbKo20

Hassa

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3aci6. KoHTposb roToBOro MikapcbKoro 3acoby.
3miHa napameTpiB cneyudikauii Ta/abo
[ONYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby
(3miHa 3HaxoAMTbCA No3a 3aTBEPAKEHNMN
[0NyCTUMMMK MexXamu cneuudikauiii) - 3miHa
NiMITIB BiXWNEHHSA Bif, CEPeHbOro 3Ha4YeHHs Ans
TecTiB «CepefHili BMICT ca/lbMeTeposy Ha 03y,
LLI0 AOCTaBMSAETHCA KPi3b pO3nuoBaYy, CymMmapHo
Ha noyatky i HanPUKiHLi BUKOPUCTaHHA» Ta
«CepefHili BMICT (1l0TKa30Hy MponioHaTy Ha
003y, L0 A0CTaBAAETLCA KPi3b PO3nNu/toBay,
CYMapHO Ha noyaTtky i HanpuyKiHLi BUKOPUCTaHHA>
i3 3aTBEpAXeHMX +10% Ha nponoHoBaHi +15% Big
3aAB/IEHNX KifIbKOCTeN Ha A03y: 21 MKr
canbmeTeposny Ta 44 mkr, 110mkr i 220 Mkr
dhoTMKa30HY NponioHaTy Ans fo3yBaHb 25/50
MKr, 25/125 mkr i 25/250 mkr BignosigHo. Hosi
NiMiTW BigNOBIAAIOTL YNHHUM BUMOTaMm
EMEA/CHMP/QWP/49313/2005 Corr (Guideline
on the Pharmaceutical Quality of Inhalation and
Nasal Products) wopo 13 y chopmi f030BaHUX
aepo3oniB: +15% Bif 3asBNEHOI KiIbKOCTI Aito4oi
PeyYoBMHM Ha 03y, L0 [OCTaBASELTHCS, 38 YMOBU
KOHTPO/0 OAHOPIAHOCTI BMICTY Ha A03y.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS.

172.

CIKANPOTEK

T

Kpanni o4Hi; no 10
My dh1aKoHi-
KpanesbHuuj, no 1
donakoHy-
KpanesnbHuui y
KapTOHHIlA KOpooLi

YPCA®APM
ApuHaimiTT
enb MM6X

HimeyuuH
a

YPCA®APM
ApuHaiimiTTens
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIoUaoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBsigae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKUM BUMYCK CEpIlt).
3MiHa agpecu MicLa NpoBaMKEHHS AiANbHOCTI
BMPO6GHMKA. 3MiHM BHECEHO B IHCTPYKL,iO 4151
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain "Micue3HaxomkeHHs BUPO6HYKa Ta afgpeca
MiCLii MPOBa)KEHHS MOr0 Aif/IbHOCTI" 3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS
ynakoBOK. TepMiH BBEIEHHSA 3MiH - NPOTArom 6
MiCALIB MiCNS 3aTBEPIKEHHS.

3a
peyerimom

He
nionsieae

UA/5371/01/01

173.

CIHEIPA

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 25
mr no 1 tabnetyiy
6nictepi; no 1
6nictepy B

HOBE/
INAY CAHAT
BE
TIIXKAPET
ALl

TypeyunH
a

HOBE/N INAY
CAHAI BE

TIIKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cucTemy chapmakoHarnsgy, 3mMiHa

3a
peyenmom

UA/15696/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI/ ynakoBL,i; yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
no 4 Tabnetkn y 3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
6nicTepi; no 1 hapmMakoHarnsgy 3asBHvKa A5 34iACHEHHS
6nictepy B thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
KapTOHHIA ynakoBLi Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsagy (BKIyanum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6U 3asBHMKa, BignoBigabHOI
3a hapmakoHarnsg,.
[Oitova pepakuis: R. Ayse Cetin. MponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fifi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MicLe3HaxX0oKEHHS MacTep-chaiina cuctemm
chapmakoHarnsgy
174. | CIHErPA TabneTkun, BKpUTI HOBEN TypeuumnH HOBEN INAY TypeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/15696/01/02
NNiBKOBOIO INIAY CAHAI a CAHAI BE 3MiHm | Tuny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI |  peyenmom
060/10HKO10, M0 50 BE TIIKAPET A.LL. Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
mr, no 1 TabneTtuiy TIOKAPET y3arasibHeHUX AaHuX Npo cuctemy
6nicTepi; no 1 A.LL. hapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHnx
6nictepy B npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHI/ ynakosLyi; yMNOBHOBaXeHOT 0cobu, BifNoBiAabHOI 3a
no 4 Tabnetkn y 3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
6nictepi; no 1 thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
6nictepy B thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
KapTOHHIA ynakoBsL,i Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, Bi4NOBIgaNbHOI
3a thapmakoHarnsg,.
[itoua pepakuis: R. Ayse Cetin. MponoHoBaHa
pefakuis: Kevser Cure. 3MiHa KOHTaKTHUX aHnX
YNOBHOBaXXEHOT 0CO6M, BigNOBigaNbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLe3HaxoKeHHS MacTep-aina cuctemm
chapmakoHarnsgy
175. | CIHETPA TabneTtkn, BKPUTI HOBEN TypeuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15696/01/03
NNiBKOBOO INIAY CAHAI a CAHAI BE 3MiHu | TUNy - 3MiHK WoAo 6e3nekn/edekTUBHOCTI | peyenmom
060/10HKO10, Mo 100 BE TIOKAPET A.LL. Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
mr no 1 TabneTtuiy TIOXKAPET y3arasibHeHUX AaHuX Npo cuctemy
6nicTepi; no 1 A.LL. thapmakoHarnsagy (BBefAeHHs y3arasibHeHUX JaHnx

6nictepy B
KapTOHHIA ynakoBLi;
no 4 TabneTkn y

npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3




156

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 1 thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
6nictepy B thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
KapTOHHIA ynakoBL,i Bi, yNOBHOBaXXEHO| 0CO6MU, BiANOBIgaNbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-aiina cuctemu chapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKA, BignoBiganibHOI
3a hapmakoHarnag,.
[itoua pepakuin: R. Ayse Cetin. MponoHoBaHa
pepakuisi: Kevser Cure. 3MiHa KOHTaKTHWUX JaHWUX
YMOBHOBaXeHOT 0cobu, BigNoBifanbHOT 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy
176. | CMO®KABIB | emynbcia ans dpeseHiyc HimeuuunH ®peseHiyc Kabi LLiseuis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/14345/01/01
EH iHpy3iiA; no 1206 Kabi a ABb 3MiHu | TUnY - 3MiHK 3 aKocTi. CepTudiikaT peuenmom
NEPUAPEPUY | mn, no 1448 mn, no [onunang BignosigHocTi/lE-cepTudpikar BignosigHOCTI
HUI 1904 mn B M6X €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
Tp1KamMepHoMy HoBOro abo OHOBMIEHOro cepTudikara
n1acTMKoOBOMY BiANOBIAHOCTI ab0 BU/TyYEHHs cepTudikata
KOHTEliHepi BiANOBIgHOCTI E€Bponeiickkili hapmakonei: ans
«BiothiH», sKuiA A®I; ons BuxigHoro
pasom 3 marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
aHTWNOKVNCHNKOM BMKOPWCTOBYIOTLCS Y BUPOOHNLUTBI ADI; ans
BMILLYIOTb Y [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
30BHILLHIN €Bponevicbkin hapmakonei) - Hosuii cepTudikart

NNacTUKOBUIA MILLIOK;
no 1206 mn, no
1448 mn, no 1904
M1 B TPUKaMepHOMY
n1acTMKOBOMY
KOHTeliHepi
"BiodhiH", Akuii
pasom 3
AHTUOKNCHMKOM
BMILLYIOTb Y
30BHiLLHIl
NNacTUKOBUIA MILLIOK;
no 4 Milkn B
Kopobui

Bifl HOBOro BMPOGHKKA (3aMiHa ab0 [ONOBHEHHS)
nofaHHs HOBOro cepTuduikaty BignosigHOCTI EP
Bifl HOBOrO BMPOGHMKa Ail040T pevyoBnHN MarHito
cynbaty (y BUrnsAi MarHito cynbgary
rentarigpaty) Macco Organiques s.r.0. CEP Ne
RO-CEP 2016-148-Rev 00. 3MmiHu | Tuny - 3MiHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BUJ/TyYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona AONOMIKHOI peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
HoBuii cepTudpikat Ha HecTepunbHuii A®I, akuii
6yae BMKOPMCTOBYBATUCS A1 BUPOOHULTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLL0 BoAa
BUKOPVCTOBYETHLCA HA OCTaHHIX eTanax CMHTe3y Ta
mMarepian He BiflbHWi1 Big 6akTepiasibHMX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

€HJO0TOKCUHIB MoJaHHS HOBOroO cepTuduikaty
BignosigHocTi E® CEP Ne RO-CEP 2016-114-Rev
01 Big HoBOro BMpo6HMKa API MNctramHy Amino
GmbH, Germany. Nepiod NOBTOPHOro
BMNpo6YyBaHHA 3 poku BKtoYeHuii Ao CEP. 3miHn
I Tuny - 3miHK 3 akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMIEHOro cepTudpikata
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikart
Ha HecTepw/ibHUiA ADI, akuii byae
BUKOPVCTOBYBATMCA /11 BUPOGHMLITBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLO BoAa
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CMHTe3y Ta
maTepian He BiNlbHWIA Bif, 6aKkTepianibHUX
€HJ,0TOKCUHIB - MOAaHHS HOBOrO cepTudikaty
BignosigHocTi E® CEP Ne RO-CEP 2019-213-Rev
00 Big HoBOro BUpo6HMKa API MiynHy Chattem
Chemicals, Inc., USA. 3MiHu | Tuny - 3miHu 3
akocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHsa A®| (3a BigcyTHOCTI y
3aTBEpPAXEHOMY [0Cbe cepTudpikara BignoBiAHOCTI
€Bponelicbkiii hapmakonei, Lo BKkIoYae nepiog,
MOBTOPHOTrO BMNPOGYBaHHS) (Nepiog, MOBTOPHOTO
BUNPO6YBaHHs/Nepios, 36epiraHHs) - 36i/bLUEHHS
abo BBefeHHA nepiogy NOBTOPHOroO
BMNpobyBaHHsA/nepiody 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCNiLKEeHb Y peasibHOMY Yaci -
BBE/leHHs nepiogy NOBTOPHOro BUNpo6yBaHHsA Ad|
- 36 micauiB ans BupobHuka A®I IiiymHy Chattem
Chemicals, Inc. Ha ocHOBI pe3ynbTaTiB
LOChifpKeHb Y peasibHOMY Yaci. 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 11a AONOMIXKHOI pevoBUHM (cepTudikart
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBNeHWit cepTuddikaT Bif, yXe 3aTBepAXEHOr0
BMPOBHUKA - NOJaHHA OHOB/IEHOro cepTudikarty
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA

Aitoyoi pevoBuHM MeTioHiHY Amino GmbH,

Germany CEP Ne R1-CEP 2015-005-Rev 00

(3atBepaxeHo: RO-CEP 2015-005-Rev 01).
XKoaHux 3miH B CEP He BHOCUTbLCS, OHOB/IEHHS

yepes 5 pokiB. 3MiHM | TRy - 3MiHN 3 AKOCTI.

CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o

BU/TyYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans

BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI

A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar

BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHoBNeHWit cepTuddikaT Bif, yXe 3aTBepAXEeHOro

BMPOBHUKA - NOJaHHA OHOB/IEHOro cepTudikarty
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
Liro4oi pevoBuHY Ni3unHy (y BUTNAAH Ni3UHY
auetaty) Ajinomoto Health and Nutrition North
America, Inc. CEP Ne R1-CEP 2014-063-Rev 01
(3aTBEpAXeHO: R1-CEP 2014-063-Rev 00).
BHacnigok oHoBneHHs CEP Big6ynacs
afMiHicTpaTBHa 3MiHa Ha3BU BUPOGHMYOT
OiNbHUL 4N NPOMIXKHOrO NPoAyKTy. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoONENChKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o

BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; ona foNOMiIKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMPOBHUKA - NOJaHHA OHOBJIEHOro cepTudikary
BiAnoBigHOCTI EP Bif, 3aTBEPAXKEHOTO BUPOGHMKA
A®I| ApriHiHy Kyowa Hakko Bio Co., Ltd., Hofu
Plant CEP Ne R1-CEP 1998-109-Rev 05
(3atBepmxeHo: R1-CEP 1998-109-Rev 04).
BHacnigok oHoBneHHst CEP gogaHo onmc
ynakoBku (A®| ynakoBaHa B NOABIiiHi
NnoNieTUNEHOBI MILLKW 3 cuaiKarenem Mixx HUMK,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
MiLLIKV NoMiLLeHi B chibpobapabaH) Ta

aMIHICTPaTMBHOK 3MIHOK agpecy BUPOBHUYOT
AiNbHUL 415 NPOMDKHOTO NPOAYKTY. 3MiHM | Tuny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT pevyoBuHM (cepTudikart
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBNeHWit cepTuddikaT Bif, y)Xe 3aTBepAXEHOro
BMPOBHUKA - NOJaHHA OHOB/IEHOro cepTudikarty
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
A®I InigyHy Amino GmbH CEP Ne R1-CEP 2013-
179-Rev 01 (3aTBepaxeHo: R1-CEP 2013-179-
Rev 00). BHacnigok oHoBneHHs CEP, Bigbynocs
[0AaBaHHA BUPOOHNUMX fiNbHULL ANS
NPOMDKHOro NPOAYKTY, 3MiHa Ha3BW Ta agpecu
NPOMIKHOIO NPOAYKTY, AOAaBaHHA nepioay
NOBTOPHOrO BUNPO6YBaHHA 4 poku. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpONENChKIi
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNoOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonel) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMPOBHUKA - NOJaHHA OHOBJIEHOro cepTudikarty
BiAnoBiAHOCTI EP Bif, 3aTBEPAXKEHOTO BUPOGHMKA
A®I lctnanHy Kyowa Hakko Bio Co., Ltd., Hofu
Plant CEP Ne R1-CEP 1999-027-Rev 04
(3atBepmxeHo: R1-CEP 1999-027-Rev 03).
Bracnigok oHoBneHHs CEP, Big6ynocs
[04aBaHHA onucy ynakoskn — A®I ynakosaHa B
noAgiliHi NoNieTUNEeHOBI MiLLIKK i3 cunikaresnem Mix
HVMU, MiLLKV NoMmilLeHi B dhibpobapabaH Ta
BW/TYYEHHSI BUPOOHUYOI AiNbHULi NPOMiIXHOIO
npoAaykTy. 3MiHu | TURY - 3MiHK 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili

hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o

BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA AONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBneHWit cepTuddikaT Bif, yXe 3aTBepAXeHOro
BMPOBHUKA - NOJaHHA OHOB/IEHOro cepTudikarty
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
A®I NisnHy Evonik Rexim S.A.S CEP Ne R1-CEP
2010-155-Rev 02 (3atBepgxeHo: R1-CEP 2010-
155-Rev 01). BHacnigok oHoBneHHs CEP,
Big6ynacs agmiHicTpaTuBHiI 3MiHa Ha3BK Ta
afpecyt BUPO6HNYOT AibHUL A1 NPOMIKHOrO
npoAaykTy. 3MiHu | TURy - 3MiHK 3 SKOCTiI.
CepTudpikat BignosigHocTi/lE-cepTudpikar
BiNOBIAHOCTI €BpONENiChKilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiZAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBNEHWi cepTuddikaT Bif, yXe 3aTBepAXEHOro
BMPOGHMKA - MOAaHHSA OHOBJ/IEHOTO cepTudikaTty
BignoBigHOCTI EP Bif 3aTBEPAKEHOT0 BUPOOGHMKA
A®| MeTioHiHy Sekisui Medical Co., Ltd. CEP Ne
R1-CEP 1999-136-Rev 08 (3atBepmkeHo: R1-CEP
1999-136-Rev 07). BHacnigok oHoBneHHs CEP,
BifGynacsa 3MiHM B aHauTiTUYHIl MeToAunLi
BMNPOOYBaHHA 3a/IMLLKOBMX PO3UYMHHUKIB. 3MiHM |
TMny - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepIAXEeHOro BUPOOHUKaA -

noJaHHa OHOBJIEHOro cepTuddikaty BignoBigHOCTI

€O Bif 3aTBEPAKEHOIO BUPO6HMKA AP| MponiHy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

Evonik Rexim S.A.S CEP Ne R1-CEP 2007-019-
Rev 02 (3atBepmxkeHo: R1-CEP 2007-019-Rev
01). BHacnigok oHoBneHHs CEP, Bigbynacs
afMiHicTpaTBHa 3MiHa Ha3BU Ta agpecu
BMPOBHUYOT AiNbHUL 4151 NPOMIKHOrO NPOAYKTY,
HafaHo pestome ynpasniHHA pusnkammn ans
e/IeMEeHTHUX JOMILLIOK, AOAABaHHA Onucy
ynakoBKU ( TEPMiH MOBTOPHOIO BUNPOGYBaHHS
pPeyoBUHM CTaHOBUTL 3 POKM Mpu 36epiraHHi B
nonieTMIeHOBOMY MilLKy B MeTasli3oBaHOMY
MiLLIKY, NOMiLLeHoMY Yy chibpoBuii abo

nonieTuneHoBuii bapabaH abo KAPTOHHY KOPOOKY).

