MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

03 ciuyns 2025 poky Ne 28

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHs 3MiH [0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.
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3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
TriperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmareBTHuHOMY YyrpaBmiHHIO (Onekcangpy ['piteHky) 3abesneunTtu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’s YKpaiHU.

5. KOHTpO/1b 32 BUKOHAHHAM LIbOI'0 HaKa3y IOK/IaCTy Ha 3acTyrnHuWka MiHicTpa
Enema AzamaHoBa.

MinicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 1

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

Big 03 ciuHa 2025 poky Ne 28

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakoskKa) nocsioYeHHs1
1. | AUBIAN Tabnetku no 2,5 wr; Alikop Naiidp Higepnangn LleHekci ®paHuis PeecTpauis Ha 5 pokis 3a He UA/20730/01/01
no 28 TabneTok y CaiieHcis b.B. peyenmom nionsizae
6nictepi, no 1 a6o 3 Pestome MYP Bepcisa 0.1 gogaeTbes.
6nictepu B MepiognyHiCTb NOAAHHA PErynspHO
KapTOHHIA Kopoo6Li OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTpOKaMu,
3a3HavYeHVMN y NepiogMYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3neku.
2. | BETAKCONony NOpPOLLIOK AT Ykpaina MioHip Arpo IHais PeecTtpauist Ha 5 pokis - He UA/20731/01/01
rAPOXNOPUA, KpUCTastiuHuin "KNIBCbKWI IHaacTpi3 CaHBiH nidnsizae
(cybcTaHuis) y BITAMIHHMIA Na6opatopiec MNBT.
nakeTax noABinHMX 3ABOA" nTAa.
nonieTuIeHoBMX
ans
chapmaLeBTU4YHOro
3acToCyBaHHs
3. | IBYNPO®EH PO34uH ANs iHQY3il, B. bpayH HimeuunHa B. BpayH Megikan IcnaHis PeecTtpauist Ha 5 pokis 3a He UA/20732/01/01
B.BPAYH 200 mr/50 mn no 50 Menb3yHreH CA peuyenmom nionsieae
My Al Pestome MYP Bepcis 2.0 gogaeTbes.
nonieTMNeHoBux MepiognyHICTb NOAAHHS PerynsipHo
thnakoHax, no 50 mn OHOB/IHOBAHOrO 3BITY 3 6e3neku,
y NONieTUIEHOBNX BignoBigHO A0 MNopagky 34iACHEHHS
dnakoHax, no 10 chapmakoHarnsgy, 3aTBepMKeHoro




Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
ab6o 20 chnakoHiB y Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHIA KOpooLi 37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riHO 3i CTPOKaMU,
3a3HavYeHMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
4. | IBYNPO®EH PO34uH ANst iHQY3il, B. BpayH HimeuuunHa B. BpayH Megikan IcnaHis PeecTtpauist Ha 5 pokis 3a He UA/20732/01/02
B.BPAYH 400 mr/100 mn no Menb3yHreH CA peyenmom nionsieae
100 mny Al Pestome MYP Bepcia 2.0 gogaeTbCs.
nonieTMNeHoBux MepiognYHICTb NOAAHHS PerynsipHo
thnakoHax, no 100 OHOB/IIOBAHOrO 3BITY 3 6Ge3neku,
My BiANoBigHO A0 Mopsaaky 34iCHEHHS
nonieTMneHoBux thapmakoHarnsgy, 3aTBepAXeHoro
chnakoHax, no 10 Haka3oM MiHicTepcTBa OXOPOHM
a6o 20 chnakoHiB y 340pO0B’A YkpaiHu Big 27 rpyaHs 2006
KapTOHHIA KOpooLi poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3rifHO 3i CTPOKaMM,
3a3HayYeHMMM y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
5. | KAMEHOPA TabneTku, BKPUTI Hosapric LLiBeiiuapis KOHTPO/b AKOCTI, Icnanis/ PeecTtpauis Ha 5 pokis 3a He UA/20733/01/02
NNiBKOBOIO OBepci3 nepBuHHE HimeuuunHa/ peuenmom nionsieae
060/10HKOI0, N0 2 MF; IHBECTMEHTC nakyBaHHs, LLiBeiuapis Pestome nnaHy ynpasniHHA pu3nkamn
no 14 tabnetok y Al BTOPVHHE Bepcia 6.1 gofaetbes. MepioAnyHICTb
6nicTepi; no 2 nakyBaHHS: nofaHHA perynsapHoO OHOB/HOBAHOIO
6nictepu y 3irdpig Bapbepa, 3BiTY 3 6e3neku, BignoBsigHo Ao Mopagky
KapTOHHIA Kopoo6Li C.J1.,, IcnaHis; 3[iiCHEeHHSs1 hapMakoHariaay,
BUMyCK cepii: 3aTBEPAXEHOr0 HakasoM MiHicTepcTea

HoBapTic ®apma
m6X, HimeuunHa,;
BUPOBHULTBO,
KOHTPO/b SKOCTI,
nepBuHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHS:
HosapTic ®apma
LLiTeliH AT,
LLBeiiuapis;
BUNYCK cepil:
HoBapric

OXOPOHY 340pO0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuii
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3ri4HO 3i CTPOKaMU,
3a3HayYeHUMN y NepiogNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.




Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
PapmacbloTHKa,
C.A., IcnaHis
6. | KAMEHOPA TabneTku, BKPUTI HoBaprTic LLiBeiiuapis KOHTPO/b AKOCTI, Icnanis/ PeecTpauis Ha 5 pokis 3a He UA/20733/01/01
NNiBKOBOIO OBepci3 nepBuHHE HimeuuunHa/ peuyenmom niosnsieae
o60soHkKot, no 0,25 IHBECTMEHTC nakyBaHHs, LLsenuapis Pestome nnany ynpasniHHA pu3nkamn
Mr no 12 TabneTtok y Al BTOpPUHHE Bepcis 6.1 gopaeTtbes. MepioguuHicTb
6nictepi; no 1 nakyBaHHS: nofaHHA perynsapHoO OHOB/OBAHOrO
6nictepy B neHani; 3irdpig Bapbepa, 3BiTY 3 6e3neku, BignosigHo Ao Mopagky
no 1 neHany y C.J1., IcnaHis; 3[iiCHEeHHSs hapMakoHariaay,
KapTOHiH KOpoo6Li BUNYyCK cepil: 3aTBepXeHoro HakasoMm MiHicTepcTBa
HoapTic ®apma OXOPOHW 340POB’A YKpaiHu Big 27
M6X, HimeuunHa; rpyZHs 2006 poky Ne 898,
BUPOBHULTBO, 3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
KOHTPO/b AKOCTI, YkpaiHu 29 ciyHs 2007 poky 3a Ne
nepBUHHE 73/13340 (y peaaxuii Hakasy
nakyBaHHs, MiHicTepcTBa OXOpPOHM 34,0POB'A
BTOPUHHE Ykpainuu Big, 26 BepecHs 2016 poky Ne
nakyBaHHS: 996), CTaHOBWTB: 3rifHO 3i CTPOKaMM,
HoBaprTic ®apma 3a3HayYeHUMN y NepiognYHOCTI NOAAHHS
LTeiH AT, perynspHux 3BiTiB 3 6e3neku.
LliBeiiuapis;
BUNYCK cepil:
Hosaprtic
PapmacbloTuka,
C.A., IcnaHis
7. | KYPANIOD, pigvHa (cybcTaHuis) ToBapucTBO 3 Ykpaina MEOAJIKEMI, C.1. IcnaHis PeecTtpauis Ha 5 pokis - He UA/20737/01/01
EKCTPAKT Y CKISAHUX 06MmexXeHo nionsieae
NMOBHOIo chnakoHax no 30 mn BiANOBIga/TbHI
CNEKTPY (BMICT | ansa CTH0
TrK 10 Mr/iMn : hapmaueBTU4HOro "OAPMANCT
KB/ 10 Mr/Mn) 3acToCyBaHHs PVB'HOLLH"
8. | KYPANI®, pigvHa (cybcTaHuis) ToBapucTBo 3 Ykpaina MEOAJIKEMI, C.. IcnaHis PeecTtpauist Ha 5 pokis - He UA/20738/01/01
EKCTPAKT Y CKNSAHUX 06MexeHot nionsi2ae
NMOBHOIoO onakoHax no 30 mn BignoBigasibHi
CNEKTPY (BMICT | ansa CTH0
TrK 25 MriMn : hapmaueBTUYHOro "OPAPMANCT
KB, 25 MIrIM/) 3aCTOCYBaHHs PUB'HOLLH"
9. | KYPANI®, pigvHa (cybcTaHLuis) ToBapucTBo 3 YKpaiva MEOAJIKEMI, C.J1. Icnaxis PeecTpauisi Ha 5 pokis - He UA/20739/01/01
EKCTPAKT Y CKNSAHWX 06MexeHo nions2ae
NMOBHOIoO chnakoHax no 30 mn BignoBigasibHi
CNEKTPY (BMICT | ansa CT0
TrK 25 MrimMn) hapmaueBTUYHOro "OPAPMANCT
3aCcTOCyBaHHsA PVB'OLLIH"
10. | NITIHO NOpPOLLOK TOB "HOpis- Ykpaina xaHrcy Hxsa Kutaii peecTpauist Ha 5 pokis - He UA/20734/01/01
KAPBOHAT (cybeTaHuis) y dapm” dapmacsbtoTikan Ko., nionsi2ae
noaBiNHMX Nta.




Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
nonieTMNeHoBUx
nakeTtax gns
hapMaLeBTUYHOIO
3aCcTOCyBaHHSA
11. | ®YHIOCENT® nak ons Hirtie Anpan- XopsarTist BMPOGHULITBO in PpaHuis/ PeecTpauist Ha 5 pokis 6e3 He UA/20735/01/01
nikyBanbHuiA, 5 %; [aneHcbknit bulk, nepBuHHe Ta Xopsaris peyenma nionsieae
no 2,5 mn naky y NabopaTopii BTOpPUHHE Pe3stome nnaHy ynpasniHHA pu3vkamn
donakoHi, no 1 o.a. nakyBaHHs, Bepcia 1.1 gopaetbes. MepiognyHiCTb
chnakoHy y KOHTPO/b SIKOCTI: noJaHHsA PerynspHoO OHOB/HOBAHOIO
KomnekTi 3 10 dapmaknap, 3BiTYy 3 6e3neku, BignoBigHO fo Mopsaaky
winarensmu gns dpaHuis; 3piicCHeHHs chapMakoHarnaay,
HaHeCeHHs y BWMYCK Cepii: 3aTBEPAXEHOr0 Haka3om MiHicTepcTea

KapTOHHIA Kopoo6Li

ApapaH-IaneHcbkuit
Na6opaTopiit a.4.,
Xopsaris

OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHoro B MiHicTepcTBsi locTuLji

Ykpainu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTpOKaMu,
3a3HayYeHVMU y NepiogMYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3neku.

B.o. HauaTLHUKA
dapManeBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PINEHKO




IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHUX 3ACOBIB MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB),
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 03 ciuns 2025 poky Ne 28

AKI

Ne HasBsa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
1. | AKIHETOH Tabnetku no 2 mr; Jecma HimeuunHa «JlabopaTopio ITania MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/13362/02/01
no 20 TabneTtok y LxMGEIY dapmayeyTnko OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1A peuyenmom | nidsisizae
6nictepi, no 5 CIT c.p.n.» MEeAMYHOro 3aCTOCYBaHHS NikapCbKOro 3acoby y
6nictepiB y (TepaneBTUYHO- po3ginax "®apmakoTepaneBTuyHa rpyna”
KapTOHHI nauwi ririeHiyHa (BHECEHO TEKCTOBE YTOYHEHHSA 6€3 hakTUYHOI
cnevjaniszayis) 3MiHM kogy ATX), "dapmakonoriyHi
BnactmeocTi", "MpoTunokasaHHs", "B3aemogis 3
HLWIMMK NiKapCcbkMMU 3acob6amu Ta iHWi BUAK
B3aemogiin", "OcobamMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaat”, "Oitn" (BHeCeHi yTOYHEeHHS
iHchopmawii 3 6e3nekn), "MepenosysaHHs",
"Mo6iyHi peakuii” BigNoBIgHO A0 iHhopmawi
CTOCOBHO 6e3neku, fika 3a3HayeHa B maTepianax
peecTpaLiniHoOro 4oChbe.
Pestome nnaHy ynpasniHHS pusnkamu Bepcis
003 gopaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, Bi4NOoBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBsi toCTULT
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
2. | BYTAMIPATY | kpucTaniyHuii ToBapucTBO YkpaiHa OJIOH C.IN.A. ITania MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH - He UA/18200/01/01
LUNTPAT NOpOLLOK 3 nionsieae
(cybeTaHuis) y 06MEXEHO0
nonieTnneHoBnx Bignosiganb
nakeTtax ans HiCTIO




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmaLeBTUYHOro "bapmaueBT
3aCTOCYyBaHHSA nyHa
KOMMNaHis
"3p0pos'a”
3. | BEHOPM TabneTkn, BKPUTI TOB YkpaiHa TOB YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUA TEPMIH. 6e3 He UA/18081/01/01
N1iBKOBOIO "TepHodap "TepHodpapm" OHoBneHo iHdhopMaLito y po3ginax "Ckiag” peyenma nionsizae
060/10HKO10, N0 500 M" (pepakTopchbki NpaBkK), "®apmMakonoriyHi
mr, no 10 TabneTok BNacTMBOCTI" (YTOUHEHHS iHchopmawii),
B 6nicTepi, no 3 abo "3acTocyBaHHs y nepiog BariTHoCTi abo
no 6 6nictepis y roflyBaHHs rpyaar” (yTouHeHHs iHgopmadii),
nauuj 3 KapToHy "MobiuHi peakyii" (yTouHeHHS iHdopmalLii) Ta y
po3gini "Cnocib 3acTocyBaHHs Ta 403n"
IHCTPYKLUT 418 MeAUYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby BiANOBIAHO A0 OHOB/EHOI
iHhopmauii Wwoao 6e3nekn 3acTocyBaHHS
Lir0UnX peyvyoByrH, a Takox y po3aini "Mo6iuHi
peakuii” Woa0 BaXXNMBOCTI 3BiTyBaHHSA Npo
noGiyHi peakuii.
Pestome nnaHy ynpasniHHa pyu3unkamu Bepcis 1.0
[OAAETLCA.
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.
4. | AYAKNIP® NopoLUoK AN BEPNIH- HimeuunHa IHpacTpiac IcnaHis MepepeecTpayia Ha 5 pokis 3a He UA/17698/01/01
DKEHYEWP® | iHransuiii, 340 XEMI Al dapmaceyTikac OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyenmom | nionsizae
MKr/12 mMkr; no 60 Anwmipan C.A. MeJMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby y

[103 NOPOLLKY ANs
iHranauin B
iHransTopi; no 1 a6o
no 3 iHransitopu B
antoMiHieBOMY
namiHoBaHoOMy
nakeTi KOXeH, pa3om
i3 nakeTukom 3
ocyllyBayem B
Kopo6Li 3 KapTOHY

po3ainax "®apmakoTtepaneBTuyHa rpyna. Kog
ATX" (yTOUHEHHS onucy
thapmakoTepaneBTUYHOT rpynu 6e3 drakTnyHoI
3MiHu kogy ATX), "®apmakonorivHi
BNacTMBOCTI"(YTOYHEHHS iHdhopmauii),
"B3aemogis 3 iHWMMU flikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof
BariTHOCTi abo rogyBaHHs rpyaao"” (YTOUHEHHS
iHbopMmawii), "Cnoci6 3acTocyBaHHs Ta Jo3n"
(yTOYHeHHs iHdopmauii), "MobiuHi peakwii”




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

(peparoBaHo iHhopMaLito LWoA0 MOBIgOM/IEHD
npo nigo3ptoBaHi NOGIUHI peakwii).

Pestome nnaHy ynpasniHHS pusnkamu Bepcisa 6.0
[OAAETLCA.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
34,0pOB’A YkpaiHu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
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,
3a3HayYeHUMKM y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MneKu.

KBETUPOH®
XR ACIHO

TabneTku
NPOJIOHroBaHoI fji
no 150 wmr, no 10
TabneTtok y 6nictepi;
no 3 a6o no 6
6nictepis B
KapTOHHIW nayu,i

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLITBO,
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepii:
®APMATEH
IHTEPHELUHN
C.A.

pevjis

MepepeecTpauis Ha HEOOMEXEHNI TEPMIH.
OHoB/eHO iHhopMaLiito B IHCTPYKLUIi AN
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ginax "®apmakoTrepaneBTuyHa rpyna. Kog
ATX" (yTouHeHHS iHdopmaLii 6e3 3mMiHn kogy
ATX), "®apmakosnoriyHi BnactmeocTi",
"MokasaHHs" (pegaryBaHHs TEKCTY),
"MpoTunokasaHHsa", "B3aemogis 3 iHWnMun
nikapcbkumu 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobamMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogysaHHs rpyaat”, "MepepnosysaHHsA", "Mo6iYHI
peakuii" BignoBsigHo A0 iHchopmauii woao
MeAMYHOro 3acTOCYBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (CEPOKBE/b XR,
TabneTkn, BKPUTI MiIBKOBOK 06OOHKOHD,
nposioHroBaHoi gii, 50 mr, 150 mr, 300 mr), a
Takox y po3aini "Mo6iyHi peakuii” wono
B&X/IMBOCTI 3BITyBaHHS Npo Mob6iuHi peakw;i.
[opaHo po3ginu "3asBHuK",
"Micue3HaxoKeHHs 3asBHMKA".

Pestome nnaHy ynpasniHHS pusnkamu Bepcisa 2.0
[OAAETLCA.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y

3a
peyerimom

He
niossieae

UA/18040/01/02




10

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

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.

KBETUPOH®
XR ACIHO

TabneTku
NPOJIOHroBaHOI fji
no 300 wmr, no 10
TabneTtok y 6nictepi;
no 3 a6o no 6
6nictepis B
KapTOHHIW nayu,i

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLITBO,
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepii:
®APMATEH
IHTEPHELUHN
C.A.

pevjis

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.
OHoBeHO iHdhopMaLiito B IHCTPYKLUIi AN
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ginax "®apmakoTrepaneBTuyHa rpyna. Kog
ATX" (yTouHeHHs iHdopmaLii 6e3 3mMiHn kogy
ATX), "®apmakosnoriyHi BnactmeocTi",
"MokasaHHs" (pegaryBaHHs TEKCTY),
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMun
nikapcbkumu 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rofysaHHs rpyaat”, "MepepnosysaHHsA", "Mo6IYHI
peakuii" BignoBsigHo A0 iHchopmauii woao
MeAMYHOro 3acTOCYBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (CEPOKBE/Ib XR,
TabneTkn, BKPUTI M1iIBKOBOK 06OOHKOHD,
nposioHroBaHoi gii, 50 mr, 150 mr, 300 mr), a
Takox y po3aini "Mo6iyHi peakuii” wono
B&X/IMBOCTI 3BITyBaHHS Npo MobiyHi peakw;i.
[opaHo po3ginu "3asBHuK",
"Micue3HaxoKeHHs 3asBHMKA".

Pestome nnaHy ynpasniHHS pusnkamu Bepcisa 2.0
[OAAETLCA.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOrO Haka3oMm MiHicTepcTBa OXOPOHU
3[,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 0XOpOHU
3/10pOB's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/18040/01/03

KBETUPOH®
XR ACIHO

Tabnetku
NPOJIOHTOBaHOT Aji
no 50 mr, no 10
TabneTtok y 6nictepi;
no 3 a6o no 6
6nictepis B
KapTOHHIW nayui

TOB
"ACIHO
YKPAIHA"

Ykpaina

BMPOGHMLITBO,
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepii:
®APMATEH
IHTEPHELUHN
C.A.

pevyis

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby y
po3ginax "®apmakoTepaneBTuyHa rpyna. Kog
ATX" (yTOuHeHHS iHdopmaLii 6e3 3mMiHn kogy
ATX), "®apmakonoriyHi BnactmeocTi",
"MokasaHHs" (pegaryBaHHs TEKCTY),

3a
peyerimom

He
nionsieae

UA/18040/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"MpoTunokasaHHsa", "B3aemogis 3 iHWnMun
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiit", "Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "Mepeno3syBaHHs", "TI06IYHI
peakuii" BignoBsigHo A0 iHchopmauii woao
MeAMYHOro 3acTOCYBaHHS pe)epeHTHOro
nikapcbkoro 3acoby (CEPOKBE/Ib XR,
TabneTkn, BKPUTI MNIiIBKOBOK 06OIOHKOHO,
nposioHroBaHoi gii, 50 mr, 150 mr, 300 mr), a
Takox y po3aini "Mo6iyHi peakuii” wono
B&X/IMBOCTI 3BITYBaHHSA NPo Mob6iyHi peakw;i.
[opaHo po3ginu "3asBHuK",
"Micue3HaxoKeHHs 3asBHMKA".

Pestome nnaHy ynpasniHHS pusnkamu Bepcisa 2.0
[OAAETLCA.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
3[,0pOB’A YkpaiHu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULI
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMK,
3a3HayYeHUMM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MneKu.

MAWAEKNA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 60
Mr; Mo 28 TabneTok
y HEMPO30pOMYy
nonieTuieHoBoOMy
donakoHi 6/1aKNTHOTO
KOnbopy 3
61aKUTHO
HEenpo3opo
noninponisieHoBo
KPULLIKOKO B
KapTOHHI Kopoobui

MaiinaH
Na6opatopis
Nimiteq

IHais

MaiinaH
Na6opaTopi3
Nimiten

IHais

nepepeecTpaisi Ha HEOBMEeXEeHUI TepPMiH
OHoBneHo iHthopMmaLito B IHCTpyKLUii ans
MeAMYHOro 3acTOCyBaHHA NMikapCbKoro 3acoby y
po3gini "Mo6ivHi peakuii” WoAO0 3BiTyBaHHA NP0
NoGiyHi peaxLii Ta BHECEHO YTOUHEHHS Y PO34in
"papmakoTepaneBTuyHa rpyna. Kog ATX" 6e3
3MiHM kogy ATX.

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 2.1
[oAaeTbea
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, Bi4NOoBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTsi tocTuLii
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big, 26 BepecHsi 2016 poky Ne

3a
peyerimom

He
nionsieae

UA/17912/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
996), CTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
9. | NPErABANIH | nopowok MNAT YkpaiHa XIKAN NIMITEL IHAjis MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH - He UA/17987/01/01
(cy6eTaHuin) y "Kunismeanp niosnsieae
noABINHNX enapar”
nonieTnIeHoBUX
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYBaHHS
10. | PEBIBANI® Kancynm Megokemi Kinp BUPOGHMLTBO Kinp MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH 3a He UA/17932/01/01
racTpope3nCTeHTHI nTa roToBOr0O OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyernmom nidnsieae
TBepai no 30 mr; no nNiKapcbKoro MeJMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby y
10 kancyny 3aco6y, KOHTPO/1b po3ainax: "lMNokasaHHA" (pefaryBaHHs TEKCTY),
6nicTepi; no 3 abo 9 AIKOCTI, BUMYCK "Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
6nicTepiB y cepi: BignoBigHO A0 iHdopMaLii Woa0 MeguyHOro
KapTOHHIlA KopooLi Megokemi NTA 3acToCyBaHHA pehepeHTHOro Nikapcbkoro
(LleHTpanbHwui 3acoby (Cymbalta, hard gastro-resistant
3aBog), Kinp; capsules, 30 mg, 60 mg)
BUPOGHMLTBO
roToBOro Pestome nnaHy ynpasniHHa pu3vkamu Bepcis 0.2
nikapcbKoro [OAAETLCA.
3acoby, nepBrHHe MepiognyHICTb NOAAHHS PerynsipHo
Ta BTOPVHHE OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
nakyBaHHS: Mopsiaky 34ificHeHHs hapmakoHarnagy,
Megokemi NTA 3aTBEepAKEHOro Hakazom MiHicTepcTBa OXOPOHU
(3aBog AZ), Kinp 30,0pOB’A YKpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
11. | PEBIBAN® Kancynu Megpokemi Kinp BMPOGHULTBO Kinp MepepeecTpalist Ha HEOOMEXEHN TEPMIH 3a He UA/17932/01/02
racTpope3nCTeHTHi nTa roTOBOro OHOBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyenmom | nionsizae
TBepAi no 60 mr; no nikapcbKoro MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby y
10 kancyny 3aco6y, KOHTPO/Ib po3ainax: "MNokasaHHA" (pefaryBaHHs TEKCTY),
6nicTepi; no 3 ao 9 AAKOCTI, BUMYCK "Oco6/1MBOCTi 3acTocyBaHHS", "MoGIYHI peakwi”
6nicTepiB y cepi: BigNoBiAHO A0 iHdhopMaLil LWoao MeguyHOro
KapTOHHIlA KOpooLi Megokemi NTA 3acToCyBaHHA pehepeHTHOro Nikapcbkoro
(LleHTpasbHuiA 3acoby (Cymbalta, hard gastro-resistant
3aBsog), Kinp; capsules, 30 mg, 60 mg)
BMPOGHULTBO
roTOBOro Pestome nnaHy ynpasniHHA pusnkamu sepcisa 0.2

niKapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE

[OAAETLCA.
MepioanyHiCTb NOAAHHSA PErynsipHO
OHOBJOBAHOrO 3BiTY 3 6e3NeKu, BigNoBIgHO A0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakyBaHHs: Mopsaaky 34iicHeHHs chapmakoHarnagy,
Mepokemi NTA 3aTBEepAKEHOro Hakaszom MiHicTepcTBa OXOPOHU
(3aBog AZ), Kinp 30,0p0B’A YKpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
12. | TIAMA30/ KpucTaniyHmi ToBapucTBO YkpaiHa Unuxoy AyHLueH Kutaii MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. - He UA/18390/01/01
MOPOLLIOK 3 dapmacbloTikan nionsi2ae
(cybcTaHuis) y obmexeHor Ko., NiTg,.
noaBiliHMX Bignosiganb
nonieTnIeHoBmX HICTIO
naketax ans "®GapmauesT
chapmaL,eBTU4YHOro nyHa
3acToCyBaHHsA KOMnNaHis
"3po0pos'a"
13. | UMKNOKYTA nak gns Hirtie TOB «MIBE YKpaina BUPOBHUK, Himeuunna/ MepepeecTpauis Ha HEOOMEXEHNI TEPMIH. 6e3 nionsieae UA/18077/01/01
H® nikyBanbHuii, 80 YKPAIHA» BignoBiganbHNi Monblwa OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415 peyenma
Mr/r, N0 3 T PO34nHy 3a BUPOOHMLTBO MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby y
y donakoHi; no 1 "in bulk", po3ginax "B3aemogis 3 iHWuMu nikapCbKumu
donakoHy y nepBrHHe Ta 3aco6amu Ta iHWi BUAY B3aemMogiii",
KomnnekTi i3 10 BTOPVIHHE "Oco611BOCTI 3aCTOCyBaHHA", "3acTOCYyBaHHSA Y
wnarenis B kaceTi, nakyBaHHs, nepiog BariTHOCTi abo roayBaHHs rpyaar”,
TpuMayem Lnarens, KOHTpO/b cepii Ta "3[aTHICTb BNAMBATU Ha LWBUAKICTb peakuii npu
TaMnoHamu ans BUMYCK cepii: KepyBaHHi aBTOTPaHCNOPTOM a60 iHWMMY
OUMLLIEHHA Ta mi6e MmeX mMexaHismamu", "TMobiuHi peaku,ii” BignoBigHO A0
nuaoykamu ans ApuHalimiTTens, iHchopMmawii pedhepeHTHOro nlikapcbkoro 3acoby
HIrTiB y navui HimeuunHa,; (Nagel Batrafen, 8% medicated nail lacquer), a
BUPOGHUK, TakoxX y posgini "MobiuHi peaxuii" woano
BiANOBiga/IbHUI Ba)K/IMBOCTI 3BiTyBaHHS NPO NOGiYHI peakyii.
3a BTOPWHHE
nakyBaHHA: Pestome nnaHy ynpasniHHS pu3vkamu Bepcisa 4.0

CYH-®APM Cn. 3
0.0., MonbLa

nofaeTbes.
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
30,0pOB’A YKpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NodaHHsA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

perynsipHmx 3BiTiB 3 6e3neku.

B.o. HauaTLHUKA
dapMaiLeBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO




ITEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 03 ciuns 2025 poky Ne 28

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

Ne

Hassa

3asaBHUK

o ®dopma surnycKy KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. | ABEUVH-H PO34uH ANs iHQy3il, TOB YkpaiHa HeposdacoBaHuii pewis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/20053/01/01
400 mr/250 mn, no "®APMACEN" NPOAYKT, NEPBUHHA YkpaiHa My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
250 mn y dpnakoHi; yrnaxkoBKa, BTOPUHHa thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
no 1 dpriakoHy B yMaKoBKa, KOHTPO/Ib: NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
naJi 3 KapToHy a6o BIOCEP C.A. 0151 MeAMYHOro 3acTOCyBaHHA Ha niAcTasi perynsipHo
no 10 donakoHiB y MAPEHTEPAN OHOB/OBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acooby,
Kopobui CO/MoWHC abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
IHOACTPI, IMpeuis; 3acoby B nicnspeecTpauiliHnii nepios, abo sk
Bunyck cepii: TOB pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
"®APMACEJT", BIANOBIAHO A0 MNaHy negiatpuuHnx gocnimxeHs (PIP)
YkpaiHa (3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ainu "OcobmBOCTi 3acTocyBaHHS", "M0BIYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3nekun Aityoi pevyoBrHN
2. | A3non TabneTku, BKPUTI AT «Apamep Monbua AT «Apamep MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14380/01/01
N/1iBKOBOIO Papma» Papmay», Monblua,; Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenmom

060/10HKO0, Mo 250
Mr no 3 TabneTkn B
6nictepi; no 2
6nictepu B
KapTOHHIli KopooLi

BiANOBiAa/IbHWIA 32
KOHTPO/b cepii: TOB
"MT NlabopaTopiec",

Monba

cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/yYEHHS cepTudikaTa BignoBigHOCTI EBponenchkiii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[ONOMDKHOT peqoBumHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBMEeHWA cepTudikat
Bifj y)ke 3aTBEpPAKEHOro BUpo6HMKa - MogaHHsA
OHOBNEeHoro ceptugikaty R1-CEP 2007-119-Rev 06
(3atBepmxeHunini R1-CEP 2007-119-Rev 05) Big yxe
3aTBEPKEHOro BUpo6HUKa. AK HacnifokK Biabynach
3MiHa Ha3Bu BMpobHuka 3 JUBILANT GENERICS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

LIMITED, India Ha JUBILANT PHARMOVA LIMITED,
India 6e3 3MiHM agpecy BUPOBGHMNYOro MaiaaHumka -
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO NikapCbkoro 3acoby. 3miHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby (4ONOBHEHHS
cneuudikauii HOBUM NMOKa3HUKOM 3 BifNOBiAHNM
MeToAoM BUNpobyBaHHS) - [lofaBaHHSA HOBOrO
napameTpy 40 cneuudikaLii nikapcbkoro 3acody —
HiTpo3amiH NDMA (N-HiTpo3ognmMeTunamiH) not more
than 0.096 ppm, pa3om i3 BignoBigHUM MeToL0M
TECTYBaHHS.

A3unon

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 500
mr, no 2 abo 3
Tabnetku B 6nicTepi;
no 1 6nictepy B
KapTOHHIli KopoobLi

AT «Apame[
dapma»

Monba

AT «Apavep
dapmax, MonbLa;
BiAnoBiganbHNI 3a

KOHTpO/b cepii: TOB
"MT Na6opaTopiec",
Monbwa

Monba

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHuKa - MNogaHHsA
oHoBJsieHoro cepTudikaty R1-CEP 2007-119-Rev 06
(3aTBepaxeHuii R1-CEP 2007-119-Rev 05) Big yxe
3aTBEpKEHOr0 BUPOOHYMKa. FK HAacnifoK Big6ynach
3MiHa Ha3Bu BNpo6Huka 3 JUBILANT GENERICS
LIMITED, India Ha JUBILANT PHARMOVA LIMITED,
India 6e3 3MiHn agpecy BUPOBHMYOrO MangaHumka -
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KOHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
roTOBOrO JliKapCbKoro 3acoby (4ONOBHEHHS
cneumaikalii HOBUM NOKA3HUKOM 3 BifNOBIAHNM
MeToA0M BUMPOOGYBaHHS) - [logaBaHHSA HOBOrO
napameTpy Ao creumdikauii nikapcbkoro 3acoby —
HiTpo3amiH NDMA (N-HiTpo3ogumeTunamid) not more
than 0.096 ppm, pa3om i3 BiAMNOBIgHUM METOA0M
TECTyBaHHS.

3a
peyenmom

UA/14380/01/02

A3UTPOMIL,
NHY
JUMOPAT

KpucTaniyHmi
MOPOLLIOK
(cybeTaHuis) y
noaBiiHMX
nonieTueHoBmx
naketax Ans
thapmaLeBTUYHOTO
3aCTOCYyBaHHSA

TOB
"TNEAGAPM
nTa”

YKpaiHa

MexTta All MeT.
nTa.

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa
3asBHuKa /13 (MIBIM) (BnacHuka peecTpauiintHoro
noceigyeHHsn) (3rigHo Hakady MO3 Big 23.07.2015 Ne
460): 3atBeppxeHo: TOB "KYCYM ®APM", YkpaiHa
3anponoHoBaHo: TOB «MMEADAPM ITA», YkpaiHa

UA/15101/01/01
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Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AKHETPEKC
10

kancynm m'sii no 10
mr; no 10 kancyn y
6nictepi, no 3
6nictepu B
KapTOHHIlA KopooLi

Mera
NaiidpcalieHci3
Mabnik
KomnaHi
Nimiteq

TainaHg

Mera NaiidpcaiieHci3
Mabnik Komnani
Nimiten

TainaHg

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (iHLLi 3MiHW) - BUNYYEHHS
nokasHuka «KinbkicHe BU3Ha4YeHHs guHatpito egeTaTy»
i3 Cneuwnddikauii N3, Ta, Ak Hacnigok, i3 meToais
KoHTponto MKSA /13. BBeAeHHS 3MiH NpoTAromM 6-tu
MiCALIB NiCNsA 3aTBEPAKEHHS
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyugikauii Ta/abo AONYyCTUMUX MEX
rOTOBOrO /1iKapPCbKOro 3aco0y (iHLLi 3MiHM) - BUYYEHHS
nokasHvka «lgeHtudpikauis guHatpito egetary» i3
Cneuudpikanii 13 ana npuBefeHHs [0 MaTepianis
BMPOGHMKA, Ta, SIK HACMiAOK, i3 METOAiB KOHTPO/II0
MKSA N3.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS - 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3aco6y. 3miHa napameTpiB crneuudikawii
Ta/abo [OMYyCTVMUX MEX rOTOBOrO /likapCbKoro 3acoby
(iHWi 3MiHW)

BW/IYYEHHS NOKa3HMKa «laeHTudikauis giamaHToBOro
61aKNTHOTO, KAPMOI3MHY Ta MOHCOo 4 R» i3
Cneuudpikauii 13 ons npuBefeHHA A0 MaTepianis
BMPOGHMKA, Ta, K HACNIAOK, i3 METOAiB KOHTPO/IIO
MK$A /13. BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/16557/01/01

AKHETPEKC
20

Kancynm m'siki no 20
Mr, no 10 kancyny
6nictepi, no 3
6nictepu B
KapTOHHIli Kopoobui

Mera
NaidpcaiieHci3
Mabnik
Komnawi
Nimiteq

TainaHg

Mera JlaiicbcaieHcia
Mabnik KomnaHi
Nimiten

TainaHg

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (iHLLi 3MiHW) - BUYyYEHHS
nokasHuka «KinbkicHe BU3Ha4YeHHs AUHATPIl0 egeTaTy»
i3 Cneuundikauii N3, Ta, AK HacNigok, i3 MeToais
KoHTponto MKA N13. BBeAeHHS 3MiH MpPOTArom 6-Tu
MiCsILiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikaLii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHM) - BUNYYEHHS
nokasHuka «lgeHTudikauis guHatpito egeTtary» i3
Cneuudpikauii /13 ons npuBefeHHA A0 MaTepianis
BMPOOHUKA, Ta, K HaCMiAoK, i3 MeTOAIB KOHTPO/I0
MK$A /13. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPKEHHS. - 3MiHW | TUNYy - 3MiHM 3 AKOCTI.
"oTOBMIA NiKapcbkuii 3acib. KoHTposb rotoBoro

3a
peyenmom

UA/16557/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHW) - BUYYeHHS nokasHuka «laeHTudikauia
AiaMaHTOBOro 61akKMTHOTO, KapMOI3MHY Ta MOHCo 4 R»
i3 Cneumdikauii N3 ona npyBefeHHs A0 maTtepianis
BMPOGHMKA, Ta, K HACNIAOK, i3 METOAiB KOHTPO/IIO
MK$A /13. BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS.
7. | AKTUNISE® niodpinizat ana BepiHrep HimeuumnH Bupo6HuK HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/2944/01/01
PO34mnHy Ans IHrenbxainm a (niodpinizar): TMny - 3MiHK 3 AKkocTi. A®I. MpoekTHUIA NpocTip Ta peyenmom
iHdpy3iin no 50 mr; 1 IHTepHeLwHN BMPOBHULTBO 3a nicnsapeecTpauiliHiii NPOTOKO ynpaBAiHHS 3MiHaMK.
chnakoH 3 6X NMOBHUM LK/IOM BnpoBamKeHHs 3MiH, Lo nepebayeri y

niodpinizatom y
KOMM/IeKTi 3 1
donakoHoOM
pO34MHHYKKa (BOga
Ans iH'ekuiid) no 50
M1y KapTOHHIi
KOpoo6Li

(BKHOYAKOUM
BMPOBHULTBO,
KPUTUYHWI
BVPOGHWYNIA
KOHTPO/1b, KOHTPO/b
AKOCTI B
JOCTiMKEHHAX ANs
BWMYCKY cepiii (3a
BCiMa
napameTpamu),
KOHTPO/Tb SIKOCTi B
[OCNifpKEHHAX
cTabinbHocTi (3a
BCiMa
napameTpamu),
nepBUHHA ynakoBkKa,
BTOPWHHA ynakoBka,
BMNYCK Cepiit):
Bepinrep
IHrenbxainm ®apma
'm6X i Ko. KI,
HimeuunHa;
Bupo6HMK
(po3unHHKK, Boga
ONs iH'eKUii):
BMPOBHULTBO 3a
MOBHUM LIK/IOM
(BMpOGHMLTBO
(BKKOYaroum
KOHTPO/Ib SIKOCTi B
npoueci
BUPOBHULTBA),
KOHTPO/b SAKOCTi
KIHLLeBOro NpoayKTy
(ans Bunycky cepii
Ta B AOCNIHKEHHSAX

3aTBEPAKEHOMY NPOTOKOI YNpaBniHHA 3MiHaMK
(BNpOBaKEHHS 3MiHU ANs
6i0N0riYHOro/iMyHO/IOMNYHOrO JiKapCbKOro 3acoby)
BnpoBamkeHHs 3MiH, Lo nepefbayeHi y
3aTBEpXEHOMY NPOTOKOI yNpaBAiHHA 3MiHaMW.
3minn |l Tuny - 3MiHn 3 akocTi. A®L. MpoekTHiA
NPOCTip Ta Mic/IApeecTpaLiiiHAi NPOTOKON yNpaBAiHHSA
3MiHaMun. BHECEHHS 3MiH y nicnsipeecTpaviinHunii
NPOTOKON YNpas/iHHA 3MiHaMu ans Ad| -
BnpoBapkeHHA NPOTOKONY ynpasAiHHA 3MiHaMu nicns
3aTBepmxeHHsi (PACMP) npusHayeHuin ans BBEAEHHS
abTepHaTVBHOIO 3aBOAY 3 BUPOOHMLTBA Ajito4oi
peyoBuHM (anbTennasa), bepiHrep IHrenbxavim ®apma
'm6X i Ko. KI', BigeHb, ABcTpis / Boehringer Ingelheim
RCV GmbH & Co KG, Austria (3aTBepmkeHuii
BMPOGHWK BepiHrep IHrenbxaiim ®apma Mv6X i Ko. K,
HimeuuunHa/ Boehringer Ingelheim RCV GmbH & Co.
KG, Germany.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
cTabinbHoCTI),
nepBuHHe
MapKyBaHHS,
BTOPVHHE

nakyBaHHs Ta
MapKyBaHHS1, BUNYCK
cepiii)) bepiHrep
IHrenbxainm ®apma
m6X i Ko. KI,
HimeyvunHa;
Bupo6HuK
(niocpinizar):
BVPOGHMLTBO
Hepo3dhacoBaHOro
NpoaykTy
(CLGILEETETY]
BMPOBHULTBO,
KPUTNYHWIA
BVIPOGHWYNIA
KOHTPO/1b, KOHTPO/b
AKOCTI B
JOCTiIHKEHHAX AN
BUMNYCKy cepiii (3a
napameTpamu
CTEPUSIBHICTb,
H6akTepiasibHi
€HA0TOKCUHMU,
30BHiLLHI BUrNSAA,
OLHOPIZHICTb Macu,
Yyac pO3UMHEHHS),
nepBuHHA
ynakoBka): BeTtep
Papma-dPepTuUryHr
'm6X eHg Ko. KT,
HimeuuunHa,;
Bupo6HuK
(niodpinizar):
BMPOGHMLTBO
Hepo3hacosaHOro
npoaykTy (Tibkn
Bizya/lbHWi
KOHTPO/b),
KPUTNYHWIA
BMPOGHWYNIA
KOHTPO/1b, KOHTPO/Ib
AKOCTI B
[OCNiIKEHHAX Ans
BUMYyCKy cepili (3a
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
napameTtpamu
CTEepPW/IbHICTb,
H6akTepianbHi
€HA0TOKCUHM,

30BHILLHIN BUrNSAL,
O HOPIZHICTb Macu,
yac
po3unHeHHs):BeTTep
Papma-PepTuUryHr
'm6X eHg Ko. KT,
HimeuuunHa,;
Bupo6HuK
(niodpinizar):
BVPOGHMLTBO
Hepo3hacosaHOro
npoaykTy (Tibkn
BizyaslbHWi
KOHTPO/b),
KPUTNYHWIA
BMPOGHWYNIA
KOHTPO/1b, KOHTPO/Ib
AKOCTI B
[OCNiIKEHHAX Ans
BUMYyCKy cepili (3a
napameTtpamu
CTEepPW/IbHICTb,
H6akTepianbHi
€HA0TOKCUHM,
30BHILLHIN BUrNSAL,
O HOPIZHICTb Macu,
4ac PO3UVHEHHS):
BeTTep ®apma-
®epTuryHr rméx
eHg Ko. KT,
HimeuuunHa,;
Bupo6HuK
(niodpinizar):
BMPOGHMLTBO
Hepo3hacosaHOro
npoaykTy (Tibkn
Bizya/lbHWi
KOHTpOnb): BeTTep
Papma-PepTUryHr
'M6X eHp Ko. KT,
HimeuumnHa ;
Na6opaTopii 3
KOHTPO/IIO AKOCTI
(niogpinisar):
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

a/lbTepHaTUBHA
OinbHUUA 3
KOHTPOJO AKOCTi 3a
noKasH1Kkamu
"CTepunbHICTL" Ta
"BakTepiasibHi
€HOOTOKCUHN" O/1A
BUMNYCKY Cepiii
F'N3:Nabop NIC CE
eHg Ko. KT,
HimeuuunHa,;
Nab6opaTopii 3
KOHTPOJTIO AKOCTI
(niocpinizar):
anbTepHaTUBHa
OinbHUUS 3
KOHTPO/IO SKOCTi B
LOCNiMKEHHAX aNs
BUMYCKy cepiii N3
(3a BCima
nokasHukamu 3a
BUK/OYEHHAM
"CTepunbHICTL",
"BakTepiasibHi
€HJOTOKCMHM") Ta B
[ocnimKeHHAX
cTabinbHOCTI (3a
BCiMa
nokasHukamu): A
eHg Em WtabTect
Nabop dyp
AHaNITUK yHA
CrabinitatcnpydyHr
m6X, HimeuunHa,
Na6opaTopii 3
KOHTPOJIHO SKOCTI
(PO3UMHHUK):
anbTepHaTuBHa
AiNbHUUA 3
KOHTPO/HO AKOCTI 3a
BUK/IOYEHHAM
noKasHUKiB
"CTepwibHICTb" Ta
"BakTepianbHi
€HA0TOKCUHKN"
(mocnipxeHHs
cTabinbHocTi): A eHp,
Ewm LUtabTect
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Nabop dyp
AHaNITUK yHA,
CrabinitatcnpydyHr
M6X, HimeuunHa,;
Na6opaTopii 3
KOHTPOJIO SKOCTI
(PO3UMHHUK):
anbTepHaTuBHa
AiNbHUUA 3
KOHTPO/HO AKOCTI 3a
napameTtpamu
"CTepunbHICTL" Ta
"BakTepiasbHi
€HA0TOKCUHKN"
(gocnigpKeHHs
cTabinbHoCTI):
Na6op /IC CE eHa
Ko. KI', HimeuunHa
8. | ANONYPUHO | Tabnetku no 300 wmr, CaHpos CnoBeHis BMPOGHMLITBO 3a HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9524/01/02
N CAHAO3® no 10 TabneTtok y dapmacbioTika NOBHUM LMK/TOM: PymyHis/ TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 5 n3 a.o. Cantotac ®apma IHgis/ thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nicTtepiB y M6X, HimeuunHa; CnoBeHis y3araslbHeHVX faHux Npo cucteMy dpapMakoHarisay
KapTOHHI Kopo6Lyi BUPOGHMLTBO in bulk (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
(anbTepHaTMBHA hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
nOinbHWus): CaHgos BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
MpaliseT NimiTes, KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asiBHuKa A5
IHAis; KOHTPONb 3AiicCHEHHS (hapMakoHarnsay B YkpaiHi, KO BOHA
cepii BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
(anbTepHaTnBHA 3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
ainbHnua): C.K. KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
CaHpgos C.P.J1., thaiina cuctemu papmakoHarnsgy) - 3miHa
PymyHisi; nepBuHHe i YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
BTOPUHHE thapmakoHarnsg. fitoya pegakuis: Jasig JxoH Nlesic /
nakyBaHHs, [,03BiN David John Lewis. - MponoHoBaHa pefakuis: Juergen
Ha BUMyckK cepii Maares / FOpreH Maapec. - 3MiHa KOHTaKTHUX AaHnx
(anbTepHaTMBHA YNOBHOB&XEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a
AinbHnus): Nlek thapmakoHarnag. - 3MiHa KOHTaKTHOT 0cobuM 3aABHMKa,
dapmaLeBTUYHa BiANoBiAabHOT 3a hapmakoHarnsag B Ykpaii. - fitova
KomnaHia g.4., pepakuisi: Opnos B'auecnas Biktoposuu. -
CnoseHis MponoHoBaHa pegakuis: TaHacoBa 3opsiHa
MuKonaiBHa. - 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi. - 3mMiHa MicLe3HaxomkeHHss MacTep-caiina
cucTemmn chapmakoHarnsgy Ta inoro Homepa. - 3miHa
MiCLS 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
9. | AIONYPUHO | Tabnetku no 100 mr, CaHpo3 CnoBeHisg BMPOBGHULTBO 3a HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9524/01/01




23

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
N CAHAO03® no 10 Tabnetok y dapmachbloTika NMOBHUM LK/IOM: PymyHisa/ TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nicTepi; no 5 n3 a.a. Cantotac ®apma IHais/ thapmakoHarnagy. BeegeHHs abo 3miHu fo
6nicTepiB y M6X, HimeyunHa; CnoseHis y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
KapTOHHIli KopoobLi BMPOGHMLTBO in bulk (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
(anbTepHaTnBHA thapMakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
ninbHUUs): CaHao3 BiANOBiAANbHOI 3a 3iicCHEHHS thapmakoHarnaay;
MpaiiBeT NimiTes, KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
IHAis; KOHTPONb 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
cepii BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
(anbTepHaTMBHA 3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
AinbHuugs): C.K. KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
CaHngos C.P.J1., thaiina cuctemu chapmakoHarnagy) - 3miHa
PymyHisi; nepBuHHe i YMOBHOB&XEHOI 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
BTOPVHHE thapmakoHarnsag. fitoya pegakuis: Jasig JxoH Nlesic /
nakyBaHHs, 403BiN David John Lewis. - lNponoHoBaHa pefakuis: Juergen
Ha BUMYyCK cepii Maares / FOpreH Maapec. - 3MiHa KOHTaKTHUX JaHnX
(anbTepHaTnBHA YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
AinbHnug): Nek hapmakoHarnag. - 3MiHa KOHTakTHOT 0CO6M 3asBHUKA,
dapmaueBTUYHA BiANOBIAa/IbHOI 3a chapmakoHarisg B YkpaiHi. - fitoua
KoMnaisa g.4., pepakuis: Opnos B'ayecnas BikTopoBuy. -
CnoBeHis MponoHoBaHa pepakuis: TaHacosa 3opsHa
MukonaiBHa. - 3MiHa KOHTAKTHUX AAaHWUX KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIA&/IbHOT 3a (hapmakoHarnsg, B
YkpaiHi. - 3MiHa MicLe3HaxoAKeHHA MacTep-taiina
cucTeMu dhapmakoHarnsgy Ta ioro Homepa. - 3miHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.
10. | AIbBYMIH PO34uH ANs iHQy3il, KEAPIOH ITania KEAPIOH C.M.A. ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15876/01/01
NOANHN 200 | 200 r/n; no 50 mn C.N.A. MYy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HMNYOT peyenmom
rin ab6o no 100 mn AiNbHULI (BKAOYatoum AinbHuUi ana A®l, npomikHoro

PO3UMHY Y MAALILL;
no 1 nnaswui 8
KOpo6L,i 3 KapTOHY

npoAykTy abo roToBOro ikapcbkoro 3acoby, AinbHULi
NSl NpoBefieHHsA NakyBaHHA, BUPOBHYKa,
BiANOBIA&1bLHOrO 3a BMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(SIKLLO 3a3HAYEHO Y [OCbE)

BunyuyeHHs BUpo6bHUYOI ginbHULi ®anopHi C.P.J1.,
ITanis, Ha siKili NPOBOAMTLCS BTOPUHHE NakyBaHHSA J13.
BrpOG6HYK, L0 3aN1LWMBCS, BUKOHYE Ti X caMi qoyHKL;T,

L0 i BUYYeHWiA. - 3MiHU | TUNY - AgMIHICTPaTUBHI

3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecu micus
NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a

HeoObXiAHOCTI, MicLie NPOBEAEHHSI KOHTPO/IO SKOCTI),
abo BrlacHuka macTep-tpaiina Ha A®l, abo
noctavasibHuka A®l/BnxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAaYEeHO
y [OCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cepTudpikaTa BignoBiAHOCTI EBPONEChKIl
chapmaxonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AOMNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa HaliMeHyBaHHS nocTayasibHyKa CMO/N
adiHHOI (XpomaTorpadiyHoi) Heparin Sepharose® 6
Fast Flow 3 Amersham Biosciences, Sweden Ha
Cytiva Sweden AB, Sweden. Bupo6Huya ginbHuus 1a
BCi BUPOGHMYI onepadii 3amMwmnamce, 6e3 3MiH.-
3arBepmkeHo:Amersham Biosciences Bjorkgatan 30
Uppsala Sweden
3anponoHoBaHo: Cytiva Sweden AB Bjorkgatan 30
Uppsala Sweden - 3miHu |l Tvny - 3MiHK 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPO/II0 SIKOCTi FOTOBOTO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHSA AiNbHULI, Ha SKil
3[iICHIETLCSA KOHTPO/Ib SIKOCTI/BUNPOBYBaHHA cepil
415 6ioNorivYHOro/iMyHO0MN4YHOro Nikapcbkoro 3acooy,
Ta 6yAb-KOT AiNIbHULL, Ha 5Kl 3aCTOCOBYETbLCSA
6i0N0rYHMIA/IMYHONOrYHNI MeToA, BUNPOGYBaHHS) -
[lopasaHHsA anbTepHaTUBHOI BUPOOHUYOI AiNbHUL
EYPO®IHC BIOJIAB CP/1 (EUROFINS BIOLAB SRL),
ITanis, 3a agpecoto BIA B.6YOULI, 2, BIMOAPOHE
(M1),20055 (Via B. Buozzi, 2 Vimodrone (M),
20055 ,ltaly), Ha sikili 34iicHI0ETBCA KOHTpO/b /13 3a
NoKasHWKOM «[TiporeHn».

11.

ANMbAYPA3N

M®

KOHLleHTparT ans
PO34nHyY Ans
iHdpysii, 100 O4/mn
Nel:no5mny
thnakoHi; no 1

hNakoHy y
KapTOHHIl KopoobLi

CaHodpi B.B.

Higepnax
an

KiHuese
HanoBHEHHS
h1akoHiB
(nepBuHHe
nakyBaHHs),
npoBefeHHs TecTy
Ha CTEePW/IbHICTb:
BeTTep dapma-
PepTiryHr TM6X eHp,
Ko.KT, HimeuunHa;
MapkyBaHHA Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
N3 (3a
BUK/THOYEHHAM TECTY
Ha CTepW/ILHICTB),
BMNYCK cepil:
[xeHsalim IpnaHg,
Nimiten, lpnaHgis

HimeuunHa/
Ipnangis

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
YTOYHEHHS HanncaHHA Ha3BW OAHOTO 3
BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne 1877 Big
08.11.2024 B npoueci BHECEHHA 3MiH (3MiHW I Tuny -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHa noTpebye nofanbLIOro 06r'pyHTYBaHHS HOBUMM
[04aTKOBUMU AaHUMK). 3MiHN BHECEHO B iHCTPYKLO
L1 MeQUYHOro 3aCToCyBaHHSA MikapcbKoro 3acoby Ao
po3giny "Cnoci6 3actocyBaHHA Ta 031" BiANOBIAHO
[,0 OHOBJIEHOI iHGhopMaLii Woao 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby. BeeAeHHs 3MiH
npoTArom 6-Tu MicALiB Nicnsa 3aTBepmXeHHs. B mexax
3MiHN HafaHO oHoBNeHuit MYP, Bepcis 1.3. Pestome
MYP Bepcia 1.3 goaaeTtbes). Pefakuis B Hakais -

3a
peyermom

UA/8093/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KiHueBe HanoBHEHHS (h/1akoHIB (NepBUHHE
nakyBaHHS), NPOBEEHHSA TeCTY Ha CTePUSIBHICTb:
BetTtep ®apma-deptiryHr F'm6X eHg, Ko.KT,
HimeyunHa; MapkyBaHHsA Ta BTOPWHHE NakyBaHHS,
KOHTpONb AKOCTi /13 (3a BUK/IIOYEHHAM TECTY Ha
CTEPUSIbHICTb), BUMYCK Cepil:
[bxenzainm IpnaHg Nimiteg, Ipnangis; 10A IHgacTpian
Mapk, Ong KinmeageH Poya, Batepdops, IpnaHgis.
BipHa pegakuis - KiHueBe HanoBHeHHA d)nakoHIiB
(nepBUHHE NaKyBaHHA), NPOBEAEHHSA TeCTy Ha
cTepunbHicTb: Bettep ®apma-depTiryHr FM6X eHg
Ko.KrI, HimeuyunHa; MapkyBaHHA Ta BTOPUHHE
nakyBaHHS, KOHTponb fAKkocTi N3 (3a
BUK/TIOYEHHAM TECTY Ha CTEPU/IbHICTb), BUNYCK
cepii: hkeH3aiim Ipnang Nimitea, Ipnavgis
12. | AIbAYPA3N KOHLeHTpaT Ans CaHodpi B.B. HinepnaH KiHueBe HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/8093/01/01
M® PO34nHy Ans on HanoBHEHHSA Ipnangis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
iHdpysiin, 100 O4/mn dhnakoHis KOHTpO/b roToBOro AikapcbKoro 3acoby (iHLi 3MiHu) -
Ne 1:no5mny (nepBuHHe OHOBJIEHHA BXe 3aTBEPMKEHNX METOZAIB KOHTPOSIO
thnakoHi; no 1 nakyBaHHs), AKOCTI JTiKapCbKOro 3acoby, a came: BUKNaLEeHHS
dhnakoHy y npoBefeHHsA TecTy TEKCTY [ep>XaBHO MOBOHO 3riJHO Cy4aCHUX BUMOT.
KapTOHHIli Kopoobui Ha CTepW/IbHICTb:
BeTTep ®apma-
®epTiryHr FTM6X eHg
Ko.KI, HimeuuwnHa;
MapkyBaHHA Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b AKOCTI
N3 (3a
BUK/IIOYEHHAM TecTy
Ha CTEePU/IbHICTL),
BUMYCK Cepii:
[xeHzaiim IpnaHg
NimiTes, lpnaHais
13. | AlIb®ATAH Kpanni ouHi, 1,5 E668I IHK. CWA AnnepraH Ceiinc CWA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11105/01/01
ne mr/mn; no 5 mn abo nnc TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
10 mn, a6o 15 mny thapmakoHarnsay (iHwi 3MiHn) 3MiHU BHECEHI B TEKCT
dhnakoHi- MapKyBaHHsS1 NepBMHHOI (N. 6. «IHLLUE») Ta BTOPUHHOI
KpanesnbHuuj; no 1 (n. 17. «IHLWE») ynakoBoK nikapcbkoro 3acoby, a
hNakoHy- came: fofiaBaHHs iHhopmauii Wwoao norotuny Ta
KpanesnbHuLi B TEXHIYHUX KOfiB. BBEAEHHS 3MiH NPOTAroM 6-Tu
KapPTOHHI ynakoBLi MiCALB MiCNA 3aTBEPMKEHHS.
14. | AMIHOCTEP PO34KH ANs iHdys3ild; PpeseHiyc HimeuunH PpeseHiyc Kabi ABCTpist BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/0948/01/01
NN H-renA no 500 mny Kabi a ABCTpIst TM6X MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peyenmom
hnakoHi; no 10 Loiunang KOHTpO/Ib rOTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHuM).
h1aKkoHiB y 6X MpuBeaEeHHA Y BiANOBIAHICTb cneumdikauili Ta

KapPTOHHI KOpOoObLii

MeTogiB KoHTpoato B MKA /13 o AokymeHTauii
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BUPOOHWKA. BUnpaBieHHsA TeXHIYHUX MOMUIIOK,
YTOUYHEHHS Nepeknay Ta BHECEHHS! YTOUHEHb Y
posginax: Onuc, KosbopoBsicTb PO34nHY
(nepeiimeHoBaHoO Ha OnTuyHa ryctnHa), pH, BigHocHa
rycTuHa (nepeimeHoBaHo Ha ycTuHa), MexaHiuHi
BK/tOUeHHSA, O6’eM WO BUTAraeTbes, KinbkicHe
BM3Ha4eHHs, CTepunbHicTb, BakTepiasnbHi
€HAO0TOKCUHM.
15. | AMOKCUKI/A | Tabnetku, Lo CaHpo3 CnoBeHis CaHpo3 F'mM6X — ABCTpIs BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/3011/04/01
B® KBIKTAB avcneprytotbes, 875 | ®apmacbioTika Brpo6Hnya TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom | nionsizae
Mr/125 mr no 5 n3 a.a. AinbHMLA CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
TabneTtok y 6nictepi, AHTUIHGEKLHI TN3 PO3Mipy ynakoBK/ roTOBOrO MiKapCbKOoro 3acoby (3miHa
no 2 6nictepun y Ta XimiuHi Onepauii KiNIbKOCTi oavHMLb (Hanpukiag TabneTok, aMmnyn
KapTOHHIA KopobL; KyHanb (AIXO N3 TOLLLO) B ynakoBLi:) - 3MiHa y Ajana3oHi 3aTBepKEHNX
no 7 TabneTtok y KyHanb) PO3MipiB ynakoBku - 3MiHa Ki/lbKOCTi TabneTok y
6nicTepi, no 2 6nicTepi, KiNbKiCTb Ta6/1ETOK B yNakoBLji He
6nictepu y 3MIHIOETBLCA. 3MiHVM BHECEHO B po3fin "Ynakoska" B
KapTOHHI KOpOoobLii IHCTPYKLiO 415 MeQUYHOro 3aCTOCyBaHHS y 3B'A3KY 3i
3MiHOK PO3Mipy YMakoBKM MikapCbKoro 3acoby B
[ianasoHi 3aTBEPKEHNX PO3MIpIB.
16. | AMOKCUK/A | Tabnetku, Lo CaHpo3 CnoBeHis CaHpo3 F'mM6X — ABCTpIst BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3MiHu | 3a He UA/3011/04/02
B® KBIKTAB avcnepryoTbes, No dapmacbioTika Brpo6Hmya TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom | nidssieae
500 mr/125 wmr; n3 a.Aa. AinbHULA CucTeMa KoHTeiHep/3akynoptoBasibHUiA 3aci6. 3miHa
no 5 Tabnetok y AHTUIHGEKLHI TN3 PO3Mipy ynakoBK/ roTOBOrO flikapCbKOro 3acoby (3miHa
6nicTepi; no 2 abo 4 Ta XimiyHi Onepaduji KiNlbKOCTi oavHMLb (Hanpukiag TabneTok, amnyn
6nictepn y KyHanb (AIXO M3 TOLLLO) B yNakoBLi:) - 3MiHa y Ajana3oHi 3aTBEpAKEHNX
KapTOHHIl KopoobLi KyHanb) PO3MipiB ynakoBku - 3MiHa Ki/lbKOCTi TabneTok y
6nicTepi B giana3oHi 3aTBEPAXEHNX PO3MIpIB
ynakoBKW. 3MiH/ BHECEHO B po34in "YnakoBka" B
IHCTPYKLi0 A4715 MeAMYHOro 3acTOCyBaHHS Y 3B'A3KY 3i
3MIHO PO3Mipy YMakoBKM MikapCbKoro 3acoby B
[ianasoHi 3aTBEPKEHNX PO3MIpIB.
17. | AMOPUN® Tabnetku no 2,5 mr, KPKA, a.4., CnoBeHisi BiANOBIAa/IbHWI 32 CnoseHisi BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/4903/01/02
no 10 Tabnetok y HoBso mecTo BMPOGHMLTBO "in TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom

6nictepi, no 1 a6o 3,
abo 6, abo 9
6nicTepiB y
KapTOHHIl KOpO6L;
no 7 TabneTok y
6nicTepi, no 2 a6o 4,
abo 8, abo 12, abo
14 6nictepiB y
KapTOHHIlA KopoobLi

bulk", nepsuHHe Ta
BTOPWHHE
naxyBaHHs,
KOHTpO/b cepii Ta
Bunyck cepii: KPKA,
4.4., Hoso mecrto,
CnoseHis;
BiANOBIAa/IbHWI 32
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakysaHHs: KPKA,
4.4., Hoso mecrTo,
CnoBeHis

thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
NOAAaHHSA perynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
nNiKapcbkux 3aco6iB - 3MiHa 4acToTH | TEPMiHY
nofaHHsA perynsipHo OHOB/IIOBAHOIO 3BiTY 3 6e3neku
(PO3b) nikapcbkoro 3acoby: [itoua pegakuisi: Hactota
nogaHHa PO3B - 13 pokis; KiHueBa aara ans
BK/tOYEHHA AaHunx Ao PO3B6 - 10.01.2025 p.; gata
nogaHHa PO36 - 10.04.2025 p. NponoHoBaHa
pepakuis: Yactota nogaHHsa PO3bB - 6 pokis; KiHueBa
pata onsa sknoyeHHs gaHux o PO36 - 03.08.2029 p.;
pata nogaHHsa PO3b6 - 01.11.2029 p. PekomeHA0BaHO
[0 3aTBepKeHHS BifnoBigHO 40 NepiognyHOCTI
NoAaHHA PerynsipHo OHOBJ/IIOBAHUX 3BITIB 3 6e3neKkn
NiKapcbknx 3acobiB y €Bponeiicbkomy Cotosi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
18. | AMIOIPUN® TabneTtkn no 5 mr, KPKA, a.4a., CnoBeHisi BiANOBIAa/IbHMI 32 CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/4903/01/03
no 10 TabneTtok y HoBo mecTo BMPOBHULTBO "in My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
6nicTepi, no 1 a6o 3, bulk", nepsuHHe Ta hapmakoHarnagy. 3MiHa yacToTn Ta/abo TepMmiHiB
abo 6, abo 9 BTOPWHHE NOAAaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
6nicTepiB y nakyBaHHs, NiKapcbknx 3aco6iB - 3MiHa 4acTOTW | TEPMiIHY
KapTOHHI KOpo6L; KOHTPOb cepii Ta NoAaHHA peryssipHO OHOBJIIOBAHOTO 3BITY 3 6e3nekun
no 7 TabneTtok y BMMycK cepii: KPKA, (PO3B) nikapcbkoro 3acoby: [itova pefakuis: Yactota
6nicTepi, no 2 abo 4, 4.4., Hoso mecTo, nogaHHa PO3B - 13 pokis; KiHueBa aarta ans
a6o 8, abo 12, abo CnoseHis; BK/IOYEHHSA AaHnx o PO3B - 10.01.2025 p.; gata
14 6nictepiB y BiAnoBigabHNIA 3a nogaHHa PO3B - 10.04.2025 p. MNMponoHoBaHa
KapTOHHIlA KopooLi BMPOBGHULTBO "in pepakuis: Yactota nogaHHsa PO3b6 - 6 pokis; KiHueBa
bulk", nepsuHHe Ta [ara ans BrioveHHA aaHunx go PO36 - 03.08.2029 p.;
BTOPVHHE nara nogaHHsa PO3b - 01.11.2029 p. PekomeHaoBaHO
nakysaHHs: KPKA, [0 3aTBepKeHHs BifgnoBigHO A0 NepiognyHOCTI
A.4., Hoso mecro, NOAAHHSA PerynspHoO OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
CnoBeHis NiKapcbKknx 3acobiB y €Bponeiicbkomy Cotosi
19. | AMOPUN® Tabnetku no 10 mr KPKA, a.4., CnoseHis BiAnoBiganbHMi 3a CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4903/01/04
no 10 TabneTok y HoBo mecTO BMPOGHMLTBO "in TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nicTepi, no 1 a6o 3, bulk", nepBuHHe Ta thapmakoHarnagy. 3MiHa YacToTn Ta/abo TepMmiHiB
a6o 6, abo 9 BTOPVHHE noJaHHA perysisipHo OHOBJIIOBaHWX 3BITIB 3 6e3neku
6nicTtepiB y nakyBaHHs, nNiKapcbknx 3acobis - 3MiHa 4acToTW | TEPMIHY
KapTOHHI KopobL; KOHTpO/b cepii Ta NoAaHHsA perysisipHO OHOBJIHOBAHOTO 3BITY 3 6Ge3Mneku
no 7 Tabnetok y Bunyck cepii: KPKA, (PO3b) nikapcbkoro 3acoby: [itoya pefakuis: Yactota
6nicTepi, no 2 abo 4, 4.4., Hoso mecTo, nogaHHa PO3B - 13 pokis; KiHueBa gata ans
abo 8, abo 12, abo CnoBeHis; BK/OUeHHS gaHnx go PO36 - 10.01.2025 p.; gata
14 6nictepiB y BiAnoBiganbHMiA 3a nogaHHa PO3B - 10.04.2025 p. NponoHoBaHa
KapTOHHI KOpOObLii BMPOGHMLTBO "in pegakuis: Yactota nogaHHs PO3B - 6 poki; KiHueBa
bulk", nepBuHHe Ta narta ans BkA4veHHs gaHnx o PO36 - 03.08.2029 p.;
BTOPUHHE parta nogaHHsa PO3bB - 01.11.2029 p. PekomeHaoBaHO
nakyBaHHs: KPKA, [0 3aTBEPKEHHSA BiANOBIAHO A0 NEPIOANYHOCTI
a.a., Hoso mecTo, nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
CnoseHisa nikapcbknx 3acobiB y EsponeiicbkomMy Cotosi
20. | AMOPUN® Tabnetku no 1,25 KPKA, a.4., CnoBeHis BignoBiganbHMI 3a CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4903/01/01
mr, no 10 Tabnetok HoBo mecTO BMPOGHMLTBO “in TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom

y 6nictepi, no 1 abo
3,a60 6, abo 9
6nicTepiB y
KapTOHHIA KopobL;
no 7 TabneTok y
6nicTepi, no 2 abo 4,
abo 8, abo 12, abo
14 6nictepiB y
KapTOHHIli KopoobLi

bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUMYyCK cepii: KPKA,
n0.4., Hoeo mecto,
CnoseHis;
BignoBiganbHMI 3a
BMPOGHMLTBO “in
bulk", nepsuHHe Ta
BTOPWHHE
nakysaHHs: KPKA,
4.4., Hoso mecrto,
CnoBeHis

thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
NoAAaHHSA perynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
nNiKapcbkUx 3aco6iB - 3MiHa 4acToTy | TEPMiHY
NoAAaHHA PerysisipHO OHOBJIIOBAHOIO 3BITY 3 6e3neku
(PO3b) nikapcbkoro 3acoby: [itoya pegakuis: Hactota
nogaHHa PO3B - 13 pokis; KiHueBa aara ans
BK/ItOYEHHA gaHunx go PO3b - 10.01.2025 p.; gata
nogaHHa PO36 - 10.04.2025 p. NponoHoBaHa
pepakuis: Yactota nogaHHsa PO3b - 6 pokis; KiHueBa
para ons sknoyveHHs gaHux o PO36 - 03.08.2029 p.;
nara nogaHHsa PO3b - 01.11.2029 p. PekomeHaoBaHo
[0 3aTBepyKeHHs BifnoBigHO 40 NepiognyHOCTI
NoJAaHHA PerynsapHoO OHOBJ/IIOBAHUX 3BITIB 3 6e3neKkn
nikapcbkunx 3acobis y €sponeiicbkomy Cotosi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
21. | APUDOH® TabneTkun, BKpUTI ne ®paHuis BiAnoBigabHNI 3a PpaHuin/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/1001/01/01
PETAP/[, NAiBKOBOO NABOPATYA BMPOBHULTBO, Ipnangis/ TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
060/10HKOIO, P CEPB'E€ KOHTPOb AKOCTI, Monba cepTudikaT BignoBigHOCTI €Bponelickkilt
MPOJIOHrOBaHOI fji nakyBaHHs Ta thapmakonei/moHorpadii. NogaHHs HoBOro abo
no 1,5 mr, ansa BMNYCK cepil: OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BMPOGHUKA Na6opaTopii Ceps'e BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
AHOAPM IHaacTpi, PpaHuis; thapmakonei: ana A®l; gns BuxigHoro
MignpuemcTso BiAnoBiganbHMi 3a mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
PapmaLeBTUyHe AT, BMPOGHMLITBO, BVIKOPWCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
Monbwa: no 30 KOHTPO/b SKOCTI, [OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
Tabnetok y 6nictepi, nakyBaHHs Ta €Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
no 1 6nictepy B BUNYyCK cepii: Ceps'e Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
KOpOO6Lii 3 KapTOHYy; (Ipnangis) IHaacTpic OHOBJ/IEHOrO cepTudpikaTy BigNOBIAHOCTI EBpPONENCHKIN
[ONsi BUPOOHUKIB Ntp, Ipnangis; thapmakonei R1-CEP 2002-244-Rev 03 Bif
Nabopatopii Ceps'e BiAnoBiganbHNA 3a 3aTBepAxeHoro Bupo6Hvka Oril Industrie, France gns
IHpacTpi, PpaHuis BMPOGHMLTBO, [ito4oi peyoBrHY iHAanamig, (3atBepxeHo: R1-CEP
Ta Ceps'e (IpnaHgis) KOHTPO/b SIKOCTI, 2002-244-Rev 02; 3anponoHosaHo: R1-CEP 2002-
IHpacTipc Nita, nakyBaHHsa Ta 244-Rev 03)
IpnaHgis: no 15 BUMYCK Cepii:
Tabnetok y 6nictepi, AH®OAPM
no 2 6nictepun y Nignpuemctso
KOpOo6Li 3 KapTOHY dapmaueBTuyHe AT,
Monblua
22. | APNIEBEPT® | Tabnetku; no 20 MeHapiHi Nokcemby XeHHir HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/14331/01/01
Tabnetok y 6nictepi; | IHTepHewwoHan pr ApuHaiimiTTens TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 1 6nictepy B OnepeiiwoHc m6X & Ko KI thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHI B TEKCT
KapTOHHI Kopoo6L; INokcembypr MapKyBaHHsS1 NepBMHHOI (. 6. «IHLLUE») Ta BTOPUHHOI
no 15 tabnetok y C.A. (n. 17. «IHWE») ynakoBoK flikapcbkoro 3acoby Lioao
6nictepi; no 2 norotuny Komnaxii. TepMiH BBEAEHHS 3MiH- NPOTSArOM
6nictepu B 6-T MicAUiB
KapTOHHI KopobL;
no 25 tabneTtok y
6nicTepi; no 2 abo 4
6nictepu B
KapTOHHIli KopoobLi
23. | APTEQXA® emynbrenb Ans [JenbTa LLsenuapi Brpo6HuK, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHa 6e3 UA/4699/01/01
EMYNbIrE/lb | 30BHILHLOrO Megiken a BiANoBiganbHMIA 3a 3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenma
3acTocyBaHHA 5 %; MpomoyLUH3 BMPOBHULTBO, noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
25r1abo 401y TY6i; Al nepBrHHe, 460): TepMiH BBeAEHHSA 3MiH NPOTArOM 6 MicALUIB Micas
no 1 Ty6i B nauui 3 BTOPVHHE 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK Woa0
KapToHy nakyBaHHs1, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
KOHTPO/b AKOCTI: BBefeHHs ab0 3MiHn [0 y3arasibHeHVX AaHuX npo
MPAT cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHNxX
«DITOPAPM», [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
YkpaiHa; YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
Brpo6HMK, thapmakoHarnsay; KOHTakTHOi 0cobm 3

BiAnoBiganbHMi 3a
BMNYCK cepii, He

chapmakoHarnsgy 3asBHUKa AN 3LiCHEHHS
hapmakoHarnagy B YKpaiHi, KO0 BOHA BigMiHHA Bif
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BK/IOHA0UN YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
KOHTPONb/BMNPOGYB hapMakoHarnsgy (Bkovatoum KOHTakTHI AaHi) Ta/abo
aHHs cepii: 3MiHW Y PO3MILLEHHI MacTep-haiina cuctemu
MPAT thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
"®PITOPAPM", 3asBHVKa, BigNoBiAa/IbHOT 3a hapMakoHarnsag.
Ykpaina [itoya pepakuis: [imakosa MaHHa CTaHicnasiBHa.
lMponoHoBaHa pepakuisi: [laHinosa /lapyca
BonognmupiBHa. 3MiHa KOHTaKTHUX JaHnUX
YNOBHOB&XEHOI 0CO6U 3aABHMKA, BigNoBigasibHOI 3a
thapmakoHarnsg,. 3miHa MicLie3HaxoMKeHHs MacTep-
dhaiina cuctemu chapmakoHarnagy Ta ioro Homepa.
3MiHa MicLs 34iACHEHHS! OCHOBHOT AisfifIbHOCTi 3
thapmakoHarnagy. 3minu | Tuny - 3miHu Woao
6e3nekun/ethekTUBHOCTI Ta thapMakoHarniagy (iHuwi
3MiHV) 3MiHN BHECEHI Yy TEKCT MapKyBaHHS NepBUHHOT
(n. 6. IHWE) Ta BTOpUMHHOI (n. 17. IHLWE) ynakoBkn
nikapcbkoro 3acoby. TepmiH BBELEHHS 3MiH MPOTAroM
6 MicauiB nicna 3aTBepAKEHHS
24. | ACKOPIN cupon; no 100 mn "neHmapk IHgjis neHmapk IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/8670/01/01
EKCMNEKTOP a6o no 200 mny PapmacbloTHK dapmacbloTnkans TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
AHT N1acTUKOBUX ans /114, nTa. KOHTPO/Ib AONOMKHMX PEYOBUH. 3MiHA y MeTogax
thnakoHax; no 1 BMNPOOYBaHHSA AOMOMDKHOT pEYOBVHY (HE3HAYHI 3MiHU
hnakoHy pasom 3 y 3aTBepMKEHNX MeToAax BUNpobyBaHb) - HesHauHi
MipH/M KOBMA4KoM y 3MiHK 3a nokasHukom "Chromatographic purity test"
KapTOHHI ynakoBsL,i meTogom BEPX fonoMixHOT peqyoBUHU HaTpIt0
6eH30aT. 3MIHIETLCS KiMIbKICTb iHXEKLii
[0CNigKyBaHOTro Po34nHy y XpomarorpadivuHy
CUCTEMY 3 [1BOX [10 OAHIET.
25. | ACNAHTIIH PO34nH ANs iHQys3il MpusaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16364/01/01
no 100 mn, 200 mn akujioHepHe akujioHepHe TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. peyenmom
abo 400 mny TOBapucTBo TOBapuCcTBO KOHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
naswuyi, no 1 "IHdpy3ia” "IHcpy3in" MeTofax BMNPO6YyBaHHS roTOBOrO J1iKapCbKOro 3acoby

nAAWLYi y naywj

(He3HayHa 3miHa y 3aTBEpMAXEHUX MeTogax
BMNpo6yBaHHS). CynyTHA 3MiHa - 3MiHK 3 SIKOCTI.
[0TOBWIA NNikapcbKuWii 3aci6. 3MiHWM Y BUPOBHULITBI.

