MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

03 ciuyns 2025 poky Ne 25

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 BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

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. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

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

5. ®apmanieBTuHoMy yripaBaiHHIO (Osekcanzapy I'pitjeHKy) 3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KOHTpOJIb 38 BUKOHAHHAM LIbOTO HaKa3y [MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
Enema ApamaHoBa.

MiHuicTp 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»
Bif 03 ciyHA 2025poky Ne 25

Ne

Hassa

dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
1. | AINEPTEK® renb, L mr/r,mo5r,20r, | dapmaues Monbua BWNYCK Cepil: Monblwa peecTpauist Ha 5 pokis 6e3 nionsi2ae UA/20722/01/01
AEPMA 30ra6o50rB TUYHWUIA dapmaneBTUYHNMI Pestome MYP Bepcia 0.1 gogaeTbes. peyenma
a/IOMIHIEBIN Ty6i 3 3aB0[, 3aB0/, MepioAnYHICTb NOAAHHSA PerynspHO
MembpaHoto, 3 kpuwkot | «MNOJSIb®A "MONb®APMA" OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBILHO
3 [MEBIT, ocHalleHow PMA>» C.A., MonbLya; [0 MNopsaky 3aiicHeHHs hapMakoHarisgy,
npo6iliHnkom, no 1 Ty6i C.A. 3aTBepKEeHOro Haka3oM MiHicTepcTBa
B KQpPTOHHIi kopooLi BMPOGHMLTBO, OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
nepBuHHE 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs, MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
BTOPUHHE poky 3a Ne 73/13340 (y pegakuii Hakasy
nakyBaHHs, MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Bif,
KOHTPO/b AKOCTI: 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
dapmaueBTUYHMI 3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
3aBo/, nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
"MOJIbGAPMA" 6esneku.
C.A., MonbLa
2. | DEKOCTPION® | kancynu m'ski no 0,25 TOB YkpaiHa KOHTPONb HimeuunHa peecTpauist Ha 5 pokis 3a He UA/20723/01/01
MKr; no 50 a6o 100 «MIBE Hepo3acoBaHoro Pestome nnaHy ynpaBniHHA pyu3nkamu peyenmom nidnsieae
Kancyn y dpnakoHi; no 1 YKPATHA» NPOAYKTY, NEePBUHHE Bepcia 1.0 goaaetbesa. MepiognyHicTs

dhnakoHy y nauui

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYCK cepil:
Mi6e MmeX
ApuHaiimiTTenNb,
HimeuuunHa,;

BMPOGHULITBO Ta
BUMYyCK
Hepo3acoBaHoro
NPOAYKTY:
KeTeneHT [hxepmati

NOAAHHA PerysiipHO OHOBJ/IIOBAHOIO 3BITY 3
6e3neku, BignoBsigHo Ao Mopaaky
3piicHeHHs chapmakoHarnsgy,
3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 3[40PO0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepiogNYHOCTI NOAAHHSA PErysIipHUX 3BITIB 3
6esneku.




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
E6epbax MvbX,
HimeuumnHa
3. | AEKOCTPION® | kancynu m'ski no 0,5 TOB YkpaiHa KOHTpPO/Tb HimeuunHa peecTpauisi Ha 5 pokis 3a He UA/20723/01/02
MKr; no 50 a6o 100 «MIBE Hepo3ghacoBaHoro Pestome nnaHy ynpasniHHA pyu3nkamm peyenmom nionsi2ae
Kancyn y chnakoHi; no 1 YKPATHA» NPOAYKTY, NEPBUHHE Bepcis 1.0 popaetbes. MepiognyHicTb
chnakoHy y nayuj Ta BTOPVIHHE nofaHHA PerynsipHO OHOB/IIOBAHOrO 3BITY 3
nakyBaHHs, 6e3neku, BiANoBiaAHO Ao Mopsaky
KOHTPO/b cepii Ta 3fiicHeHHs chapmakoHarnsagy,
BUMYyCK cepii: 3aTBepAXEHOro Hakaszom MiHicTepcTea
Mi6e Mv6X OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
ApuHaimiTTens, 2006 poky Ne 898, 3apeecTpoBaHoro B
HimeuuunHa; MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
BMPOBHMUTBO Ta MiHicTepcTBa OXOpPOHM 300PO0B'A YKpaiHu Big,
BUNYCK 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
Hepo3dacoBaHoro 3rifiHO 3i CTpOKamu, 3a3HaveHMn y
NPOAYKTY: nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
KeTeneHT IxepMmaHi 6e3nexu.
E6epbax M6X,
HimeuunHa
4. | EKBOTEPIHH nak ons Hirtie TOB YkpaiHa BUWMYCK Cepiii: HimeuuunHa/ peecTpauist Ha 5 pokis 6e3 nionsieae UA/20724/01/01
nikyBanbHWiA; No 3,3 M "CaHpo3 Cantotac dapma ITanis Pestome nnaHy ynpaBniHHA py3ukam Bepcis peyenma
ab6o 6,6 M1 po3unHy y YkpaiHa" M6X, HimeuunHa; 1.2 popaetbcs. MNepioguyHiCTb NOAAaHHSA
doNakoHi 3 ansikatopom; perynsipHoO OHOBJ/IOBAHOrO 3BITY 3 6e3neku,
no 1 donakoHy B BMPOGHULITBO 3a BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
KapTOHHI KOpo6Li MOBHUM LK/TOM: thapmakoHarnsgy, 3aTBepMKEHOro Hakasom
Anbdpacirma C.n.A., MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
ITanis 27 rpypHA 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHK
3[10pOB'A YKpainu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i CTpOKaMu,
3a3HayYeHMMN y NepiogMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
5. | KAPBETOLUVH MOPOLLIOK (CybCcTaHLis) B AT YkpaiHa BCH Mentigec C.A. Icnanis peecTpadisi Ha 5 pokis - He UA/20728/01/01
noslieTUNEHOBMX "dapmak" nidnsieae
KOHTeliHepax ans
hapmaueBTUYHOro
3aCcTOCyBaHHsA
6. | KAPBETOUWH- | po3uuH ans iH'ekuiin, 100 AT Ykpaina AT "dapmak” YkpaiHa peecTpauist Ha 5 pokis 3a He UA/20729/01/01
DPAPMAK MKr/M1, o 1 mn B "®apmak” Pestome nnaHy ynpaBniHHA pyu3nkamm peyenmom nionsieae

amnynax, no 5 amnyny
6nictepi, no 1 6nictepy
y nayui; no 1 mny
donakoHax, no 1

Bepcis 2 gogaeTtbes. NepiognyHiCTb
NoAaHHsA perynisipHo OHOBJIHOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopaaky
3AilicHeHHs1 chapmakoHarnsay,




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
chnakoHy y nauuj; no 1 3aTBEpKEHOro Hakaszom MiHicTepcTBa
My nonepeaHLo OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
HanoBHEHMWX LUNpULax 2006 poky Ne 898, 3apeecTpoBaHoro B
no 1 wnpuuy 3 rofikow y MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
6nictepi, no 1 6nictepy poky 3a Ne 73/13340 (y pefakuii Hakazy
y nadui, no 2 wnpuua MiHicTepcTBa OXOPOHW 34,0POB'A YKpaiHu Bif,
6e3 ronok y 6nictepi, no 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3 6nicTepu y nayui 3riHO 3i CTPOKaMu, 3a3HaYEHUMN Y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
7. | NEBOHOPTEC Tabnetkn no 1,5 mr, no 1 Crepun- IHais Crepun-[xeH Naiic IHais PeecTpaujsa Ha 5 pokiB 3a He UA/20725/01/02
TPEN Tabnetui y 6nictepi, no [xeH CaiieHcus (M) Ntg, Pestome MYP Bepcia 1.0 gogaetbes. peyenmom nionsieae
1 6nicTepy y KapTOHHii Navidp MepioanyHiCTb NOAAHHSA PerynsipHo
Kopobui CaiieHcus OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBIgHO
(m nrg, [0 MopsAgaky 3aincHeHHs dapmakoHarnsgy,
3aTBepAXEHOro Hakaszom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 3[40P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepioguMYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
8. | NIEBOHOPTEC Tabnetku no 0,75 mr, No Crepun- IHais Crepun-[xeH Naiic IHAis PeecTpauisa Ha 5 pokis 3a He UA/20725/01/01
TPEN 2 TabneTkn y 6nictepi, LxeH CaiieHcus (M) NTg, Pestome MYP Bepcia 1.0 gogaetbes. peuyenmom nidnsieae
no 1 6nictepy y Navicp MepioAnYHICTb NOAAHHSA PErynsapHO
KapTOHHIA KopooLi CaiieHcus OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBILHO
(M nrpg, [0 MopsAaky 3aiicHeHHs dhapmMakoHarnsgy,
3aTBepAXeHOro Hakazom MiHictepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 300P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
9. | MENNOKCUKAM | po3uuH ans iH'ekuin 15 MpAT YkpaiHa MpAT YkpaiHa peecTpadisi Ha 5 pokis 3a He UA/20726/01/01
-0APHMUA mr/1,5 mnno 1,5 mn B "®apmaue "®apmaueBTuyHa Pestome MYP Bepcia 0.1 gogaeTtbes. peyenmom nidnsieae
amnyni, no 5 amnyn y BTUYHA chipma "OapHuus” MepioAnYHICTb NOAAHHS PEryNAPHO
KOHTYPHili YapyHKOBIi hipma OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO
ynakoBLi, o 1 "NapHuus” 0o MNopsaky 34ificHeHHA hapmakoHarnsgy,

KOHTYPHili YapyHKOBIi
ynakoBLi B nauLii

3aTBep/KeHOro HakasoM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3

6e3neku.
10. | ®EHIBYT Tabnetku no 250 mr; no TOB YkpaiHa TOB "TepHodapm" YkpaiHa PeecTpauisa Ha 5 pokiB 3a He UA/20727/01/01
10 TabneTok y 6nicTepi; "TepHocpa Pestome MYP Bepcis 0.2 gogaetbes. peyenmom nionsieae
no 2 6nictepu y nauui 3 pm" MepioanyHiCTb NOAAHHSA PerynsipHo
KapToHy OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBIgHO

0o MNopsaky 34icHeHHA hapmakoHarnsgy,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 3[40PO0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTbL:
3rifiHO 3i CTPOKaMK, 3a3HaYeHNMUN Y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku

B.o. HauanbHUKa
dapManeBTUYHOT0 yIIPaB/IiHHA Onekcanpp I'PIHEHKO




ITEPEJIIK

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Big 03 ciunsg 2025poky Ne 25

INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Hassa
JliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs

A3ENbTA

Tabnetku no 75 mr
no 10 TabneTtok y
6nicTepi, no 1
6nictepy y
KapTOHHIA navui

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemMcTs
0 "Cnepko
YkpaiHa"

YKpaiHa

Biochapm NTg,

MonbLa

nepepeecTpaList Ha He0OMeXeHW TepMiH
OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS MiKkapCbKoro 3acoby B
po3ginax "®apmakonoriyHi BnacTusocTi”,
"MpoTmnokasaHHs", "OcobanBOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3un",
"Oitn", "MepenosysaHHs", "MNo6ivHI peakuii”
BiANOBIAHO A0 iHopMaLii pethepeHTHOro
nikapcbkoro 3acoby (TAMI®/HO, kancynm no 75
M), & TaKOX OHOBJ/IEHO iHhopMaLlito B po3aini
"Mo6iuHi peakuii" IHCTPYKLiT AN MeAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Wwoao
BaXK/IMBOCTi 3BiTyBaHHS NPO MoGiYHi peakyjii.

Pestome nnaHy ynpasniHHA pusnkamu sepcis 2.1
fojaetbes.

MepioAnYHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHW
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.

3a
peyenmom

He
nionsieae

UA/18115/01/01

EHAT 200

Kancynm m siki 200
MO no 10 kancyn y
6nictepi, no 3
6nictepu B

Mera
NaiidpcaiieH
ci3 Mabnik
KomnaHi

TainaHg

Mera
NaiidpcaiieHci3
Mabnik KomnaHi

Nimiteq

TainaHg

nepepeecTpavisi Ha HeOOMEXEHUIA TEPMIH

OHoB/eHo iHdhopMaLito B IHCTpyKLii ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby y
po3gini "MobiyHi peakuii" Woao 3BiTyBaHHA Npo

6e3
peyenma

nionsieae

UA/9439/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KapTOHHI KopoobLi Nimiteq noGiyHi peaxuii.
Pestome nnaHy ynpaBniHHa puankamu Bepcis 0.1
fofjaeTbes.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOpPOHM
370poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.
3. | ETUNOBUIA NOpOLLOK ToBapucTBO Ykpaina ToBapucTso 3 YkpaiHa nepepeecTpaLisi Ha HeE0OMEXEHWI TePMiH - He UA/18118/01/01
E®IP 6- (cybeTaHuis) y 3 obmexeHor nionsizae
BPOM-5- MiLLKax 06MEXEHOI BiANOBiAA/IbHICTIO
FIAPOKCU-1- | nonieTnneHoBmnx Bignosigans "®APMXIM"
METWUN-4- ans HICTIO
AUMETUNAM | dapmaueBTUYHOro "®apmauesT
IHOMETW/1-2- | 3acTocyBaHHA nyHa
®EHINTIOME KOMNaHis
TNIHAON-3- "3po0pos'a”
KAPBOHOBO
TKucnotun
rAPOXNMOPU
i
MOHOTrIAPA
T
4. | KNOPENIH- Tabnetku no 0,15 TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha 5 pokis. 3a He UA/7640/02/01
3H mr, no 10 TabneTok BO 3 06MEXEHOI0 OHoBneHO iHhopmauito y po3ginax "Cknag" peuyenmom nionsieae
y 6nicTepi; no 3 OBMEXXEH Bi4NOBIAA/ILHICTIO (yTouHeHHs iHdopMadii), "®apmakonorivHi
6nictepu y kopobui 3 (e]}6} "XapkiBcbke BnactusocTi", "lMpoTunokasaHHs", "B3aemopis 3
KapToHy BIANOBIAA hapmaLeBTUyHe HLIMMKW NikapcbKMKU 3acobamu Ta iHLWi BUam
NBHICTHO nignpueMcTBO B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHS",
«KOPIMNOPA "340poB'A "3AaTHICTb BNAMBATU Ha LUBUAKICTb peakLii npu
LA Hapogay" KepyBaHHi aBTOTpaHCMopToM abo iHWMMK
«300POB’'A MexaHizMamu"(yTOUYHEHHS iHdhopmadi), "Croci6

»

3acTocyBaHHs Ta o3n’”, "Mepeno3yBaHHA",
"Mo6iuHi peakuii" IHCTPYKLiT A1 MeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby BifnoBigHO
[,0 OHOBNEHOI iHGhopMaLii Wwoao 6e3neku
3acTOCyBaHHA Aitl040i pevoBUHM Ta A0 po3giny
"Mo6iyHI peakwyji” 040 BaXMNBOCTI 3BiTyBaHHS
npo No6iyHi peaxuil.




9

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
Pestome nnaHy ynpasniHHA pusnkamu Bepcis 2.2
fojaetbes.
MepioAnYHICTb NOAAHHSA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO A0
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHW
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHHU
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
5. | ME/TOKCUKA | nopoLuok TOB Ykpaina Caarti CneHToC IHais nepepeecTpavisi Ha HeOOMEXEHUIA TEPMIH - He UA/18152/01/01
M (cybcTaHuis) y «®APMACE MpaiiseT flimiTeq, nionsizae
nakeTax noaBiliHNX I»
nonieTnIeHoBmX 3
ans
chapmaLeBTU4HOro
3aCTOCyBaHHs
6. | MIHTEIPA Tabnetku, Wo MpAT Ykpaina PoHTic Xennac peuis nepepeecTpauis Ha He0OMeXeHWn TepMiH 3a He UA/18061/01/02
amcnepryoTscs B "®apmaueBsT Megikan eHp, peyernmom nionsieae
POTOBI NOPOXHWHI, nyHa chipma dapmacbloTikan OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
no 15 wmr, no 10 "AapHuus"” Mpogaktc C.A. MeJMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y

Tabnetok y 6nictepi,
no 3 6nictepu B
nauui

po3zinax "®apmakonoriyHi BiacTusocTi”,
"MokasaHHs", "OcobnnBOCTI 3acTOCyBaHHSA",
"3acTocyBaHHs y nepio BariTHOCTi abo
roflyBaHHs rpygaro”, "Cnocib 3actocyBaHHs Ta
posu", "Aitn", "Mepeno3sysaHHs", "Mo6iyHi
peakuii” BignosigHo A0 iHdopMaLii
pedepeHTHOro nikapcbkoro 3acoby (Abilify®,
orodispersible tablets, 10, 15 and 30 mg), a
Takox [0 po3ainy "MobivHi peakuii” woao
BaX/IMBOCTI 3BiTYBaHHS NPO NOBGIYHI peakLil.
3arBepaKeHHsA KOPOTKOT XapaKTepucTUKn
niKapcbKoro 3acoby.
Pestome nnaHy ynpaBniHHA puankamu Bepcis 1.2
fofaeTbes.

MepioAnYHICTL NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIAHO f0
Mopsaky 34iicHeHHs hapmakoHariaay,
3aTBepKeHOro Hakasom MiHicTepcTBa OXOPOHU
304,0p0oB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainun 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB's YKpaiHu Big 26 BepecHst 2016 poky Ne
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Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.

MIHTEIPA

TabneTtku, Wo
[AMCnepryTbes B
POTOBIli NOPOXXHWHI,
no 30 mr, no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
nauui

MpAT
"®apmauesT
nyHa chipma

"AapHuua"”

YkpaiHa

PoHTic Xennac
Megikan eHp,
dapmacbloTikan
Mpogaktc C.A.

Ipeuis

nepepeecTpauis Ha He0OMeXeHWn TepMiH

OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHA /likapCbKoro 3acoby y
po3zinax "®apmakooriyHi BiacTusocTi”,
"MokasaHHs", "OcobnnBOCTI 3acTOCyBaHHA",
"3acTocyBaHHs y nepio BaritTHOCTi abo
roflyBaHHs rpygar”, "Cnocib 3actocyBaHHs Ta
posn", "Aitn", "Mepeno3sysaHHs", "Mo6iyHi
peakuii BiaNoBigHO A0 iHdopmawii
pedhepeHTHOro nikapcbkoro 3acoby (Abilify®,
orodispersible tablets, 10, 15 and 30 mg), a
Takox [0 po3giny "MobivHi peakuii” woao
BaX/IMBOCTI 3BITYBaHHS NPO NOBGIYHI peakLil.
3aTBepAXEeHHS KOPOTKOI XapakTepucTuku
nikapcbKoro 3acoby.

Pestome nnaHy ynpasniHHA puankamu Bepcis 1.2
fofaeTbes.

MepiognyHICTbL NOAAHHS PerynspHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIAHO [0
Mopsaky 3aiicHeHHs hapmakoHariagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayeHUMKN y NepioaNYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/18061/01/03

MIHTEIPA

TabneTtku, Wo
[AMCNepryTbes B
POTOBIli NOPOXXHUHI,
no 10 mr, no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
nauui

MpAT
"®apmaueBsT
nyHa chipma

"AapHuus"”

YKpaiHa

PoHTic Xennac
Megikan eHp,
dapmacboTikas
Mpogaktc C.A.

peuis

nepepeecTpalis Ha HEOOMEXEHMNIA TEPMIH

OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3zinax "®apmakooriyHi BiacTusocTi”,
"MokasaHHs", "OcobnnBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHOCTi abo
roflyBaHHs rpygaro”, "Cnocib 3actocyBaHHA Ta
posu", "Aitn", "Mepeno3sysaHHs", "Mo6iyHi
peakuii” BignosigHo A0 iHdopMaLii
pedepeHTHOro nikapcbkoro 3acoby (Abilify®,
orodispersible tablets, 10, 15 and 30 mg), a
Takox [0 po3ainy "MobivHi peakuii” woao
BaX/IMBOCTI 3BiTYBaHHS NPO NOGIYHI peakLil.
3arBepKeHHsA KOPOTKOI XapaKTepuUCTUKM

3a
peyenmom

He
nionsieae

UA/18061/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
nikapcbKoro 3acoby.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 1.2
fofaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBigHO [0
Mopsaaky 3AiicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.

9. | OM/IOC® Kancynv 3 ANKANOIL, Pecny6nik BWMNYCK Cepil: Pecny6nika nepepeecTpauis Ha He0OMeXeHW TepMiH 3a He UA/17913/01/01
MoAandpiKkoBaHUM ALl Ckon’e a MiBHiuHa AJNIKANOIQ AL MiBHiYHA OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans peyenmom niosnsieae
BUBINIbHEHHSM, MakefoHis Ckon’e, MakefoHis/ MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
TBepai, no 0,4 wmr, no Pecny6nika Icnanis/ po3gaini "Mo6iuHi peakwii” BignoBigHO A0
10 kancyny MiBHiYHa HimeyunHa/ iHhopMaLii pedhepeHTHOro NikapcbKoro 3acoby
6nicTepi; no 3 MakenoHis Yecbka (OMHIK®, kancynu 3 MogngikoBaHNM
6nictepu y Pecny6nika BVBIIbHEHHAM, TBepAi, No 0,4 Mr), a TakoxX y
KapTOHHIlA KOpooLi BUPOBHULTBO po3aini "Mo6iyHi peakyii" WoA0 BaX/INBOCTI

Hepo3dacoBaHOro 3BiTyBaHHS NPo NoGiYHI peakw;i.
NpPoOAYyKTY,
nepBuHHe Ta Pestome nnaHy ynpasniHHA pusnkamu Bepcisa 1.1
BTOPVHHE [opaetbes.
nakyBaHHs, MepiognyHICTbL NOAAHHS PerynspHo
KOHTPO/b SKOCTI OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBIgHO [0
(chiznuHwmi, Mopsaky 3aiicHeHHs hapmakoHariagy,
XiMiYHWA Ta 3aTBEpPXEHOro HakasoMm MiHicTepcTBa OXOPOHM
MiKpOG6IONOriYHWIA): 30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
CIHTOH 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
XICMAHIA C. 1., Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
IcnaHis pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
BMPOGHMLTBO 996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
Hepo3dacoBaHoro 3a3HayeHUMK y NepioANYHOCTI NoAaHHS
NPOAYKTY, perynspHux 3BiTiB 3 6e3neku
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,

KOHTPO/b SIKOCTI
(piznyHnii Ta
XiMIYHWUNA):
PotTengopd
dapma M'M6X,
Himeyunna
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KOHTPO/b SIKOCTi
(chiznynwnin Ta
XIMiYHWI):
KYIHTA-
AHANITIKA c.p.o.,
Yecbka
Pecny6nika

10. | MPUMOBICT PO34MH A5 iH'EKLA Baiep Al HimeuuunH Baiiep Al HimeuyunHa nepepeecTpauis Ha He0OMeXeHW TepMiH 3a He UA/17931/01/01

0,25 MMonb/M; No a OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ansa peyenmom niosnsieae

10 mn y cknstHomy MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y

wnpuui, no 1 po3gaini "3actocyBaHHs y nepiog, BariTHOCTi abo

LWNpuLy B Npo3opili rofyBaHHs rpyft" BignosigHo Ao iHhopmali

NAacTUKOBIN CTOCOBHO 6e3neku, fika 3a3HavyeHa B MaTtepiasiax

KOpOO6Li, 3aKpuTiiA peecTpauiiHoro J0ChbeE.

nanepom, no 1

N1acTMKoBIl KopooLi Pestome nnaHy ynpas/iHHA pu3mkamu Bepcis 5.2

BKNaAEHIN y [0Ja€ETbCS.

KapTOHHY KOPOOKY; MepiognyHICTb NOAAHHS PerynsipHo

no 10 mny OHOB/IOBAHOrO 3BITY 3 6e3nekun, BigNoBIgHO J0

nnacTyKoBoMy Mopsaaky 34iicHeHHs hapMakoHarnagy,

wnpuui, no 1 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM

LNpu1Ly B NPO30pii 34,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne

NIacTuKOBIl 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i

KOpPOOLL, 3aKpuTiiA Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y

nanepom, rno 1 pepakuii Hakasy MiHicTepcTBa OXOPOHU

N1acTVKoBIli kopobui 340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne

BKafEHIN y 996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,

KapTOHHY KOpPOOKY 3a3Ha4YeHUMN Y NepiognMYHOCTI NoJaHHSA

perynsipHux 3BiTiB 3 6e3neKu.

11. | PUMPOHAT PO34MH AN5 iH KL, TOB Ykpaina Medbap lnau CaH. TypeyunHa nepepeecTpaLisi Ha HE0OOMEXEHWI TePMIH 3a He UA/18186/01/01

100 mr/mn; no 5 mn «YOPN[, A.LL. OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peuyenmom nionsieae

B amnyni; no 5 MEANLUNH>» MeJMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y

amnyn B KOHTYpHIl
YapyHKOBIW
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yrnakoBKku B
KapTOHHIlA KopoobLi

po3aini "Mo6iyHi peakyii" WoA0 BaXIUBOCTI
3BiTYyBaHHA NPO MOGIYHI peakwi

Pestome nnaHy ynpasniHHA puankamu Bepcis 1.1
[0AAaeTheA
MepioAnYHICTL NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIAHO f0
Mopsaky 34iicHeHHs hapmakoHariaay,
3aTBepKeHOro Hakasom MiHicTepcTBa OXOPOHU
304,0p0oB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainun 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB's YKpaiHu Big 26 BepecHst 2016 poky Ne
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekun
12. | UE®TPUAKC | nopoliok ans Mictpan AHrnis ALIC JOBDAP ITanisa nepepeecTpauis Ha He0OMeXeHWn TepMiH 3a He UA/18215/01/01
OH-BICTA PO34UHY ON15 iH'EKUIA Kenitan C.N.A, Itania OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT Ansa peyenmom nionsieae

nolr;1a6o 10 MeHepxmeH (BUPOGHNLTBO MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y

h/1aKoHiIB 3 T Nlimiteq, roTOBOrO po3ginax "OcobnmBocTi 3acTocyBaHHs", "Mo6iuHi

NOpPOLLKOM B nikapcbKoro peaxuii” BignoBigHO A0 OHOBNEHOT iHchopmMaLlii 3

KapTOHHI Kopoobui

3acoby, BMNycK
cepii); ALIC
JOB®AP C.M.A,,
ITanisa
(B1pOGHMLTBO
roToBOro
nikapcbKkoro
3acoby, BuUNycK
cepii); ALIC
NOB®AP C.INA,
ITanisa
(BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
CTEPUNLHOI
cymiLwi); ALIC
NOB®AP C.INA,
ITanisa
(BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
CTEPUNLHOI
CymiLLi);
®PE3EHIYC KABI
iMCYM C.p./1.,
ITanisa
(BUpOGHMLTBO Ta
KOHTPO/b SIKOCTI
CTEpPUNLHOI
cyMiLui)

6e3nekun Aito4oi peYOBVHN, a TaKOX y po3gini
"Mo6iyHI peakwyi" W040 BaXMMBOCTI 3BiTyBaHHS
npo No6iyHi peaxuir.
Pestome nnaHy ynpaBniHHa pusnkamu Bepcis 1.0
fofjaeTbes.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN Y NepiognMyYHOCTI NoJaHHSA
perynspHux 3BiTiB 3 6e3neku.