3miHu | TMRY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMeHOro cepTudikata
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHUKA -
NoAaHHA OHOBMIEHOrO cepTudikaty BiANOBIAHOCTI
€O Bif 3aTBEPAKEHOTO BUPOOHMKa AD| Hatpito
auetat Merck KGaA CEP Ne R1-CEP 2011-384-
Rev 01 (3atBeppxeHo: R1-CEP 2011-384-Rev
00). BHacnigok oHoBneHHss CEP Big6ynocs
AofaBaHHA BUPOOHUYOI AiNbHULI AiH0HOT pevyoBUHN
Merck Life Science Technologies (Nantong) Co.,
Ltd. 3MmiHu | Tuny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBoro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepAXEeHOro BUPOOHUKA -
noJaHHa OHOBJIEHOrO cepTuddikaty BignoBigHOCTI
€ Big 3aTBEPAKEHOrO BUPOGHUKA ADI BaniHy
Amino GmbH CEP Ne R1-CEP 2016-137-Rev 00
(3aTBEpAXeHO: RO-CEP 2016-137-Rev 00).
BHacnigok oHoBnieHHs CEP Big6ynocs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BVMNpaB/IEHHS B aApeci BUPOOHWYOT fiTbHNL
NPOMDXHOro NPoAyKTy. 3MiHu | TUny - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; ona foNoMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMPOBHUKA - NOJaHHA OHOBJIEHOro cepTudikarty
BiAnoBigHOCTI EP Bif, 3aTBEPAXKEHOTO BUPOGHMKA
[io4oi peyvoBrHY [110Ko3m (Y BUMIAAI TOKO3N
MoHrigpaty) Cargill S.L.U. CEP Ne R1-CEP 1997-
059-Rev 04 (3aTBepmkeHo: R1-CEP 1997-059-
Rev 03). BHacnigok oHoBneHHss CEP Bigbynocs
[oAaBaHHA ONMCy yNnakoBKW Ta A0AaBaHHSA
3arasibHOT Aeknapauii Woao esleMeHTHUX
OOMILLIOK. 3MiHM | TUny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikart
BiNOBIAHOCTI €BpoONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BUyYEHHA cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEHWit cepTuddikaT Bif, yxe 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA OHOBJ/IEHOTO cepTudikaTty
BignoBigHOCTI EP Bif 3aTBEPAKEHOT0 BUPOOGHMKA
Aito4oi pevoBrHM AnaHiHy Shanghai Kyowa Amino
Acid Co., Ltd. CEP Ne R1-CEP 2007-351-Rev 01
(3aTBEpAXeHO: R1-CEP 2007-351-Rev 00).
Bracnigok oHoneHnHs CEP Bigbynocs gogaBaHHA
HOBOT BUPOOHWNYOT AiNbHWLI 415 NPOMDKHOTO
NPOAYKTY Ta BUNYYEHHA OAHIET AiNnbHULI ANA
NPOMDKHOro NPoAyKTYy. 3MiHK | TUNY - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€Bponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI

€sponelicbkiii hbapmakonei: ans A®l; ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BMXiQHOr0 Marepiany/peareHTy/MpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBNEeHWit cepTuddikaT Bif, yXe 3aTBepAXeHOro
BMPOBHUKA - NOJaHHA OHOB/IEHOro cepTudikarty
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
aitoyoi pevosuHu lictnamHy Amino GmbH CEP Ne
R1-CEP 2016-114-Rev 00 (nonepeaHs Bepcis:
RO-CEP 2016-114-Rev 01). BHacnifok OHOB/IEHHS
CEP Bigb6ynacs 3miHa nepiogy noBTOpHOro
BMNPOOYBaHHA 3 3 POKiB Ha 4 POKM Ta 3MiHO
aAMiHICTpaTNBHOI agpecy BUPOGHWYOT AiTbHULL
NPOMDXHOro NpoAyKTy. 3MiHu | TUny - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; ona foNoOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMPOBHUKA - NOJaHHA OHOBJIEHOro cepTudikarty
BiAnoBigHOCTI EP Bif, 3aTBEPAXKEHOTO BUPOGHMKA
aitovoi peyosrHn TpuntochaHy Kyowa Hakko Bio
Co., Ltd., Hofu Plant CEP Ne R1-CEP 1999-189-
Rev 03 (3atBepgxeHo: R1-CEP 1999-189-Rev
02). BHacnigok oHoBneHHss CEP Bigbynocs
OHOB/IEHHA METOY BU3HAYEHHS 3a/IMLLKOBOrO
PO34MHHMKa (MeTaHoy), 3MiHa agpecu
BMPOGHWYOI Ai/TbHNL MPOMIKHOTO NpoAyKTYy. 3MiHN
| TMny - 3MiHu 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepIAXEeHOro BUPOOHUKaA -
noJaHHa OHOBJIEHOro cepTuddikaty BignoBigHOCTI
€ Bif 3aTBEPAKEHOIO BUPOBHMKA Aoyl
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
peyoBuHM LnHKy cynbhat (y BUrNSLi LUHKY

cynbpaty rentarigpaty) Macco Organiques, S.r.o
CEP Ne R1-CEP 2015-375-Rev 00 (3aTBEpAKeHo:
RO-CEP 2015-375-Rev 00). BHacnigok OHOB/IEHHS
CEP Bigbynacsi 3miHa onvcy ynakosku (TepMiH
NOBTOPHOIO BUNPOBOYBAHHA PEYOBWMHN CTAHOBUTL 3
POKV Npu 36epiraHHi B NOETUIEHOBOMY MILLIKY,
nomiLLeHomy y nonieTuneHoBuiA 6apabaH abo
KapTOHHY KOpOOKy), 3MiHOO afMiHICTpaTUBHOT
appecy BnacHuka CEP. 3miHu | Tuny - 3miHu 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €BpONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANoOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEeHWi cepTuddikaT Bif, yXe 3aTBepAXEHOr0
BMPOGHMKA - MOAaHHSA OHOBJ/IEHOTO cepTudikaTty
BignoBigHOCTI EP Bif 3aTBEPAKEHOT0 BUPOOGHMKA
Aitoyoi pevoBuHN MarHito cynbpart (y Burnagi
marHito cynbgaty rentarigpaty) Macco
Organiques, s.r.o CEP Ne R1-CEP 2016-148-Rev
00 (nonepegHs Bepcia: RO-CEP 2016-148-Rev
00). BHacnigok oHoBneHHss CEP Big6ynacs 3miHa
agMiHicTpaTuBHOI agpecy BnacHuka CEP, 3miHa
onucy ynakoBku. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meToaax
BMNpo6yBaHHA APl abo BuUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(iHWi 3miHM y MeTogax BUNPobyBaHHA (BK/IOUaun
3amMiHy abo fonoBHeHHs) APl abo
BUWXiAHOr0/MPOMiXXHOIO NPOAYKTY) 3MiHU B Y
BiaKpuTili yacTuHi ASMF pgitoyoi peqoBuHN TaypuH
BMpobHuka Sekisui Medical Co. Ltd, a came 3MiHa
3aTBep/mxeHoro metogy Kenbgansa gns
KiNbKICHOTrO BU3HAYEHHSA Ha MeToz,
NOTEHLIOMETPUYHOrO TUTPYBaHHSA. 3MiHM | TUny -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
MeToAax BunpobyBaHHs A®I abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(iHWwi 3miHM y MeTogax BUNPobyBaHHsA (BK/IOUaum

3aMiHy abo fonoBHeHHs) APl abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BWXi4HOr0/MPOMiXXHOIO NPoAYyKTY) AOAaBaHHS
anbTepPHaTUBHOIO MeTOAY aHani3y cknagy X1pHUX
KMCNoT ANs Aitoyoi peyosuHy Onis onvMBKOBa
padhiHoBaHa B1po6HuKiB Fresenius Kabi AB Ta
SOCIETE INDUSTRIALLE DES OLEAGINEUX.
MOTOYHWI 3aTBEPMAXEHNIA METOS, BiAMNOBIAAE
Ph.Eur., Hapasi gogaetbca USP meTog «Fatty acid
composition». 3MiHu | TUNY - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXigHOro Matepiany/npoMixKHOTo
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWwi 3MiHM y MeTodax
BMNpPo6YyBaHHSA (BK/IHOYatOUM 3amiHy abo
[0noBHEHHS) AP abo BUXIAHOTO/NPOMIXHOro
NPOAYKTY) A0AABaHHS albTePHAaTUBHOTO MeToay
aHaUli3y cknagy XWPHUX KUCOT ANSA Airoyol
peyoBvHM Tpurnilepuan cepefHbOro naHuora
BMpo6HuKiB AAK Sweden AB Ta IOl OLEO GMBH.
MoTouHW 3aTBEPMAXEHNI A METOZ, BiANoBIfae
Ph.Eur., Hapasi gpogaetbca USP metop, «Fatty acid
composition». 3miHu | TMNy - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTodax BUNPOOyBaHHS
A®| abo BUXigHOro MaTepiany/npoMiKHOro
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci Bupo6Huutea A®| (iHwi 3MiHM y MmeTogax
BUNPO6YBaHHSA (BK/IOUalouM 3aMiHy abo
[0nNoBHEHH:A) A®| abo BUXiAHOro/NPOMIKHOTO
NPOAYKTY) A0AABaHHS a/lbTEPHAaTUBHOTO MeToAy
aHanisy cknagy XVPHUX KUCOT ANA Airoyol
peyoBuHM Onis coeBa padpiHoBaHa BUPOGHYKIB
Fresenius Kabi AB Ta SOCIETE INDUSTRIALLE
DES OLEAGINEUX. MNMOTOYHWIA 3aTBEpXEHWIA
meToz Bignosigae Ph.Eur., Hapasi gogaetbcs USP
mMeTog «Fatty acid composition». 3miHu | Tvny -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofdax BunpobysaHHs A®l abo BUxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AD|
(iHWi 3MiHM y MeTogax BUNpobyBaHHA (BKIOYa0UM
3amMiHy abo fonoBHeHHs1) Ad| abo
BUXIZAHOro/NPOMIXHOr0 NPOAYKTY) AOAaBaHHSA
anbTEPHATUBHOIO METOAY aHani3y cknagy X1pHUX
KUCNOT AN Ai040T pevoBuHY Prn6’sunii xmp,
HacuyeHuii omera-3 XUpHUMKN Kucnotamu
BUPO6HMKa Fresenius Kabi AB. MoTo4HwiA
3aTBepMXeHUA MeTog Bignosigae Ph.Eur., Hapasi
nopaetbes USP meTop «Fatty acid compositions.

3MiHn | TMNYy - 3MiHK 3 siKocTi. APl. KoHTposb AdI.
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n/n

JliKapcbKo20

Hassa

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MeX, BU3HAYEHMX Y cneumdikalisx
Ha A®I, abo BUXiAHWIA/NPOMIKHUIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci BUpo6HULTBa AP (3BY>XEHHS A0NYCTUMMUX
MeX, BU3HAUYEHUX Y creumdikav,ii) 3By>KeHHA
[ONyCTUMKX MEX y crieumdpikaLii Aitouoi peqoBrHN
TaypuH 3a nokasHMKoM «KisibKicHe BU3HAUEHHS»
Bif BUpo6HMKa Sekisui Medical Co. Ltd y 3B'A3ky 3i
3MiHOI aHaniTM4yHoro metogy. [itoua pegakuis:
98,5 to 101,0% lMponoHoBaHa pepakuis: 99,0 to
101,0%. 3miHu | TURY - 3MiHK 3 SKOCTi. API.
Brpo6HMLTBO. 3MiHM BMNpoGyBaHb abo
[ONyCTUMMX MEX Y Npoueci BUpobHuuTBa AdI, 1o
BCTaHOB/EHI y creumndikayisnx (3ByXeHHS
OONYCTUMMX MEX) 3MiHW B 3aKpuTiil YacTuHi ASMF
Lito4oi peqyoBuHN TaypuH BUpo6HUKa Sekisui
Medical Co. Ltd, a came 3By>XEHHS [OMYCTUMUX
MeX cneuudikauii 415 KifIbKICHOro BU3HAYEHHS B
npoueci BUPO6HULTBA, Y BIAMNOBIAHOCTI 40 3MiH
cneupndikauii A®Il. Okpim Toro, B cnevudikauiio B
npoLeci BUPOGHULITBA BHOCATHLCS HE3HAYHI
BUNPaBAeHHs. 3MiHu | Tuny - AAMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(Brirovatoun ginbHuui ans A®l, npoMixHOro
npoaykTy abo rotToBoro Nikapcbkoro 3acooby,
AiNbHUL ANA NPOBeAEHHS NakyBaHHS, BUPOOHMKA,
BiANOBIAA/ILHOrO 3a BUMYCK Cepiit, MicLe
npoBefEeHHA KOHTPO/IIO cepii) abo nocTavasbHMKa
BMXifHOrO Marepiany, peareHTty abo A0NOMiKHOT
PEeYOoBMHM (SIKLLLO 3a3HAYEHO Y [OCHE)
BU/yYEHHS 3aTBEpAKeHoro BupobHuka Kyowa
Hakko Bio Co.,Ltd, Hofu Plant gitouoi pe4oBuH®
AnaHiH (3aTBepgkeHi BupobHuku: Shanghai
Kyowa Amino Acid Co., Ltd, Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd, Amino GmbH)

177.

CMO®KABEIB

EH

LEHTPA/IbH

1%

emynbCia ans
iHcpy3iid; no 986 mn,
no 1477 mn, no
1970 mn, no 2463
M/ B TPUKaMepHoOMY
nnacTykoBoMy
KOHTEliHepi
«BiothiH», sKuiA
pasom 3
aHTWNOKVNCHNKOM
BMILLYIOTb Y
30BHiLUHIl

®peseHiyc
Kabi

[oiiunang,
M6X

HimeuumnH
a

®peseHiyc Kabi
Ab

LLiBeuis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€Bponevicbkiin dhapmakonei) - Hosuii ceptudikart

3a
peyenmom

UA/14346/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

NAacTUKOBUIA MILLIOK;
no 986 mn, no 1477
M/, no 1970 mn B
TpYKaMepHOMy
n1acTMKoBOMY
KOHTeliHepi
«BiothiH», sKuii
pasom 3
AHTUOKNCHMKOM
BMILLYIOTb Y
30BHiLLHIl
NNacTUKOBUIA MILLIOK;
no 4 Milkn B
Kopo6Li; no 2463 mn
B TPMKamMepHOMY
n1acTMKoOBOMY
KOHTEeliHepi
«BiothiH», aKunii
pasom 3
AHTMOKNCHUKOM
BMILLYOTb Y
30BHiLLHIl
NNacTUKOBUIA MILLIOK;
no 3 Millku B
Kopobui

Bifl HOBOrO BMPOGHMKa (3aMiHa ab0 AONOBHEHHS)
nofaHHsA HOBOro cepTuduikaty BignosigHoCTI EP
Bifl HOBOrO BMPOGHMKA Ail040T pevoBnHN MarHito
cynbaty (y BUrnsAi MarHito cynbdaty
rentarigparty) Macco Organiques s.r.0. CEP Ne
RO-CEP 2016-148-Rev 00. 3MiHu | Tuny - 3MiHu 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: gns A®l; ans
BMXiQHOrO Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
HoBuii cepTudpikat Ha HecTepunbHuii A®I, akuii
6y/e BMKOPUCTOBYBATUCS A1 BUPOOHULTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLO BoAa
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CMHTe3y Ta
maTepian He BiNlbHWIA Bif, 6aKkTepianibHUX
€©HJO0TOKCUHIB MoAaHHs HOBOrO cepTuduikaty
BignosigHocTi E® CEP Ne RO-CEP 2016-114-Rev
01 Big HoBOro BUpo6HMKa API MNctramHy Amino
GmbH, Germany. Nepiod NOBTOPHOro
BMNpo6YyBaHHA 3 poku BktoYeHuii Ao CEP. 3miHn
| Tuny - 3miHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponevicbkiin hapmakonei) - HoBuii cepTudikart
Ha HecTepw/ibHUiA ADI, akuii byae
BUKOPVCTOBYBATUCA /11 BUPOGHMLITBA
CTepuIbHOrO NiKapcbkoro 3acoby, AKLO BoAa
BMKOPVCTOBYETHLCA HA OCTaHHIX eTanax CMHTe3y Ta
maTepian He BiNlbHWIA Bif, 6aKkTepianibHUX
€©HJO0TOKCUHIB MoAaHHS HOBOrO cepTuduikaty
BignosigHocTi E® CEP Ne RO-CEP 2019-213-Rev
00 Big HoBOro BUpo6HMKa API MiyunHy Chattem
Chemicals, Inc., USA 3minu | Tvny - 3miHu 3
akocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/nepiogy 36epiraHHsa abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
ymoB 36epiraHHsa A®| (3a BigcyTHOCTI y

€Bponelicbkiii hapmakonei, Lo BKkIoYae nepiog,
MOBTOPHOTrO BMNPOGYBaHHS) (Nepiog, MOBTOPHOIO
BUNPO6YBaHHs/Nepios, 36epiraHHs) - 36i/bLLEHHS
ab0 BBeAEHHSA Nepiogy NOBTOPHOIO
BMNpobyBaHHsA/nepiody 36epiraHHs Ha OCHOBI
pesynbTaTiB AOC/NIMKEeHb Y peasibHOMY Yaci

- 36 micauiB gns BupobHuka iuyHy Chattem
Chemicals, Inc. Ha ocHOBI pe3ynbTaTiB
LOChifpKeHb Y peasibHOMY Yaci. 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/MpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBNEeHWit cepTuddikaT Bif, yXe 3aTBepAXeHOro
BMPO6GHMKa NOAaHHSA OHOBJ/IEHOTO cepTudikaty
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
Aitoyoi pevoBuHM MeTioHiHY Amino GmbH,
Germany CEP Ne R1-CEP 2015-005-Rev 00
(3aTtBepaxeHo: RO-CEP 2015-005-Rev 01).
XKoaHux 3miH B CEP He BHOCUTbLCS, OHOB/IEHHS
yepes 5 pokiB. 3MiHM | TRy - 3MiHN 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI E€Bponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT pevyoBuHM (cepTudikart
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHoBNeHWit cepTuddikaT Bif, yXe 3aTBepAXeHOro
BMPO6GHMKa NOAaHHSA OHOBJ/IEHOrO cepTudikarty
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
Liro4oi pevoBuHY Ni3unHy (y BUTNAAH Ni3UHY
auetaty) Ajinomoto Health and Nutrition North
America, Inc. CEP Ne R1-CEP 2014-063-Rev 01
(3aTBEpAXeHO: R1-CEP 2014-063-Rev 00).