3MiHM Y NpoLieci BUPOGHMLITBA rOTOBOTO /iKapCbKOro
3aco0y, BK/IOYaoUy MPOMDKHWA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN). He3HauHa 3miHa 3a
NoKa3HNKOM "CTepusbHICTb" A5 NPUBELEHHA Y
BigNoBigHICTbL A0 BUMOr HacTaHoBu CT-H MO3Y 42-
4.0/1:2023 Jlikapcbki 3acobu. HanexHa BMpobHu4a
npakTvka. flogatok 1. BApOGHMLTBO CTEPUBHIX
3aco6iB, LW0A0 BiAGOPY 3pa3kiB 4151 BUNPOOYBaHHA He
Bifl KOXHOT Cepil, a Bif KOXXHOro 3aBaHTaXeHHs
cTepuizaTopa B cepii, 3 He3Ha4YHOK 3MiHOK B
MeToAuLi BUNPOGYBaHHS Ha NPOMiXHY NPOAYKLit0 Ta
13
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
26. | ACNIKAM Tabnetkv no 15 wr; Mictpan AHrnis Biodhapm /114 Monbwa BHECEHHS 3MiH O peecTpavjiiiHux maTepianis: 3miHa 3a UA/3719/01/02
no 10 TabneTtok y Kenitan 3asBHuKa /13 (MIBIM) (BnacHWKa peecTpaviiiHoro peyenmom
6nicTepi; no 1 abo 2, | MeHemXMeHT nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
abo 3 6nictepu B Nimiteq 460): TepmiH BBEAEHHS 3MiH - MPOTAroM 6 MicauiB
KapTOHHIl KopoobLi nicns 3aTBepPKEHHS.
27. | ACNIKAM Tabnetkv no 7,5 wr; Mictpan AHrnis Biochapm /14 MonbLa BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3miHa 3a UA/3719/01/01
no 10 Tabnetok y Kenitan 3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom
6nictepi; no 1 a6o 2, MeHeXMeHT noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
abo 3 6nictepu B Nimiteq 460): TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 Micauis
KapPTOHHI KOpOOLi nicnsl 3aTBepPAKEHHS.
28. | ATOPBACTE | TabneTku, BKpUTI dapmaneBTuy Monbua BMPOBHULTBO, MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/11325/01/01
POn NAiBKOBOO HWIA 3aBOA, nepBUHHE Ta TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
o6onoHkoto, no 10 "MONIb®APM BTOPVHHE thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
Mmr, no 10 TabneTok A" C.A. nakyBaHHs: nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 3 dapmaueBTUYHNI ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynsipHo
6nictepu y 3aBog, “lNonbthapma” OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KapTOHHIli KopooLi C.A, Monblua; ab60 pocnifxeHb 3 6e3nekn 3acTOCyBaHHS ikapCbKoro
BiANOBIAa/IbHWI 3a 3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk
BMNYCK Cepil: pe3ynbTar OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
dapmaLleBTUYHNI BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
3aBog, “lNonbgapma” (3MiHY Y3rogKeHo 3 KOMNETEHTHUM YNOBHOBAXXEHUM
C.A,, Monbwa opraHom) -

3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLi
BMAM B3aemogiit", "OcobMBOCTI 3acToCcyBaHHSA" Ta
"Mo6iuHi peakuii" BiANOBIAHO [0 OHOBAEHOI
iHhopMaUii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
peyoBUHM 3rigHO 3 pekomeHgauieto PRAC. - 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
ab60 pocnigxeHb 3 6e3nekn 3acTOCyBaHHS ikapCbKoro
3aco6y B micnspeecTpaviliHvii nepiod, abo sk
pe3ynbTar OLUiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO B iHCTPYKL,il0 41
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby A0
po3ginis "®apmakonoriyHi BnactusocTi" (Nigpo3gin
"apmakokiHeTuka"), "MpoTnnokasaHHa", "B3aemogis 3
iHLWIMMK NikapCbKMMK 3acobamu Ta iHLWi BUAK
B3aemMogiii”, "OcobnmBocTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHA Ta 031" (YTOYHEHHS iHpopmalii)
BiANOBIAHO 40 OHOBNEHOT iHChopMaLi LWoao 6e3neku
3aCTOCYBaHHSA Ait040i peYOBUHU 3rigHO 3
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
pekomeHgauieto PRAC.
29. | ATOPBACTE | TabneTku, BKpUTI dapmaneBTuy Monbua BMPOBHULTBO, MonbLa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/11325/01/02
POn nAiBKOBOO HWIA 3aBOA, nepBUHHE Ta TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
obonoHkoto, no 20 "MONMb®APM BTOpWHHE thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
Mr, no 10 TabneTok A" C.A. nakyBaHHs: NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 3 dapmauleBTUYHNI ONA MeAnyYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
6nictepu y 3aBog “lNonbgapma” OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KapTOHHIlA KopooLi C.A,, Monblya; a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
BiANOBIAa/IbHMI 3a 3acoby B nicnsipeecTpawiiiHnii nepiog, abo sk
BUMYCK Cepii: pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
dapmaLeBTUYHNI BIAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
3aBog, “Nonbapma” (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
C.A,, MNonbuia opraHom) -
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAM B3aemogiit", "OcobMBOCTi 3acTocyBaHHsA" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHhopMauii woao 6e3mnekn 3acTocyBaHHS Aitoyoi
peyoBUHM 3rigHO 3 pekomeHgauieto PRAC. - 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ONA MeAnyYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B micnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHoMm) - 3MiHV BHECEHO B iHCTPYKLt0 Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactusocTi" (Nigpo3gin
"®apmakokiHeTuka"), "MNMpoTrnokasaHHs", "B3aemogis 3
iHLWMMK NikapcbKrMK 3acobamu Ta iHWi BUAK
B3aemMogiii", "OcobnmBocTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta 4o3n" (YTOYHEHHs iHdhopmaLii)
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi LWoao 6e3neku
3acTOCyBaHHS Aitl040i pe4OBUHY 3rigHO 3
pekomeHgauieto PRAC.
30. | ATOPBACTE | Tabnetku, BKpUTI PapmaLesTny MonbLa BMPOGHULITBO, MonbLua BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/11325/01/03
POn NAiBKOBOO HWIA 3aBOA, nepBUHHE Ta TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
o6onoHkoto, no 40 "MONIb®APM BTOPVHHE thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
Mmr, no 10 TabneTok A" C.A. nakyBaHHs: nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 3 dapmaueBTUYHNI ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
6nictepu y 3aBog, “lNonbtapma” OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KapTOHHIli KopooLi C.A, Monblua; ab60 pocnigxeHb 3 6e3nekn 3acTOCyBaHHS ikapCbKoro

BiAnoBigabHWIA 3a

3aco6y B nmicnspeecTpauiiiHvii nepiod, abo 5K
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BUMYCK Cepii:
dapmaneBTUYHNI
3aBog, “MNonbapma”
C.A,, Monbwa

pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
OopraHom) -
3MiHV BHECEHO B IHCTPYKLiO AN MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAM B3aemogiit", "OcobnmMBOCTi 3acTocyBaHHA" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHhopMmauii woao 6e3nekn 3acTocyBaHHSA Aito4oi
peyoBUHM 3rigHo 3 pekomeHgauieto PRAC. - 3MiHu |
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
ANA MeANYHOro 3aCTOCyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCYBaHHS /iKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHoMm) - 3MiHV BHECEHO B iHCTPYKLi0 Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "®apmakonoriuHi BnactusocTi” (nigpo3ain
"®apmakokiHeTuka"), "MNMpoTrnokasaHHs", "B3aemogis 3
iHLWMMK NikapcbkrMK 3acobamu Ta iHWi BUAN
B3aemogiit”, "OcobmMBoCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta 4o3n" (YTOUYHEHHs iHdhopmaLii)
BiAMNOBIAHO 40 OHOBNEHOT iHChopMaLi LWoao 6e3neku
3acTOCyBaHHSA Aitl040i pevoBUHYM 3rigHO 3
pekomeHgauieto PRAC.

31.

ALETUNLWC
TEIH
CAHA03®
AMMYNN

PO3YMH ANS iH'EKLiA,
100 mr/mn no 3 mn B
amnynax; no 5 abo
10 amnyn y /10TKy B
KapTOHHIl KopoobLi

CaHpo3
dapmachbloTika
n3 a.a.

CnoseHisi

BMPOBHULTBO 3a
NOBHUM LKOM:
Nex
dapmaueBTuyHa
KoMMaHis 4.4,

CnoBeHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
NoJjaHHA PerynsipHoO OHOBJTIOBAHUX 3BITIB 3 6e3neKkn
NiKapCbKMx 3aco6iB - 3MiHa 4acToTV Ta TEPMiHY
nofaHHA perynsapHO OHOBJ/IIOBAHOIO 3BIiTYy 3 6e3neku
(PO3b) nikapcbkoro 3acoby: - [itoya pegakuis:
YacToTta nogarnHsa PO3B - 3 poku; - KiHuesa gata ans
BKNIOYEHHA faHux fo PO3b - 13.09.2018 p.; gata
nogaHHa PO3b - 12.12.2018 p. - NponoHoBaHa
pegakuisi: Yactota nogaHHa PO3B - 5 pokis;
KiHueBa gata ansa BK/lOYEHHS gaHux go PO36 -
13.09.2028 p.; pata nogaHHA PO3b - 12.12.2028 p. -
PekomeHA0BaHO A0 3aTBEPLKEHHS BifNOBIAHO J0
NepioANYHOCTI NOAaHHA PEryNsApHO OHOB/IIOBAHUX
3BITiB 3 6E3MNEKM Nikapcbknx 3ac06iB y €BpONeiicbkoMy
Colosi.

3a
peyenmom

UA/18924/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

32.

ALVK®

Kpem 5% no2ry
Ty6i; no 1 Ty6i B
KapTOHHI KOpo6Li

CaHpo3s
dapmachbioTika

n3 4.4,

CnoBeHisi

Cantotac ®apma
mM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu go
y3ara/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnsgy B YkKpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifgnoBigabHOI 3a
thapmakoHarnag,.

[itoua pepakuis: dasig OxoH Nesic / David John
Lewis. - MponoHoBaHa pefakuis: Juergen Maares /
HOpreH Maapec. - 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOI 0C06Y 3a8BHWKa, BigNOBifa/IbHOT 3a
hapmakoHarnsg. - 3miHa KOHTakTHOT 0CO6U 3aABHMKA,
BiANOBIAaNbHOI 3a thapmakoHarnag B YkpaiHi. - flitoua
pepakuis: Opnos B'auecnas Biktopouu. -
MponoHoBaHa pepfakuis: TaHacoBa 3opsiHa
MukonaisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6M 3asiBHMKA,
BiANOBIA&/ILHOT 32 hapmakoHarnsag B YkpaiHi. 3miHa
MicLe3HaxX0MKeHHs MacTep-thaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iICHEHHS1 OCHOBHOI AiANIbHOCTI 3 hapMakoHarnsay.

6e3
peuyenma

UA/9433/02/01

33.

BANb3AMIY
HWIA
NIHIMEHT
(3A
BULLHEBCbK
VM)

NiHIMeHT; no 251y
Ty6ax; no 40ry
Ty6i; no 1 1y6i B
nauuj

TOB "OKN
"®apmaueBTu
yHa thabpuka"

YkpaiHa

TOB "OKnM
"®apmaueBTnyHa
habpuka”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun)
3MiHM BHECEHO Y TEKCT MapKyBaHHS yYNakoBOK
nikapcbkoro 3acoby (n. 17. IHWE) woa0 yToUHEHHS
noroTuny Ta BUy4YeHo iHdhopMaLiito, 3a3HaveHy
POCIICbKOI0 MOBOIO, i3 TEKCTY MapKyBaHHA AN
ynakoBku no 40 ry Ty6i, no 1 Ty6i B navyj.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHSI.

6e3
peyenma

UA/7709/01/01

34.

BIONEKTPA
MArHE3IYM
DOPTE

TabneTku Wwunyyi no
243 mr, no 10
Tabnetok y Ty6i; no
1 Ty6i B KAPTOHHIl
Kopob6ui; no 4
Tabnetkun y cTpuni;
no 5 cTpunis B
KapTOHHIli KopooLi

AsnbneH
®apma Al

LLiBefiuapi
A

epmec dapma
M6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI
Ta/abo agpecu micus NPOBamKeHHs AisIbHOCTI
BMPOGHMKa (BK/IO4akouM, 3a HEOOXIAHOCTI, MicLe
NpoBefeHHA KOHTPOJIO SIKOCTi), a6 BracHMKa mactep-
thaiina Ha A®I, abo noctavasnbHuka APl/BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAYEeHO
y [OCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI

6e3
peyenma

nionsiecae

UA/13955/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

cepTudpikaTa BignoBiAHOCTI EBPONEChKIl
chapmaxonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AOMNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
[OCbE) 3MiHa HaliMeHyBaHHS Ta afpecy BUpoGHMKa
Ail040i PeYOBUHU MarHito OKCcuay nerkoro.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Onuc Ta cknag. 3miHa abo gogaBaHHs WTamnis,
NOTOBLLEHb ab0 iHWMX MapKyBaHb, YK/oHaouu 3amiHy
abo gogasaHHsa thapb ANa MapkyBaHHS NiKapCbKOro
3aco6y (3miHa WTamnis, NOTOBLLEHb 260 iHLLINX
MapKyBaHb) Y 3B’A3Ky 3 3MiHOK TUCHEHHSI Ha TabneTuj
3 “HERMES” Ha “Biolectra BHOCATbCA 3MiHW [0
cneuudikaLin Ta MeToAiB KOHTPOsO skocTi /13 3a
NOKa3HUKOM "30BHILLHI BUrAA TabneTkn wunyyoi'.
3MiHU BHECEHI A0 IHCTPYKLii 418 MeAnyHOro
3acToCyBaHHA NikapcbKoro 3acoby A0 po3giny
"Nikapcbka hopma. OCHOBHI (Di3NKO-XiMiYHi
BNacTMBOCTI". BBEEHHS 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) BHECEHHSA 3MiH 0 po3ginis 3.2.P.1. Onuc i
cknag, nikapcbkoro 3acoby Ta 3.2.P.4. KoHTponb
[0MOMDKHMX PEYOBUH BHAC/IOK Ki/IbKiCHOrO
3a3HayeHHs copbiTy Ta MaHiTy, L0 MICTATLCA B
apomarusartopi Lemon. 3miHn BHeCeHi 40 IHCTpyKL,i
ON19 MeAUYHOro 3acTOoCyBaHHSA NikapCbKoro 3acoby Ao
po3ziny "OcobnmnBOCTi 3aCcTOoCyBaHHA" LWOA0 6e3neku
3aCTOCYBaHHSA JOMOMDKHVX PEYOBUH NiKapCbKOro
3acoby. BBefieHHs 3MiH NpoTArom 6-T MicsiliB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHMX PEYOBUH.
3MiHa y MeToax BUNPOGYBaHHS AOMOMiXHOT
pPeyoBUHM (BUNYYEHHS MeToAy BUNPOOYBaHHS, AKLLO
anbTepHaTUBHUI MeTof BUNPOOYyBaHHA BXe
3aTBEPKEHO) BUTYYEHHA 3aTBEPAXKEHOTO MeToay
BunpobyeaHHA (Chromatogram (GC) ansa fonomikHoOI
PeyoBMHM apomaTm3aropa JIMMOHa, OCKi/TbKN
BUNPOOYBaHHA Oyae BUKOHYBATUCS iHLIMM
3aTBEPMKEHUM aNlbTEPHATUBHUM METOAOM. 3MiHU |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
noctayasibHuKa nakyBasjibHUX maTepianis abo
KOMMNIEKTYUNX (FKLWO 3a3Ha4YEHO B [OCHE)
(BUNYyYEHHA NocTavasibHUKA) BHECEHHS 3MiH A0
po3giny 3.2.P.7.1. Cuctema
KOHTeliHep/3aKyrnoproBaibHWii 3aci6, a came
BWUTyYEHHS IHGhOpMaLiT CTOCOBHO MOCTaYasIbHUKIB
NlamMiHOBaHOI a/1lOMIiHIEBOI NanepoBOoi qosIbrn 3rigHo 3
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

pekomeHgauieto CMDh. 3miu | Tvny - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa y MeTogax
BMNPOOYBaHHS NEPBMHHOI YNakoBK/ rOTOBOrO
niKapcbKoro 3acoby (BUyYeHHs MeToay
BUNPOBYBaHHS, AKLLO BXe 3aTBepKEHO
anbTepHaTUBHWIA) BHECEHHS 3MiH 40 po3ainy
3.2.P.7.Cuctema KoHTeliHep/3akKynoproBasibHWiA 3acib,
a came BWUIyYeHHss MeTody BunpobysaHHa “adhesive
tape test” 3 meTogiB BUNPOGYBaHHA NEPBUHHOIO
nakyBaHHs laminated aluminium-paper-foil.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo AonycTUMmX
MeX NepBNHHOT YNakoBKN rOTOBOrO MiKapCbKoro
3aco0y (BMTy4YEHHS HE3HAYHOIO NMOKa3HUKa
(Hanpuknag, 3acTapinoro NokasHuka)) BHECEHHS 3MiH
0o posginy 3.2.P.7.Cucrema
KOHTeliHep/3aKyrnoproBasibHWiA 3aci6, a came
BW/IYYEHHS 3i cneuudikaLii nepBUHHOTO NakyBaHHsA
laminated aluminium-paper-foil He3HaYHOro nokasHuka
“Width” Ta “Alignment markers”.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3acio.
3MiHa napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX NepBMHHOT yNakoBKM rOTOBOrO NiKapCbKOro
3ac06y (3BYXXEHHS AONYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauiv)

BHECEHHS 3MiH A0 po3giny 3.2.P.7.Cuctema
KOHTeliHep/3aKyrnopoBasibHWiA 3aci6, a came 3BY)XEHHS
O0ONYyCTUMUX MEX, BUSHAUYEHWX y crieumdikawi
NepBUHHOTO MakKyBaHHS OCYLLYBasIbHOT NPO6KM 3a
NOKa3HNKOM «3aJ/INLLKOBA BOJIOTNICTb». 3aTBEPAKEHO:
“He 6inbw HxX 3.0%” 3anponoHOBaHO: “He BiNbLU HiXK
2.0%". 3MiHu | Tuny - 3miHK 3 skocTi. FoTOBWMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (3MiHa B ymoBax 36epiraHHs
roToBOro fikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBEHHS) 3MiHA B YMOBaXx 36epiraHHs
'N3. 3aTBEpAXeHO: 36epiraT B OpuUriHabHii
ynakoBLi Npn Temnepartypi He BuLle 25°C.
3anponoHoBaHo: He noTpebye cnevjiasibHUX yMOB
36epiraHHsA. 3MiHN BHECEHI A0 iHCTPYKLiT Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3giny "YMoBM 36epiraHHa" Ta Sk HacNiAoK [0 TEKCTY
MapKyBaHHS1 YNakoBKv Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBEPKEHHS.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KOHTpOosib AONOMDKHUX peYOBUH. 3MiHa
napameTpiB cneuugikauii Ta/abo AONYyCTUMUX MEX
AN ONOMDKHOT PEYOBUHM (BUTYYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuka (Hanpukiag,
3acTapifioro NokasHvika)) BUyYeHHs 3i cneuudikauii
[O0MOMDKHOT peyoBrHY “CMak IMMOHA” He3HaYHOro
nokasHuka “PO34YMHHICTL”. BBEEHHA 3MiH NPOTArom 6-
TN MiCALiB NicNs 3aTBepMKEHHS. 3MiHW | Tuny - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsagy
(iHWi 3MiHM) OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby (a came y n. 17 BTOPUHHOT
ynakoBku Ta y N. 6 NEPBUHHOI yNakoBKW AnA TabneTok
wmnyyux Ne 10; gnsa Tabnetok wunyyunx Ne 20 - y n.17
BTOPUHHOI YNakoBKK).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.

35. | BJIEMAPEH® | TabneTku wunyi; no Ecnapma HimeuumnH Nab6opaTtopioc Icnanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 UA/9419/01/01
20 wmnyymx M6X a MegikameHTOC TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
Tabnetok y IHTepHacboHasec, Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
noninponineHoBomy C.A. BMPOGHMKA (BK/TKOYa0UM, 38 HEOBXIAHOCTI, MicLe
KOHTeliHepi; no 4 NpoBeLeHHS KOHTPOJTIO AKOCTI), ab0 BlacHMKa macTep-
a60 5 KoHTeliHepiB y thaiina Ha A®I, abo noctayanbHuka Adl/BuxigHoro
KapTOHHIli Kopoobui marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
pasom 3 3aCTOCOBYHOTLCA Y BUPOOHULTBI API (AKLLO 3a3Ha4eHo
IHAMKATOPHUM y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
nanepom i cepTudiikaTa BignoBiAHOCTI EBPONENCHKIi
KOHTPO/IbHUM dhapmaxonei y 3aTBepkeHOMy A0CbE, ab0 BUPOOHMKA
KaneHgapem HOBOI ONOMDKHOT Pe4yoBUHN (SIKLLLO 3a3HAYEHO Y

[0CbE) - 3MiHa 3asiBieHa y 3B'A3Ky 3i 3MiHOI Ha3BU
BMpPOGHMKa API, MicLle3HaX0MKeHHS BUPOGHMKA,
BMpOBOHUYA AiNbHULA Ta YCi BUPOGHMYI onepau;i

3amwarTbes He3miHHMMK. [litoua pegakuis: Evonik
Performance Materials GmbH
MponoHoBaHa pepakuis: Luelsdorf Functional
Solutions GmbH

36. | BOBOTUK Kpansi opasibHi, dPapmaneBTUy Monbua dapmaneBTUUHNI MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 niosnsieae UA/11716/01/01
emysbceisi, 66,66 HWli 3aBof, 3aBof, TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
mr/mn; no 30 mny "MONIb®APM “MONb®APMA” 3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
chnakoHi 3 Mpo6Koto- A" C.A. C.A., Nonblua CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOJIH0 AKOCTI
KpanesnbHULEeto i (Bunyck cepii); roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
KpuLuKoto; no 1 dapmaueBTUYHUI BMPOGHMKa, LLIO BiAMNOBIAAE 3a BBE3EHHS Ta/abo
(hNakoHy B 3aBo/, BUNYyCK cepii) - He BkIovaroumn
KapTOHHIli KopoobLi “‘NMONb®APMA” KOHTPONb/BUNPOBYBaHHS Cepii - NepeHeceHHs

C.A., MonbLua BVMPOGHWYOI AiNbHML BIANOBIAA/IbHOI 3@ BUMYCK cepil
(BMPO6GHNLTBO, 3aTBEPAKEHOro BUPO6HUKa PapmaLeBTUYHUI 3aBOg,
nepBrHHe Ta "MONb®APMA" C.A., MonsbLia (Bigain MepgaHa B
BTOPUHHE Cepaggsi, Byn. Bnagncnasa Jloketka 10, 98-200
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nakyBaHHS,
KOHTPONb cepir)

Cepags, MNonbua/ Medana Branch in Sieradz 10,
Wiladyslawa Lokietka Str., 98-200 Sieradz, Poland). -
3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3gim
"Brnpo6HuMK", "MicLie3HaxomKeHHs BUPOGHMKa Ta
afipeca MicLsi NPOBaKeHHS oro AisnbHocTi" 3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS yMakoBOK.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMKEHHS - 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO iKapCbKOro 3acoby, BKAYaoUM AiNbHUL
BMMYCKy cepii abo MicLe NpoBeAeHHS KOHTPO/THO
AKOCTI. (4ifNbHICTb, 3a AKy BiAgnoBigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild) - 3MiHa
Ha3BW BUPO6HUKa PapmaLeBTUYHWI 3aBOA
‘“MONb®APMA” C.A. Biggin MepaHa B Cepap3si y
3B'A3KY i3 YHihikaLjielo — npuBefeHHs A0 €AUHOT
hopMK HanmcaHHA BUPOGHKKA, a came
dapmaneBTnyHUiA 3aBog “NMOMTbOAPMA” C.A. - 3MiHK
BHECEHO B IHCTPYKLiIO A1 MEAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ainn "BupobHuk",
"Micue3HaxokeHHs BUPO6HMKa Ta agpeca micus
NpoOBaXEHHS MOro AiaNbHOCTI" 3 BiANOBIAHUMN
3MiHaMK B TEKCTi MapKyBaHHSA ynakoBoOK. - BBefeHHSA
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBePAKEHHS
3minu | Trny - 3MiHK Wwogo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBNEHHSA TEKCTY
MapKyBaHHS1 BTOPMHHOT YNakoBKM NiKkapCbKoro 3acoby,
a came: y n. 3. "MEPENIK 4OMNOMDPKHX PEYOBUH"
[0[aHo AOMOMiXKHI pevoBuHY, y n. 16. "IHPOPMALLIA,
AKA HAHOCUTBCA LWPUDTOM BPANNA"
BifKopurosaHo iHdgopmadito, n.17 "IHLWE"
[eTani3oBaHo LLO0A0 HAHECEHHS 10roTUny 3asBHUKA.
B TekcTi MapkyBaHHS NEPBUHHOI YNakoBKu y Nn. 6
"IHLWE" peTanizoBaHo WO40 HAHECEHHA 10TOTUNY
3asBHMKA.

37.

BOHEBICTA

PO3YUH NS iH EKLIN,
1 mr/mnno 3 mn B
nonepeaHbLO
HanoBHEHOMY
wnpuui; no 1
nonepeaHbLO
HanoBHEHOMY
LUNPULY B KOMM/IEKTI
3 rO/IKOI0 B
KOHTYPHIit
YapyHKOBIli ynakoBLi

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnis

BMNYCK cepil,
KOHTPO/b SAKOCTi
(dhizmKO-XiMiYHWIA):
CiHTOH XicnaHis,
C.N., lcnanis;
BMpo6HMLTBO bulk,
nepBuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs:
Medrap lnay CaHnai

IcnaHis/
TypeuunHa/
Yecbka
Pecny6nika/
HigepnaHngn

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT
AiNbHULI (BKOYatoum AinbHuGi ana A®l, npomikHoro
NpoAyKTY abo roTOBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NpOBEefieHHs NaKyBaHHs, BUPOOHNKA,
BiANOBIAA/ILHOrO 3a BMMNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPOIO cepii) abo noctadasibHUKa BUXIAHOIO
marepiany, peareHTy abo AONOMDKHOI PeYOBUHM
(AKLLO 3a3HaYEeHO Y OCbE) BUyYEHHS BUpOo6GHUKa /13
EBep ®apma xeH 'M6X, HimeuumHa (BUPOBHULITBO
bulk, nepBrHHe Ta BTOpPVHHE NakyBaHHs). 3MiHu | Tuny

3a
peyenmom

UA/16927/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
B nauuj A.C., TypeuuunHa; - 3MiHM 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHM y

KOHTPO/b AKOCTI
(cTepunbHICTb,
HakTepianbHi
€HOO0TOKCUHN):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
KOHTPO/b AKOCTI
(cTepunbHICTb,
HakTepianbHi
€HAO0TOKCUHN):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
KOHTPO/b AKOCTI
(mMexaHiyHi
BK/TIOYEHHS):
KHMP Xongixr B.B.,
Higepnangm

BMPOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL| BUPOOHULTBA 4718 YacThHK abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(8iNbHWLA AN BTOPUHHOIO NakyBaHHS) BBEAEHHS
[104aTKOBOI AifIbHUL ANA BTOPUHHOTO NakyBaHHS
Medpap Inau CaHai A.C., TypeuunHa.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa iMnopTepa/3MiHNn,
LLIO CTOCYHOTbCA BUMYCKY Cepii Ta KOHTPOIHO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
[iNbHWUI, Ha SKili 34iACHIOETbCA
KOHTPO/b/BMNPOGYBaHHS cepil)

BBEEHHS [0AAaTKOBOI AiIbHUL KOHTPOO AKOCTI
(cTepunbHicTb, 6akTepianbHi eHA0TOKCUHM) ITECT
nnkc, ¢.p.o., Yecbka Pecny6nika/ITEST plus s.r.o.,

Czech Republic (3a agpecoto: Kladska 44¢/1032,

Slezske Predmesti, 500 03, Czech Republic/Knagcka
44c/1032, Cnescke Mpegnucri, 500 03, Yecbka
Pecny6nika) Ta pefakujiiHa 3MiHa LLOAO 3a3HAYEHHS

ChYHKLT KOHTPO/HO AKOCTi ((i3nKO-XiMiYHKIA) Ans
BMpo6HuKa CiHToH XicnaHis, C.J1., IcnaHisi, ockinbkn

[aHnii BUPOGHYIK 3aBX /N BUKOHYBaB BCi (OYHKLT

KOHTPO/IO AKOCTI.

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

3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMNopTepa/3MiHu,

LLIO CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOJIKO AKOCTI

roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
[inbHUUI, Ha 5K 34iCHI0ETLCS
KOHTPO/b/BMNPOGYBaHHSA cepil)

BBEJEHHS 40AATKOBOI AifIbHUL KOHTPOSIHO SKOCTI
(MexaHiyHi BritoveHHs)) KHMP Xonginr B.B.,
HigepnaHamn (AnekcaHgepcTpaart 11, C-
TPABEHXAIE, 2514JL, HigepnaHawn). 3minm | Tuny -
AZMiHICTpaTMBHI 3MiHU. BuyyeHHst BUPOGHMYOT
AiNbHULI (BKNOYatoum AinbHUL Ana A®l, npomikHoro
npoaykTy abo roToBOro sikapcbkoro 3acoby, AinbHULi
NS NpoBefieHHA NakyBaHHA, BUPOOHNKa,
BiZJNOBIAALHOMO 3a BMMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIGHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4oBUHY
(AKLLLO 3a3HaYEeHO Y OCbE) BUYyYEHHS BUPOOHUKa /13
EnecTia Benmxuym H.B., Benbris (BTOprHHE
nakyBaHHs). 3MiHu | TUnNy - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOBGHMYOT AinbHUL (BKIHOYAK0UM
AinbHUUi Ans A®Il, npoMixxHOro npoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs!, BUPOOHYKa, BifNoBifa/IbHOTO 3a BUMYCK
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cepiiA, micue NpoBefeHHs KOHTPO/IIO cepii) abo
nocravasibHMKa BUXigHOro marepiasny, peareHty abo
[ONOMDKHOT peqoBMHN (SIKLLLO 3a3HAYEHO Y AOCHE)
BWy4eHHs BUpo6Huka 13 Bacaenn €spona Jlimites,
IpnaHgis (BTOpMHHE nakyBaHHSA). 3MiHK | TUny - 3MiHK
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYIOThCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOr0
nikapcbKoro 3acoby (3amiHa abo AofgasaHHA AifbHULL,
Ha SIKill 34iICHIETLCA KOHTPO/IL/BUNPOBYBaHHS cepii)
BBEEHHS [04AaTKOBOI AiIbHUL KOHTPOMO AKOCTI
(cTepunbHicTb, 6akTepianbHi eHA0TOKCUHM) ITECT
nnkc, ¢.p.o., Yecbka Pecny6nika/ITEST plus s.r.o.,
Czech Republic (3a agpecoto: Bile Vchynice 10, Bile
Vchynice, 533 16, Czech Republic/bine BuuHiue 10,
Bine BuwnHiue, 533 16, Yecbka Pecnybnika). 3miHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO NikapcbKoro 3acoby (iHLi 3MiHWN) BUAANEHHS
dOYHKLiE KOHTPOSHO SIKOCTi (CTEPUBHICTb Ta
6akTepiasibHi eHA0TOKCUHN) BUPOOHMKA CIHTOH
XicnaHis, C.J1., IcnaHis. 3anuwaTbea yHKLT
(Bunyck cepii, KOHTPOsb AKOCTi (Hi3UKO-XiMIYHNIA).
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicLA NPOBaMKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUU [i/TbHULL BUNYCKY
cepii abo MicLe NpoBefeHHSA KOHTPO/TKO AKOCTI.
(misnbHIiCTb, 3a AKy BigNoBigae BMPOOHUK/iMNopTep, He
BK/IO4AI0UM BUMYCK Cepili) YTOYHEHHS agpecu
BMpOGHMKa Medpap Inau CaHai A.C., TypeuunHa
(Bpo6HMLTBO bulk, NnepBUHHE NaKkyBaHHS, BTOPUHHE
nakyBaHHS) y 3B'A3Ky i3 NPUBEAEHHAM afpecu y
BiANOBIAHICTb A0 cepTudikaty GMP, 6e3 3MiHM Micus
po3TaLlyBaHHs.

38.

BPUINAY
EKO

Kpanni O4Hi, pO34uH,
2 Mmr/mnno 5 wmn
pO34KHy B
nonieTuneHoBomMy
conakoHi-
KpanenbHULi 3
KPWLLIKOIO 3
rapaHTiiHum
KinbLewm; no 1 a6o
no 3 piakoHn y
KapTOHHIlA KopooLi

dapmMaueBTny
HWli 3aBof,
“NMONb®APM
A" CA.

Monbwa

Padhapm C.A.

peuis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
YTOUHEHHSA HarMMcaHHA ynakoBKu B Haka3ax MO3
Ykpainu Ne 2220 Big 30.09.2020 B npoueci
peecTtpauii Ta Ne 979 Big 06.06.2024 B npoueci
BHECEHHS 3MiH Yy 3B'A3Ky 3 NPOBEAEHHSAM npoLieaypu
"BUMNpPaBEHHS TEXHIYHOI MOMWU/IKM B PeECTpaLiiHoMy
nocsigyeHHi". byno - no 5 Mn y pnakoHi-kpanensHuLj
3 KPULLKOKO 3 rapaHTiliHiM kinbuem; no 1 a6o no 3
hnakoHM y KapTOHHIl kopobui. BipHa pegakuis - no 5
MJ1 PO34UHY B nosieTusieHoBoMy ¢h1akoHi-
KpanenbHULi 3 KPULLKOIO 3 FapaHTIiHUM KiNlbLieM;
no 1 a6o no 3 ¢h1IaKOHW Y KAPTOHHII KopoGLi

3a
peyenmom

UA/18347/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
39. | BYAECOHIA cycneHsis ans ACTPA3EHEK LLBeuis BMPOGHMLTBO, LLIBeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/19102/01/01
ACTPA3EHE po3snuneHHs, 0,25 A Ab KOHTPO/b AKOCTi Ta TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom | nidssieae
KA Mr/MA1; Mo 2 MN B BUMYCK Cepii: KOHTpO/1b roToBOro NikapcbKoro 3acoby (iHLwi 3MiHM)
KOHTEliHepi 3 AcTtpa3eHeka Ab, 3MiHM B MeTogax KOHTPOSIK0 SKOCTi NiKapCbKoro
nnacTuky; no 5 LLseuis; 3acoby A0 peecTpauiiHoro noceigueHHs Ne
KOHTeliHepiB, KOHTPONb AKOCTI: UA/19102/01/01 Ta A0 peecTpaL,iiiHOro NocBig4eHHs
3'€fHaHNX MiX AcTtpa3eHeka AB, Ne UA/19102/01/02 3anponoHOBaHO 3 METOH
co60t0, Yy KOHBEPTI 3 LLiseuis BHECEHHS peflakLiiiHuX npaBok 6e3 3mMiH B MeToAax
antoMiHieBoi BMNpobyBaHHsA, cneyndikauii, p. Cknag, TepmiH
chonbru; no 4 npuaaTHOCTI, YMOBM 36epiraHHs, YnakoBka 1a
KOHBEPTMN Y MapkyBaHHs. BBegeHHS 3MiH NpOTArom 6-Tu MicsLiB
KapTOHHI KOpo6Li nicns 3arBepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTMMUX MEX FOTOBOrO NiKapCbKoro 3acoby
(iHWi 3miHW) BHeceHHs 3MiH go p.3.2.P.5.1
Creuundikania Ta 3.2.P.5.6 O6rpyHTyBaHHsA
crneungikauii, a came — yTOYHEHHS Ha3BU NOKa3HMKa
«Onue» (cTano: «30BHIWHIN BUMIAA»). Takox, 3amiHa
Ha3BW KOHKPETHOro TUMy mMartepiasy A1 KOHTelHepiB
(LDPE) Ha 3aranibHuii TEpMiH «NacTuK» Y KpUTepisax
NPUAHATHOCTI 3a N. «30BHILLHIN BUMMAA», OCKIIbKU He
€ fouinbHUM nepesipsaTn matepian (LDPE)
KOHTelHepy BisyaslbHUM METOLOM KOHTPO/0. HAK
HacnifokK, yTOYHEHHS p. «YnakoBka» MKA N13.
Martepian (LDPE) onucaHo y p.3.2.P.7 Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
3a3HayYeHHs1 maTepiasly KOHTellHepa He Np13BOANTbL [0
XOAHUX 3MiH MaTepiany B Mexax 3asBneHol 3MiHW.
3MiHK BHeceHi B po3ainv "OCHOBHI hi3NKO-XiMiYHi
B/1ACTMBOCTI" Ta "YnakoBka" B iHCTPYKLjil0 Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpPKEHHSA
40. | BYAECOHIA cycneHsia gns ACTPA3EHEK LLseuis BMPOBHULTBO, LLseuis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/19102/01/02
ACTPA3EHE po3nuneHHs, 0,5 A Ab KOHTPO/b SKOCTI Ta MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKapCbKUiA 3aci6. peyenmom nionseae
KA Mr/M1; Mo 2 MN B BUMYCK Cepii: KOHTpOsb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
KOHTEliHepi 3 AcTtpa3eHeka Ab, 3MiHM B MeTogax KOHTPO/IK SKOCTI NiKapcbKoro
naacTuky; no 5 Lseuis; 3ac06y A0 peecTpauiiHoro noceigueHHs Ne
KOHTEeliHepiB, KOHTPO/b AKOCTI: UA/19102/01/01 Ta A0 peecTpauiiiHOro NocBig4YeHHs
3'egHaHNX MK AcTtpa3eHeka Ab, Ne UA/19102/01/02 3anponoHOBaHO 3 METOI0
co6010, Yy KOHBEPTI 3 Lsewis BHECEHHS pefakuiiHuX npaBok 6e3 3mMiH B MeTodax
anomiHieBoi BMNpobyBaHHsA, cneyndikadii, p. Cknag, TepmiH
donbru; no 4 npuaaTHOCTI, YMOBM 36epiraHHsi, YnakoBka Ta
KOHBEPTMN Y

KapTOHHIli KopoobLi

MapkyBaHHs. BBegeHHs 3MiH NpoTsarom 6-Tu micsuiB
nicns 3atBepgKeHHsA. 3MiHn | Tuny - 3MiHN 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauivi
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n/n

JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,

ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o

41.

BYLECOHIA

Ta/abo [OMYyCTVMUX MEX rOTOBOrO /likapCbKoro 3acoby
(iHWi 3miHW) BHeceHHs 3MmiH o p.3.2.P.5.1
Cneuudpikauis Ta 3.2.P.5.6 O6rpyHTyBaHHs
cneuudikalii, a caMe — yTOYHEHHS! Ha3BUW MOKa3HVKa
«Onuc» (cTano: «30BHiLLHIl BUrNSA»). Takox, 3aMiHa
Ha3BW KOHKPETHOro TUMy Martepiasy A1 KOHTelHepiB
(LDPE) Ha 3aranbHuil TEPMiH «MIaCTUK» Y KpUTePisix
NPUAHATHOCTI 3a N. «30BHILLHIN BUMMAA», OCKIIbKU He
€ AouinbHUM nepesipaTn matepian (LDPE)
KOHTelHepy Bi3yaslbHVM METOL0M KOHTPO/. AK
HacnigokK, yTOYHEHHS p. «YnakoBka» MKHA N13.
Martepian (LDPE) onucaHo y p.3.2.P.7 Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
3a3HayYeHHs1 maTepiany KoHTeliHepa He NpM3BOANTbL [0
XOAHUX 3MIH MaTepiany B MeXax 3asBNeHOl 3MiHW.
3MiHM BHeceHi B po3ainy "OCHOBHI hi3MKO-XiMiUHi
BNacTUBOCTI" Ta "YnakoBka" B iHCTPYKL,it0 Ans
Me[UYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

nocsBi0OYeHHs

ACTPASEHE
KA

cycneHsis ans
po3snunenHHs, 0,25
Mr/M1; No 2 M B
KOHTeHepi; no 5
KOHTeliHepiB y
KOHBepTi; no 4
KOHBEPTMN Y
KapTOHHIli KopoobLi

ACTPA3EHEK
A AB

LLseuis

BMPOGHMLTBO,
KOHTPO/Ib IKOCTi Ta
BMNYCK cepil:
AcTpa3eHeka Ab,
LLiBeuis;
KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
LLiBeuis

Lsewis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun)
3MiHWN BHECEHO A0 IHCTPYKLii 415 MegUyYHOro
3acTocyBaHHS MiKapcbKoro 3acoby Ao po3gainis
"Cknag" (yTouHeHHs Ha3Bu MHH natuHuueto),
"Mo6iuHi peakwyji" (3BiTyBaHHA NPO MOXNMBI HEGaXKaHi
noGiyHi peaxuii), "Bupo6HuK" Ta "Micue3HaxomKeHHs
BMPOGHMKaA Ta afpeca MicLis NPOBaKeHHs /oro
LisANbHOCTI" (3a3HAYEHHS aHrNiNCbKOK MOBOLO).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEepPMKEHHSA. 3MiHM Il TNy - 3MiHK Woa0
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
TepaneBTUYHMX NoKa3aHHAX (4oAaBaHHA HOBOrO
TepaneBTUYHOTO Moka3aHHs abo 3MiHa y
3aTBEPAKEHOMY NOKasaHHi) 3MiHM BHECEHO A0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby Ao po3ainy "MokasaHHA", a caMe 3MiHW Y
3aTBEPMKEHUX MOKA3aHHSAX, 3 BIANOBIAHUMN 3MiHAMY B
po3gaini "Cnocib 3acTocyBaHHA Ta f031". BBeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3Minn |l Tuny - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHn y TepaneBTUHHUX
nokasaHHsIX (fofaBaHHs HOBOTO TepaneBTUYHOIo
nokasaHHs abo 3miHa y 3aTBepXKEHOMY NoKa3aHHI)
3MiHN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ainy

"Moka3aHHs" a caMe foaBaHHs HOBOro

3a
peyernmom

He
nionsieae

UA/19102/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

TepaneBTUYHOTO NOKa3aHHsA "3aroCTPeHHs1 XPOHIYHOTo
06CTPYKTUBHOIO 3aXBOPIOBAHHSA flereHb B 0cib 6e3
03HaK rocTpoi auxasibHOI HegocTaTHOCTI" 3
BiANOBIAHUMY 3MiHaMVK B po3ginax "dapmMakonoriyHi
BNacTMBOCTI" nigpo3ain "®apmaxkogmHamika”,
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
Ta f03n". BBEAEHHS 3MiH NPOTArom 6-T1 MicALIB micns
3aTBepMAXeHHA. Pestome MnaHy ynpaBniHHA pu3vikamm
Bepcis 2.0 gogaetbea. 3MiHu |l Tuny - 3miHu Wwoao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKIil XapakTepuCTuL NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKUiT 418 MeANYHOro
3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKOro A0 po3Ainis:
"Cknag", "®apmakonoriyHi BnacTMeocTi" nigposainu
"®apmakogvHamika" Ta "®apmakokiHeTmka",
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAW B3aemogiit”, "MpoTunokasaHHs", "OcobnmnBocTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTi
abo rogyBaHHA rpyaar”, "34aTHicTb BN/MBaTH Ha
LIBUAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWKYMK mexaHismamn”, "MNepefosysaHH:A",
"Mo6iuHi peakuii, "HecyMicHicTb" Ta 06'eAHaHHSA B
€MHOMY TeKCTi IHCTPYKUIT ANnA MeAnYHOro
3acTOCyBaHHs Nikapcbkoro 3acoby Ao3yBaHHs 0,25 Mr
6ypecoHigy Ta fosyBaHHsA 0,5 Mr 6yaecoHiay.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

42.

BYECOHI],
ACTPA3EHE
KA

cycneHsis ans
po3nuneHHs, 0,5
Mr/Mn; no 2 mMn B
KOHTeliHepi; o 5
KOHTeliHepiB Yy
KOHBepTi; no 4
KOHBEPTW Y
KapTOHHIlA KopooLi

ACTPA3EHEK
A AB

LLiBeuis

BMPOGHMLTBO,
KOHTPO/b SIKOCTi Ta
BUMYCK Cepii:
AcTtpa3eHeka Ab,
LLseuis;
KOHTPO/b AKOCTI:
AcTtpa3eHeka Ab,
LLseuis

LLiBeuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)
3MiHN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Cknapg" (yTouHeHHst Ha3Bu MHH natuHuueto),
"Mo6iyHi peakwyji" (3BiTyBaHHA NPO MOX/MBI HeBaXaHi
nob6iyHi peakuii), "BUpo6HUK" Ta "Micue3Haxo4KeHHs
BMPOGHMKA Ta agpeca MicLs NPOBamXEHHS Moro
LOiSNIbHOCTI" (3a3HAaYEHHS aHI/TICbKOK MOBOIO).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBepPMKEHHS. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
TepaneBTUYHMX NoKa3aHHAX (4oAaBaHHA HOBOrO
TepaneBTUYHOro NokasaHHs abo 3miHa y
3aTBEpMAKEHOMY MOKa3aHHi) 3MiHM BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby A0 po3ainy "MokasaHHs", a caMe 3MiHW Y

3a
peyenmom

He
nionsieae

UA/19102/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aTBEPMKEHNX NOKA3aHHSX, 3 Bi4MOBIAHNMMN 3MIHAMU B
po3aini "Cnoci6 3acTtocyBaHHsA Ta f03U". BBeAeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsX (4ofaBaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBepXEHOMY NMOoKa3aHHI)
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3ainy
"MNoka3aHHA" a came gogaBaHHS HOBOIO
TepaneBTUYHOr0 NoKa3aHHA "3aroCTPeHHs! XPOHIYHOro
06CTPYKTUBHOIO 3aXBOPIOBAHHSA /lereHb B OCib 6e3
03HaK rocTpoi AnXasibHOI HefoCcTaTHOCTI" 3
BiANOBIAHMMU 3MiHaMK B po3Ainax "®apmakonoriyHi
BracTmBocTi" nigpo3ain "®apmakoguHamika”,
"Oco6nmMBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHs
Ta [o3un". BBefeHHs 3MiH NpoTArom 6-Tu MicsLiB nicns
3aTBepMxeHHs. Pestome MnaHy ynpasniHHSA pyu3vkamu
Bepcis 2.0 gopaetbes. 3MiHn |l Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta thapmakoHariagy. 3MiHn y
KOPOTKili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3aCTOCYBaHHA Y 3B'A3KY i3 HOBMMYW A@HUMK 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMW Ta AaHuMu 3
thapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro A0 po3Ainis:
"Cknag", "®apmakonoriyHi BnacTueocTi" Nigpo3aimn
"®apmakogvHamika" Ta "®apmakokiHeTmka",
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiii", "MpoTnnokasaHHs", "OcobnmneocTi
3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
abo rofyBaHHsA rpyaar”, "34aTHIiCTb BN/MBATY Ha
LUBMAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMK MexaHisamamun”, "MNepefo3yBaHHs",
"Mo6ivHi peakui™, "HecyMicHIiCTb" Ta 06'€HaHHSA B
€MHOMY TEKCTI IHCTPYKUIT ANA MefUYHOro
3aCTOCYBaHHSA /ikapcbkoro 3acoby Ao3yeaHHs 0,25 mr
byaecoHigy Ta fo3yBaHHs 0,5 Mr 6yaecoHiay.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

BA/ICAPTAH

MOPOLUOK
(cybeTaHuis) y
naketax
nonieTUIEHOBNX
ansa
chapmaL,eBTUYHOTO
3aCTOCYBaHHs!

TOB "®apma
Crapt"

YKpaiHa

XKelizsaH Xyaxaii
dapmacbtoTikan Ko.,
nro.

Kutait

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
mMarepiany/peareHTy/npomikKHOro nNpoAyKTy, Lo

UA/7624/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
O0MNOMDKHOT peYOBMHM (iHLLI 3MiHK) 3MiHW Yy agpecu
BMPOGHUYOI AinbHUL ADI, a came: agpeca
BMPOGHMLUTBA AD| 3a3HaYaETLCA BiAMOBIAHO A0
3arsepaxeHoro CEP R1-CEP 2010-072-Rev 02,
OCKiNbKWN B 3aTBEpKEHNX B YKpaiHi peecTpauiiHux
maTepianiax 3asHavyeHo agpecy BnacHuka CEP.
44. | BANICAPTAH | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPOBHULTBO "in CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14544/01/01
160/MIAPOXN | nniskoBOIO HoBo mecTO bulk", nepsuHHe Ta TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
OPOTIA3UA, o6onoHkoto, 160 BTOPWHHE thapmakoHarnagy. 3MiHa 4acToTn Ta/abo TepMmiHiB
12,5 KPKA mr/12,5 mr no 14 nakyBaHHs, noJaHHA peryssipHO OHOBJIHOBaHYX 3BITIB 3 6e3neku
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK nNikapcbKyx 3aco6iB. 3MiHa TepMiHy nogaHHSA
no 2 a6o 6 6nictepis cepii: KPKA, a.4., perynsipHo OHOB/OBAHOTO 3BiTy 3 6e3nekn (PO3B)
Y KapTOHHIli kopobLi HoBo mecTo, nikapcbkoro 3acoby: [itova pefakuis: Yactota
CnOBEHIS; KOHTPO/Tb nogaxHa PO3B - 3 poku; KiHueBa gata ans
cepii: BKNIOYEHHA faHux fo PO3b - 13.04.2020 p.; gata
KPKA, a.4., Hoso nogaHHa PO3b - 12.07.2020 p. NponoHoBaHa
mecTo, CnoBeHis pepakuis: Yactota noganHs PO3B - 3 pokis; KiHuesa
[ara ons BkaoveHHA gaHunx go PO3b - 30.04.2025 p.;
parta nopgaHHsa PO3b - 29.07.2025 p. PekomeHaoBaHO
[0 3aTBEPKEHHSA BiANOBIAHO A0 NEPIOANYHOCTI
nofaHHs perynsipHo OHOB/TIOBAHMX 3BITIB 3 6e3neku
nikapcbkux 3acobis y €sponelicbkoMy Cotosi.
45. | BAICAPTAH | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14546/01/01
320/r'14POXN | nniBkoBOKO HoBo mecTO bulk”, nepsuHHe Ta TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
OPOTIA3UA 060/10HKO10, No 320 BTOPVHHE thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
12,5 KPKA mr/12,5 wr, no 14 nakyBaHHs, NnoJaHHA perysisipHO OHOBJIHOBAHKX 3BITIB 3 6e3nekn
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK nNiKapcbKNx 3aco6iB - 3MiHa TepMiHY NoAaHHS
no 2 abo 6 6nictepis cepii: KPKA, a.4., perynsipHo OHOB/OBAHOrO 3BiTy 3 6e3neku (PO3B)
Y KapTOHHI Kopobui HoBo mecTo, nikapcbKoro 3acoby: - [ioua pegakuis: Yactota
C/0BEHIfA; KOHTPO/Ib nogaHHa PO3B - 3 poku; KiHueBa gata ons
cepit: BK/ItOYEHHA gaHunx ao PO3B6 - 13.04.2020 p.; gata
KPKA, a.4., Hoso nogaHHa PO3B - 12.07.2020 p. NponoHoBaHa
mecTo, CnoseHis pepakuis: Yactota nogaHHsa PO3b - 3 pokis; KiHueBa
para ons sknoyveHHs gaHnx o PO3b - 30.04.2025 p.;
nara nogaHHsa PO3b - 29.07.2025 p. PekomeHaoBaHo
[0 3aTBepyKeHHs BifnoBigHO 40 NepiognyHOCTI
nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
nikapcbkunx 3acobis y €sponelicbkoMy Cotosi.
46. | BANICAPTAH | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14544/01/02
320/r1gPoOXn nAiBKOBOO HoBso mecTo bulk", nepsuHHe Ta TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
OPOTIA3UA 060/10HKO0, Mo 320 BTOPVIHHE hapmakoHarnsigy. 3miHa 4actoTu Ta/abo TepMmiHiB
25 KPKA Mmr/25 wmr, no 14 nakyBaHHs, NoJaHHsA perynsipHo OHOBJ/THOBAHUX 3BITiB 3 6e3neKkn
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK NikapcbKunx 3aco6iB - 3MiHa TEPMiHY NOAAHHSA
no 2 abo 6 6nictepis cepii: KPKA, a.4., perynsipHo OHOB/IOBaHOrO 3BiTy 3 6e3nekn (PO3B)
Y KapTOHHIli kopobui HoBo mecTo, nikapcbkoro 3aco6y: [itoya pegakuis: Yacrtota

CnoBEeHiIsA; KOHTPO/Tb
cepil:

nogaxHa PO3B - 3 poku; KiHuesa fata ans
BK/IOYEHHA aaHnx Ao PO3b6 - 13.04.2020 p.;
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KPKA, a.4a., Hoso nara nogaHHsa PO3b - 12.07.2020 p. MNMponoHoBaHa
mMecTo, CrnoBeHis pegakuisa: Yactota nogaHHsa PO3b6 - 3 poku; - KiHueBa
para ons sknoyveHHs gaHux o PO3b - 30.04.2025 p.;
- Aarta nogaHHsa PO3b - 29.07.2025 p. -
PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMoOBIAHO A0
nepiognyYHOCTI NoAaHHSA PerynsipHoO OHOB/IOBaHUX
3BITIB 3 6€3MeKkn Nikapcbknx 3acobiB y €Bponeicbkomy
Cotosi
47. | BAICAPTAH | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/14545/01/02
80/r1APOXNMO | nniBKOBO HoBo mecTo bulk", nepBuHHe Ta TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
POTIA3UA 060/10HKO10, 80 BTOPVHHE thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
12,5 KPKA mr/12,5 wr, no 14 nakyBaHHs, NnoJaHHsA perysisipHO OHOBJTIHOBAHMX 3BITIB 3 6e3nekn
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK nNikapcbKnx 3acobiB - 3MiHa TEPMiHY NOAAHHS
no 2 abo 6 6nictepis cepii: KPKA, a.4., perynspHo oHOB/IOBAHOrO 3BIiTy 3 6e3neku (PO3B)
Y KapTOHHIl Kopobui HoBo mecTo, nikapcbKoro 3acoby: - [jtoya pegakuis: - Hactota
CnoBEeHist; KOHTPOJTb nogaxHa PO3B - 3 poku; KiHueBa fata ans
cepit: BK/ItOUYEeHHA gaHux go PO3B6 - 13.04.2020 p.; gata
KPKA, a.4., Hoso nogaHHa PO3B - 12.07.2020 p. NponoHoBaHa
mMecTo, CnoBeHis pepakuisi: - Yactota nogaHHs PO3B6 - 3 pokis; KiHueBa
para ons sknoyeHHs gaHux o PO36 - 30.04.2025 p.;
nara nogaHHsa PO3B - 29.07.2025 p. PekomeHaoBaHo
[0 3aTBepKEHHS BiAMNOBIAHO A0 NEepPiOANYHOCTI
nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
nikapcbkunx 3acobis y €sponelicbkoMy Cotosi.
48. | BAJICAPTAH | Tabnetku, BKpUTI KPKA, a.4., CnoseHis Kemina6 g.0.0., CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14316/01/02
KPKA NAiBKOBOO HoBo mecTo CnoBeHisa (KOHTPONb My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
06010HKO0, Mo 160 cepii); KPKA, g.4., thapmakoHarnagy. 3MiHa YacToTn Ta/abo TepMmiHiB
mr, no 14 tTabnetok HoBo mecTo, nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
y 6nictepi; no 2 abo CnoseHisn nikapcbknx 3aco6iB. 3MiHa TEPMiHY NoAaHHS
6 6nictepiB y (BUPOGHMLTBO "in perynspHo OHOB/OBaHOrO 3BiTy 3 6e3neku (PO3B)
KapTOHHIli KopoobLi bulk”, nepsuHHe Ta nikapcbkoro 3aco6y: [itova pegakuis: Yactota
BTOPUHHE nogaHHa PO3B - 3 poku; KiHueBa gata ons
naxkyBaHHs, BK/ItOUYEHHA gaHux go PO3B - 13.04.2020 p.; gata
KOHTpO/b cepii Ta nogaHHa PO3B - 12.07.2020 p. NponoHoBaHa
Bunyck cepii); KPKA, pepakuis: Yactota nogaHHsa PO3b6 - 3 pokis; KiHueBa
4.4., Hoso mecro, [ara ans BkioveHHA aaHunx fo PO3B - 30.04.2025 p.;
CnoBeHisa (KOHTPONb para nogaHHsa PO3b - 29.07.2025 p. PekomeHgoBaHO
cepii) [0 3aTBepKeHHS BignoBigHO A0 NepiognyHOCTI
NOoAAaHHSA perynsipHO OHOBJ/TIOBaHUX 3BITIB 3 6e3nekn
NiKkapcbknx 3acobiB y €Bponelicbkomy Cotosi.
49. | BANICAPTAH | Tabnetku, BKpUTI KPKA, a.4., CnoseHis Kewminab g.0.0., CnoseHis BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/14316/01/03
KPKA NAiBKOBOIO HoBo mecTo CnoBeHis (KOHTPONb TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom

o6onoHkoto, no 320
Mr; no 14 TabneTok
y 6nicTepi; no 2 abo
6 6nicTepiB y
KapTOHHIA KOpo6Li

cepii); KPKA, a.4.,
HoBo mecTo,
CnoseHis
(BMpPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE

thapmakoHarnagy. 3MiHa 4YacToTu Ta/abo TepMmiHiB
NoAAaHHA PerynspHo OHOBJ/IIOBAHUX 3BITIB 3 6e3neKkn
niKapcbknx 3acobiB. 3MiHa TEPMiHY NMOAaHHS
perynsipHo OHOB/HOBAHOTO 3BiTy 3 6e3nekun (PO3B)
nikapcbkoro 3acoby: [jtova pegakuis: Yactota
noganHa PO3B - 3 poku; KiHueBa gata gns
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nakyBaHHs, BK/IOYEHHA faHnx fo PO3b - 13.04.2020 p.; pata
KOHTpO/b cepii Ta nogaHHa PO3b - 12.07.2020 p. lNponoHoBaHa
Bunyck cepii); KPKA, pepakuis: Yactota nogaHHa PO3B - 3 pokis; KiHuesa
40.4., Hoso mecTo, [ara ons BkaoveHHA gaHdunx Ao PO3b - 30.04.2025 p.;
CnoBeHisa (KOHTPONb parta nogaHHsa PO3b - 29.07.2025 p. PekomeHaoBaHO
cepii) [0 3aTBEpKEHHSA BiANOBIAHO A0 NEpPiOANYHOCTI
nofaHHs PerynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
nikapcbkux 3acobis y €sponelicbkoMy Cotosi.
50. | BA/ICAPTAH | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis Keminab g.0.0., CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/14316/01/01
KPKA MN/1iBKOBOIO HoBo mecTo CnoBeHis (KOHTpONb TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060/10HKO10, M0 80 cepii); KPKA, a.4., thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
Mr, no 14 TabneTok HoBo mecTo, NnoJaHHsA perysisipHO OHOBJTIHOBAHMX 3BITIB 3 6e3nekn
y 6nicTepi; no 2 abo CnoBeHis nikapcbkyx 3acobiB. 3MiHa TepMiHy nogaHHs
6 6nicTepiB y (BUPOBHMLTBO "in perynspHo oHOB/IOBAHOrO 3BIiTy 3 6e3neku (PO3B)
KapTOHHI KOpOoObLii bulk", nepsrHHe Ta nikapcbkoro 3acoby: [jtova pegakuis: Yactota
BTOPVHHE nogaxHa PO3B - 3 poku; KiHueBa fata ans
nakyBaHHs, BK/ItOUYEeHHA gaHux go PO3B6 - 13.04.2020 p.; gata
KOHTPO/b cepii Ta nogaHHa PO36 - 12.07.2020 p. NponoHoBaHa
Bunyck cepii); KPKA, pepakuis: Yactota nogaHHsa PO3B - 3 pokis; KiHuesa
4.4., Hoso mecrto, para ons sknoyeHHs gaHux o PO36 - 30.04.2025 p.;
CnoBeHis (KOHTPONb nara nogaHHsa PO3B - 29.07.2025 p. PekomeHaoBaHo
cepii) [0 3aTBepKEHHS BiAMNOBIAHO A0 NEepPiOANYHOCTI
nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
nikapcbkunx 3acobis y €sponelicbkoMy Cotosi.
51. | BA/ICAPTAH | Tabnetku, BKpUTI TOB «TeBa YkpaiHa AkTasic NTA, ManbTta/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5743/01/01
H-TEBA NAiBKOBOO YkpaiHa» ManbTa; Bnrapis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
o060n0Hkoto, no 80 BankaHdapma- CucTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
Mmr/12,5 wr; no 10 OynHuus AT, napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
Tabnetok y 6nictepi, Bonrapis NepBMHHOT YNakoBKM rOTOBOTO J1iKapCbKOro 3acoby
no 3 abo 9 6nictepis (iHWi 3miHW) - 3mMiHa Mex napameTpis «Melt flow rate at
Y KapTOHHii1 kopobui 190°C and 2.16 kg»; «Density at 23°C»; «Tensile
strength»; «Relative elongation at break»; «Turbidity»
y cneumdikauii ynakoBkm Hepo3chacoBaHOro NpoayKTy
(polyethylene bags (LDPE)), ki BAKOPUCTOBYIOTbCS
BUpPO6HMKOM [/13. MNoTouHi napameTpy cneumdikauii
ana NE nakeTiB He 3MiHIOTbCHA. BUPOGHMK
Hepo3dacoBaHOro npoaykty Novipack Takox
3aMLIAETLCA HE3MIHHUM. OHOB/IOIOTLCS /IULLE MeXi
cneumdikauii 4ns npuBeAeHHs iX y BignoBigHICTb A0
cneumdikauii 4ns HoBux ME nakeTiB BUPOOHMKa
Novipack
52. | BAJICAPTAH | TabneTku, BKpUTI TOB «TeBa YkpaiHa AkTaBic NTA, Manbta/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/5743/01/02
H-TEBA NAiBKOBOO YkpaiHa» ManbTa; Bnrapis TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyernmom
060/10HKO0, N0 160 BankaHdapma- CuctemMa KoHTeliHep/3akynoptoBasibHu 3aci6. 3MiHa
mr/25 mr; no 10 [ynHuus AT, napameTpiB cneundikauii Ta/abo JoNyCTUMUX MEX
TabneTok y 6nictepi, Bonrapis NepBUHHOT YNaKkoBKW rOTOBOrO /1iKapCbKOro 3acoby

no 3 a6o 9 6nictepis
Y KapTOHHIl Kopobui

(iHwWi 3miHK) - 3miHa Mex napameTpis «Melt flow rate at
190°C and 2.16 kg»; «Density at 23°C»; «Tensile




47

n/n
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JliKapcbK0O20
3acoby
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(nikapcbka ¢hopma,
ynakoska)

3asBHUK
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Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

strength»; «Relative elongation at break»; «Turbidity»
y cneuudpikauii ynakoBku Hepo3gacoBaHOro npoayKkTy
(polyethylene bags (LDPE)), siki BUKOPUCTOBYIOTbLCSA
BMPOGHMKOM /13. MoTo4HI NnapameTpu cneumdikawi
ons MNE nakeTiB He 3MiHIOTbLCA. BUPOGHMK
Hepo3gracoBaHOro npoaykTy Novipack Takox
3aMWAETLCA HE3MIHHUM. OHOB/IIOIOTLCSA /ILLE MeXi
cneumaikalii 4na NpUBeAeHHs X y BiANOBIAHICTL A0
cneumaikauii gns HoBux ME nakeTiB BUPOGHMKaA
Novipack

53.

BA/ICAPTAH
H-TEBA

TabneTku, BKPUTI
nAiBKOBOO
o6onoHkoto, no 320
mr/12,5 mr; no 10
TabneTtok y 6nictepi;
no 3 a6o 9 6nicTepis
Y KapTOHHIli kopobLi

TOB «TeBa
YkpaiHa»

YKpaiHa

AxTasic NTA,
ManbTa,
BankaHdapma-
AynHunua AT,
Bonrapis

ManbTa/
Brrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
CuricTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
NepBVHHOT YNakoBKN rOTOBOrO /ikapCbKOro 3acoby
(iHwWi 3miHKW) - 3miHa Mex napameTpis «Melt flow rate at
190°C and 2.16 kg»; «Density at 23°C»; «Tensile
strength»; «Relative elongation at break»; «Turbidity»
y cneumdikaLii ynakoBk1m Hepo3chacoBaHOro NPoAyKTY
(polyethylene bags (LDPE)), siki BAKOPUCTOBYIOTbCS
BMPOGHMKOM /13. MoTO4HI napameTpu cneumdikawi
ona MNE nakeTiB He 3MiHIOTbCHA. BUPOGHMK
Hepo3dacoBaHoro npoaykty Novipack Takox
3a/IMLIAETLCA HE3MIHHUM. OHOB/IOIOTLCA SILLE MEXI
cneumdikauii 418 npuBeAeHHs iX y BignoBigHICTb A0
cneumaikauii onsa HoBux ME nakeTiB BUPOGHMKA
Novipack

3a
peyenmom

UA/8900/01/01

54.

BAJICAPTAH
H-TEBA

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 320
mr/25 mr; no 10
Tabnetok y 6nictepi;
no 3 a6o 9 6nicTepis
Y KapTOHHIi1 kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

AxTasic NTA,
ManbTa;
BankaHdapma-
AynHuua AT,
Bonrapis

ManbTta/
Bnrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBponelichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
thapmakonei: gna A®l; ans BUxigHOro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bif y)Xe 3aTBepXeHOoro BUpobHuka - MNogaHHs
OHOBJ/IEHOrO cepTudikaTy BigNoBiAHOCTI EBpONENCHKIN
thapmakonei CEP 2004-307-Rev 07 Big,
3aTBepaxeHoro Bupo6Hnka CAMBREX
PROFARMACO MILANO S.R.L., Italy gitoyoi
pevoBUHM rigpoxnopoTia3ung (3atsepakeHo: R1- CEP
2004-307-Rev 06; 3anpornoHoBaHo: CEP 2004-307-
Rev 07).

3a
peyenmom

UA/5744/01/02

55.

BA/ICAPTAH
H-TEBA

TabneTku, BKpUTI
M/1iBKOBOIO

TOB «TeBa
YKpaiHa»

YkpaiHa

AxTtasic NTA,
MasibTa,;

ManbTta/
Bnrapis

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK 3 skocTi. CepTudikaT BignosigHocTi/lE-

3a
peyenmom

UA/5744/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
060n10HkKot0, Mo 160 BankaHdapma- cepTudikaT BignoBigHOCTI EBpONENCHKIi
Mmr/12,5 mr; no 10 OynHuus AT, hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
Tabnetok y 6nictepi; Bonrapis OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI abo
no 3 a6o 9 6nicTepis BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
Y KapTOHHIli kopobLi thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOrO cepTudikaTy BignoBigHOCTI EBpoNeichKiii
thapmakonei CEP 2004-307-Rev 07 Big
3aTBepmxeHoro BupobHuka CAMBREX
PROFARMACO MILANO S.R.L., ltaly gitouoi
peyoBuHM rigpoxnopoTiasung (3aTsepmkeHo: R1- CEP
2004-307-Rev 06; 3anponoHosaHo: CEP 2004-307-
Rev 07).

56. | BA/IbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/9451/01/01
®H 160 NNiBKOBOIO HoBo mecTo BiANOBiAA/IbHWIA 3a IHais TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060/10HKO10, 160 BMPOBGHULITBO «in thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMiHiB
mr/12,5 mr no 14 bulk», nepsunHHe Ta NnoJaHHsA perysisipHO OHOBJIHOBAHKMX 3BITIB 3 6e3nekn

Tabnetok y 6nictepi; BTOPWHHE nNikapcbKNx 3acobiB - 3MiHa TEPMiHY NOAAHHS
no 2, no 4 a6o no 6 nakyBaHHs, perynsipHo oHOB/IOBAHOrO 3BiTy 3 6e3neku (PO3B)
6nicTepiB B KOPOOLj; KOHTPONb Ta BUMYCK nikapcbkoro 3acoby: [itova pegakuis: Yactota
no 15 tabnetok y cepii: KPKA, a.4., nogaxHs PO3B - 3 poku; KiHueBa fata ans
6nictepi; no 2 a6o 4 HoBo mecTo, BK/IOYEHHSA AaHnx Ao PO3B6 - 13.04.2020 p.; fata
6nicTepy B KOPOOL CnoseHis; nogaHHa PO3B - 12.07.2020 p. MNMponoHoBaHa
BUPOGHUK, pepakuis: Yactota nogaHHsa PO3B - 3 pokis; KiHuesa
BiAnoBiganbHMii 3a para ons sknoyeHHs gaHux o PO36 - 30.04.2025 p.;
BMPOGHMLTBO "in nara nogaHHsa PO3B - 29.07.2025 p. PekomeHaoBaHo
bulk", nepBuHHe Ta [0 3aTBepKEeHHS BiAMNOBIAHO A0 NEepPiOANYHOCTI
BTOPUHHE nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
nakyBaHHs: Jlaypyc nikapcbkux 3acobis y €sponeiicbkomy Cotosi
Na6c Nimiteq, IHAjs;
Bunpo6HuK,
BiAnoBiganbHNI 3a
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTto, CNnoBeHis;
BUPOGHUK,
BiAnoBiganbHMii 3a
KOHTpONb cepii:
Kewmina6 g.0.0.,
CnoseHis
57. | BAIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BignosiganbHuii 3a CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9451/01/02
® H 320 NAiBKOBOO HoBo mecTO BMPOGHMLTBO “in TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, No 320 bulk", nepsuHHe Ta thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
mr/12,5 wr; BTOPVHHE NoJAaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 10 Tabnetok y nakyBaHHs1, NiKapCbKNx 3aco6iB - 3MiHa TEPMiHY NOAAHHS
6nicTepi, no 3 abo 6 KOHTPO/b Ta BUMYCK perynsipHo OHOB/OBAHOTO 3BiTy 3 6e3nekun (PO3B)
6nicTepiB y cepii: KPKA, a.4., nikapcbkoro 3acoby: [litoya pegakuis: Yactota
KapTOHHI Kopo6L; HoBo mecTo, nogaxHa PO3B6 - 3 poku;
no 14 tabneTtok y CnoseHis; KiHueBa gaTa a5 BKOYEHHS aaHux go PO36 -
6nicTepi, no 1, 2 abo BignoBiganbHuii 3a 13.04.2020 p.; aata nogaHHa PO3b - 12.07.2020 p.
4 6nictepu B KOHTpO/b cepii: MponoHoBaHa pepakuis: Yactota nogaHHs PO36 - 3
KapTOHHIA KopobL; KPKA, a.4., HoBo pokiB;
no 15 tabneTtok y mecTo, CnoBeHis; KiHueBa gata An1sa BKOYEHHS gaHux go PO36 -
6nicTepi, no 2 abo 4 KOHTpO/b cepii: 30.04.2025 p.; gata nogaHHa PO3B - 29.07.2025 p.
6nictepu B Kewminab g.0.0., PekomeHgoBaHO [0 3aTBEPAXEHHS BIAMNOBIAHO A0
KapTOHHI KOpo6Li CnoBeHis nepiognYHOCTI NoAaHHS PerynsipHoO OHOB/OBaHUX
3BITIB 3 6€3MeKn Nikapcbknx 3acobiB y €Bponeicbkomy
Cotosi.
58. | BA/IbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9450/01/01
® HD 160 NNiBKOBOIO HoBo mecTo BiANOBiAA/IbHWIA 3a IHais TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, 160 BMPOBGHULITBO «in thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
mr/25 mr; no 14 bulk», nepsrHHe Ta NOAAHHSA PerynsipHO OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
Tabnetok y 6nictepi; BTOpWHHE nNikapcbKnx 3acobiB - 3MiHa TEpMiHY NOAAHHS
no 2, no 4 a6o no 6 nakyBaHHs, perynspHo oHOB/IOBAHOrO 3BiTy 3 6e3neku (PO3B)
6nicTepiB B kOPOOLj; KOHTPONb Ta BUMYCK nikapcbkoro 3acoby: [iova pegakuis: Yactota
no 15 tabnetok y cepii: KPKA, a.4., nopaHHa PO36 - 3 poku; - KiHueBa gata ans
6nictepi; no 2 a6o 4 HoBo mecTo, BK/IOYEHHSA AaHux Ao PO3B6 - 13.04.2020 p.; fata
6nicTepy B KOpPOOL CnoseHis; nogaxHs PO3B - 12.07.2020 p. - MNponoHoBaHa
BUPOGHUK, pepakuis: Yactota nogaHHa PO3B - 3 pokis; - KiHueBa
BiAnoBiganbHMiA 3a para ons sknoyveHHs gaHux o PO36 - 30.04.2025 p.;
BMPOGHMLTBO "in para nogaHHsa PO3b - 29.07.2025 p. -
bulk", nepBuHHe Ta PekomeHA0BaHO [0 3aTBEPXEHHS BiANOBIAHO J0
BTOPUHHE nepioANYHOCTI NOAaHHA PerynsapHO OHOBOBaHUX
nakyBaHHs: Jlaypyc 3BITIB 3 6€3neKkn Nikapcbknx 3acobiB y €BpoONencbkomy
Na6c Nimiteq, IHAjs; Cotosi.
Bunpo6HuK,
BiAnoBiganbHNI 3a
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTto, CNnoBeHis;
BUPOGHUK,
BiAnoBiganbHMii 3a
KOHTpONb cepii:
Kewmina6 g.0.0.,
CnoBeHis
59. | BA/IbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BignosiganbHuii 3a CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9450/01/03
® HD 320 NAiBKOBOO HoBo mecTO BMPOGHMLTBO “in TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom

060/10HKOH0, No 320

bulk", nepsuHHe Ta

thapmakoHarnsgy. 3miHa 4yactoTu Ta/abo TepMmiHiB

mr/25 mr no 10 BTOPUHHE noJaHHsA perysisipHO OHOBJTIHOBAHKMX 3BITIB 3 6e3nekn
Tabnetok y 6nictepi; nakyBaHHs, nNiKapcbKNx 3aco6iB - 3MiHa TepMiHY NoAaHHS

no 3 abo 6 6nictepis KOHTPONb Ta BUMYCK perynsipHo OHOB/OBAHOrO 3BiTy 3 6e3neku (PO3B)
Y KapTOHHIi1 kopobu; cepii: KPKA, a.4., nikapcbKoro 3acoby:
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 14 tabnetok y HoBo mecTo, [itoua pepakuis:
6nicTepi; no 1, 2 abo CnoseHis; YacTtota nogaHHa PO3B - 3 poku;
4 6nictepu B BignoBiganbHuii 3a KiHueBa fata AN BKIOYEHHS AaHux go PO36 -
KapTOHHI Kopo6L; KOHTpO/b cepii: 13.04.2020 p.; gata nogaHHa PO36 - 12.07.2020 p.
no 15 ta6nertok y KPKA, a.4., Hoso MponoHoBaHa pefakuis:
6nicTepi; no 2 abo 4 mecTto, CrnoBeHis; YacToTa nogaHHa PO3B - 3 poku;
6nictepu B BiANOBIAA/IbHWIA 32 KiHueBa gata ansa BK/OYEHHST gaHux go PO36 -
KapTOHHIli KopooLi KOHTPO/b cepii: 30.04.2025 p.; gata nogaHHa PO3b - 29.07.2025 p.
Kewminab g.0.0., PekomeHgoBaHO 0 3aTBEPAKEHHS BIAMOBIAHO A0
CnoseHis NepioANYHOCTI NOAaHHA PErYNIAPHO OHOB/IIOBAHUX
3BITiB 3 6€3MeKU Nikapcbknx 3acobiB y €Bponeiicbkomy
Colosi.
60. | BEHTABIC pO3uuH ans Baiiep Al HimeuumnH Bepnivepg, C.A. Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9199/01/01
iHransuii, 10 a TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
MKr/MA1; N0 2 M B hapmakoHarnagy. 3MiHa Yactotn Ta/abo TepmiHiB
amnyri; no 30 amnyn nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
Y KapTOHHIi nayi nNiKapcbknx 3aco6iB - 3MiHWM y YacTOTi Ta gaTax
nofaHHsA perynsipHO OHOB/IIOBAHOTO 3BIiTY 3 6e3neKu.
[itoya pepakuis: YactoTa nojaHHsa perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3nekun 3 poku. KiHueBa fata
ONs BKNOYeHHA faHnx o PO3B - 15.09.2020 p. faTa
nogaHHs - 14.12.2020 p. NponoHoBaHa pefakuis:
YacToTa noAaHHs perynsipHo OHOB/IIOBAHOrO 3BITY 3
6e3nekn 5 pokis. KiHueBa fata 4717 BKIHOYEHHS AaHNX
0o PO3b - 15.09.2028 p. [lata nogaHHs - 14.12.2028
p. PekomeHA0BaHO [0 3aTBEPLKEHHS BiAMNOBIAHO A0
nepioguyYHOCTI NoAaHHSA PerynsipHoO OHOB/IOBaHNX
3BITIB 3 6€3MneKu Jlikapcbknx 3acobis y €C
61. | BIBIH TabneTku, BKPUTI dapmaLeBTuy Monbua BMPOBHULTBO, IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/20647/01/01
MN/1iBKOBOIO HWi 3aBOf, nepBuHHe Ta IHAjisa BvnpasneHo TexHiYHYy MOMWAKY B IHCTPYKUIii Ans peyenmom
060/10HKO0 M0 3 Mr+ | «MOJSIb®APM BTOPUHHE MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
0,03 mr no 28 A» C.A. nakyBaHHs, po3ginax "MicLe3HaxomkeHHs BUpobHMKa Ta ioro
TabneTtok y 6rictepi KOHTPO/b Ta BUMYCK agpeca Micua NpoBaKeHHs AisnbHOCTI", a came
(21 akTnBHA cepii y3ro[pKeHo iHhopmaLito 3aTBepaKeHy Hakazom MO3
TabneTtka XOoBTOro NabopaTtopioc JleoH Big 31.10.2024 p. Ne 1828. 3atBepmxeHo: Kanne Ma
Konbopy Ta 7 dapma C.A., BanniHa c/H, MoniroHo IHgacTpian HaBatemkepa,
Tabnetok nnaue6o IcnaHis; Binnakinambpe, 24193, IcnaHisi/ Calle La Vallina s/n,
6inoro konbopy ), no BTOPVHHE Poligono Industrial Navatejera, Villaguilambre, 24193,
1 6nicTepy B nakyBaHHS: Spain. 3anponoHoBaHo: Kanne Jla BanniHa c/H,
KapTOHHI KopoobLi 3 MAHAHTIAN MoniroHo IHpacTpian HaBatemkepa, Binnakinamépe,
TUXHEBUM IHTEIPA, C.N., 24193, IcnaHis/ Calle La Vallina s/n, Poligono
KasieHgapem- Icnanis; Industrial Navatejera, Villaquilambre, 24193, Spain.
CTikepom BTOPVHHE 3a3HayeHe BUMNpaB/IeHHA BiANoBigae MaTepianam
nakyBaHHs: peecTpaLiiHoro Aocbe.
ATAIC ®APMA,
C.J1., IcnaHis;
KOHTPO/b

MikpobionoriyHoi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
YNCTOTU NiKAPCHbKOro
3acoby:
NabopaTtopio
EueBapHe, C.A.,
Icnais;
KoHTponb akocTi
nikapcbKoro 3acoby:
Yemo IHgjs
dopmyneiieH
MpaiiBeT NimiTes,
IHais
62. | BIKC AKTUB cnpev HasasTbHU, MpokTep eHg, LWsenuapi | MpokTep eHg Mlem6n HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 nionsizae UA/10927/01/01
CUHEKC 0,5 mr/mn; no 15 mn Fembn A MaHydhekuypiHr TMny - AGMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpOGHMUYOT peyenma
y thnakoHi 3 IHTepHeLwHN 6X OinbHUUI (BKIOYaouM AinbHUL Ans AP, NpoMibXHOTro
PO3NUAIOYUM OnepeWwH3 npoaykTy abo roToBOro ikapCbKoro 3acoby, AinbHULi
npucTpoem; no 1 CA NS NpoBefieHHsA NakyBaHHA, BUPOOHNKa,
hnakoHy y Kopobui BiANOBiAaIbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo noctayanbHyKa BUXigHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
(AKLL0 3a3HAYEHO Y 0CbE) BUTYYEHHSI BUPOOHUKA
TeBa Yex IHaacTpi3 c.p.o., Yecbka Pecnybnika/Teva
Czech Indaustries s.r.o., Czech Republic.
3anmwaeTbea 3aTBEPAXEHNI BUPOOHYK MpoKTep eHg,
Fem611 MaHydhekuypiHr FT'mM6X, HimeuunHa/Procter &
Gamble Manufacturing GmbH, Germany. 3MiHu
BHECEHO B iHCTPYKLit0 415 MEAMYHOIO 3aCTOCYBaHHS
NikapcbKoro 3acoby y po3finm «BUpobHUK» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NpoBaXEHHS Oro AiSNbHOCTI» LLOAO BUNYHYEHHS
O[JHOTO 3 BUPOBHWKIB, SIK HACNIAOK — BUNYYEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby
Bi4noBigHOIrO BUPOGHYKA.
BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns
3aTBEPAKEHHS.
63. | BIPTAH renb ouHuid, 1,5 mr/r; | JTABOPATYA ®paHuis Papmina — Tea ITanisa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/9379/01/01
no5ryTy6i3 P TEA dapmaueyTiyi C.n.A. Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenmom
HaKOHEYHWNKOM, Lo cepTudikaT BignoBigHOCTI EBpoNeNichKiii
3arBMHYYETbLCSA hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

KoBMaykom; no 1
Ty6i B KAPTOHHIA
KopooLi

OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuii ceptudikaT Big,
HOBOro BMPOGHUKa (3amiHa abo [JOMOBHEHHS)
MopaHHA HOBOroO cepTudikaTa BifgNoBIgHOCTI
€sponelicbkiin dpapmakonei Ne R1-CEP 2010-257 -
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Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Rev 02 ans gitouoi peyoBmHm Ganciclovir Big HoBoro
BUpobHuka EXCELLA GMBH & CO. KG
(BonoBHeHHS). 3MiHK | TMNY - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)ke 3aTBepAKEHOro BUpo6HMKa - MogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponechkili
thapmakonei Ne R1-CEP 2010-257 - Rev 03 gns
Aitoyoi pevoBrHN Ganciclovir Big BUpo6HuKa
EXCELLA GMBH & CO. KG
64. | BIPEAA® TabneTkun, BKpUTI Mneapn CWA nepBuHHa Ta IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/8274/01/01
MN/1iBKOBOIO CaiieHcus IHK. BTOpPMHHA YNaKoBKa, HimeuyunHa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nionsizae
060/10HKO10, No 300 KOHTPO/b Ccepil, thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
mr; no 30 TabneTok BWMYCK CepiiA: NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
y dhnakoHax; no 1 lneag CaileHcus [ANs MeAnYHOro 3aCTOCYyBaHHS Ha MigcTasi perysisipHo
hNakoHy B AlieneHg HOC, OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
KapTOHHIli Kopoobui Ipnangis; abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
BMPOGHMLTBO, 3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
nepBuHHA Ta pe3ynbTaT OLiHKM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
BTOPVHHA ynakoBKa: BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
Takega M'm6X, (3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
HimeuuunHa; opraHom) -
nepBuHHa Ta 3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
BTOPWHHA ynakoBKa: 3aCTOCYBaHHSA /liKapcbKoro 3acoby Ao po3ainis
KataneHt DxepmaHi "Oco6mBocCTi 3acTocyBaHHA" Ta "Mo6iyHI peakuii™
LopHaopc M6X, BIANOBIAHO [0 OHOBMEHOT iHhopMaLi Wwoao 6e3nekn
HimeuunHa; 3aCTOCYBaHHS AiH04O0T PeYOBUHY 3riHO 3
BTOPUHHA ynaKoBKa: pekomeHpauieto PRAC.
MinmayHT Xenckea TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
Nita., lpnaxgis 3aTBEepPKEHHS.
65. | BOIMibo3 KpucTtanu abo TOB YkpaiHa KOMOH NAN® Pecny6nika BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa - UA/19565/01/01
KpucTanivyHmi "TNEA®APM CAEHC, IHK. Kopes 3anBHuKa /13 (MIBIM) (BnacHuka peectpawiinHoro
NMopOLLOK nTg noceigyeHHsn) (3rigHo Hakady MO3 Big 23.07.2015 Ne
(cy6eTaHuin) y 460):
nonieTueHoBmx 3arBepmkeHo: TOB «KYCYM ®APM», YkpaiHa
naketax gns 3anponoHoBaHo: TOB «MMEAPAPM JITO», YkpaiHa
chapmavL,eBTUYHOro
3acTOCyBaHHSA
66. | TAOOBICT PO3YMH ANS iH'EKUi, Baiiep Al HimeuuunH Baiiep Al HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/6664/01/01
1,0 1 mmonb/Mn; no 5 a TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom

M abo no 7,5 mA,

hapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMiHiB




53

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
abono 10 mny NOJAaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
CKNSAHOMY LUNPUL, NiKapcbknx 3aco6iB - 3MiHN Y YacToTi Ta gaTax
BKNafieHoMy Y NoAaHHA PerynsipHO OHOBJIIOBAHOTO 3BITY 3 6e3neku.
npo3opy NaacTuKoBy [itoya pepakuis: YactoTa nofjaHHsa perynspHo
KOpOOKy, 3aKpuTy OHOBJ/IOBAHOTO 3BITY 3 6e3neku 5 pokis. - KiHueBa
nanepom; rno 5 Aara ans BknoyveHHs gaHnx go PO3B - 30.04.2020 p.
LINpULB Y - JaTta nogaHHsa - 29.07.2020 p.- [NponoHoBaHa
KapTOHHI KOpO6L; pefakuisi: YactoTa nogaHHsa perynsipHo
no 5 mn a6o no 7,5 OHOB/IOBAHOrO 3BiTY 3 6e3nekun 2 poku. - KiHuesa gata
mn, abo no 10 mny [ONA BKIOYeHHA AaHnx go PO3b - 30.04.2025 p. -
nn1acTMKkoBomy [ara nogaHHa - 29.07.2025 p. - PekoMmeHz0BaHoO [0
Lwnpu, 3aTBEPKEHHS BifNOBIAHO 40 NEPIOANYHOCTI NOAAHHSA
BK/1afEHOMY Y perynsipHoO OHOB/THOBaHUX 3BITIB 3 6e3Mekun Mikapcbkux
npo3opy NJacTUKoBY 3acob6iB y €C.
KOpOOKy, 3aKpuTy
nonieTuaieHom; no 5
wnpuyis y
KapTOHHI KOpo6L;
no 7,5 mn a6o no 15
M1y CKNsiHOMY
dhnakoHi; no 1
chnakoHy y
KapTOHHIl KopoobLi
67. | TANA3O/NIH® | cnpeli Ha3a/bHWIA, PapmanesTny MonbLa Brpo6HMUTBO, MonbLia BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 6e3 He UA/16346/01/02
KOMBI po3uuH, (0,5 mr + HWi 3aBOf, nepBuHHE Ta TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma nionsizae
50,0 mr)/mn; no 10 «MOJIb®APM BTOPVHHE 3MiHW Y BUPOGHULITBI. 3MiHa iMNopTepa/3MiHu, Lo
My dO1aKoHi- A» C.A. nakyBaHHs, CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPO/IH SAKOCTI
KpanesnbHuui; no 1 KOHTpO/b cepii: roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
hnakoHy 3 dapmaLeBTUYHNI BMPOGHMKA, LLLO BIANOBIAAE 3a BBE3EHHA Ta/abo
PO3YMHOM Y KOPOOGLIi 3aB0[, BUMYCK cepii) - He Bkoyaroun
KapTOHHIlA «MONTb®APMA> KOHTPO/b/BMNPOGYBaHHSA cepii - MNepeHeceHHs
C.A,, Monblya; BUPOGHMYOT AiNbHULL BiANOBIAaNLHOI 3a BUMYCK cepiil
Bunyck cepii: 3aTBEPIXEHOr0 BUPOOHUKa PapmaLleBTUUYHUI 3aBOf,
dapmaneBTUUHNI "MONb®APMA" C.A., Monblua. 3MiHM BHECEHO B
3aBOf, IHCTPYKL,i0 4151 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
«MONTbOAPMA> 3acoby y po3ginu "BupobHuk" Ta "MicLe3HaxomKeHHs
C.A., Monbwa BMPOGHMKA Ta agpeca MicLs NpoBafXeHHs Moro

LOiSNbHOCTI" Ta SK HaCNifoK - Y TEKCT MapKyBaHHS
yNakoBOK fikapcbkoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-Tu MicALIB Nicns 3aTBEpMKEHHS. 3MiHu |
MYy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HMNYOT
AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
npoAykTy abo roToBOro /ikapcbKoro 3acoby, AiNbHULi
NSl NpoBefieHHs NaKyBaHHA, BUPOBHYKa,
BiANOBIA&1bHOrO 3a BMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(SKLLIO 3a3HAYEHO Y A0CbE) BunyyeHHs BUPO6HUKa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiAMOBIA&/TbHOrO 3a KOHTPO/Ib Ta BUMNYCK Cepil:
BapluaBchkuii hapmaueBTUYHWIA 3aBog, Monbda AT,
Monbla (Byn. KaponbkoBa 22/24, 01-207 BapluaBa,
Monbwa). 3annwaeTbCcs albTEPHATUBHUIA BUPOGHMK

BiANOBIAaA/IbHI 32 Ti X PYHKLT, L0 1 BUNYYEHWIA:
dapmaueBTuyHUiA 3aBog "MONBPAPMA" C.A. 3MiHK
BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYyBaHHSA

nikapcbKoro 3acoby y po3ginu "BupobHuK" Ta

"Micue3HaxomkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaKEHHS NOT0 OiS/IbHOCTI" y 3B'A3KY 3

BW/TYYEHHSAM OAHOr0 3 BUPOOHUKIB, BiAMNOBIA&/IbLHOIO
3a BUMYCK cepii, Ta K HACNifOoK - Y TEKCT MapKyBaHHS

yNakoBOK NikapcbKoro 3acoby. BBefeHHs 3MiH
NPOTArom 6-Tv MiCAILiB Micns 3aTBepKeHHs. 3MiHu |
T™MNy - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS

Ta/abo agpecu MicUs NPOBaKEHHS AISNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,

BK/IKOYA0UM AiNbHULI BUNYCKY cepii abo micue

NPOBELEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
Bignosigae BUPOGHMK/iMNOpTEp, BKIKOYAOUM BUMYCK
cepiit) 3viHa Ha3BW Ta afpecy BUPOBHMKa
dapmaneBTuyHKii 3aBog "MONTIbOAPMA" C.A., a came
NpVYBEeAEHHAM [0 EANHOTO HaNMCaHHs, Y 3B'A3KY 3 LM
YyacTuHa Ha3su "Biggin Mepgaxa B Cepaggai”
nepeHeceHo A0 afgpecyt BUPOOHMKA. 3MiHN BHECEHO B
IHCTPYKL,i0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ginv "BupobHuk” Ta "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPoBaKeHHs Moro
LisnbHOCTI" y 3B'A3KY 3i 3MiHOKO Ha3BY Ta agpecu
BMPOGHUWKA, a caMe NPUBEAEHHAM [0 €AVHOI0
HanmcaHHs, Ta fK HaCnNifoK - y TEKCT MapKyBaHHs
yNaKoBOK NiKapcbKoro 3acoby. BeeeHHs 3MiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS
3miHu | Tvny - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHO Y TEKCT
MapKyBaHHS nepBuHHOI (N. 1, n. 2 Tan. 6) Ta

BTOpPUWHHOI (N. 1, n. 4, n. 5, n. 14, n. 15 Tan. 17)

yNaKoBKM NiKapCbKoro 3acoby.

