MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

13 6epe3nst 2024 poky Ne 428

IIpo Jep)kaBHY peecTpalliio (mepepeecTpailiio) JiKapCcbKuX 3aco0iB (MegMUHUX
iMmyHoOio/ioriuHKX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaLiiHiUX MaTepiaiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 9, 10 Tlopsinky [nep>kaBHOI peecTpalii (mepepeecTpatiii) mikapcbkux 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaALSThH IT’ATOr0 MiANYHKTY 12 nyHkTy 4 IlosoXKeHHSI PO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHU, 3aTBeppkKeHOoro rnocraHoBor KabiHery
MinictpiB Ykpaiau Big 25 Gepesnsi 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunss 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeecTpalliiHiX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMyHoOionoriuHMX  TpemapartiB), 10 TOJaHi Ha Jep)XaBHy  PpeeCTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MMiATPUEMCTBOM  «/lep>KaBHMM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB I[0/0 edheKTHBHOCTi, Oe3meuHocTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKU CITiBBiJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, II[0 TIPOTIOHYETLCS [0 Jep>KaBHOI peecTpaljii (mepepeectpaiiii), II0A0
BHECEHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 Jep>kKaBHOi
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH I0 peecTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
Jomatkom 1.

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



2

3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmarieBTHUHOMY yrpaBiiHHO (Onekcanapy I'piljeHKy) 3abe3neunTtu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiiiHomy BebOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’d YKpaiHu.

KOHTpOJIb 3a BUKOHAHHSIM 1[bOT'0 HaKa3y 3a/IuIliao 3a co00k0.

IMepuinii 3actynHuk MiHicTpa Cepriiit [YBPOB



3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHUNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

ITEPEJIIK

Hoparoxk 1

/0 Haka3zy MiHicTepcTBa 0X0poHH

30poB’st Ykpainu «IIpo gepxaBHY
peecTpauiio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiiHuX MaTepiatiB»

Big 13 Gepe3ns 2024 poky Ne 428

BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKUMX 3ACOEBIB YKPAIHU

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. | BNIACTUH-TEBA | Ta6netku no 20 wr, TOB YkpaiHa BMPOBHULITBO IHgis/ peecTpauist Ha 5 pokis 3a He UA/20366/01/01
no 10 TabneTtok y «TeBa Hepo3acoBaHol CnoBaubka MepioAnYHICTb NOAAHHSA PerynsapHO peyenmom nionsi2ae
6nictepi, no 1 a6o 3 YkpaiHa» npoaykuii, nepBrHHa Pecny6nika OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifnoBiAHO
6nictepu B Ta BTOPUHHA [0 Mopsaaky 3aiicHeHHs hapmakoHarnsgy,
KapTOHHI Kopo6Lyi yrnaxkoBKa: 3aTBepKeHoro HakasomM MiHicTepcTea
AET Jlabopatopi3 OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
MpaviseT NT4,., IHAA 2006 poky Ne 898, 3apeecTpoBaHoro B
BVMPOGHMLTBO 3a MiHicTepcTBi tocTuuil Ykpainu 29 ciyHa 2007
NOBHWM LMK/IOM: poky 3a Ne 73/13340 (y pefakuii Hakazy
CaHeka MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Big,
dapmacbioTukans AT, 26 BepecHA 2016 poky Ne 996), CTaHOBUTB:
CnoBaubka 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
Pecny6nika nepiogMyYHOCTI NoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
2. | BEP3EHIO TabneTkn, BKPUTI Eni Ninni HigepnaH nepBrHHa Ta Icnanis/ peecTpauist Ha 5 pokis 3a He UA/20387/01/01
N/1iBKOBOO HepepneH an BTOPVHHA YMakoBKa, CLIA MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionszae
06010HKot0 no 50 0 b6.B. KOHTPO/b AKOCTI, OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
mr, no 14 TabneTok BMNYCK cepil: 0o MNopsaky 34iicHeHHA hapmakoHarnsgy,
y 6nicTepi; no 2 Ninni C.A., IcnaHis; 3aTBep/KeHOro HakasoM MiHicTepcTea
6nictepn y BMPOGHMLTBO rOTOBOI OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs
KapPTOHHIN navuy,j nikapcbKoi popmu, 2006 poky Ne 898, 3apeecTpoBaHOro B
KOHTPO/b AKOCTI: MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007
Ninni genb Kapi6e poky 3a Ne 73/13340 (y pefakuii Hakazy
IHK., CLLA MiHicTepcTBa OXOpPOHM 3[40P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYEHMUN Y
NepioguYHOCTI NOAAHHST PErysIsipHMX 3BITIB 3
6e3neku.
3. | BEP3EHIO TabneTkn, BKpUTI Eni Ninni Higepnax nepBrHHA Ta Icnanis/ peecTpauisi Ha 5 pokis 3a He UA/20387/01/02
N/1iBKOBOO HepepneH an BTOPVHHA YNakoBKa, CLIA MepiognyHICTb NOAAHHS perynsipHo peyenmom nionsizae




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
060/10HKOI0 Mo 100 0 6.B. KOHTPO/1b SKOCTI, OHOBJ/THOBAHOrO 3BITYy 3 6e3neku, BigNoBIAHO
mr, no 14 TabneTok BUNYCK cepil: [0 MNopsaky 3aiiicHeHHst hapMakoHarsay,
y 6nicTepi; no 2 Ninni C.A., IcnaHis; 3aTBEpPKEHOro Hakasom MiHicTepcTea
6nictepu y BVMPOGHMLTBO rOTOBOI OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
KapTOHHIN nayui nikapcbKoi hopmu, 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/b AKOCTI: MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
Ninni genb Kapi6e poky 3a Ne 73/13340 (y pefakujii Hakasy
IHK., CLLA MiHicTepcTBa OXOPOHU 300P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
4. | BEP3EHIO TabneTku, BKPUTI Eni Ninni HigepnaH nepsBuHHa Ta IcnaHis/ peecTpauist Ha 5 pokis 3a He UA/20387/01/03
nNiBKOBOKO HepepneH on BTOPMHHA ynakoBkKa, CLA MepioAnYHICTb NOAAHHS PErysiPHO peyenmom nionsieae
060/10HKOI0 Mo 150 0 6.B. KOHTPO/b AKOCTI, OHOBJ/THOBAHOrO 3BITYy 3 6e3neku, BigNoBIAHO
Mr no 14 tabneTok y BUNYCK cepil: [0 MNopsaky 3AaiiicHeHHst hapMakoHarsay,
6nicTepi; no 2 Ninni C.A., IcnaHis; 3aTBEPKEHOr0 Hakasom MiHicTepcTea
6nictepn y BVMPOGHMLTBO rOTOBOI OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
KapTOHHIN nauui nikapcbKoi hopmu, 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/b AKOCTI: MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
Ninni genb Kapi6e poky 3a Ne 73/13340 (y pefakuii Hakasy
IHK., CLLA MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
5. | MITO®EHOHY KpucTaniyHmi MpAT Ykpaina P NN ®aiiH Xem MBT. IHais peecTpauist Ha 5 pokis - He UA/20384/01/01
rigpoxnopruj NOPOLLIOK "papmaue nra. nionsieae
(cybcTauisn) y BTMYHA
naketax noAginiHNX hipma
nonieTuneHoBmX "fapHuus"
ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
6. | TONNEPU3OHY NOPOLLIOK AT Ykpaina CHA XENCKEA MNBT IHais peecTpauist Ha 5 pokis - He UA/20385/01/01
riaPOXNIOPUA, (cybeTaHuis) y "®apmak” nTa nionsi2ae
noaBiiHNX
nonieTNeHoBux
naketax gns
dhapmaLeBTU4YHOTo
3aCTOCyBaHHSA
7. | UWMHKY OKCUA NOPOLLIOK AT Yecbka FPINNO LUMHKOKCUA HimeuunHa peecTpauisi Ha 5 pokis - He UA/20386/01/01
(cybeTaHuin) y "IMKo®a | Pecny6nik MBX niossieae
NoTPIHMX pma" a

nanepoBux naketTax




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
(30BHILLHIN Wap
3cepeayHn BKpUTWIA
nonieTuaeHom) A
thapmaL,eBTMYHOTO
3aCcTOCyBaHHS
B.o. HayanbHMKa
Onekcanap I'PINEHKO

dapmaneBTUYHOr0 yNpaB/IiHHSA




ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS /10 JEPXKABHOI'O PEECTPY JIIKAPCEKUX 3ACOKBIB YKPATHU

JopaTok 2

/0 Haka3zy MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiHuX MaTepiatiB»

Big 13 Gepe3ns 2024 poky Ne 428

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. | BEMEAO3O0OH | po3uvH Ans iH'exuin, MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa nepepeecTpauis Ha HeobMeXeHuin TepMiH 3a He UA/17615/01/01
4 mr/mnnolwmns akuioHepHe akuioHepHe OHoOBNEHO iHhopMaL,ito B IHCTPYKLUIT A1s peuyenmom niossieae
amnyni; no 5 amnyn TOBapUCTBO TOBapUCTBO MeMYHOro 3acTOCYBaHHA /liKapCbKOro 3acoby y
y 6nicTepi; no 1 a6o "Jlekxim- "Jlekxim-Xapkis" po3gini "Mo6iyHi peakuii" WwWoA0 BaX/IMBOCTI
2 6nicTepu B nauui; Xapkis" 3BiTyBaHHA NPO No6iYHi peakLii.
no 1 mn B amnyni;
no 100 amnyn B MepiognyHICTb NOAAHHS PerynsipHo
nauui OHOBJ/IOBAHOrO 3BiTY 3 6€3neku, BiANoBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB'sa YKpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.
2. | BEHAA30N PO34MH ANA iH EKLi, MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa nepepeecTpawis Ha HeobMeXeHnii TepMiH 3a He UA/17614/01/01
10 mr/mn, no 1 mn akuioHepHe akuioHepHe OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1A peuenmom niossieae
abo 5 mn B amnyni, TOBapUCTBO TOBapUCTBO MeMYHOro 3acTOCYBaHHS /liKapCbKoro 3acoby y
no 5 amnyny "Jlekxim- "Jlekxim-Xapkis" po3gaini "MpoTunokasaHHa" BigNoBigHO A0
6nictepi, no 1 a6o 2 Xapkis" iHbopmawii pethepeHTHOro nikapcbKoro 3acoby

6nictepn abo no
100 amnyn y nayui

(Anbason-fapHuyga, 10 mr/ma, po3ynH Ans
iH'eKUii), @ TakoxX y po3aini “MNobiyHi peakuii”
LLIOA0 BaXX/IMBOCTI 3BiTyBaHHS NP0 NOGIYHi
peakujii

MepioANYHICTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEpPPKEHOr0 Haka3oM MiHicTepcTBa 0XOpOHU




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
34,0pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayvYeHUMM y NepiogNYHOCTI NOAAHHS
perynsipHuxX 3BiTiB 3 6e3neku
3. | BETANOA- masb, 100 mr/r; no TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpaisi Ha HEOBMEeXEeHUI TepPMiH 6e3 nionsieae UA/17494/01/01
340POB'A 20rabono40r B BO 3 obMexeHot OHoB/eHO iHdhopMaLiito B IHCTPYKLUIi AN peyenma
Ty6i; no 1 1y6i y OBMEXXEH BiANOBIAA/ILHICTIO Me[UYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby B
KOpOO6Li 3 KapTOHY (0]}0) "®apmMaueBTnYHa posginax "®apmakotepanesTuyHa rpyna. Kog
BIANOBIOA KomnaHis "3gopos'a” ATX" (peparyBaHHs TeKCTy 6e3 3MiHu kody
NBHICTHO ATX), "MNpoTunokasaHHs", "Mob6iYHI peakwui”
«KOPIOPA BiANOBIAHO A0 OHOBMEHOT iIHGhopMaLi
LA pechepeHTHOro slikapcbkoro 3acoby
«300POB’'A (BETAAVH®, ma3sb, 100 mr/r).
»
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big, 26 BepecHsi 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
4. | BOPHOI pO34uH Ans TOB YkpaiHa TOB "®apma YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 niossieae UA/17147/01/01
KNcnotun 30BHILUHLOIO "®apma Yepkac" MepioAnyHICTb NOA4AHHS PErynspHo peyenma
PO34NH 3aCTOCyBaHHA, Yepkac" OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
CMUPTOBUI | cnupToswii 3 %, No Mopsaaky 34iicHeHHs chapmakoHarnagy,
3% 20 mn abo 25 mny 3aTBEepAKEHOro Hakazom MiHicTepcTBa OXOPOHU
chnakoHi, 300pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
3aKyrnopeHomy 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
npo6koto Ta Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
KpuLLKOto; o 1 pefakuii Hakasy MiHicTepcTBa OXOpPOHU
donakoHy B 3[10pOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
KapTOHHIA KopobLi 3 996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
KapTOHHUM 3a3HayYeHMMN y NepiogMyYHOCTI NoAaHHS
nigfoHom abo 6e3 perynsipHux 3BiTiB 3 6e3neku.
HbOro
5. | rPMNoynTP cupon, 1,5 mr/mn, no | ToBapucTBO YKpaina ToBapucTBO 3 YkpaiHa nepepeecTpaisi Ha HEOBMEeXeHNI TepMiH 6e3 nidnsieae UA/13794/01/01
OH-BPOHXO 100 mn a6o no 200 3 06MexeHo 3MiHM BHECEHI 10 iIHCTPYKUiT A1 MeguyHoro peyenma
My chrakoHi; no 1 obmexeHoto BiANOBIAA/LHICTIO 3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ginis
doNakoHy pasom 3 BignoBigaib “XapkiBcbke "®apmakoTepaneBTuyHa rpyna. Kog ATX",




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[03y4nm HICTIO thapmaueBTUyHe "®apmakonoriyHi BactuBocTi", "B3aemogis 3
NPUCTPOEM Y «PapmaueB nignpueMcTBo iHLIMMK NiKapCbKMK 3aco6amMu Ta iHLWi BUAM
KOpo6Li 3 KapTOHY TUYHa “3p00p0oB’s Hapogy”, B3aemogiit", "Oco6MBOCTI 3acTOCyBaHHS",
KOMMaHis YkpaiHa "3acTocyBaHHs y nepiog BariTHoCTi abo
«3[0pOB’A» (cpacyBaHHs i3 rogyBaHHs rpyaar”, "3aatHicTb BNmMBaTt Ha
chopmu "in bulk" LIBMAKICTb peakLii Npy KepyBaHHI
BMPOGHMLTBA aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu',
ToBapucTBO 3 "Cnoci6 3acTocyBaHHA Ta gos3un" , "Aitn",
06MexeHo "Mepepo3ysaHHsa", "MobiyHi peakuii” BiANOBIAHO
BiANOBIAA/TLHICTIO 00 iHhopmav,ii pedhepeHTHOro NikapcbKoro
"®apMaueBTUYHA 3acoby (CMHEKOQA, cupon, 1,5 mr/mn) Ta
KOMnaHis BHECEHO pejakLiiiHy npasKy [0 po3giny
"3p0pos'a”, "Cknag".
YkpaiHa)
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHW
34,0pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULI
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayvYeHUMM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MneKu.
6. | AMMETUHAE | nopowok AT YkpaiHa AT "dapmak" YkpaiHa nepepeecTpauis Ha HeobMexeHuin TepMiH - He UA/17737/01/01
HY MANEAT (cybeTaHuis) y "®apmak” nionsizae
MilLKax noABiAHMUX
nonieTnIeHoBMX
ans
chapmaLeBTU4YHOro
3aCTOCyBaHHs
7. | DIEHOTECT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka Xaynt ®apma HimeyunHa nepepeecTpauis Ha HeobMexeHuin TepMiH 3a He UA/17602/01/01
3EHTIBA nNiBKOBOIO Pecny6nik MioHcTep MM6X OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT An1s peuenmom nionsieae
060/10HKOI0, MO 2 M, a MEeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y

no 14 tabnetok y
6nictepi, no 2 abo
no 6 6nictepis y
KapTOHHI navw,i

po3aini "®apmakonorivyHi BNactuBocCTi"
BigNoBigHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (BisaH, TabneTkm no 2 mr), a
Takox B po3gini "Mo6ivHi peaxuii" wono
BaX/IMBOCTI 3BiTYBaHHs NPO NO6iYHI peakuii

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHOro Hakasom MiHicTepcTBa OXOPOHM
3[10pOB’A YKpainu Bifg 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
YkpaiHu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pO0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHS
perynisipHux 3BiTiB 3 6e3neku
8. | EKCTPAKT MOPOLLIOK AT YkpaiHa ®iHuenb6epr M16X HimeuunHa nepepeecTpauis Ha HeobMeXeHuin TepMiH - He UA/17564/01/01
PYTKU (cy6eTaHuin) y "®Papmak” & Ko. KI niossieae
NIKAPCbKOI | wmillKkax Tpywaposmx
CYXUiA anoMiHieBUX ANs
chapmaLeBTUYHOro
3aCTOCyBaHHs
9. | EPFTOUETAN TabneTku, BKpUTI AT YkpaiHa AT "KNIBCbKWN YkpaiHa nepepeecTpauis Ha HeobMexeHuin TepMiH 6e3 niossieae UA/17457/01/01
nNiBKOBOIO "KUIBCbKW BITAMIHHW OHoOB/IEHO iHGhopmaLito y po3zini "Mo6iyHi peyenma
060/10HKO0 N0 5 Mr " 3ABO" peakuii" iIHCTpYKLii 4158 MeguyHoro
no 10 Tabnetok y BITAMIHHA 3acToCyBaHHSA NikapcbKoro 3acoby Wwoao
6nictepi; no 1 a6o 3 " 3ABOA" 3BiTyBaHHA NPO NOGIYHI peakLii.
6nicTepy y nauui MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
3[10poB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepiogNYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
10. | MUPO®YPWJ1 | cycneHsist opasibHa, ToBapucTBO YKpaina ABC dapmaueyTivi ITanis MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/17351/01/01
200 mr/5 mn; no 90 3 C.n.A. OHOB/IEHO iH(hopmaLLilo y po3ainax peuyenmom niossieae
M1 cycneHsit obmexeHoto "®apmakonorivyHi BnactusocTi”, "B3aemogis 3
OpasTbHOT y (hr1akoHi; | BignoBigasb iHLIMMK NMiKapCbKMMK 3acob6amu Ta iHWi BUAN
no 1 cpnakoHy 3 HICTIO B3aemogiit", "OcobmMBOCTi 3acTOCyBaHHS",
MipHUM "POKET- "3acTocyBaHHs y nepiog BariTHoCTi abo
CTakaH4uKom y PAPM" rogyBaHHs rpygato”, "MepeposyBaHHA", "M06IYHI

KapTOHHIlA KopooLi

peakuii” iIHCTPYKUii AN MeguyHoro
3acToCyBaHHA NikapcbKoro 3acoby BifnoBigHO
[0 OHOB/IEHOI iHGhopMaLT LWo[0 6e3nekn
3aCTOCYBaHHSA Ait0H0I PEYHOBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITYy 3 6e3neku, BiAnoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10pOB’A YKpaiuu Big 27 rpyaHsA 2006 poky Ne
898, 3apeecTposaHoro B MiHicTepcTsi tocTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MneKu.
11. | MMPO®YPWUN | kancynu no 200 mr ToBapucTBo YkpaiHa ABC ®dapmaueyTivi ITanisa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/17351/02/01
no 5 kancyny 3 C.n.A. OHoB/eHO iHhopMaLio y po3ginax peyenmom nionsizae
6nictepi; no 2 abo 06MeXeHOo "®apmakonoriyHi BnactnsocTi”, "B3aemogis 3
no 3 6nictepu y BignoBigasb IHLIMMW NiKapCbKMMK 3aco6amu Ta iHWi BUAN
KapTOHHIA Kopoo6Li HiCTIO B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"POKET- "3acTocyBaHHA y nepiof BariTHOCTi abo
PAPM" rogyBaHHs rpygar”, "Cnocib 3actocyBaHHA Ta
nosn", "Aitn", "MepenosysaHHs", "Mo6GiyHi
peakuii” iIHCTPYKUiT AN MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby BifnoBigHO
[10 OHOB/EHOT iHhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHS Ait040I PEYOBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big, 26 BepecHsi 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
12. | MIKOHA30/ NopOLLOK Yemo IcnaHis KIMIKA CIHTETIKA, IcnaHis nepepeecTpauis Ha HeobMexeHuin TepMiH - He UA/17787/01/01
Y HITPAT (cybeTaHuin) y 16epika, C.A. C.A. nionsieae
MIKPOHI3OB | noasiitHux
AHUIA nonieTnIeHoBmX
nakeTtax gns
thapmaLeBTUYHOro
3aCTOCYBaHHSA
13. | OCTEO/IOH PO34MH ANA IH EKLiA, EnENCi Mpysis K.T. Pomdrapm PymyHis nepepeecTpavjis Ha HeobMexXeHuli TepMiH 3a He UA/17335/01/01
2,25 mr/mn; no 1 mn Pomdpapm Komnani C.P.J1. OHOB/EHO iHGhopMmaLito y po3ginax peyenmom nidnsieae
abono2 mnB KomnaHi "Moka3zaHHs", "Oco6NNBOCTI 3aCTOCYBaHHSA",
amnyni, no 5 amnyn xopaxus "Cnoci6 3acTocyBaHHA Ta go3un", "Aitn", "MobivHi

B 6riicTepi, mo 1, 2
a6o 5 6nicTepis B
KapTOHHI navui

peakuii” iIHCTPYKLii A1 MeguyHoro
3acTocyBaHHs NikapcbKoro 3acoby BifgnoBigHO
[10 OHOBNEHOT iHhopMaLii Woao 6e3neku
3aCTOCYyBaHHSA [jit0H0T PeuoBUHY, Ta 0 po3ainy
"Mo6iyHi peakwyji" 040 NOBIAOMMIEHHS MPO
no6iyHi peakLii.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3neku, BiAnoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
YkpaiHu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB'sa YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riHO 3i CTPOKaMM,
3a3HavyeHUMN y NepiognMYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neKu.

14.

PEMECYNIA®
PAMIA,

rpaHynv ans
Opa/IbHOT CycneHsil,
100 mr/2r;no2re.
calue; no 10 cawe y
nauui

AT
"®papmak”

Ykpaina

AT "dapmak"

YkpaiHa

MepepeecTpauisi Ha HEOBMEXEHWIA TEPMIH
OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1A
MEeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
po3ginax "®apmMakosoriyHi BnactTueocTi",
"Oco61BOCTI 3aCTOCyBaHHA", "3acTOCYBaHHSA Y
nepiog BariTHOCTI abo rogyBaHHs rpyaar”,
"Mepeno3yBaHHA" BiAMNOBIAHO A0 iHhopMmaLi
pedrepeHTHOro Jlikapcbkoro 3acoby (Aulin®,
granules for oral suspension, 100 mg/ 2g).

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YkpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17626/01/01

15.

PUHOTAICC
CMPEN .
HA3ANbHUI

cnpeii HazasbHUiA,
po3uuH 0,1 % no 10
My pnakoHi 3
posnuatoBayem, no
1 donakoHy y
KapTOHHIlA KopoobLi

[Op. Taiicc
HatypBapeH
M6X

HimeyuuH
a

[Op. Taiicc

HatypsapeH 'm6X

HimeyunHa

nepepeecTpauis Ha HeobMexeHuit TepMiH
OHoB/eHO iHdhopMaLiio y po3ginax
"hapmakoTepanesTuyHa rpyna. Kog ATX."
(oopaBaHHA piBHIB KNacudikaTtopa 6e3 3miHu
Kogy ATX), "Ocob6amBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3mn",
"Mepeno3yBaHHA", "T06GIUHI peakuil™ IHCTPYKLIT
[ONs MeANYHOro 3acToCcyBaHHS NikapCbKoro
3acoby BifgnoBiAHO J0 MaTepianis
peecTpavuiiiHoro A0Chbe, a Takox po3ain "MobiyHi
peakuii" iIHCTpyKLii 4ONOBHEHO iH(hopMaLliei
040 HeObXIAHOCTI 3BITYBaHHS NMPO YCi BUNaaKM
nigo3proBaHnX NoGIYHMX peakLili Ta BifCYTHOCTI
ed)eKTMBHOCTI NiKapCbKOro 3acooby.

6e3
peyenma

He
nidnsieae

UA/17340/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3neku, BiAnoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
YkpaiHu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB'sa YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riHO 3i CTPOKaMM,
3a3HavyeHUMN y NepiognMYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neKu.

16.

POMECTIH®
10

TabneTku, BKpUTI
NNiBKOBOO
060n0HkKot0, Mo 10
mr; no 10 Tabnetok
y 6nicTepi, no 3
6nictepn y
KapTOHHIA Kopoo6Li

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

ApTypa
dapmacbioTikans
Met. N14.

IHais

nepepeecTpauis Ha HeobMeXeHuin TepMiH
OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1A
MEeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
po3ginax "®apmMakosoriyHi BnactTueocTi",
"MokasaHHsA", "MpoTunokasaHHs", "B3aemogis 3
HLUIMMK NiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogysaHHs rpygaar”, "Oitn", "Mo6ivHi peakwyii"
BiANOBIAHO A0 iHdopMaLii pedhepeHTHOro
nikapcekoro 3acoby (KPECTOP, TabneTtku,
BKPUTi NNiBKOBOK 060/10HKO0, 5 Mmr, 10 mr, 20
M), aTakox y po3aini “Mo6ivHi peakuii” woao
Ba&XX/IMBOCTI 3BiTYyBaHHSA NPO NOGIYHI peakuil.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big, 26 BepecHst 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HavYeHUMN y NepiognMUHOCTI NofaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/14017/01/01

17.

POMECTIH®
20

TabneTku, BKpUTI
nNiBKOBOIO
060n10HkKot0, No 20
Mr; no 10 Tabnetok
y 6nicTepi, no 3
6nictepn y
KapTOHHIA Kopoo6Li

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

ApTypa
dapmacbioTikans
MeT. N4,

IHAjA

nepepeecTpaujis Ha HeobMexeHuii TepMiH
OHoOBNEHO iH(hopMaL,ito B IHCTPYKLIT Ans
MEeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ginax "®apmakonoriyHi BnacTnsocTi”,
"MokasaHHsA", "MpoTunokasaHHs", "B3aemogis 3
HLUIMMK NiKapCbKMKM 3aco6amMm Ta iHLWi BUam
B3aemogiit", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHA y nepio BariTHOCTi abo

rogysaHHs rpygar”, "Aitn", "Mo6ivHi peakwyii"

3a
peyenmom

He
nionsieae

UA/14017/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

BiANOBIAHO A0 iHopMaL,ii pedhepeHTHOro
nikapcekoro 3acoby (KPECTOP, TabneTtku,
BKPUTi NNiBKOBOI 060/10HKO0, 5 Mr, 10 mr, 20
M), aTakox y po3aini “Mo6ivHi peakuii” woao
Ba&X/IMBOCTI 3BiTYBaHHS NPO MO6iYHi peakuil.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3neku, BiAnoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
340pO0B'sa YKpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HavYeHUMN y NepiognMYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neku.

18.

POMECTIH®
5

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOHD, N0 5 Mr;
no 10 Tabnetok y
6nictepi, no 3
6nictepn y
KapTOHHIA KopoobLi

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

ApTypa
dapmacbioTikans
Met. N14.

IHais

nepepeecTpauis Ha HeobMeXeHuin TepMiH
OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1A
MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
po3ginax "®apmMakosoriyHi BnactTueocTi",
"MokasaHHsA", "MNpoTunokasaHHs", "B3aemogis 3
HLUIMMK NiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogysaHHs rpyaar”, "Oitn", "Mo6iuxHi peakwyii"
BiANOBIAHO A0 iHhopMaL,ii pedhepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTtku,
BKPUTi NNiBKOBOK 060/10HKO0, 5 Mmr, 10 mr, 20
M), aTakox y po3aini “Mo6ivHi peakuii” woao
Ba&XX/IMBOCTI 3BiTYyBaHHS NPO MOGiYHI peakuil.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big, 26 BepecHst 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HavYeHUMN y NepiofnMYHOCTI NofaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/14017/01/03

19.

DNAMIDIKC
200

TabneTku, BKpUTI
nniBKOBOKO
060/10HKOH0, N0 200

AHaHTa
Megikeap
Nita.

Benuka
BpuTaHis

CeHc Jlabopatopic

M. /114,

IHAjA

nepepeectpais TepMiHOM Ha 5 pokiB
OHoOBNEHO iH(hopMaL,ito B IHCTPYKLIT Ans
MEeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y

3a
peyenmom

He
nionsieae

UA/11911/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

mr, no 10 TabneTok
y 6nicTepi, no 1
6nictepy B nauui

po3ginax "®apmMakosoriyHi BnacTueocTi",

"B3aemogis 3 iHWMMU SlikapcbkuMn 3acobamu Ta

iHWi BMAW B3aemogiii", "OcobnmBoCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof
BariTHOCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BMAMBATY Ha LWBWAKICTb PeakLii Npu KepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu',
"Cnocib 3acTtocyBaHHs Ta go3u", "ditn",
"Mepepo3ysaHHsa", "MobiyHi peakuii” BiANOBIAHO
[0 iHdhopmaLii pedhepeHTHOro NikapcbKoro
3acoby (Suprax 200 mg Tablets), a Takox y
po3gini "Mo6iyHi peakuii" Wo[0 BaXIMBOCTI
3BiTYBaHHS Npo MobiyHi peakw;i.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHW
34,0pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULI
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayvYeHUMM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MneKu.

B.o. HauaLHKA
dapMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanpap I'PIHEHKO




IIEPEJIIK

Joparok 3
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»

Big 13 Gepe3ns 2024 poky Ne 428

JIIKAPCBKUX 3ACOBIB (MEJJUUYHUX IMYHOBIOJIOI'TYHUX ITPEIIAPATIB), IIIO/10 AKX BYJI1 BHECEHI
3MIHU /IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSATBHCS 10 TEPJKABHOI' O PEECTPY JIIKAPCHBKHNX
3ACOBIB YKPATHA

Ne Ha3ssa dopma sunycky 3asaBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakosKa) nocsioYeHHs
1. ABIPOH Tabnetku no 250 mr leTepo IHais eTepo /1a63 IHais BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHN 3a He UA/18889/01/01
no 120 TabneTok y Na63 Nimiten | TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom | niosnsizae
KOHTeliHepi; no 1 Nimiten thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
KOHTeliHepy y nNiKapcbKoro 3acoby, TEKCTi MapkyBaHHS Ta
KapTOHHI KopoobLi IHCTPYKUII 4118 MeAUYHOro 3acToCcyBaHHA Ha nigcTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
OLLiHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii" BigNoOBIgHO A0 OHOBMEHOT
iHchopmawuii 3 6e3neku Ajtoyoi peyoBuHn. BBegeHH:
3MiH MPOTAroM 6-Tv MicALiB Nic/a 3aTBEPAKEHHSA
2. A3SALUTUAN | niodpinizat gns LWunnna IHAiA NOBHUIA LKA IHAaia BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis: 3MiHu 3a - UA/18595/01/01
H WWNNA PO34unHy ANns Megikea BMPOBHMYOTO | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapPCbKMiA 3aci6. peyenmom
iH exuii no 100 mr; Nimiteq npowecy: 3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
no 1 donakony y LWnnna Megikea CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/I0 AKOCTI
KapTOHHI KOpoOLyi NimiTeq, AN roTOBOro NikapcbKoro 3acoby (3amiHa abo
KOHTPO/b AKOCTI i [ofaBaHHA [AinbHULL, Ha SKil 34iACHI0ETLCA
BUNPOBYBaHHSA KOHTPO/b/BUNPOBYBaHHSA cepii) - BBeAEHHSA
CTabisIbHOCTI aNlbTEepPHATMBHOI AiNbHULI, BigNOBIgaIbHOI 3a
(chi3nyHi i XiMiYHi KOHTPO/Ib SKOCTi | BUNPOGYBaHHA CTabisIbHOCTI
TecTu): (hi3nyHi i XimMiuHi TEeCTW) ANS BXE 3aTBEPLKEHOrO
LLvnna Megikea BMpo6HUKa LLnnna Megikea Nimiteg, / Shilpa
NimiTen, IHAiA Medicare Limited
3. A3NTPO TabneTkn, BKpUTI CaHpos CnoBeHis nepBuHHA Ta HimeuunHa/ | BHeCEHHS 3MiH 4O peecTpauiiiHux matepianis: 3MiHN 3a He UA/11332/01/02
CAHAO03® NNiBKOBOK Papmacb BTOPWHHA TypeyuunHa/ | TMNy - AAMiHICTpaTVBHI 3MiHW. 3MiHa peyenmom | nionsizae
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KoMnaekTi 3 1
onakoHoOM
po34MHHMKa (BoAa

SKOCTI, Lo 6ynu 3aTBepmkeHi Hakasom MO3 18.10
2023 poky Nel1808, npu npoBefeHHI npoLeaypu
3MiHm Tvn I, n.6.1l.r.2 ans niodpinisary: posgin

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
o6onoHkot, no 500 toTikan3 yMakoBKa, PymyHis HalilMeHyBaHHA Ta/abo agpecu MicLs NPOBaIKEHHS
mr; no 3 abo 6 a.n. KOHTpO/b cepil, LisNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
Tabnetok y 6nictepi; [03BiNT Ha BUMYCK nNiKapcbKoro 3acoby, BKIHOYAUN AifbHULL BUNYCKY
no 1 6nictepy B cepii: cepii abo MicLe NpoBeAeHHS KOHTPOJTH0 SKOCTI.
Kopo6ui Cantotac ®apma (misnbHicTb, 3a Ky BignoBigae BUPOGHMK/iMnopTep,
Mv6X, HimeuunHa BK/THOHAI0UM BUNYCK cepiii) MpuBeaeHHs y
BMPOGHMLTBO BiANOBIAHICTb Ha3BM BUpO6HMKa /13
Hepo3dacoBaHoi BiNOBIAIbHOrO 33 BUPOGHMULITBO 3@ MOBHUM
NPOAYKLT: LMKIOM, BigNOBIAHO A0 MiLeH3il Ha BUPOBHMLTBO.
CaHpos lnak Bupo6Huya ainbHuus, agpeca Ta yci BUpoGHMYi
CaHalii Be TikapeT onepauii 3annwarTbCs He3MiHHUMK. [itoya
A.C., TypeuunHa pepakuis: C.K. CaHgos C.P.J1., PymyHis S.C. Sandoz
BMPOGHMLITBO 3a S.R.L., Romania NponoHoBaHa pegakuyis: CaHao3
NOBHUM LMK/IOM: C.P.J1., PymyHia Sandoz S.R.L., Romania 3miHu
Canpgos C.P.J1., BHECEHO B iHCTPYKL,iI0 A5 MeANYHOro 3acTOCyBaHHSA
PymyHis nNikapcbKoro 3acoby y po3ain «Brpo6Huk» 3
BiAMNOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEA,EHHSA 3MiH NPOTAroM 6
MicsILiB Micnsi 3aTBEPAKEHHS.
4, A3UNTPO TabneTku, BKPUTI CaHpo3 CnoseHis nepBrHHa Ta HimeuunHa/ | BHeCEHHS1 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHK 3a He UA/11332/01/01
CAHAO3® N1iBKOBOIO dapmach BTOPVHHA TypeuunHa/ | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenmom | nidsis2ae
o060510HKoI0, No 250 toTikan3 yrakoBKa, PymyHis HalilmeHyBaHHs Ta/abo agpecu MicLs NPOBaXEHHS
Mr; o 6 TabneTok y o.4. KOHTPO/b cepii, LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
6nicTepi; no 1 [,03Bi/T HA BUMYCK nNiKapcbKoro 3acoby, BKIHOYAUN AifbHULL BUNYCKY
6nicTepy B kopobuj cepii: cepii abo MicLe NpoBeAeHHS KOHTPOJIH SKOCTI.
Cantotac ®apma (misnbHICTb, 3a AKy BiANOBIAaE BUPOOHUK/iMNopTep,
v6X, HimeuunHa BK/IO4A0UM BUMYCK cepili) MpuBegeHHs y
BMPOGHMLTBO BiANOBIAHICTb Ha3BM BUpO6HMKa /13
Hepo3dracoBaHol BiAMNOBIA&/IbHOrO 3a BUPOOGHULTBO 3@ NOBHUM
NPOAYKUT: LMKIOM, BigNOBIAHO A0 MiLeH3il Ha BUPOGHMLTBO.
CaHpos lnak Bupo6Huya AinbHuus, agpeca Ta yci BUpoGHMYi
CaHalii Be TikapeT onepauii 3annwalTbCs He3MiHHUMK. [itova
A.C., TypeuunHa pepakuis: C.K. CaHgos C.P.J1., PymyHis S.C. Sandoz
BMPOGHMLITBO 3a S.R.L., Romania NponoHoBaHa pefakuyis: CaHao3
NOBHUM LMK/IOM: C.P.J1., PymyHia Sandoz S.R.L., Romania 3miHu
Canpgos C.P.J1.,, BHECEHO B iHCTPYKL,il0 A5 MeANYHOro 3aCTOCyBaHHS
PymyHis nikapcbKoro 3acoby y po3ain «Brpo6Huk» 3
BiAMNOBIAHMMU 3MiHAMW B TEKCTI MapKyBaHHS
ynakoBoOK. TepmiH BBEAEHHS 3MiH MPOTAroM 6
MicsILiB Mmicnsi 3aTBepPAKEHHS.
5. AKTUNI3E® niodinizat ans BepiHrep HimeyuunH BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a - UA/2944/01/01
pO3uuHy AN IHrenbxan a IHrenbxanm TexHiyHa nomusnka (3rigHo Hakasy MO3 Big, peyenmom
iHcpysiii no 50 wr, 1 M dapma 'v6X i Ko. 23.07.2015 Ne 460) - TexHiyHa nomwsika B MKA.
onakoH 3 IHTEepHeLw KIr BunpaBneHHst TexHIYHOI noMukv B Cneuudikauii Ha
nioginizatom y HN TM6X roToBWiA NiKapCbKuii 3acio y MeTogax KOHTPOsI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Ans iH'ekuiid) no 50
MJ1y KapTOHHIl
KopoobLi

"MexaHi4Hi BK/THOYEHHS - HEBUANMI YaCTUHKN"
(pi3HOUUTaHHSA Y MeXax ogHoro AokymeHta — MKA
N3); po3gin "Monicopbat 80"
NOMWJIKOBO BKa3aHa Ha3Ba MeToay y cneuudikawii
N3, L0 3aCTOCOBYETHLCA Y BU3HAYEHHI MeToay
KOHTPO/I0 MOKa3HMKa, BKa3aHa HenpasusbHO:
HeobXiAHO 3a3HaunTK "®yopecLeHTHUIA aHani3
miven (FMA)" 3amictb BEEX (BrcoKoedekTBHa
EKCK/3MBHa XpoMoTorpadis)

ANBOBAK

MOPOLLIOK ANs
pO34uHy ans
iH'ekuii, nolr, 1
h/1aKoH 3 MOPOLLKOM
y naui 3 KapToHYy

Mictpan
Kenitan
MeHemxm
eHT
Nimiteq

AHrnis

Na6opatopio Peir
XKodcppe, C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiani: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKilli XxapakTepucTuLi
niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
reHepnyYHNX/ribpuaHNx/6ionogibHNX nikapcbkmx
3ac06iB Nicns BHECEHHSA TiEl camoi 3MiHM Ha
pedhepeHTHUI npenapaT (3MiHa He NoTpebye
HalaHH$ XXOAHUX HOBUX AOAATKOBMX AaHUX) - 3MiHN
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y posainm
"apmMakonoriyHi BnactusocTi", "Ocob61mMBoCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n",
"Mo6iuHI peakui™, "HecyMicHIiCTb" 3rigHO 3
iHchopmavieto LWoA0 MeaNYHOro 3aCTOCyBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (Rocephin 1g
Powder for Solution for Injection or Infusion).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/13141/01/01

ANE3NKAM
®

PO34UH A5 iH'EKLLN,
10 mr/mn; no 1,5 mn
B amnyni, no 5
amnyn y 6nictepi, no
1 6nicTepy B navui

MpuBatHe
aKujioHepH
e
TOBapuUCTB
0 "Jlekxim-
Xapkis"

YKpaiHa

MpusatHe
akujioHepHe
TOBapuCTBO

"Jlekxim-Xapkis"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu
| TMNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
ab0 BUyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXEeHOro BUPOOHUKA -
nofaHHsA OHOBJ/IEHOro cepTuddikarta BiANOBILHOCTI
€poneiicbki hapmakonei Ne CEP 2014-261 - Rev
01 (3arBepgxeHo: RO-CEP 2014-261 - Rev 03) ans
Ad| Mmenokcukamy Bif, 3aTBEPAXEHOr0 BUPOGHMKA
SWATI SPENTOSE PVT. LTD., IHgis

3a
peyenmom

UA/16968/01/01

ANITEP

TabneTkn no 4 mr;
10 TabneTok y
6nictepi; no 3

TOB HB®
«MIKPOXI
M»

YKpaiHa

TOB HB®
«MIKPOXIM>»,
YkpaiHa

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| Tuny - AAMIHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AiNbHMLI (BKIKOYAKYM AiNTbHULI ANs

3a
peuyenmom

UA/17735/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nicTepn y nauuj 3 (topuaunyHa A®I, npomiXHOro NpPoAyKTy abo rotoBoro
KapToHy aapeca NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
BMPOGHWKa,; nakyBaHHs, BUPOOHYKa, BigNOBIAaNIbHOTO 3@ BUMYCK
BMPOBHMYA cepiii, MmicLe NpoBeAEHHSI KOHTPOSHO cepii) abo
OinbHUus (BCi nocravasibH1Ka BUXifHOro martepiasny, peareHTy abo
cragii [0MOMDKHOT peYOBUHY (SKLLLIO 3a3HAYEHO Y AOCHE) -
BMPOGHNYOro BW/TyYEHHSI BUPO6HUYOI AinbHMLi “TOB HB®
npouecy); "MIKPOXIM"(nabopatopisi thianko-xiMiyHOro aHanisy
BiNOBIgaIbHWIA 32 Ta KOHTPO/I0 BMPO6HULTBA)" Ansa M3, Taky camy
BMNYCK cepil, He dhyHKLil0 Byae BUKOHYyBaTW KOHTPakTHE
BK/THOHAKOUN BMPOGHMLUTBO AT "®APMAK", L0 3HaxoanTbCS 3a
KOHTPO/b/BUNPOBY agpecoto "Ykpaina, 04080, m. Kuis, Byn.
BaHHSA cepii); Kunpuniscbka, 74". BBejeHHS1 3MiH NPOTArom 6-Tu
AT «DPAPMAK», MicALiB Micna 3aTBepIKeHHs
Ykpaina
(BMpPOGHMLTBO 3a
NOBHUM LMK/TOM)
9. ANITEP Tabnetkv no 8 wmr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiastis: 3MiHN 3a - UA/17735/01/02
no 10 TabneTtok y «MIKPOXI «MIKPOXIM», | TMNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenmom
6nicTepi; no 3 M» YkpaiHa BMPOBHUYOI AiNbHUL (BKNOUAOUN AiNbHWL ANS
6nicTepn y nauuj 3 (topuanyHa A®I, npomi>XHOro NPoAyKTy abo rotoBoro
KapToHy aapeca NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEAEHHS
BMPOGHMKa,; nakyBaHHs, BUPOOHVKa, BifNOBIAaNIbHOTO 3@ BUMYCK
BMPOGHMYA cepiid, MmicLe NpoBeAEeHHSI KOHTPOSIO cepii) abo
OinbHuus (BCi nocravasibHMKa BUXiZHOro martepiasny, peareHTy abo
cTagji [LOMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) -
BMPOGHNYOro BW/TyYEHHSI BUPO6HUYOI AinbHULi “TOB HB®D
npouecy); "MIKPOXIM"(na6opaTopis i3nKo-XiMi4YHOro aHanisy
BiANoOBigaIbHNI 3a Ta KOHTPO/I0 BMPO6HULTBA)" Ansa M3, Taky camy
BMNYCK cepil, He dhyHKLUil0 Byae BUKOHYyBaTW KOHTPakTHE
BK/IHOHAKOUN BUpo6HMUTBO AT "PAPMAK", 10 3HaxoauTbCA 3a
KOHTPO/b/BUNPOBY agpecoto "YkpaiHa, 04080, m. Kuis, Byn.
BaHHS cepii); Knpuniscbka, 74". BBeieHHS1 3MiH NPOTArom 6-Tu
AT «DAPMAK», MicALiB Micnsa 3aTBepAKEHHS
Ykpaina
(BMpOGHMLTBO 3a
NOBHUM LMK/TOM)
10. ANbAYPA3UN KOHUeHTpaT ans CaHodpi HigepnaH KiHueBe HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/8093/01/01
M® PO34unHy An1a B.B. an HarnoBHEHHA Ipnangis YTOUYHEHHA HanUcaHHA BMPOGHUKIB B Haka3i MO3 peyernmom
iHcpysiiA, 100 Of/mn; dhnakoHiBs Ykpainu Ne 176 Big 02.02.2024 B npoueci
Ne l: no5mny (nepBuHHE BHECEHHS 3MiH (3MiHu | Tuny - AamiHicTpaTuBHI
donakoHi; no 1 nakyBaHHs), 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus
chnakoHy y npoBefeHHA TecTy NpoBafPKEHHN Ais/IbHOCTI BUPO6HUKA (BK/IKOYUatouM,

KapTOHHIA Kopoo6Li

Ha CTepPU/IbHICTb:
BeTTep ®apma-
PepTiryHr F'm6X

3a HEeOOXIAHOCTI, MicLie NPOBEAEHHS KOHTPOJTH0
AIKOCTi), abo BnacHuka macTep-ghaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
eHg Ko.Kr, marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
HimeuuunHa; 3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (AKLLO
MapkyBaHHS Ta 3a3HayYeHo Y [0CbE Ha JlikapCbKuii 3acib) 3a
BTOpPUHHE BiICYTHOCTI cepTucpikaTta BiANOBIAHOCTI
nakyBaHHs, €sponelicbkili hapmakonei y 3aTBepxeHoMy
KOHTPO/Ib SKOCTI [0Cbe, ab0 BUPOOHMKA HOBOT AOMNOMIDKHOI PEYOBUHM
M3 (3a (AKLWL0 3a3HaYeHO Y A0CbE) 3MiHa Ha3BM caWTy,
BUK/THOYEHHSM BiANOBIA&/ILHOIO 3a aHani3 in vitro Ha HasiBHICTb
TecTy Ha BIpPYCHMX KOHTaMiHaHTIB A5 Ait040i pevyoBUHN
CTEepPUIIbHICTD), napoHigasun. Agpeca Ta BCi BUpOGHMYi onepauii
BMNYCK cepil: 3aMLLNANCA HEe3MIHHUMU. 3aTBepaxeHo: WuXi
LbxeHsalim IpnaHg, AppTec Laboratories Services, Inc. 4751 League
Niviten, lpnaHgis Island Blvd., Philadelphia, PA 19112, USA.
3anponoHoBaHo: WuXi Advanced Therapies Inc.
4751 League Island Blvd., Philadelphia, PA 19112,
USA). Pepakuis B Hakasi - MapKyBaHHS Ta BTOPUHHE
nakyBaHHs1, KOHTPOS1b AKOCTI /13 (3a BUK/THOYEHHAM
TECTY Ha CTepUbHICTL), BUNYCK cepii: IXKEH3ANM
NIMITEQ, Benvka BputaHis; KiHueBe HanoBHEHHS
(hNakoHiB (NepBUHHE NakyBaHHS), NPOBeAEeHHSA
TECTY Ha CTepuNbHICTb: BeTTep ®apma-depTiryHr
'M6X eHa Ko.KIM, HimeuumnHa; KiHueBe HanoBHEHHS
(hNakoHiB (NepBUHHE NakyBaHHS), NPOBEeAEeHHSA
TECTY Ha CTepunbHICTb: [pKy6ineHT XonnictepCriep
NNC, CWA; BTOpUHHE NaKyBaHHS, KOHTPO/Ib SKOCTI
N3 Ta Bunyck cepii: xeH3aim lpnang Nimites,
Ipnangis. MponoHoBaHa pepakuis - Kinuese
HanoBHEHHS (D/1aKOHIB (MepBUHHE NaKyBaHHS),
npoBefeHHs TeCTy Ha CTepu/bHICTL: BeTTep
®dapma-PepTiryHr TM6X eHp Ko.Kr, HimeuunHa;
MapKyBaHHA Ta BTOPMHHE NaKyBaHHS, KOHTPO/1b
AKocTi 13 (3a BUK/IIOYEHHAM TEeCTy Ha
CTepunbHicTb), BUNYCK cepii: [keH3alim IpnaHg
Nimiten, Ipnaugin, lpnadgis.

11. ANNbTABOP Tabnetku no 20 mr, My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHN 6e3 He UA/10229/01/01
no 10 TabneTok y aKujioHepH akujioHepHe | Tiny: 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6. peyenma nionsi2ae
6nicTepi; no 10 e TOBapUCTBO KOHTpOsb roToBoro nikapcbkoro 3acoby. 3miHa
Tabnetok y 6nictepi; | ToBapucTB "HaykoBo- napameTpiB cneuudikaliii Ta/abo LONYCTUMMX MEX
no 2 6nictepu y o BVMPOGHNYNIA rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK) -
nadui; no 20 a6o 60 "HaykoBo- LEeHTP BHECEHHS He3HaYHMX 3MiH 40 cneyndikauii Ta
Tabnetok y BUPOGHMNY "BopLyariBcbkuii MeTO/iB BUNPOOYBaHHS 3a NOKa3HUKOM
KOHTeliHepax Ui LEeHTp XimiKO- «MikpobionoriyHa unctota». 3miHu | Tuny: 3miHu 3
N1acTMKOBUX 3 "Bopuyaris hapmaueBTUYHNI AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
KPWLLIKOIO 3 CbKWiA 3asog” [OMOMIXXHUX PeyoBMH. 3MiHa NnapameTpisB
KOHTpOMIEM NnepLuoro XimiKo- cneuudikavin Ta/abo gonycTummx mex ans
PO3KpUTTSA hapmaves [LOMOMIXHOT peHOBUHM (BUTYUYEHHS 3i cneuundikadii

TUYHWIA He3Ha4yHOro NokasHuka (Hanpuknag, 3actapinoro
3aBog" NOKa3HWKa))- BUYYEHHSI MOKa3HMKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

«MikpobionoriyHa unctoTa» 3i cneumndikayii gns
KOHTPO/II0 [ONOMDKHOI PEYOBMHU apoMaTtusaropa
“ABPUKOC”; 3MiHM | TUNY: 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbknii 3aci6. KOHTPOb AONOMDKHMX PEYOBUH.
3miHa napameTpiB cneyudikaii Ta/abo
[ONYCTUMUX MEX A/15 AONOMDKHOI PEYOBUHM
(BnyYeHHs 3i cneumdikalii He3HaYHOrO NMOKa3HMKa
(Hanpuknag, 3acTapiforo NokasHuKa))- BUNy4YeHHs
nokasHuka «Baxkki MeTanm» 3i cneundikauii s
KOHTPOJTI0 [ONOMDKHOI PEYOBMHU apomartusaropa
“AbpurKoc”; 3MiHK | TUNy: 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb [AOMNOMIXKHUX PEYOBWH.
3miHa napameTpiB cneyudikauii Ta/abo
[0NyCTUMUX MEX AN AONOMDKHOT peYOBUHN
(BnyYeHHs 3i cneumdikalii He3HaYHOrO NOKa3HMKa
(Hanpwvkiag 3acTapisioro NoKasHvKa)) - BUTyYeHHs
nokasHuka «Po3UnHHICTL Y BOAi» 3i crieymdikadi
[ON151 KOHTPO/IHO AONOMDKHOT PEYOBUHY
apomarusartopa “A6pukoc”; 3miHu | Tuny: 3MiHn 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Onuc Ta cknag.
3miHa y cknagi (oNOMiXHMUX peyoBMHaX) roToBOro
nikapcbkoro 3acoby (cmakoBi fo6aBku abo
6apBHVKNM) - lofaBaHHs, BUyYeHHs abo 3amiHa -
3MiHM Yy peecTpi NocTavasibHUKIB. CynyTHSA 3MiHa:
3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. KoHTponb
[0MNOMDKHMX peyoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo JoNyCTUMUX MEX ANS
[OMNOMDKHOT peyoBUHY (iHLLI 3MiHK) - 3aMiHa
noctayanbHUKa AONOMIKHOT peYoBUHN
apomarusatopa” Abpukoc”. 3MiHW BHECEHI Y po3ain
"Cknag" (LOMOMKHI Pe4YOBUHM) B iHCTPYKL,itO ANA
MeAUYHOr0 3aCTOCYBaHHS NiKapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALUiB nicns
3aTBEPAKEHHS.

12.

AMBPIA

PO34UH A5 iH'EKLLA
50 mr/mn; no 2 mn B
amnyni, mo 10
amnys y KapTOHHii
nauuj

TOB
"®OPC-
PAPMA

ONCTPUNB
HOLH"

YKpaiHa

K.T. POM®APM
KOMMAHI C.P.J.

PymyHis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO B
TEKCT MapKyBaHHS1 BTOPMHHOT YNakoBKM MiKapCbKOro
3acoby y n.11 "HalimeHyBaHHS i MiCLLe3HaxX04KeHHs
BMPOGHUWKa Ta/abo 3asBHMKA", a came
KOHKpeTMn30BaHO iHdopaLito WoA0 Ha3Bu Ta
MiCLie3HaXOMKEHHS 3asiBHMKa Ta BUPOOHMKa. TepMiH
BBE/IEHHS 3MiH - MPOTArom 6 micauis nicns
3aTBEPKEHHS.

3a
peyenmom

UA/18431/01/01

13.

AMIHONNA3
MAJTb
B.BPAYH
10% E

pO3unH ANs iHQYys3ild;
no 500 mny
donakoHi; no 10
dhakoHiB y

B. bpayH
Menb3yHr
eH Al

HimeyunH
a

Bnpo6HMLTBO,
nepBuHHa Ta
BTOPVHHA
ynakoBka, BUNyCcK

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpPO/b rOTOBOrO /iKapCbKOro 3acoby (iHLWWi 3MiHM)
OHOBJIEHHS BX€E 3aTBEP)KEHNX METOZAIB KOHTPOIO

3a
peyerimom

UA/13161/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KapTOHHI KopoobLi cepii: b. BpayH AKOCTI NTikapcbKoro 3acoby, a came: BUK/IadeHHS
Menb3yHreH AT, TEKCTY AepXXaBHOK MOBOIO 3rifHO Cy4YacHUX BUMOT.
HimeyuunHa; BBefieHHs 3MiH NpoTArom 3-b0X MicsLiB Nicns
KoHTponb cepii: B. 3aTBEPKEHHA
BpayH
Menb3yHreH Al ,
HimeyunHa
14. AMNOAUNIH- | Tabnetky no 10 wr; AT Ykpaina NOBHUIA LMKN YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/7831/01/02
KB no 10 TabneTok y "KNIBCbK BMpo6HULTBa: AT | Tuny - 3MiHK 3 AKoCTi. FOTOBMI NikapcbKnii 3aci6. peyenmom
6nicTepi; no 3 un "KNIBCbKUIN 3MiHM y BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
6nictepn y nayuji BITAMIHH BITAMIHHW LOMYCTUMMUX MEX, BCTAHOBMEHNX Y crneundikallisx,
nin 3ABO[", YkpaiHa,; nifg, yac BUPOGHMLITBA FOTOBOTO NiKApCbKOro 3acoby
3ABOA" BMPOBHMLITBO, (iHWi 3MiHW) 3MiHK B cieumdikayii Ha MPOMIXHWIA
nepBuHHE i NPOAYKT Ha cTajii aHanizy macu ans tabnetyBaHHs
BTOPWHHE 3a NoKa3HMKOM «KifibkicHe BU3Ha4YeHHs», a came
nakyBaHHs1, [LOMOBHEHHS MPUMITKOIO «** - i yac Banigauji
KOHTPONb Cepili: TEXHOMOriYHOro npouecy». 3atsepakeHo: CI Ha
MpAT "TexHonor", «Maca gnia TabnetyBaHHs» KinbkiCHe BU3HAYEHHS.
YkpaiHa CIM Ha «Hepo3dacoBaHa npoaykuis» KinbkicHe
BM3Ha4eHHA 3anponoHosaHo: CI Ha «Maca ans
TabneTtyBaHHA» KinbkicHe BU3HAYEHHA* . ** - nig yac
Banigauii TexHonoriyHoro npouecy CIl Ha
«Hepo3acosaHa npoaykuis» KinobkicHe
BM3HAYEHHS* . ** - nig yac Banigauii TeXHONOrYHOro
npouecy. 3miHu | Trny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHW Y
npoLieci BUPO6HMLITBA FOTOBOrO NiKApCbKOro 3acoby
BK/IO4AI0UM MPOMIXKHWIA MPOAYKT, WO
3aCTOCOBYETHLCH NPY BUPOGHULITBI FOTOBOrO
nNiKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) 3MiHAa TEpPMiHy NpugaTHOCTI Macu ANns
TabneTtyBaHHA Ta Hepo3gacoBaHOi NPOAYKLIT B
cneumdikauii Ha NPOMKHWUIA NPOAYKT. 3aTBEPLKEHO:
CIN Ha «Maca gns TabneTtyBaHHs» TepMiH
npuaatHocTi. 15 ai6 CIN Ha «Hepo3sdacosaHa
npoaykuis» TepmiH npugaTHocTi. 20 gi6
3anponoHosaHo: CI1 Ha «Maca gns TabnetyBaHHs»
TepmiH npugatHocTi. 30 gi6 CIM Ha
«Hepo3dacoBaHa npoayKLis»
TepmiH npugatHocTi. 30 ai6
15. AMNOAUNIH- | TabneTtkn no 5 mr; AT Ykpaina NOBHUIA LWKN YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHnx maTepianis: 3MiHu 3a - UA/7831/01/01
KB no 10 TabneTok y "KNIBCbK BMpo6HUUTBa: AT | Tuny - 3MiHK 3 AKOCTI. FOTOBMIA NikapcbKnii 3aci6. peyenmom
6nicTepi; no 3 717 "KUTIBCbKWN 3MiHN Yy BUPO6HULTBI. 3MiHM BUNpo6yBaHb abo
6nictepn y nauui BITAMIHH BITAMIHHW LOMYCTUMMUX MEX, BCTAHOBMIEHNX Y crneundikallisx,
ni 3ABO/[", YkpaiHa,; nig, Yac BUPOGHMLITBA FOTOBOTO NiKApCbKOro 3acoby
3ABO4" BMPOGHMLITBO, (iHWi 3MiHW) 3MiHK B cnieumndikalii Ha MPOMIXHWIA
nepBuHHE i NPOAYKT Ha CcTajii aHanizy macu Ans tabnetyBaHHs

BTOPVHHE

3a NOKa3HNKOM «KifnlbKiCHE BU3HAYEHHS», a came
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nakyBaHHs1, [LOMOBHEHHS MPUMITKOHO «** - i yac Banigauji
KOHTPO/b Cepili: TEXHO/IONYHOro npouecy». 3ateepmkeHo: CIM Ha
MpAT "TexHonor", «Maca gnsa TabnetyBaHHs» KinbkiCHe BU3HAYEHHS.
YkpaiHa CIN Ha «Hepo3dacoBaHa npoaykuis» KinbkicHe

BM3Ha4eHHA 3anponoHosaHo: CI Ha «Maca ansa
TabneTyBaHHA» KinbKicHe BU3HAYEHHA*™ . ** - nig yac
Banigaujii TexHonoriyHoro npouecy CIl Ha
«Hepo3sacosaHa npoaykuis» KinobkicHe
BU3HAYEHHA™ . ** - nig yac Banigauii TeXHONOrYHOro
npouecy. 3miHu | Trny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npotieci BUPO6HMLITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/IO4AI0UM MPOMIXKHWIA MPOAYKT, WO
3aCTOCOBYETHLCA NPY BUPOGHULITBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BVMPOGHMLTBA) 3MiHA TEpPMiHYy NpugaTHOCTI Macu ANns
TabnetyBaHHA Ta Hepo3gacoBaHOi NPOAYKLIT B
cneumdikauii Ha NPOMiIXXHUIA NPOAYKT. 3aTBEPLKEHO:
CIN Ha «Maca gns TabneTtyBaHHs» TepMiH
npugatHocTi. 15 ai6 CMN Ha «Hepo3dgacoBaHa
npoaykuis» TepmiH npugaTHocTi. 20 gi6
3anponoHosaHo: CI1 Ha «Maca gns TabnetyBaHHs»
TepmiH npugatHocTi. 30 gi6 CIM Ha
«Hepo3dacoBaHa npoayKLis»

TepmiH npugatHocTi. 30 ai6

16. AHANbIH Tabnetku no 0,5 r no NAT Ykpaina MAT "MoHchapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHN 6e3 He UA/7331/01/01
10 TabneTok y "MoHdap | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKMii 3aci6. peuyenma — | nidssizae
6nictepax; no 10 m" Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa Ne 10.
Tabnetok y 6nictepi; pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby 3a
no 2, a6o 3, a6o 10 (3MiHa KiflbKOCTi 0AMHWLE (Hanpukiag TabneTok, peyenmom —
6nicTepiB y navuj 3 ammny/n TOLL0) B ynakoBLji:) - 3MiHa no3a gianasoHoMm Ne 20, Ne
KapToHy 3aTBEPKEHNX PO3MIPIB YNaKoBKM 30, Ne 100

CynyTHS 3MiHa
- 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun) - fogatkose
BTOpUHHe nakyBaHHsA Ne30 (10x3)(no 10 TabneTok y
6nicTepi; no 3 6nicTepy y navui 3 KapToHy 3
MapKyBaHHSM YKpaiHCbKOK MOBOI) NPOBOAUTLCS
0151 MOX/IMBOCTI €KCK/THO3MBHOIO MPOAay
NikapcbKoro 3acoby B AaHOMy BUAi NaKyBaHHS
anctpub’totopy KYBI "MnacTik”. 3MiHW BHeCeHi y
po3ginu "Ynakoska" Ta "Karteropis Bignycky" B
IHCTPYKL,i0 415 MeANYHOro 3aCTOCyBaHHS
NikapcbKoro 3acoby Yy 3B'A3Ky 3 BBEAEHHAM
[04aTKOBOT BTOPMHHOI YNakoBKy Ta Sk HacifokK -
3aTBEPMKEHHA TEKCTY MapKyBaHHSA [04aTKOBOI
yNaKoBKM NiKapcbkoro 3acoby. BeeeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
17. AHTPANb® TabneTku, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN 6e3 - UA/6893/01/02
060/10HKO10, M0 0,2 "papmak” | TMny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
r, no 10 TabneTok y hapmakoHarnagy (iHwi 3MiHn) - OHOBNEHHA TEKCTY
6nicTepi; no 3 MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKM
6nictepn y nauui 3 nikapcbKoro 3acoby, a came BUIy4eHHs iHchopmalii,
KapToHy 3a3HaYeHo| POCIiCbKOK MOBOID, Ta HE3HAYHI 3MiHN Y
n. 17. IHWE TekcTy MapKyBaHHA BTOPUHHOT
ynakosku Ta n.6. IHLWE nepBUHHOT ynakoBKu
nikapcbkoro 3acoby. BeeeHHA 3MiH NPOTAromM 6-Tu
MicsILiB Micns 3aTBepAKEHHS!
18. AHTPANb® TabneTku, BKPUTI AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 6e3 - UA/6893/01/01
o060n0Hkoto, no 0,1 "®apmak” | TNy - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenma
r, no 10 TabneTok y hapmakoHarnsgy (iHwi 3mMiHn) - OHOBMEHHS TEKCTY
6nictepi; no 3 MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKkoBKM
6nicTepn y nauuj 3 nikapcbKoro 3acoby, a came BUIyYeHHs iHchopmaui,
KapToHY 3a3HayeHol poCiiCbKO0 MOBOIO, Ta HE3HAYHI 3MIHU Y
n. 17. IHWE TeKkcTy MapKyBaHHS BTOPUHHOT
ynakosku Ta n.6. IHLLE nepBrHHOT ynakoBku
nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu
MicALiB Micnsa 3aTBepAKEHHS
19. APBIBIP- kancynu no 100 wr; TOBAPUC Ykpaina Bci cTagii YkpaiHa BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasiB: 3MiHa 6e3 - UA/10506/02/01
340POB'A no 10 kancyny TBO 3 BMPOGHMLITBA, 3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenma
6nictepi; no 1 OBMEXE KOHTPO/Ib SIKOCTI, noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nicTepy B kopobu,i 3 HOLO BUMYCK Cepii: 460) BeegeHHs 3MiH NpoTArom 6-Tu MicauiB nicns
KapToHy BIANOBIA ToBapucTBO 3 3aTBepXeHHS; 3MiHN | Tuny - 3MiHK Woa0
AJTbHICT 06MEeXeEHO 6e3nekun/edhekTVBHOCTI Ta hapMakoHariagy.
0] BiANOBIAANbHICTIO BBefeHHs abo 3MiHn [0 y3arasibHeHVX AaHnX Npo
«KOPMOP "GapmaueBTuyHa cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHnX
AUIA KOMNaHis OaHuX nNpo cuctemy hapmakoHarnsgy, 3amiHa
«300POB "3popos'a’, yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
A» YKpaiHa 3[jiCHEeHHs1 hapMakoHaraay; KOHTakTHOI 0cobu 3
Bci cTagii hapmakoHarnsay 3asiBHUKa A5 34iliCHEHHS
BMPOGHMLITBA, thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
KOHTPO/1b SKOCTI: yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
ToBapucTeo 3 3AiicCHeHHA hapMakoHarnsgy (Bkayaum
06MEeXEHO KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
BiAMNOBif&/IbHICTIO thaiina cuctemu hapmakoHarnsgy) - 3miHa
"®APMEKC YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
FPYIM", YkpaiHa thapmakoHarnag. fitoua pegakuis: LesyeHko OneHa
IropiBHa.
MponoHoBaHa pepakuis: NMaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOI 0C06YM 3asBHMKa, BigNoBifanbHOI 3a
thapmakoHarnag. 3MiHa HoMepa mMacTep-ghaiina
cuctemun papmakoHarisgy
20. APBIBIP- Kancynu no 100 wr; TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHa - - UA/15471/01/01
340POB'A in bulk Ne 4000: no TBO 3 06MEeXEHO0 3asBHUKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro
4000 kancyn y OBMEXE BiANOBIAA/IbHICTIO noceigyeHHst) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nakeri HOO "®apmavueBTUYHa 460) BBeaeHHs 3MiH NpoTArom 6-Tu MicauiB nicns
nosieTuIeHoBomy y BIANOBIA KOMNaHis 3aTBEPKEHHS; 3MiHN | TUny - 3MiHK Woa0
KOHTeliHepi AJTbHICT "3p0pos'a” 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
nnacTmMacoBoMy 1o BeegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX npo
«KOPIOP cuctemy thapmakoHarnsgy (BBefeHHs y3ararbHeHnx
AUIA OaHuX nNpo cuctemy hapmakoHarnsgy, 3miHa
«30POB yMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a
" 3[jiCHEHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOBaXXEHOT 0c0o6M, BigNoBifanbHOT 3a
3AiicCHeHHA hapMakoHarnsgy (Bkoyaum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsay) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBIgaIbHOI 3a
thapmakoHarnag. fitoua pegakuis: LLesuyeHko OneHa
IropiBHa.
MponoHoBaHa pepakuin: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTAKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NoOBigabHOI 3a
thapmakoHarnag. 3MiHa HoMepa MacTep-gaiina
cucTtemMmn hapmakoHarisgy
21. ACTPIA® TabneTku, BKPUTI TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 6e3 - UA/15979/01/01
NNiBKOBOO "ACTPA® "ACTPA®APM" | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKMii 3aci6. peyenma
060/10HKOI0, N0 5 Mr; APM" KOHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
no 10 TabneTtok y napameTpiB cneuudikauiii Ta/abo LONYCTUMMX MEX
6nicTepi, no 1 abo rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK) -
no 3 6nictepu B BBE/iEHHS MepioanyYHOCTI BUNpobyBaHHs 3a
Kopob6ui; no 30 nokasHnkom «MikpobionoriyHa YncToTa» B
Tabnetok y 6nictepi, Cneuudpikauii 13, a came: «TeCT He € PYTUHHUM,
no 1 a6o no 3 BMKOHYETBCS [/19 KOXHOT YeTBepTOi cepii, ane He
6nictepu B KOpoobLi piflue oHOro pasy B pik»
22. ATEPOKAPA | Tabnetku, BKpUTI AT Ykpaina AT "KMIBCBbKUN YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 3a - UA/3926/01/01
NNiBKOBOIO "KMIBCbK BITAMIHHW | TMny - 3miHn 3 AkocTi. APl Cuctema peyenmom
060/10HKOI0, M0 75 ni 3ABO4" KOHTelHep/3aKynoptoBasibHKiA 3aci6 (iHLWi 3MiHK)
Mr; no 10 TabneTok BITAMIHH 3MiHM B po34ini «Ynakoska» A®| BignosigHo Ao
y bnictepi;no 1, 3, 4 717 matepianis Bupo6Huka IND-SWIFT
abo 7 6nictepiB y 3ABO4" LABORATORIES LIMITED, IHgis. Oitova pegakuis -

nauuj

Y nakeTax nonieTUNeHOBUX, BKNAAEHNX Y
KoHTeliHepn (bapabaHn); MponoHoBaHa pefakuis - B
aTmocdepi asoTy, Y LiNbHO 3aKpUTKX NakeTax
nonieTUNEHoBNX, Y MOTPINHUX NaMiHOBaHMX nakeTax,
L0 MICTATb NaKeTWKW 3 cunikareniem, BKNafeHux y
HDPE koHTeitHepu. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneuudikayin Ta/abo AONYCTUMUX MEX, BU3HAYEHNX
y cneyudikalisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BMPOGHMLUTBA ADI (iHWi 3MiHK) CynyTHA 3MiHa -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofdax BunpobysaHHA A®l abo BUXigHOro

mMarepiany/npoMiXKHOTO NPOAyKTy/peareHTy, Wwo

BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa ADI

(He3HauHi 3MiHM y 3aTBEPKEHUX MeTogax
BMMPOGYBaHHS) - BUTYUYEHHS TECTY «PO3UMHHICTb» 3i
cneuundikauii A®I, ockinbkv NOKa3HUK HOCUTb
iHchopMaviiiHuii xapakTep. 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneuudikayiin Ta/abo AONYCTUMUX MEX, BU3HAUYEHNX
y cneumdikauiax Ha A®I, abo BUXiAHUIA/NPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCSA Y NPoLeC

BMPOGHMLUTBA ADI (iHLWi 3MiHK) CynyTHA 3MiHa -
3MiHn 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y
MeTodax BunpobysaHHA A®l abo BuxigHoro

mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo

BMKOPUCTOBYETLCA Y NpoLLeCi BUPOGHMLTBA AD|

(iHwWi 3miHM y MeTogax BMNpobyBaHHS (BK/IKOYaKOUM
3aMiHy abo fonoBHeHHs) APl abo
BWXiHOro/MPOMIXHOro NPoAyKTY) - 3MiHa B
cneundikauii Ta MeTogi koHTposnto Adl 3a
NOKa3HUKOM «3a/ILLKOBI PO3UUHHUKM» (MX) Yy
BiANOBIAHOCTI A0 MaTepiasiB BUpobHuka A®I IND-
SWIFT LABORATORIES LIMITED, IHgis. 3miHn |

T1ny - 3MiHn 3 AkocTi. APl CTabinbHICTb. 3MiHa

nepiofy NoBTOPHUX BMNPO6yBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa A®| (3a
BiJCYTHOCTI Y 3aTBepKEHOMY [0ChE cepTudikaTa
BifNOBigHOCTI €Bponelickkili hapmakone, Wwo
BK/1IOYAE Nepiog, NOBTOPHOTO BUNPOGYBaHHS)
(nepiof noBTOpPHOro BMNpobyBaHHA/Mepios
36epiraHHs) - 3MiHa yMoB 36epiraHHa AP - 3MiHK
ymoB 36epiraHHa A®I BignoBigHo 4o matepianis
BMpOGHUMKa A®I. [liloua pefakuis: B opuriHasbHil
ynakoBLi, Y 3ax1LLeHOMY Bif CBiT/a Micui, npu
Temnepartypi He Buwe 25 °C. MponoHoBaHa
pefakuisi: y WiNbHO 3aKPUTUX OPUTIHASTBHUX
KOHTelHepax, y 3axuLLeHOMY Bif, CBiT/1a MicLli, npn
Temnepartypi He Buwie 25 °C. 3miHun | Tuny - 3MiHK 3
akocTi. A®Il. CTabinbHicTb. 3MiHa nepioy
NOBTOPHUX BUNPOGYBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHsa A®I (3a BigCcyTHOCTI Y
3aTBepMKEHOMY AOCbe cepTudpikata BianoBiAHOCTI
€Bponelicbkili hapmakonel, Lo BKIoYae nepios

MOBTOPHOrO BMNPOGYBaHHS) (Nepiog NOBTOPHOTO

BUNpo6yBaHHA/Nepios 36epiraHHs) - 36iNbLLEHHS

abo BBe/leHHs nepiogy NOBTOPHOrO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BMNpoGyBaHHsA/nepiody 36epiraHHsA Ha OCHOBI
pesynbTaTiB AOCNIMKEHb Y peasibHOMY Yaci -
36iNbLUEHHA TepPMiHY nepekoHTponto AdL. [itoya
pefakuis: TepMiH npugaTHoCTi 2 poku. MponoHoBaHa
pefakuisi: 2,5 Poku 3 HACTYNHNM NEPEKOHTPOsIEM

23.