B.o. Haua/IBLHUKA
dapManeBTUYHOr0 yIpaB/JIiHHA

Onekcanpap I'PIIIEHKO




IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI

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 ciunsg 2025poKy Ne 25

3MIHH /10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECS 10 TEP>KABHOT'O PEECTPY JIIKAPCBKHX
3ACOBIB YKPAIHUA

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
1. | ABABIP PO34YUH OpasIbHUIA leTepo IHAis leTepo /1a63 IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a He UA/14957/02/01
20 mr/mn no 240 mn Na63 NimiTen | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
y thnakoHi; no 1 Nimiteq thapmakoHarnsgy. 3MiHa y KopoTkili XapakTepucTuLi
dhnakoHy pasom i3 nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
wnpuuom (10 mn) i IHCTPYKLT AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcrasi
agantepom y perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
KapTOHHI KOpo6Li nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX BiAMOBILHO
[0 nnaHy negiatpuyHux gocnigpkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHU BHECEHO [0 IHCTPYKLUIii Ans
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3giny "Ocob6mnBoCTi 3aCTOCYBaHHA" BiANOBIAHO A0
OHOB/IEHOI iHChopMaLii 3 6e3nekn Ajt40i peyoBUHM
(abakasipy) 3rigHo 3 pekomeHaauismu PRAC.
TepMmiH BBELlEeHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPKEHHS.
2. | ABEJ/IOKC® PO34unH ANs iHdy3il, Baiiep Al HimeuuunH BECb LK HimeuunHa/ | BHeCEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHK 3a UA/4071/02/01
400 mr/250 mn; no a BMPOGHMLITBA ITanisa | TMny - 3MiHK 3 AKOCTi. FOTOBWUIA NiKapcbkuin 3aci6. peyenmom
250 M1 po34uHy y (BMpOGHNLTBO 3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
chnakoHax; no 1 Hepo3acoBaHoi CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIKO AKOCTI

dhnakoHy B
KapTOHHI nayui

nNpoAyKLUii, NnepBrHHA
yMakoBKa, BTOPMHHA
ynakoBKa, KOHTPO/1b
AKOCTI, BUNYCK
cepii):
Baiiep AT,
HimeuunHa,;

roTOBOrO JlikapCbKoro 3acoby (3amiHa abo
[ofaBaHHS AiNbHUL, Ha SKil 34IRCHIOETLCA
KOHTPONb/BUNPOBYBaHHSA cepil) -b JofaBaHHA
aNbTePHATUBHOI AiNbHUL ANA TECTYBAHHA Ha
cTabiNbHICTb (TECT Ha CTEPUIIBHICTL Ta
eHA0TOKCUHK): Baiiep Al (Mionneptpacce 178,
13353, bepniH) / Bayer AG (Muellerstrasse 178,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
anbTepHaTUBHWIA 13353, Berlin, Germany).
BUPOBHUK
(BMpPOGHNLTBO
Hepo3dacoBaHol
npoAayKuii, nepBrHHa
ynakoBka, BTOPMHHa
ynaKkoBKa, KOHTPO b
AKOCTI):
PpeseHiyc Kabi
Itania C.P.N.,
ITanis;
a/lbTepHATUBHWIA
BMPOGHUK
(BTOpUHHA
ynakoBka):
LLiteremaHH
JNoHbepnakyHr &
NoricTiwep Cepsic
e.K., HiveyunHa
3. | ABEJ/IOKC® PO34uH ANs iHGy3il, Baiiep Al HimeuuunH BeCb LMK HimeuunHa/ | BHeCEeHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHK 3a UA/4071/02/01
400 mr/250 mn, no a BMPOGHMLITBA ITanisa | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
250 M1 po3uuHy y (BMpOGHNLTBO hapmakoHarnsgy. 3miHa 4acToT Ta/abo TepMmiHiB
chnakoHax; no 1 Hepo3acoBaHol noJaHHA perynspHO OHOB/IOBaHMX 3BITIB 3 6e3neku
hnakoHy B nNpoAyKLUii, NnepBrHHA NiKapcbKnx 3acobiB - 3MiHM Y 4acTOoTi Ta gaTax
KapTOHHI navi ynaKkoBka, BTOPYHHA nofaHHA perynspHoO OHOBJ/IIOBAHOIO 3BITY 3 6e3neku.
ynakoBka, KOHTPO/b [itoua pepakuis: Yactota nogaHHa perynspHo
SIKOCTi, BUNYCK OHOBJIHOBAHOrO 3BiTYy 3 6e3nekun 3 poku. KiHuesa
cepii): baiiep AT, [ara ons BKIYeHHs gaHnx go PO36 - 31.05.2019
HimeuuunHa; p. Aata nogaHHs - 29.08.2019 p. MNponoHoBaHa
albTepHATUBHWI pepakuis: Yactota nogaHHs perynspHo
BMPOGHUK OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku 4 poku. KiHuesa
(BUPOBHULTBO farta ons BkNoYveHHs gaHux o PO36 - 31.05.2027
Hepo3sdacoBaHol p. JaTta nogaHHsa - 29.08.2027 p. PekomeHaoBaHo
npoayKuii, NnepBnHHa [0 3aTBEPAKEHHS BiAMoBigHO A0 NepiogNYHOCTI
ynakoBka, BTOPYHHA nofAaHHs perynsipHo OHOB/IIOBAHMX 3BITiB 3 6e3neku
ynakoBKa, KOHTPO/1b nikapcbknx 3acobis y €C
AKOCTI): Ppe3eHiyc
Ka6i Itania C.P.J1.,
ITanis;
anbTepHaTUBHWIA
BMPOBGHUK (BTOPUHHA
ynakoBka):
LteremaHH
JNoHbepnakyHr &
NoricTiwep Cepsic
e.K., HiveuyunHa
4. | ABEJIOKC® TabneTku, BKPUTI Baiiep Al HimeuunH BECb LMK HimeuunHa/ | BHeECEHHS 3MiH 40 peecTpauiiiHux MaTepiasis: 3MiHK 3a UA/4071/01/01
o060710HKOH, N0 400 a BMPO6HULITBA ITanis | TNy - 3miHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Mr; no 5 TabneTtok y (BMpOGHMLTBO hapmakoHarnsgy. 3mMiHa 4acToT Ta/abo TepMmiHiB
6nicTepi; no 1 Hepo3acoBaHol NoJaHHsA perynsipHo OHOBJ/IHOBAHUX 3BITiB 3 6e3neKkn
6nictepy B nNpoAyKLUii, NnepBrHHA nikapcbknx 3aco6iB. 3MiHM y 4acTOTi Ta AaTax
KapTOHHI KOpooLi yMakoBka, BTOPMHHA NOAaHHS PerysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3neKu.
ynakoBKa, KOHTPO/b
SIKOCTI, BUNYCK [itova pepakuin: Yactota nogaHHsA perynsipHo
cepii): baiiep AT, OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku 3 poku. KiHuesa
HimeuuunHa; pata ons BknoYveHHs gaHux go PO36 - 31.05.2019
anbTepHaTNBHUI p. JaTta nogaHHs - 29.08.2019 p. MNMponoHoBaHa
BUPOGHMK pepakuis: Yactota nogaHHs perynspHo
(BMPO6HMLTBO OHOB/IIOBAHOTO 3BITY 3 6e3nekun 4 poku. KiHuesa
Hepo3sdacoBaHol [ara ans BkioveHHA aaHnx go PO36 - 31.05.2027
npoayKuii, NnepBnHHa p. JaTta nogaHHsa - 29.08.2027 p. PekomeHaoBaHO
ynaKkoBka, BTOPYHHA [0 3aTBEPAKEHHA BIANOBIAHO A0 NepioAnYHOCTI
ynaKoBKa, KOHTPO/1b NOAAHHSA PerynsapHoO OHOBJ/IIOBAHMX 3BITIB 3 6e3nekn
AKOCTI, BUNYCK nikapcbknx 3acobis y €C.
cepii): baliep
Xenckep
MaHydhakTypiHr
C.P.N., Itanis;
a/lbTepHATUBHWIA
BMPOGHWK (BTOPMHHA
yrnakoBKa):
LLiteremaHH
JboHhepnakyHreH &
NoricTiwep Cepsic
e. K., HimeyunHa
5. | A3E/IbTA TabneTkv no 75 mr CninbHe YkpaiHa Biochapm /114 Monbwa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu 3a UA/18115/01/01
no 10 Tabnetok y YKpaiHCbKO- | TMny - 3miHK 3 AkocTi. CepTuUdikat peyenmom
6nicTepi, no 1 icnaHcbke BignosigHocTi/lE-cepTudikar BignosBigHOCTI
6nictepy y nignpvemMcTB €Bponeiicbkin hapmakonei/MoHorpadii. NMogaHHs
KapTOHHIN nayui 0 "Cnepko HOBOro abo OHOBMIEHOr0 cepTudikata BignoBiAHOCTI
Ykpaina" abo BunyyeHHs cepTudpikara BiANOBIAHOCTI

€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepKeHOro BUPOOHWKa -
noAaHHA OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
€sponelicbkiin hapmakonei CEP 2015-348-Rev 02
Bif 3aTBEepAKeHoro BnupobHnka SOLARA ACTIVE
PHARMA SCIENCES LIMITED, IHgis gitouoi
pevoBUHM o3enbTamisip (y hopmi ozenbTamisipy
docchaTy) B 3B’3KY 3i 3MiHOK agpecyn BlacHUKa
CEP Ta pefakujiiiHumMn 3mMiHamMy B HanvucaHHi agpecu
BMPOBHMKA NPOMDKHOrO NPOAYyKTY, MicLe
BMPOGHULITBA HE 3MiHMNOCH (3aTBepakeHo: RO-CEP
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Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

2015-348-Rev 01; 3anponoHoBaHo: CEP 2015-348-
Rev 02)

A3SUTPOMILUVH
-ACTPA®APM

kancynu no 500 mr
no 3 kancynuy
6nictepi; no 1
6nicTepy B KOpo6L,i 3
KapToHY

TOB
"ACTPAGA
PM"

YkpaiHa

TOB
"ACTPA®APM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3MiHa po3mipy cepii
(BKTIOMAtOUM fiana3oH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (3mMeHweHHs go 10 pasis)
BBEJEHHS 1OAATKOBOro po3mipy cepii M3
[itoua pepakuis
TeopeTuyHuii po3mip cepii:

624 000 O4N3
156 000 OA4/13
78 000 0413
OuikyBaHuii po3mip cepii:

600 000 OAN3
200 000 Ne3 (3x1)

150 000 04113
50 000 Ne3 (3x1)

75 000 0413
25 000 Ne3 (3x1)
MponoHoBaHa pefakuis
TeopeTuyHuii po3mip cepii:

624 000 O4N3
156 000 OA4/13
78 000 04113
62 400 04113
OuikyBaHuii po3mip cepii:

600 000 OAN3
200 000 Ne3 (3x1)

150 000 OA4/13
50 000 Ne3 (3x1)

75 000 0413
25 000 Ne3 (3x1)

60 000 04113
20 000 Ne3 (3x1)

3a
peyermom

UA/2390/01/02

AKHETPEKC 20

Kancynm m'aki no 20
mr; no 10 kancyn y
6nictepi; no 3
6nictepu B
KapTOHHI KopooLli

Mera
NaidpcaiieH
ci3 Mabnik
Komnawi
Nimiteq

TainaHg,

Mera JlaincbcaiieHcis
Ma6nik KomnaHi
NimiTen

TainaHg

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLsa NPoBafKEeHHS
AisSNbHOCTI BUpOOHMKa/iMnopTepa roToBoro
nNiKapcbKoro 3acoby, BKIHYAKUN [i/TbHUL BUNYCKY
cepii abo MicLie NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHICTb, 3a AKy Bignosigae BUpoOHMK/iMnopTep,
BK/IOUA0UM BUMYCK cepili). 3MiHa agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI BUpOOHUKa MN3. 3MiHK
BHECEHO B iHCTPYKLiIO A1 MEAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NPOBaPKEHHS 1ioro
AisNbHOCTI" 3 BiNOBIAHUMM 3MiHAMMW B TEKCTI

3a
peyerimom

He
nionsiecae

UA/16557/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
MapKyBaHHS YNaKOBOK.
8. | AKCOTUNIH TabneTku, BKPUTI My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/19519/01/01
NNiBKOBOKO akuioHepHe akuioHepHe | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060s10HKot0, No 500 TOBapuCTBO TOBapUCTBO thapmakoHarnagy (iHwi 3miHu)
mr, no 10 TabneTok "HaykoBo- "HaykoBo- 3MiHV BHECEHO B TEKCT MapKyBaHHS NepBUHHOT Ta
y 6nictepi; no 3 BMPOGHNYNIA BMPOOHUUNIA LLEHTP BTOPUHHOI YNakoBOK NikapCbKoro 3acoby, a cave:
6nictepy B navw,i LEeHTp "BopLyariBcbkuii - BUTyYeHO iHhopMaLito 3a3HauYeHy pocilicbKoto
"BopLuariscb XiMiKo- MOBOIO;
KWin Ximiko- hapmaueBTUYHNI - BHECEHHS HE3HAUYHUX pefakLjiiHuX NpaBok no
thapmaueBT 3aBofg" TEKCTY,
NYHWIA -y n.6. «IHWE» nepBMHHOI YNakoBKM /iKapCbKOro
3aBog" 3acoby.
TepMmiH BBELlEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS.
9. | AKTPANIA® PO3YUH ANS iH'EKLi, A/T HoBo [NaHis A/T Hoso Hopagick, [Nanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/0325/01/02
HM 100 MO/mn; no 10 Hopgaick [JaHis PpaHuis I Tuny - AaMiHicTpaTBHI 3MiHWU. BunyyeHHs peyenmom
My dp1akoHi; no 1 (BignoBiganbHuii 3a BMPOBHUYOT AiNbHUL (BKNHOYAOUY AiNbHULI ANS
dnakoHy y BMNYCK Cepiit A®I, npomiXHOro NpoAyKTy abo rotoBoro
KapTOHHI KopooLi KiHLEeBOro nikapcbKoro 3acoby, AibHUL AN NPOBEeAEHHS
npoaykty); Hoso nakyBaHHSs1, BUPOGHWKA, BifNoOBigaibHOro 3a BUMYCK
Hopgaick cepiii, Mmicue NPoBeAEHHsT KOHTPOIO cepii) abo
MpogatokcboH CAC, noctayasibHvKa BUXiAHOro MaTepiasly, peareHTy abo
$paHuia (BUPOBHUK [0MOMDKHOT PEUOBMHU (SIKLLLO 3a3HAYEHO Y AOCLE) -
NPOAyKUii 3 NOBHUM BunyyeHHst BUPO6HMYOI AiibHMLi TOTOBOrO
LMKIIOM) nikapcbKoro 3acoby, BignoBifgabHOI 3a «BUPOBHMK
AN MapKyBaHHS Ta ynakoBkn ()1aKoHiB,
BTOPVHHOrO nakyBaHHs» A/T HoBo Hopgaick, Xannac
Anne, Kanyng6opr, AK-4400, [aHisf. 3anvwaetbca
anbTepHaTuBHUIA BUpo6HUK HoBo Hoppick
MpoatokeboH CAC, 45, aBeHio g'OpneaH, 28000,
WapTtp, ®paHuif. 3MiHu | Tuny - AgmiHicTpaTUBHI
3MiHW. BunyyeHHs BUPOBHUYOT AiNbHUL
(Brntovaroun ginbHNL ans A®|, IpPOMiXXHOTo
npoaykTy abo roToBOro /ikapcbKoro 3acoby,
OiNbHUL 4NS NPOBEAEHHS NakyBaHHS, BUPOOHMKA,
Bi4NOBi4a/IbHOIO 3a BUMYCK Cepiii, Micue
NpoBefeHHs KOHTPOSO cepii) abo nocTavasibHMKa
BMXIAHOrO MaTepiany, peareHTy abo AONOMIKHOI
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) - BunyuerHs
BUPOBHNYOI AiNIbHUL TOTOBOTrO NiKapCbKOro 3acoby,
BiAnoBiAabHOI 3a "BMpo6HUK Hepo3dhacoBaHOro
NPOAYKTY, HANMOBHEHHS B (hN1akoHW, NepBrHHA
ynakoBka Ta KOHTponb skocTi" A/T HoBo Hopgick,
HoBo Anne, Barcsaepg, 2880, JaHis. 3anuwaetbcs
anbTepHaTuBHWI BUpo6HNK HoBo Hopgaick
MpopatokcboH CAC, 45, aBeHto o'OpneaH, 28000,
LLapTp, ®paHuis.
10. | AKTPANIA® PO34MH NSl iH'EKL, A/T HoBo [JaHis A/T HoBo Hopgick, [anis/ BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/0325/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
HM 100 MO/mn; mo 10 Hopgick [Janis PpaHLis | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peyenmom
M1y dp1akoHi; no 1 (BignoBiganbHuii 3a KOHTPO/1b rOTOBOro NiKapcbkoro 3acoby (iHLwi 3MiHuW)
hNaKkoHy y BUMYyCK cepil - OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB KOHTPO/IO
KapTOHHI KOpooLi KIHL,EBOro AKOCTI /likapcbKoro 3acoby, a came: BUKIageHHs
npoaykTy); HoBo TEKCTY Aep>XXaBHO MOBOIO 3riHO Cy4YacHUX BUMOT
Hopgick Ta NpPVMBEAEHHN Y BiANOBIAHICTb po3Ainy
MpoptokcboH CAC, "Cneundikauis" MKS go 3aTBepmxeHoi
PpaHuia (BUPOBHUK crneundikavii 3asiBHMKa. BBeeHHS1 3MiH NpoTAroM 6-
nNpoAyKLUii 3a NOBHUM TV MiICALIB NiC/1A 3aTBEPAKEHHS.
LIMK/TOM)
11. | AMAPUN® TabneTky nNo 2 mr; TOB YkpaiHa CAHO®I C.P.J. ITania BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 3a He UA/7389/01/01
Ne 30 (15x2): no 15 "CaHodi- | TMRy - 3MiHK 3 AKkoCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom nionseae
TabneTok y 6nictepi; ABeHTIC KOHTpO/b roTOBOro AikapcbKoro 3acoby (iHLwi 3MiHN)-
no 2 6nictepu B YKpaiHa" OHOB/EHHSA BXe 3aTBEPKEHNX METOLIB KOHTPO/IO
KapTOHHI KOpo6Lii AKOCTI Nlikapcbkoro 3acoby, a came: BUKNageHHs
TEKCTY [1ep>XXaBHOI MOBOIO 3riHO CYy4aCHNX BUMOT.
3MiHV BHECEHO B iIHCTPYKLiO A1 MeAUyYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby B po3gin
«Jlikapcbka popMa» (OCHOBHI (hi3NKO-XiMiYHi
BN1aCTMBOCTI). BBEEHHSA 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3arBepgkKeHHs. 3MiHn | Tuny - 3MiHN LWoAo
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW)- 3MiHV/ BHECEHO B TEKCT MapKyBaHHS
yMakoBKM MiKapCbKOro 3acoby, a came: YTOYHEHHS
iHchopmawii Lwoao norotuny 3asBHYKa y po3gini 17.
«|HLUE>» BTOPVHHOT YNakoBKN Ta BHECEHHS
iHhopmaLii WoA0 /I0roTUny Ta BHYTPILIHIX TEXHIYHUX
no3Ha4voK BUpobHuKa B po3gin 6. «IHLWE» nepBUHHOI
ynakoBkW. BBeAEHHS 3MiH NpoTAroM 6-Tn micsuiB
nicns 3aTBepApkKeHHs.
12. | AMAPUN® Tabnetkv no 3 mr; TOB YkpaiHa CAHO®I C.P.J1. ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/7389/01/02
Ne 30 (15x2): no 15 "CaHodi- | TMNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenmom | nidssieae
TabneTok y 6nictepi; ABeHTIC KOHTpOsb roToBOro AikapcbKoro 3acoby (iHLwi 3MiHW)-
no 2 6nictepu B YkpaiHa" OHOB/EHHSA BXe 3aTBEP)KEHNX METOLIB KOHTPO/IO

KapTOHHI KopooLli

AKOCTI NliKapCbKOro 3acoby, a came: BUKNaLEeHHS
TEKCTY [ep>XaBHO MOBOHO 3riHO Cy4acHUX BUMOT.
3MiHV BHECEHO B IHCTPYKLiO 4519 MeANYHOro
3aCcTOCyBaHHS NikapCcbKoro 3acoby B po3ain
«Jlikapcbka popma» (OCHOBHI (hi3nKO-XiMiuHi
BN1ACTMBOCTI). BBEAEHHA 3MiH NPOTArom 6-Tv MicsiLiB
nicnsa 3aTBepmXeHHs. 3MiHn | Tuny - 3MiHK Woao0
6e3nekn/edeKTNBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW)- 3MiHV/ BHECEHO B TEKCT MapKyBaHHS
yMakoBKM NiKapCbKOro 3acoby, a came: YTOYHEHHS
iHchopmawuii Lwoao noroTuny 3asBHYKa y po3gini 17.
«|HLUE>» BTOPUHHOT yNakoBKN Ta BHECEHHSA
iHbopmaLii WoA0 OroTUNY Ta BHYTPILLHIX TEXHIYHUX
no3Ha4voK BUpobHMKa B po3gin 6. «IHLE» nepBUHHOI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

ynakoBku. BBeeHHs 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBEPAXKEHHS.

13.

AMAPUN®

Tabnetkv no 4 wmr;
Ne 30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI KopooLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I C.P.J.

ITanis

BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOIO NiKapcbkoro 3acoby (iHWi 3MiHM)-
OHOB/EHHS BXE 3aTBEPIKEHNX METO/IB KOHTPO/O
AKOCTi NiKapCbKOro 3acoby, a came: BUKNaAEeHHS
TEKCTY iepXaBHOI MOBOIO 3riHO CYy4aCHWNX BUMOT.
3MiHV BHECEHO B IHCTPYKLitO 4719 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby B po3zin
«Jlikapcbka hopMa» (OCHOBHI (i31KO-XiMiUHi
B1acTMBOCTI). BBeAEHHS 3MiH MpoTsArom 6-Tv MicsuiB
nicns 3aTBepgXeHHsA. 3MiHn | Tuny - 3MiHK LWoAo
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM)- 3MiHN BHECEHO B TEKCT MapKyBaHHS
yNaKkoBKM liKapCbKOro 3acoby, a came: YTOYHEHHS
iHbopMmaLii Wwoao fnorotuny 3asBHUKa y po3aini 17.
«|HLUE>» BTOPWHHOI YNakoBK/ Ta BHECEHHS
iHchopMawii LLoA0 NoroTuMy Ta BHYTPILLHIX TEXHIYHUX
Nno3Ha4yoK BUMpPoOHUKa B po3zin 6. «IHLWE» nepBuHHOI
ynakoBkn. BBeeHHs 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepKEHHS.

3a
peyermom

He
nionsieae

UA/7389/01/03

14.

AMBPOKCON

Tabnetku no 30 mr;
no 10 TabneTtok y
6nicTepi; no 2
6nictepy B nayui 3
KapTOHY

TOB
"TepHodhap
M

YKpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3aco6iB nic/s BHECEHHA TiET camoi 3MiHW Ha
pedrepeHTHUIA NpenapaT (3MiHa He NoTpebye
HaJaHHA XXOAHUX HOBUX J0AATKOBUX AaHUX) - 3MiHU
BHECEHO [0 iHCTPYKLi 415 MefnMyHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ginm
"®apmakonoriyHi BnactueocTi", "Ocob6nnBoCTi
3acTocyBaHHA", "3acToCyBaHHS Y nepiog BariTHOCTI
ab6o rogyBaHHA rpyaat”, "Cnocib 3acTocyBaHHsA Ta
[o3n", "To6iuHI peakwyji” 3rigHO 3 iHhopmaLieto Wwoao
MeAMYHOro 3acTOCyBaHHsi pehepeHTHOro
nikapcbkoro 3acoby (JTJA3O/IBAH, Tabnetkn no 30
Mr).

6e3
peuyenma

nionsieae

UA/1587/02/01

15.

AMIHOBEH
IHOAHT 10 %

PO34MH ANa iHdysild;
no 100 mn abo no
250 M1y dhnakoHax

$peseHiyc
Kabi

[oiunang
6X

HimeuunH
a

PpeseHiyc Kabi
ABcTpisi TM6X

AscTpis

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHW
| TMny - AAMIHICTpaTVBHI 3MiHW. Buiy4yeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN AiNbHAL ANS
A®I, npomiXHOro NpoaykTy abo rotoBoro
niKapcbKoro 3acoby, AiNbHULI 4151 NPOBEeAEHHS
nakyBaHHS, BUPOGHMKa, BigNoBifasIbHOTo 3a BUMYCK
cepiid, MicLie NpoBeAEeHHSI KOHTPOSO cepii) abo
nocTavasibHVKa BUXIgHOro martepiasy, peareHty abo

3a
peyenmom

UA/4585/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

[LOMOMDKHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCHE)
BU/TyYeHHs BUPOOHUKa Aitouoi pevoBuHU Threonine -
Kyowa Hakko Bio Co. Ltd., AnoHia. 3minn | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWIYyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponeiicbkiii hapmakonei: ans A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOB/IEHOTO cepTudikarta BifnoBiAHOCTI
€Bponevicbkin hapmakonei Ne R1-CEP 2008-128-
Rev 03 (3aTBepmkeHo: R1-CEP 2008-128-Rev 02)
4ns pitoyoi pevosrHn Valine Big BXe
3aTBepmxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. {k Hacnigok, Biaéynucb
3MiHM B p. «Cknag» MKA 13 B Ha3Bi BUPOOHMKa
(3aTBepaxeHo: EBOHIK Pekcim HaHHiHr
dapmaueyTukan Ko. /Ita. 3anponoHoBaHo: EBOHIK
Pekcim (HanHiHr) ®apmaueytukan Ko., /ita.)
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponevicbkin hapmakonei Ne R1-CEP 2014-366 -
Rev 01 (3aTBepmkeHo: R1-CEP 2014-366 - Rev 00)
ANA Oilyoi peyoBuHY Serine Bif, BXe
3aTBepmxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. Sk Hacnigok, Biaéynucb
3MiHM B p. «Cknag» MKA 13 B Ha3Bi BUPOOHMKa
(3aTBepaxeHo: EBOHiK Pekcim HaHHiHr
dapmaueyTvkan Ko. /ITa.; 3anponoHoBaHo: EBOHIK
Pekcim (HaHHiHr) ®apmaueyTtukan Ko., /174.). 3minu |
Tuny - 3miHn 3 sikocTi. CepTuddikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. NogaHHs HoBoro abo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/YYEHHS cepTudikaTa BifgnoBigHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
matepiany/peareHTy/npomMibkHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponevicbkint hapmakonei Ne R1-CEP 2005-190-
Rev 04 (3atBepmkeHo: R1-CEP 2005-190-Rev 03)
Ans gitoyoi peyosrHy Methionine Big, Bxe
3aTBepmxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. {9k Hacnigok, Biaéynucb
3MiHM B p. «Cknag» MKA 13 B Ha3Bi BUPOOHMKa
(3aTBepaxeHo: EBOHiK Pekcim HaHHiHr
dapmaueyTukan Ko. /ITa. 3anponoHoBaHo: EBOHIK
Pekcim (HanHiHr) ®apmaueyTtukan Ko., /174.). 3minu |
Tuny - 3miHn 3 sikocTi. CepTuddikaT BignosigHocCTI/lIE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkiii hapmakonei: gns A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkin hapmakonei Ne CEP 2008-099-Rev
05 (3arBeppxeHo: R1-CEP 2008-099-Rev 04) ans
Aitoyoi pevosrHM Glycine Bif BXe 3aTBEPAXEHOrO
BMpo6HMKa Evonik Rexim (Nanning) Pharmaceutical
Co., Ltd., China. flk Hacnigok, Biabymcb 3MiHN B p.
«Cknag» MKA N3 B Ha3Bi BUPOOHUKa (3aTBEPKEHO:
EBoHik Pekcim HaHHiHr ®apmaueyTtukan Ko. /174,
3anpornoHoBaHo: EBOHik Pekcim (HaHHiHT)
dapmaueyTtukan Ko., /1T4.). 3miHun | Tmny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkint hapmakonei Ne CEP 2010-155-Rev
03 (3atBepmxeHo: Ne R1-CEP 2010-155-Rev 02)
AN aitoyoi pevoBrHK Lysine acetate Big Bxe
3aTBepmxeHoro BupobHuka EVONIK REXIM S.A.S.,
®paHuif. 3miHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosBigHOCTI
€sponelicbkinn hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBMEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUpoOHYKa -
noAaHHs OHOB/IEHOTO cepTudikara BifnoBigHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2014-227 - Rev
01 (3atBepmxeHo: R1-CEP 2014-227-Rev 00) gns
Ailo4oi peyoBrHK Lysine acetate Big Bxe
3aTBepAxeHoro BupobHuka Kyowa Hakko Bio Co.,
Ltd. Ak Hacnigok, Biabynmncb 3mMiHu B p. «Cknag»
MKS$ /13 B Ha3Bi BUpo6HuKa (3aTBepmxeHo: Kitoa
Xakko bio Ko. /ITg,.; 3anponoHoBaHo: KiioBa Xakko
Bio Ko., Ita.). 3milu | TMny - 3MiHK 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkiii hapmakonei: ons A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponevicbkint hapmakonei Ne R1-CEP 2004-086-
Rev 07 (3aTBepmkeHo: R1-CEP 2004-086-Rev 06)
Ons firyoi peyosrHy Alanine Big Bxe
3aTBepmxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. Ak Hacnigok,
BiAbynnch 3MiHu B p. «Cknag» MKA 13 B Ha3Bi
BMPOGHMKa (3aTBepAKeHO: EBOHIK Pekcim HaHHiHT
dapmaueyTvkan Ko. /ITa.; 3anponoHoBaHo: EBOHIK

Pekcim (HanHiHr) ®apmaueyTtukan Ko., /itg.).
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
16. | AMOIUWAIH MOPOLLIOK A5 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu 3a UA/2950/02/02
PO34mnHY ANs iH'ekuin | "KniBmeanp "Kuismegnpenapar” | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NlikapCbkuii 3aci6. peyenmom
no 1,0r; 1 donakoH 3 enapat"” Cuctema KoHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa

nopotukom; 10
hnakoHiB 3
MOPOLLIKOM Y
KOHTYPHIl
YapyHKOBIli
ynakosLj; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyi
B navui

y MEPBUWHHII yNakoBLji FOTOBOrO fikapCbKoro 3acoby
(iHWi 3MiHW) - 3MiHa, Y 3B'A3KY i3 BU/TYYEHHAM
BMPOGHMKOM i3 MaTepianiB peecTpaLiiiHoro AOCLE Ha
N3 iHdopmaLii Wwoao Nnpo6ok ryMoBUX, sKi
noTpebyloTb cneLiasbHOI NiAroToBKU (MUTTA Ta
CUNIKOHYBaHHSA nepeg, cTepunisauieto), BHOCATLCA
3MiHM B po3gin 3.2.P.7., B noganblUioMy BUPOGHMK
6yJe BMKOPUCTOBYBATW NPOGKM ryMOBI roTOBI A0
cTepunisaduii. OHoBneHHs Cneuudikauii Ha NPobKu
ryMOBI FOTOBI 0 cTepunizauii. 3MiHu | Tuny - 3MiHN 3
skocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHW) -
OHoBneHHs po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akKynoptoBaibHWii 3aci6, a came
OHOB/MEHHS Creundikavii Ha KOBNaYkn atoMIHIEBI,
roToOBi 40 CTepwni3avji y 3B’A3KY i3 BUTy4YEeHHSAM
BMPOGHMWKOM i3 MaTepianiB peecTpaLiiiHoro J0CbE Ha
N3 iHdopmauii Wwoao antoMiHIEBUX KOBNAYKIB, AKi
noTpebyloTb crewianbHOT MigroToBKM (MUTTA nepes
cTepwisauieto). B nogasbliomy BUpobHUK 6yae
BMKOPVCTOBYBATW KOBMAYKN a/llOMIHIEBI FOTOBI 0
cTepunisadii. 3miHu | Tuny - 3miHu 3 AkocTi. [oToBWIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN Y
npoveci BUPO6HULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/IO4AI0UM MPOMIXKHWI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
NiKapcbKoro 3acoby (iHLi 3MiHK) - Y 3B'A3Ky i3
BW/TyYEHHAM BUPOOHNKOM i3 MaTepiasis
peecTpadiiHoro gocke Ha 13 iHopMaii Wwoao
aItOMIHIEBMX KOBMNAYKiB, SIKi NOTPeOy0Th
cnewjanbHOI NigroToBkM (MUTTA Nepes,
cTepuisauieto) Ta ryMoBumx NPo6oK, ki NOTPedyoTh
cnevjasnibHOI NiAroTOBKN (MUTTA Ta CUNIKOHYBaHHS),
BHOCATLCA 3MiHM Y TEXHOJOTYHWI NpoLec, B
noganbLUOMy BUPOOHMK Bye BUKOPUCTOBYBaTH
KOBMAYKN asIlOMiHIEBI Ta NPOGKM ryMOBI rOTOBI A0
cTepunisauii. OHoBneHHs B Moayni 3.2.P.3. ,
nepeknag Ha yKkpaiHCcbKy MOBY. 3MiHW | TUny - 3MiHW
3 AIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKi 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOTO NiKapCbKoro 3acoby
(iHWWi 3MiHK) - BHeceHHs 3MiHM B po3gin 3.2.P.7.
CurcTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6, a
came OHoB/1eHHA Cneumndikavii Ha NPo6KK rymMoBi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
roToBi 0 cTepunizauii
17. | AMOILUNIH NOPOLLOK A5 MNAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/2950/02/01
PO3unHy ANns iH'ekuin | "Knismegnp "Kuismegnpenapar” | TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6. peyenmom
no 0,5 r; 1 dornakoH 3 enapat” CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa

nopotukom; 10
hnakoHiB 3
MOPOLLKOM Y
KOHTYpHilA
YapyHKOBIl
ynakosui; no 1
KOHTYpHilA
YapyHKOBIli ynakoBLyi
B nauuj