3aTBEpPAXEHOMY [0Cbe cepTudpikara BignoBiAHOCTI

BBE/leHHs nepiogy NOBTOPHOro BUNpo6yBaHHsA Ad|

BHacnigok oHoBnieHHs CEP Big6ynacs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
afMiHicTpaTBHa 3MiHa Ha3BU BUPOGHMYOT

OiNbHUL 4N NPOMIXKHOrO NPoAyKTy. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; ona foNoMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMPOGHMKa NOAaHHA OHOBJIEHOTO cepTuduikaty
BiAnoBigHOCTI EP Bif, 3aTBEPAXKEHOTO BUPOGHMKA
A®I| ApriHiHy Kyowa Hakko Bio Co., Ltd., Hofu
Plant CEP Ne R1-CEP 1998-109-Rev 05
(3atBepmxeHo: R1-CEP 1998-109-Rev 04).
BHacnigok oHoBneHHst CEP gogaHo onmc
ynakoBku (A®| ynakoBaHa B NOABIiiHi
nonieTUNEHOBI MILLKW 3 cunikarenem Mixx HAMK,
MiLLKV NoMiLLeHi B chibpobapabaH) Ta
aMIHICTPaTMBHO 3MIHOK agpecy BUPOBHUYOT
AiNbHUL ANA NPOMDKHOTO NPOAYKTY. 3MiHM | Tuny
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBneHWit cepTuddikaT Bif, yXe 3aTBepaAXeHOro
BMPO6GHMKa NOAAaHHA OHOBJ/IEHOrO cepTudikaty
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
A®I InigyHy Amino GmbH CEP Ne R1-CEP 2013-
179-Rev 01 (3atBepmxeHo: R1-CEP 2013-179-
Rev 00). BHacnigok oHoBneHHs CEP, Bigbynocs
[0AaBaHHA BUPOOHNUMX fiNbHULL ANS
NPOMDKHOro NPOAYKTY, 3MiHa Ha3BW Ta agpecu
NPOMIKHOIO NPOAYKTY, AOAaBaHHA nepiogy
NOBTOPHOrO BUNPOOYBaHHA 4 poku. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

OHOBJ/IEHOTO cepTudikaTta BifnoBsigHOCTi a6o
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI
A®I; ona foNoOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMPOGHMKa NOJaHHA OHOBJIEHOrO cepTuduikaty
BiANoOBiAHOCTI EP Bif, 3aTBEPAXKEHOTO BUPOGHMKA
A®I lctnanHy Kyowa Hakko Bio Co., Ltd., Hofu
Plant CEP Ne R1-CEP 1999-027-Rev 04
(3atBepmxeHo: R1-CEP 1999-027-Rev 03).
Bracnigok oHoBneHHs CEP, Big6ynocs
[04aBaHHA onucy ynakoskn — A®I ynakosaHa B
noAgiliHi NoNieTUNEeHOBI MiLLIKK i3 cunikaresnem Mix
HVMU, MiLLKV NoMmiLLeHi B dhibpobapabaH Ta
BW/TYYEHHSI BUPOOHUYOI AiNbHULi NPOMiIXHOro
npoAaykTy. 3MiHu | TURY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOI peqyoBuHM (cepTudikart
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHoBNeHWit cepTuddikaT Bif, yXe 3aTBepAXEeHOro
BMPO6GHMKa NOAaHHSA OHOBJ/IEHOTO cepTuduikaty
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
A®I NisnHy Evonik Rexim S.A.S CEP Ne R1-CEP
2010-155-Rev 02 (3atBepgxeHo: R1-CEP 2010-
155-Rev 01). BHacnigok oHoBneHHs CEP,
Bibynacsa agMiHicTpaTMBHa 3MiHa Ha3BM Ta
afpecyt BUPO6HNYOT AibHAL AN NPOMDKHOrO
npoAaykTy. 3MiHu | TURy - 3MiHK 3 SKOCTiI.
CepTudpikat BignosigHocTi/lE-cepTudpikar
BiNOBIAHOCTI €BpONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoB/EHWI cepTuddikaT Bif y)Xe 3aTBepAKEHOr0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

BMPOGHMKA NMOoAaHHSA OHOB/IEHOrO cepTudikaTy
BignoBigHOCTI EP Bif 3aTBEPAKEHOT0 BUPOOGHMKA
A®| MeTioHiHy Sekisui Medical Co., Ltd. CEP Ne

R1-CEP 1999-136-Rev 08 (3atBepmkeHo: R1-CEP
1999-136-Rev 07). BHacnigok oHoBneHHs CEP,
BifGynacsa 3MiHM B aHauTiTUYHIl MeToAunLi
BMNPOOYBaHHA 3a/IMLLKOBMX PO3UYMHHUKIB. 3MiHM |
TMny - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif, y)xe 3aTBepAKEHOro BUPOOHUKA,
noJaHHa OHOBJIEHOro cepTuddikaty BignoBigHOCTI
€ Bif 3aTBEPAKEHOIO BUPO6HMKA AP| MponiHy
Evonik Rexim S.A.S CEP Ne R1-CEP 2007-019-
Rev 02 (3atBepmxeHo: R1-CEP 2007-019-Rev
01). BHacnigok oHoBneHHs CEP, Bigbynacs
afMiHicTpaTBHa 3MiHa Ha3BU Ta agpecu
BUPOBHUYOT AiNbHUL 4151 NPOMIKHOrO NPOAYKTY,
Ha/jaHo pe3ioMe YNpaB/liHHS pu3nkamu ans
e/IeMEeHTHUX JOMILLIOK, AOAABaHHA Onucy
ynaKkoBKU ( TEPMiH MOBTOPHOIO BUNPOGYBaHHS

pPeyoBUHM CTaHOBUTL 3 POKM Mpu 36epiraHHi B

nonieTMIeHOBOMY MilLKy B MeTasli3oBaHOMY
MiLLIKY, NOMiLLeHOMY Yy chibpoBuii abo
nonieTuneHoBuii 6bapabaH abo KAPTOHHY KOPOOKY).
3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepAXEeHOro BUPOOHUKA,
NoAaHHA OHOBMIEHOrO cepTudikaty BiANOBIAHOCTI
€O Bif 3aTBEpAKEHOTO BUPOOHMKA AD| HaTpito
aueTar (y Burisgi Hatpito auetaTy TpurigpaTty)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

Merck KGaA CEP Ne R1-CEP 2011-384-Rev 01
(3aTBEpAXeHO: R1-CEP 2011-384-Rev 00).
Bracnigok oHoneHHs CEP Bigbynocs gogaBaHHsA
BMPOGHMWYOI AinbHNL Ajtoyoi pevoBuHn Merck Life
Science Technologies (Nantong) Co., Ltd. 3miHu |
Tuny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMIEHOro cepTudpikata
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikart Bif yXXe 3aTBepKEHOro BUpobHUKa,
NnoAiaHHA OHOBMIEHOTO cepTudikaty BiANOBIAHOCTI
€ Big 3aTBEPAXKEHOrO BUPO6GHMKA AD| BaniH
Amino GmbH CEP Ne R1-CEP 2016-137-Rev 00
(3atBepmxeHo: RO-CEP 2016-137-Rev 00) y
3B'A3Ky 3 OHOBMeHHAM CEP uepes 5 pokis, a
TaKoX BUNPaBMEHHA B afpeci BUPOGHUYOT
OiNbHUL NPOMDKHOTO NPOAYKTY. 3MiHM | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBneHWit cepTuddikaT Bif, yXe 3aTBepaAXeHOro
BUPO6GHMKA, NOAAHHS OHOB/IEHOTO cepTugikaTy
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
nitoyoi pevouHu ntokosm Cargill S.L.U. CEP Ne
R1-CEP 1997-059-Rev 04 (3atBepmkeHo: R1-CEP
1997-059-Rev 03). BHacnigok oHoBrieHHss CEP
BifOynoca fofaBaHHS ONWCY yNakoBKM Ta
[ofaBaHHs 3arafibHOi Aeknapalii woao
eN1eMEHTHUX AOMILLOK. 3MiHu | Tuny - 3MiHKW 3
akocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €BpONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BWIyYEHHA cepTudpikaTta BiANOBIAHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
€Bponelicbkin hapmakonei: ana A®l; pns

BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEHWit cepTuddikaT Bif, yxe 3aTBepAXeHOro
BMPOGHMKA, NoJaHHS OHOB/IEHOrO cepTudikaTy
BignoBigHOCTI EP Bif 3aTBEPAKEHOT0 BUPOOGHMKA
Aito4oi pevoBrHM AnaHiHy Shanghai Kyowa Amino
Acid Co., Ltd. CEP Ne R1-CEP 2007-351-Rev 01
(3aTBEpAXeEHO: R1-CEP 2007-351-Rev 00).
Bracnigok oHoneHnHs CEP Bigbynocs gogaBaHHA
HOBOT BUPOOHWNYOT AiNbHWLI 415 NPOMDKHOTO
NPOAYKTY Ta BUNYYEHHSA OAHIET AiNbHULI ANA
NPOMDKHOro NPoAyKTYy. 3MiHK | TUNY - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA AONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBneHWit cepTuddikaT Bif, yXe 3aTBepaAXeHOro
BMPOGHMKA, NOAAHHS OHOB/IEHOTO cepTugikaTy
BiANOBiAHOCTI EP Bif 3aTBEPAKEHOTO BUPOGHMKA
aitoyoi pevosuHu lictnamHy Amino GmbH CEP Ne
R1-CEP 2016-114-Rev 00 (nonepeaHs Bepcis:
RO-CEP 2016-114-Rev 01). BHacnifok OHOB/EHHS
CEP Bigb6ynacs 3miHa nepiogy noBTOpHOro
BMNPOBYBaHHA 3 3 POKiB Ha 4 POKM Ta 3MiHO
aAMiHICTpaTNBHOI afpecy BUPOGHWYOT AiTbHULL
NPOMDXHOro NPoAyKTy. 3MiHu | TUny - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBsigHOCTI a6o
BW/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pns
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHOBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro

BUPOG6HMKA, NOJAHHSI OHOBMIEHOTO cepTUudikaTy

BiAnoBigHOCTI EP Bif 3aTBEPAKEHOTO BUPOOHMKA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
aitovoi peyosrHn TpuntochaHy Kyowa Hakko Bio

Co., Ltd., Hofu Plant CEP Ne R1-CEP 1999-189-
Rev 03 (3atBepgxeHo: R1-CEP 1999-189-Rev
02). BHacnigok oHoBneHHss CEP Bigbynocs
OHOB/IEHHA METOY BU3HAYEHHS 3a/IMLLKOBOrO
PO34MHHMKa (MeTaHoy), 3MiHa agpecu
BMPOGHWYOI Ai/TbHNL MPOMIKHOTO NpoAyKTYy. 3MiHN
| TMny - 3MiHu 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif, y)xe 3aTBepAKEHOro BUPOOHUKA,
noJaHHa OHOBJIEHOro cepTuddikaty BignoBigHOCTI
€D Bif 3aTBEPAYKEHOIO BUPOGHMKA AjtoyOoT
peyoBuHM LnHKy cynbat (y BUrNSAL LNHKY
cynbpaty rentarigpaty) Macco Organiques, S.r.o
CEP Ne R1-CEP 2015-375-Rev 00 (3aTBEpAKeHo:
RO-CEP 2015-375-Rev 00). BHacnifok OHOB/EHHS
CEP Bigbynacs 3miHa onvcy ynakosku (TepMiH
NOBTOPHOIO BUNPO6YBaHHA PEYOBUHM CTAHOBUTL 3
POKV Npu 36epiraHHi B NOETUIEHOBOMY MILLIKY,
nomileHomy y nonieTuneHoBuiA 6apabaH abo
KapTOHHY KOpPOOKy), 3MiHOO afMiHICTpaTUBHOT
appecy BnacHuka CEP. 3miHu | Tuny - 3miHun 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €BpONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEHWit cepTuddikaT Bif, yxe 3aTBepAXeHOro

BMPOGHMKA, NoJaHHS OHOB/IEHOrO cepTudikaTy
BignoBigHOCTI EP Bif 3aTBEPAKEHOI0 BUPOOGHMKA
Aitoyoi pevoBuHN MarHito cynbpart (y Burnagi
marHito cynbgaty rentarigpaty) Macco
Organiques, s.r.o CEP Ne R1-CEP 2016-148-Rev
00 (nonepegHs Bepcin: RO-CEP 2016-148-Rev
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

00). BHacnigok oHoBneHHss CEP Big6ynacs 3miHa
agMiHicTpaTusBHOI agpecy BnacHuka CEP, 3miHa
onuncy ynakoBKU.
3MiHu | TMRY - 3MiHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHa APl a6o
BMXiHOro Marepiaay/npomKHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTBa AP (iHWi 3MiHM y MeToaax
BMNPoGYyBaHHSA (BK/IHOYAOUM 3amiHy abo
[0noBHeHHs) A®| abo BUXiAHOro/NPOMIDKHOTO
NPOAYKTY), AOAABaHHA aNbTepHaTUBHOTO MeToay
aHanisy cknagy XWpHUX KUCNOT N5 Aitoyol
peyvoBuHN Pr6’aunii xup, HacuyeHnii omera-3
XUPHUMU KncnoTamy BUpobHuka Fresenius Kabi
AB. MNoTOYHWIA 3aTBEPLKEHNI METOZ BiANOBIAaE
Ph.Eur., Hapasi gogaetbca USP meTog «Fatty acid
composition». 3MiHu | TUNY - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXigHOro Matepiany/npoMixKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWwi 3MiHM y MmeTodax
BMNpPo6YyBaHHSA (BK/IHOYAtOUM 3amiHy abo
[0noBHeHHS) AP abo BUXiAHOTO/NPOMIXHOro
NpoAyKTY) foAaBaHHs anbTepPHATUBHOIO MeToay
aHali3y cknagy XVPHUX KUCOT ANA Airoyol
peyoBuHM Onis onuBkoBa padiHoBaHa BUPOOHWKIB
Fresenius Kabi AB Ta SOCIETE INDUSTRIALLE
DES OLEAGINEUX. MNMoTo4YHWiA 3aTBEpAXEHWIA
mMeTog Bignosigae Ph.Eur., Hapasi gogaetbcss USP
meTopg «Fatty acid composition». 3miuu | Tuny -
3MiHu 3 sKocTi. A®Il. KonTponb A®I. 3miHa y
MeToAax BunpobyBaHHs A®I abo BUxigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(iHWi 3miHM y MeTogax BUNPobyBaHHA (BK/IOUaun
3amMiHy abo fonoBHeHHs) APl abo
BWXi4HOro/MpOMiXXHOIO NPoAYyKTY) AOAaBaHHS
anbTepPHaTUBHOIO MeTOAY aHani3y cknagy X1pHUX
KMCNOT ANs Aitoyoi pevosuHn Tpurnivepnamn
cepeAHbOro naHutora Bupo6Hukie AAK Sweden
AB Ta 10l OLEO GMBH. MoTouHwuii 3aTBEpOKEHWI
meToz Bignosigae Ph.Eur., Hapasi gogaetbcs USP
mMeTog «Fatty acid composition». 3miHu | Tvny -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofdax BunpobysaHHs A®| abo BUxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AD|
(iHWi 3MiHW y MeTogax BUNpobyBaHHA (BKOYa0YM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