68.

FANA30NMIH®
KOMBI

cnpeii HazanbHWiA,
po3uuH, (1,0 mr +
50,0 mr)/mn; no 10
My chrakoHi-
KpanenbHuuj; no 1
hnakoHy 3
PO3YMHOM Y KOPOOGLIi
KapTOHHIlA

PapmanesTny
HWIA 3aBOA,
"MONb®APM
A" C.A.

Monbwa

Brpo6HMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii:
dapmaLeBTUYHNI
3aBo/
«MOJIbGAPMA»
C.A., MonbLya;
Bunyck cepii:

MonbLwa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - AGMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpOGHMUYOT
OinbHUUI (BKIOYaoUM AinbHUL Ans AP, NpoMibXHOTo
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
NS NpoBefieHHA NakyBaHHSA, BUPOOHNKa,
BiANOBiAa@/IbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo noctayanbHyKa BUXigHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
(AKLLO 3a3HAYEHO Y OCbE) - BUTYYEHHS] BUPOOHMKa
BiANOBI4a/IbHOrO 3a KOHTPO/Ib Ta BUNYCK cepil:

6e3
peyenma

nionsieae

UA/16346/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
dapmaleBTUYHNI BaplaBcbkuii dhapmaueBTUYHWiA 3aBog, Monbda AT,
3aBO[, MonbLua. 3anvWwaeTbest anNbTePHATUBHUIA BUPOGHMK
«MONTb®APMA> BiANOBIAaAbHI 3a Ti X (DYHKLT, O 1 BUIYUYEHWIA:
C.A., Monbwa dapmaueBTyHNii 3aBog, "MOJTbOAPMA™ C.A. 3MiHK

BHECEHO B iHCTPYKL,t0 415 MEAMYHOIO 3aCTOCYyBaHHSA
NiKapcbKoro 3acoby y po3ainv "BMpobHuk" tTa
"Micue3HaxomkeHHs1 BUpO6HMKa Ta afgpeca Micus
NPOBaKEHHS NOr0 OisSIbHOCTI" y 3B'A3KY 3
BW/TyYEHHSIM OfHOTO 3 BUPOOHWKIB, BiANOBIAA/ILHOIO
3a BUNYCK cepii, Ta K HACNIAOK - Y TEKCT MapKyBaHHS
yNaKoBOK NiKapCbKoro 3acoby. BeeeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
3MiHM Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSIHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
BMPOGHKKA, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BUMNYCK cepii) - He Bkoyatoun
KOHTPO/b/BMNPOGYBaHHSA cepii - MNepeHeceHHs
BMPOGHMWYOI Ai/TbHML BiANOBIAA/IbHOI 3@ BUMYCK cepil
3aTBEPAXXEHOrO BUPOGHUMKa ®apmMaLeBTUYHUI 3aBOg,
"MONb®APMA" C.A., Monblua. 3MiHM BHECEHO B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ginv "BupobHuk” Ta "Micue3HaxomKeHHs
BMPOGHMKaA Ta agpeca MicLsa NPoBaKeHHS Moro
LOiSNbHOCTI" Ta AK HacNifoK - Y TEKCT MapKyBaHHS
yNakoBOK fikapcbkoro 3acoby. BeefeHHsA 3MiH
NpoTArom 6-Tu MicALIB NiCAa 3aTBEPMKEHHS. 3MiHW |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI
BVPOGHMKa/iMmopTepa roToBoro /ikapcbKoro 3acoby,
BK/IOUAKOUM AiNbHULI BUMYyCKy cepii abo micue
NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a AKYy
BiANOBIAa€e BUPOGHWK/IMNOPTEP, BKIOUAKUN BUMYCK
cepiid) - 3miHa Ha3BM Ta afpecu BUPOOHMKa
dapmaveBTuyHUii 3aBog "MONBPAPMA" C.A., a came
NpVBEAEHHAM [0 EANHOTO HaNMCaHHs, Y 3B'A3KY 3 LM
YyacTuHa Ha3su "Biggin MepaHa B Cepaagsi”
nepeHeceHo 40 aapecy BUPO6HVKa. 3MiHW BHECEHO B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3aim "BupobHuk" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaKEHHS 1oro
AISNbHOCTI" y 3B'A3KY 3i 3MiHOK Ha3BW Ta agpecu
BUPOOHMKa, a came NPUBEAEHHSM [0 €4UMHOTO0
HanucaHHs, Ta K HaCnifokK - Y TEKCT MapKyBaHHS
yNakoBOK NikapCbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILiB Micns 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edeKkT1BHOCTI Ta
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
hapmakoHarnsgy (iHwi 3MiHN) - 3MiHW BHECEHO Y
TEeKCT MapKyBaHHS NepBuHHOI (M. 1, n. 6) Ta BTOPUHHOI
(n.1,n.5,n. 15 ta n. 17) ynakoBKn NikapCbKoro
3acoby.
69. | TANNIAS0/1IH® | cnpeii Ha3a/IbHUIA, dapmaneBTuy Monbua Bupo6bHuuTBO, MonbLa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/16346/01/02
KOMBI po3uuH, (0,5 mr + HWi 3aBOf, nepBuHHE Ta TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenma
50,0 mr)/mn; no 10 "MONMb®APM BTOPWHHE KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa
My chnakoHi- A" C.A. nakyBaHHs, napameTpiB cneuudgikaLii Ta/abo AoNyCTUMUX MEX
KpanesnbHuui; no 1 KOHTPO/b Cepii: roTOBOrO MiKapCbKOro 3acoby (4,0MNOBHEHHS
chnakoHy 3 dapmauleBTUUHNI cneuudikauii HOBUM NMOKa3HUKOM 3 BigMNoBiAHNM
PO34YMHOM Y KOPOBL 3aBof, MEeTOA0M BUNPOBYBaHHS) - AONOBHEHHSA cnevundikawii
KapTOHHIW «MOJIb®APMA>» 13 HOBUM NOKa3HMKOM «KifbKiCTb 403 B OAHOMY
C.A., Monblua; KOHTEliHepi» 3 BigNOBiAHMM METOAOM BUMPOOYBaHHS,
Bunyck cepii: BignoBigHO 4,0 BUMOr MoHorpadii €sp.Papm. 0676.
PapmauleBTUYHNI 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aBo[, 3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
«MOJIb®APMA> napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
C.A,, MNonbLa roTOBOrO JliKapCbKOro 3acoby (4ONOBHEHHS

cneuudikauii HOBUM NMOKa3HUKOM 3 BifNOBiAHNM
MEeTOA0M BUNPOBYBaHHS) - AONOBHEHHSA cnevundikawi
'N13 HoBUM Noka3HWkom «CepefHA focTas/ieHa go3a
KCMMIoMeTasosiHy rigpoxiopuay» 3 BignoBigHUM
MEeTOZ0M BUNPOOYBaHHS, BiANOBIAHO A0
pekomeHgauii EMA wopo chapmaueBTUYHOT SKOCTI
iHranAuiiHMX | Ha3aNbHUX NPOAYKTIB
(CHMP/QWP/49313/2005). 3MmiHu | TNy - 3MiHun 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roToBOro
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuyudikauiii
Ta/abo f0oNyCTUMUX MEX rOTOBOro NiKapCbKoro 3acoby
(nonoBHeHHS cneuudikaLlii HOBUM NOKa3HUKOM 3
BiANOBIAHVMM MEeTOA0M BUNPOOYBaHHS) - AONOBHEHHS
cneuundikauii I'N13 HoBUM Noka3HMKOM «CepepfHs
[JocTaBneHa [03a AeKCnaHTeHoMy» 3 BiAMNOBIAHUM
MEeTOA0M BUNPO6YBaHHS, BigNOBIAHO A0
pekomeHgauili EMA wwopao chapmaleBTUYHOT SIKOCTI
iHranAuinHMX | Ha3aNbHUX NPOAYKTIB
(CHMP/QWP/49313/2005). 3miHu | Tuny - 3miHn 3
sKoCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikaui
Ta/abo [OMYyCTVMUX MEX rOTOBOrO flikapCbKoro 3acoby
(8onoBHEHHs cnevmdikaLii HOBYM NOKa3HUKOM 3
BiANOBIAHWM MEeTOA0M BUNPOOYBaHHS) - AONOBHEHHS
cneuudikayii nokasHMKom «Po3nogin kpanens 3a
po3mipamu (Droplet size distribution in spay) (meTog,
nasepHoi gudpakuii). 3miHy | Tuny - 3miHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/ab0 f0NyCTMMUX MEX rOTOBOrO NiKapCbKOro 3acoby
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

(monoBHeHHA abo 3amMiHa NokasHuka cneuudikauii 3a
pesynbTatamv focnimxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM /liKapCbK1X 3aco6iB
6i0/10rYHOr0/iMyHOOTYHOTO MOXOAKEHHS)) - 3aMiHa
nokasHuka «OAHOPIAHICTb 4O030BaHNX OAVHULIb»
(po3paxyHKOBO-BaroBmii METO/) Ha MOKA3HMK
«OAHOPIgHICTb AOCTaBMEHOI Macu, MKd1akoHHe
TecTyBaHHsa», (Uniformity of delivered mass, inter-
container testing) L0 € NPUAHATHUM AnA /13 y BUrnagi
PO3uuHIB (Ha3anbHi MpenapaTy) i BignoBigae YNHHUM
BuMoram €sp.®apm. 0676. 3MiHun | TUNYy - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(AonoBHeHHsA ab0 3amiHa nokasHvka cneundikawii 3a
pe3ynbTatamu JocnimpkeHb 3 6e3nekn abo AKocTi (3a
BUHATKOM J1iKapCbKMX 3ac06iB
6i0N10riYHOro/iMyHO/ONYHOrO NOXO[KEHHS)) - 3aMiHa
nokasHuka «OAHOPIAHICTb A030BaHNX OAVHWLB» Ha
nokasHuMK «OAHOPIAHICTb AOCTaBNEHOI Mack,
BHYTPILLHbOhIAaKOHHE TecTyBaHHS», (Uniformity of
delivered mass, intra-container testing) wo €
NPUAHATHUM Ansa N3 y BUrNS4i po34nHiB (Ha3abHi
npenaparu) i Bianosigae Y HHUM BUMOram €sp.dapm.
0676. 3MiHn | TURNY - 3MiHK 3 AKOCTI. [OTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWiA 3aci6 (iHLWi 3MiHN) -
OHOBJ/IEHHA B 11.3.2.P.7.Cuctema
KOHTeliHep/3aKynoptoBaibHWii 3acib, a came
[OMNOBHEHHA PO3AiNy Aeknapauieto Npo BiANOBIAHICTL
nakyBaslbHVX mMaTepianis €sp.®apm. Ta PernameHTty
Kowmicii (EC) 10/2011 Big, 14 ciuna 2011 p. 3MiHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6 (iHLWi
3MiHW) - OHOBNEHHSA B N.3.2.P.7.Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6, a came
BMAAIEHHS iHhopMaL,ii Npo no3anaiaHoBWI XxapakTep
nepesipKy BigNoBIigHOCTI BUMoram €sp.dapm. y
cneumdikaLii ynakoBku — chnakoHu. IHgopmais npo
4acTOTy TECTyBaHHS NakyBaslbHOTO MaTepiasty €
nuTaHHAM GMP i Mmoxe 6yTu BuaaneHa 3 matepianis
peecTpauiitHoro Aocke. 3MiHM | TUNy - 3MiHK 3 AKOCTI.
[oToBMIA nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa
napameTpiB cneuugikauii Ta/abo AONyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(oonoBHeHHs cneumdikaLii HOBYM NOKa3HUKOM 3
BiANOBIAHWM METOA0M BUNPOBYBaHHS) - AONOBHEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

cneuudikaLii NepBMHHOI YNakoBK/ NMOKa3HUKOM
«CynbaTHa 301a» 3 HopMyBaHHsIM «No more than
4%>» y BIANOBIAHOCTI A0 Aito4oi MOHorpadii
€p.®apm. 3.1.3. 3MiHu | TURY - 3MiHK 3 SKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
nepBUHHOT YNaKkoBKWU rOTOBOrO /iKapCbKOro 3acoby
(iHwWi 3miHW) - 3mMiHa NapameTpis cnevumdikawi
NepBUHHOT YNakoBkK - dh/lakoHa 3a NOKa3HMKOM
«Appearance», a came binblue feTanizoBaHo
BUKNAAEHO KpUTEPIT NPUAHATHOCTI. [ONOBHEHHS
cneumdikauii nokasHukom «Colours, B 3aTBEpPAKEHIN
peAakuii Konip KOHTPO/IOBABCA B pamMKax MokasHuka
«Appearance». 3MiHu | Tuny - 3miHu 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3miHW) - 3mMiHa NnapameTpiB cneuudikawii
NepBMHHOI YNakoBkX h/1akoHa 3a NOKa3HNKOM
«Dimensions». 3MiHn | TUny - 3MiHK 3 SKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
nepBUHHOT YNaKkoBKWU rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHW) - 3amiHa napameTpis «Acidity or
alkalinity», «Reducing substances», «Extractable
heavy metals» y cneuudikayii Ha dp1akoHn Ha BUMOrun
3arasibHoi cTatTi 3.1.3. «Polyolefins» EP, wo
3a3Ha4yeHo y MyHKTi 5 3anponoHoBaHoI cneundikadii
Ha dpriakoHu. 3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHKi 3aci6. 3MiHa y MeToAax
BMNPOBYBaHHS NEPBUHHOI YNakoBKy rOTOBOrO
NikapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBEpPKEHNX
MeToAax BUMPO6yBaHb) - 3MiHa B METOAj
BUNPOOYBaHHA NEPBUHHOI YNakoBKv — hnakoHa 3a
nokasHukom «ldentification». MeTog, KOHTPOO
npuBeAeHWin y BIANOBIAHICTb 40 Aitovoi MoHorpadii
€sp.®apm. 3.1.3. 3MiHun | TUNY - 3MiHU 3 AKOCTI.
[FoTOBMIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWi 3aci6. 3MiHa chopmm
ab0 po3mipy KoHTeliHepa Y1 3aKynopBasIbHOro
3aco6y (NepBMHHOT yNakoBKK) (HECTEPUIIbHI NiKapCbki
3aco6u) - 3MiHM PO3Mipy 3aKynopHBasIbLHOTO 3acoby, a
came 36i/bLUEHHSA Aiana3oHy Aonycky napamerpa
a/IlOMiHIEBOT KpuLLKK 3 0,07 MM go 0,15 MM. 3miHa




59

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

CTOCYETbCA NMLLE 30BHILUHLOrO €/1eMeHTa KOHCTPYKLi
KPWLLIKK, SIKWIA He KOHTakTye 6e3nocepeaHbo 3 J13.
Cknagi, TN i AKiCTb MaTepiasly 3aKynopoBasibHOro
3acoby 3anuwmnucsa 6e3 3miH. 3atBepmxeHo: 21,1
mm+/-0.07 mm - 3anponoHoBaHo: 21,1 mm+0,15/-
0.07 mm - 3minu | TUNy - 3MiHK 3 AKOCTi. FOTOBWIA

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa chopMm
a60 po3Mmipy KOHTEelHepa UM 3aKynoptoBasIbHOTO
3aco6y (NepBMHHOT yNakoBKM) (HECTEPUIIbHI NiKapChbkKi
3acobu) - 3MiHW po3mipy dnakoHa (HDPE) y 3B'A3ky i3
BBE/IEHHSIM [01aTKOBOro BUPOBHMKa NaKyBaslbHOro
Marepiany i npMBeAeHHs crieumdikalii 40 3arabHNX
KpuTepiiB 415 BCIX BUPOOHUKIB NEPBUHHOTO
nakyBaHHs. [liana3oH HWKHbOIT MeXi po3Mipy 3MiHMBCSA
Ha 0,4 MM, TOGTO He Big6ynocs 3miH BifIbHOTO
npocTtopy Hag, /13 abo cniBBigHOLLEHHS
nosepxHsA/o6’em. 3MiHu | TUNY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro

NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;

0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI

€sponelicbkili hapmakoner) - OHoBNeHn cepTudpikaT

Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOB/EHOTO cepTuduikaTy BignosigHocTi €E® ansa APl
[JekcnaHTeHony Bif, BXe 3aTBEPAKEHOro BUPOGHMKA

DSM Nutritional Products Ltd, United Kingdom CEP Ne

R1-CEP 1997-113-Rev 03 (3atBepaxeHo: CEP Ne R1-

CEP 1997-113-Rev 02) CEP 6yn0 OHOB/IEHO Y 3B’A3KY
3 MPVIBEAEHHAM [0 BUMOT Aito4oi MoHorpadii EP.

Afpecy BUPOOHUYOT AiNbHUL BKa3aHo 6inblLu
AeTanbHO. He Bifgbynocs Xo4HNX 3MiH Y BUPOOGHUYOMY
npoueci. 3miHu | Trny - 3miHn 3 AkocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - MOJaHHSA
OHOBJ/IEHOTO cepTudikaty BignosigHocTi €EP ana APl
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[JlekcnaHTeHony Bif, BXe 3aTBepKEHOro BUPOOGHUKA
BASF SE, Germany CEP Ne R1-CEP 2006-233-Rev
03 (3atBepmxeHo: CEP Ne R1-CEP 2006-233-Rev 02)
CEP 6y/10 OHOB/IEHO Yy 3B’AI3KY 3 NMPUBEAEHHSAM [0
BUMOT gjtoyoi MoHorpadii EP. Okpim Toro, nepiop,
NoBTOPHOro BUNpobysaHHA AP| Byno nogoBXeHo 3 12
mic o 36 mic. He Bia6yocs XOoAHWX 3MiH y
BUPOGHMYOMY npoueci. 3MiHN | Tuny - 3MiHW 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHK (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTy BignosigHocTi EP ana AdI
KcunomeTasoniny rigpoxiopuay Bif yxe
3aTBEpAXEHOro BUpo6Hrka Warsaw Pharmaceutical
Works Polfa S.A. IPOCEM BRANCH, Poland CEP Ne
R1-CEP 2017-054-Rev 00 (3atBepgxeHo: RO-CEP
2017-054-Rev 00) CEP 6yn0 OHOB/EHO Y 3B'A3KY 3
afIMiHICTPaTMBHOIO 3MIHOI Ha3BM Ta afpecu BracHyKa
CEP Ta 3MiHX Ha3BM BUPOGHMKA BHACNILOK
06’egHaHHsA PRZEDSIEBIORSTWO INNOWACYJNO
WDROZENIOWE IPOCHEM SP. Z.0.0. Ta Warsaw
pharmaceutical Works Polfa S.A.

70.

FEKCACINPE
n

cnpeii 0poOMyKO3HWIA,
750 Mr/30 ;Mo 30T
y aepo30/ibHOMY
dhnakoHi; no 1
chnakoHy B
KapTOHHIlA KopooLi

Na6opaTopii
Bywapa
Pekoppari

PpaHuis

Na6opaTtopii

Bywapa Pekopgaari

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeTofax BMnpobysaHHa APl abo BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCS Y NpoLieci BUpo6HuuTBa Ad|
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPOGYBaHHS)
3MiHn y meTogi X ans Bu3HaYeHHs eTaHosny B Ad|
Biknotumon. 3MiHM CTOCYOTbLCA LWOA0: PO3MIPIB
KOMOHKM; 3aMiHM ra3y HOCiA 3 a30Ty Ha reniit; 3miHa
TemrnepaTtypHOro rpagieHTa [ CKOPOUEHHS Yacy
po60TY; 3MiHa KOHLLeHTpaLii eTasIoOHHOro
CTaHAAPTHOro PO3YMHY [/18 NPUBEAEHHSA Y
BiANOBIAHICTb A0 rpaHUYHOI KOHLEHTpaUil B
crneundikawii.

6e3
peyenma

UA/6180/01/01

71.

FECNEPUAN
H

MOPOLLIOK
(cybeTaHuis) y
noaBiiHMX
nonieTnaIeHoBmx

MPAT
"OITOPAPM"

YkpaiHa

CwnuyaHb Ceni

dapmacbloTUKan

Ko., N14.

Kutai

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK 3 AkocTi. AP, (iHLWi 3MiHW)
OHoBNeHHss AM® no Bepcii Ne 10 (2024-01-10), npun
LbOMY Y BUPOBHMYOMY NPOLIECi 3MiH He Bif0yBaETbCS.

UA/15915/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nakeTtax Ans MpuBeaeHHA [OKYMEHTIB peecTpauiiiHoro focke A0
dhapmaL,eBTUYHOro OHOB/IEHUX JOKYMeHTIB JM®, a came: BHECEHHS 3MiH
3acTocyBaHHA B po3ginv MK4 3rigHo oHosieHoro AM®:
p. «Cknaf» - YTOYHEHHSI MeX KifIbKOCTi recnepuanHy
(3aTBEepmKeHo: CybCTaHLis MICTUTL He MeHLwe 90,0%
recnepuiuHy, B nepepaxyHky Ha Cyxy peyoBuHy,
3anponoHoBaHo: CybcTaHuia mictuts Big 90,0 % a0
102,0 % recnepugnHy, B nepepaxyHKy Ha Cyxy
peyoBuHy) cneuudikauis 3a n. «PO3UYMHHICTb»,
«CynpoBigHi AOMILLKM», «KiflbKiCHE BU3HAYEHHS;
MeTOAM KOHTPOJIIO 3@ M. «PO3UYMHHICTb»,
«laeHTudikauis. MrecnepngnH», «CynbartHa 3ona»,
«CynpoBigHi Aomilkm», «MBY», «KinbkicHe
BU3HAYEHHS».
72. | TIAPOKCUCE | kancynu no 500 wr, Mepak HimeuunH BVMPOGHWK, LLIO HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/6720/01/01
YOBU/HA no 10 kancyny le3enbwadt a BignoBigae 3a TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
MEAAK 6nictepi; no 10 orop KNiHiwe BTOPVHHE thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
6nicTepiB y Kopobui Lneuianbnpe nakyBaHHs, NnoJaHHsA perysisipHO OHOBJTIHOBaHKMX 3BITIB 3 6e3neku
3 KapTOHY napate M6X MapKyBaHHs nikapcbkyx 3aco6iB - 3MiHa AaT Ta TepMiHy nogaHHs
nepBUHHOI perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku:
YyNakoBKM, [itova pepakuis: - YactoTa nogaHHsa perynsipHo
KOHTPO/b/BMNPOGYB OHOB/IIOBAHOrO 3BITY 3 6e3neku 1 pik - KiHueBa gata
aHHsA cepii Ta 3a AN BKIOYEHHA aaHux o PO3B - 06.12.2018. - faTa
BUMYCK Cepii: nogaHHsa 14.02.2019 - NponoHoBaHa peAakuis: -
Megak Mesenbliadt YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
dotop KNiHiwe 6e3nekn 3 pokn
LWneuiansnpenapat KiHueBa gata Ansa BKIOYEHHS AaHnx go PO36 -
e M6X, HimeuyunHa; 06.12.2026. - flata nogaHHs - 06.03.2027 -
BUPOGHWK, L0 PekomeHa0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
Bignosigae 3a nepioguYHOCTI NoAaHHS PerynsipHoO OHOB/IOBaHUX
BVPOGHMLTBO 3BITiB 3 6e3nekn nikapcbknx 3acobis y EC.
nikapcbKoro 3acoby,
nepBUHHE,
BTOPUHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHA cepii: XaynT
dapma Amaper
'm6X, HimeyunHa
73. | FO®EH 200 Kancysm mM'siki no META TainaHg Mera NaiidhcaiieHci3 TainaHg BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 nionsieae UA/13624/01/01
200 mr no 10 kancyn | NAA®CAMEH Mabnik Komnani TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
y 6nicTepi; no 1 CI3 Nabnik Nimiteq Ta/abo agpecy MicLs NPOBaKEHHS AISNbHOCTI
6nictepy y Komnai BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
KapTOHHOMY Nimiteq BK/IIOUAKOUM AiIbHULi BUNYCKY cepii abo Micue

KoHBepTi; no 5 abo
no 6 KapTOHHUX
KOHBEPTIB y

NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
BignoBigae BUPOGHMK/iIMNOPTEp, BKAKOYAOUM BUMYCK
cepili) - 3MiHa agpecu MicLs NPOBaKEHHS AISNbHOCTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHI/ ynakoBsL,i BMPOGHMKa 13. 3MiHN BHECEHO B IHCTPYKL,il0 ANA

MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ain "Micue3HaxooKeHHs BUPO6HVKa Ta agpeca
MiCLil MPOBaXEHHS Or0 AiS/IbHOCTI" 3 BiANOBIAHUMY
3MiHaM¥ B TEKCTi MapKyBaHHS ynakoBOK. - 3MiHK | Tuny
- 3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO 0
TEKCTYy MapKyBaHHA BTOPUHHOI YNakoBKW NikapCbKoro
3acoby B n. 17. "IHLIE".

74. | TOPEH 400 Kancysm M'siki no META TainaHg Mera NaiidpcaiieHci3 TainaHg BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Ges nionsizae UA/13624/01/02
400 wmr, no 10 NAN®CANEH Mab6nik KomnaHi TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS! peuyenma
kancyn y 6nictepi; CI3 Mabnik Niviten Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
no 1 6nictepy y KomnaHi BVPOGHMKa/imnopTepa roToBoro /ikapcbKoro 3acoby,
KapTOHHOMY Nimiteq BK/IIOYAKOUY [iNbHULi BUNYCKY cepii abo Mmicue
KOHBepTi; no 5 abo NPOBEAEHHS KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKy
no 6 KapTOHHKX BiANOBIAa€e BUPOGHMK/IMNOPTEp, BKIOUAKUN BUMYCK
KOHBEpTIB y cepiid) - 3miHa agpecu MicLa NPOBaAXEHHS AisANbHOCTI
KapTOHHI ynakoBLi BUpO6HMKa /13. 3MiHM BHECEHO B iIHCTPYKLitO 4N

MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain "Micue3HaxomkeHHs BUPO6HYKa Ta afgpeca
MiCLil NMPOBaKEHHS Or0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMK B TEKCTi MapKyBaHHS yNakoBOK. - 3MiHu | Tuny
- 3MiHK Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO [0
TEKCTYy MapKyBaHHA BTOPUHHOI YNakOBKW NiKapCbKOro
3acoby B n. 17. "IHLWE".

75. | AAP®EH® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Bes nionsizae UA/19989/01/01
o60noHkoto, no 200 "papmaueBTu "®apmMaueBTNYHa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
Mr, o 7 TabneTok y yHa hipma tipma "dapHnus" thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
6nicTepi, no 1 abo "NapHuus" nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
no 2 6nictepu B 0151 MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi perynspHo
nauui OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,

ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHVN BHECEHO A0 IHCTPYKLii 415 MegUyHOro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"Oco6mBOCTi 3acTocyBaHHS", "M06IUHI peakwi”
BiANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
aitovoi peyoBuHy (ibynpodpeHy) 3rigHo 3
pekomeHpauisimm PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.

76. | JAP®EH® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | bes nionsizae UA/19989/01/02
060/10HKO10, Mo 400 "papmaueBT "dapmMaueBTNYHA TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peyenma
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
M, Mo 7 TabneTok y yHa hipma thipma "AapHuusa” thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
6nicTepi, no 1 abo "OapHuus” nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
no 2 6nictepu B 0151 MeANYHOro 3aCTOCYBaHHA Ha MiAcTaBi perynsipHo
nauuj OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60o pocnifxeHb 3 6e3Mnekn 3aCTOCYBaHHS /iKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao po3ainis
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BiANOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
Aito4oi pevosuHy (ibynpodpeHy) 3rigHo 3
pekomeHgauisvm PRAC.
TepMiH BBEEHHA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS.
77. | BAENPATAN TabneTtku AT "Apamvep, Monba BVPOGHMLTBO MonbLua BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/17428/01/01
KMLLKOBOPO34YUHHI N0 dapma” "rpaHynaty”: AT BMNPAB/IEHO TEXHIYHY NMOMUJIKY Y 3arosioBKY [0 TEKCTY peyenmom
30 Mr no 7 Tabnetok «Agamvepq dapma, MapKyBaHHsS1 BTOPVHHOI YNakoBKM JliKapCbKOro 3acoby,
y 6nicTepi; no 1 abo MonbLyga; a caMe KOpPEeKTHO 3a3Ha4yeHo HoMep peecTpauiiHoro
4 6nictepu y BUPOGHMLTBO noceigueHHs: 3atsepapxkeHo: Ne UA/1742/01/01 Big,
KapTOHHIli Kopoobui "rpaHynaty": AT 26.01.2024
«Apamep ®apma», 3anponoHoBaHo: Ne UA/17428/01/01 Big 26.01.2024
MonbLya; 3asHayeHe BUNpaB/IeHHA BignoBigae marepiasiam
BMPOBHMLTBO, peecTpavLiniHoOro AoChbe.
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: AT «Agamveq
Papmay, MNMonbLua
78. | AEPUNAND kpem, 0,5 mr/r, no 50 | TOB «YOP/[, YkpaiHa yoPna MEAMUMH TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18398/01/01
r B Ty6i; no 1 Ty6i B MEANLINH> ITAY CAH. BE TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyennmom | nionszae
KapTOHHIli KopooLi TIDK. A.LL. 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeAeHHS

[0[aTKOBOI fiTbHUL BUPOGHMLTBA A1 YacTUHW abo
BCbOr0 BMPOOGHMYOro NPoLEecy roToBOro Nikapcbkoro
3aco6y (AinbHMLS, Ha sKili NpoBOAATLEA ByAb-AKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPUIbHUX JiKapCbKMX 3ac06iB)
CynyTHS 3MiHa - 3MiHK 3 KOCTi. FOTOBWIA NiKapcbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNIbHUL BUPOBHULITBA [/19 YaCTUHU abo
BCbOr0 BMPOGHWNYOTrO MPOLECY roTOBOro NiKapCbKoro
3aco6y (AinbHMLA AN NePBUHHOTO NaKyBaHHS) -
3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
OiNbHWL| BUPOOHULTBA 718 YacTVHK abo BCbOro
BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(ginbHULSA 4N BTOPUHHOIO NakyBaHHA) 3MiHa
AiNbHULI BUPOBHNLTBA NTiKapCbKOro 3acoby
BifNoBiga/IbHOro 3a BUPOBGHULITBO, NEPBUHHE Ta
BTOPWHHE nakyBaHHA J13.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITbCS BUMYCKY Cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO fliKapCbKOro 3acoby (3amiHa
abo gofasaHHA BUPO6OHUKA, LLIO Bignosigae 3a
BBE3EHHA Ta/abo BMNyck cepii) - Briovyatoun
KOHTPO/b/BUNPOBYBaHHSA cepil - 3MiHa BUPOGHMKa
NikapcbKoro 3acoby Lo BiANOBIAAE 32 BBE3EHHSA
Ta/abo BMMNYCK cepil BKIOYaK4N
KOHTPO/b/BUNPOBYBaHHSA cepil .
3MiHN BHECEHO B IHCTPYKLiIO 415 MEAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Micue3HaxokeHHs BUPOBHMKa Ta agpeca micus
NPOBaXEHHS MOro AiaNbLHOCTI" 3 BiANOBIAHUMN
3MiHaMu B TEKCTi MapKyBaHHSA ynakoBoK. BBegeHHs
3MiH NPOTArom 6-TW MiCALIB Nic/1A 3aTBEPAXEHHS.
79. | AUKNO®EHA | nopoluok TOB YkpaiHa AaprTi fparc Nimiteq IHAisa BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3miHa - UA/11874/01/01
K HATPIIO (cybcTaHuis) y "TNEA®APM 3asBHuKa /13 (MIBI) (BnacHWka peecTpaviiiHoro
noaBiiHMX nTg noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
nonieTueHoBmx 460): 3atBepmxeHo: TOB "KYCYM ®APM", YkpaiHa
naketax gns 3anponoHoBaHo: TOB «MMEA®APM NITO», YkpaiHa
chapmaL,eBTU4HOro
3aCcTOCyBaHHSA
80. | ANUMEAPON PO34MH ANS iH'eKLi TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/8514/01/01
1%; nolmns 03 BMPOBHULTBA, TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom | nidssieae
amnyni; no 10 amnyn | OBMEXXEHO KOHTPOb AKOCTI, 3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
y KOpOO6Lji 3 KapTOHY; 10) BMNYCK Cepil: CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOJIH0 AKOCTI
no 1 mn B amnyi; BIANOBIAAN ToBapucTBO 3 roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
no 5 amnyny bHICTHO 06MEeXEHO BMPOGHMKA, LLIO BiAMNOBIAAE 3a BBE3EHHS Ta/abo
6nicTepi; no 2 «KOPMNOPAUJ BiAMNOBifa/bHICTIO BUMYCK cepii) - He Brovatoun
6nictepu y Kopobui 3 2| "XapkiBcbke KOHTPONb/BUNPOGYBaHHSA cepil - JoaaBaHHs hyHKUT
KapToHy; no 1 mn B «300POB'A» thapmavueBTUyHe BUMYCK Cepii BXe 3aTBepAXeHOMY BUPOOHWKY:
amnyni; no 10 amnyn nigNPUEMCTBO ToBapnCTBO 3 0OMEXEHOI0 BiAMOBIAA/bHICTIO
y 6nictepi; no 1 "3p0p0oB'A Hapoay", "papmaueBTUYHa KOMNaHisa "3popos'a” (YkpaiHa,
6nicTepy y kopobuj 3 YKkpaiHa; 61013, XapkiBCbka 06/1., MiCTO XapkiB, By/MLSA
KapToHy BCi cTagii LLleBueHka, 6yAMHOK 22), Akuii BignoBigae 3a BCi cTagii
BMPOBGHULTBA, BUPOGHMLTBA, KOHTPO/Ib SIKOCTI.
KOHTPO/b SKOCTI, 3MiHV BHECEHO B IHCTPYKL,iIO A1 MeAUYHOro
BMNYCK Cepil: 3aCTOCYBaHHS y po34in "BupobHuK" Ta
ToBapucTBO 3 "Micue3HaxokeHHs BUPOBHVKa Ta agpeca micus
obmexeHo NPOBaKEHHS MOr0 AiSbHOCTI" y 3B'A3KY 3 BBEAEHHAM
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BiANOBiAa/IbHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a’,
YkpaiHa

[04,aTKOBOrO BUPO6HMKA Ta SIK HACNiAoK - BignoBigHi
3MiHW Yy TEKCTi MapKyBaHHS ynakoBKU NiKapCbKoro
3aco6y. BBefeHHA 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) OHOB/IEHO TEKCT MapKyBaHHS NepBUHHOT Ta
BTOPWHHOT yNakoBKM /iKapCbKoro 3acoby, a came
BWyYEHO iHhOpMaLLito, 3a3HaYeHy POCICHKO
MOBOI0, Ta BHECEHO HE3HAYHi NpaBkn y n. 2, 6 TeKCTY
MapKyBaHHA NepPBUHHOT Ta n. 2, 4, 8, 11, 17 BTOPUHHOT
ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS.

81.

LOKCVNAMI
HY
CYKLIMHAT
(AOKCUNAMI
HY
rAPOCYKLU
HAT)

MOPOLLIOK
(cy6eTaHuin) y
naketax noABiNHUX
nonieTnIeHoBUX
ans
hapmavueBTUYHOro
3aCTOCYyBaHHSA

AT

"KUIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

P. /1. ®AH KEM
MBT NTL,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
BXE 3aTBEPXEHOro BUPObHUKa - MNogaHHSa HOBOTO
cepTudpikaTa BignoBiAHOCTI EBpONEChKil
thapmakonei Ne RO-CEP 2018-041 - Rev 01. Ak
HacnifoK BBEAEHO [0AaTKOBY BUPOOHWNYY AiNbHULIIO;
BBE/leHO KOHTPO/Ib 3a nokasHukoM «N,N-
AvMeTunaMiHo eTun xaopug rigpoxnopua» BiaAnoBigAHO
CEP. 3minu | TUny - 3miHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWIA cepTudikat
Bif} y)ke 3aTBepAXEHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
apmakonei Ne RO-CEP 2018-041 - Rev 02. Ak
Hacnifgok 3MiHM B iHhopMaLii LWoao agpec BUPOOHUYOT
OinbHULI. He3HauHi 3MiHM N0 TEKCTY MEeTOAMK
BM3HAYeHHs 3a nokasHukamu «N,N-gumeTniamiHo
eTnA XN0puA rigpoxnopua» Ta «3a/ULWKoBI
PO34MHHKKW» BignosiaHo CEP

UA/A786/01/01

82.

[OKCOPYBIL|

KOHLIeHTpaT Ans

AKKopA

MonbLla

BMPOGHMLITBO,

IHgis/

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu |

3a

UA/17439/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
NH AKKOP/J, PO3UmnHy Ans Xenckea KOHTPO/b SKOCTI, Benuka TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHdpy3iin 2 mr/mn; no Moncka Cn. nepBrHHe Ta BpuTaHis/ thapmakoHarnagy. BeegeHHs abo 3miHu fo
5 mn (10 mr), 10 mn 3.0.0. BTOPVHHE YropuwHa/ y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(20 wr), 25 mn (50 nakyBaHHS: IHTac MonbLa (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
mr), 50 mn (100 wmr), PapmacbloTikasic thapMakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
100 mn (200 mr) y Nimviten, HAjs; BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
chnakoHi; no 1 BMPOGHMLTBO, KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
hnakoHy y Kopobui 3 KOHTPO/b SIKOCTI, 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
KapToHYy nepBrHHe Ta BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
BTOPWHHE 3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
nakyBaHHs: [HTac KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
dapmacbloTikasc thaiina cuctemu chapmakoHarnagy). 3miHa
NiviTeq, IHAis; YMOBHOB&XEHOI 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
BiAnoBiganbHMIA 3a thapmakoHarnag,.
BUMNYCK cepii: AKkopa [Oitoua pepakuin: Arata lecesny / Agata Gesiewicz.
Xenckea Jliviteq, MponoHoBaHa pepakuis: Apnetta BepuHcbka / Arletta
Benvika bputaHis; Werynska. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT
BTOPUHHE ocobw, BignoBigasibHOI 3a thapMakoHarnsg. 3miHa
nakyBaHHs: AKKOpPA, KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
Xenckea Jlimites, thapmakoHarnag B Ykpaini. [itova pepakuis: WynbLy
Benvka bpuTaHis; Onbra CepriiBHa. NMponoHoBaHa peakLisi: Maiictep
KOHTPO/Ib SKOCTI MapwHa eHHagiiBHa.
cepiii: BeccniHr YTOUHEHHS W00 MicLle3HaX0MKeHHS MacTep-taiina
XaHrepi K., cmucTeMu dhapmakoHarnagy. YTo4HeHHs Wwoao micus
YropuHa; 3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
KOHTPO/b AKOCTI
cepii: PAPMABANIL,
nra.
Mikpo6ionoriyHa
nab6opaTopis,
YropuuHa;
BignosiganbHuii 3a
BUMNYCK cepii: AKkopa
Xenckea Noncka
Cn. 3 0.0. Cknag,
IMnoptepa, MonbLua
83. | AOTATPA®® | po3uunH ANS iH'eKLINA Baiiep Al HimeuumnH BVPOGHMLTBO ABCTpist BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/20343/01/01
0,5 Mmosnb/MA, No a Hepo3dracoBaHol TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
20 M1y CKNSTHOMY npoayKLUii, NepBNHHE thapmakoHarnsgy. 3miHa 4actoT Ta/abo TepMmiHiB
chnakoHi; no 10 nakyBaHHs1, NoJaHHSA perynsipHo OHOBJ/THOBAHUX 3BITiB 3 6e3nekn
hNakoHiB y KOHTPO/b SIKOCTI, nNiKapcbKunx 3acobis - 3MiHa 4acToTK Ta TepPMiHY
KapTOHHIW nayv, BUMYCK Cepii: NoAaHHA PeryssipHO OHOBJIIOBAHOTO 3BITY 3 6e3Mnekn
CaHoxemis (PO3B) nikapcbkoro 3acoby: [itova pegakuyis: 3rigHo
dapmaueBTUKa CTaHZapTHOro rpadika BignosigHO A0 NignyHKTY 1
M6X, ABCTpis; nyHKTY 2 rnasu 3 po3giny V MNMopsaaky 34iicHeHHs
BTOPUHHE dhapmakoHarnsgy, 3aTsepxeHoro Hakasom MO3 Big,
nakyBaHHs: 27 rpynHs 2006 poky Ne 898 (3i 3miHamn).
CaHoxewmis MponoHoBaHa pegakuisi: Yactota noganHs PO36 - 2
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
dapmaueBTuKa poku; KiHuesa gata gns BKIOYeHHA gaHnx go PO36 -
'M6X, ABCTpis 30.04.2025 p.; pata nogaHHa PO36 - 29.07.2025 p.
PekomeHA0BaHO [0 3aTBEPL)KEHHS BifNOBIAHO [0
NepioANYHOCTI NOAaHHA PEryNIAPHO OHOB/IIOBAHUX
3BITIB 3 6€3MNeKU Nikapcbknx 3aco6iB y €Bponeiicbkomy
Cotosi
84. | ENI3IYM TabneTku, BKpUTI CninbHe YkpaiHa AxTasic /174, Manbta BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 UA/18453/01/01
NAiBKOBOO YKpaiHCbKO- TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peuyenma
06010HKO0 NO 5 ™r; icnaHcbke cepTudikaT BignoBigHOCTI EBpoNeNichKii
no 10 TabneTok nignpyeMCcTBO thapmakonei/moHorpadii. NogaHHs HoBOro abo
BKPUTUX NIBKOBOK "Cnepko OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
060/10HKOI0 Y YkpaiHa" BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNChKii
6nicTepi; no 1 a6o 3 thapmakonei: ana A®l; gns BuxigHoro
6nictepy y nauui 3 mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
KapToHYy BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bifl y)Ke 3aTBep)KEHOro BUPOGHVKa NoAaHHSA
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
thapmakonei R1-CEP 2014-047-Rev 02 Big
3aTBEpAXeHoro Bupo6Hnka GLENMARK LIFE
SCIENCES LIMITED, IHgjs gito4oi peyoBuHM
nesnopatajvH (3aTBepaxeHo: R1-CEP 2014-047-Rev
00; 3anponoHoBaHo: R1-CEP 2014-047-Rev 02).
85. | EHAT 200 kancynm m siki 200 Mera TainaHg Mera NaiidpcaiieHci3 TainaHg BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 niosnsieae UA/9439/01/03
MO; no 10 kancyn y NaiidpcalieHci3 Mab6nik KomnaHi TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuyenma
6nicTepi, no 3 Mabnik Nimiten Ta/abo agpecu MicLs NPOBaKEHHS AISNbHOCTI
6nictepu B KomnaHi BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
KapTOHHIli KopooLi Nimiteq BK/IIOYAKOUM AiNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBIAa€e BUPOGHYMK/IMNOPTEp, BKIOUAKUN BUMYCK
cepiii) 3miHa agpecu MicLsA NPOBaXEHHS Ais/IbHOCTI
BUpO6HMKa /13. 3MiHM BHECEHO B iIHCTPYKLitO 4N
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain "Micue3HaxomkeHHs BUPO6HYKa Ta agpeca
MiCLil MPOBaKEHHS Or0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMWN B TEKCTi MapKyBaHHS yMakoBOK.
86. | EHOOKCAH® | nopoluok ans BakcTep HimeuunH Bakctep OHKonomxi HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/0027/02/03
ir PO34MHY 415 iH'EKLil OHKoNnoAXi a 6X TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom
nolr, 1 dnakoH 3 M6X thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y
MOPOLLKOM Y TEKCT MapKyBaHHSI NePBUHHOT YNakoBKMN (ETUKETKA Ha
KapTOHHI KOpOOLii hnakoH) nikapcbkoro 3acoby n. 2, 5, 6. - TepMmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPKEHHS.
87. | EHOOKCAH® | nopoluok ans Bakctep HimeuunH | Bakctep OHkonomxi HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/0027/02/01
200 MIr PO3UMHY ANS iH'EKLi OHkonoaxi a veX TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
no 200 mr, 1 chnakoH 6X thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y

3 MOPOLLKOM Y

TEKCT MapKyBaHHSI NEPBUHHOI YNAKOBKW (ETVUKETKA Ha
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHI kopobuy; dhnakoH) nikapcbkoro 3acoby n. 2, 5, 6. - TepmiH
1 chnakoH 3 BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
MOPOLLKOM Y 3aTBEPKEHHS.
KapTOHHI kopobuy;
no 10 KapTOHHUX
KOpPO6OK y
6aHaeponi 3 NiBKK
88. | EHOOKCAH® | nopowok ans BakcTep HimeuuunH Bakctep OHkoNoaxi HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/0027/02/02
500 MI' PO3UMHY ANS iH'EKL OHkonoaxi a M6X TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 500 mr, 1 chnakoH M6X hapmakoHarnsgy (iHwi 3mMiHn) - 3MiHW BHECEHO Y
3 MOPOLLKOM Y TEKCT MapKyBaHHSI NEPBUHHOI YNakoBKY (eTUKeTKa Ha
KapTOHHI Kopo6Lyi dhnakoH) nikapcbkoro 3acoby n. 2, 5, 6. - TepmiH
BBE/EHHS 3MiH MPOTSAroM 6 MicauiB nicns
3aTBEPKEHHS.
89. | EPNIOTUHIB- | TabneTku, BKPUTI Mictpan AHrnis Pemegika N14. Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18959/01/02
BICTA NAiBKOBOO Kenitan TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosisieae
060/10HKO10, M0 50 MeHemXMeHT thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
mr; no 10 TabneTok Nimiteq nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
y 6nicTepi; no 3 0N MeAMYHOro 3acTOCyBaHHSA
6nictepu B reHepUYHNX/TibpPUAHNX/6I0NOAIGHNX NiKapCbKMX
KapPTOHHIn KOpooL,i 3ac06iB Nic/1 BHECEHHSA TiET camoi 3MiHU Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpPebye HadaHHsA
XOJHWX HOBWX AOAATKOBMX faHNX) 3MiHW BHECEHO [10
IHCTPYKLUIii 415 MeAUYHOr0 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "MokasaHHs" (pegaryBaHHs),
"B3aemogis 3 iHWMMKW Nikapcbkumy 3acobamu Ta iHLi
BMAM B3aemogiin”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3un”, "MNepefo3yBaHHs",
"Mo6ivHi peakui™ 3rigHO 3 iHhopMaLieto Woa0
MEeAMYHOro 3acTOCYBaHHS pethepeHTHOro NMikapCbKoro
3acoby (Tarceva film-coated tablets). BBefeHHS 3miH
NpOTArom 6-Tv MicALiB NicAa 3aTBePAKEHHS
90. | EPIOTUHIB- | TabneTku, BKpUTI MicTtpan AHrnis Pewmegika /T4, Kinp BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/18959/01/01
BICTA NAiBKOBOO Kenitan TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peuyenmom | nidssieae
060/10HKO0, M0 25 MeHeaXMeHT dhapmakoHarnsgy. 3MiHM y KOPOTKili xapakTepucTui
mr, no 10 TabneTok Nimiteq NiKapCcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT

y 6nicTepi, no 3
6nictepu B
KapPTOHHI KOopooL,ji

AN MeAnYHOro 3acTocyBaHHA
reHepuyYHUX/ribpuaHNX/6ionogibHNX NikapCbKnMx
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHWIA Npenapar (3MiHa He NoTpPebye HadaHHs
XKOLHMX HOBMX [0AATKOBUX AaHKX) - SMIHU BHECEHO
[0 IHCTPYKUIT 415 MEJNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu "®apmakonorivHi
BnactmsocTi", "MokasaHHA" (pefaryBaHHs),
"MpoTunokasaHHsa", "B3aeMogis 3 iHWMMMW NiKapCbKNMn
3aco6amu Ta iHLWi BUAY B3aemogiin”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n",
"Mepeno3yBaHHA", "M06IYHI peakuii” 3rigHo 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

iHchopMmauieto 1040 MEANYHOTO 3aCTOCYBaHHS
pedrepeHTHOro nikapcbkoro 3acoby (Tarceva film-
coated tablets). BBejeHHsA 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepKeHHs

91.

EPNOTUHIB-
BICTA

TabneTku, BKPUTI
NAiBKOBOO
o6onoHkoto, no 100
Mr, no 10 TabneTok
y 6nictepi, no 3
6nictepu B
KapTOHHI Kopo6Lyi

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnis

Pewmegpika NTa,.

Kinp

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONs MeANYHOro 3acToCcyBaHHS
reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKMx
3ac06iB Nicns BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHWI npenapar (3mMiHa He NoTpebye HafaHHA
XOLHMX HOBMX A0AATKOBUX faHnX) - SMiHN BHECEHO
[0 IHCTPYKUIT ANA MEeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainuv "dapmakonoriyHi
BnactmsocTi", "Moka3aHHA" (pefaryBaHHs),
"MpoTrnokasaHHsA", "B3aeMogis 3 iHWMMUN NiKapCbKUMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n”,
"MepenosyBaHHA", "T0O6GIYHI peakuii” 3rigHo 3
iH(hopMmaLliero Woa0 MegMYHOro 3acToCyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Tarceva film-
coated tablets). BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepipkeHHs

3a
peyenmom

He
nionseae

UA/18959/01/03

92.

EPNOTUHIB-
BICTA

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, MO 150
mr, no 10 Tabnetok
y 6nictepi, no 3
6nictepu B
KapTOHHI Kopo6Lyi

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrniA

Pewmepgika N14.

Kinp

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acTocyBaHHsA
reHepuyYHNX/ribpuaHNx/6ionogibHNX Nikapcbkmx
3ac06iB Nica BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HadaHHs
XOAHUX HOBUX J0AATKOBUX faHMX) - 3MiHW BHECEHO
[0 IHCTPYKUIT 418 MEeJUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu "dapmakonoriyHi
BnactmsocTi", "Moka3aHHA" (pegaryBaHHs),
"MpoTunokasaHHsA", "B3aemogisa 3 iHWMMKN NiKapCbKUMu
3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"Mepepno3yBaHHsA", "Mo6i4HI peakujii” 3rigHo 3
iHcbopMmaLlieto Woa0 MeaMYHOro 3acToCyBaHHs
pedrepeHTHOro flikapcbkoro 3acoby (Tarceva film-
coated tablets). BBeieHHsA 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepKeHHs

3a
peyenmom

He
nionsieae

UA/18959/01/04

93.

EPOKCIA

cynosuTopii
BariHasibHi no 18,9
Mmr; no 5
Cyno3uTopiiB y

NAT
"MoHdpapm”

YKpaiHa

MAT "MoHchapm"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO Y n.
17. IHLWE TeKkcTy MapKyBaHHA BTOPVHHOI YNaKoBKK

6e3
peyenmy

UA/12185/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
CTpuNi; No 2 CTpUnK NiKapCbKOro 3acoby L0AO0 BUIYYEHHS 3HaKy A1
y nayui 3 kKapToHy ToBapis Ta nocnyr ANANTA MEDICARE. BeefeHHsA
3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBEPKEHHS.
94. | ECNIKON Kpanni opasibHi, no €Bpo IHgjis IHpoKO Pemegic IHAjsA BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3miHu || 6e3 UA/12949/01/01
BEBI 15 mn a6o no 30 mn Navicokep Nimiten My - 3MiHK 3 AKoCTi. APl BupobHMUTBO. 3MiHa peuyenma
y dhnakoHi; no 1 MpansiT BMPOGHMKA BUXIAHOro/NPOMIKHOTO MPOAYKTY/peareHTy,
chnakoHy y Nimiteq LLIO BUKOPUCTOBYIOTLCS Yy BUPOGHMYOMY npoueci AdI,
KapTOHHIlA KopooLi abo 3MiHa BMPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
pa3om 3 MipHOI MicLe NpoBefeHHs KOHTPOsIo skocTi) APl (3a
nineTko B BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
iHAMBIAYabHIi thapmakonei y 3aTBeppkeHOMY 0CbE)(BBELEHHS
ynakoBLi HOBOro BMpPOGHUka Ad| 3 HagaHHSAM MacTep-chaiina Ha
A®l). 3amiHa BMpo6HMKa AP EMynbCisi CUMETUKOHY
IHooko Pemegic Nta., IHais Ha Thurs Organic Ptv.Ltd.,
India
95. | ETAM3WU/AT | po3uuH ANns iH'ekuin TOBAPUCTB YkpaiHa KOHTPO/b AIKOCTI, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5470/01/01
12,5% no2mn B 03 BMNYCK cepil: TMNYy - AGMIHICTPaTUBHI 3MiHW. BuiyyeHHs BUPO6HMYOT peyenmom
amnyni; no 10 amnyn | OBMEXXEHO TosapucTBO 3 AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
y nauyui 3 KapToHy; 10) 06MexeHot npoAykTy abo roToBOro /ikapCcbkoro 3acoby, AiNbHUL
no 2 M B amny’ii; BIANOBIAAN BiANOBIA&/bHICTIO 0151 NPOBeEHHSA NakyBaHHS, BUPOOHMKa,
no 10 amnyny bHICTHO "[locnigHwin 3aBog, BiANOBIA&IbHOrO 3a BMMNYCK Cepiii, MicLie NpOBEAEHHS
6nicTepi; no 1 «KOPMNOPAUJ "THUNC", YkpaiHa; KOHTPOO cepii) abo nocTavasibHNKa BUXiLHOTO
6nictepy y nauui 3 2| BCi cTagii martepiany, peareHTy abo AONOMDKHOT peYOBUHU
KapTOHy; Mo 2 M/ B «300POB'A» BMPOGHMLITBA, (AKLLO 3a3HAYEHO Y A0CbE) BunyueHHs 3aTBepaKeHnx
amnyni; no 5 amnyn KOHTPO/b SIKOCTI, BMpo6HUKIB A®| ETam3nnar FSP GALENA, Poland, Ta
y 6nictepi; no 2 BMNYCK cepil: Shandong Fangming Pharmaceutical Group Co., Ltd,
6nictepy y nauui 3 ToBapucTBO 3 China, 3 maTepianis peecTpauiiHoro gocke Yy 3B'A3KY 3
KapToHy 06MexeHot NPUNUHEHHAM noctavyaHHA APl ETam3unar gaHumm
BiANOBIA&/bHICTIO BUpPOBHMKaMUN. BunydyeHHs He 06ymoBieHe
"®apmMaueBTnYHa HenepegbayeHMN o6cTaBuHamy y BUPOGHUYOMY
KOMnaHis npoueci. 3miHn Il Trny - 3MiHn 3 AKocTi. AdDI.
"3p0poB'a", YkpaiHa; Bupo6HMLTBO. 3MiHA BUPOGHMKA
BCi cTagii BVIXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BMPOGHMLITBA, BMKOPWCTOBYIOTLCA Y BUPOGHNYOMY npoueci Adl, abo
KOHTPO/b SKOCTi: 3MiHa BUPOGHWMKa (BKNtOYaouun, ae HeobxigHo, micue
AKuioHepHe npoBefeHHs KOHTPOIO AKkocTi) AP (3a BigCyTHOCTI
TOBapuCcTBO cepTudpikaTa BignNoBiAHOCTI EBPONEiChKili
"Tanuucpapm”, hapmakonei y 3aTBepKeHOMY 4,0CLE)(BBEAEHHS
YkpaiHa HOBOro BMpo6HUka Ad| 3 HagaHHSAM MacTep-chaiina Ha

A®l) CynyTHA 3MiHa
- 3MiHu 3 akocTi. ADL. KoHTponb APl. 3miHa y
napameTpax crneundikauii Ta/abo 4ONYCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHWIA NpoAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea Ad|
(8onoBHeEHHS cneumdikauii HOBUM NOKa3HUKOM AKOCTI
Ta Bi4NOBIAHWM METOA0M BUNPOOYBaHHA) BBeaeHHS
HOBOro BMpo6Huka APl ETam3nnar, KpucTanivHuia
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nopoLwuok (cy6ctaHuis), SNA HEALTHCARE PVT.
LTD., India (agpeca Micus NpoBaKeHHS AisNbHOCTI:
N-213/3, M.I.D.C. TARAPUR, DIST: PALGHAR,
BOISAR - 401506, INDIA) Ha 3amiHy 3aTBEPXEHUM
BMpOGHMKaM Aito4vol pevoBrHU — Shandong Fangming
Pharmaceutical Group Co., Ltd, China, Ta FSP
GALENA, Poland, y 3B'13ky 3 NPUMUHEHHAM
noctavaHHss A®| ETamsunar gaHuMu BUpOGHKaMU.
AK HacNifoK, AONOBHEHHSA cneundikauii BXigHOro
KOHTpO/0 AD| nokasHyKammn «3a/nLKoBa KiflbKiCTb
OpraHiYHUX PO3YMHHUKIB» Ta «neTnnamiH» 3
BiANOBIAHUMY MeToAamu BUNPOBYBaHHA Y
BiANOBIAHOCTI 1O BUMOr HOPMATUBHOT JOKYMeHTaL,ii
HOBOrO BUPOGHMKA.
96. | ETCET® TabneTkn, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/9658/01/02
obonoHkoto, no 20 "TNEA®APM PAPM" Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
Mr, o 14 TabneTok nTg cepTudikaT BignoBigHOCTI EBponeiickkiii
y 6nicTepi; no 2, abo thapmakonei/moHorpadii. 3mMiHu, nos'A3aHi 3
no 4, abo no 6 HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
6nictepiB y MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
KapTOHHI ynakoBLi iHLIOT HauioHanbHOI dhapmakonei aepxasun €C (iHLWi
3MiHW) - NpuBeAeHHA cneuudikauii 418 f0MNOMKHOI
peyoBMHM MikpokpucTaniyHa Lenonosa o
MoHorpadpii EP "Cellulose, Microcrystalline”
97. | ETCET® TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9658/01/03
060/10HKO10, M0 40 "TNEQ®APM DAPM" TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
Mr, no 14 tabnetok nTa cepTucpikaT BignoBigHOCTI EBponelichKii
y 6nicTepi; no 2, abo hapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
no 4, abo no 6 HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
6nicTepiB y MoHorpadii Y abo Esponeiicbkoi thapmakonei, abo
KapTOHHI ynakoBLi iHLWOT HaujoHabHOT thapmakonei aepxasn €C (iHLWi
3MiHW) - NpMBeAeHH: cneuudikauii 4ns ONOMDKHOT
peyoBuHM MiKpoKpuCTaslivHa Lentonosa ao
MoHorpadii EP "Cellulose, Microcrystalline”
98. | ETCET® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9658/01/04
060/10HKO10, M0 80 "TNEQ®APM DAPM" TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHocTi/E- peyenmom
Mr, no 14 tabnetok nTa" cepTudikaT BignoBigHOCTI EBponeiichkiii
y 6nicTepi; no 2, abo thapmakonei/moHorpadii. 3mMiHu, nos'a3aHi 3
no 4, abo no 6 HEeOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
6nicTepiB y MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
KapTOHHI ynakoBL,i iHLOT HauioHas1bHOI hapmakonei aepxasn €C (iHLi
3MiHW) - NpMBeAEHHs cneuudikauii 415 4OMOMDKHOT
peyoBMHN MikpokpucTaniyHa Lenonosa 4o
MoHorpadii EP "Cellulose, Microcrystalline”
99. | ETCET® TabneTkun, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9658/01/01
060/10HKO10, M0 10 "TNEQ®APM PAPM" TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
Mr, no 14 tTabnetok nTa" cepTudikaT BignoBigHOCTI EBponelickkil

y 6nicTepi; no 2, abo

papmakonei/moHorpadii. 3miHW, NoB's3aHi 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

no 4, abo no 6
6nicTepiB y
KapTOHHIiA ynakoBL,i

HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
iHLOT HauioHanbHOI dhapmakonei aepxasn €C (iHLWi
3MiHW) - NpuBeAeHHA cneundikauii 418 fOMNOMKHOI
peyoBuHM MiKpoKpUCTasTivHa Lienono3a [0
MoHorpadii EP "Cellulose, Microcrystalline”

100.

E®MEPUH

MOPOLLIOK A71A
PO3UMHY ANSt iH'EKLN
no 2r, 1 chnakoH 3
MOPOLLKOM B KOpOObLi

AHaHTa

Megikeap /114.

Benuka
BpuTaHia

"BeHyc Pemepic
Nimiten", IHAis;
AHaHTa Megikeap
NimiTesn, IHAiA

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI
Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI
BVPOGHMKa/imnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOJIO AKOCTI. (ZiANIbHICTb, 3a Ky
BiANOBIAa€e BUPOGHYMK/IMNOPTEp, BKOUAKUM BUMYCK
cepiii) - 3MiHa agpecy BUpo6HUKa 13 AHaHTa
Megikeap flimiTeq, IHAiA y 3B'A3KY 3 NpUBEAEHHAMY
BignosigHicTb fo Ceptudikaty GMP. 3MiHM BHECeHO
B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYyBaHHS
nikapcbKkoro 3acoby Ans BupobHuka AHaHTa Megikeap
NimiTen y po3ain "Micue3HaxomkeHHs BUPOGHMKa Ta
agpeca MicLs NpoBaXeHHS Moro AisnbHocTi" 3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS yMakoBOK.
BBefeHHs 3MiH npoTarom 3 micsAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/16125/01/02

101.

E®MEPUH

MOPOLLIOK ANs
PO3UMHY ANS iH'EKLN
nolr, 1 cnakoH 3
MOPOLLKOM B KOpOOLi

AHaHTa

Megikeap /114.

Benvka
BpuTaHis

"BeHyc Pemegijc
Nimiteg", IHAjs;
AHaHTa Megikeap
Niviten, IHaja

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHs AisNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IHOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEp, BKIOUAKUY BUMYCK
cepiid) - 3MiHa agpecu BUpo6Huka M3 AHaHTa
Mepikeap JlimiTes, IHAiA y 3B'A3KY 3 NpUBELEHHSAMY
BignosigHicTb o Ceptuchikaty GMP. 3MiHM BHeceHo
B HCTPYKL,i0 415 MEANYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby ans BupobHuka AHaHTa Megikeap
Nimiten y po3ain "MicuesHaxomkeHHs BUPOGHMKa Ta
agpeca MicLs NpoBaXeHHS Moro AisnbHocTi" 3
BiANOBIAHMMM 3MiHAMU B TEKCTi MapKyBaHHS YNakoBOK.
BBefeHHs1 3mMiH npoTarom 3 micAuis nicns
3aTBEPMKEHHS.

3a
peyerimom

He
niosnsicae

UA/16125/01/01

102.

EBPODACT
EKCNPEC

Kancynu m'siki, 400
Mmr, no 10 kancyn y
6nicTepi, no 1 abo
no 2 6nictepu B

KapTOHHI KOpOOLii

€8Bpo
Naiicpbkep
MpaiiBiT
Nimiteq

IHais

Codtrens Xenckep
Met. Ni14,.

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
MapKyBaHHS BTOPVHHOI YNaKoBKW /likapcbKoro 3acoby,
a came: y n. 8 yTO4HEHO iHGhopMaLito WoA0 TepPMiHY
npugartHocTi, y n. 11 goaaHo Ha3By 3asBHUKa, y M. 12
YTOUYHEHO iH(DOpMaLLito LLoA0 HOMEpY peecTpaviitHoro
nocBigyeHHs1, y N. 13 yTo4YHeHO iHchopMauito Woa0

6e3
peyenma

UA/18715/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
HoMepy cepii, y n. 17 fofaHo HOMep peecTpaviiiHoro
NOCBIAYEHHS, yTOYHEHO NIOTOTUM 3asiBHMKA Ta
BUJTy4YeHO iHchopmMaLito Woa0 KOMNaHii sika 34jiicHoe
MapKeTWHr. B TeKCTi MapKyBaHHS NepBUHHOT yNakoBKu
y M. 6 4OA4AHO Ta KOHKPETU30BaHO "iHLLY TeXHIYHY
iH(bOpMaLito", yTOYHEHO 10TrOTUN 3asiBHMKA Ta
BW/Ty4EHO iHhOpMAaLLito LLIOA0 KOMMaHIi sika 34jiiCHI0E
MapKeTUHr. BBeieHHSA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepipkeHHs
103. | IBY®EH® cycneHsis opasibHa 3 | ®apmaueBTuy Monbwa Brpo6HMUTBO, Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 He UA/14437/01/01
DOPTE MasIMHOBUM HWii 3aBof, nepBrHHe Ta TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma nionsieae
apomartom, no 200 "MONIb®APM BTOPVHHE 3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
mr/5 mn no 40 a6o A" C.A. nakyBaHHs, CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOJIH AKOCTI
no 100 mny KOHTPO/b cepii: roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
thnakoHi; no 1 PapmauleBTUYHNI BMPOGHMKa, WO BiAMNOBIAAE 3a BBE3EHHS Ta/abo
chnakoHy 3i 3aBog “lNonbgapma” BMMYCK cepii) - He Bktoyatroun
LINPULOM- C.A., MonbLya; KOHTPONb/BUNPOBYBaHHS cepii - NnepeHeceHHs
[03aTopoM y BiAnoBiganbHNI 3a BMPOGHMYOT AiNbHNL, BIANOBIAA/ILHOI 3a BUMYCK cepii
KapTOHHIli KopoobLi BUMYCK Cepii: 3aTBEPIXEHOro BUpobHUKa PapmaLeBTUYHUIA 3aBOA,
dapmaLeBTUYHNI "MONb®APMA" C.A., Monblua. 3MiHM BHECEHO B
3aBog, “lNonbapma” IHCTPYKLi0 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKoro
C.A,, MNonbuia 3acoby y po3ain "BupobHuk”, "MicLe3HaxomKeHHs

BMPOGHMKaA Ta afpeca MicLis NPOBaKeHHs 1oro
AOisnbHOCTI" 3 BiANOBIAHUMM 3MiHAMMW B TEKCTI
MapKyBaHHS YNakoBOK. BBefileHHsi 3MiH NpoTAarom 6-tv
MicALiB nicnsa 3aTBepmKeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IKOYA0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
BignoBigae BUPOGHMK/iIMNOpTEp, BKIKOYAOUM BUMYCK
cepiid) - 3MiHa Ha3BU BNPOGHVKa ®apmaLleBTUYHNI
3aBog “MNONIb®APMA” C.A. Bigain MepaHa B Cepaagi
y 3B'A3KY i3 YHihikaLieto — NpuBeeHHs [0 EANHOT
hopMmM HanncaHHsi BUPOOHUKa, a came
dapmaneBTyHKin 3aBog “TMONIbOAPMA” C.A.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy (iHuwi
3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHS BTOPUHHOI
yMakoBKM MikapcbKoro 3acoby, a came: y n. 3.
"MEPENIK AONOMDPKHNX PEYOBWH" pogaHo
[0ONOMKHI pevoBuHY, y n. 5. "CIMOCIB TA WWNAX
BBEAEHHSA" goaaHo iHdopmaLiio woa0
pekomeHAoBaHoi fo3u, y n. 16. "IHPOPMALIIA, AKA
HAHOCUTBCS LIPUOTOM BEPAW/ISA" BigkopurosaHo
iHcpopmauito, n.17 "IHLLE" geTanizosaHo o040
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

HaHeCeHHs norotTuny 3asBHKKa. B TeKCTi MapkyBaHHS
nepBUHHOI ynakoskn y n. 6 "IHLLUE" gonoBHeHO
iHchopmawito LWoA0 3acTocyBaHHSA NiKapCbKoro 3acoby,
[eTai3oBaHo LO0A0 HAHECEHHS 10roTUNy 3asBHUKA.

104.

IBY®EH®
®OPTE

CycrneHsis opasibHa 3
NOMYHUYHUM
apomartom, no 200
mr/5 mn; no 40 a6o
no 100 mny
thnakoHi; no 1
hnakoHy 3i
LUMPULLOM-
[03aTopom y
KapTOHHIlA KopooLi

dapmaueBTny
HWIA 3aBOA,
"MONb®APM
A"C.A.

MonbLua

Bupo6bHuuTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTpONb cepii:
dapmauleBTUUHNI
3aBop, “lNonbtapma”
C.A., MonbLya;
BiANOBiAa/IbHWIA 32
BMNYCK cepil:
PapmauleBTUYHNI
3aBog “lNonbgapma”
C.A,, MonbLa

MonbLa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo

CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/O AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo foaaBaHHS
BMPOGHKKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BUNycK cepii) - He BkIoYaroumn
KOHTPO/b/BMNPOGYBaHHA cepii - NnepeHeceHHs

BMPOGHMYOT AiNbHULI, BiANOBIAA/ILHOT 3a BUMYCK cepii

3aTBEPMAXEHOr0 BUPOGHUKa PapmMaLeBTUYHUI 3aBOg,
"MONb®APMA" C.A., MonbLuya. 3MiHN BHECEHO B

IHCTPYKL,i0 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBamXEHHS Moro

LisANbHOCTI" 3 BigNOBIgHNMYM 3MiHAMUW B TEKCTI

MapKyBaHHS yNakoBOK. BBeieHHsi 3MiH NpoTarom 6-tv

MicsLiB nicnsA 3aTBepAKEHHS. 3MiHu | Tvny -

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo

agpecu Micusi NPoBaMKEHHS AiSiSIbHOCTI

BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,

BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeEHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAa€e BUPOGHMK/IMNOPTEP, BKIOUAKOUN BUMYCK
cepiid) - 3MiHa Ha3BU BNPOGHKKa ®apmaLleBTUYHNIA
3aBog “NMOJNIb®APMA” C.A. Bigain MepaHa B Cepapsi
y 3B’AI3KY i3 YHicpikaLjielo — npuBefeHHs A0 EAUHOT
hopMK HammcaHHA BUPOOHUKA, a came
dapmauneBTyHKiA 3aBog “TMONIbOAPMA” C.A.
BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS BTOPUHHOT
yNakoBKM JiKapCbKoro 3acoby, a came: y n. 3.
"MEPENIK AONOMDPKHNX PEYOBWH" pogaHo
[0NOMKHI pevoBuHY, y n. 5. "CIMOCIB TA LWWNAX
BBEAEHHA" goaaHo iHdopmaito wogo
pekomeHgoBaHoi fo3u, y n. 16. "IHOPOPMALIA, AKA

HAHOCUTBLCS WPUOGTOM BPAW/A" BigKopuroaHo

iHchopmawuito, n.17 "IHLWE" geTanizoBaHo w040

HaHeCeHHs noroTuny 3asBHKKa. B TeKCTi MapkyBaHHS

nepBMHHOT ynakosku y n. 6 "IHLWE" gonosHeHo
iHchopmawito WoA0 3acTocyBaHHS ikapcbKoro 3acoby,

[eTani3oBaHo 040 HAHECEHHS 10roTUny 3asaBHUKA.

6e3
peuyenma

He
nionseae

UA/12829/02/01

105.

IBIKNIH

KOHLIeHTpaT Ans

INCEH

PpaHuis

BEO®YP INCEH

PpaHuis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu |

3a

UA/14703/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
OpasibHOr0 PO3UUHY; KOHCbIOME IHAYCTPI TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6113bKo 176 Mn P XEJICKEA, thapmakoHarnagy. BeegeHHs abo 3miHu fo
KOHLeHTpaTy Ans AKLiOHepHe y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
OpasIbHOTO PO3YNHY TOBapUCTBO (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
y naswuj; no 2 CrpOLLEeHOro dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0coou,
NAAWKA Y KOMNAEKTI Tmny BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
3 04HUM KOHTaKTHOI 0c0obM 3 hapmakoHarnAgy 3asBHuKa gns
CTakaH4MKoM 3 3AiicCHeHHA hapMakoHarnsgy B YKpaiHi, kL0 BoHa
MipHOIO NiHi€t0, Y BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
KapTOHHIli KopoobLi 3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
thapmakoHarnag,.
[itoya pepakuis: [-p ®paxcya CinnaH / Dr. Francoise
Sillan. MponoHoBaHa pegakuyis: Cinbais CicmoHao /
Sylvie Cismondo.
3MiHa KOHTaKTHUX AaHunX YNOBHOBAXEHOI 0CO6U
3asBHVKa, BignoBiganbHOI 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NoBigabHOI 3a
hapmakoHarnag B Ykpaini. [itoua pefaxuis:
lrony6HnuHuiA OnekcaHap CepriioBny. MNponoHoBaHa
pepakuis: WWanka OneHa BonogumupisHa. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag, B YKpaiHi.
3MmiHa MicLe3HaxoMkeHHs MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsay.

106. | IHCYNIH NoOpOLLOK Eni Ninni eHg CWA Eni Ninni eHg, CWA BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | - UA/15372/01/01
N0 ACLKNIA (cybeTaHuin) y KomnaHi Komnawi TMny - 3MiHK 3 AKocTi. APl BupobHMUTBO. 3MiHa
BIOCUHTETW | ckisiHux 6aHkax gns BMPOGHMKA BUXiAHOro/MPOMIXKHOTO NPOAYKTY/peareHTy,

YHUI hapmaLeBTUUYHOTO LLI0 BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI,
3acTocyBaHHSA ab60 3miHa BUpo6HWKa (BKIOYaroun, e HeobxigHo,
MicLe NpoBefeHHs KOHTposo skocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANoOBIiAHOCTI EBPONEiChKIli
hapmakonei y 3aTBepA)KeHOMY 4OCLE)
(3anponoHoBaHWit BUPOGHNK HaNeXWTb A0 TiEl camoi
BMPOGHMYOT rpynu NigNPUEMCTB, L0 Ii 3aTBEPAKEHWIT)
- 3mMiHa nepegbavae foAaBaHHS 4O4ATKOBOrO
BMPOOHMYOro NPUMILLIEHHSA AN NPOLLECY OUMLLIEHHS 3a
[L,0MOMOrot0 3BOPOTHO (ha3oBoi xpomartorpadii Ta
Kpuctanisauii A®l — 132 (B132). OHOBNEHHS po3ginis
3.2S8.25,3.2A.1,3.2S5.26.,3.2.544.,3.25.7.3.