y NEPBUHHII ynakoBL,i roOTOBOro JlikapcbKoro 3acoby
(iHWi 3miHW) - 3MiHa, Y 3B'A3KY i3 BUTyYEHHAM
BVMPOGHMKOM i3 MaTepianiB peecTpauiiiHoro JOCbE Ha
N3 iHdopMmauii woao npobok ryMoBumx, Sk
noTpebyloTh cneLiasibHOI MigroTOBKM (MUTTA Ta
CUNIKOHYBaHHSA nepeg cTepuisauieto), BHOCATLCS
3MiHM B po3ain 3.2.P.7., B nogasibLLIoMy BUPOOHUK
6yZe BMKOPUCTOBYBATY NPOOGKM ryMOBI rOTOBI A0
cTepunisadii. OHoBreHHs Cneuudikauii Ha Npo6ku
ryMOBIi roToBi 0 cTepunisauii. 3miHu | Tuny - 3MiHn 3
AKocTi. FOTOBWI Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWii 3aci6 (iHLWi 3MiHW) -
OHoBeHHA po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3acib, a came
OHOBJ/IEHHA Cneuyndikauii Ha KoBNayky astoMiHIEBI,
roToBi 0 CTepunisauii y 38’A3Ky i3 BUTYYEHHSAM
BMPOBHMKOM i3 MaTepianiB peecTpaLiiHoro 4oCkbe Ha
'N3 iHdhopmaLii Woao asitoMiHIEBUX KOBNAYKIB, SAKi
noTpebytoTb cnewiasibHOT NiAroTOBKM (MUTTS Nepes
cTepwnisauieto). B nogasibliomy BUPOBGHUK Byae
BMKOPVCTOBYBATU KOBMAYKN a/llOMiHIEBI FOTOBI 40
cTepunizadii. 3mMiHu | Tuny - 3MiHu 3 AKocTi. FOTOBWIA
NikapcbKnit 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHN Y
npoveci BUpobHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHK) - Y 3B'A3Ky i3
BW/TyYEHHSIM BUPOOHMKOM i3 maTepianis
peecTpauiniHoro gocbe Ha M3 iHdopmauii woao
atoMiHIEBMX KOBMAYKiB, ki NOTPeOyoTh
creuianbHOT NiAroToBKM (MUTTS Nepes
cTepunisadieto) Ta ryMoBux Npobok, ki noTpedyioTb
cnevwjanbHOI NiAroTOBKU (MUTTS Ta CUNIKOHYBaHHS),
BHOCATbCA 3MiHM Y TEXHO/ONYHWIA NpoLec, B
noAasibLoMy BUPOOHUK Bye BUKOpUCTOBYBaTH
KOBMaYKy aIloMiHIEBI Ta NPOGKN r'yMOBI rOTOBI 10
cTepunisauii. OHoBneHHa B Moayni 3.2.P.3. ,
nepeknag Ha ykpaiHCbKy MOBY. 3MiHW | Tuny - 3MiHW
3 AKocTi. FoTOBUIA Nnikapcbkuid 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneundikaliii Ta/abo 4ONyCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(iHWi 3miHW) - BHeceHHs 3MiHM B po3ain 3.2.P.7.
Cuctema KOHTeilHep/3aKynoproBasibHWiA 3aci6, a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
came oHoBMeHHsA Cneuudikavii Ha NPo6KK rymMoBi
roToBi 10 cTepunizauii
18. | AHACTPO30/ TabneTkn, BKPUTI CaHpo3 CnoBeHis Cantotac dapma HimeuyunHa BHECEHHS 3MiH 40 pPEeeCTpaLiiHNX MaTepiasis: 3MiHK 3a UA/13575/01/01
CAHAOO03® naiBKOBOIO dapmacbHoTi v6X, HimeyunHa | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
060/10HKOI0, N0 1 Mr Kan3 a.a. (BUPOGHMLTBO "in thapmakoHarnsagy. BeefeHHs abo 3miHn fo
no 14 tTabneTtok y bulk", nakyBaHHs, y3aranibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
6nicTepi; no 2 BMNYCK Cepil; (BBEAEHHS y3araslbHEHUX AaHWX MPO cucTemy
6nictepu B BTOPWUHHE thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! ocobu,
KapTOHHI KOpo6Lii naxyBaHHs) BiANOBIAA/IbHOI 3a 3AiiCHEHHA ddapmakoHarnagy;
KOHTaKTHOI 0c0o6u 3 (hapmakoHarnagy 3assHuKa s
3ajiicHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjiicHeHHs hapmakoHarnsay (BkioYakum
KOHTaKTHI iaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
tpaiina cuctemmn thapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0CO6M 3aBHUKA, BifMNoBifabHOT 3a
hapmakoHarnsag.
[itoua pepakuis: fasig [xoH Nesic / David John
Lewis. MNMponoHoBaHa pepakuis: Juergen Maares /
HOpreH Maapec. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0CObM 3asiBHUKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag B Ykpaidi. [itoua
pegakuisi: Opnos B'auecnas BikTtopoBuy.
MponoHoBaHa pegakuis: TaHacoBa 3opsHa
MuikonaiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
YkpaiHi. 3MiHa MicLe3HaxoMKeHHs1 MacTep-galina
cucTemu chapmakoHarnsgy Ta iioro Homepa. 3miHa
Micusi 34iiCHEHHS1 OCHOBHOI Ais/TbHOCTI 3
chapmakoHarnsgy
19. | AHM.HET®CIP | cnpeii gnsa poToBoi TOB Nartsiiicbk BMPOBHULITBO, Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu bes3 UA/19962/01/01
EN NOPOXHWHK, 1,5 "IHPAPMA a NnepBuHHE i | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peyenma
mr/mn; no 30 mny Tpeiginr" Pecny6nik BTOPWHHE HaliMeHyBaHHs1 Ta/abo agpecu Micusa NPoBafKEeHHS
donakoHi 3 a nakyBaHHs, AisnbHOCTI BUpOOHMKa/iMnopTepa roToBoro
[03YH0HOI0 MOMNOI0 KOHTPO/Ib AKOCTI, NikapCbKoro 3acoby, BK/IKOHA0UN AiTbHUL BUMYCKY
Ta KoBnaykom, no 1 BUMYCK cepi: cepii abo MicLie NpoBeAeHHS KOHTPOJIHO AKOCTI.
donakory 3 NNABOPATOPIYM (aisnbHICTb, 3a AKy Bignosigae BUPObOHMK/iMnopTep,
HacafKoto- CAHITATIC C.11., He BK/IH0Yatoumn BUMYCK cepiil) - 3MiHM B MaTepinm
po3nuaoBayemM y IcnaHis; peecTpadiiiHoro gocke (po3gin 3.2.P.3.1.
KapTOHHI nayui Brpo6Hukm), a came 3miHa agpecu Ta Hassu
BTOPWUHHE BMPOGHMWYOI AibHUL, LLIO BiANOBiAA€E 3a KOHTPO/b
nakyBaHHs: akocTi [N13 MICRO-BIOS, S.L. (Calle Narcis
NabopaTopioc Monturiol, 58, Pol. Ind. Fontsanta, Sant Joan Despi,
EHTema C.J1., Barcelona, 08970, Spain); (6yno: Micro-Bios, S.L.,
IcnaHis; Address: Pol. Ind. Fontsanta, Jacinto Verdaguer, 62,

08970 Sant Joan Despi, Barcelona). Bupo6Huya
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

AOiNbHWLSA, Ha3Ba Ta yci BUpObHUYi onepaw;i
3aMLWATLCA HE3MIHHUMU. - 3MiHK | TNy - 3MiHN 3
AKOCTI. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHK abo BCbOro
BMPOBHMYOrO NPoLEeCy roTOBOrO JlikapCbKOro 3acoby
(AinbHUUSA NS BTOPMHHOIO MakyBaHHS) - BBEAEHHS
[04aTKOBOI AiNbHUL BIANOBIA&/IbHOT 38 BTOPUHHE
nakyBaHHs: Laboratorios Entema S.L., Spain
(Passatge Llobregat Nave 8 Poligono Industrial Can
Cortes Sud, Palau Solita | Plegamans, 08184,
Spain)/fTabopaTopioc EHTema C.J1. (Macax
Nbobperart, Cknag, 8, NMpomucnosa 30Ha KaH
Koptec-Cypg, Manay-Cynita-i-MnaramaHc, 08184,
Icnanis). A Takox po3nucaHo yHKLiT
3aTBepmxeHoro BupobHuka N3 JIABOPATOPIYM
CAHITATIC C.N., IcnaHis (BUpPO6GHULTBO, NEPBUHHE i
BTOPWHHE NMaKyBaHHS, KOHTPO/Ib SIKOCTi, BUMYCK
cepii). -3miHu | TMNy - 3MiHW 3 AKOCTIi. [OTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, LLI0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOIO - NiKApCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3AiACHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) -
3MiHM B MaTepinv peecTpauiiHoro gocke (po3gin
3.2.P.3.1. Bupo6Huku), a came: 3amiHa nabopaTtopii,
B 5IKili 34jACHIOETLCA KOHTPOSb AKOCTI MN3:
Laboratorio Echevarne, S.A., Avenida Can Bellet 61-
65, Sant Cugat del Valles, 08174, Barcelona, Spain
(6yno: Laboratorio Echevarne, S.A. Laboratory
address in C/ Provenca, 312 Bajo, 08037 Barcelona,
Spain). Ha3sa na6oparopii 3amwaeTbesa 6e3 3MiH. -
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudpikara BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMIKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
BXE 3aTBEPAXKEHOro BUPOOHYKA - NOAAHHSA HOBOrO
cepTtudikaTa BignosigHocTti E® No. RO-CEP 2020-
286-Rev 00 ansa fito4voi peyoBmHU 6eH3naamivy
rigpoxnopuay Bif BXe 3aTBEPAXEHOro BUPOOHUKa
A®| Centaur Pharmaceuticals Private Limited, IHgis.
[lonasaHHA cepTucpikaty €P Bifgbynoch y 38'A3Ky i3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3amiHoo ASMF (CPPL/033/AP/August 2020) Big,
Centaur Pharmaceuticals Private Limited, IHais.
20. | APTINAN®D PO3unH ANs iHdY3il, TOB YkpaiHa MAT "rannucpbapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a UA/17348/01/01
42 wmr/mn; no 100 mn | "APTEPIYM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
y nAawWwLyi abo y nTao" KOHTpO/Ib AONOMDKHUX peyoBUH. 3MiHa napameTpis
donakoHi, no 1 cneundikauii Ta/abo AoNyCTUMMX MeEX ANA
nnawui abo [LOMOMDKHOT peyoBuHY (iHLWi 3MiHK) MprBeaeHHS:
hnakoHy B nauwi crneundikavii Ta MeToAiB KOHTPOO AOMNOMDKHOT
peyoBuHM Boga ans iH'exuili 4o BUMOr MoHorpadii
EP, a came: BUny4eHo nokasHuk «Hitpatun»; gogaHo
NoCVNaHHSA Ha Lie OAMH METOZ, KOHTPOSIHO 3a
nokasHukom «bakTepianbHi eHgOoTOKCMHW» (EP
2.6.32); 3a nokasHunkoMm «M1toma
€/1eKTPONPOBIAHICTb» Ta NOKa3HUKOM «MOHITOPUHT
MiKPOGIOIOMiYHOI YNCTOTU», 3MIHEHO MOCUIAHHS Ha
MeToAu KoHTposto (MoHorpadis EP «Water for
injections in bulk (0169)»).
CynyTHSA 3MiHa - 3MiHU 3 SKOCTi. [OTOBWIA NiKapCbKUiA
3aci6. KoHTposib 4OMOMDKHUX peyYoBUMH. 3MiHa Y
MeToAax BUNPobyBaHHA AOMOMDKHOT PEHOBUHM (iHLLI
3MiHM Y MeTogax BUNpobyBaHHA (BK/IO4aoUM 3aMiHy
abo foaaBaHHsA))
21. | ACTPALUTPO NOPOLLOK A/1A TOB YkpaiHa TOB "AcTpadapm” Ykpaina BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK 6e3 nionsieae UA/10402/01/01
H OpasIbHOro PO34nHY "AcTpadapm | TMny - 3MiHW 3 AKOCTi. FOTOBMIA NiKapcbkuin 3aci6. peyenma

no 20 r y cawe; no
10 cawe y kopobui 3
KapTOHY

Onwvc Ta ckiag,. 3miHa 'y cknagi (40NoMiXHUX
peyoBUHaXx) roToBOro NiKapcbkoro 3acoby (CMakoBi
[o6aBkn abo 6apBHYKYM) - [logaBaHHs, BUNYyYEHHS

abo 3amiHa
— 3MiHK B cknagi 13, a came BBeLEeHHA A0AaTKOBUX
apomaTtusaTopiB «AnenbCuUH» Ta apomaTusaTop

«ManmHa». 3MiHn BHeceHo y po3gin "Ckniag”

(AONOMDKHI peYOBUHW) B IHCTPYKLiIO 4151 MeANYHOro
3aCTOCyBaHHS y 3B'A3Ky 3 BBEAEHHAM [OAATKOBOro
apomarusaropa (anenbCuH) Ta K HacifokK - y TekCT
MapKyBaHHS YNakoBKY NikapCbKoro 3acoby. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii 3acib.

Onwc Ta ckiag,. 3miHa 'y cknagi (40NoMiXHUX
peyoBUHaXx) roToBOro NiKapcbkoro 3acoby (CMakoBi
[o6aBkn abo 6apBHYKYM) - [logaBaHHs, BUNYyYEHHS

abo 3amiHa — 3MiHK B cknagi /13, a came BBeAeHHS

[0[aTKOBUX apoMaTtun3aTopiB «AnenbCuH» Ta

apomMaTusarop «MannHa».

3MiHV BHeceHo y po3ain "Cknag" (4onoMixHi

peyoBMHM) B IHCTPYKLIO A8 MeANYHOro
3aCTOCyBaHHS y 3B'A3Ky 3 BBEAEHHAM [OAATKOBOro
apomarusaropa (anenbCuH) Ta K HacnifokK - Y TekCT
MapKyBaHHS YNakoBKY NikapCbKoro 3acoby. 3Minu |
TMNy - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKWii 3acib.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Onuc Ta cknag. 3miHa y cknagi (AonoMiKHUX
peyoBUHax) roToBOro Nikapcbkoro 3acoby (CMakoBi

no6askn abo 6apBHYKN) - 36inbLIEHHSA a60
3MEHLUEHHS - 3MiHM B cknagi 13, a came
36iMbLLUEHHS Ki/IbKOCTI apomaTtum3aTopa 3 9,8 Mr Ha 50
MI Ha OAVHULO [030BAHOrO NikapCbKoro 3acoby,
6e3 3MiHu 3aranbHOi MacK naketa (cawwe). 3miHu |
TMNy - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynoptoBasibHII 3aci6 (iHLi
3MiHV) - BBEAEHHS [OAATKOBUX BUAIB YNAKOBOK, i3
3a3Ha4YeHHAM Pi3HNX CMakiB. 3MiHN BHECEHO B
po3ain "Ynakoska'" B iHCTPYKLO 418 MeANYHOro
3aCTOCyBaHHS Y 3B'A3KY 3 BBEAEHHAM [,0[aTKOBUX
YNaKoBOK i3 3a3HAaYEHHAM Pi3HUX CMaKiB NiKapCbKol
dhopMK (anesibCuH, MasiMHa) Ta Sk Hacnigok -
3aTBEPMKEHHSA TEKCTY MapKyBaHHSA BifnoBigHNX
yNaKkoBOK NliKkapCbKoro 3acoby. 3miuu | Tuny -
AAMiHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
NOCBIAYEHHS) - YTOUHEHHSA afpecu
MiCLie3HaxXOKeHHS 3anBHVKa Y 3B'A3KY 3
MocTaHoBoW BepxoBHOi Paaun Ykpainu Big
17.07.2020 Ne 807-1X «[po yTBOpPEHHS Ta
NiKBigaLjo paiioHiB» (AaTa HabpaHHA YMHHOCTI
19.07.2020p.), sikoto nikBigoBaHo Kneso-
CBSITOLUMHCbLKUIA paiioH Ta YyTBOPeHO byyaHcbkuii
paiioH KniBcbkoi 06nacTi, A0 cknagy sKoro BXOAMUTD,
30Kkpema, BuLHiBCbka Micbka TepuTopianbHa
rpomaga. 3miHu | Tuny - AgMIiHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NikapCbKoro 3acoby, BKIYaUN AiNbHALI
BWMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPO/TIO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMWK/iMNOpTEp, BK/OYAOUM BUMYCK cepild) -
YTOUHEHHS MiCLie3HaxoMKeHHs BupobHuka, y
3B'A3Ky 3 [NocTaHoBOW BepxoBHoi Paan Ykpainu Big,
17.07.2020 Ne 807-1X «[po yTBOpPEHHS Ta
NiKBigaLjio paioHiB» (AaTa HabpaHHA YMHHOCTI
19.07.2020p.), sikoto nikBigoBaHo Kneso-
CBSITOLUMHCbLKUIA paiioH Ta YTBOPeHO byyaHcbkuii
paiioH KniBcbkoi 061acTi, A0 cknagy sKoro BXOAMUTb,
30Kkpema, BuLHiBCbka Micbka TepuTopianbHa
rpoMaga. 3mMiHY BHECEHO Y po3ain
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaPKEHHS OT0 AiS/ILHOCTI" B IHCTPYKLit0 ANs

MeZMYHOTO 3aCTOCYBaHHS Ta SIK HAC/IAOK - Y TEKCT
MapKyBaHHS yNakoBKW NikapcbKoro 3acoby.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

22,

AYPOKCOH

MOpOLLOK A5
PO3YUHY ANS1 iH'EKLLIA
a60 iHdysiii no 1000
Mr, no 1 donakoHy y
nauui 3 KapToHy

Aypo6iHao
®apma /114

IHais

Aypo6iHgo ®apma
nrg

IHgis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili XapakTepucTuLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLiT 418 MeAUYHOro 3aCTOCyBaHHA Ha nigcrasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX BiAMOBILHO
[0 nnaHy negiatpuyHux gocnigpxkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeAUYHOro
3aCTOCYBaHHSA NiKapCcbKoro 3acoby y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO 10 OHOBMEHOT iHGOpMaLii 3 6e3neku
Aitoy0T pevoBrHN BBeAeHHSA 3MiH NPOTAroM 6-Tu
MiCAILB 3 AATW 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/11624/01/02

23.

AYPOKCOH

NMOpOLLOK AN
PO3UUHY ANS iH'EKLA
abo iHdysiii no 2000
Mmr, no 1 dpnakony y
nauj 3 KapToHy

AypobiHao
Papwma /114

IHais

AypobiHao dapma
nrp,

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkili XxapakTepucTuyj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BigNoBIAHO
[0 nnany negiatpuyHnx gocnigxersb (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOr0o
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ainu:
"Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekun
Ljtoy0T pevoBrHN BBeAeHHSA 3MiH NpoTarom 6-Tu
MiCALIB 3 AaTW 3aTBEPAKEHHS.

3a
peyenmom

He
nionseae

UA/11624/01/03

24,

AYPOKCOH

NOPOLLIOK ANA
PO34UHY ANS iH'EKLIA
a60 iHdysiii no 500
Mr, no 1 donakoHy y
nauui 3 KapToHy

Aypo6iHa0
®apma /114

IHais

Aypo6iHgo ®apma
nrg,

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT AN19 Me4MYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiliinii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNOBIgHO

3a
peyerimom

He
nionsiecae

UA/11624/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[0 nnaHy negiatpuyHux gocnigxerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
3aCTOCYBaHHSA NMikapcbkoro 3acoby y po3ainu:
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaL,i 3 6e3neku
Lito4oi pevyoBuHW. BBeeHHS 3MiH NPOTAroM 6-Tn
MicSILLiB 3 AaTWN 3aTBEPKEHHS.

25.

ALETUNILMCT
EiH CAH[103®
AMMYNA

PO3YUH ANS iH'EKLN,
100 mr/mn no 3 mn B
amnynax; no 5 abo
10 amnyn y noTky B
KapTOHHI KopooLii

CaHpo3
dapmacboTi
Kans g.a.

CnoBeHisi

BMPOBHULITBO 3a
MOBHUM LK/IOM:
Nex
dapmMaueBTUYHa
KOMMaHis 4.4,

CnoBeHisn

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3ara/ibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHSA dhapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3fificHeHHs chapmakoHarnsagy B YkpaiHi, KO BOHA
BiAMIHHA BiJ YNOBHOBaXeEHOi 0CO6U, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapMakoHarnsay (BkiYaum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHYVKA, BifnoBiganbHOI 3a
hapmakoHarnsg.

[itoua pepaxkuis: Jasig [xoH Nesic / David John
Lewis. MponoHoBaHa pefakuis: Juergen Maares /
HOpreH Maapec.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6U
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsag.
3MiHa KOHTaKTHOT 0cobu 3asBHMKA, BiAMNOBIAaUTbHOT
3a (papmakoHarnag B Ykpaini. [iloua pegaxuis:
Opnos B'ayecnas Biktoposudy. MponoHoBaHa
pegakuisi: TaHacoBa 3opsiHa MukonaisHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
BigNoBigasbHOI 3a dhapmMakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxoMKeHHs macTep-aiina cucremu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsgy.

3a
peyenmom

UA/18924/01/01

26.

ALVK®

Tabnetkv no 200 mr;
no 5 tabnetok y
6nictepi; no 5
6nictepiB y
KapTOHHI KopooLli

CaHpo3
dapmacbHoTi
Kans g.a.

CnoseHis

Cantotac ®apma
6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3ara/ibHeHUX JaHnx nNpo cuctemy hapmakoHarnsagy
(BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 thapmakoHarnagy 3asBHuKa ans
34ilicHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA

3a
peyenmom

UA/14584/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6U, BiANOBIAA/TbHOI
3a 3pjiicHeHHs hapMakoHarnsay (Bkiyakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0CO6M 3aABHUKA, BiAMnoBifabHOI 3a
thapmakoHarnag.

[itoua pepakuis: Jasig [xoH Nesic / David John
Lewis. MponoHoBaHa peakuis: Juergen Maares /
HKOpreH Maapec.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6U
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsag.
3MiHa KOHTaKTHOT 0cobu 3asBHUKA, BiANOBIAaUTbHOT
3a hapmakoHarnag B Ykpaini. [itoua pegakuis:
Opnos B'ayecnas Biktoposudy. MponoHoBaHa
pepakuis: TaHacosa 3opsiHa MukonaisHa. 3MiHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHVKA,
Bi4NoBiAa/IbHOT 3a hapmMakoHarnsg B YkpaiHi.
3MiHa MicLe3HaxomKeHHA MacTep-thalina cucremm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnagy.

27.

ALVK®

Tabnetkv no 400 mr;
no 5 tabnetok y
6nictepi; no 7
6nictepiB y
KapTOHHI KopooLli

CaHpo3
dapmacboTi
Kans g.4.

CnoBeHisi

Cantotac ®apma
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3ara/ibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT ocobum,
BiANOBIAA/IbHOI 32 34iicCHEHHSA ddapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3fificHeHHs thapmakoHarnsagy B YkpaiHi, KO BOHA
BiAMIHHA BiJ YNOBHOBaXeEHOi 0CO6U, BiANOBIAA/TbHOI
3a 3[jicHeHHs hapMakoHarnsay (Bkiryakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHYVKA, BifnoBiganbHOI 3a
hapmakoHarnsg.

[itoua pepaxkuis: Jasig [xoH Nesic / David John
Lewis. MponoHoBaHa peakuis: Juergen Maares /
KOpreH Maapec.
3MiHa KOHTaKTHMX AaHUX YNIOBHOBaXKEHOT 0CO6U
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsag.
3MiHa KOHTaKTHOT 0cobu 3asBHMKA, BiANOBIAaUIbHOT
3a (papmakoHarnag B Ykpaini. [iloua pegaxuis:
Opnos B'ayecnas Biktoposudy. MponoHoBaHa
pegakuisi: TaHacoBa 3opsiHa MukonaisHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
Bi4NoBiAabHOI 3a hapmMakoHarnsg B YkpaiHi.
3MiHa MicLe3HaxoMKeHHss MacTep-aiina cucremu

3a
peyenmom

UA/14584/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnagy.
28. | BAHEOUW/H Masb; no 5 r a6o 20 CaHpos CnoBeHisi BignosiganbHwuii 3a AscTpisi/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 6e3 UA/3951/01/01
ry 1y6i; no 1 Ty6i B dapmacboTi BUMYCK cepil: CnoseHis/ | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
KapTOHHI KOpo6Lii Kan3 A.4. CaHpo3 M'M6X - HimeuunHa thapmakoHarnagy. BeegeHHs abo 3miHn oo
Bupo6Huua y3ara/ibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
AinbHnua (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
AHTWIHdEKUIVRHI TN3 hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
Ta XimiuHi Onepauii BiANOBIAA/IbHOI 32 34iicCHEHHSA ddapmakoHarnsgy;
KyHanb (AIXO M3 KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asBHUKa A/
KyHanb), ABCTpIs; 3fjiicHeHHs thapmakoHarnsgy B YkpaiHi, KO BOHA
Nex BiAMIHHA BiJ YNOBHOBaXeEHOi 0CO6U, BiANOBIAA/TbHOI
dapmMaueBTuyHa 3a 3gilicHeHHsA dhapmakoHarnsgy (Bkiovaum
KomnaHia g.4., KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHI MacTep-
CnoBeHis; thaiina cuctemun chapmakoHarnsgy) - 3miHa
Brpo6HMUTBO in YNOBHOBaXEHOT 0CO6U 3as1BHMKA, BifnoBiganbHOI 3a
bulk, nepsuHHe Ta hapmakoHarnag. fioua pegakuis: Aasig JxoH
BTOpPUHHE Nesic / David John Lewis. MNponoHoBaHa pegakuis:
nakyBaHHsI KOHTPO/b Juergen Maares / fOpreH Maapec. 3miHa
cepii: M&r Xenc KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6M 3asBHMKa,
ABcTpis 'M6X & Ko. BiAMNOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
Or , AscTpis; KOHTaKTHOI 0CO6M 3as1BHYKA, BifnoBiganbHOI 3a
Bunpo6bHMLTBO 3a hapmakoHarnsg B YkpaiHi. [itoua pegakuis: Opnos
NOBHUM LMK/IOM: B'auecnas BikTopoBuy. MNponoHoBaHa pefakuis:
Cantotac dapma TaHacoBa 3opsiHa MukonaiBHa. 3MiHa KOHTakTHUX
M6X, HimeyunHa; [JaHnX KOHTaKTHOI 0CO6M 3asBHWKa, BigNOBiAaIbHOT
KoHTponb 3a hapmakoHarnsg B Ykpaiui. 3miHa
cepii:/labop /IC CE MiCLLe3Hax0AKeHHs1 MacTep-gaiina cucremu
& Ko.KI, Himeuunna thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS1 OCHOBHOI AiANILHOCTI 3 hapmakoHarnsay
29. | BAHEOUW/H NOPOLLIOK CaHpo3 CnoseHis BignosiganbHuii 3a ABcTpisi/ BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK 6e3 UA/3951/02/01
HawKipHuiA, no 10 1 dapmacbHoTi BUMYCK cepil: CnoseHis/ | TMny - 3MiHK Woao0 6e3nekn/edeKTUBHOCTI Ta peyernma
MOpOLLKY B kan3 g.4. CaHpgo3 M'M6X - HimeyunHa dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
KOHTelHepi; no 1 Bupo6Huya y3arasibHeHUX JaHnx npo cuctemy papmakoHarnsgy
KOHTeliHepy B AiNbHULUA (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy

KapTOHHI KopooLli

AHTWiHdEKUIVHI TN3
Ta XimiuHi Onepadii
KyHanb (AIXO N3
KyHa/1b), ABCTPIS;
Brpo6HMK npoaykuii
in bulk, nakyBaHHs,
KOHTPO/b Cepil:
dapmauoliTile
®abpik MoHTaBIT
M6X, ABCTpIs;
BignosiganbHuii 3a
BMNycK cepii: Jlek

chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapMakoHarnsgy 3asiBHMKa 415
3ajiicHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOI 0CO6M, BifnoBiganbHOI
3a 3[jiicHeHHs hapmakoHarnsgy (Bkiroyakun
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXKEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag. ditoyva pegakuisa: Aasig JxoH
Nesic / David John Lewis. MNMponoHoBaHa pefakuis:
Juergen Maares / FOpreH Maapec. 3miHa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

PapmaLeBTUYHa
KoMnaisa g.4.,
CnoseHis; KoHTponb
cepii: labop /IC CE
& Ko. KI', Himeyunxa

KOHTaKTHUX AaHVX YOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6M 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegakuis: Opnos
B'ayecnas BikTopoBuy. [ponoHoBaHa pefakLis:
TaHacoBa 3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiga/IbHOT
3a (papmakoHarnsg, B YkpaiHi. 3miHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iICHEHHSI OCHOBHOI AisSNIbHOCTI 3 hapMakoHarasay

30.

BAMNPE

Kancynu no 75 wr,
no 10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHI KopooLli

letepo
Na63
NimiTen

IHais

leTepo /1a63
NimiTen

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
Il TNy - 3MiHKW 3 AKOCTIi. FOTOBWIA NiKapCbKuii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB cneundikaliii Ta/abo 4ONYCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3acoby (3MiHa 3HaxXoANUTbLCA
nosa 3aTBEPMKEHNMU JONYCTUMUMU MEXAMU
cneumdikalin)
3MiHa 3a nokasHnkoM «Onuc» y Crneumndpikavii MN3
(Ha BMNYyCK Ta TepMiH NpMAATHOCTI), a came
BHECEHHS 6iNbLU feTa/IbHOro OMNUCY KObOopy
060/10HKM Kancynu (KpYLLKW Kancysv) no 75 Mr 1a no
300 Mr. 3MiHM BHECEHO B iHCTPYKLi0 4151 MEAUYHOIO
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Nikapcbka dhopma” (OCHOBHI (Pi3VKO-XiMiYHi
BN1aCTMBOCTI). BBeAEHHSA 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepmAkeHHs

3a
peyermom

He
nionsieae

UA/19101/01/01

31.

BAMPE

kancynu no 150 mr,
no 10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHI KopooLli

leTepo
Na63
Nimiteq

IHAjA

leTepo /1a63
NimiTen

IHAjsA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
Il TNy - 3MiHKW 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
KOHTpO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX
rOTOBOrO JIiKapCbKOro 3acoby (3MiHa 3HaxoanTbLCS
nosa 3aTBepAyKeHMmn A0NYCTUMUMU MeXamu
cneuudikadiii)
3MiHa 3a nokasHnkom «Onuc» y Cneundikavii MN13
(Ha BMNYyCK Ta TepMiH NpUAATHOCTI), a came
BHECEHHS GiNblU eTa/IbHOTO ONUCY KOMbopy
060/10HKM Kancynu (KpULLKK Kancynau) no 75 mr Ta no
300 Mr. 3MiHV BHECEHO B iHCTPYKL,iO 4719 MEANYHOrO
3aCTOCYBaHHSA MiKapcbKoro 3acoby y po3gain
"Nikapcbka oopma” (OCHOBHI Di3NKO-XiMiYHi
B1acTMBOCTI). BBeAEHHS 3MiH MpoTArom 6-Tv MicsuiB
nicns 3aTBepaKeHHs

3a
peyenmom

He
nionsieae

UA/19101/01/02

32.