3amMiHy abo fonoBHeHHs1) A®| abo
BVXIZAHOro/NPOMIXHOro NPoAyKTy) AofAaBaHHA
a/lbTEPHATUBHOTO METOAY aHanidy cknagy XMpHUX
KMCNOT AN1A Ajtodoi pevosuHy Onis coesa
padhiHoBaHa BMpO6HUKiB Fresenius Kabi AB Ta
SOCIETE INDUSTRIALLE DES OLEAGINEUX.
MoTouHWI 3aTBEPMAXEHNI A METOZ, BiAMNOBIfae
Ph.Eur., Hapasi gpogaetbca USP meTop «Fatty acid
composition.
3MiHn | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHa APl a6o
BUXiHOro Marepiaay/npombKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTBa AP (iHWi 3MiHM y MeToaax
BMNpPoGYyBaHHSA (BK/IIOYAOUM 3amiHy abo
[0noBHeHHs) A®| abo BUXiZHOro/NpPOMIDKHOTO
NpPOAYKTY) 3MiHW B Y BiKpUTIlA yacTuHi ASMF
Aitoyoi pevoBuHN TaypuH BUPOGHYKKa Sekisui
Medical Co. Ltd, a came 3miHa 3aTBEPAXEHOTO
meTogy K'enbaans Ans KinbkiCHOro BU3HA4YEHHS Ha
MEeTOZ, NOTEHLIOMETPUYHOrO TUTPYBAHHS. 3MiHN |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y crneuudikayisx Ha A®l, abo
BVXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(3BYXKEHHS1 AOMYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii) 3By)XKeHHSI OMYCTUMUX MEX Y
crneundikavii Ailo4yoi peyoBnHU TaypurH 3a
nokasHukoM «KinbkicHe BU3HaYEHHS» Bif,
BMpo6Huka Sekisui Medical Co. Ltd y 3B’a3ky 3i
3MiHOI aHaNIITUYHOTO MeTOAY.
[itoya pepakuis: 98,5 to 101,0% MNponoHosaHa
pepakuis: 99,0 to 101,0% 3miHun | Tuny - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHM BUNPOOyBaHb
abo gonyctummx Mex y npoueci BUpobHuULTBa
A®I, o BCcTaHOBMEHI y cneuudikalisx (3By)XeHHs
[0MYyCTUMUX MEX)
3MiHW B 3aKpuTiii YacTuHi ASMF fitoyoi peqoBuHu
TaypuiH Bupo6Huka Sekisui Medical Co. Ltd, a
came 3BYXEHHS foNyCTUMUX MeX creundikadii
[ONA KiNbKICHOrO BU3HAYeHHS B NPoLieci
BMPOGHMLTBA, Y BiAMOBIAHOCTI A0 3MiH
cneumdikauii A®l. Okpim Toro, B crneuudikauito B
npoueci BUPOOHULITBA BHOCATHLCS HE3HAYHI
BMNpaBieHHs 3MiHu | Tuny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT AiNbHAL
(BKtovatoum ginbHuui Ans A®l, npoMixXHOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

npoaykTy abo rotToBOro NikapcbKoro 3acooy,
AiNbHULI ANA NPOBeAEHHA NakyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid, MicLe
NpOBeAEeHHS KOHTPOSIO cepii) abo nocTavanbHuKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEYOBUHM (AIKLLIO 3a3HAYEHO Y J0CbE) BUTYYEHHS
3aTBepaxeHoro BupobHuka Kyowa Hakko Bio
Co.,Ltd, Hofu Plant gito4yoi peqyoBuHY AnaHiH
(3aTBepmxeHi BUpo6HMKM: Shanghai Kyowa Amino
Acid Co., Ltd, Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd, Amino GmbH).

178.

COTA/ON
CAHJ03®

Tabnetkun no 40 wr;
no 10 Tabnetok y
6nictepi; no 5
6nictepiB y
KapTOHHIA Kopoo6Li
abo no 25 Tabnetok
y 6nicTepi; no 2
6nictepu y
KapTOHHIlA KOpooLi

CaHpo3
dapmacbHoTi
kans 4.4.

CnoBeHisa

BMPOOHULITBO 3a

MOBHUM LK/IOM:

Cantotac dapma
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoOro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBEPXEHOr0 BUPOOHUKA -
NnoAaHHA OHOBMIEHOro cepTudikaty BiAMOBIAHOCTI
€sponelicbkiin hapmakonei R1-CEP 2002-049-
Rev-07 Big, 3aTBEpAXEHOrO BUPO6HMKA Moehs
Iberica S.L. gitouoi peyoBuHM coTaniony
rigpoxnopug B 38’s3Ky 3i 3MiHOIO Ha3BuW
BMPOGHWYOI AibHUL, MiCLLe BUPOBGHMLTBA He
3MiHWoCh (3aTBepakeHo: R1-CEP 2002-049-Rev-
06 BENECHIM S.P.R.L.; 3anponoHosaHo: R1-CEP
2002-049-Rev-07 BENECHIM S.R.L.)

3a
peyerimom

UA/4449/01/01

179.

COTANonN
CAHAO3®

TabneTkn no 80 mr
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y
KapTOHHIl KopooLi

CaHpo3
dapmachboTi
Kans g.a.

CnoseHisa

BMPOBHULTBO 3a

NOBHVM LIK/TOM:

Cantotac ®apma
6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANoOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepIXeHOro BUPOOHUKaA -
noJaHHs OHOB/IEHOro cepTuddikaty BignoBigHOCTI
€sponelicbkin dpapmakonei R1-CEP 2002-049-

3a
peyenmom

UA/4449/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Rev-07 Bif 3aTBEpAXEHOrO BUpPO6HMKa Moehs
Iberica S.L. gjtoyoi pevoBuHY coTanony
rigpoxnopug B 38'A3Ky 3i 3MiHOK Ha3BK

BMPOGHWYOT AiTbHULI, MiCLLe BUPOGHMLTBA He

3MiHMnock (3aTBepaxeHo: R1-CEP 2002-049-Rev-
06 BENECHIM S.P.R.L.; 3anpornoHosaHo: R1-CEP
2002-049-Rev-07 BENECHIM S.R.L.)

180.

COTA/ION
CAHA03®

Tabnetku no 160 mr
no 10 TabneTtok y
6nictepi; no 5
6nictepiB y
KapTOHHI Kopoobui

CaHpo3
dapmacbioTi
Kans g.4.

CnoseHisa

BMPOGHULITBO 3a
MOBHVM LMK/IOM:
Cantotac dPapma
'M6X, HimeuyuunHa,;
NepBUHHE i
BTOPUHHE
naxkyBaHHs, BUNYCK
cepii: lek C.A,,
Monbwa

Himeuunna/
Monbwa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
NnoAaHHA OHOBMIEHOTO cepTudikaty BiANOBIAHOCTI
€sponelicbkin dhapmakonei R1-CEP 2002-049-
Rev-07 Bif 3aTBEpKEHOr0 BUPo6HKKa Moehs
Iberica S.L. gjtoyoi pevoBnHK coTanony
rigpoxnopuz B 3B'sA3Ky 3i 3MiHOK Ha3BU
BUPOBHMYOT AiNbHULL, MicLe BUPOGHMLTBA He
3MiHuNoch (3atBeppxeHo: R1-CEP 2002-049-Rev-
06 BENECHIM S.P.R.L.; 3anponoHoBaHo: R1-CEP
2002-049-Rev-07 BENECHIM S.R.L.)

3a
peyenmom

UA/4449/01/03

181.

CYNbBAKTO
MAKC

NOPOLLIOK A/1A
pO34nHy Ans
iH'ekuji, 1000
Mr/500 wr; 1 chnakoH
(Ha 20 mn) 3
NOPOLLKOM Y
KapTOHHI KopoobLi

Mini
Xernckepe
Nimiteq

Benuka
BpuTaHis

BeHyc Pemegic
Nimitepn, IHAia

Csicc
MepeHTepavic
nta., Hais

IHais

BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis:
3MiHu | TUNy - AOMiHICTpaTUBHI 3MiHX. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapPCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHUK/iIMNOpPTEp, BK/IKOYAKUM BUMYCK CEPIl).
AAMiHICTpaT/BHa 3MiHa HanucaHHA agpecu
BUPOOHMKA. 3MiHM BHECEHO B iHCTPYKLiO 4151
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain "Micue3HaxomkeHHs BUPO6HYKa Ta agpeca
MiCLii MPOBa)KEHHS NOro Ais/IbHOCTI" 3
BiAMNOBIAHMMU 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBOK. TepMiH BBeieHHS 3MiH NPOTArom 6
MicsLiB Nicns 3aTBEPAKEHHS

3a
peyerimom

He
niosnsicae

UA/6154/01/02

182.

CYNbBAKTO
MAKC

MOPOLLOK ANs

pO34nHy ans
iH'exuin, 500 mr/250

Mini
Xenckepe
Nlimiteq

Benuka
BpuTtaHis

BeHnyc Pemegic
Nimiteq, HAja

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHX. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus

3a
peuyenmom

He
nionsieae

UA/6154/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

mr, 1 donakoH (Ha 10
MJ1) 3 MOPOLLUKOM Y
KapTOHHIlA KOpO6L

Csicc
MepeHTepavic
nta., Hais

NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapcbKoro 3acoby, BkIoYatoun
AiNbHUL BUNYCKY cepii abo micue npoBegeHHs
KOHTPOJI0 AKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKUM BUMYCK CEPIlt).
AfMiHiCTpaTMBHa 3MiHa HanucaHHA agpecu
BMPOGHMKA. 3MiHU BHECEHO B IHCTPYKLilO A4/15
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ain "Micue3HaxomKeHHs BUPO6HYKa Ta agpeca
MiCLii MPOBaKEHHS NOr0 Ais/IbHOCTI" 3
BiAMNOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEEHHSA 3MiH NPOTAroM 6
MicsILiB Micns 3aTBepAKEHHSs!

183.

TAINIH

Tabnetku no 50 mr,
no 14 TabneTtok y
6nicTepi, no 2 abo 4
6nictepu y
KapTOHHI/ ynakosL,i

HOBE/
INAY CAHAI
BE
TIIXKAPET
A.LL.

TypeyuunH
a

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iICHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-chaiina cuctemm hapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganibHOI
3a hapmakoHarnag,.

[itoua pepakuin: R. Ayse Cetin. MponoHoBaHa
pepakuisi: Kevser Cure. 3MiHa KOHTaKTHWUX JaHWUX
YNOBHOBaXeEHOT 0co6MU, BiANOBIfaNbHOI 3a
hapMakoHarnsg. 3miHa Micusi 34iCHEeHHS
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLie3Haxo4KeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/20089/01/01

184.

TAUFEPOH®

TabneTku, BKpUTI
06010HKOt0, N0 500
mr, no 5 a6o 10
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI KopoobLi

TOB
«TNEQPAP
M NTA»

YKpaiHa

KYCYM
XENTXKEP MBT
nTa

IHAjia

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta dhapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpnaHux/6ionogibHmx
nikapcbkUx 3aco6iB Nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HafaHHS XOOHNX HOBUX AOAATKOBMX
AaHunx). 3MiHW BHECEHO A0 iIHCTPYKLUii An1A
MeAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y
po3ginv "dapmakonoriyHi BnactmeocTi",

3a
peyenmom

He
nionsieae

UA/9539/02/01




180

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

"Moka3aHHs" (yTO4HeHHs), "TpoTunokasaHHs",
"B3aemogis 3 iHWMMU Nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHSA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BMMBATW Ha LWIBWAKICTb PeakLii Npu KepyBaHHI
aBTOTPaHCMOPTOM abo iHWMMKU MexaHismamn',
"Cnocib 3acTtocyBaHHs Ta go3u", "Oitn"
(peparyBaHHs), "Mepeno3yBaHHs", "Mo6IYHI
peakuii" 3rigHo 3 iHhopMaLi€lo Woa0 MeaUyHOro
3acToCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(Tavanic, film-coated tablets). BBefeHHS 3MiH
NpOTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnsagy. BHeceHHs abo 3miHa(n) o
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
nocBiAgYeHHs, BKoYatoun MnaH ynpasiHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWIA
NOrOPKEHWI 3 KOMMETEHTHUM OPraHom).
3aAaBHMKOM HafaHO OHOB/IEHWIA MnaH ynpaBniHHSA
pu3sunkamm Bepcist 4.0. 3MiHM BHECEHO [0 YacTuH: |
«3aranbHa iHdhopmadis» || «Cneumndikauis 3
6e3nekn» Il «MnaH 3 chapmakoHarnagy»

V «3axoam 3 MiHimizauii pusmkis» VI «Pe3tome
nnaHy ynpasniHHA pusnkammu» VII «Jogatkm»
(mopatku 1-8) y 3B’A3KY 3 OHOB/IEHHAM iHhOpMaLLT
3 6e3neku filoyoi peyoBnHM NeBOIoKCaLMH
BiAMNOBIAHO A0 akTyanbHOI pedepeHTHOT
iHbopMmaLii, a Takox Yy 3B'A3KY i3 3MiHOIO chopmaTty
BignosigHo Ao Bumor 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). Pestome
MnaHy ynpasniHHA pusmkamu Bepcisa 4.0
popaetbes. 3MiHM | Tuny - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHK). 3MiHW BHECEHO [0 IHCTPYKUii ans
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
po3gain "MobiuHi peakyi” Woa0 BaXINBOCTI
3BiTyBaHHSA Mpo nobiyvHi peakuii. BBeeHHsA 3MiH
NpOTAroM 6-T1 MiCALIB MiCNA 3aTBEPKEHHS

185.

TANFEPOH®

TabneTku, BKpUTI
060/10HKO0, MO 750
mr, no 5 a6o 10
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI/ Kopobui

TOB
«TNEQPAP
M NTO»

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHais

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsagy. 3MiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHSA reHepuyHuX/ribpuaHnx/6ionogibHmx

3a
peyenmom

He
nionsieae

UA/9539/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
nNiKapcbKUx 3aco6iB Nicns BHECEHHN Tiel camoi

3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye HafaHHS XOOHWNX HOBUX A0AATKOBUX
[AaHvx). 3MiHM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
po3ginv "dapmakonorivyHi BnactmsocTi",
"Moka3aHHs" (yTO4HeHHs), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU NikapcbkuMn 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BMMBATW Ha LWBWAKICTb PeakLii Npu KepyBaHHI
aBTOTPaHCMOPTOM abo0 iHWMMKU MexaHismamn',
"Cnocib 3acTtocyBaHHs Ta go3u", "Oitn"
(peparyBaHHs), "Mepeno3yBaHHs", "MoBGIYHI
peakuji" 3rigHo 3 iHhopmaLi€to Woa0 MeaNyYHOro
3acTOCyBaHHA pedhepeHTHOro Nikapcbkoro 3acoby
(Tavanic, film-coated tablets). BBefeHHS 3MiH
NpOTAroM 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnsagy. BHeceHHs abo 3miHa(n) o
3000B'A3aHb Ta YMOB BuAadi peectpauiiHoro
nocBiAgYeHHs, BKoYatoun MnaH ynpasiHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWIA
NOrOPKEHWI 3 KOMMETEHTHUM OPraHom).
3asaBHMKOM HafaHO OHOBMIEHWIA MnaH ynpaBniHHSA
pu3sunkamm Bepcist 4.0. 3MiHM BHECEHO [0 YacTuH: |
«3aranbHa iHdhopmadis» Il «Cneumndikauis 3
6e3nekn» Il «MnaH 3 hapmakoHarnsgy»

V «3axoam 3 MiHimizaLii pusunkis» VI «Pe3tome
nnaHy ynpasniHHA pusnkammus» VI «Jogatkm»
(mopatku 1-8) y 3B’'A3KY 3 OHOBIEHHAM iHChOpMaLLT
3 6e3neku fio4voi peyoBnHM NeBOdIOKCaLMH
BiAMNOBIAHO A0 akTyanbHOI pedepeHTHOT
iHbopMmaLii, a Takox Yy 3B'A3KY i3 3MiHOIO chopmaTy
BignosigHo Ao Bumor 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). Pestome
MnaHy ynpasniHHA pusmkamu sBepcisa 4.0
popaetbes. 3MiHM | Tuny - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy (iHuwi
3MiHK). 3MiHW BHECEHO [0 IHCTPYKUii ans

MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3gain "MobiuHi peakyi” Wo40 BaXINBOCTI
3BiTyBaHHSA Mpo nobiyvHi peakuii. BBeeHHsA 3MiH
NpOTAroM 6-T1 MiCALIB MiCNA 3aTBEPKEHHS




182

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

186.

TEBA/OP-
TEBA

Tabnetkn ans
CMOKTaHHs no 20
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu
B KapTOHHIi navi

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHdapma-
Pasrpapg AT,
Bonrapis,
BankaHdapma-
AynHuua AT,
Bonrapis

Bonrapis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[ONOMDKHOT peqoBuHK (cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBuii cepTudikar
Bif] BXXe 3aTBEPAKEHOr0 BUPOBHMKA - NOAAHHS
HOBOrO cepTudikaTa BignoBiAHOCTI EBpONEiChKii
dhapmakonei Ne RO-CEP 2019-026 - Rev 01
(3aTBepmxeHo: ASMF Ne 9245-90-1P_EU.02
APPLICANTS PART Ne 9245-90-2P_EU.02
RESTRICTED PART) ana A®| aeksaniHito
XNnopuay Bifl BXe 3aTBepAyKEHOro BUpPObHMKa
LABORATORIOS ESPINOS Y BOFILL S.A.
(LEBSA), Spain. - 3miHu | Tuny - 3MiHW 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI E€Bponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBNEeHWit cepTuddikaT Bif, yXe 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkiii hapmakonei Ne RO-
CEP 2019-026 - Rev 02 ana A®| geksasiHito
X/10pnay Bif, BXe 3aTBEP)KEHOTO BUPOGHMKA
LABORATORIOS ESPINOS Y BOFILL S.A.
(LEBSA), Spain.