ADDUIA
EKCMPEC

Kancynm M'siki no
200 mr no 10 kancyn
M'AKUX y 6nicTepi;
no 1 a6o 2 6nictepn
B KapTOHHIi kopo6ui

[enbta
Megiken
MpomoyLu
H3 Al

Lseiuapi
A

[xentek MNpaiBet
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN
| TNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BignosigHOCTI
€poneiicbkili hapmakonei: gns A®l; ons BuxigHoro
mMarepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTmaikaT Bif Yxe 3aTBepAKeHOro BUPOOHUKA.
MoaaHHA OHOB/IEHOTO cepTudikaTy BifNOBIAHOCTI
EP CEP R1-CEP 1996-061-Rev 15 (nonepegHs
Bepcia R1-CEP 1996-061-Rev 14) ans Adl
16ynpocheH Big BXe 3aTBEpP4)KEHOTO BUPOOHMKA
Solara Active Pharma Sciences Limited, IHgisi. 3miHK
| TMNy - 3miHK 3 sKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
[L0MNOMIXHOT peqoBuHN (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif Y)Xe 3aTBepAKEHOro BUPOOHUKA.
MoaaHHA OHOB/IEHOTO cepTudikaTy BifNOBIAHOCTI
EP CEP R1-CEP 1996-061-Rev 14 (nonepegHs
Bepcis R1-CEP 1996-061-Rev 13) ana A®|
16ynpodpeH Bif BXe 3aTBEpIKEHOT0 BUPOGHUKA
Solara Active Pharma Sciences Limited, IHais

6e3
peyenma

UA/18381/01/01

24,

ALETUNCANI
LUVMOBA
KWUCNOTA

Tabnetkv no 0,5 r no
10 TabneTok y
cTpuni; no 1 ctpuny
B Naneposomy
KOHBepTi; no 10
TabneTtok y cTpuni;
no 2 a6o no 10
CTpVNiB y navu 3
KapToHy; no 10
TabneTok y brictepi;

MAT
«MoHdpap
M>»

Ykpaina

MAT «MoHdapm»

YkpaiHa

BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN
| TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo aApecy 3asiBHMKA (B/lacHUKa
peecTpavuiiniHOro NoceigYeHHs) 3MiHa agpecu
3asBHVKa. BBeeHHA 3MiH NPOTArom 6-Tv MicsLiB
nicns 3aTBepKeHHs. 3MiHu | Tvny -
AfMiHICTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecyu MicLs NPOBAKEHHS AiS/IbHOCTI
BMPOGHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acooy,
BK/IKOYAK0YM AiNbHUL BUMYycKy cepii abo micue

6e3
peyenma

nidnsieae

UA/6272/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

25.

no 1, 2,5 a6o 10
6nicTepiB y nayui 3
KapToHy; no 10
Tabnetok y
6nictepax abo y
cTpunax

NPOBeLEHHS KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAAaEe BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK
cepiit) 3MiHa agpecun MicLs NPOBaXEHHS AisNIbHOCTI

BMPOGHMKA rOTOBOTO NiKapCbKOro 3acoby. 3MiHu
BHeCeHi y po3in "MicLe3HaxoMKeHHA BUPOOHUKaA Ta
afpeca MicLs NPoBaKEHHS MOro Aisi/ibHOCTI" B
IHCTPYKLUiO 4151 MeANYHOTO 3aCTOCYBaHHS Y 3B'A3KY
3i 3MiHOK aipecy BUPOBHUKA Ta sIK HacNifokK - y
TEKCT MapKyBaHHS ynakoBKW NiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBepKeHHs. 3MiHY | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHWiA 3aci6. 3MiHa po3mipy
yNakoBKW rOTOBOrO JiKapCbKOro 3acoby (3MiHa

KINbKOCTI OAMHWLB (Hanpuknag TabneTok, amnys

TOLL0) B yMakoBLi:) - 3MiHa no3a gianasoHoM
3aTBEpPKEHMX po3MipiB ynakoBku. CynyTHs 3MiHa-
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnagy (iHwi 3MiHN) AofaETbCA
[04aTKOBUIA BUA, BTOPUHHOTO NakyBaHHA Ne50
(10x5) no 10 Tabnetok y 6nicTepi; no 5 6nictepis y
nauuj 3 kKapToHy. 3MiHV BHECEHI Y po34in "YnakoBka"
B IHCTPYKL,il0 415 MeANYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby y 3B'A3Ky 3 BBEAEHHSIM
[04aTKOBOT BTOPMHHOI ynakoku Ne50 (10x5) Ta sk
HacnifoK 3aTBEPAKEHHS TEKCTY MapKyBaHHS
[04aTKOBOT BTOPUHHOI YNakoBKW NiKapCbKOro
3acoby. BBegeHHs 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPAKEHHS.

26.

ALVIK®

ALVK®

Tabnetkv no 200 wmr,
no 5 TabneTtok y
6nictepi; no 5
6nictepiB y
KapTOHHIA KopoobLi

CaHpo3
dapmachb
loTikan3

A

CnoBeHisa

Cantotac dapma
m6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| Tuny - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKnii 3aci6.
CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs roToBOro NikapCcbKoro 3acoby

(3MEHLLEHHS TEpMiHY MPUAATHOCTI FOTOBOrO
niKkapcbKoro 3acoby) - [ns TOprosoi ynakoBKku -
3MEHLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby ans tabnetok no 200 mr
(3aTBEpMKeHO: TepMiH npuaatHocTi. Tabnetku no
200 wr: 5 pokis; Tabnetkun no 400 mr: 3 poku:
3anponoHoBaHo: TepMiH npuaaTHocTi 3 poku). 3MiHN

BHECEHI B iHCTPYKLIilO A4/19 MEeAUYHOr0o 3acTOCYBaHHs

NiKapcbKoro 3acoby y po3ain "TepMiH npuaaTHOCTI"

3a
peyerimom

He
nionsieae

UA/14584/01/01

Tabnetkv no 400 wmr,
no 5 rabnetok y
6nictepi; no 7
6nicTepiB y
KapTOHHIl KopooLi

CaHpo3
®apmacb
toTikan3
a.o.

CnoseHis

Cantotac ®apma
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHN
| Tuny - 3MiHK 3 skoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymMoBax 36epiraHHs roTOBOrO NikapCbKoro 3acoby

(3MeHLUEeHHS TepMiHY NpUAaTHOCTI rOTOBOrO

NiKapcbKoro 3acoby) - [1nsi TOproBoi yNnakoBKM -

3a
peyenmom

He
nionsieae

UA/14584/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3MEHLLEHHS TePMiHY NPUAATHOCTI FTOTOBOMO
nikapcbKoro 3acoby ans ta6netok no 200 mr
(3aTBepmxeHo: TepmiH NnpugaTHocTi. Tabnetku no
200 wr: 5 pokiB; Tabnetku no 400 mr: 3 poku:
3anponoHoBaHo: TepMiH NPUAATHOCTI 3 POKK). 3MiHU
BHECEHI B iIHCTPYKLit0 A/151 MEANYHOIO 3aCTOCYBaHHS
NiKapCcbKoro 3acoby y po3ain "TepMiH npugaTHOCTI"
27. BETA®OC cycneHsis gns TOB Ykpaina K.T. POM®APM PymyHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/18736/01/01
iH'ekuin, (5 mr + 2 "®OPC- KOMMAHI C.P.J1. | TNy - 3miHK Woao 6e3nekn/ethekTVBHOCTI Ta peyenmom
mr)/mn; no 1 mn B ®APMA thapmakoHarnagy (iHwi 3MiH1) 3MiHWM BHECEHO B
amnyni, no 5 amnyn AONCTPUB TEeKCT MapKyBaHHS1 BTOPUHHOI YNakoBKW NMiKapCbKoro
Y KapTOHHI nauui FOLIH" 3acoby y n.11 "HalimeHyBaHHS i MiCLLe3HaxX04KeHHs
BMPOGHUWKa Ta/abo 3asBHMKA", a came
KOHKpPEeTM30BaHO iHhopmaLilo LWoA0 Ha3Bu Ta
MiCLie3HaXOMKEHHS 3asiBHMKa Ta BUPOOHMKa. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPKEHHS.
28. BIOCOH TabneTkn, BKPUTI TOB Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW 6e3 nionsieae UA/15137/01/01
NNiBKOBOIO "ACIHO Crapt” | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenma
060/10HKOI0 M0 10 YKPAIHA" KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa

TabneTtok y 6nictepi;
no 1, 2, 3 a6o 10
6nictepiB y
KapTOHHIW nayu,i

napameTpiB cneunqikaliii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHM) — 3MiHa
hOpMYy/IHOBaHHSA MOKA3HMKIB KOHTPO/O «Onunc»,
«P034MHEHHSs», «KinbKiCHEe BU3HAYEHHS TabG/IETOK» B
p.3.2.P.1,3.2.P.3.5,3.2P.51, 3.2.P.5.2, 3.2.P.5.6,
3.2.P.8.1 Ta MKA N13: - n. «Onuc» - 3 onucy
TabneTok BnaaneHo pasy «3a 30BHILLHIM
BUrNSA0M MatoThb Bignosigatn Bumoram @Y ctarts
«TabneTkn», OCKi/IbKM BOHA HEMaE iHhopmMaLiiiHoro
3MicTy. Lis 3miHa Hece nuLie pegakuiiiHnii xapaktep
i He CTOCYETLCA 3MiHN 30BHILLHLOTO BUTAAY
TabneTku. - npuBefeHHs PopMyNHoBaHHSA
nokasHukiB «Po3unHeHHs» Ta «KinbkicHe
BU3HAYEHHS» [0 3ara/lbHUX BHYTPILLUHbO-iPMOBUX
BUMOT. 3MiHV BHeceHi B po3Ain "OCHOBHI hi3unko-
XiMiYHi BNacTMBOCTI" B iHCTPYKLitO 41 MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby. BeefeHHs 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS; 3MiHN |
MMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y
MeTofax BUNPo6yBaHHs rOTOBOTO J1iKapCbKOro
3ac06y (He3HayHa 3MiHa y 3aTBepKeHNX meTogax
BUMPOOYBaHHSA) - BHECEHHS YTOYHEHHSI B METOANKY
KOHTPO/t0 NoKasHUKa «KinbKicHe BU3HAYEHHS.
[lokcmnaminy rigporeH cykumHaT», a came B
nporpami rpafiEHTHOro entotoBaHHA. BHeceHHs
[aHoT 3MiHM NOB’A3aHO 3 HETOYHICTIO NEPEHECEHHS
[JaHux, siki 6y/10 OTpUMaHo Npu NPoBeAeHHiI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Banigauii gaHoi metoamkm; 3miHu | Tuny - 3MiHu 3
skocTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHK) - 3 METOI
npviBefieHHA (DOPMyNIOBaHHA Ckady npenapary B
po3ginax 3.2.P.1 Tta 3.2.P.3.2 BignosigHo fo MKA
N3 pofaHo yTOUHEHHS B NepepaxyHoK AOKCUIamiHy
TiPOreH CyKUMHaTY Ta YTOYHEHO Ha3By A0MOMDKHOT
peyoBMHN Kpoxmasib NpexenaTuHi3oBaHni, a Takox
[AeTaslbHO PO3nMcaHo cKnag nokpuTTa Ans
HaHeceHHs1 060n0Hku Opadry |l Blue. JaHa 3miHa
Mae nve peAakuifiHnin xapakTep Ta He CTOCYETbCS
3MiHM cKagy npenapary

29.

BICOMNPON®

Tabnetkv no 2,5 wr;
10 TabneTok y
6nictepi; no 2, 3 abo
5 6nicTepiB y nayui

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu
| TMnNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn)
OHOB/IEHHA TEKCTY MapKyBaHHA NEPBUHHOI Ta
BTOPVHHOT YNakoBOK MlikapCbKOro 3acoby, a came:
BWyYEHO iHhopMaLLito, 3a3HaYeHY POCINCHKO0
MOBOIO; YTOYHEHO iH(DOPMAaLLiio LLLOA0 /ToroTMny
3a8BHUKA Ta BHECEHHA HE3HAYHUX pefaKLinHnX
npaBoK Mo TEKCTY.

TepMmiH BBeZileHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/3214/01/03

30.

BICOMNPON®

Tabnetkv no 5 mr;
10 TabneTok y
6nictepi; no 2, 3 abo
5 6nicTepis y nayui

AT
"®apmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasnis: 3MiHu
| TNy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHwn)
OHOBNEHHSA TEKCTY MapKyBaHHs NEPBUHHOT Ta
BTOPVHHOT YNaKoBOK /liKapCbKOro 3acoby, a came:
BW/TyYEHO iHhOpMaLLito, 3a3HAYEHY POCICHKO
MOBOI0; YTOYHEHO iH(hopMaLlito LWoA0 forotmny
3asBHUKA Ta BHECEHHA HE3HAYHUX pefakLitHnX
npaBoK MO TEKCTY.

TepmiH BBeAEHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.

3a
peyerimom

UA/3214/01/01

31.

BICOMPON®

Tabnetkv no 10 wr;
10 TabneTok y
6nicTepi; no 2, 3 abo
5 6nicTepis y nayui

AT
"papmak"

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3MiHu
| TMny - 3MiHK WoA0 6e3nekn/edPeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHwn)
OHOBNEHHSA TEKCTY MapKyBaHHsA NepPBUHHOT Ta
BTOPVHHOI YNaKoBOK /liKapCbKOro 3acoby, a came:
BW/Ty4EHO iHhOpMaLLito, 3a3HaYEeHY POCICHKO
MOBOI0O; YTOYHEHO iH(hOpMaLlito LLOA0 NoroTuny
3a8BHUKA Ta BHECEHHA HE3HAYHUX PefaKLitHnX
npaBoK MO TEKCTY.

TepMmiH BBEfileHHS 3MiH NPOTAroM 6 Micauis nicns
3aTBEPKEHHS.

3a
peyenmom

UA/3214/01/02

32.

BOPHOI
KUcnoTtun
PO34Y1H

pO34nH Ans
30BHILLIHLOrO
3aCTOCYBaHHS,

TOB
"®Papma
Yepkac"

YKpaiHa

TOB "dapma
Yepkac"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| Tuny - AAMIHICTpPaTVBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AiNbHMLI (BKKOYAKYUM AiNTbHULI ANst

6e3
peyenma

UA/17147/01/01




30

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
CMUPTOBUWN | cnupTtoBuii 3 %, no A®I, npomiXHOro NpPoAyKTy abo rotoBoro
3% 20 mn abo 25 mny NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
hnakoHi, nakyBaHHs, BUPOOHYKa, BigNOBIAaNIbHOTO 3@ BUMYCK
3aKynopeHomy cepiii, MmicLe NpoBeAEHHSI KOHTPOSHO cepii) abo
npo6koto Ta noctavasnibH1Ka BUXiAHOTO MaTepiasy, peareHTy abo
KpuWLKoto; no 1 [0MNOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y A,0CLE).
chnakoHy B BunyyeHHst BUpo6HuYoi ginbHuui 3AT «XK BOP»,
KapTOHHIA Kopobui 3 M. JanbHeropcek, Pocilicbka ®epepauis. 3miHu Il
KapTOHHUM TMny - 3MiHK 3 aKocTi. A®l. BupobHuuTBO. 3MiHa
nigaoHom abo 6e3 BVPOGHMKA BUXIZHOr0/MPOMIXXHOTO
HbOrO NPOAYKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKA
(BKntovatoun, ae HeobxigHO, MicLe NpoBeAeHHS
KOHTPONI0 sKOCTi) AP (3a BiACYTHOCTI cepTudpikata
BifnoBigHOCTI €Bponelickkili hapmakonei y
3aTBepAXEHOMY [OCbE)(BBEAEHHS HOBOTO
BMpOGHMKa AD| 3 HaaHHAM MacTep-ghaiina Ha Adl).
BBefeHHs1 HOBOro BMpo6HMKa APl 3 HagaHHAM
macTep-haiina Ha APl — MAT «Ximdapm3asog,
«YepBoHa 3ipka», YkpaiHa
33. BOPTE3OMI niodpinizat gns Lvnna IHais MOBHMIA LMKN IHais BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN 3a - UA/18675/01/01
B LUMINA pO34unHy Ans Megikea BYPOBHMYOrO | Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
iH ekuin no 3,5 mr; Nimiteq npovecy: 3MiHM Yy BUPOOHMUTBI. 3MiHa imnopTepa/3aMiHu, Lo
no 1 dpnakoHy 3 Lnnna Megikea CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOJIH SKOCTI
niogpinizatom y Nimiten, IHAiA roToOBOro Nikapcbkoro 3acoby (3amiHa abo
KapTOHHI KOpoobLyi KOHTpO/b SIKOCTi | [04aBaHHSA AiNbHWLI, Ha SKili 34iNCHI0ETLCSA
BMNPOOYBaHHSA KOHTPO/Ib/BMNPOGYBaHHS cepii) - BBeAEHHS
CTabinbHOCTI anbTepHaTMBHOI AinbHuLi (Unit-VIIl, Survey no 125,
(i3nyHi i XimiyHi 1st Floor, Plot no 79, IDA-Mallapur, Nacharam,
TecTu): Uppal (M), Medchal-Malkajgiri (Dt), Hyderabad -
LLnnna Megikea 500076, Telangana, India / FOHiT 7, CypBeit 125, 1i
Nimitea, IHaia nosepx, finaHka 79, IDA-Mannanyp, Hakapaw,
Ynnan (M), Meguan-Mankagxupi (Dt), Xaligepabang,
- 500076, TenaHraHa, IHAjisA) BiANOBIA&/ILHOT 32
KOHTPO/Ib SKOCTi | BUNPOGYBaHHA CTabiNIbHOCTI
(dhi3nyHi i XimMivHi TECTW) ANS BXE 3aTBEPKEHOr0
BMpo6Huka Lnnna Megikea Nimiteq, / Shilpa
Medicare Limited
34. BOPTEPO niodinizat ans letepo IHais leTepo /1a63 IHais BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu 3a - UA/15089/01/01
pO34unHy Ans Na63 Nimiten | TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuenmom
iH'ekujin, no 3,5 wmr; 1 Nimiteq thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui

nakoH 3
niogpinizatom y
KapTOHHI KopoobLi

nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUiT A8 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOBJ/IHOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicispeecTpaviinuii nepiog, abo sk pesynbtat
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHVM
opraHom) 3MiHW BHECEHi [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3gain "Mo6iyvHi peakuii" BigNoBigHO A0 OHOBNEHOI
iHchopmawuii 3 6e3neku Ajto4oi peyoBuHM. BBeaeHHs
3MiH NPOTAroM 6-TM MiCALIB NiCc/A 3aTBePAKEHHSA
35. BPOHXOCWP | cupon no 100 mn Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 6e3 He UA/17359/01/01
on a6o 200 mny BO 3 o6MmexeHo YTOUHEHHS CTaTyCcy peknamyBaHHA B Hakasi MO3 peyenma nionsizae
donakoHi, no 1 06MexeHo BiANOBIf&/IbHICTIO YkpaiHu Ne 306 Big 22.02.2024 B npoueci
chnakoHy pa3om 3 10 "XapkiBCbke nepepeecTpauii. IHhopmalis B Hakasi - nignsrae.
[03y4nm BiAgnoBiga thapmaueBTUYHe BipHa pegakuif - He nignsrae.
NPUCTPOEM Y NbHICTIO nignpreMcTBo
KOpo6L,i 3 KapTOHY «Papmaue "3p0p0oB's
BTUYHA Hapoay"
KOMMaHis
«3[0poB’A
»
36. BYNIBAKAIH PO34MH A1 iH'EKLIN, TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHa 3a He UA/13416/01/01
5 mr/mn, no 5 mn «®APMA «®APMACE/1» 3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom | niosis2ae
a6ono 10 mn B CEN» noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne

amnyni
nonieTUeHoBIn, No
10 amnyn y nauui 3
KapToHy

460) BBeaeHHs 3MiH NpOTAromM 3-X Micauis nicns
3aTBepXeHHS; 3MiHN | Tuny - 3MiHK Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHariagy.
BBefeHHs abo 3MiHn [0 y3arasibHeHVX AaHnX Npo
cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[aHyX Npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BigNoBigaNbHOI 3a
3[iicCHeHHA hapMakoHarnagy; KOHTaKkTHOT ocobu 3
chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3pjificHeHHs1 hapMakoHarnsgy (Bkiroyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
thapmakoHarnsag. Aitouva pegakuis: CynpyH Egyapg,
Bonogumuposuy.

MponoHoBaHa pefakuis: Boray TeTaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX JaHWX
YMOBHOBaXEHOI 0C06YM 3asBHMKa, BigNoBifanbHOI 3a
thapmakoHarnag. 3MiHa HoMepa mMacTep-ghaiina
cmctemu chapmakoHarnagy; 3minu | Tuny - 3MiHm 3
AKocTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMLTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BMPOBHNYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(minbHUUSA, Ha SAKi NpoBOAATLCS OyAb-AKi BUPOGHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOO SKOCTi
Ta BTOPVMHHOTIO NakyBaHHA /15 CTEPUNbHUX
nikapcbKnx 3aco6iB (BKIOUAOUM BUPOGIIEHI
acenTUYHUM METOLOM), KPIM Nikapcbknx 3acobis
6i010ri4YHOro/iMyHO/ONIYHOTO MOXOMKEHHS) - 3aMiHa
AinbHUUI BUPOGHMLTBA, Ha Skl ByayThb
3pilicHioBaTVCA Oy b-AKi BUPOGHUMYI cTagii, 3a
BUHATKOM BUMYCKYy Cepii, KOHTPO/II0 SKOCTi Ta
BTOPVHHOIO NakyBaHHA 415 CTEPUNBbHUX NTiKapCbKMX
3acobiB.

BBefeHHs 3MiH NnpoTarom 3-x MicAuiB nmicns
3aTBepKeHHSs; 3MiHU | TUny - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapCbkWii 3aci6. 3MiHW Y BUPOGHULITBI.
3amiHa abo BBeEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMLTBA 151 YACTUHM ab0 BCbOro BUPOGHUYOrO
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuLA
[N BTOPVMHHOIO MakKyBaHHS) - 3aMiHa AifIbHUL
BMPOGHMLITBA, BiNOBIAabHOT 38 BTOPUHHE
nakyBaHHs. BBeieHHA 3MiH NpoTArom 3-x Micauis
nicns 3aTBepmKeHHs; 3MiHW | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA NNikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCA BUMYCKY
cepii Ta KOHTPO/1I0 SIKOCTi FOTOBOrO JTIKAPCbKOro
3acoby (3amiHa abo fofaBaHHsA BUPOOHNMKA, L0
BiANOBIAAE 3a BBE3EHHA Ta/abo BUMNYCK cepil) -
Bktouatouy KOHTPOb/BUNPOGYBaHHSA cepii - 3aMiHa
BMPOGHWKA, BiNOBIAAIbHOMO 3a KOHTPO/Ib Ta BUMYCK
cepii. 3MiH/ BHECEHO [0 IHCTPYKLi 415 MeAnyYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby B po3ziu
"BupobHuK" Ta "Micue3HaxokeHHS BUPO6HVKa Ta
agpeca MicLs NpoBaKEHHSsI Moro AisnbHOCTI", K
HacnifokK - BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHS
ynaKkoBKM NiKapcbkoro 3acoby. BeeeHHs 3MiH
npoTAroM 3-x MicsLiB NicnsA 3aTBEPLKEHHS; 3MiHN |
TMMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPo6yBaHHS roTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHM y MeToAax BUNPo6yBaHb
(BKNKOUAOUM 3aMiHy ab60 [OMNOBHEHHS)) - 3MiHU B
MeToAi KoHTposto 13 3a nokasHMKOM «KinbkicHe
BU3HaYeHHs» (APY, 2.2.29) Ta «lgeHTndikauis»
(AdY, 2.2.29), a came 3MEHLLEHO KOHLEHTpaLito
BUMPO60BYBAHOIO PO3U4MHY, LLIO 06YMOBIIOE
OTPUMaHHS GiflbLL CUMETPUYHMX MIKIB Ait0Yoi
peyoBuHuW. B cneundikauii M3 ana nokasHuka
«laeHTudikalis» yTOYHEHO, Lo Yac yTpUMyBaHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

OCHOBHOTrO Nika Ma€ BiANOBIAATW Yacy yTPUMYBaHHS
OCHOBHOrO Mika Ha XpomaTorpami po3ynHy
NOPIBHAHHA 1 B Mexax +2%; 3MiHun | Tuny - 3miHun 3
AKocTi. [0TOBWiA Nikapcbkuii 3aci6. KOHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS rOTOBOTO SiKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BK/IH0HYAKUN 3aMiHY
ab0o [ONOBHEHHS)) - 3MiHa B cneuudikauii M13 Ta B
MeTOoZi KOHTPOJSII0 3a NOKa3HMKOM «CynpoBiaHi
OOMiLLKM», a came 2.6-AvMeTunaHiniH éyae
BK/IIOUEHWIA 10 Noka3HMKa «CynpoBiHI JOMILLKU» i
BU3HAYaTUMETbLCS OHOYACHO B OAHIN MeToauLi
(momiwka F). HopmyBaHHS 3a/MwaeTbesl 6e3 3MiH.
[0 ouiHKM NprAaTHOCTI XpomarorpagivHoi cuctemu
fopaHo kputepiii S/N (cniBBifHOLIEHHS
curHan/wym), Ans gomiwku F BcTaHoBNeHa mexa i
KifIbKICHOTrO BU3HAYEHHS, L0 [03BOJISIE HadiliHO
BM3HAYaTN JOMILWKKN; 3MiHN | TUMY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby (iHLLi 3MiHW) - OHOB/IEHHS
othopmneHHs npoekty MKA, BignosigHo fo Bumor
BHYTPILLHBbOI YHOPMaTBHOI foKyMeHTauii TOB
«®APMACE/1» 6e3 3MiHW KpUTEpIiB NPUAHATHOCTI Ta
MEeTOAMNK KOHTPOsI0 IN13; 3MiHu | Tuny - 3MiHN 3
akocTi. CepTudikaTt BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechkili
thapmakonei/MoHorpadii. 3mMiHu, nos'a3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo €Bponeiicbkoi thapmakoner,
abo iHWoi HauioHanbHOI hapmakonei fgepxasu €C
(3miHa y crneumdpikalisx, nos'a3aHa 3i 3MiHaMu B
Loy, abo €poneiickkili hapmakonei, abo iHLwil
HauioHasbHin thapmakonei gepxasu €C) -
aKTyastizauis crneumdikalii 4ONOMiIXHOT pevyoBUHU
«Hydrochloric Acid, dilute», 3rigHo Bumor
MoHorpadpii Ph.Eur. 01/2022:0003; 3miHu | Tvny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/MoHorpadii. 3mMiHu, nos'a3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo €Bponeiicbkoi thapmakoner,
abo iHWoi HauioHanbHOI hapmakonei fgepxasu €C
(3miHa y crneumdikanisx, nos'a3aHa 3i 3MiHaMu B
Loy, abo €poneiickkili hapmakonei, abo iHLil
HauioHasbHin thapmakonei gepxasu €C) -
aKTyastizauis crneumdikalii 4ONOMiIXHOT pevyoBUHU
«Sodium chloride» 3rigHo BuMor mMoHorpadii Ph.Eur
04/2021:0193; 3MiHu | TUNy - 3MiHM 3 SKOCTI.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
CeptucpikaT BignosigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBponechkili
thapmakonei/MoHorpadii. 3mMiHun, nos'a3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo €Bponeiicbkoi thapmakoner,
abo iHWoi HauioHanbHOI hapmakonei fgepxasu €C
(3miHa y crneumdikanisx, nos'a3aHa 3i 3MiHaMu B
Loy, abo €poneiickkili hapmakonei, abo iHLwil
HauioHasbHin thapmakonei gepxasu €C) -
aKTyastizauis crneumdikalii 4ONOMiIXHOT pevyoBUHU
«Water for injection in bulk» 3rigHo BumMor
MoHorpadii Ph.Eur 04/2017:0169; 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/MoHorpadii. 3mMiHu, nos'a3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo €Bponeiicbkoi thapmakoner,
abo iHWoi HauioHanbHOI hapmakonei fgepxasu €C
(3miHa y crneumdikanisx, nos'a3aHa 3i 3MiHaMu B
Loy, abo €poneiickkili hapmakonei, abo iHLil
HauioHasbHin thapmakonei gepxasu €C) -
akTyastizauis crneumdikalii 4ONOMiIXHOT pevyoBUHU
«Sodium hydroxide» 3rigHo BUMOr MOHorpadii
Ph.Eur 01/2017:0677; 3miHn | Tvny - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - 3MiHVU BHECEHO A0 IHCTPYKUIT ANs
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakuyii” WoA0 BaXMBOCTI
3BiTyBaHHA Npo nobiyvHi peakuii. BBeAeHHsA 3MiH
npoTAroM 3-x MicsLiB NicNsA 3aTBEPLKEHHS; 3MiHN |
TMMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHV Yy BUpOGHMLTBI. 3MiHa po3mipy cepii
(BrNtovaroun aianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (3mMmeHweHHs fo 10 pasis) -
3MiHa po3mipy cepii 13, 06yMoB/ieHa TEXHIYHUMU
XapakTepucTukamy peakTopy Ha AibHULI
BMPOo6HUKa «@APMACE/».

[litova pepakuin: 1400 n MponoHoBaHa pefakLis: no
10 mn: 280 n (26926 amn.), 560 n (53851 amn.),
1000 n (96163 amn.) no 5 mn: 280 n1 (53338 amn.),
560 n (106676 amn.), 1000 n (190493 amn.); 3MiHu |

TUny - 3MiHK 3 SIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUI 3aci6. 3miHa
chopmu abo po3Mipy KOHTeliHepa uu
3aKynoproBasibHOro 3acoby (NePBUHHOI YNaKkoBKW)
(cTepunbHi nikapcbki 3aco6M) - Ha MPONOHOBaHI
AinbHuui TOB «®APMACE/1», MN3 6yae

BWUIOTOBAATUCA B ammy/iax NoaieTUIeHoBUX 06’'eMOM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

5 mn Ta 10 mn 3 nonieTuneHy paHille 3aTBepXeHOl
AKOCTI, ane iHWoi reomeTpuyHoi choopmu. ditoya
pegakuis: 10 ma: 18 MM x 19 Mmm x 88 Mm
MponoHoBaHa pepakuis: 5 mn: 14 Mm X 12 mm x 84
MM; 10 Mn: 15 MM X 12 MM X 122 MM; 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn) - OHOBMEHHS TEKCTY
MapKyBaHHS NikapcbKoro 3acoby, a came BUTyYEHO
BUKMAAEHHS TEKCTY POCIiCbKO0 MOBOIO Ta
3a3HayeHo s1I0roTu1n 3asaBHUKa/BMPOOHMKa. BBeaeHHS
3MiH NPOTArom 3-X MICALIB NiCNA 3aTBEPAXKEHHS;
3MiHu |l Tuny - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa po3Mipy ynakoBK/ roTOBOro NikapCbKoro
3aco6y (3miHa Macu/o6'eMy BMICTYy KOHTeliHEpa
6araTofj030BOro CTEPU/ILHOIO /iKapCbKOro 3acoby
(abo 0aHOL030BOrO, HACTKOBOrO BUKOPUCTAHHS) Ta
6araTo030BOr0 /iKapCbKoro 3acoby
6i0/10r4YHOro/iMyHO/TONYHOTO MOXOKEHHS ANA
napeHTepasibHOro 3aCTOCYBaHHS) - BBEAEHHS
[04aTKOBOrO po3mipy ynakosku /13, o6’emom 5 mn.
MaTepian nepBNHHOrO NakyBaHHs (NONieTUNeH) He
3MiHMBCSA. 3MiHW BHECEHO [0 IHCTPYKUIT AN
Me[MYHOro 3aCTOCYBaHHA MiKapCbKOro 3acoby B
po3gin "YnakoBka".

BBefeHHA 3MiH NpoTArom 3-x micsAuiB nicns
3aTBEPKEHHS

37.

BAPITPNKC
™ I
VARILRIX™
BAKLMHA
onsa
MPO®INAKT
KN
BITPAHOI
BICMN XXUBA
ATEHYNOBA
HA

niodpinizat gns
pO34nHYy AN iH'eKUil
no 1 gosi; 1 donakoH
3 niogpinizatom Ta 1
amnyna 3
PO34YMHHMKOM (BOAA
Ons iH'exuiii) B
nnacTykoBoMy
KOHTEeliHepi B
KapTOHHI kopo6Lyj;
1 chnakoH 3
niogpinisatom Ta 1
nonepegHL0
HamoBHEHWI WNpuL,
3 PO3UUHHUKOM
(Boga ans iH'exuin) y
KOMNNeKTi 3 ABOMa
rosikamu B
nnacTyKoBoMy
KOHTEliHepi B
KapTOHHI Kopo6Lyj;

nakcoCmi
TKnAnH
Ekcnopt
NimiTen

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpavLjiiiHuX MmaTepiasis: 3MiHN
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpob fOMOMKHUX peyoBuH. 3MiHa y MeTogax
BMNPOGYBaHHSA JOMOMDKHOI PEYOBUHM (iHLUI 3MiHN).

3MiHW Yy TeKCTi aHaniTUYHUX MeToAMK ANs

TeCcTyBaHHs AOMOMiXHOI peyoBuHM Amino Acids for

Injection 3 METO YCYHEHHS PO36iKHOCTEN Mix
peecTpauiiHmM [OCbE Ta BHYTPILLIHBO
onepawuiiHol A0oKyMeHTaLieto. 3MiHW BHOCATLCS Y
po3ginu P.4.2 Control of excipients Ta P.7 Container
Closure System

3a
peyenmom

UA/15966/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

100 donakoHiB 3
niocpinizatom Ta 100
amnyn 3
PO34MHHMKOM (BOAA
ans iH'ekuiii) (B
YapyHKoBIl
yMakoBLii) B OKPeMMX
KapTOHHMX KOpOBKax

38.

BECCEN AYE
®

Kancynm M'siki no
250 N10; no 25
Kancyn y énictepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

Anbthacir
ma C.n.A.

ITanis

Anbcpacirma
C.n.A., ITanisi;
KaTaneHT ITanis
C.n.A., ltania

ITanisa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
YTOUHEHHS peecTpauiiiHOi NpoLeaypy B Hakasi
MOS3 YkpaiHu Ne 388 Big 25.02.2023 - 3miHu | Tuny
- 3MiHM 3 AKoCTi. [0TOBWIA NiKapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikaliii Ta/abo LONYCTUMMX MEX
MepPBVHHOT YNakoBKN FOTOBOrO MikapCbKOro 3acoby
(BMNyYEeHHS HE3HAYHOrO NokasHuka (Hanpuknag
3acTapifioro NokasHuKa)) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BuAaneHHs i3 cneumndikayii/meTosis
KOHTPOJIO SIKOCTi NEPBUHHOIO NakysBaHHsA 3 PVC-
PVDC He3HauHOro nokasHuka “Dimensional
stability”. 3miHun | TNy - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa y
mMeToAax BUNPOGYBaHHSA NePBUHHOT yNakoBKu
roToBOro NikapcbKoro 3acoby (He3HauHi 3MiHW Yy
3aTBEPKEHUX MeTOoAax BUNPoOyBaHb) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6, a came
YTOYHEHHS! HAa3BM METOAY Ta He3HAuHi 3MiHW onucy
mMeToay BunpobyBaHHs “Total thickness” nepBuHHOT
ynakoBku 3 PVC-PVDC. 3MiHu | Tuny - 3miHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo LONYCTUMMX MEX
NMepPBVHHOT YNakoBKN FOTOBOrO MiKapCbKOro 3acoby
(iHLWi 3MiHW) - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3acib, a came 3miHa
Mex cneumdikauii 4ns nokasHuka “Total thickness in
Um” ans nepBUHHOI ynakoBku 3 ALU/PVDC
(3aTBepmxeHo: 31,0 - 37,0; 3anponoHoBaHo: 32,0
—45,9). 3MiHn | Tuny - 3MiHK 3 aKkocTi. FoToBWMIiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4ONYCTUMUX MEX
NepBUHHOT YNakoBKW1 rOTOBOrO JliKapCbKOro 3acoby
(8onoBHEHHS cnevmdikayii HOBYUM NOKAa3HUKOM 3
BiANOBIAHWM MeTOA0M BUNPOOYBaHHS) - BHECEHHS

3a
peyerimom

UA/8123/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasbHuii 3acib, a came
[ofasaHHA fo crneumndikalii/MmeTogiB KOHTPOO
AKOCTI MepPBMHHOrO nakyBaHHs 3 ALU/PVDC HoBoro
nokasHuka “Microperforations count”. 3miHu | Tvny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa y
mMeToAax BUNPoGyBaHHSA NePBUHHOT yNakoBKM
roTOBOrO /1iKapCbKOro 3acoby (He3HauHi 3MiHN Y
3aTBEPKEHNX MeToAax BUNPOOyBaHb) - BHECEHHSA
3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6, a came
YTOYHEHHS Ha3BW MeTOAy Ta He3HauHi 3MiHu onucy
MeToay BunpobyBaHHs “Total thickness” nepBUHHOI
ynakosku 3 ALU/PVDC. 3MiHu | Tuny - 3MiHn 3
AkocTi. [oToBWIA Nikapcbkuii 3aci6. Cructema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4oNyCTUMMX MeX
NepBUHHOT YNakoBKWN rOTOBOrO JiKapCbKOro 3acoby
(3BYXXEHHSA [OMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - BHECEHHs 3MiH go p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3aKynoploBasibHUIA 3aci6, a
came 3BYXEHHS1 MexX cneuudikauii 415 nokasHuka
“Total weight in g/m2”, L0 3acTOCOBY€ETbCA AN
BMNpOGYyBaHHA NepBUHHOI ynakosku 3 PVC/PVDC
(3aTBEpAXEHO: 361,0 - 401,0; 3anponoHOBAHO:
361,0 — 400,1). 3miHuK | TMNY - 3MiHKX 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
MeTofax BUNPOOYBaHHA NEPBUHHOT YNakoBKM
roTOBOrO JIiKaPCbKOro 3acoby (He3HauHi 3MiHN y
3aTBepAXEHNX MeToAax BUNpPOobyBaHb) - BHECEHHSA
3MiH go p. 3.2.P.7. Cuctema KoHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came He3HauHi 3MiHW B
onuci meToay BMNpoGyBaHHs n. “Total weight” ans
nepBuHHOI ynakoskn 3 PVC/PVDC. 3miHu | Tuny -
3MmiHu 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cnuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
mMeTofax BUNPOOYBaHHS NEPBUHHOT yNakoBKM
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpobyBaHb (BK/OUaUM 3aMiHy abo foaBaHHS))
- BHECEHHSA 3MiH A0 p. 3.2.P.7. Cuctema koHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came foAaBaHHSA onucy
BMKOHaHHS TecToBoro napametpy “Supplier
Certificate of Analysis verification” fo meTogis
BMNpobyBaHHA NepBUHHOI ynakosku 3 PVC/PVDC.
$K HacnifoK, yTOYHEHHS Ha3BW BKa3aHOro TECTOBOrO
napameTpa B cneundikauii. 3miHu | Tuny - 3mMiHu 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

AkocTi. [oToBWIA Nikapcbkuii 3aci6. Cructema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4ONYyCTUMMX MEX
NepBUHHOT YNakoBKWN rOTOBOrO JiKapCbKOro 3acoby
(3BYXXEHHSA [OMYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauii) - BHECEHHs 3MiH go p. 3.2.P.7.
CurcTeMa KoHTelHep/ 3aKynoploBasibHUIA 3aci6, a
came 3BYXEHHS MeX cneuudikauil Ta yTOYHeHHs
Ha3BW TecToBOro napametpa “Total thickness in um ”
[ON15 NEPBMHHOIO nakyBaHHs 3 PVC-PVDC
(3aTBEpPAXEHO: 260,0 - 289,0; 3aNpPONOHOBAHO:
260,0 — 288,8). 3MiHu | TUNY - 3MiHN 3 AKOCTI.
[oToBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynoproBa/ibHWiA 3aci6. 3MmiHa y
mMeTofax BUNPOOYBaHHS NEPBUHHOT YNakoBKM
roTOBOrO JIiKapCbKOro 3acoby (He3HauHi 3MiHM y
3aTBepAXEHNX MeToAax BUNPOoOyBaHb) - BHECEHHSA
3MiH go p. 3.2.P.7. Cuctema KoHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came He3HauHi 3MiHW B
onuci meToay BMNpoGyBaHHs n. “Total weight” ans
nepBuHHOT ynakosku 3 ALU /PVDC. 3MiHu | Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cnuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa y
MeTofax BUNPOOYBaHHA NEPBNHHOT yNakoBKM
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OUaUM 3aMiHy abo AoaBaHHS))
- BHECEHHSA 3MiH A0 p. 3.2.P.7. Cuctema koHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came foAaBaHHSA onucy
BMKOHaHHS TecToBoro napameTpy “Supplier
Certificate of Analysis verification” fo meTogis
BMNPOGYBaHHA NepBUHHOI ynakosku 3 ALU /PVDC.
$K HacnifAoK, yTOYHEHHS Ha3BW BKa3aHOro TECTOBOrO
napameTpa B cneuudikauii.

39.

BITAMIH D3

Tabnetkn no 1000
MO; no 10 TabneTtok
y 6nicTepi; no 3
6nicTepu y kopobui

TOBAPKC
TBO 3
OBMEXE
HOKO
BIANOBIA
AJNIbHICT
0
«KOPTOP
AlIA
«3[00POB
"A»

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBIAANbHICTIO
"®GapmaueBTuyHa
KoMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3MiHa
3asBHUKa J13 (MIBIM) (BnacHWka peecTpaviiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460) BBeaeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS; 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy (BBeAeHHs ysarasibHeHnx
[AaHvX Npo cuctemy chapmakoHarnsgy, sMmiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3[jiCHEHHS1 hapMakoHaraay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
34iicHeHHs hapmakoHarnsgy (BkIYaKyn

3a
peyenmom

UA/19495/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsay) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBiga1bHOI 3a
thapmakoHarnag. fitova pegakuis: LLesuyeHko OneHa
IropiBHa.
MponoHoBaHa pepakuin: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTAKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NOBigabHOI 3a
thapmakoHarnag. 3MiHa HoMepa mMacTep-gaiina
cuctemmn hapmakoHarisgy
40. BITAMIH D3 Tabnetku no 2000 TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHa 3a - UA/19495/01/02
MO; no 10 TabneTok TBO 3 06MEXEHO 3asBHuKa J13 (MIBM) (BnacHuka peecTpauiinHoro peyernmom
y 6nicTepi; no 3 OBMEXE BiANOBIAANbHICTIO noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
6nictepu y Kopobui HOKO "®apmaLeBThYHA 460) BBeeHHs1 3MiH NPOTAroM 6-Tu MicAUiB nicns
BIANOBIA KOMMaHis 3aTBEPMKEHHS; 3MiHuM | Tuny - 3MiHK Woao
ANBHICT "3nopos'a” 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
o BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux npo
«KOPIMOP cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHNX
AlUIA [aHVX Npo cuctemy dhapmakoHarnsgy, aMmiHa
«340POB YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
A 3[jiCHEeHHsT hapmakoHaraay; KOHTakTHOI ocobu 3
thapmakoHarnagy 3asBHUKa ANs 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BigNoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkIoyakyn
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHMKa, BigNoBigabHOT 3a
hapmakoHarnag. ditoya pegakuis: LeBueHko OneHa
IropiBHa.
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNOBiga1bHOI 3a
thapmakoHarnag. 3mMiHa HoMepa macTep-gaiina
cucTteMmn dhapmakoHarisay
41. BITAMIH D3 Tabnetkn no 4000 TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasliB: 3MiHa 3a - UA/19495/01/03
MO; no 10 TabneTok TBO 3 06MexeHot 3asBHuka /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom
y 6nicTepi; no 3 OBMEXE BiANOBIA&/bHICTIO noceigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015 Ne
6nictepn y kopobui HOKO "®apmaLeBTnyHa 460) BBeeHHS 3MiH MPOTAroM 6-Tu MicsAUiB nicas
BIAMOBIA KOMNaHis 3aTBepXeHHS; 3MiHN | Tuny - 3MiHK Woa0
AJTbHICT "3popos'a” 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy.
0] BBefeHHs abo 3MiHn [0 y3arasibHeHVX AaHnX Npo
«KOPMOP cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
AUIA OaHuX nNpo cuctemy hapmakoHarnsagy, 3amiHa
«340POB yMNOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
A» 3[jiCHEeHHSs1 hapMakoHaraay; KOHTakTHOI 0cobu 3

chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
hapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
yMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a
3pificHeHHs1 hapmakoHarnsay (Bkiroyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsag. ditoya pegakuis: LLleBueHko OneHa
IropiBHa.
MponoHoBaHa pepakuis: NMaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOI 0C06YM 3asBHMKa, BigNoBigabHOI 3a
thapmakoHarnag. 3MiHa HoMepa mMacTep-ghaiina
cuctemu papmakoHaraagy
42. BITAMIH D3 Tabnetkn no 5600 TOBAPUC YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3MiHa 3a - UA/19495/01/04
MO; no 10 TabneTtok TBO 3 06MEeXeHO 3asBHUKa J13 (MIBIM) (BnacHWka peecTpaviiHoro peuenmom
y 6nicTepi; no 3 OBMEXE BiANOBIAANbHICTIO noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
6nicTepn y kopobui HOO "®apmavueBTUYHa 460) BBeaeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
BIANOBIA KOMNaHis 3aTBEPKEHHS; 3MiHM | TUny - 3MiHK WoA0
AJNIbHICT "3popos's” 6e3nekn/edhekTBHOCTI Ta hapMakoHariagy.
o BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHnx npo
«KOPINOP cuctemy thapmakoHarnsgy (BBefeHHs y3ararbHeHnx
AUIA OaHuX Npo cuctemy hapmakoHarnsgy, 3miHa
«340POB yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
" 3[jiCHEHHS1 hapMakoHaraay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
3fiicHeHHs hapmakoHarnagy (Bkroyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsay) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNOBIgaIbHOI 3a
thapmakoHarnag. fitova pegakuis: LLesueHko OneHa
IropiBHa.
MponoHoBaHa pepakuis: NMaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTAKTHUX AaHKX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsg. 3miHa Homepa macTtep-tainna
cucTtemmn dhapmakoHarisgy
43. BITAMIH kancynu m'aki; no 10 | TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3mMiHa 6e3 - UA/16043/01/01
A+E- Kancyn y énictepi; TBO 3 06MEeXEHO 3asBHuKa J13 (MIBM) (BnacHuka peecTpauiintHoro peyenma
340POB'A no 3 6nictepu abo OBMEXE Bif4NOBiAa/IbHICTIO noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
no 5 6nictepis y HOKO "®apmaLeBTnyHa 460) BBeeHHs1 3MiH NPOTAroM 6-Tu MicALUiB nicns
Kopoobui BIANOBIA KOMMaHis 3aTBEPMKEHHS; 3MiHuW | Tuny - 3MiHK Woao
AJIbHICT "3p0pos'a” 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
0 BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX faHux npo
«KOPIMOP cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
AUIA [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
«340POB YNOBHOB&XEHOT 0CO6M, BiANOBifaNbHOI 3a
"HA» 3[jiCHEHHS1 hapMakoHaraay; KOHTakTHOI ocobu 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6M, BiANOBifa1bHOI 3a
3pificHeHHs hapmakoHarnsgy (BkIoyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Y po3MilLleHHi MacTep-
(haiina cuctemu cpapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0C06YM 3asBHWKa, BigNoBiganbHOI 3a
hapmakoHarnsag fditoya pegakuis: LesueHko OneHa
IropisHa NponoHoBaHa pefakuis: MNaHosa OneHa
MukonaiBHa 3MiHa KOHTaAKTHUX JaHWNX
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsg 3miHa Homepa mactep-gaiina
cuctemMmn hapmakoHarisgy
44, BITAMIH A- Kancysm M siki no TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHa 6e3 - UA/16142/01/02
3400POBA 100000 MO, no 10 TBO 3 06MEeXEHO 3asBHuKa J13 (MIBIM) (BnacHuka peecTpauiinHoro peyenma
kancyn y bnictepi; OBMEXE BiANOBIAANbHICTIO noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
no 5 6nictepis y HOKO "®apmaLeBTUYHA 460) BBefeHHs1 3MiH NPOTAroM 6-Tu MicAuiB nicns
KOpOO6Li 3 KapTOHY BIANOBIA KOMMaHis 3aTBEPKEHHS; 3MiHM | TURY - 3MiHN LWOAO
ANBHICT "3nopos'a” 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
o BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux npo
«KOPIMOP cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHNX
AlUIA [AaHvX Npo cuctemy dhapmakoHarnsgy, sMmiHa
«340POB YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOIT 3a
A 3[jiCHEeHHsT hapmakoHaraay; KOHTakTHOI ocobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6M, BigNoBigaNbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkIoyYakyn
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHMKA, BigNoBigabHOT 3a
hapmakoHarnag. ditoya pegakuis: LLeBueHko OneHa
IropiBHa.
MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNOBiga1bHOI 3a
thapmakoHarnag. 3mMiHa Homepa macTep-gaiina
cucTemmn dhapmakoHarisay
45, BITAMIH A- Kancynu M siki no TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasiiB: 3MiHa 6e3 - UA/16142/01/01
340POB'A 33000 MO, no 10 TBO 3 06MexeHot 3asBHuka /13 (MIBIM) (BnacHWka peecTpaviiHoro peyenma
Kancyn y énictepi; OBMEXE BiANOBIA&/IbHICTIO noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
no 5 6nictepis y HOO "®apmavueBTuyHa 460) BeegeHHs 3MiH NpoTArom 6-Tu Micauis nicns
KOpPOO6Lii 3 KApTOHY BIAMOBIA KOMNaHis 3aTBEPKEHHS; 3MiHU | Tuny - 3MiHW Woao
AJTbHICT "3popos'a” 6e3nekun/edhekTVBHOCTI Ta hapMakoHariagy.
0] BBefeHHs abo 3MiHn [0 y3arasibHeHVX AaHnX Nnpo
«KOPMOP cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
AUIA OaHuX nNpo cuctemy hapmakoHarnsgy, 3amiHa
«310POB YNOBHOB&XeHOT 0cobu, BignosiganbHOT 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
"A» 3[jiCHEeHHs1 hapmakoHarIaay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BifMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a
3pificHeHHs1 hapmakoHarnsay (Bkiroyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsag. ditoya pegakuis: LLleBueHko OneHa
IropiBHa.
MponoHoBaHa pepakuis: NMaHosa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOI 0C06YM 3asBHMKa, BigNoBigabHOI 3a
thapmakoHarnsg. 3MiHa HoMepa mMacTep-ghaiina
cuctemu papmakoHaraagy
46. BOPUKOLUWA, | nopoluok ans ToBapucT YkpaiHa Brpo6HMLUTBO Ipeuis BHECEHHS 3MiH 40 peecTpaLiiiHuxX MaTepiasiis: 3MiHa 3a - UA/20208/01/01
pPO34unHy Ana BO 3 roTOBOI /iKapCbKOT 3asBHUKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyernmom
iHcpysii no 200 wmr; 06MexeHo dopmu, NepBrHHA noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
no 200 Mr NOpoLUKy 10 Ta BTOpPVHHA 460) BBeaeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
y chnakoHi; no 1 Bignosiga ynakoBKa, 3aTBEepAKEHHS
donakoHy y NBHICTIO KOHTPO/b cepii,
KapTOHHI navu,i «BYCT BWMYCK Cepii:
OAPMA» AH®APM
XENNAC C.A,,
pewis
BTopuHHa
ynakoBka,
KOHTpO/b cepil,
BMNYCK cepil:
SAPMATEH CA,
peuist
47. BOPMIN Tabnetkun ans Mini Benuvka Menpo IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a He UA/6434/02/01
XyBaHHs no 400 wr, Xenckepe BputaHis PapmacboTUkanc | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenmom | nidssi2ae
no 1 a6o 3 TabneTku Nimiten Mpisart fNimitesn, HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa (B/lacHUKa
y 6nicTepi; no 1 IHais peecTpauiiiHoro nNocBig4eHHs1) - 3mMiHa agpecu
6nicTepy B ynakoBLi IkcEnb 3asBHMKa (BNacHvKa peecTpauiiiHoro NocBigYeHHs).
3 KapTOHY Na6opaTopiec 3MiHM BHeceHi y po3ain "MicLe3HaxomKeHHs
MeT. N14., IHAiA 3asBHMKA" B IHCTPYKLiIO A8 MeAUYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y 3B'A3Ky 3i
3MiHOI agpecy 3asaBHUKa. BBefeHHs 3MiH NpoTArom
6-TN MicALIB NicNs 3aTBEPKEHHS
48. FANA3O/MIH® | renb HasasbHWI BapliaBcb Monbwa MepgaHa ®apma MonbLia BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHK 6e3 - UA/0401/01/01
0,05%no10ry Knin AKLjOHepHe | TNy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenma
chnakoHi 3 Hacocom- | chapmaues TosapucTso hapmakoHarnsagy. BeegeHHa abo 3miHu o
fosartopom; no 1 TUYHWI y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsgy
dhnakoHy B naui 3aBof, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
KapTOHHIlA Monbtha hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
AT BiNOBIAA/IbHOI 32 34iICHEHHS hapMakoHarnsaay;
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTaKTHOI 0c0obM 3 (hapmakoHarnfgy 3asBHuKa 4N
3[jficCHEeHHs1 hapMakoHarisay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHariaay (BkIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y po3MilLleHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0COOU 3asiBHUKA, BigNoOBigaIbHOI 3a
hapmMakoHarnag B YKpaiHi.

[itoua pepakuin: TaHacoBa 3opsHa MukonaisHa.
MponoHoBaHa pegakuis: Tecnok OnexHa
BonognmupiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBIgaIbHOI 3a
hapMakoHarnsg B YKpaiHi

49,

FANA30/H®

renb HasanbHWii 0,1
% no 10 r y chnakoHi
3 HacoCoM-
[o3aropowm; no 1
donakoHy B nauui
KapTOHHIiA

Bapluasch
Kni
hapmaves
TUYHWIA
3aBof
Monbda
AT

Monblua

MepaHa ®apma
AKuioHepHe
ToBapucTBo

MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicHeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
BiAMiHHA BiJ, YNOBHOBaXXeHOI 0co6u, BignoBigaibHOT
3a 34jiicHeHHs hapmMakoHaragy (BKIyatum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asBHUKA, Bi4NOBIgaIbHOI 3a
hapmakoHarnsg, B Ykpaii.

[Oitova pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakuis: Tecntok OneHa
BonognmmupisHa. 3MiHa KOHTaKTHUX JaHWUX
KOHTaKTHOT 0CO6U 3as1BHWKA, BiANOBigabHOI 3a
hapmakoHarnag B YkpaiHi

6e3
peyenma

UA/0401/01/02

50.

FEBIPAH

TabneTku, BKpUTI
nNiBKOBOIO
060n10HkKot0, no 400
Mr; no 10 Tabnetok
y 6nicTepi; no 3
6nictepay
KapTOHHIlA KopoobLi

dapmateB
TUYHWIA
3aB0[,

"MNOJTIb®A

PMA" C.A.

MNonbLwa

dapmaLleBTUYHNI
3aBOf,
"MONIbOAPMA"
C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu
| TMny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/ILHOI 32 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuka ons
3[jicCHeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiIMiHHa Bif YNOBHOBaXEHOI 0CcO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBigaNbHOI 3a
hapmakoHarnag B YkpaiHi.

3a
peyenmom

UA/7565/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

[itoua pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuin: Tecnok OneHa
BonogumunpisHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0COOU 3asiBHUKA, BigNoOBigaIbHOI 3a
hapMakoHarnsag B YkpaiHi

51.

FEBIPAH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 800
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepay
KapTOHHI Kopoobui

PapmaueB
TUYHWIA
3aBof
"MOJIb®A
PMA" C.A.

MonbLla

dapmaLleBTUYHNI

3aBOg,

"TIONIb®APMA"

CA

Monbwa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu
| TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3araslbHeHnX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
thapmMakoHarnsgy, 3amMiHa ynoBHoOBaXeHoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0COOU 3asiBHUKA, BigNoBigaibHOI 3a
hapmakoHarnsag B YkpaiHi.

[itova pepakuin: TaHacoBa 3opsiHa MukonaisHa.
MponoHoBaHa pegakuis: Tecniok OnexHa
BonognmupiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3asBHUKA, BigNOBIgaIbHOI 3a
hapMakoHarnsg B YKpaiHi

3a
peyerimom

UA/7565/01/03

52.

FEBIPAH

TabneTku, BKPUTI
nAiBKOBOIO
060n10HKot, No 200
Mmr; no 10 TabneTok
y 6nicTepi; no 3
6nictepay
KapTOHHIl KopooLi

PapmaueB
TUYHUIA
3aB0[
"MOJNTIb®A
PMA" C.A.

MonbLa

dapmaLleBTUYHNIA

3aBog,

"MONb®APMA"

C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu
| Tvny - 3miHK Woao 6e3nekn/ehekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn o
y3araslbHeHuX fiaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaeHoT 0cobw,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, K0 BoHa
BiMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigabHOT
3a 34jiicHeHHs hapmakoHarnagy (Bkyatoumn
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BigNOBIigaIbHOI 3a
hapmakoHarnsag B YkpaiHi.

[litova pepakuin: TaHacoBa 3opsHa MukonaisHa.
MponoHoBaHa pegakyis: Tecntok OneHa
BonogumnpisHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBIgaNbHOI 3a
hapmakoHarnag B YkpaiHi

3a
peyenmom

UA/7565/01/01

53.

rEEPAIH

niodpinizat ans
PO34MHY ANS iH'eKUil
no 20 mr, 1 donakoH

Mini
Xenckepe
Nlimiteq

Benuka
BputaHis

lychik BiocaiHcuc
Nimiten, tOHIT-2

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| TNy - AOMIHICTPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asBHMKA (B1aCHMKA

3a
peuyenmom

He
nionsieae

UA/6630/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
o6'emom 10 mn 3 peecTpaujiiHoro noceig4eHHs). 3MiHa agpecu
niogpinizatom B 3asBHMKa (BNacHyKa peecTpauiiiHoro NocBigYeHHs).
ynakosLi 3MiHN BHECEHI y po3ain "MicLe3Haxo,KeHHs
3a8BHMUKA" B IHCTPYKUiIO 4151 MeANYHOTo
3acTocyBaHHA NikapCcbKoro 3acoby y 3B'A3Ky 3i
3MiHOI agpecy 3asiBHUKA.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS.
54, FENATPOMBI | kpem, 50 000 "Xemodhap | Pecny6nik "Xemodpapm" A, Pecny6nika | BHeCeHHs 3MiH J0 peecTpauiiiHnx matepianis: 3MiHW 6e3 - UA/3054/01/02
H MO/100r,no40ry m" AL a Cepbis Bpuwau, Bigain Cepbis | TNy - 3miHK Woao 6e3neku/edhekTNBHOCTI Ta peyenma
Ty6i; no 1 1y6i B BMpOOHUYa thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHO Y
KapTOHHI ynakosL,i AinbHuus Wabau, TEKCT MapKyBaHHS Nikapcbkoro 3acoby, a cave,
Pecny6nika YTOYHEHO iHdhopMaLito WoA0 HaHECEHHS 1oroTUNy
Cepbis 3as1BHYVKA.
(BMpPOGHMLTBO
Hepo3dacoBaHoi
npoayKuii,
nepBuHHA Ta
BTOPVHHA
ynakoBka,
KOHTpPO/b cepii);
"Xemodpapm" ALl
Pecny6nika
Cepbis (KOHTpONb
cepii, f03BIN Ha
BMNYyCK cepii)
55. FENATPOMBI | kpem, 30 000 "Xemodhap | Pecny6nik "Xemodpapm" AL, Pecny6nika | BHeCeHHs 3MiH [0 peecTpauiiiHux matepianis: 3MiHn 6e3 - UA/3054/01/01
H MO/100rno40ry M" AL a Cepbis Bpwau, Bigain Cepbis | TNy - 3MiHK Woao 6e3nekn/edekTNBHOCTI Ta peyenma
Ty6i; no 1 1y6i B BMpO6GHUYa thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHO Y
KapTOHHI ynakosL,i AinbHuus Wabau, TEKCT MapKyBaHHS Nikapcbkoro 3acoby, a cave,
Pecny6nika YTOYHEHO iHhopmaLito LoA0 HAHECEHHS /TOTOTUNY
Cepbis 3as1BHMKA.
(BMpPOGHMLTBO
Hepo3dacoBaHoT
npoayKuii,
nepBuHHA Ta
BTOPVHHA
ynakoBka,
KOHTpO~b cepii);
"Xemohapm" All,
Pecny6nika
Cepbis (KOHTpoNb
cepii, 403BiN Ha
BMNYyCK cepii)
56. rnignH KpucTanivyHui ToBapucT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasia: 3MiHK - - UA/19790/01/01
NopOoLLOK BO 3 06MexeHo | TMnNy - 3miHK 3 AkocTi. CepTudikar
(cybeTaHuis) y 06MexeHo BiANOBiAaNbHICTIO BignosigHocTi/l E-cepTudikar signosigHocTi
MiLLKax 10 "®APMXIM" €Bponeiicbkiin papmakonei/MoHorpadii. 3miHu,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
noslieTUIEeHoBMX BiAMoBiga noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
ans NbHICTIO BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
hapMaLeBTUUYHOIO "PAPMXI €Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
3acToCyBaHHs M" thapmakonei gepxasu EC (iHWi 3MiHN) MNpuBeaeHHS
cneumaikaLii Ta meToaiB KOHTponto APl oo
MoHorpadii EP Glycine, a came-BunpaBneHHs
OfMHULLb BUMIPIOBAHHSA Ta HEKOPEKTHOTO nepekniagy
BUMOT crneuudikauii Ta METOANK KOHTPOSIIO SKOCTI 3a
nokasHukamm «lgeHTudikauis», «PO3UYNHHICTb»,
«HiHrigpUH-NO3UTUBHI pe4oBUHN» Ta «CynpoBigHi
OOMILLKM». 3MiHW | TUNY - 3MiHK 3 AKOCTi. AdI.
CrabinbHicTb. 3MiHa nepiofy NOBTOPHNUX
BMNpobyBaHb/nepiogy 36epiraHHs abo ymoB
36epiraHHs A®I (3a BiACYTHOCTI Y 3aTBEpIKEHOMY
[0CbE cepTudikaTa BignoBigHOCTI EBpoNeiiChKii
dhapmaxonei, Wwo BkIoYa€e nepiog NOBTOPHOIO
BMNpoOyBaHHS) (Nepiog NOBTOPHOTO
BUNpobyBaHHA/Nepio 36epiraHHs) - 36iNbLUEHHSA
ab0 BBeEHHA nepiody NOBTOPHOIO
BMNPO6YBaHHsA/Nepiody 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCNIMKEHb Y peaslbHOMY Yaci -
36i/bLIEeHHS TePMiIHY nepekoHTposnto A®l 3 12
MicaLiB 40 24 micsLiB, HA OCHOBI MO3UTUBHUX
pe3ynbTaTiB AOC/iAKEeHb CTabiIbHOCTI Y peasibHOMY
yaci
57. TNYTAPTIH Tabnetku no 1r, no TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHN 6e3 niosnsieae UA/4022/02/02
ANKOKNIH 1 tabnetujiy TBO 3 BMPOOHMLITBA, | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKWii 3aci6. peyenma
6nicTepi; no 2 OBMEXE KOHTPO/Ib SKOCTI, 3MiHN Yy BUPOGHMLTBI. 3amiHa ab0 BBEAEHHS
6nictepu y HOKO BMNYCK cepil: [,04aTKOBOI Ai/TbHUL BUPOOHULITBA [/151 YACTUHU abo
KapTOHHI Kopo6Lyj; BIANOBIA TosapucTBo 3 BCbOr0 BMPOGHWNYOTrO MPOLECY FOTOBOrO NiKApPCbKOro
no 10 Tabnetok y ANBHICT o6MmexeHo 3aco6y (AinbHMLSA, Ha SKili NPOBOAATLCSA Oy Ab-AKi
6nictepi; no 1 10) BiANOBIf&/IbHICTIO BMPOGHMUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
6nictepy B «KOPIMNOP "PapmaueBTuyHa KOHTPO/O SIKOCTi, NEPBMHHOIO Ta BTOPMHHOTO
KapTOHHIA KopoobLi ALIA KOMMaHis nakyBaHHS, 47189 HECTEPWU/TbHUX MiKapCbKMX 3aco6iB).
«340POB "3popos's"”, CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKuii
"A» Ykpaina 3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
BCi cTagii [04AaTKOBOT AiNbHUL BUPOGHMLTBA A1 YacTUHM abo
BUPOGHMLTBA, BCbOr0 BMPOBHMYOro NPOLLECY roTOBOro NiKapcbKoro
KOHTPO/Ib SKOCTI, 3aco6y (AiNbHWUA AN BTOPUHHOTO NakyBaHHS); -
BWMYCK Cepii: 3MiHM 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHU y
ToBapucTBO 3 BUPOGHMLTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
06MEeXEHO OiNbHALI BUPOGHMLTBA A1 YaCTMHM abo BCbOro
BiANOBIAANbHICTIO BVMPOGHMYOro MPOLECY rOTOBOrO JIiKapCbKOro 3acoby
"®APMEKC (4iNbHULSA 4N NEPBUMHHOIO NakyBaHHS) - BBEAEHHS

FPYT", YkpaiHa

[04aTKOBOrO BUPOOHUKA rOTOBOrO MiKapCbKOro
3acoby (Tinbkn Ansa ynakosku: Nel0 (10x1) y
6nictepi B kopobu,) - TOB “dAPMEKC MPYI”,
YkpaiHa. BBefjeHHs 3MiH MpoTsiroM 6-Tv MicsiLiB
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NNikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCA BUMYCKY
cepii Ta KOHTPO/II0 SIKOCTi FOTOBOrO JTIKAPCbKOro
3acoby (3amiHa abo fofaBaHHsA BUPOOHNMKA, L0
BiANOBIAAaE 3a BBE3EHHA Ta/abo BUMNYCK cepil) -
Bkntoyaroun KOHTPOb/BUNpo6yBaHHSA cepii -
[ofaBaHHs BUpobHUuKa - TOB “©OAPMEKC MPYT”,
YkpaiHa Lo BifnoBifae 3a KOHTPO/Ib AKOCTi Ta
BUMyckK cepii J13. 3mMiHu BHeCeHi B po3ainuv
"BupobHuK" Ta "Micue3HaxokeHHS BUPO6HVKa Ta
afpeca MicLs NPoBaKEHHS MOro Aisi/ibHOCTI" B
IHCTPYKLUiO 4151 MeANYHOrO 3aCTOCYBaHHS LLIOAO
[ofaBaHHA BUPOOHUYOI AiNbHULI Ta AK HACNILOK -
3aTBEPKEHHS 404aTKOBOrO TEKCTY MapKyBaHHS
yNakoBKM Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicsILiB Micns 3aTBEPAKEHHS.