BAMNPE

kancynu no 300 mr,
no 10 kancyny
6nicTepi; no 3
6nictepn y
KapPTOHHI Kopobui

leTepo
Na63
Nimiten

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW
Il TMny - 3MiHM 3 IKoCTi. FOTOBWIA NikapCbKuii 3aci6.
KoHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOIO JIiKAPCbKOro 3acoby (3MiHa 3HaXoAMTbCS

3a
peyenmom

He
nionseae

UA/19101/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
nosa 3aTBepMKEHMN JONYCTUMUMUN MEXaMU
cneuudikadliii)
3MiHa 3a nokasHnkom «Onuc» y Cneundikavii MN13
(Ha BMNYyCK Ta TepMiH NpUAATHOCTI), a came
BHECEHHS GiNblL [eTasIbHOro ONUCy KoNbopy
060/10HKM Kancynu (KpULLIKW Kancynum) no 75 Mr 1a no
300 Mr. 3MiHV BHECEHO B iHCTPYKL,i0 47151 MEANYHOrO
3acTocyBaHHS NikapcbKoro 3acoby y po3gin
"Nikapcbka dropma” (OCHOBHI (Pi3NKO-XiMiYHi
B/1acTMBOCTI). BBeAeHHS 3MiH MpOTArom 6-Tv MicsLiB
nicns 3aTBepaKeHHs
33. | BEKOHASE cnpei HasasibHUi, TOB YkpaiHa BMPOOHULITBO 3a AscTpis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/3140/01/01
cycneHsis, 50 «MEPPIFO NMOBHUM LMK/IOM: | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6. peyenma
MKr/go3sy; no 100 YKPAIHA» Pixapg BitTHep Al 3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy cepil
003 abo 180 go3y (BK/THOMAKOUM fiana3oH po3mipy cepii) roToBoro
oNaKoHi nikapcbKoro 3acoby (36inbweHHs go 10 pasis
nonieTuneHoBoMy, NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) BBEAEHHS
3'egHaHOMy 3 [,04aTKOBOro po3Mmipy cepii roToBOro MikapCbKoro
[03Y04nM 3aco6y 1000 kr B JONOBHEHHS [0 BXe
NPUCTPOEM, 3aTBepAXeHoro po3mipy cepii 500 kr.
HOCOBUM aganTtepom
Ta KpyLLEYKoHo; no 1
h1akoHy B KOpo6Li
34. | BEKCEPO cycneHsis gns nakcoCmit Benuka nakcoCmiTKnsiiH ITanis BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTtepiasis: 3MiHK 3a UA/19683/01/01
BAKUWHA ANA | iH'ekuiin no 1 gosi Knsiin BpuTaHis Bakuynuu C.P.J1. | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peyenmom
MPO®ITAKTUK | (0,5 mn/posy); no 1 EkcnopT HaliMeHyBaHHs1 Ta/abo agpecu Micusa NPoBafKEeHHS
n [o3i (0,5mn) y Nimiteq [iSNbHOCTI BUPOOHMKa (BK/THOYatoun, 3a
MEHIHTOKOKO | nonepefHb0 HeobXiAHOCTI, MicLie NPoBEeAEHHS KOHTPOJIH SKOCTI),
BOI IHDEKL, HarnoBHEeHOMY abo BnacHuka mactep-aiina Ha A®l, a6o
o wnpuui; no 1 noctavasibHuka A®Il/BuxigHoro
BUK/TNMKAETb nonepegHb0 marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
(032 HanoBHeHOMY 3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO
CEPOrPYMOK | wnpuuy y KOMANEKTI 3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
B 3 ABOMA rosikamu B BifiICYTHOCTI cepTudikaTa BifnosigHOCTI
(BUTOTOBJIEH | nnactukoBomy €Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
A 3A KOHTelHepi; no 1 [ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEYOBUHN
PEKOMBIHAHT | nnactukoBomy (AKW,0 3a3HaYeHo y A0Cbe) - OHOBMEHHA Ha3BK Ta
HOKO OHK KOHTElHepy y aZpecy BUpobHMKa BigNoBiAasIbHOro 3a
TEXHONOrie KapTOHHI KOpo6Lii BMPOGHULITBO Ta TECTYBaHHS KOHTPOSIHO SKOCTI
0, 6ionoriyHo akTmBHMX pevoBuH (NHBA, NadA, fHbp),
AACOPBOBAH 3 Sandos GmbH, Biochemiestrasse 10, A 6250
A) Kundl, AscTpis Ha Novartis Pharmaceutical
Manufacturing GmbH, Biochemiestrasse 10, 6250
Kundl, AcTpisi. MicLie3HaxoMKeHHS AiNAHKN He
3MIHIETbCS.
35. | BEHE®IKC niodpinizat ans Mdpaiizep CLA BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/16134/01/01
PO34MHY ANs iH'EKLA Eiiu.Ci.Mi. nioghinizaty 3a HimeuunHa / | TNy - 3MiHK 3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. peyenmom
no 250 MO; 1 Kopnopeiiw NOBHVM LMK/TIOM; CLIA CuncTema KoHTelHep/3aKynoproBasibHMiA 3aci6. 3MiHa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
hnakoH 3 H KOHTPO/b AKOCTI nocTavasnibHvKa nakyBasibHVUX martepianis abo
niocpinizatom, 1 PO3YMHHUKA (KpiM KOMMNEKTYIOUMX (SIKLLLO 3a3HAYEHO B A0CLE) (3amiHa
nonepegHL0 TecTy "Cuna TepTs abo gofaBaHHA nocTavyasibHUKA) -

HanoBHEHWIA LINPULY
3 PO3YMHHUKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAj 415 iH'eKwjin) no
5 mn, 1 agantep gns
thnakony, 1 cuctemy
ons iHogysii, 2
TammoHu 3i CNNPTOM,
1 nnactup, 1
mMapneBy NogyLueyky
BKNagaTb y
KapTOHHY KOPOOKY

nopwHs");
nakyBaHHS
PO34YUHHYKKA Y HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHS Ta
BWMYyCK Habopy;
BiANoBigabHUIA 3a
BUMYCK cepii: BaeT
dapma C.A,,
IcnaHis;
anbTepHaTuBHa
naboparopis aAns
TecTyBaHHs
npenapary 3a
MOKa3HNKOM
«CTepUNLHICTb:
biofla6, C./.,
IcnaHis;
BMPOBHULTBO Ta
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna ons
no4YaTKoBOro 3CyBY
nopHa”, "Cuna
TepTa nopLuHA",
"flocnigpKeHHs
repmMeTnyHoCTI"):
Betep ®apma-
PepTuryHr NrM6XxX &
Ko. KT, HimeuuunHa;
BMPOBHULITBO Ta
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna gns
no4YaTKoBOro 3CyBY
nopHa”, "Cuna
TepTa nopLuHA",
"flocnigpKeHHs
repmMmeTuyHoCTI"):
Betep ®apma-
PepTuryHr NrM6XxX &
Ko. KT, HimeuuunHa;
BizyaslbHWi
KOHTPO/Ib, KOHTPO/1b

BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib, a came 3MmiHa
IOPUAMYHOIT Ha3BW BUPOGHMKA (NocTavasbHuKa
afantepy A5 d1akoHIiB ANs NTiKkapcbKoro 3acoby
BeHedikc) 3 APE Medical Ha Union Plastac,
FRANCE 3 BiANOBigHUM BHECEHHAM 3MiH 0 p.
3.2.R.2 Medical Devices: Certificates of Conformity
CE Union Plastic.
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n/n

JliKapcbK0O20
3acoby

dopma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o

36.

BEHE®IKC

AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
[AN17 M0YaTKOBOro
3CyBY MopLuHA",
"Cuna tepTa
nopLuHs",
"[ocnimpKeHHs
repMeTUyHocCTI"):
Betep dapma-
®epTuryHr NM6X &
Ko.KI", HimeuwunHa;
Bi3yaslbHWiA
KOHTPO/Ib, KOHTPO/1b
SAKOCTi PO3YMHHUKA
(nvwe Tectn "Cuna
[O/171 MOYaTKOBOro
3CyBY MOpLUHA",
"Cuna tepTta
nopLuHa",
"[ocnimkeHHs
repmeTuyHocTi"):
Betep ®apma-
depTuryHr NM6X &
Ko.KI, HimeuuunHa;
KOHTPO/b SIKOCTI
PO34MHHUKA (KpiM
TecTiB "Cuna gns
rno4aTkoBoro 3cyBy
nopwHsa", "Cuna
TepTs NopLUHSA",
"[ocnimpKeHHs
repMeTUyHocCTI"):
Baet bio®apma
AiBixH oh Baet
dapmaceyTukanc
NNnc, CWA

nocsBi0OYeHHs

niocpinizat ans
PO3UUnHY ANS iH'EKLi
no 3000 MO, 1
h1akoH 3
niocpinizatom, 1
nonepeaHLo
HanoBHEHUIA LWNpuLY
3 PO3UYNHHUKOM
(0,234 % po3uunH
HaTpito xnopuay y

BOAi AN15 iH'eKuii) no

Mdpaiizep
Eliu.Ci.Mi.
Koprnopeiiw
H

CLIA

BUPOBHULTBO
nioghinizaty 3a
MOBHUM LMK/IOM;
KOHTPONb SIKOCTI
PO34YnHHMKA (KpiM
TecTy "Cuna TepTa
nopLuHs");
nakyBaHHs
PO34YnHHYKKA Y HabIp;

KOHTPO/b AKOCTI,

36epiraHHs,

IcnaHis/
HimeuunHa /
CLWA

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBWUIA NiKapCbkuin 3aci6.
CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
noctavasnibHUKa nakyBasibHUX Matepiasis abo
KOMMIEKTYOUMX (SKLLO 3a3Ha4YeHO B A0CbE) (3aMiHa
abo gofgaBaHHA MocTavyasibHUKA) -
BHECEeHHs 3MiH [0 p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3acib, a came 3MiHa
HOPUANYHOT Ha3BM BUPOOHKMKA (MocTavasibHMKa
afantepy ANns qnakoHiB ANns NiKapcbkoro 3acoby

BeHedikc) 3 APE Medical Ha Union Plastac,

3a
peyenmom

UA/16134/01/05
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
FRANCE 3 BiANOBIAHUM BHECEHHSAM 3MiH 40 p.

5wmn, 1 agantep ansa
nakoHy, 1 cucremy
ANns iHdysii, 2
TaMMOHU 3i CNNPTOM,
1 nnactup, 1
MapsieBy nopyLueyky
BKNafaloTb y
KapTOHHY KOPOOKY

nakyBaHHA Ta
BUNyCK Habopy;
BiNOBIfabHWIA 32
BUMYCK cepii: BaeT
Papma C.A.,
IcnaHis;
a/lbTepHaTuBHa
nabéopartopis Ans
TecTyBaHHS
npenapary 3a
NOKa3HUKOM
«CTepunbHICTb»:
BioNla6, C./.,
Icnanis;
BMPOOHULITBO Ta
KOHTPO/b SIKOCTI
PO3YMHHUKA (KpiM
TecTiB "Cuna gns
rno4aTkoBoro 3cyBy
nopwHsa", "Cuna
TepTs NopLUHSA",
"[ocnimpKeHHs
repMeTUyHocCTI"):
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa;
BMPOOHULITBO Ta
KOHTPO/b SIKOCTI
PO3YMHHUKA (KpiM
TecTiB "Cuna gns
rno4aTkoBoro 3cyBy
nopwHsa", "Cuna
TepTs NopLUHSA",
"[ocnimpKeHHs
repMeTUyHocCTI"):
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa;
Bi3yaslbHWiA
KOHTPO/Ib, KOHTPO/1b
SAKOCTi PO3YMHHUKA
(kpim TecTiB "Cuna
[O/171 MOYaTKOBOro
3CyBY MOpLUHA",
"Cuna tepTta
nopLuHa",
"[ocnimkeHHs
repmeTuyHocTi"):

3.2.R.2 Medical Devices: Certificates of Conformity
CE Union Plastic.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Betep dapma-
depTuryHr NM6X &
Ko.KI, HimeuuunHa;

Bi3yaslbHWi
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectn "Cuna
AN N0YaTKOBOrO
3CyBY MOPLUHSA",
"Cuna teptsa
nopLuHsa",

"flocnigpKeHHs

repmMeTnyHoCTI"):

Betep ®apma-
PepTuryHr NrM6XxX &
Ko.KI, HimeuunHa;

KOHTPO/b SIKOCTI
PO34YNHHUKA (KPiM
TecTiB "Cuna gns

no4YaTKoBOro 3CyBY
nopwHa", "Cuna

TepTa nopLuHa",

"[ocnimkeHHs
repmeTuyHocTi"):

BaeT biodapma

niBbkH oh Baet
dapmaceyTukanc
NNC, CWA

37.

BEHE®IKC

niogpinizat gns
PO34UHY ANS iH'EKL
no 2000 MO, 1
h1akoH 3
niogpinizatom, 1
nonepeaHLo
HaMOBHEHWI WNpUL,
3 PO3YMHHUKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAj A4N11 iH’eKwjin) no
5wmn, 1 agantep ansa
nakoHy, 1 cuctemy
Ans iHdysii, 2
TaMMOHU 3i CNNPTOM,
1 nnactup, 1
mMap/fieBy NogyLueyky
BKNajatTb y
KapTOHHY KOpOOKy

Mdpaiizep
Eity.Ci.Mi.
KopnopeiiL
H

CLWA

BMPOGHMLTBO
nioghinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/b AKOCTI
PO34UHHYKKA (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHs
PO3YMHHYMKA Y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BWMNYyCK Habopy;
BignoBiganbHWi 3a
BMNyCK cepii: BaeT
Papma C.A.,
Icnanis;
anbTepHaTuBHa
naboparopia aAns

IcnaHis/
HimeuunHa /
CWA

BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
nocTavasnibHvKa nakyBasibHVUX martepianis abo
KOMM/IEKTYIOUMX (SKLLO 3a3HA4YeHOo B A0CbE) (3aMiHa
ab0 fofaBaHHA NocTavasibHUKA) -
BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynoproBa/ibHWiA 3acib, a came 3miHa
IOPUAMYHOT Ha3BM BUPOOHKMKA (NocTavasibHuKa
afantepy 4119 d1akoHIiB AN MiKapcbKoro 3acoby
BeHedikc) 3 APE Medical Ha Union Plastac,
FRANCE 3 BignoBigH/M BHECEHHAM 3MiH [0 p.
3.2.R.2 Medical Devices: Certificates of Conformity
CE Union Plastic.

3a
peyermom

UA/16134/01/04
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Bionycky

yBaHHs

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

TecTyBaHHs
npenapary 3a
NOKa3HNKOM
«CTepUnbHICTb»:
Biofla6, C./.,
IcnaHis;
BMPOOHULITBO Ta
KOHTPO/b SIKOCTI
PO34NHHKKA (KpiM
TecTiB "Cuna gns
no4YaTKoBOro 3CyBY
nopwHa", "Cuna
TepTa nopLuHa“,
"[ocnimkeHHs
repmeTuyHocTi"):
Betep dapma-
depTuryHr NM6X &
Ko. KI', HimeuunHa;
BMPOOHULITBO Ta
KOHTPO/b SIKOCTI
PO34YNHHKKA (KPiM
TecTiB "Cuna gns
no4YaTKoBOro 3CyBY
nopwHa", "Cuna
TepTa nopLuHa",
"[ocnimkeHHs
repmeTuyHocTI"):
Betep dapma-
depTuryHr NM6X &
Ko. KI', HimeuunHa;
Bi3yaslbHWi
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHUKA
(kpim TecTiB "Cuna
AN N0YaTKOBOrO
3CyBY MOPLUHA",
"Cuna teptsa
nopLuHsa",
"flocnigpKeHHs
repmMeTnyHoCTI"):
Betep ®apma-
PepTuryHr NrM6XxX &
Ko.KI, HimeuunHa;
BizyaslbHWi

AKOCTI PO34YNHHUKa

KOHTPO/1b, KOHTPO/Ib

(vwe Tectn "Cuna

[N N04aTKOBOTrO
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3CyBY MopLUHA",
"Cuna tepTa
nopLuHs",
"[ocnimpKeHHs
repMeTUyHocCTI"):
Betep dapma-
®epTuryHr NM6X &
Ko.KI", HimeuwunHa;
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna ons
no4yaTkoBOro 3CyBYy
nopHa”, "Cuna
TepTa nopLuHA",
"flocnigpKeHHs
repmMeTuyHoCTI"):
Baet bio®apma
AiBkH och BaeT
PapmaceyTukanc
NNC, CWA

38.

BEHE®IKC

niodpinizat ans
PO3UUHY NSt iH'EKLi
no 1000 MO, 1
hnakoH 3
niocpinizatom, 1
nonepegHL0
HanoBHEHWIA LNpULY
3 PO3YMHHUKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAj O4N1s iH'eKwjin) no
5 mn, 1 agantep gns
chnakony, 1 cuctemy
ons iHoysii, 2
TamMoHM 3i CNNPTOM,
1 nnactup, 1
mMapneBy NogyLueyky
BKNafaTb y
KapTOHHY KOPOOKY

Mdpaiizep
Eiu.Ci.Mi.
Kopnopeiiw
H

CLWA

BMPOGHMLTBO
niocpinizaty 3a
NOBHUM LMK/IOM;
KOHTPO/b SIKOCTI
PO34MHHMKA (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHs
PO34YnHHYKKA Y HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BMMNyCK Habopy;
BiANoBigabHUIA 3a
BUMYCK cepii: BaeT
dapma C.A,,
Icnais;
anbTepHaTuBHa
nabopartopia aAns
TeCTyBaHHs
npenapary 3a
MOKa3HNKOM
«CTepUNLHICTbY:
biofla6, C./.,
IcnaHis;
BMPOOHULITBO Ta
KOHTPO/b SKOCTI

Icnanis/
HimeuunHa /
CLWA

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkuii 3aci6.
CuncTema KoHTelHep/3aKynoproBasibHUIA 3aci6. 3MiHa
nocTavasnbHvKa nakyBabHVUX martepianis abo
KOMMNNEKTYIOUMNX (SIKLLLO 3a3HAYEHO B A0CLE) (3amiHa
abo gofaBaHHA nocTavyasibHUKA) -
BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib, a came 3MmiHa
IOPUAMYHOIT Ha3BM BMPOGHMKA (NocTavabHmKa
afantepy Ans dh1akoHiB ANs NikapcbKoro 3acoby
BeHedpikc) 3 APE Medical Ha Union Plastac,
FRANCE 3 BigNOBigHUM BHECEHHAM 3MiH 40 p.
3.2.R.2 Medical Devices: Certificates of Conformity
CE Union Plastic.

3a
peyenmom

UA/16134/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
PO34MHHYKKA (KpiM

noYaTKoBOro 3CyBY

TecTiB "Cwna gns

nopHs”, "Cuna
TepTa nopLuHA",
"flocnigpKeHHs
repmMmeTuyHoCTI"):
Betep ®apma-
PepTuryHr Nrm6XxX &
Ko. KT, HimeuuunHa;
BMPOBHULTBO Ta
KOHTPO/b AKOCTI
PO34MHHKKA (KpiM
TecTiB "Cwna ons
no4yaTkoBOro 3cyBy
nopHa”, "Cuna
TepTa nopLuHaA",
"flocnigpKeHHs
repmMeTuyHoCTI"):
Betep ®apma-
PepTuryHr NrM6XxX &
Ko. KT, HimeuuunHa;
BizyaslbHWi
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
[AN17 M0YaTKOBOro
3CyBY MopLuHA",
"Cuna tepTa
nopLuHs",
"[ocnimpKeHHs
repMeTUyHocCTI"):
Betep dapma-
®epTuryHr NM6X &
Ko.KI", HimeuwunHa;
Bi3yaslbHWiA
KOHTPO/1b, KOHTPOJIb
AKOCTi PO3YMHHUKA
(nvwe Tectn "Cuna
[N NOYaTKOBOrO
3CyBY MOpLUHA",
"Cuna tepTta
nopLuHa",
"[ocnimkeHHs
repmeTuyHocTi"):
Betep dapma-
depTuryHr NM6X &

Ko.KI', HimevuunHa;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTPO/b SIKOCTI
PO3YMHHUKA (KpiM
TecTiB "Cuna gns
no4YaTKoBOrO 3CyBY
nopwHsa", "Cuna
TepTs NOopLUHSA",
"[ocnimpKeHHs
repMeTUyHocCTI"):
Baet bio®apma
AiBixH odh Baet
dapmaceyTukanc
NNC, CWA
39. | BEHE®IKC niocpinizat ans Mdpaiizep CLIA BUPOBHULTBO IcnaHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a UA/16134/01/02
PO3UUnHY ANS iH'EKLi Eiy.Ci.Mi. nioghinizaty 3a Himeuunna / | TMnNy - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6. peyenmom
no 500 MO, 1 Koprnopeiiw NOBHUM LMK/IOM; CLWA CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
h1akoH 3 H KOHTPO/b SKOCTI noctavasnbHUka nakyBasibHUX mMatepiasis abo
niogpinizatom, 1 PO34YnHHMKA (KpiM KOMMIEKTYOUMX (SKLLO 3a3Ha4YeHO B A0CbE) (3aMiHa
nonepeaHLo TecTy "Cwna TepTa abo fofaBaHHA nocTavYasibHUKA) -

HanoBHEHUIA LWNpuLY
3 PO3UYNHHUKOM
(0,234 % po3uunH
HaTpito xnopuay y
BOAj A4N11 iH'eKwujin) no
5wmn, 1 agantep ansa
nakoHy, 1 cucremy
ANns iHdysii, 2
TaMMOHU 3i CNNPTOM,
1 nnactup, 1
MapneBy nogyLueyky
BKMafaloTh y
KapTOHHY KOPOOKY

nopLuHs");
nakyBaHHs
PO34YnHHYKKA Y HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNyCK Habopy;
BiANOBiAaIbHNI 3a
BUMYCK cepii: BaeT
dPapma C.A.,
IcnaHis;
anbTepHaTuBHa
nab6opartopis Ans
TecTyBaHHS
npenapary 3a
NOKa3HNKOM
«CTepunbHICTb»:
BioNla6, C./.,
Icnanis;
BMPOOHULITBO Ta
KOHTPO/b SIKOCTI
PO34MHHMKA (KpiM
TecTiB "Cuna gns
noYaTKoBOro 3CyBY
nopwHsa", "Cuna
TepTs NOpLUHSA",
"[ocnimpKeHHs
repMeTuyHocCTI"):
Betep ®apma-

BHECEeHHs 3MiH [0 p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3acib, a came 3MiHa
IOPUANYHOT Ha3BM BUPOOHKMKA (MocTavasibHMKa
afantepy 415 qnakoHiB ANns NiKapcbkoro 3acoby
BeHedikc) 3 APE Medical Ha Union Plastac,
FRANCE 3 BigNOBigHUM BHECEHHAM 3MiH 40 p.
3.2.R.2 Medical Devices: Certificates of Conformity
CE Union Plastic.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

®epTuryHr NM6X &
Ko. KI', HimeuunHa;
BMPOOHULITBO Ta
KOHTPO/b SIKOCTI
PO34MHHUKA (KpiM
TecTiB "Cuna gns
noYaTKoBOro 3CyBY
nopwHsa", "Cuna
TepTs NOopLUHSA",
"[ocnimpKeHHs
repMeTUyHocCTI"):
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa;
Bi3yaslbHWiA
KOHTPO/1b, KOHTPOJIb
AKOCTi PO3YMHHUKA
(kpim TecTiB "Cuna
[N NOYaTKOBOrO
3CyBY MOpLUHA",
"Cuna tepTta
nopLuHa",
"[ocnimkeHHs
repmeTuyHocTi"):
Betep dapma-
depTuryHr NM6X &
Ko.KI, HimeuuunHa;
Bi3yaslbHWi
KOHTPO/1b, KOHTPO/b
AKOCTi PO3YMHHUKA
(nvwe Tectn "Cuna
AN N0YaTKOBOrO
3CyBY MOPLUHA",
"Cuna teptsa
nopLuHsa",
"flocnigpKeHHs
repmMeTnyHoCTI"):
Betep ®apma-
PepTuryHr NM6XxX &
Ko.KI, HimeuunHa;
KOHTPO/b SIKOCTI
PO34YNHHUKA (KPiM
TecTiB "Cuna gns
no4YaTKoBOro 3CyBY
nopwHa", "Cuna
TepTAa nopLuHa",
"[ocnimkeHHs
repmeTuyHocTi"):
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BaeT biodapma
niBbkH oh Baet
dPapmaceyTukanc
NNcC, CWA

40.

BEMNAHTEH®IMN
noc

crpeii HalKipHWUIA,
po34uH; no 30 My
hnakoHi 3
po3npuckyBayemM Ta
N1acTUKOBOO
KpuLeykotro; no 1
dhnakoHy B
KapTOHHI KopooLli

Baiep
KoHcblomep
Kep Al

Lseiuapi
A

Nixtenxenbat M6X
dapmavoiiTiwe
Pabpik

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHSA Ha niacTtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAifXEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHN BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3neku
Lit040i pevyoBUHY (XSIOPrekCUANHY) 3rifHo 3
pekomeHpauismu PRAC. BBegeHHS 3MiH NPOTAroM
6-TU MicsILIB Nicns 3aTBEPAKEHHS

6e3
peyenma

nionsieae

UA/7805/02/01

41.

BEMAHTEH®IN
noc

kpem; no 100, 30 r
abo 3,51y Ty6i;no 1
Ty6i B KAPTOHHIl
KopoobLi

Baiiep
KoHcblomep
Kep Al

Lseiiuapi
2

T I'peHsax
MpoaykTioHc MM6X

Himeyunna

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnimxersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEOKEHNM
opraHom) -3MiHV BHECEHO A0 IHCTPYKUiT ANns
MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3ginis "Ocob6nmBocTi 3acTocyBaHHs", "To6iuHI
peakuii” BignoBigHO A0 OHOBEHOT iHchopmaLli 3
6e3nekun fjtoyoi pevyoBnHU (XN0PrekCcarHy) 3rigHo 3
pekomeHgauismv PRAC. BBefieHHs 3MiH NPOTArom
6-T1 MicsLIB NicNs 3aTBEPIKEHHS

6e3
peuyenma

nionsieae

UA/7805/01/01

42,

BETMUIA

Tabnetkn
NPOIOHroBaHoI Al
no 50 mr; no 10
TabneTok y 6icTepi;

AcTtennac
Papma
KOpon B.B.

Higepnax
an

BUpPo6HMLUTBO bulk:
Asapa
dapmacbloTikas
TeKHONOAXNC IHK.,

CLUA/
Higepnanamn

BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiiB: 3MiHK
| TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
AisIbHOCTI BMpo6HMKa/iMnopTepa rotoBoro

3a
peyenmom

He
nionsiecae

UA/14532/01/02
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka ¢hopma,

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

3acoby

ynakoska)
no 1 a6o 3 6nictepn
Y KapTOHHIli navui

CLUA; nepBuHHa Ta
BTOPUHHA YNaKoBKa,
KOHTPO/1b SIKOCTI,
BignoBigasibHWi 3a
BUMYCK cepil:
[endapm Mennen
B.B., HizepnaHngu

NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY
cepii abo MicLe NpoBefeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUpobHMK/iMnopTep,
BK/IOYA0UM BUMYCK Cepili) 3MiHa Ha3BW BUPOOHMKa
N3, BiANOBIAaNLHOTO 3a NEPBUHHY Ta BTOPUHHY
yNakoBKy, KOHTPO/b SKOCTI, BUNYCK cepii 3 AcTennac
®apwma tOpon b.B. (Astellas Pharma Europe B.V.)
Ha Jendapm Mennen B.B. (Delpharm Meppel B.V.).
Appeca Ta BUpOBHUYA AisS/IbHICTb BUPOGHMKA
3a/MWATECA HE3MIHHUMU.
3MiHV BHECEHO [0 iHCTPYKLIT AN MeANYHOro
3acTOCyBaHHS NikapCcbkoro 3acoby A0 po3ainy
"BMpO6HMK" Ta 40 TEKCTY MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby, a came go n. 11
(HAMMEHYBAHHS | MICLLEBHAXOI)KEHHS
BNPOBHUKA TA/ABO 3AABHWKA) BTOpPUHHOI
ynakoBkW. BBeAEHHS 3MiH NpoTAroM 6-Tn micsuis
nicns 3areepgkKeHHs. 3MiHn | Tuny - 3MiHN LWoAo
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHN) 3MiHW BHECEHO A0 TEKCTY MapKyBaHHS
ynakoBKM flikapcbKoro 3acoby, a came go n. 11
(HAMMEHYBAHHS | MICLEE3HAXOI)KEHHSA
BVPOBHWKA TA/ABO 3AABHWKA) BTOPUHHOI
ynakoBsku; fo n. 6 (IHLWE) nepBUHHOI ynakoBku.
BBeaeHHs 3MiH NpoTarom 6 MicAuiB micas
3aTBEpPKEHHSA. 3MiHY | TUnY - 3MiHKW WoA0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) 3MiHU BHECEHO [0 IHCTPYKUIT AN MEeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Mo6iyHi peakui™ (L4040 NOBILOMMEHHS NPO
nigo3proBaHi NobiuHi peaxuii), "MicLe3HaxomKeHHS
BMPOGHMKa Ta oro agpeca MicLs NpoBaKeHHs
AisnbHocTi" (Wono Ay6nioBaHHA agpecu
aHrNiNCbKO MOBOI), @ TAKOX A0 IHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
[0A4aHo po3ainy "3asBHuK" Ta "MicLe3HaxomKeHHs
3a8BHMKA". BBeAEHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepKeHHs.

3a

Peknam Homep
yBaHHs1 | peecmpayiliHo2o
nocsioYyeHHs1
He UA/14532/01/01
nionsizae

43.

BETMUIA

Tabnetkn
NPOJIOHrOBaHOI fji
no 25 wr; no 10
Tabnetok y 6nictepi;
no 1 a6o 3 6nictepn
Y KapTOHHiIli navui

Actennac
Papma
KOpon B.B.