6e3
peyenmy

UA/4271/01/01

187.

TETPAKCUM
®ITETRAXIM
BAKLIMHA
ana
NPO®INAKT
VKN
JUDTEPI,
NPABLIS,
KALLITIOKY
(ALIENIONSAP

cycneHsis ans
iHeku;jin; mo 1
nonepegHLo
3anoBHEHOMY
wnpuyy no 0,5 mn
(1 posa) 3
NPUKPINIEHO0
ronkoto (abo 2-ma
OKPEMUMM rofikamu),
LLIO MICTUTb

CaHodi
Mactep

®paHuis

BMPOGHMLTBO
roToBOro
Hepo3dacoBaHoro
NPoOAyKTY,
KOHTPO/b AKOCTI,
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii:
CaHocdpi MNacTep,
PpaHuis;

®paHuis/.,
YropumHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | TUny - 3MiHK 3 akocTi. A®L. KoHTposnb AdL.
3MiHa y meTogax BunpobysaHHa APl a6o
BUXiAHOr0 Marepiaay/npombKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHWIi 3MiHM y MeToAax
BMNpo6yBaHHA (BK/IHOYAOUM 3amiHy abo
[0MnoBHEHHs) A®| abo BUXiAHOro/NPOMIDKHOTO
npoAaykTy). 3amiHa cepii pedpepeHTHOro
CTaHAAPTY, L0 BUKOPUCTOBYETbCS A5 TECTY HA

3a
peyerimom

UA/13069/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
HUIA cycneHsito ans NOBHWIA LMK aHTUreHHICTb B Mpoueci BUPOOHULTBA Aito4oil
KOMMOHEHT | iH'eKUili, B KAPTOHHIl BMPOGHMLTBA, peyoBuHU Pertussis Toxoid 3 CIC19R-RC14 Ha
)TA Kopo6ui 3 KOHTPO/Ib AKOCTI, CIC21R-RCO05. TepMiH BBEEHHSA 3MiH - TpaBeHb
noniomieni MapKyBaHHAM BTOPVHHE 2025.
TY YKpaiHCbKo abo nakyBaHHs, BUMYCK
ALCOPBOBA | aHrnilicbkoto, ab6o cepii:
HA, HLUMMW IHO3EMHVMU CaHodpi MacTtep,
IHAKTUBOBA | moBamu; no 1 PpaHuis;
HA, PIAKA nonepeaHbLo BTOPUHHE
3arnoBHeHOMY nakyBaHHS1, BUMYCK
wnpuuy no 0,5 mn cepil:
(1 posa) 3 CaHodpi-ABeHTiC
NPYIKPIN/IEHOIO 3pT., YropwyuHa
rosnkoto (abo 2-ma
OKpemMnMU rosikamu),
L0 MiCTUTb
cycneHsito ans
iH'EKL/ B KAPTOHHIl
KopobLi, B AKili
MiCTUTBCSA
cTaHgapTHO-
eKCMopTHa ynakoBka
Ta IHCTPYKUia ans
MeAMUYHOro
3acTocyBaHHSA 3
MapKyBaHHAM
yKpaiHCbkoo abo
aHrniicekoto, abo
HLUMMKN iHO3EMHUMU
MoBamMm
188. | TETPAMETU KpucTaniyHmi ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: - UA/20022/01/01
NrAKOKOHYP | nopoluok 3 06MeXeHO 3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®Il. CTabinbHICTb.
mun (cybeTaHuis) y obmexeHor BiANOBIAA/IBHICTIO 3MiHa nepioly NOBTOPHMX BMNpoGyBaHb/nepioay
nonieTuIeHoBMX BiAgNoBiga b "OAPMXIM" 36epiraHHa abo yMoB 36epiraHHa A®I (3a
MiLkax ans HICTIO BiCYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikaTa
thapmaueBTUYHOro "PAPMXIM" BIANOBIAHOCTI EBpoNeiickbkili hapmakonei, Lwo
3aCTOCYyBaHHS BK/IIOYAE Mepiog, NOBTOPHOrO BUNPOGYBaHHS)

(nepiof NOBTOPHOrO BUNPOGYBaHHsA/Nepios,
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepiogy
NOBTOPHOro BMNpobyBaHHsA/nepiody 36epiraHHsa Ha
OCHOBI pe3y/ibTaTiB JOC/iHKeHb Yy peaslbHOMYy yaci
- 36iNbLUEHHS TEPMIHY NEPeKOHTPOsI0 3 18 micsauis

00 24 micsyis, y 3B'A3Ky 3 NpOBeAEHMU
OoCNiMKEHHAMU CTabiNIbHOCTI Y peasibHOMY Yaci.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEpMXEHHS. 3MiHM | Tuny - 3MiHK 3 AkocTi. AdI.
Bupo6HMuTBO. 3MiHM B npoLeci BUpobHuutea Ad|
(iHWWIi 3MiHM) ONTMMI3aLis TEXHOOMNYHOro Npouecy,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
a came: -Ha cTafii OTPUMaHHS TEXHIYHOro
NPOAYKTY NPOBOAMTM [03yBaHHA 1,3-
AVMETUICEYOBUHN OAHIEI0 YACTUHOK Y PO3UMNH
rNioKcaio; -BifroHKY NPOBOAWTY y TP eTany; -
[04aHO0 NPOMMBAHHS TEXHIYHOTO NPOAYKTY
CMMPTOM i30MPONiSIOBUM; -Ha cTagil
nepekpucTanisaLii TEXHIYHOro NPOAYKTY BuAasIeHo
3aBaHTaXEHHS BYTiN/IA aKTUBHOMO Ta NojasibLuy
inbTpauito; -Ha ctagii dyryBaHHsa cybcTaHLil
[04aHO NPOMUBAHHSA aueTOHOM. [MOoKa3HUKN AKOCTI
cy6cTaHUil He 3MiHWNucA. BBeeHHsA 3MiH
NpOTAroM 6-T1 MiCALIB MiCNA 3aTBEPKEHHS
189. | TETPAUUKAI | Tabnetku, BKpUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/3520/01/01
HY nNiBKOBOIO akuioHepHe akuioHepHe 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuenmom
FAPOXNMOPU | o6on0HKo, No 100 TOBapuUCTBO TOBapUCTBO Ta thapmakoHarnsgy (iHwi 3miHu). 3miHa y 3B'A3Ky
A Mr; no 20 TabneTok "HaykoBo- "HaykoBo- YTOYHEHHS BUKNafeHHs po3ainy "[oaaTkoBa
y 6nictepi, no 1 BMPOGHUUNIA BMPOGHUYNIA iHdbopmauis. Al-1. Ynakoska" MKA Ta po3giny
6nictepy B nauui LEeHTp LEeHTp 3.2.P.7. OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKU
"Bopuiariscb "BopLyariBcbkuii nNikapcbKoro 3acoby, 30kpema BUTyYeHHs
KWiA Ximiko- XiMiKo- iHchopMmawii, 3a3HauYeHoI pocilicbkolo MOBOtO, Ta
hapmaueBT hapMaLeBTUYHWI BHECEHHS HE3HAYHMX PeAakLinHMX NPaBoK Mo
WNYHWI 3aBog" TekcTy. TepmiH BBEAEHHS 3MiH MPOTAroM 6 Micauis
3asof” nicns 3aTBepKEHHS.
190. | TIOKTOH PO34UH ON15 iH'EKLLN, TOB Ykpaina BMPOBHULTBO Ta PymyHis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/17881/01/01
600 mMr/24 mn; no 24 "POPC- nepBuHHE 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii peuenmom
My chnakoHi, no 5 PAPMA nakyBaHHs 3aci6. KOHTposib AOMOMDKHUX PEYOBUH. 3MiHa
hnakoHiB y ANCTPUB nikapcbKoro napameTpiB cneuudikauii Ta/abo JonycTUMmX
KapTOHHI nayw,i FOLLIH" 3acoby; BTOpUHHE MeX A5 AOMNOMDKHOI PEYOBUHM (LONOBHEHHS
nakyBaHHs, cneumdikaLii HOBUM NMOKa3HUKOM 3 BigMNOBigAHNM
KOHTPO/b MeTOoA0M BUNPOo6yBaHHSA) [JONOBHEHHS
KiHLLeBOro creungikaLii 4ONOMIXHOI pevyoBUHY TpOMeTaMon
NPOAyKTYy Ta KOHTPO/IEM MOKa3HWKIB «ApceH» Ta «Hikenb», 3
Bunyck cepii: K.T. BiANOBIAHVMMY KPUTEPISAMU NPUIAHATHOCTI ANA
POM®APM ApceHa «maximum 0.2 ppm» Ta ans Hikens
KOMIAHI C.P.J1. «maximum 2.5 ppm>»
191. | TOKKATA PO34MH ONA iH EKLi, AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/16510/01/01
no 1 mn B amnyni; "®apmak” 3MiHn | TURY - 3MiHK 3 SKocTi. APl. KoHTposb AdI. peyenmom

no 5 amnyny
6nicTepi; no 1 abo
no 2 6nictepu 'y
nauui

3MiHa y napameTpax crneundikauiii Ta/abo
[ONyCTUMUX MeX, BU3HAYEHMX Y cneumdikalisax
Ha A®I, abo BUXiAHWIA/NPOMIKHNIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| (BUNyyYeHHs
He3HaYHOro nokasHMka SIKOCTi (Hanpukiag
BW/TyHYEHHS 3aCTapifIoro nokasHuka)) BUIyYEHHS
rokasHuka «Baxkki meTann» 3 cneumndikadii Ta
MeTOZIB BXiJHOro KOHTPO/IIO /19 BUPOGHMKA
[ir040i pevyoBUHY ToNNEepU30HY rigpoxaopugy SNA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
HEALTHCARE PVT LTD, IHgis. 3mitu | Tvny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y

«lpeHTudpikauis» cneyudikalii BXiIHOro KOHTPO0

BVKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoLeci AdI,
ab60o 3miHa BUpoO6HuKa (BK/0HaKun, e HeobxiaHo,

napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3HaueHux y crneuudikayisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVIKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea AdI
(iHWi 3MiHW) BUNYYEHHS NOKa3HMKa «PO3UYMHHICTb»
3 cneumdikauii Ta MeToZiB BXIAHOTO KOHTPOsI0
015 BUPOOHWMKA fil040i PEYOBUHUN TONMEPU3OHY
rigpoxnopugy SNA HEALTHCARE PVT LTD,
IHAiA. 3MiHW | TUNY - 3MiHK 3 AkoCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneuudikawii
Ta/abo fONyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea A®| (iHwi 3MiHM) 3HATTA 3
po3rnsay peecTpauiiiHux maTepiasis Ha eTani
cnevjanizoBaHoi ekcnepTu3n 3a 6axaHHAM
3asBHUKa (1T Big 23.04.2024 Ne2304/28). 3miHn
| TMny - 3miHn 3 AkocTi. APL. KoHTponb APl 3miHa
y napameTpax cneyudikayiii Ta/abo gonycTummx
MeX, BU3HaueHux y crneuudikayisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVIKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea AdI
(iHwWi 3miHK) 3miHK cnevymdikalii Ta MeToaiB
BXiZJHOTO KOHTPOJI0 3@ NMOKa3HWKOM «3asINLLKOBI
KINIbKOCTi OpraHiYHnX po34nMHHUKIB» AN1A
BM3HAYEHHA aueToHy Ta 2-MponaHosy BiAnoBiAHO
DMF Brpo6HUKa fito40oi pevyoBUHU TONNEPU30HY
rigpoxnopugy SNA HEALTHCARE PVT LTD,
IHAia. 3MiHn | TMRY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii
Ta/abo [onyCTUMMNX MEX, BU3HAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWI/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCSA Y
npoteci Bupo6HuuTea AP (iHWi 3MiHN) BBEAEHHSA
NPUMITKV «BU3HAYEHHS ifeHTUdikauil
NPOBOANTLCA HA CepeAHilt Npobi» [0 nokasHWKa

AN BUPOOHMKA il0H0T peyOBUHY TONNEPU3OHY
rippoxnopugy SNA HEALTHCARE PVT LTD,
IHAiA. 3MiHn 1l TNy - 3MiHK 3 AkocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXiAHOro/NPOMXXHOrO NPOAYKTY/peareHTy, Lo

MicLLle NpoBeAEeHHS KOHTPOsIO iKocTi) AdI (3a

BifICYTHOCTi cepTudikara BifnoBifHOCTi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
€Bponeiicbkilii hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPOOHUKa ADI 3
HajaHHsAM macTep-haiina Ha Adl) BBeAeHHS
[0AaTKOBOTrO BUPOOHYKA Ait040i PeYOBUHU
Tonnepusory rigpoxnopmay SNA HEALTHCARE
PVT LTD, IHgia 3 HagaHHAM MacTep-haiina Ha
A®| (DOCUMENT NUMBER: DMF/TP/02)
192. | TOHOPMA® TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0516/01/01
o060n0Hkoto, no 10 "®bapmaueBT "papmaLeBTUiHa 3MiHn | TURY - 3miHk 3 sKocTi. APl. KoHTponb AdI. peyenmom
Tabnetoky n4yHa chipma thipma "AapHuusa” 3MiHa y napameTpax cneuudikauii Ta/abo
KOHTYPHIl "OapHuus” O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisx
YapyHKOBIl Ha A®|, abo BYXigHWA/NPOMIKHWIA

ynakosLi; no 1 abo
Nno 3 KOHTYpHI
YapyHKOBI YNaKOBKU
y nauui

NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci BUpobHuuTea APl (iHLWi 3MiHK)
CynyTHS 3miHa - 3MiHn 3 fikocTi. APl KoHTponb
A®|. 3miHa y meTogax BunpobyBaHHsA AD| abo
BMXiZAHOrO MaTepiany/npombKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa APl (HE3HaUHI 3MiHW Y
3aTBEpXEHNX MeToAax BUNPOOYBaHHS)

[lo maTepianis peecTpauiiHoro focke A0 pPO34inis
3.2.5.4.1 Cneuudpikauist Ta 3.2.S.4.2 AHauTITUYHI
MeToAW A5 BXifHOTO KOHTPOSIO Ha fAjtody
peyoBMHY ATEHO/0/1 BHECEHO HE3HAYHI
KOPUryBaHHS 3@ NOKa3HUKOM «PO3UYMHHICTb», KW
nepeHeceHo [0 Po3finy Npo 3arasibHi
B/1ACTMBOCTI, OCKi/IbKV BIH Ma€ pekoMeHAauiiHni
XapakTtep BignosigHo Jo Bumor AdY 1.4
«MoHorpadii» Ta € 1.5.1.7 «Characters» Ta 3a
nokasHukom «MikpobionoriyHa uncrota» -
BHECEHO MOCU/IaHHSA Ha fitoye BugaHHa €, 6e3
3MiHW HOPMYBaHHSA Ta METOAMKM KOHTPOJIIO SIKOCTI.
3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisax
Ha A®|, abo BYXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCSA Y
npoueci BupobHuuTBa AP (iHWi 3MiHK) CynyTHSA
3MiHa - 3MiHu 3 akocTi. A®I. KoHTponb Adl. 3miHa
y MeTogax BunpobyeaHHA APl abo BuXigHOTO
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BMNPO6YBaHHsA) HesHayHe OHOBMEHHSA B po3finax
3.2.5.4.1 Cneuudpikauia Ta 3.2.S.4.2 AHaniTUYHI
MeTOAW ANA BXifHOTO KOHTPOSIIO Ha fjrody
peyoBrHY ATEHO/O/, @ caMe 3a NOKa3HVKOM
«laeHTUdikauis» (3anvweHa nepua
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

iieHTudikauis) BignosigHo Ao Bumor AdY 1.4
«MoHorpadii», €EP 1.5.1.8 «ldentification» Ta
MoHorpadii «Atenolol» €sponelicbkoi apmakonel
Ta OHOBJIEHHS NoKasHKKa «ONTUYHe 06epTaHHS»
BiANOBIAHO 0 BUMOr MoHorpadii «Atenolol»
€Bponeiicbkoi Papmakonei, pekomeHaawiin Ta
ctunictukn AdY, 6e3 3MiHM HOpMyBaHHS Ta
MEeTOAMKM KOHTPOSHO AKOCTi. 3MiHM | TUny - 3MiHK 3
AKoCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHs (BKIOYaoumM
3aMiHy abo fonoBHeHHS) APl abo
BVXiZHOro/MPOMIKHOro NpoAyKTy) BHECEHHS 3MiH Y
MeToAW BUNPOBYBaHHA 4151 BXIAHOTO KOHTPOJIIO Ha
Ailoyy peyoBuHy ATEHO/0N a came, AONOBHEHO
HOBUM METOAOM /17 Moka3HuKa «N-
HITpO30aTeHo10/1». 3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®I. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepiody 36epiraHHa abo ymoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBiAHOCTI EBponeiichkiit
hapmMakonei, Lo BKIoYae nepios NOBTOPHOro
BMNPOGYBaHHS) (Nepiog NOBTOPHOTO
BUNPO6YBaHHs/Nepios, 36epiraHHs) - 36i/bLUEHHS
abo BBefeHHA nepiogy NOBTOPHOroO
BMNpobyBaHHsA/nepiody 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOC/IAKEHb Y peaslbHOMY Yaci.
MpvBeaeHHA po3ainy «TepmiH NpuaaTHOCTI» ANns
A®| AteHonon Bupo6Hrka Kopran Research
Laboratories Limited, India y BignoBigHicTb A0
aKTyasIbHUX MaTepianis LibOro BUPOOHUKaA
(3aTBepmxeHo: TepMiH MpuaaTHOCTI - 5 pokiB;
3anpornoHoBaHo: TepMiH NEPEKOHTPOIO - 5 pOoKiB).
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMIEHOro cepTudpikata
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikart Bif yXXe 3aTBepKEHOro BUpobHMKa.
MofaHHA OHOB/IEHOrO cepTudikaTa BiANOBIAHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

€Bponeiicbkii hapmakonei gns APl AteHonon Big,
yXe 3aTBepKeHoro BupobHuka Ipca Laboratories
Limited, IHgis CEP Ne R1- CEP 1998-024-Rev 06
(3atBepmxeHo: CEP Ne R1- CEP 1998-024-Rev
04). K HacnifoK OHOB/IEHHS NOLITOBOrO iHAEKca
6e3 3MiHN agpecy Ta MiCLLe3HaXOMKEHHS
BMPOBHMYOI NIOLWAAKN; HE3HAYHA ONTMMI3aLs
cucTemu oinbTpauii y BUpo6HMYoMy npoueci, LWo
He BN/IMBAE Ha AKICTb KiHLEBOro NpoayKTy;
He3HauHi MpaBku Jo cneuudikalii Ta MeToauK Ha
A®| 6€3 3MiHM HOPMYBaHHA Ta METOAUK,
peAakLiiiHi yTOYHEHHS 10 YNaKoBKM 6e3 3MiH Y
cneuudikauii Ta MeToaukax BUNpobyBaHHS
nakyBaslIbHOro matepiasnly. MeToay KOHTpOso
AKOCTI AN BXiAHOr0 KOHTPOsto Ha APl ATeHonon
BMpO6HUKa Ipca Laboratories Limited, IHais
[OMOBHEHO HOBUM MOKa3HUKOM «N-
HiTpo30aTeHo10/ He GinbLue 7,5 ppm».