58.

FPUNAYT
FAPAYUN
HAMIN

MOPOLLIOK AN
Opa/IbHOTO PO3YUHY;
no 6 r y nakeTuky;
no 10 nakeTukis y
KapTOHHIA KopoobLi

€8Bpo
Navidkep
MpaiiBiT
Nimiteq

IHais

®AC Nivites,
IHAis;
EBepTopaxeH
Naiicp CaeHecuns
NimiTea, IHAjsA

IHais

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHWM BBHECEHO A0
IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby, a came choOpMOBaHO OKpeMi
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby A5 KOXHOro i3 BXe
3aTBEPAXEHNX BUPOOHWKIB 3 BigMNOBiAHNMUN 3MiHAMM
y po3sginax "BUpo6HuK", "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca NpoBapKeHHS Moro
AisnbHOCTI". TepMiH BBeAEHHS 3MiH - MPOTArom 6
MicsILiB Micns 3aTBepPAKEHHS.

6e3
peyenma

nionsieae

UA/15361/01/01

59.

[EKBAZON

Tabnetkvu gns
PO3CMOKTYBaHHS 3
JIMMOHHMM CMakoM;
no 6 TabneTok y
6nicTepi; no 3 abo 5
6nicTepiB y nayui 3
KapToHy; no 12
TabneTok y 6nictepi;
no 1 a6o 3 6nictepu
y nayui 3 KApTOHY

AT
"KNIBCbK
nm
BITAMIHH
nm
3ABOA"

Ykpaina

AT "KI/I'I'BCI:KI{II/I
BITAMIHH1N
3ABO"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUIA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO JliKapCbKOro 3acoby
(3MiHa KiflbkoCTi 0AMHMLE (Hanpuknas TabneTok,
amny TOLLO) B ynakoBLi:) - 3mMiHa no3a giana3oHoM
3aTBEPAKEHNX PO3MIpPIB YNaKoBKY - BBEAEHHS
[04aTKOBYX ynakoBok ans /13 deksagon, no 12
Tabnetok y 6nictepi; no 1 abo 3 6nictepun y naddi.
3MiHV BHECEHO B po34in "YnakoBka" B iHCTPYKLitO
AN MeAUYHOro 3acTOCyBaHHS NikapCbKoro 3acoby y
3B'A3KY 3 BBEJEHHAM [0AAaTKOBOI YNaKoBKu Ta K
HacnifokK - 3aTBepMKEHHS TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBKW NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS; 3MiHuW | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy (iHwi
3MiHK) - OHOBJ/IEHHS TEKCTY MapKyBaHHS NEPBUHHOI
Ta BTOPMHHOT YNakoBKM /ikapCbKoro 3acoby, a came

6e3
peyenma

nionsieae

UA/16837/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BU/TyYEHHS iH(hOpMaLii, 3a3Ha4eHOT POCIiCbKO
MOBOIO, Ta BUKNAAEHHS Ti @aHTNiiCbKOK MOBOH).
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS
60. AEKBAAON Tabnetkun ans AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 6e3 niosnsieae UA/16838/01/01
PO3CMOKTYBaHHS 3 "KNIBCbK BITAMIHHWIA | Tuny - 3MiHK 3 AKOCTi. FOTOBMI Nikapcbknii 3aci6. peyenma
Ma/IMHOBUM CMaKoM; un 3ABOJ4" Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no 6 TabneTok y BITAMIHH pO3Mipy yNakoBKM roTOBOIO NikapCbKoro 3acoby
6nicTepi; no 3 abo 5 nn (3MiHa KiflbkOCTi 0AMHMLE (Hanpukiag TabneTok,
6nicTepiB y navuj 3 3ABOA" amny/n TOLL0) B ynakoBLi:) - 3MiHa no3a gianasoHoMm
KapToHy; no 12 3aTBEPKEHVX PO3MIPIB YNaKOBKM - BBEAEHHS
Tabnetok y 6nictepi; [opatkosmx ynakosok ansa /13 fleksagon, no 12
no 1 a6o 3 6nictepn Tabnetok y 6nictepi; no 1 abo 3 6nictepn y nauui.
y nauui 3 KapToHy 3MiHV BHECEHO B po3/in "YnakoBka" B iHCTPYKLtO
0151 MeQUYHOTO 3aCTOCYBaHHS NiKapCcbKoro 3acoby y
3B'A3KY 3 BBEAleHHAM [04aTKOBOI YNakoBKM Ta AK
HacnifokK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBKW /liKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPKEHHS; 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK) - OHOBNEHHSA TEKCTY MapKyBaHHS NepBUHHOT
Ta BTOPMHHOT yNakoBKW MikapCbKoro 3acoby, a came
BWJ/TyYEHHS iHChopmaL,ii, 3a3Ha4eHOT pOCiliCbKO0
MOBOI0, Ta BUK/IaAEeHHS iT aHTNiACbKOK MOBOIHO.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
61. AEKBAAON Tabnetkvn ons AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 6e3 niosisieae UA/16839/01/01
PO3CMOKTYBaHHS 3 "KMIBCbK BITAMIHHW | Tuny - 3MiHK 3 skoCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
KOKOCOBVM CMaKoM,; un 3ABO" Cuctema KoHTeliHep/3aKynoptoBasibHUI 3aci6. 3miHa
no 6 TabneTok y BITAMIHH pO3Mipy ynakoBK/ rOTOBOrO JlikapCbKoro 3acoby
6nictepi; no 3 abo 5 ni (3miHa KinbKOCTi oanHUUG (Hanpukiag TabneTtok,
6nicTepiB y nauuj 3 3ABO" amnyn TOLLO0) B yNakoBLi:) - 3MiHa nosa fgjianasoHoMm

KapToHy; no 12
Tabnetok y 6nictepi;
no 1 a6o 3 6nictepn
y nauuii 3 KapTOHY

3aTBepKEHNX PO3MIPIB YNaKOBKY - BBEAEHHS
[0[aTkoBUX ynakosok Ans /13 feksagon, no 12
TabneTtok y 6nictepi; no 1 a6o 3 6nicTepn y nadi.
3MiHV BHECEHO B po3fiNn "YnakoBka" B iHCTPYKLitO
AN MeMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby y
3B'A3KY 3 BBEEHHAM [0AATKOBOI YNakoBKku Ta K
HacnifokK - 3aTBepAKEHHS TEKCTY MapKyBaHHS
[04aTKOBOI YNaKoBKW JliKapCbKOro 3acoby.
BBefeHHs1 3MiH npoTArom 6-T MicAuiB nicns
3aTBepXeHHS; 3MiHN | Tuny - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta thapmakoHariagy (iHuwi
3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS NEPBUHHOI
Ta BTOPMHHOT yNakoBKM MikapCbKoro 3acoby, a came
BU/IyYEHHS iHChOpMALii, 3a3HAa4YEHOT POCIiCbKOD
MOBOHO, Ta BUKNAAEHHS ii aHTMIICbKOK MOBOHO.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS
62. AEKBAOON Tabnetkv gns AT Ykpaina AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 6e3 nionsi2ae UA/14989/01/01
PO3CMOKTYBaHHS 3 "KMIBCbK BITAMIHHWIA | Tuny - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkunii 3acib. peyenma
M'ATHUM CMakoMm; rno v 3ABO4" Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
6 TabneTok y BITAMIHH PO3Mipy ynakoBKM roTOBOrO NikapCbKoro 3acoby
6nicTepi; no 3 abo 5 un (3MiHa KiflbkoCTi 0AMHMLE (Hanpukiag TabneTok,
6nicTepiB y nayui 3 3ABO4" amny TOLLO) B ynakoBLi:) - 3mMiHa no3a giana3oHoM
KapToHy; no 12 3aTBEPMKEHNX PO3MIpPIB YNaKOBKV - BBEAEHHS
TabneTok y 6nictepi; [0[aTKoBMX ynakoBok ansa /13 feksagon, no 12
no 1 a6o 3 6nictepu Tabnetok y 6nictepi; no 1 a6o 3 6nictepun y naddi.
y nayui 3 KapTOHY 3MiHV BHECEHO B p0o34in "YnakoBka" B iHCTPYKLitO
AN MeAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
3B'A3KY 3 BBEEHHAM 40AATKOBOT YNakoBKM Ta K
HacnifokK - 3aTBepAKEHHS TEKCTY MapKyBaHHS
[0[aTKOBOI YMakoBKW NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHuM | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) - OHOBJ/IEHHS TEKCTY MapKyBaHHS NEPBUHHOI
Ta BTOPVHHOT YNakoBKM NikapcbKoro 3acoby, a came
BU/TyYEHHS iHChOpMaLii, 3a3Ha4eHOT POCiiCbKO
MOBOI0, Ta BUKNAAEHHS Ti @aHINIICbKOK MOBOH).
BBefeHHst 3MiH npoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS
63. AEKEHOP® PO34MH ANA iH'eKUil KPKA, CnoseHis BUPOGHUK, CnoseHis BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTepianis: 3MiHn 3a - UA/17180/01/01
abo iHdysin, 50 mr/2 | a.4., Hoso BiANOBIAa/IbHUI 3a Il Tvny - 3miHK 3 AkocTi. A®l. BUpobHMLTBO. 3MiHa peyenmom
M/, M0 2 M1 B MecTo BMPOGHMLTBO "in BMPOGHMKA BUXiZHOr0/MPOMIXXHOTO
amnyni; no 1 amnyni bulk", nepsrHHe NpoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
y 6nicTepi; no 1 Ta BTOPUHHE BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKaA
6nictepy y nakyBaHHs, (Bkntovaoun, ae HeobxigHO, MicLie NpoBeAEeHHS
KapTOHHI KopobLyj; KOHTPO/b Ta KOHTPONIO sKOCTi) AP (3a BiACYTHOCTI cepTuduikata
no 2 mMn B amnyi; BUMYCK Cepii: BiANoOBIgHOCTI €Bponeiicbkili hapmakonei y
no 5 amnyny KPKA, a.4., Hoso 3aTBEpPKeHOMY [10CbE)(BBE4EHHSA HOBOIO
6nictepi; no 1 abo mecTo, CrnoBeHis; BMPOGHUMKa A®| 3 HaaHHAM MacTep-haiina Ha Adl)
no 2 6nictepu y BMPOGHUK, BBE/EHHSA A0AATKOBOro BUPOOHUka Ad|
KapTOHHIA Kopoo6Li BiANoBigabHUIA 3a aekcketonpodyeHy (y BUrNaAi fekckeTonpogeHy
KOHTPO/b cepii: TpomeTtamorny) Saurav Chemicals Limited, India.
KPKA, a.4., Hoso BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
mecTo, CnoBeHis 3aTBEPKEHHS
64. AEKEHOP® TabneTku, BKPUTI KPKA, CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3MiHn 3a - UA/17180/02/01
NAiBKOBOIO a.4a., Hoeo bulk", nepBrHHe | TMny - 3MiHKM 3 AKOCTI. FOTOBWMIA NiKapPCbKMiA 3aci6. peyenmom
060/10HKO0, N0 25 MecTo Ta BTOPUHHE 3MiHW y BUPOBHMLTBI. 3MiHW Y npoLieci BUpobHMLTBa

Mr, no 10 TabneTok
y 6nicTepi, no 1 abo
no 3 6nictepu y
KopooLi

nakyBaHHs1,
KOHTPO/Ib Ta
BMNYCK cepil:

KPKA, a.4., Hoso

mecTo, CroBeHis

rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA MpU
BMPOGHULITBI FOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpO6HULTBA) HE3HAYHI
3MiHM y MpoLeci BUPOGHMLTBA FOTOBOTO JTiKAPCbKOro




50

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aco0y, a came 3anpoBaKeHHs eTany «nepep
HaHeCeHHSM NAIBKU EMHICTb 4718 NOKPUTTS MOXe
6yTV nonepeAHbO NOKpPUTA CyCneHsieo Ans
NAIBKOBOrO MOKPUTTS». 3MiHuM Il Tvny - 3MiHK 3
sKocTi. A®l. BUpo6HMLUTBO. 3MiHa BUPOGHUKaA
BWXiHOro/MPOMIXHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOOHNYOMY npoueci AdI,
ab6o 3miHa BUpOOHWMKa (BKIHOYAKUU, A€ HEOBXIAHO,
MicLe NpoBefeHHs KOHTPOsIo akocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepAXeHOMY
[ocCbe)(BBEAEHHS HOBOTO BUPOGHMKa ADI 3
HajaHHAM macTep-chaiina Ha APl) BBegeHHS
popartkoBoro BupobHuka A®I Saurav Chemicals
Limited, India 3 HagaHHsIM MacTep-halina
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS

65.

AEKCANTIH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 25
mr; no 10 TabneTok
y 6nicTepi; no 1 a6o
no 3,abono5
6nictepiB y
KapTOHHIA KopoobLi

MeHapiHi
IHTepHeL
OoHan
Onepeii
OHC
Nokcemby
pr C.A.

okcemby
pr

Brpo6HMLUTBO in
bulk, nakyBaHHs,
KOHTpONb Ta
BUMYCK Cepii:
Na6opaTtopioc
MeHapiHi C.A.,
Icnanis
Brpo6HMUTBO in
bulk, nakyBaHHs
Ta BUNycK cepii:
A. MeHapiHi
MaHyakTypiHr
JloricTikc eHp,
Cepgicec C.p.J1.,
ITanis
KoHTposnb
cepii/TecTyBaHHs
(Tinbkn ons cepiii
BUrOTOBJ/IEHUX
A.MeHapiHi
MaHyakTypiHr
JloricTikc eHp,
Cepsicec C.p.J1.):
A. MeHapiHi
MaHyhakTypiHr
JoricTik eHp,
Cepsicec C.P.J1,,
ITanisa

Icnanis/
ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| Tuny - 3MiHK 3 AKOCTi. [OTOBMIA NikapcbKuii 3acib.
KOHTpO/b AONOMIKHMX PeHOBUH. 3MiHa Y MeTofax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHW (iHLUI 3MiHN Y

MeToAax BUNPOOyBaHHS (BK/oUaUy 3aMiHy abo
nofasaHHs)) JoaasaHHsa 1U-cnekTpockonii, K
mMeTofa BUNpobyBaHHA ANs igeHTudikai
[L0MOMIXHOT PEYOBUHM — CYXOro flaky. Takox,
BHECEHHS peflakLiiiHnx 3MiH a0 p.3.2.P.4.1. 3miHu |
MMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6.

KOHTponb f0oMoMiKHUX peyoByH. 3MiHa napamMeTpiB

cneuudikayin Ta/abo gonycTummux Mex ans

[0MNOMDKHOT peYoBUHY (BUTYYEHHS 3i cneumdikauii

He3Ha4yHOro MokKasHuKa (Hanpuknag 3actapiforo
nokasHuka)) BunyyeHHs He3HaYHOro NokasHuka
Makporon 6000 3i cneuudikauii gns igeHTudikaii
[OMOMDKHOT PEYOBVHK-CYXOro naky. 3miHu | Tuny -
3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PeYOBMH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTummx mex gns

[0MOMDKHOT peYOBMHM (iHLLI 3MiHW) BHECeHHs 3MiH

00 p.3.2.P.4.1 Cneuudikayis, a came — 3aMiHa
CTOPIHK1 MOHOTpaddii KOMMNOHEHTIB CyXOro siaKy
nocunaHHHAM Ha EP gitode BugaHHA. 3MiHu | Tvny -
3MiHuM 3 SIKOCTi. [OTOBMIA Nikapcbknii 3aci6. KoHTponb
[LOMOMDKHMX PeYOBMH. 3MiHa NapameTpis
cneuudikayin Ta/abo gonycTummux Mex ans

O0MNOMDKHOT peyoBUHM (iHLLi 3MiHW) BHECEeHHS 3MiH
80 p.3.2.P.4.1 Cneuudpikauisi, a came- 3MiHa Mex

MIKPOBGHOro 3a6pyAHEHHS AN AONOMIKHOT

PeYOBUHM- CyXOro naky (npmeedeHHs ao sumor EP

3a
peyerimom

UA/9258/01/01




51

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

5.1.4,2.6.12 Ta 2.6.13). 3MiHu | TUNY - 3MiHN 3
skocTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PeyoBUH. 3MiHa y MeToAax
BMMNPOGYBaHHA JOMOMDKHOI PEYOBUHM (iHLUI 3MiHN Y
MeToAax BUNpobyBaHHA (Bk/ItoYaoun 3amiHy abo
hofaBaHHs)) BHeceHHA 3MiH oo p.3.2.P.4.2, a came-
3amiHa MeToAy BUNPOOYBaHHS ANS igeHTudikawi
TUTaHy Aiokcuay Ans nepesipku igeHTudikauii
[0NOMDKHOT PEYOBWHW CYXOrO N1aky Ha HOBY, GiNnbLLl
OHOBJIEHY. 3MiHM | TURy - 3MiHW 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX PEYOBUH.
3MiHa y MeToAax BUNPOGYBaHHS JOMNOMIXKHOT
PeYOoBUHM (iHLLI 3MiHM Y MeToAax BUNPOGYBaHHSA
(BKNOYaoum 3aMiHy abo fofaBaHHs)) BHeceHHs
3MiH go p.3.2.P.4.2, a came- 3amiHa meToay
BMNPOGYBaHHA 4715 ifeHT1dikauii rinpomenosu ans
nepeBipky igeHTudiKaLii [ONOMDKHOI peYOBUHN
CYXOro nlaky Ha HoBY, 6ifibLL OHOBAEHY. 3MiHU | TUNy
- 3MiHu 3 sKoCTi. FOoTOBMIA NikapCbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHu, WO
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSIHO AKOCTi
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
OofaBaHHA AiNbHUL, Ha SKill 34jiACHI0ETbCS
KOHTpONb/BUNpo6YyBaHHSA cepii) 3amiHa Dompe
Farmaceutici S.p.A, BigNoBigabHOrO 3a KOHTPO/Ib
cepii Ha A. Menarini Manufacturing Logistic and
Services S.R.L. Via Sette Santi, 3, 50131 Firenze,
Italy Sk BignoBifanbHOro 3a KOHTPO/b
cepii/TecTyBaHHs (TiNibKn OJ151 CEpiil BUTOTOBNEHNX A.
MeHapiHi MaHycakTypiHr floricTikc eHg Cepsicec
C.p.J1.). 3miHun | TUNy - 3miHK 3 AKkocTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX PEYOBUH.
3mMiHa y MeTodax BUNPOGYBaHHS JOMNOMIXKHOT
PeYOoBUHM (iHLLI 3MiHM Y MeToAax BUNPOGYBaHHSA
(BKNOYaoum 3aMiHy abo fofaBaHHs)) BHeceHHs
3MiH 80 p.3.2.P.4.2 AHaniTU4Hi METOAVKY, a came-
BMPOBaKEHHS rapMOHI30BaHNX METOZIB OLiHKM
MiIKPO6HOro 3abpyAHEHHS AOMNOMIKHOT peYOBUHU-
CyXOro naky

66.

AEKCAMETA
30H B®3

Kpanni ouHi,
cycneHsis, 1 mr/mn
no 5 mn y cnakoHi-
KpanesnbHuLi 3
KOHTpPONEM MepLUoro
po3KpuTTs; no 1
chnakoHy-
KpanenbHuui 3
KOHTpOMIEM MepLUOro

Bapluasch
Knia
hapmaves
TUYHWI
3aB0[
Monbtha
AT

MonbLa

BapLuascbkuii
hapmaLeBTUYHNI
3aBof Monbha AT

Monba

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEHHS hapmMakoHarsay B YKpaiHi, SKLO0 BoHA

3a
peyenmom

UA/2543/01/01
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Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)
PO3KPUTTA B MavLlj
KapTOHHIiA

BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHariaay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAaILHOI 3a
hapmakoHarnsg B Ykpaii.

[itoua pepaxkuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuis: Tecnok OneHa
BonogumunpisHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0COOM 3asIBHUKA, BigNOBigaIbHOI 3a
hapMakoHarnsag B YkpaiHi

3a

UA/14273/01/01

67.

AEPMABIH

Masb; Mo 15 r B Ty6i;
no 1 Ty6i y nauuj 3
KapToOHy

TOB "®3
"BIO®AP
MA"

Ykpaina

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN
| Tuny - 3miHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3acib.
3MiHM Y BUPOOHULTBI. 3MiHKN BUNpPobyBaHb abo
O0NyCTUMUX MEX, BCTaHOB/IEHMX y cneuudikavisx,
nig Yac BUPO6HULITBA FOTOBOTO NiKApCbKOro 3acoby
(iHWi 3MiHW) -

OHoBeHHS cneuwmdikauii NPOMiKHOI NpoayKuii nig,
yac BMPO6HULITBA NikapCbKoro 3acoby 3a
NOKa3HWKOM "pO3Mip YacToK" (BUTYHEHHSIM
NnocuaaHHA Ha 3actapinuii mikpockon "/IOMO",
OCKi/TbK/ BBEZEHO HOBUIA cydacHmin mikpockon Nikon
SMZ25, skuii fo3Bonsie po6oTu hoTorpadii i
chikcyBaTV pO3MIp 4acTok)

peyerimom

6e3

nionsieae

UA/0981/02/01

68.

OVIKNAK®
NINOrENb

renb1%no50ry
Ty6i; no 1 1y6i B
KapTOHHI KopoobLi

CaHpo3
®apmacb
toTikan3
Aa.4.

CnoseHis

Cantotac ®apma
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu
| Tuny: 3miHun 3 siKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi dhapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu €C (3miHa y cneuudikauisx,
nos'sa3aHa 3i 3miHamu B 1dY, abo EBponeiicbkii
thapmakonei, abo iHLWii HalioHanbHil hapmakonei
Aepxasun €C) - OHOB/IEHHSA MOCUIaHHA Ha HiMeLbKy
MoHorpadgito 3 DAB 1999 Ha unHHe BugaHHA DAB
015 ONOMIXHOI pevyoBMHM Ammonia solution 10 %.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBepAKEHHS. 3MiHu | Trny: 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa 'y
cknagi (4ONOMiXXHUX pevyoBMHax) roToBOro
nikapcbKoro 3acoby (iHwi 3MiHW) - MiHa cknagy
[LOMOMDKHOT peyoBuHM 13, a came NponoHYETLCA
BUYYUTN apOMaTUYHMIA KOMMNOHEHT «Lilial» 3i
cknagy AONOMDKHOT peYOBMHM apomaTtm3artopy — onii
«Vert de Creme». 3MiHM BHeceHi y po3gin "Cknag”
(8ONOMDKHI pe4yOBMHN) B IHCTPYKLiO 418 MeAUYHOro

3acTOCyBaHHS Ta sIK HAC/IfIOK - Y TEKCT MapKyBaHHs

peyenma




53

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
yNakoBKM Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicsLiB Micns 3aTBePAXEHHS.
69. ANKNO®EHA | Tabnetkun, BKpUTI "FOHiK IHAiA FOHiK IHAisa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu 3a He UA/3939/03/01
K €EBPO 060/10HKOI0, dapmacb dapmacbloTVKas | TNy - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom | niossi2ae
KMLLKOBOPO34YUHHI NO toTrKan Nab6opaTopi3 hapmakoHarnsagy (iHwi 3miHn) 3MiHU BHECEHI B
50 wr; no 10 Na6opaTto (BiggineHHs cipmm po3gain "OcHOBHI i3nKo-XiMi4Hi BNacT1BOCTI" B
TabneTok y 6nictepi; pi3" "Ox. B. Kemikans IHCTPYKLj0 A58 MeANYHOro 3acTOCyBaHHS
no 1, a6o no 2, a6o (BipAineHH eHf nikapcbKoro 3acoby. TepMiH BBeEHHS 3MiH
no 10 6nicTepiB y A hipmm PapmacboTrKan3 NpOTArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS.
KOpOO6Lii 3 KapTOHY "Ox. B. nrp")
Kemikans
eHp
dapmachb
10TUKaN3
Ntg.")
70. AIEHOIECT TabneTku, BKpUTI 3eHTiBa, Yecbka Xaynt ®apma HimeyunHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu 3a - UA/17602/01/01
3EHTIBA nNiBKOBOIO K.C. Pecny6nik MioHcTep T'm6X | TMnNy - 3miHK 3 skocTi. CepTudikat peuenmom
060/10HKOI0, MO 2 Mr, a BignosigHocTi/l E-cepTudikar BignosigHocTi

no 14 tabnetok y
6nictepi, no 2 abo
no 6 6nictepis y
KapTOHHI navw,i

€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHOro
mMaTtepiany/peareHTy/NpoOMKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCH Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif y)xe 3aTBepAXXEeHOro BUPOOHUKa -
nofaHHA OHOBJIEHOro cepTudiikaty signosigHocTi EP
CEP RO-CEP 2016-333-Rev 01 (nonepegHs Bepcis
CEP RO-CEP 2016-333-Rev 00) gnsa A®l gieHorecT
BiJl BXXe 3aTBepAXeHoro BmpobHuka Industriale
chimica s.r.l., ITanis, y 38’'A3Ky 3 BBEJ€HHSAM
[0[aTKoBOI AinbHNL BUpo6HMUTBa A®| CHEMO
BIOSYNTHESIS s.r.I. 3mMiHu | TUny - 3miHM 3 AKOCTI.
CepTudpikat BignosigHocTi/l E-cepTucpikat
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOB/IEHOTO cepTuQiKaTa BignNoBigHOCTI abo
BWNYYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons BUXigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCH Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBEpIXXEHOro BUPOOHUKA -
nofaHHA OHOBJIEHOro cepTudiikaty signosigHocTi EP
CEP R1-CEP 2016-333-Rev 00 (nonepegHs Bepcis
CEP RO-CEP 2016-333-Rev 01) ansa A®l gieHorect
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KapTOHHIiA ynakoBL,i

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLii 4159 MeAUUYHOro 3acToCyBaHHS
reHepnyYHNX/ribpuaHNx/6ionodibHNX Nikapcbkmx
3ac06iB Nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3miHa He NoTpebye
HafaHHSA XO4HVX HOBMX AOAATKOBUX faHWX) 3MiHM
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BactusocTi", "lMpoTunokasaHHs",
"B3aemogia 3 iHWKMMK Nikapcbkumn 3acobamm Ta
iHLWI BMAW B3aemogijin", "OcobmnsocCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog, BaritTHoCTi
abo rogyBaHHsa rpyaar”, "3aaTHicTb BNAMBATM Ha
LIBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMK MexaHiamamu”, "Crocib 3acTocyBaHHs
Ta gosun", "AOitn", "MepenosysaHHs", "Mo6IYHI
peakuii" BiANOBIAHO A0 iHhopMmaL,i LWoA0 MeanyHOro
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(AEPTAJ1, NOpoLUOK AN Opa/ibHOI CycneHsil).
BBefeHHs 3MiH NpoTArom 6-Tm MicLfiB 3 gatu
3aTBEPMKEHHA. 3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsgy. 3MiHa
Y KOPOTKili XapakTepucTuL,i ikapCcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeauyHoro
3acToCcyBaHHS Ha nigcrasi perynsapHo
OHOBJIIOBAHOrO 3BiTY 3 6e3NeKN NiKapCbKoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbKoro 3aco6y B Nic/ispeecTpaviiitHuii nepios,
ab0 Sk pe3ynbTar OLiHKM 3BITY 3 AOCNIMKEHD,
NpoBeAeHNX BiAMNOBIAHO A0 NAaHy nefiaTpUyuHMX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHS NikapcbKoro 3acoby y po3gain
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyAAr0" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3nekun Ajl4voi pevyoBrHN. BBeAeHHS 3MiH NPOTSArom
6-T MicLAIB 3 AaTu 3aTBEPMKEHHS. 3MiHu | TNy -
3MmiHn Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo 3miHa(1) fo

3060B's13aHb Ta YMOB BuJa4i peecTpaLiiHoro

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiJl BX€e 3aTBEpAXeHOro BMpobHuka Industriale
chimica s.r.l, ITanis. B Hogili Bepcii CEP nepiog
noBTOpPHOro BMNpobyeaHHA Ana A®l fieHorecTt
CTaHoBUTb 5 pokiB
71. AIKNOTON® rpaHynu no 100 wr, TOB Ykpaina KYCYM IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/12364/02/01
no 1rrpaHyny «NEAPA XEJTXKEP MNBT | Tvny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom | nidsis2ae
cawe; no 20 cawe y PM NTO» nTa thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NOCBIAYEeHHS, BKtoYatoun MnaH ynpasiHHA
pr3nkamm (3aCTOCyBaHHA TEKCTY, AKUIA NOromKeHui
3 KOMMNETEHTHUM OpraHom) 3asBHUKOM HagaHo
OHOBJ/IEHWIA MMnaH ynpaBniHHA py3vnkamu Bepcis 2.2.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHdpopmauis» Il «Cneymdpikanis 3 6e3nekm» Il «MnaH
3 chapmakoHarnsagy» IV «Mnanu woao
nicnsipeecTpauiiHnx focnigxeHb epekTUBHOCTI» V
«3axogy 3 MiHimisauii pusukie» VI «Pestome nnaHy
ynpasniHHa pusnkamun» VIl «JogaTku» (nogaTtku 1-
8) y 3B’13Ky 3 OHOBJ/IEHHAM iH(DOpMaLlii 3 6e3neku
Lito40i pevoBUHY aueknodeHak BignoBigHO A0
aKTyasibHOI ped)epeHTHOI iHhopMmaLi, a Takox y
3B'AA3KY i3 3MiHOK hopmarty BifnosigHO 40 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). 3miHu | Tuny - 3miHn woao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy (iHui
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLii 4158 MeAUYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ain “MobiyHi
peakuii" L1oA0 BaX/IMBOCTI 3BiTyBaHHS NPoO NoGiyHi
peakuji. BBefeHHsA 3MiH NPOTAroM 6-Tu micsuis 3
AaTun 3aTBEPMAKEHHS

72.

AONOBEHE

renb; no 20 r a6o 50
r,a6o 100 r rento B
Ty6i; no 1 Ty6i B
KopobL;

TOB
«TeBa
YKpaiHa»

YKpaiHa

(BUPOBHMLTBO
Hepo3acosaHoro
NPOAYKTY,
nepBuHHA Ta
BTOPVHHA
ynakoBska,
KOHTpONb cepil);
(mo3Bin Ha BuNycCK
cepii): Mepkne
mM6X, HimeuynHa

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
Il Tvny - 3miHmn 3 AkocTi. API. (iHWi 3MiHW) -
OHOBJIEHHSI MacTep-haiina Ha A®| MenapuH HaTpito
BMpo6HMUTBa Changzhou Qianhong Bio-Pharma Co,
Ltd., China (oHoBneHHs AM® 3 Bepcii W-2020-07-07
[0 0333QH18 V00)

6e3
peyenma

UA/5565/01/01

73.

EBKABA/I®6
00 CALLE

MOPOLLIOK As1si
OpasibHOro PO34nNHY
no 600 mr; no 3r B
cawe; no 10, a6o no
20, a6o no 50 cawle
B KapTOHHiiA
ynakoBLi

Ecnapma
6X

HimeyunH
a

Ningodhapm M16X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN
| TNy - 3MiHK Woao 6e3nekn/edekTNBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn). OHOBMIEHHS TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbKoro 3acoby, a caMme: YTOYHEHO iHdhopMaLiio
LLIOAI0 NOTOTUMY 3asBHUKA; [O0AaHO LUTPUX-KOA,

6e3
peyenma

UA/16272/01/02

74.

EHAOKCAH®

TabneTku, BKpUTI
LlYKPOBOHO
060/10HKOH0, M0 50
mr; no 10 TabneTok
y 6nicTepi; no 5
6nicTepiB y

Bakctep
OHkonoax
i TM6X

HimeyunH
a

Bunyck cepii:
bakctep
OHkonomxi MTM6X,
HimeuuunHa;
Bnpo6HuuTBO
Hepo3diacoBaHoi

Himeyuunna/
IcnaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| TMny - 3miHK Woao 6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn). OHOB/IEHHST TEKCTY
MapKyBaHHS1 yMakoBKM NikapcbKoro 3acoby, 3okpema
BHECEHHS He3HaYHMX pefakLiliHnX NpaBokK No
TekcTy. TepmiH BBeZEeHHS 3MiH - NPOTSArom 6 micsiuis

3a
peyenmom

UA/0027/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KapTOHHI KopoobLi npoaykKuii, nicns 3aTBepmKEHHS.
nepBuHHA Ta
BTOPVHHA
ynakoBska:
Mpacdapma, C.11.,
Icnanis; MFaynT
dapma Amaper
'mM6X, HimeuunHa
75. EH3UCTAN® | TabneTku, BKPUTI ToppeHT IHAisA ToppeHT IHAisa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu 6e3 nionsi2ae UA/2874/01/01
LlyKPOBOHO dapmacb dapmachbloTikanc | TMNY - AOMiHICTPaTWBHI 3MiHU. 3MiHa peyenma
060/10HKOI0, loTiKaU1C nra. HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHSI
KMLLKOBOPO34YMHHI NO nra. LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
10 TabneTok y niKapcbKoro 3aco6y, BK/IHYAUU AifbHULL BUMYCKY
6nictepi; no 2 a6o 8 cepii abo MicLe NpoBeAEeHHSA KOHTPO/IO AKOCTI.
6nicTepis y (aisnbHicTb, 3a AKy Bignosigae BUPO6HUK/iMnopTep,
KapTOHHIA ynakoBL,i BK/1H0UAK0UM BMMYCK Cepiid) - 3miHa agpecu
BUPOBHMYOT AiNbHULL FOTOBOrO NiKapCbKoro 3acoby,
6e3 3MiHN (DaKTUYHOTO MICLLE3HaXOMKEHHS
BMPO6HULITBA. 3MiHM BHECEHO B IHCTPYKLiO 415
MeAMYHOro 3acToCyBaHHA /iKapCbKoro 3acoby LLoao
MiCLie3HaXO)KEHHS BUPOOHMKA 3 BiANOBIAHUMMN
3MiHaMK Y TeKCTi MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby. TepMiH BBeeHHS 3MiH NPOTArom 6 Micsiuis
nicns 3aTBepAKEHHS.
76. EHKAO® PO34UH A5 iH'EKL TOB Ykpaina TOB "BIOJIIK YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu 3a He UA/5196/01/01
3,5%; no 3 mn B "BIOJIIK PAPMA" | Tuny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom | nidssizae
amnyni; no 10 PAPMA" KOHTpO/1b rOTOBOrO MiKapcbKoro 3acoby (iHLWi 3MiHN)
amnyn y naJuj, abo OHOBJIEHHSA BXE 3aTBEPKEHNX METOZIB KOHTPOSIIO
no 5 amnyny AKOCTI IikapCbKOro 3acoby, a came: BUKNaAeHHs
6nicTepi, no 2 TEKCTY [ep>XaBHOI MOBOHO 3riJHO Cy4acHUX BUMOT.
6nicTepn y nayui TepMiH BBEAEHHSA 3MiH - NPOTATOM 6 MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUNY - AQMIHICTPaTUBHI
3MiHK. 3MiHa Ha3BW JiKapCbKOro 3acoby - 3miHa
Has3Bu nikapcbkoro 3acoby. 3ATBEPIXKEHO:
EHKAL-BIONIK (ENCAD-BIOLIK)
3AMNPOMNOHOBAHO: EHKAZI® (ENCAD) TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPKEHHS.
77. EHTEPOXXEP | cycneHsis opanbHa TOB Ykpaina BMPOGHULTBO, ITanis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW 6e3 - UA/15608/01/01
MIHA® Ne5:no5wmny "Onenna NnepBuHHE Ta | Tuny - 3miHK 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
®POPTE thnakoHi; no 5 Xerickea BTOPUHHE 3MiHN Yy BUPO6HULITBI. 3amiHa abo BBEAEHHSA
(pNakoHiB, 3'eAHaHMX | YkpaiHa" nakyBaHHs1, [,04aTKOBOI Aj/TbHULi BUPOOHULTBA 418 YacTVHU abo

MiX co60t0
nosnieTuIeHoBO
nepemMunykoto, y
KaceTi; no 1 kaceTi B
KapTOHHIlA KOpO6L;
Ne 10; Ne 20 (10x2):

KOHTPO/b Ta
BUMYyCK cepili:
Onenna Xesnckea
ITani C.p.n., ITanis
BTOPUHHE
nakyBaHHS:

BCbOr0 BMPOBHMYOro NPOLLECy roTOBOro NiKapcbKoro
3aco6y (AiNbHULA 415 BTOPUHHOTO NakyBaHHS) -
BBefeHHs 404aTKOBOT AiNbHULI A/151 BTOPUHHOTO

nakyBaHHa HeonogxucTika C.p.n., Jlapro BoyyoHi,
1-21040 Opipxbo (VA), ITanis/Neologistica S.r.l.,
Largo Boccioni, 1 - 21040 Origgio (VA), Italy
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 5 mn 'y dhnakoHi; HeonogxucTika
no 10 donakoHis, C.p.n., Itania
3'e4HaHNX MK
coboto
nonieTnIeHoBo
nepemmnykoro, y
kacerTi; no 1 a6o 2
KaceTn B KapPTOHHIl
KopoobLi
78. EProce® Tabnetkv no 50 mr TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiani: 3MiHu 3a He UA/6666/01/02
no 1 a6o 2, a6o 4 "papmaue "®apmaLeBThyHA | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom | nidssizae
Tabnetku y 6nictepi; BTUYHA KOMMaHis thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
no 1 6nictepy B KOMMaHis "®apKoC" niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
Kopobui; no 4 "®apKoC" IHCTPYKLUiT A1 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
Tabnetkv B 6nicTepi; perynsipHoO OHOB/HOBAHOTO 3BiTYy 3 6e3nekn
no 2 6nictepu B nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
Kopobui 3aCTOCYBaHHSA Mikapcbkoro 3acoby B
nicnapeecTpavyiinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHUM
opraHoM) 3MiHM BHECEHO [0 iHCTPYKLIiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby y
po3ain "B3aemogis 3 iHWMMKU NiKapCbknmy 3acobamm
Ta iHWIi B1AM B3aEMOSii" BignoBigHO 40 OHOB/EHOT
iHcbopMmaLii 3 6e3neku Aityoi pevyoBUHU
79. EPTOTUHIB TabneTkn, BKPUTI KPKA, CnoBeHisn KOHTPO/b cepii Ta CnoseHis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/18714/01/02
KPKA NNiBKOBOO 4a.4., Hoso BMNYCK Cepil: Xopsaris | TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom | niosnsizae
060/10HKO0 1Mo 100 MecTo KPKA, a.4., Hoso thapmakoHarnaay. 3MiHU y KOPOTKili XxapakTepucTumui

mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepu y kopobui

mecTo, CnoBeHis;
BMPOGHMLTBO «in
bulk», nepsrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUMYCK Cepii:
KPKA-®APMA
[.0.0., XopBarisi;
BTOpPUHHE
nakyBaHHs: KPKA,
4.4., Hoso mecrto,
CnoBeHis

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeANYHOTo 3aCTOCYBaHHSA
reHepUUHNX/ribpUAHNX/6IoNoAIGHNX NiKapCbKMX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHWI npenapaT (3MiHa He NnoTpebye
HafaHHA XOLHNX HOBMX A0AATKOBUX faHNX) 3MiHM
BHeCeHi [0 IHCTPYKUiT 4719 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "rMobiyHi peaxuii”
3rifHO 3 iH(hopmaLieto LWoA0 MeaNYHOro
3acTOoCyBaHHSA pethepeHTHOro NikapcbKoro 3acoby
(Tarceva® 25 mg, 100 mg, 150mg film-coated
tablets). BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK) 3MiHM BHECEHI [0 iHCTPYKLiT 415 MeanyHoro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ain "MobiyHi
peakujii" LoA0 3BiTyBaHHS NPO NOGIYHI peakuii.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
80. EPNTOTUHIB TabneTku, BKpUTI KPKA, CnoBeHis KOHTpO/b cepii Ta CnoBeHis/ BHECEHHS 3MiH O peecTpavjiiiHuX maTepiasis: 3MiHu 3a He UA/18714/01/03
KPKA NNiBKOBOO a.4., Hoso BMNYCK cepil: Xopsaris | TMny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | niosnsizae
060n0HkKot0 no 150 MecTo KPKA, a.4., Hoso dhapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
mr; no 10 TabneTok mMecTo, CrnoBeHis; nNiKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
y 6nicTepi, no 3 BMPOGHULTBO «in IHCTPYKUIT AN Me4UYHOro 3aCTOCYBaHHS
6nicTepu y kopoobui bulk», nepsuHHe reHepuyYHNX/ribpuaHNX/6ionogibHNX Nikapcbkmx
Ta BTOPVHHE 3aco6iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
nakyBaHHs, pecbepeHTHWIA Npenapar (3mMiHa He noTpebye
KOHTPOb cepii Ta HaZiaHHA XOAHMX HOBUX [0AATKOBUX faHUX) 3MiHK
BUMYCK Cepii: BHECEHi [0 IHCTPYKLUIiT 4719 MEANYHOrO 3aCTOCYBaHHS
KPKA-®APMA nikapcbKoro 3acoby y po3gin "MobiyvHi peaxuii”
[.0.0., XopBarisi; 3rigHO 3 iH(hopmaLieto LWoA0 MeANYHOrO
BTOPVIHHE 3acTocyBaHHS pethepeHTHOro /likapCbKoro 3acoby
nakyBaHHs: KPKA, (Tarceva® 25 mg, 100 mg, 150mg film-coated
A.4., Hoso mecro, tablets). BBefieHHs1 3MiH NPOTArom 6-T1 MicALIB
CnoBeHis nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy (iHui
3MiHM) 3MiHV BHECEHI A0 IHCTPYKLIT 4718 MeAnYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ain “MobiyHi
peakujii" LoA0 3BiTyBaHHS NP0 NOGIYHI peakuil.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS
81. EPNNOTUHIB TabneTku, BKPUTI KPKA, CnoseHis KOHTpO/b cepii Ta CnoseHis/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/18714/01/01
KPKA NNiBKOBOO n.4a., Hoso BMNYCK cepil: Xopsaris | TMny - 3MiHK Woao 6e3nekn/edPeKTNBHOCTI Ta peyernmom nionsieae
060n0HkKot0 No 25 MecTo KPKA, a.4., HoBo thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
Mmr; no 10 TabneTok mecTo, CnoBeHis; NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
y 6nicTepi, no 3 BMPOGHMLTBO «in IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHSA
6nicTepu y kopobui bulk», nepBuHHe reHepnyYHNX/ribpuaHNx/6ionodibHNX Nikapcbkmx
Ta BTOPUHHE 3aco06iB Nic/1s BHECEHHSA TiET camoi 3MiHWN Ha
nakyBaHHs, pedoepeHTHUIA npenapart (3miHa He NoTpebye
KOHTpO/b cepii Ta HafaHHSA XO4HVX HOBMX AOAATKOBUX faHWX) 3MiHM
BMNYCK cepil: BHECEHI [0 iHCTPYKUii 415 MeANYHOro 3acTocyBaHHs
KPKA-®APMA nikapcbKoro 3acoby y po3gin "MobivHi peaxuii”
[.0.0., XopBarTisi; 3rigHO 3 iHhopMaLjiEeto Woa0 MeanyYHOro
BTOPVHHE 3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
nakyBaHHs: KPKA, (Tarceva® 25 mg, 100 mg, 150mg film-coated
A.4a., HoBo mecTo, tablets). BBeieHHS 3MiH NPOTArom 6-T1 MicsALIB
CnoseHisa nicnsa 3aTBepKeHHs. 3MiHY | Tuny - 3MiHK LWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) 3MiHV BHECEHI A0 IHCTPYKLiT 4719 MeanYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ain “MobivHi
peakuii" LWoAo 3BiTyBaHHA NPO NOGIYHI peakuii.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS
82. EPOTEKC TabneTkn, BKPUTI CninbHe YkpaiHa AxTasic /ITa. ManbTa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/15460/01/01
And NNiBKOBOO YKpaiHCbK | TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom | niosnsizae
YO/OBIKIB 060/10HKO10, M0 50 o- thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
Mmr no 1 a6o 4 icnaHcbke NiKapCbKOro 3acoby, TEKCTi MapKyBaHHA Ta
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Tabnetkv y 6nictepi; | mignpuemc IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
no 1 6nictepy y TBO perynsipHO OHOB/IOBAHOTO 3BiTY 3 6e3nekn
KapTOHHIA navui "CMEPKO nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
YKPAIHA" 3aCcTOCyBaHHSA NMikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
OLIiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
Y3rOKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLiT 4518 MeauyHoro
3acToCcyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWI B1AW B3aeMogii" Wwoao 6e3nekn 3aCToCyBaHHs
Airo4oi pevoBUHY cungeHadin BignosigHo Ao
pekomeHpaLii PRAC.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS
83. EPOTEKC TabneTkn, BKPUTI CninbHe YKpaiHa AxTasic J/ITa. ManbTa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3MiHK 3a He UA/15460/01/02
ansa N/1iBKOBOIO YKpaiHCbK | TNy - 3miHK Woao 6e3neku/edhekTNBHOCTI Ta peyenmom | niossi2ae
YO/OBIKIB 060/10HKO10, N0 100 o- thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
mr no 1 a6o 4 icnaHcbke NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
Tabnetkv y 6nictepi; | mignpuemc IHCTPYKLUii A1 MEeAMYHOro 3aCTOCYBaHHA Ha niacrasi
no 1 6nictepy y TBO perynspHo OHOBJ/IHOBAHOrO 3BITY 3 6e3neku
KapTOHHIW nayu,i "CMEPKO nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
YKPAIHA" 3acToCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
OLliHKM 3BIiTY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom)
3MiHU BHECEHO A0 IHCTPYKLiT 4518 MeanyHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainy
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWI BMAW B3aeMogii" Wwoao 6e3nekn 3acToCyBaHHs
Aito4oi pevoBuHM cungeHadin BignosigHo Ao
pekomeHgauiin PRAC.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS
84. ECNA- Tabnetku, Wo Ecnapwma HimeuunH BMPOGHMLTBO Icnanis BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 6e3 - UA/17918/01/02
BACTUH® aucnepryroTbes B 6X a Hepo3dhacoBaHoro | TNy - 3MiHK Woao 6e3nekn/edekTNBHOCTI Ta peyenma
POTOBI NOPOXHWHI NPOAYKTY, thapmakoHarnagy (iHwi 3miHn) He3HauHi 3MiHM B
no 20 mr, no 10 nepBuHHe TEKCTi MapKyBaHHS BTOPWUHHOI YNakoBKM NiKapCbKoro
TabneTok y 6nictepi, nakyBaHHs, 3acoby, 30kpemMa foAaBaHHs iHdhopmMaLii npo
no 1 6nictepy B BTOPWHHE HasIBHICTb LUTPUX-KOAY Ta NPUHANEXHICTb S10ro
ynakoBLi naxkyBaHHs, 3asBHUKY y . 17. IHWE
KOHTPO/Ib AKOCTI,
BMNYCK cepil:

JlabopaTopioc
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MegikameHTOC
IHTepHacboHanec,
C. A, IcnaHis
85. ECNA- Tabnetku, Wo Ecnapma HimeuunH BMPOGHMLTBO IcnaHis BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 6e3 - UA/17918/01/01
BACTUH® aucnepryloTbes B 6X a Hepo3dhacoBaHOro | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
POTOBI NOPOXHWHI NPOAYKTY, thapmakoHarnagy (iHwi 3MiHn) HesHauHi 3MiHu B
no 10 wmr, no 10 nepBuHHe TEKCTi MapKyBaHHSA BTOPUHHOT YNakoBKN iKapCbKOro
Tabnetok y 6nictepi, nakyBaHHs, 3acoby, 30kpema fofaBaHHs iHopmMauii npo
no 1 6nictepy B BTOPWHHE HasIBHICTb LUTPUX-KOAY Ta MPUHAIEXHICTb /1010
ynakoBLi naxkyBaHHs, 3aaBHUKY y n. 17. IHWE
KOHTPO/b AKOCTI,
BUMYCK Cepii:
Na6opaTtopioc
MegikameHTOC
IHTepHacboHaulec,
C. A, Icnanis
86. ECNA- Tabnetku no 2,5 wr, Ecnapma HimeyuunH Ninpodapm M16X HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 3a - UA/17004/01/01
TNBON® no 28 TabneTok y m6X a | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapPCbKMiA 3aci6. peyenmom
6nicTepi; no 1 3MiHN Yy BUPO6HULTBI. 3MiHM BUNpo6yBaHb abo
6nictepy B LOMYCTUMMUX MEX, BCTAHOBMIEHNX y crneundikallisx,
KapTOHHI KOpooLyi nig, Yac BUPOGHMLITBA FOTOBOTO /iKApCbKOro 3acoby
(BVNYyYEHHSI HECYTTEBOTO BUNPOGYBaHHA B NPOLECI
BMPOGHULITBA) 3MiHM Y Nigpo3aini peecTpayiiiHoro
nocbe 3.2.P.3.3. Onuc BMpoGHUYOro npouecy Ta
KOHTPOJIIO NpoLecy, a came: BUMy4aETbCst KOHTPOSIb
BMICTY Ajit040l PEYOBUHY Ha CTaAii NPUroTyBaHHsA
CYMiLLi A9 TabneTyBaHHS
87. ETOMNO3UA- KOHUeHTpaT ans Mini Benuvka BeHnyc Pemegic IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a He UA/6439/01/01
mini po3uuHy Ans Xenckepe BputaHis Nimiten | TNy - AOMIHICTPaTUBHI 3MiHU. 3MiHa peyenmom | niosisg2ae
iHdpysiiA, 20 mr/mn no Nimiteq HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BacHMKa
2,5 mn (50 mr), abo peecTpayiiiHoro nNocBig4eHHs ) - 3MiHa agpecu
5 mn (100 wmr), a6o 3asBHUKA (B/1ACHMKa PEECTPALiHOrO NOCBIAYEHHS).
10 mn (200 mr) y 3MiHM BHECeHi y po3ain "Micue3HaxomKeHHs
dhnakoHi; no 1 3asBHMKA" B IHCTPYKL,iIO 418 MeAUYHOro
h1akoHy B KOpoO6Li 3acToCcyBaHHs NiKapCbKOro 3acoby y 3B'A3Ky 3i
3MiHOI apecy 3asaBHUKa. BBeileHHs1 3MiH NpoTArom
6-TV MicAUiB Nic/a 3aTBEPAKEHHSA
3ABILUE®DTA MOPOLLIOK AN MOANIEP CLWA Bnpo6HMLTBO Bpasunis/ BHECEHHS 3MiH 10 peecTpaliiiHnx maTepianis: 3MiHK 3a - UA/17440/01/01
KOHLeHTpaTy ans ENU. CI. HaniBNpoaykTy ITanisa | TNy - AOMiHICTPaTWBHI 3MiHU. 3MiHa peyenmom
pO34nHy Ans ni. CTepUIbHOI CyMmiLLi HaVimeHyBaHHs1 Ta/abo agpecu 3asBHUKa (BNacHuka
iHcpys3iiA, no 2000 KOPMOP uectprasngumy peecTpavuiiiHoro nNocBigueHHs) - 3miHa agpecu
mr/500 wr, no 10 EVLLH KapboHaTy 3a8BHMKa
oNakoHiB 3 (uedhTasngumy
NOPOLLKOM Y neHTarigpar 3
KapTOHHI KopoobLi Kap6oHaToMm
HaTpito),

TECTYBaHHS npu
BUNYCKY:
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

AHTMGIOTIKOC A0
Bpasin NTaa,
Bpasunis
BMPOBHMLITBO,
nakyBaHHs,
KOHTPOb AKOCTI
Ta BUMyCK cepii:
EiCiEc Oo6dap
C.n.A., ltania
BMNPOOYBaHHSA
CTabiNbHOCTI
roToBOro
nikapcbKoro
3acoby
EiCIiEc fo6dap
C.n.A., Itanis

88.

3EPBAKCA®

NOPOLUOK ANsi
KOHLeHTpaty 4ns
pO3uuHy Ans
iHcpysiiA, 1 1/0,5 1; no
10 chnakoHis 3
MOPOLUKOM Y
KapTOHHIlA KOpooLi

Mepk
Wapn i
Joym
I0EA
6X

Lseiiuapi
o

BMPOBGHULITBO,
nepBuHHE
nakyBaHHS,
KOHTPO/b AKOCTI
(TecTtyBaHHs npu
BUMYCKY),
TeCTyBaHHs
cTabifIbHOCTI:
Crepi-®apwma,
Nnnc, CWA
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI
(TecTtyBaHHs npu
BUMYCKY),
BiAnNoBigabHUIA 3a
BUMYCK Cepii:
®APEBA
Mipa6ens,
PpaHLin

CLuA/
®paHuisa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - AgMiHICTpPaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHML (BKOUAKUN AiNbHNLj ANS
A®I, NpoMiXHOro nNpoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHSA
nakyBaHHs1, BUpOGHYKa, BiANoBiAaNIbHOTO 3a BUMYCK
cepiid, MicLie NPoBeAEHHSI KOHTPOSHO cepii) abo
nocTavasibHvKa BUXiAHOTO maTepiasny, peareHTty abo
[L0MOMIXHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0ChE)
BunyueHHs doyHKUiT “BUNYCKY cepii” Ans BUpo6HUka
Crepi-®apwma, JI/IC, CLUA.

BunyyeHHs iHCTPYKLiT 415 MeNYHOro 3aCTOCyBaHHS
NikapcbKoro 3acoby Ta TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby ans BupobHuka «Ctepi-Papma,
NNC, CLWA». BBefeHHs 3MiH MPOTAroM 6-Tv MicsLB
nicnsa 3aTBepKeHHs. 3MiHu | Tvny -
AOMiHICTpaTMBHI 3MiHN. Buy4yeHHst BUPOGHWYOT
AinbHUUI (BKAOYaoumn ainbHuli ans Adl,
NPOMIXHOr0 NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AiNbHULI 4719 NPOBEAEHHSA NaKyBaHHS,
BMPOGHWKA, BiAMNOBifaIbHOTO 3a BUMYCK Cepili, Micue
NpoBeAEeHHS KOHTPO/IO cepil) abo noctavanbHMKa
BUXIQHOTO MaTepiasty, peareHTy abo fONOMiXHOI
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCbE) BunyyeHHA
OYHKLT “BTOPUHHE NakyBaHHA" 4151 BUPOOHUKaA
Crepi-®apma, JI/IC, CLUA 3 BHECEHHS YTOUHEHHSA
LLoA0 IYHKLiA 3aTBEpAKeHOro BupobHuka PAPEBA
Mipa6enb, ®paHuis. BBegeHHS 3MiH NPOTArom 6-Tu
MicALIB MicnsA 3aTBEPKEHHS. 3MiHM | TNy - 3MiHKn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA roTOBOrO /ikapCbKOro 3acoby

3a
peyenmom

He
nionsieae

UA/16362/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAAX
BMNPO6YBaHHSA) HesHayHa 3MiHa y 3aTBEepKEeHUX
mMeTofax BUNPO6yBaHHS 3a NOKa3HUKOM
“KonbopoBicTb po34nHy” /151 FOTOBOTO /iKapCbKOro
3acoby, Wo nepefdayae MOXNMBICTb BUKOPUCTaHHSA
anbTepHaTUBHOIO eKBiBaJIEHTHOrO 061aAHaHHS A0
BXE 3aTBepAKeHoro. 3miHu | Tmny - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbkuMii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPMAKEHNX METOAAX
BMNpo6yBaHHA) HesHauHa 3miHa y 3aTBEpPKEHUX
MeToAax BUNPOBYBaHHA 3a MOKa3HUKOM
“KonbopoBiCTb PO34MHY” 419 NPOMIXHOr0o NPoAyKTY,
Lo nepefbavae MOX/MBICTb BUKOPUCTAHHSA
a/lbTEPHATUBHOIO €KBIBa/IEHTHOrO 06/1aiHaHHSA A0
BXe 3aTBepKEHOro. 3MiHu | Tuny - 3MiHN 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. KOHTPosib rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHN) OHOBMIEHHS BXe
3aTBEPMKEHVX METOAIB KOHTPOJIIO SKOCTI
NiKapcbKoro 3acoby, a came: BUKIaLEeHHS TEKCTY
[ep>XXaBHOK MOBOIO 3liHO CYy4aCH/NX BUMOT.

89.

IMATUHIB
LWAINA

TabneTku, BKPUTI
NNiBKOBOO
o6onoHkot, no 100
Mmr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu y
KapTOHHIlA KOpooLi

Wnnna
Megikea
Nimiteq

IHais

MoBHWIA LMK
BMPOGHNYOrO
npovecy:
Lvnna Megikea
Nimitea, IHaia

KoHTponb skocTi i

BUNPOBYBaHHSA
cTabinbHOCTI

(dpi3nyHi i XimiyHi

TecTn):
LLinnna Megikea
NimiTea, IHAjsA

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| Tuny - 3MiHK 3 AKOCTi. FOTOBMI Nikapcbknii 3aci6.
3MiHu Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCS BUMNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHS AiNbHWLI, Ha SIKilA 34iACHI0ETLCS
KOHTPONb/BUNPOGYBaHHSA cepii). BBeAeHHs

anbTepHaTuBHOI AinbHuui (Unit-VII, Survey no 125,

1st Floor, Plot no 79, IDA-Mallapur, Nacharam,
Uppal (M), Medchal-Malkajgiri (Dt), Hyderabad -

500076, Telangana, India / FOHiT 7, CypBei 125, 1i

nosepx, [ingHka 79, IDA-Mannanyp, Hakapaw,

Ynnan (M), Meguan-Mankagxupi (Dt), Xaligepaban,

- 500076, TenaHraHa, IHAiA) BignosiganbHOT 3a
KOHTPO/Ib AKOCTi | BUNPOGYBaHHSA CTabifIbHOCTI
(thi3nuHi i XiMiuHi TECTU) 4NN BXE 3aTBEPKEHOIO
BMpobHuka LLnnna Megikea Jlimiteg, / Shilpa
Medicare Limited.

3a
peyenmom

UA/18684/01/01

90.