Higepnax
an

BMPOGHMLTBO bulk:
ABapa
PapmacbloTikas
TekHONoaXUC IHK.,
CLUA; nepBuHHa Ta
BTOPVHHA YNakKoBKa,
KOHTPO/Ib SIKOCTI,
BignoBiganbHWi 3a
BUMYCK cepil:

CLIA/
Higepnangm

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TuNy - AAMiHICTpPaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu Micusa NPoBafXeHHS
AisSNbHOCTI BUpOOHMKa/iMnopTepa roToBoro
NiKapCcbKOro 3acoby, BKIHOYAKYN [i/TbHUL BUNYCKY
cepii abo MicLie NpoBefeHHS KOHTPOJIHO AKOCTI.
(aisnbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BK/IOYAOUM BUMYCK Cepili) 3MiHa Ha3BW BUPOOHUKa
N3, BiANOBIAaNBLHOIO 3a NEPBUHHY Ta BTOPUHHY

Jendapm Mennen

yNakoBKy, KOHTPO/1b SKOCTi, BUNYCK cepii 3 AcTennac

peyermom
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

B.B., HizepnaHngu

®apwma tOpon b.B. (Astellas Pharma Europe B.V.)
Ha Jendapm Mennen B.B. (Delpharm Meppel B.V.).
Appeca Ta BUpOBHUYA AisS/IbHICTb BUPOGHMKA
3a/MWATECA HE3MIHHUMU.
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeAVYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"BMpO6HMK" Ta 40 TEKCTY MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby, a came go n. 11
(HAMMEHYBAHHS | MICLLEBHAXOI)KEHHS
BNPOBHUKA TA/ABO 3AABHWKA) BTOpPUHHOI
ynakoBk1. BBeEHHs 3MiH NpoTAroM 6-Tn micsuis
nicns 3aTBepgkKeHHs. 3MiHn | Tuny - 3MiHN LWoAo
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) 3MiHWM BHECEHO A0 TEKCTY MapKyBaHHS
ynakoBKM flikapcbKoro 3acoby, a came go n. 11
(HAMMEHYBAHHS | MICLEE3HAXOI)KEHHSA
BVPOBHWKA TA/ABO 3AABHWKA) BTOPUHHOI
ynakoBsku; fo n. 6 (IHLWE) nepBUHHOT ynakoBku.
BBeaeHHs 3MiH NpoTarom 6 MicAuiB micas
3aTBEpPKEHHSA. 3MiHY | TUny - 3MiHKW WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) 3MiHU BHECEHO [0 IHCTPYKUIT AN MEeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Mo6iyHi peakuii™ (L4040 NOBILOMMEHHS NPO
nigo3proBaHi NobiuHi peaxuii), "MicLe3HaxomKeHHS
BMPOGHMKa Ta oro agpeca MicLls NpoBaKeHHs
AisnbHocTi" (Wono Ay6nioBaHHA agpecu
aHrNiNCbKO MOBOH), @ TAKOX A0 IHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
[04aHo po3ainy "3asBHuK" Ta "MicLe3HaxomKeHHs
3a8BHMKA". BBeAEHHS 3MiH MPOTAroM 6-TW MicsLiB
nicns 3aTBepKeHHS.

BET®EP 1A
nntoc

NOPOLLIOK ANA
PO34UHY ANS iH'EKLI
no 6000000 MO (30
Mkr),1 donakoH 3
MOPOLLKOM Y
KOMMeKTi 3 1
amnysoro 3
PO3YMHHKKOM o 1
M (Boga Ans
iH'eKLi cTepunbHa)
y 6nicTtepi; no 1
6nictepy y nauui 3
KapToHy; 4 donakoHn
3 MOPOLLKOM Y
KOMMeKTi 3 4
amnynamvm 3

TOB "®3
"BIO®PAPMA

YKpaina

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3MiHa po3mipy cepii
(BKTIOYAtOUM fiana3oH po3Mipy cepii) roToBoOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM).
3a3HaueHHs1 po3mipy cepii 3 20 000 chnakoHiB Ha 23
000 dhnakoHiB flikapcbkoro 3acoby B MaTepianax
peecTpauiiHoro A0cCbe, Y 3B'A3Ky 3 BUNPaB/EHHAM
NOMWJIKW Y BKa3aHOMy PO3Mipi Cepii, OCKiSTbKM
BKasaHuii po3mip cepii «20 000 chnakoHiB» €
hakTUUHUM BMXOAOM, & HEe TEOPETUYHUM PO3MIPOM
cepii. 3MiHn | TUny - 3miHK 3 AKkocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHN Y
npoueci BUPOGHULITBA FOTOBOIO flikapCcbKoro 3acoby,
BK/1O4AI0YM MPOMIXKHUIA NMPOAYKT, L0

3a
peyermom

UA/15462/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
PO3YMHHKKOM o 1 3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
M (Boga Ans nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoueci
iH'eKLili cTepunbHa) BMPO6HUMLTBA). OHOBNEHHA cTagii «Onepauis 4.3.
y 6nictepi; no 1 Crepunisytoya hinbTpavis, po3nne Ta 3anatoBaHHs»
6nicTepy y nauuj 3 npouecy» BUpo6HuLTBa /13 , a came 3MiHy Ha3Bu
KapTOHY cTagii Ha « Onepadii 4.3. ®inbTpauis, po3ms Ta
3anatoBaHHA» npouecy» A5 npouefypy OTPUMaHHA
pO34YMHHMKA (BOAA ANS iH'EKLIA)
45. | BIACIOTUH Tabnetkn, no 50 wr; Mera ABcTpanisn CAr Icnanis BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB: 3MiHK 3a He UA/20310/01/01
no 10 TabneTok y NaidpcaiieH MAHY®AKTYPIHT, | TuNy - AAMiHICTpPaTVBHI 3MiHK. 3MiHa peyenmom | nionsizae
6nictepi, no 3 ci3 C.JLY. HaliMeHyBaHHs1 Ta/abo agpecu MicLsa NPoBafKeHHS
6nictepn y (AscTpanis) AisiNbHOCTI BMpo6HMKa/iMnopTepa roToBoro
KapTOHHI KopooLli MTi g, NiKapCcbKOro 3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY
cepii abo MicLie NpoBefeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BK/IO4A0UM BUIMYCK Cepiid) 3MiHa agpecu micus
NPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKa MN3. 3MiHK
BHECEHO B iHCTPYKLiIO /19 MEAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NPOBaPKEHHS 1ioro
OiSNbHOCTI" 3 BiANOBIAHUMM 3MiHAMMW B TEKCTI
MapKyBaHHS yNnakoBok BBefeHHS 3MiH npoTArom 6-
TV MiCALIB 3 AaTW 3aTBEPIKEHHS.
46. | BIOBEH PO3uunH ANs iHdysil TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/14526/01/02
10 %; no 10 mn, 25 "BIO®PAPMA MNA3MA"(BUpOGHYM | TMNy - 3MiHKW 3 AkocTi. A®I. BupobHuuTBO. 3MiHU B peyenmom
m, 50 mn a6o 100 MNA3MA" LTBO, NEPBMHHE Ta npoueci BUpobHuuTBa AP (iHLWi 3MiHK). YTOUHEHHS

My donakoHi; no 1
hnakoHy B nayu,i 3
KapTOoHY

BTOpPUHHE
nakyBaHHsl,
KOHTPO/b AKOCTI,
BWMYCK Cepii)

3HaYeHHs1 TemnepaTypu NonepeaHbLOro BigTaloBaHHSA
N1a3mu y XonoAusbHil kamepi «He 6inblue +4°C
(£+4°C)». Takox, KopuryBaHHs Ha3B onepalwlii
TEXHO/I0MYHOro Npouecy oTpumaHHs /13 6e3 3MiH y
npoueci BUpo6HuuTBa. [na BUpobHUUMX npoLiecis
3anponoHoOBaHO PO3AiNNTY onepaLii, ki BKIYaloTh
[AeKifibka NpoLieciB, Ha okpeMmi onepavii Ta
BigKopuryeartu TepmiHosnorito. BigpegarosaHe
nocunaHHs Ha EBponeiicbky thapmakoneto 3 Eur.
Ph. Ha 3aranbHonpuiiHaTe Ph.Eur. 3miHu | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /ikapCbKoro 3acoby. 3miHa y MeTofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BMNPOGYBaHHS). He3HayHa 3miHa 40 METOAUKN
BM3HAYEHHS TUTPIB aHTU-A Ta aHTu-B
reMar/toTuHiHIB B /13 Ta Hepo3dhacoBaHiii
NpOoAYKLii, a came: -npubpaHo NOCUNAHHSA Ha
BMKOPUCTaHHS epUTPOLMTIB KOMePLiliHOro
MOXOPKEHHS, BUKOPUCTAHHSA MyNiB epuTpoLUTIB
npusegeHo no sumor APY/EP 2.6.20; -
NMPONOHYETHCHA 3aMiHUTU BUPOBHMKA KOMEpLIIHOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
nanaiHy Mapku «CeposioriYHuii», a came
- 3aMiCTb BUKOpUCTaHHA «Papain solution for

akTMBHOCTI» Y 13. 3MiHM | TUNy - 3MiHK 3 SKOCTI.

papainizing red cells» (ID-Papain, 06311, DiaMed,
LLIBefuapis) nponoHyeTbes «Freeze Dried Papain»
(IG57292, Immucor); -npubpaHa 3aiiBa feTanizayis

nanaiHy, 3p06/1eHO MOCU/IaHHS Ha IHCTPYKLHO
BMPOOHWKa; -BigpeaaroBaHa Ha3sa Ajitoumnx
pedhepeHTHMX CTaHAapTiB, BUyyeHa 3aiiBa
JeTanizayis Wwoao 36epiraHHA BigHOBIEHUX
CcTaHAapTHUX 3paskiB (3p06/1eHO NOCK/IaHHA Ha
IHCTPYKLit0 BUPOOHYMKa). MeTog, BU3HAUYEHHS Ta
KpWTepii NPUAHATHOCTI FTPAHNYHOTO 3HAYEHHS TUTPY
aHTW-A Ta aHTK-B remarfoTuHIHIB 3a/1MLWaTbCs
6e3 3MiH. CynyTHS 3MiHa - 3MiHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs Ad|
a60 BUXigHOro marepiasy/npoMixHoOro
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®| (He3HauHi 3MiHW y
3aTBEpPMKEHNX MeToAax BUNPOOYBaHHS). 3MiHN |
TUMy - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /1iKapCbKOro
3aco6y (He3HayHa 3MiHa Y 3aTBEpPPKEHNX MeToAax
BMNPO6YBaHHS). BHECEHHS HE3HAYHMX 3MiH A0
MEeTOAMKMA BU3HAUYEHHS TUTPY aHTU-D aHTuTin y M3
Ta Hepo3dhacoBaHii (NPOMiXHIA) NpoayKLii, OCKiNbKn
MeTOAMKa BUSHAYEHHS 419 X NPOAYKTIB
ileHTuyYHa. BigpegaroBaHe NOCUNaHHA Ha
€Bponeiicbky thapmakoneto 3 Eur. Ph. Ha
3aranbHonpuiiHaTe Ph.Eur. CynyTHs 3miHa - 3MiHu 3
AKOCTi. A®I. KoHTponb AdL. 3miHa y meTogax
BMNpobyBaHHsA A®| abo BUxigHOro
marepiany/npomikHOro NPoayKTy/peareHTy, Lo
BYKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOoAAX
BMNPOGYBaHHS). 3MiHu | TUMY - 3MiHU 3 AKOCTI.
['oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHSA rOTOBOTO MliKApCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BUNPOBYBaHHSA). BHECEHHS HE3HAYHMX 3MIH A0
METOANKN BU3HAUYEHHA «AHTUKOMM/IEMEHTAPHOT

[oTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y meTogax

BUNPO6YBaHHS FOTOBOrO /ikapcbKoro 3acoby

B OMNWCi 06PO6KM OCaMKEHUX EPUTPOLUTIB PO3HNHOM

(He3HauyHa 3MiHa Yy 3aTBEpPMKEHUX MeTohax
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMNPOOYBaHHS). BHECEHHS HE3HAYHMX 3MiH A0
MeTOAVKN BU3HAYEHHS aKTUBHOCTI akTuBaTopy
npekanikpeiny y M3. 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOBYBaHHA rOTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHNX METoAax
BUNPOBYBaHHS).

BHeCeHHs He3HAaYHUX 3MIH O METOAUKN «AHTUTINA
0o Bipycy renatuty A» y /13, a came- fogaBaHHs
anbTepHaTUBHOIO CTaHAapTHoro 3paska Ph.Eur.
Reference Standard «Human hepatitis A
Immunoglobulin BRP», (code: H0950000) y sikocTi
PO3YMHY MOPIBHAHHS.

MeToz, BU3HaYeHHs Ta KpUTepii NPUAHATHOCTI
3aMLWATLCA 6€3 3MiH.

47.

BPVIMOHAN
0,2%

Kpanni O4Hi, po3ynH
0,2 %, no 5 mn abo
10 mn y doniakoHi-
KpanenbHui; no 1
nakoHy-
KpanenbHuLi B
KapTOHHI KopooLli

TOB
"YHIMES,
PAPMA"

Cnosaubk
a
Pecny6nik
a

TOB "YHIME[
PAPMA"

CnoBsaLbka
Pecny6nika

BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHU
| TMny - 3MiHK 3 AKOCTi. FOTOBWUIA NiKapcbkuin 3aci6.
KoHTposb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3acoby (A40MOBHEHHS
cneumdikauii HOBUM NOKa3HWKOM 3 BifMNoBigAHUM
MEeTOA0M BUNPOGYBaHHS) - AONOBHEHHS
cneuudikauii M3 nokasHukom «Particle size»
(HEBMAUMI YACTKM B HEIH'EKLIHNX PigKMX
npenaparax) i3 Bi4noBigHNM METOAO0M KOHTPOSIO
(Ph.Eur.2.9.53). BBegeHHs 3MiH NpOTArom 6-1n
MicsLiB Micns 3aTBepAKEHHS. - 3MiHU | TUNY - 3MiHK
3 KoCTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby. 3miHa y meTogax
BMMNPO6YBaHHA rOTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
ab0 fONOBHEHHS)) - 3aMiHa 3aTBEPKEHOr0 MeToay
BMNpo6yBaHHSA /13 3a NoKa3HUKOM «[LOMiLLIKM»
(BEPX) Ha HoBui1 meTog BEPX 3 BignoBigH1MM
3miHamu B cneuudikauii M13.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPKEHHS. - 3MiHu Il Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (3MiHa 3HaxoAMTbCA No3a
3aTBEPMKEHVIMI AONYCTVMUMU MEXamu
cneyudikauiin) - 3mMiHa BuMor cneuudikadii M3 3a
NoKa3HUKOM OAMHMYHA HeigeHTuikoBaHa AoMilka
Ha Bunyck 3 He 6inbwe 0,1% fo He binbwe 0,2%.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPKEHHS.

3a
peyenmom

UA/7532/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
48. | BYCTPUKC cycneHsis gns nakcoCmitT Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu 3a UA/14955/01/01
KOMBIHOBAH iH'ekuin, 0,5 KnsiiH BpuTaHis Bionoaxikan3 C.A. Il Tuny - 3miHn 3 AkocTi. A®l. KoHTponb A®I. 3miHa y peyenmom
A BAKUMHA mn/po3sy; no 1 gosiy Ekcnopt mMeTofax BunpobyBaHHs A®| abo BUXigHOro
ansa nonepegHL0 Nimiteq marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
NMPO®ITAKTUK | HanoBHeHOMY BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
N ANDTEPII, wnpuui; no 1 (cyTTeBa 3miHa y
MPABLS, nonepegHL0 6ionoriyHoMy/iMyHONOriYHOMY/iMyHOXIMIYHOMY
KALUTHOKY HanoBHeHOMY MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
(ALEENONAPH LINPULY Y KOMMNEKTI BUKOPWCTOBYETLCA BGiONOriYHNI peareHT ans
nn 3 jBOMa rosikamv B 6ionoriyHoro A®l, abo iioro 3amiHa) - PeecTpauis
KOMMOHEHT) nn1acTMKoBOMY NpoToKOoNY KBavslidpikaLii eTa/IoHHOro cTaHaapTy
(AACOPBOBA KOHTelHepi; no 1 KaLLtoKoBOro aHTureny (PT), WO BUKOPUCTOBYETLCSA
HA, 3I KOHTelHepy y NpV BU3HAYEHHI BMICTY KaLL/1tOKOBOIrO aHTUIeHy
SMEHLUEHM KapTOHHI KopooLii MeTogom ELISA. 3miHu Il Tuny - 3MiHun 3 aKkocTi. AdL.
BMICTOM KoHTponb A®I. 3miHa y meTogax BunpobysaHHs API
AHTUTEHIB) abo BuXigHOro matepiany/npomikHoro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®| (cytTeBa 3MiHa y
6ionoriyHoMy/iMyHONOriYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
BUKOPWCTOBYETLCA BiONOriYHNI peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) - PeecTpauis
NpoTOoKOoNYy KBavslidhikaLii eTa/IoHHOro cTaHaapTy
aHTUreHy pinameHTo3HOro remarntoTuHivy (FHA),
L0 BUKOPUCTOBYETLCSA MNP BU3HAYEHHI BMICTY
aHTUreHy inameHTO3HOro remarnoTuHiHy (FHA)
MeTonom ELISA
49. | BAZIMICAP A TabneTkn, BKpUTI Makneoac IHais Makneoac IHgis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu 3a UA/19273/01/03
160/10 nniBKOBOIO dapmacbsioT dapmacbloTUKanc | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peyenmom
060510HKO0, Mo 160 nkanc Niviten KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
mr/10 mr; no 10 Nimiteq MeToJax BUNPOGYBaHHS rOTOBOrO J1ikapCbKOro
Tabnetok y 6nictepi; 3aco06y (iHLWi 3MiHK y MeToAax BunpobysaHb
no 1 a6o 3 a6o 9 (BKTOYatOuM 3aMiHy abo AONOBHEHHS)) OHOBEHHS
6nictepiB y METOZIB KOHTPOJIO SKOCTi 3@ NMOKa3HNKOM
KapTOHHI ynakoBLi "Po3unHeHHs" meTogom BEPX. 3MiHKM cTOCyOTbCA
LLIOAO NPUrOTYBaHHS CepefoByLLa PO3YMHEHHS Ta
Npo6oniAroToBKM, BHECEHHS iH(hopMaLlil Wwoao
NpUroTyBaHHs pyxomoi hasu (y 3aTBepaxXeHil
pegakuii 6yno nocunaHHAa Ha meTtog, "KinbkicHe
BM3HAYEHHS") Ta HE3HAYHI 3MiHM Y NPUMITKaX.
50. | BAJIMICAP A TabneTku, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK 3a UA/19273/01/02
160/5 nAiBKOBOO dapmacbsioT PapmacboTUkanc | TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6. peyenmom
060/10HKOI0, Mo 160 nKasnc NimiTen KOHTposb roToBOro Nikapcbkoro 3acoby. 3miHa y
mr/5 mr; no 10 Nimiten MeToAax BUNpPo6yBaHHSA rOTOBOrO JliKapCbKOro

Tabnetok y 6nictepi;
no 1 a6o 3 a6o 9
6nictepiB y
KapTOHHI ynakosLi

3aco06y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BKTroHaOuM 3aMiHy abo AONOBHEHHS)) OHOB/IEHHS
METO/IB KOHTPOJIHO AKOCTi 38 NMOKa3HUKOM
"Po3unHeHHsn" meTogom BEPX. 3MiHM cToCyl0ThCA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
LLOA0 NPUTrOTyBaHHA CepPefoBuLLA PO3UYMHEHHSA Ta
npo6oniAroToBKW, BHECEHHS iHGhopmaLii Lwoao
NpUroTyBaHHs pyxoMoi ¢hasu (y 3aTBepaKeHili
pegakuii 6ynio nocunaHHsa Ha metog, "KinbkicHe
BM3HAYEHHSA") Ta HE3HAYHI 3MiHW Y NPUMITKaX.
51. | BA/IMICAP A TabneTku, BKpUTI Makneopc IHAis Makneogc IHAis BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu 3a UA/19273/01/01
80/5 nniBKOBOIO dapmacbioT dapmacbroTrKanc | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
06010HKO10, o 80 nKasnc NimiTen KOHTpPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
mr/5 wr; no 10 NimiTeq MeTo4ax BUNPOOYyBaHHS rOTOBOTO J1iKapCbKOro
TabneTok y 6nictepi; 3aco06y (iHWi 3MiHM y MeToAax BUNPoGyBaHb
no 1 aéo 3 a6o 9 (BKNKOYAOUM 3aMiHy a60 AONOBHEHHS)) OHOBNEHHS
6nictepiB y METOZIB KOHTPOJIHO SKOCTi 3@ NMOKa3HNKOM
KapTOHHI ynakoBLi "Po3unHeHHa" meTogom BEPX. 3miHM cTocytoTbeA
LLOA0 NPUTrOTyBaHHA CEPeAOoBULLA PO3UYMHEHHA Ta
npo6oniAroToBKkKW, BHECEHHS iHChopmaLii woao
NpUroTyBaHHs pyxomoi casu (y 3aTBepaxeHil
pegakuii 6yno nocunaHHA Ha metog, "KinbkicHe
BM3HAYEHHA") Ta HE3HAYHI 3MiHW Y NPUMITKaX.
52. | BAJICAPTAH TabneTkn, BKpUTI TOB «TeBa YkpaiHa AkTasic NTA, ManbTa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/8900/01/01
H-TEBA nNiBKOBOKO YkpaiHa» ManbTa; Bonrapis | TMny - 3miHK 3 AkocTi. CepTudpikat peyenmom
o60onoHKoto, no 320 BankaHtapwva- BignosigHocTi/lE-cepTudikat BignoBigHOCTI
mr/12,5 wmr, no 10 OynHuus AT, €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
Tabnetok y 6nictepi; Bonrapis HOBOro abo OHOBMIEHOr0 cepTudikata BigNoBIAHOCTI
no 3 a6o 9 6nictepis abo BunyyeHHs cepTudpikarta BiANOBIAHOCTI
Y KapTOHHIli KopoobLi €Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOro NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMKHOT peyoBMHM (cepTudikaT Bi4NOBILHOCTI
€Bponeiicbkiin hapmakoner) - OHOBEHWIA
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWKa -
noJaHHA OHOBJ/IEHOro cepTuddikary BifgnoBigHOCTI
€sponelicbkiin hapmakonei CEP 2004-307-Rev 07
Bif 3aTBepAKeHoro BnupobHrka CAMBREX
PROFARMACO MILANO S.R.L., Italy gitouoi
peyoBUHM rigpoxnopoTiasung (3atsepakeHo: R1-
CEP 2004-307-Rev 06; 3anponoHosaHo: CEP 2004-
307-Rev 07).
53. | BAPIZIPUKC™ | | niochinizaT ans nakcoCmit Benuvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHK 3a UA/15966/01/01
VARILRIX™ PO3UMHY A5 iH'EKLN Knsiin BpuTaHis Bionogxikans C.A. | TMNy - 3MiHM 3 ikocTi. APl BUpo6bHULTBO. 3MiHM B peyenmom
BAKUWHA ANA | no 1 posi; 1 donakoH Ekcnopt npoueci BupobHuuTBa A®| (He3HayHa 3MiHa Y
MPO®ITAKTUK | 3 niochinisatom Ta 1 Nimiten npoueci Bupo6HuLTBa API) - BHECEHHS 3MiH [0
W BITPAHOI amMnyna 3 p.3.2.S.2.2 Onuc BMPOGHUYOro Npouecy Ta noro
BICINA XXUBA PO34MHHKKOM (BOAA KOHTPO/0, & came- 3MiHa MPOMMUBHOIO PO34UHY, L0
ATEHYNOBAH ONs iH'eKUil) B MICTUTb TPUMCUH HA NPOMUBHUIA Bychep XeHka ansi
A n1acTMKoBOMy

KOHTeliHepi B
KapTOHHiiA KopobLyj;
1 dhnakoH 3

npoMMBaHHSA KNITMHHKUX wWwapiB y T-flasks nepep,
TPUNCUHI3aLieo AN NiAroTOBKM KTITUHHOIO
iHOKY/IlOMY BapiLienin Ta NPOMIKHOTO NPOAYKTY.
3MiHu |l TMny - 3MiHK 3 skocTi. APl BupobHMUTBO.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
niogpinizatom Ta 1 3MmiHu B npoueci BUpo6HMuTBa Ad| (3miHa
nonepeaHLo CTOCYETLCA aKTUBHOT PEYOBUHYU
HanoBHEHWIA WNpuLY 6i0/10r4HOr0/iMyHOMOrYHOTO NMOXOMKEHHSA abo
3 PO3YVMHHUKOM BMKOPUCTaHHS XiMiyHuX APl y BUPOGHMLTBI
(Bofa Ans iH'ekuii) y nikapcbkoro 3acoby 6ionorivyHoro/iMyHoN0rivYHoro
KOMMN/eKTi 3 ABOMaA NOXOKEHHS, SKa MOXe MaTu 3HaYHUI BNAVB Ha
rosikamu B AKICTb, 6e3neky Ta ed)eKTUBHICTb J1ikapCbKOro
nnacTKoBOMy 3aco0y, i He CTOCYETbCS MPOTOKOY) - BHECEHHS
KOHTEliHepi B 3MiH A0 p. 3.2.S.2.6 Po3pobka BUpOGHMYOro
KapTOHHI kopobuy; npouecy, a came- 3MiHa TPUMCKHY 3 TBAPMHHOTO Ha
100 dpnakoHis 3 rTrypsin
niogpinizatom Ta 100
amnyn 3
PO34MHHKKOM (BOAA
ANA iH'ekuild) (B
YapyHKOBIli
ynakoBLii) B oKpeMux
KapTOHHMX KOopobkax
54. | BAP®APUH Tabnetkv no 2,5 wr; Takega ABcTpist Opichapm Monbwa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu 3a He UA/7897/01/01
HIKOMEQ no 100 TabneTok y ABCTpis MaHyekuypiHr I Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peuyenmom | nidssieae
donakoHi; no 1 6X Monsbwa Cn. 3 0.0. hapmakoHarnsgy. 3MiHu y KOpPOTKili XapakTepucTuuj
hnakoHy B NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
KapTOHHI KopooLli IHCTPYKLT ANA MeAUYHOro 3aCTOCYBaHHSA Y 3B'A3KY i3
HOBUMW AaHUMM 3 SKOCTI, AOKIHIYHUMMU, KNiHIYHUMMN
JaHuMu Ta gaHumu 3 hapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKLIi 415 MefnyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU slikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogijin”, "MobiuHi peakuii”. BBegeHHs
3MiH NpOTArom 6-T1 MiCALB Nicna 3aTBEPAKEHHS
55. | BECTIHOPM® Tabnetkv no 16 wmr, AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/6356/01/02
no 10 TabneTtok y "papmak” | TMny - 3miHK 3 AkocTi. CepTudpikat peuyenmom

6nictepi, no 3 abo 6
6nicTepiB y nauyuj 3
KapTOHY

BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BigNoBIAHOCTI
abo BuNyyeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMKHOT peyoBMHM (cepTudikaT Bi4NOBILHOCTI
€Bponeiicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUpoOHuKa -
noJaHHA OHOBJ/IEHOro cepTuddikary BifgnoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2011-101-Rev
03 (3aTBepgxeHo: 3 R1-CEP 2011-101-Rev 02) gns
nitoyoi pevoBuHM Betahistine dihydrochloridesig, Bxe
3aTBepXeHOro BUpo6Hvka Ami Lifesciences Private
Limited, IHAis. 3MiHK | TMRY - 3MiHK 3 SKOCTI.




54

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

CepTtudpikaT BignosigHocTi/l E-cepTudpikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€sponeiicbkiii hapmakonei: gns A®Il; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBEpAXEHOro BUPOOHUKa
NnoAaHHA OHOBMIEHOro cepTudikaty BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2011-101-Rev
04 ans pitovoi pevosrHK Betahistine
dihydrochloridesig Bxe 3aTBepAXeHOro BUPOOHUKA
Ami Lifesciences Private Limited, IHgis

56. | BECTIHOPM® TabneTtku no 24 wr; AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHU 3a UA/6356/01/03
no 10 TabneTok y "®Papmak” | Tvny - 3miHK 3 AkocTi. CepTudikart peyenmom
6nicTepi, no 3 abo 6 BignosigHocTi/lE-cepTudikat BignoBigHOCTI
6nicTepis y nayui 3 €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
KapToHY HOBOro abo OHOB/IEHOro cepTudikara BifnoBiAHOCTI

abo BuNy4eHHs cepTudikarta BiAMoBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBILHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)e 3aTBepXEHOro BUPOOHWMKa -
nofiaHHA OHOBJ/IEHOro cepTuddikaty BignoBigHOCTI
€Bponelicbkii hapmakonei R1-CEP 2011-101-Rev
03 (3aTBepmxeHo: 3 R1-CEP 2011-101-Rev 02) ans
nitoyoi pevoBuHK Betahistine dihydrochloridesig Bxe
3aTBepxeHoro BupobHunka Ami Lifesciences Private
Limited, IHgjs. 3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeNnchbkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBEPIXEHOr0 BUPOOHUKA
noAaHHA OHOB/IEHOro cepTudikaty BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2011-101-Rev
04 ans gitoyvoi pevosrHu Betahistine
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dihydrochlorideBig Bxe 3aTBEpAXEHOr0 BUPO6HUKA
Ami Lifesciences Private Limited, IHAis

57.

BECTIHOPM®

TabneTkv no 8 mr no
10 Tabnetok y
6nictepi; no 3
6nicTepn y nauui 3
KapToHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu
| TNy - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
ab60 BUyYeHHs cepTuddikarta BiANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOBMIEHOTO cepTudikaty BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2011-101-Rev
03 (3atBepmxeHo: 3 R1-CEP 2011-101-Rev 02) ans
Aitoyoi pevosuHN Betahistine dihydrochloridesig Bxe
3aTBepxeHoro BupobHunka Ami Lifesciences Private
Limited, IHAis. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BWUyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT Bi4NOBILHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepXeHOro BUPOOHUKa
nofiaHHs OHOBJ/IEHOro cepTuddikaty BignoBigHOCTI
€Bponelicbkii hapmakonei R1-CEP 2011-101-Rev
04 onsa pjtovoi peyoBuHW Betahistine
dihydrochlorideBig Bxe 3aTBepXeHOro BUPOGHMKaA
Ami Lifesciences Private Limited, IHgis

3a
peyermom

UA/6356/01/01

58.