193.

YBICTE3VH

PO34UH A5 iH'EKLLN;
nol,7mvmny
KapTpuaxi; no 50
KapTpuaXiB y
MeTanesili 6aHLUi

MNieppen
C.n.A.

ITanis

3M Xenckea
[xkepmaHi TM6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpaLinHoro noceigyeHHs) (3rigHo Hakazy MO3
Bi 23.07.2015 Ne 460). BBeeHHS 3MiH NPOTArom
6 MicAuiB nicna 3aTBepmKeHHs. 3MiHu | Tuny -
3MmiHu Wwopao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTtep-chaiina cuctemu chapmakoHarnsgy).
3MiHa ynoBHOBaXKEHOT 0CO6OU 3aABHUKA,
BignoBiganbHOI 3a hapmakoHarnsag. Jiroua
pegakuisi: Claudia Walhofer. MNponoHoBaHa
pepakuisi: Prof. Paolo Biffignandi. 3miHa
KOHTaKTHUX laHNX YMOBHOBaXeHOT 0cobm
3asBHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsg,
3MiHa MicLe3HaxomKkeHHss MacTep-daiina
cuctemmn chapmakoHarnsgy Ta iioro Homepa. 3miHa
MiCLS 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

3a
peyenmom

UA/10196/01/01

194.

YBICTE3NH
DPOPTE

PO3YUH OIS iH'EKLLINA;
nol,7mMny

Mieppen
C.n.A.

ITanisa

3M Xenckea
[bxepmaHi TM6X

Himeyunna

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis:
3MmiHa 3asBHuka J13 (MIBMN) (BnacHvka

3a
peyenmom

UA/10196/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KapTpuaxi; no 50
KapTpuoxis y
meTanesili 6aHui

peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). BBeeHHS 3MiH NPOTATroM
6 micauis nicns 3aTeepmkeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6M, BiANOBIifaNLHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI 0co6u 3
dhapmakoHarnsgy 3asaBHuKa ANsa 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BiJl YNOBHOBaXeHOI 0co6WU, BiAMOBIga/IbHOI 3a
34iiCHEeHHs1 hapMakoHarnaay (Bkiuakum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHi
MacTtep-chaiina cuctemu chapmakoHarnagy).
3MiHa yNnoBHOBaXXeHOi 0cobu 3asBHUKA,
BiANOBIAabHOI 3a hapmakoHarnag. [iroya
pepaxkuis: Claudia Walhofer. MponoHoBaHa
pepakuis: Prof. Paolo Biffignandi. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0Co6u
3a8BHWKa, BiANOBIAaNbLHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-aiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micusi 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
dhapmakoHarnsgy.

195.

YPEOTON®

mMas3b 12 % no 50 r
abo no 100 r y Ty6i;
no 1 1y6i B
KapTOHHI Kopobui

TOB "MIBE
YKPAIHA"

Ykpaina

Mi6e MmM6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3minu | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHM) 3MiHU BHECEHO Y

TEKCT MapKyBaHHs NEPBUHHOT Ta BTOPUHHOI
yMakoBOK MlikapCbKoro 3acoby, a came: 40AaHo
iHhopmaLLito NPo HasBHICTb JIOTOTUMY BUPOGHMKA

6e3
peyenma

UA/11751/01/01

196.

YPCOJI3NH

kancynu no 300 mr
no 20 kancyny
6nictepi, no 1
6nictepy y
KapTOHHI kopo6Lyj;
no 25 kancyny
6nicTepi, no 4
6nictepay
KapTOHHIl KopooLi

Eckynaniyc
dapmachboTi
yi C.p.n.

ITanis

ABL|,
PapmacbioTivi
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpaLiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460). TepMiH BBEAEHHS 3MiH
NPOTArom 6 MicsLiB Micns 3aTBepKeHHsS. 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu go
y3ara/ibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
34iicHeHHs hapmakoHarnsay (BkaYakyn

3a
peyerimom

UA/8078/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemy papmMakoHarssay). 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0Co6u
3as1BHMKA, BiAnoBigasibHOI 3a 34iACHEHHS
chapmakoHarnsgy.
3mMiHa HoMepa macTep-thaiina cuctemm
dhapmakoHarnsgy.
197. | YPCO®AJIbK | cycneHsist opasibHa, Op. ®anbk HimeuuunH BignosigansHuii HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3746/01/01
250 wmr/5 mn; no 250 Papma a 3a BUMNYCK Cepiit LLisefiuapis 3MiHW | TRy - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkumii peyenmom
M1y CKNSHIN M6X KiHL,EBOro 3aci6. KOHTpos1b rOTOBOrO MiKapCbKoro 3acoby
nnswwyi; no 1 NPOAYKTY: (iHWi 3miHW). o po3giny 3.2.P.5.6.06rpyHTyBaHHA
nAswyi pasom 3 1 [p. danbk Papmva cneuudikaLii BBe4EeHO 006r'pyHTYBaHHSA
MipHUM vm6X, HimeuunHa cneyudikayii URU_WO0250_M32P56_master

CTakaH4YMKoM B
KapTOHHI Kopoobui

Brpo6HMK
[030BaHoi chopmu,
nepBuHHE,
BTOPVHHE
nakyBaHHS Ta
KOHTPO/b AKOCTI:
KopaeH ®apma
®pibypr Al
LisaliHiaepnaccyH
r ETTiHreH,
LLiBeiiuapis

JNlo3aH ®apma
vm6X, HimeuunHa

BUPOGHKK,
BignoBiganbHWi1 3a
KOHTPOJIb SIKOCTi:
Bioeksam A,
LLiBeiuapis

JNlo3aH ®apma
vm6X, HimeuunHa

HaykoBo-
nocnigHui
iHCTUTYT
Xennenep Mv6X,
HimeuunHa

Version 04. 3miHu | Tuny - 3miHu 3 sikocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHSA roTOBOro
NiKapcbKoro 3acoby (418 NpuBeLeHHS Y
BiANoBigHICTb 3 1PY abo EBponeincbko
thapmMakoneeto Ta BUNyYEHHS NOCUNAHHS Ha
3acTapiniMii BHYTPILWHIA MeTog, BUNPOGYBaHHS i
noro Homep). MeToauKy 3a NOKasHWKOM «[yCTUHa»
npuBeAeHo A0 BUMOT 3aranbHoi cTarTi 2.2.5. EP
(KopekKLis cMBOTY ryCTWUHM, 3MiIHEHO TemnepaTypy
BaHHW, A04AHO0 Tabnuui Ta hopmynn BigNOBILHO
EP). 3miHn | Tuny - 3miHn 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMNpobyBaHHs rOTOBOr0O
nikapcbKoro 3acoby (iHWi 3MiHM y meToaax
BMNPO6YBaHb (BK/IOYAKUM 3aMiHy abo
[OMOBHEHHS)).

JlofaHo anlbTepHaTUBHUIA METOA 415 BUHAYEHHS
nokasHuka «O6’eM HanoBHEHHS», a came
BMMIPIOIOTb Bary MipHOi Tapu 3 BMiCTOM CyCneHsii i
pO3paxoByoTb 06’€M BUKOPUCTOBYIOUMN BiJHOCHY
ryctuy (1,09 r/mn). 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oToBMIA NiKapcbkuii 3aci6. KOHTponb rotosoro
nikapcbKkoro 3acoby. 3miHa y MeToaax
BMNPO6YBaHHSA roTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobysaHb (BKIOHaKUn
3amiHy abo gonoBHeHHs)). [Jo MeToavkM 3a
NoKasHUKOM «Po3Mip 4acTok» AoAaHO [0AAaTKOBI
MiKpOCKON# 3 Pi3HUM 36inbLieHHsAM (3 20 — 40
KpaTHVUM 36i/TbLUEHHSAM) 4718 BU3HAYEHHS PO3Mipy
4acToK Ta 3MiHEHO NPO6OoNiAroTOBKY
LocnigpKyBaHoro i pecpepeHTHOro 3paskis. 3MiHm |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUMPO6YyBaHHS TOTOBOIO JliKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1

3ac00y (He3HayHa 3MiHa y 3aTBEpAKEHNX
MeToAax BUNpobyBaHHs). [o po3ainy
3.2.P.5.2. AHaniTM4Hi METOANKN [0AAHO 3arasibHy
npumiTkKy, a came «locunaHHs Ha Ph. Eur
[aloTbCa Ha NOTOYHY Bepcito» Ta «O6’eMn Ta
pO3BeAEHHSI MOXHA 3MIHIOBATM 38 YMOBM, LLIO
KOHLEHTPaLisi PO3UMHY 3UTULLIAETBCA HE3MIHHOH.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roToBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPoByBaHHS). 3MiHK
METOAVKM 3a NOKa3HMKOM «B’A3KiCTb», a came
[0[aHO [0AATKOBI poTaLiiiHi BickO3MMeTpU i B
3a/1€XHOCTI Big, 061aHaHHs (poTauiliHoro
BiCKO3UMeTpa) BUKOPUCTOBYETLCS BiAMOBigHA
KiNbKiCTb cycneHsii (po3mip 3paska). 3miHu | Tuny -
3MiHU 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTposb roToBOro fikapcbKoro 3acoby. 3mMiHa y
MeTogax BUNpo6YyBaHHSA rOTOBOTO /liKapCbKOro
3ac06y (He3HayHa 3MiHa Y 3aTBEpPAYKEHNX
MeToAax BUNpo6yBaHHS). 3MiHN METOAVKM 3a
NOKa3HNKOM «KinbKicHe BU3HAYEHHS» (3MiHa
Aiana3oHy KOHUEeHTpauii ypcoe3oKcMxonesoi
KMCOTK Yy TECTOBAHOMY PO34MHi 3paska 3
ypaxyBaHHSIM rYCTUHU cycneHaii). 3MiHu | Tuny -
3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIHO AKOCTI
roTOBOro fikapcbkoro 3acoby (3amiHa abo
[04aBaHHS AiNTbHULI, Ha SKili 34iNCHIOETLCS
KOHTPONb/BMNPOGYBaHHS cepii). BBeAeHHSA
BMPOGHMYOI AinbHULj Jlo3aH Papma Mm6X,
HoeH6ypr, HimeuunHa, Ha Akili 34ilicHI0ETbCA
KOHTPO/b/BUNPOGYBaHHSA cepil. 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIHO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[04aBaHHS AiNTbHULI, Ha SKili 34iNCHIOETLCS
KOHTPONb/BMNPOGYBaHHS cepii). BBeAeHHSA
BMPOGHMYOI AinbHULi JlodaH Papma Mm6X, Ewbéax,
HimeuunHa, Ha SKili 34iNCHI0ETLCA
KOHTPO/b/BUNPOGYBaHHSA cepil. 3MiHu | Tuny -
3MiHK 3 SIKOCTi. TOTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIHO AKOCTI
roTOBOro fikapcbkoro 3acoby (3amiHa abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[04aBaHHS AiNTbHULI, Ha SKili 34iNCHIOETLCS
KOHTPONb/BMNPOGYBaHHS cepii). BBeAeHHSA
BMPOBHWYOI AiNbHUL HayKoBO-A0CAIAHWIA IHCTUTYT
Xennenep Mv6X, HimeuunHa, Ha kil
3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuusa ans
BTOPWHHOrO NakyBaHHs). BBeAeHHs1 BUPOOHUYOT
AinbHuui Slozan ®apma M'm6X, HoeHbypr,
HimeuumHa Ha sKili 34iiCHIOETBCSA BTOPUHHE
nakyBaHHsa '13. 3MiHun | TUnNy - 3MiHKX 3 AKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3amiHa abo BBeAEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMLITBA A/151 HACTWHM ab0 BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AiNbHWLUSA 415 MEPBUHHOTO NaKyBaHHS).
BBeneHHs BUpO6HMYOT AinbHuULi JlozaH dapma
M6X, HoeHbypr, HimeyunHa Ha sikiit
3[jICHIOETbCS NepBYHHE NakyBaHHA N3, 3miHu |1
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
[0[aTKOBOI [i/TbHNL BUPOGHMLTBA A1 YACTUHM
a60 BCbOro BMPOGHMYOTro NpoLiecy roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHw).
BBefeHHs1 BUPOGHMYOT AinbHuLi J/lo3aH ®apma
M6X, HoeHbypr, HimeuunHa Ha sikiit
34ilicHI0ETLCA BUPO6HMLTBO in bulk, BKItoYaoum
3MiHM LWOAO PO3Mipy cepii, BUPO6HMYOro npotecy
Ta KOHTPO/I0 B NPOLLECi BUPOBHMLITBA.

198.

®ATOLEE®

NOPOLLIOK A/1A
PO34nHY A5 iH'EKUINA
no 1000 mr; 1
h/1aKOH 3 MOPOLLKOM
Y KapTOHHIli kopobLi

BPOC NT],

pevis

BPOC NIT],

Ipeuis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nic/isspeecTpaLiittuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHUX BiAMOBIAHO A0 NiaHy negiaTpudHmuX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVNM OPraHoMm).
3MiHU BHECEHO B IHCTPYKLiO 415 MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Ocob6nuBi 3axoam 6e3nekn”, "Oco6ANBOCTI

3a
peyerimom

He
nionsieae

UA/0783/01/01




193

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
3actocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHoO 40
OHOBJEHOT iH(hopmaLii Wwoao 6e3neku
3acTOCyBaHHSA Aitl040i pevoBUHYM 3rigHO 3
pekomeHgauieto PRAC.

199. | PEPOKCU], PO34UH O151 iH'EKLLNA, M.BIOTEK Benuka XENN C.A. Ipeuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15804/01/01

no 20 mr/mn, no 5 NIMITEL, BpuTaHis 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom

M B amnysii; no 5 Ta chapmakoHarnsagy (iHwi 3miHun). 3mMiHU BHECEHO

amnyn B nayi 3 Y TEKCT MapKyBaHHSA BTOPUHHOT ynakoBku n.17.