IMATUHIB
LWAINA

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, Mo 400
Mr o 10 Tabnetok y
6nictepi, no 3
6nictepu y
KapTOHHIl KopooLi

Wnnna
Megikea
Nimiteq

IHais

MoBHWIA LMK
BMPOGHNYOro
npovecy:
LLvnna Megikea
Nimitea, IHaia

KOHTpO/b SKOCTi |

BMNPOGYBaHHSA
cTabifbHOCTI

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| Tuny - 3MiHK 3 AKOCTI. FOTOBMIA NikapcbKnii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/HO AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo
[0oAaBaHHS AiNbHWLI, Ha SKilA 30iACHIOETLCS
KOHTPONb/BUNPOGYBaHHS cepii). BBeaeHHs
anbTepHaTUBHOI AinbHuui (Unit-VII, Survey no 125,

3a
peyenmom

UA/18684/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(dhi3nyHi i XimiyHi 1st Floor, Plot no 79, IDA-Mallapur, Nacharam,
TecTn): Uppal (M), Medchal-Malkajgiri (Dt), Hyderabad -
Lnnna Megikea 500076, Telangana, India / FOHiT 7, CypBeli 125, 1ii
Nimitea, IHain nosepx, fingHka 79, IDA-Mannanyp, Hakapaw,
Ynnan (M), Meguan-Mankagxupi (Dt), Xaligepaban,
- 500076, TenaHraHa, IHAiA) BignosiganbHOT 3a
KOHTPO/Ib SKOCTi | BUNPOGYBaHHSA CTabifIbHOCTI
(thi3nuHi i XiMiuHi TECTU) ANA BXE 3aTBEP)KEHOIO
BMpobHuka LLnnna Megikea Jlimiteg, / Shilpa
Medicare Limited.
91. IMOAIYM®AY | TabneTku; no 6 MakHin AHrniA BMPOBHULTBO 3a ®paHuia/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosnsieae UA/19902/01/01
(o] Tabnetok y 6nictepi, | MpogakTc MOBHUM LK/IOM ITanis/ | Tuny - 3MiHK 3 AKoCTi. FOTOBMI Nikapcbkunii 3aci6. peyenma
no 1 6nictepy B Nimiteq (BMpPOGHMLTBO IHAjsA CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
KapTOHHI nauwi roTOBOI /iKapCbKOT ymoBax 36epiraHHsi rOTOBOrO /likapCbKOro 3acoby
chopmMK, KOHTPOSIb (36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
AKOCTi rOTOBOI nikapcbkoro 3acoby) - 415 TOproBoi ynakoBku
nikapcbKoi hopmu, (NiaTBEPOXKYETLCA AAHUMW PEASILHOIO Yacy)
nepBuHHE 36inblIeHHA TepMiHy npuaaTtHocTi /13, y 3B'A3Ky 3
nakyBaHHs Ta OTPVIMAHHSIM OHOBJ/IEHWX AaHUX 3i cTabinbHOCTI
BUNYyCK cepii): nigTBEpMKEHNX AaHUMU peasibHOro Yacy. [itoya
LOKHTN pepakuisi: TepMiH NpMAATHOCTI 2 POKK.
KoHcblomep Xenc lMponoHoBaHa pepakuisi: TepmiH npuaaTHocTi 3
(PpaHc) CAC, POKW. 3MiHW BHECEHO B IHCTPYKLiIO A1 MeAUYHOro
dpaHuis 3acToCyBaHHS MikapCcbKoro 3acoby y po3gin «TepMiH
KOHTPO/Ib SKOCTI: npuaaTHOCTI»
Anccen Cinar
C.M.A,, ITanis
KOHTPO/b AKOCTI
(Tinbkn
TecTyBaHHS
cTabinbHoCTI):
JDKOHCOH |
[bxoHcoH MpavisaT
Nta, IHais
92. IHAAMEH SR | TabneTku, BKPUTI dapmaves Monbwa dapmaLleBTUYHNIA MonbLia BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a - UA/0877/02/01
060/10HKOI0 3 TUYHWI 3aB0[, | TNy - 3miHK Woao 6e3nekn/ehekTUBHOCTI Ta peyenmom
MoANIKOBAHUM 3aBof "MONIbOAPMA" thapmakoHarnsgy. BeegeHHs abo 3miHu o
BMBINIbHEHHSAM NO "TIONTb®A C.A. y3ara/ibHeHNX AaHux Npo cuctemy apmakoHarnsgy
1,5wmr, no 14 abono | PMA" C.A. (BBEAEHHSA y3araslbHEHUX AaHWX NPO cMcTeMy

15 TabneTtok y
6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHI KopoobLi

dhapmakoHarnsgy, 3miHa ynoBHOBaeHoT 0cobw,

BiANOBIAA/ILHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, K0 BoHa
BiMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigasbHOT

3a 34jiicHeHHs hapmMakoHarnagy (BkIyatumn
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHOT 0CO6M 3asBHUKA, BigNOBiga1bHOI 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
thapmakoHarnag B YkpaiHi.
[litova pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakuis: Tecnok OneHa
BonogmmupisHa. 3MiHa KOHTaKTHUX JaHWUX
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAaILHOI 3a
hapmakoHarnsg B Ykpaii.
93. IHOAHPUKC cycnensis (DTPa- "nakcoCwmi Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/16235/01/01

FEKCA™/INF HBV-IPV) gna TKNAiiH BpuTtaHis Bionoaxikans C.A. | TMNy - 3miHK 3 AkocTi. CepTudikat peuenmom
ANRIX iH'ekuin no 0,5 mn (1 Ekcnopt BignosigHocTi/l E-cepTudikar BignosigHocTi
HEXA™ [03a) Ta niodpinisar Nimiteq €Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
KOMBIHOBA (Hib); 1 nonepeHbO HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
HA HarnoBHeHW ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
BAKUVHA 0HOPAa30BUii €Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
Aand wnpuy, (no 0,5 mn (1 mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
MPO®INTIAKT [03a)) y KOMMNIEKTi 3 BMKOPUCTOBYHOTbCH Y BUPOOHULTBI ADI; ans
KN [BOMa rosikamu Ta LonomixHoT pevoBuHn (CE-cepTudoikat
LOUNOTEPII, onakoH 3 BiANOBIAHOCTI EBponeiickkili hapmakonei ans
NPABLA, niogpinizatom (Hib) Adl/BnxigHoro matepiany/peareHTy/npoOMiIXXHOIo
KALLUMOKY ansa 1 posu, wo npoaykTy abo AONOMiXHOT peqoBuHN) - OHOBNEHNI
(ALUENONAP | 3miyoTbea nepes cepTuqikaT Bif BXe 3aTBEP)KEHOIO BUPOGHMKA.
HUIA BVMKOPUCTAHHAM MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
KOMMOHEHT | (wnpwy 3 ronkamu €Bponelicbkin hapmakonei Ne R1-CEP 2000-171 -
), FENATUTY 3aKpuTi ryMmOBUMU Rev 04 (3aTBepmxeHo: R1-CEP 2000-171 - Rev 03)
B, KoBnaykamu); aBi ans Donor Bovine Serum y 3B'A3Ky 3 OHOB/IEHHAM
noniomieni ronku (ogHoro IOPUAMYHOI Ha3BW 3aTBEPKEHOro BUPOGHYMKa 3 “Life
TYTA po3mipy), Wwnpu, Ta Technologies New Zealand Limited” Ha “Thermo
3AXBOPHOB oNakoH repMeTuyHO Fisher Scientific New Zealand Limited”, 6e3 3miHn
AHb, 3anakoBaHi y afpecy BUpoGHMKa
3BYAHUKOM | nnacTukoBwii
AKNX € KOHTeliHep; no 1 abo
HAEMOPHIL no 10 nnacTUKoBUX
us KOHTeliHepiB y
INFLUENZAE | kapTOHHIi kopo6uyj;
TANY B 1 nonepeAHbLO

HanoBHEHW
04HOpPa30Bui
wnpuy, (no 0,5 mn (1
[03a)) Y KOMMEeKTi 3
[ABOMa rosikamu Ta
chnakoH 3
niodpinizatom (Hib)
ans 1 gosu, wo
3MiLLyOTbCA Nepes
BUKOPUCTaHHAM
(wnpwy, 3 ronkamn
3aKpUTi TYMOBVIMU
KoBMaykamu); ABi
rosiku (ogHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
po3mipy), LWnpuL, Ta
dhnakoH repMeTUHHO
3anakoBaHi y
nnacTyKoBuii
KOHTeliHep; no 1 abo
no 10 nnacTukoBmnx
KOHTEliHepIB y
KapTOHHI Kopoo6Li
94, IHPTAMIH cynosuTopii MpuBatHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu - - UA/7391/01/01
pekTanbHi no 0,015 aKujioHepH akKuioHepHe | TMNY - 3MiHKW 3 AkocTi. CepTudikar
r, in bulk Ne 1250: e TOBapuCTBO BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
no 5 cynosutopiis y TOBapuCTB "Nekxim - Xapkis" €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
6nicTepi; no 250 0 "Jlekxim- HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
6nicTepiB y ALMKY Xapkis" abo BUNy4YeHHs cepTudpikata BianoBigHOCTI
€poneiicbkili thapmakonei: gns A®l; ons BuxigHoOro
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
noAaHHsA OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
€poneiicbkii hapmakonei Ne CEP 2014-261 - Rev
01 (3atBepaxeHo: RO-CEP 2014-261 - Rev 03) ansa
A®| menokcrkamy Bif, 3aTBEPAXKEHOTO BUPOGHMKA
SWATI SPENTOSE PVT. LTD., IHgis
95. IH®/TAMIH cynosuTopii MpuBaTHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 3a - UA/7390/01/01
pekTanbHi no 0,015 aKujioHepH akujioHepHe | TMNy - 3MiHKW 3 AkocTi. CepTudikart peyenmom
r; no 5 cynosmTopiis e TOBapuCTBO BignosigHocTI/TE-cepTudpikar signosigHocCTi
y 6nicTepi; no 2 TOBapucTB "Jlekxim - Xapkis" €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
6nicTepn y nauuj 3 0 "Jlekxim- HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
KapToHy Xapkis" ab0 BUyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepIXeHOro BUPOOHUKA -
nofaHHsA OHOBJ/IEHOro cepTuddikarta BiANOBILHOCTI
€poneiicbki hapmakonei Ne CEP 2014-261 - Rev
01 (3atBepgxeHo: RO-CEP 2014-261 - Rev 03) ans
Ad| Mmenokcukamy Bif, 3aTBEPAXEHOr0 BUPOGHMKA
SWATI SPENTOSE PVT. LTD., IHgis
96. INPATPONIY iHranauisa nig 3AT NuTBa Na6opatopio IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu 3a - UA/16363/01/01
M-IHTENI TUCKOM, PO3YMH Mo "IHTEN Anbpo-HOHioH, | TNy - 3miHK 3 AKkocTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
20 mkr/go3a; no 10 FEHEPUK C.N. Cuctema KoHTeliHep/3aKkynoproBasibHUiA 3aci6. 3MiHa
M1 pO34mnHy (200 C HOPA" y NEPBUHHII ynakoBLi r0TOBOro Mikapcbkoro 3acoby

003) y 6anoHi; no 1
6aIoHy Y KapTOHHIN

(Tin KOHTelHepa abo [oAaBaHHS HOBOTO
KOHTeliHepa) - TBepai, M'siki Ta HeCcTepusbHi pigki




66

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Kopobui nikapcbki hopMu - BHECEHHSA 3MiH A0 MaTepianis
peecTpauiiHoro Aocbe, a came 3miHa Tuny
KOHTelHepy 3 MOHOG/1I04HOrO atoMiHIEBOTO
KOHTeliHepa 06’emoM 19 M1 | rOp/I0BMHO
AdiameTpom 20 MM Ha MOHO6/104HMI aNOMIHIEBUIA
KOHTelHep, BHYTPILLHS NOBEPXHS SIKOr0 06po6ieHa
FCP (dhTopByrneweBoto NosiMepHOI0 N1a3Moto)
06'eMoM 19 mn i ropsioBUHOK giameTpom 20 MM
97. IPUHOTEKAH | KoHueHTpart gns Lvnna IHAisA MoBHWI LK IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/18000/01/01
LAINA po3unHy Ans Megikea BMPOGHNYOro | Tuny - 3MiHK 3 AKOCTI. [OTOBMIA NikapcbKnii 3aci6. peyenmom
iHcpy3iiA, 20 mr/mn, Nimiteq npouecy: 3MiHM Yy BUPOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
no 15 mn y cpnakoHi; Lnnna Megikea CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
no 1 donakony y Nimitea, IHaia roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
KapTOHHIlA KOpooLi KOHTpO/b SKOCTi | [ofaBaHHA AiNbHULL, Ha SKi 34jiACHI0ETbCS
BMNPOBYyBaHHSA KOHTPONb/BMNPOGYBaHHSA cepii). BBegeHHSA
cTabinbHoCTI anbTepHaTUBHOI AinbHuui (Unit-VII, Survey no 125,
(hi3nuHi i XiMiuHi 1st Floor, Plot no 79, IDA-Mallapur, Nacharam,
TecTn): Uppal (M), Medchal-Malkajgiri (Dt), Hyderabad -
Lnnna Megikea 500076, Telangana, India / FOHiT 7, CypBeit 125, 1i
Nimites, IHaiA nosepx, AinsHka 79, IDA-Mannanyp, Hakapawm,
Ynnan (M), Meguan-Mankagxupi (Dt), Xaligepabag,
- 500076, TenaHraHa, IHAjisA) BignosiganbHOT 3a
KOHTPO/b AKOCTI | BUNPO6YBaHHSA CTabiNbHOCTI
(hi3myHi i XimMi4HI TECTW) ANS BXE 3aTBEPKEHOrO
BMpobHuka LLnnna Megikea Jlimiteg / Shilpa
Medicare Limited.
98. KACEHNAKC NOpPOLUOK A8 KaceH Icnanis KaceH Pekopgari, IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 6e3 nidnsieae UA/14473/01/01
OPa/ILHOIO PO3YNHY Pekopaari C.J. | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenma
no 10r, 10 a6o 20 , C.J. KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
calle y KapTOHHIl napameTpiB cneundikauiii Ta/abo JONYCTUMUX MeX
Kopoobui roTOBOrO JliKapcbKoro 3acoby (iHLi 3mMiHM) 3MiHK B
onuci napameTpy cneuudikadii "30BHilwHIl Burnag”
"'N3 3miHa Ha3BwW BiANOBIAHOTO METOAY KOHTPOIO i3
«Bi3yasibHa OLiHKa» Ha «OpraHosenTuYyHo». 3MiHU
BHECEHO B iHCTPYKL,i0 A1 MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain «Jlikapcbka hopmar»
(«OCHOBHI (hi3VKO-XiMiYHi B/1TAaCTUBOCTI»). BBEAEHHS
3MiH NPOTArom 6-TM MiCALIB NiCc/A 3aTBePAKEHHSA
99. KNIMAKCAH Tabnetku, no 20 TOB Ykpaina 3AT CaHToHika JNintBa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW 6e3 - UA/12815/01/01
FOMEOMATW | Tabnetok y 6nicTepi; "Martepia | TMnNy - 3miHK 3 AkocTi. CepTudikar peyenma
YHNIA no 1 6nictepy y Meguka- BignosigHocTi/l E-cepTudikar signosigHocTi
KapTOHHI KOpoOLyi YkpaiHa" €Bponeiickkiin hapmakonei/MmoHorpadii. 3miHu,

noB'si3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHWOI HalioHa/IbHOT
thapmakonei gepxasu €C (3miHa y crneuudikawisx,
nos'sizaHa 3i 3mMiHamu B 1PY, abo €Bponeiichkii
hapmakonei, abo iHWil HauioHasbHIN hapmakonei
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nepxasu €C) - 3miHa y cneyndikauii BUXigHoOro
NPOAYKTY «Apis», L0 BUKOPUCTOBYETLCA Y
BMPOGHMYOMY npoLieci AP, obymoBneHa
npuBeAeHHsAM 11y BiAMNOBIAHICTb A0 aKTyasibHOI
MoHorpadii HimeLbkoi romeonaTtnyHoil dpapmakonet
Ta 3ara/ibHoi MOHorpagii «MaTpuyHi HACTOAHKM ANs
romeonatnyHux N13» EP; 3miHu | Tuny - 3miHn 3
akocTi. CepTudikaT BignosigHocTiI/IE-cepTudikaT
BifNOBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOoOXiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdPY abo €Bponeiicbkoi thapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
(3miHa y cneuudikauisix, nos'sa3aHa 3i 3MiHaMu B
LY, abo EBponeiickkiil hapmakonei, abo iHLil
HaujioHanbHili hapmakonei gepxasu €C) - 3miHa y
cneumdikaLii BUXigHoro npoaykTy «Lachesis», wo
BVIKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoLeci AdI,
06ymOB/ieHa NpYBeAEHHAM Ti Yy BiANOBIAHICTb A0
akTyasnbHOI MoHorpadii HimeLbkoT romeonatnyHol
hapmakonei; 3MiHun | Tuny - 3MiHKU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNechkili
thapmakonei/MoHorpadii. 3mMiHu, nos'a3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei fgepxasu €C
(3miHa y crneumdikanisx, nos'a3aHa 3i 3miHaMu B
Loy, abo €poneiickkili hapmakonei, abo iHLil
HaujioHasbHIli hapmakonei gepxasu €C) - 3miHa y
cneumdikauii BuxigHoro npoaykty «Cimicifuga», wo
BVKOPWCTOBYHOTLCS Y BUPOOHUYOMY npoLeci AdI,
06ymoBieHa NpuBeAeHHAM iy BifNOBIAHICTb A0
akTyasibHOi MoHorpadii HimeLpKoi romeonaTtnyHol
thapmakonei Ta 3aranbHoi MoHorpadii «MaTpuyHi
HaCTOSHKM AN19 romeonatnyHux /13» EP; 3MiHn |
Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax cneuucpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Yy cneuudikauisx Ha Adl, abo
BVXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
(BUTYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpvkiag BUTyYEHHS 3aCTapifioro NokasHuka)) -
BunyyeHHs He3HaYHOro nokasHuka skocTi «ETaHon»
i3 cneumdikayii BUXigHOTro NPoayKTY «Apis», L0
BUKOPWCTOBYETLCA Y BUPOGHMYOMY npoueci AdI.
BignosigHo no 3arasibHOT MoOHOrpadii «MaTpuyHi
HACTOSAHKM A/18 romeonatnyHunx /13» EP, aKuwo
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NPOBOANTLCA BU3HAYEHHS BiAHOCHOT IyCTUHM,
BM3HAYEHHS BMICTY eTaHOMNy He NOoTPiGHe. Y 3B’A3KYy

3 TUM, L0 NapameTp «BigHOCHA rycTMHA» BK/IHOUEHO

B cneuudikauito BUXigHOro NpoaykTy, napameTp
«ETaHoM1» BBaXAETLCSA HECYTTEBUM | BUNYYEHO i3
cneumdikauii; 3MiHu | Tuny - 3MiHK 3 akocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax creumdikawii
Ta/abo JoNyCTUMUX MEX, BUSHAUEHUX Y
cneyudikauisx Ha A®l, abo BYXigHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCSA Y NpoLeCi
BUpo6HULUTBA API (BUTYYEHHS HE3HAYHOTO
nokKasHuka SKocTi (Hanpuknag, BUyYeHHs
3acTapifioro NokasHvka)) - BunyyeHHss He3HauyHoro
nokKasHuka sKocTi «ETaHon» i3 cnevuudikadii
BMXigHOro npoaykty «Cimicifuga», wo
BUKOPUCTOBYETLCA Y BUPOGHMYOMY npoueci AdI.
BignosigHo fo 3arasnibHOT MOHOrpadii «MaTpuyHi
HaCTOSAHKM 4719 romeonatnyHux /13» EP, aKwo
NPOBOANTLCA BU3HAYEHHS BiAHOCHOT IyCTUHM,
BM3HAYEHHS BMICTY eTaHOMNy He NOoTPiGHe. Y 3B’A3KYy
3 TUM, WO napameTp «BigHOCHa rycTHa» BK/IOYEHO
B cneuudikauito BUXigHOro NpoaykTy, napameTp
«ETaHoM1» BBaXAETLCSA HECYTTEBUM | BUNYYEHO i3
cneumdikauii; 3MiHu | Tuny - 3MiHn 3 akocTi. AdI.
KoHTponb A®I (iHwi 3miHW) - BBEAEHHS KOHTPOII0
Al Cimicifuga C200, Lachesis C50, Apis C200;
3Minu Il Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTBO.
3MiHa BUPOGHYMKa BMXiAHOTO/MPOMIXXHOIO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKA
(Brntovatoun, ae HeobxigHO, MicLe NpoBeAeHHS
KOHTPONI0 sKOCTi) AP (3a BiACYTHOCTI cepTudpikata
BifnoBigHOCTI €Bponelickkili hapmakonei y
3aTBEPKEHOMY 0CHE)(iHLLi 3MiHM) - 3MiHa
BUPOGHMKa BMXIAHOTO NPOAYKTY, L0
BVKOPWCTOBYIOTHCH Y BUPOOHUYOMY npoLieci AdI
(3MiHa BMPO6HMKa BUXIZHOTO MPOAYKTY «Apis») 3
OOO NPF “Farm VILAR” Ha Herbamed AG; 3miHu Il
TMny - 3MiHK 3 aKocTi. A®l. BupobHuuTBO. 3MiHa
BVPOGHMKA BUXIZHOr0/MPOMIXXHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKA
(BKntovatoun, ae HeobxigHO, MicLe NpoBeAEeHHS
KOHTPONI0 sKOCTi) AP (3a BiACYTHOCTI cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei y
3aTBEPKEHOMY A0CHE)(iHLLi 3MiHM) - 3MiHa

BYPOGHYMKA BUXiZHOTO NPOAYKTY, O

BVKOPWCTOBYIOTbCS Y BUPOOHUYOMY npoLeci API
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

(3miHa BMpOGHMKa BUXIAHOrO NPoAyKTy «Lachesis»)
3 000 NPF “Farm VILAR” Ha Herbamed AG; 3MiHu
Il Tvny - 3miHK 3 AkocTi. A®l. BUpobHMLTBO. 3MiHa
BVMPOGHMKA BUXIZHOr0/MPOMIXKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKA
(BKntovatoun, ae HeobxigHO, MicLe NpoBeAEeHHS
KOHTPONI0 sKOCTi) AP (3a BiACYTHOCTI cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei y
3aTBEPKEHOMY 0CHE)(iHLLi 3MiHWM) - 3MiHa
BMPOGHMKA BMXIAHOrO NPOAYKTY, L0
BVKOPWCTOBYIOTHCA Y BUPOOHUYOMY npoLeci AdI
(3miHa BMpOBGHUKa BUXiAHOrO NPOAYKTY
«Cimicifuga») 3 OO0 NPF “Farm VILAR” Ha
Herbamed AG

100.

KNOBENT®

kpem, 0,5 mr/r, no 25
r B Ty6i; no 1 Ty6i B
KapTOHHI Kopoobui

TOB
«BAYLU
XENIC»

YKpaiHa

dapm3aBof
€nba A.T.

Monba

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMNy - 3miHK 3 skocTi. CepTuUdikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCH Y BUPOOHNLTBI ADI; ans
[LOMNOMIXHOT peqoBuHN (cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
HOBOTrO BMPOOGHUKa (3amiHa abo [ONOBHEHHS)
noAaHHsa HOBOro cepTudikaTa BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2009-221 -
Rev 00 ans A®l knobeTasosny nponioHarty Big,
HOBOrO a/IbTEPHATNBHOTO BUPO6GHMKa Symbiotica
Speciality Ingredients SDN. BHD, Malaysia.

3a
peyenmom

UA/3512/01/01

101.

KOAKT

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, No 875
Mmr/125 mr no 5
TabneTok y 6nictepi,
no 3 6nictepu B
KapTOHHI KopoobLi

Aypo6iHao
Papma
nrh

IHais

AypobiHao ®apma
Nimiteq, FOHIT-XII

IHais

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu
| TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUIT 4719 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHVM
opraHoM) 3MiHM BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3zinu: "B3aemogis 3 iHWMMU NikapCbKuMu
3acobamu Ta iHwWi BUAM B3aemogii”, "OcobamsocTi

3a
peyerimom

He
nionsieae

UA/13907/01/01
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3actocyBaHHs", "lNepenosyBaHHsa", "No6iyHI peakuii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3neku
L0401 pevyoBUHU
102. | KOAKT TabneTku, BKpUTI Aypo6iHao IHAis AypobiHao ®apma IHAjsA BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/13884/01/01
NNiBKOBOO Papma Nimiten, FOHIT-XII | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom | nidsisizae
o6onoHkoto, no 500 Nt thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
mr/125 mr no 5 niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
Tabnetok y 6nictepi; IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
no 3 6nictepu B perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
KapTOHHIA Kopoo6Li nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHVM
opraHoMm) 3MiHM BHECEHO [0 iHCTPYKLIiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby y
po3ginu: "B3aemogis 3 iHLWMMK AikapCbKMmn
3acob6amu Ta iHWi Buav B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "Mepeno3ysaHHA", "Mo6IYHI peakuii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3neku
L0401 pevyoBUHU
103. | KOMBIHU® Kpanni OYHi/BYLLHI CEHTICC IHAin CEHTICC ®APMA IHAisa BHECEHHS 3MiH 10 peecTpaljiiiHnx maTepianis: 3MiHK 3a - UA/11313/01/01
AYO nosmny PAPMA NnBT. NTA. | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenmom
nosnieTnIeHoBoMy MnBT. ATA. HalilMeHyBaHHs Ta/abo agpecy MicL NPOBaIXEHHS

dpoNakoHi-
KpanesnbHuL, 3
KPULLIKOIO-
ckapudikaTtopom; no
1 donakoHy-
KpanenbHuui B
KapTOHHI nayuj; no
5mMny
nonieTueHoBomy
donakoHi 3 NpobKoto-
KpanesbHuULero i
KpuLikoto; no 1
donakoHy B
KapTOHHIW nayu,i

LisiNbHOCTI BUPO6GHMKa (BKIOYaKoun, 3a
HeobXiAHOCTI, MicLie NPoBeAEHHS KOHTPOJIHO SKOCTI),
abo BrlacHuka macTep-gaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (SKLLO
3a3HayeHo y [0CbE Ha flikapCbKuii 3acib) 3a
BiICYTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaXeHOMY
nocke, abo BUPOOHMKA HOBOI LONOMIXHOI peYOBUHYU
(AKLLLO 3a3HaYeHO Y A0CbE). 3MiHa HaliMeHyBaHHS
BMpo6HuKa APl fekcameTasoHy i3 CAHO®I YIMI,
®paHuia (SANOFI CHIMIE, France) Ha EBPOAIMI
®PAHLIA, dpaHuis (EUROAPI FRANCE, France).
BHeceHHs cynyTHbOT 3MiHV g0 MKA y po3ain
«Cknag». YTOUHeHHS afpecy BupobHuka Adl, a
came [ofaHO HasBy BynuLj i Homep byaisni.
3aTtBeppxeHo: Po3gin 3.2.5.2.1. Bupo6Huya
ainbHnus A®l JekcametasoH: CAHOO®I
YIMI/SANOFI CHIMIE, 63480 BepTtone, ®paHuis /
63480 Vertolaye, France. MKA: lekcameTasoH - 1
Mr
BupobHuk: CAHO®I YIMI, ®paHuis / SANOFI
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CHIMIE, France. 3anponoHoBaHo: Po3gin 3.2.S.2.1.
Bupo6bHuya ainbHuua APl lekcameTtasoH: EBPOATIMI
®PAHLIIA / EUROAPI FRANCE, 4 Na MaTepie
63480 BepTtone, ®paHuis / 4 La Paterie 63480
Vertolaye, France
MKS: lekcameTasoH-1 mr. Bupo6Huk: EBPOATMI
OPAHLIA, dpaHuis / EUROAPI FRANCE, France
104. | KOPHEPETE renb 04HWiA, 50 mr/r, TOB Ykpaina [p. F'epxapa HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/8545/01/01
Nb® no5ryTy6i;no 1l «BAYL MaHH Xem.-thapm. | Tuny - 3MiHK 3 AKoCTi. FOTOBMI NikapcbKnii 3aci6. peyenma
Ty6i B KAPTOHHIl XENC» ®abpuk 'M6X KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y
Kopobui MeToZax BUNPO6YyBaHHS rOTOBOIO J1iKapCbKOro
3aco6y (iHWi 3MiHM y MeTodax BMNPo6yBaHb
(BrTtOYatoUM 3aMiHy abo AOMOBHEHHS)) - 3MiHU Y
MeToauui BunpobysaHHsa M3 "BrusHayeHHs 3-
amiHonponaHony" metogom TLLUX.
105. | KOPTUAEPM | kpewm, 1 mr/r; no 10 TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3MiHa 3a - UA/15573/01/01
r,no 15r, a6o no 30 TBO 3 BMPOOHULITBA, 3asBHUKa J13 (MIBIM) (BnacHWka peecTpauiiiHoro peuenmom
ry Ty6i; no 1 Ty6i B OBMEXE KOHTPO/Ib SKOCTI, noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
KOpPOO6Lii 3 KApTOHY HOKO BMNYCK Cepil: 460) BBeieHHs1 3MiH NPOTAroM 6-Tu MicAuiB nicns
BIAMOBIA ToBapucTBO 3 3aTBEPAKEHHS; 3MiHM | TUny - 3MiHK WoA0
AJTbHICT obmexeHo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
0 Bi4NOBiAa/IbHICTIO BBefeHHs1 abo 3MiHM [0 y3arasibHeHUX AaHUX Npo
«KOPINOP "GapmaueBTuyHa cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHNX
ALIA KOMMaHis [AaHvX Npo cuctemy chapmakoHarnsgy, sMiHa
«3[00POB "3popoB’s", yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
"A» YkpaiHa 3[jiCHEHHSs1 hapMakoHaraay; KOHTaKTHOI 0cobu 3
BCi cTagii thapmakoHarnsgy 3asBHUka Ans 34iliCHEHHA
BMPOGHMLITBA, hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
BMNYCK cepil: YNOBHOB&XEHOT 0CO6M, BiANOBifaNbHOI 3a
TosapucTBO 3 3piicHeHHs hapmakoHarnsgy (Bkiroyarun
06MexeHot KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
BiANOBIA&/IbHICTIO (paiina cuctemu cpapmakoHarnsgy) - 3miHa
"®GapmaLieBThyHA YNOBHOB&XEHOI 0C06Y 3asBHMKa, BigNoBifabHOI 3a
KOMNaHis hapmakoHarnag. ditoya pegakuis: LeeueHko OneHa
"3popos'sa", IropiBHa.
YkpaiHa MponoHoBaHa pepakuis: NMaHoBa OneHa
KOHTPO/Tb AKOCTI: MwukonaiBHa. 3MiHa KOHTaKTHUX AaHnX
ToBapucTBO 3 YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
06MEeXEHO hapmakoHarnsg. 3miHa Homepa mMacTtep-tainna
BiAMNOBif&/bHICTIO cuctemu chapmakoHarniagy
"®APMEKC
FPYM", Ykpaina
106. | KCAPE/NTO® rpaHynun ansa Baiiep Al HimeuunH BMPOOBHULITBO in HimeuyunHa BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis: 3MiHK 3a He UA/9201/02/01
NPUroTyBaHHSA a bulk, nepsuHHe N3 (MIBMM), wo noTpebyoTb HOBOI peecTpaw,ii - peyenmom | nionsizae
cycneHsii ans nakyBaHHs, 3MiHa cunu giji, nikapcbkoi oopmy Ta cnocoby
nepopasnbHOro BTOPUHHE 3acTocyBaHHs: 3MiHa abo fofaBaHHA HOBOI
3acTocyBaHHs, 1 nakyBaHHs, NiKapCbKoi hopMu (3aTBEPAYKEHO: TAGNETKN, BKPUTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

mr/mn; 1 chnakoH no
100 mn, Wo MICTUTb
2,625 r rpaHyn; no 1
chnakoHy B
KapTOHHilA KopooLi
pasom 31
nNacTVKOBUM
LINpULLOM 06'€eMOM
50 mn 3
rpagytoBaHHAM No
1,0wmn, 2
nNacTyKoBUMU
[03yrounmmn
npucTposiMu
o6'emom 1 mn 3
rpagytoBaHHAM No
OlmnTal
aganTtepom; 1
chnakoH no 250 mn,
Lo mMictutb 5,25 1
rpaHysn; no 1
chnakoHy B
KapTOHHilA KopooLi
pasom 31
nNacTVKOBUM
LINpULLOM 06'€eMOM
100 mn 3
rpagytoBaHHAM No
2,0wmn, 2
nNacTyKoBUMU
[03yrounmmn
npucTposiMU
o6'emom 5 mn 3
rpagytoBaHHAM No
0,2 wmMn, 2
nNacTyKoBUMU
[03yrounmmn
npucTposiMU
o6'emom 10 mn 3
rpagytoBaHHAM No
05mnTal
afanTepom

KOHTPO/Ib SIKOCTI,
BMNYCK cepil:
Baiiep AT,
HimeuumnHa;
[N BTOPUHHOTO
nakyBaHHs:
LLTeremaHH
JNoHbepnakyHr &
NoricTiwep Cepsic
e.K., HimeyunHa

NNiBKOBOK 060/10HKO0 Mo 2,5 mr, no 10 wmr, no 15 mr
Ta no 20 wmr).

MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku, BignoBiaHO A0 MNopsaKy 34iNCHEHHS
thapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0XOpOHM 34,0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3,0pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpoKamu,
3a3HayYeHM y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITIB 3 6e3neku.

107.

NAMITOP

TabneTku no 50 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHIlA KOpooLi

TOPPEHT
®APMAC
BIOTIKA

CATL,

IHais

TOPPEHT
®APMACBIOTIKA
NC NTA.

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| TMNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHS Ta/abo agpecu MicLA NPOBaXEHHS
OiSNTbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKIoYaun AifbHUL BUNYCKY
cepii abo MicLe NpoBeAEeHHSA KOHTPO/IK SKOCTI.

3a
peyenmom

He
nionsiecae

UA/2915/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(misnbHiCTb, 3a Ky BignoBigae BUPO6HMK/iMnopTep,
BK/1HOUAKUM BUMYCK Cepiid) - 3miHa agpecu
BMPOGHWYOI [i/TbHNL TOTOBOTO /liKapCbKoro 3acoby,
6€3 3MiHN (DaKTUYHOTO MICLLEe3HaXOMKEHHS
BMpOOHULUTBA. TEepMiH BBEAEHHSA 3MiH NPOTArom 6
MicsLiB MiCNsA 3aTBEPAKEHHS
108. | NTAMITOP Tabnetkn no 100 mr; | TOPPEHT IHais TOPPEHT IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a He UA/2915/01/03
no 10 TabneTtok y PAPMAC DPAPMACBIOTIKA | TMNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidsisizae
6nicTepi; no 3 bIOTIKAN nc nTAa. HalilmeHyBaHHS Ta/abo agpecu MicLA NPOBaXEHHS
6nictepu y C NTA. OiSNTbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KapTOHHIlA KOpooLi NiKapcbkoro 3acoby, BKIOYaun AifbHULi BUNYCKY
cepii abo MmicLe NpoBeAEHHSA KOHTPO/IHO SKOCTI.
(misnbHiCTb, 3a AKy BignoBigae BUPo6HMK/iMnopTep,
BK/1HOUAKUM BUMYCK Cepiid) - 3MiHa agpecu
BMPOGHWYOI [i/TbHNL TOTOBOTO liKapcbkoro 3acoby,
6€3 3MiHN (DaKTUYHOTO MICLLe3HaXOMKEHHS
BMpO6OHULUTBA. TepMiH BBEEHHSA 3MiH NPOTSArom 6
MicsLIB MiCNsA 3aTBEPAKEHHS
109. | NTAMITOP TabneTtku no 25 mr; TOPPEHT IHAjA TOPPEHT IHAjia BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHN 3a He UA/2915/01/01
no 10 TabneTtok y PAPMAC DPAPMACBIOTIKA | TMNy - AAMiHICTpaTBHI 3MiHW. 3MiHa peuyenmom | nidssizae
6nicTepi; no 3 bIOTIKAN nc ntAa. HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaXEHHS
6nictepu y C nTA. LOiSNIbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KapTOHHIl KopooLi NiKapcbkoro 3acoby, BKAoYakoun AifbHULi BUNYCKY
cepii abo MicLie NpoBeAEHHSA KOHTPO/IHO SKOCTI.
(@isnbHIiCTb, 3a AKy Bignosigae BUPO6HUK/iMnopTep,
BK/1HOUAKOUM BUMYCK Cepiid) - 3MiHa agpecu
BMPOGHWYOI [i/TbHNL FOTOBOrO likapcbKoro 3acoby,
6€3 3MiHN (DaKTUYHOTO MICLL€3HAXOMKEHHS
BMpO6HULUTBA. TEepMiH BBEAEHHSA 3MiH NPOTSArom 6
MicsaUiB MicNs 3aTBEPA)KEHHS
110. | NAMITPUN Tabnetkv no 25 wmr, dapmacaii KaHapa dapmacaiiHc IHK. KaHapa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a He UA/2656/01/01
no 30 TabneTok y HC IHK. | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyernmom nionsieae

onakoHax

hapmMakoHarnsgy. 3miHa y KOpoTKiii XxapaKTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUIiT 4151 MeAMUYHOro 3aCTOCyBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOIO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCyBaHHA NikapcbKoro 3acoby B
nicnspeecTpavyiinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAKeHb, NpOBeAEHNX BIAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigpkeHs (PIP) (3mMiHy
Y3rODKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHUM
opraHom).
3MiHWN BHECEHO A0 IHCTPYKLi 415 MeaUyYHOro
3acToCyBaHHS MikapCbKoro 3acoby y po3ainu:
"Oco6n1BOCTi 3acTocyBaHHs", Mepeo3yBaHHA",
"Mo6iuHi peakwyi" BiANOBIAHO A0 OHOBNEHOI
iHhopmalii 3 6e3nekn Aito4Hoi pEHOBUHMN.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

111.

NAMITPUN

Tabnetkv no 100 wmr,
no 60 TabneTok y
dhnakoHax

dapmacai
HC IHK.,

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN
| TMny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynspHo OHOBJ/IHOBAHOrO 3BTy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHVM
opraHom).
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby y po3ginu:
"Oco6nmBocCTi 3acTocyBaHHs", [Nepeo3yBaHHSA",
"Mo6ivHI peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopMmawii 3 6e3nekun fjtoyoi pevyoBUHM.

3a
peyenmom

He
nionsiecae

UA/2656/01/02

112.

NAMITPUN

Tabnetkv no 150 wmr,
no 60 TabneTok y
dhnakoHax

dapmacaii
HC IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiastis: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHo OHOBJ/IHOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpavyiinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHUM
opraHom).
3MiHM BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ginu:
"Oco6nmBOoCTi 3acTocyBaHHs", MNepefo3yBaHHSA",
"Mo6ivHI peakuii" BiANOBIAHO 1O OHOBNEHOI
iHchopmawii 3 6e3nekm fjtoyoi pevyoBUHM.

3a
peyenmom

He
nionsiecae

UA/2656/01/03

113.

NEBOKCUME
a

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, Mo 500
Mr no 7 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI KopoobLi

TOB
“YOPJI]
MEANLA
t

YKpaiHa

YOPA[,
MEOVLVH INAY
CAH. BE TIZX.

ALLL

TypeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu
| TMny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCyBaHHS
reHepuyYHNX/ribpuaHNX/6ionogibHNX Nnikapcbkmx
3ac06iB Nicna BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHUI npenapaT (3MiHa He NnoTpebye
HaZiaHHs XOAHNX HOBUX [0AATKOBUX faHUX) 3MiHW
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby y po3ainu:
"apmMakosiorivyHi BnactueocTi”, "MokasaHHs",

3a
peyenmom

He
nionsieae

UA/12659/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAan B3aemogiin", "OcobnmBocTi
3acTocyBaHHS", "3acToOCyBaHHSA y nepiog BaritTHOCTI
abo rogyBaHHA rpyaar”, "34atHicTb BN/MBaTK Ha
LUBUAKICTb peakLii Npu kepyBaHHi aBTOTPaHCMOPTOM
ab0 iHWKYMK MexaHiamamu”, "Crocié 3acTocyBaHHsA
Ta gosun", "MepenosyBaHHs", "MNo6GiyHi peakuii”
BiAMNOBIAHO A0 iHhopMaLiT Woa0 MeguyHoro
3acTOoCyBaHHSA pehepeHTHOro NikapcbKoro 3acoby
(Tavanic 500 mg film-coated tablets). BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/A 3aTBEPIXKEHHS.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHu) 3MiHM BHECEHO A0
IHCTPYKLT AN MeAMYHOro 3aCTOCyBaHHSA
niKkapcbKoro 3acoby y po3ain "MobivHi peakuii” woao
BaXK/IMBOCTI 3BiTyBaHHS NPO NOGIYHI peakuii.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS
114. | NEBOMIH® TabneTku, BKpUTI TOB YkpaiHa mi6e MmeX HiMeuunHa | BHECeHHs 3MiH [0 peecTpauiliHix martepianis: 3MiHu 3a UA/16583/01/01
30 NNiBKOBOO «MIBE ApuHaiimiTTens | TMny - 3miHn 3 AkocTi. APL. KoHTposb APL. 3miHa y peyenmom
060/10HKO0, 110 0,03 | YKPAIHA» meTogax BUNpobyBaHHs APl a6o BUXiAHOMO
mr/0,15 mr; no 21 mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
Tabnetui y énicrepi; BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa ADI
no 1 a6o no 3, abo (He3HauHi 3MiHKN y 3aTBEPKEHNX MeTogax
no 6 6nicTtepiB y BMMNPOGYBaHHS)
KapTOHHIlA KOpooLi HesHauHi 3MiHK 40 MeToAMKM BUNPOGYBaHHSA A/1A
BM3HAYEHHS PO3Mipy YaCTOK METOA0M /la3epHOI
andopakuii
115. | NEBOMILET Kpanni ouHi 0,25 %, TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH [J0 peECTpaLjiiiHuX MaTepiasiB: 3MiHN 3a UA/5515/01/01
NH no 10 mn y chnakoHi "BIODPAP "BIODPAPMA" | Tuny - 3MiHK 3 AKOCTI. FOTOBMI NikapcbKnii 3aci6. peyenmom
nnacTukosomy; no 1 MA" 3MiHU Yy BUPOGHMLTBI. 3MiHM Y NpoLieci BUPO6HMLTBA

donakoHy y nauui 3
KapToHy

roTOBOrO Nikapcbkoro 3acoby, BkIoYatoun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA MpU
BUPOGHMLITBI FOTOBOTrO NiKapCcbKoro 3acoby
(He3HayHa 3MiHa y npoLieci BUpO6HMLTBA).
BunpaBneHHs Ki/IbKOCTi CUPOBUHK XriopaMd)eHikony
Ta Kucnotu 60pHoi, Lo HeobxigHi ans
NPUroTyBaHHs roTOBOTO NiKapCcbKOro 3acoby
BiANOBIAHO A0 3aTBEpAXeHoro o6’emy cepii 275,0 5.
3rigHo 3 po3ginom 3.2.P.3 «[lpouec BUpobHMLTBa
nikapcbKoro 3acoby», 3aTBEpIKEHNI 06’eM cepil
cTaHoBWTb 275,0 N. To6TO, TEOPETUYHWIT PO3MIP
cepii cTaHoBUTL 27 500 do1akoHiB. Takum YMHOM,
cepito 4N KiNbKOCTi CUPOBUHY | MaTepianis Ha cepito
6yn10 BunpasnieHo 3 25 000 donakoHis Ha 27 500
hNaKkoHiB.
MonepeaHbo BkasaHe uncno 25 000 gonakoHis — Le
O4iKyBaHWiA BMXif Npy TEOPETUYHOMY pPO3Mipi cepil
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
27 500 chnakoHis.
BignosigHo, 6yno BunpaBnieHo KiflbKOCTi CUPOBUHU
xnopamdeHikony Ta 60pHOT KUCMOTKU, OCKISTbKN B
nonepeaHiii pegakuii BOHM 6ynn po3paxoBaHi Ha
KinbKicTb BoAm 250 N, WO € NOMUIKOBUM. BkasaHo
TeopeTnyHe 3Ha4YeHHs, po3paxoBaHe Ans 06’emy
275 n.
Takox BUNpPaBfeHO NOMWU/KY B KOZYyBaHHI
cneumdikauii BXigHoro koHTponto. Cn. 5.14-01-84
«XnopmadeHikosn», BignoBigHO A0 SKOi
3iCHIOETLCS KOHTPO/Ib CyOCTaHLji X10paMgIeHiko.
116. | NEPKAMEH® | Tabnetku, BKpUTI MeHapiHi Iokcemby Brpo6HMuTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN 3a He UA/0583/01/02
20 N/1iBKOBOIO IHTepHeLw pr npenapary "“in | Tuny - 3miHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3acib. peyenmom | niosisi2ae
060/10HKO10, M0 20 oHan bulk" Ta KOHTpO/b 3MiHM Y BUPOOHULTBI. 3MiHKN BUNpPobyBaHb abo
Mr no 7 TabneTok y Onepeiiw cepii: O0NyCTUMUX MEX, BCTaHOB/IEHMX y cneuudikavisx,
6nicTepi; no 1 OHC BEP/IH-XEMI AT, nig Yac BUPO6HULITBA FOTOBOTO NiKApCbKOro 3acoby
6nictepy B Nokcemby HimeuyunHa (BUNyYEHHA HECYTTEBOrO BUNPOOYBaHHA B NpoLLeci
KapTOHHI Kopo6Lyj; pr C.A. KiHuese BMPOGHMLTBA). 3MiHV CTOCYHOTLCA BUAANIEHHS
no 10 TabneTtok y nakyBaHHS, HeCyTTEBOro BUNPOGYBaHHA Nif yac BUPOOHMLTBA
6nictepi; no 6 ao 9 KOHTPO/b Ta (MeToAy KisIbKICHOTO BU3HAYEHHS J1iKapCbKOro
6nicTepis y BUWMYCK Cepii: PEYOBUHMN HA FPaHyIbOBAHNX i HEMOKPUTUX
KapTOHHI kopo6Lyj; BEP/IH-XEMI AT, Tabnetkax metogom BEPX a6o Y®). BuganeHHs
no 14 tabneTtok y HimeuuunHa MeTOZY KifIbKiCHOro BU3HAUYEHHS NiKapCbKol

6nictepi; no 1 a6o 2,
abo 4 6nictepy B
KapTOHHIlA KOpooLi

PEYOBUHM Ha NPOMDKHI NPOAYKTY (rpaHynn Ta
Tabnetkn 6e3 060/10HKM). 3MiHK | TURY - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo A0NYCTUMUX
MeX, BCTaHOB/IeHMX y creuudikalisx, nig vac
BMPOBGHMLTBA rOTOBOrO NiKapCbKoro 3acoby
(BUTYYEHHS! HECYTTEBOrO BUNPO6YBaHHSA B NMPOLLECI
BMPOGHMLTBA).
3MiHN CTOCYHOTbCS BUAAIEHHA HECYTTEBOIO
BMNpo6yBaHHA nig, yac BMpobHuLUTBa (laeHTrdikauis
nNikapcbKoi pe4yoBUHN Ha TabreTkax 6e3 060/10HKN
3a gonomoroto Y®). 3miHn | Trny - 3MiHK 3 SIKOCTI.
oTOBMIA Nikapcbknii 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHS rOTOBOO NiKapCbKOro 3acoby
(BUNYYeHHS MeToAy BUNPOOYBaHHS, SKLLO BXeE
3aTBEPIXEHUI aflbTepPHATUBHWI MeToA). 3MiHN
CTOCYITbCA BUAANEHHS a/lbTEPHATVBHOIO
aHaliTMyHoro metoay (KisIbKiCHOrO BU3HAUYEHHs!
TabneTok, BKpUTMX 060/10HKOK, YO). Cnig
NiAKPEeCNUTH, LWLO KiflbKiCHe BU3HAUYEeHHs1 TabneTok,
BKPUTUX 0B0SIOHKOK, BUKOHYETHCH 3@ HOBUM
aHaiTMYHMM meTogom BEPX.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA NikapCbkui
3aci6. KOHTposib roTOBOro NiKapcbKoro 3acoby.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3miHa y MeToAax BUNpoGyBaHHs roTOBOrO

nikapcbKoro 3acoby (iHLi 3MiHM y MeToAax
BMNpoOGYyBaHb (BK/IOYaUM 3amiHy abo
[OMNOBHEHHS)). 3MiHa, MOB’A3aHa i3 3aMiHOK OfHOro
aHaniTmyHoro metoay (igeHTudikauis nikapcbkoi
peyoBUHU, TabIETOK, BKPUTUX 060/10HKO, YO >
BEPX (Detector UV/VIS)). 3MiHn | Tuny - 3MiHn 3
AkocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /iKapCcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHA roTOBOr0 NiKapCbKOro 3acoby (iHLwi
3MiHW y MeToAax BUnpobyBaHb (BKIOYaOUW 3amiHy
ab0 [0NOBHEHHS)). 3MiHa, NoB’A3aHa i3 3amiHOK
OZIHOTO aHaNITUYHOTO MeTOAy Ha HOBWUIA
(ipeHTundbikauis Ta KinbkicHe BU3HAYEHHS JTiKapCbKOT
peyoBUHM, TabEeTOK, BKPUTUX 060/10HKO - BEPX.).
3MmiHu | TMRY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKNi
3aci6. KoHTposib roToBOro NikapcbKoro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOUalouM 3aMiHy abo
[0MNOBHEHHS)). 3MiHa NOB’sA3aHa i3 3MiHOK OfHOro
aHaniTnyHoro metoay (CnopigHeHi peyoBuHY oNs
NlepkaHiguniHy rigpoxnopugy: ctapuii metog BEPX
3aMiHIOTb HOBUM MeTogoM BEPX). 3minu | Tuny -
3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS rOTOBOTO SIiKApCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BK/I0HYAKUN 3aMiHY
a60 [0NOBHEHHS)). 3MiHa NoB’sA3aHa i3 3MiHO
OfIHOrO aHaniTMYHoro metogy (TecT Ha PO3UMHEHHS
nikapcbkoro 3acoby: ctapuii metog BEPX
3aMiHIOTb HOBUM MeToA0M BEPX). 3miHu | Tuny -
3MiHU 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpAKEHUX MeTohax
BMNPOOYBaHHS). 3MiHM MOB'A3aHi 3 OHOB/IEHHAM
aHaiTMYHOro MeToAy iAeHTudiKaLii giokenay
TUTaHy. 3MiHu | Tuny - 3miHu 3 akocTi. AdL.
Brpo6HMLTBO. 3MiHa BUPO6HUKaA
BMXiIZAHOro/NPOMIXHOr0o NPOAYKTYy/peareHTy, Lo
BVIKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoLeci AdI,
ab6o 3miHa BUpobHuKa (BK/0HYaKun, e HeobxigHo,
MicLle NpoBefeHHS KOHTPOsO fkocTi) AdI (3a
BiICYTHOCTI cepTucpikata BiANoOBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepAKeHOMY
pocbe)(iHWwi 3MiHN). JoAaHO HOBOrO BUPOGHUKa

BVXifJHOrO NPOAYKTY SiepKaHiAvniHy rigpoxnopuay -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3-HiTpob6eH3anbaerigy: BupobHnk: QUZHOU
RUIYUAN CO., LTD. BBefeHHS 3MiH NpOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPLYKEHHS.
3MiHn | TUny - 3MiHn 3 axkocTi. A®l. BUpo6HMUTBO.
3MiHa BUpo6BHMKa BMXiAHOrO/NPOMIXXHOIro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCH Y
BMpPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKaA
(BKOYatoum, ae HeobXiAHO, MicLe NPOBeAEeHHS
KOHTponto skocTi) APl (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBepxeHoMy Aocbe)(iHWi 3miHW). [logaHo HOBOro
BMPOGHMKa BUXIAHOTO NPOAYKTY NepkaHianniHy
rigpoxnopuay - 3-HiTpobeH3anbaerigy: BupobHuk:
RUPAL CHEMICALS LTD. BBegeHHs1 3MiH NpOTAromM
6-Tv MicALiB nicnsA 3aTBepAKEHHSA. 3MiHK | TUny -
3MiHu 3 sKocTi. A®l. BUpobHMLTBO. 3MiHA
BMPOGHMKA BUXiAHOr0/MPOMIXXHOTO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCH Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKa
(BKtOYatoum, ae HeobXigHO, MicLe NPOBeAEeHHS
KOHTponto skocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBepAxeHoMy Aocbe)(iHWi 3miHW). logaHo HOBOro
BVMPOGHMKa BUXIAHOTO NPOAYKTY NepkaHianniHy
rigpoxnopuay - AuMmeTuncynbgary. Bupo6Huk:
INDUSTRIAL SOLVENTS & CHEMICALS PVT LTD.
BBefieHHs1 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEpPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AkocTi. AdI.
Bupo6HMuTBO. 3MiHa po3mipy cepii (BkIovaouu
nianasoHn) A®| abo NPOMIDXKHOTO NPOAYKTY, AKUiA
3aCTOCOBYETLCSA y Npoueci BUpobHuuTea Ad|
(36inbLIeHHs [0 10 pasiB NOPIBHAHO i3
3aTBEPAKEHVM PO3MIpoM). 3MiHM, NOB'A3aHi 3
OHOBNEHHAM Moayna 3.2.S.2.2. lofaBaHHA
anbTepHaTMBHOIO po3Mipy cepii (Batch size B) ans
NMPOMDKHOI NiKapCbKOi peYOBMHW NepkaHignniHy
rigpoxnopugy REC 15/2375-07, BugineHoro
HanpyKiHUi TpeTboro etany cuHTesy. 3MiHun | Tuny -
3MiHU 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PeyoBMH. 3miHa y meTodax
BMNPOGYBaHHSA JOMOMIKHOI PEUYOBUHMN (HE3HAYHI
3MiHW Y 3aTBEpKEHNX MeTodax BUNPobyBaHb).
3MiHM NOB'A3aHi 3 OHOB/IEHHAM @aHaNiTUYHOI
MEeTOAUKM ifeHTuikaLil giokcuay TUTaHy,
KOMMOHEHTa CyMiLli M1iBKOBOro NOKpUTTA. 3MiHu |
TMMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTpO/b AONOMIKHMX PeYOBUH. 3MiHa y MeTofax
BMNPOOYBaHHA [OMOMKHOI Pe4YOBUHM (iHLUI 3MiHW Y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeToAax BUNPOOyBaHHS (BK/OUaUy 3aMiHy abo
[ofaBaHHs)). 3MiHU CTOCYHOTbCA aHaNiTUUYHOT
npoueaypv igeHTudikauii okengy 3anisa,
KOMMOHEHTa CyMilli MIBKOBOTO MOKPUTTS. 3asBHMK
NPONOHYE 3aMiHNTV KONIOPUMETPUYHWIA TecT Ans
ineHTudikaii okcuay 3anisa Ha HoOBWiA
KOMOPUMETPUYHWIA TecT. 3MiHu | Tuny - 3MiHK 3
AkocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHUX PeyoBUH. 3MiHa y MeToAax
BMMNPOGYBaHHA JOMOMDKHOI PEYOBUHM (iHLUI 3MiHN Y
MeToAax BUNpobyBaHHA (Bk/ItoYatoun 3amiHy abo
AofaBaHHs)). 3asBHUK NPOMNOHYE 3MiHY METO/B
ocamxeHHs Ta TLWX BignoBigHo Ans igeHTudikaw,i
TaU/lbKy Ta OpraHiyH1X KOMMOHEHTIB CyMiLLi
NMiBKOBOro NOKpUTTA Ha IY-meTog,. PeaakuiiiHi 3MiHu
cTocyoTbes po3giny 3.2.P.1 Onuc i cknag,
nikapcbKoro 3acoby, a came: 3MiHa Ha3BU CyMiLLli
AN NNIBKOBOTO NOKPUTTSA. 3MiHW BHECEHI B PO34in
"Cknag" (LOMOMKHI pe4yoBUHU) B IHCTPYKLito AN
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby.
3MiHn | TURY - 3MiHK Woao 6esnekn/etheKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHun). 3MiHU BHECeHi B
IHCTpYKL,it0 AN19 MEANYHOr0 3aCTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainis "OcobnnBoCTi
3acTocyBaHHs", "Mo6i4HI peakuii” , a TaKoX BHECEHI
peAakuiiiHi npaBku A0 po3ziniB "®apmakonorivHi
BnacTmsocTi", "B3aeMogis 3 iHLLMMKN NiKapCbKUMmn
3acobamu Ta iHWi B1uAu B3aemogiin”, "OcobmBocCTi
3acToCyBaHHSA", "3acToCyBaHHA y nepios BarirTHOCTi
abo rogyBaHHsa rpyaar”, "Cnocib 3acTocyBaHHs Ta
[o3un", "Mo6iyHi peakuii”. BBeAEeHHS 3MiH NPOTArom
6-Tn MicAUiB NicnsA 3aTBEPKEeHHA. 3MiHM | Tuny -
3MiHU 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PeyoBMH. 3miHa y meTodax
BUNPO6YBAHHS [LONOMIXHOI pevoBUHY (iHLWWi 3MiHW Y
MeTofax BUNpobyBaHHs (BKoUarouy 3aMiHy abo
[0AaBaHHs)). 3MiHM CTOCYHOTbCSA aHaniTUYHOro
MeToAy iAeHTUdIKaL,ii KOMMNOHEHTIB CyMiLli
NiBKOBOrO NOKPUTTSA. |AEHTUYHICTb 3 AONOMDKHMX
peyoBuH - Makporosy 6000, rinpoMenosu Ta Talbky
nepesipeHo 3a gonomMoroto cnektpockonii FT-IR.
BuinpaBneHHs CTOCyeTbCSA NPOBEAEHHS NepeBipkn
ineHT1dbikauil 3 BUKOPUCTaHHAM npuiaay, skui
MOXHa MOPIBHATY 3 Hapasi 3apeecTpoBaHNM
npuctpoem Parkin Elmer SpectrumTwo.

117.

NIHBAT

kancynu Teepai, no
25 wmr, no 10 kancyn
y 6nicTepi, no 3

TOB
"CaHpo3
YKpaiHa"

YKpaiHa

Nex
dapmMaueBTUyHa
KoMnaHig g.4a.,

CnoseHis/
PymyHis/
TypeyunHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX MmaTepiasis: 3MiHN
| TMNy - 3miHK 3 sKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi

3a
peyenmom

UA/15586/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nicTepy B KOpOO6Li CnoBeHis €Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
(nepBuHHa Ta HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
BTOPVHHA abo BUNyYeHHA cepTudikarta BifgnoBigHOCTI

ynakoBka, f,03Bin
Ha BUnyck cepii);
Nex
PapmaLeBTUYHa
KoMnaisa g.4.,
CnoBeHis
(nepBuHHa Ta
BTOPVHHA
ynakoska); C.K.
Canpos C.P.J1.,
PyMyHis
(koHTpOnb cepii);
['eHBeoH lnak
CaHalii Be TikapeT
A.C., TypeuurHa
(BMpPOGHMLTBO
Hepo3dacoBaHoT
NPOAYKLT)

€Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiIXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
Buny4yeHHs ME-CepTtudpikaTy BignoBigHOCTI
€poneiicbkoi hapmakonei Ne R1-CEP 2000-027-
Rev 02 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3aTBEpAXEHOro BupobHuka Rousselot; 3minu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHOCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
Buny4yeHHs ME-CepTtudpikaTy BignoBigHOCTI
€Bponeiicbkoi thapmakonei R1-CEP 2001-332-Rev
02 gnsa gonoMixHoI pevosuHn Gelatin Big
3aTBEpMAXEHOro BMpobHuka Rousselot; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHOCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
My/bTUNAETHOrO cepTudikata Ha marepian) -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiicbkit hapmakonei R1-CEP 2002-110 Rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBepAxeHoro BupobHuka PB Gelatins; 3miHu |
My - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYyYEHHS cepTudpikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoi pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha marepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2004-022 rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBEpMAXEHOro BupobHuka PB Leiner; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoi pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha marepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€poneiickkili hapmakonei Ne R1-CEP 2003-172-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3aTBepmxeHoro BupobHuka GELITA Group; 3miHu |
My - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans




82

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€poneiickkili hapmakonei Ne R1-CEP 2004-247-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3arBepmxeHoro BupobHuka Nitta Gelatin Inc; 3minu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/npoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoAaykTy abo [ONOMIXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2004-320-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3aTBepxeHoro BupobHuka Nitta Gelatin; 3miHu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
LonomixHoT pevoBuHn (CE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo AONOMiXHOT peqoBuHN) - OHOBNEHNI
cepTudikaT BiJ BXe 3aTBepKeHOro BUpobHMKa -
nofaHHsa oHossieHoro ME-CepTucpikaty
BiAMNOBIAHOCTI €Bponeiickbkili hapmakonei Ne R1-
CEP 2000-344-Rev 03 (3aTBepaxeHo: R1-CEP
2000-344-Rev 02) ana AONOMDKHOI peYOBUHM
Gelatin Big, BXe 3aTBepaykeHoro Bnpo6Huka NITTA
GELATIN INDIA LTD; 3MiHu | TURy - 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiANOBIAHOCTI €BpONeNchbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo

€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro

BWyYEHHS cepTudpikaTta BiANoBIigHOCTI

BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[onomxHOT peyoBuHu (ME-cepTudikat

nofaHHa oHosneHoro ME- cepTudikaty
BiANoBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-

2005-217 Rev 00) anst [ONOMiXHOI pe4yoBUHU
Gelatin Big BXe 3atBepmkeHoro supobHuka NITTA
GELATIN INC. (NpowmixHa sepcia CEP Rev 01 He
BMKOPUCTOBYBas1acb npv BUpo6HUUTBI [/13); 3MiHu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (CE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuii
cepTudikaT 4Ns BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NpPoaykTy abo
[OMOMDKHOT pEYOBVHM Bif, HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOGHUKA - NoAaHHs Hosoro ME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 2001-424 - Rev 03 ans
[0noMiKHOT pevoBrHU Gelatin BupobHuuTea GELITA
Group ans noctavasibHuka Capsugel; 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTta BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI

marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
AonomixHoi pevoBuHn (CE-cepTudikat

€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0

BifnoBigHOCTI €Bponelickkili hapmakonei ans

Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOro
npoaykTy abo AONOMiXHOT peyoBuHN) - OHOBNEHNI

cepTudikaT Bif BXe 3aTBEPIKEHOT0 BUPOOHUKA -

CEP 2005-217 Rev 02 (3atBepmxeHo: Ne R1-CEP
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BiANOBIAHOCTI €Bponeiickbkili hapmakonei ans
Adl/BMxigHOro MaTepiany/peareHTy/npomMiKHOro
npoaykTy abo [ONOMIKHOI peqoBuHM) - HoBui
cepTuduikaT AN BMUXigHOTO
marepiany/peareHTy/npomiXHOro NpoaykTy abo
[ONOMDKHOI PEYOBUHY Bifi HOBOTO ab0o BXe
3aTBEPAKEHOr0 BUPOGHUKA - NoAaHHs HoBoro IME-
cepTudikaTy BifgnoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 2000-045-Rev 04 gns
[0nomXHOT peyoBuHK Gelatin BUpo6HMLTBa
Tessenderlo Group N.V. gns noctavyasnibHUKa
Capsuge; 3miHu | Tiny - 3miHn 3 akocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[oMnomXHOT peyoBuHu (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOIo
npoAykTy abo [ONOMiXHOI pevyoBuHK) - HoBuiA
ceptudiikaT AN BUXigHOTO
marepiany/peareHTy/npomMikHOro NpPoaykTy abo
[0NOMDKHOT peyoBMHU Bif, HOBOro abo Bxe
3aTBEPKEHOr0 BUPOOHWMKA - nofgaHHs Hosoro IME-
CepTudikaTy BignoBigHOCTI €EBponenichbkili
thapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[0NoMbKHOT peyoBuHY Gelatin BUpobHULTBa
ROUSSELOT gnsa noctavyaneHrka Capsugel; 3miHn
| TMNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BUNyYeHHA cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuii
cepTudikaT 4Ns BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NpPoaykTy abo
[OMOMDKHOT pEYOBVHM Bif, HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOGHUKA - NoAaHHs Hosoro ME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
hapmakonei Ne R1-CEP 2000-029-Rev 05 ans
[onomixHOT peyoBuHK Gelatin BUpo6HuLTBa
ROUSSELOT ans noctadanbHrika Capsugel
118. | NMIHBAI Kancynv TBepgi, no TOB YkpaiHa Nexk CnoBeHis/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN 3a UA/15586/01/02
50 wr, no 10 kancyn "CaHpo3 dapmaLeBTUYHa PymyHis/ | TMNy - 3miHK 3 sKkocTi. CepTudikat peuenmom
y 6nicTepi, no 3 YkpaiHa" KomnaHia g.4., TypeyunHa BignosigHocTi/l E-cepTudikar BignosigHocTi
6nicTepy B KOPOO6Li CnoBeHis €Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
(nepBuHHa Ta HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
BTOPVHHA ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI

ynakoBka, A,03Bin
Ha Bunyck cepii);
Nex
dapmaueBTUYHa
KoMnaHisa g.4.,
CnoBeHis
(nepBuHHa Ta
BTOPUHHA
ynakoska); C.K.
Canpos C.P.J1.,
PyMmyHis
(koHTpoOnb cepii);
[eHBeoH lnak
CaHalii Be TikapeT
A.C., TypeuyunHa
(BMpPOGHMLTBO
Hepo3dacoBaHol

NPOAYKLT)

€Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
LonomixHoT pevoBuHn (CE-cepTudoikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/npoOMiIXXHOIo
npoAaykTy abo [ONOMiXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
My/bTUNIETHOrO cepTudpikata Ha matepian) -
Buny4yeHHs ME-CepTtudikaTy BignoBigHOCTI
€Bponeiicbkoi hapmakonei Ne R1-CEP 2000-027-
Rev 02 ansa gonomixHoi peyoBuHn Gelatin Big Bxe
3aTBepMAKeHOoro BupobHuka Rousselot; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocTI/TE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignNoBigHOCTI a6o
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
LonomixHoT pevoBuHn (CE-cepTudoikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/npoOMiIXXHOIo
npoAaykTy abo [ONOMiXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
My/bTUNIETHOrO cepTudpikata Ha matepian) -
Buny4yeHHs ME-CepTtudikaTy BignoBigHoCTI
€Bponeiicbkoi thapmakonei R1-CEP 2001-332-Rev
02 pnsa gonomMixHoI pevosuHun Gelatin Big
3aTBepMAKeHOoro BupobHuka Rousselot; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocTI/TE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignNoBigHOCTI abo
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPMCTOBYHOTbCS Y BUPOOHUUTBI ADI; Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2002-110 Rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBepAXeHoro BupobHuka PB Gelatins; 3miHu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/npoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoAaykTy abo [ONOMIXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2004-022 rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBEpMAXEHOro BupobHuka PB Leiner; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHOCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
LonomixHoT pevoBuHn (CE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2003-172-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3aTBepmxeHoro BupobHuka GELITA Group; 3miHu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-

cepTudikaT BignoBigHOCTI EBponelickkiii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiIXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€poneiickkili hapmakonei Ne R1-CEP 2004-247-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3arBepmxeHoro Bupo6bHuka Nitta Gelatin Inc; 3minu |
TMny - 3MiHKM 3 AKkocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2004-320-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3arBepxeHoro BupobHuka Nitta Gelatin; 3miHu |
TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo AONOMIXHOT peqoBuHN) - OHOBNEHNI
cepTudikaT BiJ BXe 3aTBepKEeHOro BUpobHMKa -
nofaHHsa oHossieHoro ME-CepTucpikaty
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiAMOBIAHOCTI €Bponeiickbkili hapmakonei Ne R1-
CEP 2000-344-Rev 03 (3aTBepaxeHo: R1-CEP
2000-344-Rev 02) ana AONOMDKHOI peYOBUHN

Gelatin Big, BXe 3aTBepgykeHoro Bnupo6Huka NITTA
GELATIN INDIA LTD; 3MiHu | TURY - 3MiHU 3 AKOCTI

[0noMiKHOT pevoBrHU Gelatin BupobHuuTea GELITA

Group ans noctavasibHuka Capsugel; 3miHu | Tuny -

CeptucpikaT BignosigHocTi/l' E-cepTudikart
BiANOBIAHOCTI €BpONechbkili

OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BWyYEHHS cepTudpikaTta BiANoBigHOCTI

marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[oMomiXHOT peyoBuHu (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOI0
npoaykTy abo AONOMiXHOT peyoBuHN) - OHOBNEHNI
cepTudikaT Bif BXe 3aTBEPIKEHOT0 BUPOOHMKA -
nofaHHa oHosneHoro ME- cepTudikaty
BiANoBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-
CEP 2005-217 Rev 02 (3atBepmxeHo: Ne R1-CEP
2005-217 Rev 00) ans [ONOMiXHOT pe4yOBUHU
Gelatin Big BXe 3aTBepakeHoro supobHuka NITTA
GELATIN INC. (NpowmixHa sepcia CEP Rev 01 He
BMKOPUCTOBYBas1acb npv BUpo6HUUTBI [/13); 3MiHu |
TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoOMiIXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuii
cepTudikaT 4Ns BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMDKHOT PEYOBMHM Bif, HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOGHUKA - NoAaHHs Hosoro ME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 2001-424 - Rev 03 gns

hapmakonei/MmoHorpadii. NMogaHHs HoBoro abo

3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii

thapmakonei/moHorpadii. NMogaHHsa HoBoro abo

€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0noMiXHOT pevoBuHN (TE-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei ans
Adl/BuxigHOro MaTepiany/peareHTy/npomiKHOro
npoaykTy abo fONOMIKHOI peqoBuHM) - HoBui
cepTudiikat AN BMUXigHOTO
marepiany/peareHTy/npomiXHOro nNpoaykTy abo
[ONOMDKHOI PEYOBUHY Bifi HOBOTO ab0o BXe
3aTBEPAKEHOr0 BUPOGHMKA - NoAaHHs HoBoro IME-
cepTudikaTy BifgnoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 2000-045-Rev 04 gns
[0nombKHOT peyoBuHK Gelatin BUpo6HMLTBa
Tessenderlo Group N.V. gns noctayasnibHUKa
Capsuge; 3miHu | Tiny - 3miHn 3 akocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBifHOCTI
ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[onomxHOT peyoBuHu (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOro
npoAykTy abo [ONOMiXHOI pe4yoBuHK) - HoBuiA
ceptuddikat AN BUXigHOTO
marepiany/peareHTy/npomMbKHOro NPoaykTy abo
[0NOMDKHOT peyYoBMHU Bif, HOBOro abo Bxe
3aTBEPKEHOr0 BUPOOHWMKA - nofgaHHs Hosoro IME-
CepTudikaTy BignoBigHOCTI EBponenichbkili
thapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[0nombKHOT peyoBuHY Gelatin BUpobHULTBa
ROUSSELOT gnsa noctavyanbHrka Capsugel; 3miHn
| TMNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
ab0o BUNyYeHH cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (CE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHOro MaTepiany/peareHTy/npoMixXHOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuii
cepTudikaT 4Ns BUXiAHOTO
marepiany/peareHTy/npomMiKHOro nNpoaykTy abo
[OMOMDKHOT PEYOBVHM Bif, HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOGHUKA - NoAaHHs Hosoro ME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
hapmakonei Ne R1-CEP 2000-029-Rev 05 ans
[onomixHOT peyoBuHK Gelatin BUpo6HuLTBa
ROUSSELOT ans noctadanbHvika Capsugel

119.

NIHBAT

kancynu Teepai, no
75 mr, no 10 kancyn
y 6nicTepi, no 3

6nicTepy B KOPOO6Li

TOB
"CaHpo3
YkpaiHa"

YKpaiHa

Nex
PapmaueBTUYHa
KomnaHia g.4.,
CnoseHis
(nepBuHHa Ta
BTOPUHHA
ynakoBka, f,03Bin
Ha Bunyck cepii);
Nex
dapmaueBTUYHa
KoMnaHisa g.4.,
CnoBeHis
(nepBuHHa Ta
BTOPUHHA
ynakoska); C.K.
CaHpos C.P.J1.,
PyMmyHis
(koHTpoOnb cepii);
[eHBeoH lnak
CaHalii Be TikapeT
A.C., TypeuyunHa
(BMpPOGHMLTBO
Hepo3dacoBaHol

NPOAYKLT)

CnoseHis/
PymyHis/
TypeyunHa

BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepiasis: 3MiHN
| TMNy - 3miHK 3 sKkocTi. CepTuUdikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/NPOMiIXXHOIO
npoAaykTy abo [ONOMiXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
My/bTUNIETHOrO cepTudpikata Ha marepian) -
Buny4yeHHs ME-CepTtudikaTy BignoBigHOCTI
€Bponeiicbkoi hapmakonei Ne R1-CEP 2000-027-
Rev 02 ansa gonomixHoi peyoBuHn Gelatin Big Bxe
3aTBEpMAKeHOro BupobHuka Rousselot; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocCTI/TE-
cepTudikat BigNOBIAHOCTI €BpONENCHKil
hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignNoBigHOCTI abo
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
nonomixHoi pevoBuHn (CE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoOMiIXXHOIo
npoAaykTy abo [ONOMiXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
My/bTUNAETHOrO cepTudpikata Ha matepian) -
Buny4yeHHs ME-CepTtudikaTy BignoBigHOCTI
€Bponeiicbkoi thapmakonei R1-CEP 2001-332-Rev
02 pnsa gonomMixHoI pevosuHun Gelatin Big
3aTBEpMAKeHOro BupobHuka Rousselot; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocTI/TE-
cepTuduikar BignoBiAHOCTI €BpoNeiichbKil

3a
peyenmom

UA/15586/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiIXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiicbkit hapmakonei R1-CEP 2002-110 Rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBepMAXeHoro BupobHuka PB Gelatins; 3miHu |
TMny - 3MiHKM 3 AKkocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2004-022 rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBEpAXEHOro BupobHuka PB Leiner; 3miHum | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHOCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
My/bTUNAETHOrO cepTudikata Ha marepian) -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2003-172-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3aTBepmxeHoro BupobHuka GELITA Group; 3miHu |

My - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYyYEHHS cepTudpikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoi pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha marepian) -

BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€poneiickkili hapmakonei Ne R1-CEP 2004-247-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe

3arBepmxeHoro Bupo6bHuka Nitta Gelatin Inc; 3minu |
My - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoi pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha marepian) -

BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2004-320-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe

3aTBepxeHoro BupobHuka Nitta Gelatin; 3miHu |
My - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo

My - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-

€Bponeiicbkili hapmakonei: gna A®l; ons BMxigHoOro

npoaykTy abo AONOMiXHOT peqoBuHN) - OHOBNEHNI
cepTudikaT BiJ BXe 3aTBepKeHOro BUpobHMKa -
nofaHHsa oHossieHoro ME-CepTucpikaty
BiAMNOBIAHOCTI €Bponeiickbkili hapmakonei Ne R1-
CEP 2000-344-Rev 03 (3aTBepaxeHo: R1-CEP
2000-344-Rev 02) ana AONOMDKHOI peYOBUHM
Gelatin Big, BXe 3aTBepaykeHoro Bnpo6Huka NITTA
GELATIN INDIA LTD; 3MiHu | TURY - 3MiHU 3 AKOCTI
CeptucpikaT BignosigHocTi/l' E-cepTudikar
BiANOBIAHOCTI €BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BWyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[oMnomXHOT peyoBuHu (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOIo
npoaykTy abo AONOMiXHOT peyoBuHN) - OHOBNEHNI
cepTudikaT Bif BXe 3aTBEPIKEHOT0 BUPOOHMUKA -
nofaHHa oHosnieHoro ME- cepTudikaty
BiANoBigHOCTI E€Bponeiickkili hapmakonei Ne R1-
CEP 2005-217 Rev 02 (3atBepmxeHo: Ne R1-CEP
2005-217 Rev 00) anst [ONOMiXHOI pe4yoBUHU
Gelatin Big BXe 3atBepmkeHoro supobHuka NITTA
GELATIN INC. (NpowmixHa sepcis CEP Rev 01 He
BMKOPUCTOBYBas1acb npv BUpo6HUUTBI [/13); 3MiHu |

cepTucpikaT BignoBigHoOCTI EBponelickkiii

thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo

BUYYEHHS cepTudikaTta BiAnoBigHOCTI

mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikat

BiANOBIAHOCTI EBponeiickkili hapmakonei ans

Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOIo

npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuii
cepTudikaT 4Ns BUXiAHOTO

martepiany/peareHTy/NpoMiKHOro NPoaykTy abo

[OMOMDKHOT pEYOBVHM Bif, HOBOTO abo BXe
3aTBEPAKEHOIO BUPOGHMKA - NoAaHHsi HoBoro ME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

thapmakonei R1-CEP 2001-424 - Rev 03 ans
[0noMiKHOT pevoBrHU Gelatin BupobHuuTea GELITA
Group ans noctavasibHuka Capsugel; 3miHu | Tuny -
3miHu 3 sKocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTta BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0noMiXHOT pevoBuHN (CE-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei ans
Adl/BuxigHOro MaTepiany/peareHTy/npomMiKHOIro
npoaykTy abo [ONOMIKHOI peqoBuHM) - HoBui
cepTudiikat AN BMUXigHOTO
marepiany/peareHTy/npomiXHOro nNpoaykTy abo
[ONOMDKHOI PEYOBUHY Bifi HOBOTO ab0o BXe
3aTBEPAKEHOr0 BUPOGHUKA - NoAaHHs HoBoro ME-
cepTudikaTy BifgnoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 2000-045-Rev 04 gns
[0nomiXHOT peyoBuHK Gelatin BUpo6HMLTBa
Tessenderlo Group N.V. gnsa noctavyasnibHUKa
Capsuge; 3miHun | Tiny - 3miHn 3 akocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[oMomiXHOT peyoBuHu (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOIo
npoAykTy abo [ONOMiXHOI pe4yoBuHU) - HoBuiA
ceptuddikat AN BUXigHOTO
marepiany/peareHTy/npomMibkHOro NpPoaykTy abo
[0NOMDKHOT peyYoBMHU Bif, HOBOro abo Bxe
3aTBEPKEHOr0 BUPOOHMKA - nofaHHsa Hosoro IME-
CepTudikaTy BignoBigHOCTI EBponenchbkili
thapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[0NoMbKHOT peyoBuHY Gelatin BUpobHULTBa
ROUSSELOT gnsa noctavyanbHrka Capsugel; 3miHn
| TMNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUYyYEHHS cepTudikarta BifnoBigHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
nonomixHoi pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuiA
cepTudikaT 4Ns BUXiAHOTO
marepiany/peareHTy/npomiKHOro NpoaykTy abo
[OMOMDKHOT pEYOBVHM Bif, HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOGHUKA - NoAaHHs Hosoro IME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
hapmakonei Ne R1-CEP 2000-029-Rev 05 ans
[onomixHOT peyoBuHK Gelatin BUpo6HuLTBa
ROUSSELOT ans noctadanbHrika Capsugel

120.