BUOAHON®

TabneTku, BKpUTI
060510HKot0, No 500
mr no 10 TabneTok y
6nicTepi; no 3 abo
no 6 6nictepis y
KapTOHHI ynakoBLi

TOB
"TNELPAP
M ATA"

YkpaiHa

KYCYM XE/NTXKEP
nBT NT4,

IHAjsA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BHeceHHs abo 3miHa(K) Ao
3060B'A3aHb Ta YMOB BMAaYi peectpaLiliHoro

noceifAYeHHsA, BKNtoYaroun Mnax ynpasniHHA
pu3nKamm (3aCTOCYBaHHS TEKCTY, SIKUIA MOTOMXKEHN

3 KOMMETEHTHUM OpraHom) - 3asBHUKOM HagaHo
OHOBJ/IEHWIA MnaH ynpaBniHHA pu3nkamm Bepcis 2.0.
3MiHN BHECEHO A0 YacTuvH: | «3aranbHa

iHchopmavisx» 1l «Cneuudikauis 3 6e3nekn» V
«3axoau 3 MiHimMi3aLii pu3uki» VI «Pe3ome nnaHy
ynpaB/iHHS pusnkamu» VIl «ogatku» (gogaTtkm 1-

3a
peyenmom

He
nionsieae

UA/14215/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

Ta gosun", "MepegosysaHHsa", “MNo6iyHI peakuii” 3rigHO

8) y 3B’A3Ky 3 OHOB/IEHHAM iHGhopMaL,i 3 6e3nekn
Lito40i pevyoBUHN KMCNOTU TpaHeKkcaMoBOl
BiAANOBIAHO A0 aKTyanbHOI pedhepeHTHOI iHdopmaLlii,
a TakoX Y 3B'A3Ky i3 3MiHOIO dhopmaTy BifgnoBigHO A0
sBumor 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). Pe3tome MNnaHy ynpasniHHA
pu3nkamm Bepcia 2.0 gogaeTtbes - 3MiHn | Tuny -
3MiHU Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHun) - MNpeacTasieHi 3MiHW
B iHchopMmawii 3 6e3neku LLoA0 NOBiIAOMIEHHS NPO
no6iyHi peakuii Ha nigcTasi pekomeHaau;i
[epxaBHoro ekcnepTHoro ueHtpa MO3, wo
PO3MiLLEHi Ha OILiiHOMY CaWiTi y po3ain iHCTpyKL,i
ANA MeNYHOro 3actocyBaHHsA «[M06iuHi peakLii»
MOXYTb OYTU peKOMEHA0BaHi [0 3aTBEPKEHHS Ta
BHECEHHS B IHCTPYKLiIO 415 MEANYHOrO
3acTocyBaHHSA NikapcbKoro 3acoby. 3MiHN BHECEHO
[0 IHCTPYKUIT 418 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ain "MobivHi peaxuii” wono
BaX/IMBOCTi 3BiTyBaHHS Npo MobiyHi peakwji.
BBefeHHs 3MiH npoTarom 6 micsauis nicns
3aTBEPMAKEHHS - 3MiHW | TUNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHu
Y KOpOTKili xapakTepucTuLi nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 415 MeuyHOro
3aCTOCYBaHHSI TeHepUYHUX/TIGPUAHMX/6IoNOAIGHNX
NiKapcbKnx 3acobiB Nic/i BHECEHHS TiET camoi 3MiHN
Ha pedhepeHTHWT NpenapaT (3mMiHa He NoTpebye
HafaHHS XOAHNX HOBUX AOAATKOBUX AaHUX) -
MpepcTasneHi 3miHy B iHchopmalii 3 6e3neku LWoao
BHECEHHS 3MiH Ta JOMOBHEHb Y PO3A4inu iHCTPYKL,i
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
"apmaxosiorivyHi BnactmsocTi", "lMokasaHHSA"
(peparyBaHHs), "B3aeMogisi 3 iHLUMMMW NiKApCbKUMMN
3acobamu Ta iHWi BUAKW B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BarirTHOCTI
abo rogyBaHHs rpyaa0"”, "3aartHicTb BIIMBATU HA
LUBUAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMK MexaHiamamn”, "Crocié 3acTocyBaHHS

3 iH(hopmaLieto WoA0 MegNYHOro 3acToCyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Cyclokapron
tablet 500 mg) MoXyTb 6yTU pekoMeHA0BaHi 0
3aTBEPMAXEHHS Ta BHECEHHS B iHCTPYKLto ANs

MeAMYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu
"apmaxosorivyHi BnactmsocTi", "lMokasaHHSA"
(peparyBaHHs), "B3aeMogisi 3 iHLUMMMW NiKApCbKUMMN
3acobamu Ta iHLWi BUAW B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BariTHOCTI
abo rogyBaHHsA rpyaa0"”, "3aartHicTb BIIMBATU HA
LUBUAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMKU mexaHiamamn'”, "Cnoci6 3acTocyBaHHSA
Ta gosn", "MepegosysaHHsa", “MNo6iyHI peakuii” 3rigHO
3 iH(hopmaLieto WoA0 MeaNYHOro 3acTOCyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Cyclokapron
tablet 500 mg).
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPKEHHSA

59.

BIOEIH

Kancynm m'ski no 25
MKr (1000 MO), no
10 kancyny
6nicTepi; no 6
6nicTepisB y nauui

AT
"KUIBCBKW
"
BITAMIHHM
1 3ABOA"

Ykpaina

AT "KWTBCBKIAI
BITAMIHHUN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
CucTema KoHTelHep/3aKynoproBasibHUIA 3aci6. 3MiHa
PO3Mipy YNakoBKu roTOBOro /likapcbKoro 3acoby
(BUNyYEHHSA YNaKoOBKU MEBHOMO Po3Mipy)
BunyuyeHHs ynakoBku An151 4O3YBaHHA 25 MKr
(1000MO): Mo 10 kancyn y 6nicTepi; no 3 6nictepu y
nadui. 3mMiHM BHECeHO B po3fin "YnakoBka" B
IHCTPYKL,ilO ANS MeANYHOro 3acTOCyBaHHS
nNikapcbKoro 3acoby Yy 3B'A3Ky 3 BUIYYEHHSIM NEBHOTO
pO3Mipy YyNakoBOK, SIK HACNiAOK - BUTyYEHHS TEKCTY
MapKyBaHHS BifNOBiAHNX YNakOBOK /iKapCbKOro
3aco0y.

BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPKEHHS.

6e3
peuyenma

He
nionsieae

UA/18050/01/02

60.

BIOEIH

Kancysm m'ski no
100 mkr (4000 MO),
no 10 kancyny
6nicTepi; no 3
6nictepn y nauui

AT
"KUIBCBKW
"
BITAMIHHM
1 3ABOA"

Ykpaina

AT "KMIBCbKUN
BITAMIHHI
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoproBasibHMIA 3aci6. 3MiHa
PO3Mipy ynakoBKu roTOBOrO /iKapCbKoro 3acoby
(BUNYyYEHHSA YNaKoOBKU MEBHOMO Po3Mipy)
BunyuyeHHs ynakoBku ans gosysaHHs 100 Mkr
(4000MO): Mo 10 kancyn y 6nictepi; no 6 6nictepis
y nauui. 3MiHM BHECEHO B po34in "YnakoBka" B
IHCTPYKL,il0 ANs MeANYHOro 3acTOCyBaHHS
NikapcbKoro 3acoby Yy 3B'A3Ky 3 BUIYYEHHSIM NEBHOTO
pO3Mipy YNakoBOK, SIK HACNIAOK - BUSTYYEHHS TEKCTY
MapKyBaHHS BifNOBigHNX YNaKoBOK /iKapCbKOro
3acoby. BBefeHHs 3MiH NpPOTAroM 6-Tu micsyiB nicns
3aTBEPKEHHS.

6e3
peyenma

He
nionsieae

UA/18050/01/03

61.

BIOEIH

Kancysim m'siki no
12,5 mkr (500 MO),
no 10 kancyny
6nicTepi; no 6

AT
"KUIBCbKW
n
BITAMIHHW

YKpaiHa

AT "KWTBCBKIAI
BITAMIHHUM
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiiB: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3aKkynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy YNakoBKM rOTOBOrO NiKapCbKoro 3acoby

6e3
peyenma

He
nionsiecae

UA/18050/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
6nicTepiB y nauui 1 3ABOA" (BUTYYEHHS! yNakoBK1 NEBHOTO PO3Mipy)
BunyyeHHa ynakoBku ans AosysaHHA 12,5 MKr
(500MO): Mo 10 kancyn y 6nictepi; no 3 6nictepu y
nauuj; 3miHM BHeCeHO B po3gin "Ynakoska" B
IHCTPYKLil0 4151 MeANYHOrO 3aCTOCYBaHHS
NiKapCbKOro 3acoby y 3B'A3KY 3 BUYYEHHAM NEBHOMO
PO3Mipy YNakoBOK, SIK HACMIAOK - BUTyYEHHS TEKCTY
MapKyBaHHS BifnoBigHNX YNakoBOK NikapCbKoro
3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
62. | TEBIPAH TabneTku, BKpUTI dapmaneBT Monbua PapmaLleBTUYHNI MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/7565/01/03
nAiBKOBOIO WYHWIA 3aBO[, 3aBof, | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
060/10HKOH0, 1Mo 800 "TIONb®AP "MONb®APMA" BignosigHocTi/IE-cepTudikar BignosigHoCTI
mr; no 10 TabneTok MA" C.A. C.A. €sponelicbkin hapmakonei/moHorpadii. NMogaHHs
y 6nicTtepi; no 3 HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
6nictepay ab60 BUIyYeHHs cepTuddikarta BiANOBILHOCTI
KapTOHHI KOpo6Lii €sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBMEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOBMIEHOrO cepTudikaty BiANOBIAHOCTI
€sponelicbkin dhapmakonei CEP 2001-283-Rev 06
Bif, 3aTBEpAXeHoro Bupo6Huka ZHEJIANG
CHARIOTEER PHARMACEUTICAL CO., LTD.,
KuTaii gns gitoyoi peqyoBnHU auykioBip
(3aTBEepaxeHo: R1-CEP 2001-283-Rev 05;
3anponoHoBaHo: CEP 2001-283-Rev 06).
63. | FEBIPAH TabneTku, BKpUTI dapmaLesT Monbwa dapmaLleBTUYHNIA Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/7565/01/01
nNiBKOBOKO WYHWIA 3aBOf, 3aB0of, | TMny - 3miHK 3 AkocTi. CepTudpikat peuyenmom
o060s10HKot0, Nno 200 "TMIONb®AP "MONb®APMA" BignosigHocTi/lE-cepTudikat BignoBigHOCTI
mr; no 10 TabneTok MA" C.A. C.A. €Bponelicbkin hapmakonei/MoHorpadii. NMogaHHs

y 6nicTepi; no 3
6nictepay
KapTOHHI KopooLli

HOBOro abo OHOBMIEHOr0 cepTudikaTa BigNoBIAHOCTI
abo BuNyyeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMKHOT peyoBMHM (cepTudikaT Bi4NOBILHOCTI
€Bponeiicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUpoOHuKa -
noJaHHA OHOBJ/IEHOro cepTuddikary BifgnoBigHOCTI
€sponelicbkiin hapmakonei CEP 2001-283-Rev 06
Bif 3aTBEpAKeHoro BupobHunka ZHEJIANG
CHARIOTEER PHARMACEUTICAL CO., LTD.,
KuTaii gns gitoyoil peqyoBuHU aumkioBip
(3atBepaxeHo: R1-CEP 2001-283-Rev 05;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3anponoHoBaHo: CEP 2001-283-Rev 06).
64. | FEBIPAH TabneTku, BKPUTI dapmaLesT Monbwa dapmaLeBTUYHNIA Monbwa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/7565/01/02
NNiBKOBOKO N4YHWIA 3aBOS 3aBoj, | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenmom
060/10HKOH0, Mo 400 "TIONbOAP "MONBb®APMA" BignosigHocTi/lE-cepTudikat BignoBigHOCTI
mr; no 10 TabneTok MA" C.A. C.A. €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
y 6nictepi; no 3 HOBOro abo OHOB/IEHOro cepTudikara BifnoBiAHOCTI
6nictepay abo BuNy4eHHs cepTudikarta BiANoBIAHOCTI
KapTOHHI KopooLli €Bponelicbkiin hapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBuHM (cepTudikaT Bi4NOBILHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepXEHOro BUPOOHWMKa -
nofiaHHA OHOBJ/IEHOro cepTuddikaty BignoBigHOCTI
€sponelicbkin hapmakonei CEP 2001-283-Rev 06
BiJ 3aTBepKeHoro BupobHunka ZHEJIANG
CHARIOTEER PHARMACEUTICAL CO., LTD.,
KuTaii gns gitoyoi peqyoBnHN auykiosip
(3aTtBepaxeHo: R1-CEP 2001-283-Rev 05;
3anpornoHoBaHo: CEP 2001-283-Rev 06).
65. | TEKCAKCUM® | | cycneHsia gns CaHodi ®paHuina BMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/13080/01/01
HEXAXIM iH’ekuiii no 0,5 mn (1 MacTep roToBOro Il Tuny - 3miHn 3 AkocTi. A®l. KoHTponb A®I. 3miHa y peyenmom | nidssieae
BAKUWHA ANA | pfosa) B nonepesHbo Hepo3dhacoBaHOro mMeTofax BunpobysaHHA APl abo BuUXigHOro
MPO®ITAKTUK | 3anoBHeHUX NPOAYKTY, BTOPUHHE marepiany/npomikKHOro NPoayKTy/peareHTy, Lo
N QUDTEPII, wnpuyax 3 1-eto nakyBaHHs BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuLTBa AdI
NMPABLSA, (abo 2-ma) (Wnpuuwy), KOHTPOb (cyTTeBa 3MiHa y
KALUNOKY OKPEMWUMMW rosIKamu, SIKOCTi, BUNYCK 6i0n0riYyHOMY/iMyHOTOrIYHOMY/iMYHOXIMIYHOMY
(ALENONAPH no 1 wnpuuy B cepiii: CaHodoi MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
nin KapTOHHII ynakoBL; MacTep, ®paHuis; BMKOPUCTOBYETHLCA GioNoriYHnii peareHT ans
KOMMOHEHT), no 0,5 mn (1 gosa) B BUPOBHULTBO 6ionoriyHoro A®l, a6o noro 3amiHa) 3mMiHa NOTOYHOT
FENATUTY B nonepegHb0 roToBOro npoueanypu I®A (ELISA) ana BusHavyeHHs BMICTy D-
PEKOMBIHAHT | 3anoBHeHux Hepo3dhacoBaHOro aHTUreHy 3 CUrMOIAHOro MEeTOZY Ha ONTUMI30BaHWiA
HA, wnpuuax 3 1-eto NPOAYKTY, MeToA napasniefibHuX NiHili NS AOCiKEHHS
nonioMIENITY | (abo 2-ma) 3arnoBHEeHHS, BUMBI/IbHEHHS Ta CTabiNbHOCTI
IHAKTUBOBAH | okpemumu rosfikamu, BTOPUHHE MOHOB&/IEHTHUX/TPUBASIEHTHUX CTagii
ATA no 1 wnpuuy B nakyBaHHs, MOHOB&J/IEHTHMX MPOMiXHUX 3aroTOBOK CepoTuniB
3AXBOPIHOBAH | ctaHgapTHO- KOHTPOJ1b SIKOCTI, 1,2 Ta 3, a TakoX AN 4it0Y0i pevyoBUHA
b, eKCMopTHii BUWMYCK Cepiii: iHAKTMBOBAHOI TPMBAJIEHTHOI NONIOBAKLMHN,
CNPUYMHEHWN | ynakosLj, sika CaHodpi MacTep, OTPUMaHI/ Ha KniTuHax Vero Ta BHECEHHS
X MIiCTUTBCA Y ®paHuifa; BTOpUHHE pefakuifiHuX NpaBoK B HaNMcaHHi iHhopmadi.
HAEMOPHILUS | kapToHHili kopobL,i 3 nakyBaHHs1, BUMYCK TepMiH BBEEHHSA 3MiH - rpyaAeHb 2025. 3minm Il Tuny
TANY B IHCTpYKLUi€to Ans cepiii: CaHodi- - 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
KOH''OFOBAH MeauyYHoro ABeHTIC 3pT., napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
A, 3acTOoCyBaHHS; No YropwuHa BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
AACOPBOBAH | 0,5wmn (1 go3a) B BUXIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
A, PIAKA nonepeaHLo BMKOPWCTOBYIOTLCS Y Npoueci BupobHuutea AdI
3aMoBHEHNX (pO3LUMPEHHS AOMYCTUMUX MEX, BUSHAYEHNX Y

wnpuuax 3 1-et

cneumdikaLlisix Ha BUXigHI MaTepiasin/MpoMixHi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
(abo 2-ma) NPOAYKTU, SIKi MatoTb iICTOTHUIA BNMB Ha AKICTb API
OKpPeM1MU rofikamu, Ta/abo roToBOro Nikapcbkoro 3acoby) MponoHyeTbCs
no 10 wnpwuuis B BU3HAYEHHSA HOBUX KPUTEPITB NPUAHATHOCTI Ansi
KapTOHHI ynakoBL; TECTy Ha BUBI/IbHEHHS BMICTY D-aHTureny ans
no 0,5 mn (1 gosa) B Lit0Y0i pevyoBUHY IHAKTUBOBAHOI TPUBAJIEHTHOI
nonepegHL0 nonioBakLUMHW, OTPUMaHIili Ha KniTHax Vero Ta
3aMoBHEHMX napanesbHe OHOB/IEHHS BiJ06pakeHHs iHchopmauii
wnpuuax 3 1-eto 00 CKNagy rotToBoro Nikapcbkoro 3acoby. 3MiHu
(abo 2-ma) BHECEHO [0 IHCTPYKLiT 418 MeAnyHOro
OKPeMMMU rofikamu, 3acToCyBaHHS Nikapcbkoro 3acoby [0 po3giny
no 10 wnpwuuis B "Cknag" Ta 40 KOPOTKOT XapakTepucTukm
cTaHfapTHO- NikapcbKoro 3acoby po3gin "2. AKicHWiA | KinbkKicHUiA
€eKCMOPTHIi cknag", 3 BignoBigHMMM 3MiHAMK B TEKCTI
ynakoBLyj, aka MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby. TepMiH
MICTUTBLCA Y BBEJIEHHS 3MiH - rpyAeHb 2025.
KapTOHHI kopobui 3
IHCTpyKLUieto ans
MeANYHOro
3aCTOCyBaHHS; No
0,5wmn (1 posza) y
nakoHax, no 10
donakoHiB y
KapTOHHI ynakoBL;
no 0,5 wmn (1 gosa) y
dhnakoHax, no 10
hnakoHiB B
cTaHfapTHO-
€eKCMOPTHIi
ynakoBLi, sika
MIiCTUTbCA Y
KapPTOHHI Kopobui
66. | TEKCAKCUM® | | cycnieHsis gns CaHodi ®paHuisa BMPOGHMLTBO PpaHuia/ BHECEHHS 3MiH O peecTpaLiiiHnx matepianis: 3MiHW 3a He UA/13080/01/01
HEXAXIM iH'ekyii no 0,5 mn (1 Mactep roToBOro YropwmHa Il TMNy - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
BAKUVHA ONA | gosa) B nonepefHbo Hepo3acoBaHoro hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuyj
MPO®ITAKTUK | 3anoBHeHUxX NPOAyKTY, BTOPUHHE nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
N QUDTEPII, wnpuyax 3 1-eto0 nakyBaHHs IHCTPYKUT AN MEAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3
MPABLS, (abo 2-ma) (Wwnpwvuw), KOHTPOTb HOBMMMW JAaHUMU 3 SIKOCTi, AOKAIHIYHUMU, KNIHIYHMY
KALUHOKY OKPEMWUMMW rofIKamu, AKOCTI, BUNYCK [aHumK Ta gaHumn 3 papmakoHarnsgy. 3mMiHu
(ALEENONAPH no 1 wnpuuy B cepiii: CaHodoi BHECEHO A0 IHCTPYKLiT 418 MeAnyHOro
nn KapTOHHI ynakoBL; MacTtep, ®paHujis; 3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ainis
KOMMOHEHT), no 0,5 mn (1 gosa) B BUPOBHULTBO "IMyHOnoriyHi i 6ionorivHi Bnactnsocti”, "B3aaemogis
FENATUTY B nonepegHL0 roToBOro 3 iHWYMK NikapcbkMMK 3acob6amu Ta iHLWi BUAn
PEKOMBIHAHT | 3anoBHeHux Hepo3acoBaHoro B3a€EMOAji" Ta [0 KOPOTKOI XapaKTepUCTUKM
HA, wnpuuax 3 1-eto NPOAYKTY, nikapcbKoro 3acoby Ao posainis "Bsaemogis 3
noniomMienITy | (a6o 2-va) 3anoOBHEHHS, HLUIMMK NiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
IHAKTUBOBAH | okpemuMu rosikamu, BTOpPUHHE B3aemogijin", "®apmakogmHamiyHi BnactTuBocTi".
ATA no 1 wnpuuy B nakyBaHHs, TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3AXBOPHOBAH | ctaHfgapTtHo- KOHTPO/Ib SIKOCTi, 3aTBEPAKEHHSA.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

b,
CNPUYNHEHN
X
HAEMOPHILUS
T™Mny B
KOH''OrOBAH
A,
AACOPBOBAH
A, PIOKA

eKCMOPTHii
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHI kopobui 3
IHCTpyKLUieto ans
MeANYHOro
3aCTOCyBaHHS; No
0,5mn (1 posa) B
nonepeaHbLo
3anoBHEHUX
wnpuyax 3 1-eto
(abo 2-ma)
OKPeMMMU rofikamu,
no 10 wnpwuuis B
KapTOHHIlA ynakoBLy;
no 0,5 mn (1 go3a) B
nonepeaHLo
3anoBHEHUX
wnpuyax 3 1-eto
(abo 2-ma)
OKpPeMUMU rofikamu,
no 10 wnpwuuis B
cTaHfjapTHO-
€KCMOPTHIN
ynakoBLi, Aka
MIiCTUTbCA Y
KapTOHHi Kopobui 3
IHCTpYKLUi€0 Ans
MeAnYHOro
3aCTOCyBaHHS; No
0,5 mn (1 gosza) y
chnakoHax, no 10
dnakoHiB y
KapTOHHI ynakoBL,;
no 0,5 mn (1 gosa) y
nakoHax, no 10
donakoHiB B
cTaHfjapTHO-
€KCMOPTHIN
ynakoBLi, Aka
MIiCTUTbCA Y
KapTOHHiiA KopobLi

BUWMYCK Cepiii:
CaHodpi Macrep,
®paHLis; BTOPUHHE
nakyBaHHS1, BUMyCK
cepiii: CaHodi-
ABeHTiC 3pT.,
YropwmHa

67.

FEKCANI3

Tabnetku ans
PO3CMOKTYBaHHS No
10 TabneTok y
6nicTepi; no 3
6nictepu B
KapPTOHHI KOpo6Ui

Na6opaTtopii
Bywapa
Pekopgaari

®paHuisa

Na6opaTtopii
Bywapa Pekopaarti

®paHLis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
I TMny - 3miHK 3 AkocTi. APL. KoHTposnb AP, 3miHa y
mMeTofdax BunpobysaHHsa AP abo BUXigHOro
marepiany/npomikHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(He3HayHi 3MiHM y 3aTBEPKEHNX MEeTOAAX

6e3
peuyenma

UA/6005/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BMNpoO6YBaHHSA) - 3MiHW y meTogi X gns
BU3HAYeHHs eTaHony B A®I biknotumon. 3miHu
CTOCYHOTbCS LLOA0: PO3MIPIB KOJTIOHKW; 3aMiHN rasy
HOCIis 3 a30Ty Ha reniii; 3MiHa TemnepaTypHOro
rpagiieHTa 415 CKOPOYeHHs Yacy poboTu; 3miHa
KOHUEHTpaLji eTa/IOHHOrO CTaH4apPTHOrO PO3UMHY
015 MPVBEAEHHS Y BifMNOBIAHICTb [0 FPpaHNYHOT
KOHLeHTpauii B cneumdikauii
68. | FTEPLUENTUH® PO3unH NS iH'eKuin TOB «Pou YkpaiHa Brpo6HMLUTBO LLisefiuapis BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a UA/14303/01/01
600 mr/5 mn; 1 YkpaiHa» Hepo3dacoBaHol | Tuny - 3miHK 3 AkocTi. ADIl. BupobHULTBO. 3MiHK peyenmom
h1aKoH 3 PO3YMHOM npoaykuii, BUNPo6yBaHb abo AONyCTUMUX MeX Y npoLeci
Y KapTOHHIli KOopoobLi nakyBaHHs, BMPOGHULTBA A®PI, LLIO BCTAHOB/EHI Y
BMNPOGYBaHHSA cneumdikauisix (4ogaBaHHSA HOBOTO BUNPOGYBaHHSA
KOHTPO/II0 AKOCTI, Ta fonyctuMmnx mex) [lofaBaHHs albTePHATUBHOIO
BMNYCK cepil: MeTOoAYy KOHTPOSO (iIMyHOTYPGIAMMETPUYHNI METOA)
®.XohpmaHH-/15 B npoLieci BUpo6HuuTBa AD| ANa BU3HAYEHHS TUTPY
Pow NTa, B 3ibpaHili KynbTypanbHiii piguHi knitnH (HCCF), 6e3
LLsefiuapis; 3MiHV KpUTEpIiB NPUAHATHOCTI. 3aTBEpPAKEHWIA
BunpobyBaHHs mMeTos BEPX. BBegeHHs 3MiH MpOTAroM 6-Tv MicsLiB
KOHTPO/TIO AKOCTi: nicnsa 3aTBepKeHHs.
®.XothpmaHH-/15 3MmiHu | TUnYy - 3miHk 3 sKocTi. A®l. Bupo6bHMLTBO.
Pow NTg, 3MiHu BUNpobyBaHb abo AONYCTUMMX MEX Y MPOLieCi
LLiBeiiuapis BMpOOHULTBa A®PI, 1110 BCTAHOB/IEHI Y
cneundikauisix (3BY>XXEHHS AONYCTUMUX MEX)
BHeceHHs 3MiH 0 p.3.2.S.2.4 KOHTPO/Ib KPUTUYHKX
cTafii i NPOMiXHOT NPoAYyKLIi, a came- 3BYXEHHS
KpUTEpIiiB NPUAHATHOCTI LifIbOBOT KOHUEHTpauii 6inka
KiHyesoro nyny UF-DF 3 <135 mg/mL Ha <140
mg/mL. BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHSA. 3MiHM Il TMNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60 BUXigHOro matepiasy/npoMixHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| (cyTTeBa 3MiHa Y
6ionoriyHoMy/imyHONOrYHOMY/IMYHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
BMKOPUCTOBYETbLCS BioNoriYHniA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) JofaBaHHs
roTOBMX [0 BUKOPUCTaHHA (RtU) KpiokoHCEpBOBaHMX
KNiTUH BT-474 5K anbTepHaTUBY Ky/IbTVBOBaHM
KNiTMHam 4151 BU3HaYeHHs1 AKTUBHOCTI (Bioassay)
ana A®l ta M'N3. BeegeHHs 3MiH npoTsrom 6-Tu
MicsLiB Mic/1s 3aTBepAKEHHS.
69. | NIAPOKOPTU3 NOPOLLOK A/1A EnENCi Ipysia K.T. POM®APM PymyHis BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/18159/01/01
OH POM®APM | po3suvHy gns Pomdapm KOMMNAHI C.P.J1. YTOUHEHHS cTaTyCcy pek/aMyBaHHA B Hakasi MO3 peyenmom nionsiza
iH'ekujin/iHdysili, 100 Komnai (BMpOGHMLTBO Ta YkpaiHu Ne 2085 Big 13.12.2024 B npoueci €
Mr no 1 conakoHy 3 xopopxmsa nepBuHHE BHECEHHSA 3MiH (3MiHu | Tuny - 3miHn Woao
NOPOLLKOM Y nakyBaHHs 6e3nekn/edekTMBHOCTI Ta dapmakoHarnsagy. 3miHm
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

KapTOHHI naJui; no
5 tpnakoHis 3
NMOPOLLKOM Y
6nicTepi, no 2
6nictepu y
KapTOHHI navui

nikapcbkoro 3acoby;
BTOPUHHE
nakyBaHHsl,
KOHTPO/Ib KiHLLeBOro
NpOAYKTY Ta BUMYyCK
cepii)

Y KOPOTKIli XapakTepucTuLi slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 415 MeAUYHOTO
3aCTOCYyBaHHSA reHepUYHNX/TiIBPUAHNX/6I0N0AIGHNX
NiKapCbKNX 3aco6iB Nics BHECEHHS TiEl camoi 3MiHK
Ha pedhepeHTHW1 NpenapaT (3MiHa He NoTpebye
HafaHHSA XXOAHWUX HOBUX [0AATKOBUX AaHWX) 3MiHU
BHECEHO A0 IHCTPYKUIii 4518 MeanyHoro
3aCTOCYBaHHSI NiKapCcbKoro 3acoby A0 po3ainis
"Ocob6nueocTi 3acTocyBaHHs", "[iTn" Ta "Mo6iuHi
peakuii" BignoBigHo Ao iHhopmavii pedhepeHTHOro
nikapcbkoro 3acoby Cony-KopTed, nopoLiok gns
PO34mnHY ANst iH'ekwiid, 100 Mr. BBeAEHHSA 3MiH
NpoTArom 6-Tu MiCALIB MiCNa 3aTBEPMKEHHS. 3MiHK |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IOMAK0OUM AiNbHUL BUMYCKY cepii abo micue
NpoBefeHHSA KOHTPOJII0 AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUN BUMYCK
cepiii) 3miHa agpecu Bupo6Huka K.T. POM®APM
KOMMAHI C.P.J1., PymyHis (BTOPVHHE NakyBaHHS,
KOHTPO/Ib KiHLEBOro NpoAyKTy Ta BUMyck cepii), 6e3
3MiHV MicLst BUPOOHULITBA (NPUBELEHHS HANMCaHHS
afipecvt BUpo6HMKa A0 BUCHOBKY LW040
NiATBEPXEHHS BiANOBIAHOCTI YMOB BUPOOHNLTBA
BMMOramM HasIeXHOi BUPOBGHWYOT NPaKTUKK). 3MiHN
BHECEHO A0 IHCTPYKUiT 4719 MeanYHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"Brupo6HMK" Ta "Micue3HaxomKeHHs BUPOOHMKA Ta
afjpeca NpoBaKEHHS MOro Ais/IbHOCTI", Ta AK
HacniloK BHECEHHS 3MiH [0 TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
3acoby. BBefileHHs 3MiH NPOTAroM 6-Tu micsuiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6 (iHLWi 3MiHN) —
BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBabHWiA 3acib, a came
BBefeHHs ynakosku Ne 10: no 5 chnakoHiB y
6nicTepi, No 2 6ricTepu y KAPTOHHINA Nayui 3amicTb
10 chnakoHiB y KapTOHHIlA NayLi, 3 BiANOBIAHMMU
3MiHaMK [0 p. «YnakoBka» MKHA /13. 3MiHM BHECEHO
00 IHCTPYKUIiT 4519 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy "Ynakoska", Ta sk
HacnifoK BHECEHHS 3MiH [0 TEKCTY MapKyBaHHS
NepBMHHOT Ta BTOPMHHOI YNaKoBOK J1iKapCbKOro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu MicsiLiB nicns
3aTBeppKeHHs). Pefakuis B Hakasi - BigCyTHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BipHa pefakuis - He nignsrae.

70.

rMEBO

TabneTku, BKPUTI
060/10HKO0, 1Mo 500
Mr; no 5 TabneTok y
6nictepi; no 1 a6o
no 2 6nictepn y
KapTOHHI ynakoBLi

neHmapk
PapmacbioT
vikan3s Jita,.

IHais

neHmapk
dapmacbioTVKan3
nra.

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTkili XxapakTepucTuyj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BigNOBIAHO
[0 nnaxy negiatpuyHnx gocnimxersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLIi Ans
MEeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
po3ginu: "OcobnmBOoCTi 3acToCyBaHHS",
"Mepepo3yBaHHs", "Mo6IYHI peakuii” BiANOBIAHO A0
OHOB/EHOT iH(hopMaLii 3 6e3nekn Ail4oi peyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS

3a
peyenmom

He
nionseae

UA/8751/02/02

71.

FNEBO

TabneTkn, BKPUTI
060/10HKOH0, Mo 250
Mr; no 5 TabneTok y
6nictepi; no 1 abo
no 2 6nictepn y
KapTOHHII ynakoBLi

FneHmapk
dapmacbioT
vkans Jita.

IHais

FneHmapk
dapmMacbloTKan3
nra.