KapTOHY IHLWE Ta nepsuHHOi ynakosku n.6. IHLE. TepmiH

BBEAEHHS 3MiH - NpOTAroM 6 micauis nicns
3aTBEPKEHHS.
200. | PIACMN® PO34NH A5 iH'EKLN, A/T HoBo [JaHis Bunyck cepii. Nanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/19641/01/01
®JIEKCTAYY® | 100 OA/mn; no 3 mn Hopgaick Brpo6HMLTBO CnonyyeHi 3miHu |l Tuny - 3MiHn 3 sikocTi. A®l. BUpo6GHMLTBO. peyenmom

y KapTpumxax, NPOAYKTY, LWratn 3MiHM BUNPOGYBaHb abo A0MYCTUMUX MEX Y

BKNafeHNxX y HanoBHEHHSA npoueci BupobHuuTea A®I, L0 BCTAHOBEHI y

nonepegHLo KapTpuaKy Ta cneumdikauisx (BunyyeHHs BUNpobyBaHHA B

3arnoBHEHy nepesipka npoweci BUPO6GHULITBA, LLLO MOXE MaTu iCTOTHUIA

6araTtofo030By KapTpuaxy B/IMB Ha 3arasibHy skicTb A®l) BuganeHHs Tecty

0fIHOPa30BY LUMNPUL-
pyuKy; ofHa abo
n'ATb NnonepegHL0
3anOBHEHMX LWINPUL-
py4ok (dnekcTau)
6e3 rosiok B
KapTOHHI KopoobLi

o6'emom 3 mn;
KOHTPO/b SKOCTI
KapTpUaKy
o6'emom 3 mn: A/IT
Hoso Hopgick,
[NaHis;
KomMnnekTyBaHHs,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHs
rOTOBOrO NPOAYKTY
y wnpuu-pyyky
NS BBEAEHHSA
PDS290,
KOHTPO/b AKOCTI
KapTpuaxy
06'eMom 3 M,
LINPUL-PYYKU ANst
BBEJEHHS
PDS290: AIT
HoBo Hopgaick,
[JaHis;
Bupo6bHMLTBO
NpoAyKTy,
HarnoBHEHHS
KapTpuaXy Ta
nepesipka
KapTpuaxy
o6’emom 3 mn;
KOMMNEKTYBaHHS,

nnasmigHnx nepeéypos (FM-B9501), wo
3aCTOCOBYETLCA Ha eTani hepmeHTalii B npoueci
BMPOGHMLITBA Ait040T PEYOBVHM IHCYNiHY acnapT.
3miHu |l Tuny - 3MiHn 3 skocTi. A®l. BUpo6HMLTBO.
3MiHM BUNPO6YBaHb abo A0NYCTUMUX MEX Y
npoueci BUpo6HuUTBa A®I, L0 BCTAHOBNEHI Y
cneuudikaulisix (BuU1y4YeHHs BUNpobyBaHHSA B
npoweci BUPO6GHULITBA, LLLO MOXE MaTu iCTOTHUIA
B/IMB Ha 3arasibHy sikicTb A®I) BugasneHHs Tecty
Ha dpeHoTmn (FM-5000), Lo 3aCTOCOBYETLCA Ha
eTani pepMeHTaLii B NpoLeci BUPO6GHULITBA Aitoyol
PevYoBUHM iHCYIHY acnapT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS
roTOBOrO NPOAYKTY
y winpuu-pyyky
NSl BBEIEHHSA
PDS290,
KOHTPO/b SIKOCTI
KapTpumxy
o6’emom 3 mn,
LUNPUL-PYYKM ANS
BBE/EHHS
PDS290: Hoso
Hopgaick
dapmacbloTikan
IHgacTpis, /M.,
CnonyyeHi LWtatn
201. | P/TYKOHA3O | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/0276/01/01
n o6onoHkoto, no 50 "TexHonor" 3miHu | TUNYy - 3miHu 3 sKocTi. CepTudikar peyenmom
Mr; o 4 abo no 7 BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
abo no 10 Tabnetok €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
y 6nicTepi, no 1 HOBOro abo OHOBMIEHOro cepTudikaTa
6nictepy B naui 3 BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
KapToHy; no 10 BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
Tabnetok y 6nictepi, A®I; ons BMXigHOro
no 100 6nicTtepiB y mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
KOpOO6Li 3 KApTOHY BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif, yXe 3aTBEPIXEHOr0 BUPOOHUKA
NnoAaHHA OHOBJIEHOrO cepTudikaTy BiAMNOBIAHOCTI
€sponelicbkiin hapmakonei R1-CEP 2009-226-
Rev 02 Big 3aTBEpAKEHOr0 BUpobHMKa Glenmark
Life Sciences Limited, India gitouoi peyoBuHM
donykoHaszon (3aTBepaxeHo: R1-CEP 2009-226-
Rev 01;. 3anponoHoBaHo: R1-CEP 2009-226-Rev
02)
202. | PNTYKOHA3O0 | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/0276/01/02
n 060n0HKot0, Mo 100 "TexHonor" 3MmiHu | TURY - 3MiHk 3 sKocTi. CepTudikar peyenmom

Mr; no 4 a6o no 7
a6o no 10 TabneTok
y 6nictepi, no 1
6nicTepy B nauui 3
KapToHy; no 10
TabneTtok y 6nictepi,
no 100 6nicTepiB y
Kopo6Li 3 KapTOHY

BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BMXigHOro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif, y)Xe 3aTBEpAXEHOro BUPOOHUKaA
NnoAaHHA OHOBMIEHOTO cepTudikaty BiANOBIAHOCTI
€sponelicbkin dhapmakonei R1-CEP 2009-226-
Rev 02 Big 3aTBEpAXKEHOr0 BUPO6HMKa Glenmark
Life Sciences Limited, India gitouoi pe4oBuHM
chnykoHason (3aTBepmxeHo: R1-CEP 2009-226-
Rev 01;. 3anponoHosaHo: R1-CEP 2009-226-Rev
02)
203. | PTYKOHA3O | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: Ne 1 — 6e3 UA/0276/01/03
n 060/10HKO10, Mo 150 "TexHonor" 3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT peuenma;
mr; no 1 Tabnetuiy BignosigHocTi/lE-cepTudikar BignosigHOCTI Ne 2 - 3a
6nicTepi, no 1 abo 2 €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA peyenmom
6nictepu B nauui 3 HOBOro abo OHOBMEHOro cepTudpikata
KapTOHy; Mo 2 BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
Tabnetkn y 6nictepi, BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
no 1 6nictepy y A®I; ons BuxigHoro
nauuj 3 KapToHy marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif, y)Xe 3aTBepIXEeHOro BUPOOHUKa
noJiaHHa OHOB/IEHOTO cepTuddikaty BignoBigHOCTI
€sponelicbkin dpapmakonei R1-CEP 2009-226-
Rev 02 Big 3aTBEpmKeHOro BupobHuka Glenmark
Life Sciences Limited, India gitouoi peyoBuHmn
donykoHaszon (3aTBepgxeHo: R1-CEP 2009-226-
Rev 01;. 3anponoHoBaHo: R1-CEP 2009-226-Rev
02)
204. | ®PNTYKOHA3O | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: - UA/13380/01/01
n o060n0Hkoto, No 150 "TexHonor" 3MiHM | TUnY - 3MiHK 3 aKocTi. CepTudikaT

mr in bulk: no 3000
Tabnetok y
KOHTeliHepax

BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIgHOCTI E€Bponeiichbkili hapmakonei: gns
A®I; ans BuxigHoro
mMaTtepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif, y)Xe 3aTBepaXXEeHOro BUPOOHUKaA
noJaHHA OHOBJIEHOTO cepTuddikary BifgnoBigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2009-226-
Rev 02 Big 3aTBEpAKeHOro BUpobHmka Glenmark
Life Sciences Limited, India gitouoi pe4oBuHun
donykoHaszon (3aTBepaxeHo: R1-CEP 2009-226-
Rev 01;. 3anponoHoBaHo: R1-CEP 2009-226-Rev
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

02)

205.

DJIYHON®

Kancynu, no 150 mr
no 1 a6o 2 kancynn
y 6nicTepi; no 1
6nictepy B
KapTOHHI/ ynakosL,i

HOBE/
INAY CAHAI
BE
TIIXKAPET
A.LL.

TypeyunH
a

HOBEN INAY
CAHAI BE
TIIXKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemn hapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganbHOT
3a hapmakoHarnag,.

[itoua pepakuin: R. Ayse Cetin. MponoHoBaHa
pepakuisi: Kevser Cure. 3MiHa KOHTaKTHWUX JaHWUX
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
hapMakoHarnsg. 3miHa Micus 34iCHEeHHS
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy

Ne 1 — 6e3
peyenma;
Ne 2 — 3a

peyenmom

UA/3784/01/02

206.

DYHON®

Kancynu, no 50 mr
no 3 abo 7 kancyny
6nictepi; no 1
6nictepy B
KapTOHHIA ynakoBL,i

HOBE/
INAY CAHAT
BE
TIIXKAPET
ALl

TypeyunH
a

HOBE/N INAY
CAHAI BE
TIIKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa AN 34iNCHEHH:
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXeEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fjiicHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
MacTep-haiina cuctemu chapmakoHarnagy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHWKa, BignoBigaibHOT
3a hapmakoHarnsg,.

[itova pepakuis: R. Ayse Cetin. MponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aii/IbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnagy

3a
peyenmom

UA/3784/01/01

207.

®OCHOMILN

rpaHynv ans

TOB

YKpaiHa

TOB

YKpaiHa

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

3a

He

UA/17168/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

H

OpasibHOr0 PO3UYUHY
no3r;nol, 234
a6o no 10 cawe 3
rpaHyamu y
KOpPOOLLi 3 KApTOHY

"ACTPAGA
PM"

"ACTPA®APM"

3MiHM | TRy - 3MiHK 3 AKOCTi. [OTOBWIA NikapCcbKuMii
3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHUi
3aci6. 3MiHa po3mipy ynakoBKu rotoBoro
nikapcbKoro 3acoby (3MiHa KiflbkoCTi 0ANHNLb
(Hanpvknag TabneTok, amnys TOLLO) B YNakoBLi:) -
3MiHa no3a gjianasoHoM 3aTBEPAKEHNX PO3MIpIB
ynakoBkun. BBefeHHsA f04aTKOBOrO po3mipy
ynakoBku-no 2, 3, 4 a6o no 10 caLue 3 rpaHy1aMm
y KOpobLji 3 KAPTOHY. 3MiHV BHECEHO B iIHCTPYKL,i10
AN MeAnYHOro 3acToCyBaHHA MikapCbKoro 3acoby
B po3/in "YnakoBka" y 3B'A3KYy 3 BBEAEHHSAM
[0[AaTKOBUX YMakoBOK, K HAC/IAOK -
3aTBEPKEHHA TEKCTY MapKyBaHHS [04aTKOBUX
YyNaKoBOK NiKapcbKoro 3acoby. 3MiHu | Tuny -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacCHUKa
peecTpaLiiHOro NocBigYeHHs) 3MiHa agpecu
3asBHUKA. 3MiHY | TUNY - AAMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKIYaUu
AiNbHUL BUNYyCKy cepii abo micle NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAgnosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
YTOYHEHHS MiCLie3HaxXOMKEeHHS BUPOGHMKA. 3MiHU
BHECEHO B iHCTPYKLl0 415 MEAUYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Micue3HaxomkeHHs1 BUpO6HMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHS1 yNakoBOK

peyerimom

nionsieae

208.

DYPAIH

TabneTkun no 50 wmr;
no 10 TabneTtok y
6nictepi; no 3
6nictepy B navui
KapTOHHilA

AT
"OnaiiHdpap
!

Natsis

AT "OnaiiHcpapm"

NatBis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnNYy - 3MiHK 3 aKocTi. A®IL. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHuX y cnewmdikalisax
Ha A®I, abo BUXiZHWNIA/MPOMIXHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| (BUNyyYeHHs
He3Ha4yHOro MokKasHuka sIKOCTi (Hanpukniag,
BWIYYEHHS 3aCTapifioro nokasHuka)) BunyyeHHs
napameTpy “Baxki meTanu” 3i cneumndikavii APl y
BignosigHoCTi fo EP. 3MiHu | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®I (iHLwi 3MiHW)
PepakuiiiHi 3miHn go n. «Po3mip 4acTok», 3 METO
NOKPAaLLEHHS1 KOHTPOsIO ikocTi AP, a came —
BUAaNeHHst npumiTkn «No.2 recommended test".
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[0NyCTUMMX MEX, BU3Ha4YeHuX y cneumdikauisx

3a
peyenmom

UA/4300/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHsT*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Ha A®|, abo BYXiZHWNIA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
npoteci BupobHuuTea AP (iHLWi 3MiHN)
36ibLIEHHSA MeXi Noka3HuKa «Po3Mip 4acTok», Ha
nigcTaBi CTaTUCTUYHKX AoChifkeHb 3 2011 poky
nokasHuk ansa cpakuyii d (0,1) 3 1,0 um — 4,0 um go
1,0 pMm — 6,0 pum. 3MiHu | TURY - 3MiHK 3 AKOCTI.
A®I. KoHTposnb A®I. 3miHa y napameTpax
cneuudgikauii Ta/abo AoNYyCTUMMX MEX,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(monoBHeHHs cnevudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M BUMNPOBYBaHHS)
[ofaeTbca NoKasHUK «ALeTanbaerig» 3
HopMyBaHHAM «NMT 255 ppm» fo napameTtpy
«CTOPOHHI goMmiLLKu» B cneumdikauii A®I 3
BiANOBIAHUM METOL0M BU3HAYEHHS Y
BignosigHocTi go EP

209.

DYPACO/N

obnonickysau,
nopowok 0,1
r/nakeTuk, no 1 r
npenaparty y
nakeTuky, no 5 aéo
15 nakeTukiB y nauui
3 KapTOHY

AT
"OnaviHdhap
o

Nartsis

AT "OnaiiHcpapm"

Natsis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHk 3 sKocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisax
Ha A®|, abo BVXigHWA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci Bupo6bHuLTBa API (BUTYUYEHHSA
HEe3Ha4YHOro MokasHmKa SKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)) BuyyeHHs
napameTpy “Baxki MeTann” 3i cneumdikauii APl y
BignosigHocTi o EP 3miHu | Tuny - 3MiHM 3 AKOCTi.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y Npoueci BUpobHMuTBa AdI
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBiAHYM METOLOM BUNPOOyBaHHS)
[JonosHeHHs cneumndikauii APl p. «CTOPOHHI
[OOMILLIKM» NOKa3HUKOM «AueTanbgerig» 3
HopMyBaHHAM «NMT 255 ppm» 3 BigNOBIigHWUM
MEeTOZ0M BM3HAYeHHs y BiAnosigHOCTI Ao EP.
3Minn | TURYy - 3MiHn 3 sKocTi. A®l. KoHTponb API
(iHwWi 3miHW) PepakuiiHi 3miHn go n. «Po3mip
4acToK», 3 METO0 MOKPaLLEHHS! KOHTPOIO AKOCTI
A®l, a came —BnganeHHs npumMitkm «No.2
recommended test". 3MiHN | TUNY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®I. 3miHa y napameTpax
cneumndikauin Ta/abo 4ONYCTUMUX MEX,