NIHBAT

kancynu Teepai, no
150 wmr, no 10
Kancyn y énictepi,
no 3 6nictepu B
Kopobui

TOB
"CaHpo3
YkpaiHa"

YKpaiHa

Nex
dapmMaueBTUyHa
KomnaHia g.4.,
CnoseHis
(nepBuHHa Ta
BTOPUHHA
ynakoBka, f,03Bin
Ha Bunyck cepii);
Nex
dapmMaueBTUYHa
KoMnaHisa g.4.,
CnoBeHis
(nepBuHHa Ta
BTOPUHHA
ynakoska); C.K.
Canpos C.P.J1.,
PyMmyHis
(koHTpoOnb cepii);
[eHBeoH lnak
CaHalii Be TikapeT
A.C., TypeuyunHa
(BMpPOGHMLTBO
Hepo3dracoBaHol

NPOAYKLT)

CnoseHis/
PymyHis/
TypeyunHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMNy - 3miHK 3 skocTi. CepTuUdikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCH Y BUPOOHNLTBI ADI; ans
nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/npoOMiIXXHOIo
npoAaykTy abo [ONOMiXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
My/bTUNIETHOrO cepTudpikata Ha marepian) -
Buny4yeHHs E-CepTtudikaTy BignoBigHoCTI
€Bponeiicbkoi hapmakonei Ne R1-CEP 2000-027-
Rev 02 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3aTBepMAKeHOoro BupobHuka Rousselot; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocTI/TE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignoBigHOCTI abo
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCH Y BUPOOHULTBI ADI; ans
nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/npoOMiIXXHOIo
npoAaykTy abo [ONOMiXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
My/IbTUNIETHOrO cepTudpikata Ha marepian) -

3a
peyenmom

UA/15586/01/05
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

Buny4yeHHs ME-CepTtudpikaTy BignoBigHOCTI
€Bponeiicbkoi thapmakonei R1-CEP 2001-332-Rev
02 gnsa gonoMixHoi pevosuHn Gelatin Big
3aTBEpMAKEHOro BMpobHuka Rousselot; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYyYEHHS cepTudpikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoi pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha marepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiicbkit hapmakonei R1-CEP 2002-110 Rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBepAxeHoro BupobHuka PB Gelatins; 3miHu |
My - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoi pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha marepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2004-022 rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBEpMAXEHOro BupobHuka PB Leiner; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans




97
Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans

Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2003-172-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3aTBepmxeHoro BupobHuka GELITA Group; 3miHu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/npoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoAaykTy abo [ONOMIXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2004-247-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3arBepmxeHoro BupobHuka Nitta Gelatin Inc; 3minu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
LonomixHoT pevoBuHn (CE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2004-320-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3aTBepxeHoro BupobHuka Nitta Gelatin; 3miHu |

My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponelickkiii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiIXXHOIo
npoaykTy abo AONOMIXHOT peqoBuHN) - OHOBNEHNI
cepTudikaT BiJ BXe 3aTBepKeHOro BUpobHMKa -
nofaHHsa oHossieHoro ME-CepTucpikaty
BiANOBIAHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2000-344-Rev 03 (3aTBepaxeHo: R1-CEP
2000-344-Rev 02) ana AONOMDKHOI peYOBUHN
Gelatin Big, BXe 3aTBepaykeHoro BnupobHuka NITTA
GELATIN INDIA LTD; 3MiHu | TURYy - 3MiHK 3 AKOCTI.
CeptucpikaT BignosigHocTi/l'E-cepTudikar
BiANOBIAHOCTI €BpONeNchbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BWyYEHHS cepTudpikaTta BiANoBIAHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[onomxHOT peyoBuHu (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOro
npoaykTy abo AONOMiXHOT peyoBuHN) - OHOBNEHUI
cepTudikaT Bif BXe 3aTBEPKEHOT0 BUPOOHMUKA -
nofaHHa oHosneHoro ME- cepTudikaty
BiANoBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-
CEP 2005-217 Rev 02 (3atBepmxeHo: Ne R1-CEP
2005-217 Rev 00) ans [ONOMiXHOI pe4yoBUHU
Gelatin Big BXe 3atBepgkeHoro supobHuka NITTA
GELATIN INC. (NpowmixHa sepcia CEP Rev 01 He
BMKOPUCTOBYBas1acb npv BUpo6HUUTBI [/13); 3MiHu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (CE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHOro MaTepiany/peareHTy/npoMixXHOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuii
cepTudikaT 4Ns BUXiAHOTO
marepiany/peareHTy/npomMiKHOro nNpoaykTy abo
[OMOMDKHOT PEYOBVHM Bif, HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOGHUKA - NoAaHHs Hosoro ME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 2001-424 - Rev 03 gns
[0noMKHOT pevoBrHK Gelatin BupobHuuTea GELITA
Group ans noctavasibHuka Capsugel; 3miHu | Tuny -
3miHu 3 sKocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NoMiXHOT pevoBuHN (TE-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei ans
Adl/BMxigHOro MaTepiany/peareHTy/npomMiKHOro
npoaykTy abo [ONOMIKHOI peqoBuHM) - HoBui
ceptuduikaT AN BMUXigHOTO
marepiany/peareHTy/npomiXHOro NpoaykTy abo
[ONOMDKHOI PEYOBUHY Bifi HOBOTO ab0o BXe
3aTBEPAKEHOr0 BUPOGHUKA - NoAaHHs HoBoro IME-
cepTudikaTy BifgnoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 2000-045-Rev 04 gns
[0nomXHOT peyoBuHK Gelatin BUpo6HMLTBa
Tessenderlo Group N.V. gnsa noctavyanbHUKa
Capsuge; 3miHun | Tiny - 3miHn 3 akocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[oMnomXHOT peyoBuHu (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOIO
npoAykTy abo [ONOMiXHOI pevyoBuHK) - HoBuiA
ceptuddikaT AN BUXigHOTO
marepiany/peareHTy/npomMikHOro NpPoaykTy abo
[0NOMDKHOT peyYoBMHU Bif, HOBOro abo Bxe
3aTBEPKEHOr0 BUPOOHWMKa - nofgaHHs Hosoro IME-
CepTudikaTy BignoBigHOCTI €EBponenichbkili
thapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[0NomKHOT peyoBuHM Gelatin BUpobHULTBa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

ROUSSELOT gns noctavyanbHrka Capsugel; 3miHn
| TMNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BUNyYeHHA cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
LonomixHoT pevoBuHn (CE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuii
cepTudikaT 4Ns BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NpPoaykTy abo
[OMOMDKHOT PEYOBMHM Bif, HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOGHUKA - NoAaHHs Hosoro ME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
hapmakonei Ne R1-CEP 2000-029-Rev 05 ans
[onomixHOT peyoBuHK Gelatin BUpo6HuLTBa
ROUSSELOT ans noctadanbHrika Capsugel

121.

NIHBAT

kancynu Teepai, no
300 mr; no 7 kancyn
y 6nicTepi, no 2

6nicTepy B KOPOO6Li

TOB
"CaHpo3
YkpaiHa"

YKpaiHa

Nex
dapmaueBTUyHa
KomnaHia g.4.,
CnoseHis
(nepBuHHa Ta
BTOPUHHA
ynakoBka, A,03Bin
Ha Bunyck cepii);
Nex
dapmaueBTUYHa
KoMnaHisa g.4.,
CnoBeHis
(nepBuHHa Ta
BTOPUHHA
ynakoska); C.K.
Canpos C.P.J1.,
PyMmyHis
(koHTpoOnb cepii);
[eHBeoH lnak
CaHalii Be TikapeT
A.C., TypeuunHa
(BMpPOGHMLTBO
Hepo3dacoBaHoT

NPOAYKLT)

CnoseHis/
PymyHis/
TypeyunHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMNy - 3miHK 3 sKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
LonomixHoT pevoBuHn (CE-cepTudoikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/npoOMiIXXHOIo
npoAaykTy abo [ONOMiXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
My/bTUNIETHOrO cepTudpikata Ha matepian) -
Buny4yeHHs ME-CepTtudikaTy BignoBigHoCTI
€Bponeiicbkoi hapmakonei Ne R1-CEP 2000-027-
Rev 02 ansa gonomixHoi peyoBuHn Gelatin Big Bxe
3aTBepMAKeHOoro BupobHuka Rousselot; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocTI/TE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignNoBigHOCTI abo
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPMCTOBYHOTbCS Y BUPOOHUUTBI ADI; Ans

3a
peyenmom

UA/15586/01/08
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans

Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
Buny4yeHHs ME-CepTtudpikaTy BignoBigHOCTI
€Bponeiicbkoi thapmakonei R1-CEP 2001-332-Rev
02 gnsa gonoMixHoi pevosuHn Gelatin Big
3aTBEpMAXEHOro BupobHuka Rousselot; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHOCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/npoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
nonomixHoi pevoBuHn (CE-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoAaykTy abo [ONOMIXHOI peqyoBUHN) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2002-110 Rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBepAXeHoro BupobHuka PB Gelatins; 3miHu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
LonomixHoT pevoBuHn (CE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMIXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2004-022 rev
00 ansa gonoMixHoI peyoBuHu Gelatin Big Bxe
3aTBEpMAXEHOro BupobHuka PB Leiner; 3miHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHOCTI/IE-

cepTudikaT BignoBigHOCTI EBponelickkiii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo

BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiIXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2003-172-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3aTBepmxeHoro BupobHuka GELITA Group; 3miHu |
TMny - 3MiHKM 3 AKkocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs
cepTudikartis (y BUNaaKy HasBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) -
BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€poneiickkili hapmakonei Ne R1-CEP 2004-247-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe
3arBepmxeHoro Bupo6bHuka Nitta Gelatin Inc; 3minu |
TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (MCE-cepTudoikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBUHU) - BunyueHHs

cepTudikartis (y BUNaaKy HasBHOCTI

My/bTUNAETHOrO cepTudikata Ha marepian) -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BUy4YeHHs IE-cepTudikaty BiANOBIAHOCTI
€poneiickkili hapmakonei Ne R1-CEP 2004-320-
Rev 00 ansa gonomixHoi peyoBuHu Gelatin Big Bxe

3aTBepxeHoro BupobHuka Nitta Gelatin; 3miHu |
My - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUYyYEHHS cepTudpikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoi pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOIo
npoaykTy abo AONOMiXHOT peqoBuHN) - OHOBNEHNI
cepTudikaT BiJ BXe 3aTBepKeHOro BUpobHMKa -
nofaHHsa oHosrieHoro ME-CepTucpikaty
BiAMOBIAHOCTI €Bponeiickbkili hapmakonei Ne R1-
CEP 2000-344-Rev 03 (3aTBepaxeHo: R1-CEP
2000-344-Rev 02) ana AONOMDKHOI peYOBUHN
Gelatin Big, BXe 3aTBepa)keHoro BnupobHuka NITTA
GELATIN INDIA LTD; 3MiHu | TURy - 3MiHU 3 AKOCTI.
CeptucpikaT BignosigHocTi/l' E-cepTudikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BWyYEHHS cepTudpikaTta BiANoBigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[oMomiXHOT peyoBuHu (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOIo
npoaykTy abo AONOMiXHOT peyoBuHN) - OHOBNEHNI
cepTudikaT Bif BXe 3aTBEPIKEHOT0 BUPOOHMKA -
nofaHHa oHoseHoro ME- cepTudikaty
BiANoBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-
CEP 2005-217 Rev 02 (3atBepmxeHo: Ne R1-CEP
2005-217 Rev 00) anst [ONOMiXHOI pe4yoBUHU
Gelatin Big BXe 3aTBepakeHoro supobHuka NITTA
GELATIN INC. (NpowmixHa sepcia CEP Rev 01 He
BMKOPUCTOBYBas1acb npv BUpo6HUUTBI [/13); 3MiHu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudcpikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiANoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
nonomixHoi pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOIo
npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuiA
cepTudikaT 4Ns BUXiAHOTO
marepiany/peareHTy/npomiKHOro NpoaykTy abo
[OMOMDKHOT pEYOBVHM Bif, HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOGHUKA - NoAaHHs Hosoro IME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 2001-424 - Rev 03 ans
[0noMiKHOT pevoBrHK Gelatin BupobHuuTea GELITA
Group ans noctavasibHuka Capsugel; 3mMiHu | Tuny -
3miHu 3 sKocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0noMiXHOT pevoBuHN (TE-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei ans
Adl/BuxigHOro MaTepiany/peareHTy/npomiKHOro
npoaykTy abo fONOMIKHOI peqoBuHM) - HoBui
cepTudiikat AN BMUXigHOTO
marepiany/peareHTy/npomiXHOro nNpoaykTy abo
[ONOMDKHOI PEYOBUHY Bifi HOBOTO ab0o BXe
3aTBEPAKEHOr0 BUPOGHMKA - NoAaHHs HoBoro IME-
cepTudikaTy BifgnoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 2000-045-Rev 04 gns
[0nomiXHOT peyoBuHK Gelatin BUpo6HMLTBa
Tessenderlo Group N.V. gns noctavyasnibHUKa
Capsuge; 3miHu | Tiny - 3miHn 3 akocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro ab0 OHOB/IEHOTO cepTudlikarta BifnoBifHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[onomixHOT peyoBuHu (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOro
npoAykTy abo [ONOMiXHOI pe4yoBuHK) - HoBuiA
cepTuduikaT AN BUXigHOTO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0NOMDKHOT peyYoBMHU Bif, HOBOro abo Bxe
3aTBEpPKEHOro BUPOOHWMKa - nofgaHHs Hosoro IME-
CepTudikaTy BignoBigHOCTI €EBponechbkili
thapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[0NoMbKHOT peyoBuHY Gelatin BUpobHULTBa
ROUSSELOT gnsa noctavyansHrka Capsugel; 3miHn
| TMNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0o BUNyYeHH cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LonomixHoT pevoBuHn (CE-cepTudoikart
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoOMiIXXHOIo
npoaykTy abo [ONOMiXHOI peqyoBuHU) - HoBuii
cepTudikaT 4Ns BUXiAHOTO
marepiany/peareHTy/npomMiKHOro nNpoaykTy abo
[OMOMDKHOT PEYOBMHM Bif, HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOGHUKA - NoAaHHs Hosoro ME-
cepTudikaTy BignoBigHOCTI EBponeichkiii
hapmakonei Ne R1-CEP 2000-029-Rev 05 ans
[onomixHOT peyoBuHK Gelatin BUpo6HuLTBa
ROUSSELOT ans noctadanbHvika Capsugel

122.

NIHE3O0NIAN
H

pO34uH A5 iHQY3il,
2 mr/mn no 300 mny
naswui; no 1
NAAWLi B navuj

NAT
"Tanuudpa
pM"

YKpaiHa

MAT "ranuucpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
roToBOrO NiKapcbkoro 3acoby, BKkIoHaoun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOBHULITBI FOTOBOrO /liKAPCLKOro 3acoby
(He3HayHa 3miHa y npoLeci BUpo6HMLTBA)
BWUTYYEHHSI NPOMIXHUX (404ATKOBUX) in-process
KOHTPO/IB AIKOCTi 3a NnokasHukamu «po3opicTb»,
«KonbopoBicTb», «pH», Ha cTagji «Po3unH
PiNbTpOBaHMI»

3a
peyenmom

UA/11948/01/01

123.

NINPETTO

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, M0 20
mr: no 10 Tabnetok
y 6nicTepi; no 3 abo
no 9 6nictepis y
nauuj 3 KapToHy; No
30 TabneTtok y
6aHui; no 1 6aHLi y
nayi 3 KapTOHY

TOB HB®
"MIKPOXI
M"

Ykpaina

BMPOGHMYA
LinbHUus (BCi
crapji
BMPOGHNYOro
npouecy): TOB
HB® "MIKPOXIM",
YKpaiHa,;
BignoBiganbHWiA 3a
BUMYCK cepii, He
BK/IOUAK4M

YKpaiHa;

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu
| TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUIT 4719 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
OLIiHKV 3BIiTY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO

3a
peyerimom

He
nionsieae

UA/18323/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHTPO/b/BUNPOBY 00 nnaHy negiatpnyHux gocnigpkers (PIP) (3miHy
BaHHA cepii): TOB Y3roXXeHo 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
HB® opraHoMm) 3MiH1 BHECEHO A0 IHCTPYKLUi Ans
«MIKPOXIM», MeZMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
Ykpaina po3gainu "OcobnmBocTi 3acTocyBaHHs", "T06GIYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTArOM
6-TN MicALIB Nicnsa 3aTBEPKEHHS
124. | NINPETTO TabneTkn, BKPUTI TOB HB® YkpaiHa BMpPOGHUYa YkpaiHa,; BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/18323/01/03
NNiBKOBOIO "MIKPOXI AinbHWUS (BC | TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossi2ae
060/10HKO10, M0 40 M cragji thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
mr: no 10 TabneTok BMPOBHNYOTO NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
y 6nicTepi; no 3 npouecy): TOB IHCTPYKLUii 415 MeAMYHOro 3aCTOCYBaHHA Ha nigcrasi
6nictepy y nauui 3 HB® "MIKPOXIM", perynsapHo OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
KapToHy; no 30 YkpaiHa,; nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
TabneTok y 6aHui; BiANoBigabHNI 3a 3acTOCyBaHHS NikapcbKoro 3acoby B
no 1 6aHuj y nayui 3 BUMYCK cepii, He nicnsipeecTpauiiinii nepiog, abo sik pesynbTart
KapToHy BK/IOHA0UM OLliHKM 3BIiTY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
KOHTPO/b/BUNPOBY 00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
BaHHA cepii): TOB Y3roXXeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
HB® OopraHoMm) 3MiH1 BHECEHO A0 IHCTPYKLi Ans
«MIKPOXIM», MeZMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
Ykpaina po3zinu "OcobmBOCTi 3acTocyBaHHS", "Mo6IYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHGhopmaLii 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTAroMm
6-TN MicALIB Nicns 3aTBEPKEHHS
125. | NINPETTO TabneTkn, BKPUTI TOB HB® YkpaiHa BMpPOGHUYA YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/18323/01/01
NnniBKOBOKO "MIKPOXI LinbHUus (BCi | TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom nionsieae
060/10HKO10, M0 10 M crapji thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
mr: no 10 TabneTok BMPOBHMYOTO NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
y 6nicTepi; no 3 abo npouecy): TOB IHCTPYKLUIT 4719 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
no 9 6nictepis y HB® "MIKPOXIM", perynspHo OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neku
nauuj 3 KapToHy; No YKkpaiHa; nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
30 TabneTtok y BiANoBigabHUI 3a 3aCcTOCyBaHHSA NikapcbKoro 3acoby B
6aHui; no 1 6aHLi y BUMYCK cepii, He nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
nauuj 3 KapToHy BK/IIOYA0UM OLiHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
KOHTPO/Ib/BUNPOBY [0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
BaHHs cepii): TOB Y3roXXEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
HB® opraHoMm) 3MiHM BHECEHO A0 IHCTPYKLi Ans
«MIKPOXIM», MeZMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby y
Ykpaina po3zinu "OcobamBoCTi 3acTocyBaHHS", "Mo6IYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHhopmaLii 3
6e3neku gjtoyoi pevyoBUHU. BBeAEHHS 3MiH NPOTArom
6-TN MicALIB NicNs 3aTBEPKEHHS
126. | MAKCTICTUH | Tabnetky no 16 wr; TOBAPUC Ykpaina TOB "dapmekc YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHa 3a UA/10012/01/02
no 10 Tabnetok y TBO 3 pyn" 3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiHoro peuyenmom
6nicTepi; no 3 OBMEXE noceifgyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
6nicTepn y nayuj HORO 460) BBeeHHS 3MiH MPOTArOM 6-T1 MicsAUIB nic/s
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BIAMNOBIA
ANBbHICT
0
«KOPMNOP
AlIA
«3[00POB
"A»

3aTBEPKEHHS; 3MiHW | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs ab0 3MiHKM [0 y3araslbHEHUX AaHnx npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnx
JaHux nNpo cuctemy chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0CO6M, BiANOBiga1bHOI 3a
3[jiCHEeHHsT hapMakoHarIa4y; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa 418 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BifMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a
3pificHeHHs1 hapmakoHarnsay (Bkiroyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsag. ditoya pegakuisi: LLleBueHko OneHa
IropiBHa.

MponoHoBaHa pepakuis: NMaHosa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOI 0C06YM 3aABHWKa, BigNoBiganbHOI 3a
thapmakoHarnsg. 3MiHa HoMepa mMacTep-ghaiina
cuctemu papmakoHariagy

127.

MAKCTICTUH

Tabnetkv no 24 wr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepn y nayui

TOBAPKC
TBO 3
OBMEXE
HOKO
BIANOBIA
AJNIbHICT
0
«KOPTOP
AlIA
«3[00POB
"A»

YKpaiHa

TOB "®apmekc
Mpyn"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3MiHa
3asBHUKa J13 (MIBMM) (BnacHWka peecTpaviiiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460) BBeaeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMAXEHHS; 3MiHM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHUX
[AaHvX Npo cuctemy chapmakoHarnsgy, 3MmiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[jiCHEHHS1 hapMakoHaraay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
3fiicHeHHs hapmakoHarnagy (Bkiroyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsay) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNOBIgaIbHOI 3a
thapmakoHarnag. fitova pegakuis: LLesueHko OneHa
IropiBHa.

MponoHoBaHa pepakuis: NMaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTAKTHUX AaHKX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigaNbHOI 3a
hapmakoHarnsag. 3miHa Homepa macTtep-tainna
cucTtemmn dhapmakoHarisgy

3a
peyenmom

UA/10012/01/03

128.

MAKCTICTUH

TabneTkn no 8 mr;
no 10 TabneTtok y

TOBAPUC
TBO 3

YKpaiHa

TOB "®apmekc
pyn"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHa
3asBHuka J13 (MIBMN) (BnacHmka peecTpauiiiHoro

3a
peyenmom

UA/10012/01/01




108

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nicTepi; no 3
6nictepn y nayuj

OBMEXE
HOKO
BIAMNOBIA
ANIbHICT
0
«KOPIMNOP
AUIA
«340POB
"A»

noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460) BBeeHHs 3MiH NPOTAroM 6-Tu MicAUiB nicns
3aTBEPLKEHHS; 3MiHW | TUNY - 3MiHN LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX faHux npo
cuctemy dhapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[JaHux nNpo cuctemy chapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0cobu, BignoBifanbHOT 3a
3pjilicCHeHHs hapMakoHarnaay; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6M, BiANOBiga1bHOI 3a
3pificHeHHs hapmakoHarnsgy (BkIoyYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MilLleHHi MacTep-
(paiina cuctemu cpapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0C06YM 3asBHMKa, BigNoBigabHOI 3a
hapmakoHarnag. ditoya pegakuis: LeBueHko OneHa
IropisHa.

MponoHoBaHa pegakuis: MaHosa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBiga1bHOI 3a
thapmakoHarnag. 3mMiHa HoMepa macTep-gaiina
cucTemmn dhapmakoHarisay

129.

MAKCIITPA

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, N0 100
mr; no 1 a6o no 4
Tabnetku y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopobui

PapmaueB
TUYHWIA
3aBof
"MOJIb®A
PMA" C.A.

MonbLla

dapmaLleBTUYHNI
3aBOf,
"MOJIb®APMA"
CA.

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHN
| TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3arasibHeHnX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
thapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iCHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0COOW 3asiBHUKA, BignoBigaibHOI 3a
hapmMakoHarnag B YKpaiHi.

[itoua pepakuin: TaHacoBa 3opsiHa MukonaisHa.
MponoHoBaHa pegakuis: Tecntok OnexHa
BonognmupiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3asBHUKA, Bi4NOBIgaIbHOI 3a
hapMakoHarnsg B YKpaiHi

3a
peyerimom

UA/14262/01/02

130.

MAKCIITPA

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOH0, M0 50
mr, no 1 a6o no 4
TabneTtkn y bnictepi;

PapmaueB
TUYHUIA
3aB0[
"MOJNTIb®A
PMA" C.A.

MonbLa

dapmaLleBTUYHNIA
3aBog
"MONb®APMA"
C.A.

MonbLa

BHECEHHS 3MiH [J0 peECTpaLjiiiHuX MmaTepiasiB: 3MiHN
| Tvny - 3miHK Woao 6e3nekn/ehekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHUX JaHnx Npo cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPOo CMCTeMy

3a
peyenmom

UA/14262/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 1 6nictepy y thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
KapTOHHilA KopooLi BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jiCHEeHHsT hapMakoHarisay B YKpaiHi, AKLO0 BoHA
BiAMiHHA BiJ, YNOBHOBaXKeHOi 0co6bw, BignoBigaibHOT
3a 34ilicCHEHHsA thapMakoHarnsay (BKovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBIgaIbHOI 3a
thapmakoHarnsg, B Ykpaii.
[litova pepakuin: TaHacosa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakuis: Tecnok OneHa
BonognmmupisHa. 3MiHa KOHTaKTHUX JaHWUX
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAa/ILHOI 3a
hapmakoHarnag B Ykpaiti
131. | ME/IOKTAM PO34MH A5 iH'EKLN, Mictpan AHrnis XENMN C.A. Ipeuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a UA/19319/01/01
15 mr/1,5 mn; no 1,5 Kenitan | TMNy - 3miHK 3 skocTi. CepTuUdikat peuenmom
mn (15 wmr) B MeHemxm BignosigHocTi/l E-cepTudikar BignosigHocTi
amnynax; no 5 eHT €Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
amnyn B kaceTi B Nimiteq HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
nauuj ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCH Y BUPOOHNLTBI ADI; ans
[LOMNOMIXHOT peqoBuHN (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBEPIXEHOr0 BUPOOHUKA -
noAaHHs OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2009-040-Rev
05 (3atBepmxenuin: R1-CEP 2009-040-Rev 04) ans
A®| menokcrkam Bif, yxxe 3aTBepAKEHOro
Bupo6HuKa Cipla Limited, IHAis
132. | METOTPEKC PO34MH A1 iH'EKLIN, EBEBE ABCTpIs NOBHWIA LKA AscTpis/ BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 3a He UA/0513/02/01
AT "EBEBE" 10 mr/mn no 1 mn dapma BMPOGHMLTBA: HimeyunHa | TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niosnsizae
(10 mr), no 5 mn (50 lec.m.6.X. $PAPEBA YHTepax thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTumui
Mr) y dhiakoHi; no 1 Hdor.KI 'mM6X, ABTpIS; NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
donakoHy B BMNYCK Cepil: IHCTPYKLUIT 4719 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
KapTOHHIi KopobLyj; EBEBE dapma perynspHo OHOBJ/IHOBAHOrO 3BITY 3 6e3neku
no 0,75 mn (7,5 mr), lec.m.6.X. Hdr. nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
no 1 mn (10 mr), no KI', ABCTpis; 3aCcTOCyBaHHSA NikapcbKoro 3acoby B

1,5 mn (15 mr), no 2
M (20 mr) y
ronepeAHLO
3arnoBHeHOMY
wnpuui; no 1 aéo no
5 nonepegHLO
3arnoBHeHNX
Lwnpuyis y

TecTyBaHHsA: MIJ1
Mikpob6ionoriwec
Mptochnabop
'M6X, ABCTpIst;
TeCcTyBaHHS:
Na6op N+ C AT,
Himeuunna

nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHVM
opraHoMm) 3MiHM BHECEHO A0 IHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby Ao
po3ainy "B3aemogis 3 iHWMMMK NiKapCbKUMn

3acobamu Ta iHWi B1AW B3aeMogiii" BignoBsigHO A0
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KapTOHHI KopoobLi iHchopmawii 3 6e3nekn nikapcbkoro 3acooy.
pasom 3i BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
CTepU/ILHO 3aTBEPMKEHHSA. 3MiHuM | Tuny - 3MiHK Woao
iH'EKLLIAHOIO TO/TKOI0 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Ta cepBeTkaMmu Y KOPOTKili XapakTepucTuL NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCyBaHHSA Ha nigcTasi perynsapHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro 3acooby,
a60 pocnigkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpavyiitHuii nepiog,
abo sK pe3ynbTar OUiHKM 3BIiTY 3 AOCNIHKEHb,
npoBefeHnX Bi4NOBIAHO A0 NNaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHVIM OPraHoM) 3MiHu
BHECEHO 0 IHCTPYKLiT 4719 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaAaro” BiAnoBigHO A0 iHchopmaii 3 6e3neku
nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu
MicALiB Micnsa 3aTBepKEHHs
133. | METPOHIAAS3 | po3uuH ans iHdysii [JouipHe Ykpaina [JouipHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a He UA/4555/01/01
on 0,5% no 100 mn'y nignpyvemc niagnpMeEMCTBO | TNy - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta peyenmom | niossi2ae
KOHTeliHepi i3 TBO "®apmatpeiig" thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTumLi
nonisiHinxnopnay "®Gapmarp NiKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
abo 3 noninponineHy eng" IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHA Ha nigcrasi
B NNiBLi perynspHo OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLliHKM 3BIiTY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHoMm) - 3MiHM BHECEHO B IHCTpyKLito Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby A0
po3ainis "Oco6MBOCTi 3acTocyBaHHA" Ta "lMo6iuHi
peakuii" BiANOBIAHO A0 OHOBAEHOT iHhopMaLii Wwoao
6e3nekn 3aCToCyBaHHS [il040i PEYOBMHM 3TigHO 3
pekomeHaauieto PRAC
134. | ME®EHAMIH | Tab6netku no 500 wmr; MPAT Ykpaina BignoBigasibHWiA 3a YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3MiHu 6e3 nidnsieae UA/17139/01/01
OBA no 10 Tabnetok y "OITOOA BMPOGHMLITBO, | Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenma
KNCNOTA 6nictepi; no 2 PM" nepBrHHE, 3MiHM Yy BUPOOHMLTBI. 3MiHa iMnopTepa/3aMiHu, Lo
6nicTepu B naywj 3 BTOPUHHE CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
KapToOHy nakyBaHHS, roTOBOrO JliKapcbkoro 3acoby (3amiHa abo

KOHTPO/b SKOCTI
Ta BUNyck cepii:
MPAT
"OITOPAPM",
Ykpaina

[o[laBaHHA BUPOOHMKA, L0 BiANOBILA€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkovaroum
KOHTPO/b/BUNPOOYBaHHA cepii - BBeAEHHS
[04aTKOBOT BUPOOHUYOI AinbHuLi MPAT
«®ITOPAPM», BigNoBiganbHOI 3a BUNYCK Cepii, He




111

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiANOBigaIbHUI 3a BK/1H04AI0UM KOHTPO/b/BUNPOGYBaHHSA cepii 3a
BUMYCK cepii, He appecoto: YkpaiHa, 08303, Kuiscbka 061acTb, MiCTO
BK/OHA0UM Bopucninb, Byn. Yymaupka, 6yamHok 17. PosnncaHo
KOHTpPO/b/BUNPOBY doyHKLUIT 3aTBEpAKEHOrO BUPOGHMKa MPAT
BaHHA cepii: «PITOPAPM». 3MiHV BHECeHi y po3ainu "BUpo6HuMK"
MPAT Ta "Micue3HaxomKeHHs BUPOBHYKa Ta agpeca micus
"OITOGAPM", NPOBaKEHHS NOr0 Ais/IbHOCTI" B iIHCTPYKL,ito Ans
YkpaiHa Me[MYHOro 3aCTOCyBaHHA Y 3B'A3KY 3 BBEAEHHAM
[04aTKoBOI BUPOBGHMYOT AiNbHUL, BIANOBIAAILHOI 38
BUMYCK Cepii, 3 MOX/IMBICTIO APYKYBaHHS BOX
IHCTPYKUi AN MeAnYHOro 3actocyBaHHA 13 ans
OKpeMux BUPOBHWMKIB Ta SK HACNIAOK - NosiBa TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby Ans
[08aTKoBOro BUpo6HMKa. BBeAeHHSA 3MiH NpOTArom
6-TW MicsLiB NiCNsA 3aTBEPKEHHS.
135. | MIKOHA30/N MOPOLLIOK Yemo Icnanis KIMIKA IcnaHis BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN - UA/17787/01/01
Y HITPAT (cy6beTaHuin) y 16epika, CIHTETIKA, C.A. Il TMny - 3miHK 3 AkocTi. AP, (iHWi 3MiHK). MogaHHA
MIKPOHI3OB | nogsiiHux C.A. OHOBEHOT Bepcii macTep-daiina Ha Ad|
AHUIA nonieTuIeHoBmX MikoHazony HiTpaty DMF MI-QS1-Ed.02-UA-EP-
naketax gns (November 2023) (nonepeaHs Bepcisa MI-QS1-
thapmaueBTUYHOro Ed.01-UA-EP-(September 2019)
3aCTOCYBaHHSA
136. | MIJTIICTAH NMopoLUoK AN Mini Benuka IKCEnb IHAisa BHECEHHS 3MiH 10 peecTpaljiiiHnx maTepianis: 3MiHK 6e3 nionsieae UA/2433/01/01
FAPSIUNIA OPa/ILHOIO PO3UNHY, Xenckepe BputaHis Na6opaTopiec | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenma
YA BIf, no 6 ry nakeTuky; Nimitep Met. N14. HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa (B/lacHUKa
KALLUIHO no 10 nakeTukiB y peecTpauiiiHoro nNocBig4eHHs1) - 3mMiHa agpecu
KapTOHHI KopoobLi 3asBHMKa (BNacHvKa peecTpauiiiHoro NocBigYeHHs).
3MiHM BHeceHi y po3ain "MicLe3HaxomKeHHs
3asBHUKA" B IHCTPYKLiO AN MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y 3B'A3Ky 3i
3MiHOI agpecy 3asaBHUKa. BBefeHHs 3MiH NpoTArom
6-TN MicALIB NicNs 3aTBEPKEHHS
137. | MIJIICTAH NMopoLIOK ANns Mini Benvka IkKCEnb IHais BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW 6e3 nidnsieae UA/2368/01/01
FAPAYMIA OPa/IbHOIO PO34UHY, Xenckepe BpuTaHis Na6opaTopiec | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peyenma
YAIA 31 no 6 r y nakeTuky; Nimiten Mer. 174, HalimeHyBaHHs1 Ta/abo agpecu 3asBHUKa (BNacHuka
CMAKOM no 10 nakeTukiB y peecTpavu,iiiHoOro noceigveHHs). 3miHa agpecu
NMOHA KapTOHHIlA KopooLi 3asBHMKa (BNacHyKa peecTpauiiiHoro NocBigYeHHs).
3MiHU BHECEHI y po3ain "MicLe3Haxo,KeHHs
3aABHUKA" B IHCTPYKUiIO 4151 MeANYHOTo
3aCTOCYBaHHSA NiKapCbKoro 3acoby y 3B'A3Ky 3i
3MiHOIO afpecu 3asBHUKA.
BBefeHHs1 3MiH MpoTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHS
138. | MINNIICTAH CyCneHsis opasibHa Mini Benuvka pakype IHAjisA BHECEHHS 3MiH 10 peecTpaljiiiHnx maTepianis: 3MiHK 6e3 nions2ae UA/1454/01/01
MYNbTUCUM | no 100 mny Xenckepe BputaHis dapmachbloTikanc | TNy - AOMiHICTpaTWBHI 3MiHU. 3MiHa peyenma
ATOMHWNA dhnakoHi; no 1 Nimiten nTa HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa (B/lacHUKa

donakoHy pasom 3
MipHOH JTOXEYKOH Y

peecTpavuiiiHoro nNocBigueHHs) - 3miHa agpecu
3as1BHMKA (B/1ACHMKA PEECTPALLiiHOro NOCBIgYEHHS).
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI ynakoBsL,i

3MiHU BHECEeHI y po3ain "MicLe3HaxomKeHHs
3as8BHUKA" B IHCTPYKLiO AN MeANYHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y 3B'A3KyY 3i
3MiHOI apecy 3asBHUKa. BBefieHHs 3MiH NpoTArom
6-TN MicALIB Nicnsa 3aTBEPKEHHS

139.

MIHOKCUAN
NIHTEN

PO3UMH HALLKIPHWIA,
5 %; no 60 mny
donakoHi; no 1
donakoHy y
KOMM/IEKTI 3 MipHUM
Hacocom y
KapTOHHI Kopoobui

3AT
"IHTeni
'eHepukc
Hopg"

NntBa

IHpacTpian
dapmaceyTika
KaHTabpia, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN
| TNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BignosigHOCTI
€poneiicbkili hapmakonei: gns A®l; ons BuxigHoro
mMarepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTmaikaT Bif Yxe 3aTBepAKeHOro BUPOOHUKA.
MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 2002-212 -
Rev 05 (3aTBepmxeHo: R1-CEP 2002-212 - Rev 04)
ons A®| miHokeuamny Big, BXe 3aTBepAKEHOro
BMpo6HuKa Flamma S.P.A., ITanis. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignNoBigHOCTI a6o
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
[L0MNOMIXHOT peqoBuHN (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBEpAXEHOr0 BUPOOHUKA -
noAaHHs OHOBJIEHOTro cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2002-212 -
Rev 06 gnsa A®Il miHokeuauny Big BXe
3aTBEpKEeHOro BMpobHuka Flamma S.P.A., ITanis.

6e3
peyenma

UA/14771/01/01

140.

MIHOKCHgn
NIHTEN

PO3YMH HALLKIPHWA,
2 %; no 60 mny
donakoHi; no 1
donakoHy y
KOMMEKTI 3 MipHUM
Hacocom y
KapTOHHIl KopooLi

3AT
"IHTeni
reHepukc
Hopag"

NntBa

IHpacTpian
dapmaceyTika
KaHTabpia, C.A.

IcnaHis

BHECEHHS 3MiH [J0 peECTpaLjiiiHuX MaTepiasiB: 3MiHN
| TMNy - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
ab0 BUyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA

6e3
peyenma

UA/14771/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
cepTudiikaT Bif y)Xe 3aTBEpXEHOro BUPOOHNMKa.
[MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2002-212 -
Rev 05 (3atBepmxeHo: R1-CEP 2002-212 - Rev 04)
onsa A®| MmiHokeuauny Bif, BXe 3aTBepaKeHoro
BMpo6HUKa Flamma S.P.A., ITania. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif, y)xe 3aTBEpIXEHOro BUPOOHUKA -
noJaHHA OHOB/IEHOTO cepTudikarta BifgnoBifHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2002-212 -
Rev 06 ana A®| miHOKcuauiy Bif BXe
3aTBEpPKEHOro BUpo6HuKka Flamma S.P.A., ITanis.
141. | MITPA PO34MH A5 iH'EKLN, TOB YkpaiHa K.T. Pomchapm PymyHis BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a UA/20063/01/01
100 mr/mn, no 5 mn «POPC- komnaHi C.P.J1. | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
B amnyni, no 5 PAPMA thapmakoHarnagy (iHwi 3MiHn) 3mMiHn BHeceHo y n.17
ammnyn y KOHTYpHIiA ONCTPUB IHLIE TekcTy MmapKyBaHHA BTOPUHHOI YNaKoBKU
YapyHKOBIl FOLLH» nikapcbKoro 3acoby. TepMiH BBeEHHS 3MiH
ynakosui, no 2 npoTArom 6 micsALiB Nicns 3aTBepAKeHHS
KOHTYPHI YapyHKOBI
ynakoBKM B NauLii 3
KapToHy
142. | MOP®IH PO34MH ANA iH EKLi, AT Nartsia BCi cTagii CnoBayunHa | BHECEHHS 3MiH 0 peecTpauiliHix maTepianis: 3MiHM 3a He UA/15322/01/01
KANUEKC 10 mr/mn; no 1 mn B "Kanuekc" BUPOBHMYOTrO / | TMNy - AAMiHICTpaTBHI 3MiHW. 3MiHa peuyenmom | nidssizae
amnyni; no 5 amnyn npovecy, Kpim NatBis HallMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHUKa
B KOHTYPHIl BUNYCKY cepii: peecTpayiiiHoro nNocBig4eHHs) - 3MiHa agpecu
YapyHKOBIli ynakoBLyi XBM dapma 3as1BHVKa. 3MiHM BHECEHO [0 IHCTPYKLUiT Ans
(niggoHi); no 1, 2 c.p.o., Me[MYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby fo
a60 20 KOHTYPHUX CnosayymHa po3giny "Micue3HaxomKeHHs 3anaBHUKA"; 3MiHu |

YapyHKOBUX
ynakoBoK (MiAA0HIB)
B naui

BMPOGHUK, SIKWiA
Bignosigae 3a
KOHTPO/b
cepii/BunpobysaH
HA:

AT "I'piHaekc”,
Nartsis
BMPOGHUK, SKWiA
Bignosigae 3a
BMNYCK cepil:
AT "Kanuekc",

MRy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLiT A8 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOBJ/IHOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iXeHb, NpoBeAeHNX BIAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimxeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM YNOBHOBAXKEHUM
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Natsis opraHom) - 3MiHV BHECEHi 10 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainv "B3aemogis 3 iHWUMK NiKapCbKUMu
3acobamu Ta iHWi B1uAn B3aemogiin”, "Oco6mBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3n",
"Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI
iHdbopMmalii 3 6e3nekun Ajkyoi pe4yoBUHN
143. | MYKO3A PO34UH A5 iH'EKLLA Bionoriwe HimeyuunH Bionoriwe HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/2946/01/01
KOMMO3WUTY | no 2,2 mn B amnyni; Xainbmitt a Xavinemitrens | Tvny - 3miHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa peyenmom
M no 5 amnyny enb Xeenb Xeenb M'M6X nepiofy NoBTOpHMX BMNPOGyBaHb/nepiogy
KOHTYPHIl 6X 36epiraHHs abo ymoB 36epiraHHa AdI (3a
YapyHKOBIl BiICYTHOCTI y 3aTBEPAXEHOMY [OCbE cepTudikara
ynakosLi; no 1 abo BiANOBIAHOCTI EBponeiickkili hapmakonei, Lwo
no 2, a6o no 20 BKJ/IIOYAE Nepios, NOBTOPHOIO BUNPOBYBaHHS)
KOHTYPHUX (nepiog noBTOpPHOro BUNpPobyBaHHA/NEpPIoA
YapyHKOBUX 36epiraHHs) - 3MEHLUEHHS - 3MiHA Y TEPMIHI
ynakoBOK y KOpO6Li npugartHocTi ans Hydrastis canadensis MT:
3 KapTOHY 3aTtBeppxeHo: 3.2.S.7. Stability Proposed shelf-life 5
years 3anponoHoBaHo: 3.2.S.7. Stability Conclusion
“...a retest period of 36 months...”
144. | HOBATPA TabneTku, BKpUTI €Bpo IHAis MapkcaHc ®apma IHAjisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a UA/9740/01/02
100 NNiBKOBOO Navidkep nrp, | TMny - 3miHK 3 AkocTi. CepTudikar peyenmom
060/10HKO10, N0 100 MpaiisiT BignosigHocCTI/TE-cepTucpikat BignosigHoCTI
Mrno 1, 2 a6o 4 Nimiteq €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
Tabnetku y 6nictepi, HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
no 1 6nictepy B abo BUNy4YeHHs cepTudpikata BiaNoBiAHOCTI
KapTOHHI KOpoobLi; €Bponeiickkin hapmakonei: gns A®l; ons BUXigHOro
no 4 TabneTkn y mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
6nictepi; no 2 BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ana
6nictepu y [0NOMIXHOT peyoBuHN (cepTuddikaT BignoBigHOCTI
KapTOHHIlA KopoobLi €Bponeiicbkili hapmakonei) - HoBuii cepTudikaT Big,
HOBOroO BMPOGHMKa (3aMiHa ab0 JONOBHEHHS)
3amiHa BUpobHrka SMS Pharmaceuticals Limited,
IHAis ana givoyoi pevosuHu Sildenafil citrate Ha
CADILA PHARMACEUTICALS LIMITED, IHgis, B
AIKOro HasiBHUIA cepTudikaT BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2013-291-
Rev 00. BBefeHHS 3MiH NpOTArom 3-X MicsLiB nicas
3aTBEPAKEHHS.
145. | HOBAIPA 50 | Ta6netku, BKpUTI €Bpo IHais MapkcaHc ®apma IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a UA/9740/01/03
nNiBKOBOO Naiicokep nTa | TMnNy - 3MiHK 3 skocTi. CepTuUddikat peyernmom
060/10HKOH0, M0 50 MpawsiT BignosigHocTI/IE-cepTucpikar BignosigHoCTi
Mmrno 1, 2 a6o 4 Nimiten €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA

Tabnetkn y 6nictepi,
no 1 6nictepy B
KapTOHHI KopobLyj;
no 4 TabneTtkn y
6nicTepi; no 2

HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
abo BUy4YeHHs cepTudhikata BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ans BUXigHoOro
marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
BUKOPWCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nictepu y [L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
KapTOHHilA KopooLi €Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
HOBOro BUPO6HUKa (3aMiHa abo JONOBHEHHS)
3amiHa BUpobHrka SMS Pharmaceuticals Limited,
IHais ana givoyoi pevosuHu Sildenafil citrate Ha
CADILA PHARMACEUTICALS LIMITED, IHgis, B
SIKOTO HasiBHMIA cepTudikaTt BiAMOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2013-291-
Rev 00. BBeeHHS 3MiH NpoOTArom 3-x MicAuiB nicns
3aTBEPAKEHHS.
146. | HOBOKC® pO34uH ANs iHy3iit OPIrAHO OAE MpusaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a He UA/16886/01/01
0,5 %; no 100 mn CVH akuioHepHe | TMnNy - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyernmom nionsieae
abo 150 mny JNIAV®CA TOBapUCTBO thapmakoHarnagy. 3MiH1 y KOPOTKili XxapakTepucTumLi
naswwyi; no 1 EHCN3 «IHQy3is» NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
nASWLi y nayui (E® 3ET 1) IHCTPYKUII 418 MeANYHOro 3aCTOCYBaHHS
reHepnyYHNX/ribpuaHNx/6ionogibHNX NikapcbKknx
3aco06iB nicnsi BHECEHHSA TiET caMoi 3MiHW Ha
pedoepeHTHUIA npenapart (3miHa He NoTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS NikapCbkoro 3acoby y po3aim
"Oco61MBOCTI 3acToCyBaHHS", "3acTocyBaHHs y
nepiog BaritTHOCTi abo rogyBaHHs rpyaar”, "MoobiyHi
peakuii" 3rigHo 3 iHhopMaLi€ro LWOA0 MeANYHOro
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(Tavanic, 5 mg/ml, solution for infusion). BBegeHHs
3MiH NpOTArom 6-Tn MicsLiB Nicns 3aTBepPAKEHHS
147. | HYPO®EH® CyCrneHsis opasibHa 3 PekkiTT Benuvka BMPOGHULITBO in Benvka BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 6e3 UA/8233/01/01
ANA AITEN anesibCUHOBUM BeHkizep BpuTaHis bulk, nakyBaHHs, BpuTaHis | TMNy - AgMIHICTPaTUBHI 3MiHW. Buny4yeHHs peyenma
cmakom, 100 mr/5 Xenckep KOHTPO/Ib SKOCTI, BMPOBHUYOI AiNbHUL (BKNOUAOUN AiNbHNL ANS
ms; no 100 mn a6o IHTepHeL BMNYCK Cepil: A®I, npomi>XHOro NpPoAyKTy abo rotoBoro
200 My h1akoHi; HA JliviTeq, PekkiTT BeHkizep NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEAEHHS
no 1 donakoHy B Xenckep (FOkeit) nakyBaHHs, BUPOGHYKa, BifNOBIAaIbHOTO 3a BUMYCK
KOMMNEKTi 3i Nimiten cepiid, MicLe NpoBeAEHHSI KOHTPOSIO cepii) abo
LUMPULLOM- noctavasnbHUKa BUXiAHOTO MaTepiasny, peareHTy abo
[,03aTopoMm Yy [LOMOMDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE)
KapTOHHIA Kopoo6Li BW/yYEHHS BUPOOHUYOT AinbHULi PekkiTT BeHkizep
Xenckep IHaja MpaviseT NimiTes, IHAaia (Reckitt
Benckiser Healthcare India Private Limited, India).
3anuwaeTbcs BUPO6HMYA [iNMbHULA PekKITT
BeHkizep Xenckep (HOkelt) MimiTeq, Benvka
BpuTanis (Reckitt Benckiser Healthcare (UK)
Limited, United Kingdom).
148. | HYPO®DEH® CyCneHsis opasibHa 3 PekkiTT Benuka BMPOOBHULITBO in Benuka BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis: 3MiHK 6e3 UA/7914/01/01
ANa AITEN NOSTYHUYHUM BeHkizep BpuTaHis bulk, nakyBaHHs BpuTaHia | TMNY - AGMIHICTPATUBHI 3MiHW. Buny4yeHHs peyenma
cmakom, 100 mr/5 Xernckep (nepBuHHe Ta BMPOBHUYOI AiNbHML (BKNOUAKUN AiNbHNLi ANs
M; no 100 mn abo IHTepHeL BTOPVHHE), A®I, NpoMiXXHOro NpoaykTy abo roToBoro
200 M1y dh/1aKoHi; HA JliviTeq, KOHTPO/Ib SIKOCTI, NiKapcbKoro 3acoby, AisibHUL 415 NPOBeAEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 1 donakoHy B BUMYCK Cepii: nakyBaHHs1, BUPOGHYKa, BiANoBiAa/IbHOTO 3@ BUMYCK
KOMNAeKTi 3i PekkiTT BeHkizep cepiid, MicL,e NPoBeAEHHSI KOHTPOSHO cepii) abo
LUNPULLOM- Xenckep (FOkeit) nocTavasibHMKa BUXiAHOTO MaTepiasy, peareHTy abo
[03aTopom y Nimiten [L0MOMIKXHOT pEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCHE) -
KapTOHHilA KopooLi BunyyeHHsi BUPOOHMYOI AinbHULi PekkiTT BeHkizep
Xenckep IHgis MpaviseT flimiTea, IHAia (Reckitt
Benckiser Healthcare India Private Limited, India).
3aMwaeTbca BUPO6HNYA AiNbHNLUA PekkiTT
BeHkizep Xenckep (KOkeid) MlimiTen, Benvka
Bputanis (Reckitt Benckiser Healthcare (UK)
Limited, United Kingdom)
149. | HYTPUDNEK emynbCis gns B. bpayH HimeuunH Bnpo6HMUTBO, HimeuunHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a UA/13231/01/01
C OMErA iHcpysiiA; no 1250 Menb3yHr a nepBuHHA Ta TexHiyHa nomusnka (3rigHo Hakasy MO3 Big, peyenmom
CNEUIANBbH ma, 1875 mny eH Al BTOPMHHA 23.07.2015 Ne 460), BunpaBneHHs TEXHIYHOT
nn MiLLIKY ynaKoBka, BUMyCcK NOMWIIKY, 3rigHo n.2.4. n.n. 4 po3giny VI Hakasy
n1acTMKoBOMY cepii: b. BpayH MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakui
TpukamepHomy; no 1 Menb3yHreH Al Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460) y
MiLLIKY HimeyuunHa; 3areBepmxeHux MKA /13, a came npu nepeHeceHHi
n1acTMKoBOMY KoHTponb cepii: B. iHchbopmawii 3 peecTpauiiiHoro gocke (p.3.2.P.5.1) B
TpuKamepHoMy B BpayH cneumnagikauii MKA /13 HEeKOpeKTHO 3a3HayeHo Ha3By
3aXMCHOMY MILLIKY; Menb3yHreH Arl, nokasHuka «BiniH» 3amicTb «BasiH»; onnc po3unHy
no 5 3axX1CHKX HimeyunHa Kamepa r/110K031 3aTBEPMAKEHO «COMOM'SHOTO
MILLIKIB Y KAPTOHHIl KOMbOpY» 3aMiCTb «6.1i10-CO/TOM'SSHOTO KO/Ibopy» Ta
Kopobui Kamepa XXMPOBOi eMybCil 3a3HaYEHO «Mac/0»
3aMmicTb «0nii». 3a3HayeHe BUNpaB/eEHHS BigNoBigae
MarepiasiaM peecTpaLiiHoro 1ocke
150. | OSE/NIbTAMI Kancynu no 75 mr, Crpaiiac IHAis Crpaiac ®apma IHAjisa BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN 3a He UA/18208/01/01
BIP no 10 kancyny dapma CaiieHc flimiteq | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom | niosnsizae
6nictepi; no 1 CaileHc CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
6nictepy B Nimiteq yMoBax 36epiraHHsi rOTOBOrO /1iKapCbKOro 3acoby
KapTOHHIlA KopoobLi (36inbLUEHHSI TEpMiHY NPUAATHOCTI FOTOBOrO
nNikapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHMMW peasibHOro yacy) -
36inbLUeHHs TEPMIHY NpUAAaTHOCTI TOTOBOr0
nNiKapcbKoro 3acoby 3 4 pokiB A0 5 pokiB. 3MiHU
BHECeHI B po3gin "TepMmiH npuaaTHOCTI" B IHCTPYKL,it0
AN MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
151. | OKTAMNAC PO34nH ANs iHdy3il, OkTadhap ABCTpIs BUPOGHUK, Lseuis BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis: 3MiHu 3a UA/15584/01/01
nr 45 - 70 mr/mn; no Ma BignoBigasibHWi 3a Il TMNY - 3MiHM 3 AKoCTi. FOTOBWMIA NiKapcbkuii 3aci6. peyenmom
200 mn B dapmaueB BMPOGHMLITBO 3a Cuctema KoHTeliHep/3aKynoptoBasibHUA 3aci6. 3MiHa
CTEpPUSILHOMY, TUKa MOBHUM LMK/IOM: Y NEePBUWHHIiA YNakoBL,i roTOBOrO Nikapcbkoro 3acoby
nnactucikoBaHoOMy MpoaykTio Oxktadhapma Ab (sAKicHWIA Ta KinbKicHWIA cknag) - CTepusibHI Nlikapebki
KOHTEliHepi Ans Hcrec. 3acobu Ta nikapcbki 3acobu
KpoBi 3 M.6.X. 6i010ri4HOro/iMyHOOMNYHOTO MOXOLPKEHHS -

noniBiHIIX10pUAY;
no 1 KoHTeliHepy B
nakeTi 3 Npo3opoi
nofiamig/nonietune

BnpoBa/pkeHHs HOBMX MaTepiasliB NepBUHHOIO
nakyBaHHs: Plasma Bags 400 ml (Frsenius Kabi) Ta
Plasma Bags 400 ml with pigtail (Frsenius Kabi).
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
HOBOI MNiBKK; No 1
nakeTy B KapPTOHHIi
Kopo6ui. OkTannac
NI ynakoBy€eTbCA B
OKpeMi KoHTeliHepu
3a TakuMu rpynamm
Kposi: 'pyna kposi A
(I1), F'pyna kposi B
(i), rpyna kposi AB
(IV), F'pyna kposi O
0
152. | OKTANJIEKC MOPOLLOK Ta OkTadhap ABCTpIs Bupo6HuK HimeuunHa/ | BHeCeHHs 3MiH 4O peecTpauiiiHux matepianis: 3MiHN 3a UA/14313/01/01
500 MO PO34YUHHVK ANS Ma (anbTepHaTMBHWMIA) AscTpis/ | Tuny - 3miHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3acib. peyenmom
pO34unHy ans dapmaues , BignosiganbHuii PpaHuis KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
iHdhysili no 500 MO; TMKa 3a BTOPUHHE MeTogax BMNPOOYBaHHsi rOTOBOTO J1iKapCbKOro
[Bi KOPOOKN MpoaykTio nakyBaHHs Ta 3aco6y (He3HayHa 3MiHa y 3aTBEpPAXKEHNX MeToAax
06’€eAHYIOTbCS MK Hcrec Bi3yasibHy BUNPOBYBaHHS) 3MiHa TECT-CUCTEMMU, LLLO
€06010 NNacTUKOBOIO M.6.X. iHCMeKu;jto: BMKOPUCTOBYETLCA HA BUPOOGHNYMX AiNbHULAX
MN/iBKOK: KApTOHHA OkTachapma Octapharma Vienna, Asctpist (OPG) Ta Lingolsheim,
Kopo6ka Nel: no 1 [eccay 'mM6X, ®paHuia (OSA) onsa BunpobyBaHHS rOTOBOro
chnakoHy 3 HimeuunHa,; NikapcbKoro 3acoby 3a NokasHWKOM «BMicT Ginka S»,
MOPOLLKOM Ans Brpo6HMK, 3 Coamatic Protein S-free (Chromogenix) Ha
PO34UHY A5 iH KLl BiAnNoBigabHUIA 3a Liaphen Free Protein S (Hyphen).
Ta iIHCTPYKUji€ Npo BMPOBGHMLTBO 3a 3MiHM | TMNY - 3MiHK 3 AKOCTI. [OTOBWUIA NiKapCbKni
3aCTOCYBaHHS; MOBHUM LK/IOM: 3aci6. KOHTPO/1b rOTOBOrO MiKapCbKoro 3acoby.
KapTOHHa Kopobka OkTtadhapma 3MiHa y MeTofax BUNPO6YyBaHHA roTOBOrO
Ne2: no 1 cpnakony PapmaueBTmKa nikapcbKoro 3acoby (He3HayHa 3MiHa 'y
i3 PO34YMHHUKOM MpopaykTioHcrec 3aTBEpMKEHUX MeTogax BUnpobyBaHHs) 3miHa y
(Bofa ans iH'ekuii, M.6.X., ABCTpIs; MeToZi BUunpobyBaHHS roTOBOro MikapcbKoro 3acoby
20 mn) y KapTOHHIl BVMPOGHMK 3a NOKa3HMKOM «BmicT chakTopy VII»: 3BY)XXEHHA MexX
KopobLi pasom 3 BiANoBigaIbHNI 3a KanibpyBaHHs.
KOMMNIEKTOM NSt BUMPOGHMLITBO 3a
PO3YMHEHHS Ta NMOBHWM LMK/IOM 3a
BHYTPILLHEOBEHHOTO BUK/IOYEHHAM
BBeEHHs (1 wnpwy, BTOPUHHOI
opHopasosuit; 1 YNaKOBKU:
KOMMNIEKT Ans OkTadhapma,
nepeHocy (1 dpaHuin
[OBYXKiHLieBa roska,
1 ghinbTpoBasibHA
ronka); 1 komnnekr
Ans iHdysin (ronka-
MeTenuk); 2
NPOCOYEHUX
CNYPTOM TaMMOHiIB)
153. | ONNIAETPUM Kancynu m'si, dapmaues MonbLa BMPOGHMLITBO, Monblwa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a UA/20119/01/01
® A3 ®OPTE 10000 MO; no 15 TUYHWIA nepBuHHe, | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuenmom
Kancyn y énictepi; 3aB0[, BTOPWHHE thapmakoHarisgy. BeegeHHs abo 3MiHu Ao
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 2, abo no 4, abo "MONb®A nakyBaHHs, y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
no 6 6nictepis y PMA" C.A. KOHTpO/b Ta (BBELEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
KapTOHHIlA KOpO6L BUMNYCK cepil thapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
(noBHwiA BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnsgy;
BUPOBHNUNIG KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
LMKn): 3pilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
dapmaLleBTUYHNI BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3aBof, 3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
«[MONIb®APMA» KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MilLieHHi macTep-
C.A. Biggin thaiina cuctemmn chapmakoHarnsgy) 3miHa
MepaHa B KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAa/ILHOI 3a
Cepagsi, Monba hapmakoHarnsg B Ykpaii.
[itoya pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuis: Tecnok OneHa
BonogumunpisHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0COOU 3as1BHUKA, BigNOBigaIbHOI 3a
hapmMakoHarnsag B YkpaiHi
154. | ONIME/b emynbCis ans BakcTep Benbris BxigHuia Benbris BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu 3a UA/17379/01/01
N4E iHcpysiiA; no 1000 mn C.A. KOHTPO/b, | TNy - AOMIHICTPaTWBHI 3MiHU. BuyyeHHs peyenmom
y TpUkamepHomy KOHTPO/b BMPOOHUYOI AiNbHULI (BKNOHAKOUM AiNbHULI ANs
naacTMKoOBOMY NMPOMiXHOro A®I, npomixXHOro NPoAyKTy abo rotosoro
nakeTi B 3aXWCHili npoayKTy, nikapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
060/10HLj, Wo BMPOBGHULITBO, nakyBaHHs1, BAPOOGHMKa, BiNOBiAaIbHOrO 3a BUNYCK
MiCTUTb NOrAnHaY nakyBaHHs, cepili, MicLe NPoBeAEHHST KOHTPOO cepii) abo

KMCHIO; MO 6 MakeTiB
Y KapTOHHIi1 kopobuy;
no 1500 mny
TprKaMepHoMy
n1acTMKOBOMY
nakeTi B 3aXUCHIi
060/10HLj, Wo
MICTWUTb MOrnHaY
KICHIO; Mo 4 naketn
Y KapTOHHI1 kopobuy;
no 2000 mny
TpVKaMepHoOMy
n1acTMKoBOMY
nakeTi B 3aXUCHili
060/10HLj, Wo
MICTWUTb MOr/IMHAY
KMCHIO; MO 4 nakeTu
Y KapTOHHIi kopobu,i

KOHTPO/b AKOCTI
Ta BUNycK cepi:
Bakctep C.A.

nocTavasibHvKa BUXiQHOTO MaTepiasy, peareHTy abo
[ONOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CHE)
BunyyeHHst BUPO6HMKa Aito4oi peyoBuHu Lysine
acetate Ajinomoto Co., Inc. Kawasaki plant. 3miHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKil
hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignNoBigHOCTI abo
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
[OMNOMDKHOI peyoBMHY (CepTudiikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/EHWIA
cepTuddikaT Bif y)Xe 3aTBEpAXEHOr0 BUPOOHUKA -
MoaaHHA OHOB/IEHOTO cepTudikaTta BiAMnoBIAHOCTI
€sponelicbkiit hapmakonei Ne R1-CEP 2014-056 -
Rev 00 (3atBepmxeHo: RO-CEP 2014-056 - Rev 00)
Ans gitoyoi peyoBrHy Valine Big, BXxe
3aTBepAKeHoro BMpo6Huka Shanghai Ajinomoto
Amino Acid Co., Ltd., China. 3miHu | Tuny - 3MiHun 3
akocTi. CepTudikaTt BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo




119

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpAXEeHOro BUPOOHUKA -
MoAaHHA OHOB/IEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2012-052-
Rev 01 (3aTBepmxeHo: R1-CEP 2012-052-Rev 00)
Ansa filyoi peyoBuHY Leucine Bif Bxe
3aTBepMAKeHOro BupobHuka Shanghai Ajinomoto
Amino Acid Co., Ltd., China. 3miHu | TUny - 3MiHu 3
akocTi. Ceptudikat signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHoOCTi abo
BWyYEHHS cepTudpikaTta BiANoBIigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - BunyyeHHs
cepTudikaTiB (3a HAsABHOCTI My/IbTUM/IETHOTO
cepTugikaTa Ha matepian) BunyyeHHs ceptudikaty
BignoBigHocTi €Bponelicbkili hapmakonei R1-CEP
1996-097-Rev 07) ans gjtoyoi peyoBuHmn Threonine
BMpo6HUKa Ajinomoto Health And Nutrition North
America, Inc., USA (3apeecTpoBaHo
anbTepHatuBHuii CEP R1-CEP 2014-204-Rev 01
[,aHoro BUPOGHMKa). 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCbkWii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi rOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHA AiNbHUL, Ha SAKINA
3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil)
3aMiHa BMPOGHWMKa BiANOBILaIbLHOIO 3a
BMNpobyBaHHsA cepii 3 bakcTep C.A., benbris Ha
AmxHOMOTO Xenc eHa HyTpiwH Hopc Amepuka
IHK., CLLUA ons npoMixXHOro npogykty (Cymit
amiHOKMCNOT), BUPO6HULTBA ADKMHOMOTO Xenc eHf
HyTpiwH Hopc Amepuka IHk., CLUA. 3miHm | Tuny -
3MiHu 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PevyoBUH. 3MiHa y MeToAax
BMMNPOBYBaHHA [OMOMDKHOI PEYOBUHW (BUTYYEHHS
MeToAy BUNPOOYBaHHS, AKLLO albTePHATUBHUIA

MeTo/ BUNpobyBaHHA BXe 3aTBepkeHo) 3MiHa y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MeTogax BUNpobyBaHHA 419 AONOMIKHOT peyoBUHN
Sodium oleate (Bupo6HMLTBa KOMNaHii Lipoid), a
came BUy4YeHHs in house meToAy Nonym’ siHOl
choTOMETPIT, TaK K HASBHWI aNlbTEepPHATUBHUI
MeTo/, aTOMHO-eMiciliHa cnekTpomeTpisa 2.2.22 EP
155. | OPBIKC TabneTkn, BKPUTI OPIrAHO OAE AnoTekc IHK. KaHaga BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3MiHu 3a He UA/14168/01/01
N/1iBKOBOIO CVH | Tuny - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkunii 3acib. peyenmom | mniossi2ae
060/10HKO10, N0 500 NANDCA Onuc Ta cknag,. 3MiHa abo AofaBaHHA LWTamnis,
Mr, no 8 TabneTok y E€HCU3 NOTOBLLEHb ab0 IHWMX MapKyBaHb, YK/touaum
6nicTepi; no 1 (E® 3ET 1) 3amiHy abo gogasaHHsa hapb A8 MapKyBaHHS
6nictepy B niKapcbKoro 3acoby (3MiHa LWTamnis, NOTOBLLEHb
KapTOHHI Kopoobui ab0 iHWKX MapKyBaHb) 3MiHM 3a NokasHukom "Onuc"
ans posysaHHsA 500 mr Ta 1000 mr. BunyyeHHs
rpasitoBaHHs "APQ" 3 ogHOro 60ky TabneTkn Ta
"VAL 500" 3 iHworo 60Ky Ansa fo3ysaHHs 500 mr, Ta
BW/TYYEHHS YaCTKOBO HAHECEeHOT PUCKM i
rpasitoBaHHs "APQ" 3 ogHOro 6oky TabneTku, a
Takox "VAL 1000" 3 iHworo 60Ky Ans fO3yBaHHSA
1000 mr (ockinibkn nogin TabneTkn Hasnin He
nepenbayeHunii iIHCTPyKLiE oSt MegUyHOro
3aCcTOCyBaHHS). 3MiHV BHECEHI B po34in "OCHOBHI
hi3MKO-XiMiYHi BMacTMBOCTI" B iHCTPYKLit0 Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbkoro 3acoby
156. | OPBIKC TabneTkn, BKPUTI OPrAHO OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/14168/01/02
NNiBKOBOIO CUH | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom | niosnsizae
060/10HKOI0, N0 1000 | JIANDCA Onuc Ta cknag,. 3MiHa abo AofaBaHHA LWTamnis,
Mmr, no 3 TabneTkn B E€HCU3 NOTOBLLEHb ab0 IHLWMX MapKyBaHb, YK/touaum
6nicTepi; no 7 (E® 3ET ) 3amiHy abo gogaBaHHsa hapb 418 MapKyBaHHS
6nictepiB y niKapcbKoro 3acoby (3MiHa LWTamnis, NOTOBLLEHb
KapTOHHI KopoobLi ab0 iHWKX MapKyBaHb) 3MiHM 3a NokasH1KoMm "Onuc"
ans posysaHHsA 500 mr Ta 1000 mr. Buny4yeHHs
rpasitoBaHHs "APQ" 3 ogHOro 60Ky TabneTkn Ta
"VAL 500" 3 iHworo 60Ky Ansa fo3ysaHHs 500 mr, Ta
BU/TYYEHHS YacTKOBO HAHECEeHOT PUCKM i
rpasitoBaHHA "APQ" 3 ogHOro 60ky TabneTku, a
Takox "VAL 1000" 3 iHworo 60Ky Ans O3yBaHHSA
1000 wmr (ockifibku nodin TabneTkn Hagnin He
nepenbayeHunii iIHCTPyKLiE ANsi MeguyHoro
3aCTOCyBaHHS). 3MiHV BHECeHi B po34in "OCHOBHI
i3NKO-XiMiYHi BNaCTUBOCTI" B iIHCTPYKLtO ANns
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
157. | OPHI3ON® PO34MH NS iHQys3iid, NAT Ykpaina MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHK 3a UA/12227/01/01
5mr/Mnno 100 mny | "lanuuda | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom
naawui; no 1 pm" 3MiHN Yy BUPOGHULTBI. 3MiHX Y NpoLieci BUPO6HULITBA