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT AN19 Me4MYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiliHnii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaxy negiatpuyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3zainu: "Oco6MBOCTI 3aCTOCYBaHHS",
"Mepepo3yBaHHs", "MobiuHi peakwii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku Ailo4ol peYoBUHN.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPAKEHHSA

3a
peyerimom

He
niosnsicae

UA/8751/02/01

72.

FNMIOKODAXK®

TabneTku, BKpUTI
nniBKOBOO
o060s10HKot0, No 500
Mr; no 15 TabneTok
y 6nicTepi; no 2 abo
no 4 6nictepn y
KapTOHHi kopobuyj;
no 20 TabneTok y
6nicTepi; no 3

Mepk CaHTe
c.a.c.

PpaHuis

BMPOBHULITBO 3a
MOBHUM LMK/IOM:
Mepk CaHTe,
PpaHuis;
BMPOOHULITBO 3a
MOBHUM LK/IOM:
Mepk, C/1, IcnaHis

PpaHuis/
IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3MiHK Woao 6e3nekn/edeKkTBHOCTI Ta
hapmMakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO Y .
17. IHWE TeKkcTy MapKyBaHHS BTOPUHHOT YNakoBKN
nikapcbKoro 3acoby, a came BUAAIEHO NOroTun
KOMNaHii oghiLiiHOro NpeAcTaBHMKA 3asiBHMKA B
YkpaiHa TOB "ACIHO YKPAIHA". BBeaeHHs 3MiH
NpoTArom 6-Tn MicALB NicNa 3aTBepPAXEHHS

3a
peyenmom

UA/3994/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
6nictepn y
KapTOHHI KopobLli
73. | FNMIOKODAX® TabneTku, BKpUTI Mepk CaHTe ®paHuisa BMPOOHULITBO 3a PpaHuia/ BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a UA/3994/01/02
NNiBKOBOKO c.a.c. NOBHVM LMK/TOM: Icnanis | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
060/10HKO10, Mo 850 Mepk CaHTe, hapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO Y .
mr; no 15 Tabnetok PpaHuis; 17. IHWE TekcTy MapKyBaHHA BTOPUHHOT YNakoBKu
y 6nictepi; no 2 abo BMPOBHULITBO 3a nikapcbKoro 3acoby, a came BUAasIeHo N10roTun
no 4 6nictepun y NOBHUM LMK/IOM: KoMnaHii odiLiiiHOro NpeAcTaBHUKA 3asiBHUKA B
KapTOHHI KOpO6Lj; Mepk, C/1, IcnaHis YkpaiHa TOB "ACIHO YKPAIHA". BBeAeHHs 3MiH
no 20 TabneTok y npoTArom 6-Tu MicALiB Nicns 3aTBepAXeHHS
6nictepi; no 3
6nictepn y
KapPTOHHI Kopobui
74. | FTNIOKODAX® TabneTku, BKPUTI Mepk CaHTe PpaHuis BMPOOGHULITBO 3a PpaHuis/ BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHU 3a UA/3994/01/03
NNiBKOBOKO c.a.c. NOBHUM LMK/IOM: Icnanis | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO, No 1000 Mepk CaHTe, hapmakoHarnagy (iHwi 3MiHn). 3MiHWM BHECEHO Y .
mr; no 15 TabneTok dpaHuis; 17. IHWE TeKkcTy MapKyBaHHSA BTOPUHHOT YNakoBKN
y 6nicTepi; no 2 abo BMPOOHULITBO 3a niKkapcbKoro 3acoby, a caMe BMgasIeHo a10rotumn
no 4 6nictepn y NOBHVM LK/IOM: KoMnaHii odpiLiiiHOro NpeAcTaBHUKA 3asiBHUKA B
KapTOHHI KopooLli Mepk, C/1, IcnaHis YkpaiHa TOB "ACIHO YKPAIHA". BBeaeHHs 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepMAKeHHS
75. | AEKANENTUN PO34MH ANS iH'EKLi deppiHr Lseiiuapi BignosiganbHuii 3a HimeuunHa/ | BHeCeHHS 3MiH 40 peecTpauiiiHux MaTepiasis: 3MiHU 3a UA/7106/02/01
0,1 mr/imn; no 1 mn IHTepHeLUHN A BMPOGHMLTBO Yecbka | Tuny - AAMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
y wnpwuj; no 7 CeHTep CA roTOBOro MPOAYKTY, Pecny6nika HaliMeHyBaHHs Ta/abo agpecu Micua NPoBaKeHHs
LINPULIB Y KOHTYPHIlA NepBUHHY YNaKoBKy, [isnbHOCTI BUpo6HUKa/iMnopTepa roToBoro
YapyHKOBI KOHTPO/b AKOCTi Ta NiKapCbKoro 3acoby, BKNHOYAUN [i/TbHUL BUNYCKY
ynakosui; no 1 BMNYCK Cepil: cepii abo MicLie NpoBeAEeHHS KOHTPOJIHO SKOCTI.
KOHTYpHilA ®eppiHr TM6X, (misnbHiCTb, 3a Ky BignoBigae BUpo6GHMK/iMnopTep,
YapyHKOBIll ynakoBLi HimeuuunHa; He BK/1t0Yatoun BUMYyCK cepiit) -
Y KapTOHHI KOPOOLii BignosiganbHuii 3a 3MiHa agpecun BMPOGHMKA BiANOBILa/IbHOMO 3a
BTOPVIHHY YNaKoBKY: BTOPVHHE NaKyBaHHA Y 3B’A3KY i3 NpMBEAEHHAM
®eppiHr-/leunsa, peecTpauiiiHiX JOKYMEHTIB Y BiANOBiAHICTL A0
a.c., Yecbka ceptudpikaty GMP.
Pecny6nika
76. | DEKATUNEH cnpeii Ha3asTbHUIA, TOB «TeBa YkpaiHa Mepkne 'm6X, HimeuunHa | BHeCeHHs 3MiH A0 peecTpauiiHnx Matepianis: 3MiHN 6e3 UA/20463/01/01
PVHO AYO po34uH; no 10 mn YkpaiHa» HimeuuunHa | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NlikapCbKuii 3aci6. peyenma
PO34MHY Yy h1akoHi 3 (BUPOGHMLTBO KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
posnunoBayem Ta Hepo3dacosaHoi MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro

KOBMa4KoM, SKuUi
3axumLae
posnunosay; no 1
hnakoHy B
KapTOHHiiA Kopo6Lyi

npoAayKuii, nepBrHHa
Ta BTOPUHHA
ynakoBka, 4,03BiN Ha
BUNYyCK cepii);
Mepkne 'm6X,
HimevunHa
(BTOpUHHA
ynakoBKa, KOHTPO/1b
cepii); TpaHccapm

3aco06y (iHLWi 3MiHK y MeTogax BunpobysaHb
(Brtovaroun 3amiHy abo AONOBHEHHS)) 3amiHa
napameTpy «OAHOPIAHICTb [030BaHNX OAVNHWLIb
(PBM) KcunomeTtasoniny rigpoxnopua» Ha
«OfHOPIAHICTb A03W, L0 A0CTaBNSAETLCS,
MiXXKOHTEiHEpPHE BUMPOOYBaHHSA», Ta OHOB/IEHHS
nocuNaHHA Ha MeTof Ta BUMOTU 3rijHO OHOBIEHOT
MoHorpadii Ph. Eur. «Ha3anbHi nikapcbki 3acobm».
BBegeHHs1 3MiH NpOTAroM 6-T1 MicsAUiB nics
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NoricTik TM6X,
HimeuunHa
(BTOPYHHA
yrnakoBka)

3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbkoro 3acoby. 3miHa y meTofax
BMMNPOBYBaHHA rOTOBOrO MiKapCbKoro 3acoby (iHwi
3MiHM Y MeTofax BUNPo6yBaHb (BK/IHOUYAKUMN 3aMiHY
ab0 fonoBHEHHS)) 3amiHa napameTpy
«OAHOPIAHICTb A030BaHMX oauHULb (PBM)
[lekcnaHTeHosn» Ha «OAHOPIAHICTb A03U, WO
[ocTaBnaeTbesl, 6araTo030Bi KOHTEiHEPU», Ta
OHOBJIEHHA MOCU/IaHHA HAa METOA Ta BUMOTW 3riAHO
OHOBNEeHOT MoHorpadii Ph. Eur. «HasasnbHi nikapcbki
3aco6u». BBeeHHa 3MiH NpoTAromM 6-Tu micsuis
nicns 3aTBepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbkoro 3acoby. 3miHa y meTofax
BMMNPOGYBaHHA rOTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHM Y MeTofax BUNPo6yBaHb (BK/1HOUYAKUMN 3aMiHY
ab0 AonoBHEHHS)) 3aMiHa BHYTPILLIHLOI MeToAMKM D-
034 gns BunpobyBaHHs napameTpy «KinbkicTb g03 y
donakoHi» Ha BUNPOBYBaHHSA 3rifHO OHOBNEHOT
MoHorpadii Ph. Eur. «Ha3zanbHi niikapcbki 3acobm».
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepMKEHHS. 3MiHN | TUMYy - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNpPOoGYyBaHHA) HesHauHi 3MiHn y meToamuj
«Po3nogin kpanesb 3a po3MipoM» MeTOA0M
nasepHoi andpakuii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.

717.

LNEKPICTON®
500 MO

Tabnetkn no 500

MO, no 10 TabneTok
y 6nicTepi, no 5 a6o
10 6nicTepiB y nauui

TOB "MIBE
YKPAIHA"

YKpaina

Mi6e MmM6X
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
Il TNy - 3MiHKW 3 AKOCTIi. FOTOBWIA NikapCbKuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB cneundikalii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3acoby (3MiHa 3HaxX0ANTbLCA
nosa 3aTBEPMKEHNMU JONYCTUMUMU MEXAMU
cneumdikauin) - 3miHa nosa AianasoHom
3aTBEPKEHUX MeX napamMeTpiB cneuudikauii Ha
TEPMiH NpPUAATHOCTI 415 NokasHuka “CTilikicTb
TabneTok 40 po3gasnioBaHHA". 3aTBepaxeHo: 30 -
120 H - 3anponoHoBaHo: 25 - 120 H

Ges
peyenma

UA/18957/01/01

78.

AEHTATENb®

renb ansa siced no 20
ry Ty6i; no 1 Ty6i B
nauui 3 KapToHy

MPAT
"OITOPAPM

YKpaiHa

BiAnNoBigabHU 3a
BMPOBHULITBO,
nepBuHHe,
BTOPVHHE
nakyBaHHsl,

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHK
| Tuny - AOMiHICTpaTVBHI 3MiHU. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKYN AibHAL ANS
A®I, npomiXHOro nNpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AinbHWLi ANS NPoBefeHHs

6e3
peuyenma

UA/6966/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTPO/Ib AKOCTi Ta nakyBaHHs, BUPOBGHMKa, BiAMOBIAaIbHOMO 3a BUMYCK
BUMYCK cepil: cepiid, MmicLie NpoBefieHHSI KOHTPOSO cepil) abo
MPAT nocTavasibHVKa BUXigGHOro martepiasny, peareHty abo
"OITOPAPM", [LOMOMDKHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCHE)
YkpaiHa,; BU/TyYEHHS BUPOOHUKA AD| pO3UmnH XNoprekcuanHy
BiANOBIfaIbHWIA 32 avrnokoHaTy 20 %-Shuts Dishman Biotech Pvt. Ltd,
BMPOBHMLITBO, IHAisA. 3anmwaeTbea 3aTBEpAKEHNA BUPOGHMK Ad|
nepBuHHe, PO34MH XS1oprekcuamnHy aurnokoHaty 20 %-Basic
BTOPUHHE Pharma Life Science Pvt. Ltd, IHgis
nakyBaHHS,
KOHTPO/b AKOCTI:
AT "ly6Hndapm",
YkpaiHa;
BiANoBigabHUIA 3a
BUMNYCK cepil, He
BK/THOHAIOUM
KOHTpO/b/BUNPOGYB
aHHs cepii:
MPAT
"®OITOPAPM",
YKpaida
79. | AEHTATENb® reflb AN siCeH; no MPAT YkpaiHa BignoBiganbHWi 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 6e3 nionsieae UA/6966/01/01
20 ry 1y6i; no 1 ty6i | "®ITOPAPM BMPOOHULITBO, | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
B NayLi 3 KapTOHY " nepBrHHe, hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
BTOPVIHHE NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
nakyBaHHsl, HCTPYKLUT ANA MeAMYHOro 3aCTOCYBaHHSA
KOHTPO/Ib SIKOCTi Ta reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
BMNYCK Cepil: 3ac006iB nicnsi BHECEHHS Ti€l caMoi 3MiHM Ha
MPAT pedhepeHTHMI Npenapar (3mMiHa He NoTpebye
"OITOPAPM", HaZiaHHs XOAHMX HOBUX [0AaTKOBUX JaHUX). 3MiHM
YKpaiHa; BHECEHO A0 IHCTPYKLiT 4719 MeguyHOro
BiAnNoBigabHUIA 3a 3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu
BMPOBHULTBO, "dapmMakosiorivyHi BnactusocTi", "MpoTunokasaHHs",
nepBUHHE, nopaHo posgin "OcobnmBi 3axoan 6e3nekn”,
BTOPWUHHE "B3aemogis 3 iHWMMM NiKapcbkumn 3acobammn Ta
nakyBaHHs, iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
KOHTPO/Ib SKOCTI: 3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta 4o3u",
AT "ly6HUhapm", "Oitn" (peparysaHHs), "Mepeno3sysaHHs", "Mo6IYHI
YkpaiHa, peakuii" 3rigHo 3 iHhopmaLielo Woao MeanyHoro
BiANoBigaIbHNI 3a 3acToCyBaHHS pehepeHTHOrOo /likapcbkoro 3acoby
BUNYCK cepii, He (METPOTIN AEHTA®, renb 415 siceH). BBeaeHHs
BK/IOHA0UM 3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPMAKEHHS.
KOHTPO/b/BMNPOGYB
aHHsA cepil:
MPAT
"GITOPAPM",
YKpaiHa
80. | AEPMA30/M®MN | wamniyHb no 50 mn TOB YkpaiHa KYCYM XENTXKEP IHgis BHECEHHS 3MiH 40 peecTpauiiHuX maTtepianis: 6e3 UA/7632/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
noc a6o 100 mny «TNEODAP NBT NTA TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenma
hnakoHi, kpueyka M NTO» 23.07.2015 Ne 460). TexHiyHa nomunka B MKH,
SIKOro O6TArHyTa noB'si3aHa 3 NepeHeceHHaM iHhopmalii, a came B
nAiBKOBOIO TecTi "KinbkicHe BU3HaueHHs. BytunrigpokcmuTtonyon”
060/10HKO10; Mo 1 Y peyeHHi nepes, hopMy/iot 415 PO3paxyHKy BMICTY
hnaKkoHy B Bytunrigpokcutonyony (X2) Bunpasut Ha
KapTOHHI ynakoBLi "CogepxaHue bytunrugpokcutonyona (X2) B
npenapare, B % BbIYMCAAOT Mo hopmye", Lwo
BiAnosigae 3arsepgyxeHomy posginy 3.2.P.5.2
peecTpaLiiHoro Aocbe. 3aTBEpPAXEHO: 7.3
KonnuectBeHHOe onpegeneHuve.
Bytunrugpokcntonyon CoaepxaHve KeTokoHasona
(X2) B npenapare, B % BbIYMC/AT N0 hopmMye:
3anpornoHoBaHo: 7.3 KonnyectseHHoe
onpegenexve. bytunrugpokcutonyon CogepxaHue
6yTunrnagpokcmTonyona (X2) B npenaparte, B %
BbIUYMCNAOT NO hopmyne: BunpasnieHHA gaHoi
TEeXHIYHOT NOMUIIKM BiAnoBigae sumoram Hakasy
Ne460 Big 23.07.2015 p. MO3 YkpaiHu, po3giny VI,
n.2.4. (4)
81. | AMHACTAT niogpinizat gns Mdpainzep CLWA BTOPUHHE Benebrisi/ BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a He UA/2525/01/01
PO3YUHY ANS iH'EKLIA IHK. nakyBaHHs, BUNYyCK CLWA | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nionsizae

no 40 mr; 5
hnakoHiB 3
niodpinizatom y
KOMM/EeKTi 3 5
amnynamu
PO3YMHHKKA MO 2 M
(HaTpito xnopua,
BOAA ANS iH'EKUiN) Y
KapTOHHI KopooLli
ab60 10 dpnakoHiB 3
niogpinizatom y
KapTOHHI KopooLi

cepii: Mdpaiizep
MeHtodekuypuHr
Benebris HB,
Benbrig;
BVMPOGHMLTBO in
bulk, nepeuHHe
nakyBaHHs:
dapmauis i AnmKoH
KomnaHi /IN1IC, CLWA;
BUPOOHUKM ONs
PO3UMHHMKA: NOBHUI
LMK BUPOGHMLTBA
Ta BUMYyCK:
Mdpaiizep
MeHodekuypuHr
Benbris HB, Benbris

hapmakoHarnsgy. 3mMiHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS Ha niacTtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAifXEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)- 3MiHV BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "3acTtocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyAa0" BignosigHO A0 pekoMeHaauii
PRAC EMA BBefieHHs1 3MiH NpoTArom 9-tm Micauis
nicnsa 3aTBepKeHHs. 3MiHu Il Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MEAUYHOTO
3aCTOCYBaHHS y 3B'A3KY i3 HOBVMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta JaHUMK 3
hapmMakoHarnagy. 3mMiHn BHeceHo A0 IHCTpykuii ans
MEeAMYHOro 3acToCyBaHHA NiKapcbKoro 3acoby go
po3giny "OcobnnBOCTi 3aCTOCYBaHHA" LL0A0 OnNucy
LUKIPHMX peakLiii Npu 3acTocyBaHHi BifNOBIAHO A0
iHhopmawuii 3 6e3nekn Nikapcbkoro 3acoby.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BBefeHHs1 3MiH NpoTArom 9-Tm MicAuiB micns
3aTBEPAKEHHS
82. | OIOKOP CO/NIO | Tabnetku, BKpUTI TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a UA/11341/01/01
160 naiBKOBOIO "ACIHO | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
060/10HKOH0, Mo 160 YKPAIHA" BignosigHocTi/IE-cepTudikar BignosigHoCTi
mr; no 10 TabneTok €Bponelicbkili hapmakonei/moHorpadii. MogaHHA
y 6nictepi; no 1 a6o HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
3, a60 4, abo 9 ab60 BUyYeHHs cepTuddikarta BiANOBILHOCTI
6nictepiB y €sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
KapTOHHI nayui marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOBMIEHOTO cepTudikara BifnoBiAHOCTI
€Bponelicbkinn hapmakonei Ne CEP 2014-008 - Rev
02 (3atBepmxeHo: R1-CEP 2014-008 - Rev 01) ans
A®| BasicapTaHy Bif, 3aTBEPAXKEHOTO BUPOOHMKA
Second Pharma Co., Ltd., Kutaii.
83. | AIOKOP CO/IO | TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Crapt” Ykpaiva BHECEHHS 3MiH [0 peecTpaLiiiHnx matepianis: 3MiHW 3a UA/11341/01/02
80 nAiBKOBOO "ACIHO | TMny - 3miHK 3 AkocTi. CepTudikart peyenmom
060/10HKo10, no 80 YKPAIHA" BignosigHocTi/I E-cepTudikar BignosigHoCTI
mr; no 10 TabneTok €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
y 6nicTtepi; no 1 abo HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
3,ab60 4, abo 9 ab0o Buy4YeHHs cepTudikarta BiAMoBIAHOCTI
6nictepiB y €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
KapTOHHI nayui marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpObHULTBI ADI; ans
[0MNOMDKHOT peyoBmHK (cepTudikaT BigNOBIAHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBepXeHOro BUPOOHWKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne CEP 2014-008 - Rev
02 (3arBepmxeHo: R1-CEP 2014-008 - Rev 01) ans
A®| BancapTaHy Bif 3aTBEPLKEHOI0 BUPOGHMKA
Second Pharma Co., Ltd., Kutaii.
84. | AldPOPC 160 TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/12365/01/01
nNiBKOBOIO "ACIHO | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenmom
060/10HKO10, 5 YKPAIHA" BignoBigHocTi/lE-cepTudikart BignosigHocTi

Mr/160 mr; no 10
TabneTok y 6nictepi;
no 1 a6o 3 6nictepu
B KapPTOHHI nauui

€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI
ab0 BUy4eHHs cepTuddikarta BigMNoBigHOCTI
€Bponelicbkiin hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMKHOT peyoBMHM (cepTudikaT BigNOBILHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudiikaT Bif YK€ 3aTBepAKEHOro BUPOBGHMKA -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
noAaHHs OHOB/IEHOTO cepTudikara BifnoBigHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2014-008 - Rev
02 (3atBepmxeHo: R1-CEP 2014-008 - Rev 01) ans
A®| BasicapTaHy Bif, 3aTBEPAKEHOTO BUPOBHMKA
Second Pharma Co., Ltd., Kutaii
85. | AlPOPC 80 TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu 3a UA/12365/01/02
nniBKOBOIO "ACIHO Crapt" | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
060/10HKO10, 5 Mr/80 YKPAIHA" BignosigHocTi/IE-cepTudikar BignosigHoCTi
mr; €sponelicbkin hapmakonei/moHorpadii. NMogaHHs
no 10 TabneTok y HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
6nictepi; no 1 a6o 3 ab60 BUIyYeHHs cepTuddikarta BiANOBILHOCTI
6nicTepu y nauui 3 €sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
KapTOoHY marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTuqikaT Bif yxe 3aTBepKeHOro BUpobHUKa.
MogaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei Ne CEP 2014-008 - Rev
02 (3atBepmxeHo: R1-CEP 2014-008 - Rev 01) ans
A®| BasicapTaHy Bif, 3aTBEPAXKEHOTO BUPOGHMKA
Second Pharma Co., Ltd., Kutaii.
86. | OIPOPC XL TabneTku, BKPUTI TOB YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK 3a UA/12365/01/03
NNiBKOBOKO "ACIHO Crapt" | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenmom
060/10HKO0, 10 YKPAIHA" BignosigHocTi/l E-cepTudikar BignosigHoCTI
Mr/160 mr no 10 €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
TabneTok y 6nictepi; HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
no 1 a6o 3 6nictepn abo BUNy4YeHHs cepTudikarta BiANoOBIAHOCTI
y nayi 3 KapToHy €Bponelicbkiin hapmakonei: ana A®l; ans BUXigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpO6HULTBI ADI; ans
[L0MOMIDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepIXEHOro BUPOOHMKA.
MogaHHs OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponevicbkin dhapmakonei Ne CEP 2014-008 - Rev
02 (3arBepmxeHo: R1-CEP 2014-008 - Rev 01) ans
A®I BancapTaHy Bif 3aTBEPKEHOI0 BUPOGHMKA
Second Pharma Co., Ltd., Kutaii.
87. | BOKTOP NbOASAHUKM; MO 4 TOB YkpaiHa FOHiK IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/2409/01/01
MOM® 3l NbOAAHUKN Y CTPUNI, "[IXOHCOH | PapmacboTuKasl | TNy - 3MiHK 3 AKocTi. FoTOBUIA Nikapcbkuii 3aci6. peyenma
CMAKOM no 5 ctpunis y LDKOHCOH NabopaTtopi3 KOHTPO/Ib FTOTOBOIO /iKapCbKOro 3acoby. 3miHa y
AMNENBbCUHA KapTOHHI KopooLii YkpaiHa" (BipfineHHs dipmun MeToJax BUNPOGYBaHHSI TOTOBOrO J1ikapCbKOro

"Ix. B. Kemikan3
eHf
dapmMacboTVKan3
nra.")

3aco6y (iHWi 3MiHK Yy MeToax BUNpobyBaHb
(BK/KOUAOUM 3aMiHy ab0 [OMOBHEHHS)) - HE3Ha4YHa

3MiHa 4O METOAVKY KiflbKICHOro BU3HAUYEHHS
rAiLMPU3NHOBOT KNCNOTKM Ta raniesol knciotm BEPX.
3MiHM | TMNY - 3MiHK 3 SIKOCTIi. [OTOBWIA NiKapCbKni
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aci6. KoHTposb roToBOro MikapcbKoro 3acoby (iHuwi
3MiHW) - OHOB/IEHHS BXe 3aTBEP)KEHNX METOAiB
KOHTPOIO SIKOCTi /liKapCbKOro 3acoby, a came:
BUKNAAEHHS TEKCTY [iepXaBHOK0 MOBOI 3rigHO
Cy4YacHUX BUMOT. 3MiHW | TUny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPO6YBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHV Yy MeTofax BUNpobyBaHb (BKIHOHYAKOUN 3aMiHy
ab0 JONOBHEHHS)) - HE3HAYHA 3MiHa 10 METOAVKN
KiNIbKICHOTO BU3HAY€HHA MEHTONYy MeTogom X,
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbkuii
3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
niKkapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BMNpo6yBaHb (BK/OYaUM 3amiHy abo
[OMNOBHEHHS)) - HE3HAYHA 3MiHa 0 METOANKN
KifIbKiCHOTO BMU3HauveHHs 6-Lloraony metogom BEPX.

88.

[IOKTOP
MOM® 3l
CMAKOM
NMMOHA

JIbOAAHWVKN; MO 4
NbOASHVKNA Y CTPUNI;
no 5 ctpunis y
KapTOHHI Kopo6Lli

TOB
"[IKOHCOH i
J>KOHCOH
YkpaiHa"

Ykpaina

FOHiK
dapmMacboTUKan
NabopaTtopi3
(BippineHHs dipmm
"Ix. Bb. Kemikan3
eHf
dapmMacbioTVKan3
NTa.")

IHgis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3aco06y (iHLWi 3MiHK y MeToAax BunpobysaHb
(BKOUAOUM 3aMiHy ab60 [OMOBHEHHS)) He3HaYHa
3MiHa A0 METOAVKY KifIbKICHOTO BU3HAYEHHS
MeHToNy MeTogoMm MX.3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPObL rOTOBOrO
nikapcbKoro 3acoby (iHLUi 3MiHN) OHOB/IEHHS BXe
3aTBEPKEHNX METO/IB KOHTPOJIKO AKOCTI
nikapcbKoro 3acoby, a came: BUKTaAEHHSI TEKCTY
[epXXaBHOI MOBOHO 3TiHO Cy4aCHVNX BUMOT. 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3aco06y (iHLWi 3MiHK y MeToAax BUnpobysaHb
(BKKOUAOUM 3aMiHy ab60 [OMOBHEHHS)) HE3HaYHa
3MiHa 40 MEeTOAMKM KiNlbKICHOr0 BU3HAYEHHs 6-
Loraony metogom BEPX. 3MiHu | Tuny - 3miHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCcbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA rOTOBOIO NikapCbKoro 3acoby (iHLwi
3MiHV Y MeTogax BUNpobyBaHb (BK/IHOHAKUN 3aMiHY
ab0 [OMNOBHEHHST)) He3Ha4YHa 3MiHa 40 MeTOAVKM
KiNIbKICHOTO BU3HAY€eHHS TNiLMPU3NHOBOT KUCNOTK Ta
ranieBoi kncnotn BEPX

6e3
peuyenma

UA/2412/01/01

89.

[IOKTOP
MOM® 3l
CMAKOM

JIbOAAHWVKN; MO 4
NbOASHUKMN Y CTPUNI;
no 5 ctpunis y

TOB
«JKOHCOH i
JPKOHCOH

YkpaiHa

FOHiK
PapmacboTKan
JlabopaTopi3

IHAjsA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMNY - 3MiHW 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FTOTOBOIO /iKApCbKOro 3acoby. 3miHa y

6e3
peyenma

UA/2408/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MATMHN

KapTOHHI KOpooLi

Ykpaina»

(BipgineHHs dipmm
"Ix. Bb. Kemikan3
eHp
PapmacboTukan3
nTa.")

MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3aco06y (iHLWi 3MiHK y MeTogax BunpobysaHb
(BKKOUAOUM 3aMiHy ab60 [OMOBHEHHS)) He3HauHa
3MiHa 40 MEeTOAMKM KiNIbKICHOr0 BU3HAYEHHs 6-
Loraony metogom BEPX. 3MiHu | Tuny - 3miHn 3
AKkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby (iHLLi 3MiHK)
OHOBJ/IEHHA BXE 3aTBEPMKEHNX METO/AIB KOHTPOSIO
SIKOCTI SliKapCbKOro 3acoby, a came: BUKNaLEeHHS
TEKCTY iep>XaBHOI0 MOBOIO 3riHO CyYacHUX BUMOT.
3MiHu | TMNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKAPCbKNi
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNPoOyBaHHS rOTOBOIO
nikapcbKoro 3acoby (iHwWi 3MiHW y MeTogax
BMNpobyBaHb (BK/OYaoum 3amiHy abo
[OMOBHEHHS)) HE3HAYHA 3MiHa 40 METOAMUKM
KiNbKICHOTO BU3HAYeHHA MeHTONy meTogom X,
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y meTogax BUnpobyBaHHsA roTOBOrO
niKapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BMNpoOyBaHb (BK/OYaUM 3amiHy abo
[OMNOBHEHHS)) HEe3HaYHa 3MiHa 0 METOAMKU
KifIbKICHOTrO BU3HAYEHHS NiLMPU3NHOBOI KNCNOTU Ta
raniesoi kucnotn BEPX.

90.

LNIOKTOP
MOM® 3l
CMAKOM
NoNyHWLY

NbOASHUKY; No 4
NbOASIHVKNA Y CTPUNI;
no 5 ctpunis y
KapTOHHI KopooLii

TOB
"[IXOHCOH |
J>KOHCOH
YKpaiHa"

YKpaiHa

FOHiK
PapmacboTUKa
NabopaTtopis
(BipfineHHs dipmun
"Ox. B. Kemikan3
eHf
dapmMacbioTVKan3
nra.")