107. | IHPAHPUKC cycneHsia (DTPa- nakcoCwmiTKn Benvka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16235/01/01
FEKCA™IINF HBV-IPV) gna AnH EkcnopT BputaHis Bionogxikans C.A. TIny - 3MiHu 3 skocTi. APl BupobHuuTBO. 3MiHU B peyenmom
ANRIX iH’ekuiii no 0,5 mn (1 Nimiteq npoteci Bupo6HuuTea A®| (He3HayHa 3MiHa y NpoLeci
HEXA™ [o3a) Ta nioginisar BMpO6HULTBa AdI)

KOMBIHOBA (Hib); 1 nonepeaHbO

3MiHU B BUPOBGHMYOMY MPOLECi LWISXOM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

HA HanoBHeHN BMNPOBaAKEHHA 3aKPUTOI CUCTEMW PO3MNOBCIOAXEHHA

BAKLUVHA 0HOPAa30Buii CTEPUNBLHOIO OYULLIEHOrO aHTUreHy renatnty By

ana wnpuy, (no 0,5 mn (1 ofHopa3sosi naketn 06’emom 10 N - 3minu Il TNy -

MNPO®PINAKT [03a)) Y KOMIMJIEKTi 3 3MmiHu 3 sKocTi. A®l. Cuctema

KU [ABOMa rosikamu Ta KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3miHa y

DNDTEPII, thnakoH 3 6e3nocepeaHiii ynakosuj Ad| (skicHi Ta/abo KinbKicHi

NPABLS, niodpinizatom (Hib) 3MiHW cKagy 4718 CTEPUNTBHUX Ta HE3aMOPOXEHUX

KALUHOKY ans 1 nosn, wo A®| 6i0N10riYHOro/iMyHONONYHOr0 NOXOMXKEHHS) -

(ALENIONAP | 3milytoTbCcsa nepeg, 3MiHa B NEPBWHHIN YNakoBLi CTEPU/IbHOI OUMLLEHOT

HUIA BUKOPUCTaHHAM macu aHTureHy renatuty B (HBsAg) 3 10 11 ckisiHUx

KOMMOHEHT | (wnpwy, 3 ronkamun KOHTEeWHepiB Ha onpoMiHeHi 10 n nonieTuieHoBI

), TENATUTY 3aKpUTi TyMOBUMU naxkeTn o4HOPa3oBOro BUKOPUCTAHHSA, LLIO

B, KoBnaykamu); agi 36epiraeTbcs Npu Temneparypi Big 2 go 8 °C.

noniomien roskun (04HOro

TYTA po3mipy), Wwnpuy, Ta

3AXBOPIOB ch1akoH repmMeTnyHO

AHb, 3anakoBaHi y

3BYAHNKOM | nnacTtukoBuii

AKUX € KOHTelHep; no 1 abo

HAEMOPHIL no 10 nnacTukoBmnx

us KOHTelHepiB y

INFLUENZAE | kapTOHHili kopobui 3

TANY B MapKyBaHHAM

YKpaiHCLKOK MOBOIO;
1 nonepefHbLO
HanoBHeHW
0HOPa30BMWii
wnpwuy, (no 0,5 mn (1
[03a)) Y KOMNNEKTi 3
[IBOMa rofikamu Ta
chnakoH 3
niodpinizatom (Hib)
ana 1 nosu, Wwo
3MiLLYyOTbCA Nepes
BUKOPUCTaHHAM
(wnpwy, 3 ronkamu
3aKpUTi TYMOBUMY
KoBnavkamu); ABi
rosku (04HOro
po3mipy), Wwnpuy, Ta
dhnakoH repMeTUHHO
3anakosaHi y
nNacTVKoBUiA
KOHTeliHep; no 1 abo
no 10 nnacTuKoBmnx
KOHTEeWHepiB y
KapTOHHiI kopobu,j 3
MapKyBaHHSIM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
aHrMifcbKO MOBOKO
3i CTpUKepom
YKPaiHCLKOK MOBOIO
108. | IC/IA-MOOC nacTuiku no 80 mr MpAT YkpaiHa Bongep HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/2188/01/01
no 10 nacTunok y "Hatypdhapm" ApuHaiimiTTens TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
6nicTepi; no 3 v6X & Ko. KT, thapmakoHarnsgy (iHwi 3MiHN) - 3MiHW BHECEHO Y
6nictepu B HimeuunHa TEKCT MapKyBaHHS NepBUHHOT (M. 4, 6) Ta BTOPUHHOI
KapTOHHI Kopo6Lyi (BignoBiganbHuiA 3a (n. 7,8, 11, 13, 17) ynakoBKK NiKapCbKoro 3acoby.
BVMPOGHMLTBO
Hepo3dacoBaHoro
npoAyKTY);
EHrenbrapg
ApuHaiimiTTens
M6X & Ko. KT,
HimeuunHa
(BignoBiganbHuiA 3a
BMNYCK cepil,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs)
109. | ITOMEA® TabneTkun, BKpUTI MPO.MEA.LIC Yecbka BMPOGHMLITBO 3a Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11446/01/01
NAiBKOBOO Mpara a.c. Pecny6nik NOBHUM LMK/TOM: Pecny6nika/ TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
060/10HKO10, M0 50 a MPO.MEZA.LC Cnosaubka KOHTPO/1b AONOMDKHMX PpeYOBUH. 3MiHA Y MeTohax
mr, no 20 TabneTok Mpara a.c., Yecbka Pecny6nika | BunpobyBaHHA AOMOMDKHOI PEHOBMHU (HE3HAYHI 3MiHU
y 6nicTepi, no 2 abo Pecny6nika; y 3aTBEepAXEeHMX MeTofax BUnpobyBaHb) - HesHauHi
5 6nictepiB y nepBuHHE | 3MiHM 3a nokasHunkom "ldentity IR spectrophotometry” B
KapTOHHI Kopo6Lyi BTOPVHHE MeTofax KOHTPO/I0 A0NOMiXHOI peyoBuHn Opadry |l
abo no 15 Tabnetok nakyBaHHs: WHITE 85F18422. 3arasibHuii NpUHLMN METOAY He
y 6nictepi, no 1 KOO®APMA c.p.o., 3MIHIOETLCSA | NPOBOANTLCSA Y BIANOBIAHOCTI A0 YMHHOT
6nictepy y Yecbka Pecny6nika; Bepcii Ph. Eur
KapTOHHI Kopo6Lyi KOHTPO/b AKOCTI:
AJIC Yecbka
Pecny6nika, c.p.o.,
Uecbka Pecny6bnika;
BMPOBHULTBO,
NepBUHHE i
BTOPUHHE
nakyBaHHs1,
KOHTPONb AKOCTI:
CaHeka
PapmacboTrKan3
a.c., Cnosaupbka
Pecny6nika
110. | KANbUWKEP | cycneHsis opasibHa €spo IHAis IHooko Pemegic IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 nionsizae UA/2515/01/01
no 120 mny Naiicpbkep NiviTeq, IHAis; MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peuyenma
thnakoHi; no 1 MpaiiBiT HekcT Beiis (IHgjs), 3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS
hnakoHy pa3om 3 Nimiteq IHAis [04aTKOBOI fiTbHUL BUPOBHMLTBA A1 YaCTUHU abo

MipHOK JTOXKKOK Y

BCbOTO BMPO6GHMYOrO NMPOLIeCy rOTOBOrO iKapChKoro
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI/ ynakoBsL,i

3acoby ([inbHMLSA, Ha AKili NpoBOAATLCSA OyAb-AKi
BMPOGHUWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, /18 HECTEPUTbHUX NIKapPCbKMX 3acobiB)
CynyTHS 3MiHa - 3MiHW 3 AKOCTIi. FOTOBMIA NiKapCbKuiA
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEfEHHS
[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLecy roToBOro Nikapcbkoro
3aco6y (AibHMUSA 418 BTOPUHHOMO NakyBaHHS) - 3MiHU
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHUUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHUL| BUPOOHULTBA 4718 YacThHM abo BCbOro
BMPOBHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AiNnbHULA 0N NEPBUHHOIO NakyBaHHA) BeeaeHHs
[04aTKOBOI fiNbHNL BUPOBHMLTBA A1 BCbOTO
BMPOBGHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
HekcT Belis,( IHais), IHaia (Next Wave (India), IHais go
BXEe 3aTBep4KEHOro BUpobHuKa IHAoKo Pemegic
Nimitea, IHaia (Indoco Remedies Limited, (India)).
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHa iMnopTepa/3MiHun,
LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHMKa, WO BiAMNOBIfAE 3a BBE3EHHS Ta/abo
BMMYCK cepii) - Bkntoyaouy KOHTPOb/BUNPOGYBaHHS
cepii - BBefieHHA 004aTKOBOT AiNbHULI, WO BignoBigae
3a KOHTPO/b/BUNPOBYBaHHA Ta BUNyck cepii HekcT
BeiiB (IHgis), IHgia (Next Wave (India), IHgis o Bxe
3aTBepXeHoro BUpo6Hvka IHaoko Pemegic Nimiten,
IHAaia (Indoco Remedies Limited, (India)). 3miHn
BHECEHO B iHCTPYKL,t0 419 MEANYHOIO 3aCTOCYBaHHSA
niKapcbKoro 3acoby y po3ainm "Bupo6HuK",
"Micue3HaxoMkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaM¥ B TEKCTi MapKyBaHHS ynakoBOK. 3MiHu | Tuny -
3MiHu Woao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO B TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbKoro 3acoby, a came: 3a3Ha4veHo "Cepist Ne",
"TepMiH npuaaTHocTi" oAaHo KpaiHy BUPOGHYKa,
[00aHO 3aABHUKa, Y M. "IHWwe" 3a3HaveHo "faty
BUIOTOBMEHHS", "BNpo6HMYY niyeHsito"”, "Ne PI",
IOrOTUNK KOMNaHili BUPOGHMKA Ta 3asBHUKA,
KOHKPEeTM30BaHO "[HLLY TeXHi4Hy iHhopmaLito".
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.

111.

KAHOWNBIOTU

K

Kpanni ByLUHi no 5
My diakoHi, no 1

nenmapk
PapmacboThK

IHais

neHmapk
PapmacbloThKan3

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
T1ny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y

3a
peyenmom

UA/8208/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
chnakoHy pasom 3 ans 1114, nrp. MeTodax BunpobyBaHHs A®| abo BUxigHOro
NiNeTKo-KOBMavykoM mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BKNafeHoMy y BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
nonieTueHoBui (He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
nakeTuK Y KapTOHHIl BUMPOBYBaHHS);
KopoobLi He3HauHi 3MiHM 3a nokasHukoMm "Related substances”
meTogom BEPX A®| 6eknomeTasoHy AunponioHar.
3MIHIETLCA KiNbKICTb iHXEKLi foCnimKyBaHOro
pO3unHy y XxpomaTtorpadiyHy cuctemy 3 ABOX A0
OfHiel
112. | KAHAIAEPM Kpewm, no 15 r kpemy FneHmapk IHais neHmapk IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/5199/01/01
B Ty6i; no 1 Ty6i B PapmacbTHK PapmacboThKan3 Tuny - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa y peyenmom
KapTOHHI ynakoBsL,i ans Jita,. nra. MeToAax BunpobyBaHHs A®Il abo BUXigHOrO
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpKEHUX MeToAax
BMNPOBYBAHHSA); HE3HAUHI 3MiHW 3a NOKA3HUKOM
"Related substances" metogom BEPX Adl
6eknoMeTazoHy AMNponioHaT. 3MIHIETLCS KiTbKICTb
iHXeKUili [oCnimpKyBaHOrO PO3UKHY Y
XpomaTorpadiyHy cuctemy 3 ABOX [0 oAHIel
113. | KANEUWBEK | Tabnetku, BKpUTI Akkopa IcnaHis B1po6HMLTBO IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14799/01/01
C 150 NAiBKOBOO Xenckea roToBOro Benvka TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peuyenmom
06010HKo0, Mo 150 C.Ny. nikapcbKoro 3acoby, BputaHis/ cepTucpikaT BignoBigHOCTI EBponelichKii
mr, no 10 Tabnetok nepBuHHE ITania/ thapmakonei/moHorpadii. NogaHHs HOBOro abo
y 6nictepi; no 3, 6 nakyBaHHs1, HimeuunHa/ OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
abo 12 6nictepiB y BTOPVHHE Icnanis/ BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
KapTOHHIli KopoobLi nakyBaHHs, Monba/ thapmakonei: gna A®l; ans BUXigHOro
KOHTPOb AKOCTI ManbTta mMaTtepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
cepii: IHTac BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans

dapmachbioTikan3
Nimiten, HAis;
Bnpo6HMLUTBO
roToBOro
nikapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SAKOCTi
cepii
(anbTepHaTUBHWIA
BMPOGHMK): IHTac
dapmachbioTikan3
Nimiten, HAis;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHS: AKkopz,
Xenckea Jlimites,

[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bif y)Ke 3aTBep/)KeHOro BUpoGHYKa - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponechkili
thapmakonei Ne RO-CEP 2015-325 - Rev 01
(3aTBepmkeHo: RO-CEP 2015-325 - Rev 00) gns
niroyoi pevoBuHN Capecitabine Big BXe
3aTBepAXeHOro Bupo6HuKa INTAS
PHARMACEUTICALS LIMITED, IHgjsi. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocCTI/lE-
cepTudpikaT BignoBigHOCTI EBponelickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
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BTOPWHHE
nakysaHHsa: A4/
Canni Yelin, ITanis
CNA, Itanisa; CK
dapma JIogKnCTIKC
'M6X, HimeuunHa;
CuHonTtun3
IHgacTpian Cn. 3
0.0., MNonbLa;
KOHTPO/1b AKOCTI
cepii: Jlabopatopi
dyHpacio JAY,
IcnaHis; dapmagokc
Xenckea N114,,
ManbTa;
BiAnoBiganbHMiA 3a
BUMNYCK cepii: AKkopa
Xenckea Jlimitea,
Benvika bpuTaHis;
BiANOBIAaIbHUIA 38
BWMNYCK cepii: AKkopa
Xerickea lNMoncka
Cn. 3 0.0. Cknag,
ImnopTepa, MonbLua

Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2015-325 - Rev 00 gns
nitoyoi pevoBuHY Capecitabine Big Bxe
3aTBEepAXeHOro BMpo6HuKa INTAS
PHARMACEUTICALS LIMITED, IHgisi. 3minu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponenchbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
thapmakonei Ne R1-CEP 2015-325 - Rev 01 gns
Aitoyoi pevosuHN Capecitabine Big Bxe
3aTBepMAKeHOro BupobHuka INTAS
PHARMACEUTICALS LIMITED, IHgjs. Bigoynacb
3MiHa Ha3Bu Ta agpecu BnacHuka CEP (3aTtBepakeHo:
Intas Pharmaceutical Ltd. Sage house 319, Pinner
Road, HA1 4HF, North Harrow, Middlesex, United
Kingdom; 3anponoHoBaHo: Intas Pharmaceuticals
limited Corporate House, Near Sola Bridge, S.G.
Highway, Thaltej, India-380054 Ahmedabad, Gujarat,
India). 3miHn | TMNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo BunyyeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[0NOMDKHOT peqoBuHK (cepTudpikat BignoBigHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2014-332 - Rev 00
(3atBepmxeHo: RO-CEP 2014-332 - Rev 01) ans
nitoyoi pevoBuHY Capecitabine Big Bxe
3aTBEpAXeHOro Bupo6Huka Shilpa Medicare Limited,
IHgis. 3MiHn | TURYy - 3MiHK 3 skocTi. CepTudikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI

€Bponevicbkiii hapmakonei/moHorpadii. MoaaHHs

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Benuka BputaHis; €Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, y)X€ 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeichbkil
thapmakonei Ne R1-CEP 2014-332 - Rev 01 gns
nitoyoi pevoBuHY Capecitabine Big Bxe
3aTBEpAXeHOro Bupo6Huka Shilpa Medicare Limited,
IHgis. 3MiHn | TURY - 3MiHK 3 skocTi. CepTudikat
BignosigHOCTI/IE-cepTudikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichbkil
thapmakonei Ne R1-CEP 2014-332 - Rev 02 gns
nitoyoi pevoBuHY Capecitabine Big Bxe
3aTBEPKEHOro BUpO6HMKa. Bigbynach 3MiHa Ha3Bu
BracHuka CEP Ta BMpO6HUYOI AinsHKM (3aTBEpOKEHO:
Shilpa Medicare Limited, IHgjs; 3anponoHoBaHoO:
SHILPA PHARMA LIFESCIENCES LIMITED, IHgjs).
3miHu | TMRY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBuHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBponeiichbkil
thapmakonei Ne R1-CEP 2013-309 - Rev 00
(3aTBepmxeHo: RO-CEP 2013-309 - Rev 04) ons
Aitoyoi pevoBuHN Capecitabine Big Bxe
3aTBepmAXeHoro BupobHuka Acebright (India) Pharma
Private limited, IHAis. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.

MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBiAHOCTI EBponelickbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEepKEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
thapmakonei Ne R1-CEP 2013-309 - Rev 01 ans
Aitoyoi pevoBuHN Capecitabine Big Bxe
3aTBepmAXeHoro BupobHuka Acebright (India) Pharma
Private limited, IHAis. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiicbkii hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoByHK (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne R1-CEP 2013-309 - Rev 02 ans
Aitoyoi pevosrHN Capecitabine Big Bxe
3aTBepmAXeHoro BupobHuka Acebright (India) Pharma
Private limited, IHAis. JoAaHO HOBY AiNsAHKY
BMPOGHMLTBA Ajto4oi pevoBuHu Jiangsu Xidi
Pharmaceuticals Co., Ltd. No. 3, Jiangfeng Road, Life
and Health Industrial Park, China-226 200 Qidong
City, Jiangsu Province, China. 3miHu | Tuny - 3miHu 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2013-309 - Rev 03 gns
aitoyoi pevoBnHN Capecitabine Big Bxe
3aTBepAKeHoro BUpobHuka. Bigbynach 3miHa Ha3su

Ta agpecu BUPO6HYMKa fil0H0i pevyoBUHM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
(3atBepmxeHo: Acebright (India) Pharma Private
limited No.77D & 116/117, KIADB Industrial Area,
Jigani, Bangalore - 560 105, Karnataka, India;
3anponoHoBaHo: CDYMAX (INDIA) PHARMA
PRIVATE LIMITED No77D&116/117, KIADB Industrial
Area, Jignai, 2nd Phase, India-560 105 Bangalore,
Karnataka, INDIA, India). BuganeHo BupobHuka
npomixxHoro npofykty Guangan Kingday Pharma &
Chem Co., Ltd., Wusheng Industrial Park, Chi
Guang'an, Sichuan Province, P.R. China
114. | KANEUWBEK | TabneTku, BKpUTI Akkopa IcnaHis Brvpo6HMuTBO IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14799/01/02
C 500 N/1iBKOBOIO Xerckea roToBOro Benuvka Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
o6onoHkoto, no 500 C.Yy. nikapcbKoro 3acoby, Bputanis/ cepTudikaT BignoBigHOCTI EBpoNeiichKii
Mmr; no 10 TabneTok nepBuHHE ITania/ hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
y 6nictepi; no 3, 6 nakyBaHHs1, HimeuunHa/ OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
abo 12 6nictepiB y BTOPWHHE Icnanis/ BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
KapTOHHIlA KopooLi nakyBaHHs, Monba/ thapmakonei: gna A®l; ans BUXiAHOTO
KOHTPO/Ib SKOCTI MaibTa marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
cepii: IHTac BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans

dapmacbioTikans
Nimviten, HAjs;
B1po6HMUTBO
roToBOro
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b AKOCTI
cepii
(anbTepHaTuBHWiA
BMPOGHMK): IHTac
dapmacbioTikans
Nimviten, HAjs;
MepBuHHE Ta
BTOPUHHE
nakyBaHHsA: AKKop,
Xenckea JlimiTea,
Benvika bpuTaHis;
BTOPUHHE
nakysaHHsa: A4/
Canni YeiiH, ITanisa
CINA, Itanis; CK
dapma JIogKnCTIKC
M6X, HimeyunHa;
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLya;
KOHTPO/b SAKOCTi

[0NOMDKHOT peqoBuHK (cepTudpikat BignoBigHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif] y)Xe 3aTBEp)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne RO-CEP 2015-325 - Rev 01
(3atBepmxeHo: RO-CEP 2015-325 - Rev 00) ans
nitoyoi pevoBuHM Capecitabine Big Bxe
3aTBepAKeHOro BMpo6HuKka INTAS
PHARMACEUTICALS LIMITED, IHgisi. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOT peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKa - NOAAHHS
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponenchkil
thapmakonei Ne R1-CEP 2015-325 - Rev 00 gns
Aitoyoi pevosnHN Capecitabine Big Bxe
3aTBepAXeHOoro BupobHuka INTAS
PHARMACEUTICALS LIMITED, IHgjsi. 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTi a6o
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

cepii: Jlabopatopi
dyHaacio JAY,
IcnaHis; dapmagokc
Xenckea Jita.,
ManbTa;
BiANOBIAabHUIA 38
BWMNYCK cepii: AKkopa
Xenckea Jlimites,
Benuka bputaHis;
BiANOBIAA/IbHWIA 32
BUNYCK cepii: AKKOpA,
Xenckea MNoncka
Cn. 3 0.0. Cknag,
ImnopTepa, MonbLua

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHu cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
thapmakonei Ne R1-CEP 2015-325 - Rev 01 gns
aitoyoi pevoBnHN Capecitabine Big Bxe
3aTBEpAXEHOro BUpo6HMKa INTAS
PHARMACEUTICALS LIMITED, IHgjs. Big6ynacb
3MiHa Ha3Bwu Ta agpecu BnacHuka CEP (3aTBepgpkeHo:
Intas Pharmaceutical Ltd. Sage house 319, Pinner
Road, HA1 4HF, North Harrow, Middlesex, United
Kingdom; 3anponoHoBaHo: Intas Pharmaceuticals
limited Corporate House, Near Sola Bridge, S.G.
Highway, Thaltej, India-380054 Ahmedabad, Gujarat,
India). 3minu | TMNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2014-332 - Rev 00
(3aTBepmxeHo: RO-CEP 2014-332 - Rev 01) gns
Aitoyoi pevosuHN Capecitabine Big Bxe
3aTBepmxeHoro BupobHuka Shilpa Medicare Limited,
IHAiA. 3MiHK | TUnNy - 3MiHK 3 AkocTi. CepTudpikart
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOBHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
thapmakonei Ne R1-CEP 2014-332 - Rev 01 gns
Aitoyoi pevoBuHK Capecitabine Big BXe
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3aTBepaxeHoro BupobHuka Shilpa Medicare Limited,
IHAiA. 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudpikart

BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiaNoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbki hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPWCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne R1-CEP 2014-332 - Rev 02 ans
Aitoyoi pevosuHN Capecitabine Big Bxe
3aTBEepAXEHOro BUpobHuka. Bigbynack 3mMiHa Ha3BK
BnacHuka CEP Ta BUPOGHWUYOI AiNSHKM (3aTBEPKEHO:
Shilpa Medicare Limited, IHgjs; 3anponoHoOBaHO:
SHILPA PHARMA LIFESCIENCES LIMITED, IHgjs).
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiaNoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbki hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPUCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Ke 3aTBEepKEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne R1-CEP 2013-309 - Rev 00
(3atBepmxeHo: RO-CEP 2013-309 - Rev 04) ans
aitoyoi pevoBnHN Capecitabine Big Bxe
3aTBepaxeHoro Bupo6Hvka Acebright (India) Pharma
Private limited, IHais. 3miHun | Tvny - 3MiHK 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA

hapmakonei Ne R1-CEP 2013-309 - Rev 01 ans

OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
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Peknam

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

aitoyoi pevoBnHM Capecitabine Big Bxe
3aTBepaxeHoro Bupo6Hvka Acebright (India) Pharma
Private limited, IHais. 3miHun | Tvny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponechkili
thapmakonei Ne R1-CEP 2013-309 - Rev 02 gns
aitoyoi pevoBnHN Capecitabine Big Bxe
3aTBepxeHoro Bupo6Hvka Acebright (India) Pharma
Private limited, IHais. [logaHo HOBY AiNAHKY
BMPOGHMLTBA Ajto4oi pevoBuHm Jiangsu Xidi
Pharmaceuticals Co., Ltd. No. 3, Jiangfeng Road, Life
and Health Industrial Park, China-226 200 Qidong
City, Jiangsu Province, China. 3minu | Tuny - 3miHu 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiZiNOBIAHOCTI €Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBponeiichbkil
thapmakonei Ne R1-CEP 2013-309 - Rev 03 gns
nitoyoi pevoBuHY Capecitabine Big Bxe
3aTBEpPKEHOro BUpO6HMKa. Bigbynach 3MiHa Ha3Bu
Ta afpecy BUPOBHMKA [il0H0T peYOBUHN
(3aTBEepaxeHo: Acebright (India) Pharma Private
limited No.77D & 116/117, KIADB Industrial Area,
Jigani, Bangalore - 560 105, Karnataka, India;
3anponoHoBaHo: CDYMAX (INDIA) PHARMA
PRIVATE LIMITED No77D&116/117, KIADB Industrial
Area, Jignai, 2nd Phase, India-560 105 Bangalore,
Karnataka, INDIA, India). BuganeHo Bupo6Huka
npomixHoro npoaykty Guangan Kingday Pharma &
Chem Co., Ltd., Wusheng Industrial Park, Chi
Guang'an, Sichuan Province, P.R. China

3a

He

UA/15821/01/01

KPKA, a.4a.,

CnoBseHis

BiANOBiAaIbHMIA 38

IHgis/

BHECEHHS 3MiH 10 peecTpaLiiHux maTepiasis: 3MiHu |

115.

KANEUUTABI

TabneTkn, BKPUTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
H KPKA M/1iBKOBOIO HoBo mecTo BMPOGHMLTBO "in YropwwmHa/ Tuny - AAMiHiCTpaTVBHI 3MiHK. 3MiHa Ha3Bu APl abo peyenmom | nionsizae
060/10HKO0, No 150 bulk", nepsuHHY CnoseHis [0MNOMDKHOT peyoBuHU - MpuBeeHHS Ha3BK

mr; no 10 TabneTok
y 6nicTepi; no 3, 6
abo 12 6nictepis B
KapTOHHI KOpo6Li

yNaKoBKY, BTOPUHHY
yNaKoBKy:
IHTac
dapmacbloThKan3
Nimiteq, IHAis;
IHTac
dapmacbloThKan3
NiviTeq, IHAis;
BiAnoBiganbHMi 3a
KOHTpOnb cepii (ans
¢pi3nKO-XiMiYHOro
TEeCTyBaHHs):
€ypodiHC
AHanitukan
Cepsicec YropLuHa
KdpT., YroplumHa;
BiANOBIAa/IbHMI 32
KOHTPO/Ib cepii (ans
Mikpob6ionoriyHoro
TECTyBaHHS):
dapmasanig K.,
YropuuHa;
BiANOBIAA/IbHWIA 32
BTOPVHHY YNaKoBKY:
KPKA, a.4., Hoso
MecTo, CrioBeHis;
BiAnoBiganbHMiA 3a
BUMYCK Cepii:
KPKA, a.4., HoBo
mMecTo, CrnoBeHis

[OMNOMDKHOT peyoBuHY JlakTo3n 6e3BoAHOI A0
NOTOYHOI MOHOrpadii EBponeiicbkoi dhapmakonei, a
came BUAANAETLCS CMOBO "6e3BOAHMIA". BHeCeHO B

IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS MiKapCbKoro
3acoby y po3gin "Cknag" (40NoMiKHi peyoBMHYM) 3
BiANOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS YNakoBKMK.
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPMKEHHSA. 3MiHM | TNy - AgMIHICTPaTUBHI 3MiHN.

BunyyeHHs BUpOGHMYOT AinbHULL (BKIHOUYAKUM

AinbHuuUi Ana A®l, npoMixHoOro npoAykTy abo rotoBoro
NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOGHMKaA, BifNOBiAaIbHOro 3a BUNYCK
cepiid, MicLe NPoBeLEHHSI KOHTPOSIHO cepil) abo
nocTavasibHvKa BUXIiAHOro MaTepiasy, peareHTy abo
[ONOMDKHOT peqyoBMHN (SIKLLLO 3a3HAYEHO Y AOCHE)
BunyueHHs BupobHuka APl kaneuutabiHy: Acebright
(India) Pharma Private Limited, IHgis. 3anvwatoTbes
anbTepHaTUBHI BUPOOHWKY BignoBigasibHi 3a
BUMPOGHMLTBO ADI: SHILPA MEDICARE LIMITED,
India Ta INTAS PHARMACEUTICALS LIMITED, India.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa iMnopTepa/3MiHNn,
LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
[iNbHWUI, Ha SKili 34iACHIOETbCA
KOHTpONb/BMNpOGYBaHHSA cepii) [JloaaBaHHS
BMPOGHMKa, BIAMNOBIA&/ILHOIO 3a KOHTPO/Ib cepii: ans
MiKpobionoriyHoro TectyBaHHs: ®apmasanig Kdt.
(TaTtpa YTua 276., Byganewr Xlll, 1136. YropwuHa) /
Pharmavalid Kft. (Tatra Utca 27b, Budapest XIlII, 1136,
Hungary). 3mitu | Tuny - 3mMiHn 3 AKoCTi. FOTOBMIA
nikapcbknii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCS BUNYCKY cepii Ta
KOHTPO/H0 SIKOCTi FOTOBOrO fiKapCbKoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha SIKIA 34iACHIOETLCSA
KOHTPO/b/BUNPOBYBaHHA cepii) 3aMiHa BUPOGHUMKA,
BIZANOBIA@/IbHOIO 3a KOHTPO/Ib cepii 3 "®apmakap
Mpemiym iT4., ManbTa / Pharmacare Premium Ltd.,
Malta" Ha BUpOOHUKa, BiANOBIAAaNLHOMO 38 KOHTPO/b
cepii: gnsa dpisnko-ximiyHoro TectyBaHHs "€ypodpiHc
Ananitukan Cepsicec YropwuHa Kdt. (Kepyner,
AHoHimyc yTua 6/1V, IV Kepynet6 bypnanewT, 1045,
YropuwwHa) / Eurofins Analytical Services Hungary Kift.
(Kerulet, Anonymus utca 6/IV, IV Kerulet, Budapest,
1045, Hungary). 3miHu | TUny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.

MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBiAHOCTI EBponelickbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikat Big,
HOBOTr0O BMPOGHUKa (3amiHa abo [JONOBHEHHS) -
MogaHHs HOBOrO cepTudikarty BignosigHocTi EP R1-
CEP 2015-111-Rev 00 Big HoBoro Bupo6Huka DIVI'S
LABORATORIES LIMITED, IHgia pns A®I
kaneuuTabiH. 3minu | TMnNYy - 3MiHK Woa0
6e3nekun/ethekTUBHOCTI Ta thapMakoHarniagy (iHuwi
3MiHM) BHECeHO B TEKCT MapKyBaHHS ynakoBKn
nikapcbKoro 3acoby WoA0 YyTOUHeHHS iHchopmauii npo
CTPOK 3aKiHYeHHS TepMiHY NpUAATHOCTI, iHLIOT
TeXHIYHOI iHchopMaLii Ta yTOYHEHO 10rOTUN
BMPOGHWKA. BBeAEHHS 3MiH NpOTAromM 6-Tu MicsuiB
nicns 3aTBepAKeHHs.

116.

KANEUNTABI
H KPKA

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOH0, No 500
mr; no 10 TabneTok
y 6nicTepi; no 3, 6
a6o 12 6nicTepis B
KapTOHHIl Kopoobui

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BiAnoBiganbHNI 3a
BMPOGHMLTBO “in
bulk", nepsuHHY

yNaKkoBKY, BTOPUHHY
yNaKoBKy:
IHTac
PapmacboThKan3
Nimiteq, IHAis;
IHTac
dapmacboThKan3
Nimiteq, IHAis;
BiAnoBiganbHMii 3a
KOHTpO/b cepii (ans
dpi3nKo-XiMiYHOro
TEeCTyBaHHs):
€ypodhiHC
AHanitukan
Cepsicec YropLuHa
KdpT., YroplumHa;
BiANOBiAa/IbHWIA 32
KOHTPO/Ib cepii (ana
Mikpob6ionoriyHoro
TeCTyBaHHS):
dapmasanig K.,
YropumHa;
BiANOBiAa/IbHWIA 32
BTOPVHHY YNaKoBKY:
KPKA, a.4., Hoso

IHgis/
YropwwmHa/
CrnoseHis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
Tuny - AAMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo
[0MNOMDKHOT peyoBuHU - MpuBeeHHS Ha3BK
[O0MNOMDKHOT peyoBuHY J1akTo3n 6e3BoAHOI A0
NoTOYHOI MOHOrpadii EBponeiicbkoi dhapmakonei, a
came BUAANSETLCS CI0BO "6€3BOAHMIA". BHECEHO B
IHCTPYKLiO 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "Cknag" (4oNnomiXHi peyoBMHYM) 3
BiANOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS YNakoBKMK.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEpPMXEHHS. 3MiHM | TUny - AOMIHICTPaTUBHI 3MiHN.
Buny4yeHHs1 BUPOGHMYOI AiNbHULI (BKIHOYA0UM
AinbHuui Ana A®Il, npoMixHoOro npoAykTy abo rotoBoro
NiKapCbKOro 3acoby, AibHUL AN NPOBEAEeHHS
nakyBaHHs1, BUPOGHMKa, BiZNOBIAaIbHOrO 3a BUNYCK
cepiii, MicLe NpoBeAEHHST KOHTPOIO cepii) abo
nocTavasibH1Ka BUXIAHOro MaTepiasy, peareHTy abo
[ONOMDKHOT peqyoBMHN (SIKLLO 3a3HAYEHO Y AOCHE)
BunyuerHs BupobHuka APl kaneuutabiHy: Acebright
(India) Pharma Private Limited, IHgis. 3anuwatoTbes
anbTepHaTUBHI BUPOOHMKY BignoBigasibHi 3a
BMPOGHMLTBO ADI: SHILPA MEDICARE LIMITED,
India Ta INTAS PHARMACEUTICALS LIMITED, India.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHn,
LLIO CTOCYHOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
[iNbHULI, Ha 5K 34iNCHI0ETbCS

3a
peyernmom

He
nionsieae

UA/15821/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

mecTo, CnoBeHis;
BiAnoBiganbHMiA 3a
BUMYCK Cepii:
KPKA, a.4., HoBo
mecTo, CnoseHis

KOHTpONb/BMNpOGYBaHHSA cepii) [JloaaBaHHS
BMPOGHMKa, BIAMNOBIA&/ILHOIO 3a KOHTPO/Ib cepii: ans
MiKpobionoriyHoro TectyBaHHs: ®apmasanig Kdt.
(TaTtpa YTua 276., Byganewr Xlll, 1136. YropwuHa) /
Pharmavalid Kft. (Tatra Utca 27b, Budapest XIlII, 1136,
Hungary). 3mitu | Tuny - 3miHn 3 AKoCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCS BUNYCKY cepii Ta
KOHTPO/H0 SIKOCTi FOTOBOrO fiKapCbKoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha SIKIA 34iACHIOETLCSA
KOHTPO/b/BUNPOBYBaHHA cepii) 3aMiHa BUPOBHMKa,
BIZANOBIA@/IbHOIO 3a KOHTPO/Ib cepii 3 "®apmakap
Mpemiym iT4., ManbTa / Pharmacare Premium Ltd.,
Malta" Ha BUpOOHUKa, BiANOBIAaNLHOMO 38 KOHTPO/b
cepii: gnsa dpisnko-ximiyHoro TectyBaHHs "€ypodpiHc
Ananitukan Cepsicec YropwumHa Kdt. (Kepynert,
AHoHimyc yTua 6/IV, IV Kepynet6 bynanewT, 1045,
YropuwwHa) / Eurofins Analytical Services Hungary Kift.
(Kerulet, Anonymus utca 6/IV, IV Kerulet, Budapest,
1045, Hungary). 3miHu | TUny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBiAHOCTI EBponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
HOBOTr0O BMPOGHUKa (3amiHa abo [JONOBHEHHS) -
MogaHHs HOBOrO cepTudikarty BignosigHocTi EP R1-
CEP 2015-111-Rev 00 Big HoBoro Bupo6Huka DIVI'S
LABORATORIES LIMITED, IHgia pns A®I
kaneuuTabiH. 3minu | TMNYy - 3MiHK Woa0
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) BHECeHO B TEKCT MapKyBaHHS ynakoBKn
nikapcbKoro 3acoby WoA0 YyTOUHeHHS iHchopmauii npo
CTPOK 3aKiHYeHHS TepMiHY NpUAATHOCTI, iHLWOT
TeXHIYHOI iHchopMaLii Ta yTOYHEHO 10rOTUN
BMPOGHWKa. BBeAEHHSA 3MiH NpOTAroM 6-Tu MicsuiB
nicns 3aTBepAKeHHs.

117.

KANEUNTABI
H KPKA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0, No 150
mr; no 10 TabneTok

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BiAnoBiganbHNI 3a
BMPOGHMLTBO “in
bulk", nepsuHHY

yNaKkoBKY, BTOPUHHY

IHgis/
ManbTta/
CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,

y 6nicTepi; no 3, 6 YMaKoBKy: BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
a6o 12 6nicTepis B IHTac NPOBeAEeHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
KapPTOHHI KOpoobLii PapmacboTrKan3 BifgnoBigae BUPOGHMK/iMNOpTEp, HE BKAKYakun

3a
peyermom

He
nionsieae

UA/15821/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Nimviten, HAjs; BMMYCK cepiii) 3miHa agpecu BUpo6Huka M3,
IHTac BignoBiganbHOro 3a BUpo6HULTBO "in bulk", nepBuUHHY
dapmacbloThKan3 YyNaKoBKy, BTOPVHHY YNakoBKy IHTac ®apmMacbioTrkan3
Nimviten, HAjs; Nimiteq (ginbHuUa dapmes). 3MiHn | Tuny -
BiAnoBiganbHMi 3a AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
KOHTpONb cepii: afipecy MicLA NPOBaKEHHS Aif/IbHOCTI
dapmakap MNpemiym BVPOGHMKa/iMMopTepa roToBoro /ikapcbKoro 3acoby,
nta., ManbTa; BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Micue
BiANOBIAabHUIA 38 NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
BTOPUHHY YMaKoBKY: BiANOBIAA€E BUPOGHMK/IMNOPTEpP, He BK/IYaoun
KPKA, a.4., Hoso BUMNYCK cepiii) 3miHa agpecu BUpo6HuKa M3,
mecTto, CrnoBeHis; BiANOBIAabHOro 3a BUpo6HMLUTBO "in bulk", nepBUHHY
BiANOBIAaIbHUI 3a yNaKkoBKy, BTOPUHHY YNakoBKy IHTac ®apmacbioTkan3
BMNYCK cepil: NimiTen (ainbHUUA MaToaa).
KPKA, a.4., Hoso
mecTo, C/ioBeHist
118. | KANEUWUTABI | TabneTku, BKpUTI KPKA, a.4., CnoseHis BiAnoBiganbHMi 3a IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/15821/01/02
H KPKA N/1iBKOBOIO HoBo mecTO BMPOGHMLTBO "in ManbTa/ TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsi2ae
o6onoHkoto, no 500 bulk", nepBuHHy CnoBeHis Ta/abo agpecy MicLs NPOBaKEHHS AISNbHOCTI
Mr; no 10 TabneTok yNaKkoBKY, BTOPUHHY BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
y 6nictepi; no 3, 6 yMaKoBKy: BK/IKOYA0UM AiNbHULI BUNYCKy cepii abo micue
abo 12 6nicTepis B IHTac NPOBeLEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
KapTOHHIlA KopooLi $apmacbloTnkans BignoBigae BUPOGHUK/IMNOPTEp, HE BKIHOYaOUn
Niviteq, HAis; BMNYCK cepiin) 3miHa agpecn BupobHuka M3,
IHTac BiANOBIAa/IbHOrO 3a BUPO6HMLTBO "in bulk", nepBuHHY
dapmacbloTukan3 ynaKkoBKy, BTOPUHHY YNakoBKy IHTac ®apmacbioTkans
Nimviten, HAjs; Nimiteq (ainbHuua ®apmes). 3MiHn | Tuny -
BiANOBiAa/IbHWIA 32 AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
KOHTPO/b cepii: agpecu Micusi NPoBaMKEHHS AiiSIbHOCTI
dapmakap MNpemiym BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
Nth., ManbTa; BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
BiAnoBiganbHMii 3a NPOBeEeHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BTOPWHHY YMNaKoBKY: BiANOBIAa€e BUPOGHMK/IMNOPTEpP, He BKIYaoun
KPKA, a.4., HoBo BMMYCK cepiii) 3miHa agpecu BUpo6Huka M3,
MecTo, CnoBeHis; BignoBiganbHOro 3a BUpo6HMLTBO "in bulk", nepBuHHY
BiANOBIAa/IbHMI 32 yNakoBKY, BTOPMHHY YNakoBKy IHTac dapmMacbioTukan3
BUMYCK Cepii: Nimiten (ainbHMUa Matoaa).
KPKA, a.4., Hoso
mecTo, C/ioBeHist
119. | KBETUKCON TabneTku, BKpUTI 3AT JNnToBCbka KOHTPO/b AIKOCTI, HimevunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19569/01/02
XR NAiBKOBOO «dapmnira» Pecny6nik nepBrHHe Ta Yecbka TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
060/10HKOIO, a BTOPVHHE Pecny6nika cepTucpikaT BignoBigHOCTI EBponelichkii

NPOIOHIOBaHOI Ajl,
no 150 mr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHI naywi

nakyBaHHs, BUMYCK
cepii: Mepkne Mv6X,
HimeyuunHa;
BVPOGHMLTBO
Hepo3dracoBaHoT
npoaykuii: Mepkne

thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans




91

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
'M6X, HimeuunHa; [OMOMDKHOI peyoBuMHM (cepTudikaTt BiAMOBIAHOCTI
KOHTPO/b SKOCTi: €Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
XXALL Na6op 4-p Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
Xovicnep 'm6X, OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
HimeuuunHa; hapmakonei CEP 2020-234 - Rev 02 (3aTBepXeHO:
KOHTPONb AKOCTI: RO-CEP 2020-234 - Rev 01) gnsa A®l kseTianiHy
Tesa Yex IHaycTpi3 hymapaTy Bif, BXe 3aTBepAKeHOro BUpo6Hmka Teva
C.p.o., Yecbka Pharmaceutical Industries Ltd., I3painb. 3miHu | Tuny -
Pecny6nika 3MmiHn 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBsigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[0ONOMDKHOT peqoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpobHMKa - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei CEP 2014-081 - Rev 01 (3aTBepaXeHo:
R1 -CEP 2014-081 - Rev 00) gns Ad| kBeTianiHy
hymapaTy Bif BXe 3aTBep)KEHOro BUPOGHMKA
Medichem, S.A., Spain
120. | KBETUKCON | TabneTtku, BKpUTI 3AT JinToBCbka KOHTPO/b SKOCTI, HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/19569/01/03
XR NAiBKOBOO «dapmira» Pecny6nik nepBrHHe Ta Yecbka TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyernmom
060/10HKOIO, a BTOPVHHE Pecny6nika cepTucikaT BignoBigHOCTI EBpoNeNchKii

MPOJIOHrOBaHoI Aji,
no 200 mr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHI nayvi

nakyBaHHS, BUNYCK
cepii: Mepkne Mv6X,
HimeyuunHa;
BVPOGHMLTBO
Hepo3dacoBaHoT
npoaykuii: Mepkne
mM6X, HimeuunHa,;
KOHTPO/b SIKOCTI:
XXAL, Na6op A-p
Xoticnep M'M6X,
HimeyuunHa,;
KOHTPO/b AKOCTI:
TeBa Yex IHaycTpi3
C.p.o., Yecbka
Pecny6nika

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHuKa - MNogaHHsA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkili
hapmakonei CEP 2020-234 - Rev 02 (3aTBepKeHO:
RO-CEP 2020-234 - Rev 01) gnsa A®l kseTianiHy
hymapaTy Bif, BXe 3aTBepAKeHOro BUpo6Hmka Teva
Pharmaceutical Industries Ltd., I3painb. 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
mMarepiany/peareHTy/npomikKHOro nNpoAyKTy, Lo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
thapmakonei CEP 2014-081 - Rev 01 (3aTBepaXeHo:
R1 -CEP 2014-081 - Rev 00) gns Ad| keTianiHy
hymapaTy Bif BXe 3aTBep)KEHOro BUPOGHMKA
Medichem, S.A., Spain
121. | KBETUKCON | TabneTtku, BKpUTI 3AT JinToBCbka KOHTPO/b SKOCTI, HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19569/01/04
XR NAiBKOBOO «dapmnira» Pecny6nik nepBrHHe Ta Yecbka TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
060/10HKOIO, a BTOPVHHE Pecny6nika cepTudpikaT BignoBigHOCTI EBponeNichKii
MPOJIOHrOBaHoI Aji, nakyBaHHs, BUMYyCK thapmakonei/moHorpadii. NogaHHs HoBOro abo
no 300 mr; no 10 cepii: Mepkne Mv6X, OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
Tabnetok y 6nictepi; HimeyuunHa; BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
no 3 6nictepu B BVPOGHMLTBO thapmakonei: ana A®l; gns BuxigHoro
KapTOHHI nauwi Hepo3dacoBaHoT mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
npoaykuii: Mepkne BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
vM6X, HimeuunHa; [L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
KOHTPO/b SIKOCTI: €Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
XXALL Na6op 4-p Bif y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHsA
Xoticnep 'M6X, OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponenchbkil
HimeuuunHa; hapmakonei CEP 2020-234 - Rev 02 (3aTBepKeHO:
KOHTPONb AKOCTI: RO-CEP 2020-234 - Rev 01) gnsa A®l kseTianiHy
TeBa Yex IHaycTpi3 hymapaTy Bif, BXe 3aTBepAKeHOro BMpo6Hmka Teva
C.p.o., Yecbka Pharmaceutical Industries Ltd., I3painb. 3miHu | TUny -
Pecny6nika 3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTuddikat
Bif} y)ke 3aTBepAXeHOro BUpo6Huka - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
tpapmakonei CEP 2014-081 - Rev 01 (3aTBepAXeHO:
R1 -CEP 2014-081 - Rev 00) gns Ad| kBeTianiHy
hymapaTy Bif BXe 3aTBEp)KEHOr0 BUPOOHMKA
Medichem, S.A., Spain
122. | KBETUKCON TabneTku, BKpUTI 3AT JNnToBCbka KOHTPO/b SIKOCTI, HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19569/01/05
XR NAiBKOBOO «dapmnira» Pecny6nik nepBrHHe Ta Yecbka TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
060/10HKOIO, a BTOPVHHE Pecny6nika cepTucpikaT BignoBigHOCTI EBponelichKii

NPOIOHIOBaHOT Ajl,
no 400 wmr; no 10
TabneTok y 6nictepi;

nakyBaHHS, BUNYCK
cepii: Mepkne Mv6X,
HimeyuunHa,;

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHs cepTudikaTa BifgnoBiAHOCTI EBponelichkii
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 3 6nictepu B BVMPOGHMLTBO thapmakonei: ana A®l; gns BuxigHoro
KapTOHHI naywi Hepo3gracoBaHoT mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
npoaykuii: Mepkne BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
'M6X, HimeuunHa; [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
KOHTPO/b AKOCTI: €Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
XXALL Na6op 4-p Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
Xovicnep 'm6X, OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
HimeuuunHa; hapmakonei CEP 2020-234 - Rev 02 (3aTBepKeHO:
KOHTPONb AKOCTI: RO-CEP 2020-234 - Rev 01) gnsa A®l kseTianiHy
Tesa Uex IHaycTpi3 hymapaTy Bif, BXe 3aTBepAKeHOro BMpo6Hmka Teva
C.p.o., Yecbka Pharmaceutical Industries Ltd., I3painb. 3miHu | Tuny -
Pecny6nika 3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoONENChKIi
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXEeHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
thapmakonei CEP 2014-081 - Rev 01 (3aTBepaXeHo:
R1 -CEP 2014-081 - Rev 00) gns Ad| keTianiHy
hymapaTy Bif BXe 3aTBep)KEHOro BUPOGHMKA
Medichem, S.A., Spain
123. | KBETUKCON | TabneTtku, BKpUTI 3AT JinToBCbka KOHTPO/b SKOCTI, HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19569/01/01
XR NAiBKOBOO «dapmnira» Pecny6nik nepBrHHe Ta TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyernmom
060/10HKOI0, a BTOPVHHE cepTudikaT BignoBigHOCTI EBpoNeNichKii

MPOJIOHrOBaHoI Aji,
no 50 mr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHI naywi

nakyBaHHS, BUNYCK
cepii: Mepkne Mv6X,
HimeyuunHa;
BVPOGHMLTBO
Hepo3gacoBaHoT
npoaykuii: Mepkne
M6X, HimeuunHa;
KOHTPO/b SIKOCTI:
XXAL, Na6op A-p
Xolicnep 'M6X,
HimeuunHa

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHuKa - MNogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponenchkil
hapmakonei CEP 2020-234 - Rev 02 (3aTBepKeHO:
RO-CEP 2020-234 - Rev 01) gnsa A®l kseTianiHy
hymapaTy Bif, BXe 3aTBepAKeHOro BMpo6Hmka Teva
Pharmaceutical Industries Ltd., I3painb. 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTi a6o
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHu cepTudpikaT
Bif} y)ke 3aTBepAXEHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
thapmakonei CEP 2014-081 - Rev 01 (3aTBepaxeHo:
R1 -CEP 2014-081 - Rev 00) gns Ad| keTianiHy
hymapaTy Bif BXe 3aTBEep)KEHOr0 BUPOOHMKA
Medichem, S.A., Spain

124.

KNI®E CNAT.
MEKA

Kpanni opasibHi, No
30 mn, no 50 mny
dhnakoHi; no 1
chnakoHy B
KapTOHHII ynakoBLi

MEKAHA
HATYPXAMN
bMITTE/Ib
M6X

HimeuumnH
a

MEKAHA
HATYPXAANBMITT
E/lb MM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu o
y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
thapmakoHarnag. fitova pegakuis: Ap. Pygonsd
Kypue / Dr. Rudolf Kurze. MponoHoBaHa pefakuis:
MaHi AaHiena Xene / Mrs. Daniela Hehle. 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXXEHOI 0COOM 3asiBHUKA,
BiNOBiAA/IbHOI 32 hapmakoHarnsg,

6e3
peuyenma

UA/13591/01/01

125.

Knonikcon
JENO

PO3YMH ANS iH'EKLiA,
200 mr/mn; no 1 mn
B amnyni; no 10
amnysn B KAPTOHHIl
KopoobUi

NyHpbek
Ekcnopt A/IC

[aHia

Brvpo6HMuTBO
Hepo3cacoBaHOro
NPOAYKTY, NePBUHHE
Ta BTOPUHHE
nakyBaHHs, BUNYCK
cepiii: X. JlyHp6€ex
A/C, [aHis;
BMNPOGYBaHHS 3a
MOKa3HNKOM «TecT
Ha CTEePU/IbHICTbY,
BMNPOGYBaHHS 3a
MOKa3HUKOM
«MiKpo6ionoriyHa
yncToTa» (TecT Ha
€HOO0TOKCUHN):
EypodpiHc Biochapma
MpogakT TecTiHr

[anis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHK BHeCeHi o n.5
TEKCTY MapKyBaHHA BTOPUHHOI YNakoBKW NiKapCbKoro
3aco6y. BBegeHHs 3MiH MpoTAroM 6-Tu micsAuiB nicns
3aTBEPMKEHHS.

3a
peyenmom

UA/2278/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
[eHmapk A/C, [aHisi
126. | KNOMIKCO/1- | po34unH ANs iH'eKw;iit NyHpbek [aHia Brvpo6HMuTBO [aHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/2206/01/01
AKY®DA3 50 mr/mn; no 1 mn e Ekcnopt A/IC Hepo3dhacoBaHOro TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
amnyni; no 10 amnyn NpoAyKTy, NepBrHHE thapmakoHarnagy (iHwi 3mMiHn) 3mMiHn BHeceHi go n.5
B KAPTOHHIlA KOpO6L Ta BTOPUHHE TEKCTY MapKyBaHHA BTOPUHHOI YNakoBKW NiKapCbKoro
nakyBaHHs, BUMYCK 3aco6y. BBefeHHsA 3MiH MpoTAroM 6-Tu micsAuiB nicns
cepiii: X. JlyHp6€ex 3aTBEPKEHHS.
A/C, OaHis;
BunpobysaHHs 3a
MOKa3HNKOM
«MiKpobionoriyHa
yncToTa» (TecT Ha
€H0TOKCUHM):
EypodpiHc Biochapma
MpogakT TecTiHr
[eHmapk A/C,
[aHis;
BunpobysaHHs 3a
MOKa3HNUKOM «TecT
Ha CTEePU/IbHICTb»:
Eli. xeli. BakciHc
A/C , [aHis
127. | KO- Tabnetkn, 10 BAT "leneoH YropwuHa | TOB "TeneoH Pixtep Monbua/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/8634/01/01
ANPOTOH® mr/12,5 wr; no 10 PixTep" Monbwa”, MonbLa YropLmHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Tabnetok y 6nictepi; (KOHTPO/Ib IKOCTI Ta thapmakoHarnagy. 3MiHa 4YacToTu Ta/abo TepMmiHiB
no 1 a6o no 3 BMNYCK Cepil; noJaHHsA perysisipHO OHOBJIIOBaHWX 3BITIB 3 6e3neku
6nictepu y BVPOGHMLTBO nNikapcbkunx 3aco6iB - 3MiHa TeEpMiHY NOAAHHS
KapTOHHI ynakoBLi Hepo3dacoBaHoT perynsipHo OHOB/OBAHOrO 3BiTy 3 6e3nekn (PO3B)
npoayKLUii, nepBnHHa nikapcbkoro 3acoby: [jtova pegakuis: Yactota
ynakoBKa, BTOPUHHa nogaHHa PO3B - 5 pokis; KiHueBa gata gns
ynakoBKa); BUNYCK BK/OYEHHA faHux fo PO3b - 16.02.2026 p.; gata
cepii: BAT "l'efeoH nogaHHa PO3b - 16.05.2026 p. NponoHoBaHa
PixTep", YropwuHa pepakuis: Yactota nogaHHa PO3B - 5 pokis; KiHuesa
[ara ons BkIYeHHA aaHux go PO3b - 23.09.2025 p.;
parta nopgaHHa PO3b - 22.12.2025 p. PekomeHaoBaHO
[0 3aTBEpAKEeHHS BiANOBIAHO A0 NEepPioANYHOCTI
nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
nikapcbkunx 3acobiB y €sponeiicbkoMy Cotosi
128. | KCA®PIHA niocpinizat gns TOB YkpaiHa Csicc MNapeHTepasnc IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/20092/01/01
PO34mMHY ANs iH'ekuin | “"dapmauesTu nra. TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 8 mr; 1 a6o 5 YHa KoMnaHis thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
oNakoHiB i3 TemMHoro | “"®APMBEPT" y3araJibHeHUX AaHuX Npo cuctemy hapmakoHarnsgy

ckna | knacy,
3aKynopeHuii
rYMOBOIO NMPO6GKOIO
nig, antoMiHieBUM
KOBMaykoM y
KapPTOHHIn Kopobui

(BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapmakoHarnsgy;

KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHuKa ans
3AilicHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHA Bifg YNOBHOBaXXEHOI 0COOM, BifNoBiganbHOI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3a 3AjiicHeHHs hapMakoHaragy (BkIyatum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(haiina cuctemu cpapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
hapmakoHarnsag. fitoya pegakuis: Yuctikos Oner
Masnoswuu. - MponoHoBaHa pegakuis: PA6es AMUTpo
OnekcaHgpoBuy.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobM,
BiANOBIAa/IbHOI 3a hapMakoHara4. - YTOUHEHHS
040 aApecy Micus 34iiCHEHHA OCHOBHOI Ais/TbHOCTI
3 (hapmMakoHarnsgy. YTo4HeHHs LWoao agpecu
MacTep-haiina cuctemn hapMakoHarisay.

129.

KCWUNA30N-
KIAC

cnpeii HasasTbHUIA,
pO34umH; no 10 MmNy
hnakoHi 3
posnunioBavem Ta
3aXUCHUM
KOBMaykom; no 1
ch1akoHy B
KapTOHHIlA KopooLi

TOB «YOPN[,
MEANLUNH»

YkpaiHa

YOPNA, MEAVLH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

BHECEHHS 3MiH 1O peecTpauiitHux maTepianis: 3miHu ||
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo 3miHa(n) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro

nocBig4YeHHs, BKoYaoun MnaH ynpaeniHHA pu3nkamm

(3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [O4aTKOBUM
JaHUMK, WO MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKifIbK/ BUMaraeTbCs CyTTEBA OLiHKa
KOMNETEHTHUM OpraHoMm). 3asaBHUKOM HaJaHo
OHOB/EHUIA MnaH ynpaBniHHS pu3nkamu Bepcis 2.0.
3MiHU BHECEHO [0 YaCTVH:
| «3aranbHa iHhopmaLlis»
Il «Cneundikanis 3 6e3nekm»
V «3axoam 3 MiHimi3aLii pu3mnkis»
VI «Pe3iome niaHy ynpasniHHSA pu3vkamus»
VIl «Qopatkun» (gnogatku 1-8)

y 3B’513Ky 3 OHOBJ/IEHHAM iHd)opMaLiii 3 6e3nekn filunx
PEYOBVH KCMIOMeTa30iH, feKCnaHTeHO
BIANOBIAHO [0 aKkTyabHOI pethepeHTHOT iHchopmaLi, a
TakoX Yy 3B'A3Ky i3 3MiHOIO hopmaTy BifnoBiAHO 40
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pe3stome MNnaHy ynpasniHHA py3vkamu
Bepcisa 2.0 gogaeTbes.

6e3
peuyenma

UA/18501/01/01

130.

KYPOCYP®®

cycneHsisa gns
eHaoTpaxeanbHOro
BBeAeHHs, 80 mr/mn;
nol5mMny
hnakoHi; no 1
ch1akoHy B
KapTOHHIli KopoobLi

K'esi
dapmac'toTike
n3 rméx

ABCTpIf

BMNYCK Cepil:
K'esi
dapmac'toTikens
M6X, ABCTpis;
BTOPUHHE
nakyBaHHs:
I.J1. dapma M'm6X,
ABCTpIS;
BMPOBHULITBO in

ABcTpisi/
ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNYy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HNYOT
AiNbHULI (BKAOYatoum AinbHuUi ana A®l, npomikHoro
npoaykTy abo roToBOro /likapCcbKoro 3acoby, AiNbHULI
NSl NpoBefieHHs NakyBaHHA, BUPOBOHNKa,
BiANOBIA&bHOrO 3a BMNYCK Cepiii, MicLie NpoBeAeHHS
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(SKLLI0 3a3HAYEHO Y A0CbE) BunyyeHHs BUPOGHUYOI

3a
peyenmom

He
nionsieae

UA/10170/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

bulk, nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:
K'esi dapmaueyTuui
C.n.A, Itania

OinbHWUI BignoBiganbHOT 3a BUpo6HMLUTBO in bulk,
nakyBaHHs Ta Bunyck cepii: K'esi ®apmaueytuui C.n.A.
(Bia Manepmo 26/A, 43122, Mapma, ITanis.
3annwaeTbCcs aslbTEPHATUBHUIA BUPOGHYIK, KOTPUIA
BMKOHYE TyX camy (OyHKLUItO, WO 11 BUTyYeHwnit: K'esi
dapmaueytuui C.n.A. (Bia CaH JleoHapgo 96, 43122,
Mapma, ITanis). 3MiHM BHECEHO B IHCTPYKL,ilO AN15
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ain «MicuesHaxoMkeHHs BUPO6HMKa Ta agpeca
MiCLii MPOBaKEHHS Or0 AiS/IbHOCTI» 3 BiANOBIAHUMY
3MiHaMW Y TeKCTi MapKyBaHHS YNakoBKW NiKapcbKoro
3aco6y. BBefeHHA 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEpPKEHHSA. 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKYaUM AiNbHULI
BMNYyCKY cepii abo MicLe NpoBefeHHS KOHTPO/IO
AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEP, He BK/OYaoUM BUMYCK Cepiid)
PepakuiiiHa 3miHa agpecn Bupo6Huka I.J1.dapma
"M6X, ABCTIips BifNOBIAaIbHOTO 3a BTOPUHHE
nakyBaHHS, a caMe 3a3Ha4yeHHs JiMLe YacTUHN
aapecu "Byn. NaHcTepepracce, 9-13, 1160 BigeHb"
3amicTb "Byn. MaHcTepepracce, 9-13/ Byn.
laHcTepepracce, 12/ Byn. ApHeTtracce, 3, 1160
BigeHb", y 3B'A3Ky 3 TUM, L0 ABi iHLWi YaCcTUHW agpecun
€ aMiHICTPaTUBHUMMN OAVNHULAMMN Ta HE BUKOHYIOTb
BMPOBHUUMX DYHKLiI. AKTYasIbHO AiNbHULED, Ae
BUKOHYETLCSH BUPOBGHULITBO, € Nniue "Byn.
aHcTepepracce, 9-13, 1160, BigeHb".

131.

KYPOCYP®®

cycneHsis ans
eHaoTpaxeanbHOro
BBeAeHHs, 80 mr/mn,
nol5wmny
thnakoHi; no 1
hakoHy B
KapTOHHIli KopoobLi

K'esi
dapmac'toTike
n3 rméx

ABcTpist

BMPOBHULITBO in
bulk, nakyBaHHs,
Bunyck cepii: K'esi

dapmaueyTudi

C.n.A,, ltanis;
Bunyck cepii: K'esi
dapmac'toTikens

'M6X, ABCTpIst;

BTOPUHHE
nakysaHHs: .J1.
$apma NvbX,
ABCTpIS;

BMPOBHULITBO in
bulk, nakyBaHHs,

KOHTPO/b Ta BUMYCK
cepii: K'esi
bapmaueyTuui
C.n.A., ltania

ITanis/
ABCTpist

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO [0
TEKCTY MapKyBaHHS MEPBUHHOI YNakoBKV NiKapCbKoro
3acoby B n. 3. kHOMEP CEPII IKAPCBKOIO
3ACOBY», n. 4. «AATA 3AKIHUEHHA TEPMIHY
MPUOATHOCTI», n. 6. «IHWE» Ta fo Tekcty
MapKyBaHHS BTOPUHHOT yNakoBku B M. 8. «JATA
3AKIHYEHHSA TEPMIHY NMPUOATHOCTI», n. 12.
«HOMEP PEECTPALINHOIO NOCBIAYEHHS», .
13. <cHOMEP CEPIi IKAPCbKOIO 3ACOBY», n. 17.
«|HLUE».

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/10170/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
132. | NAKTUHET®- | TabneTtku, BKpUTI BAT "lepeoH YropwuHa BAT "lepeoH YropuwHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/9036/01/01
PIXTEP NAiBKOBOO PixTep" PixTep" My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
060/10HKO0, NO hapmakoHarnagy. 3MiHa yacToTn Ta/abo TepMmiHiB
0,075 mr, no 28 NOAAaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
Tabnetok y 6nictepi; nNiKapcbKunx 3acobis - 3MiHa 4acToTK Ta TepPMiHYy
no 1 6nictepy y NoAaHHA peryssipHO OHOBJIIOBAHOTO 3BITY 3 6e3nekun
nakerti 3 (PO3B) nikapcbkoro 3acoby: [itova pefakuis: Yactota
namiHoBaHol nogaHHa PO3B - 3 poku; KiHueBa gata ons
IOMIHIEBOIT BK/ItOYeHHA gaHux go PO3b - 01.07.2025 p.; gata
chonbru; no 1 aéo 3 nogaHHa PO3B - 29.09.2025 p. MNponoHoBaHa
nakeTun pasom 3 pepakuis: Yactota nogaHHsa PO3b6 - 5 pokis; KiHueBa
KapTOHHUM [ara ans BrkioveHHA aaHunx go PO36 - 01.07.2026 p.;
dyTnspom gns nara nogaHHsa PO3b - 29.09.2026 p. PekomeHaoBaHo
36epiraHHs 6nictepa [0 3aTBepKeHHs BifgnoBigHO A0 NepiognyHOCTI
B KapTOHHIlA noJaHHsA perysisipHO OHOBJIHOBaHKMX 3BITIB 3 6e3neku
ynakoBLUi NiKapcbKknx 3acobiB y €Bponeiicbkomy Cotosi
133. | NAMIAEPM Kpem, 10 mr/r; no 15 €Bpo IHais IHaoKko Pemegic IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 nionsieae UA/1679/01/01
ry Ty6i; no 1 1y6i B Navickep Niviten UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
KapTOHHIli KopoobLi MpaiBiT CurcTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
Nimiteq pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
(BUTYYEHHS YNaKoBKWN NEBHOrO PO3Mipy) BUTyYEHHS
ynakoBku 1o 10 r y Ty6ax, 3 BHECEHHSIM BifMOBIgHMX
3MiH [0 p. «YNakoBKa». 3MiHN BHECEHO B iHCTPYKLitO
0151 MeANYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby y
po3gin "YnakoBka', a came BUTyHEHO yNaKoBKy
NeBHOro PO3Mipy Ta AIK HACNIAOK BUYYEHHSA TEKCTY
MapKyBaHHS! ynakoBKu NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEpPKEHHS.
3MiHu | TUNYy - 3MiHK WoAo 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO B TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
niKkapcbKoro 3acoby, a came: fofaHo iHhopMaLiiio
{00 Ha3BW 3asBHMKA, KOHKPETU30BaHO 10r0THN
KomnaHii 3asBHUKa Ta BUpo6HmKa, KOHKPEeTU30BaHO
"|HLWY TexXHi4YHy iHdopmaLito”. BBeaeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.
134. | NEBONET TabneTku, BKpUTI O-p Peppi'c IHAja O-p Peppi'c IHAjia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/9474/01/01
NAiBKOBOO Nab6opaTtopic Na6opatopic NTa, My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssieae
06010HKo0, No 250 nrtg, dTO -1l thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi

mr, no 10 Tabnetok
B 6nicTepi; no 1
6nictepy y
KapTOHHIli KopoobLi

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJOBAHOrO 3BiTY 3 6e3NeKN NiKapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO A0 iHCTPYKLii Ans
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MeAMYHOro 3acTOCYBaHHS ikapCbKoro 3acoby y
po3ainu: "Ocob6nnBOCTI 3aCTOCYBaHHA",
"MepeposysaHHn", "Mob6iyHi peakuii” BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHSA

135.

NEBONET

TabneTku, BKpUTI
NAiBKOBOO
0060/10HKOI0, N0 750
mr, no 5 a6o 10
Tabnetok y 6nictepi,
no 1 6nictepy y
KapTOHHI Kopo6Lyi

4-p Peppi'c
Nab6opaTtopic
nrtg

IHais

4-p Peppi'c
Nab6opatopic /T4,
dTO -1l

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu: "OcobnBOCTI 3aCTOCYBaHHA",
"MepeposysaHHa", "Mo6iyHi peakuii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/9474/01/03

136.

NEBONET

TabneTku, BKpUTI
NAiBKOBOO
060n10HkKot0, No 500
mr, no 10 Tabnetok
B 6nicTepi; no 1
6nictepy y
KapTOHHI Kopo6Lyi

[-p Peppi'c
Nab6opaTtopic
nrtg,

IHAja

[-p Peapic
Na6opatopic NTa,
dTO -1l

IHAjia

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJOBAHOrO 3BiTY 3 6Ge3NeKun NiKapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acTocyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO A0 iHCTPYKLii AN1s
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu: "OcobnnBOCTI 3aCTOCYBaHHA",
"MepeposyBaHHn", "Mo6iyHI peakuii” BiANOBIAHO A0
OHOBJ/IEHOT iHhopMaLii 3 6e3neku Ailo4ol peyoBUHN.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/9474/01/02

137.

NEBOMEKON
b

Masb; o 40 g (N y
Ty6i; no 1 Ty6i B
nauui 3 KapToHy

NPAT
“XIMOAPM3A
BOJ
"UEPBOHA
3IPKA"

YkpaiHa

MPAT
"XIMOAPM3ABO/
"YEPBOHA 3IPKA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHMKa (BlaCcHUKa peecTpaviiHoro
noceigyeHHs1) 3mMiHa HaliMeHyBaHHS 3asiBHVKa Ta
3MiHW y HanucaHHi agpecy 3asBHVKa (BnacHuKa
PeECTpaL,iiHOro NocBigYeHHs ). 3MiHu | Tuny -

6e3
peyenma

nionsiecae

UA/8436/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecu Micusi NPpoBaMKEHHS Aii/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acooby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, BKIOUAKOUY BUMYCK
cepiii) 3miHa HaliMeHyBaHHs1 BUPOGHMKa /13 Ta 3MiHK
y HanucaHHi agpecy BUpo6Huka M13. 3MiHN BHECEHO B
IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3aco6y y po3aiin «Bnpo6Huk» Ta
«Micue3HaxopKeHHs1 BUpOGHMKa Ta agpeca Micus
NPOBaKEHHS MOro AisNbHOCTI» 3 BiANOBIAHUMM
3MiHaMW Y TeKCTi MapKyBaHHS YNakoBKW NiKapCbKOro
3acoby. BBefieHHs 3MiH NpoTArom 6-T MicsliB nicns
3aTBEPKEHHS.
138. | NEKAAON TabneTku, BKpUTI CaHpos CnoBeHis [03BiN Ha BUMYCK CnoseHisa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Ges UA/18643/01/01
NOHr NAiBKOBOO dapmacbioTika cepiii: Jlek Ipeuis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
o060n0Hkoto, 200 n3 a.o. dapmaveBTUYHA KOHTposib roToBOro fikapcbKoro 3acoby. 3miHa y
mr/500 mr no 6 a6o KomnaHia g.4., MeToAax BUNPOGYyBaHHSA roTOBOrO J1iKapcbKoro 3acoby
no 8, a6o no 10 CnoseHis; (He3HauyHa 3MiHa y 3aTBepKEHNX MeToAax
TabneTtok y 6nictepi; BMPOBHMLTBO 3a BMNPOOYBaHHSA) HE3HAYHI 3MiHV B METOAI KOHTPO/IHO
no 6 TabneTtok y NOBHUM LK/IOM: N3 3a nokasHNKoM «P0O34MHEHHS» (4115 ibynpodieHy
6nictepi, no 1 PoHTiC Xennac Ta napauetamorny) (Metog BEPX), a came 3amicTb
6nictepy y Megikan eHg, npunagy i3 nonattio (Tun Il) i WBMAKICTIO 06epTaHHA
KapTOHHI KopobL; dapmacbloTikan 50 06/xB Byae BUKOPUCTOBYBATUCS NpuUnag, i3
no 8 Tabnetok y Mpopaktc C.A., Kowmkom (Tun ) 3i wemnakicTio o6eptaHHa 100 06/xB,
6nictepi, no 2 Ipeuis TakoX BMAASIEHO iHTepBas Bigbopy 3paskis 5, 10, 30
6nictepu y Ta 45 XBWIWH, 3aI1LLIEHO OJHOTOYKOBUIA iHTEpBaU
KapTOHHIA KopobL; Bia6opy 3paskis (15 XBUNMH). 3aTBEPIKEHO:
no 10 TabneTok y Po3unHeHHs1 YMOBU po3umHeHHsA: O6nagHaHHs: Tvn |l
6nicTepi, no 1 abo 2 (nonacTi); EMHOCTI: EMHICTb 3 NIKOM Ha [Hi;
6nictepu y LWBnakictb: 50 06./xB.; IHTepBan Big6opy 3paskis: Mo
KapTOHHIl KopoobLi ofHili Touui: 15 xBunuH; Mpodink: 5, 10, 15, 30 Ta 45
XBW/VH; 3anponoHoBaHo: PO34YMHEHHA YMOBK
po3unHeHHs: O6nagHaHHA: TMN | (Npunag 3 KOLUKOM);
LBnakictb: 100 06./xB.; IHTepBan BigbOpy 3paskis: Mo
OfHili Touuj: 15 XBUIMH. 3MiHW | TUMy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikaui
Ta/abo [OMYyCTVMUX MEX rOTOBOrO flikapCbKoro 3acoby
(iHWi 3MiHK) - 3MiHWM MeX cneumdikauii M3 (npu
BWMNYCKy Ta TEPMiH 36epiraHHs) 3a NOKa3H1KOM
«Po34nHeHHs. |6ynpodieH»
139. | MABTEPA® PO34MH ANA iH'EKLIR, TOB "Pouu YkpaiHa Bupo6HuuTBO LBeliuapis BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/14231/01/01
1400 mr/11,7 mn; no YkpaiHa" Hepo3cacoBaHoi UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenmom

11,7 mn y chnakoHi;
no 1 chnakony y
KapTOHHIV Kopobui

npoAayKLii, NepByHHe
Ta BTOPUHHE
nakyBaHHs,

KOHTPO/1b AONOMDKHUX PeYOBUH (iHLWi 3MiHW) 3MiHW B
MeTofi TecTyBaHHs 3anuLLkoBoi AHK 4onomMixHOT
peyoBMHM pekombiHaHTHa riaslypoHifasa /loanHn
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BMNPOOYBaHHSA (rHUPH20) y 38’A3Ky 3 ONTVMIi3aL,i€l0 METOANKN
KOHTPOJIH0 AKOCTI, BMNPO6YyBaHb. BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB
BUMYCK Cepii: nicns 3arBepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
®. XothbdpmaHH-/15 [oTOBMIA Nikapcbkunii 3aci6. KOHTPOb AOMOMDKHUX
Pow Jlta, peyoBUH. 3aMiHa mKepena ogepXaHHs AONOMDKHOT
LBeliuapis; peyoBuHM abo peakTuBy, L0 CTAHOBUTL PU3NK
Bunpo6yBaHHs nepepadi 36yaHukis 'E (maTepiany, WO CTaHOBUTb
KOHTPO/IH0 AKOCTI: pu3nK nepepadvi 36ygHukie M'E, Ha maTepian
®. XothbdpmaHH-/15 POCNNHHOIO ab0 CUHTETUYHOIO NOXOMKEHHS) - [nA
Pow g, [OMOMDKHMX PeYOBUH abo peakTuBiB, SKi
Lseliuapis BMKOPWCTOBYIOTLCS Y BUPOOHULTBI aKTVBHOT PEYOBUHN
6i0/10r4HOr0/iIMyHONOrYHOrO MOXOAKEHHS, a60
nikapcbKoro 3acoby 6i0n0riYHoro/iMyHOI0rN4YHOro
NoxXomKeHHs - BBefeHHa ainbHULi Gatalent Indiana,
LLC,1300 South Drive Patterson Drive,
Bloomington,IN 47403,USA sik anbTepHaTUBHOIO
Micus 3 BUPOOGHULTBA, TECTYBaHHS NpW BUNYCKY Ta
TecTyBaHHA CTabifIbHOCTi 4ONOMIXHOT PevyoBUHN
pekombiHaHTHa riastypoHigasa noguHn (rHuPH20)
3aTBepmkeHa dinbHuua: Avid Bioservices Inc. 14191
Myford Road, Tustin, CA 92780, USA. BBegeHHs 3MiH
NpoTSArom 6-Tv MicsLiB MicAsi 3aTBEPAKEHHS.
140. | MATHIHO PO3YMH ANS iH'EKLiA, NAT YkpaiHa MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/8109/01/01
CYNb®AT 250 mr/mn, no 5 mn "Tannudapm” TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
abo no 10 mn B KOHTpO/1b AONOMIDKHMX peYOBMH. 3MiHa NapaMeTpis
amnyni; no 5 amnyn cneuudikayii Ta/abo AoNycTUMUX MEX A5
Y KOHTYpHIli [OMNOMDKHOT peyoBuHY (iHLWi 3MiHK). CynyTHSA 3MiHa -
YapyHKOBIl 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposb
ynakosLi; no 2 [O0NOMDKHUX peyoBUH. 3MiHa Y MeToAax
KOHTYPHI YapyHKOBI BMNPOGYBaHHSA AOMOMDKHOI PEYOBUHM (iHLWi 3MiHW Y
yMakoBKM B Mauui; no MeToAax BUNpoGyBaHHSA (BK0Yatoum 3amiHy abo
5 mn abo no 10 mn B nofaBaHHs)) - MpuBefeHHA cneyndikaLii Ta MeToais
amnyni; no 10 amnyn KOHTPO/O AOMOMIKHOI peyoBuHn Boga ans iH'ekuin oo
y Kopob6uj; no 5 mn B BMMOr MOHorpadii EP, a came: aganToBaHO NokasHUK
amnyni; no 5 amnyn «Onunc»; BUMyYEHO NOKasHWK «HiTpaTu»; gogaHo
Y KOHTYPHUX NOCWNAHHA Ha e OAMH MeTOo[, KOHTPOSIO 3a
YapyHKOBUX nokasHMKoM «bakTepiasibHi eHA0TOKCUHN» (EP
ynakoBKax, 2.6.32); 3a nokasHukom «Mutoma
3anasHux nanepom €/1eKTPONpPOBIAHICTb>» Ta NOKA3HNKOM
«MiKpO6IONOrYHNI MOHITOPWHI», 3MIHEHO NOCUIaHHS
Ha MeToaun KOHTponto (MoHorpadist EP «Water for
injections in bulk (0169)»)
141. | MAKPOLIE® NMopoLoK AN TOB YkpaiHa TOB "ICT®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19795/01/01
pO34nHy Ans "ICTOAPM" (nakyBaHHS i3 TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
iH ekuii no 1000 dopmu in bulk KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
mr/1000 mr, no 1 HCIC Xeb6ei MeToAax BUNPOGYyBaHHSA rOTOBOrO JliKapcbKoro 3acoby
a60 no 5 dnakoHis 3 XyamiH (He3HauyHa 3MiHa y 3aTBepKEHNX MeToAax

MOPOLLKOM Y

dapmacboTikan

BMNPOGYBaHHS) - 3MiHM B MeToAax BunpobysaHHs /13
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHIli KopoobLi Komnani NimiTes, 3a nokasHukamu «CynpoBigHi JOMILLKU», «KifbkicHe
Kutait) BU3HayeHHs» (Ph.Eur.2.2.29), a came yTOYHEHHS
Mapku Ta po3Mipis xpoMatorpadivyHoi KONOHKK,
[OMOBHEHO LUBUAKICTb MOTOKY PyXOMOi ¢hasu, fka
6yna NoMUAKOBO MponyLieHa. - 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoOro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) - BHECEHHSA
3MiHW 40 MEeTOZAiB KOHTPOsO «[1po30picTb i
KOMbOPOBICTb Po3unHy» (Ph.Eur.2.2.1, 2.2.2.), onuc
MeTo/y [LONOBHEHO MiAroTOBKO 3paska Ta
npoLeayporo TecTyBaHHA. 3MiHu | Tuny - 3MiHn 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6. KOHTPob roToBOro
nikapcbKoro 3acoby. 3MiHa y meToax BUNpo6yBaHHSA
rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX MeToAaX BUNPO6YBaHHS) - BHECEHHS
3MiHV B MeToZ KOHTposto /13 3a nokasHukom «Bopga»
(Ph.Eur.2.5.12),a came 3amicTb NOCW/IAHHA HA MeTOA,
BMKN3AEHO ONMC NpoLeaypy TeCTyBaHHS.
142. | MAKCITPAH® | Tabnetku, BKpUTI TOB HB® YkpaiHa BiAnoBiganbHNI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/18255/01/01
MN/1iBKOBOIO "MIKPOXIM" BMPOGHMLTBO Ta TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOi | peyenmom | midsiseae
060/10HKO10, N0 500 KOHTPONb/BUNPOGYB OinbHUUI (BKIOYaoUM AinbHUL Ans AP, NpoMibXHOTo
mr, no 10 TabneTok aHHsa cepii, He NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AislbHULL
y 6nictepi; no 3 BK/THOHAI0UMN BUMYCK NS NpoBefieHHA NaKyBaHHsA, BUPOOHNKa,
6nictepy y nauui 3 cepit: BiANOBiAa/IbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KapToHy; no 30 TOB HB® KOHTPO/IO cepii) abo noctayanbHyKa BUXIgHOTO
Tabnetok y 6aHui; "MIKPOXIM", marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
no 1 6aHui y nayui 3 YkpaiHa,; (AKLWL0 3a3HaYeHO0 Y A0Cbe) BrunyyeHHs chyHKUT
KapToHYy BiAnoBiganbHNI 3a "Bunyck cepii" gns supobHnka TOB HB® "MIKPOXIM".
BMNYCK cepil, He [aHHuii BUpo6VK 3aMIIaeTbCs BignoBiganbHUM 3a:
BK/ItOHA0UN BYPOGHMLTBO Ta KOHTPO/1b/BUNPOBYBaHHSA cepii, He
KOHTPONb/BUNPOGYB BKJ/THOYAKOUM BUMYCK cepii. 3annwaerbcs
aHHs cepii: anbTepHaTBHWI BUpo6HUK TOB HB® "MIKPOXIM" 3a
TOB HB® aapecoto YkpaiHa, 01013, m.Kuis, Byn. byaiHaycTpil,
"MIKPOXIM", 6ya. 5. Y 3B'A3Ky 3 BUlyYEHHAM OAHIET 3 BUPOOHNUMX
YkpaiHa OiNbHWUB, BigNOBigaIbHOT 3a BUMNYCK Cepil, BUTy4YeHO
IHCTPYKLUO 4151 MeANYHOTO 3aCTOCYBaHHSA Ta TEKCT
MapKyBaHHS! yNakoBKW NikapcbKoro 3acoby ans ujiei
BUPOBHMYOT AiNbHALL.
143. | MEAPON Tabnetkv no 16 wr; Mdpaiizep IHk. CWA Mdcpaiizep ITanisa ITanisa BHECEHHS 3MiH 10 peecTpavyjiiiHux maTtepianis: 3miHu I 3a He UA/2047/02/02
no 10 TabneTtok y C.p.n. TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae

6nicTepi, no 5
6nictepiB y
KapTOHHIli KopoobLi

thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeANYHOro 3acToCyBaHHS Y 3B'A3KY i3 HOBUMMN
LAaHUMW 3 SKOCTI, OKNIHIYHUMU, KNIHIYHUMK JaHUMK Ta
JaHuMu 3 dhapmakoHarnsgy - 3MiHu BHeCeHo 0
IHCTPYKLUIii AN MeAMYHOr0 3aCTOCYBaHHS /likapcbKoro
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3acoby fo po3giny "MNo6iyHi peakuii”. BBefeHHS 3MiH
npoTsArom 9-Tv MicsLiB NicAs 3aTBEPAXKEHHS.
144. | MEAPON Tabnetkv no 32 wr; Mdpainzep IHK. CWA Mdpaiizep ITania ITanis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu || 3a He UA/2047/02/03
no 10 Tabnetok y C.p.n. TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
6nictepi; no 2 thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi
6nictepn y NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHIli Kopoobui [ONS MeAMYHOro 3acTOCyBaHHS Y 3B’I3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHnmu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby fo po3ainy "MobidHi peakuii”. BBeAeHHS 3MiH
npoTArom 9-Tn MiCcALIB MiCNa 3aTBEPMAKEHHS.
145. | MEAPON Tabnetkv no 4 wmr; Mdpaiizep IHK. CWA Mdpaiizep ITanisa ITanis BHECEHHS 3MiH 10 peecTpaviitHux maTepianis: 3miHu || 3a He UA/2047/02/01
no 30 TabneTok y C.p.n. TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
thnakoHi; no 1 thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
(hNakoHy B NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIli KopooLi 0151 MeANYHOIO 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMMU
OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta
AaHumu 3 papmakoHarnsgy - 3miHu BHeCeHo o
IHCTPYKUIT ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby Ao po3giny "MobiyHi peakuii”. BBegeHHS 3MiH
npoTArom 9-Tu MicsAUIB NicNsa 3aTBEPAYKEHHS.
146. | MENINPAMIH | TabneTtku, BKpUTI 3AT YropLumHa BMPOGHMLITBO, YropLumHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/0320/02/01
® NAiBKOBOIO dapmaneBTuy KOHTPO/b SIKOCbTi Ta MRy - 3MiHK 3 AKOCTi. FOTOBWIA NliKAPCbKUIA 3aci6. peyenmom
060n0Hkot0, No 25 HWlA 3aBof, BMNYCK cepil: 3MiHM Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS
Mr no 50 TabneTok y ETIC 3AT [04aTKOBOT AiNIbHUL BUPOBHULITBA /18 YaCTUHU abo
CK/IAHOMY (D/1aKOHi; dapmaveBTUYHUI BCbOr0 BMPOOGHNYOrO NPOLLECy roTOBOrO /iKapCbKOro
no 1 cpnakoHy B 3aBog ElIC, 3aco6y (AinbHMULA AN NePBUHHOTO NaKyBaHHS) -
KapTOHHIA KOpo6Li YropLumHa; 3amiHa AifbHULI 4718 NEPBUHHOIO NakyBaHHsA, a came
nepBuHHe Ta NepBUHHE NakKyBaHHS NPOBOANTLCA Ha AiNbHNL SAT
BTOPUHHE dapmaneBTuyHKiA 3aBog ElNC, 9900, M. KepmeHg,
nakyBaHHs, BUMYCK ByN. Matsw kipaii, 65, YropwuHa, 3 MeToio
cepit: npuBeAeHHs OYHKLiN Y BIANOBIAHICTb A0 AOKYMeHTaL,i
3AT BMPOGHMKA. 3MiHK | TUNY - 3MiHKU 3 SKOCTi. FoTOBUIA
dapmaveBTUYHUIA nikapcbkunii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa abo
3aBog ElIC, BBEJEHHS 404ATKOBOI AiNbHMLi BUPOOHMLUTBA AN1st
YropLuHa 4acTVHM abo BCbOro BUPOBHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AinbHWUUA 4151 BTOPUHHOTO
nakyBaHHs) - 3amiHa AiflbHWLi 47151 BTOPUHHOTO
nakyBaHHs, a camMme BTOPYHHE NakyBaHHA NPOBOANTLCS
Ha AinbHuLi 3AT dapmaveBTUyHW 3aBos EFIC,
9900, M. KepmeHg, By. Matsw kipaii, 65, YropwmHa,
3 METOH NpUBEAEHHS (PYHKLA Y BiANOBIAHICTL A0
AOKyMeHTauii BUpO6HMKa.
147. | ME®EHAMIH | Ta6netku no 500 mr, AT YkpaiHa AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 He UA/20104/01/01
OBA no 10 TabneTtok y "Nly6Huhapm" TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma: nionsieae
KUCNOTA 6nicTepi, no 1, 2 abo CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo Ne 10, Ne
10 6nicTepiB B nauuj yMOBax 36epiraHHsi roTOBOro flikapCbKoro 3acoby 20; 3a
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3 KapTOHY (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO peyenmom:
nikapcbKoro 3aco6y) - 151 ToproBoi ynakoBKu Ne 100
(nigTBEPAXYETLCA AaHUMK PeasibHOro Yacy) Ha OCHOBI
LOCMiHKEHHs cTabiflbHOCTI 3anponoHOBaHO
36i/bLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO
nNikapcbKoro 3acoby.
3arBepaKeHo:
TepMiH NpMAAaTHOCTI: 2 POKU
3anponoHoBaHo:
TepmiH npugaTHoOCTI: 3 pokiB
3MiHM BHeceHO B po3zin "TepMiH npugaTHoCTI" B
IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3aco0by.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHSA
148. | MIKAPOMCH Tabnetkn, 80 BepiHrep HimeuumnH Brpo6HMUTBO, HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu || 3a UA/0465/01/02
noce Mmr/12,5 mr; no 7 IHrenbxaim a nepBrHHe Ta Ipeuis My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Tabnetok y 6nictepi; IHTepHeLLHN BTOPVHHE thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
no 4 6nictepu y M6X nakyBaHHs1, 3000B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
KapTOHHIlA KopooLi KOHTPO/b SIKOCTi Ta NoCBiAYEHHS, BKIoYatouy MnaH ynpasiHHA pusmMkamu
BUMYCK Cepii: (3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
BepiHrep noAasibLIOro 06I'PYHTYBaHHSA HOBUMM [O4ATKOBUM
IHrenbxaiiv ®apma JaHUMK, WO MatoTb HaAaBaTUCA KOMMETEHTHUM
'm6X i Ko. KI, OpraHoMm, OCKifIbK/ BUMaraeTbCs CyTTEBA OLjiHKa
HimeuunHa; KOMMNEeTEeHTHUM OpraHoM)- 3asiBHVKOM OHOB/IEHO NnaH
Bupo6bHuuTBO, yrnpaBniHHA pU3ukamm nikapcbKoro 3acoby
nepBUHHE Ta MIKAPOVNCNIKOC®, Tabnetkn, 80 mr/12,5 mr; no 7
BTOPWHHE TabneTok y 6nictepi; no 4 6nicTepn y KApTOHHI
nakyBaHHs, KopobLi. - 3MiHN BHeceHi o YacTuH: |l «Cneyudikauis
KOHTPO/b AKOCTi Ta 3 6e3nekn», V «3axoam 3 MiHimizauji pusunkis», VI
BUMYCK cepii: «Pestome nnaHy ynpasniHHA pusvkamn» Ta AOAATKIB Y
BepiHrep 3B'A3KY 3 nepernsgomM npobaem 6e3neky BignoBigHO
IHrenbxanm Xennac 00 pekomeHgauiin CtaHgapTusosaHoro chopmary MNyP
CuHrn Membep (Rev.2 accompanying GVP, Module V Rev.2, Human
C.A., I'peuis Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU — in integrated
format). - Pestome MYP Bepcis 9.1. goaaeTbes.
149. | MOKCU®DJIOK | po3uuH ansi iHgysi, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/20291/01/01
CALWH- 400 mr/250 mn; no "PapmaueBTn "®apmaueBTnyHa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
AAPHMUA 250 M1y hN1akoHi; YyHa thipma hipma "dapHnus” thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
no 1 chnakoHy B "OapHuus" nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT

nauuj

ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
a60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3aco6y B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTar OLUiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHVMM YNOBHOBAXKEHNM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii AN
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ginu: "Oco6mBOoCTi 3acTocyBaHHS", "IMoGIYHI
peakuii" BiANOBIAHO 4O OHOBMEHOT iHGhopMmaL;i 3
6e3nekun Ajlo4voi pevyoBrHN. BBeLeHHS 3MiH NPOTSArom
6-Tv MicALIB MiCNs 3aTBEPLKEHHS
150. | MYKO3A PO34YMH ANS iH'eKLi Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/2946/01/01
KOMMNO3WUTY | no 2,2 mn B amnyni; XainbMmitTTens a XalinbMmiTrens TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
M no 5 amnyny Xeenb M'm6X Xeenb Mv6X cepTudikaT BignoBigHOCTI EBpoNeNichKii
KOHTYPHIi thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3

YapyHKOBIl
ynakosui; no 1 a6o
no 2, a6o no 20
KOHTYPHUX
YapyHKOBUX
yMakoBOK y KOpO6Lyi
3 KapTOHY

HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MOHorpadii oY a6o €Bponelicbkoi thapmakonei, abo
iHLIOT HauioHasTbHOI thapmakonei aepxasu E€C (3miHa

y cneundikauisix, nos'a3aHa 3i 3aMiHOK BUMOT
MoHorpadii APY abo iHLWOi HavioHanbHOT hapmakonei

nepxasun €C Ha BUMOry MoHorpadii €EBponeicbkoi
thapmakonei) - 3MiHn y cneundikavii 4na Mandragora

e radice siccata mother tincture BignosigHo 3

nepexoAom 3 BnacHoi MoHorpadii komnanii HAB Ha
Ph. Eur. gns npuBefeHHsA Ao MoHorpadii Ph. Eur.
«Mandragora for homoeopathic preparations».
3aTtBeppxeHo: Mandragora e radice siccata mother
tincture Specification according to HAB monograph
«Mandragora e radice siccata» 3anponoHoBaHo:
Mandragora e radice siccata mother tincture

Specification according to Ph. Eur. Monograph

«Mandragora for homoeopathic preparations» 3minu |
Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. 3mMiHu, nos'A3aHi 3

HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
iHLIOT HauioHas1bHOI thapmakonei aepxasu €C (3miHa

y cneuudikauisix, NoB'A3aHa 3i 3aMiHO0 BUMOT
MoHorpadii AdY abo iHLWOoi HauioHanbHOT hapmakonel

aepxasun €C Ha BUMOry MoHorpadii €sponeicbkoi
thapmakoner)

3MiHM y cneumdikayii gns Mandragora e radice

siccata raw material BignoBigHO 3 nepexoAom 3

B/1acHoi MoHorpadii komnanii HAB Ha Ph. Eur. ans
npvBefeHHA Ao MoHorpadii Ph. Eur. «Mandragora for
homoeopathic preparations». -3aTBepgxeHo:
Mandragora e radice siccata raw material Specification
according to HAB monograph «Mandragora e radice
siccata» - 3anponoOHOBaHO:

Mandragora e radice siccata raw material Specification
according to Ph. Eur. Monograph «Mandragora for
homoeopathic preparations»
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
151. | M'ATKN HacToiika; no 25 mn AT YkpaiHa AT "ly6Hndhapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 nionsizae UA/19798/01/01
NEPLEBOI y thnakoHax "Nly6Huhapm" TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
HACTOWKA CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHoOCTi abo
ymoBax 36epiraHHsi rOTOBOrO JliKapcbkoro 3acoby
(36iNbLUEHHA TEepMiHY NPUAATHOCTI TOTOBOrO
NiKapcbKoro 3acoby) - [11s Toproeoi ynakoBKu
(nigTBEPOKYETLCA AaHMMW peasibHOro Yacy) - Ha
OCHOBI fOCNifKEHHS CTabiNbHOCTI 3anponoHOBaHO
36ibLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby. 3aTBepaKeHo: TepMiH
NPUAATHOCTI: 2 pOoKU 3anponoHoBaHo: TepMiH
npuaaTHocTi: 3 pokiB 3MiHV BHECEHO B po3g4in "TepMiH
npuaaTHOCTI" B IHCTPYKL,O 4719 MEANYHOrO
3acTocyBaHHSA Nikapcbkoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu)
3MiHu BHeceHo y . 6. IHLE TekcTy MapkyBaHHS
NepBMHHOT YNaKoBKM NTiKapCbKOro 3acoby oo
3a3HayYeHHs1 HOMepa PeecTpauiiiHoro NocBigYeHHS.
152. | HAIBY®IH PO3UMH ANS iH'EKUi, TOB "lOpis- YkpaiHa TOB "lOpia-®Papm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/14429/01/01
10 mr/mn mo 1 mn dapm” marepianis:BunpaBneHHs TEXHIYHOT MOMUIIKK, 3riAHO peyenmom
a6o no 2 mn B n.2.4. n.n. 4 posginy VI Hakasy MO3 YkpaiHu Big
amnyni; no 5 amnyn 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3 Ykpainu
B KOHTYPHIit BiA 23.07.2015 p Ne 460) y 3atBepmxeHux MKA /13, a
YapyHKOBIl came B MeTofax KoHTponio /13 3a nokasHukamu
ynakosLi; no 1 a6o 2 «KinbkicHe Bu3HaueHHs» (Ph.Eur.2.2.25) Ta
KOHTYPHI YapyHKOBI «CynpoBigHi gomiwwkm» (Ph.Eur.2.2.29) nomnikoBo
ynakoBKU B nadi; no BUAAIEHO CTaHAAPTHUIA 3pa3ok HanbydiHy
1mnabono2wmny rigpoxnopugy ®C3 Y. Mpu ubomy B
nonepeaHbLO p.3.2.P.5.2.AHaniTnyHi MeToankn HanbydiHy
HarnoBHeHOMY rigpoxnopug ®C3 AdY BkIOUEHWI [0 Nepeniky
LUNPpWLi 3 TONIKOK B CcTaHAapTIiB 4715 KOHTPO/IO CYMPOBIAHNX AOMILLOK Ta
Ty6yci, no 1 a6o 10 KiIbKICHOTO BM3HAY€eHHS. 3a3HayeHe BUNpaB/IEHHS
TybyciB B KOpo6L;i 3 BiANOBiAae maTepianam peecTpauiiiHoro focke, siki
KapToHYy npeacTtasnexi B apxisi (po3ain 3.2.P.5.2. AHanituuHi
MEeTOoAMKN)
153. | HA/IBY®IH- PO34MH ANA iH'EKUi, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/18816/01/01
MIKPOXIM 10 mr/mn, no 1 mn B "MIKPOXIM" "MIKPOXIM" TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
amnynax, no 5 (nabopartopis Ta/abo agpecy MicUs NPOBaKEHHS AiSNbHOCTI
amnyn y kaceTi, no 2 hi3nKO-XiMiYHOrO BMPOGHMKa (BKIKOYAKOUM, 38 HEOBXIAHOCTI, Micue
KaceTu y nauui 3 aHanisy Ta NpOBeAEHHS KOHTPO/IO SKOCTi), ab0 BNacHUKa mactep-
KapTOHy; No 2 M/ B KOHTPO/I0 thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
amnynax, no 5 BMPOOHULTBA; mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, O
amnyn y KaceTi y BMpPOGHUYA 3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SKLLO 3a3HAaYeHO
naJui 3 KapToHy OinbHLSA; y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI

na6oparopis
6ionoriyHoro

cepTudpikaTa BignoBiaHOCTI EBpoNeiiChKilt
hapmakonei y 3aTBep/pKEHOMY AOChE, a60 BUPOOHMKA
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
aHanisy; topuanyHa HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3Ha4YEHO Y
afpeca BUPOOHWKa; [0Cbe) 3MiHa HaliMeHyBaHHA BUPO6HUKa API
BiANOBIAaIbHUIA 38 Hanbydiny rigpoxnopugy i3 SANOFI CHIMIE, France
BMNYCK cepil, He Ha SANOFI WINTHROP INDUSTRIE, France, 6e3
BK/IOHA0UN 3MiHM MicLA BUPOGHMLTBA.
KOHTPONb/BMNPOGYB
aHHsa cepil)
154. | HATYBIOTWH | TabneTtku no 5 mr; AnbneH HimeuuunH [Op. M'yctaB KnsiiH HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/15961/01/01
no 30 TabneTok y dapma M'v6X a v6X & Ko. KI TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
6nicTepi; no 1 abo hapmakoHarnsgy (iHwi 3mMiHn) OHOBIEHHSA TEKCTY
no 2 6nictepn y MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
KapTOHHI kopo6Lyi nNikapcbKoro 3acoby.
155. | HATYBIOTUH | Tabnetku no 10 mr AnbneH HimeuuunH [Op. l'yctaB KnsiiH HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/15961/01/02
no 30 TabneTok y $apma Mv6X a m6X & Ko. KI TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
6nicTepi; no 1 abo thapmakoHarnagy (iHwi 3MiHu). OHOB/IEHHS TEKCTY
no 2 6nictepu y MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
KapTOHHII KopobLyi NiKapcbKoro 3acooby.
156. | HAT®NY Kancysv TBepai no HaTko ®apma IHais HaTko ®apma IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/18753/01/02
45 wmr, no 10 kancyn Nimiteq Nimiten TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y 6nicTepi, no 1 thapmakoHarnagy (iHwi 3MiHKn) - OHOBNEHHSA TEKCTY
6nictepy B MapKyBaHHS1 YNakoBKM MikapCbKoro 3acoby, a came:
KapTOHHI Kopo6Lyi netanizoBaHo popmy HaHeCeHHs iHpopmalii Wwoao
TepMiHy NpuAaTHOCTI, HOMepy peecTpaLiiHoro
NOCBiAYEeHHs, HOMepy cepii, AaTh BUTOTOB/IEHHS,
HOMepYy NiueH3ii, iHLWOT TexHIYHOT iHdopMauii.
BunyyeHHs iHdhopMaLii LWoAo koMnaHii sika 34ilicHIoe
MapKeTUHT. BBeAeHHS 3MiH NpOTSArom 6-Tu MicsiLiB
nicns 3aTBepkKeHHs
157. | HAT®NY Kancynwv Teepgi no Hatko ®apma IHAiA Hatko ®apma IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/18753/01/03
75 wmr, no 10 kancyn Nimiteq Nimiteq TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
y 6nictepi, no 1 thapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
6nicTepy B MapKyBaHHS yNakoBKM NiKapcbKoro 3acoby, a came:
KapTOHHI Kopo6Lyi AeTanizoBaHO hOpMy HaHeceHHs iHchopmau,i Wwoao
TEepMiHy NpUAATHOCTI, HOMEpPY peecTpaviiiHoro
noceifyeHHs, HoMepy cepii, AaTv BUTOTOB/IEHHS,
HOMepY NiLeHsil, iHLWOT TEXHIYHOT iIHdhopmaLyii.
BunyueHHs iHchopmalii LWoao KomnaHii sika 34iiicHIoe
MapKeTuHr. BBefeHHs 3MiH npoTsarom 6-Tv micsuis
nicnsa 3aTBepKeHHs
158. | HAT®NY Kancynu TBepai no HaTko ®apma IHais HaTko ®apma IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/18753/01/01
30 wr, no 10 kancyn Nimiteq Niviten TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom

y 6nicTepi, no 1
6nictepy B
KapTOHHI Kopo6Lyi

thapmakoHarnagy (iHwi 3MiHn) - OHOBMEHHS TEKCTY
MapKyBaHHS1 YNakoBK/ Nikapcbkoro 3acoby, a came:
netanizoBaHo hopmy HaHeCeHHs iHchopmaii woao
TEepMiHy NMpUAATHOCTI, HOMEpPY peecTpaviiiHoro
nocBiAYEeHHs, HOMepY cepii, AaTh BUTOTOB/IEHHS,
HOMepYy NiLeHsil, iHLWOi TEXHIYHOT iHchopmaLyii.
Buny4yeHHs iHhopMaLlii LWoA0 KOMNaHil sika 34iCHI0E
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MapKeTuHr. BBegeHHs 3MiH MpoTsArom 6-Tv micsLiB
nicns 3aTBepKeHHs
159. | HEMOTAH TabneTkun, BKpUTI Megpokemi Kinp Megokewmi Nimiteq, Kinp BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/1286/01/01
NNiBKOBOIO nTa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, Mo 30 thapmakoHarnagy. BeegeHHs abo 3miHn fo
mr; no 10 TabneTok y3araslbHeHVX gaHux Npo cuctemy apmakoHarnsgy
y 6nicTepi; no 3 abo (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
10 6nicTepiB y thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapTOHHI Kopo6Lyi BiANOBIAabHOI 3a 34iliCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsay); 3MiHa KOHTaKTHOT
0ocobu 3asBHMKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
[itoua pepakuisn: Menex liogmmnna OnekcaHapiBHa.
lMponoHoBaHa pepakuisi: MapaueHko Hartanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX SAaHWUX KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.
160. | HEO-AHIH® | nbogsaHukK, no 12 [vsadapma HimeuuunH Bignosigae 3a HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/10762/01/01
BULLHA NbOAAHWUKIB Y 6X a BUMYCK Cepii: UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. peyenma
6nicTepi; no 2 [vBadhapma Mv6X, KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa
6nictepu B HimeuuunHa; napameTpiB cneyugikauii Ta/abo AoNyCTUMUX MEX
KapPTOHHIn KOpooL,i BUPOBHMLTBO roTOBOrO MiKapCbKOro 3acoby (4,0MNOBHEHHS
Hepo3dacoBaHoT cneumaikavii HOBUM NOKA3HUKOM 3 BifNOBIAHNM
npoAyKLUii: MeTOoA0M BUNPOOYBaHHS) - fofaBaHHS [0
Knoctepcppay cneundikauii M3 ans nokasHuka «KinbkicHe
Bepnin T'm6X, BU3HAYEHHS» TEOPETUYHOIO PO3paxyHKy ANns
Himeyunna NEBOMEHTO/Ty Ta /IEBOMEHTOJY, L0 MICTUTLCS B ONil
M’AITW NEPLOBOI, Ta, K HACNIAOK, 3MiHU B METOANKY
BUNPOOYBaHHA. Takox B METOAUKY BUNPOOYBaHHSA 3a
nokasHMKoM «KinbkicHe BU3HaYEeHHS» BHECEHO
po3paxyHKoBy hOpMysly BMICTY IEBOMEHTONY B
MF/NbOASAHMK Ta YTOYHEHO MPUTOTYBaHHA BUXiAHOTO
PO34MHY, TAKOX BHOCATLCA AeAKV pefaKLiiiHi npaBku
Ta YTOYHEHHS BiAMNOBIAHO A0 MaTepianiB BUPO6HMKa
(po3ginu 3.2.P.5.1. Cneuundpikanis ta 3.2.P.5.2.
AHaNITUYHI MeToAMKN).
161. | HEOrAbIH kancysm no 150 mr TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/13702/01/01
150 no 10 kancyny YKPAIHA" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
6nicTepi; no 1, 3 abo KOHTpOsIb AONOMDKHUX PEYOBUH (iHLUi 3MiHN) -
no 6 6nicTtepis B OHoBneHHs po3sginy 3.2.P.4 [JonomiHi peyoB/HU
KaPTOHHIN nayuj niKapcbKoro 3acoby
162. | HEOT'ABIH 75 | kancynw no 75 Mr no TOB "ACIHO YkpaiHa TOB "®apma CtapT" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/13702/01/02
10 kancyn y YKPAIHA"

TMNY - 3MiHK 3 AKOCTI. FOTOBWIA JliKAPCbKWUIA 3acib.

peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nicTepi; no 1, 3 abo KOHTpO/1b AONOMDKHUX PEYOBWH (iHLUi 3MiHN) -
no 6 6nictepis B OHoBneHHsA po3gainy 3.2.P.4 [JonomikHi pe4yoBrHU
KapTOHHIA nayui nikapcbKoro 3acoby
163. | HEOMAKC® TabneTku, BKpUTI KPKA, o.4., CnoBeHis BUPOGHUK, CnoseHisa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/14939/01/02
NAiBKOBOO HoBo mecTo BiAnoBiganbHMii 3a Xopsaris TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | nidssieae
0600HkKot0, No 400 BTOPVHHE thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
mr no 10 TabneTok y nakyBaHHs: KPKA, NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 1, 3 abo 4a.4., Hoso mecto, 0151 MeANYHOro 3aCTOCyBaHHSA
6 6nicTepis y CnoseHis; reHepuyYHNX/ribpuaHNX/6ionogibHNX NikapcbKkmx
KapTOHHIli KopoobLi BUPOGHUK, 3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
BiAnoBiganbHMiA 3a pedhepeHTHMIA Npenapar (3MiHa He NoTPebye HadaHHs
KOHTpOnNb cepii, XOAHUX HOBUX J0AAaTKOBUX faHMX) - 3MiHW BHECEHO
BMnycK cepii: KPKA, [0 iHCTPYKUiT A8 MeAnYHOro 3acTocyBaHHS
4a.4., Hoso mecTo, niKapcbKoro 3acoby y po3ainm "OcobamnBocTi
CnoseHis; 3actocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
BUPOGHUK, iHchopmawii LWoA0 MeAMYHOro 3aCTOCyBaHHS
BiAnoBiganbHMi 3a pedrepeHTHOro fikapcbkoro 3acoby (MIBEK®,
BMPOGHMLTBO "in TabneTkv, BKpUTI NAiBKOBOIO 06010HKO0, 100 mr, 400
bulk", nepBuHHe Ta Mr) BBegeHHst 3MiH NpoTsArom 6-Tv mMicsAuUiB 3 gatu
BTOPUHHE 3aTBEPMKEHHS - 3MiHM | TUNY - 3MiHK WOoA0
nakyBaHHs, 6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
KOHTpO/b cepil, 3MiHM) - 3MiHU BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
Bunyck cepii: KPKA- 3acTocyBaHHSA Nikapcbkoro 3acoby y po3ain “rMob6iyHi
®APMA p.0.0., peakuii" Woa0 BaXNMBOCTI 3BiTYBaHHA NPO NOGIYHI
XopBarTis peakuii BBegeHHs 3MiH NpoTsArom 6-Tv micsLiB 3 gatu
3aTBEPMKEHHS - 3MiHM | TNy - 3MiHK WOoA0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS BTOPVUHHOT
yNaKkoBKM NikapCbKOro 3acoby, a came: yTOYHEHO
iHthopmav,ito Wofo TepMiHy NPUAATHOCTI, oroTuny
BMPOGHUWKA. Ha NepBuHHIli ynakoBLji yTOYHEHO
iHbopmaLito Wwofo noroTuny BUpobHUKa - BBeeHHS
3MiH NPOTArom 6-TW MiCALIB 3 AaTW 3aTBEPAKEHHSA
164. | HEOMNAKC® TabneTku, BKpUTI KPKA, a.4., CnoseHis BUPOGHUK, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/14939/01/01
NAiBKOBOO HoBo mecTo BiAgnosiganbHMi 3a Xopsaris My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom | niossieae
06010HkKot0, Mo 100 BTOPVHHE thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi

mr no 10 TabneTok y
6nictepi; no 1, 6 abo
12 6nicTepiB y
KapTOHHIli KopoobLi

nakysaHHs: KPKA,
4.4., Hoso mecrto,
CnoBeHisi;
BUPOGHUK,
BiAnosiganbHMi 3a
KOHTPO/b cepii,
Bunyck cepii: KPKA,
4.4., Hoso mecrto,
CnoBeHisi;
BUPOGHUK,
BiAnoBiganbHMi 3a
BMPO6HMLTBO "in

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acTocyBaHHsA
reHepuyYHNX/ribpuaHNX/6ionogibHNX Nikapcbkmx
3ac06iB Nica BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HadaHHs
XOAHUX HOBUX J0AATKOBUX faHMX) - 3MiHW BHECEHO
[0 IHCTPYKUIT 418 MEeJUYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainm "OcobamnBocTi
3acTocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
iHbopmauii Wwoa0 MeguyHOro 3acTocyBaHHs
pedrepeHTHOro nikapcbkoro 3acoby (MIBEK®,
TabNeTKn, BKPUTI NNiBKOBOI 060/10HKOK, 100 mr, 400
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
bulk", nepBuHHe Ta Mr) BBegeHHst 3MiH NpoTsArom 6-Tv MicsuUiB 3 gatu
BTOPUHHE 3aTBEPMKEHHS - 3MiHM | TUNY - 3MiHK WoA0
nakyBaHHs, 6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
KOHTpO/b cepii, 3MiHM) - 3MiHN BHECEHO [0 IHCTPYKUiT AN MeANYHOro
Bunyck cepii: KPKA- 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain “Mo6iyHi
®APMA p.0.0., peakuii" LWoA0 BaXNMBOCTI 3BiTYBaHHA NPO NOGIYHI
XopBarTis peakuii BBegeHHs 3MiH NpoTsArom 6-Tv micsLiB 3 gatu
3aTBEepMKEHHS - 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS BTOPVHHOI
yNaKkoBKM NiKapCbKoro 3acoby, a came: yTOYHEHO
iHchopmav,ito Wof0 TepMiHy NPUAATHOCTI, 10roTUNYy
BMPOGHMKA. Ha NepBuHHIli ynakoBLji yTOYHEHO
iHbopmaito Wwoao noroTuny BUpobHUKa - BBeeHHSA
3MiH NPOTAroM 6-TW MiCALiB 3 faTW 3aTBEPKEHHS
165. | HISBOPAN® wamMnyHb, 20 mr/r; CTALA HimeuumnH BMPOGHMLTBO, Benbris/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 nionsizae UA/2753/02/01
no 25 mn a6o no 60 ApuHaiimitten a nepBuHHE HimeuunHa/ TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peuyenma
My naswui; no 1 b Al nakyBaHHs, Pecny6nika cepTudikaT BignoBigHOCTI EBpoNeNichKii
NAAWLi B KAPTOHHIN BTOpWHHE Cepbis thapmakonei/moHorpadii. NogaHHs HoBOro abo
Kopobui; no 7,5 Mny nakyBaHHs, OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o

calue, no 8 caule B
KapTOHHIli Kopoobui

KOHTPO/b SAKOCTI
nikapcbKoro 3acoby,
BMNYCK cepil:
FAHcceH
dapmauesTuka HB,
Benbris;
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
nikapcbKoro 3acoby,
BUMYCK Cepii:
CTALA
ApuHavimittens Arl,
HimeuunHa;
BMPOBHULTBO,
nepBuHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHS:
«Xemodhapm» Afl,
Bpwau, Bigain
BMPOGHMYA
ninbHUus LWabau,
Pecny6nika Cepbis

BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
HOBOrO BMPOGHMKA (3aMiHa abo AOMOBHEHHS) NOAAHHS
HOBOrO cepTudikaTty BignosigHocTi E® ans AdI
KeTOKOHa30/1y Bif HOBOro BupobHuka Piramal Pharma
Limited, India CEP Ne R1-CEP 1999-049-Rev 10.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI fiTbHUL BUPOGHMLTBA A5 YacTUHN abo
BCbOr0 BMPOOGHMYOrO NPOLECcy roToBOro Nikapcbkoro
3aco6y (OinbHMLSA, Ha sKili NpoBOAATLEA OyAb-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOMO
nakyBaHHs, 4151 HECTEPU/IbHUX JiKapCbKMX 3ac06iB)
BBEJEHHS 40AAaTKOBOI AiNbHuULi «Xemothapm» Afl,
Bpuau, Biaain Bupo6Huya ainbHuus Wabau,
BYy/.Xaiiayk Benbkosa 66, 15000, m. La6al,
Pecny6nika Cepbis/«Hemofarm» AD Vrsac, Branch
Plant Sabac, Hajduk Veljkova b.b., 15000 Sabac,
Republic of Serbia, BignosigansHoi 3a BUPO6HULTBO
Hepo3chacoBaHOT NPoAYyKL;i.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbKuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A/15

YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (AinbHWUUA 415 NePBUHHOTO
nakyBaHHs1) BBE,EHHSA AOAATKOBOI AiNbHULI Ans

NepBMHHOrO NakyBaHHs - «Xemodpapm» Afl, Bpliau,

BiAAin BupobHuya ginbHnya LWabaw, Pecny6nika

Cepbis. BBegeHHsA 3MiH NpoTsArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.

3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii

3aci6. 3MiHM y BUPO6HULTBI. 3amiHa ab0o BBEAEHHS

[00aTKOBOI AiNbHUL BUPOGHULITBA A4/15 YaCTUHM abo

BCbOr0 BUPOBHMYOro NPOLECY rOTOBOTO NiKapCbKOro
3aco6y (AiNbHWLA AN BTOPUHHOTO NaKkyBaHHS)
BBEJEHHA [04aTKOBOI AiNbHUL 415 BTOPUHHOIO

nakyBaHHs - «Xemodpapm» Afl, Bpwau, Bigain

BMPOGHMYa AinbHuua Wabau, Pecnybnika Cepbis.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BktoYatouy gianasoH po3mipy cepii)
roTOBOrO /1iKapCbKOro 3acoby (3MeHLeHHs o 10
pasiB)
3MeHLUEHHs1 po3Mipy cepii 13 3 ypaxyBaHHAM
MOX/IMBOCTEN Ha HOBIl BUPOOHWYIN AiNbHUL
«Xemodhapm» All, Bpwad, Bigain Bupo6Huya
ainbHuus Wabau, Pecny6nika Cep6is. fitoua
pepakuis: 5000 kr, 10000 kr MponoHoBaHa pefakuis:
3000 «r, 5000 «r, 10000 kr
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCcbKuii
3aci6. KOHTPOo/Ib AONOMDKHUX PEYOBUH. 3MiHa Y
MeToAax BUNPOGYBaHHS AOMOMiXKHOI peqyoBUHM (iHLWi
3MiHM Y MeToAax BUNpobyBaHHA (BKNOYaOUN 3aMiHy
abo gofaBaHHA)) BHECEHHS 3MiHU B METOANKY
BMNpobyBaHHA «laeHTudikayis» (rasosa
Xxpomatorpadist) AN AONOMiIXHOT peqoBuHY BykeT
napchymHuii 2, o 06I'PYHTOBYETLCS BiAMIHHOCTAMU B
06/1a4HaHHI Ha BUPOOHUYUX AinbHULAX. 3MiHK | TUny -
3MiHu 3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa y
MepBVHHIlA yNakoBLji rOTOBOrO /ikapCcbkoro 3acoby (Tvn
KOHTelHepa abo foAaBaHHA HOBOTO KOHTeliHepa) -
TBepAi, M'AKi Ta HecTepubHI pigki nikapceki opmu -
BBE/IeHHs1 HOBOTO TUMY MEPBUHHOI YNakoBK/ — calle.
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoBIAHOCTI

abo BUyYeHHs cepTudikarta BifgnoBigHOCTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[onomixHoi peyoBuHu (FE-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[OMNOMDKHOT peyqoBuHK) - OHOBNEHNI cepTudikarT Big,
BXe 3aTBepA)KeHOro BUPO6HYMKa - NofaHHSA
oHoBrieHoro ME-cepTudikaty BignosigHocTi EP Big,
3aTBepmAxeHoro BupobHuka GELITA GROUP CEP Ne
R1-CEP 2003-172-Rev 03 (3aTBepaxeHo: CEP Ne R1-
CEP 2003-172-Rev 02) gnsi 4ONOMiKHOT pevyoBUHN
KonareH TBapyHHWIA naypuanMoHieBuii
rigponizoBaHuii. BHacnigok oHoBneHHss CEP
BiAbynmcs gofasaHHs KpaiH NOXOMKEHHS BUXILHOIO
martepiany (bonisis, LLiBeliLapisi).
166. | HITPOKCO/I TabneTku, BKPUTI My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3518/01/01
H N/1iBKOBOIO aKujioHepHe akujioHepHe UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
obonoHkoto, no 50 TOBapUCTBO TOBapUCTBO 3MiHU Yy BUPOGHMUTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
Mr; no 10 TabneTok "HaykoBo- "HaykoBo- rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaUM NPOMIXHWIA
y 6nicTepi; no 5 BVPOGHWYNIA BMPOGHNUNIA LLEHTP NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHNLITBI
6nicTepiB y navui LEeHTp "BopLuariBcbkuii rOTOBOrO JlikapCbKOro 3acoby (He3HauyHa 3miHa y
"BopLuariscbk XiMiko- npoueci BUPO6HULITBA) He3HaYHa 3MiHa B NPOLLeCi
WA XiMiKO- hapmaueBTUYHWI BMPOGHMLITBA, @ came 3 METO ONTUMi3aLi
hapmaneBTuy 3aBof", YKpaiHa; TEXHOJIOTNYHOro NpoLecy Ha AinbHuLi BUpobHuuTea /13
HWiA 3aBog" BTopuHHe 6yN0 BCTAHOB/IEHO aBTOMATU30BaHy NiHito thacyBaHHS
nakyBaHHs: Bmpo6HuuTea MARCHESINI (Itanis). MliHia Bkiovae
ToBapucTBo 3 [OBa nocnifoBHo (6e3nepepBHO) GYHKLiOHYHOUI
06MeXeHoto aBTOMaTun: aBTOMaTa Ans hacyBaHHA TabneTok y
BiANOBIAANbHICTIO 6nictepn MB421 Ta kapToHytouoro asTomata BA-100
"Hartyp+", YkpaiHa 015 NaKkyBaHHS 6AicTepiB pa3om 3 iHCTPYKLUiE0 Ans
MeAMYHOro 3aCTOCYBaHHA B Nauky.
167. | HONMINPEN® TabneTkun, BKpUTI ne ®paHuis Na6opaTopii Ceps'e PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5650/01/01
APIHIH NAiBKOBOO NABOPATYA IHoacTpi, PpaHLis; Ipnangis TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
060/10HKOI0; Mo 14 P CEPB'E€ Ceps'e (IpnaHgis) cepTudpikaT BignoBigHOCTI EBponeiickkiii
Tabnetok y IHgacTpic /T4, hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
KOHTeliHepi; no 1 IpnaHgis OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o

KOHTEliHepy B
KOpPOOLii 3 KapTOHYy;
no 30 Tabnetok y
KOHTeliHepi; no 1
abono 3
KOHTEliHepy B
KOpoOLi 3 KapTOHY

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bifl y)Xe 3aTBepKeHOro BUpobHyvKa. MogaHHs
OHOB/IEHOrO cepTudpikaty BignosigHocTi EP CEP R1-
CEP 2002-244-Rev 01 (nonepepaHs Bepcia CEP R1-
CEP 2002-244-Rev 00) ons A®l iHganamigy Bif Bxe
3aTBepAXeHoro BupobHuka Opin IHaacTpi; - 3MiHu |
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONYCTUMUX MEX,
BMU3HAYeHWX Yy cneuudikauisx Ha A®l, abo
BUXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(monoBHeHHA creymdikaLlii HOBUM NOKa3HUKOM SKOCTI
Ta BifMoBigHVM METO4OM BUNPOBYBaHHS). 3BYXXEHHS
BMICTY AoMiwkmn Y37 y cneuudpikauii A®l 3 <1000 ppm
(4acTuH Ha MinbiioH) (HeigeHTUikoBaHa AoMillKa B
MoHorpadii EP) Ha <600 ppm (4acTWH Ha MifbIAOH) B
AKOCTI IAeHTUIKOBAHOT AOMILLKX Ta AOAAHHS
BIANOBIAHOrO METOZY Ki/IbKICHOTO BU3HAYEHHS 3a
[,0MOMOrot0 piAVHHOT XpoMatorpadii, BignoBigHO Ao
oHoBssieHoro CEP R1-CEP 2002-244-Rev 01; - 3miHu |
TUny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BVKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
3MiHM Y MeTogax BUNpo6yBaHHS (BK/IOYaOUM 3aMiHy
a60 fonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
npoaykTy). [logaHHsA anbTepPHATUBHOIO BHYTPIWHLOTO
MeToAy 3 BUKOPUCTaHHAM PYyXOMOi a3y 3 MEHLLO
rpaHynometpieto (U-HPLC 3 cnekTpooTOMeTpUYHUM
aHasi3oM B YO 06nacTi CnekTpy) KinibkicHOro
BM3Ha4YeHHs1 A®| B gogaTok Ao Tux , Wwo onncaxi B EP.
AnbTepHaTUBHWIA MeTOA, [03BO/IUTL MPOBECTU
KinbKicHe BU3HaYeHHst AD|y 6inbLl KOPOTKUIA MPOMIXKOK
yacy Ta 3MEHLUNTU KiNlbKiCTb OPraHiYHOro PO3UvHHKKA,
LLI0 BUKOPUCTOBYETLCS Y PYXOMiii dpasi Ta moninwmTm
po34ineHHs. - 3MiHun | Tuny - 3MiHn 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60o BuUxigHoOro marepiasay/npomMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax
BMNPO6YBaHHsA (BK/IOYauM 3aMiHy abo JONOBHEHHS)
A®| ab0 BMXigHOrO/MPOMIXHOro NPoAyKTy). JoaaHHsA
a/IbTEPHATUBHOIO BHYTPILLHLOrO MeToAy 3
BUKOPVCTaHHAM PyXOMOT ha3n 3 MEHLLIOK
rpaHynometpieto (U-HPLC 3 cnekTpohoTOMEeTpUUYHUM
aHanizom B Y® 061acTi CnekTpy) BU3HAYEHHS
CYMpPOBIAHUX AOMILLOK (CYNyTHLOI AoMiWwKkn A) y AdD| B
[04AaTOK A0 TVX , WO onucaHi B EP. AnbTepHaTUBHUIA
MeTog [03BOINTb NPOBECTU BU3HAYEHHS
BYLLe3a3HAYEHOI AOMILLKW Y AitoYill peyoBUHI Y GinbLu
KOPOTKUIA MPOMIXKOK Yacy Ta 3MEHLLUTM KiNbKiCTb
OpraHi4yHOro PO34MHHKKA, L0 BUKOPUCTOBYETLCS Y
pyxoMiii chasi Ta NoninwnTy po3aineHHs. 3miHu | Tuny
- 3MiHM 3 sikocTi. API. KoHTponb A®I. 3miHa y meTogax
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMNpo6yBaHHA A®l abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
3MiHM Yy MeTofax BUNpo6yBaHHS (BK/IOYaOUM 3aMiHy
a60 fonoBHeHHs)) A®I abo BUXIQHOrO/MPOMIXHOIo
NpOAYyKTY). AoAaHHS a/lbTEPHATUBHOIO BHYTPILLIHBOTO
MeToAy 3 BUKOPUCTaHHAM PYyXOMOi dasu 3 MEHLLO
rpaHynometpieto (U-HPLC 3 cnekTpooTOMeTpUUYHUM
aHanizom B Y® 06nacTi CnekTpy) BU3HAYEHHS
CynpoBigHMX AoMIWOK (Aomiwka B nig Hasso Y38 Ta
HeigeHTudikoBaHi gomiwkun) y A®| B 4ogaTok 4o TUX ,
Lo onucaHi B EP. AnbTepHaTuBHUIA MeTOA [,03BOMUTL
NPOBECTU BU3HAYEHHS BULLe3a3HAYEHNX JOMILLOK Y
[itouili peyoBUHI y GiNbLL KOPOTKMI MPOMIXKOK Yacy Ta
3MEHLUNTU KiNTIbKICTb OpPraHiyHoro po3ynMHHMKA, Lo
BVIKOPVICTOBYETLCSA Yy PYXOMili hasi Ta noainwmTu
po3ineHHs. - 3MiHun | Tuny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBiAHOCTI EBponelickbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepKeHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTy BignosigHocTi EP R1-CEP
2002-244-Rev 02 (nonepepaHs Bepcis CEP R1-CEP
2002-244-Rev 01) ana APl Inganamigy Bif BXxe
3aTBepMAKeHOro BUpobHuka Opin IHaacTpi; - 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepKeHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTy BignosigHocTi EP R1-CEP
2002-244-Rev 03 (nonepepaHs Bepcis CEP R1-CEP
2002-244-Rev 02) ana APl lnganamigy Bif Bxe
3aTBEepAKeHoro BMpo6Huka Opin IHgacTpi

168.

HOPMOBEH

TabneTku, BKPUTI
M/1iBKOBOIO

AT
"KNIBCBLKWN

YKpaiHa

AT "KMIBCbKUN
BITAMIHHUN

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs BUpo6GHUYOT

6e3
peyenma

UA/4475/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
060/10HKOI0 M0 10 BITAMIHHNI 3ABOL" AinbHULI (BKAOYatoum AinbHuGi ana A®l, npomikHoro
Tabnetok y 6nictepi; 3ABO4" nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
no 3 a6o 6 6nictepis AN NpoBefeHHs NakyBaHHS, BUPOOHUKA,
y nauui; no 12 BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
Tabnetok y 6nictepi; KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
no 5 6nictepis y marepiany, peareHTy abo AONOMDKHOI pe4OBUHU
nauuj (KO 3a3HaYEHO Y AOCHE)
BunyyeHHsi BupobHuka A®I [liocmiH Ta MecnepuauH,
BMpo6HUK Sichuan Xieli Pharmaceutical Co., LTD,
Kutaii. 3amwaetbesa anbTepHaTMBHNI BUPOOHUK API
Chengdu Okay Pharmaceutical Co., Ltd, Kutai.
169. | HbIOPOMNEH Kancynu Teepgi no TOB YkpaiHa KYCYM XENTXKEP IHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/14034/01/01
TUH® 300 wr, mo 10 «TNEAPAPM MBT NTA, IHAjs; YkpaiHa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom | nionsizae
Kancyn y 6nictepi; NT0» AnbTepHaTUBHUIA KOHTpO/1b roTOBOro MikapcbKoro 3acoby. 3mMiHa y

no 1, no 3 a6o no 10
6nicTepiB y
KapTOHHIA ynakoBL,i

BVMPOGHWK, LLIO
3[iiCHIOE BTOPUHHE
nakyBaHHs1,
KOHTPO/b AKOCTi Ta
BUMYCK Cepii:
TOB "KYCYM
®APM", YkpaiHa

MeTofAax BUNpo6yBaHHSA roTOBOrO JliKapcbKoro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaoun
3amiHy abo fonoBHEHHS)) CynyTHS 3MiHa- 3MiHU 3

AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roToBOro

nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauiii

Ta/abo f0oNyCTUMUX MEX rOTOBOro NiKapCbKoro 3acoby
(iHWi 3MiHW) BBEAEHHS a/lbTEPHATVBHOrO METoAY

BMNpo6yBaHHSA /13 3a nokasHUKOM «lgeHTudikauis»
(YBEPX) (3atBepmxeHi metoan BEPX, 1U-
cnektpomeTpis). 3MiHu | TUMY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpo6yBaHHs
rOTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW y MeTogax

BMNpoGyBaHb (BK/IOYaO4M 3amMiHy abo [OMOBHEHHS))

CynyTHs1 3MiHa - 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKMiA
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO NikapcbKoro 3acoby (iHLUi 3MiHK)
BBE/IEHHS1 aNlbTEePHATMBHOTO MeToAy BUNPOOYyBaHHS
'N3 3a nokasHnkoM «Po3urHeHHs» (YBEPX)
(3aTBepaxeHUiA MeTo BEPX).
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3aco6y (iHWi 3MiHN y MeTodax BMNpo6yBaHb

(BkntOYaKOUM 3aMiHy abo [0MOBHEHHS)) CynyTHS 3MiHa

- 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb

roTOBOrO JliKkapCcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHW) BBEAEHHS
anbTepHaTMBHOIO MeToAy BunNpobysaHHs /13 3a
nokasHukom «KinbkicHe BU3HaueHHs» (YBEPX)
(3aTBepmxeHuii metos BEPX). 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiHa y TepmiHax npugaTHocTi abo ymoBax
36epiraHHsA roTOBOro /liKapCbKoro 3acoby (36i/bLIeHHS
TepMiHy NpugaTHOCTI FOTOBOTO JiKapCbKOro 3acoby) -
[ins Toprosoi ynakoBku (NiATBEPMAXKYETLCA faHNMU
peanbHOro yacy) 36iNbLUeHHs TepMiHy NpuaaTHOCTI
rn3

3aTBepAKeHo: 2 poku 3anponoHoBaHo: 3 poku 3MiHu
BHECEHO B iHCTPYKL,t0 415 MEAMYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "TepMiH npugaTHOCTI".
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOTO NiKapCbKoro
3aco0by (iHwi 3MiHN) nepeknag Tekcty MKA Ha
YKPaiHCbKY MOBY.

170.

HbIOPOTMEH
TUH®

Kancynu Teepai no
300 wr, in bulk: Ne
10x180: no 10

Kancyn y 6nictepi;
no 180 6nicTepiB y
KapTOHHIlA KopooLi

TOB
«NEAPAPM
NTh»

YkpaiHa

KYCYM XENTXKEP
nBT NTA

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y

MeTofAax BUNpo6yBaHHSA roTOBOrO JliKapcbKoro 3acoby
(iHwWi 3miHM y MmeTogax BUNpobyBaHb (BKIOYaoun

3amiHy abo fonoBHEHHS)) CynyTHS 3MiHa- 3MiHU 3

AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roToBOro

nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauiii

Ta/abo foNyCTMMUX MEX rOTOBOro NiKapCbKoro 3acoby
(iHWi 3MiHW) BBEAEHHS a/lbTEPHATVIBHOIO METoayY

BMNpo6yBaHHSA /13 3a nokasHUKOM «lgeHTudikauis»
(YBEPX) (3atBepmxeHi metoan BEPX, 1U-
cnektpomeTpist). 3MiHu | TUMY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpobyBaHHs
rOTOBOrO /1iKapCbKoro 3acoby (iHLi 3MiHW y MeTogax

BMNpoGyBaHb (BK/IOYaO4M 3amiHy abo [OMOBHEHHS))

CynyTHs1 3MiHa - 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKMiA

3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa

napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
roTOBOrO NikapcbKoro 3acoby (iHLUi 3MiHK)
BBE/IEHHSI aNlbTePHATMBHOTO MeToAy BUNPOOYyBaHHS
N3 3a nokasHnkoM «Po3urHeHHs» (YBEPX)
(3aTBepaxeHuiA MeToa BEPX).
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3aco6y (iHWi 3MiHM y MeTodax BMNpPo6yBaHb

(BkntoYarOUM 3aMiHy abo f0MoBHEHHS)) CynyTHS 3MiHa

- 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO

nikapcbKoro 3acoby (iHwi 3MiHW) BBEAEHHS
aNlbTepHaTMBHOIO MeToAy B1npobysaHHs /13 3a

UA/15768/01/01




117

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nokasHukom «KinbkicHe BU3HaueHHs» (YBEPX)
(3aTBepmxeHuii metog BEPX). 3miHu | Tuny - 3miHu 3
sKocCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepmiHax npugaTtHocTi abo ymoBax
36epiraHHsA roTOBOr0 /liKapCbKoro 3acoby (36i/bLIeHHS
TepMiHy NpugaTHOCTI FOTOBOTO JliKapCbKOro 3acoby) -
[insa Toprosoi ynakoBku (NiATBEPAXKYETLCA faHNMU
peanbHOro yacy) 36ibLIeHHs TepMiHy npuaaTHOCTI
rn3.
3aTBepiKeHo: 2 pokv 3anpornoHoBaHoO: 3 poku
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby (iHwi 3miHK) nepeknag Tekcty MKA Ha
YKpaiHCbKy MOBY.
171. | O3YPOEKC® | imMnnaHTat ans E66BI HimeuumnH AnnepraH Ipnangis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/12292/01/01
IHTpasiTpeasibHOro Loiuneng a dapmacbioTikan3 My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
BBefeHHs, 700 MKr 'm6X i Ko. KI Ipnangis thapmakoHarniagy (iHwi 3mMiHM) - 3MiHN BHECEHO B
no 1 annikatopy, Lo TEKCT MapKyBaHHS nepBuHHOI (M.6. «IHLLE») Ta
MIiCTUTb iMNAaHTaT, BTOPUHHOI (N.17.»IHLWE») ynakoBOK JlikapcbKoro
pa3om 3 nakeTom- 3acoby, a came: fogaBaHHsA iHhopmaLii LWoao
nornvHavyemM BOJIOTU, N0roTUMY Ta TEXHIYHUX KOAIB. BBEAEHHA 3MiH
y nakeri i3 chonbruy; NPOTAroM 6-Tu MiCALIB NicNa 3aTBePIKEHHS
no 1 nakety i3
hoNbrv B KAPTOHHIN
KopooLi
172. | OKOMICTUH Kpanni KHBMI YkpaiHa AT «dapmak» YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/7537/01/01
® OYHi/BYLWLIHI/ANA «|ICHA» TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyernmom
Hoca, po3uuvH 0,01 thapmakoHarnagy (iHwi 3MiHn) - 3MiHY BHECEHO Y
% no 5 mn abo 10 TEKCT MapKyBaHHS1 BTOPMHHOI YNakoOBKW NMiKapCbKOro
My chrakoHi 3acoby, a came 3MiHEHO (DOPMY/IHOBaHHS LLOAO
nosiMepHomy 3 3a3HavyeHHs 4aTu 3akiHYeHHs TepMiHy NpuaaTHOCTI
KpanesnbHuueto; no 1 nikapcbKoro 3acoby (M. 8) Ta BUIy4YeHo iHhopMaL,ito
hnakoHy B nauui 3 npo auctpub'totopa (n. 17)
KapTOHY
173. | OKCAMIH® TabneTkn, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | - UA/15766/01/01
N/1iBKOBOIO «TNEAPAPM MNBT NTA, TNy - 3MiHW 3 SKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
060n0Hkot0, No 300 NTO» KOHTpO/1b roToBOro MikapcbKoro 3acoby. 3mMiHa y
mr; in bulk: Ne MeTohax BMNPOOYyBaHHsi FTOTOBOTO JTiKapCbKOro 3acoby
10x240: no 10 (iHWi 3miHW) - lonoBHEHHS MeToAMKM BEPX 3a
TabneTtok y 6nictepi; nokasHMkom "KifibkicHe BU3Ha4YeHHs" ymoBamu
no 240 6nictepiB y NpPUAATHOCTI XpomMaTtorpadivyHoi cuctemu
KapPTOHHI Kopobuj
174. | OKCAMNIH® TabneTkun, BKpUTI TOB YkpaiHa KYCYM XENTXKEP Inpis/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | - UA/11096/01/01
M/1iBKOBOIO «TNEAPAPM MBT NTA, IHajs; YkpaiHa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
060/10HKOt0, No 300 NTh» AnbTepHaTUBHUIA KOHTpO/1b roToBOro MikapcbKoro 3acoby. 3mMiHa y

Mmr no 10 TabneTok y
6nicTepi; no 3

BUPOGHWK, LLIO
3[iliCHIOE BTOPUHHE

MeTofax BUNPO6YyBaHHSA roTOBOrO JliKapCbKoro 3acoby
(iHWi 3miHW) - lonoBHEHHs1 MeToankn BEPX 3a
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepu y nakyBaHHs1, nokasHukom "KinibkicHe BU3HaYeHHs" ymoBamm
KapTOHHIlA ynakoBL,i KOHTPO/b AKOCTi Ta NpUAATHOCTI XpomMaTtorpagivyHoi cuctemu
BUMYCK Cepii:
TOB "KYCYM
PAPM", YKpaiHa
175. | OMENPA3O0/ | kancynu TBepgi TOB YkpaiHa BMPOGHMLTBO, Icnanis BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/17985/01/01
KVLLKOBOPO34MHHI N0 "APTEPIYM nepBuHHE Ta Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
20 Mr no 7 kancyny nTg BTOPVHHE cepTudikaT BignoBigHOCTI EBponeiickkiii
6nicTepi, no 4 nakyBaHHs, thapmakonei/moHorpadii. NMogaHHs HoBOro abo

6nicTepy B navuj; no
14 kancyny
6nictepi, no 2
6nicTepy B navi

KOHTPO/b Ta BUMYCK
cepii: JlabopaTopioc
NikoHca, C.A.,
IcnaHis; ginsaHka ans
anbTepHaTNBHOIO
BTOPVHHOTO
nakyBaHHs: ATAic
®apma, C.J1.,
Icnanis; ginsHka ans
abTepPHATVBHOIO
KOHTpO/IO 3a
nokasHnkom MBY:
Na6opatopio
EuyeBapHe, C.A.,
Icnanis; ginsHka ans
afbTepPHATVBHOIO
BTOPVHHOIO
nakyBaHHS:
MataHTian IHTerpa,
C.J1Y., IcnaHis

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[onomikHoi peyosuHu (FE-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei gns A®l/BuxigHoro
matepiany/peareHTy/npoMKHOIo NPoAyKTy abo
[0MNOMDKHOT peyoBrHN) - BunyuyeHHs ceptudikaTis (y
BMNaAKy HasABHOCTI My/IbTUMMETHOTO cepTudpikaTa Ha
mMartepian) BunyyeHHs IE-cepTudikaty BignNoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2004-320-Rev
00 onsa fgonomikHoi pevoBuHM Gelatin. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpONeNiCHKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[onomixHoi peyoBuHY (FE-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[LOMOMIXHOT peyqoBuHK) - OHOBNEHNI cepTUdiKaT Big,
BXe 3aTBepAKeHOro BUPO6bHYKa - NofaHHSA
oHoBrieHoro ME-cepTudikata BignoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2000-029 -
Rev 06 (3atBepmkeHo: R1-CEP 2000-029 - Rev 05)
AN JONOMKHOI peyoBuHM Gelatin. 3miHn | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
ponomikHoi peyosuHu (FE-cepTudikar BignosigHOCTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

€poneiicbkiii hapmakonei ans A®l/BuxigHoro
matepiany/peareHTy/npoMKHOIo NPoAyKTy abo
[OMOMIXHOI peyoBrHKM) - OHOBNIEHNI cepTudikaT Bif,
BXe 3aTBEePAKEHOro BUPOOHWMKa - NOfaHHSA
oHoBneHoro E-cepTudikaTy BiANOBIAHOCTI
€sponelicbkili hapmakonei CEP 2000-045-Rev 06
(3aTBepmxeHo: R1-CEP 2000-045-Rev 04) ans
[0noMikKHOT peyoBunHM Gelatin. 3MiHuW | TUny - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans gonomikHoi pevosuHn (FE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
npoaykTy abo [ONOMiXHOI peqyoBuHN) - HoBuii
cepTuduikat gns BUXigHOro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[OMOMDKHOI peYOBMHY Bif, HOBOTO abo BXe
3aTBEpAXEHOro BUPOGHUKa - NoAaHHA Hosoro IME-
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkilt
chapmakonei Ne R1-CEP 2006-086-Rev 00 ans
[0noMmikHOT peyoBunHM Gelatin Big HOBOro BUPO6GHYKa.
3MiHu | TURY - 3MiHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[onoMikHoT pevoBuHu (ME-cepTtudpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad1/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMIXHOT peyoBuHK) - HoBwuid cepTudikat ans
BUXIAHOIO MaTepiany/peareHTy/MpoMiKHOro NPoayKTy
ab0 [ONOMIXHOT pevOBMHM Bifg HOBOTO abo Bxe
3aTBEpAXEHOro BUPOGHUKa - NoAaHHA Hosoro IME-
cepTudikaTy BigNoBiAHOCTI EBponeiichkiin hapmakonei
R1-CEP 2003-172 rev 03 gn1s1 [ONOMiXHOT peYOBUHU
Gelatin Big, HOBOro BUpo6HUKa. 3MiHu | TUNy - 3MiHN 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUYYEHHS cepTudikara
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans gonomikHoi pevosuHn (FE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
npoaykTy abo [ONOMiXHOI peqyoBuHK) - HoBuiA
cepTuduikat gns BUXigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[OMOMDKHOT peYOBMHY Bif, HOBOTO abo BXe
3aTBEpAXEHOro BUPOGHUKa - NoAaHHs HoBoro IME-
cepTudpikaTa BignoBigHOCTI EBpoNeiichkiit
thapmakonei Ne R1-CEP 2003-261 - Rev 01 gns
[0nomikHOT peyoBunHM Gelatin Big HOBOro BUPO6HUKa.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[onomMikHoT pevoBuHu (ME-cepTtudpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana AdDI/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMIXHOT peyoBuHK) - HoBwuid cepTudikat ans
BUXIAHOTO MaTepiany/peareHTy/MpoOMiKHOro NpoayKTy
ab0 [ONOMIXHOT pevOBMHM Bifg HOBOTO abo Bxe
3aTBepAXEHOro BUPOGHUKa - NoAaHHa Hosoro IME-
cepTudpikaTa BignoBigHOCTI EBpoNeiichkilt
thapmakonei Ne R1-CEP 2002-098 - Rev 04 gns
[0noMmikHOT peyoBunHM Gelatin Big HOBOro BUPOGHUKa.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[onomMikHoT pevoBuHu (ME-cepTtudpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad|/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMIXHOT peyoBuHK) - HoBwuid cepTudikat ans
BUXIAHOIO MaTepiany/peareHTy/MpoMiKHOro NPoayKTy
ab0 [ONOMIXHOT pevOBMHM Bifg HOBOTO abo Bxe
3aTBepAXEHOro BUPOGHUKa - NoAaHHa Hosoro IME-
cepTudikaTty BignoBiaHOCTI EBponeiickkiin dapmakonei
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

Ne R1-CEP 2000-067-Rev 03 ans AonomikHOT
peyoBuHu Gelatin Big, HOBOro BUPOGHMKA. 3MiHM | TUNy
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[onoMikHoT pevoBuHu (ME-cepTtudpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad1/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMIXHOT peyoBuHK) - HoBwuid cepTudpikat ans
BUXIAHOTO MaTepiany/peareHTy/MpoOMIKHOr0 NpoayKTy
ab0 [ONOMIXHOT peYOBMHM Bifg HOBOTO abo Bxe
3aTBEpAXEHOro BUPOGHUKa - NoAaHHa Hosoro IME-
cepTudpikaTa BignoBigHOCTI EBpoNeiichkilt
thapmakonei Ne R1-CEP 2014-280 - Rev 01 gns
[0noMiKHOT peyoBmnHM Gelatin Big HOBOro BUPO6GHYKa.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudlikarta BifnoBigHOCTI
abo BunyyeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[onoMikHoT pevoBuHu (ME-cepTtucpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad1/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMIXHOT peyoBuHK) - HoBwuid cepTudikat ans
BUXIAHOTO MaTepiany/peareHTy/MpoOMIKHOr0 NpoayKTy
ab0 [ONOMIXHOT pevOBMHM Bif HOBOro abo Bxe
3aTBEpAXEHOro BUPOGHUKa - NoAaHHs Hosoro IME-
cepTudpikaTa BignoBigHOCTI EBpoNeiichkilt
thapmakonei Ne RO-CEP 2022-048 - Rev 00 gns
[0noMiKHOT peyoBmnHM Gelatin Big HOBOro BUPO6GHYKa.
* 3miHu | TUNy - 3miHn 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo BunyyeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[onoMikHoT pevoBuHu (ME-cepTtucpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ans Ad®1/BuxigHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMIXHOT peyoBuHK) - HoBwuid cepTudikat ans
BUXIAHOIO MaTepiany/peareHTy/MpoMiKHOro NPoayKTy
ab0 [ONOMIXHOT peYOBMHM Bif HOBOTO abo Bxe
3aTBEpAXEHOro BUPOGHUKa - NoAaHHA Hosoro IME-
cepTundikaTty BignoBigHOCTI EBponerichkiin hapmakonei
Ne R1-CEP-2008-137-Rev 01 15t 4ONOMIKHOT
peyoBuHu Gelatin Big, HOBOro BUPOGHMKA. 3MiHM | TUny
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBsigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[onoMikHoT pevoBuHu (ME-cepTtudpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad1/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMIXHOT peyoBuHK) - HoBwuid cepTudikat ans
BUXIAHOIO MaTepiany/peareHTy/MpoMiKHOro NPoayKTy
ab0 [ONOMIXHOT pevOBMHM Bif HOBOTO abo Bxe
3aTBEpAXEHOro BUPOGHUKa - NoAaHHA Hosoro IME-
cepTundikaTty BignoBigHOCTI EBponerichkiin hapmakonei
Ne R1-CEP 2008-048-Rev 00 ans AonomikHOT
peyoBuHuM Gelatin Bif HOBOro BUPOGHMKA

176.

OMHIK OKAC

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOIO,
MPOJIOHrOBaHOI Aji 3
nepopasibHo0
cucTeMoo
KOHTPO/1bOBaHOI
abcopbuii no 0,4 wr;
no 10 TabneTtok y
6nictepi, no 3
6nictepu B
KapTOHHIlA KopooLi

AcTtennac
Papma tOpon
B.B.

Higepnax
an

[endapm Mennen
B.B.

HigepnaHngn

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeEeHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoBiga€e BUPOGHMK/IMNOPTEP, BKIOUAKOUN BUMYCK
cepiii) AgMiHiCTpaT1BHa 3MiHa Ha3BM BUPOOHMKA
nikapcbKoro 3acoby. MicLe3HaxomkeHHs BUPOGHYKa,
BMPOGHMYA AinbHULA Ta YCi BUpo6GHMYI onepadii
3a/MWAaTbCA HE3MIHHUMUW. 3MiHWN BHECEHO [0
IHCTpPYKLUIiT 415 MEeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby A0 po3ginis "BMpo6HMK", "Micue3HaxomKeHHs
BMPOGHMKA Ta i0ro agpeca Miclis MPOoBaKeHHs
LisiNbHOCTI" 3 BigNOBIAHNMM 3MiHAMMW B TEKCTI
MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby Loao
HaliMeHyBaHHS Ta agpecy BUpobHUKa. BBeeHHS 3MiH
NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPAKEHHS.
3minu | TUny - 3miHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO 0
IHCTpPYKLUIiT 415 MEeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3ginis "MNobiyHi peakuii”, "3asaBHuK",

3a
peyermom

He
nionsieae

UA/4368/02/01




123

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
"Micue3HaxomkeHHs 3asBHVKa Ta oro agpeca micus
NPOBaMKEHHS AiSNIbHOCTI", & TaKOX YTOUHEeHa
HymMmepaList po3ginis B CTPYKTYPi TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKK NikapcbKkoro 3acoby. BeeeHHs
3MiH NPOTAroM 6-TW MiICALIB Nic/a 3aTBEPAKEHHS
177. | OMHOINOH- PO34MH ANS iH'EKL TOBAPUCTB YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/5179/01/01
3H no 1 mn B amnyrni; 03 o6MmexeHo TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOi |  peyenmom
no 5 amnyny OBMEXXEHO BiANOBIf&/IbHICTIO OinbHUUI (BKIOYaouM AinbHUL Ans AP, NpomibXHOTro
6nicTepi; no 1 abo 2, 10] "XapkiBCbke npoaykTy abo roToBOro /ikapCbKoro 3acoby, AiNbHUL
abo 20 6nicTepiB y BIAMOBIAAN thapmaueBTUYHe [N NpoBeAeHHS NakyBaHHS, BUPOOHUKa,
Kopooui bHICTIO nigNpPUEMCTBO BiANOBiAa@IbLHOIO 3a BMUNYCK Cepiii, MicLie NPOBEAEHHS
«KOPMOPALJ "300p0oB'a Hapoay" KOHTPOIO cepii) abo nocTadasibHMKa BUXIAHOTO
A marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
«300POB’A» (IKLLO 3a3HAaYEHO Y A0CbE). BunyyeHHs1 BUpo6HMKa
A®| ManasepuHy rigpoxnopug, a came BAT
"IpBiTChKMiA XiMiKo-thapmaLeBTUUHNIA 3aBO4",
Paocilicbka ®epepauis. 3annwaeTsCcs aflbTePHATUBHWIA
BMpO6HUK A®I ManasepwuHy rigpoxaopug, a came
Recordati Industria Chimica E Farmaceutica S.P.A.,
Italy.
178. | OMNPIMEA Tabnetkun no 0,088 KPKA, a.4., CnoBeHis BignosiganbHuii 3a CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14075/01/01
Mr; no 10 Tabnetok HoBo mecTO BMPOBHULITBO «in TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyernmom
y 6nictepi; no 2, abo bulk», nepBuHHy Ta thapmakoHarnsgy. 3miHa 4yactoTu Ta/abo TepMmiHiB
no 3, abo no 6, abo BTOPWHHY YNaKoBKY, NoAAaHHSA perynsipHO OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
no 9, abo no 10 KOHTpPO/b cepiii Ta nikapcbkyx 3acobiB; 3MiHa TepMiHy NogaHHs
6nictepiB y Kopobui BUNYyCK cepiii: KPKA, perynsipHo OHOB/OBAHOrO 3BiTy 3 6e3neku (PO3B)
4a.4a., Hoso mecTo, nikapcbkoro 3acoby: [itova pegakuis: Yactota
CnoBeHis; nogaHHa PO3B - 3 poku; KiHueBa gata ons
BignosiganbHuii 3a BK/ItOYEHHA gaHux ao PO3b - 06.04.2019 p.; gata
BMPOBHULITBO «in nogaHHa PO3B - 05.07.2019 p. MNponoHoBaHa
bulk», nepBuHHy Ta pepakuis: Yactota nogaHHsa PO3b - 3 poku; KiHueBa
BTOPVHHY YNaKoBKy: para ons sknoyeHHs gaHux o PO36 - 06.04.2026 p.;
KPKA, a.4., Hoso nara nogaHHsa PO3b - 05.07.2026 p. PekomeHaoBaHo
mecTo, CnoseHis [0 3aTBep)KeHHs BifnoBigHO 40 NepiognyHOCTI
nofaHHs perynsipHo OHOB/TIOBAHWX 3BITIB 3 6e3neku
nikapcbkunx 3acobis y €sponelicbkoMy Cotosi.
179. | ONPIMEA Tabnetkv no 1,1 wr; KPKA, a.4., CnoBeHis BignosiganbHuii 3a CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14075/01/02
no 10 Tabnetok y HoBo mecTO BMPOOHULITBO «in TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta peyenmom

6nicTepi; no 2, abo
no 3, abo no 6, abo
no 9, aéo no 10

6nicTepiB y Kopobui

bulk», nepBuHHy Ta
BTOPUHHY YMaKoBKY,
KOHTpO/b cepili Ta
Bunyck cepiii: KPKA,
4.4., Hoso mecrto,
CnoseHis;
BignosigansHuii 3a
BMPOBHULITBO «in
bulk», nepBrHHY Ta
BTOPUHHY YMaKOBKY:

hapmakoHarnsigy. 3miHa 4actoTu Ta/abo TepMmiHiB
NoJaHHsA perynspHo OHOBJ/THOBAHUX 3BITiB 3 6e3neKkn
nNikapcbKyx 3aco6iB; 3MiHa TepMiHy nofaHHs
perynsipHo OHOB/IOBaHOIO 3BiTy 3 6e3nekn (PO3B)
nikapcbkoro 3aco6y: [itoya pegakuis: Yactota
nogaxHa PO3B - 3 poku; KiHuesa fata ans
BK/IHOUYEHHA gaHux go PO3b - 06.04.2019 p.; gata
nogaHHa PO3b - 05.07.2019 p. lNponoHoBaHa
pepakuis: Yactota nogaHHsa PO3B - 3 poku; KiHueBa
fara ans BkAYeHHs gaHux o PO36 - 06.04.2026 p.;
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KPKA, a.4a., Hoso nara nogaHHsa PO3b - 05.07.2026 p. PekomeHaoBaHo
mMecTo, CrnoBeHis [0 3aTBepKeHHS BignoBigHO A0 NepiognyHOCTI
noJaHHsA perysisipHO OHOBJIHOBaHYMX 3BITIB 3 6e3nekn
NiKapcbknx 3acobiB y €sponelicbkomy Cotosi.
180. | OMPIMEA Tabnetku no 0,35 KPKA, a.4., CnoseHis BignosiganbHuii 3a CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14075/01/03
mr; no 10 TabneTok HoBso mecTo BMPOBHULITBO «in TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
y 6nicTepi; no 2, abo bulk», nepBuHHy Ta thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
no 3, abo no 6, abo BTOPWHHY YNaKoBKY, noJaHHA perysisipHo OHOBJIIOBaHNX 3BITIB 3 6e3neku
no 9, aéo no 10 KOHTPO/b cepiit Ta nNikapcbKyx 3aco6iB; 3mMiHa TepPMiHy nogaHHSA
6nicTepiB y KopobLi BUMNYycK cepiii: KPKA, perynsipHo OHOB/OBAHOTO 3BiTy 3 6e3nekun (PO3B)
4a.4., Hoso mecto, nikapcbkoro 3acoby: [itova pefakuis: Yactota
CnoseHis; nogaxHa PO3B - 3 poku; KiHueBa fata ans
BignosigansHuii 3a BK/IOUEHHS gaHnx go PO36 - 06.04.2019 p.; gata
BMPOBGHULITBO «in nogaHHa PO3b - 05.07.2019 p. lNponoHoBaHa
bulk», nepBrHHY Ta pepakuis: Yactota noganHs PO3B - 3 poku; KiHuesa
BTOPWHHY YNaKoBKY: fara ons BrioveHHA gaHunx ao PO3b - 06.04.2026 p.;
KPKA, a.4., Hoso parta nopgaHHsa PO3bB - 05.07.2026 p. PekomeHaoBaHO
mecTo, CnoBeHis [0 3aTBEPKEHHSA BiANOBIAHO A0 NEPIOANYHOCTI
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
nikapcbkux 3acobis y €sponelicbkoMy Cotosi.
181. | OMNPIMEA Tabnetkv no 0,7 wr; KPKA, a.4., CnoBeHis BignosiganbHuii 3a CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14075/01/04
no 10 Tabnetok y HoBo mecTO BMPOBHULITBO «in TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyernmom
6nictepi; no 2, abo bulk», nepBuHHy Ta thapmakoHarnsgy. 3miHa 4yactoTu Ta/abo TepMmiHiB
no 3, abo no 6, abo BTOPWHHY YNaKoBKY, NoAAaHHSA perynsipHO OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
no 9, abo no 10 KOHTpPO/b cepiii Ta nikapcbkyx 3acobiB; 3MiHa TepMiHy NogaHHs
6nictepiB y Kopobui BUNYyCK cepiii: KPKA, perynsipHo OHOB/OBAHOrO 3BiTy 3 6e3neku (PO3B)
4a.4a., Hoso mecTo, nikapcbkoro 3acoby: [itova pegakuis: Yactota
CnoBeHis; nogaHHa PO3B - 3 poku; KiHueBa gata ons
BignosiganbHuii 3a BK/ItOYEHHA gaHux ao PO3b - 06.04.2019 p.; gata
BMPOBHULITBO «in nogaHHa PO3B - 05.07.2019 p. MNponoHoBaHa
bulk», nepBuHHy Ta pepakuis: Yactota nogaHHsa PO3b - 3 poku; KiHueBa
BTOPVHHY YNaKoBKy: para ons sknoyeHHs gaHux o PO36 - 06.04.2026 p.;
KPKA, a.4., Hoso nara nogaHHsa PO3b - 05.07.2026 p. PekomeHaoBaHo
mecTo, CnoseHis [0 3aTBep)KeHHs BifnoBigHO 40 NepiognyHOCTI
nofaHHs perynsipHo OHOB/TIOBAHWX 3BITIB 3 6e3neku
nikapcbkunx 3acobis y €sponelicbkoMy Cotosi.
182. | OMNPIMEA Tabnetku no 0,18 KPKA, a.4., CnoBeHis BignosiganbHuii 3a CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14075/01/05
Mmr; no 10 TabneTok HoBso mecTo BMPOBHULITBO «in TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom

y 6nictepi; no 2, abo
no 3, abo no 6, abo
no 9, aéo no 10
6nicTepiB y Kopobui

bulk», nepBuHHy Ta
BTOPUHHY YMaKoBKY,
KOHTpO/b cepili Ta
Bunyck cepiii: KPKA,
4.4., Hoso mecrto,
CnoseHis;
BignosigansHuii 3a
BMPOBHULITBO «in
bulk», nepBrHHY Ta
BTOPUHHY YMaKOBKY:

hapmakoHarnsigy. 3miHa 4actoTu Ta/abo TepMmiHiB
NoJaHHsA perynspHo OHOBJ/THOBAHUX 3BITiB 3 6e3neKkn
nNikapcbKyx 3aco6iB; 3MiHa TepMiHy nofaHHs
perynsipHo OHOB/IOBaHOIO 3BiTy 3 6e3nekn (PO3B)
nikapcbkoro 3aco6y: [itoya pegakuis: Yactota
nogaxHa PO3B - 3 poku; KiHuesa fata ans
BK/IHOUYEHHA gaHux go PO3b - 06.04.2019 p.; gata
nogaHHa PO3b - 05.07.2019 p. lNponoHoBaHa
pepakuis: Yactota nogaHHsa PO3B - 3 poku; KiHueBa
fara ans BkAYeHHs gaHux o PO36 - 06.04.2026 p.;




125

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KPKA, a.4a., Hoso nara nogaHHsa PO3b - 05.07.2026 p. PekomeHaoBaHo
mMecTo, CrnoBeHis [0 3aTBepKeHHS BignoBigHO A0 NepiognyHOCTI
noJaHHsA perysisipHO OHOBJIHOBaHYMX 3BITIB 3 6e3nekn
NiKapcbknx 3acobiB y €sponelicbkomy Cotosi.
183. | OMNPIMEA® TabneTtku KPKA, a.4., CnoseHis BMPOBHULTBO "in CnoseHis/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14075/02/02
MPOIOHTOBaHOI Aji HoBso mecTo bulk", nepsrHHe Ta HimeuyunHa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 0,52 wmr; no 10 BTOPWHHE thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
Tabnetok y 6nictepi; nakyBaHHs, noJaHHA perysisipHo OHOBJIIOBaHNX 3BITIB 3 6e3neku
no 3 a6o 9 6nicTepis KOHTPO/b Ta BUMYCK NiKapCcbKunx 3aco6iB - 3MiHa TEPMiHY NOAAHHS
Y KapTOHHIi1 kopobui cepii: perynsipHo OHOB/OBAHOTO 3BiTy 3 6e3nekun (PO3B)
KPKA, a.4., Hoso nikapcbkoro 3acoby: [itova pefakuis: Yactota
mecTo, CrnoBeHis; nogaxHa PO3B - 3 poku; KiHueBa fata ans
nepBrHHe Ta BKNIOYEHHA faHux Ao PO3b - 06.04.2019 p.; gata
BTOPUHHE nogaHHa PO3b - 05.07.2019 p. lNponoHoBaHa
nakyBaHHs1, BUMYCK pepakuis: Yactota noganHs PO3B - 3 poku; KiHuesa
cepii: fara ons BrioveHHA gaHunx ao PO3b - 06.04.2026 p.;
TAL dapma M'mM6X, parta nopgaHHsa PO3bB - 05.07.2026 p. PekomeHaoBaHO
HimeyuunHa; [0 3aTBEPKEHHSA BiANOBIAHO A0 NEPIOANYHOCTI
KOHTPO/Ib Cepii: nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
TAL dapma M'M6X, nikapcbkux 3acobisB y €sponelicbkomy Cotosi.
HimeyuunHa;
KOHTPO/b
Mikpob6ionoriyHoi
yncToTun cepii (y
BUNaAKY KOHTPO/O
cepii TAL ®apma
v6X):
Na6op N1+C AT,
HimeuumHa
184. | OMNPIMEA® Tabnetkun KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14075/02/03
NPOJIOHTOBaHOT Aji HoBo mecTO bulk”, nepsuHHe Ta HimeuyunHa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom

no 1,05 mr; no 10

TabneTtok y 6nictepi;
no 3 a6o 9 6nicTepis
Y KapTOHHili kopobui

BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepil:

KPKA, a.4., Hoso
MecTo, CnoBeHis;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs, BUMYCK
cepit:

TAL ®apma M'vM6X,
HimeuuunHa;
KOHTPO/b cepii:
TAL ®apma M'vM6X,
HimeuuunHa;
KOHTPO/Ib
MikpobionoriyHoi

thapmakoHarnsgy. 3miHa 4yactoTu Ta/abo TepMmiHiB
NOAAaHHSA PerynsipHO OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
nNiKapcbKNx 3acobiB - 3MiHa TepMiHY NoAaHHS
perynsipHo OHOB/OBAHOrO 3BiTy 3 6e3neku (PO3B)
nikapcbkoro 3acoby: [itova pegakuis: Yactota
nogaHHa PO3B - 3 poku; KiHueBa gata ons
BK/ItOYEHHA gaHux ao PO3b - 06.04.2019 p.; gata
nogaHHa PO3B - 05.07.2019 p. MNponoHoBaHa
pepakuis: Yactota nogaHHsa PO3b - 3 poku; KiHueBa
para ons sknoyeHHs gaHux o PO36 - 06.04.2026 p.;
nara nogaHHsa PO3b - 05.07.2026 p. PekomeHaoBaHo
[0 3aTBep)KeHHs BifnoBigHO 40 NepiognyHOCTI
NoJAaHHA PerynsapHoO OHOBJ/IIOBAHUX 3BITIB 3 6e3neKkn
nikapcbkunx 3acobis y €sponelicbkomy Cotosi.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
yncToTyn cepii (y
BUNAAKY KOHTPOO
cepii TALl ®apma
v6X):
Nab6op N+C Ar,
HimeuunHa
185. | OMPIMEA® TabneTtkn KPKA, a.4., CnoBeHisi BMPOGHMLTBO “in CnogeHisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/14075/02/04
NPOJIOHTOBaHOT Aji HoBo mecTO bulk", nepsuHHe Ta HimeuunHa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 1,57 mr; no 10 BTOPVHHE hapmakoHarnagy. 3MiHa yactotn Ta/abo TepMmiHiB
Tabnetok y 6nictepi; nakyBaHHs1, NoJaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
no 3 abo 9 6nictepis KOHTPO/b Ta BUMYCK niKkapcbkunx 3acobis - 3MiHa TepMiHy NoAaHHA
Y KapTOHHI Kopobui cepil: perynsipHo OHOB/OBaHOIO 3BiTy 3 6e3nekn (PO3B)
KPKA, a.4., Hoso nikapcbkoro 3aco6y: [ioya pegakuis: Yactota
mecTo, CnoBeHis; nogaHHa PO3B - 3 poku; KiHueBa gata ons
nepBUHHE Ta BK/IOYEHHA gaHux go PO3b - 06.04.2019 p.; pata
BTOPVHHE nogaHHa PO3B - 05.07.2019 p. NponoHoBaHa
nakyBaHHs1, BUMYCK pepakuis: Yactota nogaHHsa PO3B - 3 poku; KiHueBa
cepii: fara gns BkitoveHHA aaHnx Ao PO3B - 06.04.2026 p.;
TAL ®apma N'M6X, nara nogaHHsa PO3b - 05.07.2026 p. PekomeHaoBaHO
HimeuuunHa; [0 3aTBepKeHHS BignoBigHO A0 NepiognyHOCTI
KOHTpONb cepii: NOAAHHS PerynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
TAL ®apma M'M6X, nikapcbkux 3acobis y €sponeiicbkomy Cotosi.
HimeuyuunHa,;
KOHTPO/Ib
MikpobiosioriyHol
yucToTm cepii (y
BUNAAKY KOHTPO/O
cepii TALL dapma
M6X):
Nab6op N+C Al
HimeyynHa
186. | OMPIMEA® TabneTkn KPKA, a.4., CnoseHis BMPOBHULTBO "in CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14075/02/05
MPOIOHTOBaHOT Aji HoBso mecTo bulk”", nepsrHHe Ta HimeuunHa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom

no 2,1 mr; no 10

Tabnetok y 6nictepi;
no 3 a6o 9 6nicTepis
Y KapTOHHii1 kopobui

BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, a.4., Hoso
mecTto, CnoBeHis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYCK
cepit:

TAL dapma M'mM6X,
HimeyuunHa;
KOHTPO/b cepii:
TAL dapma M'mM6X,
HimeyuunHa,;

thapmakoHarnagy. 3MiHa 4YacToTu Ta/abo TepMmiHiB
NoJAaHHA PerynsapHoO OHOBJ/IIOBAHUX 3BITIB 3 6e3nekn
nNikapcbkunx 3aco6iB - 3MiHa TEPMiHY NOAAHHS
perynsipHo OHOB/OBAHOrO 3BiTy 3 6e3nekn (PO3B)
nikapcbkoro 3acoby: [jtova pegakuis: Yactota
nogaHHa PO3B - 3 poku; KiHueBa fata ans
BK/OYEHHA faHunx fo PO3bB - 06.04.2019 p.; pata
nogaHHa PO3b - 05.07.2019 p. lNponoHoBaHa
pegakuis: Yactota nogaHHs PO3bB - 3 poku; KiHueBa
[ara ons BkioveHHA aaHunx ao PO3b - 06.04.2026 p.;
parta nopgaHHsa PO3bB - 05.07.2026 p. PekomeHaoBaHO
[0 3aTBEpAKEHHS BiANOBIAHO A0 NEepPiOANYHOCTI
nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
nikapcbkux 3acobis y €sponelicbkomy Cotosi.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KOHTPO/b
Mikpob6ionoriyHoi
yncToTu cepii (y
BUNAAKY KOHTPOO
cepii TAL ®apma
v6X):
Na6op N1+C AT,
HimeuunHa
187. | OMNPIMEA® Tabnetkun KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/14075/02/06
MPOJIOHrOBaHOI fji HoBo mecTo bulk", nepBuHHe Ta HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
no 2,62 mr; no 10 BTOPVHHE thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
Tabnetok y 6nictepi; nakyBaHHs, NOAAaHHS PerynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
no 3 a6o 9 6nicTepis KOHTPO/b Ta BUMYCK nNikapcbKnx 3acobiB - 3MiHa TEPMiHY NOAAHHS
Y KapTOHHIli kopobLi cepit: perynspHo oHOB/IOBAHOrO 3BIiTy 3 6e3neku (PO3B)
KPKA, a.4., Hoso nikapcbkoro 3acoby: [jtova pegakuis: Yactota
mecTo, CnoBeHis; nogaxHa PO3B - 3 poku; KiHueBa fata ans
nepBuHHe Ta BK/ItOUYEeHHA gaHux go PO3B - 06.04.2019 p.; gata
BTOPVHHE nogaHHa PO3B - 05.07.2019 p. MNponoHoBaHa
nakyBaHHs1, BUMYCK pepakuis: Yactota noganHs PO3B - 3 poku; KiHueBa
cepit: para ons sknoyveHHs gaHux o PO36 - 06.04.2026 p.;
TAL dapma M'm6X, parta nogaHHsa PO3bB - 05.07.2026 p. PekomeHa0BaHO
HimeuuunHa; [0 3aTBepKEHHS BiAMNOBIAHO A0 NEepPiOANYHOCTI
KOHTPO/b cepii: nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
TAL ®apma M'v6X, nikapcbkunx 3acobis y €sponeiicbkomy Cotosi.
HimeuunHa;
KOHTpO/b
MiKpO6ionorivHOl
yncToTy cepii (y
BUNaAKY KOHTPOO
cepii TAL, ®apma
vm6X):
Nab6op N+C Ar,
HimeuumHa
188. | OMPIMEA® TabneTtkn KPKA, a.4., CnoseHis BMPOGHMLTBO “in CnoseHisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14075/02/07
NPOJIOHTOBaHOI Aji HoBo mecTo bulk", nepsuHHe Ta HimeuunHa My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom

no 3,15 mr; no 10

Tabnetok y 6nictepi;
no 3 abo 9 6nictepis
Y KapTOHHIil kopobu,i

BTOPVIHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:

KPKA, a.4., HoBo
mecTto, CnoBeHis;
nepBrHHE Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepii:

TAL dapma M'M6X,
HimeuuunHa;
KOHTpPOb cepii:

hapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMiHiB
nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
nNiKapcbKkunx 3acobis - 3MiHa TepMiHy NogaHHsA
perynspHo OHOB/OBaHOIO 3BiTy 3 6e3neku (PO3B)
nikapcbkoro 3aco6y: [itova pegakuis: Yactota
nogaHHa PO3B - 3 poku; KiHueBa gata ons
BK/MIOYEHHA faHunx Ao PO3B - 06.04.2019 p.; gata
nogaHHa PO3B - 05.07.2019 p. NponoHoBaHa
pepakuis: Yactota nogaHHsa PO3B - 3 poku; KiHueBa
pata onsa BknoveHHs gaHux o PO36 - 06.04.2026 p.;
nara nogaHHsa PO3b - 05.07.2026 p. PekomeHgoBaHO
[0 3aTBepKeHHS BignoBigHO A0 NepiognyHOCTI
NoJAaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
TAL ®apma N'v6X, nikapcbkux 3acobis y €sponeiicbkomy Coto3i.
HimeuyuunHa,;
KOHTpPO/1b
MiKpo6iosorivHol
yucToTu cepii (y
BUNAAKY KOHTPOO
cepii TALL dapma
'M6X):
Nab6op N+C Al
HimeyunHa
189. | OMNPIMEA® TabneTtku KPKA, a.4., CnoseHis BMPOBHULTBO "in CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14075/02/01
MPOIOHTOBaHOI Aji HoBso mecTo bulk", nepsrHHe Ta HimeuyunHa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 0,26 mr; no 10 BTOPWHHE thapmakoHarnagy. 3MiHa 4acToTn Ta/abo TepMmiHiB
Tabnetok y 6nictepi; nakyBaHHs1, noJaHHA perysisipHO OHOBJIIOBaHWX 3BITIB 3 6e3neku
no 3 a6o 9 6nicTepis KOHTPO/b Ta BUMYCK NiKapCbKunx 3aco6iB - 3MiHa TEPMiHY NOAAHHS
Y KapTOHHiIi1 kopobui cepii: perynsipHo OHOB/OBAHOTO 3BiTy 3 6e3nekun (PO3B)
KPKA, a.4., Hoso nikapcbkoro 3acoby: [itova pefakuis: Yactota
mecTo, CrnoBeHis; nogaxHs PO3B - 3 poku; KiHueBa fata ans
nepBrHHe Ta BKNIOYEHHA faHux fo PO3b - 06.04.2019 p.; gata
BTOPUHHE nogaHHa PO3b - 05.07.2019 p. lNponoHoBaHa
nakyBaHHs, BUMYCK pepakuis: Yactota noganHs PO3B - 3 poku; KiHuesa
cepii: [ara ons BrioveHHA gaHunx go PO3b - 06.04.2026 p.;
TAL dapma M'mM6X, parta nogaHHsa PO3bB - 05.07.2026 p. PekomeHaoBaHO
HimeyuunHa; [0 3aTBEPKEHHSA BiANOBIAHO A0 NEPIOANYHOCTI
KOHTPO/Ib Cepii: nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
TAL dapma M'mM6X, nikapcbkux 3acobis y €sponelicbkomy Cotosi.
HimeyuunHa;
KOHTPO/b
Mikpob6ionoriyHoi
yncToTun cepii (y
BUNaAKY KOHTPO/O
cepii TAL ®apma
v6X):
Na6op N1+C AT,
HimeuumHa
190. | OPAAPO niodpinizat ana TOB "YOPNL YkpaiHa Medpap Inau CaH. TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/19672/01/01
pOo34nHy Ans MEOAVLNH" A.LLL TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom nionsiecae

iHdpy3iin no 500 wr;
no 1 pnakony 3
niodpinizatom B
KOMM/IeKTi 3 1
amnysior
PO34MHHYKKa (BOoga
Aans iH'ekuii no 10
M B amnyni) B
KapTOHHI Kopo6Lyi

thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NigCTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiH1 BHECEHO B IHCTPYKLiHO 415 MeAnYHOro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMKN NiKapCbKUMu
3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHS" BifMoBigHO A0 OHOBMEHOI iHchopmaLii
o0 6e3neky 3acToCyBaHHA Ailo4Hoi PEYOBUHU 3rigHO
3 pekomeHpauieto PRAC. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsiB nicns 3aTBeppKeHHs.
3MiHn | TUNYy - 3MiHK Woao 6e3nekn/edyeKTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui
NiKapCcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAnYHOro 3acTocyBaHHA
reHepuyYHNX/ribpuaHNX/6ionogibHNX NikapCbKmx
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHWIA Npenapar (3MiHa He NoTpPebye HadaHHsA
XOJHNX HOBMX [0AATKOBUX AaHWX) 3MiHN BHECEHO B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby 0 po3giny "B3aeMogis 3 iHWMMKW NiKapCbKumu
3acob6amMu Ta iHLWi B1AW B3aemogiid" BiANoBigHO A0
OHOBJIEHOT iHdhopMaLii B IHCTPYKLiT A1 MEeANYHOro
3aCTOCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(KLARICID I.V. 500 mg powder for Concentrate for
Solution for Infusion 500 mg, B YkpaiHi
3apeecTpoBaHuii sk KNAUW B.B.) TepmiH BBEAEHHS
3MiH - NPOTAroM 6 MICALIB NiC/SA 3aTBEPIKEHHS.

191.

OPAJPO

TabneTku, BKpUTI,
N/1iBKOBOIO
060/10HKOI0, N0 500
Mr no 7 TabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHIli KopoobLi

TOB "YOPN],
MEOMLIH"

YkpaiHa

YOPNA, MEAVLH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
AN MeAMYHOro 3acToCcyBaHHA Ha NiACTaBi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKkun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
OopraHom) -
3MiHU BHECEHO B IHCTPYKLiO 415 MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NlikapCbKUMu
3acob6amu Ta iHWi B1uAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA" Bi4NoBigHO 40 OHOBMEHOT iHChopmaLi
LLI0A0 6e3neKn 3acToCyBaHHS Ajil040i PeYOBUHN 3TiAHO
3 pekomeHgauieto PRAC. - TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicALiB Nicns 3aTBEPMKEHHS. - 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill xapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeANYHOro 3acTOCyBaHHS

3a
peyenmom

He
nionsieae

UA/17328/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

reHepnyYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco6iB nic/is BHECEHHSA TiET camoi 3MiHN Ha
pecbepeHTHWIA Npenapar (3mMiHa He NoTpebye HaJaHHA
XOAHWX HOBWX AOAATKOBMX JaHWX) - 3MiHWN BHECEHO B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby [0 po3giny "B3aeMogis 3 iHWMMKW NiKapCbKUMm
3acob6amMu Ta iHLWi BUAM B3aEMOAii" BignoBigHoO 40
OHOB/EHOT iH(hopMaLii B IHCTPYKLIT 415 MeAUYHOro
3acToCyBaHHSA pehepeHTHOro NikapCcbKoro 3acoby
KNAUNA® (TabneTkun, BKPUTI M/1IBKOBOK 060/IOHKOH).
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.

192,

OPAJPO

TabneTkn, BKpUTI,
N/1iBKOBOIO
0060/10HKOI0, N0 250
Mr no 7 TabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHI KopobL;
no 14 tabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIlA KopooLi

TOB "YOPN],
MEOMLIH"

YkpaiHa

YOPNA, MEAVLH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiliinii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
OopraHom) -
3MiHU BHECEHO B IHCTPYKL,il0 4151 MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKkapCbKUMu
3acob6amu Ta iHWi B1uan B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA" Bi4NoBigHO 40 OHOBMEHOT iHChopmaLi
LLI0A0 6e3neKn 3acToCyBaHHS AiH040i PeYOBUHN 3TiAHO
3 pekomeHgauieto PRAC. - TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsLiB nicns 3aTBepMKEHHS. - 3MiHK |
TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONs MeANYHOro 3acToCyBaHHS
reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKMx
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHWI npenapar (3mMiHa He NoTpebye HafaHHA
XOAHWX HOBWX AOAATKOBMX JaHWX) - 3MiHWN BHECEHO B
IHCTPYKL,i0 4151 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby [0 po3giny "B3aeMogis 3 iHWMMK NiKapCbKUMmn
3aco6amMu Ta iHLWi BuAM B3aEMOAii" BigNoBigHO A0
OHOB/EHOT iH(hopMaLii B IHCTPYKLIT 415 MEeAUYHOro
3acTOoCyBaHHSA pethepeHTHOro NMikapCbKoro 3acoby
KNAUNA® (TabneTkun, BKPUTI M1IBKOBOK 060/IOHKOH).
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicALiB nicns
3aTBEPKEHHSI.

3a
peyenmom

He
nionsieae

UA/17328/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
193. | OPA®EH cycneHsis opasibHa 3 | 3AT "IHTENI NutBa NNABEOPATOPIO Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 He UA/12520/01/01
anesibCUHOBUM FEHEPUKC ANbAO-tOHIOH, My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuyenma nionsieae
cmakom, 100 mr/5 HOPLO" C.. dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
ma no 200 mny NiKapCcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
hnakoHi; no 1 0151 MeAMYHOro 3acTOCyBaHHA Ha nigcTasi perynsipHo
pNakoHy B OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
KOMMeKTi 3i abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro
LwnpuLem- 3acoby B nmicnspeecTpaviliHnii nepios, abo sk
[03aTopom y pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
KapTOHHIli KopoobLi BIANOBIAHO A0 NMnaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCcyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiAMNOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
4itoyoi pevosuHu (ibynpodpeHy) 3rigHo 3
pekomeHgauiamu PRAC.
194. | ODPNIOKCALW | po3uuH ans iHgysii, AHaHTa Benuka €ponaiit IHAjsA BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu || 3a UA/10735/01/01
H 200 mr/100 mn no Megikeap /114. BpuTaHis XenTtkeap MBT. T4, My - 3MiHK 3 AKocTi. APl BupobHMUTBO. 3MiHa peyenmom
100 mny BMPOGHMKA BUXIAHOro/NPOMIKHOTO MPOAYKTY/peareHTy,
KOHTeliHepi; no 1 LLIO BUKOPUCTOBYIOTLCS Yy BUPOGHMYOMY npoueci AdI,
KOHTEliHepy B ab0o 3MiHa BUPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
NOMIBIHINXTOPUAHIN MicLLe NMPOBEAEHHSI KOHTPOSIO siKocTi) AdI (3a
nniBLi B kopobu,j BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei y 3aTBepp)keHOMY 40CbE)(BBELEHHS
HOBOro BMpo6Huka APl 3 HagaHHAM macTep-chaiina Ha
A®l). BBeaeHHs 0oAaTKoBOro BMpobHuka Ad|
odpnokcaumHy — Aarti Drugs Limited, India 3 HagaHHAM
mactep-goaiina (Open part (Version 08, April 2023)).
BBefeHHs 3MiH npoTarom 3 micsAuiB nicns
3aTBEPAKEHHS
195. | NAKCENAAWN | cupon, 10 mr/5 mn; INCEH ®paHuis Brpo6HMLTBO, ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/2437/02/01
H® no 125 mny KOHCBIOME nepBrHHe Ta TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
hnakoHi; no 125 mn P XEJICKEA, BTOPVHHE thapmakoHarnagy. BeegeHHs abo 3miHu fo
y hnakoHi; no 100 AKLioHepHe nakyBaHHs: y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
My dpnakoHi; no 1 TOBapucTBo CO®APTEKC, (BBELEHHSA y3araslbHEHNX AaHUX MPo cucTemy
hNakoHy 3 MipHOH CMpOLLEHOTr0 dpaHuis thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
NIOXKOI0 ab0 MipHUM Tmny Brpo6HMLTBO, BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnagy;
cTakaHoM y nepBuHHe Ta KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
KapTOHHIli KopooLi BTOPVHHE 3pjicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
nakyBaHHs, BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
KOHTPO/b SIKOCTI, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
BUNYyCK cepil: KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
BO®YP INMCEH tharina cuctemun chapmakoHarasgy) 3miHa

IHOYCTPI, ®paHuis

YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifabHOT 3a
hapmakoHarnag,.
[itoya pepakuis: [-p ®paxcya Cinnad / Dr. Francoise
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Sillan. MponoHoBaHa pegakuyis: Cinbais CicmoHao /
Sylvie Cismondo.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3asBHVKa, BigNoBiganbHOI 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NoBigabHOI 3a
hapmakoHarnag B Ykpaini. [itoua pegakuis:
lrony6HnuHuiA OnekcaHap CepriioBuy. MNponoHoBaHa
pepakuis: LWWanka OneHa BonogumupisHa. 3mMiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag, B YKpaiHi.
3MmiHa MicLe3HaxoMkeHHs MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsay.

196.

MAHTOrAP

Kancynu, no 15
Kancyn y 6nictepi;
no 6 6nictepiB y
KapTOHHIlA KopooLi

Mepy
dapmachbloTika
nc rmex

HimeyunH
a

Bupo6bHMuTBO in
bulk: AciHo ®apma
Ar, Lseiuapis;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs: ACiHO
®apma Arl,
Llseiuapis;
BunpobyBaHHs
KOHTPO/I0 AKOCTi Ta
BUMYCK cepii: ACiHO
dapma Arl,
Lseiiyapis;
Bunpo6yBaHHs
KOHTPO/TIO AKOCTi:
€BpodoiHC
Biodapma MpogaxT
TecTiHr
CaiT3epneHg AT,
Llseiuapis;
IHCTUTYT KynbmaH
'mM6X , HimeuunHa

LLiBeiiuapisi/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[onoMkHoT pevoBuHu (ME-cepTtucpikat BignosigHOCTI
€poneiicbkin thapmakonei gns Adl/suxigHoro
marepiany/peareHTy/npomMikKHOro NpoaykTy abo
[0MOMIXHOT peyoBuHK) - HoBwuid cepTudpikat ans
BUXIAHOTO MaTepiany/peareHTy/npoMiKHOr0 NPOAYyKTY
ab0 [ONOMIXHOT pevoBMHM Bifg HOBOTO abo Bxe
3aTBEPAKEHOr0 BUPOGHUKA NoJaHHs HoBoro IME-
cepTugikaTy BiANOBIAHOCTI €Bponeicbkin hapmakonei
Ne R1-CEP 2008-048-Rev 00 ans AonomikHoT
peyoBuHu Gelatin Big HOBOro BUpo6HuKa Pioneer
Jellice India Private Limited. - 3MiHn | TURY - 3MiHN 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
ON15 BUXIAHOrO MaTepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ON5 AONOMiXHOI pevoBuHU (CE-cepTuddikaT
BiANOBIAHOCTI EBponeiichbkili hapmakonei gns
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
npoaykTy abo AONOMIXHOT pe4oBUHN) - OHOBIEHNA
cepTudikaT Bif BXe 3aTBEPIKEHOT0 BUPOOHMKA
noaaHHsa oHoBneHoro E- cepTudiikaty BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2000-029-Rev
06 (3atBepgxeHo: R1-CEP 2000-029-Rev 05) ans

6e3
peuyenma

UA/10445/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
O0MNOMiXHOT pevoBrHK Gelatin Big, BUpOOHUKa
ROUSSELOT.
197. | NAHTOP 20 TabneTkun, BKpUTI ToppeHT IHAiA ToppeHT IHAisa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/13540/01/01
060/10HKOI0, dapmachbloTika dapmacbloTikasnc TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
KMLLKOBOPO3YMHHI N0 nec nra. ntp, KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby (iHWi 3mMiHu)
20 mr, no 10 OHOBJIEHHS BXE 3aTBEPAKEHNX METOAIB KOHTPOSI0
Tabnetok y 6nictepi; AKOCTI NlikapcbKoro 3acoby, a came: BUKIaAeHHs
no 1 a6o no 3 TEKCTY [epXaBHOI MOBOIO 3riHO CYy4aCHNX BUMOT.
6nictepu B
KaPTOHHI1 ynakoBLii
198. | MAHTOP 20 TabneTtku, BKPUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13540/01/01
060/10HKOIO, dapmachbloTika dapmacbloTikasc Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
KMLLKOBOPO3YMHHI M0 nec nra. nrp, cepTudikaT BignoBigHOCTI EBponeiichKiii
20 mr no 10 hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
TabneTtok y 6nictepi, OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI a0
no 1 a6o no 3 BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
6nictepu B thapmakonei: gna A®l; ans BUXigHOTO
KapTOHHI ynakoBLi marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuii ceptudikaT Big,
HOBOrO BMPO6HUKa (3amiHa abo JONOBHEHHS).
MopaHHA HOBOroO cepTudikaTa BignNoBIgHOCTI
€sponelicbkiin hbapmakonei Ne CEP R1- 2012-205 -
Rev 01 ans pjtoyoi pevoBmHN Pantoprazole sodium
sesquihydrate Big HoBoro Bupo6Huka NOSCH LABS
PRIVATE LIMITED (80NOBHEHHS).
199. | MAHTOP 40 TabneTku, BKpUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13540/01/02
060/10HKOIO, PapmachbloTika PapmacbloTikasc My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6. peyenmom
KMLLKOBOPO34MHHI MO nc nra. nTg, KOHTPO/Ib FOTOBOIO NiKapCbKoro 3aco6y (iHLWi 3mMiHW)
40 wr, no 10 OHOBJIEHHS BXe 3aTBEPPKEHNX METO/IB KOHTPOSIO
Tabnetok y 6nictepi; AKOCTI NlikapcbKoro 3acoby, a came: BUKNafeHHs
no 1 a6ono 3 TEKCTY [Iep>XaBHOK MOBOIO 3riHO CYy4aCHNX BUMOT.
6nictepu B
KapPTOHHI ynakoBL,i
200. | NAHTOP 40 TabneTkun, BKpUTI ToppeHT IHAis ToppeHT IHgjsa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13540/01/02
060/10HKOI0, dapmachbioTika PapmacbloTikasc TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
KMLLKOBOPO34YMHHI MO nec nira. nrp, cepTudikaT BignoBigHOCTI EBponelickkil
40 wr no 10 thapmakonei/moHorpadii. NogaHHs HoBOro abo
Tabnetok y 6nictepi, OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
no 1 a6o no 3 BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
6nictepu B thapmakonei: ana A®l; gns BuxigHoro

KapTOHHI ynakoBLi

mMaTtepiany/peareHTy/MpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikat Big,
HOBOro BUPO6HMKA (3amiHa abo [JONOBHEHHS).
lMogaHHsA HOBOrO cepTudlikaTa BignoBigHOCTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
€sponelicbkin hapmakonei Ne CEP R1- 2012-205 -
Rev 01 ans pitoyoi pevoBmHN Pantoprazole sodium
sesquihydrate Big HoBoro Bupo6Hmuka NOSCH LABS
PRIVATE LIMITED (gonoBHeHHS).
201. | NANABEPWH | ta6netku no 10 mr TOBAPUCTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4675/02/01
-3400POB'A no 10 TabneTok y O3 obmexeHo YTOYHEHHSI peecTpaLiiHoi npoueaypun B Hakasi MO3 peyenmom
6nictepax; no 10 OBMEXXEHO BiANOBIAANbHICTIO Ykpaitu Ne 1877 Big 08.11.2024 - 3MiHun | Tuny -
Tabnetok y 6nictepi; 10) "®apmMaueBTUYHA AAMiHICTpaTVBHI 3MiHW. BuyyeHHs1 BUPOGHMYOT
no 1 6nictepy B BIANOBIAAN KomnaHis "3gopos'a” AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
KapTOHHIli KopoobLi bHICTIO npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
«KOPMOPALJ 0151 NPOBeieHHSA NakyBaHHS, BUPOOHMKa,
A BiANOBIA&1bHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
«3[0POB’A» KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) - BUNYYEHHS BUPOOHUKA
A®I ManasepuHy rigpoxnopuay cipmn BAT
"Ip6iTchbKMin Ximpapm3sasoa”, Pocilicbka dPesepadisi.
3anvwatoTbCs 3aTBEPIKEHI BUPOOHUKN ADI
ManasepuHy rigpoxnopugy: RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA S.P.A., Italy; SYNNAT
PHARMA PRIVATE LIMITED, India
202. | NAMABEPUH | po3uvH Ans iH'exuii, TOBAPUCTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/4675/01/01
-340POB'A 20 mr/Mnno 2 mn B O3 06MEeXeEHO YTOYHEHHSI peecTpaLiiiHoi npoueaypu B Hakasi MO3 peyenmom
amnyni; no 10 amnyn | OBMEXXEHO BiANOBIAANbHICTIO Ykpainu Ne 1877 Big 08.11.2024 - 3miHu | Tuny -
Y KapTOHHIi1 kopobLi; 10) "®apmMaueBTNYHa AZMiHICTpaTMBHI 3MiHU. BuyyeHHs: BUPOGHMYOT
no 2 M B amny’ii; BIANOBIAAN KoMnaHis "3gopos'a” OinbHULI (BKIKOYaoUM AinbHUL Ans AP, NpomibKHOro
no 5 amnyny bHICTIO npoaykTy abo roToBOro ikapcbkoro 3acoby, AinbHUL
6nicTepi; no 2 «KOPMNOPAUJ [N NpoBeAeHHS NakyBaHHS, BUPOOHUKa,
6nictepn y 2| BiANOBiAabLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KapTOHHI Kopoo6L; «300POB'A» KOHTPO/IO cepii) abo nocTayanbHyKa BUXIAHOTO
no 2 M B amny’ii; marepiany, peareHTy abo AOMOMKHOI peHOBUHU
no 10 amnyn y (AKLL,0 3a3HAYEHO Y 0CLE) - BUTYYEHHS BUPOBHYMKa
6nicTepi; no 1 A®| ManasepuHy rigpoxnopugy cipmn BAT
6nictepy B "Ip6iTchbkMin Ximdpapm3asoa”, Pocilicbka Peepadisi.
KapTOHHIli KopooLi 3anuwatoTbes 3aTBepKeHi BUpobHukn Ad|
Manasepuny rigpoxnopugy: RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA S.P.A., Italy; SYNNAT
PHARMA PRIVATE LIMITED, India
203. | NEHTA/IIH- Tabnetku; no 10 TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/2617/01/01
»C Tabnetok y 6nictepi; YKPAIHA" TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom

no 1 6nictepy B
KapTOHHI nauuj; no
10 TabneTok y
6nicTepax

cepTudikaT BignoBigHOCTI €Bponelickkilt

hapmakonei/moHorpadii. NMogaHHs HoBoOro abo

OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo

BU/yYeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: gnsa A®l; ans BUXigHOro

mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO

BVIKOPUCTOBYIOTbCA Y BUPOOHULTBI A®I; ans

[0MOMDKHOI peyoBMHM (cepTudiikaT BiANOBIgHOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa. MogaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
dhapmakonei Ne CEP 1997-118-Rev 12 (3aTBepaXeHo:
CEP R1-CEP 1997-118-Rev 11) ana A®l Kogeiny
docchat remirigpart Big 3aTBEpAXKEHOr0 BUPOOHUKA
"FRANCOPIA", ®paHLis. Y 3B'A3Ky 3 OHOB/IEHHAM
Bepcii CEP Bigbynacb 3miHa Ha3By BUPOGHMYOT
AinbHuui (6yno: «Sanofi Chimie», ®paHuis; ctano:
«SANOFI WINTHROP INDUSTRIE», ®paHujis).
3MiHu | TUNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiin Ta/abo
[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikalisx Ha
A®I, ab0 BUXIQHWIA/NPOMKHUIA NPOAYKT/peareHT, o
BVKOPUCTOBYIOTbCA Y Npoueci BupobHuutea AP (iHwi
3MiHN)
3MiHM Yy cneuudikauii ans kKoHTpoto APl kogeiHy
hocdpaty remirigpaty ana tecty «lgeHtudikauis (A,
C)», a came 3MiHEHO DOPMY/IOBaHHS BUMOT
Bi4NOBIAHO 40 BHYTPILIHbLO-DiPMOBUX BUMOT
(«SANOFI WINTHROP INDUSTRIE», ®paHLjisi), Lo
He cynepeunTb BMMOram MoHorpadii €Bponencbkoi
thapmakonei CODEINE PHOSPHATE
HEMIHYDRATE (01/2021:0074 corrected 10.5).

204.

NIOrNITA30
HY
rAPOX/TIOPU
i)

MOPOLLIOK
(cy6eTaHuin) y
noABINHNX
nonieTnIeHoBUX
nakeTtax gns
hapmaueBTUYHOro
3aCTOCYBaHHSA

TOB
"TNEAPAPM
nTg

YkpaiHa

AaprTi Jpars flimiteq,

IHais

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3miHa
3asBHUKa /13 (MIBIM) (BnacHWka peecTpaviiHoro
noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460): 3aTtBepaxeHo: TOB "KYCYM ®APM", YkpaiHa
3anponoHoBaHo: TOB «IMJIEAPAPM NTO», YkpaiHa

UA/10817/01/01

205.

MIPAHTEN
NONb®APM
A

CyCMeHsis opasibHa,
250 wmr/5 mn; no 15
My dpnakoHi; no 1
dhnakoHy i Mipkoto 3
noAinkamv B
KapTOHHIli KopoobLi

PapmaueBsTny
HWIA 3aBOA,
"MONb®APM
A"C.A.

MonbLa

Bupo6bHuuTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTpONb cepii:
dapmaneBTUUHNI
3aBog, “lNonbcapma”
C.A., MonbLya;
BiANOBiAa/IbHWIA 32
BMNYCK cepil:
dapmaueBTUYHNI
3aBog, “lNonbtapma”
C.A,, MonbLa

MonbLwa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo

CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHKKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BMNycK cepii) - He BkIovaroumn
KOHTPO/b/BMNPOGYBaHHSA cepii - MepeHeceHHs

BMPOGHWYOI AiNbHML BiANOBIAA/IbHOI 3@ BUMYCK cepil

3aTBEPAKEHOr0 BUPOGHUMKa PapmMaL,eBTUYHUI 3aBOg,

"MNONTIb®APMA" C.A., MonbLua, BiANOBIAA/IbHOIO 3a
MOBHWIA LMK BUPOGHULTBA. 3MiHN BHECEHO B

IHCTPYKLi0 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro

3acoby y po3ginv "BupobHuk” Ta "Micue3HaxomKeHHs
BUPOGHMKaA Ta afpeca MicLis NPOBaKEeHHN 1ioro
LOiSNbHOCTI" Ta SK HAaCNiAoK - Y TEKCT MapKyBaHHS

yNakoBOK NikapcbKoro 3acoby. BBefeHHs 3MiH

6e3
peuyenma

He
nionseae

UA/9225/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NpoTArom 6-Tu MicALIB NiCAsA 3aTBEPMKEHHS. 3MiHW |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI
BVPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IOUAKOUM AiNbHULI BUMYyCKy cepii abo micue
NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
BiANOBIAa€e BUPOGHWK/IMNOPTEP, BKOUAKUN BUMYCK
cepiid) - 3miHa Ha3BM Ta afpecu BUPOOHMKa
dapmaveBTuyHUii 3aBog "MONBPAPMA" C.A., a came
NpVBEAEHHAM [0 EANHOTO HaNMCaHHs, Y 3B'A3KY 3 LM
YacTuHa Ha3su "Biggin MepaHa B Cepaagsi”
nepeHeceHo 40 aapecy BUPO6HVKa. 3MiHW BHECEHO B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ain "BupobHuk" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaKEHHS 1oro
AISNbHOCTI" y 3B'A3KY 3i 3MiHOK Ha3BW Ta agpecu
BUPOGHMKa, a camMe NPUBEAEHHSM [0 €4UMHOIO0
HanucaHHs, Ta K HaCnifgokK - Y TEKCT MapKyBaHHSA
yNakoBOK NikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHs. 3MiHu |
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHN) - 3MiHW BHECEHO Y
TEeKCT MapKyBaHHS NepBuHHOI (M. 1, n. 6) Ta BTOPUHHOI
(n. 1,n.5,n. 14, n. 15, n. 16 Ta n. 17) ynakoBku
NiKapCbKoro 3acooby.

206.

NMOCTUHOP

Tabnetku no 0,75
Mr, Mo 2 TabneTkn y
6nicTepi, no 1
6nictepy B
KapTOHHI/ ynakosL,i

BAT "TepeoH
PixTep"

YropLmHa

BAT "TepeoH
Pixtep"

YropumHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa 4acToTn Ta/abo TepMmiHiB
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
nNikapcbKkyx 3aco6iB. 3MiHa TEPMiHy nogaHHSA
perynsipHoO OHOB/IHOBAHOTO 3BIiTYy 3 6e3neku: [itoya
pepakuisi: YactoTa nogaHHa perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn 3 poku KiHueBa gata
ONA BKNOYEHHA faaHmx o PO3b — 23.12.2026. [aTa
nogaHHsa 23.03.2027. MNMponoHoBaHa pefakuis:
YacToTa nogaHHa perynspHo OHOB/IHOBAHOIO 3BITY 3
6e3nekn 3 poku KiHueBa Aata 415 BKIIOUYEHHA AaHuX
0o PO3b -08.05.2025. flaTa nogaHHsa — 06.08.2025.
PekomeHA0BaHO A0 3aTBEPLKEHHS BifNOBIAHO [0
NepioANYHOCTI NOAaHHA PEryNIAPHO OHOB/IIOBaHUX
3BITIB 3 6e3neku Nikapcbkmx 3acobiB y €C.

3a
peyenmom

UA/6112/01/01

207.

MNPONMIA®

PO3YMH ANS iH'EKi,
60 mr/mn no 1 mn
PO34YUHY B CKISIHOMY

AMIKEH
€spona b.B.

HigepnaH
an

BVPOGHMLTBO
Hepo3dacoBaHoT
npoayKLii, nepByHHe

CLUA/
HigepnaHnan

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. APL. KoHTposib AP (iHLi 3MiHW)
- BHeceHHs1 3MiH g0 po3ginis 3.2.S.2.3 KOHTposb

nonepeaHL0 nakyBaHHs: AMIKeH matepianis Ta 3.2.S.6 Cuctema
HarnoBHEHOMY MaHydbekuypiHr KOHTeliHep/3aKynoptoBasibHWii 3aci6, a came: - y
LINPWL 3 FOSIKOH, Nimiten, CLUA; po3aini 3.2.S.2.3 (cuposuHa —CP4) 6yno BunpasieHo
3aKpUTOI0 BTOPWHHE 0iHOPAa30Bi NaKeTu Ta KOHTENHEPU ANS KyNbTyp

3a
peyerimom

UA/12077/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KOBMayKoM, i3 nakyBaHHs Ta KMITVH, SKi BUKOPUCTOBYBA/IVCA Mif, YaC OYNLLEHHS.
3aXUCHUM BMNYCK cepil: [ns kynbTyp KNiTUH nonieTuneHosi (PE) nakeTw, aki
NPUCTPOEM BIf, AmIXeH €spona BMKOPUCTOBYIOTbCSA Nif Yac BupobHuutea N-4 go N-3,
BMNAAKOBOrO YKO/Ty B.B., HizepnaHngu 6ynn 3aMiHeHi Ha nakeTu 3 eTuneiHinaueTaty (EVA), a
ronkoto; no 1 NS OYNLLEHHS, TEPMIH «MILLKW 3 NOMieTUNeHyY
nonepeaHL0 HaAHM3bKOI WinsHocTi» (ULDPE), siki
3arnoBHeHOMY BVKOPVICTOBYIOTBCS B Nynax i bydepax 6yno 3amiHeHO
LINpu1Ly 3 3aXUCHUM Ha nonieTuneHosuii (PE) nakeT. O6uABi 3MiHK
NPUCTPOEM B BHECEHO A/151 Y3rOKEHHS 3 TEPMIHOJIOTIED, sika
6nicTepi; no 1 BMKOpPUCTOBYETbLCA B 3.2.A.1 (A®I -[ASM] (geHocymab,
6nictepy B CP4)) i 3.2.A.1 (A®I - [ARI-30] (aeHocymab, CP4)). -y
KapTOHHI KopobL; po3aini 3.2.S.6 BMNpaBieHo ApyKapCbKy NOMUIIKY,
no 1 M/ po3uynHy B 06 Bigo6pa3nTtu TouHuii peareHT (HCI), skwuit
CKNSIHOMY BUKOPVCTOBYBABCS /19 TECTY Ha KNCNOTHICTb abo
nonepeaHL0 NYXHICTb, Y «Tabnuuj 6 Pesynbtatn gisnko-XiMiyHOro
3arnoBHeHOMY TecTyBaHHs KOHTellHepa» po3giny 3.2.S.6 (Cuctema
LUMPULL 3 FOJIKOIO, 3aKpUTTA KOHTelHepa — KoHTeliHep ANnsa nikapcbKoi
3aKpuTolo peyosuHYU [nakeT] —CP4). Y cuctemi 3akpuTTa
KoBnaykom; no 1 KOHTeliHepa 3 A®| 3miH Hemae. - BBefeHHs 3MiH
nonepegHbL0 NPOTArom 6-Tv MiCALiB MicNs 3aTBEPKEHHS - 3MiHW I
3arnoBHeHOMY TMny - 3MiHK 3 aKkocTi. A®l. BupobHuuTBO. 3MiHa
Wwnpuy B 6nicTepi BMPOGHMKA BUXIAHOro/MPOMIKHOTO MPOAYKTYy/peareHTy,
abo 6e3 6nicTepa, LLIO BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY npoueci AdI,
noMiLLeHOMY B abo 3MiHa BMPOOHUKa (BK/IHOYatoun, e HeobxigHo,
KapTOHHY KOpPOGKY MicLe NpoBeaeHHs KOHTPOsIo skocTi) APl (3a
BiICyTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKIlt
thapmakonei y 3aTBepakeHOMY A0Cbe)(3MiHa B AD|
6i010rYHOro NOXoMKEHHS abo BUXIGHOMY
marepiani/peareHTi/MPoOMKHOMY NPOAYKTI, L0
BMKOPWCTOBYHOTLCS A4/15 BUPO6HMLTBA
6i0N0riYHOro/iMyHO/OrYHOTO NiKapCcbKOro 3acoby )-
BBepgeHHsA fogatkoBoro BupobHuka A®| feHocymaby
Immunex Rhode Island Corporation (40 Technology
Way West Greenwich, Rhode Island 02817 USA) 3a
MOBHUM LMK/TIOM BUPOGHMLTBA. HEMAE XOAHUX 3MiH Y
BMPOGHWLTBI, KOHTPO/i, MapKyBaHHI, NaKyBaHHi Ta
BUMyCKy cepii AdI.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
208. | NPONMKOTEKC | po3unH ans iH'ekuid, | IBCA IHcTutyT | LBeiiyapi KOHTPO/b AKOCTI: LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3miHu | 3a UA/14719/01/01
25 mr/mn; no 1 mny Bioximik CA a IBCA IHcTUTYT ITanis TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS! peyenmom

donakoHi; no 7
thnakoHiB B
KapTOHHIlA KopooLi

Bioximik CA,
LLiBefiuapis;
BUPOGHMLTBO
roTOBOro
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPUHHE

Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro
nocBigyeHHs) 3MiHa MicLle3HaxX0MKEeHHS 3asBHUKA
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n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

nakyBaHHS:
IBCA IHCTUTYT
Bioximik CA,
LLiBefiuapis;
BMNYCK cepil:
IBCA IHCTUTYT
Bioximik CA,
Lseiiuapis;
BMPOBHULITBO in
bulk, nepBunHHe
nakyBaHHs:
Anbcpacirma C.n.A.,
ITanis

UA/5421/02/01

209.

MPOMAHOPM
®

PO3YMH ANS iH'EKLN,
3,5 mr/mn no 10 mn
B amnyni; no 5
amnyny
KOHTeliHepax; no 2
KOHTeWHepn y
KapTOHHI Kopo6Lyi

MPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nik
a

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHNLTBI
rOTOBOrO JliKkapCbKOro 3acoby (He3HauyHa 3miHa y
npoueci BUpobHULTBa) He3HauHi 3MiHKM B npoLeci
BMPOGHMLITBA FOTOBOTO NiKapCbKOro 3acoby, a came-
3MiHa y MiaroToBLi BoAW ANA iH eKUiii. 3MiHW | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOHULTBI. 3MiHW Y Npoueci BUPOOHNLTBA FOTOBOMO
nNikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCA NPU BUPOBHULTBI FOTOBOrO
NikapcbKoro 3acoby (iHLwi 3MiHW)
AxTyanisauis Ta yHicikauis iHdpopmauii B po3gini
peecTpadiiHoro gocke 3.2.P.3.3 Onuc BUpo6GHUYOro
npoLecy Ta KOHTPO/II0 NpoLecy.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPO6YyBaHb abo
[OMNyCTUMUX MEX, BCTaHOBNEHUX y cneuudikalisx, nig
yac BUPOOHMLTBA FOTOBOrO /iKapPCbKOro 3acoby
(mofaBaHHA HOBOro MeToAy BUNPOGYBaHHA Ta
JonycTuMux Mex) [logaBaHHs HOBOrO NokasHuKa
«Temneparypa Boau» 3 KpUTEPIEM NPUAHATHOCTI
«40°C-45°C» Ta MeToAy i0ro KOHTPOSIO Y
crneungikaL,ito NPOMIXXHOrO KOHTPO/It0 BUPOGHMLTBA
roTOBOrO JIiKapCbKOro 3acoby. 3miHu | Tuny - 3miHu 3
siKocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHN y

BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo A0NYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOBOHULITBA rOTOBOTrO NiKapCbKoro 3acoby
(#opasaHHA HOBOTrO MeTOAYy BUNPOGYBaHHA Ta
Jonyctumux mMex) [loaaBaHHA HOBOTO NoKasHMKa
«Tpuanictb 6ap6b0TyBaHHA a30TOM» 3 KPUTEPIEM
NPUAHATHOCTI «5 minutes» Ta MeTofy Noro KOHTPO/IH

3a
peyenmom




139

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

y cneuudikaL,ito NPOMKHOrO KOHTPOJIH0 BUPOGHULTBA
roTOBOrO JliKapcbKoro 3acoby. 3miHu | Tuny - 3miHu 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHU BUNPObyBaHb abo AONYCTUMMX
MeX, BCTaHOB/EHMX Y cneumdikayisx, nig yac
BMPOGHMLITBA rOTOBOTO /iKAPCbKOro 3acoby
(OofaBaHHA HOBOro MeToAy BUNPO6yBaHHA Ta
JonyctuMux Mex) floaaBaHHA HOBOrO NoKasHuKa
«TpyBaniCTb NepeMilLyBaHHS» 3 KpUTEPIEM
NPUAHATHOCTI «?20 minutes» Ta MeToAy oro
KOHTPOI0 y creyndikaLito NPOMIXXHOrO KOHTPOSI0
BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHW BUNpobyBaHb abo
[OMNYCTUMUX MEX, BCTaHOBMIEHUX y crevuudikalisx, nig
yac BUPOOHMLTBA FOTOBOrO /iKAPCbKOro 3acoby
(oofaBaHHsA HOBOro MeToAy BUNPOGyBaHHA Ta
JonyctuMmx mex) lofasaHHs HOBOTO MOKasHMKa
«Temneparypa OX0N0MKEHHA PO3UNHY» 3 KpUTEPIEM
NPUAHATHOCTI «20°C-25°C» Ta MeToAy /0ro KOHTPOsI0
y cneyucpikaLlito NPOMIXHOr0 KOHTPO0 BUPOGHULTBA
rOTOBOrO JliKapCbKOro 3acoby.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
[OMNYCTUMKX MEX, BCTAHOB/IEHUX y crnevuudikalisx, nig
yac BMpPOBHMLTBA FOTOBOIO NiKapCbKoro 3acoby
(mopaBaHHA HOBOTrO MeTOAYy BUMPOOYBaHHA Ta
Jonyctumux mMex) [logaBaHHA HOBOrO NoKasHMKa
«TpuBanicTb NepemilllyBaHHs Nic/1s HANOBHEHHA» 3
KpUTepieM NputHATHOCTI «10 minutes» Ta meTody
10ro KOHTPO/I0 y cneuudikaLlito NPoMiKHOro
KOHTPO/0 BUPOBHMLITBA FOTOBOrO /1iKapCbKoro 3acoby.

3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHN y BUPO6HMLTBI. 3MiHN BUNpobyBaHbL abo
[OMNYCTUMUX MEX, BCTaHOB/IEHUX y crevuudikalisx, nig
yac BUPOOHMLTBA FOTOBOrO /iKAPCbKOro 3acoby
(OoopaBaHHsA HOBOro MeToAy BUNPOGYBaHHA Ta
JonycTuMux Mex) flogaBaHHA HOBOrO NokKasHuKa
«KinbKicHUIA BMiCT Mponad)eHoHy» 3 KpUTepiem
npuiAHATHOCTI «3,33 mg/ml — 3,68 mg/ml» Ta MmeToay
I0ro KOHTpOto y cneuundikaLito NPOMIXKHOTO
KOHTPO/1t0 BUPOBHMLITBA FOTOBOrO /1iKapCbKOro 3acooy.

3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUpO6HMLTBI. 3MiHN BUNpobyBaHb abo
OONyCTUMMX MeX, BCTAHOBMIEHUX Y creuudikaLisx, nig
Yyac BMPOBHMLUTBA FOTOBOIO NiKAPCbKOro 3acoby
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

(OofaBaHHA HOBOro MeToAy BUNPo6yBaHHA Ta
JonyctuMux Mex) floaaBaHHA HOBOrO NoKasHuKa
«BioHaBaHTaXEHHS» 3 KPUTEPIEM NPUAHATHOCTI «NMT
10 CFU/100ml» Ta meToay Oro KOHTPO/Io y
cneuudikaLito NPOMKHOrO KOHTPOJIH0 BUPOGHULTBA
roTOBOrO /1iKAPCbKOro 3acoby. 3MiHu | Tuny - 3miHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHM BUNPO6BYBaHb abo AONYCTUMMX
MeX, BCTaHOB/IEHUX y crieuudikalisx, nig yac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(OoopaBaHHsA HOBOro MeToAy BUNPOGyBaHHA Ta
JonycTuMux Mex) flogaBaHHA HOBOrO NoKasHuka
«3analBaHHsA» Ta MeTofy oro KOHTPOso y
cneuudikaLito NPOMKHOrO KOHTPOJIH0 BUPOGHULTBA
roTOBOrO /IiKAPCbKOro 3acoby. 3MiHu | Tuny - 3miHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHM BUNPObByBaHb abo AONYCTUMMX
MeX, BCTaHOB/IEHUX y crevuudikalisx, nig yac
BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby
(OoopaBaHHsA HOBOro MeToAy BUNPOGYBaHHA Ta
JonycTuMux Mex) flogaBaHHA HOBOrO NokKasHuKa
«CTepunisauis» 3 KpUTEPIEM NPUAHATHOCTI «121+27?
C/20 minutes» Ta MeToAy AOro KOHTPOSIO Y
crneungikaLito NPOMIXHOrO KOHTPO/I0 BUPOGHMLTBA
roTOBOrO JIiKaPCbKOro 3acoby. 3miHu | Tuny - 3miHu 3
sKocTi. FoToBMIA Nikapcbkuid 3aci6. 3mMiHN y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOBGHULITBA rOTOBOrO NiKapCbKoro 3acoby
(#opaBaHHA HOBOTrO MeTOAYy BUMPOGYBaHHA Ta
Jonyctumux Mex) [logaBaHHA HOBOTO NoKasHMKa
«PiBeHb piguHU» 3 KpUTEPIEM NPUIAHATHOCTI
«Corresponding to NLT 10.0 ml» Ta meTogy lioro
KOHTPO/I0 Y cneundikaLito MPOMiIXXHOIO KOHTPO/IH0
BMPOGHMLTBA rOTOBOTO JlikapCbKOro 3acoby. 3miHu |
™My - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
3MiHM y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
OONyCTUMMX MeX, BCTAHOBMIEHUX Y creuudikaLisx, nig
Yyac BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acoby
(OofaBaHHSA HOBOro MeToAy BUNPO6yBaHHA Ta
JonyctuMux Mex) [loaaBaHHA HOBOrO NoKasHuKa
«[epeBipKa WiNiCHOCTi» 3 KpUTEPIEM NPUAHATHOCTI
«100% tightly sealed ampoules» Ta meTogy oro
KOHTPOI0 y crieyndikaLito NPOMIXXHOrO KOHTPOSI0
BMPOGHMLTBA rOTOBOTO /1iKapCbKOro 3acoby. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHW BUNpobyBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/IEHUX y cneuudikauisx, nig
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
yac BUpOOHMLTBA FOTOBOrO /iKAPCbKOro 3acoby
(OoopaBaHHsA HOBOro MeToAy BUNPoGyBaHHA Ta
JonycTuMmx mex) lofasaHHs HOBOTO MOKasHMKa
«[lepeBipka Ha KOHTaMiHaL,jil0» 3 KpUTepieEM
npuiiHATHOCTI «Practically free from particles» Ta
MeToAy MOoro KOHTPOso Y cneuydikaLlito MPOMIXKHOTo
KOHTPO/1t0 BUPOBHMLITBA TOTOBOIO J1iKQpCbKOro 3acoby.
210. | NIPOMNO®O/- | emynbCia Ans B. BpayH HimeuuunH Bupo6bHuuTBO, HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/8172/01/01
ninyprPo 1% iHdpysii, 10 mr/mn; Menb3yHreH a nepBrHHa Ta Tuny - AAMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3Bn APl abo peyenmom | nionsi2ae
no 20 mn B amnyni; Al BTOPUHHA ynaKoBKa, [O0MOMIKHOT PEYOBVHY -
no 5 amnyny BUNYyCK cepii 3MiHa Ha3BW AONOMDKHOT PEYOBUHM i3 «1EeLUTUH
KapTOHHI Kopoo6L; h1aKoHiIB: AEYHNIN» Ha «dhocchoninian SEYHOro XOBTKA AN1A
no 50 mn a6o no B. BpayH iH'eKUii», 3 BiANOBIAHUMY 3MiHaMK B po3ain «Cknag»
100 mn 'y dpnakoHi; Menb3yHreH Arl, MKSA N3, Ta, gk Hacnigok, B Cneyudpikavito/metoam
no 10 chnakoHis y HimeyuunHa; KOHTposito 13 (nokasHuk «laeHTudikawis.
KapTOHHIli KopoobLi KoHTponb cepii docdhoninian A€YHOro XOBTKa A5 IH EKLiA»), 6e3 3MiH
oNakoHiB: KpUTEpI0 MPUAHATHOCTI Ta METOAMKN BUMNPOOYBaHHS.
B. bpayH 3MiHN BHECEHI B IHCTPYKLiIO 4519 MeANYHOro
Menb3yHreH AT, 3acTocyBaHHSA Nikapcbkoro 3acoby y po3ain «Cknaa»
HimeuuunHa; (8oNOMKHI peqyoBuHN) 3 BiANOBIAHUMYN 3MiHAMU Y
MoBHWI LMKN TEKCTi MapKyBaHHS1 YNakoBKW NMikapCbKoro 3acoby.
BMPOGHMLTBA BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
amnyn: 3aTBEPMKEHHS.
B. bpayH
Menb3yHreH Arl,
HimeuumHa
211. | PABENI® SR TabneTtkn KPKA, ao.4., CnoBeHis KPKA, a.4a., Hoso CnoseHis BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu |l 3a UA/3628/01/01
NPOJIOHTOBaHOT Aji HoBo mecTO MecTo TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
no 1,5 mr no 10 KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
Tabnetok y 6nictepi; napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
no 2 a6o 3, a6o 6, rOTOBOrO JliKkapcbKoro 3acoby (BUTy4YeHHs NMoKasHUKa,
a6o 9 6nictepiB y SIKWIA MOXKEe MaTW iCTOTHWIA BNJIMB Ha SIKICTb TOTOBOTO
KapTOHHIli KopoobLi NiKapCbKOro 3acoby) BUyYEHHS NokasHuKa «Jomiluka
A» 3i cneuudpikauii Npy BUNYCKy Ta Ha TepMiH
npugartHocTi M3 3 Big4NOBIAHNM METOAO0M
BMNPOGYyBaHHA. BBEAEHHSA 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepAKEHHS.
212. | PEBIBANI® Kancynu Megpokemi Kinp BVMPOGHULTBO Kinp BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/17932/01/02
racTpope3nCTeHTHi nTa roTOBOrO MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peyenmom | niossieae
TBepAi no 60 mr; no nikapcbKoro 3acoby, CucTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
10 kancyny KOHTPO/b SKOCTI, pPO3Mipy yNnakoBKM roTOBOrO NikapCbKoro 3acoby
6nicTepi; no 3 a6o 9 BMNYCK Cepil: (BUNyYEHHS yNakoBKM MEBHOr0 Po3Mipy) - BunyueHHs
6nicTepiB y Mepokemi NTA ynakoBku no 10 kancyn y 6nictepi; no 6 6nictepis y
KapTOHHIl KOpO6L (LleHTpanbHwuii KapTOHHIA KOpO6LLi. 3MiHW BHECEHO B IHCTPYKLiO Ans
3aBog), Kinp; MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby B
BVMPOGHMLTBO po3ain "YnakoBka" y 3B'A3Ky 3 BUTyYEHHSIM YNakoBOK
roToBOro NEBHOro Po3Mipy, Ik HAaCNIfOK - BUTYYEHHS TEKCTY

NiKapcbKoro 3acoby,

MapKyBaHHS YNakOBOK flikapcbkoro 3acoby. BBefeHHs!
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nepBUHHE Ta 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS.
BTOPUHHE
nakyBaHHs:
Megokemi NTA
(3aBog AZ), Kinp
213. | PEBIBAN® Kancynm Mepokemi Kinp BVPOGHMLTBO Kinp BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/17932/01/01
racTpopesnCTeHTHi nTa roToBOro TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom | nidssieae
TBepAi no 30 mr; no nikapcbKoro 3acoby, Cuctema KOHTeHep/3aKynopoBasibHWiI 3aci6. 3MiHa
10 kancyn'y KOHTPO/b SIKOCTI, PO3Mipy YNakoBKV roTOBOrO NiKapcbkoro 3acoby
6nictepi; no 3 a6o 9 BMNYCK cepil: (BUNYyYEHHA yNakoBKU NMEBHOr0 po3Mipy) - BunyyeHHs
6nicTtepiB y Mepokemi 1T ynakoBku no 10 kancyn y 6nictepi; no 6 6nictepis y
KapTOHHIli KopoobLi (UeHTpanbHuii KapTOHHIA KOpo6L,i. 3MiHM BHECEHO B IHCTPYKLil0 AN15
3aBog), Kinp; MeAMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby B
BVMPOGHMLTBO po3ain "Ynakoska"y 3B'A3Ky 3 BUSlyHYEHHAM YNaKkoBOK
roToBOro NeBHOTo PO3MIpY, SIK HAC/IAOK - BUNYYEHHSI TEKCTY
nikapcbKoro 3acoby, MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby. BeefeHHs
nepBuHHE Ta 3MiH NPOTAroM 6-TU MICALIB MiCNA 3aTBEPIKEHHS.
BTOPUHHE
nakyBaHHs:
Mepokemi 1T
(3aBopg AZ), Kinp
214. | PE3OIMNOBIH | po3uvH Ans iHeKLIN, TOB YkpaiHa BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/13033/01/01
1500 MO (300 mkr "BIOPAPMA nepBuHHE TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom | niosisieae
iMyHOrno6yniHy); no MNA3MA" nakyBaHHs 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeAeHHS

1 mn B amnyni, no 1
abo 3, abo 5 amnyn
B nauyui; no 1 mny
nonepeaHbO
HarnoBHEHOMY
wnpwvyi, no 1
LNpuLy B NavLj

(amnynu), BTOpUHHE
nakyBaHHsa (amnynu,
LLNPULIM), KOHTPO/b
AKOCTI, BUNYCK
cepiii:

TOB "BIO®APMA
MNA3MA", YkpaiHa;
nepBuHHe
nakyBaHHs
(wnpwvuw), BTOPUHHE
nakyBaHHsa (amnynu,
LnpuLm):

TOB "03
"BIO®APMA,
YkpaiHa

[0[aTKOBOI fibHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOOGHMYOro NPoLEecy roToBOro Nikapcbkoro
3aco6y (4iNbHULA NS BTOPUHHOTO NakyBaHHS) -
BBEJEHHS 40AaTKOBOI AiNbHuULi BupobHuuytea TOB
"®3 BIOPAPMA", 09100, Kniscbka 0611., M. Bina
Llepksa, By/. KuiBCcbKka, 37, YKpaiHa 4191 BTOPUHHOIo
nakysaHHs /13 y wnpuuax. Takox, y 3B'A3Ky 3
BBE/IEHHAM a/IbTePHATVBHOI CMCTEMM
KOHTeliHep/3akKynoproBasibHWiA 3aci6 (nonepesHbLo
HamnoBHEHWIA LLNPULL) YTOUHIOTLCSH QOYHKLT
BMpo6HMKa TOB "BIO®APMA M/TA3MA" Ta TOB "93
BIO®APMA", a came - BTOPVMHHE NakyBaHHA (B
amnynax Ta wnpuuax). TepMiH BBEAEHHS 3MiH -
NPOTArom 6 MicsLiB nicns 3aTBeppKeHHs. 3MiHu | Tuny
- 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkItYatoum
AianasoH po3Mipy cepil) roToBOro slikapcbkoro 3acoby
(iHWi 3miHW) - BBEAEHHA 00AaTKOBOro po3mipy cepii
N3 y nonepeAHbO HaNOBHeHWX LWnpuuax no 1 mn a6o
no 2 mn. TepMiH BBEEHHS 3MiH - MPOTAroM 6 micAauis
nicnsa 3aTBepmXeHHs. 3MiHn | Trny - 3MiHM 3 AKOCTI.
[oTOBMI1 Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36ibLUEHHS TEPMiHY
NpMAATHOCTI FOTOBOIO NiKaPCbKOro 3acoby) -
36i/bLUEHHS TEPMIHY NPUAATHOCTI /liKapcbKoro 3acoby
6i0N10ri4YHOro/iMyHO/OMNYHOr0 NOXOYKEHHS HA OCHOBI
pe3ynbTaTiB AOCNiIMKEeHb CTabifIbHOCTI, NPOBEAEHNX
BifjNOBIAHO [0 3aTBEPKEHOrO NMPOTOKO/TY
36inblUeHHA TepMiHy npugatHocTi /13 Pe3ornobiH B
amnynax 3 24 micauis fo 36 MicsLiB Ha OCHOBI
pe3ynbTaTiB AOC/iHKEHb CTabiNbHOCTI.
3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3aCTOCyBaHHA NikapCbKoro 3acoby, [0 KOPOTKOT
XapaKkTepucTMKM nikapcbkoro 3acoby, MKA go posgainy
"TepMmiH npugaTHOCTI". TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAuiB nNicnsa 3aTBepakKeHHs. 3MiHu I
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
NepPBUHHIl yNakoBLji rOTOBOro fikapcbkoro 3acoby (Tun
KOHTeliHepa abo fofaBaHHA HOBOTO KOHTelHepa) -
CTepunbHi nikapcbki 3ac06m Ta nikapcbki 3acobu
6i0/10r4HOr0/iMyHOOMNYHOTO NMOXOLKEHHS -
JoaasaHHA asibTEpPHATUBHOT CUCTEMUN
KOHTeliHep/3aKynoptoBaibHWii 3aci6, a came
nonepeAHbO 3anoBHEHMX LINPULIB Mo 1 ma abo 2 mn.
3MiHM BHECEHO A0 IHCTPYKLii 415 MeguyHoro
3acToCcyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"Cknag", "Oco6mBOCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta fo3n", "Ynakoska"; 0 KOPOTKOI
XapaKTepuCTUKM NiKapCbKoro 3acoby A0 po3ainis "2.
FAKICHWI | KinbKicHUIA cknag”, "4.2. [lo3n Ta cnoci6
3actocyBaHHs", "4.5. Oco6uBI 3aCTEPEXEHHSA Ta
3anobixHi 3axoaun npu 3acTocyBaHHi", "6.5. Tun Ta
BMICT NEPBMHHOI YNakoBKN", K HAC/IJOK,
3aTBEPKEHHA TEKCTY MapKyBaHHA 151 ynakosku no 1
M1, MO 2 My NonepeHbo HaNOBHEHMX LUNPULAX.
TepMmiH BBEAEHHSA 3MiH - MPOTAroM 6 Micauis nicns
3aTBEpMKEHHS. 3MiHuM Il Trny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3amiHa abo BBeEeHHS [,04aTKOBOI AiNbHULL
BMPOGHMLITBA A1 YACTUHM ab0 BCbOro BUPOGHUYOro
npouecy roToBoro /ikapcbkoro 3acoby (4inbHuUs, Ha
AKill NpoBOAATLCA ByAb-AKi BUPOGHMYI CTagji, 3a
BUHATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPOO
AKOCTi Ta BTOPUHHOIO NakyBaHHSA, 419 NiKapCbKux
3ac06iB 6i0N10r4YHOro/iMyHOOMNYHOTO NOXOAKEHHSA 260
nikapcbknx hopM KOMM/IEKCHOTO (CKMagHOoro)
BMPOGHNYOro npoLecy) - BBeAeHHA [0AaTKOBOI
AinbHUUi BUpo6bHuyTea TOB "®3 EIO®APMA", 09100,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KuiBcbka 0611., M. Bina Llepksa, Byn. Kuiscbka, 37,
YKpaiHa 19 nepBuHHOro nakysaHHsa /13 y wnpuuax.
Takox, y 3B’A3Ky 3 BBEIEHHAM a/lbTePHATUBHOI
CMCTEeMW KOHTelHep/3aKynopoBasibHWI 3acio
(nonepefHbLO HANOBHEHWIA LLINPWL) YTOYHIOKTLCA
hyHKLiT BUpo6HUKa TOB "BIOPAPMA MNA3SMA",
YkpaiHa, a came - 3a3Ha4a€eTbCs 4718 BUpo6HMKa TOB
"BIO®APMA MNA3MA" B1po6bHUUTBO J13 B amnynax.
TepMmiH BBEAEHHSA 3MiH - MPOTAroM 6 Micauis nicns
3aTBEpPKEHHS.

215.

PE30OINOBIH

PO3YMH ANS iH'EKLIN,
1500 MO (300 m«kr
iMyHOrno6yriHy); no
2 mn B amnyni, no 1
a6o 3, abo 5 amnyn
B nauuj; no 2 mny
nonepeaHbLO
HarnoBHEHOMY
wnpuui, no 1
LInpu1Ly B navuj

TOB
"BIO®PAPMA
MNA3MA"

YKpaiHa

BMPOBHULTBO,
nepBuHHE
nakyBaHHS

(amnynu), BTOpUHHE
nakyBaHHs (amnynu,
LUNPWLY), KOHTPONb

SAKOCTI, BUNYCK

cepiit:

TOB "BIOPAPMA
MNA3MA", YkpaiHa;
nepBuHHE
nakyBaHHS
(wnpuuwn), BTOpUHHE
nakyBaHHs (amnynu,
LINpULM):

TOB "03
"BIO®APMA,
YkpaiHa

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[0[4aTKOBOT AiNIbHULI BUPOBHULITBA [/191 YaCTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO NiKaPCbKOro
3acoby (gibHMLA ANS BTOPUHHOTO NakyBaHHS) -
BBe[EHHS [0AAaTKOBOI AifbHUL BUpo6HMLTBa TOB
"®3 BIO®APMA", 09100, Kniscbka 061., M. Bina
LlepkBa, Byn. KviBcbka, 37, YkpaiHa A151 BTOPUHHOIO
nakysaHHs J13 y winpuuax. Takox, y 3B'A3Ky 3
BBE[EHHAM a/lbTePHATMBHOI CUCTEMMU
KOHTeliHep/3akynoproBasibHWii 3aci6 (nonepesHbo
HamnoBHEHUIA LLNPULL) YTOUHIOOTHLCS OYHKLT
BMpo6HMKa TOB "BIO®APMA MJTASMA" Ta TOB "$3
BIO®APMA", a came - BTOPMHHE NakKyBaHHs (B
amnynax Ta wnpuuax). TepMiH BBEAEHHS 3MiH -
npoTArom 6 micAiB nicnsa 3aTBepKeHHs. 3MiHn | Tuny
- 3MiHK 3 AKOCTi. F0TOBUIA NiKapcbKuii 3aci6. 3MiHK y
BUPOGHMUTBI. 3MiHa po3mipy cepii (BKIYatum
gianasoH po3mipy cepil) roTOBOro JlikapCbKoro 3acoby
(iHWi 3MiHW) - BBEAEHHS A,04aTKOBOrO po3mipy cepil
[N13 y nonepeAHbO HANOBHEHMX LWNpULax no 1 ma abo
no 2 mn. TepmiH BBEA,EHHS 3MiH - NPOTArom 6 micsuis
nicns 3atBepgKeHHsA. 3MiHn | Tuny - 3MiHN 3 SKOCTI.
FoToBWiA Nnikapcbkuii 3aci6. CTabinbHICT. 3MiHa Y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3aco0y (36iNbLUEHHS TEPMiHY
NPUAATHOCTI FOTOBOIO NiKapCbKOro 3acoby) -
36inbLUEHHSA TEPMIHY NPUAATHOCTI NlikapcbKoro 3acoby
6i0/10rYHOr0/iIMyHO/TOFIYHOTO MOXOZPKEHHS HA OCHOBI
pe3ynbTaTiB AOCNiMKeHb CTabiNIbHOCTI, NPOBEAEHMX
Bi4NOBIAHO 4,0 3aTBEPAXXEHOr0 NPOTOKOY
36inbLIeHHs TepMiHy npuaaTtHocTi /13 Pe30rio6iH B
amnynax 3 24 Micauis 4o 36 MicsiLiB Ha OCHOBI
pe3ynbTaTiB AOCiAKEeHb CTabiNIbHOCTI.
3MiHM BHeCeHO A0 IHCTPYKLii 415 MeguyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby, A0 KOpPOTKOT
XapaKTepuUCTUKM Nikapcbkoro 3acoby, MKA ao posginy

3a
peyenmom

He
nionseae

UA/13033/01/02
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dopma sunycKy

3asBHUK
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n/n

JliKapcbK0O20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o

216.

PE30OINobIH

PO3YMH ANS iH'EKLIN,

TOB

"TepMiH npuaaTHocTi". TepMiH BBEAEHHS 3MiH -
NpoTArom 6 Micsuis nicns 3atBepokKeHHs. 3MiHu
TNy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.

CurcTemMa KOHTelHep/3aKynoploBasibHUIA 3aci6. 3miHa y
NepBWHHIlA yNakoBLji rOTOBOro /ikapcbKoro 3acoby (Tvn
KOHTellHepa abo foAaBaHHS HOBOTO KOHTeliHepa) -
CTepunbHi nikapcbki 3acC06U Ta flikapcbki 3aco6m
6i0/10r4YHOr0/iMyHO/TONYHOTO MOXOPKEHHS -
[onasaHHA asibTepHATUBHOT CUCTEMUN
KOHTeliHep/3aKyrnoptoBasibHWiA 3aci6, a came
nonepeAHbO 3anoBHEHUX LWNpULiB No 1 M abo 2 mn.
3MiHM BHeCeHO [0 IHCTPYKLUii 4158 MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Cknapg", "OcobnmBocTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta 031", "Ynakoska"; 0 KOPOTKOI
XapakTepucTVK/ NiKapCcbKoro 3acoby Ao po3ainis "2.
SAKICHWIA | KinbKicHUiA cknag”, "4.2. [lo3n Ta cnoci6
3actocyBaHHs", "4.5. OCcO6UBI 3aCTEPEXEHHA Ta
3anobixHi 3axoaun npu 3actocysBaHHi", "6.5. Tun Ta
BMICT NEepPBUHHOI YNakoBKN", IK HaCigok,
3aTBEPMKEHHS TEKCTY MapKyBaHHS 19 ynakosku no 1
M1, MO 2 M1y NonepeHbO HANOBHEHMX LUNPULAX.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicAuiB nicns
3aTBEPAXKEHHSA. 3MiHM Il TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3amiHa abo BBeeHHA [0AaTKOBOI Ai/TbHULL
BMPOGHULTBA A1 YACTUHM abo BCbOro BUPOOGHNYOTO
npoLecy rotToBOro NikapCcbkoro 3acoby (AibHULA, Ha
AKili NpoBOAATLCA OyAb-sKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPOSO
AKOCTi Ta BTOPUHHOIO NakyBaHHSA, 415 iKapCbKnX
3aco6iB 6i0N10riYHOro/iMyHO/IONYHOT0 NOXOKEHHS ab0
nNiKapcbknx hopm KOMMIEKCHOTO (CKNagHoro)
BMPOGHMYOro NpoLecy) - BBeAeHHA [0AaTKOBOI
OinbHUUi BUpo6HMLTBA TOB "®3 BIOPAPMA", 09100,
KuiBcbka 0611., M. Bina Llepksa, Byn. Kuiscbka, 37,
YKpaiHa o115 nepByHHOIO nakysaHHs J13 y wnpuuax.
Takox, Y 38'A3KY 3 BBEIEHHAM a/lbTepHaTUBHOI
CUCTEMU KOHTeHep/3aKynoptoBasibHWA 3acio
(nonepefHbO HANOBHEHWIA LLINPULL) YTOYHIOKOTHCSA
hyHKLii BUpo6HUKa TOB "BIOPAPMA MNA3SMA",
YKkpaiHa, a came - 3a3HavaeTbcs Ans BupobHuka TOB
"BIO®APMA MNNTA3MA" BUpo6HMLTBO /13 B amnynax.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.

nocsBi0OYeHHs

1500 MO (300 mkr

iMyHOr106yiHyY); No

"BIO®APMA
MNIA3SMA"

YkpaiHa

BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK 3 AkocTi. AP, BUpobHMLUTBO. 3MiHV B

3a
peyenmom

npoueci BUpo6HMUTBa APl. YTOUYHEHHS 3HAYEHHS

UA/13033/01/01




146

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nakyBaHHS, Temneparypu nonepeAHbOro BifTaIOBaHHS N1a3mmn y
XOMI0AWNbHINA Kamepi «He Binblue +4°C (S+4°C)».

1 mn B amvnyni, no 1
a6o 3, abo 5 amnyn
B nauuj

KOHTPOb AKOCTI,
BUMycK cepiii: TOB
"BIO®PAPMA
MNA3SMA", YKpaiHa;
BTOPWHHE
nakyBaHHs: TOB
"®3 "BIOPAPMA",
Ykpaina

TakoX, KOpUryBaHHsi Ha3B onepadiiii TEXHOOr4YHOro
npouecy dpakuioHyBaHHA Naa3Mn Ta TEXHO/ONYHOro
npotecy oTpumaHHs /13 6e3 3MiH y npoveci
BMPOGHULTBA. [1119 BUPOBGHWUUMX Npouecis
3anpornoHOBaHO PO34iNNTY onepaLii, ki BKIYaTb
[eKisibka npoLecis, Ha okpeMi onepavuii Ta
BiAKopuUrysaTyi TEPMIHOOTIHO.
BiapegarosaHe nocunaHHA Ha €Bponencbky
dhapmakoneto 3 Eur. Ph. Ha 3aranbHonpuiiHaTe
Ph.Eur. - 3MiHn | Tuny - 3miHu 3 akocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAUYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpOAYKT/peareHT, LWo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHuuTea Ad|
(BMNyYEeHHs HE3HAYHOrO NOKasHWKa AKOCTI (Hanpuknag,
BWYYEHHS 3acTapifioro nokasHuka)). BunyuexHs
iHchopMmaLii Npo JOCNIMKEHHS HA HAsBHICTb aHTUTIN A0
NOBEPXHEBOr0 aHTUreHy renaTuTy B, aHTuTIN Ao
Bipycy renatuty C, aHTUTIN A0 Bipycy iMyHoaediunTy
NOAVHN Y MiHINy1ax naasmmy Npu NpoBeAeHHi BXigHOTo
KOHTpONI0 Nnasmu. BigpeaaroBaHe nocunaHHs Ha
€sponelicbky thapmakoneto 3 Eur. Ph. Ha
3aranbHonpuiiHaTe Ph.Eur.

- 3MiHK | TUNY - 3MiHK 3 aKoCTi. A®Il. KoHTponb AdI.
3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPOGHMLTBA ADI (iHLUi
3MiHV Y MeTofax BUNpobyBaHHS (BKIOYaouy 3aMiHy

abo gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
NpoAyKTy). 3MiHa po3Mipy MiHinynis, WO
BukopucToByTbca TOB "BIOPAPMA MNA3MA" gna
MNP-TectyBaHHA 3 576 Ha 480 poHauiii. - 3MiHu | TUNY
- 3MiHM 3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AD|
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS). BHECEHHS HE3HAYHUX 3MiH A0
MeTOAVKN BU3HAYEHHS MOKa3HKKa «3arasibHuii 6inok»
6iypeToB/M METOLOM Yy NepLLIOMY FOMOreHHOMY Ny i
nnasMu Ta NPOMiXHIl (Hepo3dhacoBaHii) npoaykui
npenaparty Pe3orno6iH, po3ynH 415 iH'ekuild, a came —
npuBefeHHs MeToay A0 BUMOr MoHorpadii JPY/EP
2.5.33, meTog, 5. BigpeparoBaHe nocunaHHs Ha

€Bponelicbky thapmakoneto 3 Eur. Ph. Ha

3arasibHonpuiiHsaTe Ph.Eur. CynyTHS 3MiHa - 3MiHK 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o

217.

PE30OINOBIH

AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHM BUNPOBYyBaHb abo AONYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby (iHLwi
3MiHM). - 3MiHK | TUNY - 3MiHK 3 AKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BUNPOOYBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPoO6GHMLTBA rOTOBOro
nikapcbkoro 3acoby (iHLi 3MiHK). 3MiHa KpuTepiiB
NPUAHATHOCTI 4718 NOKa3HUKa «IMyHOr106yiH NI0AUHN
aHTU-D», Aknii BU3Ha4aeTbesA 3a JOY/EP 2.7.13,
mMeToA B, METOA0M KOHKYPEHTHOro
iMyHOChEpMEHTHOro aHanizy y NpoMikHii
(Hepo3thacoBaHiit) NpoAyKLii 3 METOK BCTaHOB/IEHHS
KpWTepiiB NPUIAHATHOCTI 3a JaHUM MOKa3HUKOM SiK i B
'N3. NpomixHa (Hepo3dacoBaHa) NPOAYKLis €
IAEHTUYHOIO 3a SAKICHUM Ta Ki/ibkicHUM cknagom M3 Ta
He po3nnTa y NepBMHHE NakyBaHHA (amnynn).
3arBepaxeHo
IMyHOrno6yniH noauHn aHTn-D
[na no3n HanoBHeHHA 1 M: He meHwe 1600 MO/mn
[Ns 031 HANOBHEHHS 2 M He MeHLwwe 800 MO/mn
3anponoHoBaHo
IMyHOrno6yniH NoAnHN aHTn-D
[nsi 4031 HaNnoBHEHHST 1 MN: He MeHwe 1500 MO/mn
[N 03U HANOBHEHHS 2 M. He MeHLWwe 750 MO/mn
MeTogyka BU3Ha4YeHHs 3anumnach 6e3 3MiH.
BiapegarosaHe nocunaHHA Ha €Bponencbky
dhapmakoneto 3 Eur. Ph. Ha 3aranbHonpuiiHaTe
Ph.Eur. Ta 3a3Ha4eHO naTuHULE0 MeToq
BUMNPoOyBaHHA — «MeTog B» 3amicTb «meTof B».

nocsBi0OYeHHs

PO3YMH ANS iH'EKLIN,
1500 MO (300 mkr
iMyHOrno6yrniHy); no
2 mn B amnyni, no 1
a6o 3, abo 5 amnyn
B nauuj

TOB
"BIO®PAPMA
MNA3MA"

YKpaiHa

BMPOBHULTBO,
nepBuHHE Ta
BTOPWHHE
naxyBaHHs,
KOHTPO/b SKOCTI,
BMMNyckK cepiii: TOB
"BIO®PAPMA
MNA3MA", YkpaiHa;
BTOPWHHE
nakysaHHs: TOB
"®3 "BIOPAPMA",
YkpaiHa

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHu 3 akocTi. APl BupobHuLTBO. 3MiHU B
npoueci BupobHuuTBa A®l. YTOUHEHHS 3HAYEHHS

Temnepartypu nonepeAHbLOro BifTAIOBaHHS Naasmu y
X0NoAUNbHIl kamepi «He GinbLue +4°C (<+4°C)».