NAAWLi B navuj

rOTOBOrO /iKapcbKoro 3acoby, Bkoyatoun
NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NP

BMPOGHULITBI FOTOBOrO NiKApPCLKOro 3acoby

(He3HayHa 3MiHa y mpoueci BUpo6bHMLTBA)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BW/TyYEHHSI MPOMiXKHYMX (4OAATKOBUX) iN-process
KOHTPO/IB 3@ NOKa3HUKOM «KifbKicCHE BU3HAYEHHS»
Ha cTafii «PO34MH NpUroToBEHN» Ta 3a
nokasHukamu «po3opicTb», «KonbopoBICTb», «pH»,
Ha cTagii «Po3unH inbTpoBaHMn»
158. | NAHAQON TabneTky Wwunyyi; no XaneoH Benvka damap A.B.E. Ipevis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN 6e3 UA/2691/02/01
EKCTPA 2 Tabnetkn y FOK BputaHis AHTOCa NnaHT, Ipnangis | TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenma
bararoLlaposomMy TpelgiHr Ipeuis; hapmakoHarnsagy (iHwi 3miHn). OHOBMIEHHS TEKCTY
cTpuni; no 6 cTpunis Nimiteq nakcoCmiTKnaiH MapKyBaHHsS NePBUHHOT Ta BTOPUHHOI YNakoBOK
Y KapTOHHI1 kopobuy; [JaxrapsaH nikapcbKoro 3acoby, a caMe: YTOYHEHO iHdhopMaLliio
no 4 Tabnetkn y Nimites, lpnaHais LL0A0 NoroTuny BUPOOHUKA Ta 3asiBHUKA NiKapCbKoro
bararoLlaposomMy 3acoby; 3aTBEPAKEHO TEKCT MapKyBaHHSA NEPBUHHOI
cTpwni; no 3 cTpunu yNaKoBKM NiKapCbKOro 3acoby A/151 KOXHOrO 3
Y KapTOHHIi1 kopobui BUPOGHMKIB. TepMiH BBEA,EHHSA 3MiH NPOTAroMm 6
MiCALIB MiCNs 3aTBEPKEHHS.
159. | NENOPCIH PO34UH OpasIbHUIA, AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu 6e3 UA/16343/01/01
800 Mmr/1 r po3uuHy; "papmak” | Tny: 3MiHK 3 siKOCTi. FOTOBUIA NiKapcbkuii 3aci6. peyenma

no 20 mn a6o 25 mn,
abo 50 mny
donakoHi; no 1
chnakoHy B nauuj 3
KapToOHy

CucTtema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
noctavasibH1Ka nakyBasibHUX MaTepiasis abo
KOMMNEKTYOUNX (SIKLLLO 3a3HAaYeHO B A0CLE) (3aMiHa
abo gofaBaHHA NocTavYasibHUKA) - BHECEHHS 3MiH A0
p. 3.2.P.7. CncTema koHTeliHep/3aKynoproBasibHUIA
3acib, a came BBeEHHA aflbTepHATUBHOIO
BMPOGHMKa (DNAKOHIB CKASIHUX 3 TBUHTOBOIO
rOpP/I0BMHOIO i3 CBIT/I03aXMCHOr0 CKNa EMHICTIO 25
M Ta 50 M, BUpo6HMLTBa KoMNaHii «Stolze Glass
Group» (BMpobHUYa AinbHNLA «Stolze-Union»,
«Stolze Oberglas»). MaTepian 3 IKOro BUrOTOB/IEHI
onakoHn 3 3aTBEPKEHOI Ta 3anpornoHOBaHOI
BMPOGHNYMX AiNbHUL iAEHTUYHI - ckno Il
rigponiTMyHoro Knacy. 3miHum | Tuny: 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo JONMYCTUMUX MEX
NepBUHHOT YNakoBKWU rOTOBOrO JliKapCbKOro 3acoby
(IHLWIi 3MiHKM)- BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoptoBasibHuWiA 3acib, a came y
crneuudikauii Ha onakoHM 3MiHEHO pedakuito
nokasHukiB «Po3mipn» Ta «loBepxHeBa
rigponiTMYHa CTilKicTb». BpaxoBytoun, wo AT
«®apmMak» nepexoauTb Ha YHidpiKoBaHi nigxoau Ao
CTBOPEHHS cneundikaLin 4N NepBUHHOT yNakoBKK,
TOMY J@HO0 3MiHOI TakoX MPOMOHYETLCA OHOB/IEH,
npuBeeHi 0o eanHoro dpopmary cneumdikadii Ha
NepBUMHHY YNaKoBKY MOKa3HVKM AKOCTi AKX
BiANOBIAaloTb BUMoram €sponeiicbkoi hapmakonei
Ta hipM BUPOOGHMKIB. 3MiHU | TUNY: 3MiHM 3 AKOCTI.
"oTOBUI Nlikapcbkuii 3aci6. Cuctema
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa

NepBUHHOT YNakoBKN FOTOBOrO MiKapCbKoro 3acoby

KOHTeliHep/ 3aKkynoproBasibHUWiA 3aci6, a came y
cneuudikauii Ha KpanenbHULIK0 3MIHEHO pefakLito
NOKa3HWUKIB «30BHILWHI BUrNAA» Ta «Po3mipn».
BpaxoBytouu, wo AT «dapmak» nepexoanTb Ha
YHichikoBaHi Nigxoaun Ao CTBOPEHHNA cnevuundikauiii
AN NePBUHHOT YNakoBKM1, TOMY aHOK 3MiHOO
TaKoX NPOMNOHYETLCS OHOB/IEHI, NPUBEAEHI A0
€iMHoro dpopmarty cneupudikaLii Ha NepBUHHY
YNakoBKy MOKa3HWKM SIKOCTi SKMX BiAnNoBigaloTb
B/YMOram €Bponeiicbkoi dhapmakonei Ta ipm
BMPOOGHWKIB. 3MiHK | TUMY: 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4oNyCTUMMX MeX
NepBUHHOT YNakoBKWN rOTOBOrO JiKapCbKOro 3acoby
(iHWi 3MiHW) - BHECEHHS 3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasibHWiA 3acib, a came y
cneumdikauii Ha KpULLKY 3MIHEHO pefakLito
NOKa3HWKIB «30BHILLHI BUrNSa» Ta «Po3Mipn».
BpaxoBytoun, wo AT «Papmak» nepexoguTs Ha
YHichikoBaHi nigxoan 40 CTBOPEHHS cnevudikauii
AN NepBUHHOT YNakoBKK1, TOMY AaHOK 3MiHOO
TakoX NPOMOHYETLCSA OHOBJIEHI, NPUBEAEH] [0
€MHoro dpopmarty cneuudikauii Ha NepBUHHY
ynaKkoBKy NMOKa3HWKN SIKOCTi AKMX BignoBigalnTb
BMMoOram €Bponeiicbkoi thapmakonei Ta cipm
BMPOGHWMKIB. 3MiHK | Tvny: 3MiHK 3 sKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo JOMYCTUMMX MEX
nepBUHHOT YNakoBKWU rOTOBOrO JiKapCbKOro 3acoby
(BUNYyYEHHS HE3HAYHOrO NoKasHvkKa (Hanpuknag
3acTapifnioro nokasHuka)) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came 3i cneumdikavii Ha hnakoHy ckNsHi
BUJTYYEHO NOKa3HWKN «Onme» Ta «epMeTUYHICTb».
BpaxoBytouu, wo AT «dapmak» nepexoanTb Ha
YHidhikoBaHi Migxoaun Ao CTBOPEHHN cnevuundikauiii
AN NePBUHHOT YNakoBKM1, TOMY aHOK 3MiHOO
TaKoX NPONOHYETLCS OHOB/EHI, NPUBEAEHI A0
€iMHoro dpopmarty cneuudikaLii Ha NepBUHHY
YNakoBKy MOKa3HWKM SIKOCTi SKMX BiAnNoBigaloTb

BYMOram €Bponeiicbkoi dhapmakonei Ta ipm
BMPO6HKKIB. 3MiHK | TUNY: 3MiHK 3 IKOCTi. FOTOBWIA

napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX

(iHLWi 3MiHW) - BHECEHHSA 3MiH go p. 3.2.P.7. Cuctema
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4ONYyCTUMMX MEX
NepBUHHOT YNakoBKWN rOTOBOrO JiKapCbKOro 3acoby
(8onoBHEHHs cneumdikayii HOBVUM NOKAa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynopoBasTbHWI 3aci6, a came [0 NPOeKTY
cneumdikauii Ha h1akoHU CKISHI AO0AAHO NOKA3HUKK
«30BHILWHIN BUrAA» Ta «[ponyckaHHs cBiTna».
BpaxoBytouu, o AT «dapmak» nepexoamTb Ha
YHidhikoBaHi Migxoaun Ao CTBOPEHHN cnevuundikauiii
AN NePBUHHOT YNakoBKK1, TOMY JaHOK 3MiHOO
TaKoX NPOMNOHYETLCS OHOB/EHI, NPUBEAEHI A0
€iMHoro dpopmarty cneuudikaLii Ha NepBUHHY
YNakoBKy MOKa3HWKM SIKOCTi SKMX BiAnNoBigaloTb
BYMOram €Bponeiicbkoi dhapmakonei Ta ipm
BMPOGHUKIB.
160. | NEMETPEKC niodpinizat gns Lvnna IHais NOBHWIA LMKN IHais BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a UA/18691/01/01
EA WANNA pO34uHy Ans Megikea BYPOBHMYOrO | Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
iHcpysiii no 100 mry Nimiteq npotiecy: 3MiHn y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHy, Lo
chnakoHi, no 1 Lnnna Megikea CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOJIH0 SKOCTI
donakoHy y Nimiten, IHaiA roToOBOro Nikapcbkoro 3acoby (3amiHa abo
KapTOHHI KOpoobLyi KOHTPOb SKOCTI i [04aBaHHSA AiNbHWLI, Ha SKil 34iNCHI0ETLCSA
BMNPOOYBaHHSA KOHTPO/b/BMNPOGYBaHHSA cepil)
CTabiNibHOCTI BBE[EHHS anbTepHaTUBHOT AinbHuui (Unit-VII,
(hi3nyHi i XiMiyHi Survey no 125, 1st Floor, Plot no 79, IDA-Mallapur,
TecTu): Nacharam, Uppal (M), Medchal-Malkajgiri (Dt),
Lvnna Megikea Hyderabad - 500076, Telangana, India / FOHIT 7,
Nimitea, IHaia Cypseii 125, 1 nosepx, finsHka 79, IDA-
Mannanyp, Hakapam, Ynnan (M), Meguan-
Mankamxupi (Dt), Xaligepabag - 500076,
TenaHraHa, IHAiA) BiANOBIAABHOI 3@ KOHTPO/b
AKOCTI | BUNpobyBaHHsA cTabinibHOCTi (Pi3nyHi i
XiMiYHI TeCTW) 415 BXEe 3aTBEPIKEHOro BUPOOHUKaA
Lnnna Megikea Nlimibeg / Shilpa Medicare Limited
161. | MEMETPEKC niodinizat ans Lnnna IHAjA NOBHWIA LMKN IHAjia BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a UA/18691/01/02
EA WANNA pO34unHy Ans Megikea BUPOBHMYOTrO | Tuny - 3MiHK 3 skoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
iHcpysiii no 500 mry Nimiteq npotiecy: 3MiHN y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
donakoHi, no 1 Lvnna Megikea CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOJIHO AKOCTI
donakoHy y Nimiten, IHaisA roToOBOro Nikapcbkoro 3acoby (3amiHa abo
KapTOHHI KOpooLyi KOHTPO/b SKOCTi i [04aBaHHSA AiNbHWLI, Ha SKil 34iNCHI0ETLCSA
BMNPOOYBaHHSA KOHTPO/b/BMNPO6YBaHHSA cepil)

cTabinbHOCTI
(hi3nyHi i XimiyHi

BBEEHHS anbTepHaTMBHOI AinbHuui (Unit-VII,
Survey no 125, 1st Floor, Plot no 79, IDA-Mallapur,

TecTn): Nacharam, Uppal (M), Medchal-Malkajgiri (Dt),
LLinnna Megikea Hyderabad - 500076, Telangana, India / FOHIT 7,
Nimitea, IHAin Cypseii 125, 1 nosepx, flinsHka 79, IDA-
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Mannanyp, Hakapam, Ynnan (M), Meguan-
Mankamxupi (Dt), Xaligepabag - 500076,
TenaHraHa, IHAiA) BiANOBIAAILHOT 38 KOHTPO/b
AKOCTI | BUNPobyBaHHsA cTabinibHOCTi (Pi3nyHi i
XiMiYHI TecTu) 4N BXe 3aTBeppKEHOro BUpobHUKa
Lnnna Megikea Nlimibeg / Shilpa Medicare Limited

162. | NEHTAKCUM | nopoliok CaHodi ®paHuisa BMPOGHMLTBO dpaHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a He UA/13010/01/01
® BAKUUNHA Haemophilus MacTep roToBOro YropwuHa | TMNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidsisizae
Ana influenzae tTuny b Ta Hepo3cacoBaHoro HalilmeHyBaHHS Ta/abo agpecu MicLA NPOBaXEHHS
MPO®DINAKT cycneHsis ans npoayKTy, OiSNTbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KU iH'ekuili (0,5 mn); no 3arnoBHEHHA Ta NiKapcbkoro 3acoby, BKIOYaun AifbHULi BUNYCKY
BUNGTEPII, 1 donakoHy 3 niocpinizauis cepii a6o MicLie NPOBEAEHHS KOHTPOSIHO SIKOCTI.

MPABLS, nopoLukom Ta 1 (chnakoHwm), (misnbHiCTb, 3a AKy BignoBigae BUPo6HMK/iMnopTep,
KALLUJTHOKY nonepeaHL0 BTOPUHHE BK/1HOUAKUM BMMYCK cepiid). 3MiHa Ha3BM Ta agpecu
(ALEENKONAP | 3anoBHeHOMY nakyBaHHs, BMPOGHMYOI AinbHMLi B M. ByganewT, wo signosigae
HUIA wnpuuy (0,5 mn) 3 KOHTPO/Ib SKOCTI, 3a BTOPUHHE NakKyBaHHA Ta BUMYCK cepilii. 3MiHu
KOMMOHEHT | npukpinsieHoo BMNYCK cepil: BHECEHO B IHCTPYKLiIO A1 MeMYHOro 3aCTOCYBaHHS
)s ronkoto (a6o 2 CaHodpi Mactep, NikapcbKoro 3acoby o0 HaliMeHyBaHHS Ta
noniomMien OKpEMUMU ronikamu), ®paHuisa MiCLie3HaXOKEHHSI BUPOOHMKA 3 BiANOBIAHUMM
TY LLIO MICTUTb NOBHWUIA LKA 3MiHaMU Y TeKCTi MapKyBaHHS YNakoBKW NiKapcbKoro
IHAKTUBOBA | cycneHsito ans BMPOGHMLITBA, 3aco6y. TepmiH BBEAEHHS 3MiH MPOTAroM 6 Micauis
HATA iH'EKLiA, B KAPTOHHIi 3aMoBHEHHS Ta nicns 3aTBepmXeHHs
BAKUVHA Kopob6ui; no 1 niogpinizauis
ansa chnakoHy 3 (chnakoHwm),
MPO®INAKT nopoLukom Ta 1 BTOPUHHE
VKN nonepeaHL0 nakyBaHHs,
IHOEKLIJIA, 3anoBHeHoOMy KOHTPO/Ib SKOCTI,
CMPUYUNHEH | wnpuuy (0,5 mn) 3 BWMYCK Cepii:
nx NPUKpPINIEHo0 CaHodpi Mactep,
HAEMOPHIL ronkoto (a6o 2 PpaHLin
us Tmny B OKpEMUMU ronikamu), BTOPUHHE
KOH’'IOFOBA O MICTUTb nakyBaHHs, BUMYyCK
HA, cycnexsito ans cepii:
AACOPBOBA | iH'ekuiii, B CaHodpi-ABeHTiC
HA cTaHfapTHO- 3pT., YropwuHa

€KCMOPTHIN

ynakoBLi, sika

MiCTUTbCA Y

KapTOHHI Kopo6ui (3

iHCTpYKLUj€t0 Ans

MeAMYHOro

3acTOCyBaHHs)

163. | NEHTAKCUM | nopoLuok CaHodi PpaHuis BMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu 3a He UA/13010/01/01
® BAKUUHA Haemophilus MacTep roToBOro YropwmHa | TMny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuyenmom | nidssizae
ansa influenzae Tuny b Ta Hepo3dhacoBaHOro thapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO A0
MPO®INAKT cycneHsis gns NPOAYKTY, IHCTPYKUiT 415 MEeANYHOT0 3aCTOCYBaHHSA
KU iH'ekuili (0,5 mn); no 3arnoBHEHHA Ta nikapcbkoro 3acoby A0 po3gainy "OcobamnBocCTi
ONDTEPII, 1 cprakoHy 3 niogpinizauis 3aCTOCYyBaHHSA", a came JoaaHa iHdopmallis 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MPABLS, nopoLukom Ta 1 (chnakoHw), 6e3nekn 3acTocyBaHHS /ikapCbKOro 3acoby LoAo
KALLUJTHOKY nonepeaHL0 BTOPUHHE MOXJ/IMBOr0 BUHVKHEHHS CUHKONe. TepMiH BBEAEHHS
(ALEENKONAP | 3anoBHeHOMY nakyBaHHs, 3MiH NPOTAroM 6 MICALIB MiCNA 3aTBEPLYKEHHS.
HUIA wnpuuy (0,5 mn) 3 KOHTPO/Ib SIKOCTI, 3MmiHu | TMNY - 3MiHM Woao 6e3nekn/edeKTUBHOCTI
KOMMOHEHT | npukpinnieHowo BMNYCK cepil: Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHN BHECeHO 10
), ronkoto (a6o 2 CaHodpi Mactep, IHCTPYKLUIT ANS MEANYHOTO 3aCTOCYBaHHS
noniomieni OKpPEMUMU rosiKkamu), ®paHLisa; NOBHUIA nikapcbKoro 3acoby Ao po3giny “MNobivHi peakuii”
TY IO MICTUTb LK BiANOBIAHO A0 iHGhopMaLii 3 6e3nekn NiKkapcbKoro
IHAKTUBOBA | cycneHsito ans BMPOOHULITBA, 3acoby. TepmiH BBEAEHHSA 3MiH NPOTAroM 6 micauis
HA TA iH'EKLi, B KAPTOHHIi 3aMoBHEHHS Ta nicns 3aTBepmXEHHS
BAKUVHA Kopob6ui; no 1 niodpinizauis
ans hnakoHy 3 (chnakoHw),
MPO®INAKT nopoLukom Ta 1 BTOPUHHE
VKN nonepeaHL0 nakyBaHHs,
IHOEKLIIA, 3anoBHeHoOMy KOHTPO/Ib SKOCTI,
CMPUYUNHEH | wnpuuy (0,5 mn) 3 BUMYCK Cepii:
nx NPUKpPINIEHo0 CaHodpi Macrep,
HAEMOPHIL ronkoto (a6o 2 PpaHuis;
us Tmny B OKpPEMUMU ronikamu), BTOPUHHE
KOH’'IOFOBA LLIO MICTUTb nakyBaHHs, BUMYCK
HA, cycnexsito ans cepii: CaHodpi-
AACOPBOBA | iH'ekuiii, B AseHTic MNpaiiBiT
HA cTaHfapTHO- Ko. 1114,
€KCMOopTHIl Mnatchopma
ynakoBLii, sika noricTkv Ta
MiCTUTbCA Y OnCTpubYyLIi y M.
KapTOHHIiA kopobLyi (3 Bypanewr,
iHCTpYKLUj€Et0 Ans YroplmHa
MeAMYHOro
3acToCyBaHHs)
164. | NEHTACA cycneHsis deppiHr Lseiiuapi ®eppiHr-/leunsa, Yecbka BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/4990/04/01
pekTasibHa no 1 IHTEepHeLw A a.c. Pecny6nika | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom | nidsisizae
r/100 mn; no 100 mn | HN CeHTep thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
cycneHsii y dpnakoHi CA niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta

3 HAKOHEYHWKOM i
BHYTPILLHIM
KnanaHowm; no 1
onakoHy y nakeri 3
antoMiHieBoi
chonbru; no 5 abo 7
hnakoHiB Ta 5 abo 7
nonieTnIeHoBmX
nakeTiB y KapTOHHIi
ynakoBLij

IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHo OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
00 nnany negiatpuyHmx gocnigpkeHsb (PIP) (iHwi
3MiHM) 3MiHN BHECEHO B IHCTPYKLiIO A5 MeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6mBocTi 3acTocyBaHHA" Ta "MMo6iyHI peakui™
BIAANOBIAHO [0 OHOB/IEHOT iIHChopMaLi Woao 6e3nekn
3aCTOCYBaHHS [il040T PEYOBUHY 3rigHO 3
pekomeHpauieto PRAC. BeeieHHS1 3MiH NpoTAroM 6-
TN MicALiB NicNs 3aTBEpAKEHHSA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
165. | NEPTYCWUH cupon; no 50 r abo TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN 6e3 UA/8883/01/01
no 100 r y chnakoHi "TepHodha "TepHodhapm" | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenma
cknsiHomy; mo 1 pm" KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
chnakoHy B nauuj 3 MeToAax BMNPOGYyBaHHS rOTOBOTO J1iKapCbKoro
KapToHy; no 100 r 3acoby (He3HauyHa 3MiHa y 3aTBepXeHNX MeTodax
abono200ry BUNPO6YBaHHSA) - BHECEHHA 3MiH 40 MaTepianis
chnakoHi peecTpauiiiHoro Aocbe, a came 3aMiHa
noniMepHomy; no 1 XpomaTorpadpiyHoi nnactuHkn Copbdoin NMTCX-Ad-
chnakoHy B nauv 3 A-Y® po3smipom 10x15 cm Ha nnacTuHky Silica gel 60
KapToHy; no 50 r abo F254 doipmu «Merck» po3mipom 10x20 cm y
no100ry MeTofax KoHTposto sikocTi 13 3a n.2.
hnakoHax CKNSHUX laeHTudikauis, 2.5. Tumon, BiabyBaeTbCA Y 3B'A3KY 3
BiAMOBOIO 3aKynnaTy TLUX nnacTuHKM pociicbkoro
BUpPO6GHMLUTBA
166. | NNASMANIT pO34nH ANs iHdYysii MpuBatHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHN 3a UA/16832/01/01
no 200 mn, 400 My | akuioHepH akujioHepHe | TMny - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa peyenmom
naswwyi; no 1 e TOBapuCTBO nepiogy NoBTOPHMX BUMNPO6YyBaHb/nepiosy
NAAWL Y navwj TOBapuUCTB "lHdpysia” 36epiraHHsA abo ymoB 36epiraHHs AdI (3a
o BiICYTHOCTI y 3aTBEpAXEHOMY [OCbE cepTudikaTa
"IHdoy3ia" BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/ItOYAE Nepiog, NOBTOPHOTO BUNPOGYBaHHS)
(nepios noBTOpPHOro BUNpPo6yBaHHA/NEpios
36epiraHHs) - 36inbLUeHHA abo BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepiody 36epiraHHa Ha
OCHOBI pe3y/bTaTiB JOCMIAKEHb Y PeasTbHOMY Yaci.
3MiHa TepMiHy npuaaTtHocTi A®I HaTpito rKoHaTy
i3 2 poKiB Ha TEPMiH NEPEKOHTPOSIO 2 POKKN Ha
OCHOBI NO3UTWBHWX Pe3y/bTaTiB AOCAIMKEHHS
cTabinbHocTi BUpo6HULTBa Shaanxi Dasheng
Pharmaceutical Tech Co., Ltd., Kutaii.
3aTtBeppxeHo: Cneundikauisi Ha BUXIAHY CUPOBUHY.
Po3pin TepmiH npugaTHOCTI:
2 poku. 3anponoHoBaHo: Cneuudikauis Ha BUXIgHY
cmpoBuHy. Po3gin TepmiH npugaTHocTi: TepMiH
NePEKOHTPO/I0 — 2 POKK
167. | nonAnPun Kancynv Teepgi no dapmaves Monbwa dapmaueBTUYHNIA MonbLua BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN 3a UA/4441/01/02
2,5 wr; no 14 kancyn TUYHWI 3aBof, | TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom
y 6nictepi; no 1 abo 3aB0[, “Monbapma” thapmakoHarnsgy. BeegeHHs abo 3miHu fo
2 6nictepn y “Monbgpap C.A. y3arasibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
KapTOHHIlA KopoobLi ma” C.A. (BBEAEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY

hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,

BiANOBIAA/IbHOI 3a 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOi 0cobu 3 dhapmakoHarnagy 3assHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI

3a 3AjiicHeHHs hapMakoHaraay (BkIyarum
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
dhaiina cuctemun chapmakoHarnsgy). 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KOHTaKTHOT 0COOU 3as1BHUKA, BigNoOBigaIbHOI 3a
hapmakoHarnsag B YkpaiHi.

[itoya pepakuis: TaHacoBa 3opsHa MukonaisHa.
MponoHoBaHa pepakuis: Tecnok OnexHa
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBIgaIbHOI 3a
dhapMakoHarnisg B YKpaiHi.

168.

nonAnPun

kancynu TBepgi no
5,0 mr; no 14 kancyn
y 6nicTepi; no 1 a6o
2 6nictepn y
KapTOHHI Kopoobui

PapmaueB
TUYHWIA
3aB0[
“Monbghap
ma” C.A.

MonbLua

dapmaLleBTUYHNIA

3aBog
“Monbchapma’
C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHEeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
BiMiHHA BiJ, YNOBHOBaXXeHOI 0Cco6u, BignoBigaibHOT
3a 34jiicHeHHs hapMakoHarnagy (BkIyatum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHOT 0CO6U 3asBHUKA, Bi4NOBIgaIbHOI 3a
thapmakoHarnag B YkpaiHi.

[Oitova pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakyis: Tecntok OneHa
BonognmupisHa. 3MiHa KOHTaKTHUX JaHWUX
KOHTaKTHOT 0CO6U 3as1BHWKA, BiANOBIgabHOI 3a
hapmakoHarnsg B Ykpaii.

3a
peyenmom

UA/4441/01/03

169.

nonAnpPun

kancynu TBepgi no
10,0 wmr; no 14
Kancyn y énictepi;
no 1 a6o 2 6nictepn
Y KapTOHHii1 kopobui

dapmateB
TUYHWIA
3aB0[,
“Monbdhap
ma” C.A.

MNonbLa

dapmaLleBTUYHNIA

3aBof,
“Monbgapma”
C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu o
y3araJlbHeHnX AaHnx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO CUcTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/ILHOI 32 34iliCHEHHA dapmakoHarnsgy;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsaay 3asBHuKa Ans
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiIMiHHA Bif YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBigaNbHOI 3a
thapmakoHarnag B Ykpaii.

[litova pepakuin: TaHacoBa 3opsHa MykonaiBHa.
MponoHoBaHa pepakuia: Tecnok OneHa
BonogumunpiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0COOW 3asiBHUKA, BiANoBigabHOI 3a
dhapmakoHarniag B YKpaii.

3a
peyenmom

UA/4441/01/04

170.

MOTEHUIANE

TabNeTKn, BKPUTI

NpAT

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW

3a

He

UA/6415/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
06010Hkot0 no 50 "TexHonor | TNy - 3miHK Woao 6e3nekn/ehekTVBHOCTI Ta peyenmom | nidssi2ae
Mr; N0 2 TabneTkn y " thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
6nictepi; no 1 a6o 2 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nicTepn y nauuj 3 IHCTPYKLUIii 4151 MEeAMYHOrO 3aCTOCYBaHHSA Ha nigcrasi
KapToHy; no 1 perynspHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
Tabnetui y 6nictepi; nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
no 1 a6o 2 abo no 4 3aCTOCyBaHHA NMikapcbKoro 3acoby B
6nictepn y nauui 3 nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
KapToHy OLIiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[KEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom).
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3acToCcyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWVMK nikapcbkumMn 3acobamu Ta
iHLWIi BUAW B3aEMOAjii" BigNoOBigHO 40 OHOB/IEHO|
iHchopMmawii 3 6e3nekn AjtUoi pevuoBUHM
cungeHadiny uutpary.
TepmiH BBeAeHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
171. | NOTEHUIANE | TtabneTtku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a He UA/6415/01/01
o60n0oHkoto no 100 "TexHonor | TNy - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta peyenmom | niossi2ae
Mr; o 2 TabneTkn y " thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTumLi
6nictepi; no 1 a6o 2 NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
6nicTepn y nauuj 3 IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHA Ha nigcrasi
KapToHy; no 1 perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3nekn
Tabnetui y 6nictepi; nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
no 1 a6o 2 a6o no 4 3acTOCyBaHHS NMikapcbKoro 3acoby B
6nictepn y nauui 3 nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
KapToHy OLliHKM 3BIiTY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom).
3MiHN BHECEHO A0 IHCTPYKLii AN MeAUYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainy
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHLWIi BUAW B3aeEMOAjii" BigNoBigHO 40 OHOB/IEHOT
iHcbopMmaLii 3 6e3neku Aityoi pevyoBuHN
cungeHadiny uutpary.
TepMmiH BBeZleHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
172. | NOTEHUIANE | Ttabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 3a UA/6415/01/02
060n0Hkot0 no 50 "TexHonor | TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom

Mr; MO 2 Tabnetkn y
6nictepi; no 1 a6o 2
6nicTepn y nauui 3
KapToHy; no 1
Tabnetui y bnicrepi;

thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHO Y
TEKCT MapKyBaHHS NEPBUHHOT YNakoBKMN MiKapCbKOro
3acoby n.6 IHLWE. TepmiH BBe€HHS 3MiH NPOTAroM

6 MicALiB nicna 3aTBEPAKEHHS




129

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 1 a6o 2 a6o no 4
6nictepn y nauui 3
KapToHy
173. | NOTEHLUIANE | TabneTtku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a UA/6415/01/01
060/10HKOI0 1Mo 100 "TexHonor | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Mr; Mo 2 TabneTkn y " thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y
6nicTepi; no 1 abo 2 TEKCT MapKyBaHHS NePBNHHOT YMakoBKM NMiKapCbKOro
6nictepn y nauui 3 3acoby n.6 IHWE. TepMiH BBEAEHHS 3MiH NPOTArOM
KapToHy; no 1 6 micauiB nicns 3aTBepmXEHHS
Tabnetui y 6nictepi;
no 1 a6o 2 a6o no 4
6nictepn y nauui 3
KapTOHY
174. | NIPEAU3NH® | TabneTku BAT YropwmHa BAT "leneoH YropwumHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/11298/01/01
MPOJIOHroBaHoI A, "l'eneoH Pixtep", Monbwa/ | Tuny - AgMiHICTpPaTVBHI 3MiHW. BunyyeHHs peyenmom
BKPWUTI NNiBKOBOO PixTep" YropLumHa (Bunyck PymyHis BMPOBHUYOI AiNbHML (BKNKOUAKUN AiNbHNLi ANs
060/10HKO10, M0 35 cepii); TOB A®I, NpomiXHOro NpoAykTy abo rotToBoro
Mr no 10 TabneTok y "l'epeoH PixTep NiKapcbKoro 3acoby, AifbHUL 415 NPOBEAEHHS
6nicTepi; no 6 Monbwa”, nakyBaHHs1, BUpOGHYKa, BiANoBiAaNbHOI0 3a BUMYCK
6nictepiB y Monbwa cepiid, MicL,e NpoBeAEHHSI KOHTPOSO cepii) abo
KapTOHHI KopoobLi (KOHTpONb AKOCTI, nocTtavasnibHvKa BUXiAHOrO maTepiany, peareHTy abo
[,03BiN Ha BUNYCK [,OMOMDKHOT PEYOBMHM (AKLLO 3a3HAYEHO Y [OCbE) -
cepii; BW/IYYEHHSI BUPOOHNYMX AinbHULL ons API
BMPOGHMLTBO TpumeTasnauny gurigpoxnopugy CENTIPHARM,
Hepo3dhacoBaHoro France; ORGAPHARM S.A.S., France Ta BACHEM
NPOAYKTY, S.A., Switzerland. 3MiHu | TRy - 3MiHK 3 AKOCTI.
nepBuHHA CeptucpikaT BignosigHocTi/l' E-cepTudikar
ynaKkoBKa, BiANOBIAHOCTI EBpoNechbkili
BTOPVHHA hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
ynakoBka); MegeoH HeoOXiJHICTIO NpYBEAEHHS Y BiANOBIAHICTb A0
PixTep PymyHis MoHorpadii dY abo €Bponeiicbkoi thapmakoner,
A.T. PymyHis a60 iHWOI HalioHanbHOT hapmakonel gepxasu €C
(KOHTpO/b AKOCTI, (3miHa y cneumdpikanisx, nos'a3aHa 3i 3miHaMu B
[L,03Bi/T HA BUMYCK Loy, abo €poneiickkiii hapmakonei, abo iHLil
cepii; HaujioHasnbHili dhapmakonei gepxasu €C) - 3MiHN Y
BMPOGHMLTBO cneundikauii Ta aHaniTUYHNX MeTodax Ans Airoyor
Hepo3dhacoBaHoro peyoBvHM TpUMeTasugnH Aurigpoxaopua nos’a3aHi
NPOAYKTY, 3 NPMBEAEHHSAM 10 BUMOT Ail040ro BUAaHHA
nepBuHHA €poneiicbkoi Papmakonei. 3miHun | Tuny - 3miHn 3
ynaKkoBKa, AKOCTi. A®I. KoHTposib ADI (iHLWi 3MiHW) - 3MiHK Y
BTOPVHHA cneumnagikauii Ha A®| TpumeTasuamH, a came -
ynakoBka) BWYYEHHS iH(hopMaLlii WoJo YacToTu
BUMNPOOYBaHHA A/1A NokasHuka «MikpobionoriyHa
yncToTax». BunpobyBaHHs 3a Nokas3HUKOM
«MikpobionoriyHa yncToTa» NPoBOAATb A5 KOXHOT
cepii AdL.
175. | NPEAN3NH® | TabneTtku BAT YropLumHa BAT "T'epfeoH YropwmHa/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis: 3MiHu 3a UA/11298/01/01
NPOJIOHIOBaHOI Aji, "legeoH PixTep", PymyHisi/ | TMNYy - 3MiHK 3 AKOCTI. FOTOBWIA JTiKAPCLKMIA 3aci6. peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BKpUTI NNiBKOBOIO PixTep" YropwmHa (Bunyck Monbwa 3MiHM Yy BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
060/10HKOM0, M0 35 cepii); l'epeoH [OoNyCTUMUX MeX, BCTAHOB/IEHUX Y creLuumaikalisx,
Mmr no 10 TabneTok y PixTep PymyHis nig, yac BUPOGHMLITBA FOTOBOMO NiKApCbKOro 3acoby
6nicTepi; no 6 A.T., PymyHis (iHWi 3MiHW) - 3MiHW Y Migpo34ini peecTpaviiHoro
6nictepiB y (KOHTPOJIb IKOCTI, nocke 3.2.P.3.4. KOHTpONb KPpUTUYHUX CTagil i
KapTOHHIA KOpO6L [03BiNT Ha BUMYCK NPOMDKHOI NPOAYKLi, a came: He3HayHa 3MiHa B
cepii; onuci MmeToga BUNpobyBaHHs «BTpatu B maci npu
BUPOBHULTBO BUCyLLlyBaHHI» ("Loss in drying") npu KOHTPOI, Nig,
Hepo3acosaHoro yac BupobHuLTBa 13. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
npoayKTY, [oTOBWIA NMikapcbkWii 3aci6. 3MiHM Y BUPOOHULITBI.
nepBuHHa 3MiHM BUNpo6yBaHb abo AOMYCTUMMX MEX,
ynakoBKa, BCTaHOBNEHUX Y cneuudpikauisx, nig vyac
BTOPVHHA BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby
ynakoska); TOB (3BYXXEHHSI ONYCTUMUX MEX) - 3MiHW Y nigpo3aini
"lepeoH Pixtep peecTpaduiiiHoro gocbe 3.2.P.3.4. KOHTposb
Monbuwa", KPUTUYHWX CTagill | NpOMKHOI NPOAyKLii, a came:
Monbwa Npw ONuCi aHaNIITUYHUX METOLIB KOHTPOJIKO B NPOLECI
(BMpPOGHMLTBO BMPOGHULTBA /13, 3p06eHi NocunaHHsA Ha fitove
Hepo3dacosaHoro BUAaHHA €Bp. @, 3aMicTb AeTani3oBaHOro onucy
NPOAYKTY, npoBefieHHA MeToAiB y nokasHukax: "Bulk density”,
nepBuUHHa "Flowability", "Uniformity of mass", "Friability" Ta
yrakoBka, "Resistance to crushing”. 3miHu | Tuny - 3miHn 3
BTOPUHHA AKocTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
ynakoska); TOB BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA
"lepeoH Pixtep rOTOBOrO /1iKapCbKOro 3acofy, BK/IKYatoum
MonbLia”, NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA MpU
Monbwa BMPOGHULITBI FOTOBOTO J1iKApCLKOro 3acoby
(KOHTpONb AKOCTI, (He3HayHa 3miHa y npoueci BUpo6GHMLTBA) -
[,03BiN Ha BUNYCK He3HayHa 3MmiHa y npoueci BupobHuutea M3 ans
cepii) BMpOGHMKa MefeoH Pixtep PymyHisa A.T., a cave:
BBOANTLCA BUKOPUCTAHHSA HOBOTO a/1bTEPHATUBHOIO
obnafHaHHs — rpaHynaTopa nceBAo03pigkKeHoro
LIapy 3 BUCOKOK BMPOBHUYOK NOTYXHICTIO ANs
NPUroTYBaHHS CYMilli A1 TaGNeTyBaHHS.
176. | NPONO®ON emynbCisa Ans [oHr Kyk Kopest [oHr Kyk Kopes BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/7499/01/01
®APMIOHIOH | iHdysiin, 10 mr/mn no | Papmach dapmacbloTikan | Tuny - 3MiHK 3 AKoCTi. FOTOBMI Nikapcbkunii 3aci6. peyenmom
20 mn B amnyni; no toTikas Ko., NiTa,. KOHTpOsb roToBoro nikapcbkoro 3acoby. 3miHa
5 amnyn y kaceTi B Ko., N4, napameTpiB cneuudikaliii Ta/abo LONYCTUMMX MEX

KapTOHHI Kopoobui

rOTOBOrO /iKapCbkoro 3acoby (iHLUi 3MiHW)
pefakuiiiHi 3mMiHM B cnieumdikavii 13, a came
BUMPaB/IEHHS MOCUIAHHA Ha METOZ, 38 NOKa3HUKOM
«lgeHTudikayis» (3 metogy Y® Ha metog |4 6e3
3MiHN METOAVIKM BUMPOGYBaHHS) Ta «Bugumi
yacTku», flofaBaHHs NocuNaHb Ha MoHorpadito BP
N5 NOKa3HUKIB «PO3Mip YacToK», «BinbHi XWPHI
KMCNoTu», «FepMeTUYHICTb». 3amiHa
hopmyroBaHHA «Annex» Ha «Appendix»
BiANOBIAHO A0 TepMiHonorii BP, noaasaHHsA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
cumBony «*BP — pitoue BuaaHHa BprtaHcekoi
chapmakonei» 151 KOKHOro MeToay
177. | PAMIBEC® Tabnetkn, 10 mr/25 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHN 3a UA/15545/01/01
KOM mr no 10 Tabnetoky | "®apmak” | TNy - 3MiHK 3 AkocTi. CepTudikart peyenmom

6nictepi, no 3
6nicTepn y nauui

BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BignosigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTmaikaT Bif yxe 3aTBepAKeHOro BUPOOHUKaA.
MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-040-
Rev 03 (3aTBepmxeHo: R1-CEP 2006-040-Rev 02)
onsa A®| Paminpuny Big, 3aTBEpAKEHOr0 BUPOBHMKA
AARTI Industries Limited, India. 3miHn | Tuny - 3miHn
3 AkocTi. CepTudpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI E€BpONenchbKili
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignNoBigHOCTI abo
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCH Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/EHWIA
cepTmaikaT Bif Y)Xe 3aTBepAKEHOro BUPOOHUKA.
MoaaHHA OHOB/IEHOTO cepTudikaTta BiAMnoBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2006-040-
Rev 04 gna A®| Paminpuny Big 3aTBepAXeHOro
BMpo6HuKa AARTI Industries Limited, India. 3miHn |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignoBigHOCTI abo
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCH Y BUPOOHULTBI ADI; ans
[LOMNOMIXHOT peqoBuHN (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTmaikaT Bif Y)Xe 3aTBepAKEHOro BUPOOHUKA.
MoaaHHA OHOB/IEHOTO cepTudikaTta BiAMnoBIgHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2006-040-
Rev 05 gns A®| Paminpuiny Bif 3aTBEpAXEHOr0
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BMpo6HMKka AARTI Industries Limited, India. 3miHn |

My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)xe 3aTBepKeHOro BUPOOHNKa.
MoaaHHA OHOBIEHOTO cepTudikaTta BiAMOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2006-040-
Rev 06 gnsa A®| Paminpuny Bif 3aTBepaXeHOro
Bnpo6HMKa AARTI Industries Limited, India, skuii
3MiHMB Ha3By Ha AARTI Pharmalabs Limited, India.
3MiHu | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBifHOCTI
ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTuduikaT Bif y)Xe 3aTBepXEHOro BUPOOHNMKa.
[MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2003-219-
Rev 03 (3atBepmkeHo: CEP Ne R1-CEP 2003-219-
Rev 02) ons A®l Paminpwny Big, 3aTBEpIKEHOro
BMpobHuka Neuland Laboratories Limited, IHAjs.
3miHu | TUny - 3miHu 3 skocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikat BignosigHocCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab0 BUYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif ye 3aTBepIKeHOro BUPOOHUKa.
MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2003-219-

Rev 04 ana A®| Paminpuny Bif 3aTBEPAXXEHOIO

BMpobHuka Neuland Laboratories Limited, IHAjs.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
ab0o BUYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif ye 3aTBepAKeHOro BUPOOHUKaA.
MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2003-219-
Rev 05 ana A®| Paminpuny Bif 3aTBEpAXEHOrO
BMpobHuka Neuland Laboratories Limited, IHAjs.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab0 BUYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif ye 3aTBepAKeHOro BUPOOHUKaA.
MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2003-219-
Rev 06 ana A®| Paminpuny Bif 3aTBEPAXXEHOIO
BMpo6Huka Neuland Laboratories Limited, IHAjs.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
ab0o BUYyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif ye 3aTBepAKeHOro BUPOOHUKaA.
MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2003-219-
Rev 07 ana A®| Paminpuny Bif 3aTBEpAXEHOrO
BMpobHuka Neuland Laboratories Limited, IHAjs.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
hapmakonei gepxasun €C (iHLWi 3MiHM) HE3HAYHI
3MiHKM y cneyudikaLii Ta MeTogax KoHTposito Ad|
Paminpun Bupo6Hukis Aarti Pharmalabs Limited Ta
Neuland Laboratories Limited 3a nokasHvkamu
«lgeHTudikauis», «CynposigHi AoMilLKM», «BTpaTa B
Maci Npu BUCYLLYBaHHI». 3MiHN | Tuny - 3MiHK 3
akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneuudikayiin Ta/abo AONYCTUMUX MEX, BU3HAUYEHNX
y cneumdikauiax Ha A®I, abo BUXiAHUIA/NPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCSA Y NPoLeC
BUpo6HULUTBa API (BUTYYEHHS HE3HAYHOTO
nokKasHuka SKoCTi (Hanpuknag, BUy4YeHHs
3aCTapifioro NoKasHKKa)) BUyYeHHs MokasHuka
«[Managiii» i3 cneumndpikavii A®l Paminpun
BMPO6HMKiIB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited. 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo AoNyCTUMUX MEX, BU3HAUYEHNX
y cneuudikalisx Ha A®l, abo BUXigHWUIA/MPOMIKXHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMpO6HULTBA AP| (BUyHEHHA HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUNyYeHHs
3acTapisioro NoKasHUKa)) BUNYYEeHHS MoKasHuKa
«Po3unHHICTb» i3 cneuudikaii APl Paminpun
BMPO6HMKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited, ockinbku 3rigHo ctatTti APY
«Cy6cTaHUil Ans hapmaleBTUYHOro 3aCTOCyBaHHA»
PO3YMHHICTb CybCTaHLii po3rnffaTb AK O4ATKOBY
XapaKkTepuCTKKy | BOHa Mae iHpopMaTBHUIA
xapakTtep. 3MiHun | Tuny - 3miHn 3 AkocTi. AdI.
KoHTponb A®I (iHwWi 3MiHW) 3MiHW B METOAI
KOHTpO/t0 A®| Paminpun 3a NoKasHNKOM
«MikpobionoriyHa unctoTa» BUPOGHMKIB Aarti
Pharmalabs Limited Ta Neuland Laboratories
Limited, a came meToauky Ta BUMOru crneyudikadii
3a/MLLEHO 6e3 3MiH, LONOBHEHO NOCUIaHHAM Ha
LoYy* (* - girove BUAaHHA). Bunyyaetbes onnc
MeToay BUNpobyBaHHSA, MeTo/, Bignosigae AdPY Ta
EP

178.

PAMIBEC®
KOM

Tabnetku, 5 mr/12,5
Mr rno 10 Tabnetok y
6nictepi, no 3
6nicTepn y nayui

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| TMNy - 3miHK 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0o BUYyYEHHS cepTudikarta BifgnoBigHOCTI

3a
peyenmom

UA/15545/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif y)xe 3aTBepKeHOro BUPOOHNKa.
MoaaHHA OHOB/IEHOTO cepTudikaTa BiAMOBIAHOCTI
€poneiickkili hapmakonei Ne R1-CEP 2006-040-
Rev 03 (3aTBepmxeHo: R1-CEP 2006-040-Rev 02)
ons A®| Paminpuny Bif 3aTBEpA)KEHOro BUPOGHMKa
AARTI Industries Limited, India. 3MiHu | Tuny - 3miHn
3 aKocTi. CepTudpikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BWyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudiikaT Bif y)e 3aTBepXEHOro BUPOOHNMKa.
MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2006-040-
Rev 04 gna A®| Paminpuny Big 3aTBepAXeHOro
BMpo6HMKa AARTI Industries Limited, India. 3miHu |
TMny - 3MiHK 3 aKkocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BigNoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BWyYEHHS cepTudpikaTta BiANoBIigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTuduikaT Bif y)Xe 3aTBepXEHOro BUPOOHNMKa.
[MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2006-040-
Rev 05 gnsa A®| Paminpuny Big 3aTBepAXeHOro
BMpo6HMKa AARTI Industries Limited, India. 3miHu |
TMny - 3MiHK 3 aKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BigNoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BWyYEHHS cepTudpikaTta BiANoBigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOrO NPOAYKTY, L0
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans

[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTuduikaT Bif y)e 3aTBEpXEHOro BUPOOHNMKA.
MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2006-040-
Rev 06 gnsa A®| Paminpuny Big 3aTBepAXeHOro
Bupo6HMKa AARTI Industries Limited, India, skuii
3MiHVB Ha3By Ha AARTI Pharmalabs Limited, India.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikat signosigHocCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
ab0 BUyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif Ye 3aTBepAKeHOro BUPOOHUKA.
MoAaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2003-219-
Rev 03 (3aTBepmkeHo: CEP Ne R1-CEP 2003-219-
Rev 02) ana A®| Paminpwny Big, 3aTBEPAKEHOTO
BMpobHuka Neuland Laboratories Limited, IHAjs.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BUNyYeHHA cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)xe 3aTBepKEHOro BUPOOHNKa.
MoaaHHA OHOB/IEHOTO cepTudikaTta BiAMoBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2003-219-
Rev 04 gnsa A®| Paminpuny Bif, 3aTBepaXeHOro
BMpobHuka Neuland Laboratories Limited, IHAjs.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
ab0o BUNyYeHH cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BMxigHoOro

mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)xe 3aTBepXeHOro BUPOOHNKa.
MoaaHHsA OHOB/IEHOTO cepTudikaTa BiAMoBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2003-219-
Rev 05 gnsa A®| Paminpuny Bif, 3aTBepaXeHOro
BMpobHuka Neuland Laboratories Limited, IHAjs.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0o BUNyYeHH cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)xe 3aTBepKEHOro BUPOOHNKa.
MoaaHHsA OHOBIEHOTO cepTudikaTa BiAMOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2003-219-
Rev 06 gnsa A®| Paminpuny Bif, 3aTBepaXeHOro
BMpobHuka Neuland Laboratories Limited, IHAjs.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
ab0o BUNyYeHHA cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gna A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
L0MNOMIXHOT peqoBuHM (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif y)xe 3aTBepKeHOro BUPOOHNKa.
MoaaHHA OHOB/IEHOTO cepTudikaTa BiAMOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2003-219-
Rev 07 gnsa A®| Paminpuny Big 3aTBepaXeHOro
BMpobHuka Neuland Laboratories Limited, IHAjs.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiii hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
hapmakonei gepxasu €C (iHLWi 3MiHW) HE3HAYHI
3MiHM y cneumdikaLii Ta meTogax KoHTposo AdI
Paminpun Bupo6HukiB Aarti Pharmalabs Limited Ta
Neuland Laboratories Limited 3a nokasHukamm
«laeHTudikauis», «CynpoBifHi AoMilLKM», «BTpaTa B
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Maci Npu BUCYLLYBaHHi». 3MiHW | TUMy - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo AoNyCTUMUX MEX, BU3HAUYEHNX
y cneyudikayisx Ha A®l, abo BUXigHWUIA/MPOMIKXHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMpO6HULTBA AP| (BUyHEHHA HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUNyYeHHs
3acTapisioro NoKasHUKa)) BUNYYEeHHS MoKasHuKa
«Managiit» i3 cneumdikavii APl Paminpun
BMPO6HMKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited. 3miHn | Tvny - 3MiHW 3 SKOCTI.
A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX, BUSHAYEHNX
y cneyudikalisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOTO
nokasHuka SKocTi (Hanpuknag, BUnyYeHHs
3aCTapifioro NoKasHKKa)) BUyYeHHS NokasHuka
«Po3unHHiCTb» i3 cneyudikauii A®l Paminpwn
BMpo6HUKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited, ockinbku 3rigHo ctaTTti 4®Y
«Cyb6cTaHLii gns hapmaleBTUYHOro 3aCTOCyBaHHS»
PO3YMHHICTb CybCTaHLii po3rnsgatoTb AK 404ATKOBY
XapakTepuCTKKy | BOHa Ma€ iHpopMaTuBHUIA
xapaktep. 3miHu | Tuny - 3miHu 3 skocTi. AdI.
KoHTponb A®I (iHLWi 3MiHM) 3MiHW B METOA
KOHTpO/t0 A®P| Paminpun 3a NokasH1KOM
«MikpobionoriyHa unctoTa» BUPOGHMKIB Aarti
Pharmalabs Limited Ta Neuland Laboratories
Limited, a came meToamky Ta BuMoru cneupdikawyii
3a/IMWeHO 6e3 3MiH, JOMOBHEHO MOCUNAHHAM Ha
LOoY* (* - pitoye BUAaHHA). Bunyyaetbcs onuc
mMeToAy BunpobyBaHHA, MeToj Bignosigae APY Ta
€O,

179.

PAMI3EC®
KOM

Tabnetku, 10
mr/12,5 wr; no 10
TabneTok y 6nictepi;
no 3 6nictepu y
nauuj

AT
"®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro ab0 OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPMCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepXEeHOro BUPOOHUKa -
[MopaHHA OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-040-

3a
peyenmom

UA/15546/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

Rev 03 (3atBepmkeHo: R1-CEP 2006-040-Rev 02)
ona A®l Paminpuny Big, 3aTBepXeHOro BUpobHuKa
AARTI Industries Limited, India; 3miHu | Tuny - 3miHn
3 akocTi. CepTudpikat BignosigHocTi/l E-cepTuddikat

BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTta BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa

[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI

€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -

MoaaHHA OHOB/IEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-040-

Rev 04 ana A®| Paminpuny Bif 3aTBEPAXXEHOIO
Bnpo6bHMKa AARTI Industries Limited, India; 3minn |

Tmny - 3MiHK 3 skocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
MoAaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-040-
Rev 05 ana A®| Paminpuny Bif 3aTBEPAXXEHOIO
Bnpo6bHMKa AARTI Industries Limited, India; 3minn |
Tmny - 3MiHM 3 skocTi. CepTudikaT BignosigHocTI/lE-

cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEeHOro BUPOOHUKA -
MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-040-
Rev 06 ana A®| Paminpuny Bif 3aTBEpAXXEHOIO

Bpo6HMKa AARTI Industries Limited, India, sikuii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3MiHMB Ha3By Ha AARTI Pharmalabs Limited, India;

3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BUNyYeHHA cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
MoaaHHA OHOBIEHOTO cepTudikaTta BiAMOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2003-219-
Rev 03 (3atBepmxkeHo: CEP Ne R1-CEP 2003-219-
Rev 02) ana A®| Paminpwny Big 3aTBEPAXEHOrO
BMpo6Huka Neuland Laboratories Limited, IHAjs;
3MiHu | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBifHOCTI
ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif y)Xe 3aTBepXEHOro BUPOOHUKA -
[MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2003-219-
Rev 04 gnsa A®| Paminpuny Big 3aTBepAXeHOro
BMpo6Huka Neuland Laboratories Limited, IHAjs;
3MiHu | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif y)Xe 3aTBepAXEHOro BUPOOHUKA -
MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2003-219-
Rev 05 gnsa A®| Paminpuny Big 3aTBepAXeHOro

BMpo6Huka Neuland Laboratories Limited, IHAjs;

3MiHu | TUNy - 3MiHK 3 akocTi. CepTuddikat
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®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
ab0 BUNyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepXEHOro BUPOOHUKA -
[MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2003-219-
Rev 06 gnsa A®| Paminpuny Big 3aTBepAXEHOro
BMpo6Huka Neuland Laboratories Limited, IHAjs;
3MiHu | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif, y)Xe 3aTBepAXEeHOro BUPOOHUKA -
[MopaHHA OHOBNEHOrO cepTudikaTa BigNoBIgHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2003-219-
Rev 07 gnsa A®| Paminpuny Big 3aTBepAXeHOro
BMpo6Huka Neuland Laboratories Limited, IHAjs;
3MiHu | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiickbkili hapmakonei/MmoHorpadii. 3miHu,
noB'aA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
hapmakonei gepxasun E€C (iHWi 3MiHN) - He3HauHi
3MiHM y crneumdikalii Ta meTogax koHTposo AdI
Pawminpun Bupo6HukiB Aarti Pharmalabs Limited Ta
Neuland Laboratories Limited 3a nokasHvkamu
«laeHTudikauis», «CynpoBigHi Aomilkn», «BTpaTa B
Maci npu BUCYyLLYBaHHi»; 3MiHW | TUny - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX, BUSHAUYEHNX
y cneyudikalisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag, BUnyYeHHs

3acTapifzioro NokasHuka)) - BuayyeHHs nokasHuka
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

«[Managin» i3 cneundikavii Abl Paminpun
BMpo6HUKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited; 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikayiin Ta/abo AONyCTUMUX MEX, BU3HAUYEHNX
y cneumdikauiax Ha A®I, a6o BUXiAHUIA/NPOMiIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCSA Y NPoLECi
BUpo6HULUTBA API (BUTYYEHHS HE3HAYHOTO
nokKasHuka SKocCTi (Hanpuknag, BUyYeHHs
3acTapinoro nokasHuka)) - BuiyyeHHss nokasHuka
«Po34MHHICTb» i3 cneundikalii Al Paminpun
BMPO6HUKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited, ockinbku 3rigHo cTatTi Y
«Cy6cTaHuUil Ana hapmaLeBTUYHOro 3aCTOCyBaHHA»
PO3UYMHHICTb CyBCTaHLii po3rnafaroTb K A0AATKOBY
XapakTepuCTKKy | BOHa Ma€e iHopMaTBHUI
xapakTep; 3MiHun | TUny - 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikadliii
Ta/abo JoNyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWI 3MiHW) - 3MiHU B METOA;j
KOHTpOo/to A®| Paminpun 3a NoKasHNKOM
«MikpobionoriyHa unctoTa» BUPOGHMKIB Aarti
Pharmalabs Limited Ta Neuland Laboratories
Limited, a came meToauky Ta BUMOru crneuudikadii
3a/MLLEHO 6e3 3MiH, LONOBHEHO NOCUIaHHAM Ha
LoYy* (* - girove BUAaHHA). Bunyyaetbes onnc
MeToay BUNpobyBaHHSA, MeTo/, Bignosigae AdPY Ta
€D

180.

PVHT
HA3ANbHWIA
CMPEN® 3

MEHTO/IOM

cnpeii HasasbHWIA,
0,5 mr/mn, no 10 mn
y hniakoHi pasom 3
HacoCoM-[,03aTOpOM
3 po3nusBaYem; no
1 cbnakoHy B mauu,i 3
KapToHy

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CucTtema KoHTeliHep/3aKkynoproBaslibHUIA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
NepBUHHOT YNakoBKWU rOTOBOrO JliKkapCbKOro 3acoby
(monoBHeHHSA cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS) OHOB/IEHHS
po3giny 3.2.P.7 Cuctema
KOHTelWiHep/3akynoptoBanbHuii 3aci6, a came
[OMNOBHEHHSA creumdikavii Ha Hacoc — go3aTop 3
po3nuoBaveM Ha3aslbHOTO NPU3HAYEHHS
noKasHUKOM «laeHTudikadis». 3miHu | Tvny - 3miHn 3
AkocTi. [oToBwMIA Nikapcbkuii 3aci6. Cructema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4ONYCTUMUX MEX
NepBUHHOT YNakoBKW1 rOTOBOrO JliKapCbKOro 3acoby
(8onoBHEHHS cnevmdikayii HOBYUM NOKAa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS) OHOB/IEHHSA

6e3
peyenma

UA/12119/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

po3giny 3.2.P.7 Cuctema
KOHTeliHep/3aKynopoBasbHuii 3acib, a came
[OMNOBHEHHA creumdikavii Ha Hacoc — go3aTop 3
po3nuoBavyeM Ha3asTbHOTO NPU3HAYEHHS
NOKa3HNKOM «['epMeTUUHICTb». 3MiHU | TUnY - 3MiHK
3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKN FOTOBOrO MiKapCbKoro 3acoby
(iHwi 3miHW) yHidpikayia po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came
BHECEHHS 3MiH A0 crneundikaLii Ha Hacoc — fo3aTop
3 PO3NW/II0BaYeM Ha3asIbHOTO NPU3HAYEHHs 3a M.
«30BHILWHIl BUrNAA», «Po3mipn», «OfHOpIgHICTb
macu», «MikpobionoriyHa usnctota». 3miHum | Tuny -
3MmiHu 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
nocTavasibHvKa nakysasibHUX maTtepianis abo
KOMM/IEKTYOUMX (SIKLO 3a3Ha4YeHo B A0ChE) (3amiHa
abo fofaBaHHA NocTadasibHUKA) BHECEHHS
aNbTepPHaTMBHOIO NocTavyasibHyKa Hacoca —
[o3aropa 3 po3nuoBayemM Hasa/lbHOro
npusHayeHHsa TOB «®apmmall» YKpaiHa, Lo
ifeHTNYHMIA O 3aTBEPKEHOro Hacoca — gosaropa 3
po3nuoBavyeM Ha3asTbHOTO MPU3HAYEHHS
BMpo6HUMUTBa Aptar Radolfzell GmbH, HimeyunHa

181.

PVIHT
HA3A/IbHUI
CMPEN®
3BOJIOXYIO
ynin

cnpeli HazanbHWiA,
0,5 mr/mn, no 10 mn
y hnakoHi pasom 3
HacoCcoM-£,03aTOpoOM
3 po3nusBayem; no
1 chnakoHy B nayui 3
KapToHy

AT
"®apmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| Tuny - 3MiHK 3 AKOCTI. [OTOBMIA NikapcbKnii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4ONyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO JiKapCbKOro 3acoby
(8onoBHEHHS cnevmdikayii HOBUM NOKAa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS) OHOB/IEHHSA
po3giny 3.2.P.7 Cuctema
KOHTelHep/3aKynoptoBasbHKiA 3aci6, a came
[OMNOBHEHHS creumdikavii Ha Hacoc — gosaTop 3
po3nuoBaveM Ha3asTbHOTO NPU3HAYEHHS
NOKa3HNKOM «laeHTudikayis». 3MiHn | Tuny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
MepPBVHHOT YNakoBKN FOTOBOrO MikapCbKOro 3acoby
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHA) OHOB/IEHHS
po3giny 3.2.P.7 Cuctema
KOHTeliHep/3aKynopoBasnbHuii 3aci6, a came
[OMNOBHEHHS cneumdikayii Ha Hacoc — fo3aTop 3
pPO3nuaoBa4YeM Ha3aIbHOTO NpU3HaAYEHHs

6e3
peyenma

UA/12120/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
NOKa3HUKOM «[ epMEeTUYHICTb». 3MiHW | Tuny - 3MiHK
3 AKocTi. FoToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo JOMYCTUMMX MEX
nepBUHHOT YNakoBKW1 rOTOBOrO JiKapCbKOro 3acoby
(iHwi 3miHW) yHidpikawis posginy 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoproBasibHWiA 3acib, a came
BHECEHHS 3MiH A0 creundikaLii Ha Hacoc — fo3aTop
3 po3NW/IDBaYeM Ha3a/lbHOTO NPU3HAYEeHHS 3a n.
«30BHIWHIN BUrNAA», «Po3mipn», «OgHOpIgHICTb
Macu», «MikpobionoriyHa unctoTa». 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWiA 3aci6. 3MiHa
nocravasnibHUKa nakyBasibHUX MaTepianis abo
KOMMMEKTYUMX (SKLWO 3a3Ha4YeHo B A0CLE) (3amiHa
abo fofaBaHHA NocTaYaslbHUKa) BHECEHHS
anbTepHaTUBHOrO NnocTadasibHUKa Hacoca —
[lo3aropa 3 po3nuoBayemM Ha3a/lbHOro
npu3HayeHHa TOB «Papmmal» YkpaiHa, Wwo
ileHTUYHWIA 4O 3aTBEPKEHOrO Hacoca — fjo3aTopa 3
po3nuaoBayem Ha3asIbHOro NpU3HaYeHHs
BMpo6HMUTBa Aptar Radolfzell GmbH, HimeyunHa
182. | PO330P Kancynu Teepai no TOB HB® Ykpaina BMpOGHUYa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19281/01/01
75 mr/5 wmr; no 7 "MIKPOXI AinbHUUA (BCI | Tvny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom | nidsis2ae
kancyn y bnictepi; M" cTagii thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
no 4 6nictepu y BUPOBHMYOTO NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
nauuj 3 KapToHy; No npouecy): TOB IHCTPYKLUIii 415 MeAMYHOro 3aCTOCyBaHHSA Ha nigcrasi
28 kancyn y 6aHui; HB® perynsipHoO OHOB/HOBAHOTO 3BiTYy 3 6e3nekn
no 1 6aHuj y nayui 3 «MIKPOXIM», nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KapToHy YkpaiHa; 3aCTOCyBaHHS MikapcbKoro 3acoby B
BiANoBigaIbHNI 3a nicnspeecTpauiiinii nepiog, abo sk pesynbtart
BUMYCK cepii, He OL|iHKM 3BITY 3 AOC/IAKEeHb, NPOBEAEHUX BIAMNOBIAHO
BK/IOHA0UM 00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
KOHTPO/b/BUNPOGY Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
BaHHsA cepii: TOB opraHoM) 3MiHU BHECEHO [0 iHCTPYKUiT ans
HB® MEeAMYHOro 3aCTOCYBaHHSA MiKapCcbKoro 3acoby Ao
«MIKPOXIM», po3giniB "OcobnmBocTi 3acTocyBaHHs", "T0GIYHI
Ykpaina peakuii” BignoBigHO A0 OHOBNEHOT iHchopMaLii 3
6e3nekun gjloyoi pevyoBnHU. BBEAEHHS 3MiH NPOTArOM
6-TK MicALIB Nicns 3aTBEPKEHHS
183. | PO330P Kancynv Teepgi no TOB HB® YkpaiHa BMPOGHMYA YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHnux maTtepianis: 3MiHu 3a He UA/19281/01/02
75 mr/10 mr; no 7 "MIKPOXI AinbHnUS (BCI | TNy - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom | nidssi2ae
Kancyn y 6nictepi; M cragji thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTumui
no 4 6nictepu y BUPOBHMYOTO NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
nauuj 3 KapToHy; No npouecy): TOB IHCTPYKLU|ii 415 MeAMYHOro 3aCTOCyBaHHSA Ha nigcrasi
28 kancyn y 6aHui; HB® perynsipHo OHOB/HOBAHOTO 3BiTYy 3 6e3nekn
no 1 6aHuj y nayui 3 «MIKPOXIM», nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KapToHy YKpaiHa,; 3aCTOCYBaHHSA NikapcbKoro 3acoby B
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiANOBigaIbHUI 3a nicnspeecTpauiiinii nepiog, abo sk pesynbtart
BUMYCK cepii, He OL|iHKM 3BITY 3 AOC/IAKeHb, NpOBeAEHNX BIAMNOBIAHO
BK/OHA0UM 00 nnaHy negiatpuyHunx gocnigpkers (PIP) (3MiHy
KOHTPO/b/BUNPOGY Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
BaHHA cepil: TOB opraHoM) 3MiHU BHECEHO [0 iHCTPYKLiT ons
HB® MeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
«MIKPOXIM», po3ginis "OcobnmBocTi 3acTocyBaHHs", "TMoGiuHI
Ykpaina peakuii” BignoBigHO A0 OHOBNEHOT iHchopmMaLii 3
6e3nekun fjtoyoi pevyoBnHU. BBEAEHHS 3MiH NPOTArOM
6-TN MicALIB Nicn1s 3aTBEPKEHHS
184. | PO330P Kancynu Teepai no TOB HB® Ykpaina BMpOOHUYa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19281/01/03
75 mr/20 mr; no 7 "MIKPOXI AinbHWUA (BCI | TNy - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom | nidsis2ae
kancyn y bnictepi; M" cTagii thapmakoHarnagy. 3MiHa y KOpOoTKiil xapakTepucTumui
no 4 6nictepu y BYPOBHMYOTrO NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
nauuj 3 KapToHy; No npouecy): TOB IHCTPYKLU|ii 415 MeAMYHOro 3aCTOCyBaHHSA Ha nigcrasi
28 kancyn y 6aHui; HB® perynsipHoO OHOB/HOBAHOTO 3BiTYy 3 6e3nekn
no 1 6aHuj y nayui 3 «MIKPOXIM», nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KapToHy YkpaiHa; 3aCTOCYBaHHS MikapcbKoro 3acoby B
BiANoBigaIbHNI 3a nicnspeecTpauiiinii nepiog, abo sk pesynbTart
BUMYCK cepii, He OL|iHKM 3BITY 3 AOC/IAKEeHb, NPOBEeAEHUX BIAMNOBIAHO
BK/IOHA0UM 00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
KOHTPO/b/BUNPOGY Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
BaHHsA cepii: TOB opraHoM) 3MiHU BHECEHO [0 iIHCTPYKUiT oNs
HB® MEeAMYHOro 3aCTOCYBaHHS MiKapCcbKoro 3acoby Ao
«MIKPOXIM», po3giniB "OcobnmBocTi 3acTocyBaHHs", "T0GIYHI
Ykpaina peakuii” BignoBigHO A0 OHOBNEHOT iHchopmMaLii 3
6e3nekun gjloyoi pevyoBnHU. BBEAEHHS 3MiH NPOTArOM
6-TN MicALIB Nicns 3aTBEPKEHHS
185. | POMA3UK TabneTku, BKPUTI dapmaues Monbwa dapmaLleBTUYHNIA MonbLia BHECEHHS 3MiH [J0 peECTpaLjiiiHuX MaTepiasiB: 3MiHN 3a UA/13299/01/02
nAiBKOBOIO TUYHWIA 3asog | TMny - 3MiHK WoA0 6e3nekn/edPeKTUBHOCTI Ta peyenmom
o6onoHkoto, no 10 3aBog, "Monbthapma” C. thapmakoHarnsgy. BeegeHHs abo 3miHu o
Mmr o 10 Tabnetoky | "Monbhap A. y3ara/ibHeHNX AaHux Npo cuctemy apmakoHarnsgy
6nicTepi; no 3 ma" C. A. (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy

6nictepu B
KapTOHHIlA KopooLi

dhapmakoHarnsgy, 3miHa ynoBHOBaeHoT ocobw,
BiANOBIAA/IbHOI 3a 34ilicHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 dhapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, Ko BoHa
BiMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigasbHOT
3a 34jiicHeHHs hapmMakoHarniagy (BkIyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHOT 0CO6M 3as1BHUKA, BigNOBIigaIbHOI 3a
hapmMakoHarnag B YKpaiHi.