6e3
peyenma

UA/1627/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea Ad|
(iHLWi 3MiHK) 36iNbLUIEHHA MeXi NokasHuka «Po3mip
4acTOoK», Ha NiAcTaBi CTaTUCTUYHUX JOCNILKEHD 3
2011 poky nokasHuk gns dpakuii d (0,1) 3 1,0 um
—4,0 um o 1,0 ym — 6,0 pm.
210. | XJ/IOPMNPOMA | po3uvH ans iH'ekuiii, | TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/10294/01/01
3UHY 25 mr/mn, no 2 mn B BO 3 BUPOGHMLTBA, 3miHa 3asBHuka /13 (MIBM) (BnacHuka peyernmom
FIAPOXNMOPU | amnyni; no 10 OBMEXXEH KOHTPO/Ib SKOCTI, peecTpaLiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Jil amnyn B Kopo6u,i; no oK BUMYCK cepil: Bifg 23.07.2015 Ne 460): [itoya pegakuis:
2 mn B amnyni; no 5 BIANOBIOA TosapucTso 3 ToBapnCTBO 3 OOMEXEHOI0 BiAMNOBIAAIbHICTIO
amnyn y 6nictepi; no NIbHICTHO obmexeHor «®dapmaleBTUYHa KOMNaHis «300poB’A», YkpaiHa.
2 6nictepu y "KOPIMOPA BignoBiga/IbHICTIO MponoHoBaHa pepakuisn: TOBAPUCTBO 3
Kopob6ui; no 2 mn B LA "XapkiBcbke OBMEXXEHOI BIAMNOBIAANBHICTHO
amnyni; no 10 "300POB'A hapmaLeBTUUHE «KOPTOPAUIA «300POB’A», YkpaiHa.
amnyn y 6nictepi; no nignNpPUeEMCTBO BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
1 6nictepy y "3n0poB's 3aTBEPMKEHHS. - 3MiHKM | TMny - 3MiHK Woao
Kopobui Hapogay", 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
YkpaiHa BBefeHHs abo 3MiHM [0 y3arasibHeHUX JaHuX Npo
Ta cucTemy thapmakoHarnsgy (BBefeHHSA
BCi cTagii y3ara/ibHeHUX JaHnx npo cucTemy
BUPOGHMLTBA, thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KOHTPO/Ib SKOCTI: BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
TOB KOHTaKTHOI 0cO6U 3 chapMakoHarnsay 3asBHuKa
"@apmavueBTuyHa 0N 34iiCHeHHs chapmakoHarnaay B YkpaiHi, SKLLo
KOMNaHis BOHa BigMiHHa Bifg, yNOBHOBaXKEHOT 0CO6U,
"3popos's”, BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
Ykpaina (BK/IKOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHn y
po3MiLLeHHI MacTep-goaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeH0i 0co6u
3as1BHVIKa, Bi4NoBifanbLHOI 3a hapMakoHarnsag,. -
[itoua pepakuis: LesyeHko OneHa IropisHa. -
MponoHoBaHa pegakuis: MaHosa OneHa
MwukonaisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAA/IbHOI 3a hapmakoHarnsag,. -
3mMiHa HoMepa mMacTep-thaiina cuctemm
hapmakoHarnsgy.
211. | UE®ENIM NopoLLIOK AN AHaHTa Benuka Csicc IHAjia BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15345/01/01
pO34nHy ons Megikeap BpuTaHis MepeHTepanc 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
iH eKuili no 1000 wr; nra. nra., IHais; Ta papmakoHarnsagy (iHwi 3miHn) 3mMiHW BHECEHO Y
1 chnakoH 3 AHaHTa Mepgikeap TEKCT MapKyBaHHS BTOPUHHOT ynakoBku n.17.
NMOPOLLKOM Y KOpo6Li Nimiten, IHAiA IHLIE Ta nepsuHHOI ynakosku n.6. IHLWE, a came:
3 KapTOHY [ofaHo iHhopMaLito Npo HasBHICTb /TIOrOTUMY.
BBefeHHA 3MiH NpoTArom 3 MicAuiB nicns
3aTBEPAKEHHS
212. | UE®YPOKCW | nopowok ans MpAT YKpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/2585/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
M-AAPHUUA pO3unHy ONns iH'ekuiin | "dapmauesT "®dapmaneBTuyHa 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA peyenmom
no 1,5r; 1 dpnakoH 3 n4yHa hipma hipma "dapHnus” 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
MOPOLLKOM Y nauui; 5 "AapHuus" BMPOBHMLTBA FOTOBOrO NiKapCbKOro 3acoby,
h/1aKoHIB 3 BK/1OUAKUY MPOMIKHUIA MPOAYKT, WO
MOPOLLKOM Y 3aCTOCOBYETHCS NPY BUPOGHULTBI FOTOBOrO
KOHTYpHiIlA nikapcbKoro 3acoby (iHWi 3MiHK) akTyasnisauis
YapyHKOBIl po3ginis 3.2.P.3.2 Ta 3.2.P.3.3 peecTtpauiiiHoro
ynakosLi; no 1 [10Cb€E TOTOBOTO J1iKapCbKOro 3acoby y 3B'A3KY 3
KOHTYpHiIl BHECEHHSM YTOYHEHb A0 BifMNOBigHWX PO34iniB 3
YapyHKOBIli ynakoBLj METOI ONTMMI3aLi Ta MoAiMNWeHHs (B TOMY umnchi
y nauui He3HaYyHMX [0 CXeMM Ta ONWCY TEXHOMOTIYHOrO
npouecy Ta NnpMBeAeHHs ynakoBKU BifNOBIAHO A0
PM), wo HagatoTbCA 3rigHO 3 BUMoramu MNopsaxy,
BK/TO4AKOUN KOHTPOSIb KPUTUYHUX CTaAiN i
NPOMiXHOI NpoAyKuii B dopmati CTD ykpaiHCbKO
MOBOIO (6€3 3MiH y Cknagi Nikapcbkoro 3acooy,
nocnifoBHOCTI cTagih BUPOGHMYOro npoLecy Ta
KOHTPO/H0)
213. | UE®PYPOKCW | nmopoLiok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/2585/01/02
M-OAPHUUSA pO3unHy ANns iH'ekujin | "dapmauesT "papmaneBTUYHa 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom
no 0,75 r; 1 donakoH nyHa chipma dipma "fapHuusa” 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y npoLeci
3 MOPOLLKOM Yy nau; "AapHuua"” BMPOGHMLITBA rOTOBOTO J1ikapCbKoro 3acoby,
5 ¢hnakoHis 3 BK/1HOUAKUY NMPOMIXKHUIA NPOAYKT, WO
NOPOLUKOM Y 3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOrO
KOHTYPHIi nikapcbKoro 3acoby (iHWi 3MiHM) akTyasisauis
YapyHKOBIl po3ginis 3.2.P.3.2 Ta 3.2.P.3.3 peecTpauiiiHoro
ynakosLi; no 1 [0CbE FOTOBOTO /iKAPCbKOTO 3aco0by Y 3B'A3KY 3
KOHTYPHIi BHECEHHSAM YTOYHEHb A0 BiAMoBigHMX PO34iniB 3
YapyHKOBIli ynakoBLyj MeTOl onTUMiI3aLii Ta noninweHHs (B TOMy Yuchi
y nauui He3HauYHMX 40 CXEMM Ta ONMUCY TEXHOJOMNYHOTO
npouecy Ta NnpuBeAeHHs ynakoBKW BigMoBiAHO A0
PI), wo HapatoTbeA 3rigHO 3 BUMOramu Mopsaky,
BK/1HOYAKOUN KOHTPO/Tb KPUTUYHMX CTagif i
NpPOMiXHOI Npoaykuii B dpopmati CTD yKpaiHCbKO
MOBOIO (6€3 3MiH y ckaji Nikapcbkoro 3acoby,
nocnigoBHOCTI CTagiii BUPOGHNYOro npoLecy Ta
KOHTPO/0)
214. | UMKNOKYTA nak ons Hirtis TOB "MIBE Ykpaina BMPOOBHUK, HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/18077/01/01
H® nikyBanbHwuiA, 80 YKPAIHA" BignoBiga/IbHMIA 32 Monbla 3MiHM | TUny - 3MiHK Woao 6e3nekn/etheKTUBHOCTI peyenma

Mr/r, No 3 T PO34YNHY
y thnakoHi; no 1
donakoHy y
KomnneTi i3 10
wnarenis B kaceTi,
Tpumayem wnatens,
TamnoHamu ans
OUMLLEHHS Ta
nuaoukamu aas

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHsl,
KOHTPOb cepii Ta
BUMYCK cepii: Mi6e
v6X
ApuHaiimiTTenNb,
HimeuuunHa;

Ta hapmakoHarnsagy (iHwi 3miHM) 3MiHU BHECEHO Y
TEKCT MapKyBaHHSA NepBUHHOI Ta BTOPUHHOI
ynakoBOK MikapcbKoro 3acoby, a came: 4O4aHO
iHcbopMmaLito MPO HasABHICTb NIOroTUMY BUPOGHUKA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
HIrTiB y navuj BMPOGHMK,
BiANoOBigabHMI 3a
BTOPVHHE
nakysaHHs: CYH-
®APM Cn. 30.0.,
MonbLua
215. | UAMPOBEN® | TabneTku, BKPUTI HOBEN TypeuuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/5015/01/01
060/10HKOI0, M0 500 | I/IAY CAHAT a CAHAI BE 3MiHm | Tuny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI |  peyenmom
Mr; Mo 7 TabneTok y BE TIOXKAPET A.LL. Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
6nicTepi; no 2 TIOXAPET y3arasibHeHVX AaHUX Npo cucTemy
6nictepu B A.LL. hapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHnxX
KapTOHHIi ynakoBL; npo cuctemy papMakoHarnsgy, amiHa
no 4 TabneTtkm y yMOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
6nictepi; no 1 3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
6nictepy B dhapmakoHarnagy 3asBHuka Ans 34iiCHeHHA
KapTOHHI ynakoBL,i; thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
no 14 tTabneTtok y BiJ, yNOBHOBaXEHOT 0CO6M, BiANOBIgaNbHOI 3a
6nicTepi; no 1 3fjificHeHHs hapmakoHarnsagy (Bkioyarun
6nictepy B KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
KapTOHHIiA ynakoBL,i MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6V 3asBHMKa, BignoBigaibHOI
3a hapmakoHarnag,.
[itova pepakuis: R. Ayse Cetin. MponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
thapmakoHarnsag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aii/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
chapmakoHarnsgy
216. | UNCNNATUH | KoHueHTpaT Ans EBEBE ABCTpIs NOBHUIA LMK AscTpisi/ BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 3a UA/0032/01/02
"EBEBE" pO34uHy aoNns Papma BMPOGHMLTBA: HimeuyunHa TexHiyHa nomusika (3rigHo Hakasy MO3 Bif, peyenmom
iHcpysiid, 0,5 mr/mn; Fec.m.6.X. PAPEBA YHTepax 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOT
no 20 mn (10 mr) Hdor.KI m6X, ABCTpIS; NOMWAKWY, 3rigHo n.2.4. nn. 4 po3giny VI Hakasy
a6bo no 50 mn (25 BUNYCK cepi: MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
mr), a6o no 100 mn EBEBE dapma Haka3y MO3 Ykpainu Big 23.07.2015 p. Ne 460) 3a
(50 mr) y chnakoHi; lec.m.6.X. Hor. nokasHuKoMm «Jomilkm» y Cneyudikauii MKA 113
no 1 cpnakoHy B K", ABCTpis; (npw BUMYyCKY), Sika BUHWKNA NpY Nepekniagi Hassu
KapTOHHIl KopooLi TEeCTyBaHHS: powmiwkm Cis-diammine-tetrachloroplatinate (1V)
Na6op NIC CE & (Unc-anammmHo-tetpaxnoponnatuH (1V)) 3amictb
Ko. KT, KOpeKTHoro (Liuc-gnaMmmMmumHo-TeTpaxsioponnarmHar
HimeuuunHa; (IV)) 3a3HauyeHe BuUnNpaBneHHs Bignosigae

TecTyBaHHA: MIMJ1
Mikpobionoriwec
Mptochnabop
'M6X, ABCTpISt;
TeCTyBaHHS:
3eiibepcaopd
Jlabop N'mM6X,

mMarepiasiaMm peecTpaLjiiHoro Aocke, sKi
npegcTasneHi B apxisi (po3ginu 3.2.P.5.1.
Cneuucpikauis)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
ABCTpist
*y pa3i BHeCeHHs1 3MiH 00 iHCmpyKYii Npo MeduyHe 3acmocyBaHHs
HauanbHuk
dapManeBTUYHOT0 yIIPaB/IiHHA Tapac

JISICKOBCBKUN




IIEPEJIIK
JIIKAPCBKIX 3ACORIB, AKVIM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

Aoparok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
3popoB’Aa  YkpaiHu «[po  pepxaBHY
peecTtpauiio (nepepeecTpauiio)
NiKapCbKNUX 3aco6iB (MeanUHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiHnx
MaTepianis»

Big 20 yepBHs 2024 poky Ne 1071

Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina rliocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. OKTANNEKC NMOPOLLOK Ta PO3UYNHHUK AN OkTtadhapm | ABCTpis OkTadhapma HimeyunHa/ 3acigaH BiaMoBUTY y 3aTBEpPMKEHHI - TeXHIYHA noMuska (3rigHo Hakasy MO3
500 MO PO34nHy anst iHgysili no 500 a [eccay I'm6X, ABcTpisi/ HA HTP Big 23.07.2015 Neo 460). BunpaBneHHs TEXHIYHOI MOMW/KM B TEKCTI
MO; aBi kopobky 06’eAHYIOTLCSA dapmaveB Himeuunna ®paHuis Ne 20 MapKyBaHHS ~ ynakoBKM  JIiKapCbKOro  3acoby He Moxe  6yTu
MiX CO60H0 N1acTUKOBOK TMKa (BUPOBHWK Bif, pekoMeHA0BaHe, OCKi/IbKM 3asiBHUKOM Oyna gonylieHa nomuaka B UCTI
NNIiBKO: KapTOHHa kopobka Nel: | lMpogykTio (anbTepHaTUBHMIA) 06.06.20 | wono O06rpyHTYBaHHA 3asBfIEHOI TEXHIYHOI MOMMUMKM, a came:
no 1 doiakoHy 3 NOPOLLKOM A5t Hcrec. , BignoBiganbHuii 24 HenpaBW/IbHO BKa3aHWii BUPOOHWK, B afpeci sikoro Gyna ponyuieHa
pO3uunHy Ans iHgysili Ta M.6.X. 3a BTOPUHHE noMusika
IHCTPYKLi€I0 NPO 3aCTOCYBaHHS; nakyBaHHA Ta
KapToHHa Kopobka Ne2: no 1 Bi3yasibHy
dhnakoHy i3 pO34YMHHMKOM (Boga iHCnekuito);
AN iH'eKUid, 20 M) y KAPTOHHIiA OkTachapma
KOpO6L|i pa3oM 3 KOMM/IEKTOM dapmaueBTuka
AN PO3UYMHEHHA Ta MpoaykTioHcrec
BHYTPILLUHLOBEHHOTO BBEAEHHS M.6.X., ABCTpis
(1 wnpwvy, ogHopasoswid; 1 (BMPOGHYK,
KOMNNEKT ans nepeHocy (1 BiANoBigabHUIA 3a
ABYXKiHLEeBa ronka, 1 BMPOGHULITBO 3a
hinbTpoBasibHa roska); 1 MOBHUM LMK/IOM);
KOMMNIEKT Ans iHdysiii (ronka- Oktadhapma,
MeTesVK); 2 MPOCOYEHNX ®paHuin
CNNPTOM TaMmroHiB). (BMPOGHUK,
MapkyBaHHA YKpaiHCbKOI BiANoBigabHUIA 3a
MOBO BMPOBHMLTBO 3a
MOBHUM LWIK/IOM 3@
BUK/IIOYEHHAM
BTOPVHHOI
yNaKoBKK)
2. COPLIE®® rpaHynu ansi opasibHoi ANKANOI | Pecny6n ANKANOIL AL Pecny6nika 3acifaH BiaMoBUTY y 3aTBEpPMKEHHI - TexHiYHa noMmusika (3rigHo Hakasy MO3
cycneHsii, 100 mr/5 mn; gnsa 60 O AL iKa Ckor'e, MiBHiuHa HA HTP Bif 23.07.2015 Ne 460). BunpasneHHs TEXHIYHMX NOMWUAOK, 3rigHO N.2.4.
MJ1 CyCneHsii: no 32 r rpaHynaTy Ckon'e MiBHiuHa Pecny6nika MakenoHis Ne 20 po3giny VI Hakazy MO3 Ykpainn Big 26.08.2005p. Ne 426 (y pegakuii
y thnakoHi 3 nnacTmMacoBol Makeno MiBHiYHA Big, Haka3y MO3 Ykpainu Big 23.07.2015 p. Ne 460) 3a nokasHUKOM «Onuc»
MipHOK JTOXXKOI Ta MipHUM Hist MakefoHis 06.06.20 | y Creuundikauii MKA /13 (Npu BMOycKy Ta Ha TepMiH NpuAaTHOCTI) Ta
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dapmMaleBTUYHOr0 yNpaB/IiHHSA

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
CTakaH4YMKOM B KapPTOHHIl (BMpO6HMLTBO, 24 MeToAax KOHTPOs0. Ta MeTofax KOHTPOSI 3a NokasHUKOM «KinbkicHe
Kopobui; Ans 100 mn cycnexsii: nepBuHHE Ta BM3HAYeHHs. HaTtpito 6eH30aT» - YTOYHEHHSI MEeTOAUKM MPUroTyBaHHsA
no 53 r rpaHynATy y hnakoHi 3 BTOPUHHE [OCNigKyBaHOrO pPO3YMHYy. 3a3HayeHi BUNpPaBfIEHHA 3a MNOKa3HUKOM
N1acTMacoBO MiPHO0 JTOXKO nakyBaHHS); «Onnec»  Ta  «KinbKicCHe  BM3HAYEHHS» He  peKoMeHAOoBaHO [0
Ta MipHYM CTakaH4MKOM B ANKANOIL AL 3aTBEPKEHHS, OCKINbKM B OpUriHa/IbHUX Martepiasiiax BUPOOHUKA, SKi
KapTOHHiiA Kopo6Li Ckor'e, npefctasneHi B apxisi, B po3gini 3.2.P.5.1. Cneuundikauis (NokasHWK
Pecny6nika «Appearance. Granules») 3a3HaueHi 3aTBepApKeHi BUMOrM Ta B po3gini
MiBHiYHA 3.2.P.5.2. AHaniTnyHi meToamkn (NokasHuk «Assay. Sodium benzoate»)
MakefoHis 3a3HaueHa 3aTBepi)keHa MeToauka BUMPOOyBaHHA. BunpasnieHHs
(KOHTpONb AKOCTI, TEXHIYHOI MNOMWKU B IHCTPYKUii AN MEOMYHOTO  3aCTOCYBaHHS
BUNYCK cepil) nikapcbKoro 3acoby y po3gini «Jlikapcbka hopmMa» (OCHOBHI (Pi3nKO-
XiMiYHi BNaCcTUBOCTI) He MOXe OYyTU pekoMeHfoBaHe [0 3aTBEpPKEHHS,
OCKINbKN 3a3HayYeHe BUMPAaB/IEHHA TEXHIYHOI NOMWKM He BiAnoBifae
apxiBHMM MaTepiasiam peecTpaviiHoro ocbe
3. ®/IOPA3IA, MOPOLLIOK A1 PO34MHY Ans AHaHTa Benvka AHaHTa Megikeap | IHgis 3acigaH BigMOBUTU y 3aTBEpPMKEHHI - TEXHIYHA nomuska (3rigHo Hakaly MO3
iHekuiinolra6o2r,1 Megikeap Bputai Nimitep, HAis; HA HTP Big 23.07.2015 Ne 460). BunpaBfieHHSI TEXHIYHOI MOMWUIKU B IHCTPYKLT
h/1aKOH 3 MOPOLLUKOM Y KOPOO6L nrp. A Csicc Ne 20 ONA MeAWYHOro 3acTocyBaHHSA Nikapcbkoro 3acoby B po3gini "Cnocio
MepeHTepasc Bif 3acTocyBaHHA Ta [031" He pekoMeHAoBaHe [0 3aTBepIKEHHS, OCKINIbKM
nra., IHais 06.06.20 | 3a3HayeHe BWUNpaBfieHHs He Bignosigae n.2.4. po3ainy VI Hakasy MO3
24 Ykpainu Big 26.08.2005p. Ne 426 (y pegaxuii Hakasy MO3 Ykpainu Big,
23.07.2015 p Ne 460) Ta apxiBHMM MaTepianaMm peecTpaLiiiHoro Aocke
HauvanbHuK

Tapac JIICKOBCHhKUI
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