Takox, KOpUryBaHHs Ha3B onepadiiii TeXHO/Or4YHOro

npouecy dpakuioHyBaHHA Naa3M1 Ta TEXHO/ONYHOro

npotecy oTpumanHs 13 6e3 3miH y npoveci
BMPOGHULTBA. [519 BUPOBGHMUMX MpoLeciB
3anponoHOBaHO PO3AiNNTY onepaLil, ki BKIYalTb
[AeKinibka NpoLecis, Ha OKpeMi onepauii Ta
BiAKOpUryBaTV TEPMIHOSOTIHO.
BiapegaroBaHe nocunaHHsA Ha €Bponeicbky
hapmakoneto 3 Eur. Ph. Ha 3arasibHONpuitHaTe
Ph.Eur. - 3miHn | Tuny - 3miHu 3 akocTi. A®I. KoHTposb
A®I. 3miHa y napameTpax cneuudpikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHMX y cneuudikaLisx Ha

3a
peyenmom

UA/13033/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
A®I, ab0 BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|

(BUAYyYEHHSA HE3HAYHOrO NOKa3HMKa SKOCTi (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka)). BunyueHHs
iHbopmaLii Npo AoCNiMKEHHSA HAa HAsABHICTb aHTUTIN A0
NOBEPXHEBOr0 aHTUreHy renaTuTy B, aHTuTIN o
Bipycy renatuty C, aHTUTIN A0 Bipycy iMyHoAediunTy
NIOAMHN Y MiHiNynax naasmmy npy NpoBeAeHHi BXiAHOro
KOHTpONto Nnasmu. BigpegarosaHe nocuiaHHs Ha
€Bponelicbky thapmakoneto 3 Eur. Ph. Ha
3aransHonpuiiHaTe Ph.Eur.
- 3MiHu | TUnNYy - 3MiHk 3 aKocTi. APl KoHTponb AdPI.
3miHa y MeTogax BunpobyBaHHs A®| abo BuxigHoro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
3MiHM Y MeTogax BUNPo6yBaHHS (BK/IOUaOUM 3aMiHy
a60 fonoBHeHHs)) A®I abo BUXIQHOrO/MPOMIXHOIo
npoaykTy). 3MiHa po3mipy MiHinynis, Wwo
BukopucToByoTbCA TOB "BIOPAPMA MNTA3MA" ana
M/P-TecTyBaHHA 3 576 Ha 480 foHaujii. - 3MiHK | TUNY
- 3MiHM 3 AkocTi. APl KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®l abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BUNPOOYBaHHS). BHECEHHSI He3HaYHMX 3MiH A0
METOANKM BU3HAYEHHS NOKa3HMKa «3arasibHuii 6inok»
6iypeToB/M METOAOM Yy NePLUOMY FOMOreHHOMY Ny i
nnasmMu Ta NPOMiXHIl (Hepo3dpacoBaHiii) npoaykuii
npenaparty Pe30orno6iH, po3unH ans iH'exujin, a came —
npuBefeHHs MeToay A0 BUMOr MoHorpadii JPY/EP
2.5.33, meTog 5. BigpeparoBaHe nocuiaHHsA Ha
€sponelicbky thapmakoneto 3 Eur. Ph. Ha
3aranbHonpuiiHaTe Ph.Eur. CynyTHs 3miHa - 3MiHu 3
sKocTi. FoToBMIA Nikapcbkuid 3aci6. 3mMiHN y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOBGHULTBA rOTOBOrO NiKapCbKoro 3acoby (iHLwui
3MiHK). - 3MiHK | TUNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHN

cneupudikauisix, nig yac BMpoBbHMLTBA FOTOBOrO
nikapcbKkoro 3acoby (iHWwi 3MiHK). 3MiHa KpUTepIiB

aHTU-D», skuii BU3Ha4YaeTbes 3a APY/EP 2.7.13,
meTog B, METO0M KOHKYPEHTHOrO
iMyHOChepMEHTHOro aHanizy y NpoMiXHii

BUNPOGYBaHb 260 AOMYCTUMUX MEX, BCTAHOB/IEHUX Y

NPUIAHATHOCTI ANA NoKasHUKa «IMyHOrI06YMiH 0ANHN

(Hepo3dhacoBaHii) NpoaykLii 3 METOK BCTAHOB/IEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KpUTEpIiB NPUAHATHOCTI 3a AaHWM MOKa3HWKOM 5K i B
'N3. MNpomixHa (Hepo3dhacoBaHa) NPoAYyKLis €
IIEHTUYHOIO 3a AKICHWUM Ta KisibkicHUM cknagom M3 ta
He po3nnTa y NepBUHHE NakyBaHHS (amnysin).
3areepaxeHo
IMyHOrno6yniH NoAnHN aHTn-D
[nsi 4031 HaNnOBHEHHST 1 MN: He MeHLwe 1600 MO/mn
[N 403U HANOBHEHHS 2 M. He MeHLwwe 800 MO/Mmn
3anponoHoBaHo
IMyHOrno6yniH NAnHN aHTn-D
[ns no3u HanoBHeHHs1 1 Mn: He meHwe 1500 MO/mn
[Ns 031 HANOBHEHHS 2 M HE MeHLwWwe 750 MO/mn
MeToguka BU3HaYeHHS 3anvuniacb 6e3 3miH.
BiapegarosaHe nocunaHHA Ha €Bponeicbky
thapmakoneto 3 Eur. Ph. Ha 3arasibHonpuiiHaTe
Ph.Eur. Ta 3a3Ha4eHo naTuHULEeo MeTos
BUMNPOOyBaHHA — «MeTof B» 3aMicTb «meTof B».

218.

PECTACIC®

emy/ibCist o4Ha, 0,5
mr/mn; no 0,4 mny
dhnakoHi; no 30
h/1aKOHIB B yMakoBLii

E66BI IHK.

CLIA

AnnepraH Ceiinc
nnc

CLIA

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHun) - 3MiHW BHECEHO B
TEKCT MapKyBaHHS BTOPUHHOT (M.17.»HLLE») ynakoBok
nikapcbKoro 3acoby, a came: fofaBaHHs iHopMauii
LLIOA0 NOroTuny Ta TEXHIYHMX KoAIB. BBEAEHHS 3MiH
NpPOTArom 6-TM MiCALIB MiCNA 3aTBEPKEHHS

3a
peyernmom

UA/10983/01/01

219.

PUKOHPE]

TabneTku, BKpUTI
NAiBKOBOO
060n10HkKot0, No 200
mr, no 10 Tabnetok
y 6nictepi, no 1 aéo
3 6nictepu y
Kopobui

[-p Peppi'c
Nab6opaTtopic
nrtg,

IHAja

O-p Peppi'c
Na6opatopic NTa,
Brpo6Huya
AinbHUUA - I

IHAjia

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJOBAHOrO 3BiTY 3 6Ge3NeKun NiKapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acTocyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHeCEHi [0 IHCTPYKUii ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3zin "B3aemogis 3 iHWMMK Nikapcbkumn 3acob6amm
Ta iHWi BUAY B3aemogiii" BignoBigHO 4O OHOBMNEHOI
iHchopmawii 3 6e3nekn Ajtoyoi peyoBuHU. BBeaeHHA
3MiH NPOTAroM 6-TM MiICALIB Nicaa 3aTBePAKEHHSA

3a
peyenmom

He
nionsieae

UA/16733/01/02

220.

PUKOHPE],

TabneTkn, BKPUTI
NAiBKOBOKO
060/10HKO10, M0 50
mr, no 10 TabneTok
y bnicTepi, no 1 abo
3 6nictepu y
Kopobu,i

[-p Peagi'c
Na6opaTopic
nTg

IHais

[-p Pegpai'c
Na6opaTopic NTa,
Bupo6Huya
LinbHuus - 1l

IHais

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuui
NiKapCcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
[ANs MeAMYHOro 3aCTOCYyBaHHS Ha MifcTaBi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
ab0 Joc/ifgKeHb 3 6e3MeKn 3aCTOCYBaHHS JlikapCbKoro

3a
peyenmom

He
nionsiecae

UA/16733/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHoMm) - 3MiHW BHECEHI [0 IHCTPYKUiT ANns
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3gin "B3aemogis 3 iHWMMK AikapcbKuMu 3acobamm
Ta iHWi BUAY B3aemogiii" BignoBigHO A0 OHOBMEHOI
iHchopmauii 3 6e3neku Ajroyoi peyosuHn. BBeaeHHA
3MiH NPOTAroM 6-TM MicALIB Nic/1A 3aTBePAKEHHS
221. | PUTMOKOP® | po3uvH Ans iH'eKuild; TOB YkpaiHa BTOPVHHE YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3122/02/01
no 5 mn B amnyni; "®apmaueBTu nakyBaHHs, UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
no 5 amnyny YHa KOMNaHis KOHTPO/b, BUMYCK 3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3amiHu, Wwo
6nictepi; no 2 "®apKoC" cepit: CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSIIO AKOCTI
6nicTepu y nauui 3 TOB roTOBOrO /liKkapCcbkoro 3acoby (3amiHa abo gofaBaHHsA
KapToHYy "®apmaveBTUYHa OiNbHALI, Ha SIKi 34iACHI0ETLCSA
KoMnaHis ®apKoC", KOHTPONb/BUNPOGYBaHHA cepil) JoaaBaHHS yHKLT
YKpaiHa, "KoHTpornb cepii" ansa Bxe 3aTBepAKeHOro BUPO6HMKa:
BMPOGHUK in bulk, MprBaTHE akuioHepHe ToBapucTBO "“/lekxiM-Xapkis"
nepBrHHE, BiANoBiAa/IbHOrO 3a "BUPO6HUK in bulk, nepBuHHe,
BTOPUHHE BTOPUHHE NakyBaHHS, KOHTPO/b cepii”.
nakyBaHHS,
KOHTPO/b cepii:
MpusatHe
akuioHepHe
TOBapUCTBO
"Nekxim-Xapkis",
YkpaiHa
222. | PO3YNIN® Kancynu Teepai no 3AT YropwumHa NOBHUIA LMK YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16806/01/01
nnoc 40 mr/10 wr, no 10 PapmaLeBTUy BMPOGHMLITBA, TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
kancyn y 6nictepi; HWIA 3aBOf, BK/1H0HA0UN BUMYCK Ta/abo agpecy MicUs NPOBaKEHHS AiSNbHOCTI
no 3 6nictepu 'y EriC cepii: 3AT BMPOGHMKa (BKIKOYAKOUM, 38 HEOBXIAHOCTI, Micue
KapTOHHIli KopoobLi dapmaueBTUYHNI NpoBeLEeHHS KOHTPO/IIO SKOCTI), abo BlacHuka macTep-
3aBop ElIC, thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
YroplmHa; mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, Lo
NOBHWIA LMK 3aCTOCOBYIOTbCS Y BUPO6HMUTBI ADI (SKLLO 3a3HAaYeHO
BMPOGHMLITBA, y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
BK/1HOHA0UN BUMYCK cepTudpikaTa BignoBiaHOCTI EBpoNeiiChKilt
cepii: 3AT hapmakonei y 3aTBepKeHOMY [40CkE, ab60 BUPOOHMKA
dapmanleBTUUHNI HOBOI [ONOMDKHOT Pe4OBUHN (SIKLLO 3a3HAYEHO Y
3aBopg, ErIC, [0Cbe) - 3MiHa Ha3BW BUPOo6HMKa APl E3eTnmib Ind-
YropLumHa Swift Laboratores Limited, a TakoX BignoBigHO Ha3Bu

MOro AinbHMLi Ha SKiA BUPOGNSATLCS NMPOMIXHI
NPOAYKTW AN BUPOGHMLITBA AiH0HOT PEYOBUHN.
Bupo6Huya AinbHuus, agpeca Ta yci BUpo6GHMui
onepawii 3a/MwaTbCa HE3MIHHUMK.
[itova pepakuis:
Brpo6HuK Ad®I eseTumiby
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
1. IHg-CaidoT Slabopatopis flimitea, IHais / Ind-Swift
Laboratories Limited, India
Bupo6Huua ginbHuua (EZEO03) Eccekc biocaiieHc
Nimiteq, IHAiA / Essix Biosciences limited, India
Bupo6bHuya ainbHuua (EZEO4 | EZEQS — EZEQ7) IHA-
CsithT JTabopaTtopis Jlimites, IHgisa / Ind-Swift
Laboratories Limited, India
MponoHoBaHa peaakuis:
Brpo6HuK Ad®I eseTumiby
1. Cuntimep Na6e MpaiisiT flimiteq, IHais / Synthimed
Labs Private Limited, India
Bupo6Huua ginbHuua (EZE03) CunTtimeq, Nlabe
Mpaisit MimiTea, IHaia / Synthimed Labs Private
Limited, India
Bupo6Huua ginbHuus (EZE04 | EZEQOS — EZEQ7)
CuHtimeg Nabce MpaisiT Mimites, IHaia / Synthimed
Labs Private Limited, India
223. | PO3YyNIN® Kancynu Teepgi no 3AT YroplmHa NOBHWIA LKA YroplmHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/16807/01/01
nnxc 20 mr/10 mr; no 10 dapmaveBTny BMPOGHMLITBA, TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
Kancyn y 6nictepi; HWli 3aBof, BK/1H0HA0UN BUMYCK Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
no 3 6nictepn 'y ETIC cepii: 3AT BMPOGHMKa (BKIKOUAKOUM, 38 HEOOXIAHOCTI, Micue
KapTOHHIli Kopoobui dapmaneBTUUHNI NpoBeLeHHS KOHTPOJTIO AKOCTI), ab0 BlacHMKa macTep-
3aBog ETIC, thaiina Ha A®I, abo noctayanbHuka Adl/BuxigHoro
YropLmHa; MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
NOBHUIA LMK 3aCTOCOBYOTbCH Y BUPO6HULTBI ADI (AKLLO 3a3HAaYEHO
BMpPOGHULTBA, y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
BK/1HOHA0UN BUMYCK cepTudiikaTa BignoBiAHOCTI EBPONENCHKIi
cepii: 3AT thapmakonei y 3aTBep)keHOMY 40Cbe, a60 BUPOGHUMKaA
dapmaLeBTUYHNI HOBOI ONOMDKHOT Pe4yoBUHN (SIKLLLO 3a3HAYEHO Y
3asopg ErIC, Aocbe) - 3miHa Ha3By BUpo6Huka APl E3eTmib Ind-
YropumHa Swift Laboratores Limited, a Takox BignoBigHo Ha3Bu

Moro AinbHMLi Ha SKil BUPOGNSTLCS NPOMIXHI
NpOAYKTW 415 BUPOOHMLTBA AiH0H0T PEHOBUHN.
Bupo6Huya AinbHuUS, agpeca Ta yci BUpoGHMYi
onepawji 3a/MwaTbCa HE3MIHHUMK.
[itoua pepakuis:
Brpo6HuK Ad®I e3eTumidy
1. IHg-CeidpT Nabopartopis flimites, IHAis / Ind-Swift
Laboratories Limited, India
Bupo6Huua ginbHuus (EZE03) Eccekc biocaiieHc
Nimiten, IHAiA / Essix Biosciences limited, India
Bupo6Huya ginbHuus (EZEO04 | EZEQOS — EZEO7) IHa-
CBidoT /TabopaTtopis flimitea, IHaia / Ind-Swift
Laboratories Limited, India
MponoHoBaHa pegakuis:
Brpo6HuK Ad®I e3eTumidy
1. CunTiMmep Na6e MpaiisiT flimiTesn, IHAia / Synthimed
Labs Private Limited, India
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Brpo6Huua ginbHuus (EZE03) CuHTtimeq, flabe
MpaiiBiT MlimiTea, IHAia / Synthimed Labs Private
Limited, India
Bupo6Huya ginbHuus (EZE04 | EZEQOS — EZEQ7)
CuHTiMes Nabc MpaiiiT flimiTes, IHAia / Synthimed
Labs Private Limited, India

224.

PO3YNIN®
nnoc

kancynu Teepgi no
10 mr/10 mr; no 10
Kancyn y 6nictepi;
no 3 6nictepun y

KapTOHHIlA KopooLi

3AT
dapmaueBTny
HWIA 3aBOA,
Eric

YropwmHa

NOBHWIA LMK
BMpPOGHULTBA,
BK/IHOYA0UM BUMYCK
cepii: 3AT
dapmaLeBTUYHNI
3aBog ElIC,
YropumHa;
NOBHUIA LMK
BMPOGHMLITBA,
BK/THOHAI0UM BUMYCK
cepii: 3AT
PapmauleBTUYHNI
3aBog ErlIC,
YropwmHa

YropuwmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI
Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI
BMPOGHMKa (BK/TO4akouu, 3a HEOOXIAHOCTI, MicLe
npoBefeHHA KOHTPOJI0 SKOCTi), abo BracHMKa mactep-
thaiina Ha A®I, abo noctavasnbHuka APl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAaYEeHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBpONEChKil
chapmakonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AOMNOMIKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
[ocbe) - 3miHa Ha3By BUpo6Huka APl E3eTmib Ind-
Swift Laboratores Limited, a Takox BignoBigHO Ha3BK
M0ro AinbHMLi Ha AKi BUPOGNSATLCA NMPOMIXHI
NPOAYKTN AN BUPOBHMLITBA fiH0HOT PEUOBUHN.
Bupo6Huya finbHuuUA, agpeca Ta yci BUPoGHUYi
onepavii 3a/MLWatoTbCst HE3MIHHUMMU.

[itoua pepaxuis:

BupobHuk A®| ezeTnmidy
1. IHg-CsidoT STabopaTopis flimitea, IHaia / Ind-Swift
Laboratories Limited, India
Brpo6Huua ainbHuus (EZE03) Eccekc biocaiieHc
Nimitea, IHais / Essix Biosciences limited, India
Bupo6Huya ginbHuus (EZE04 | EZEQOS — EZEQ7) IHg-
CsithT JTabopatopis Jlimites, IHgia / Ind-Swift
Laboratories Limited, India
MponoHoBaHa peaakuis:

BupobHuk A®| ezeTnmidy
1. CuHTimep, fla6ce Mpaisit Mimites, IHAia / Synthimed
Labs Private Limited, India
Bupo6Huya ginbHuusa (EZEO03) CuHTtimes, Jlabe
Mpaisit MimiTed, IHaia / Synthimed Labs Private
Limited, India
BupobHuya ainbHnua (EZEO4 | EZEQS — EZEQ7)
CunTimeg Jlabe MpaiisiT fliviTeg, IHAis / Synthimed
Labs Private Limited, India

3a
peyenmom

UA/16808/01/01

225.

POKCEPA®
nntoc

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOIO M0 5
mr/10 wmr, no 10
TabneTok y 6nictepi;

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOBHULTBO "in
bulk”", nepsrHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa 4YacToTu Ta/abo TepMmiHiB
nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
niKkapcbKnx 3acobis. BignosigHo ao rnasu 3 posginy V

3a
peyenmom

UA/18324/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 3 abo no 9 cepii: KPKA, a.4., Mopsaaky 3aiicHeHHs chapmakoHarnagy,
6nicTepiB y HoBo mecTo, 3aTBepaxeHoro Hakaszom MO3 Big 27 rpyaHsa 2006
KapTOHHI Kopobuj CnOBEHISA; KOHTPO/Tb poky Ne 898 (3i 3miHamu). [ponoHoBaHa pefakLis:
cepii (chianyHi Ta YacToTa nogaHHa PO3B - 3 poku;
XiMiYHi MeTOAN KiHueBa gaTa a5 BKOYEHHS aaHux go PO36 -
KOHTpOst0): KPKA, 24.07.2026 p.; para nogaHHA PO3b - 22.10.2026 p.
n.4., Hoeo mecto,
CnoseHisa; HN30X
(HauioHanbHi
nab6oparopis 3a
3/paB’e, OKOME iH
XpaHo), CroBeHis:;
Kemilicbki iIHCTUTYT,
LleHTp 3a
Basnigauiicke
TEXHONOri€ iH
aHanitiko (LUBTA),
CnoseHis; JlabeHa
4.0.0., CnoBeHisi
226. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOBHULTBO "in CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18324/01/03
nnoc nAiBKOBOO HoBso mecTo bulk", nepsrHHe Ta TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
o6onoHkoto no 15 BTOPWHHE thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
mr/10 mr, no 10 nakyBaHHs1, nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK nikapcbkunx 3acobis. BignosigHo fo rnasu 3 posginy V
no 3 abo no 9 cepii: KPKA, a.4., Mopsaaky 3ailicHeHHs chapmakoHarnagy,
6nictepiB y HoBo mecTo, 3aTBepAKeHoro Hakasom MO3 Big 27 rpyaHsa 2006
KapTOHHI Kopo6Lyi CnOBEHIS; KOHTPO/Tb poky Ne 898 (3i 3miHamu). [ponoHoBaHa pefakuis:
cepii (chianyHi Ta YacToTa nogaHHa PO3B6 - 3 poku;
XiMiYHi MeTOAN KiHueBa faTa A5 BKOYEHHS aaHux fo PO36 -
KOHTpOst0): KPKA, 24.07.2026 p.; para nogaHHsa PO3b - 22.10.2026 p.
n0.4., Hoeo mecto,
CnoseHis; HN30X
(HauioHanbHi
nab6oparopis 3a
3/ipaB’e, OKOME iH
XpaHo), CroBeHis;
KeMilicbki iIHCTUTYT,
LleHTp 3a
Banigaviicke
TEXHONOri€ iH
aHanitiko (LUBTA),
CnoseHis; labeHa
4.0.0., CnoBeHisi
227. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOBHULTBO "in CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18324/01/02
nnoc NAiBKOBOO HoBso mecTo bulk”", nepsrHHe Ta TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom

060/10HKOI0 Mo 10
mr/10 wmr, no 10
TabneTok y 6nictepi;

BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK

thapmakoHarnagy. 3MiHa 4YacToTu Ta/abo TepMmiHiB
nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
niKkapcbKnx 3acobis. BignosigHo ao rnasu 3 posginy V
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 3 abo no 9 cepii: KPKA, a.4., Mopsaaky 3aiicHeHHs chapmakoHarnagy,
6nicTepiB y HoBo mecTo, 3aTBepaxeHoro Hakaszom MO3 Big 27 rpyaHsa 2006
KapTOHHI Kopobuj CnOBEHISA; KOHTPO/Tb poky Ne 898 (3i 3miHamu). [ponoHoBaHa pefakLis:
cepii (chianyHi Ta YacToTa nogaHHa PO3B - 3 poku;
XiMiYHi MeTOAN KiHueBa gaTa a5 BKOYEHHS aaHux go PO36 -
KOHTpOst0): KPKA, 24.07.2026 p.; para nogaHHA PO3b - 22.10.2026 p.
n.4., Hoeo mecto,
CnoseHisa; HN30X
(HauioHanbHi
nab6oparopis 3a
3/paB’e, OKOME iH
XpaHo), CroBeHis:;
Kemilicbki iIHCTUTYT,
LleHTp 3a
Basnigauiicke
TEXHONOri€ iH
aHanitiko (LUBTA),
CnoseHis; JlabeHa
4.0.0., CnoBeHisi
228. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOBHULTBO "in CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18324/01/04
nnoc nAiBKOBOO HoBso mecTo bulk", nepsrHHe Ta TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
o60onoHkoto no 20 BTOPWHHE thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
mr/10 mr, no 10 nakyBaHHs1, nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK nikapcbkunx 3acobis. BignosigHo fo rnasu 3 posginy V
no 3 abo no 9 cepii: KPKA, a.4., Mopsaaky 3ailicHeHHs chapmakoHarnagy,
6nictepiB y HoBo mecTo, 3aTBepAKeHoro Hakasom MO3 Big 27 rpyaHsa 2006
KapTOHHI Kopo6Lyi CnOBEHIS; KOHTPO/Tb poky Ne 898 (3i 3miHamu). [ponoHoBaHa pefakuis:
cepii (chianyHi Ta YacToTa nogaHHa PO3B6 - 3 poku;
XiMiYHi MeTOAN KiHueBa faTa A5 BKOYEHHS aaHux fo PO36 -
KOHTpOst0): KPKA, 24.07.2026 p.; para nogaHHsa PO3b - 22.10.2026 p.
n0.4., Hoeo mecto,
CnoseHis; HN30X
(HauioHanbHi
nab6oparopis 3a
3/ipaB’e, OKOME iH
XpaHo), CroBeHis;
KeMilicbki iIHCTUTYT,
LleHTp 3a
Banigaviicke
TEXHONOri€ iH
aHanitiko (LUBTA),
CnoseHis; labeHa
4.0.0., CnoBeHisi
229. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOBHULTBO "in CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18324/01/05
nnoc NAiBKOBOO HoBso mecTo bulk”", nepsrHHe Ta TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom

060/10HKOI0 Mo 40
mr/10 wmr, no 10
TabneTok y 6nictepi;

BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK

thapmakoHarnagy. 3MiHa 4YacToTu Ta/abo TepMmiHiB
nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
niKkapcbKnx 3acobis. BignosigHo ao rnasu 3 posginy V
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 3 abo no 9 cepii: KPKA, a.4., Mopsaaky 3aiicHeHHs chapmakoHarnagy,
6nicTepiB y HoBo mecTo, 3aTBepaxeHoro Hakaszom MO3 Big 27 rpyaHsa 2006
KapTOHHI KOpo6Li CnOBEHISA; KOHTPO/Tb poky Ne 898 (3i 3miHamu). [ponoHoBaHa pefakLis:
cepii (chianyHi Ta YacToTa nogaHHa PO3B - 3 poku;
XiMiYHi MeTOAN KiHueBa gaTa a5 BKOYEHHS aaHux go PO36 -
KOHTpOst0): KPKA, 24.07.2026 p.; para nogaHHA PO3b - 22.10.2026 p.
n.4., Hoeo mecto,
CnoseHisa; HN30X
(HauioHanbHi
nab6oparopis 3a
3/paB’e, OKOME iH
XpaHo), CroBeHis:;
Kemilicbki iIHCTUTYT,
LleHTp 3a
Basnigauiicke
TEXHONOri€ iH
aHanitiko (LUBTA),
CnoseHis; JlabeHa
4.0.0., CnoBeHisi
230. | CAHAIMYH PO34YMH OpasibHUIA, Hosapric LLiBeiiuapi BMPOBHULTBO, ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/3165/03/01
HEOPAN® 100 mr/mn; no 50 mn Papma Al a KOHTPO/b SKOCTI, Icnanis/ MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peyenmom nionseae
y donakoHi; no 1 nepBuHHE HimeuuyumHa 3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
dhnakoHy pasom 3 nakyBaHHs1, CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI
[03yBa/TbHUM BTOPWHHE roTOBOrO /liKkapCcbkoro 3acoby (3amiHa abo gofaBaHHsA
KOMMN/IEKTOM Y nakyBaHHS: BMPOOHKKa, LLIO BiANOBIfAE 3a BBE3EHHA Ta/abo
KOpoOLi 3 KapTOHY Lenchapm XtoHiHT BUNycK cepii) - He Bkovaroumn
nakyBaslbHOro C.A.C., dpaHuis; KOHTPO/b/BMNPOGYBaHHSA cepii - [logaBaHHA
BUMYCK Cepii: BMPO6HUKa, L0 BiANoBigae 3a BUMycK cepii: HoBapTic
Hosapric dapmacbioTuka, C.A., IcnaHis. 3mMiHM BHECEHO B
PapmacbloTuKa, IHCTPYKLi0 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKoro
C.A., IcnaHis; 3aco6y y po3aiin «Brpo6HuKk» Ta
BMNYCK cepil: «MicuesHaxoxeHHs BUPOGHMKa Ta ajpeca Micus

Hosaprtic ®apma
'mM6X, HimeuunHa

NPOBaKEHHS AOT0 AiS/IbHOCTI» 3 BiANOBIAHUMMN
3MiHaMW Y TeKCTi MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby (fonaBaHHA BUPO6HMKa «HoBapTic
dapmacboTvka», Icnaxist). BBefeHHS 3MiH NpoTArom
6-T MicALIB Mic/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -
3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOr0
nNikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPOGHMKa, WO BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BMMYCK cepii) - He Bk/toyatroun
KOHTPONb/BUNPOGYBaHHSA cepil - JoaaBaHHs
BMPOOHUKA, L0 BignoBigae 3a BUMycK cepii: HosapTic
®apma 'm6X, HimeuurHa. 3miHW BHeCeHO B
IHCTPYKLi0 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro
3aco6y y po3ainin «Bupo6HuK» Ta




156

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBaKEHHS MOro AifNbHOCTI» 3 BiANOBIAHUMM
3MiHamMW Y TEKCTi MapKyBaHHS yNakoBKMW NikapCbKoro
3acoby (gogaBaHHs BUpobHUKa «HosapTic ®apma
'M6X», HimeuunHa). BBeeHHS 3MiH NpOTAroM 6-Tn
MicsLiB Nicns 3aTBepKeHHsA. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. BriyyeHHs BUPOGHMYOT
OinbHUU] (BKIOYaoun AinbHUL Ana AP, NpoMibKHOTro
NpoAYyKTY abo roTOBOro NiKapCbKoro 3acoby, AifbHULL
NS NpoBefieHHs NaKyBaHHSA, BUPOOHNKa,
BiANOBIAAIbLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPOIO cepii) abo noctayanbHyKa BUXIgHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBUHM
(AKLWL0 3a3HaYEHO Y [0CbE) BunyyeHHs doyHKLT BUNYCK
cepii NS BXe 3aTBepAKeHOl BUPOBHNYOI AiNbHNL
[Jencapm XioHiHr C.A.C., dpaHuis, koTpuii
3a/MWAaETbCs BiANOBiAaNbHMI 32 BUPOOHULTBO,
KOHTPO/Ib SIKOTCi, NPEBUHHE NakKyBaHHS, BTOPUHHE
nakyBaHHs. 3a/MWaloTbCA aflbTepHaTUBHI BUPOOHMKM
BignoBiAasbHI 3a BUNYyCK cepii: HoBapTic
dapmacbiotuka, C.A. IcnaHisa Ta HosapTic ®apma
vM6X, HimeyumHa. 3MiHM BHECEHO B IHCTPYKLil0 A1
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
po3ainu «BupobHuk» Ta «MicLie3HaxomKeHHs
BMPOGHMKaA Ta agpeca MicLsa NPoBaKeHHS Moro
LiSNIbHOCTI» 3 BigNOBigHMY 3MiHAMW Y TEKCTi
MapKyBaHHS! yNakoBKM MiKapCbKoro 3acoby
(BUNYyYeHHS BUPOGHMYOT AinbHuLi «Jendapm XioHiHr
C.A.C.», ®paHuist). BBeieHHs 3MiH NpOTArom 6-Tu
MicsALiB Micns 3aTBepKEHHSA. 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHM) OHOB/IEHHA TEKCTY MapKyBaHHS YNaKkoBKU
niKapcbKoro 3acoby, 30Kpema BUIyYeHHs iHhopmaui,
3a3HayeHoi POCICbKOK MOBOIO, BHECEHHS
pefakuiiHUX NpaBoK No TEKCTY (3MiHa hopmaTy
HanucaHHa TepMiHY NpUAAaTHOCTI Ta YTOYHEHHS
iHchopmawii Wwoao norotuny 3asBHUKa). BBeaeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

231.

CENTAHA3A
ne

cnpeii HazanbHWiA,
po3uuH, 1 mr/50
mr/mn; no 10 mny
hnakoHi 3
[03y0UnMm
nyNbBEPVN3aTOPOM;
no 1 dpnakony y
KapTOHHIli KopoobLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
noctayasibHuKa nakyBasibHUX maTepianis abo
KOMM/IEKTYIOUMX (SKLLO 3a3HAYEHO B AOCHE) (iHLUi
3MiHW) - BUTYYEHHSI TOProBMX MapoK MaTepiasiiB (sK
onocepeakoBaHO BM3HAYEHI NOCTa4asibHUKK), LLO
BXOAATb A0 CKNafdy Ha3aslbHOro nysibBepusaropy.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.

6e3
peyenma

UA/14128/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
232. | CENTAHA3A | cnpeii Ha3a/bHWIA, KPKA, a.4a., CnoBeHisi KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 UA/14129/01/01
ne®e gnsa po3uuH, 0,5 mr/50 HoBo mecTo MecTo TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
DITEN mr/mn; no 10 mny CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
chnakoHi 3 noctayasibHvKa nakyBasjibHUX MaTepianis abo
[03yo4nm KOMMNIEKTYOUNX (SIKLLLO 3a3HAYEHO B J0CLE) (iHLUI
nyIbBEpPU3aTopomMm; 3MiHW) - BUSTYYEHHS TOProBMX Mapok Matepianis (K
no 1 donakony y onocepeKoBaHO BU3HAYEHI NOCTaYasIbHUKM), LLO
KapTOHHI KOpo6L BXOAATb A0 CKnady HasaslbHOro nynbBepu3aTopy. -
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPMKEHHS.
233. | CUTHI®OP NnopoLUIoK AN Pekoppari PpaHuis BMNYCK cepil: ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/15926/01/02
nAP cycnensii gns Pea [lisizec Pekopgaarti Pea HigepnaHngn TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
iH exuii no 40 wr; 1 [isizec, ®paHuis; / Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
(h1aKoH 3 MOPOLLKOM BMNYCK cepil: ABcTpisi/ BMPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
Yy KOMMEeKTi 3 PekopgaTi Pea LLiBeliyapisi/ | NpoBeAEHHsST KOHTPOIO SIKOCTi), ab0 BriacHMKa MacTep-
PO3YMHHMKOM MO 2 [izizec, ®paHujs; HimeuyunHa thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro

M1y nonepeaHbo
3anoBHEHOMY
wnpuui (kapmenosa
HaTpito, MaHiT
(E421), nonokcamep
188, Boga s
iH’ekuiid), 1 ronkoto
Ta 1 agantepom B
KapTOHHIli Kopoobui

BMPOBHULTBO,
KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs
PO3uUnHHKKa Ta
BTOPUHHE
nakyBaHHS roTOBOro
NpPOAyKTY:
ABGOTT
Bionomxukanc b.B.,
Higepnangy;
KOHTPO/1b SIKOCTi 3@
BCiMa napameTpamu
3a BUK/THOYEHHAM
TecTy "bakTepianbHi
€HA0TOKCUHK",
nepBuHHE

nakyBaHHSI MOPOLLKY:

Hosapric
dapmactoTikan
MaHythakTypiHr
'M6X, ABCTpist;

KOHTPO/b AKOCTi 3a
BCiMa napameTpamu
3a BUK/IIOYEHHAM
MOEKY/IAPHOT Macu
nonimepy Ta Tecty
"BakTepianbHi
€HA,0TOKCUHKN":

HoBaprTic
dapmactoTikan
MaHydhakTypiHr

mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei y 3aTBepKeHOMY [0CkbE, ab0 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLIO 3a3HAYEHO Y
[ocbe) 3MiHa HaliMeHyBaHHS Ta afpecy BUPOGHUKa
A®I| nacupeotungy. 3arsepmkeHo: Novartis
Ringaskiddy Ltd. Ringaskiddy Co. Cork Ireland
3anponoHoBaHo: Sterling Pharma Ringaskiddy Limited
Ringaskiddy Cork, P43 FR63, Ireland
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

M6X, ABCTpis;
BMPOGHMLTBO
nopotuky in bulk gns
cycneHsii gns
iH'exwin:
PEKOPJATI Al Pea
[isizec bpaHuy,
Lseiiuapis;
KOHTPO/Ib SIKOCTi 3a
MOKa3HNKOM
"BakTepianbHi
€HA,0TOKCUHKN™:
EypocpiHc Biodhapma
MpopakT TecTiHr
MtoHix TmM6X,
HimeyunHa;
TepMiHa/ibHa
cTepunisauis
h/1aKoHIB:
CiHeppxu Xenc
[JeHikeH AT,
LLiBeliLapis

234.

CUTHI®OP
NnAP

MOPOLLIOK ANA
cycnersii gns

iH exuii no 60 wmr; 1
dhnakoH 3 NOPOLUKOM
Y KOMMIEeKTi 3
PO3YMHHMKOM o 2
M1y nonepeaHbo
3anoBHEHOMY
wnpuui (kapmenosa
HaTpito, MaHiT
(E421), nonokcamep
188, Boga s
iH’ekuiid), 1 ronkoto
Ta 1 agantepom B
KapTOHHI Kopo6Lyi

Pekoppari
Pea Jizizec

PpaHuin

BMNYCK cepil:
Pekopgaarti Pea
[isizec, ®paHuis;
BMNYCK cepil:
Pekopgaarti Pea
Lizizec, ®paHujs;
BMPOBHULTBO,
KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs
PO3uYnHHKKa Ta
BTOPUHHE
nakyBaHHS roTOBOro
NpoOAyKTY:
ABGOTT
Bionomxukanc b.B.,
Higepnangy;
KOHTPO/Tb AKOCTi 3a
BCiMa napameTpamu
3a BUK/THOYEHHAM
TecTy "bakTepianbHi
€HA0TOKCUHK",
nepBuHHE
nakyBaHHS MOPOLLKY:
Hosapric
dPapmactoTikan

®paHuia/
Higepnangn
/

ABcTpisi/
LLsenuapis/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy Micus NPOBaPKEHHS AISNbHOCTI
BMpPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
NpPOBELEHHS KOHTPO/IIO SKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3HaYEHO Y
[ocbe) 3MiHa HaliMeHyBaHHS Ta afpecy BUPOGHUKa
A®I| nacupeotungy. 3arsepmkeHo: Novartis
Ringaskiddy Ltd. Ringaskiddy Co. Cork Ireland
3anponoHoBaHo: Sterling Pharma Ringaskiddy Limited
Ringaskiddy Cork, P43 FR63, Ireland

3a
peyenmom

UA/15926/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MaHythakTypiHr
'M6X, ABCTpist;
KOHTPO/Ib SIKOCTi 3a
BCiMa napameTpamu
3a BUK/TIIOYEHHAM
MOEKY/IAPHOT Macu
nonimepy Ta Tecty
"BakTepianbHi
€HA,0TOKCUHK™:
HoBaprTic
dapmactoTikan
MaHyhakTypiHr
M6X, ABCTpis;
BVPOGHMLTBO
nopotuky in bulk gns
cycneHsii gns
iH'exwin:
PEKOPJATI Al Pea
[isizec bpanuy,
Lseiiuapis;
KOHTPO/Ib SIKOCTi 3a
NOKa3HNKOM
"BakTepianbHi
€HA,0TOKCUHKN™:
EypocpiHc Biodhapma
MpopakT TecTiHr
MtoHix TmM6X,
HimeyumnHa;
TepMiHa/ibHa
cTepunisauis
ch1aKoHIB:
CiHeppxu Xenc
[JeHikeH AT,
LLiBeliLapis

235.

CUTHI®OP
NnAP

MOPOLLIOK A”A
cycnexsii gns

iH exuii no 20 mr; 1
dhnakoH 3 NOPOLUKOM
Y KOMMIEeKTi 3
PO3YMHHMKOM o 2

Pekoppari
Pea Jizizec

PpaHuis

BMNYCK cepil:
Pekopgaarti Pea
[isizec, ®paHuis;
BMNYCK cepil:
Pekopgaarti Pea
[izizec, ®paHuis;

®paHuia/
Higepnangn
/

ABcTpisi/
LLsenuapis/
HimeuyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiSNbHOCTI
BMpPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
NpPOBELEHHS KOHTPO/IIO SKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro

M1y nonepeaHbo BMPOBHULTBO, mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
3anoBHEHOMY KOHTPO/b SKOCTI, 3aCTOCOBYIOTbCS Y BUPO6HMUTBI ADI (SKLLO 3a3HAaYeHO
wnpuui (kapmenosa nepBuHHE y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
HaTpito, MaHiT nakyBaHHs cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
(E421), nonokcamep PO3UMHHMKa Ta thapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOOHMKA
188, Boga ans BTOPUHHE HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3HaYEHO Y
iH’ekuiid), 1 ronkoto nakyBaHHs rOTOBOr0 [ocbe) 3MiHa HaliMeHyBaHHS Ta afpecy BUPOGHUKa
Ta 1 agantepom B NPOAYKTY: A®| nacupeotunay. 3arsepmkeHo: Novartis

3a
peyenmom

UA/15926/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI Kopo6Lyi

ABGOTT
Bionogxukanc b.B.,
Higepnangu;
KOHTPO/Ib AKOCTi 3a
BCiMa napameTpamu
3a BUK/TIOYEHHAM
TecTy "bakTepianbHi
€HA0TOKCUHK",
nepBuHHE
nakyBaHHSA MOPOLLKY:
Hosapric
dapmactoTikan
MaHythakTypiHr
'M6X, ABCTpist;
KOHTPO/Ib SIKOCTi 3a
BCiMa napameTpamu
3a BUK/IIOYEHHAM
MOEKY/IAPHOT Macu
nonimepy Ta Tecty
"BakTepianbHi
€HA,0TOKCUHKN":
HoBaprTic
dapmactoTikan
MaHythakTypiHr
M6X, ABCTpis;
BMPOGHMLTBO
nopotuky in bulk gns
cycnexsii gns
iH'exwin:
PEKOPJATI Al Pea
[isizec bpaHuy,
Lseiiuapis;
KOHTPO/Ib SIKOCTi 3a
MOKa3HNKOM
"BakTepianbHi
€HA,0TOKCUHKN":
EypocpiHc Biodhapma
MpopakT TecTiHr
MtoHix TmM6X,
HimeyumnHa;
TepMiHa/ibHa
cTepunisauis
h1aKoHiB:
CiHeppxu Xenc
[JeHikeH AT,
LLIBeliLapis

Ringaskiddy Ltd. Ringaskiddy Co. Cork Ireland
3anponoHoBaHo: Sterling Pharma Ringaskiddy Limited
Ringaskiddy Cork, P43 FR63, Ireland

236.

CIHIKAPAI®

TabneTku, BKPUTI
M/1iBKOBOIO

BepiHrep
IHrenbxaiim

HimeyunH
a

BMPOBHULTBO,
nepBHHHE Ta

Himeuunna/
peuis/

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu ||
TMny - 3MiHM WoAo 6e3nekn/edeKkTnBHOCTI Ta

3a
peyenmom

UA/15724/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
ob6onoHkoto, 5 IHTEpHEeLLHN BTOPWHHE PpaHuin/ hapmakoHarnsgy. [Hwi 3miHu, ski He BBIALN Y Lel
Mr/1000 mr; no 10 6X nakyBaHHs, CnonyyeHi po3ain, Ak BKIYaoTb NOAAHHA pesybTaTiB
TabneTtok B 6ricTepi; KOHTPO/b SIKOCTI, LWratn LochifpKeHb A0 KOMNETEHTHOro opray - Ans
no 6 6nictepiB y BUMYCK Cepii: AMepUKn [o3yBaHHA 5 mr/1000 Mr
KapTOHHi Kopobui BepiHrep 3asaBHMKOM HafaHO OHOB/IEHWIA NNaH ynpaBiHHA
IHrenbxaiim ®apma pu3vkamu Bepcia 17.1. 3MiHn BHeCeHO [0 YacTuH: |l
'm6X i Ko. KI, «Cneuudpikauisi 3 6esnekm», |l «MnaH 3
HimeuuunHa; hapmMakoHarnagy», V «3axoam 3 MiHimizauii pusnkie»,
BMPOGHMLITBO, VI «Pe3tome nnaHy ynpasniHHA puvkamu», VI

KOHTPO/Ib AKOCTI (3a
BWHATKOM TecTy
«MikpobionoriyHa
yncTOTa»),
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii: bepiHrep
IHrenbxaiim Xennac
CuHrn Membep
C.A,, lpeuis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMYCK Cepii:
MNMATEOH ®PAHLIA,
®paHuis;
BVPOGHMLTBO
Tabnetok "in bulk"
Ta KOHTPO/1b AKOCTI:
MarteoH MyepTo
Puko. IHK.,
Cnonyuyeni Wrtatn
AMEPUKM; KOHTPO/Tb
AKOCTI (32 BUHATKOM
Tecty
"MikpobionoriyHa
ynuctota"): A eHg Em
LWUTABTECT Na6op
dyp AHaNITVK YHA
CrabinitarcnpydyHr
'M6X , HimeyunHa;
KOHTPO/b SIKOCTi Npun
LOCNiMKEHHI
CTabinbHOCTI (3a
BUHATKOM TeCTy
"Mikpob6ionoriyHa
yuctota"): EBpocpiHC

«Jlopgartkn» y 3B'A3KY 3 BUAIEHHAM BaXK/IMBOTO
NOTEHLIAHOrO PU3KKY Ta 3aBepPLUEHHAM LOC/iMKEHHNA
PASS 1245-0097. Pe3tome nnaHy ynpasniHHsA
pvi3vkamu Bepcisl 17.1 goaaerbes.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
®ACT 'mbX,
HimeuyuunHa,;
anbTepHaTUBHa
naboparopis Ans
KOHTPO/IO TeCcTy
"Mikpob6ionoriyHa
yucrora™ Crc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa,
Na6op /1IC CE eHg
Ko. KI', HimewunHa,
K'loEiCIEc ENE,
peuist
237. | CIHIDKAPAI® | Tabnetku, BKPUTI BepiHrep HimeuuunH BMPOBHULTBO, HimeuunHa/ | BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu || 3a UA/15722/01/01
nAiBKOBOO IHrenbxainm a nepBUHHE Ta Ipeuis/ TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
obonoHkoto, 12,5 IHTEpHEeLLHN BTOPWHHE dpaHuis/ thapmakoHarnagy. IHwi 3MiHW, Ski He BBIALLAW Y Lei
Mr/1000 wir; 6X nakyBaHHs, Cnony4yeHi po3ain, Aki BKIYaoTb NOAAHHSA pe3ybTaTiB
no 10 TabneTok B KOHTPOb AKOCTI, LWratn AOCNipKeHb A0 KOMMETEHTHOrO oprany - [ns
6nicTepi; no 6 BUMYCK Cepii: AMeEpUKM [o3yBaHHA 12,5 mr/1000 mr
6nictepiB y BepiHrep 3asiBHUKOM HaJlaHO OHOBJIEHWI NaH yNpas/liHHSA
KapTOHHI Kopo6Lyi IHrenbxanm ®apma pv3vkamu Bepcis 17.1. 3MiHn BHeCeHo [0 YacTuH: ||
'm6X i Ko. KI, «Cneuudoikauisi 3 6esnekm», Il «MnaH 3
HimeuuunHa; hapMakoHarnsagy», V «3axoam 3 MiHimizawii pusmkis»,
BMPOGHMLTBO, VI «Pe3tome nnaHy ynpasniHHS puavkamu», VI

KOHTPO/Ib AKOCTI (3a
BWHATKOM TecTy
«MikpobionoriuHa
yncToTa»),
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii: bepiHrep
IHrenbxaiim Xennac
CuHrn Membep
C.A,, lpeuis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUMYCK Cepii:
MNMATEOH ®PAHUIA,
®paHuis;
BVPOGHMLTBO
Tabnetok "in bulk"
Ta KOHTPO/1b SKOCTI:
MareoH MyepTo
Puko. IHK.,
Cnonyuyeni Wratn

«Jlogartkn» y 3B'A3KYy 3 BUAIEHHAM BaXK/IMBOIO
NOTEHLIAHOTO PU3KKY Ta 3aBEPLUEHHAM LOC/iMKEHHNA
PASS 1245-0097. Pe3tome nnaHy ynpasniHHs
pvi3vkamu Bepcisl 17.1 goaaeTbes.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
AMEPUKN; KOHTPO/Tb
AKOCTI (32 BUHATKOM
Tecty
"MikpobionoriyHa
ynuctota"): A eHg Em
LWUTABTECT Nla6op
dyp AHaNITVK YHA
CrabinitarcnpydyHr
'mM6X , HimeyunHa;
KOHTPO/b SIKOCTi Npu
LOCNiMKEHHI
CTabinbHOCTI (3a
BUHATKOM TeCTy
"Mikpob6ionoriyHa
yuctota"): EBpocpiHC
®ACT 'mbX,
HimeuyuunHa.
anbTepHaTUBHa
naboparopis Ans
KOHTPO/IO TECTy
"Mikpob6ionoriyHa
yucrora™ CIrc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa,
Na6op /1IC CE eHg
Ko. KI', HimeuunHa,
K'loEiCiEc ENE,
peuist
238. | CKIHOPEH® kpem 20 %; no 30 ry NEO dapma [aHia NEO dapma ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/1074/02/01
Ty6i; no 1 1y6i y AIC MaHyhakTypiHr TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
KapTOHHI Kopo6Lyi ITani CPN thapmakoHarnagy. 3MiHa 4acToTn Ta/abo TepMmiHiB
nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
NiKapcbKnx 3acobiB. 3MiHM y 4acToTi Ta AaTax
nofaHHA perynsipHO OHOB/IIOBAHOrO 3BITYy 3 6e3neku.
[itoya pepakuis: YactoTa nofaHHsa perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn 13 pokiB. KiHueBa gata
015 BKIIOYeHHA AaHunx o PO3b -01.01.2025 p. [ata
nogaHHs - 01.04.2025 p. NponoHoBaHa pefakuis:
YacToTa nogaHHa perynspHo OHOB/IHOBAHOIO 3BITY 3
6e3nekun 8 pokiB. KiHueBa fata 4719 BK/IHOYEHHS AaHWX
0o PO3b - 03.06.2025 p. Aata nogaHHsa - 01.09.2025
p. PekomeHao0BaHO [0 3aTBEPAKEHHS BIANOBIAHO A0
NepioANYHOCTI NOAaHHA PEryNApHO OHOB/IIOBAHUX
3BITIB 3 6e3neKkn Nikapcbkmx 3acobis y €C.
239. | CKIHOPEH® renb 15%,no5r JIEO ®apma [aHia JIEO dapma ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 UA/1074/01/01
abo no 30 ry Ty6i; AlC MaHyakTypiHr TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
no 1 1y6i B ITani CPN thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB

KapTOHHI nayui

NoJAaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
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Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
NiKapcbKunx 3aco6iB. 3MiHM y YacToTi Ta garax
nofAaHHA perynspHO OHOB/IOBAHOIO 3BITy 3 6e3neku.
[itoua pegakuin: Yactota nogaHHsA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn 13 pokis. KiHueBa gata
AN BKNOYEHHA aaHux o PO3B -01.01.2025 p. Aata
nogaHHs - 01.04.2025 p. MNponoHoBaHa pefakuis:
YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun 8 pokiB. KiHLeBa faTa AN BKIYEHHA OaHUX
[0 PO3B - 03.06.2025 p. fata nogaHHsA - 01.09.2025
p. PekomeHA0BaHO [0 3aTBEPL)KEHHS BiAMNOBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOB/IOBAHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobis y E€C.

240. | CMEKTANIA® | cycneHsist opasibHa, INCEH ®paHuis Brpo6HMUTBO, ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/16696/01/01
3r;n010,27r KOHCbLIOME nepBrHHe Ta TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
cycnersii opasibHOI P XEJICKEA, BTOPVHHE thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
B MakeTuky; no 12 AKLjiOHepHe nakyBaHHS, y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
nakeTukiB y TOBapMCTBO KOHTPO/b SIKOCTI, (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
KapTOHHI KOpOoobLii CMpOLLEHOro BMNYCK cepii Ta hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,

Tuny 36epiraHHa: BOOYP BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
IMCEH IHAYCTPI, KOHTaKTHOI 0co6u 3 hapmakoHarnsay 3asBHuKa A5
®paHuis; 3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
Brpo6HMUTBO, BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
nepBuHHe Ta 3a 34ilicHeHHs thapmakoHarnsgy (Bkovaum
BTOPUHHE KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
nakyBaHHs1, thaiina cuctemu papmakoHarnsgy) - 3miHa
KOHTPO/b SIKOCTI, YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
BWMNYCK cepii Ta thapmakoHarnag. fiova pegakuisa: A-p dpaHcya
36epiraHHs: CinnaH / Dr. Francoise Sillan. NponoHoBaHa pefakuis:
dapmartic, PpaHuis Cinbsisa CicmoHgo / Sylvie Cismondo. 3MiHa
KOHTaKTHUX AaHMX YNOBHOBAXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
YkpaiHi. [jitova pegakuis: FonybHuuHMin OnekcaHap
CeprilioBuy. MponoHoBaHa pegakuis: Lanka OneHa
BonogmmupiBHa. 3MiHa KOHTaKTHUX SAaHUX KOHTaKTHOI
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YkpaiHi. 3mMiHa MicLe3HaxomkeHHs MacTep-aiina
cuctemmn chapmakoHarnsgy Ta ioro Homepa. 3miHa
MiCLS 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy

241. | COMABEPT niodpinizat gns Mdpaiizep CWA Bupo6bHuuTBO, Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17108/01/02
PO3UMHY ANS iH'EKLN Eiu.Ci.Mi. KOHTPO/b AKOCTi Ta Ipnangis TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 15 wr; 10 KopnopeiiwH BMNYCK cepii Boau hapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHI B TEKCT
hNakoHiB 3 ONsiH eKLin y MapKyBaHHSA nepBuHHOT (N. 4. «OATA 3AKHIYEHHA
niodinizatom y nonepeaHbO TEPMIHY MNPUAOATHOCTI») Ta BTOpWHHOI (M. 8.

MPOMiXKHii HanoBHEHWX «AATA 3AKHIHEHHA TEPMIHY NMPUAOATHOCTI»)
KapTOHHIA KopobL; Lwnpuuax, yNaKoBOK NiKapCbKoro 3acoby. BeeaeHHs 3MiH
3 MPOMiXHI KAPTOHHI ofHoyacHe npoTArom 9-Tn MicALIB MicAa 3aTBEPMAKEHHS.
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Hassa

®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KOPOGKM B KOMMEKTI nakyBaHHs Ta
3 30 nonepegHLO MapKyBaHHA BOAU
HanoBHEHUMM AN iH ek Ta
wnpuLamm 3 nikapcbKoro 3acoby;
PO34MHHKKOM (BOAA BUPOBHWLTBO
Anst iH'ekuid) no 1 nikapcbKoro 3acoby
mn Ta 30 in bulk Ta nepBuHHe
6e3neyHnMn nakyBaHHS; BUNYCK
rosikaMy B KapTOHHiiA cepii nikapcbKoro
KOpOoO6Li 3aco6y; KOHTPO/Ib
AKOCTI /liKapCbKOro
3acoby, 3a
BUK/IIOYEHHAM TecTy
"BioaHanis":
Mcpaiizep
MeHtohekuypuHr
Benebria HB,
Benebris;
KoHTponb sikocTi
nikapcbKoro 3acoby:
Mdpaiizep IpneHg,
PapmaceyTvKaic,
IpnaHgis
242. | COMABEPT niodpinizat ana Mdpainzep CLIA Brpo6HMUTBO, Benbris/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/17108/01/03
PO3UMHY ANS iH'EKLN Eiiu.Ci.Mi. KOHTPO/Ib SIKOCTi Ta Ipnangis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 20 wmr; 10 KopnopeiiH BMNYCK cepii Boan hapmakoHarnaay (iHwi 3MiHn) 3MiHU BHECEHI B TEKCT
hakoHiB 3 ONS iH eKuin y MapKyBaHHs1 nepBUHHOI (N. 4. «JATA 3AKHIYEHHA
niodpinizatom y nonepeaHbO TEPMIHY MNPUAOATHOCTI») Ta BTOpYHHOI (M. 8.
NMPOMIiXHiiA HamnoBHEHUX «AATA 3AKHIHEHHA TEPMIHY NMPUAOATHOCTI»)
KapTOHHI KOpO6Lyj; Lwnpuyax, yNaKoBOK NiKapCbKoro 3acoby. BeeAeHHs 3MiH
3 MPOMiXHI KAPTOHHI ofHouacHe NpoTArom 9-Tu MiCALIB MiCNA 3aTBEPAXKEHHS.

KOPOOKMN B KOMMNNEKTI
3 30 nonepefHLO
HanoBHEHVMW
wnpuuamm 3
PO34MHHMKOM (BOAA
Ans iH'ekuii) no 1
mn 1a 30
6e3neyHnmmn
rosikamyi B KapTOHHii
KopooLi

nakyBaHHs Ta
MapKyBaHHS1 BOAN
ONs1 iH eKujin Ta
nikapcbKoro 3acoby;
BVMPOGHMLTBO
nikapcbKoro 3acoby
in bulk Ta nepBuHHE
nakyBaHHS1; BUNYCK
cepii nikapcbKoro
3aco06y; KOHTPO/b
SIKOCTI JliKapCbKOro
3acoby, 3a
BUK/IIOYEHHSAM TecTy
"BioaHanis":
Mdpaiizep
MeHtodekuypuHr
Benbris HB,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Benbris;
KoHTposb siKoCTi
nikapcbKoro 3acoby:
Mdpaiizep IpneHg,
dapmaceyTukasic,
IpnaHgis
243. | COMABEPT niodpinizat ana Mdpaiizep CLA Brpo6HMUTBO, Benebris/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/17108/01/01
PO3UMHY ANSt iH'EKLN EiAu.Ci.Mi. KOHTPO/Ib AIKOCTI Ta Ipnangis TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 10 wmr; 10 KopnopeiiwH BUMYCK Cepii BoAn thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHI B TEKCT
ch1akoHiB 3 ONS iH eKyin y MapKyBaHHs nepBuHHOI (N. 4. «JATA 3AKHIYEHHA
niodpinizatom y nonepegHbL0 TEPMIHY NMPUAATHOCTI») Ta BTOpUHHOI (N. 8.
NPOMIXHINA HanoBHEHUX «[JATA 3AKHIYEHHA TEPMIHY MPUAATHOCTI»)
KapTOHHI kopobuy; Lwinpuuax, yMakoBOK Nikapcbkoro 3acoby. BBegeHHs 3MiH
3 NPOMDKHI KapPTOHHI ofiHo4yacHe NPOTArom 9-Tu MiCAILIB NiCNs 3aTBEPAKEHHS.
KOPOGKN B KOMMNEKTI nakyBaHHs Ta
3 30 nonepefHLO MapKyBaHHs BOAM
HanoBHEHNMMN ONs iH eKuin Ta
wnpuuamm 3 nikapcbKoro 3acoby;
PO34MHHMKOM (BOAA BVPOGHMLTBO
Ans iH'ekuid) no 1 niKkapcbKoro 3acoby
mn 1a 30 in bulk Ta nepsuHHe
6e3neyHnMn nakyBaHHS; BUNYCK
rofikamy B KapTOHHiiA cepil nikapcbkoro
KOpOoo6Li 3aco6y; KOHTPOsb
AKOCTI NikapcbKoro
3acoby, 3a
BMK/THOYEHHAM TECTY
"BioaHaniz":
Mcpaiizep
MeHtohekuypuHr
Benbria HB,
Benebrist;
KoHTponb skocTi
nikapcbKoro 3acoby:
Mdpaiizep IpneHp,
PapmaceyTukaic,
IpnaHgis
244. | COMABEPT niodpinizat gns Mdpaiizep CWA Bupo6bHuuTBO, Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17108/01/04
PO3UMHY ANS iH'EKLN Eiu.Ci.Mi. KOHTPO/Ib SIKOCTi Ta Ipnangis TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 30 wmr; 10 KopnopeiiwH BMNYCK cepii Boau hapmakoHarnaay (iHwi 3MiH1) 3MiHU BHECEHI B TEKCT
hNakoHiB 3 ONsiH eKLin y MapKyBaHHSA nepBuHHOT (N. 4. «OATA 3AKHIYEHHA
niodinizatom y nonepeaHbO TEPMIHY MNPUAOATHOCTI») Ta BTOpUHHOI (M. 8.
MPOMiXKHii HanoBHEHWX «AATA 3AKHIHEHHA TEPMIHY MPUAOATHOCTI»)
KapTOHHI kopobuy; Lwnpuuax, yNaKoBOK NiKapCbKoro 3acoby. BeeaeHHs 3MiH
3 MPOMIXHI KAPTOHHiI ofHovacHe nNpoTArom 9-Tn MIiCALIB MiCNA 3aTBEPAXKEHHS.

KOPOOKM B KOMM/EKTI
3 30 nonepegHbL0
HanoBHEHUMM

nakyBaHHs Ta
MapkKyBaHHS BOAN
ONA iH eKuin Ta
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
wnpuLamm 3 nikapcbKoro 3acoby;
PO34MHHKKOM (BOAa BUPOBGHWLTBO
Anst iH'ekuid) no 1 nikapcbKoro 3acoby
mn Ta 30 in bulk Ta nepBuHHe
6e3neyHnMn nakyBaHHS; BUNYCK
rosikaMy B KapTOHHiiA cepii nikapcbKoro
Kopobui 3aco6y; KOHTPO/Ib
AKOCTI /liKapCbKOro
3acoby, 3a
BUK/IIOYEHHAM TecTy
"BioaHaniz":
Mcpaiizep
MeHtoekuypuHr
Benebria HB,
Benebrisi;
KoHTponb sikocTi
nikapcbKoro 3acoby:
Mdpaiizep IpneHg,
PapmaceyTvKaUic,
IpnaHgis
245. | COPLE®® rpaHynu ans ANIKANOIA AL | Pecny6nik KOHTPO/b AKOCTI, Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/11157/01/01
opasibHOT cycneHsil, Ckor'e a MNiBHi4yHa BUMYCK Cepii: MiBHIYHa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom | nionsizae
100 mr/5 mn; gnsa 60 MakefioHis ANKANOIL AL MakefoHis KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa

MJ1 cycneHsii: no 32
I rpaHynaTy y
hnakoHi 3
n1acTMacoBolo
MipHOIO JTOXKOIO Ta
MipHUM
CTakaH4MKOM B
KapTOHHI KopobL;
ansa 100 mn
cycneHsii: no 53 r
rpaHynsaTty y
hnakoHi 3
n1acTMacoBolo
MipHOIO JTOXKOIO Ta
MipHUM
CTakaH4MKOM B
KapTOHHIli KopoobLi

Ckon’e, Pecny6nika
MiBHiYHa MakepoHis;
BMPOBHULTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
ANKANOIL AL
Ckon’e, Pecny6nika
MiBHiYHa MakefoHis

napameTpiB cneundikayii Ta/abo AoNyCTUMUX MEX
roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3miHW) - 3MiHa 3a
nokasHukom «Onuc» y cneuudikauii M3 npu Bunycky
Ta Ha TepMiH NpPMAATHOCTI, a caMe NPUBEAEHHS Y
BiANOBIAHICTb A0 OpUriHaSIbHMX MaTepianis
BMPOGHMKA. 3MiHA Ma€e BUK/TIOYHO pefakLuiiiHuiA
xapaktep, hakTV4YHO 30BHILLHIM BUMNSAL, NiKapCbKOro
3ac00y He 3MIHIOETLCA.- 3aTBepIKeHo: Onuc -
MpaHynu: cymil rpaHyn Bif, XXOBTOro [0 Maiixe
XOBTOrO KO/bOpy Ta 6e36apBHUX KpucTanis. -
CycneHsisi: B'AA3ka pigvHa Big 6in10ro o KpeMoBOro
KONbopy.
3anponoHoBaHo: Onuc - MpaHynu: Big, maike 6invx go
6Ni80-KOBTUX rpaHy /M Ta KpucTanu. - CycneHsisi:
B'si3Ka pigvHa Bia Maiixe 6ioro A0 61i0-X0BTOro
KONbOPY. - 3MiHM BHECEHO B iHCTPYKLiO ANS
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain "Mikapcbka hopma” (OCHOBHI i3MKO-XiMIUHI
BNaCTWBOCTI). - 3MiHW | TUMNy - 3MiHK 3 AKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHsA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKEeHNX
MeToAax BUMPoOyBaHHS) - HesHauHa 3miHa 3a
nokasHukamm «Onuc» Ta «KinbkicHe BU3HaYeHHs
Ledikcumy Ta HaTpito 6eH3oaty» meTogom BEPX, a
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

came npuBeAeHHs TEKCTY METOAVK Y BiAMOBIAHICTb A0

opuriHasIbHUX METOAiB BUPOOHNMKA. - 3MiHM BHECEHO B

IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro

3acoby y po3ain "Nikapcbka dhopma" (OCHOBHI hi3nKo-
XiMiYHi BNacTUBOCTI).

246.

CMA3MIN

Tabnetku, no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIN nayui

AT
"Codcpapma"

Bonrapis

Brpo6HMuTBO
Hepo3dacoBaHoi
npoAyKLii, nepBnHHa
Ta BTOpPVHHA
ynakoska: Betnpom
AL, Bonrapis;
[lo3Bin Ha Bunyck
cepii: AT
"Codhapma”,
Bonrapis

Bonrapis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHu) -
OHOBJIEHHS BXE 3aTBEPIKEHNX METOZAIB KOHTPOSIO
AKOCTI NNiKapCbKOro 3acoby, a came: BUKNaAEeHHS
TEKCTY Aep>XXaBHOK MOBOIO 3rigHO Cy4aCHUX BUMOT

Bes
peyenma

UA/9012/01/01

247.

TANINPEC®
ACIHO

Tabnetkv no 50 wr;
no 10 TabneTtok y
6nictepi; no 1 a6o
no 3 6nictepn y
KapTOHHI KopobLyi

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHsi roToBOro Nikapcbkoro 3acoby

(36inbLUEHHA TEepMiHY NPUAATHOCTI TOTOBOrO
NiKapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
(niaTBEPOXYETLCA AAHUMWN PEasIbHOrO Yacy) -
36iNbLUEHHS TepMiHY NPUAATHOCTI Y 3B'A3KY i3

OTPUMAHHSAM NO3UTUBHUX AAHWX LLOAO AOCIIKEHHS
CTabinNbHOCTI y peasibHOMY Yaci. [itoua pefakuis:

TepMiH npuaaTHocTi. 2 poku. MNponoHoBaHa peAakLis:

TepmiH NpuaaTHOCTI. 3 POKM.
3MiHV BHeceHO B po3zin "TepMiH npugaTHoCTI" B

IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro

3acoby. BBegeHHs 3MiH MpoTAroM 6-Tu micsAuiB nicns

3aTBEPMKEHHS.

3a
peyenmom

He
nionsieae

UA/19326/01/02

248.

TANINPEC®
ACIHO

Tabnetkv no 25 wr;
no 10 TabneTtok y
6nicTepi; no 1 abo
no 3 6nictepu y
KapPTOHHI KopooL,ji

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roToBOro NikapCbKoro 3acoby

(36ibLUEHHS TEPMiIHY MPUAATHOCTI TOTOBOrO
nikapcbKoro 3acoby) - 15 ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK PeasibHOro Yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI Y 3B'A3KY i3

OTPVMaHHSAM MO3UTUBHUX AaHWX LLOAO AOCAIMKEHHS
CTabiNbHOCTI y peanibHOMY Yaci. [itoua pefakuis:

TepMiH NnpuaaTHoCTI. 2 poku. MNponoHoBaHa peaakList:

TepMiH NpuaaTHoOCTI. 3 PoKu.
3MiHu BHeceHo B po3gin "TepMiH npugatHocTi" B

IHCTPYKLiO 415 MeIMYHOTO 3aCTOCYBaHHSA NiKapCbKOro

3acoby. BBeaeHHsA 3MiH MpPOTAroM 6-Tu micsLiB nicns

3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/19326/01/01

249.

TAHAKAH®

PO34MH OpaSTbHUA,

INCEH

PpaHujs

BEO®YP INCEH

PpaHujs

BHECEHHS 3MiH 40 peecTpauiiHnx martepianis: 3MiHu |

3a

UA/9843/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
40 mr/mi; no 30 mn KOHCBIOME IHOYCTPI TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y thnakoHi; no 1 P XEJICKEA, thapmakoHarnagy. BeegeHHs abo 3miHu fo
dhnakoHy y AKLiOHepHe y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
KOMN/IEeKTi 3 TOBapUCTBO (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
[03aTopoM y CrpOLLEeHOro dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0coou,
KapTOHHI KOpo6Li Tmny BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0c0obM 3 hapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
thapmakoHarnag,.
[itoya pepakuis: [-p ®paxcya CinnaH / Dr. Francoise
Sillan. MponoHoBaHa pegakuyis: Cinbais CicmoHao /
Sylvie Cismondo.
3MiHa KOHTaKTHUX AaHunX YNOBHOBAXEHOI 0CO6U
3asBHVKa, BignoBiganbHOI 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NoBigabHOI 3a
hapmakoHarnag B Ykpaini. [itoua pefaxuis:
lrony6HnuHuiA OnekcaHap CepriioBny. MNponoHoBaHa
pepakuis: WWanka OneHa BonogumupisHa. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag, B YKpaiHi.
3MmiHa MicLe3HaxoMkeHHs MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsay.
250. | TAHTYM NbOASAHUKM 3 AsieHpe Kimike ITanis BignosiganbHuii 3a LLiBeiiuapisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/3920/03/01
BEPOE® M'ATHAM CMakoMm no PiyHiTe BVMPOGHMLTBO PpaHuin/ Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenma
3 wr; no 10 AHXeniHi Hepo3dacoBaHoi ITanisa cepTudikaT BignoBigHOCTI EBpoNeiichKii
NbOASAHUKIB Y CTiKY; $paHyecko - npoayKuii, nepByHHe hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
no 2 abo 3 cTikn B AK.P.A®. Ta BTOPUHHE OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
KapTOHHI nayuj; no C.n.A. nakyBaHHs: JILL AT,

10 nNboAsAHKKIB Y
6nicTepi; no 2 a6o 3
6nictepu B
KapTOHHI naywi

Lseiiyapis;
BignosiganbHuii 3a
NoBHWIA unkn: MN'EP
®ABP MEJIKAMAH

NPOAKOKCBOH,
®paHuis;
BignosiganbHuii 3a
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTi Ta
BUMYCK Cepii:
AsieHge Kivike
PiyHiTe ArxeniHi
PpaHyecko

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[0NOMDKHOT peqoBuHK (cepTudpikat BignoBigHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne CEP 2021-203 - Rev 01
(3atBepaxeHo: R1-CEP 2021-203 - Rev 00) ana Ad®l
6eH3ngamiHy rigpoxnopuay Bif, 3aTBepAKeHoro
Bupo6Huka AZIENDE CHIMICHE RIUNITE ANGELINI
FRANCESCO - A.C.R.A.F. S.P.A. 3miHn | Tuny -
3MiHu 3 aKocTi. A®l. KoHTposb A®I. 3miHa y
napameTpax cneunduikauii Ta/abo AONyCTUMUX MEX,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
AKP.A®. C.nA, BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
ITanis; BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BignoBiganbHuii 3a BVKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea Ad|
nepBuHHe Ta (BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BTOPUHHE BU/TYYEHHA 3aCTapifioro nokasHvka)) BUAaNEeHHS
nakysaHHs: MN'EP napameTpy «Benzene» i3 cneyucikauii ans gitvoyvoi
®ABP MEOIKAMAH peyoBMHM 6eH3maamiHy rigpoxiopuay.
MPOAIOKCBbOH,
PpaHuis
251. | TEMOAAN® kancysv no 100 wr; Mepk Wapn i LLiBefiuapi Brpo6HMUTBO, diHnaHgia/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4893/01/03
no 1 kancyniy Joym IAEA a nakyBaHHs Ta Benbrisi/ TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
cawe; no 5 a6o no X KOHTPO/b SAKOCTi HigepnaHngmn KOHTPO/Ib AONOMKHMX PEYOBUH. 3aMiHa gxepena
20 cawey Hepo3dacosaHoi ofilep>XXaHHs AONOMIKHOT pevyoBMHN abo peakTuBy, L0
KapTOHHIlA KopooLi npoaykuii: OpioH CTaHOBUTb pU3MK Nepegadi 36yaHvikis ME (MaTepiany,
dapma, PiHNAHAIS; LLIO CTaHOBUTb PU3UK Nepefadi 36yaHukie ME, Ha
MepBuHHa Ta maTepias POC/IMHHOTO abo CUHTETUYHOIO
BTOPWHHA ynakoBka, NOXOMKEHHS) - [11A AONOMIKHMX PEYOBUH abo
[03BiN Ha BUMYCK peakTuBiB, ki HE BUKOPVCTOBYOTHCS Y BUPOOHULITBI
cepii: OpraHoH aKTVBHOI peYOBMHY 6iO/10rYHOr0/iMyHOMOrYHOrO
XelicT 6B, Benbris; NOXO/KEHHS, abo NikapcbKoro 3acoby
AnbTepHaTUBHUI 6i010r4YHOro/iMyHOONYHOTO MOXOPKEHHS - 3aMiHa
KOHTPO/b SIKOCTI: [xepena oTPMMaHHA CTeapuHOBOT KUCNOTH, WO
OpioH ®apma, BUKOPVCTOBYETLCA AK KIHLEBWIA MACTUbHWIA MaTepian
PiHnaHgis; Jo3Bin y npoueci BUpo6HMLTBA Kancy1 TeMo3osiomigy, 3
Ha BUNycK cepii: CUPOBVHN TBAPUHHOTO NOXO)KEHHS HA POC/INHHE
Mepk Wapn i Joym NOXO/PKEHHS. 3anpornoHoBaHa nopoLukonoibHa
B.B., HigepnaHngu cTeapuHoBa K1caoTa POC/IMHHOTO MNOXOAKEHHA
BUrOTOB/MIAETLCA 3 POC/IMHHWX Oifl | HE MICTUTB
peyoBUH TBAPWHHOIO NOXOMKEHHS. CneumndikaLii ons
CTeapnHOBOT kncnotu, Cneumdikauii Ha BUMycK Ta
TepMiH npugatHocTi 13, cknag [ONOMIXHMX PEYOBUH,
roTOBOrO JIiKapCbKOro 3acoby Ta TepMiH NpuaaTHOCTI
3a/IMLIATbCSA HE3MIHHUMKN
252. | TEMOOAN® Kancynu no 20 mr; Mepk LWapn i LLiBefiuapi Brpo6HMLTBO, PiHnangia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4893/01/02
no 1 kancyniy Joym IAEA a nakyBaHHs Ta Benbrisi/ TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
cawe; no 5 abo no 6X KOHTPO/b SAKOCTI HigepnaHgmn KOHTPO/Ib AONOMKHMX PpeYOBUH. 3aMiHa axepena

20 cawey
KapTOHHIli KopooLi

Hepo3dacoBaHoT
npoaykuii: OpioH
dapma, PiHAAHAIS;
MepBuHHa Ta
BTOPWHHA ynakoBka,
[03BiN Ha BUNYyCK
cepii: OpraHoH
XelicT 6B, Benbris;
AnbTepHaTUBHWI
KOHTPO/b SIKOCTI:
OpioH ®apma,
PiHnaHgis; [lo3sin

ofilep>XXaHHs JONOMIKHOT pevyoBVHM abo peakTuBy, L0
CTaHOBWTb pU3MK Nepepadi 36yaHvikis ME (maTepiany,
LLIO CTaHOBUTb PU3UK Nepeadi 36yaHukis ME, Ha
maTepian POC/IMHHOTO ab0 CUHTETUYHOIO
NOXOKEHHS) - ANna AONOMIKHUX peyoBuH abo
peakTuBIB, iki He BUKOPVCTOBYIOTHCS Y BUPOOHULITBI
aKTMBHOI peYOBMHY 6iO/10rYHOr0/iMyHOMOrYHOrO
NOXO/KEHHS, abo NikapCcbKoro 3acoby
6i010r4YHOro/iMyHOOFYHOTO MOXOKEHHS - 3aMiHa
[xepena oTPMMaHHA CTeapuUHOBOT KMCNOTH, WO
BUKOPVCTOBYETLCA AK KIHLEBWIA MACTUbHWIA MaTepian
y npoueci BUpo6HMLUTBA Kancy1 TeMo3oiomigy, 3
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Ha BUNyCK cepii: CUPOBVHN TBAPUHHOTO MOXOLKEHHS HA POC/INHHE
Mepk Wapn i Joym NOXOMXEHHS. 3anponoHoBaHa NopoLUKonoAibHa
B.B., HigepnaHngu cTeapuHoBa K1cnoTa POC/IMHHOTO NOXOAKEHHSA
BUrOTOB/IAETLCA 3 POC/IMHHKX Oifl | HE MICTUTB
peyoBUH TBAPWHHOIO NOXOMKEHHS. CneumndikaLii ons
cTeapuHOBOT kncnoTu, Cneumdikauii Ha BUMycK Ta
TepMiH npugatHocTi 13, cknag [ONOMIXHMX PEYOBUH,
roTOBOrO JIiKapCbKOro 3acoby Ta TepMiH NpuAaTHOCTI
3a/IMLIATHCSA HE3MIHHUMKN
253. | TEPBI3UN kpem 1% no 15ry BAT "lepeoH YropwuHa BAT "TepeoH YropuwuHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/4558/01/01
Ty6i; no 1 1y6i B PixTep" PixTep" My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
KapTOHHI/ ynakosL,i hapmakoHarnagy. 3MiHa YactoTn Ta/abo TepmiHiB
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
nikapcbkunx 3acobiB. 3MiHa 4acToTu Ta TEPMiHY
NnofaHHs perynsipHo OHOB/IKOBAHOTO 3BiTY 3 6e3neku
(PO3B) nikapcbkoro 3acoby: [itoya pefakuis: Yactota
nogaHHa PO3B - 5 pokis; KiHueBa gata ons
BKOYEHHA faHunx fo PO3b - 30.09.2027 p.; gata
nogaHHa PO3B - 29.12.2027 p. NponoHoBaHa
pepakuis: Yactota nogaHHsa PO3B - 3 poku; KiHueBa
para onsa BkoyveHHs gaHux go PO3b - 30.09.2025 p.;
nara nogaHHsa PO3b - 29.12.2025 p. PekomeHaoBaHO
[0 3aTBepKeHHS BignoBigHO A0 NepioanYHOCTI
NOAAHHSA PerynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
NiKapcbKnx 3acobiB y €Bponelicbkomy Cotosi.
254. | TETAHYC PO3YMH ANS iH'EKLiA, KEAPIOH ITania KEAPIOH C.M.A. ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/19360/01/01
rTAMMA 250 MO/1 mni; no 1 C.M.A. MRy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKUiA 3aci6. peyenmom
mn (250 MO) y CucTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
nonepeaHbLO noctavasibHUKa nakyBaslbHUX MaTepianis abo
HarnoBHEHOMY KOMM/IEKTYIOUMX (SIKLLO 3a3HAYeHO B JOCbE) (3aMiHa
LUMPWLL 3 FOJIKOIO abo fofaBaHHA nocTadasibHUKa) [logaBaHHA HOBOTO
ONA BBeAEHHA; no 1 noctavasnibHuKa Wnpuuis Ana AosysaHHsa 250 MO (1
LINPWLY B KAPTOHHIl M/1) komnaHii Stevanato Group Ompi (SG Ompi) gns
Kopobui 3abe3neyeHHs 6e3nepebiiHocTi BUpobHuLTBa /13. Ak
Hacnigok, BiANOBIAHI 3MiHM A0 p. «YnakoBka» MKHA /13.
255. | TETAHYC PO34MH AN1s iH'EKLiA, KEAPIOH ITanis KEAPIOH C.IM.A. ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/19360/01/02
FTAMMA 500 MO/2 mn; no 2 C.N.A. TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
mn (500 MO) y Cuctema KoHTeliHep/3akynoptoBasibHu 3aci6. 3MiHa
nonepeHbLO noctavasibH1Ka nakyBasibHUX mMaTepiasis abo
HanoBHEHOMY KOMIMNEKTYHOUMNX (SIKLLO 3a3HAYEHO B [1OCLE) (3amiHa
LUNPULL 3 FONKOO abo gofasaHHA nocTtavasibHuka) flogasaHHA HOBOro
[O/15 BBEEHHSA; no 1 nocTavasibHMKa WNpuuiB 4nas AosyeaHHsa 250 MO (1
LUNpULLY B KAPTOHHIi M/1) komnaHii Stevanato Group Ompi (SG Ompi) gns
KopooLi 3a6e3neyeHHst 6e3nepebiliHocTi BUpo6HMLUTBA /13. AK
HacnigokK, BiANOBIAHI 3MiHM A0 p. «YnakoBka» MKA /13.
256. | TIKOBAK cycneHsisa gns Mdpaiizep CWA KOHTPO/b SKOCTi: IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16695/01/01
BAKUUHA iH'ekuili no 2,4 Eiiu.Ci.Mi. EYPOO®IHC ABcTpisi/ TUMYy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
ana mkr/0,5 ma, no 0,5 KopnopeiiwH BIO®APMA Benbris KOHTpPO/Ib FOTOBOIO JliKAPCbKOro 3acoby. 3MiHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MNPO®PINAKT M cycneHsii y MNPOJAKT TECTIHI napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
KN nonepeaHL0 CrMEWVH, C.NLY, roToOBOro NikapcbKoro 3acoby (4,0MOBHEHHSA
KMIWOBOIo | 3anoBHeHOMy Icnanis; KOHTPO/b cneuudikaLii HOBUM NOKa3HUKOM 3 BifMNOBiAHUM
EHUE®ANITY | ogHopa3oBoMy akocTi: Mdparizep MEeTO0M BUMNPO6YBaHHS) - 3amiHa TecTy AN OLiHK/
KYNbTYPAN wnpwyi; no 1 MeHtodekuypuHr eeKTUBHOCTI (iMyHOreHHOCTI) BakUMHK nif yac
bHA LnpuLy AscTpisa FM6X, BUMYCKY in Vivo, Akuii Hapasi NPOBOAUTLCS Ha rOTOBil
IHAKTUBOBA | BKageHomy y ABCTpiIS; Hepo3hacoBaHiii BakLHi 3 BUKOPUCTAHHAM METOoAY
HA 6nictep; no 1 BMPOGHMLTBO neTanbHOro iHikyBaHHSA, Ha TeCT A5 OLiHN
OYMLLEHA 6nictepy Ta npoaykTy y chopmi in eheKTUBHOCTI in Vitro, sikniA 6yie NPOBOAUTUCS Ha
COPBOBAHA | OKpeMmoto rofko y bulk; HanoBHeHHS rOTOBOMY /liKapCbKOMY 3aC006i 3 BUKOPUCTaHHSAM
KapTOHHI KOpo6L LUMpULLIB, KOHKYPEHTHOTO |PA, 3 METOK CKOPOYEHHS Ta 3amiHu
nakyBaHHs, BUNPOBYyBaHb Ha TBapuHax. - 3MiHu | Tuny - 3miHn 3
MapKyBaHHS, AKoCTi. [0TOBWIA Nikapcbkunii 3aci6. CTabinbHICTb.
KOHTPO/b SIKOCTI, 3MiHa y TepMiHax npuaatHocTi abo ymoBax
BUMYCK Cepii: 36epiraHHsA roToBOro NikapcbKoro 3acoby (3miHa 'y
Mdpaiizep 3aTBEPXEHOMY NPOTOKONI CTabiNbHOCTI) - BHECEHHS
MeHtodekuypuHr 3MiH [0 3aTBEpPXeHOro NPoToKoNy cTabifibHOCTI, a
Benbria HB, came — BK/IIOYEHHS TECTY A/151 OLiHKN edpeKTUBHOCTI
Benebrist; KOHTPOb (iMyHOreHHOCTI) BakUuMHM in vitro. - 3miHum Il Tuny -
aKkocTi: CI'C a6 3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
CimoH CA, Benbris roTOBOrO /liKapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
niKapcbKoro 3acoby (BUyYEHHs NMOKasHuKa, SKui
MOXe MaTu iCTOTHWIA BN/IMB Ha SKICTb FOTOBOTO
nikapcbKoro 3acoby)
BunyyeHHs TecTy ANns OUiHKN edpeKTUBHOCTI
(imyHOreHHOCTI) BaKUmMHM in vivo 3i cnevuudikauii nig,
yac BMNYCKY rOTOBOI HepO3ddacoBaHO| BaKLMHN.
257. | TIKOBAK cycneHsia gns Mdpaiizep CWA KOHTPO/b SIKOCTI: IcnaHisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16694/01/01
MKYHIOP iH'ekuin no 1,2 Eiy.Ci.Mi. EYPOO®IHC ABcTpisi/ MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peyenmom
BAKLUVHA Mkr/0,25 mn, no 0,25 KopnopeiiwH BIO®APMA Benebris KoHTposb rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
ansa MJ1 cycneHsii y MPOJOAKT TECTIHI napameTpiB cneuudgikaLii Ta/abo AoNyCTUMUX MEX
MNPO®INTAKT nonepeaHbLO CMENH, C.NY, roTOBOrO JliKapCbKOro 3acoby (4ONOBHEHHS
KU 3arnoBHeHOMY Icnanis; KOHTpO/b cneuudikauii HOBUM NMOKa3HUKOM 3 BigNoBiAHNM
KNIWOBOIO | ogHopa3oBoMy skocTi: Mdpalizep MEeTOA0M BUNPOBYBaHHSA) - 3aMiHa TeCTy A1 OLiHKM
EHUE®ANITY | wnpwyj; no 1 MeHtohekuypuHr ehbekTBHOCTI (iMyHOreHHOCTI) BakUMHM Mif yac
KYNbTYPAN Lwnpuly ABcTpisa [M6X, BWMYCKy in Vivo, SIKUiA Hapasi NPOBOAUTLCA Ha roTOBIN
bHA BK1afileHoMY Y ABCTpISt; Hepo3ghacoBaHii BakLVHi 3 BUKOPUCTaHHAM MeToAy
IHAKTUBOBA | 6nictep; no 1 BVMPOGHMLTBO NeTanbHOro iHikyBaHHS, Ha TECT A5 OLiHN
HA 6nictepy Ta npoaykTy y chopmi in edheKT1BHOCTI in vitro, Akuii 6yae NpoBOAUTUCS Ha
OYMLLEHA OKPEMOIO T0JIKO Y bulk; HanoBHeHHsA roTOBOMY JliKapCbKOMY 3aC06i 3 BUKOPUCTaHHAM
COPBOBAHA | KapTOHHIi Kopo6Lyi LnpuLiB, KOHKYPEHTHOro |PA, 3 METOI CKOPOYEHHS Ta 3aMiHu
nakyBaHHS, BUMPOOYBaHb Ha TBapuHax. - 3MiHu | Tuny - 3MiHu 3
MapKyBaHHs, sKocTi. FoToBUIA Nnikapcbkuii 3aci6. CTabiNbHICTb.
KOHTPOb AKOCTI, 3MiHa y TepmiHax npugaTtHocTi abo ymosax
BUMYCK Cepii: 36epiraHHsa roTOBOro NikapcbKoro 3acoby (3miHa y
Mcpaiizep 3aTBEpKEHOMY NPOTOKOAI CTabiNIbHOCTI) - BHeceHHs
MeHtohekyypuHr 3MiH [10 3aTBEPAXEHOr0 NMPOTOKO/Y CTabINbHOCTI, &
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Benebris HB, came — BK/II0UYEHHS TECTY A/151 OLiHKN ed)eKTUBHOCTI
Benbrisi; KOHTPOb (imyHOreHHoCTI) BakuuHK in vitro. - 3MmiHu Il Trny -
sKocTi: CI'C a6 3MiHK 3 SIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. KoHTposb
CimoH CA, Benbrist roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMKX MEX FOTOBOrO
nNiKapcbKoro 3acoby (BUyYEHHS NOKasHWKa, AKui
MOXe MaTu iCTOTHWIA BN/IMB Ha AKICTb FOTOBOTO
nikapcbKoro 3acoby)
BunyueHHs TecTy An5 OUiHKA edDeKTUBHOCTI
(iMmyHOreHHOCTI) BakUumMHM in vivo 3i cneyudikauii nig,
Yyac BMNYCKy roToBOI Hepo3dlacoBaHO| BakLMHU.
258. | TOH3UNOTP Tabnetku; no 20 AnbneH HimeuumnH Bunpo6HMK, HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 nionseae UA/3781/01/01
EH Tabnetok y 6nictepi; dapma M'v6X a BiAnoBiganbHNIA 3a TMny - AGMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpOGHMUYOT peyenma

no 2 abo 3 6nictepu
y KapTOHHii kopobu,i

KiHLLeBUIA NPOAYKT,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b AKOCTi Ta
BUWMYCK Cepil :
[Op. M'yctaB KnsiiH
v6X & Ko. KI