[litova pepakuin: TaHacoBa 3opsHa MukonaisHa.
MponoHoBaHa pegakyis: Tecntok OneHa
BonogumunpisHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBigaNbHOI 3a
thapmakoHarnag B YkpaiHi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
186. | POMA3UK TabneTku, BKpUTI dapmaues Monbwa dapmaLleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN 3a UA/13299/01/03
NNiBKOBOO TUYHWI 3aBof | TMny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
06010HKOt0, No 20 3aBofg "Monbchapma” C. hapmakoHarnsagy. BeegeHHs abo 3miHu o
mr no 10 Tabnetoky | "Monbdap A. y3arasibHeHMX AaHnX Npo cuctemy hapmakoHarnsgy
6nictepi; no 3 ma" C. A. (BBELEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
6nictepu B thapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
KapTOHHI KopoobLi BIANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa ons
3AilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy). 3MiHa
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAa/ILHOI 3a
hapmakoHarnsg B Ykpaii.
[itoya pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuis: Tecnok OneHa
BonogumunpisHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0COOU 3as1BHUKA, BigNoOBigaIbHOI 3a
hapMakoHarnsag B YkpaiHi
187. | POMA3UK TabneTku, BKpUTI dapmaves Monbwa $apmaLleBTUYHNI MonbLua BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a UA/13299/01/01
NNiBKOBOIO TUYHWIA 3aBog | TNy - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta peyenmom
060/10HKOI0, M0 5 Mr 3aBog "Monbthapma” C. thapmakoHarnsgy. BeeneHHs abo 3miHu fo
no 10 TabneTtok y "Monbdap A. y3araJibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
6nicTepi; no 3 ma" C. A. (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemMy
6nictepu B thapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOoT ocobu,
KapTOHHI KOpoobLyi BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MiILLEHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0COOU 3asiBHUKA, BigNoBigabHOI 3a
hapmMakoHarnag B YKpaiHi.
[itoua pepakuin: TaHacoBa 3opsiHa MukonaisHa.
MponoHoBaHa pegakuis: Tecntok OnexHa
BonoanmupiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6M 3asBHUKA, Bi4NOBIgaIbHOI 3a
hapMakoHarnsg B YKpaiHi
188. | POMA3UK TabneTku, BKPUTI dapmaves Monbwa dapmaLleBTUYHNIA MonbLia BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a UA/13299/01/04
NNiBKOBOIO TUYHUIA 3aBog | TMny - 3MiHK Woa0 6e3nekn/edpeKTUBHOCTI Ta peyernmom
o6onoHkoto, no 40 3aBog, "Monbhapma” C. thapmakoHarnsgy. BeegeHHs abo 3miHu o
Mmr o 10 Tabnetoky | "Monbhap A. y3ara/ibHeHNX AaHux Npo cuctemy apmakoHarnsgy
6nicTepi; no 3 ma" C. A. (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy

6nictepu B
KapTOHHIl KopooLi

dhapmakoHarnsgy, 3miHa ynoBHOBaxXeHoT ocobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0C06M 3 dhapmakoHarnsay 3asiBHVKa 4715
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3[jiCHEeHHsT hapMakoHarisay B YKpaiHi, AKLWO BoHA
BiAMiHHA BiJ, YNOBHOBaXXeHOi 0co6w, BignoBigasibHOT
3a 34ilicHEeHHS thapMakoHarnsay (BKIovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBIgaIbHOI 3a
thapmakoHarnsg, B Ykpaii.

[litova pepakuin: TaHacosa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuis: Tecntok OneHa
BonognmupisHa. 3MiHa KOHTaKTHUX JaHWUX
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAa/ILHOI 3a
hapmakoHarnag B YkpaiHi

189.

CAPTIH®

PO34YUNH OpasIbHUIA,
200 mr/mn no 100
w1, 200 mny
chnakoHi; no 1
dhnakoHy 3 /I0KKO
[03yBasibHOO 260
[03YH0UNM CTakaHOM
ab6o WnpuLom
[03yBasIbHUM Y
nauui

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMny - 3MiHK 3 AKOCTi. MeguyHi NpUCTpoI. 3miHa
NPUCTPOIB A/19 BUMIPIOBaHHA [03M ab0 BBEAEHHSA

nikapcbKoro 3acoby (iHLWi 3MiHN) - BBEAEHHS
anbTepHaTVBHOIO A03YyHYOro NPUCTPOID, a came
CTakaH gosyrounii (2,5/5/7,5/10/15/20 mn);
OHOBJIEHHS p. «YnakoBka» MKA N13. 3miHn BHeceHO
B IHCTPYKL,iI0 415 MeANYHOr0 3aCTOCyBaHHS
NiKkapcbKkoro 3acoby B po3zin "Ynakoska"

(mopaBaHHA CTakaHy [03yK40ro) Ta Sk Hacnifok - B
po3ain "Cnocib 3acTocyBaHHA Ta 4031". BBAEHHS
3MiH NPOTArom 6-Tn MiCALB NicNs 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. MeguyHi NpUcTpoi.

3MiHa NpuCTPOIB 4719 BUMIpIOBaHHA 031 abo
BBE/JEHHS NiKapCbKOro 3acoby (AogaBaHHA abo
3amMiHa NPUCTPOLO, KM HE € HEBIA'€MHOK YACTUHO
NepBUHHOT ynakoBku) - MpucTpil, siknii mae CE-
MapKyBaHHS — BBEJEHHS a/lbTEPHATUBHOIO
[l03YI04OT0 NPUCTPOIO, Akl Mae CE-mapkyBaHHS, a
came wwnpuy-gosarop (5 M) Ta wnpu,
[o3yBanibHUiA (10 Mn) 3 BIANOBIAHMMN 3MIHAMU Y P.
«YnakoBka» MKS J13. 3MiHV BHECEHO B iHCTPYKLitO
[N MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby B
po3ain "Ynakoska" (gofaBaHHs LWNpULA
[03yBasIbHOr0) Ta K HacnigoK - B po3ain "Cnoci6
3aCcTOCyBaHHA Ta 03K1". BBeleHHs 3MiH NPOoTArom 6-
TV MicsLiB nicns 3aTBepAkKeHHs. 3MiHu | Tuny -
3MiHu 3 SKocTi. MeguuHi npucTpoi. 3MiHa NpucTpoiB
0151 BUMIPIOBaHHA 4,031 ab0 BBEAEHHS NiKapCbKoro
3acoby (gofaBaHHs abo 3amiHa NPUCTPOIO, SKWIA He
€ HeBi'EMHOI0 YaCTUHOI NEPBUHHOT YNakoBKK) -
MpucTpiid, sknii mae CE-MapKyBaHHS! - BBE,EHHS
a/1bTepHaTVBHOIO A03YHUO0ro NPUCTPOLD, SIKi Mae
CE-mapkyBaHHS, a came [03yunii cTakaH
(2,5/5/10/15/20 mn), 3 BIANOBIAHUMW 3MiHAMW Y P.
«YnakoBka». 3MiHM BHECEHO B IHCTPYKLil0 AN1s

6e3
peyenma

He
nionsieae

UA/16480/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby B
po3ain "YnakoBka" (4of4aBaHHA 40O3YHOYOro CTakaHa)
Ta AK Hacnigok - B po3ain "Cnoci6 3actocyBaHHs Ta
[o3n". BBeeHHsA 3MiH MPOTAroM 6-Tv micsuiB nicns
3aTBEPAKEHHS.
190. | CENTE®PUN | Tabnetkn no 0,2 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHN 6e3 UA/6210/01/01
®-AAPHNLUA no 10 Tabnetok y "®apmaue "®apmavueBTUYHa | TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenma
KOHTYPHIl BTUYHA thipma "dapHnus” hapmakoHarnsagy (iHwi 3miHn).
YapyHKOBIl hipma OHOBNEHHSA TEKCTY MapKyBaHHs NEPBUHHOT Ta
ynakosLi, no 1 a6o "AapHuua"” BTOPUHHOI YNaKoBOK /iKapCbKoro 3acoby, a came:
no 2, abo no 4 BW/TyYEHO iHhOpMaLLito, 3a3HAaYEHY POCICHKO
KOHTYPHI YapyHKOBI MOBOHO; YTOYHEHO iH(OPMAaLLito LLOA0 HAasABHOCTI
ynakoBkM B naulyj; no I0rOTUMY 3as8BHUKa/BMPOOHMKA; AoAaHo QR-kog,.
10 TabneTok y TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsAuiB nicns
KOHTYPHUX 3aTBEPKEHHS
YapyHKOBUX
ynakoBKax
191. | CMHYNPET® cupon, no 100 mny BioHopuka | HimeuuunH BioHopvka CE HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 6e3 UA/20264/01/01
H donakoHi; no 1 CE a TexHi4yHa nomwuska (3rigHo Hakasy MOS3 Bif peyenma
oNakoHy 3 MipHUM 23.07.2015 Ne 460) - BunpaBneHo TexXHi4Hy
KOBNa4kom y NOMWIIKY Y TEKCTI MapKyBaHHS BTOPUHHOT YNakoBKu
KapTOHHI KopoobLi niKapcbkoro 3acoby y po3gini 2. KITbKICTb AIKo4OTl
PEYOBWIHW, a came: KOPEKTHO 3a3Ha4yeHo Ha3By
[i040T peYOBVHY KBITOK NEPBOLBITY 3 YalleyKor
NaTUHCBbKOK MOBOIO (3aTBepakeHo: Flores
Primulaecum Calycibus, 3anponoHoBaHo: Flores
Primulae cum Calycibus). 3a3HaueHe B/NpaBneHHs
BignoBigae marepiasiam peecTpauiiHoro f1ocbe
192. | CUHYMNPET® | Tabnetku, BKpUTI BioHopuka | HimeyunH nepBuHHe Ta HimeuyunHa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 6e3 UA/15267/01/01
EKCTPAKT 060/10HKOH0; Mo 10 CE a BTOPUHHE YTOUYHEHHA HaNUCaHHA BUPOGHUKIB B Hakas3i MO3 peyenma
TabneTok y 6nictepi; nakyBaHHs, YkpaiHu Ne 176 Big 02.02.2024 B npoueci
no 2 a6o no 4 KOHTPO/b Ta BHeCeHHA 3MiH i B Hakas3i Ne 306 Big 22.02.2024 B
6nictepn y BMNYCK Cepil: npoueci yTOUHeHHs1 YMOB BignycKy. Pefakuisi B
KapTOHHIlA KopooLi BioHopuka CE, Hakasi - NepBUHHe Ta BTOPUHHE NakyBaHHS,
HimeuuunHa; KOHTPONb Ta BUMYycK cepii: bioHopuka CE,
BMPOBHMLTBO in- HimeuunHa; BMpo6HMLTBO in-bulk: PoTTeHgopd
bulk: dapma N'm6X, HimeuurHa; BupobHuuTBO in-bulk:
PotTeHgopc BisenbxoBe M6X, HiMeuurHa; BUPOGHMLTBO in-
dapma 'm6X, bulk: ApareHochapm AnoTtekep Miownb M6X,
HimeuuunHa; HimeyunHa. BipHa pegakuisi - nepByMHHe Ta
BMPOGHMLTBO in- BTOPVHHE NaKyBaHHSA, KOHTPO/b Ta BUMNYCK cepil:
bulk BioHopuka CE, HimeuunHa; BAPOGHULTBO in-
BiBenbxose NM6X, bulk: PotteHgopd ®apma Mm6X, HimeuuunHa;
Himeuunna BUpPOGHULTBO in-bulk: BiBenbxose M6X,
HimeuuunHa
193. | CONNEAYM® racTpopesnCTeHTHi Kaccenna- | HimeyunH HaHeCeHHs HimeuunHa/ | BHeCEHHs 3MiH [0 peecTpauiiHnx maTepianis: 3MiHM 6e3 He UA/15105/01/02
Ans QITEN Kancynm M siki, no men M'meX a NOKPUTTA, PymyHis | TNy - 3MiHK 3 AKocTi. FOTOBUIA Nikapcbkuii 3aci6. peyenma nions2ae
100 wmr; no 20 & Ko. Kl BTOPWHHE 3MiHM Y BUpO6GHULTBI. 3amiHa ab0 BBEAEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
kancyn y bnictepi; nakyBaHHs1, [04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHM abo
no 1 6nictepy B KOHTPO/b AKOCTI, BCbOr0 BMPOBHMYOro NPOLLEeCy roTOBOro NiKapcbKoro
KapTOHHIlA KOpo6L; BUMYCK Cepii: 3acoby (AiNbHNULSA, Ha SKil NPOBOAATLCA Oy Ab-AKi
no 25 kancyny Knoctepdhpay BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
6nicTepi; no 2 abo 4 Bepnin M'm6X, KOHTPOJO SIKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
6nictepu B Himeuunna nakyBaHHs, /19 HECTEPUTBHUX NMiKapCbKMX 3acobiB)
KapTOHHI KopoobLi HaHECEHHS - BBEJEHHS a/lbTEepPHATUBHOI AiNIbHULI BUPOOHULTBA
NOKPUTTSA, (HaHeceHHs nNokpuTTa) ApTecaH ®apma MmM6X
KOHTPO/Ib AKOCTI, &Ko.KI'. Bengnangwrpacce 1, /liovos (BeHANaHA),
BUMYCK Cepii: HwxHs CakcoHisi, 29439, HimeuunHa [0 BXe
AptecaH ®apma 3aTBepXeHol AinbHuui Knoctepdpay BepniH TM6X,
Mv6X & Ko. KT, HimeuunHa BeefeHHS 3MiH NpoTAroM 6-Tv micsuis
HimeuunHa nicns 3aTBepmKeHHs; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
nepBrHHe Ta [oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
BTOPUHHE 3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCA BUNYCKY
nakyBaHHS: cepii Ta KOHTPOJII0 AKOCTi FOTOBOTO NiKAPCHKOro
AptecaH ®apma 3acoby (3amiHa abo fofaBaHHsA BUPOOHNMKA, L0
vBX & Ko. KT, BiANOBIAAE 3a BBE3EHHA Ta/abo BUMNYCK cepil) -
HimeuunHa Bkntoyaroun KOHTpOb/BUNpo6yBaHHSA cepii -
BTOPWUHHE BBEJEHHS aNbTepHATUBHOT AiNIbHULI, Bi4NOBIgaNbHOI
naxkyBaHHsA: 3a KOHTPO/1b SIKOCTI Ta BMNyCK cepii, ApTecaH ®apma
ApTecaH ®apma Mv6X &Ko.KI, HimeuunHa Ao BXxe 3aTBepKeHOi
'MBX & Ko. KT, ninbHUUi Knoctepdhpay BepniH TM6X, HimevynHa.
Himeuunna 3MiHU BHECEHO B IHCTPYKLitO 415 MEAUYHOTO
BMPOGHMLTBO 3acTOCyBaHHS NiKapCbKoro 3acoby y po3aim

kancyn (6e3

nokputTs) in bulk:

KataneHt
HimeyunHa
E6epbax Mmo6X,
HimeuunHa
BUPOBHULTBO
kancyn (6e3

nokputTs) in bulk:

Csicckarnc
PymyHisa CPN,
PymyHis

«BUpo6HUK» Ta «MicLe3HaxomKeHHA BUPOOHMKa Ta
afpeca MicLs NPoBaKEeHHS 0ro Ais/ibHOCTi» 3
BiAMOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHS
ynaKkoBKM NiKapcbKoro 3acoby (foaaBaHHS
BMPOOHUKa). BBEAEHHA 3MiH NpOTAroM 6-Tv MicsLiB
nicns 3aTBepmKeHHs; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NNikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHN y npoLeci BUPOOHULITBA FOTOBOTO NiKapCbKOro
3ac00y, BK/I0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHLCH NPY BUPOGHULITBI FOTOBOrO
niKkapcbKkoro 3acoby (He3HayHa 3MiHa y npoveci
BVMPOGHMLTBA) - HE3HAYHI 3MiHU B NpoLeci
BUPOGHMLITBA, BHECEHHSI KOPUTyBaHb B NpoLec
BMPOOHULITBA NPUrOTYBaHHA cycnersii | ans
NOKPUTTSA Kancyn (foAaBaHHs CTafii BifCTOBaHHS
cycneHsii | nepes fofasaHHAM aucnepcii
Surelease). BBeieHHS 3MiH NPOTAromM 6-Tu MicALiB
nicns 3aTBepmKeHHs; 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAAX
BMNPOGYBaHHS) - OHOB/IEHHA po3giny 3.2.P.6
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

CTaHAapTHI 3paskv Ta npenaparty, BKIYaoum
OHOBJIEHHSA AOKyMeHTaUil 418 eTafloOHHOI pevOBUHU
1,8-unHeon, L0 BUKOPUCTOBYETLCA A1 MeTo4y
BUNPOOYBaHHS «BuU3HAYEHHS LIMHEOoNy Ta
HeigeHTUiKkoBaHNX JOMILLOK». [Mpy BBEAEHI
aNbTepHaTUBHOT AiNbHUL, BiANOBifa/IbHOT 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepil, 6yN10 NPUAHATO
BUKOPWUCTOBYBATM CNifIbHY NEPBUHHY eTasloHHY
peyoBuHy ans 060x AinbHul Knoctepdpay bepnin
'm6X Ta AptecaH ®apma Mm6X &Ko.KI', HimeuunHa.
BBefeHHs 3MiH NpoTAroM 6-Tu Micauis nicns
3aTBEPAXKEHHS; 3MiHM | TMNYy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3MiHa y MeTofax
BMNPOGYBaHHSA rOTOBOrO /IiKAPCLKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAaxX
BUNPOOBYBaHHSA) - HE3HAUHI 3MiHU [0 3aTBEPA)KEHOIO
MeToAy BUNPOOYBaHHS «BU3HAYEHHS LiMHeony Ta
HeigeHTUIKoBaHNX AOMILLOK», a caMe BuganieHo
iHbopMmaLito LWwoao B1ay ra3oBoro xpomartorpady,
npu LibOMYy YMOBMW XpomaTorpadyBaHHs
3aMLWKnAnch 6e3 3MiH; A0 po3paxyHKy «BMicTy cymu
HeiieHTUIKoBaHMX AOMILLOK Ta HanbinbLoT
OZVHOYHOI JOMILLKW» AOAAHO MOpir peecTpauii
powmiwwkm(BignosigHo o kepisHuuTBa ICH Q3B) -0,1
%; [0 thopMynn po3paxyHKy BHECEHO pefakTOpPChbKy
npaBskKy — AOAAHO NOCUIaHHSA Ha OAHY Karcyny.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPKEHHS; 3MiHN | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHK) - OHOBNEHHS 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKM
nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTAroM 6-Tu
MicsILiB Micns 3aTBepAKEHHS!

194.

COJIEAYM®
DOPTE

racTpopesnCTeHTHi
Kancynum m siki, no
200 mr no 20 kancyn
y 6nicTepi; no 1
6nictepy B
KapTOHHI kopo6Lyj;
no 25 kancyny
6nicTepi; no 2 abo 4
6nictepu B
KapTOHHIlA KOpooLi

Kaccenna-
men M'meX
& Ko. KI

HimeyunH
a

HaHeCceHHs
NMOKPUTTS,
BTOPVIHHE

nakyBaHHs1,

KOHTPO/Ib SIKOCTI,

BWMYCK Cepii:
Knoctepdpay
Bepnin M'm6X,
HimeuunHa;
HaHeCceHHs
NMOKPUTTS,
KOHTPO/b AKOCTI,
BMNYCK cepil:
AptecaH ®apma

Himeuunna/
PymyHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHN
| Tuny - 3MiHK 3 AKoCTi. FOTOBMI Nikapcbkunii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3amiHa ab0 BBEAEHHS
[,04aTKOBOI Ai/TbHUL BUPOOHULITBA [/151 YACTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY FOTOBOrO NiKapCbKOro
3aco6y (AinbHMLSA, Ha SKili NPOBOAATLCSA Oy Ab-AKi
BMPOGHMUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/IO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, /1 HECTEPUTbHUX NIKapPCbKMX 3aco6iB)
- BBeieHHs anbTepHaTUBHOI AifbHUL BUPOOGHMLTBA
(HaHeceHHs nokpuTTHA) ApTecaH ®apma Mv6X
&Ko.KI'. BengnaHngwrpacce 1, /lio4oB (BeHANaHA),
HwxHs CakcoHis, 29439, HimeuunHa [o Bxe
3aTBepmxeHoil ainbHuui Knoctepdpay bepnid F'méX,

6e3
peyenma

nionsiecae

UA/15105/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
'm6X & Ko. KT, HimeuunHa. BBegeHHs 3MiH MPOTAroM 6-Tu MicsLiB
HimeuuunHa; nicnsa 3aTBepakeHHs; 3MiHu | Tuny - 3MiHW 3 AKOCTI.
nepBuHHE Ta [OTOBWIA NiKapCbKWii 3aci6. 3MiHW Y BUPOGHULITBI.
BTOpPUHHE 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
nakyBaHHS: cepii Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
AptecaH ®apma 3acoby (3amiHa abo foAaBaHHS BUPOOHMKa, L0
MvBX & Ko. KT, BiANOBIAAE 3a BBE3EHHS Ta/abo BMMNYCK cepil) -
HimeuuunHa; Bktoyaroun KOHTPOb/BUNpobyBaHHSA cepii -
BTOPUHHE BBefieHHs anlbTepHATUBHOI fiNbHUL,
nakyBaHHs: BiANOBIAANIbLHOI 32 KOHTPOJb SAKOCTI Ta BUMYCK cepii,
ApTtecaH Papma AptecaH ®apma N'm6X &Ko.KI, HimeuunHa go Bxe
'MbX & Ko. KT, 3aTBepmxeHol ginbHuui Knoctepdpay bepniH MmoX,
HimeyuunHa; HimeuunHa. 3MiHM BHECEHO B IHCTPYKLil0 AN
BUPOGHMLITBO MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ainv «BUpo6bHUK» Ta «MicLe3HaxoaKeHHs

kancyn (6e3
nokputTs) in bulk:
KataneHt

Himeuunna
E6epb6ax Mm6X,
HimeuyuunHa,;
BMPOGHMLTBO
kancyn (6e3
nokpuTTA) in bulk:
Csicckanc
PymyHia CPN,
PyMyHis

BMPOGHMKA Ta agpeca MicLs NpoBafKeHHS Aoro
LiSNbHOCTI» 3 BigNOBIAHUMMW 3MiHAMM Y TEKCTI
MapKyBaHHS yNakoBKMN MiKapCbKOro 3acoby
(mopaBaHHs BUPOGHYKKA). BBEAEHHS 3MiH NPOTArom
6-Tn MicAUiB NicnsA 3aTBepKEeHHS; 3MiHM | Tvny -
3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HMLTBA
roToBOro Nikapcbkoro 3acoby, BkIoYatoun
NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHMLITBI FOTOBOrO /liKAPCbKOro 3acoby
(He3HauHa 3MiHa y npoueci BUpo6HULTBA) -
HesHauHi 3miHu B npoueci BUpoGHULTBA, BHECEHHS
KOpurysaHb B MpOLieC BUPOOHNLTBA NPUTrOTYBaHHSA
cycneHrsii | 4na nokpuTTA Kancyn (gofaBaHHsa cTagil
BIICTOIOBAHHS cycneHsii | nepes gofasaHHAM
avcnepcii Surelease). BBegeHHS 3MiH NpoTArom 6-tu
MicALiB nicnsa 3aTBepMKeHHs; 3MiHK | Tuny - 3MiHK 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpAKEHUX MeTohax
BMNpOGyBaHHS)- OHOBMEHHSA po3giny 3.2.P.6
CTaHAAPTHI 3paskv Ta npenapaTty, BKIyatoum
OHOBJ/IEHHSI AOKYMEHTaLT 7151 €Ta/IOHHOT PEYOBUHN
1,8-umHeonN, Lo BUKOPUCTOBYETLCSA A1 METOAY
BMNPO6YBaHHS «BuU3HAYEHHS LIMHEOoNy Ta
HeigeHTUIKkoBaHNX JOMILLOK». [Mpy BBEAEHI
anbTepHAaTUBHOT AiNbHUL, BigNOBifabHOT 3a
KOHTPO/b AKOCTi Ta BUNYCK cepii, 6yn0 NpuitHATO
BMKOPWCTOBYBATM CNifIbHY NEPBUHHY €TaSIOHHY
peyoBuHy ans 060x AinbHuy Knoctepdpay bBepnin

M6X Ta ApTecaH ®apma Mm6X &Ko.KI. BBegeHHs
3MiH NPOTAroM 6-TW MicsiLiB nicns 3aTBEPKEHHS;
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MmiHu | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKNi
3aci6. KoHTposib roTOBOro NikapcbKoro 3acooby.
3MiHa y MeToax BUNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpMKEHNX MeToAax BUNPoByBaHHS) - He3HauHi
3MiHM [0 3aTBEPA)KEHOr0 MeToAy BUNPObyBaHHSA
«Bur3HaueHHs uMHeony Ta HeigeHTUikoBaHmX
[LOMILLOK», @ caMe BugasieHo iHdhopMaLiio woao
BWAY ra3oBoro xpamorpady, npu LboMy yMOBU
XpomaTtorpadyBaHHs 3a/MWNANCh 6e3 3MiH; f0
po3paxyHKy «BMicTy cyMun HeigeHTUiKoBaHNX
[OMILLOK Ta HalBINbLIOT OAVUHOYHOT LOMILLKM»
[04aHo nopir peectpavii gomiwkw (BignoBigHO Ao
kepisHuuTBa ICH Q3B) -0,1 %; f0 dopmynu
po3paxyHKy BHECEHO pefakTOPCbKy NpaBKy —
[10laHO NOCWUMaHHA Ha OAHY kancysy. BeefeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/A 3aTBEPIXEHHS;
3MiHn | TUNY - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3mMiHn) - OHOBEHHS
3aTBEPAKEHOrO TEKCTY MapkKyBaHHS NepBUHHOT Ta
BTOPVHHOI YNaKoBKM JlikapCbKOro 3acoby. BBeaeHHs
3MiH NPOTArom 6-TM MiCALIB Mic/1A 3aTBepAKEHHS

195.

CTAYPYM

PO34UH A5 iH'EKLLN,
200 mr/2 mn; no 2
M B amnysii, no 5
a6o no 10 amnyn B
KapTOHHIW nayu,i

TOB
"®OPC-
PAPMA

ONCTPUB
HOLH"

YKpaiHa

K.T. POM®APM

KOMMAHI C.P.J.

PymyHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO B

TEKCT MapKyBaHHS1 BTOPMHHOT YNakoBKM MiKapCbKOro

3acoby y n.11 "HalimeHyBaHHS i MiCLLe3HaxX0KeHHs

BMPOGHUWKa Ta/abo 3asBHMKA", a came

KOHKpPEeTM30BaHO iHhopmaLLilo LWoA0 Ha3Bu Ta

MiCLiE3HaXOMKEHHS 3asiBHMKa Ta BUPOOHMKa. TepMiH

BBE/IEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPKEHHS.

3a
peyenmom

UA/18601/01/01

196.

TAHTYM
BEP/JE®

cnpeii gns poToBoi
NOPOXHUHY, 1,5
mr/mn; no 30 mny
oNakoHi 3
Hebynaisepom; no 1
donakoHy y
KapTOHHI KopoobLi

AsieHge
Kimike
PiyHiTe
AHXENiHi
®paHyeck
o]
AK.P.A®.
C.n.A.

ITanis

AsieHge Kimike
PiyHiTe AHxeniHi
®paHyecko

AKP.A®. C.nA.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHSI
AiSNbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3aco6y, BK/IHYaUU AifbHULL BUMYCKY
cepii abo micLe NpoBeAeHHSA KOHTPO/O AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BUPO6HMK/iMnopTep,
BK/10HAK0UM BUMYCK Cepiid) 3MiHa agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPOGHMKa M13. 3MiHK
BHECEHO B IHCTPYKLiIO A/19 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginv «BrpobHuk» Ta
«Micue3HaxoKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaYKEHHS AOT0 AiS/IbHOCTI» 3 BiA4NOBIAHUMMN
3MiHaMU Y TeKCTi MapKyBaHHS YNakoBKW NiKapcbKoro
3aco6y. BBeieHHs 3MiH NpOTAromM 6-T1 MicsLiB nicns
3aTBEpMKEHHS. 3MiHu | Tvny - 3MiHn Wwoao

6e3
peyenma

nionsieae

UA/3920/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK). 3MiHa NOJAETLCA 3 METOK BUAASIEHHS 3
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
NikapCcbKoro 3acoby Ha3BW Ta MiCLe3HaX0MKEHHS
3asBHVKa. BBeeHHA 3MiH NPOTArom 6-Tv MicsLiB
nicns 3aTBepmKeHHs
3MmiHu | TMNY - 3MiHM Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy (iHwi 3miHu). 3MiHW BHECEHO B
TEKCT MapKyBaHHSi NEPBUHHOI YNaKOBKY NiKapcbKoro
3acoby B . 11. «HANMEHYBAHHA |
MICLE3HAXOIXXEHHA BUPOBHUKA TA/ABO
3AABHUKA» wwWoAo BuaasieHHs agpecu BUPooHUKa.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS
197. | TAHTYM NbOASAHUKA 3 AsieHge ITanisa BignosiganbHuii LLisBefiuapis/ | BHECEHHS 3MiH [0 peecTpayiiHUX MmaTepiasis: 3MiHN 6e3 nionsi2ae UA/3920/03/01
BEPAE® M'STHUM CMaKoM Mo Kimike 3a BUPOGHNLTBO dpaHuis/ | TNy - AOMiHICTPaTWBHI 3MiHU. 3MiHa peyenma
3 mr; no 10 PiyHiTe Hepo3dracoBaHol ITania HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHSI
NbOASAHUKIB Y CTiKY; AHXeniHi NpPoAyKUii, LOiSNIbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
no 2 a6o 3 cTikn B ®paHyeck nepBuHHE Ta niKapcbKoro 3aco6y, BK/IHYAUU AifbHULL BUMYCKY
KapTOHHI/ naywj; no o] BTOPWUHHE cepii abo MicLe NpoBeAEeHHSA KOHTPO/IO SKOCTI.
10 nbogsHuKIB Y AK.P.A®. nakyBaHHs: ([isnbHICTb, 3a SKy BignoBigae BUpo6HUK/iMnopTep,
6nicTepi; no 2 abo 3 C.n.A. OIW AT, BK/IO4aA0UM BUMYCK Cepiid) - 3MiHa agpecu micus
6nictepu B LLiBeiiuapis NPOBaPKEHHS AiNIbHOCTI BUPO6HMKa M13. 3MiHK
KapTOHHIW nayu,i BignosiganbHuii BHECEHO B iHCTPYKL,il0 A5 MeANYHOro 3aCTOCyBaHHS
3a MOBHWIA LUKN: nikapcbKoro 3acoby y po3ainu «BupobHuk» Ta
mr'epP ®ABP «Micue3Haxo4KeHHs BUPOOHMKa Ta agpeca Micus
MEAOIKAMAH NPOBaPKEHHSA OO AiS/IbHOCTI» 3 BiA4NOBIAHUMMN
NMPOAIOKCBHOH, 3MiHaMU y TEKCTi MapKyBaHHS yMakoBKMW NiKapCbKoro
dpaHuin 3aco6y. BBeieHHs 3MiH NpoTAromM 6-T1 MicsLiB nicns

BignosiganbHuii
3a BTOPUHHE
naxyBaHHs,
KOHTPO/b SAKOCTI
Ta BUMyCK cepii:
AsieHge Kimike
PiyHiTe AnxeniHi
®paHyecko
AKP.A®. C.nA.,
ITanisa
BignosigansHuii
3a nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
M'EP PABP
MEAIKAMAH
NMPOAKOKCBHOH,
PpaHuis

3aTBEPMKEHHS; 3MiHKM | Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHW) - 3MiHM BHECEHO B TEKCT MapKyBaHHS
BTOPWMHHOT yNakoBKM MikapcbKoro 3acoby y n. 16.
«IHPOPMALIA, AKA HAHOCUTBLCA WPUDPTOM
BPAWNS». BBejeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkeHHs; 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK) - 3MiHVW BHECEHO B IHCTPYKLi0 AA
MEeAMNYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ainv «BupobHuk» Ta «MicLe3HaxomKeHHs
BMPOOHYMKa Ta agpeca MicLs NPOBaKeHHs 1ioro
AISNBbHOCTI» LWOAO 3a3HaYeHHs 3aTBEPAKEHOIO
BMPOGHWKA, BiAMoBifaIbHOMO 38 BUPOOHNLTBO
Hepo3dracoBaHO! NPOAYKLi Ta NePBUHHE | BTOPUHHE
nakyBaHHS1, a TakoX BUTYYEHHS i3 3a3HAYEHNX
po34iniB iHCTPYKL,ii 3apeecTpoBaHOro BUPOOHUKA
«[MEP ®ABP MEAIKAMAH MNMPOAKOKCBbOH>» 3
BiAMNOBIAHWMW 3MiHAMW Y TEKCTi MapKyBaHHS




154

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
yMakoBKM MiKapcbKoro 3acoby. [JaHow 3MiHOK
NPOMNOHYETLCA PO3AiNEHHA TEKCTY MapKyBaHHA
yNakoBKM MiKapCbKOro 3acoby A9 CTBOPEHHS
OKpPEeMO [/151 KOXXHOrO BMPO6HMKA, L0 BiANOBIAAITb
3a BMNYCK cepil nikapcbkoro 3acoby. BeegeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNsA 3aTBEPKEHHS
198. | TEMOMEAAK | kancynu no 5 mr, no Mepak HimeuunH BMPOGHWK, LLIO HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHnx maTepianis: 3MiHMN 3a UA/13562/01/01
5 a6o 20 kancyn y lesenblia a Bignosigae 3a ITanis | Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
donakoHi; no 1 T drop BTOPWHHY KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
chnakoHy B nauui KniHiwe yMaKoBKY, napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
LWneuianb KOHTPO/L/BUNPOBY roTOBOro Nikapcbkoro 3acoby (BHECEHHS 3MiH 0
npenapar BaHHSA cepii, [0CbE NiCNsi OHOB/IEHHSA 3ara/ibHOI CTaTTi Ha rOTOBY
e M6X [L,03Bi/T HA BUMYCK nikapcbky dhopmy y AdY/EBponeiicbkiii
cepii: Megak hapmakonei) - OHOB/IEHHSA AOMYCTUMUX MEX
[esenbwadt drop cneumdikauii MNN3 3a nokasHMkoM «MikpobionoriyHa
KniHiwe yncToTa» Nicns OHOBMIEHHA 3arasibHOT cTaTTi Ph.
Lneuianbnpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te M6X,
HimeuunHa;
BignosigalTb 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoayKuii,
NepBUHHY
yNaKoBKy,
KOHTPO/b/BUNPOBY
BaHHS cepii:
Xaynt ®apma
Awmaper 'm6X,
HimeyuunHa;
Hepdapma C.p.J1.,
ITanis
199. | TEMOMEAAK | kancynv no 20 wr, Mepgak HimeuunH BMPOGHUK, LLIO HimeuunHa/ | BHeCEeHHs 3MiH [0 peecTpauiiHnx martepianis: 3MiHN 3a UA/13562/01/02
no 5 a6o 20 kancyn lesenblia a Bignosigae 3a ITanis | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
y chnakoHi; no 1 T hrop BTOPUHHY KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
chnakoHy B nayu,i KniHiwe ynaKoBKYy, napameTpiB cneuudikauiii Ta/abo JONYCTUMUX MeX
LWneuianb KOHTPO/Ib/BUNPOBY roTOBOrO Jlikapcbkoro 3acoby (BHECEHHS 3MiH A0
npenapar BaHHA cepii, [0CbE NiCNA OHOBJ/IEHHSA 3arasibHOI CTaTTi Ha roTOBY
e M6X [03BiNT Ha BUMYCK nikapcbKy doopmy y AdY/EBponeiickkiii
cepii: Megak hapmakonei) - OHOBJIEHHSA AONYCTUMUX MEX
lesenbwadt drop cneumdikauii N3 3a nokasHukoM «MikpobionoriyHa
KniHiwe yncToTa» Nicns OHOBMEHHN 3aranbHoi cTaTtTi Ph.
Lneuianbnpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te M6X,
HimeyuunHa;
BignoBsigatTb 3a
BUPOBHULTBO

Hepo3dgiacoBaHoi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
npoaykKuii,
nepBUHHY
yNakoBKy,
KOHTpPO/b/BUNPOBY
BaHHA cepii:
Xaynt ®apma
Awmaper 'm6X,
HimeuuunHa,;
Hepchapma C.p.J1.,
ITanisa
200. | TEMOMEAAK | kancynu no 100 wr, Mepak HimeyuunH BUPOBHUK, LLIO HimeuunHa/ | BHeCEHHs 3MiH [0 peecTpauiiHnx MaTepianis: 3MiHM 3a UA/13562/01/03
no 5 a6o 20 kancyn lesenblia a Bignosigac 3a ITanis | Tuny - 3MiHK 3 AKoCTi. FOTOBMI Nikapcbkunii 3aci6. peyenmom
y hnakoHi; no 1 T chrop BTOPUHHY KOHTpOsb roToBoro nikapcbkoro 3acoby. 3miHa
dhnakoHy B nauui KniHiwe ynakoBkY, napameTpiB cneuudikaliii Ta/abo LONYCTUMMX MEX
LWneujanb KOHTPO/b/BUNPOBY roTOBOrO /1iKapCbkoro 3acoby (BHECEHHS 3MiH A0
npenapar BaHHA cepii, [0CbE NiC/A OHOBJ/IEHHSA 3araslbHOI CTaTTi Ha roTOBY
e M6X [03BiN Ha BUNYCK nikapcbky oopmy y AdY/EBponeiichkiii
cepii: Megak hapmakonei) - OHOB/IEHHS AONYCTUMUX MEX
lesenbliadt chrop cneundoikauii ['N13 3a nokasHnkom «MikpobionoriyHa
K/iHiWwe yncToTa» Nicns OHOBMEHHA 3aranbHOl cTartTi Ph.
LLineuianbnpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te M6X,
HimeuyuunHa,;
BiANOBIAATL 3a
BMPOGHMLTBO
Hepo3dacoBaHol
npoAyKuii,
nepBUHHY
yNaKkoBKy,
KOHTPO/b/BUNPOBY
BaHHS cepii:
Xaynt ®apma
Amaper 'm6X,
HimeuunHa;
Hepdapma C.p.J1.,
ITanisa
201. | TEMOMEAAK | kancynu no 140 wr, Mepak HimeyuunH BMPOGHUK, LLIO HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3MiHM 3a UA/13562/01/04
no 5 kancyny lesenblia a Bignosigae 3a ITanis | Tuny - 3MiHK 3 skoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
donakoHi; no 1 T dorop BTOPWHHY KOHTPO/1b FOTOBOrO MiKapcbKoro 3acoby. 3miHa
donakoHy B nauui KNiHiLwe yNaKkoBKY, napameTpiB cneuudikauiii Ta/abo JONYCTUMUX MEX
Lneuianb KOHTPO/bL/BUNPOBY roTOBOro NikapcbKoro 3acoby (BHECEHHS 3MiH A0
npenapar BaHHSA cepii, [0CbE NiCNsi OHOB/IEHHS 3arasibHOT CTaTTi Ha rOTOBY
e M6X [L,03Bi/T HA BUMYCK nikapcbky doopmy y AdY/EBponeiichkiii
cepii: Megak thapmakonei) - OHOBEHHSA AOMYCTUMUX MEX
lesenbwadT drop cneumdikauii N3 3a nokasHMkoM «MikpobionoriyHa
KniHiwe yncToTa» Nicns OHOBIEHHA 3arasibHOT cTartTi Ph.

Lneuiansnpenapa
Te M6X,

Eur. 5.1.4. (Ph. Eur. 2.6.12)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

HimeyvunHa;
BignoBigaTb 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii,
NepBUHHY
yNaKkoBKy,
KOHTPO/L/BUNPOBY
BaHHSA cepii:
Xaynt ®apma
Amaper 'm6X,
HimeyuunHa;
Hepdapma C.p.J1.,
ITanis

202.

TEMOMEAAK

kancynu no 180 wr,
no 5 kancyny
donakoHi; no 1
donakoHy B nauui

Mepgak
e3enbla
b cprop
KNiHiwe
LLneuianb
npenapar
e M6X

HimeyunH
a

BMPOGHUK, LLIO
BignoBsigae 3a
BTOPWHHY
yNaKoBKY,
KOHTPO/b/BUNPOBY
BaHHA cepii,
[,03Bi/T HA BUMYCK
cepii: Megak
lesenbadt drop
KAiHiwe
LLineujanbnpenapa
Te M6X,
HimeyuunHa;
BiANoBiAalTb 3a
BUPOBHULTBO
Hepo3dgacoBaHol
npoAyKuii,
nepBUHHY
yNaKoBKY,
KOHTpPO/b/BUNPOBY
BaHHA cepii:
Xaynt ®apma
Awmaper 'm6X,
HimeyuunHa,;
Hepcapma C.p.J1.,
ITanisa

Himeyunna/
ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHN
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKnii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo JONyCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (BHECEHHS 3MiH A0
[0CbE NiCs OHOBJ/IEHHSA 3arafibHOI CTaTTi Ha roToBY
nikapcbKy doopmy y AdY/EBponeiicbkiii
dhapmakonei) - OHOB/IEHHSA JONYCTUMUX MEX
cneuudikauii M13 3a nokasHnkom «MikpobiosnoriyHa
yncToTa» Nicns OHOBMEHHN 3aranbHOi cTartTi Ph.
Eur. 5.1.4. (Ph. Eur. 2.6.12)

3a
peyerimom

UA/13562/01/05

203.

TEMOMEAAK

kancynu no 250 mr,
no 5 kancyny
donakoHi; no 1
hnakoHy B nauui

Mepak
lesenblia
T cprop
KNiHiwe
Lneuianb
npenapar
e M6X

HimeyunH
a

BUPOBHUK, LLIO
Bignosigae 3a
BTOPVHHY
yNaKkoBKy,
KOHTPO/b/BUNPOBY
BaHHA cepil,
[03BiN Ha BUNYyCK
cepii: Megak

Himeuunna/
ITanis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| Tuny - 3MiHK 3 AKOCTI. FOTOBMIA NikapcbKnii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo 4ONYCTUMMX MEX
roTOBOrO /liKapCcbkoro 3acoby (BHECEHHS 3MiH A0
[0CbE NIC/1A OHOBJ/IEHHSA 3arasibHOI CTaTTi Ha roTOBY
nikapcbky dpopmy y AdY/EBponeiichkiii
hapmakonei) - OHOBIEHHSA AOMYCTUMMUX MEX

3a
peyenmom

UA/13562/01/06
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
le3enbliadt chrop cneupndoikauii [N13 3a nokasHnkom «MikpobionoriyHa
KniHiwe yncToTa» Nicns OHOBMEHHA 3aranbHOT cTartTi Ph.
Lineuianbnpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te M6X,
HimeuyuunHa,;
BiANOBIAAOTH 3a
BMPOGHMLTBO
Hepo3dracoBaHoT
NPOAYKUii,
nepBUHHY
yNaKkoBKy,
KOHTPO/b/BUNPOBY
BaHHS cepii:
Xaynt ®apma
Amaper 'm6X,
HimeyvunHa;
Hepcapma C.p.J1.,
ITanis
204. | TEPA®NKO MOPOLLIOK ANsi XaneoH Lseiiuapi LOENb®APM ®paHuisa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 6e3 UA/5797/01/01
EKCTPA 3I OPa/ILHOIO PO3UUHY; KX CAPN A OPJNIEAH | TMNy - AAMiHICTpaTBHI 3MiHW. 3MiHa peyenma
CMAKOM 1 naket 3 HaliMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHMka
NNMOHA nopotukom; 10 peecTpauiiHoro noceig4yeHHs) 3MiHa Has3Bu
nakeTiB 3 NOPOLLKOM 3aaBHuKa 3 'CK KoHcblomep Xenckep CAP,
Y KapTOHHIi kopobu,i Lsenuapis Ha XaneoH KX CAPJ1, Lseiuapis. 3miHa
afipecu 3asBHVKa He nepeabavaeTbcs. BBefeHHA
3MiH NPOTArom 6-TM MICALIB NiC/A 3aTBePAKEHHSA
205. | TETPAKCUM cycneHsis ans CaHodi ®paHuia BMPOGHMLTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTepianis: 3MiHu 3a He UA/13069/01/01
®ITETRAXIM iH'ekuii no 1 MacTep roToBOro YropwmHa | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peyenmom | niosnsizae
BAKLUVHA nonepeaHL0 Hepo3dhacoBaHOro HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBaXEHHSI
ansa 3arnoBHeHOMY NPOAYKTY, LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
MPO®INAKT wnpuyy no 0,5 mn KOHTPO/1b SIKOCTI, niKapcbKoro 3aco6y, BK/IHYaUU AifbHULL BUMYCKY
KU (1 po3a) 3 BTOPWHHE cepii abo MmicLe NpoBeAEeHHSA KOHTPO/O AKOCTI.
BUNDTEPII, NpUKPINIEHO0 nakyBaHHs, BUMYCK (misnbHICTb, 3a AKy BignoBigae BUPOGHuK/iMnopTep,
NMPABLA, ronkoto (abo 2-ma cepit: BK/IO4a0UM BUMYCK cepili) - 3MiHa Ha3BuW Ta agpecu
KALLUJTIOKY OKpemMmnmu rosaikamn), CaHodpi Mactep, BMPOBHMYOT AinbHULI B M. ByaanewT, wo sBignosigae
(ALENMKONAP | W0 MicTUTb PpaHuin 3a BTOPUHHE NakyBaHHA Ta BUNycK cepiil. TepmiH
HUN cycneHsito 4 NOBHWIA LMKN BBEJEHHS 3MiH NMpoTAroM 6 micAuis nicas
KOMMOHEHT | iH'eKuili, B KAPTOHHIl BMPOOHULITBA, 3aTBEPKEHHS.
)TA Kopobui 3 KOHTPO/Ib SKOCTI,
noniomMieni MapKyBaHHAM BTOPWUHHE
TY yKpaiHCbKo abo nakyBaHHs, BUMYCK
AACOPBOBA | aHrniiicbkoto, abo cepii:
HA, HLLIMMW IHO3EMHUMU CaHodpi Macrep,
IHAKTUBOBA | mosamu; no 1 dpaHuis
HA, PIAKA nonepeaHLo BTOPUHHE
3anoBHEHOMY nakyBaHHS1, BUMyCK
wnpuuy no 0,5 mn cepii:
(1 po3a) 3 CaHodpi-ABeHTiC
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
NPVIKPINIEHO0 3pT., YropwuHa
rosnkoto (abo 2-ma
OKpeMUMU rofikamu),
LLIO MiCTUTb
cycneHsito ans
iH'EKLi/ B KAPTOHHIl
KopobLi, B AKili
MiCTUTbCSA
cTaHAapTHO-
eKCMopTHa ynakoBKa
Ta IHCTPYKUia ans
MeLMYHOro
3acToCyBaHHSA 3
MapKyBaHHAM
yKpaiHCbkoo abo
aHrnilicbkoto, abo
HLUMMK IHO3EMHUMU
MOBaMu
206. | TUDNOKC TabneTku, BKpUTI Mini Benuka Menpo IHAjsA BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiastis: 3MiHN 3a He UA/8062/01/01
060/10HKO10, M0 10 Xenckepe BpuTaHis dapmacbloTukanc | TMNy - AAMiHICTpaTBHI 3MiHW. 3MiHa peuyenmom | nidssizae
TabneTtok y 6nictepi; Nimiteq Mpisart JlimiTeq HaliMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHMka
no 1 6nictepy B peecTpaujiiHoro noceig4eHHs). 3MiHa agpecu
KapTOHHIlA KOpooLi 3as1BHMKa (B1lacHMKa peecTpauiliHoro nocBigYeHHs).
3MiHN BHECEHI y po3ain "Micue3HaxomKeHHs
3a8BHUKA" B IHCTPYKUiIO 4N MeANYHOTo
3acTocyBaHHA NikapCcbKoro 3acoby y 3B'A3Ky 3i
3MIHOI agpecu 3asBHVKa. BBefeHHS 3MiH NpoTArom
6-T1 MicsILIB NiCNs 3aTBEPKEHHS.
207. | Ti®IM BI ®/ PO34MH ANA iH'eKUil CaHodi ®paHuisa Bupo6HuuTBO PpaHuis/ BHECEHHS 3MiH 10 peecTpaljiiiHnx maTepianis: 3MiHK 3a He UA/13057/01/01
TYPHIM VI no 25 mkr/go3sa; no Mactep roToBOro YropwmHa | TMNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom nionsieae
BAKUVHA 0,5mn (1 po3a) y Hepo3dhacoBaHoro HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaIXEHHS
And nonepegHsL0 NPOAYKTY, LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
MPO®INTAKT 3arnoBHEHOMY BTOPUHHE niKapcbKoro 3acoby, BKIHYAUUN AifbHULL BUNYCKY
KN wnpwvui 3 nakyBaHHs, cepii abo MicLe NpoBeAeHHS KOHTPOJTH SKOCTI.
YEPEBHOIO | npukpinsieHow KOHTPOb AKOCTI (gisnbHICTb, 3a Ky BiANOBIAaE BUPOGHMK/iMNopTep,
TADY ronkoto Nel B Ta BMNYCK cepil: BK/THOYAKOUN BUMYCK cepili). 3MiHa Ha3BW Ta agpecu
MONICAXAP KapTOHHI kopo6Lyj; CaHodpi Macrep, BMPOGHUWYOI AinbHMLi B M. ByganewT, wo Bignosigae
NAHA PIOKA no 0,5 mn (1 gosa) y PpaHuin 3a BTOPVHHE NakKyBaHHs Ta BUMYCK cepili. TepMiH
nonepeaHL0 BTopuHHe BBE/EHHS 3MiH NpoTAroM 6 micauis nicns
3anoBHEHOMY nakyBaHHS1, BUMYCK 3aTBEPAKEHHS.
wnpuui 3 cepil:
NpUKPINIEHO0 CaHocdpi MacTep,
ronkoto Nel B PpaHuis
CTaHAapTHoO- BTopuHHe
€KCMOPTHIN nakyBaHHs, BUMYCK
ynakoBLi, aka cepii:
MiCTUTbCA Y CaHodhi-ABeHTiC

KapTOHHI Kopoo6Li 3

3pT., YropwuHa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
iHCTpYKUj€El0 Ans HanoBHeHHs
MeAMYHOro Lnpuuis
3acTOoCyBaHHA (BKIIOYAIOUM
cTepunisyrouy
inbTpavio) Ta ix
iHCNeKTyBaHHs,
KOHTPO/Ib AKOCTI
3a NOKa3HUKOM
CTEPUSbHICTL):
CAHO®I
BIHTPOM
IHOACTPIA,
®paHuisa
208. | TOBI®P/IAMIH | kpanni OuHi, AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a UA/17663/01/01
cycneHsisno 5 mny "KMIBCbK BITAMIHHW | TMNy - 3miHK 3 skocTi. CepTuUdikat peuenmom
chnakoHi nn 3ABO/[", YkpaiHa BignosigHocTi/l E-cepTudikar BignosigHocTi
nonieTueHoBoMy 3 BITAMIHH (BMpPOGHMLTBO 3 €Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
KpanenbHuLero Ta v npoAaykuii in bulk HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
KOHTpOMIEM NepLuoro 3ABO" "Pacpapm C.A.", ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
po3kpuTTA, Nno 1 Ipeuis) €Bponeiicbkili hapmakonei: gns A®l; ons BMXigHoOro
donakoHy y nauui mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCH Y BUPOOHNLTBI ADI; ans
[LOMNOMIXHOT peqoBuHN (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBEPIXEHOr0 BUPOOHUKA -
MoaaHHA OHOB/IEHOTO cepTudikaTta BiAMnoBIgHOCTI
€Bponeiicbkili hbapmakonei R1-CEP 1996-019-Rev
08 (3atBepmxeHo: R1-CEP 1996-019-Rev 07) ans
[ito4oi peyoBUHN fekcameTasoH Bif, 3aTBEPAXEHOIO
BUpo6HMKa Sanofi Chime, ®paHuis. 3miHa
CTOCYETbCA aAMIHICTPATUBHUX AaHNX (3MiHA
topuanyHoi ocobu BnacHvka CEP, yToUHeHHs
afpecy BUpobHMLTBa, 6e3 hakTUYHOI 3MiHW agpecu
BMPOGHMLTBA) (3aTBEpMKeHO: Sanofi Chime,
®paHuis; 3anponoHoBaHo: EUROAPI FRANCE,
PpaHuis).
209. | TOBIPIAMIH | kpanni OuHi, AT Ykpaina PADAPM C.A. Ipeuis BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu - UA/17664/01/01
cycnensisi in bulk: no | "KNIBCbK | TMny - 3miHK 3 AkocTi. CepTudikar
5 MmNy chnakoHi ni BignosigHocCTI/TE-cepTucpikat BignosigHoCTI
nonieTuneHoBomy 3 BITAMIHH €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
KpanenbHuuero Ta 717 HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
KOHTpONEM MepLuoro 3ABO4" abo BUNy4YeHHs cepTudpikata BianoBiAHOCTI

po3kpuTTS, no 100
oNakoHiB y
KapTOHHIl KopooLi

€poneiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ana
[0NOMIXHOT pevoBuHK (cepTudikaT BignoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
MoAaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€poneiicbkii hapmakonei R1-CEP 1996-019-Rev
08 (3atBepaxeHo: R1-CEP 1996-019-Rev 07) ansa
[itoyoi peyoBMHY fekcaMeTasoH Bif, 3aTBEPAKEHOr0
BMpo6HMKa Sanofi Chime, ®paHuis. 3miHa
CTOCYETLCA aAMIHICTPaTUBHUX AaHNX (3MiHa
topuAnYHOI 0cobu BnacHuka CEP, yTOUHEHHS
agpecy BUpo6GHMLTBA, 6e3 hakTUYHOI 3MiHU agpecu
BUpO6HUUTBA) (3aTBEpKeHO: Sanofi Chime,
®paHuin; 3anponoHosaHo: EUROAPI FRANCE,
dpaHuin).
210. | TO/NAH3 10 Tabnetku, Lo ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/20066/01/02
AvcnepryoTbea B dapmacsk dapmachbloTikanc | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenmom | nidsis2ae
POTOBI NOPOXHWHI toTikasc nra. HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS
no 10 mrno 7 nta LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
Tabnetok y 6nictepi; nNiKapcbKoro 3acoby, BKIHOYAUN AifIbHULL BUNYCKY
no 2 6nictepu y cepii abo MicLe NpoBeAeHHS KOHTPOJIH SKOCTI.
KapTOHHIA ynakoBLi; (DisnbHICTb, 3a Ky BiANOBiAaE BUPOGHUK/iMNopTep,
no 10 TabneTtok y BK/THOYAKOUN BUMYCK Ccepild) 3miHa agpecun
6nicTepi; no 3 BMPOGHMWYOT [i/TbHL TOTOBOTO JliKapcbkoro 3acoby,
6nictepu y 6e3 3MiHN (haKTUYHOrO MiCLe3HaXOMKEeHHS
KapTOHHIi ynakosLi BMPOGHMUTBA.
TepMmiH BBeZileHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS.
211. | TONAH35 Tabnetku, Wo ToppeHT IHAis ToppeHT IHAjisa BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTepianis: 3MiHu 3a He UA/20066/01/01
aucnepryroTbes B Papmach PapmacbioTikasc | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peyenmom | niosnsizae
POTOBI NOPOXHWHI oTiKau1C nra. HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBaXEHHSI
no5wr, no7 nig LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
TabneTok y 6nictepi; niKapcbKoro 3aco6y, BK/IHYaUU AifbHULL BUMYCKY
no 2 6nictepu y cepii abo MmicLe NpoBeAEeHHSA KOHTPO/O AKOCTI.
KapTOHHI ynakoBL; ([isnbHICTb, 3a SKy BignoBigae BUPOGHUK/iMnopTep,
no 10 Tabnetok y BK/1HOUAKUM BUMNYCK cepiil) 3miHa agpecu
6nictepi; no 3 BUPOBHMYOT AiNbHULL FOTOBOrO NiKapcbKoro 3acoby,
6nictepu y 6e3 3MiHN (DaKTUYHOTO MICLLE3HaXOMKEHHS
KapTOHHIA ynakoBL,i BMPOGHMLTBA.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEPAKEHHS.
212. | TPABATAH® | kpanni o4Hi, 40 Hosapric Lseiiuapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu 3a UA/12422/01/01
MKr/M, no 2,5 mny ®Papma Al a | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyernmom

doNaKoHi-
KpanesnbHuui; no 1
a60 no 3 dh1akoHu-
KpanenbHuui B
NMPOMIiXHi ynakoBLi
3 (ponbrn B KOPOOL
3 KApTOHY

hapMakoHarnisgy. 3miHa 4actoTv Ta/abo TepMmiHiB
NoAaHHs perysisipHo OHOBJIIOBAHWX 3BITiB 3 6e3neku
nikapcbknx 3acobiB - 3MiHM Y YacToTi Ta garax
NOAAHHSA PeryssipHO OHOBJIHOBAHOTO 3BITY 3 6e3neku.

Litoya pepakuis: Yactota nofaHHs perynsipHo
OHOBJ1HOBAHOrO 3BiTYy 3 6e3neku 1 pik. KiHueBa gata
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

015 BKNOYEHHA AaHnx o PO3b - 28.02.2018 p.
Jata nogaHHs - 08.05.2018 p. MNMponoHoBaHa
pepakuis: YactoTa nogaHHsa perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekun 5 pokis. KiHueBa
nara ans skaoyeHHs gaHnx o PO3b - 28.02.2027
p. JaTta nogaHHs - 29.05.2027 p. PekomeHa0BaHo
[0 3aTBEpKEeHHS BiAMOBIAHO A0 NepioANYHOCTI
nofaHHA perynsapHoO OHOB/OBaHUX 3BITiB 3 6e3nekn
nikapcbkunx 3acobis y EC

213.

TPAMAAON-
3H

Kancynu no 50 mr;
no 10 kancyny
6nictepi; no 1, 2 abo
3 6nictepu y
KopoOLi 3 KapTOHY

TOBAPKC
TBO 3
OBMEXE
HOKO
BIANOBIA
AJNIbHICT
0
«KOPTOP
AlIA
«300POB
"A»

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBIAANbHICTIO
"XapkiBCbke
hapmaueBTUyHe
nignpMeEMCTBO
"3p0poB'a
Hapogy"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHuxX MaTepiasiis: 3MiHa
3asBHUKa J13 (MIBIM) (BnacHWka peecTpaviiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460). BBeAeHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS. 3MiHM | TUNy - 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHnx npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
[AaHvX Npo cuctemy chapmakoHarnsgy, 3MmiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[jiCHEHHS1 hapMakoHaraay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHuKa AN 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOIT 3a
3fiicHeHHs hapmakoHarnagy (Bkiroyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
paiina cuctemu hapmMakoHarnaay).
3MiHa YyNOBHOBaXXEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHarag. [irova
pepakuis: LesyeHko OneHa IropisHa. MponoHoBaHa
pegakuisi: MaHoBa OneHa MukonaisHa. 3MiHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANoBiAabHOI 3a hapmakoHarnsg.
3MiHa HoMepa MacTep-thaina cuctemm
chapmakoHarnsgy.

3a
peyenmom

UA/7148/02/01

214.

TPAHEKCAM
OBA
KACNOTA

KpucTaniyHmi
MOPOLLIOK
(cy6eTaHuis) y
noaBinHMX
nonieTuIeHoBMX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHS

MpAT
"Jlexkxim-
Xapkis"

YKpaiHa

XYHAH
JIOHITIHF
®APMACBIOTIK
AN Ko., NTA,

Kutait

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
YTOUYHEHHS1 HAaNUCaHHA Ha3BU BUPOGHMKA B
Hakasi MO3 YkpaiHu Ne 1808 Big 18.10.2023 B
npoueci BHECEHHA 3MiH (3MiHK | TUny - 3MiHK 3
akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignosigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA

UA/15830/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepTudikaT Bif, y)Xe 3aTBepXEeHOro BUPOOHUKA -
nofaHHs OHOBJ/IEHOro cepTuddikara BiANoBIAHOCTI
€Bponeiicbkiit hapmakonei R1- CEP 2006-142- Rev
03 oA A®| TpaHekcamoBa kucnoTa Big
3aTBepmxeHoro BupobHuka HUNAN DONGTING
PHARMACEUTICAL CO. LTD, Chinay 38'a3ky 3
[0[aBaHHAM AifIbHULb MPOMKHOT MPOAYKL;i.
MponoHoBaHa pepakuis: R1- CEP 2006-142- Rev 03
Production of intermediate(s): JIANGSU PANOXI
CHEMICAL CO., LTD. (No. 6-2 Xingang Road
Economic Development Zone China-225 404
Taixing City, Jiangsu Province); SHANDONG
MINDE CHEMICAL CO., LTD. (Yishui Lushan
Economic Development Zone China-276 400 Linyi
City, Shandong Province); SUZHOU JINGYE
MEDICINE & CHEMICAL CO., LTD (No, 88 Sanlian
Street Jinfeng Road, Suzhou New District China-215
129 Suzhou City, Jiangsu Province); FUJIAN
CHUXING PHARMACEUTICAL CO., LTD (No. 80
Mapu street, Yongxi Village, Qingzhou Town, Sha
County China-365 507 Sanming City, Fujian
Province). Production of Tranexamic acid: XYHAH
OOHITIHI ®APMACBIOTIKA KO., NTA. (doHxunaH
Poap Nel6 fewaH AicTpikT Kutain — 415001 YaHrge,
npoB.iHuis XyHaH) / HUNAN DONGTING
PHARMACEUTICAL CO. LTD (Dongyan Road Ne
16 Deshan District China — 415001 Changde, Hunan
Province). Pepakuis B Hakasi - XyHaH [OHITiHr
dapmacsbtoTikan Ko., /Ta., Kutaii. BipHa pegakuis -
XYHAH AOHITIHI ®APMACBLIOTIKAN KO., NTA.,
Kutaii.

215.

TPNHOMIA®

kancynu TBepai no
100 mr/20 mr/10 mr
no 7 kancyny
6nictepi; no 4
6nicTepu B
KapTOHHIA Kopoo6Li

®deppep
IHTepHaui
OHaUTb,
C.A.

IcnaHis

®eppep
IHTepHaujioHasb,
CA.

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickbkili hapmakonei: gns A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBILHOCTI
€Bponeiicbki thapmakonei) - Hoeuin ceptudikaT Big,
BXe 3aTBEepPAKEHOro BUPOOHYMKa - NOAAHHSA HOBOrO
cepTudikaTa BiANOBIAHOCTI EBPONEiCHKIlt
tpapmakonei Ne RO-CEP 2021-102 - Rev 00 g5
Ailo40i peyoBMHM ATOpBacTaTUHY KausbLiito Tpurigpar
Process Il Big Bxe 3arBepakeHoro supobHuka Ind-
Swift Laboratories Limited, IHgis. 3miHu | Tuny -

3a
peyenmom

UA/15408/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3miHu 3 sKocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - HoBui cepTudikaT Big,
BXe 3aTBepAXeHOro BUpPo6HYMKa - NoAaHHSA HOBOrO
cepTucpikaTa BignoBiAHOCTI EBpONEiChKilt
thapmakonei Ne RO-CEP 2018-059 - Rev 02 gns
Ailo40i peyoBMHM ATOpBacTaTUHY KasbLiito Tpurigpat
Bifl BXe 3aTBeppKeHOro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3MiHu |
TMny - 3MiHKM 3 AKkocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
noAaHHs OHOBJIEHOTO cepTudikarta BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2012-035 -
Rev 01 (3atBepmxeHo: R1-CEP 2012-035 - Rev 00)
[Ans Oil4oi peyoBrHY ATOpBaCTaTUHY KaslbLiito
TpUriapaT Bif, BXe 3aTBepAKeHOro BUpobHrka TEVA
PHARMACEUTICAL INDUSTRIES LTD. Ak
Hacnigok, 3miHn B MKA /13 B p. «Cknag»
(3atBepaxeHo: TEVA API INDIA LTD, India;
3anponoHoBaHo: TEVA PHARMACEUTICAL
INDUSTRIES LTD.). 3miHu | TMny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikat
BifNoBigHOCTI €Bponelicbkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BWYYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBEpIKEHOr0 BUPOOHUKA -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
noAaHHs OHOBJIEHOTO cepTudikarTa BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne RO-CEP 2021-102 -
Rev 01 ans gitoyvoi peyosnHn ATopsacTtaTuHy

KanbLjto TpUrigpar Bif BXe 3aTBEPAXEHOro
BMpo6HuKa Ind-Swift Laboratories Limited, IHAjs.
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro ab0 OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif, y)Xe 3aTBepIXEHOro BUPOOHUKA -
nofaHHs OHOBJ/IEHOro cepTuddikara BiANoBIAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2001-297 -
Rev 07 (3atBepmxeHo: R1-CEP 2001-297 - Rev 06)
ONs Ajlo4vol pevyoBrHU Paminpun Big, Bxe
3aTBEPKEHOIO BUPOGHMKA, SKWIA 3MIHNB Ha3By 3
SANOFI-AVENTIS DEUTSCHLAND GMBH Ha
EUROAPI GERMANY GmbH. 3MiHu | Tuny - 3miHn 3
akocTi. CepTudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BWyYEHHS cepTudpikaTta BiANoBigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif y)Xe 3aTBepAXEHOro BUPOOHUKA -
nofaHHs OHOBJ/IEHOro cepTuddikara BiANoBiAHOCTI

Rev 02 ans gitouoi peyoBmHW ATopBacTaTviHy
KauibLito TpUrigpar Bif, BXe 3aTBepAXeHoro
Bupo6Huka TEVA PHARMACEUTICAL

INDUSTRIES LTD., India. 3mitu | Tvny - 3miHu 3

BifNoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI

€sponeiicbkiii hapmakonei Ne R1-CEP 2012-035 -

aKkocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT

€Bponeiicbkili hapmakonei: gna A®l; ons BMxigHoOro

mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA

cepTuddikaT Bif y)xe 3aTBepAXEHOro BUPOOHUKA -
noAaHHs OHOBJIEHOTO cepTudikarta BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne RO-CEP 2018-059 -
Rev 03 ans gitouoi peyosmHn AtopsactaTuHy
KanbLjto TpUrigpar Bif BXe 3aTBEPAXEHOro
Bupo6bHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD., India. 3minu | Tvny - 3miHun 3
akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
noJaHHA OHOB/IEHOTO cepTudikarta BifgnoBifHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2018-059 -
Rev 00 ansa gjtoyoi peqyoBuHYU ATopBacTaTuHy
KanbLiito Tpurigpar Bif BXe 3aTBEPAXEHOr0
Brpo6HMKa TEVA PHARMACEUTICAL
INDUSTRIES LTD., India. 3miHu | T1ny - 3miHu 3
akocTi. Ceptudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BWyYEHHS cepTudpikaTta BiANoBIigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif y)Xe 3aTBepXEHOro BUPOOHUKA -
nofaHHs OHOBJ/IEHOro cepTuddikara BiANoBIAHOCTI
€Bponelicbkiit hapmakonei Ne RO-CEP 2021-102 -
Rev 02 ans gitouoi peyoBmHW ATopBacTtaTviHy
KauibLLito TpUrigpar Bif, BXe 3aTBepXeHoro
BMpo6HMKa Ind-Swift Laboratories Limited, IHAjs.
3miHu | TUny - 3miHu 3 skocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI

ab0 BUYyYEHHS cepTudikaTta BignoBigHOCTI

€Bponeiicbkiii hapmakonei: ans API; ans BUXigHOro
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n/n

JliKapcbKo20

Hassa

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
noJaHHA OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei CEP R2-CEP 1993-007-
Rev 06 (3aTBepmxeHo: R2-CEP 1993-007-Rev 05)
0019 Ail0YO0T peYOBUHM KACNOTU aueTuicaniuniosoi
Bif BXe 3aTBepkeHoro BupobHuka Novacyl,
France. CEP fonoBHEHWIA OLHKOK PU3MKIB LLOA0
efleMeHTHUX AOMILLOK BignosigHo o sumor ICH
Q3D Guideline for elemental impurity

216.

TPNXONON®

Tabnetku no 250 wmr;
no 10 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHIW nayu,i

dapmaueB
TUYHWIA
3aB0[

"MNOJNTIb®A

PMA" C.A.

Monblua

dapmaLleBTUYHNIA
3aBog
"MONb®APMA"
C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicHeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
BiAMiHHA BiJ, YNOBHOBaXXeHOI 0co6u, BignoBigaibHOT
3a 34jiicHeHHs hapmMakoHaragy (BKIyatum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asBHUKA, Bi4NOBIgaIbHOI 3a
hapmakoHarnsg, B Ykpaii.

[Oitova pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakuis: Tecntok OneHa
BonognmmupisHa. 3MiHa KOHTaKTHUX JaHWUX
KOHTaKTHOT 0CO6U 3as1BHWKA, BiANOBigabHOI 3a
hapmakoHarnag B YkpaiHi

3a
peyenmom

UA/1306/01/01

217.

TPOKCETEN

b®

renb 2 %; no40ry
Ty6i; no 1 1y6i y
nauuj i3 KapToHy

MAT
"Kuismegn
penapat"

YKpaiHa

MAT
"KuiBmegnpenapa
T

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHN
| Tuny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTponb fonoMikHUX peyoBrH. 3MiHa napameTpis
cneuudikayin Ta/abo gonycTummnx Mex ans
[L,0MOMDKHOT peYOBMHM (iHLLT 3MiHW) - BHECEHHS 3MiH
[0 cneumndikaii Ha AONOMDKHY peYoBUHY
TpomMeTamon 3a NokasHMKOM «laeHTudikauis», y
3B'A3KY 3 NPMBEAEHHAM [0 BUMOr MoHorpadii EP
1053 Trometamol; 3miHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPOb AOMOMDKHUX
peyoBuH. 3MiHa y MeTogax B1NpobdyBaHHs
[0NOMDKHOT peqoBUHYM (iHLLI 3MiHW Y MeTogax
BUNPOOYBaHHA (BK/THOHA0UM 3aMiHy ab0
[ofaBaHHs)) - BHECEeHHs 3MiH 0 METOLIB KOHTPO/O
Ha AONOMiXHY peyoBrHy TpomeTamon 3a

6e3
peyenma

UA/1083/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

noKa3HUKOM «laeHTudikauis», y 38'a3ky 3
npuBefeHHAM A0 BUMor moHorpadii EP 1053
Trometamol; 3miHu | TNy - 3MiHW 3 SIKOCTi. FTOTOBWIA
nikapcbknii 3aci6. KOHTPOb AONOMDKHMX PEYOBUH.
3miHa napameTpiB cneyudikaii Ta/abo
[ONYyCTUMMX MEX A/151 AONOMDKHOT peHOBUHYM (IHLLI
3MiHN)

CynyTHSA 3MiHa
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b fOMOMIKHUX peyOBUMH (iHLi 3MiHW) -
BHeceHHs 3MiH [0 cneuudikauii Ta meTogis
KOHTPO/I0 Ha JOMOMKHY peqyoBuHy TpomeTamon 3a
n. «Mikpob6ionoriyHa YACTOTaw, y 3B'A3KY 3
npuBeaeHHAM A0 BUMor moHorpadii APY/EP 5.1.4
(kpuTepii NpuitHsTHocTi: TAMC 10° KYO B 1r; TYMC
10°KYOB 1)

218.

YNbTPAKAIH
® p-C

PO34UH A5 iH'EKLLA
[Ans BUPOGHMKa
CaHodi-ABeHTIiC
[Loiunang MméX,
Himeuumnna: amnynu:
Ne 100 (10x10): no 2
M1 B amnyni; no 10
amnyn y KapTOHHIl
YapyHKOBIl
ynakosLi; no 1
KapTOHHIW
YapyHKOBIli ynakoBLyi
B KapTOHHilA
Kopo6ui; no 10
KapTOHHMX KOPOOOK,
06TArHEHVX NIBKOKO
LMhIEHOBOID;
KapTpuaxi: Ne 100
(10x10): no 1,7 mny
KapTpuaxi; no 10
KapTpuaxis B
KapTOHHIlA
YapyHKOBIN
ynakosui; no 10
KapTOHHMX
YapyHKOBUX
yNaKkoBOK Y
KapTOHHI Kopo6Lyj;
Ans BUPOGHMKa
JENBOAPM
LDKOH, ®paHuis:
amnynu: Ne 100

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHochi-ABeHTIC
[Joiunang Mv6X,
HimeuunHa;
OENBbOAPM
ODKOH, ®paHuisa

Himeuunna/
®paHuisa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaMKEHHS
LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOYaUM AifbHULi BUNYCKY
cepii abo MicLe NpoBeAeHHS KOHTPOJTH SKOCTI.
(DisnbHICTb, 3a Ky BiANoBiAae BUPOGHUK/iMNopTep,
BK/IIOYAKOUM BUMYCK Cepiil) AgMiHicTpaTuBHa 3MiHa
agpecy BUpo6Huka /13, BignoBiganbHOro 3a NoBHWIA
LIMKN BUPOBHULTBA BKIOYAKOYM BUMYCK Cepil, 3
METOI NPVYBEAEHHS Y BiAMNOBIAHICTb 4O OHOBIEHOIO
opuriHanibHoro GMP cepTtudikaTy Ta niLeHsii Ha
BMPOOHULITBO. Ha3Ba Ta BUPOGHMYA AiNTbHULSA
3a/mwaroTbes 6e3 3MiH, BCi BUPOOHUYI onepadvi
3a/MLWaTbCs He3MiHHUMK. [liloya pefakuyis:
CaHodpi-ABeHTic [oiunaHg M6X IHaycTpinapk
XboxcT-BproHiHrwTpacce 50, H500, H590, H600,
H750, H785, H790, H821, ®paHkdypT-Ha-MaliHi,
lecceH, 65926, HimeuunHa Sanofi-Aventis
Deutschland GmbH Industriepark Hoechst-
Brueningstrasse 50, H500, H590, H600, H750,
H785, H790, H821, Frankfurt am Main, Hessen,
65926, Germany. NponoHoBaHa peakuis:
CaHodi-ABeHTic [loitunaHg Mm6X BpioHiHrwTpacce
50, IHgycTpinapk XboXcT, 65926 ®paHkdypT-Ha-
MaiiHi, HimeuunHa Sanofi-Aventis Deutschland
GmbH Brueningstrasse 50, Industriepark Hoechst,
65926 Frankfurt am Main, Germany. 3MiHV1 BHECEHO
B IHCTPYKL,iO 415 MeANYHOro 3acTocyBaHHS
NiKapCbKOro 3acoby WoA0 MiCLie3HaxX0mKeHHs
BMPOOHUKA 3 BigNOBIAHNMM 3MIHAMM Y TEKCTI
MapKyBaHHS1 yNakoBKW J1ikapCbKoro 3acoby.

3a
peyenmom

He
nionsieae

UA/3406/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(5x2x10): no 2 mn B BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
amnyni; no 5 amnyn 3aTBEPAKEHHS
y NonicTMponoBiii
ynakosLi; no 2
nonicTMpOIoBI
yrnakoBKku B
KapTOHHI Kopo6Lyj;
no 10 KapTOHHUX
KOpPO6OK,
06TATHEHWX MANIBKOKO
UMdpIEHOBOKO
219. | YNbTPA®PAC | renb2,5%no30r PapmaueB MonbLla dapmaueBTUUHWI Monbwa BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3MiHu 3a UA/9278/01/01
TUH abo 50 ry Ty6i; no 1 TUYHWI 3aBof, | TNy - 3miHK Woao 6e3nekn/edekTVBHOCTI Ta peyenmom
Ty6i y KApPTOHHiIl 3aB0[, "MONb®APMA" thapmakoHarnsgy. BeeneHHs abo 3miHu fo
Kopoobui "TMONb®A C.A. Biggin y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
PMA" C.A. MepnaHa B Cepaggsi (BBEAEHHSA y3araslbHEHUX AaHVX NPO cMcTeMy
thapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHOT 0COOU 3asiBHUKA, BigNoBigabHOI 3a
hapmMakoHarnag B YKpaiHi.
[itova pepakuin: TaHacoBa 3opsiHa MukonaisHa.
MponoHoBaHa pegakuis: Tecntok OnexHa
BonoanmupiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3asBHUKA, Bi4NOBIgaIbHOI 3a
hapMakoHarnsg B YKpaiHi
220. | YPOBYTVH Tabnetku, 5 mr, no Akkopg, Monbwa Brvpo6HMuTBO IHais/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a He UA/19193/01/01
10 TabneTok y Xerickea nikapcbKkoro ManbTta/ | TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKMiA 3aci6. peyernmom nionsieae
6nicTepi; no 3 Moncka 3acoby, NepBUHHE ITania/ 3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
6nictepn y nauui Cn. 3.0.0. Ta BTOPUHHE Yexis/ CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSIO AKOCTI
nakyBaHHs, Benvka roTOBOro Mikapcbkoro 3acoby (3amiHa abo
KOHTPO/b AKOCTI BputaHis/ [ofaBaHHsA BUPOOHNKA, LLO BiANoBifa€e 3a BBE3EHHS
cepii: MonbLia Ta/abo Bunyck cepii) - He Bkovaroumn
IHTac KOHTPONb/BMNPOGYBaHHSA cepii - fofaBaHHA

PapmacbioTikasc
Nimiten, IHaisA
Bnpo6HMLUTBO

nikapcbKkoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS:
IHTac
dapmacbroTikanc

OiNbHWLI, WO BignoBigae 3a BUNycK cepii AKKOPA,
Xenckea lNoncka Cn.3 0.0. Cknag, Imnoprepa Byn.
JNlytomepcka 50, Ma6'aHiue, 95-200, MonbLlua/Accord
Healthcare Polska Sp. z.0.0. Magazyn Importera ul.
Lutomierska 50, Pabianice, 95-200, Poland. 3miHu
BHeCeHi B po3ainn "BupobHuk" Ta
"MicLe3HaxoMKeHHs1 BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 AisNbHOCTI" B iIHCTPYKLito Anst
Me[MYHOro 3aCTOCYBaHHS Y 3B'3Ky 3 BBEAEHHAM
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Nimitea, IHAjsa [04aTKOBOT BUPOGHMYOT AiNbHULI, BiANOBIAA/IBHOI 3@
KOHTponb AKoCTi: BUMYCK Cepii, Ta K HACNIAOK - BBEAEHHS TEKCTY
dapmagokc MapKyBaHHS YNakoBKM /ikapCbKoro 3acoby A/s
Xenckea Jlimitea, [04aTKOBOT BUPOGHMYOT AiNbHULI. BBEAEHHS 3MiH
ManbTa NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS; 3MiHN |
KOHTpOsb AKOCTi: MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta
NABAHANIBIC thapmakoHarnsgy (iHwi 3mMiHn) - OHOBEHHS
C.P.N., Itanis 3aTBEPXXEHOIO TEKCTY MapKyBaHHA NepBUHHOT Ta
KOHTpOsb AKOCTi: BTOPVHHOT YNaKOBKM /iKapCbKOro 3aco6y 3 METO
TOB AJIC Yecbka YHichikauii TEKCTIB MapkyBaHHS A1 060X BUPOOHUKIB
Pecny6nika, Yexis nikapcbkoro 3acoby. BBeaeHHs 3MiH MPOTSAroM 6-Tu
KoHTpornb skocTi: MiCALIB MiCNSA 3aTBEPAKEHHS
TOB AJIC Yecbka
Pecny6nika, Yexis
Jopatkosa
OinbHUUS 3
NepBUHHOTO Ta
BTOPWHHOTO
nakyBaHHS:
AKKOP[,
XENICKEA
NIMITE/L, Benvka
BpuTaHis
BignosiganbHwii
3a BUNyCK cepii:
AKKOP[,
XENICKEA
NIMITE/L, Benvka
BpuTaHis
BignosiganbHwii
3a BUNyCK cepii:
Akkopg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
Monblua
221. | YCNOKOu Tabnetku, no 20 TOB YkpaiHa 3AT CaHToHika NintBa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHN 6e3 UA/7857/01/01
TabneTok y 6nictepi; "Martepia | TMNY - 3MiHKW 3 AkocTi. CepTudikar peyenma
no 1 6nictepy y Mepauka- BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
KapTOHHI Kopoobui YkpaiHa" €Bponeiicbkin hapmakonei/moHorpadii. 3miHu,

noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponelicbkoi thapmakonei, abo iHWOI HalioHa/IbHOT
thapmakonei aepxasu EC (3miHa y cneyndikauisix,
nos'szaHa 3i 3miHamu B 1dY, abo €Bponeiichkili
thapmakonei, abo iHLWii HauioHanbHIl hapmakonei
aepxasun €C). 3miHa y crneumdikauii BuxigHoro
npoaykty. 3MiHa y cneuudikauii BUXigHOro npoaykTy
«Zincum valerianicums, 1|0 BUKOPUCTOBYHOTHCS Y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BMPOGHMYOMY npouieci A®l, obymoBneHa
npvBefeHHAM iy BignoBigHICTb A0 aKTyanbHOI
MoHorpadii HimeupKoi romeonatuyHoi hapmakonei
Ta 3arasibHOi MoHorpadii «MaTpuyHi HaCTOAHKM ANs
romeonaTtunyHmx 13» EP.
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu E€C (3miHa y cneyudikauisx,
nos's3aHa 3i 3miHamu B 1®Y, abo EBponeiicbkil
thapmakonei, abo iHLWii HalioHanbHIl hapMakonei
nepxasun €C) - 3miHa y cneyudikauii BuxigHoro
npoaykTy «Cimicifuga», L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci A®Il, obymoBneHa
npusefeHHsAM 11y BIAMNOBIAHICTb A0 aKTyasibHOI
MoHorpadii HimeLpKoi romeonatuyHoi hapmakonei
Ta 3aranbHoi MoHorpadii «MaTpuyHi HaCTOAHKM AN
romeonatnyHux N13» EP. 3minu | Tuny - 3miHm 3
akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechkili
thapmakonei/MoHorpadii. 3mMiHu, nos'a3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei fgepxasu €C
(3miHa y crneumdikanisx, nos'a3aHa 3i 3miHaMu B
Loy, abo €poneiickkili hapmakonei, abo iHLil
HauioHasnbHiln chapmakonei gepxasu €C).
3miHa y cneuymdikauii BUXigHOro NpoaykTy «lgnatia,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHMYOMY npoueci AdI,
06ymoBieHa NpuBeAeHHAM iy BifNOBIAHICTb A0
akTyasibHOi MoHorpadii HimeLpKoi romeonaTtnyHol
thapmakonei Ta 3aranbHoi MoHorpadii «MaTpuyHi
HaCTOSHKM AN19 romeonaTnyHux /13» EP. 3MiHn |
Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax cneuucpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Yy cneuudikauisx Ha Adl, abo
BVXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
(BUTYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpvknag, BUTy4YeHHs 3acTapisioro NokasHrka)).
BunyyeHHs He3HaYHOro nokasHuka skocTi «ETaHon»
i3 cneumdikauii BUXigHOro NpoaykTy «Zincum
valerianicum», L0 BUKOPUCTOBYETLCS Y
BUpo6HMYOMY npoueci A®I. BignosigHo fo
3arasibHOi MoHorpadii «MaTpuyHi HaCTOAHKM Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

romeonaTnyHux J13» EP, AKL0 npoBOAMTLCA
BU3HAYEHHSA BiIHOCHOI IYCTUHW, BU3HAYEHHSA BMICTY
eTaHonNy He NoTpibHe. Y 3B’A3Ky 3 TM, Lo
napameTp «BigHocHa rycTuHa» BKIOYEHO B
cneumaikalito BUXiZHOro NPoAyKTy, napameTp
«ETaHon» BBaXAETbCA HECYTTEBUM | BUSTYYEHO i3
cneumdikauii. 3MiHy | Tuny - 3MiHM 3 aKkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax creumdikawii
Ta/abo fonyCTUMMUX MEX, BUSHAUEHUX Y
cneuudikayisx Ha A®l, abo BYXigHWIA/NPOMIKHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMpOo6HULTBA AP| (BUyHEHHA HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUNyYeHHs
3acTapifioro nokasHuka)). BuiyyeHHsi He3HauyHoro
nokasHuka sikocTi «ETaHon» i3 cnevuudikawii
BMXigHOro npoaykty «Cimicifuga», wo
BMKOPUCTOBYETHLCS Y BUPOGHMYOMY npouieci AdDI.
BignosigHo Ao 3arasibHOi MoHorpadii «MaTpuyHi
HaCTOSIHKM N8 romeonatuyHnx M13» EP, akwo
NPOBOANTLCA BU3HAYEHHS BiAHOCHOT IyCTUHU,
BM3HAUYEHHS1 BMICTY €TaHOMy He NOoTPiGHe. Y 3B’A3Ky
3 TUM, WO napameTp «BigHOCHa rycTHa» BK/IOYEHO
B crieuudikaLito BUXiAHOTO NPOAYKTY, napameTp
«ETaHon» BBaXAETbCA HECYTTEBUM | BUSTYYEHO i3
cneumdikauii. 3MiHy | Tuny - 3MiHM 3 aKkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax creumdikawii
Ta/abo fonyCTUMMNX MEX, BUSHAUEHUX Y
cneuudikayisx Ha A®l, abo BYXigHWIA/NPOMIKHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HULTBA AP| (BUyYEHHA HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUNyYeHHs
3acTapifioro nokasHuka)). BuiyyeHHsi He3HayHoro
nokasHuka sikocTi «ETaHon» i3 cnevuudikawii
BUXiAHOrO NpoaykTy «Ignatia», wo
BMKOPUCTOBYETHLCS Y BUPOGHMUYOMY npouieci AdDI.
BignosigHo Ao 3arasibHOi MoHorpadii «MaTpuyHi
HaCTOSIHKM N8 roMmeonatuyHux N13» EP, akwo
NPOBOANTLCA BU3HAYEHHS BiAHOCHOT IyCTUHU,
BM3HAUYEHHS1 BMICTY €TaHOMy He NOTPiGHe. Y 3B’A3KYy
3 TUM, WO napameTp «BigHOCHa rycTHa» BK/IOYEHO
B crieuudikaLito BUXiAHOTO NPOAYKTY, napameTp
«ETaHon» BBXAETLCA HECYTTEBUM | BUSTYYEHO i3
cneumdikauii. 3MiHy | Tuny - 3MiHM 3 aKkocTi. AdI.
KoHTponb A®I (iHLWi 3MiHW).

BeegeHHs koHTponto A®I Cimicifuga C200, Ignatia
C200, Zincum valerianicum C200. 3minu Il TUnYy -
3MiHu 3 skocTi. A®l. Bupo6HMLUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIXKHOTO
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JliKapcbKo20
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(nikapcbka chopma,
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KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NPOAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKaA
(Brntovaroun, ge HeobxigHoO, MicLe NPoBeAEeHHS
KOHTposto sikocTi) APl (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPMKEHOMY [0CHE)(iHLWI 3MiHM). 3MiHA
BMPOGHMKa BMXIAHOrO NPOAYKTY, L0
BMKOPVCTOBYOTLCS Y BUPOGHUYOMY npoLeci AdI
(3MiHa BMpO6HUMKa BUXIAHOrO NPOAYKTY «Zincum
valerianicum») 3 OOO NPF “Farm VILAR” Ha
Herbamed AG. 3miHu Il Tuny - 3MiHu 3 AkocCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BMXi4HOro/MPOMiXXHOrO NpoAyKTy/peareHTy, Lo
BVKOPWCTOBYHOTLCS Y BUPOOHUYOMY npoLeci AdI,
abo 3miHa BUpo6HWKa (BKIOYatoun, ge HeobxigHo,
MicLie NpoBeAeHHS KOHTposIo akocTi) AdI (3a
BiICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepxeHoMy
[0cbe)(iHWi 3MiHM). 3MiHa BUPOBHWMKA BMXigHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHNYOMY
npoteci A®| (3miHa BUPOBHMKa BUXiLHOIO NPOAYyKTY
«Cimicifuga») 3 OO0 NPF “Farm VILAR” Ha
Herbamed AG. 3miHu Il TUny - 3MiHu 3 AkocCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BWXi4HOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BVKOPWCTOBYHOTLCS Y BUPOOHUYOMY npoLeci AdI,
abo 3miHa BUpOOHWKa (BKIOYatoun, e HeobxigHo,
MicLie NpoBeaeHHs KOHTpOsIo akocTi) AdI (3a
BiICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepxeHoMy
[0cbe)(iHWi 3MiHn). 3MiHa BUPOBHWMKA BMXigHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHNYOMY
npoteci A®| (3miHa BUPOBHMKa BUXiLHOIO NPOAyKTY
«Ignatia») 3 OO0 NPF “Farm VILAR” Ha Herbamed
AG.

222.

DAPMAKCOH

PO3YMH ANS iH'EKLIN,
250 mr/mn no 2 mn
abono 4 mns
amnyni, no 5 amnyn
B Nauylj 3 KapToHy

TOB
«PAPMA
CEN»

YKpaiHa

MoBHWIA LyKN:
TOB
«®PAPMACE/N»,
Ykpaina
a6o
BTopuHHa
ynakoBka,
KOHTPO/b!
XONOMAK
depnakyHrcTexHikK
m6X, HimeuunHa,;
Brvpo6HMuTBO
Hepo3dgiacoBaHoi

Ykpaina/
HimeyuunHa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
YTOUHEHHS1 HanucaHHsA BMPOGHUKIB B Hakasi MO3
YkpaiHu Ne 306 Big 22.02.2024 B npoueci
BHECEeHHA 3MiH. Pefakuis B Hakasi - MoBHWI LMK:
TOB «®APMACE/1», YkpaiHa; BTropvHHa ynakoBka,
KoHTponb: XOJIOMAK depnakyHrcTexHik MoéX,
HimeyunHa; BupobHMUTBO Hepo3dacoBaHoi
NPOAYKLIi, NepBUHHA Ta BTOPMHHA YNakKoBKa,
KOHTponb: XOJIOMAK depnakyHrcTexHik MvoéX,
HimeuumnHa; KoHTponb, Bunyck cepii: TOB
«®APMACE/», YkpaiHa. BipHa pepgakuis -
MoBHwMii uukn: TOB «®APMACE/», YkpaiHa a6o
BTOpUHHA ynakoBKa, KOHTponb: XOJIOMAK

3a
peyerimom

UA/13932/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
npoaykKuii, ®depnakyHrcTexHik F'mM6X, HimeuuunHa;
nepBuHHa Ta Bupo6HULTBO Hepo3dacoBaHOi NPOAYKLii,
BTOPUHHA nepBUHHAa Ta BTOPUHHA YNaKoBKa, KOHTPO/b:
yMakoBKa, XONOMAK ®epnakyHrctexHik Fm6X, HimeuuuHa;
KOHTPONb: KoHTponb, Bunyck cepii: TOB «®APMACE/»,
XONOMNAK YkpaiHa.
depnakyHrcTexHik
rm6X, HimeuunHa,;
KoHTpOsib, BUNycK
cepii:
TOB
«®APMACE/»,
YkpaiHa
223. | ®EMOCTOH TabneTku, BKPUTI A660TT HigepnaH AGGOTT HinepnaHay | BHECEHHs 3MiH 0 peecTpauiliHnx maTtepianis: 3MiHu 3a UA/13464/01/01
® KOHTI MIHI | nniBkoBoOO Xerickea an Bionompkukans | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NikapCbKMii 3aci6. peyernmom
o6onoHkoto, no 0,5 Mpopaktc B.B. KOHTpO/1b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN)
Mr/2,5 mr; no 28 B.B. HesnauHa 3MiHa B TekcTi MKA /13, 3a nokasHuKom
TabneTtok y 6nictepi; "KinibkicHe BU3Ha4eHHs" meTogom BEPX. 3MiHu |
no 1 a6o no 3 TMny - 3MiHM 3 AKOCTi. [OTOBWMIA Nikapcbkunii 3aci6.
6nictepu B KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHW)
KapTOHHI KOpoobLyi HesHauHa 3miHa B TekcTi MKA /13, 3a NoKa3HMKOM
"OAHOPIAHICTb A030BaHMX OAMHULL" METOAOM
BEPX.
224. | PINCTUM® PO34MH A1 iH'EKLIN, TOB "3 Ykpaina TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasnis: 3MiHu 3a UA/14300/01/01
0,3 mr (30 mnH "BIODPAP "BIO®APMA" | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
MO)/1 mn; no 1 mn MA" 3MiHM Y BUPOOHULTBI. 3MiHM y npoLeci BUPO6HULTBA
(30 mnH MO) (0,3 rOTOBOrO /1iKapCbKOro 3acoby, BK/IYatoum
mr) a6o no 1,6 mn NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NpY
(48 mnH MO) (0,48 BMPOOHULITBI FOTOBOTO J1iKApCLKOro 3acoby
Mr) y nonepegHbo (He3HayHa 3MiHa y npoLeci BUPOGHULTBA) -
HanoBHEHOMY HesHauHi 3miHM y npoueci Bupo6HuuTea N3, a
wnpuyi; no 1 came OHOBJIEHHS Ha3B cTagili y Bif4NOBIAHICTL A0
nonepeaHLo 3arasibHONPUIHATOT CTPYKTYypKn Ha TOB "$3
HanoBHEHOMY "Biochapma”, onucaHoi y TeXHIYHIl oKyMeHTauil
wnpuuy y 6nictepi; nignpuemctaa (BP,TI/MNBC Ta IMN/MIMC).
no 1 6nictepy y 3anponoHoBaHi 3MiHM MaloTb Ha METi BUTyYEHHS
nautii 3 KapToHy niAroToBKW, BUPOBHMLTBA Ta NakyBaHHA npenapary
y thnakoHax y 3B'A3Ky 3 paHille 3aTBepaXeHUM
BUIYYEHHAM [aHOT0 MePBMHHOMO NaKyBaHHS.
225. | ®INICTUM® PO34MH A5 iH'EKLN, TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu 3a UA/14300/01/01
0,3 mr (30 mM7H "BIODAP "BIO®APMA" | TNy - 3miHK 3 AKkocTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
MO)/1 mn; no 1 mn MA" KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby. 3miHa y

(30 mnH MO) (0,3
Mr) a6o no 1,6 mn
(48 mnH MO) (0,48
Mr) y nonepeaHs0
HarnoBHEHOMY
wnpuvyji; no 1

MeToAax BUNPOGYyBaHHS rOTOBOTO J1iKapCbKoro
3aco6y (iHWi 3MiHK Yy MeToAax BUNPo6yBaHb
(BKKOYAOYM 3aMiHy a60 [OMOBHEHHS)) -
AkTyanizauisa metogy KOHTposto «n.8 Po3snogin
i3ochopm>» y roTOBOMY JlikapCbKOMY 3aco6i (MeTog,
i30e/1eKTPOCDOKYCYBaHH), a came BUTYYEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nonepegHbL0 konoHku PD MiniTrap G-25 Ha eTani nigrotoBku
HarnoBHEHOMY BMNPOBYBAHOr0 PO34MHY; 3MiHa KOHLLeHTpaui
wnpuy y énictepi; PO34MHY NOPIBHAHHSA/BMNPOGYBAHOIO PO3UUHY i3
no 1 6nictepy y 0HOYACHOK MPOMNOPLAHOK 3MiHOK 06’'eMY
naJi 3 KapToHy HaHeceHHs 3paska; 3MiHa cnocoby nogpapbyBaHHs 3
hapbyBaHHs 3a 4ONOMOrot Kymaci Ha
anbTepHaTUBHWIA, a came nodpapbyBaHHs 3a
Jonomoroto cpibna
226. | PJIEMOKCUH | TabneTku, Lo YEMNADA | HimeyunH BCi cTagii HigepnaHgy | BHECEHHs 3MiH [0 peecTpauiliHnx martepianis: 3miHu 3a UA/4379/01/01
CONKOTAB® AncnepryTbes no PM a BMPOOHMLITBA, / | Tuny - 3MiHK 3 AKOCTI. [OTOBMIA NikapcbKnii 3aci6. peyenmom
125 mr;no 5 ApuHaiimit nepBrHHe Ta ITanis KOHTPO/b AONOMDKHUX peyoBUH. 3MiHa napameTpis
Tabnetok y 6nictepi; Tesnb BTOPUHHE cneuudikavin Ta/abo gonycTummx mex ans
no 4 6nictepu y 6X nakyBaHHs1, [LOMOMIXHOT peHOBUHM (BUTyUYEHHS 3i cneuundikadii
KapTOHHIlA KOpooLi KOHTPO/b AKOCTI He3Ha4yHOoro nokasHuka (Hanpukiag 3acrapinoro
Ta BUNycK cepii: noKasHuka))
AcTtennac ®apma BunyueHHs i3 cnevmdikauii 4ONOMiXHOT peHOBUHN
Opon B.B., apomaTtusaTopa MaHLapvHOBOTrO NOKasHMKa "Baxki
Higepnangw; Bci mMeTanu". 3MiHu | Tuny - 3MiHK 3 AKkocTi. FoToBWMiA
cTagii nikapcbknii 3aci6. KOHTPOb AOMNOMIXHMX PEYOBUH.
BMPOOHULITBA, 3MiHa y MeToZiax BUNPO6YBaHHS AOMNOMIKHOI
nepBuHHE Ta PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
BTOpPUHHE MeToAax BunpobyBaHb) OHOBMEHHS BiAMOBIAHO A0
nakyBaHHs1, NOTOYHUX AaHWX BanigaLii onucy aHaniTuyHoOro
KOHTPO/Ib SKOCTI mMeToay iaeHTudikauii 3a gonomororo X AonoMKHOT
Ta BUMYCK cepii: peyoBMHM apomaTmsaTopa MaHAapUHOBOTO.
XaynTt dapma Ob6nafHaHHA Ta npoueaypa TecTyBaHHS He
Natina C.P.11, 3MiHMIacs. Takox BHOCATbCA HE3HAYHI pefakuUiiHi
ITanisa npasku. 3MiHN | TMNY - 3MiHK 3 SKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX PEYOBUH.
3miHa y MmeTogax BUNpoGyBaHHS JOMNOMIXKHOT
PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeTofax BunpobyBaHb) OHOBJIEHHS BIAMOBIAHO A0
NOTOYHUX JaHMX Bastigauii onucy aHaniTM4Horo
mMeToay iaeHTudikauji 3a gonomoroto X AonoMiKHOT
peyoBMHM apomaTtmsaropa IMMOHHOro. ObnagHaHHA
Ta npoueaypa TeCTyBaHHS He 3MiHunacs. Takox
BHOCATbCS HE3HAYHI pefakuiiiHi npasku. 3miHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTponb fONOMKHUX peyoBrH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTummx mex gns
[L0MOMDKHOT peYOBMHU (BUTYHYEHHS 3i cnevmdikadii
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuka)) BunyueHHs i3 cnevumdikauii 4onomixHoOT
peyoBMHN apomaTn3aTopa IMMOHHOIO NOoKa3HMKa
"Bakki meTanmn"
227. | ®JIEMOKCUH | Tabnetku, Wo YEMNADA | HimeyunH BCi cTagii HinepnaHgy | BHECEHHs 3MiH [0 peecTpauiliHnx martepianis: 3miHu 3a UA/4379/01/02
COJ/MIOTAB® ancnepryrotbes no PM a BMPOOHULITBA, / | Tuny - 3MiHK 3 skoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
250 mr; no 5 ApuHavimit nepBrHHE Ta ITanis KOHTposb fOMOMIKHUX peyoBYH. 3MiHa napameTpis
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
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3acoby ynakoska) nocsioyeHHs1
TabneTok y 6nictepi; Tenb BTOpPUHHE cneuudikauin Ta/abo gonycTummx mex gns
no 4 6nicrepu y m6X nakyBaHHs, [L0MOMDKHOT peYOBMHU (BUTYYEHHS 3i cnevmdikadii
KapTOHHIlA Kopo6L, KOHTPO/Ib AKOCTI He3HayHOro nokasHuka (Hanpviknag sactapifioro
Ta BUMyCK cepii: noKasHuka))
Actennac ®apma BunyueHHs i3 cneumdikayii 4ONOMDKHOI pe4oBUHN
lOpon B.B., apomarusatopa MaHAapyHOBOro nokasHuka "Baxki
HigepnaHgy; Bei mMeTanu". 3MiHn | Tuny - 3MiHK 3 AKkocTi. FoToBWMIA
cTagji nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX PEYOBUH.
BMPOOHULITBA, 3MiHa y MeToAax BUNPOGYBaHHS JOMNOMIXHOT
nepBuHHe Ta PEYOBMHMN (HE3HAYHI 3MiHWN Y 3aTBEPAKEHUX
BTOPWUHHE MeTofax BunpobyBaHb) OHOB/IEHHSA BIAMOBIAHO A0
nakyBaHHs, NOTOYHMX AaHuX Banigauii onMcy aHaniTUYHOro
KOHTPO/Ib SKOCTI mMeToay iaeHTudikauii 3a gonomoroto X AonoMiKHOT
Ta BUMYCK cepii: peyoBMHM apomaTm3aTopa MaHAapMHOBOTO.
Xaynt ®apma O6nagHaHHA Ta npoueaypa TeCTyBaHHS He
Natina C.P.N, 3MiHMIacs. Takox BHOCATbCA HE3HAYHI pefakuUiliHi
ITania npasku. 3MiHK | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb [AOMNOMIXKHUX PEYOBWH.
3miHa y MeTogax BUNpoGyBaHHS JOMOMiXHOT
peYoBUHM (HE3HAYHI 3MiHY Y 3aTBEPKEHNX
MeTofax BunpobysaHb) OHOBMEHHSA BifNOBILHO A0
NOTOYHNX JaHMX Bastigauii onucy aHaniTM4HOro
MeToay iaeHTudiKaLii 3a AonoMoror X fonoMixXHOT
peyoBuHM apomMaTtmsaTopa IMMOHHOro. O6nagHaHHA
Ta npouegypa TecTyBaHHs He 3MiHunacs. Takox
BHOCATbCS HE3HAUHI pefakLiiiHi npaBku. 3MiHu |
TUNYy - 3MiHK 3 SIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6.
KOHTponb fOMOMKHUX peyoByH. 3MiHa napameTpis
cneuudikayin Ta/abo gonycTummux Mex ans
[0MNOMDKHOT peYOBUHM (BUTYYEHHS 3i cneumdikauii
He3Ha4yHOro MokKasHvKa (Hanpuknag 3actapiforo
nokasHuka)) BunyyeHHs i3 cneyudikauii 4ONOMiKHOT
peyoBUHN apoMaTm3aTopa IMMOHHOIO NokKasHuka
"Bakki meTasin"”
228. | ®JIEMOKCUH | Tabnetku, Lo YEMNNADA | HimeyuunH BCi cTagii HifnepnaHgy | BHECEHHs 3MiH 0 peecTpauiliHnx maTtepianis: 3MiHu 3a UA/4379/01/03
COJ/MIOTAB® Avcnepryrotbes no PM a BMPOGHMLITBA, / | Tuny - 3MiHK 3 AKoCTi. FOTOBMI Nikapcbkunii 3aci6. peyenmom
500 wmr; no 5 ApuHaimit nepBuHHE Ta ITanisa KOHTponb f0oMoMiKHUX peyoByH. 3MiHa napamMeTpiB
Tabnetok y 6nictepi; Tenb BTOPWUHHE cneuudikayin Ta/abo gonycTummux Mex ans
no 4 6nictepu y 6X nakyBaHHs, [0MNOMDKHOT peYoBUHY (BUTYYEHHS 3i cneumdikauii

KapTOHHIA Kopoo6Li
o6uj

KOHTPO/b AKOCTI
Ta BUNycK cepi:
Actennac ®apma

He3Ha4yHOro MokKasHuKa (Hanpuknag 3actapiforo
NoKasHuKa))
BunyueHHs i3 cneymdpikauii 4ONOMKHOT peYOBUHN

tOpon B.B., apomarusaTtopa MaHAapvHOBOro NokasHuka "Baxki
HigepnaHaw; BCi mMeTanu". 3MiHn | Tuny - 3MiHK 3 AkocTi. FoTOBWMA
cTagii nikapcbkuii 3aci6. KOHTPONb AONOMIKHMUX PEYOBUH.
BMPOOHMLITBA, 3miHa y MeToAax BUNpPoGyBaHHS AOMOMiXHOT
nepBuHHe Ta PEYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEpAKEHUX
BTOPWHHE MeToAax BunpobysaHb) OHOBNEHHS BifNOBIgHO A0
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nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUNyck cepii:
Xaynt ®apma
Nartina C.P.1,
ITanisa

NOTOYHUX JaHMX Bastigauii onucy aHaniTM4HOro
MeToay iAeHTudiKaLii 3a AonoMoror X fonoMixXHOT
peyoBMHM apomMartm3aTopa MaH4apUHOBOrO.
Ob6nafHaHHA Ta npoueaypa TecTyBaHHS He
3MiHWIacs. TakoX BHOCATLCA HE3HAYHI pefakuiiiHi
npaskn. 3MiHW | TUNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbknii 3aci6. KOHTPOb AONOMIXHMX PEYOBUH.
3MiHa y MeTofax BUNPO6YBaHHS AOMOMIKHOI
PEeYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeToAax BunpobyBaHb) OHOBMEHHS BiAMOBIAHO A0
NOTOYHMX AaHWX Banigauii onucy aHaniTMYHOro
mMeToay iaeHTudikaujii 3a gonomororo X AonoMKHOT
peyoBMHM apomaTmsaropa JIMMOHHOro. ObnagHaHHA
Ta npoueaypa TecTyBaHHs He 3MiHunacs. Takox
BHOCSITbCSl HE3HAYHI peAaKLiiiHi npaBku. 3MiHu |
TMMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b AONOMDKHUX peyoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo foNycCTUMUX MEX ANS
[OMOMDKHOT peHOBUHM (BUTYUYEHHS 3i cneuundikauii
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
nokasHuka)) BunyueHHs i3 cnevymdikadii 4oNoMiKHOT
peyvoBMHM apomaTn3aropa IMMOHHOIO NMOKa3HMKa
"Backki metanun"

229.

®/IEMOKCUH
CONOTAB®

TabneTku, o
AMcnepryTbes no
1000 mr; no 5
TabneTtok y 6nictepi;
no 4 6nictepu y
KapTOHHIlA KOpooLi

YEMNADA
PM
ApuHaiimit
Tenb
m6X

HimeyunH
a

BCi cTagii
BMPOOHMLITBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b AKOCTI
Ta BUNycK cepii:
AcTtennac ®apma
Opon B.B.,
HigepnaHngy; Bci
cTagji
BMPOOHULTBA,
nepBuHHE Ta
BTOPUHHE
naxyBaHHs,
KOHTPO/b SAKOCTI
Ta BUMyCK cepii:
Xaynt ®apma
Natina C.P.11,
ITania

HigepnaHgmn
/

ITanisa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu
| Tuny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii 3acib.
KOHTpPO/b AONOMDKHUX peyoBUH. 3MiHa napameTpis
cneuudikavin Ta/abo gonycTummx mex ans
[LOMOMIXHOT peHOBUHM (BUTYUYEHHS 3i cneuundikadii
He3Ha4yHOro NokasHuka (Hanpuknag, 3actapinoro
NoKasHuKa))

BunyueHHs i3 cnewmdikauii 4ONOMiXHOT peHOBUHN
apomaTtusaTopa MaHLapyvHOBOrO NOKasHMKa "Baxki
meTanu". 3MiHn | Tuny - 3MiHK 3 AKkocTi. FoToBwMiA
nikapcbknii 3aci6. KOHTPOb AOMNOMIXHMX PEYOBUH.
3MiHa y MeToZiax BUNPO6YBaHHS AOMNOMIKHOI
PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeToAax BunpobyBaHb) OHOBMEHHS BiAMOBIAHO A0
NOTOYHMX AaHuX Banigauii onucy aHaaiTMYHOro
MeTogy iaeHTugikaLii 3a 4onoMoror MX 4onoMixXHOT
peyoBMHM apomaTm3aTopa MaHAapUHOBOTO.
Ob6nafHaHHA Ta npoueaypa TecTyBaHHS He
3MiHMIacs. Takox BHOCATbCA HE3HAYHI pefakuUiiHi
npasku. 3MiHN | TUNY - 3MiHK 3 AKOCTI. [OTOBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX PEYOBUH.
3miHa y meTogax BUNpoGyBaHHS JOMNOMIXKHOT
PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeTofax BunpobyBaHb) OHOBJIEHHS BIAMOBIAHO A0
NOTOYHWX faHMX Bastigauii onucy aHaniTM4HOro

3a
peyerimom

UA/4379/01/04
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
mMeToay iaeHTudikauii 3a gonomoroto X AonoMiKHOT
peyoBMHM apomaTmsaropa IMMOHHOro. ObnagHaHHA
Ta npoueaypa TeCTyBaHHS He 3MiHunacs. Takox
BHOCATbCS HE3HAYHI pedakuiiiHi npasku. 3miHu |
TUNy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTposb fONOMKHUX peyoByH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTummx mex gns
[0MOMDKHOT peYOBMHU (BUTYYEHHS 3i cnevmdikadii
HEe3Ha4yHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuka)) BunyueHHs i3 cnevumdikauii 4oNoMiXHOT
peyvoBMHN apomaTn3aropa IMMOHHOIO NOoKa3HMKa
"Bakki metanmn"
230. | PTYKOHA3O | kancynu TBepgi no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3MiHa 3a UA/3938/01/01
Nn-3OoPOB'A | 50 mr; no 7 a6o 10 TBO 3 BMPOOHULITBA, 3asBHUKa J13 (MIBIM) (BnacHWka peecTpaviiHoro peuenmom
Kancyn y 6nictepi, OBMEXE KOHTPO/Ib SKOCTI, noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
no 1 6nictepy B HOO BUMYCK Cepii: 460). TepMiH BBeAEHHS 3MiH NPOTAroM 6 MicsALiB
KapTOHHIlA KOpooLi BIANOBIA ToBapucTBO 3 nicnsa 3aTBepKeHHs. 3MiHY | Tuny - 3MiHK LWoao
AJTbHICT obmexeHo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
1O BiANOBiAa/IbHICTIO BBefeHHs abo 3MiHM [0 y3arasibHeHUX AaHnx Npo
«KOPINOP "GapmaueBTuyHa cuctemy dhapmakoHarnsagy (BBefeHHs y3arasibHeHnX
ALIA KOMMaHis [AaHvX Npo cuctemy chapmakoHarnsgy, 3MmiHa
«340POB "3popos's", yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
"A» YKpaiHa 3[jiCHEHHS1 hapMakoHaraay; KOHTaKTHOI 0cobu 3
BCi cTagii thapmakoHarnsgy 3asBHUka Ans 34ilCHEHHA
BMPOOHMLITBA, thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
KOHTPO/1b SIKOCTI, YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
BUMYCK Cepii: 3fiicHeHHs hapmakoHarnagy (Bkroyarun
ToBapucTBo 3 KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
06MeXeHo thaiina cuctemm chapmakoHarnsgy). 3MiHa
BiANOBIAANbHICTIO YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BigNoBifaIbHOT 3a
"®APMEKC thapmakoHarnag. fitova pegakuis: LLesueHko OneHa
FPYM", Ykpaina IropiBHa. MNponoHoBaHa pefakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOI 0C06YM 3asBHWKa, BigNoBiganbHOT 3a
thapmakoHarnsg. 3miHa Homepa macTep-chaina
cuctemu dhapmakoHarnagy.
231. | ®NTYKOHA3O | kancynu TBepgi no TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHa 3a UA/3938/01/02
Nn-3gorPoB'A | 100 wmr; no 7 aéo 10 TBO 3 BMPOOHULITBA, 3asBHUKa J13 (MIBIM) (BnacHWka peecTpaviiiHoro peuenmom
Kancyn y 6nictepi, OBMEXE KOHTPO/Ib SKOCTI, noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
no 1 6nictepy B HOKO BMNYCK Cepil: 460). TepMiH BBEEHHS 3MiH MPOTAroM 6 micAuiB
KapTOHHIl KopooLi BIANOBIA ToBapucTBO 3 nicnsa 3aTBepKeHHs. 3MiHY | Tuny - 3MiHK LWoao
AJTbHICT 06MexeHot 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
0 Bi4NOBiAa/IbHICTIO BBefeHHs1 abo 3MiHM [0 y3arasibHeHUX AaHUX Npo
«KOPINOP "GapmaueBTuyHa cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHNX
ALIA KOMMaHis [AaHvX Npo cuctemy chapmakoHarnsgy, sMiHa
«300POB "3popos'a’, yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
"A» YkpaiHa 3[jiCHEHHS1 hapMakoHaraay; KOHTaKTHOI 0cobu 3

BCi cTagii

hapMakoHarnsay 3asiBHvKa Ans 34iNCHEeHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BMPOOHMLITBA, thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
KOHTPO/1b SIKOCTI, YMOBHOBaXEHOT 0cobu, BigNoBifanbHOT 3a
BUMYCK Cepii: 3AiicCHeHHA hapMakoHarnsagy (BKyaoum
ToBapucTBo 3 KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
06MeXeHOo thaiina cuctemm chapmakoHarnsgy). 3MiHa
BiANOBIA&NbHICTIO YNOBHOBaXEHOI 0CO6YM 3asBHMKa, BiANOBifa/IbHOT 3a
"®APMEKC thapmakoHarnag. fitoua pegakuis: LLesuyeHko OneHa
rPYI", Ykpaina IropiBHa. MNponoHoBaHa pefakuis: NMaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOI 0C06YM 3asBHMKa, BigNoBigabHOI 3a
thapmakoHarnag. 3MiHa HoMepa mMacTep-ghaiina
cuctemu dhapmakoHarnagy.
232. | ®TYKOHA3O | kancynu TBepgi no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3MiHa Ne 1- 6e3 UA/3938/01/03
Nn-30POB'A | 150 mr; no 1 kancyni TBO 3 BMPOOHULITBA, 3asBHUKa J13 (MIBIM) (BnacHWka peecTpaviiHoro peuenma;
B 6nictepi; no 1, 2 OBMEXE KOHTPO/Ib SKOCTI, noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne Ne 2, Ne 3,
abo 3 6nictepy B HOO BUMYCK Cepii: 460). TepMiH BBeAEHHS 3MiH NPOTAroM 6 MicsALiB Ne 7 - 3a
KapTOHHI Kopo6Lyj; BIANOBIA ToBapucTBO 3 nicnsa 3aTBepKeHHs. 3MiHY | Tuny - 3MiHK LWoao peuenmom
no 3 abo 7 kancyny ANBHICT obmexeHo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
6nicTepi; no 1 1O BiANOBiAa/IbHICTIO BBefeHHs abo 3MiHM [0 y3arasibHeHUX AaHnx Npo
6nictepy B «KOPINOP "GapmaueBTuyHa cuctemy dhapmakoHarnsagy (BBefeHHs y3arasibHeHnX
KapTOHHI Kopobui ALIA KOMMaHis [AaHvX Npo cuctemy chapmakoHarnsgy, 3MmiHa
«340POB "3popos's", yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
"A» YKpaiHa 3[jiCHEHHS1 hapMakoHaraay; KOHTaKTHOI 0cobu 3
BCi cTagii thapmakoHarnsgy 3asBHUka Ans 34ilCHEHHA
BMPOOHMLITBA, thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
KOHTPO/1b SIKOCTI, YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
BUMYCK Cepii: 3fiicHeHHs hapmakoHarnagy (Bkroyarun
ToBapucTBo 3 KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
06MeXeHo thaiina cuctemm chapmakoHarnsgy). 3MiHa
BiANOBIAANbHICTIO YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BigNoBifaIbHOT 3a
"®APMEKC thapmakoHarnag. fitova pegakuis: LLesueHko OneHa
FPYM", Ykpaina IropiBHa. MNponoHoBaHa pefakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOI 0C06YM 3asBHWKa, BigNoBiganbHOT 3a
thapmakoHarnsg. 3miHa Homepa macTep-chaina
cuctemu dhapmakoHarnagy.
233. | ®YPOLE® TabneTku, BKpUTI KPKA, CnoBeHia | BignoBigasibHWiA 3a IHais/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/15861/01/01
nNiBKOBOO 4a.4a., Hoso BUPOGHMLTBO "in CnoseHis | TMny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuyenmom | nidssizae
060n10HKot0, No 250 MecTo bulk", nepsuHHy thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui

mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHI Kopo6Lyj;
no 7 TabneTok y
6nictepi; no 2
6nictepu y
KapTOHHIl KopooLi

yMaKkoBKy,
BTOPUHHY
ynaKkoBky: Ankem
NabopaTtopis
Nimiten, HAis;
BiANOBigaIbHUI 3a
BTOPUHHY
ynakosky: KPKA,
4.4., HoBo mecrto,

nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLiT A8 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOBJ/IHOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iXeHb, NpoBeAeHNX BIAMNOBIAHO
00 nnany negiatpuyHmx gocnigpkeHsb (PIP) (iHwi
3MiHM) 3MiHVM BHECEHI A0 IHCTPYKLIT 4518 MeAnyHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
CnoBeHis; 3acTOCyBaHHS NiKapCbKoro 3acoby y po3aim
BiANoBigabHUIA 3a "Ocob6nmBoCTi 3acTocyBaHHS", "MMobiuHI peakwi
KOHTpONb cepii: BiAANOBIAHO A0 OHOBMEHOI iHhopMaL,ii 3 6e3neku
KPKA, a.4., HoBo Ailo4oi peyoBrHN. BBeeHHS NpoTArom 6-Tm MicAuiB
MecTo, CnoBeHis; nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK LWoao
BiNOBifabHWIA 32 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
BTOPUHHY 3MiHM) 3MiHV BHECEHI A0 IHCTPYKLiT 4719 MeanYHOro
ynakoBKY, 3acToCcyBaHHSA NikapcbKoro 3acoby y po3ain “rMobivHi
KOHTPO/b Ta peakuii" LWoAo 3BiTyBaHHA NPO NOBGIYHI peakuii.
BUMYCK Cepii: BBeaeHHs NpoTArom 6-t1 MicAuiB nicns
KPKA, a.4., Hoso 3aTBepaXeHHsA
mecTo, CroBeHis
234. | DYPOLUED TabneTku, BKpUTI KPKA, CnoBeHia | BignoBigasibHWiA 3a IHgis/ BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/15861/01/02
NNiBKOBOO a.4., Hoso BUPOGHMLTBO "in CnoseHis | TMnNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom | nidssizae
o60onoHkot, no 500 MecTo bulk", nepsuHHy thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
mr; no 10 Tabnetok yMaKoBKY, niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
y 6nicTepi; no 1 BTOPUHHY IHCTPYKLUiT A9 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
6nictepy y ynakoBKy: AnkemM perynsipHo OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn
KapTOHHI kopo6Lyj; NabopaTopis nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
no 7 TabneTok y NimiTep, HAis; 3aCTOCYBaHHSA Nikapcbkoro 3acoby B
6nictepi; no 2 BignoBigasibHWI 3a nicnspeecTpaviinnii nepiog, abo sk pesynbtat
6nictepu y BTOPUHHY OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
KapTOHHIlA KOpooLi ynakoBky: KPKA, 00 nnany negiatpuyHmx gocnigpkeHsb (PIP) (iHwi
4.4., Hoso mecro, 3MiHM) 3MiHV BHECEHI A0 IHCTPYKLiT 4718 MeanyHOro
CnoBeHis; 3acToCcyBaHHS NiKapCbKoro 3acoby y po3aim
BiANoBigabHUIA 3a "Oco6mBocCTi 3acTocyBaHHA", "Mo6iuHI peakwii”
KOHTpPONb cepii: BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3neku
KPKA, a.4., HoBo Ailo4oi peyoBrHN. BBeEeHHS NpoTArom 6-Tu MicAuiB
mecTo, CnoBeHis; nicnsa 3aTBepKeHHs. 3MiHY | Tuny - 3MiHK LWoao
BiANoOBigaIbHNI 3a 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
BTOPUHHY 3MiHM) 3MiHV BHECEHI A0 IHCTPYKLiT 4719 MeanYHOro
ynakoBky, 3acTocyBaHHSA NikapcbKoro 3acoby y po3ain “MobivHi
KOHTPO/b Ta peakuii" LWoAo 3BiTyBaHHA NPO NOGIYHI peakuii.
BWMYCK Cepii: BBefeHHs NpoTArom 6-T1 MicAuiB nicns
KPKA, a.4., Hoso 3aTBepaXeHHsA
mecTo, CroBeHisi
235. | XENINOP PO34MH ANs POTOBOT AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 6e3 UA/10910/02/01
NOpOXHUHK, No 100 "papmak” | Tuny - 3MiHK 3 skoCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma

My chnakoHi; no 1
donakoHy y nauui 3
KapToHy

CucTtema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
Y NEePBUWHHIlA YNakoBL,i roTOBOro Nikapcbkoro 3acoby
(siKicHWIA Ta KinbKicHWI cknag) - M'siki Ta
HecTepw/bHi pigki Nikapcbki )OPMU - BHECEHHS 3MiH
no p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3acib, a came 3miHa
6apBHUKIB Y ckadi MaTepiasy KpULKu
3aKynopoBasIbHO-HArBiHYYBaHOI 3 KOHTPOIEM
nepLuoro BigkputTa Tvn 1.44 (KOHYC) BUpOGHMLUTBA
TOB ®apmmaul, YkpaiHa. OCHOBHUWII MaTepian




180

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep

n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20

3acoby ynakoska) nocsioyeHHs1
KpULLKKM 3anMwaeTbes 6e3 3miH. [jo cknagy
marepiany Kpuvwkm BeegeHo fobasky FINAWAX-O -
0,1% (nuwe Jo cknagy maTepiasty KOHTPOSIbHOMO
KinbLs) Ta 6apeHMK Polywhite NG8710.
3arBepmkeHo: Matepian Kpuweka: MEHT RL 58,
CKn 6inuii ME81472CO. KinbLe KOHTPO0
(Bknagww): MEBT 15803-020, CKI 6inwia
ME81472CO. 3anponoHoBaHo: MaTtepian Kpuika:
HDPE Liten RL-58, 6apsHuk Mapku: Polywhite
NG8710. KoHTpornbHe kinbue: LDPE 15803-020;
LDPE LITEN MB 71; go6aska: FINAWAX-O -0,1%;
6apBHUK Mapku: Polywhite NG8710. 3minu | Tuny -
3MmiHu 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cnuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo 4ONYyCTUMMX MEX
NepBUHHOT YNakoBKWN rOTOBOrO JiKapCbKOro 3acoby
(iHWi 3miHW) yHidbikauis p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKkynoptoBasibHUiA 3acib, a came
BHECEHHS 3MiH 0 cneuudikauii Ha KpULLKY
3aKynopIBa/IbHO- HarBUHYYBasIbHY 3 KOHTPONIEM
nepLIoro po3kpuTTSa (feTanizoBaHo creumdikauio
P, 3rinHo cneundikauili BUpobHUKa): akTyanisauis
peaakuii n. «Matepian» (yTO4HEHO Ha3BYy OCHOBHOIO
marepiany kpuwwkn (HDPE), kinbLsa KOHTPO/O
(LDPE) Ta 3MiHEHO Ha3BU 6apBHUKIB); M. «30BHILLHIN
BUrNAA» (BUAAIEHO iHopMaLito NPo LWiNbHICTb
dhikCyBaHHS KPULLIKW Ha rOPMOBUHI thakoHy,
OCKi/TbKM aHi BUMOTU NePEBIPAIOTLCSA B paMkax
BM3HAYEHHS NOKa3HWKa «epMeTUYHICTb»),
BHECEHHS peAakLiiiH1X 3MiH [0 N. «Po3mipy,
dopma»; N. «KOHTPOb NEPLUOTO BiAKPUTTA»

236. | LEPBAPUKC | cycneHsia ans "nakcoCwmi Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/16310/01/01
™ BAKLUIMHA iH'ekuin no 0,5 mn (1 TKnsiiH BputaHis Bionogxikans C.A. | Tuny - 3miHK 3 AkocTi. A®Il. BupobHuuTBO. 3MiHN B peyenmom
ansa [03a) cycneHsii gns Ekcnopt npoueci Bupo6HuuTBa Ad! (iHLWi 3MiHN)

MPO®INTAKT iH'eKLili y Nimiteq BunpaBneHHs po36ixXHOCTEN y aHaNiTUYHUX
KN nonepegHL0 MeToAMKax TeCTyBaHHsA 6aHKiB KTiITUH Ta NOCIBHOrO
3AXBOPIOB HarnoBHEHOMY matepiany (3.2.S.2.3 Control of materials)
AHb, WO LUNPULi 3 NOPLUHEM |

BUK/TNKAKOT | koBnaykom y

bCA KOMMN/IEKTi 3 rO/IKO0

BIPYCOM (y 6nicTepi) abo y

NAMINIOMU onakoHi 3 NPobKoIo;

N AVNHN no 1 nonepeaHbo

TUNIB 16 TA HarnoBHeHOMY

18

LUNPULLY 3 FOJIKOO
abo no 1 dakoHy B
KapTOHHI KopoobLi 3
MapKyBaHHSIM
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YKpaiHCbKOH
MoBot0; no 0,5 mn (1
[03a) cycnensii gns
iH'eKUin y
nonepegHLo
HarnoBHEHOMY
wnpuui 3
MapKyBaHHAM
iHO3EMHVMMN MOBamW
3 MOPLUHEM i
KOBMaYKoM y
KOMI/IEKTi 3 rO/IKO0
(y 6nicTepi) abo y
hnakoHi 3
MapKyBaHHSAM
iHO3eMH1MKU MoBamu
3 Npo6koto; no 1
nonepeAHL0
HarnoBHEHOMY
LUMPWLLY 3 TONKOO
abo no 1 dnakoHy B
KapTOHHI Kopo6ui 3
MapKyBaHHAM
iHO3EMHVMMN MOBamW
3i CTMKepoMm
YKpPaiHCLKOH MOBOK
237. | UE®OPT NMopoLUOK AN1s AHTWBIO PymyHis BTOPWHHE PymyHis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepiasis: 3MiHu 3a UA/18819/01/01
po3unHy Aans iH'ekuii | TUKW CA nakyBaHHs1, Kutaii | Tuny - 3MiHK 3 AKOCTI. [OTOBMIA NikapcbKnii 3aci6. peyenmom
abo iHdysiino 1 ; TeCTyBaHHS, 3MiHV Yy BUpOGHMLTBI. 3MiHa po3mipy cepii
no 1 a6o no 10 BUMYCK Cepii: (BrNtOYarouM AianasoH po3mipy cepii) roToBoro
chnakoHiB y AHTUBIOTUKWN nikapcbkoro 3acoby (36inbweHHs go 10 pasis
KapTOHHI nauwi CA, PymyHis; NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) 3MiHa
BUPOOHULTBO [nOianasoHy po3mipy cepii N3 320 - 170 «r (16,800 -
KIHL,EBOro 140,000 dhnakoHis) Ha 20 - 180 kr (16,800 - 151,000
NPOAYKTY, hnakoHiB). BBeeHHA 3MiH NPOTArom 6-Tu MicALiB
nepBuHHE Ta nicns 3aTBepmAXeHHs
BTOPVIHHE
nakyBaHHs:
CiHocbapm >KutoH
(LWeHbwkeH)
dapmMacboTuKan
Ko., NI14., Kutai
238. | LE®OTAKCW | nopowok ons MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu 3a He UA/6338/01/02
M-OAPHMUSA pO3unHy ANns iH'ekuii | "®apmaue "®apmaLeBTnyHa | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom | nidssizae
nol1,0r, 40 BTUYHA ipma "OapHuus" thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
oNakoHiB 3 ipma nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
NOPOLLKOM B "AapHuus” IHCTPYKLiT A8 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi

Kopobui; 1 dnakoH 3

perynsipHo OHOBJ/IKOBAHOIO 3BITY 3 6e3neku
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MOPOLLKOM B MauLyj; nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
5 dpnakoHis 3 3acTocyBaHHA NikapcbKoro 3acoby B
NOpPOLLKOM B nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
KOHTYPHIi OLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
YapyHKOBIl [0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
ynakosLi; no 1 Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHNM
KOHTYPHIi OpraHoMm) 3MiHN BHECEHO A0 IHCTpyKLii Ans
YapyHKOBIli ynakoBLi MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby A0
B nauuj; 1 dpnakoH 3 po3ginis "lNpoTunokasaHHsA", "B3aemogis 3 iHWNMKN
MOPOLLKOM y nikapcbkrMun 3acobamMu Ta iHWi BUgmn B3aemogiii",
KomnaekTi 3 1 "Oco6nuBocTi 3acTocyBaHHs", "LiTn" (yTO4HEHO
amnysoto iHchopMmauito 6e3 hakTMUHOT 3MiHV e(DEKTUBHOCTI),
po3unHHKKa (Boga "Mo6iuHi peakuii BiANOBIAHO A0 iHopMaL;i 3
Ans iH'ekuiii- 6e3nekun Ajlo4voi pevyoBrHN. BBeAeHHSA 3MiH NPOTSArom
[OapHuuga) no 10 mn 6-TN MicALIB NicNs 3aTBEPLKEHHS
B KOHTYPHIl
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyi
B nauuj
239. | UE®OTAKCU | nmopowok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/6338/01/01
M-OAPHMUSA po3unHy ANns iH'ekuii | "®apmaue "®apmaLeBTUYHA | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom | nidsisizae
noo0,5r, 40 BTUYHA dipma "fapHuua” thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
chnakoHiB 3 thipma niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
NOPOLLKOM B "fapHuus"” IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi

Kopobui; 1 dnakoH 3
MOPOLLKOM B nauLli;
5 dhnakoHis 3
NOPOLLKOM B
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLji
B nauuj; 1 donakoH 3
MOPOLLIKOM Y
KomnekTi 3 1
amnysior
po3unHHuKa (Boga
NS IHEKUIN -
[apHnusa) no 5 mn B
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauuj

perynsipHo OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpyyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHVM
opraHoMm) 3MiHU BHECEHO A0 IHCTpYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA ikapCbKoro 3acoby A0
po3ginis "MpoTunokasaHHsA", "B3aemogis 3 iHwumun
nikapcbkMun 3acobamu Ta iHWi BUamn B3aemMogiii",
"Oco6nmBocTi 3acTocyBaHHs", "LiTn" (yTO4HEHO
iHhopmaito 6e3 pakTUUYHOT 3MiHM e(peKTUBHOCTI),
"Mo6iyHi peakuii BiANOBIAHO A0 iHhopMaL;i 3
6e3nekun Ajlo4voi peqyoBrHN. BBeAeHHs 3MiH NPOTSArom
6-TV MIiCALIB MiCNA 3aTBEPIKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
240. | UMHAPU3WH | nopoLuok MpAT YkpaiHa dnemiHr IHgjsa BHECEHHS 3MiH O peecTpavjiiiHuX maTepiasis: 3MiHu - UA/6252/01/01
(cybeTaHuin) y "papmaue Neb6opeTepi3 | TMNy - 3MiHK 3 AkocTi. CepTudikat
nakeTax noaBiliHNX BTUYHA Niviten BignosigHocTi/l E-cepTudikar BignosigHocTi
nonieTuIeHoBMX thipma €Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
ans "OapHuus” HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
hapMaLeBTUYHOTO abo BUNy4YeHHs cepTudpikata BignoBigHOCTI
3acToCyBaHHs €Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
MafaHHA OHOB/IEHOTO cepTMdikaTy BifNOBIAHOCTI
€Bponelicbkin Papmakonei No. R1-CEP 2015-019-
Rev-01 Big Brpo6HuKa A®| LinHapusnH dipmu
Fleming Laboratories Limited, India. Ak Hacnigok
BHOCATbCSA 3MiHW Ta pefakLiiiHi yTOYHEHHS [0
po3ainy "3asMLLIKOBI PO3YMHHKKW" BigNOBILHO A0
OHOB/IEHMX MaTepiaiB ipMn-BUPOBHUKA
241. | UMNPOHEKC | kpanni o4Hi Ta dapmaues Monbwa BapLuaBchbkuii MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu 3a UA/14617/01/01
® BYLLHi, po34uH 0,3 TUYHWI hapmaueBTUYHNI | TNy - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom
%; no5mnB 3aB0O[, 3aBof Monbdha AT thapmakoHarnagy. BeegeHHs abo 3miHu o
nosnieTueHoBoMy "TIONIb®A y3ara/lbHeHNX AaHux nNpo cuctemy gapmakoHarnsgy
chnakoHi- PMA" C.A. (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
KpanesbHuui; no 1 thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coow,
donakoHy B BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KapTOHHI KOpoobLyi KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs hapmMakoHarisay B YkpaiHi, SKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXXeHOI 0co6bu, BignoBigaibHOT
3a 34jiicHeHHs hapmakoHaragy (BKIyatum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asBHUKA, Bi4NOBIgaIbHOI 3a
hapmakoHarnsg, B Ykpaii.
[Oitova pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakyis: Tecntok OneHa
BonognmupisHa. 3MiHa KOHTaKTHUX JaHWUX
KOHTaKTHOI 0CO6M 3asiBHMKa BifnoBiganbHOI 3a
hapmakoHarnsg B Ykpaii.
242. | UMPAM3A KOHUeHTpaT ans Eni Ninni HigepnaH BMPOGHMLTBO CLUA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHN 3a UA/16889/01/01
pO34unHy Ans HepepneH an nikapcbkoro Icnanis/ | TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuenmom
iHcpysii, 10 mr/mn; 0 b.B. 3acoby, nepBuHHA IpnaHgis/ thapmakoHarnagy (iHwi 3MiHN). 3MiHN BHECEHO Y
no 10 mn Ta50 Mny ynakoBska, Benvka TEKCT MapKyBaHHS MEPBUHHOI YNakoBKY NiKapCbKoro
thnakoHax, no 1 KOHTPO/b Ta BputaHis/ 3acoby n.6 IHWE, a came, B1uny4eHo iHhopmal,ito
chnakoHy B TeCcTyBaHHA ITanis/ LLIOAO SIOrOTUMY 3asBHMKA, Y 3B'A3KY 3 TEXHIYHUMU
KapTOHHIA ynakoBL,i cTabinbHoCTI PpaHuis 3MiHaM1 BUPOBHNYOT NiHii. TEpMiH BBEAEHHS 3MiH

nikapcbkoro
3acoby: Eni flinni

NpoTArom 6 MicsiLiB nicns 3aTBepoKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

eHp KomnaHi,
CLUA BTOpYHHa
ynakoBka,
MapKyBaHHS,
KOHTPO/b, BUNYCK
cepii nikapcbkoro
3aco6y: Minni
C.A., IcnaHis
KOHTPOb AKOCTI
Ta TeCTyBaHHsA
CTabiNbHOCTI
nikapcbKoro
3acoby: IMKnoH
Cuctems JIN1C,
CLUA KOHTpO/Ib
AKOCTI NikapcbKoro
3acoby: Eni Nlinni
KiHceiin Nimiteq,
IpnaHgis KoHTposb
AKOCTI JliKapCbKOro
3acoby: KoBaHc
NabopaTtopis
NimiTen, Benvka
BpuTtaHis
KOHTPO/Ib AKOCTI
nikapcbKkoro
3acoby: Yapnb3
Pisep
JlabopaTopis
Alipneng Nimiten,
IpnaHgis KoHTposb
AKOCTI /liKapCbKOro
3acoby: Eni linni
Itania C.MN.A.,
ITanisa
BMPOGHULITBO 3a
MOBHUM LIK/IOM:
Ninni ®paHc,
PpaHuis

243.

UNTAPABIH

pO34uH A1 iH'EKUi,
100 mr/mn; no 1 mn
abono 10 mny
chnakoHi; no 1
donakoHy B
KapTOHHI Kopoobui

Mini
Xenckepe
Nimiteq

Benuka
BpuTaHis

BeHyc Pemegic
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHo OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicrsipeecTpaviiHuii nepiog, abo sk pesynbtat

3a
peyenmom

He
nionsieae

UA/0674/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHVM
opraHoMm). 3MiHM BHECEHO [10 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginv "B3aemogis 3 iHWMUMK NiKapCbKUMu
3acobamu Ta iHWi B1uAn B3aemogiin”, "Cnoci6
3acTocyBaHHs Ta fo3n” (lwopo 6e3neku), "MobivHi
peakui" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3nekun gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTAroMm
6-TN MicALIB Nicnsa 3aTBEPKEHHS
244. | WYHKOBI Kpansi opasibHi; No TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3MiHu 6e3 UA/8740/01/01
KPANNI 25 M1y CKNsHHOMY "TepHodpa "TepHodhapm" | Tuny - 3miHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3acib. peyenma
pNakoHi- pm" KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
KpanenbHuui; no 1 MeTogax BMNPOOYBaHHsi rOTOBOTO J1iKapCbKOro
chnakoHy- 3aco6y (He3HayHa 3MiHa y 3aTBEpPAXKEHNX MeToAax
KpanenbHuui B nayui BMNPOBYBaHHS) - 3amiHa xpomarorpadivuHoi
3 KapTOHYy; nnacTuHkn Copbdin-NTCX-A®-A-Y® po3mipom
no 25 mMn y cpnakoHi 10x15 cm Ha nnactuHky Silicagel 60 F254
noniMepHomy; no 1 BMPO6HMLTBA hipmu «Merck» po3mipom 10x20 cm y
donakoHy B nauui 3 MeToAax KOHTPOJIH0 SIKOCTi TOTOBOrO NiKapCbKoro
KapToHy; no 25 mny 3acoby n.2. lgeHTudikayis nignyHkT 2.1.
CKMSAHMX chakoHax-
KpanesnbHULsX;
no25vmny
dhnakoHax
noniMepHUX.
*y pa3i BHeCeHHs1 3MiH 00 iHCmpyKyii npo medu4yHe 3acmocysaHHs
B.o. HauaibHUKA
dapManeBTHYHOr0 yNpaB/IiHHs Onekcanpp 'PINEHKO
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