OinbHUUI (BKIOYaouM AinbHUL Ans AP, NpoMibXHOTro
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
NS NpoBefieHHsA NakyBaHHA, BUPOOHNKa,
BiANOBiAaIbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo noctayanbHyKa BUXigHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
(AKLL0 3a3HaYEHO Y 10CbE) BunyyeHHs BUPOGHUYOT
[iNbHULI FOTOBOrO MiKapCbKoro 3acoby,
BiANOBIAa/IbHOI 32 NpoAykuito in-bulk Ta BUNYycK cepiii -
[Loitue XomeonaTi-YHioH XY-ApuHalimitTens Mox &
Ko. 3anuvwaetbca anbTepHaTMBHNUIA BUPOGHUK [p.
l'yctaB Knsaith Tm6X & Ko. KI, HimewunHa. 3miHn
BHECEHO B iHCTPYKLit0 415 MEAMYHOIO 3aCTOCYBaHHS
NiKapCbKOro 3acoby y 3B'A3Ky 3 BUTYYEHHSAM OAHOIO 3
BVMPOGHWKIB Ta SIK HAC/IJOK - BUNYYEHHS TEKCTY
MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby ans
BIANOBIAHOrO BMPOGHUKA. 3MiHM | TUny -
AOMiHICTpaTMBHI 3MiHU. BruyyeHHS BUPOGHMYOT
OinbHUUI (BKIOYaoUM AinbHUL Ans AP, NpoMibXHOTo
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
NS NpoBefieHHA NakyBaHHSA, BUPOOHNKa,
BiANOBiAa/IbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo noctayanbHyKa BUXigHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
(AKLL0 3a3HAYEHO Y A0CbE)

BunyyeHHs BUPOGHWYOT fiTbHUL FOTOBOrO
nikapcbKoro 3acoby, BiAnoBifa/IbHOI 3a NPOAYKLto in-
bulk, nepBnHHe Ta BTOpPWHHE nakyBaHHs - [p. Binbmap
LLisabe Mm6X i Ko. K. 3anunwaeTbecs anibTePHATUBHWIA
BMPO6HUK [p. Nyctas KnsiiH FTmM6X & Ko. KT,
HimeuumnHa.
3minu | TUny - 3miHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3miHn BHeceHo y n. 17.
IHLE TekcTy MmapKyBaHHA BTOPUHHOI YNaKoBKu
nNikapcbKoro 3acoby.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
259. | T-CENT® Tabnetkn ans Amakca NIT4 Benvka ANCIEH Monbda MonbLia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 UA/13494/01/01
PO3CMOKTYBaHHS Mo BpuTaHis Xeuwys Ec.Eii. TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peuyenma
3 wr, no 10 cepTudikaT BignoBigHOCTI €Bponelickkilt
Tabnetok y 6nictepi; thapmakonei/MmoHorpadii. 3mMiHu, NoB'A3aHi 3
no 1 a6o 2 6nictepu HEOoB6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
Y KapTOHHii Kopobuj MoHorpadii PY abo €sponelicbkoi thapmakonei, abo
iHLIOT HauioHasTbHOI thapmakonel aepxasu E€C (3miHa
y cneuudikauisix, nos'a3aHa 3i 3miHamu B dY, abo
€Bponeiicbkiii hapmakonei, abo iHLWiA HaLioHabHIl
thapmakonei gepxasu €C). BnpoBamkeHHs
papmakoneinHoro MeTofy KOHTPOJI0 BMICTY AOMILLKN
G B 6eH3ngamiHi rigpoxnopuai Bupo6Hukom M3
BiANOBIAHO A0 MoHorpadii Ph. Eur. noTo4Horo
BUAAHHS.
260. | T-CENT® cnpeii Ans poToBoi Amakca IT[, Benvka ANCIEH Monbga MonbLia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/13494/02/01
MOPOXHUHW, PO3YMH, BputaHis Xewys Ec.Ei. Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenma
1,5 mr/mn; no 30 mn cepTudikaT BignoBigHOCTI EBponeiickkiii
y dhnakoHi 3 thapmakonei/moHorpadii. 3mMiHu, nos'A3aHi 3
NPUCTPOEM ANS HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
po3nNuaBaHHS; no 1 MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
h1akoHy B iHLIOI HauioHas1bHOI thapmakonei aepxasu €C (3miHa
KapTOHHIli Kopoobui y crneumdikauisix, nos'a3aHa 3i 3miHamy B dY, abo
€Bponelicbkiit hapmakonei, abo iHLWii HaLioHabHIl
thapmakonei gepxasu €C) BNpoBaMKeHHs
hapmakonenHoro MmeToAy KOHTPOJI0 BMICTY AOMILLKN
G B 6eH3uaamiHi rigpoxnopuai Bupo6Hukom M3
BiANOBIAHO A0 MoHorpadii Ph. Eur. noTo4Horo
BUAAHHS.
261. | T-TPIOMAKC PO3YMH ANS iH'EKLiA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13848/01/01
25 mr/mn no 2 mn "hapmaueBTu "®apmMaueBTnYHa TUny - 3MiHK 3 akocTi. A®Il. CTabinbHicTb. 3MiHa peyenmom
abo no 4 mn B YyHa thipma hipma "dapHnus” nepiofly NOBTOpPHMX BUNpoGyBaHb/nepiody 36epiraHHA
amnyni; no 5 amnyn "OapHuus" abo ymoB 36epiraHHs A®I (3a BigCyTHOCTI Y
Y KOHTYpHIli 3aTBEP)KEHOMY [OCbE cepTudikaTta BiAnoBigHOCTI
YapyHKOBIl €Bponeiicbkili hapmakonei, Lo BKIoYae nepiog,
ynakosLi; no 2 NOBTOPHOro BUNpobyBaHHSA) (nepiog, NOBTOPHOIO
KOHTYPHI YapyHKOBI BMNPOGYBaHHs/Nepiog, 36epiraHHs) - 36ibLUEHHS 260
yNakoBKM B naui BBEJleHHSA nepiogy NOBTOPHOro BUNpOoGyBaHHs/Nepiody
36epiraHHs Ha OCHOBI pe3y/bTaTiB AOCNILKEHb Y
peasibHOMY Yaci - 36ibLUeHHS TeEPMiHY NPUAATHOCTI
A®| MopdoniHieBa Cinb Tia30THOT KUCOTU
BMpo6HUUTBa hipmn TOB "PAPMXIM", YkpaiHa.
[itova pepakuisi: TEPMIH MPUOATHOCTI
2 poku. NponoHoBaHa pegaxuis: TEPMIH
NPUOATHOCTI 4 poku.
262. | PE3AM® Kancynu TBepai; no TOB "TeBa YkpaiHa BankaHgapma- Bonrapis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/3371/01/01
10 kancyny YkpaiHa" OynHuua AT TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
6nicTepi, no 2 abo 6 cepTudikaT BignoBigHOCTI €Bponelickkilt
6nicTepiB y dhapmakonei/moHorpadii. NMogaHHs HoBoro abo




175

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHIli KopoobLi

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHsA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeichbkil
thapmakonei CEP 2003-150-Rev-03 (3aTBEpAKEHO:
R1-CEP 2003-150-Rev-02) ansa [ito4oi pe4yoBuHU
LMHapuU3nH Bif 3aTBepKeHoro B1upobHrka FDC
LIMITED, India. 3minu | Tuny - 3MiHn 3 skocTi. AdDI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepiody 36epiraHHa abo ymoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBigHOCTI EBponeiichkiii
hapmakonei, Lo BKIoYae nepios NOBTOPHOro
BMNPOGYBaHHS) (Nepiog NOBTOPHOTO
BUNpo6yBaHHA/Nepio 36epiraHHs) - 36ibLUEHHS abo
BBE/lEHHS nepiogy NOBTOPHOro0 BUNPOGYBaHHs/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/TiMKEHDb Y
peanbHOMY yaci - BBefeHHA nepiogy NOBTOPHOIO
BMNpobyBaHHA A®| uyHapusuH BupobHuuTea FDC
LIMITED, India. Mepiog nOBTOPHOro BUNpPOGYyBaHHS
CTaHoBUTb 60 MicsLB.

263.

DEHOKIT

Kpanni opasibHi, 1
mr/ mn; no 20 may
KOHTeliHepi; no 1
KOHTEliHepy B naui
3 KapTOHY

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpMeEMCBO
"CMEPKO
YKPAIHA"

YkpaiHa

NOBHWIA LKA
BMPOGHMLITBA,
BMNYCK cepil:
CninibHe yKpaiHCbKO-
icnaHcbke
nigNpPUEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
phapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif, y)X€ 3aTBep)KEHOro BUPOOHMKA - MOJaHHS
OHOB/IEHOrO cepTudpikaTy BigNOBIAHOCTI EBpPONENCHKIN
hapmakonei CEP 2000-145-Rev 09 Big
3aTBepxeHoro Bupo6Hrka OLON S.P.A., ITania
[io40i peyoBrHY iMeTuHAEeHy Maneary
(3aTBepaxeHo: R1-CEP 2000-145-Rev 08;
3anpornoHoBaHo: CEP 2000-145-Rev 09)

6e3
peyenma

UA/16281/01/01

264.

®OEHTAHITM
CAHAO3®

TpaHcAepMasbHUi
nnactup, 25 mkr/rog,
no 1 niacTtvpy B

CaHpo3
dapmacbioTika

n3 a.4a.

CnoseHis

Brpo6HMUTBO 3a
MOBHUM LIK/IOM:
lekcan Al

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema KOHTeHep/3aKynopoBasibHWiA 3aci6. 3MiHa

3a
peyenmom

UA/10842/01/01
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n/n

JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o

265.

®EHTAHIT M

nakeTuky; no 5
nakeTukiB y Kopoou,

TpaHcaepmasibHUi

CaHpo3

CnoBeHis

HimeuumnHa;
KoHTposb sKocTi:
Cantotac dapma

'M6X, HimeuunHa;
KoHTposb sKocTi:
TAC Na6op Ap.
Xovicnep 'm6X,

HimeyunHa

napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
nepBUHHOT YNaKkoBKWU rOTOBOrO /1iKapCbKoro 3acoby
(BUAYyYEHHSA HE3HAYHOrO NOoKa3HVKa (Hanpuknag,
3acTapifnioro NoKasHuKa)) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6,
a came BU/TyYeHHS He3Ha4yHOro nokasHuka “Sealability”
3i cneumdikavii NepB1MHHOIO NakyBaslbHOro Matepiasty
(Paper/PE/AL/PE Sachet foil). 3miHu | Tuny - 3mMiHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepPBUHHOT YNakKoBKN rOTOBOrO NiKapCbKOro 3acoby
(BMlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro NokasHUKa)) - BHECEHHS 3MiH A0 p.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6,
a came BW/TyYeHHs] He3HaYHOro MoKasHvKa
“Dimensions (inner core diameter” 3i cneumdikau;i
NepPBUHHOTO NakKyBas/IbHOrO Marepiany
(Paper/PE/AL/PE Sachet foil) nakeTuky. BHyTpiwHe
AAPO — Le TeXHIYHWI napameTp, kil He Mae
BiAHOLEHHS [0 AKOCTI NPoAyKTy. 3MiHu | TUny - 3MiHK
3 AKocTi. FoToBwMIA Nnikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneyugikauii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMyYeHHS HE3HAYHOrO NokasHWKa (Hanpuknag
3acTapifioro nokasHuka)) - Cucrema
KOHTeliHep/3aKyrnoproBaibHWii 3aci6, a came
BW/TyYEHHSI HE3HAYHOro nokasHuka “Thickness” 3i
cneumdikaLii NnepBMHHOIO NakyBasIbHOrO Matepiany
(Paper/PE/AL/PE Sachet foil) nakeTtuky

nocsBi0OYeHHs

CAHA03®

nnactvp, 50 mkr/rog,
no 1 nnactupy B
nakeTuky; no 5
nakeTuKiB y Kopobui

dapmacboTika
n3 p.no.

Brpo6HMUTBO 3a
NOBHUM LMK/IOM:
lekcan Al ,
HimeuumnHa;
KoHTporsb skocTi:
Cantotac dapma
'm6X, HimeuunHa;
KoHTporsib skocTi:
'TAC Na6op Ap.
Xoiicnep MvbX,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
CurcTeMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
napameTpiB cneundikayii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMyYeHHs HE3HAYHOrO NoKasHWKa (Hanpuknag
3acTapinioro NoKasHuKa)) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3acib,
a came BWUJlyYeHHs1 He3HaYHOro nokasHuka “Sealability”
3i cneumdikavii NepB1MHHOIO NakyBaslbHOro Marepiany
(Paper/PE/AL/PE Sachet foil). 3miHun | Tuny - 3miHun 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3acib. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNaKkoBKW rOTOBOrO /iKapCbKOro 3acoby

(BUAYYEHHS HE3HAYHOrO NoKasHVKa (Hanpuknag

3a
peyenmom

UA/10842/01/02
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Hassa
JliKapcbK0O20
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KpaiHa
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Kpaina
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Ymosu
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Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acTapifnioro NoKasHuKa)) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6,
a came BWyYeHHS! HE3HAYHOro NoKasHuKa
“Dimensions (inner core diameter” 3i cneumndikav,i
NepBUHHOTO MakKyBa/lbHOrO Marepiany
(Paper/PE/AL/PE Sachet foil) nakeTuky. BHyTpiwHe
AAPO — Le TEXHIYHWI napameTp, ki He Mae
BifjHOLLEHHS A0 AKOCTi NPOAYKTY. 3MiHW | TUnYy - 3MiHW
3 AkocTi. FoTOoBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepPBUHHOT YNakKoBKN rOTOBOrO NiKapCbKOro 3acoby
(BMlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro nokasHuka)) - Cucrema
KOHTelHep/3aKynopoBasibHWiA 3aci6, a came
BW/TyYEHHS HE3HAYHOrO MokasHuka “Thickness” 3i
cneuudikaLii nepBMHHOIO NakyBasibHOro Marepiasny
(Paper/PE/AL/PE Sachet foil) nakeTuky

266.

®EHTAHINT M
CAHA03®

TpaHcaepMasnbHui
nnactup, 75 mkr/rog,
no 1 nnactupy B
nakeTuky; no 5
nakeTuKiB y kopobuyi

CaHpo3
dapmachbloTika
n3 a.a.

CnoseHisi

Bupo6bHMLTBO 3a
NOBHUM LKOM:
[ekcan Al',
HimeuyuunHa,;
KoHTpornb sikocTi:
Canotac ®apma
M6X, HimeyunHa;
KoHTpornb sikocTi:
'TAC Na6op Ap.
Xoiicnep M'm6X,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
CurcTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikaLii Ta/abo AoNyCTUMUX MEX
NepPBVHHOT YNakoBKN rOTOBOrO /iKapCbKOro 3acoby
(BMNlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro NokasHUKa)) - BHECEHHS 3MiH A0 p.
3.2.P.7. Cuctema KoHTelHep/3akynoptoBasibHUI 3aci6,
a came BWUJTy4YeHHS He3Ha4yHOro nokasHuka “Sealability”
3i cnevumdikauii NnepBMHHOIO NakyBaslbHOTO MaTepiany
(Paper/PE/AL/PE Sachet foil). 3miHun | Tuny - 3miHun 3
AKocTi. [oToBwMiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMyYeHHs HE3HAYHOrO NoKasHWKa (Hanpuknag
3acTapinioro NoKasHuKa)) - BHECEHHS 3MiH A0 p.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3acib,
a came BUyYEHHSI HE3HAYHOTro NoKasHuKa
“Dimensions (inner core diameter” 3i cneumndikav,i
NepPBUHHOTO MakKyBasIbHOrO Marepiany
(Paper/PE/AL/PE Sachet foil) nakeTuky. BHyTpilwHe
AAPO — Le TEXHIYHWI napameTp, Skl He Mae
BiAHOLIEHHS [0 SKOCTi NpoAyKTy. 3MiHu | Tuny - 3MiHu
3 KocCTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3acib. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNaKkoBKW rOTOBOrO /iKapCbKOro 3acoby
(BUAYYEHHS HE3HAYHOrO NoKasHVKa (Hanpuknag

3a
peyenmom

UA/10842/01/03
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3acTapifnioro nokasHuka)) - Cucrtema
KOHTeliHep/3aKynoptoBaibHWii 3acib, a came
BWYYEHHS HE3HAYHOrO NokasHuka “Thickness” 3i
cneumdikauii NepBMHHOIO NakyBasIbHOTO MaTepiany
(Paper/PE/AL/PE Sachet foil) nakeTuky

267.

®OEHTAHITM
CAHAO3®

TpaHcAepMasibHUi
nnactup, 100
mkr/rog, no 1
nnacTupy B
nakeTuky; no 5
nakeTuKiB y kopobuyi

CaHpo3s
dapmachbioTika

n3 4.4.

CnoBeHisi

Brpo6HMLUTBO 3a
NOBHUM LMK/IOM:
lekcan Al ,
HimeuumnHa;
KoHTposib sKoCTi:
Cantotac dapma
M6X, HimeuunHa;
KoHTposib sKocTi:
TAC Na6op Ap.
Xolicnep 'M6X,
Himeyunna

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema KOHTeHep/3aKynopoBasibHWiI 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKW rOTOBOrO /iKapCbKOro 3acoby
(BUAYYEHHS HE3HAYHOrO NOoKa3HMKa (Hanpuknag,
3acTapifnioro NokasHuKa)) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6,
a came BU/TyYeHHS He3HaYyHOro nokasHuka “Sealability”
3i cneuydikavii NepB1MHHOIO NakyBaslbHOro Matepiasy
(Paper/PE/AL/PE Sachet foil). 3miHu | Tuny - 3MiHu 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
NMepPBVHHOT YNakoBKN rOTOBOrO /ikapCbKOro 3acoby
(BMNyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro NokasHUKa)) - BHECEHHS 3MiH A0 p.
3.2.P.7. Cuctema KoHTelHep/3aKynoptoBasibHUI 3aci6,
a came BW/TyYeHHS] HEe3HAYHOTO MoKasHuKa
“Dimensions (inner core diameter” 3i cneumdikau;i
NEepPBUHHOTO NMakKyBasIbHOrO Matepiany
(Paper/PE/AL/PE Sachet foil) nakeTuky. BHyTpiwHe
A0PO — Le TeXHIYHWI napameTp, Akuii He Mae
BiAHOLIEHHS [0 SKOCTI NpoAyKTy. 3MiHu | Tuny - 3MiHn
3 AKocTi. FoToBwMIA Nnikapcbknii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMyYeHHs HE3HAYHOrO NoKasHWKa (Hanpuknag
3acTapifioro nokasHuka)) - Cncrema
KOHTeliHep/3aKyrnoptoBabHWii 3aci6, a came
BWJ/TyYEHHS1 HE3HAYHOrO nokasHuka “Thickness” 3i
cneumdikaLii NepBMHHOIO NakyBasIbHOrO Matepiany
(Paper/PE/AL/PE Sachet foil) nakeTuky

3a
peyenmom

UA/10842/01/04

268.

DPIBPUTA

MOPOLLIOK Ta
PO3YMHHWK ANs
PO34nHy Ans
iH'ekuUili/iHdpysii no 1
r; N0 1 r MOpOLLKY Yy
CKNSAHOMY (p/1aKOoHi;
no 50 mn

OkTadhapma
dapmaLeBTuK
a
MpopykTioHcre
c. Mm.6.X.

ABcTpist

Bunpo6HuK,
BiANOBiAa/IbHWIA 3a
NepBUHHY YNakoBKy,
KOHTPO/b SKOCTI,
BMNYCK Cepil:
Oxtachapma AB,
LLiBeLisi; BUpOGHWK,

Lseujis/
ABcTpisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu ||
1Ny - 3MiHn 3 akocTi. API. KoHTponb APl 3miHa y
napameTpax crneuudikauii Ta/abo 4onycTUMUX Mex,
BM3HAuYeHuX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AdI
(3MiHa No3a Mexamu 3aTBEPAKEHOTO AjianasoHy y

3a
peyenmom

UA/18890/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
po3umnHHKKa (Boga BiANOBIAa/IbHMI 32 cneuudikauii Ha A®l) - 3miHa nimiTiB 4ns
ANs iH'eKUii) y BMPOBHULITBO in TEXHO/OrYHOro 3paska 14 Ta NPOMKHOIO NPOAYKTY 2
CKNSAHOMY (h/1aKOoHi; bulk, nepBuHHY Ta ons napameTpy ¢hibpiHoreHy 3 «19-26 mr/mn» Ha «16-
no 1 dprnakony 3 BTOPUHHY YMaKoBKY, 26 mr/Mn1» Ha nigcTasi CTAaTUCTUYHOI OLiHKM cepili /13
nopoLukom, no 1 MapKyBaHHS, ®i6pura, BupobeHux npotsarom 2018-2019 pokis,
chnakoHy 3 BizyanbHy LLL06 Bif06pa3nNTH hakTUUYHY KOHLEHTpaLLito
PO3YMHHMKOM, MO 1 iHCMeKL;jit0, KOHTPO/b chibpuHoreHy.
npuctpoto Octajet AKOCTI, BUNYCK cepil:
4ns nepeHocy, no 1 OkTadhapma
hiNbTPy B KAPTOHHIN dapmaueBTMKa
KopooLi MpoaykTioHcrec.
M.6.X., ABCTpIs;
Brpo6HuK,
BiAnoBiganbHMIA 3a
Bi3yasibHWiA
KOHTPO/b,
MapKyBaHHS,
BTOPVHHY YNaKOBKY:
OkTadhapma [Jeccay
mM6X, HimeuunHa,;
Bunpo6HuK,
BiANOBIAA/IbHWIA 32
BMPOGHMLTBO
po34nHHMKa (BOAa
Ans iH'ekyin): b.
BpayH MerncyHreH
AT, HimeuunHa;
Brpo6HuK,
BiAnoBiganbHMiA 3a
BVMPOGHULTBO
po34nHHMKa (Boga
ONs iH'eKUiin):
Contochapm
dapmavoiiTile
EpuolirHicce TM6X,
HimeuunHa
269. | ®IBPUTA MOPOLLIOK Ta OkTadapma ABcTpist Brpo6HWK, LBeuis/ BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu || 3a UA/18890/01/01
PO3YMHHVIK ONS dapmaLeBTuk BiAnoBiganbHMii 3a ABcTpisi/ TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
PO34unHy Ans a NepBUHHY YNakoBKY, HimeuyunHa CuncTema KoHTelHep/3aKynoproBasibHUIA 3aci6 (iHLWi
iH'ekuUii/iHdpysii no 1 | lMpogykTioHcre KOHTPO/b SKOCTI, 3MiHM) BUKOpUCTaHHS HECUNIKOHI30BaHNX CKISIHUX
r; No 1 r NOpoLUKy y c. M.6.X. BUNYCK cepii: ch/1aKoHIB 4115 KIHLLeBOro NPoAYyKTY A5 CNPOLLEHHSA
CKNsAHOMY hN1aKoHi; Oktadapma Ab, npoLecy acenTUYHOro HaNnoBHEHHS, BiAMOBMBLUMUCD Bif,

no 50 mn
pO34MHHYKKa (BOoga
ONs IH'eKUin) y
CKNsiHOMY DN1aKoHi;
no 1 chnakoHy 3
NopoLUKOM, no 1

LLIBeuisi; BUpOGHWK,
BiAnoBiganbHMii 3a
BMPOBHULITBO in
bulk, nepBuHHy Ta
BTOPVHHY YNaKoBKY,
MapKyBaHHS1,

cunikoHi3auil dh1akoHiB Ha BUPOGHWYIN AinbHUL
Oxtadhapma, ABCTpisi. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsuiB nicns 3aTBeppKeHHS.
3MmiHu |l TURy - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHW y BUPOBHULLTBI. 3MiHM Y npoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
chnakoHy 3 Bi3yasibHy BK/1I0YAI0UM NPOMiIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA

PO3YMHHKKOM, No 1
npuctpoto Octajet
Ans nepeHocy, no 1
hiNbTPY B KAPTOHHIl
Kopobui

iHCNeKU,ito, KOHTPO/Ib
AKOCTI, BUMNYCK Cepii:
OkTachapma
dapmaueBTuKa
MpopykTioHcrec.
M.6.X., ABCTpis;
Bnpo6HuK,
BiANOBIAabHUIA 38
Bizya/bHWi
KOHTPO/b,
MapKyBaHHS,
BTOPVIHHY YNaKOBKY:
Oxtadhapma [eccay
'm6X, HimeuunHa;
Brpo6HuK,
BiAnoBiganbHMiA 3a
BVPOGHULTBO
po34nHHMKa (Boga
Ans iH'ekuiin): b.
BpayH MencyHreH
AT, HimeuunHa;
Bnpo6HuK,
BiANOBIAabHUIA 38
BVPOGHMLTBO
po34nHHMKa (Boga
AN iH'eKUil):
Contochapm
dapmavoiiTie
Epuoiirdicce Mm6X,
Himeuunna

npv BUPOOHULITBI TOTOBOTO J1iKAPCLKOro 3acoby
(nikapcbkuii 3aci6 € NnikapcbkuM 3aco60Mm
6i0N10riYHOro/iMyHO/OMNYHOTO MOXOKEHHS Ta 3MiHa
BMMarae npoBefeHHs NOPIBHANBbHUX AOC/IAKEHb)
36iNbLUEHHA MaKCUMasIbHOT KiflbKOCTi 06’€4HaHOro
bulk po3unHy Ans npouecy acenTMYHOro HanoBHEHHS
Ha AinbHuLi OkTadapma, ABCTpia 3 144 kr fo 180 kr.
TakoX, BHECEHHA pefakLiliHMX 3MiH 40 cnocoby
npurotyBaHHs: 1)BignosigHo go EP 10.3 ans
AeniporeHisauii NnepBMHHMX NakyBasibHUX MaTepianis
KpUTEpii NPUIAHATHOCTI Aeniporerisavii Ana CKAsHUX
chnakoHiB, BUknageHi B notouHomy MOP, Kpok 15a,
NOBUHHI BYTN 3MiHEHI 3 «...= 3 log» Ha «...2 3,0 log»
2)[apMoHi3aLlisi BUKOPUCTOBYBAHWX TEPMIHIB:
NoC/ifOBHE BUKOPUCTAHHS «NIALWKA» 3aMiCTb
«hnakoHa». TepmiH BBeleHHSA 3MiH NpOTArom 6
MicsALiB Nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBHULTBI. 3MiHM Y NpoLeci BUPOOHULITBA FOTOBOrO
NiKapcbKoro 3acoby, BK/IHOUaOUM NPOMiIXHUIA NPOAYKT,
LL|0 3aCTOCOBYETLCA NPU BUPOOGHWULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHK) BnpoBagXeHHs ABOX
fopatkoBux cybnimauiiiHux cywapok (FD) gna N3
®ibpura Ha BUPOOHMYIN AinbHKLi OkTadapva,
LLiBeuist, W06 36iNbLUINTY BUPOOHNYY NOTYXHICTD i
FHYYKIiCTb mpouecy. [lofatkosi anbTepHaTUBHI
cy6nimauiiiHi cywapku FD3 Ta FD4 TexXHIYHO igeHTUYHI
Hapasi 3aTBepXeHrM cybnimaLiiiHum cywapkam FD1
Ta FD2. TepMiH BBEAEHHA 3MiH NPOTArOM 6 MicAuiB
nicns 3aTBepmkeHHs. 3MiHu Il Tuny - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHW 3aci6 (iHWi 3MiHK)
BriKopyCTaHHA HECWUTIKOHI30BaHNX CKISIHUX (DN1aKoHIB
AN KIHUEBOro NPOAYKTY A1 CNPOLLEHHA npoLecy
acenTUYHOro HanoOBHEHHS, BiAMOBVBLUVCH Bif
cunikoHi3auii dh1akoHiB Ha BUPOGHWYIN AinbHUL
Okrtadhapma, LLseuis. TepMiH BBEAEHHSA 3MiH
npoTArom 6 micsAuiB nNicnsa 3aTBepakKeHHs. 3MiHu I
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaoUM NPOMIXHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby (CyTTeBa 3miHa y
npoueci BUPO6GHULTBA, sika MOXe MaTu iCTOTHWI BB
Ha SKiCTb, 6e3MneKy Ta e(PEKTMBHICTb NiKapCbKoro
3acoby) 3anpoBaKeHHs1 anbTepHATUBHOI CTEPUIBHOT
dhinbTpauiiiHOi yCTaHOBKM BNACHOTO BUPOGHULTBA AN1S
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3a6e3neyeHHs NPOAOBXKEHHS BUPOGHMYOro npoLecy y
pasi BijCyTHOCTi NOTOYHOro 3aTBepAXeHOro Habopy
inbTpiB KomnaHii Merck. TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsiLiB Mic/si 3aTBEPAKEHHS.
270. | ®IHroniMoy , | kancynu no 0,5 wmr; MicTtpan AHrnis Bupo6bHuuTBO, Ynni/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/17846/01/01
-BICTA no 7 kancyny Kenitan nepBrHHe, Icnanis/ TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
6nicTepi, no 4 MeHepKMeHT BTOPWHHE Yecbka 3MiHU Yy BUPOGHMLTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
6nictepu B Nimiteq nakyBaHHs, Pecny6nika rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaUM NPOMIXHWIA
KapTOHHIli Kopoobui KOHTPONb AKOCTI: NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHNLITBI
CiHTOH Yuni NiTpa., rOTOBOrO JliKapCbKOro 3acoby (He3HayHa 3miHa y
Unni; NepBrHHe, npoueci BUPOOHULITBA) BHECEHHS HE3HAUYHUX 3MiH Y
BTOPUHHE NakyBaHs, npouec BupobHuuTea N3, a came 36i1bLWIEHO PO3MIP
KOHTPO/b SKOCTI, KOHTeliHepiB nif Yac npouecy BUpoOHNLTBA, SK
Bunyck cepii: CiHTOH Hacnigok aeski napameTpu npouecy 6ynu
Xicnanis, C.J1., BiIKOPMUroBaHi (3apeecTpoBaHi LWBWAKOCTI 3MillyBaHHSA
Icnanis; KoHTponb B 06epTax 3a xBUIMHy (06/xB) 6ynn NnepepaxoBaHi Ha
AKOCTI i3nKO OCHOBI KOHTEHEpIB 6i/IbLLOr0 po3mipy, Wo6 fOCArTY
XIMiYHWiA: KBiHTa - €eKBiBa/IEHTHOI BiHOCHOI BigLeHTpoBaHoi cunu (r))
AHaniTika c.p.o.,
Yecbka Pecnybrika
271. | ®NNIEBOAIA TabneTkun, BKpUTI Na6opaTopis ®paHuis IHHOTepa LLly3i ®paHuisa BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 6e3 UA/8590/01/01
600 NAiBKOBOO IHHOTEK TexHiyHa nomusika (3rigHo Hakasy MO3 Bif, peyenma
060/10HKO10, NO 600 IHTepHacbioH 23.07.2015 Ne 460) - 3rigHo Haka3y MO3 Ykpaiuu Big,
mr; no 15 TabneTok anb 09.09.2024 Nel1557 6yna 3aTBepgKeHa 3MiHa 3a n.
y 6nicTepi; no 1 abo B.Il.r.1.(a), Ib, a came: y 3miHax o MKA N3y
no 2 6nictepu y cneundikaii 13 B gonycTUMmMX Mexax ans Tecty
KapTOHHIl KopoobLi “MpopykTn po3nagy” napameTpy “Cyma BCiX JOMiLLOK”
NoMWIKOBO 6yno 3a3HayeHo 3,0% 3amicTb 3%.
[MponoHoBaHa pefakLis TeXHIYHOT MOMWUIIKKL BiANOBifae
mMaTepiasiaM peecTpaLiiHoro 4OChLE.
272. | ®TYOMI3VH TabneTky BariHabHi MegiHoBa Al LLiBefiuapi BignosiganbHuii 3a HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/1852/01/01
no 10 mr; no 6 A BMPOGHULITBO: LBeliuapis ™My - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6. peyenma
TabneTtok y 6nictepi, PotTeHgopg dapma 3MiHM Yy BUPOBHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
no 1 6nictepy B M6X, HimeuunHa; CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOJIH0 AKOCTI
KapTOHHIli KOpO6L; BignoBigansbHuii 3a roTOBOrO JliKapCcbkoro 3acoby (3amiHa abo gofaBaHHsA
no 2 Tabnetkn y nepBrHHE Ta OiNbHALI, Ha SIKIA 34iACHI0ETLCSA
6nicTepi, no 1 BTOPVHHE KOHTPO/b/BMNPOGYBaHHS cepil)
6nicTepy B nakyBaHHs: [oAaBaHHA [inbHULI Ha sikili Byae npoBoauTUCA
KapTOHHI KOpOOLii PotTeHgopct dapma KOHTPOsIb sIKOCTi /13 UFAG Laboratorien AG (3a
mM6X, HimeuunHa; appecoto: Kornfeldstrasse 4 6210 Sursee,
BignoBiganbHuii 3a Switzerland). 3miHn BHocATLCA B po3gin 3.2.P.3.1.
KOHTPO/b SKOCTi Ta Bunpo6Hukn
BMNYCK cepil:
MepiHosa Al’,
LLIBeliLapist
273. | ®OPKCIFTA TabneTku, BKpUTI AcTpa3eHeka LLseuis MepBuHHE Ta Benuvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/13302/01/02
nAiBKOBOO Ab BTOPUHHE BpuTanis/ TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
060/10HKOH0, M0 10 nakyBaHHs Ta LLBeuis/ dpapmakoHarnsay. 3miHa y KOpoTKiii XxapaKTepucTuLL
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
mr; no 10 TabneTok BMMYCK cepil CLUA NiKapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
y 6nictepi; no 3 AcTtpa3eHeka tOK 0151 MeAMYHOro 3acTOCyBaHHA Ha nigcTasi perynsipHo
6nictepn y Niviten, Benuka OHOB/IIOBAHOrO 3BITY 3 6e3neku NikapCcbLKoro 3acoby,
KapTOHHIli KopoobLi BputaHis; abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro
Bunpo6yBaHHs 3acoby B nmicnspeecTpaviliHnii nepios, abo sk
nikapcbKoro 3acoby: pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHNX
AcTtpa3eHeka AB, BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
Lsewis; (3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
BunpobyBaHHs opraHom)
nikapcbKoro 3acoby: 3MiHN BHECEHO A0 IHCTPYKLii 415 MegUYHOro
AcTpa3eHeka Ab, 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
LLiBeuis; "Mo6ivHi peakui™ BigNOBIAHO 4O OHOB/EHOT
Bupo6Huk iHchopmawii 3 6e3neky 3aCTOCYyBaHHS NMiKapCbKoro
Hepo3dhacoBaHOro 3aco6y. TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicALiB
NPOAYKTY: nicna 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
AcTpa3eHeka 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
dapmacbloTukanc 3MiHN) 3MiHW BHECEHO A0 IHCTPYKLii 4719 MeANYHOro
nn, CWA 3aCcTOCyBaHHS fikapcbKoro 3acoby Ao po3zinis
"®apmakonoriyHi BnactmsocTi” ("®apmakogvHamika'),
"Oco6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakuii”, a
came BHECEHHS pefakUiliHo-NyHKTYyauUiliHNX NpaBok, a
TaKoX BHECEHO 3a3Ha4YeHHs Ha3BW | agpecu
BMPOGHMKA aHrMiiCbKOK MOBOI Y po3finax
"Bnpo6HuK" Ta "Micue3HaxomKeHHs BUPOOHUKa Ta
ioro agpeca Micus NpoBaKEHHS Ois/IbHOCTI"
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3aco6y. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicALiB
nicNs 3aTBEPAKEHHS.
274. | ®OPKCIFTA TabneTku, BKPUTI AcTpa3eHeka LLseuis MepBuHHE Ta Benuvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/13302/01/01
nAiBKOBOO Ab BTOPUHHE Bputanis/ TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
060/10HKO0, N0 5 Mr; nakyBaHHs Ta LBeuis/ thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
no 10 TabneTtok y BUNYyCK cepii CWA NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT

6nictepi; no 3
6nictepu y
KapTOHHIlA KopooLi

AcTpa3eHeka tHOK
NimiTen, Benvka
BpuTaHis;
BunpobyBsaHHs
nikapcbKoro 3acoby:
AcTpa3eHeka Ab,
Lseuis;
BunpobyBaHHs
nikapcbKoro 3acoby:
AcTpa3eHeka Ab,
LLiBeuis;
Bupo6HMK
Hepo3cacosaHOro
NPOAYKTY:
AcTpa3eHeka
PapmacboTrKanc

ONs MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acTOCyBaHHS MikapCbKOoro 3acoby A0 po3ainy
"Mo6iuHi peakuii” BiANOBIAHO [,O OHOBMEHOI
iHbopMmawLii 3 6e3nekn 3acTocyBaHHA NiKapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicAL,iB
nicns saTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nn, CWA

3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactusocTi" ("dapmakogmHamika"),
"Oco6nmBoCTi 3acTocyBaHHA", "Mo6iuHI peakuii’, a
came BHECEHHS pefaKuiiHo-NyHKTyauiliHiX NpaBok, a
TaKoX BHECEHO 3a3Ha4yeHHs Ha3Bu | agpecu
BMPOGHMKA aHrNiliCbKOK MOBOI Y po3finax
"Brpo6HuMK" Ta "Micue3HaxokeHHs BUPOOHUKa Ta
ioro agpeca MicLus NPOBaKEHHS Ois/IbHOCTI"
IHCTPYKLUIT 415 MeAMYHOro 3aCTOCYBaHHS /iKapCbKoro
3aco6y. TepmiH BBELEHHS 3MiH - NPOTArom 6 micsuiB
nicns 3aTBepAKeHHs.

275.

DOPJIAKC®

MOPOLLIOK AN
NPUroTyBaHHA
PO34KHyY Ans
nepopanbHoro
3aCTOCyBaHHA no 4
r; no 4,0668 r
MOPOLLKY B
nakeTtuky; no 10, 20,
30 abo 50 nakeTukis
Y KapTOHHIi kopobui

INCEH
KOHCbIOME
P XENCKEA,
AKLioHepHe
TOBapUCTBO
CNpOLLEeHOro

mny

PpaHuis

BO®YP INCEH
IHOYCTPI

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0c0obM 3 (hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKa, BiANOBigaIbHOT 3a
hapmakoHarnag,.

[itoua pepakuis: [-p ®paHcya CinnaH / Dr. Francoise
Sillan. MponoHoBaHa pegakuyis: Cinbais CicmoHao /
Sylvie Cismondo. 3MiHa KOHTaKTHUX faHuX
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsg. 3mMiHa KOHTakTHOT 0cobuM 3aABHMKa,
BiANoBiAabHOI 3a hapmakoHarnsag B YkpaiHi. Jditova
pegakuisi: Fony6HnuHmiA OnekcaHap Ceprinosuy.
MponoHoBaHa pegakuis: LLanka OneHa
BonogmmupiBHa. 3MiHa KOHTaKTHUX SAaHUX KOHTaKTHOI
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YkpaiHi. 3mMiHa MicLe3HaxomkeHHs MacTep-aiina
cuctemmn chapmakoHarnsgy Ta ioro Homepa. 3miHa
MiCLS 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy

Bes
peyenma

UA/6852/01/02

276.

DOPTPAHC®

NOPOLLIOK ANA
OpasIbHOTO PO3UUHY;
no 73,69 r nopoLuky
y nakeTuky; no 4
nakeTukn y
KapTOHHIli KopoobLi

INCEH
KOHCbIOME
P XENCKEA,
AKLjiOHepHe
TOBapUCTBO
CrpOLLeHOro

™ny

PpaHuis

BEO®YP INCEH
IHOYCTPI

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHn o
y3araslbHeHVX faHunx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0Cc06M 3 dhapmakoHarnsay 3asBHuKa A5

3a
peyenmom

UA/6620/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy)- 3miHa
YNOBHOB&XEHOI 0CO6U 3aBHMKaA, BigNoBigasibHOI 3a
thapmakoHarnag. [iova pegakuis: J-p dPpaHcya
CinnaH / Dr. Francoise Sillan. NMponoHoBaHa peakuis:
Cinbaia CicmoHgo / Sylvie Cismondo. 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3mMiHa KOHTakTHOT
0ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsg B
YkpaiHi. [itoua pegakuis: FonybHuuHMin OnekcaHap
CeprilioBuy. MponoHoBaHa pefakuis: Lanka OneHa
BonogumnpisHa.3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu 3asBHKKA, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YkpaiHi. 3MiHa MicLe3HaxomKeHHs MacTep-haiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
MicuUst 34iACHEHHS OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy

2717.

dTANINCYN
b®ATIA30N

KpucTanivyHmi
MOPOLLIOK
(cy6eTaHuin) y
MiLLIKaxX
nonieTnIeHoBUX
ans
hapmavLeBTUYHOro
3aCTOCYyBaHHSA

ToBapucTso 3
0bMexeHot
BignoBigasbHi
cTio
"OAPMXIM"

YkpaiHa

ToBapucTBO 3
o6MmexeHo
BiANOBIf&/IbHICTIO
"®APMXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUny - 3MiHK 3 aKkocTi. A®Il. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHWX BUNpo6yBaHb/nepioay 36epiraHHsA
abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPMAKEHOMY [OCbE cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NMOBTOPHOTrO BMNPOGYBaHHS) (Nepiog, MOBTOPHOrO
BMNpobyBaHHA/nepio 36epiraHHs) - 36inbLIeHHS abo
BBE/JIEHHS nepiody NOBTOPHOro BUMNPOBYyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/IMKEHDb Y
peasibHOMY 4aci - 36iIbLLUEHHS TEPMiHY MEPEKOHTPOSI0
Al i3 18 micsuiB Ao 36 micsALIB Ha OCHOBI NO3UTUBHUX
pes3ynbTaTiB AOC/iAKEHHS CTabiIbHOCTI Y peasibHOMY
yaci. 3atBepakeHo: TepmiH nepekoHTposto 18
MicaLiB. 3anponoHoBaHo: TepMiH nepekoHTposto 36
MicsLiB

UA/20144/01/01

278.

DYKOPLIH

PO3YMH HaLLKipHUI
no25mMny
hnakoHax

MPAT
"®ITOPAPM"

YkpaiHa

BiANOBiAa/IbHWIA 32
BMPOBHULTBO,
nepBuUHHE
nakyBaHHs,
KOHTPO/b SIKOCTi Ta
BWMYCK Cepil:
MPAT
"OITOPAPM",
YKpaiHa,;
BiANOBiAa/IbHWIA 32
BMPOBHULTBO,
nepBuHHE

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNYy - AGMIHICTPaTUBHI 3MiHW. BuiyyeHHs BUPO6HNYOT
AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
npoaykTy abo roToBOro /ikapcbKoro 3acoby, AiNbHULI
NSl NpoBefieHHs NakyBaHHsA, BUPOBHNKa,
BiANOBIA&bHOrO 3a BMNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HaYeH0 Y focbe) BunyueHHs BupobHuka Ad|
dhyKCMHY OCHOBHOTO, BUPOOHWK LLIOCTKUHCBKMIA 3aBO[,
XiMIYHMX peakTuBIB, YKpaiHa. 3anuiiaTbcs
anbTepHaTUBHI BUPOOHNKN AP dyKCMHY OCHOBHOrO:

6e3
peyenma

UA/0182/01/01




185

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nakyBaHHs Ta SynEX Pharma Texnologies Co. Ltd, Kutai;
KOHTPO/b SAKOCTI: Shijiazuang Chemical Medicines & Health Products
M "KINA® ", Import & Export Corporation, Kutaii. 3miuu | Tuny -
YKkpaiHa; AZMiHICTpaTMBHI 3MiHN. Buy4yeHHS BUPOGHMYOT
BiAnoBiganbHMi 3a OinbHUU] (BKIOYaoun AinbHUL Ana AP, NpoMibKHOTro
BUMYCK cepii, He NpoAYKTY abo roTOBOro NiKapcbKoro 3acoby, AifbHULL
BK/THOHAI0UM NS NpoBefieHHs NakyBaHHA, BUPOOHNKa,
KOHTPONb/BMNPOGYB BiANOBiAaIbLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
aHHs cepii: KOHTPOIO cepii) abo noctayanbHyKa BUXIAHOTO
MPAT marepiany, peareHTy abo AOMOMDKHOI peYOBUHN
"®ITOPAPM", (AKLL0 3a3HaYeHOo Y f0CbEe) BunyyeHHss BUpo6HuKa APl
Ykpaina aLeToH, BUpo6HMK TexHonpom3byT, m.LLocTka.
3a/mMwaTbCs anbTepHaTUBHI BUPOOHNKM AD| aLeToH:
UepkacbKuii fepXxaBHUiA 3aBOA, XiMpeakTuBIB, YKpaiHa,;
LLloCcTKMHCbKUIA 3aBOA XiIMIYHMX peakTuBiB, YkpaiHa.
279. | XENMNEKC® MOPOLLIOK ANs TOB «MoBi YkpaiHa BMPOGHMLITBO 3a LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3miHu | 6e3 UA/17806/01/01
AHTUKONA OP&a/IbHOIO PO3UNHY Xenc» NOBHUM LMK/IOM: ITanis TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenma
HEO AnA 3 M&JIMHOBUM Annekc ®apma CA, cepTudikaT BignoBigHOCTI EBpoNeNichKii
DITEW cMakoMm; no 2,5r LlBeiiuapis; thapmakonei/moHorpadii. NogaHHs HoBOro abo
NMOPOLLKY B calle; no nepBrHHe Ta OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
6 calle y KapTOHHIM BTOPVHHE BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
nauui nakyBaHHs: Jlamn thapmakonei: ana A®l; gns BuxigHoro
CaH lMpocnepo mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
CNA, Itanis BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bif y)Ke 3aTBep)KEHOro BUPOBHVKa NoAaHHsA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkili
hapmakonei Ne CEP 2002-020 - Rev 11
(3aTBepaxeHo: CEP 2002-020 - Rev 10) gna Adl
napaueTtamorsy Bif, 3aTBepAXeHOro BUpobHMKa
Farmson Pharmaceutical Gujarat Private Limited,
India, sikuii 3mMiHMB Ha3By Ha Farmson Basic Drugs
Private Limited, India.
280. | XENMMNEKC® nopoLUoK AN TOB «MoBi YkpaiHa BMPOBHULTBO 3a LLiBeiiuapisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/17630/01/01
AHTUKONA, OPa/ILHOIO PO3UNHY; Xenc» NOBHUM LMK/TOM: ITanis Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenma
HEO IMBUP no 4 r NopoLLKy B Annekc ®apma CA, cepTudikaT BignoBigHOCTI EBpoNeNichKiii

cauwle; no 10 cawe y
KapTOHHIW nayv,

LBeiiyapis;
nepBUHHE Ta
BTOpWHHE
nakyBaHHs: Jlamn
CaH Mpocnepo
CIA, Itanisa

hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[0NOMDKHOT peqoBurHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBMEeHWA cepTudikat
Bif] y)Xe 3aTBepKEHOro BUPO6HUKa NoAaHHA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €Bponeiichkili
chapmakonei Ne CEP 2002-020 - Rev 11
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
(3atBepmxeHo: CEP 2002-020 - Rev 10) ana Adl
napaueTtamony Bif, 3aTBepAXeHOro BUpobHMKa
Farmson Pharmaceutical Gujarat Private Limited,
India, skuii 3mMiHMB Ha3By Ha Farmson Basic Drugs
Private Limited, India.
281. | XJIOPMNPOMA | po34vH A5 iHEKLN, TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/10294/01/01
3NHY 25 mr/mn, no 2 mn B 03 BMpPOGHULTBA, MYy - AGMIHICTPaTUBHI 3MiHWU. BunyyeHHsA BUPO6HMNYOT peyenmom
riAPOXNMOPU | amnyni; no 10 amnyn | OBMEXXEHO KOHTPO/b AKOCTI, AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
a B KOpo6Li; no 2 mn B 10] BUMYCK Cepii: npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
amnyni; no 5 amnyn BIAMOBIAAN ToBapucTBO 3 0151 NPOBeieHHSA NakyBaHHS, BUPOOHMKa,
y 6nicTepi; no 2 bHICTHO obmexeHo BiANOBIA&1bHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
6nicTepu y kopobu; "KOPIMOPALII BiANOBIAANbHICTIO KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
no 2 M B amny’ii; 2| "XapkiBCcbke martepiany, peareHTy abo AONOMDKHOT peYOBUHU
no 10 amnyny "340POB A" thapmavueBTuyHe (AKLLLO 3a3HAYEHO Y A0CHE) BUTyYEHHS BUPOOHWKIB ADI
6nicTepi; no 1 niagnpMeEMCTBO XnopnpomasuHy rigpoxiopugy dipm Anphar
6nictepy y kopoo6ui. "300p0B'A Hapoay", Laboratories Pvt., Ltd India Ta SANOFI CHIMIE,
Ykpaina France. 3anuwaeTtbcs 3aTBepKEHNI BUPOOHUK ADI
Ta XnopnpomasuHy rigpoxniopugy-R.L. Fine Chem, India.
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI:
TOB
"®apmMaueBTnYHa
KomnaHis
"300poB'a”, YkpaiHa
282. | UENICTA® NbOAAHNKM NO 8,75 MpAT YkpaiHa KOHTpPO/b cepili: IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/18966/01/01
BI4 BO/O B Mr, o 12 "papmaueBTu IHOAPMEA[, C.11., TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuyenma
roeni NbOAAHWUKIB Y yHa hipma Icnanis; Ta/abo agpecu MicLs NPOBaKEHHS AISNbHOCTI
6nicTepi, no 1 "OapHuus” KOHTpPO/b Ccepili: BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,

6nictepy y nauui

NABOPATOPIO
EYIBAPHE, C.A,,
IcnaHis;
KOHTPO/b Ccepili:
CIHKPO®APM,
C.J1., IcnaHis;
BUPOGHMLTBO
roTOBOI NPOAYKUIT,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepit:
nosrc
®APMACBIOTIKAN
C C.N1., IcnaHis

BK/IIOYAKOUM AiNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBIAa€e BUPOGHWK/IMNOPTEp, He BKIYaun
BMNYCK Cepiil) - 3MiHa agpecy KoMnaHii
LABORATORIO ECHEVARNE, S.A., Wo BignoBigae
3a KOHTPO/1b Cepil roTOBOrO /iKapCbKoro 3acoby y
3B'A3KY i3 NPYBEAEHHSIM PEECTPALiHUX [OKYMEHTIB Y
BiANOBIAHICTb A0 OHOBNEHOro cepTudikaty GMP.
TepMiH BBEAEHHSA 3MiH - MPOTAroM 6 MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYITLCA BUNYCKY cepii Ta
KOHTPOJH0 SIKOCTi rOTOBOrO NiKapcbKoro 3acoby (3amiHa
abo gogaBaHHA AiNbHUL, Ha AKil 34iACHIOETLCA
KOHTPO/1b/BMNPOBYBaHHSA cepil) - NepeHeceHHs
KOHTPO/O SIKOCTi Ha iHLWY BUPOGHMYY AiNbHULLIO, Y
3B'A3KY 3 PO3LUMPEHHAM BUPOOHMLTBA Ta
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6yAiBHMLTBOM HOBOT AiflbHULI. TepMiH BBEAEHHS 3MiH
- NPOTAroM 6 MicAUiB NicNsA 3aTBEPKEHHS.
283. | LE®PTA3NAON | mopolok Ans MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/17818/01/01
M PO3YMHY ANS iH'EKLi akuioHepHe akuioHepHe TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | nidssieae
nolr; TOBapuncTBo TOBapuCTBO thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
1 r nopoLuKy y "Nlekxim- "Jlexkxim-Xapkis" NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
thnakoHi; 1 abo 5, Xapkis" (BUPOGHULTBO 3 0151 MeAMYHOro 3acTOCyBaHHSA Ha nigcTasi perynsipHo
a60 50 hriakoHiB y npoaykuii in bulk OHOB/OBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
nauuj; 1 r nopoLky y hipMun-BNPOGHMKa abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
thnakoHi; no 1 a6o 5 PetoHr 3acoby B nicnspeecTpauiliHnii nepios, abo sk
chnakoHiB y bnictepi; dapmacboTVKan pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
no 1 6nictepy y Ko., NiTa., Kutaiicbka BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
naui HapogHa (3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
Pecny6nika); TOB OpraHoMm)- MiHV BHECEHO [0 iHCTPYKLii 415 MeguyHoro
"Nekxim-O6yxis", 3acToCyBaHHS NikapcbKoro 3acoby y po3ginu
Ykpaina "Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
(BMPOGHMLTBO 3 BiANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
npoaykuii in bulk Aito4oi peyoBrHY. - CynyTHS 3MiHa - 3MiHU LWOA0
ipMn-BrpobHUKa 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
PetoHr BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
dapmacboTvKas BMAAui peecTpaviiHoro noceigyeHHs, BKIO4aym
Ko., iTa., Kutaiicbka MnaH ynpasniHHA pu3nMkamMm (3aCTOCyBaHHS TEKCTY,
HapogHa AKWIA NOTOKEHWNIA 3 KOMNETEHTHNM OpPraHoM) -
Pecny6nika) 3a8BHUKOM HaJaHO OHOB/MEHWI MNnaH ynpaBniHHA
pusmkamm Bepcis 2.1 - 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHthopmauis», V «3axoau 3 MiHimisaw,i
pv3ukiB», VI «Pe3toMe nnaHy ynpaBaiHHA pyu3rkamu»,
VIl «JopaTku» y 3B'A3KYy 3 JONOBHEHHAM MPOEKTY
IHCTPYKL|i 415 MEANYHOTO 3aCTOCYBaHHSA OHOB/IEHUMU
JaHvMu 3 6e3nekn Aitoyoi pevyoBuHu. - Pestome MnaHy
ynpasniHHA pu3vkamm Bepcis 2.1 goaaeTbea.
284. | UNBOP PO3YMH ANS iH'EKLIN, NMPO®APMA ManbTa Brpo6HMUTBO "in IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/12257/01/01
25000 MO IHTEpHELUHN bulk", nepsuHHe Ta TMny - 3MiHK 3 AkocTi. APl KoHTponb APl. 3miHa y peyenmom
aHTudakTopa-Xa/mn TpehguHr BTOPVHHE napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
; no 0,2 mn (5000 Nimiteq nakyBaHHs, BM3HA4YeHNX y cneuudikauisx Ha A®l, abo

MO aHTuchakTopa-
Xa) a6o 0,3 mn
(7500 MO
aHTMdakTopa-Xa),
a6o 0,4 (10000 MO
aHTu@akTopa-Xa)
M1y nonepeaHbo
3anoBHeHNX
wnpuyax; no 2
wnpuua y énictepi;
no 1 a6o no 5, abo

KOHTPO/b Ta BUMYCK
cepiii: POBI ®PAPMA
IHOACTPIAN
CEPBICE3, C.A,,
IcnaHis;
BTopuHHe
nakysaHHs: POBI
PAPMA
IHOACTPIAN
CEPBICE3, C.A,,
Icnanis

BUXigHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea Ad|
(BMlyYEeHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/IYYEHHS 3aCTapifioro nokasHvka)) BUIyYeHHs
He3Ha4yHOro napameTpa cneumdikauii girouoi
peyoBVHM HGeminapyHy HaTpitlo BUPOGHMLITBA
Nab6opaTtopioc PapmaceyTtunkoc POBI, C.A., IcnaHis , a
came TecTy Ha igeHTudikauito 6eminapuHy MeToaom
ynbTpadionetosoi abcopbuii (UV absorption). 3minu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponelichKii
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

no 50 6nictepiB y
KapTOHHIlA KopooLi

thapmakonei/mMoHorpadii. 3mMiHu, NoB'A3aHi 3
HEOoB6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo EBponelicbkoi hapmakonei, a6o
iHLIOT HauioHasTbHOI thapmakonei aepxasu E€C (3miHa
y cneumdikauisix, nos'a3aHa 3i 3miHamu B dY, abo
€Bponeiicbkiii hapmakonei, abo iHLWiiA HaLioHabHIl
hapmakonei gepxasu €C) BuUny4YeHHs 3i cneupdikadii
[iro4oi pevyoBuHY 6eminapuHy HaTpito BUpOOHULUTBA
NabopaTtopioc ®apmaceyTukoc POBI, C.A., IcnaHis
nokasHuka «Baxxki MeTanv» Ha nigcrasi OUIHKA pU3nKy
3rigHo ICH Q3D. 3MmiHu | Trny - 3MiHK 3 SKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA ADI (iHLWIi 3MiHM y MeTodax
BMNPOGYBaHHSA (BK/THOYAOUM 3amiHy abo JOMOBHEHHS)
A®| abo BMXifHOro/NPOMIXXHOr0 NPOAYKTY) BHECEHHS
3MiHM 0 MeToAy BUNPOBYBaHHA Ait04OT peHOBUHN
6eminapuHy HaTpito BUpobHuLTBa Jlabopatopioc
dapmaceyTtunkoc POBI, C.A., IcnaHisi 3a NOKa3HUKOM
«AHTUakKTop II-Xa aKTUBHICTb» 3 METOI NPUBEAEHHSA
iy BignoBigHicTb A0 MoHorpadii Ed «enapunH
HV3bKOMOEKYNSAPHMIA» (0828).
3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs A®| abo BuxigHoro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
3MiHM Y MeTofax BUNPo6yBaHHS (BK/OYaOUM 3aMiHy
a60 fonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
NPOAYKTY) BHECEHHS 3MiHN [0 MEeTOAY BUNPOOYBaHHSA
[ito40i peyoBVHY GeMiNapuHy HaTpilo BUPOOHNLTBA
NabopaTtopioc PapmaceyTukoc POBI, C.A., IcnaHia 3a
NoKasHUKOM «AHTUakTop |l-a aKkTUBHICTb» 3 METOH
npuBegeHHs 1Ty BiANOBIAHICTb A0 MOHOrpadii €D
«['enapuH HU3bKOMoNeKysapHuii» (0828).

285.

LMBOP 2500

PO3YMH ANS iH'EKLIN,
12500 MO
aHTudakTopa-Xa/mn
; mo 0,2 mn (2500
MO aHTuhakTOpa-
Xa) y nonepefHb0
3anoBHEHOMY
Lwinpwuj; no 2
nonepeaHbLO
3anoBHEHI LWNpuuy B
6nictepi; no 1, a6o
no 5, a6o no 50

MPO®PAPMA
IHTEepHeLHN
TpehguHr
Nimiteq

MasibTa

Brpo6HMLTBO
niKkapcbKoro 3acoby
"in bulk", kiHueBe
nakyBaHHS,
KOHTPONb Ta BUMYCK
cepiii: POBI ®PAPMA
IHOACTPIAN
CEPBICES, C.A.
Icnanis; BTOpUHHE
nakysaHHs: POBI
PAPMA
IHOACTPIAN

Icnanis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
BunpaBneHHs1 TEXHIYHOI NOMU/IKK, 3rigHO N.2.4. n.n. 4
po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
p. Ne 460) y Cneuudikauii Ta meTogax koHTposo MKHA
N3 3a nokasHKoM «MexaHiuHi BKIoYeHHs. Hesnanmi

YacTUHKM», a came Oy/10 HEBIPHO 3a3HAaYeHO MeXy
KiNbKOCTI YaCTUHOK PO3MIipOM = 10 MKM Ta = 25 MKM,
npu AKii npenapaT BUTPYMYE BUNPOGYBaHHA Ha
MeXxaHiyHi BK/IloYeHHs (< 6000 YaCcTMHOK Ha EMHICTb Ta
< 600 YaCTUHOK Ha EMHICTb, BiANOBIAHO) 3aMiCTb
KOPEeKTHOro (< 6000 YaCcTMHOK Ha EMHICTb Ta < 600

3a
peyenmom

UA/6624/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nicTtepiB y CEPBICE3, C.A,, YaCTVMHOK Ha EMHICTb, BiANOBIAHO). - 3a3HaueHe
KapTOHHIlA KopooLi IcnaHis BMMNpaB/IEHHS BiANOBiJae MaTepiaiam peecTpaviiiHoro
[0Cbe, AKi npeacTasneHi B apxisi (posginn 3.2.P.5.1.
Cneuudikauist; 3.2.P.5.2. AHaniTu4Hi MeToavku,;
3.2.P.5.4. AHani3u cepiii)
286. | LMBOP 2500 PO3YMH ANS iH'EKLIN, NMPO®APMA ManbTta Brpo6HMUTBO Icnanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/6624/01/01
12500 MO IHTepHeLwHN nikapcbKoro 3acoby My - 3MiHK 3 AkocTi. A®L. KoHTponb APL. 3miHa y peyenmom
aHTudakTopa-Xa/mn TpehguHr "in bulk", kiHueBe napameTpax cneuudikauivi Ta/abo 4OMyCTUMUX MEX,
; mo 0,2 mn (2500 Nimiteq nakyBaHHs1, BM3HA4YeHNX y cneuudikauisx Ha A®l, abo

MO aHTuhakTOpa-
Xa) y nonepefHb0
3anoBHEHOMY
Lwinpwuj; no 2
nonepeaHbLO
3anoBHEHI LWNpuuy B
6nictepi; no 1, a6o
no 5, a6o no 50
6nicTepiB y
KapTOHHIlA KopooLi

KOHTPO/b Ta BUMYCK
cepiii: POBI ®PAPMA
IHOACTPIAN
CEPBICES, C.A.
Icnanis; BTOpUHHE
nakysaHHs: POBI
PAPMA
IHOACTPIAN
CEPBICES, C.A,,
Icnanis

BUXigHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea Ad|
(BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHyka)) BUIyYeHHs
He3Ha4yHOro napameTpa cneumdikauii girouoi
peyoBMHM HGeminapriHy HaTpilo BUPOGHMLTBA
Nab6opaTtopioc PapmaceyTtunkoc POBI, C.A., IcnaHis , a
came TecCTy Ha igeHTudikauito 6eminapuHy MeToaom
ynbTpadionetosoi abcopbuii (UV absorption). 3minu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTucpikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3
HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MOHorpadii oY a6o €Bponelicbkoi thapmakonei, abo
iHLIOT HauioHasTbHOI thapmakonei aepxasu EC (3miHa
y cneyudikauisix, nos'sasaHa 3i 3miHamu B ®Y, a6o
€Bponelicbkiin thapmakonei, abo iHLWIA HauioHaNbHIi
thapmakonei aepxasu €C) BUy4YeHHs 3i cneymdikadii
Lito4oi pevoBuHY 6eminapuHy HaTpilo BUpOOHMLTBA
NabopaTtopioc ®apmaceyTukoc POBI, C.A., IcnaHis
nokasHuka «Baxxki MeTanv» Ha nigcrasi OUiHKA pU3nKy
3rigHo ICH Q3D. 3MmiHu | Trny - 3MiHK 3 aKoCTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHM y MeTodax
BMNpOGYBaHHSA (BK/THOYaOUM 3amiHy abo JOMOBHEHHS)
A®I a60 BUXigHOro/NPOMKHOIO NPOAYKTY) BHECEHHS
3MiHM f0 MeToAy BUNPOBOYBaHHA Ait04OT PEYOBUHN
6eminapuHy HaTpito BUpo6HuLTBa JlabopaTopioc
dapmaceyTtunkoc POBI, C.A., IcnaHisi 3a NOka3HUKOM
«AHTUakTop II-Xa aKTMBHICTb» 3 METOI NPUBEAEHHS
iy BignoBigHicTb A0 MoHorpadii Ed «enapunH
HM3bKOMONEKYNSApHUIA» (0828).
3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI.
3MiHa y MeTodax BunpobyBaHHs A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVKOPMCTOBYETbLCS y NpoLeci BUpo6HMLUTBa AP (iHLWi




190

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3MiHM Y MeTogax BUNpo6yBaHHS (BK/IOYaOUM 3aMiHy
a60 fonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
NPOAYKTY) BHECEHHS 3MiHN [0 MEeTOAY BUNPOOYBaHHSA
[ito40i peyoBVHY GeMINapuHy HaTpilo BUPOOHNLTBA
NabopaTtopioc PapmaceyTukoc POBI, C.A., IcnaHia 3a
NoKasHUKOM «AHTUakTop |l-a aKkTUBHICTb» 3 METOH
npuBegeHHs 1Ty BiANOBIAHICTb A0 MOHOrpadii €D
«[enapvH HU3bKOMONEKyIspHUiA» (0828).
287. | UMBOP 3500 PO3YMH ANS iH'EKUi, MPO®APMA ManbTa Brpo6HMuTBO Icnanis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/6625/01/01
17500 MO IHTepHeLHN nikapcbKoro 3acoby BrinpaBneHHs TeXHIYHOT NOMUAKY, 3rigHo n.2.4. n.n. 4 peyenmom
aHTuakTopa-Xa/mn TpeiguHr "in bulk”, kKiHueBe po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
; no 0,2 mn (3500 Nimiteq nakyBaHHs, 426 (y pegakuii Hakasy MO3 Ykpainm Big 23.07.2015
MO aHTudpakTopa- KOHTPO/b Ta BUMYCK p. Ne 460) y Cneuudpikayii Ta meTogax KoHTposo MKA
Xa) y nonepefHbo cepii: POBI PAPMA 13 3a noka3HMKOM «MexaHiyHi BK1toYeHHs. HeBuaumi
3aMnoBHEHOMY IHOACTPIAN YacTVHKW», @ came 6y/10 HEBIPHO 3a3HaYeHO MexXy
Lwinpuui; no 2 CEPBICE3, C.A,, KifIbKOCTi YaCTMHOK po3mipoM = 10 MKM Ta = 25 MKM,
nonepeaHbLO IcnaHis; BTopuHHe npw skili npenapaT BUTPUMYE BUNPOGYBaHHSA Ha
3aMoBHEeHI Wnpuuy B nakysaHHs: POBI MeXxaHiuHi BK/IIoYeHHSs (< 6000 YaCTUHOK Ha EMHICTb Ta
6nicTepi; no 1, abo DAPMA < 600 YaCTVHOK Ha EMHICTb, BiAMOBigHO) 3aMiCTb
no 5, a6o no 50 IHOACTPIAN KopekTHOro (< 6000 4acTMHOK Ha EMHICTb Ta < 600
6nicTtepiB y CEPBICE3, C.A,, YacCTMHOK Ha EMHICTb, BiAMOBIAHO).
KapTOHHIli Kopoobui Icnanis
288. | LMBOP 3500 PO3YMH ANS iH'EKi, NMPO®PAPMA ManbTa Bnpo6HMLUTBO Icnanis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu || 3a UA/6625/01/01
17500 MO IHTEepHeLWHN nikapcbKoro 3acoby TMny - 3MiHK 3 AKkocTi. A®l. BUpo6HMUTBO. 3MiHa peyenmom
aHTudakTopa-Xa/mn TpeiguHr "in bulk", kiHueBe BMPOGHMKa BMUXIAHOTO/NPOMIXHOr0 NPoAyKTYy/peareHTy,
, no 0,2 mn (3500 Nimiteq nakyBaHHs, LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npouieci Ad,

MO aHTuhakTOopa-
Xa) y nonepefHb0
3aMnoBHEHOMY
Lwinpwuj; no 2
nonepeaHbLO
3aMoBHeHi Wnpuuy B
6nicTepi; no 1, abo
no 5, a6o no 50
6nictepiB y
KapTOHHIli KopoobLi

KOHTPO/b Ta BUMYCK
cepii: POBI ®PAPMA
IHOACTPIAN
CEPBICES3, C.A,,
IcnaHis; BropuHHe
nakysaHHs: POBI
PAPMA
IHOACTPIAN
CEPBICE3, C.A,,
Icnanis

ab60o 3miHa BUpoOHWMKa (BK/OHaKUn, ae HeobxiaHo,
MicLLe NpOBeAEHHS KOHTPOsIO siKocTi) AdI (3a
BiICYTHOCTI cepTuchikaTa BiANOBIAHOCTI EBPONENChKIl
hapmakonei y 3aTBepKeHoMy 0Cbe)(3MiHa B AD|
6i0N10riYHOro NOXoMKEHHST ab60 BUXIGHOMY
marepiani/peareHTi/NPOMiXXHOMY MPOAYKTI, L0
BVKOPWCTOBYIOTLCS A/19 BUPOOHMLTBA
6ionoriyHoro/iMyHoOM0rYHOrO NikapcbKoro 3acoby ).
BBefieHHs1 HOBOro nocTtavasibHuKa renapuHy HaTpito -
Yantai Dongcheng Biochemicals Co., Ltd., China, sikuii
BUKOPVCTOBYETLCA AK BUXifHa CMPOBUHA AN1A
OTPUMaHHS Ailo4oi CMpPoBMHa 6emMinapyiH HaTpito.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEepMAKEHHS; 3MiHM Il TUny - 3MiHK 3 AKOCTI. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKaA
BUXiAHOIro/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
BWKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo
3MiHa BMPOGHYMKa (BKtOUauun, ge HeobxigHo, micue
NpoBeAeHHA KOHTPOSI0 AKOCTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpoNeiiChKilt
hapmMakonei y 3aTBepapKeHOMY A0Cke)(3MiHa B AD|
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6i010rYHOro NOXoMKEHHS1 abo BUXIGHOMY
marepiani/peareHTi/MPoOMKHOMY NPOAYKTI, L0
BVIKOPVCTOBYIOTbCA A1 BUPOGHMLITBA
6i0N10riYHOro/iMyHO/OrNYHOTO NiKapCbKOro 3acoby ).
MocTavanbHYK MPOMKHOIO renapuHy Hatpito Opocrin
S.p.A. fofae WicTb NoCTavasIbHUKIB CUPOTO renapuHy,
AKUI BUKOPUCTOBYETLCSA AK BUXiAHA CUPOBMHA N1
BUIOTOB/IEHHA CUPOBUHW renapuH HaTpilo, Lo B CBOO
yepry BUKOPUCTOBYETLCA A1 BUPOGHULTBA ADI
6eminapuHy HaTpito, came: - Hubei Runhong
Biotechnology Co., Ltd. - Yangzhou Xingrui
Biotechnology Co., Ltd.- Shanyang County Hengrui
Meat Product Co., Ltd. - Jiangsu Zhenwang
Agriculture Bio-technology Co., Ltd. - Huangchuan
County Pengsheng Livestock Products Co., Ltd. -
Bozhou Junda Bio-Technology Co., Ltd. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBePAKEHHS

289.

UAHAPU3NH
DOPTE

Tabnetkv no 75 wr;
no 10 TabneTtok y
6nictepi; no 2
6nictepy B navi

MAT
"KuiBmegnpen
apat”

Ykpaina

MAT

"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HULTBI. 3MiHW BMNpoGyBaHb abo
[OMNYyCTUMKX MEX, BCTAHOB/IEHUX y creuudikalisx, nig
4yac BUPOOGHMLTBA FOTOBOrO NiKApCbKOro 3acoby (iHwi
3MiHW) - aKTyatisauis cneumdikavii KOHTPONIo B
npoeci BUPO6HMLITBA MPOMIXHOT MPOAYKLi: -
BU/TYYEHHS MibKONepaLiiHUX NOKa3HWKIB SIKOCTI
NMPOMiXHOI NPOAYKL,i, Ki KOHTPOKOITLCA
6e3nocepefHbO NPV NPOBEAEHHI TEXHOOTIYHOIO
npouecy BiANOBIAa/IbHOIO 0CO60K BUPOOHNYOT
AinbHuUUi. BkasaHi napameTpu € He3Ha4yHVMKM Ta He
CTOCYIOTbCS KPUTUYHUX NapameTpiB. KOHTPonb AaHux
nokasHWKiB 6yAae 34ilicHIOBaTNCSA Y BCTAHOB/IEHOMY
nopsaAKy Ta nepiognyHoCTi y BIANOBIAHOCTI [0 BUMOT
TEXHOJOMYHOT0 pernameHTy npu BUPOGHULTBI KOXHOT
NPOMUCNOBOI cepii NPOAYKTY. - AONYCTUMI MeXi 3a
MOKa3HNKOM «BMICT OCHOBHOI fit040i pe4oBUHW» B
mMaci A5 TabneTyBaHHs NPUBOAATLCS Y BiANOBIAHICTb
Yy 3B'A3KY 3 AOMYLLEHOI TEXHIYHOK NOMW/IKOLO. -
O0MNyCTUMI MeXi 3a MOKasHUKOM «OfHOPIAHICTE Macu»
NpuBOAATLCS Y BiANOBIAHICTb A0 Bumor AdY 2.9.5.

3a
peyenmom

UA/1085/01/01

290.

UATPA®NIT

MOPOLLIOK ANs
OpasIbHOT0 PO3UMHY;
no 15,08 r nopoLLky
B nakeTi-calue; no 2
nakeTu abo 50
nakeTis (ynakoBka
Ansa nikyBasIbHUX

KaceH
Pekopaari,
C.J.

IcnaHis

Bupo6HuK
Hepo3dacoBaHoT

npoAyKLUii, nepBnHHa

Ta BTOPUHHA

ynaKkoBKa, [03BiN Ha

BMNYCK cepil:
KaceH Pekopgaari,

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT
OinbHULI (BKIOYaOUM AinbHUL Ans AP, NpoMibKHOTro
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
NS NpoBefieHHs NakyBaHHA, BUPOOHYKa,
BiANOBiAabLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/HO cepii) abo noctayanbHVKa BUXigHOTO

3a
peyerimom

UA/13820/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3aknagis) y C.. marepiany, peareHTy abo AOMOMDKHOI peYOBMHM
KapTOHHIlA KopooLi (AKLLLO 3a3HAYEHO Y A0CbE) BrnyyeHHs BUPOGHUYOI
[iNbHULI rOTOBOrO MiKapCbKoro 3acoby,
BiANOBIAA/IbHOI 32 BUPOOGHULITBO Hepo3dacoBaHol
npoaykuii, a came Jlaboparopioc Canbsar, CA,
IcnaHis. 3anMwaeTbea anbTepHaTUBHUIA BUPOGHMK
KaceH Pekopgari, C.J1., IcnaHis.
291. | WWABMI HacToiika, no 25 mn AT YkpaiHa AT "ly6Hndbapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 6e3 nionsizae UA/19780/01/01
HACTOWKA abo 40 mny "Ny6Hnchapm"” TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
hnakoHax CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo

ymoBax 36epiraHHs roTOBOrO JliKapCbKoro 3acoby
(36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAKYETLCA AaHMMK peasibHOro Yacy) - Ha
OCHOBI AOC/IAKEHHS CTabiNbHOCTI 3anponoHOBaHO
36i/1bLLIEHHSI TEPMiHY NPUAATHOCTI FOTOBOr0
nikapcbKoro 3acoby.
3arBepaKeHo:
TepMiH NpMAATHOCTI: 2 POKU
3anponoHoBaHo:
TepMmiH npugaTHOCTI: 3 pokiB
3MiHM BHeceHO B po3zin "TepMiH npuaaTHoCTI" B
IHCTPYKLiO 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKoro
3aco0by.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS

*y pa3i BHeCeHHs1 3MiH 00 iHCMPYKYii Mpo MeduyHe 3acmocysaHHs

B.o. HauaTLHUKA

dapManeBTUYHOI0 yNpaB/liHHA

Onexkcanpap I'PIHEHKO
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