IHais

BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHU
| TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /iKapCbKOro
3ac006y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BKtOYAOUM 3aMiHy @60 JOMOBHEHHS)) HE3HaYHA
3MiHa 0 METOAVKM KifIbKICHOTO BU3HAYEHHS
rAiLMPU3NHOBOT KNCNOTK Ta raniesoi knciotm BEPX.
3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKNI
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby (iHLwi
3MiHV) OHOBJ/IEHHS BXE 3aTBEPKEHNX METOZIB
KOHTPO/I0 SIKOCTI Jlikapcbkoro 3acoby, a came:
BUKNAEHHS TEKCTY [iepXXaBHOI0 MOBOIO 3rigHO
cyyacHux BMMmor. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOOGYBaHHS FOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpo6yBaHb (BK/IH0HYAKUMN 3aMiHY
ab0 [0NOBHEHHS)) HE3HaYHa 3MiHa 40 METOAVKA
KifIbKICHOTO BU3HAYeHHS MEHTONY MeTogom X.
3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKNI
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y meToax BMNpPOo6yBaHHS roTOBOrO

6e3
peuyenma

UA/2411/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
BMNpoOYyBaHb (BK/OUaUM 3amiHy abo
[OOMNOBHEHHST)) HE3HAYHA 3MiHa 40 METOAMKU
KiNIbKiCHOro BM3HaveHHs 6-LLoraony metogom BEPX.
91. | AONYTErPABI TabneTku, BKPUTI MoniH IHais NHOMIH NIMITEL IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a He UA/19003/01/01
P, NTAMIBYAWH | nniskoBoto Nimiteq | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom | nionsi2ae
TA 060/10HKOI0 MO hapmakoHarnsgy. 3miHa y KOpoTkili XxapakTepucTuyj
TEHO®OBIP 50mr/300mr/300Mmr; nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
AN30MNPOKCU no 30 a6o 60 IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS Ha nigcrtasi
N ®YMAPAT Tabnetok y perynspHO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
TABJIETKW 50 nn1acTMKoBOMY nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
Mr/300 Mri/300 KOHTeliHepi 3 ggoMa 3acTOoCyBaHHS MikapCcbKoro 3acoby B
Mr nakeTvkamu nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
BOJIOTONOr/IMHAYa; OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BigNOBIAHO
no 90 a6o 180 [0 nnany negiatpuyHnx gocnigxersb (PIP) (3miHy
TabneTok y Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
nn1acTMKoBOMY opraHoMm) - 3MiHW BHECEHI [0 iHCTPYKUiT Ans
KOHTeliHepi 3 MEeAMYHOro 3aCTOCyBaHHS NikapCbKOro 3acoby y
TpbOMa MakeTukamm po3gin "MobiuHi peakwii” BigNOBiAHO A0 OHOBEHOT
BOJIOronoraMHa4ya iHbopmawii 3 6e3neku Ajtoyoi pevyoBuHU. BBeeHHs
3MiH NPOTAroM 6-TW MICALB NiCNs 3aTBEPMAKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOB/OBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro 3acooby,
abo gocnimxeHb 3 6e3neky 3acTOCyBaHHSA
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipxeHb (PIP) (3MiHy y3roakeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
BHECEeHi [0 IHCTPYKLIT 415 MEeJVYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginmn "OcobnmnsocTi
3actocyBaHHs", "Mob6iuHi peakuii" BigNoBigHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peyoBUHN.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPAKEHHSA
92. | AYOAIKNA3A Kancynm 3 3AT JInToBCbka BignosiganbHwuii 3a HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/20096/01/01
MoaucpikoBaHUM "®papmnira” Pecny6nik BUMYCK cepil, IpnaHgis TexHiyHa nomunka (3rigHo Hakasy MO3 Big peuyenmom
BVBI/IbHEHHSM, a nepBrHHe Ta 23.07.2015 Ne 460)
TBEpAi, no 10 BTOPUHHE BunpaBneHHss TeXHIYHOI NOMW/IKK, NOB'A3aHO 3
Kancyn y 6nictepi, nakyBaHHs: HEKOPEKTHNM NepeHeceHHsaM iHdopmallii 3
no 2 6nictepn y Csicc Kenc 'm6X, mMaTepianis BUPOGHMKA 4O METOAIB KOHTPO/IIO,
nauui HimeuunHa; [OMYLLEHHS NOMWKA B ONUCI KPULLIKN XXeNaTnHOBOT

Brpo6HMLUTBO

Kancynm y po3gini «Cknag» MeTofiB KOHTPO/IH0
SKOCTI.
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3asaBHUK
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n/n

JliKapcbK0O20
3acoby

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o

93.

LYOKOMT

Hepo3dacoBaHol
nNpoAyKLUii, KOHTPO/Ib
AKOCTI:
Temmnep AiipnaHg,
NimiTen, lpnaHais;

Mikpob6ionoriuHuii
KOHTPO/b SIKOCTI
cepii:
€BpodiHc
Biochapma Mpogakt
TecTuHr AiipnaHg,
Niviten, lpnaHgis

[itoua pepaxuis
CIMNMELUN®IKALIA TOTOBOIO NIKAPCbKOIo
3ACOBY
Onuc TBepAj XXenaTuHoBI kancynum, po3mMipom 1,

KO/IbOPY, KOPMYyC Kancy/nun Hernpo3oporo XXoBToro
KONbOpY, BMICT Kancynu — naseTu Big 6inoro go
3/1€rka XXOBTOr0 KO/Ibopy.
MponoHoBaHa pefakuis
Onuc TBepAj XXenaTuHoBI kancynum, po3mMipom 1,
BUAOBXEHI, KpMLLKa Kancynv Henpo3oporo Bif
POXEBOro 10 KOPUYHEBOTO KOJSIbOPY, KOPMYC Kancysm
Henpo30poro XO0BTOrO KOIbOPY, BMICT Kancysim —
nasneTu Big, 6i10ro 4o 3/1€erka XoBTOro Kosbopy.
BunpaBneHo TeXHIYHY NOMUNKY B IHCTPYKLIi Ans
MeAMYHOro 3acTOCYBaHHA NiKkapCbKoro 3acoby y
po3ginax "Cknag", "Nlikapcbka hopma’, a came
y3ropKeHo iHhopmMauito 3aTBepakeHy Hakasom MO3
Big 05.07.2023 p. Ne 1220.
3aTtBepmkeHo: O6010HKa Kancysim po3mipom 1:
poxeBa Kpuwka: TuTaHy giokeng, (E 171); 3anisa
okcug vepBoHuii (E 172); )xenaTviH. XOBTWIA Kopnyc:
TuTaHy giokeuna (E 171); 3aniza okeug xoBTuid (E
172); xenatvH. OCHOBHI i3MKO-XiMi4YHi BACTUBOCTI:
TBepAi )XenaTvHOBI kancynu, po3mipom 1,
BUAOBXEHI, KpULLKa Kancynv Henpo3oporo poXesoro
KO/IbOPY, KOPMYyC Kancy/nun Hernpo3oporo XXoBToro
KONbOpY, BMICT Kancynv — neseTu Big 6inoro go
3/1€rka XKOBTOr0 KO/Ibopy.
3anponoHoBaHo: O60/10HKa Kancyn po3mipom 1:
Bif] POXXEBOr0 0 KOPUYHEBOTO KOMIbOPY KPULLIKA:
TuTaHy aiokeua (E 171); 3aniza okcug yepBoHuii (E
172); )enaTuH. XOBTWIA Kopnyc: TUTaHy fiokeug, (E
171); 3anisa okcmpg xoBTuii (E 172); xenatuH.
OCHOBHiI (pi3MKO-XiMiYHi BNacTUBOCTI: TBepAi
XeNaT1HOBI Kancynun, po3mipom 1, BUAOBXEHI,
KpYILLKa Kancynu Hernpo30oporo Bif POXeBOro Ao
KOPUYHEBOTO KO/IbOPY, KOPNYC Kancynu Henpo3oporo
XOBTOrO KO/IbOPY, BMICT Kancynn — nenetu Big
6iN10ro A0 311erka XXo0BTOro KO/IbOPY.
3a3HayeHe BUMNpaB/IeHHA BiANOBigae MaTepianam
peecTpaLiiHoro 0cChE.

BUAOBXEHI, KpULLKA Kancyim HENpPo30poro PoXeBOoro

nocsBi0OYeHHs

Kpani O4Hi, pO34uH;
noswmny
6aratof030B0MYy
oN1aKoHi 3 HACOCOM i
3aXMCHUM

NABOPATY
AP TEA

KOBMa4ykom; no 1

®paHuisa

flenchapm Typ

®paHLis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TMny - 3miHK 3 AkocTi. CepTuUdikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii MogaHHsA
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBIAHOCTI

ab0o BuyyYeHHs cepTudikara BiANOBIAHOCTI

3a
peyenmom

UA/18728/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
hNakoHy y €Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
[L,OMOMDKHOMY matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
npucTpoi ans BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
noctasku; no 1 abo [LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
no 3 chnakoHu y €Bponelicbkiin hapmakonei) - OHOBEHWIA
KOpoo6Li. cepTuddikaT Bif y)Xe 3aTBepIKEHOr0 BUPOOHMKA.
no 10 mny MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
6araTtof030BOMYy €Bponeiicbkilt hapmakonei Ne R1-CEP 2010-115-
01aKoHi 3 HACOCOM i Rev 03 ana A®| gop3onamigy rigpoxnopuay Bif Bxe
3aXUCHUM 3aTBepmxeHoro BmpobHuka CURIA SPAIN S.A.U.,
KoBMaykom; no 1 Spain. 3miHu | TUnYy - 3MiHK 3 AKocTi. CepTudikaT
hNaKkoHy y BignosigHocTi/IE-cepTudikar BignosigHOCTI
[L,0NOMDKHOMY €sponelicbkinn hapmakonei/moHorpadii. NMogaHHs
npucTpoi ans HOBOro abo OHOB/MIEHOr0 cepTudikaTa BignoBigHOCTI
pocTasku; no 1 abo abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
no 2 chiakoHn y €Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
KopoobLi matepiany/peareHTy/NPOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHMKA.
MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2010-115-
Rev 02 ana A®| gop3onamigy rigpoxsiopuay Big, BXxe
3arBepmxeHoro Bupo6bHuka Crystal Pharma S.a.U.,
Spain, sikuii 3mMiHMB Ha3By Ha CURIA SPAIN S.A.U.,
Spain. 3miHu | TUny - 3MiHK 3 sKocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudpikarta BigNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif ye 3aTBepXEHOro BUPOOHWKa -
noJaHHs OHOB/IEHOro cepTudpikarta BiANOBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2010-115-
Rev 01 (3aTBeppxeHo: R1-CEP 2010-115-Rev 00)
ons A®l nopsonamigy rigpoxnopuay Bif Bxe
3aTBepaxeHoro BupobHnka CRYSTAL PHARMA
S.A.U., Spain.
94. | AYCNATANIH® | kancynu A660TT HigepnaH MaiinaH dpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/8813/02/01
PETAP/ 200 NPOSIOHrOBaHOI Aji, Xernckea an Nab6opatopiz CAC | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
TBepai no 200 mr; no Mpopaktc thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO B
10 kancyny B.B. TEeKCT MapKyBaHHS NepBUHHOI (M.6. «IHLUE») Ta

6nicTepi; no 3

BTOPWHHOI (M.17. «IHLWE») ynakoBOK J1ikapCbKOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
6nictepu B 3aco0y Wwoo norotuny 3asBHUKa Tay n. 16.
KapTOHHI kopobuyj; «IHPOPMALIA, AKA HAHOCUTbLCHA WPN®TOM
no 15 kancyny BPAI/IA» BTOPUHHOI YNAKOBKY LLOAO BUKTAAEHHS
6nicTepi; no 1, 2, TekcTy wpudtom Bpaiins maneHbknummn nirepamu
abo 4 6nictepn B
KapTOHHiiA Kopobui
95. | OYTA®OPC Karcynu Teepgi no TOB CnoBeHis BMPOBHMLITBO, Icnanis BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3miHa 3a UA/19124/01/01
0,5 mr/0,4 wr; no 6 «MONIMET nepBrHHE Ta 3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiHoro peyernmom
Kancyn TBepaux y PIA, BTOPWHHE nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nicTepi, no 5 OncTpmbyuis nakyBaHHs, 460): 3atBepmxeHo: MAPI®DAPM f.0.0., CnoBeHis.
6nicTepis y navui; Ta nocnyru» KOHTPO/Ib Ta BUMYCK 3anponoHosaHo: TOB "MONIMETPIA, anctpnbyuis
no 9 kancyn cepii: Ta nocnyrn”, CnoseHis. 3MiHN BHECEHO y TEKCT
TBepanx y 6nictepi, CAIl MapKyBaHHS BTOPVHHOI YNaKoBKW JTikapCbKoro
no 10 6nicTepis y MAHY®AKTYPIHT, 3aco6y (n. 11) woAao 3MiHM 3asaBHUKa (BNacHUKa
nauui cny., peecTpauiiHoro noceigyeHHs). BBefeHHs 3miH
Icnanis NpoTArom 6-Tu MiCALIB MicNsa 3aTBEPMAKEHHS. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta
KOHTpONb cepil thapmakoHarnsigy. BeegeHHs abo 3miHn go
(pi3mKO-XiMiuHWiA): y3arasibHeHVX AaHnxX Npo cuctemy hapmakoHarnsgy
laneHikym Xenc, (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
C./1., IcnaHia hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy;
KOHTpONb cepil KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asBHuKa A
(mikpo6ionoriuHui): 3fificHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
Na6opatopio BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiANOBIAA/IbHOI
EueBapHe, C.A., 3a 34ilicHeHHA dhapmakoHarnsgy (Bkioyaum
IcnaHis KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
dhapmakoHarnag. fitoua pegakuisa: Kara Meu'sk /
Katija Pecjak. MponoHoBaHa pegakuis: AHa bpaiigix
YeHpak / Jana Brajdih Cendak. 3miHa KOHTaKTHMX
[AaHVX YNOBHOB&XEHOI 0CO6M 3asBHMKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0CO6M 3as1BHYKA, BifnoBiganbHOI 3a
hapmakoHarnsg B Ykpaini. [itoya pegakuis:
BatTtanosa Pvmma IropiBHa. MNMponoHoBaHa
pegakuis: MeTtposa KOnis AHaToniiBHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHMKA,
BiANOBIAaUIbHOI 3a hapMakoHarnag B YkpaiHi. 3MiHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
hapMakoHarnsgy Ta noro Homepa. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.
96. | EBEPOJIIMYC- Tabnetkv no 5 wmr; Mictpan AHrnis nepBrHHe, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/17149/01/02
BICTA no 5 Tabnetok y Kenitan BTOPWUHHE Ynni | TMny - 3miHn 3 AkocTi. CepTudikart peyenmom
6nictepi; no 6 MeHepxmeH nakyBaHHs, BignosigHocTi/IE-cepTudikar BignosigHocCTi
6nicTepiB y T Jliviteq KOHTPO/Ib SKOCTi, €sponelicbkin dhapmakonei/MoHorpadii. NogaHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI KOpooLi BMNYCK Cepil: HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
CiHTOH XicnaHis, C. ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
N., Icnanis €sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
BMPOBHMLITBO, matepiany/peareHTy/npomMibkHOro NPOAYKTY, WO
nepBuHHe, BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
BTOPUHHE [OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
nakyBaHHs: €Bponelicbkin dhapmakoner) - OHOBEHWIA
CiHTOH Yuni NT1aa., cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
Yuni noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponevicbkinn hapmakonei Ne CEP 2021-260 - Rev
01 (3atBepmxeHo: CEP R0-2021-260 - Rev 00) ans
Aito4oi peyosrHy Everolimus Big Bxe
3aTBepmxeHoro BupobHnka SYNTHON B.V. 3miHu |
Uy - 3MiHKU 3 AKocTi. ADIL. KoHTposib APL. 3miHa y
napameTpax cneyudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(monoBHeHHs cnevudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA40M BUNPOOYBaHHS)
[ONOBHEHHA cnevudikalii Ansa Ailo4oi pevoBrHN
Everolimus HOB/M Noka3HVKOM sikoCTi Benzene 3
BiANOBIAHWM MeToA40M BUNPo6YyBaHHA. 3MiHu | Tuny -
3MiHK 3 sKocTi. APl KoHTposb AP, 3miHa y
mMeTodax BUNpobyBaHHs AD| abo BMXigHOro
mMartepiany/npomiKHOro NpoaykTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEepKEHNX MeToAaX
BUNPOBYBaHHSA) 3MiHW Yy 3aTBEPIKEHUX MeToLax
BMNPoOOGYBaHHA 4115 Ajto4oi peyosBuHn Everolimus 3a
NOKa3HUKOM SIKOCTi AoMiwka M1310.
97. | EBEPOJIIMYC- Tabnetku no 10 mr; MicTtpan AHrniA nepBrHHE, IcnaHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a UA/17149/01/03
BICTA no 5 Tabnetok y Kenitan BTOPUHHE Unni | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenmom
6nicTepi; no 6 MeHemKmeH nakyBaHHs, BignosigHocTi/lE-cepTudikat BignoBigHOCTI
6nictepiB y T NimiTeq, KOHTPO/1b SIKOCTI, €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
KapTOHHI KOPOOL;j BUMYCK cepii: HOBOro abo OHOBMEHOr0 cepTudikata BigNoBIAHOCTI
CiHTOH Xicnanisi, C. abo BuNy4eHHs cepTudikarta BiAMoOBIAHOCTI
1., lcnania €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
BMPOBHULITBO, marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
nepBuHHE, BMKOPWCTOBYIOTbCS Y BUpOOHULTBI AdDI; ans
BTOPWUHHE [0MNOMDKHOT peyoBMHU (cepTudikaT Bi4NOBILHOCTI
nakyBaHHs: €sponelicbkin hapmakoner) - OHOBEHWIA
CiHTOH Yuni NTaa., cepTudikaT Bif ye 3aTBepXEHOro BUPOOHWMKa -
Unni noJilaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI

€sponevicbkiii hapmakonei Ne CEP 2021-260 - Rev

01 (3aTtBepmxeHo: CEP R0-2021-260 - Rev 00) ans
Aitoyoi pevosuHu Everolimus Big Bxe

3aTBepKeHoro Bupo6Hnka SYNTHON B.V. 3MmiHu |
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Tmny - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS)
[ONOBHEHHSA cnevumdikauii gns Ailnyoi peyoBnHU
Everolimus HoBMM noka3HWKOM siKocTi Benzene 3
BiANOBIAHWM MeToA0M BUNpPo6yBaHHsA. 3MiHu | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOoAAX
BMMNPOGYBaHHS) 3MiHW Y 3aTBEPAKEHNX METOAaX
BUNPOBYBaHHSA A1 Aitoyoi peyoBuHu Everolimus 3a
NOKa3HUKOM SKOCTi AoMiwka M1310.

98.

EBEPO/IMYC-
BICTA

TabneTkun no 2,5 wr;
no 5 tabnetok y
6nictepi; no 6
6nictepiB y
KapTOHHI KopooLli

Mictpan
Kenitan
MeHemxmeH
T NimiTen,

AHrnis

nepBuHHe,
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BUMYCK cepil:

CiHTOH XicnaHis, C.

1., Icnanis
BMPOOHULITBO,
NepBuHHE,
BTOPVIHHE
nakyBaHHS:
CiHTOH Yuni NlTpa.,
Yuni

Icnanis/
Ynni

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTuUdikat
BignosigHocTi/lE-cepTudikar BignosBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOBMIEHOr0 cepTudikata BignoBiAHOCTI
abo BunyyeHHs ceptudpikara BigNoOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepKeHOro BUPOOHWKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2021-260 - Rev
01 (3atBepmxeHo: CEP R0-2021-260 - Rev 00) gnis
aitoyoi peyosuHu Everolimus Big Bxe
3aTBepxeHoro Bupo6Hrka SYNTHON B.V. 3MiHn |
TMny - 3MiHN 3 axkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneyudikauii Ta/abo AONyCTUMMX MEX,
BM3HaYeHUX y cneuudpikauisx Ha Adl, abo
BVXIAHWIA/NPOMDKHMI NpoAyKT/pearexT, Lo
BVIKOPMCTOBYIOTbCS Y Npoueci BupobHuutea AdI
(8oNOBHEHHS cnevmdikaLii HOBUM NOKa3HNKOM
AKOCTI Ta BifMNoBigHMM METOA40M BUNPOOYBaHHS)
[ONOBHEHHSA cnevudikauii 4nsa Ailo4oi pevoBrHN
Everolimus HoBMM noka3HWKOM siKOCTi Benzene 3
BiANOBIAHWM MeToA0M BUNPoByBaHHA. 3MiHu | Tuny -
3MmiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHA APl abo BUXIgHOIO
marepiany/npomikKHOro NPoAyKTy/peareHTy, Lo

3a
peyenmom

UA/17149/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BMNPOOGYBaHHSA) 3MiHW Y 3aTBEPKEHNX MeToAax
BMNPOGYBaHHA 415 Ajtoyoi pevoBuHn Everolimus 3a
NOKa3HNKOM SIKOCTi AoMiwka M1310.

99.

EBKABA/I®
CNPEN

PO34MH Ha3abHUIA,
1 mr/mn, no 10 mny
chnakoHi, no 1
dnakoHy 3
[03aTOpOM B
KapTOHHI ynakoBLi

Ecnapma
6X

HimeyunH
a

dapma BepHirepoge
m6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpOOHUUTBI. 3MiHK BUNpobyBaHb abo
[ONYCTUMMX MEX, BCTAHOB/IEHUX Y cneundikaLlisix,
nig yac BUpO6HULTBA FOTOBOrO NiKApCbKOro 3acoby
(BMNYyYEHHS1 HECYTTEBOTO BUNPOGYBAHHSA B NPOLIECI
BMPOGHMLTBA). BUyYeHHS HECYTTEBOIO
BMNpOo6YyBaHHA B NpOLeCi BUPOGHMLTBA FOTOBOrO
nikapcbKoro 3acoby, a came BidyasibHa nepesipka
HoMepa cepii Ta TepMiHY NpMAATHOCTI B NpoLeci
nakyBaHHS, OCKi/IbK KOHTPO/Ib MPOBOAUTLCS NP
BMNYCKY FOTOBOIO NiKapCbKoro 3acoby. 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3mMiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AONYCTUMMX
MeX, BCTAHOBJ/IEHUX Y creuudikalisx, nig yac
BVMPOGHMLTBA rOTOBOTO /1iKapCbKOro 3acoby
(BWNyYEeHHs1 HECYTTEBOTO BUNPOGYBAHHA B NMPOLLECI
BMPOGHMLTBA). BUnyyeHHss HeCyTTEBOrO
BMNPOGYyBaHHA B NPOLECi BUPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby, a came BidyasnibHa nepeBipka
KOMNIEKTHOCTI yNnakoBK1 B NPOLECi NakyBaHHs,
OCKiNIbKW KOHTPO/1b MPOBOANTLCSA NPU BUMYCKY
roTOBOrO JlikapcbKoro 3acoby. 3miHu | Tuny - 3miHu 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIroUYaun
[Jiana3oH po3Mipy cepii) roTOBOro JlikapCbKoro
3aco6by (36inbLueHHs Ao 10 pasiB NOpiBHAHO i3
3aTBEPMKEHUM PO3MIPOM) - BifIbLLEHHS PO3MIpY Bif
1000 n go 2000 n, 3aTBEpAKEHO: po3mip cepii 800
n, 1000 n (80 000 chnakoHis, 100 000 dhnakoHiB)
3anponoHoBaHo: po3mip cepii 800 1-2000 n ( 80 000
-200 000 chnakoHiIB)

Ges
peyenma

UA/13241/02/01

100.

EKCUCTEH-
CAHOBE/b

Tabnetku no 15 wmr;
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepn y
KapTOHHI KOpo6Lii

CaHoBesib
Inay CaHai
Be
Tupxapet
A.L.

TypeyuuH
a

CaHoBenb Inay
CaHai Be Tugxapet
A.L

TypeuyunHa

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu). 3MiHW BHECEHO Y
TEKCT MapKyBaHHA BTOPUHHOI N.17. IHWE Ta
NepBMHHOT yMakoBKM fikapcbkoro 3acoby n.6. IHLUE,
a came: YTOYHEHO iHdhopMaLito LLoA0 SI0roTUNYy.

3a
peyenmom

UA/9604/01/02

101.

EKC®OPXX H

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOI0 N0 5
Mr/160 mr/25 wmr; no
14 TabneToK y

HosaprTic
dapma Al

Lseliuapi
A

Brpo6HMuTBO 3a

MOBHUM LK/IOM:

Hosaprtic ®apma
C.n.A,, Itanis;
Brpo6bHMuUTBO,

ITania/
Icnanis/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:
3MiHn | TUny - 3MiHK 3 AKOCTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HAYEHUX y cneuudikaLisx Ha
Adl, a60 BUXiAHWA/MPOMIKHWIA NpoAYKT/peareHT, Wwo

3a
peyenmom

UA/12679/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
6nicTepi; no 1 abo 2 KOHTPO/Ib SKOCTI, BVIKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
6nictepu B nepBuHHe (8ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
KapTOHHiiA Kopo6Lyi nakyBaHHs, AKOCTI Ta BifNoBigHMM MEeTOA40M BUNPOOYBaHHS)
BTOPUHHE [JonoBHeHHs crneuudikayii APl BancaptaH HOBUM
nakysaHHs: 3ircppizg napameTpoM SIKOCTi 3 BiANOBIAHUM METOA0M
Bapb6epa, C./., BMNPOGYBaHHS — BeH30/1 MeTofoM napodyasHol
Icnanis; KoHTponb rasoBoi xpomaTtorpadii. Kputepiii npuiiHaTHoCTI «He
AKOCTi: 6inblue 2 ppm». BeH30/1 He BUKOPUCTOBYETLCA Y
®apmaHanituka CA, BMPOGHMLITBI BasicapTaHy, asie MOTEHLiiHO MOXe
LLiBeiuapis 6yTV MPUCYTHIM B iHLUi/i CUPOBWHI.

3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®l. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHwWi 3mMiHM y MeTogax BUNPoOyBaHHA (BKIOYaOUM
3amiHy abo gonoBHeHHs) A®| abo
BUXiAHOro/NPOMIXHOr0 NPOAYKTY) 3amiHa YAHHUX
MeTOoAVK BUNPOBYBaHHA «3a/IULLIKOBI PO3UYMHHMKM 3a
[0MoMorot MX» (BU3HAYEHHS LmKIorekcaHy Ta
eTunauetary) Ta «3aIMLLKOBI PO3UYNHHWKM 3a
fonomoroto napodpasHoi MX (rpaHnyHWiA TecT)»
(BM3HAYEHHS rekcaHy, ToNyosy Ta KCuiony) Ha
MeToAVKY BUNPOBYBaHHA «3a/INLLIKOBI PO3UYNHHMKM
3a gonomoroto napodpasHoi MX» ansa KoHTpono Ad|
BancapTtaH.

Takox, BHECEHHS pefakLiiHUX 3MiH 10 METOAUK
BMNPOGYBaHHS: «laeHTudikalis 3a 14-cnekTpom
(Nujol)» (xop, BunpobyBaHHs 20501.01),
«lgeHTundpikauis 3a I4-cnektpom (ATR)» (kog,
BunNpobyeaHHA 20551.01), a came — BuganeHo
iHbopMaLilo Mpo eTanoHHY cepilo Ta HETUMOBUIA
CUTHaU1 Ha cnekTpi 6113bko 2400 cM-1. OHOBNEHHSA
meToay «Baxki meTann» metogom ICP-OES (kog,
BMNpobyBaHHA 36911.01), a came — BUTy4eHO
iHbopmaLito Npo HoMep cepii 415 eTasIoOHHOro
CTaHAapTHOro 3pa3ka Ta fofaBaHHsA BUpasy
«Hanpuknagy», Wo [03BOJISE BYUKOPUCTOBYBATW A/1A
aHanisy 6yap-sKy CTaHAapTHYL, pechepeHTHyY cepito,
[iiCHY Ha MOMEHT NPOBeAEHHs BUNPOGYBaHHS.
3miHu | TMnYy - 3miHk 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKIHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto skocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,
NoB'A3aHUX 3 KOHTponeM A®l, abo foAaBaHHA
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A®I, ab0 BUXiAHWA/NPOMIXHWIA NPOAYKT/peareHT, wo

MeToZ0oM BUNPO6YyBaHHA. Cneumdikalis cTocyeTbCs
3miHu | Tvny - 3miHK 3 AkocTi. ADI. KoHTponb AdI.

[ONYCTUMUX MEX, BUSHAUYEHMX Y crieumdikaliax Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo

AiNbHWLI, fe NPOBOANTLCS KOHTPO/b/BUNPOOYBaHHS
cepii) JogasaHHA dinbHULI SGS Institut Fresenius
GmbH, Germany 3a agpecoto Im Maisel 14 65232

Taunusstein, SiK anbTepHaTUBHOT AiNbHUL,
BiANOBIAa/ILHOT 32 NPOBeAeHHA MiKpo6ioNoriYHoro
KOHTpOsto skocTi A®| BancapTaH.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA

HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI

ab0o BUyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuii cepTudikar Big
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaaHHA HoBOro cepTuddikaTy BignosigHocTi EP
CEP R1- CEP 2016-077-Rev 00 gna Adl
AmnoauniHy 6ecunaTy Big HOBOTO BUPOGHYMKa

Hetero Drugs Limited, Unit-1 Survey. No. 213,214 &
255, Bonthapally village, Gummadidala Mandal,
Sanga Reddy District — 502313, Telangana, India

3MiHn | TURY - 3MiHK 3 SKocTi. APl KoHTponb API.

3miHa y napameTpax cneuudikauiin Ta/abo
LOMYCTUMMUX MEX, BU3HAUYEHUX Y creundiikaLisx Ha

BMKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea APl
(nopaBaHHsA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0NOrYHOro abo iIMyHOIOTYHOTO
NOXOMKEHHS) NapameTpa cneuudikauii 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHA 3a
pesynbTaTamu LOCNiMKeHb 3 6e3nekn abo AKoCTi)
[opasaHHsa fo cneumndikayii A®l BancaptaH
nokasHuka «/lomillka HiTpo3amiHy Metogom PX
MC/MC. N-HiTposognmetunamid (NDMA)» 3
ponyctumoro mexeto 0,090 ppm Ta BignoBigHUM

Novartis Ta Divi's.

3miHa y napameTpax cneuudikaliin Ta/abo

BMKOPWCTOBYOTLCS Y Npoueci BupobHuutea AdI
(oofaBaHHs ab0 3amiHa (3a BUHSATKOM aKTUBHOI
PevYoBUHM 6i0IOMYHOTO abo iMyHOOTIYHOIO
NOXO/PKEHHS) NapameTpa creuundikaLii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA 3a




82

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

pe3ynbTatamu JocnifpkeHb 3 6e3nekn abo SKOCTi)
[opaBaHHsa oo cneundikauii APl BancaptaH
nokasHuka «/Jjomilka HiTposamiHy metogom PX
MC/MC. N-HiTpo3oguetunamin (NDEA)» 3
ponyctumotro Mexeto 0,022 ppm Ta BignoBigHUM
MeToA0M BUNpobyBaHHSA. Cneuudikalis CTOCYeTbCA
Novartis Ta Divi's.
3MiHu | TUNYy - 3MiHK 3 AKoCTi. A®I. KoHTponb AdI.
3MiHa y napameTpax crneuudikauiii Ta/abo
OONYCTUMKX MEX, BUSHAUYEHVX Y crieumdikalisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y Npoueci BupobHuutea AdI
(3BYXXEHHSA [OMYCTUMMX MEX, BUSHAYEHNX Y
cneuuagikauii) 3ByeHHA gonycTuMmx mex 3 10 ppm
[0 4.7 ppm AN nokasHuka «Hatpito a3ng metoaom
loHHOT xpomaTorpadii» cneumdikanii AdI
BancapTtaH BignosigHo o ceptudpikaty CEP Divi's.
AHaniTnyHa meToguka 6yna BifnoBigHO OHOBNEHA
Ta NoBTOPHO BaslifjoBaHa.
3MiHu | TUNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3miHa y meTogax BunpobysaHHA APl abo BMXigHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BVKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea APl
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTofax
BMNpOoGyBaHHA) He3HauHa 3miHa y 3aTBepaKeHOMy
MeTogi BUNpobyBaHHs «MikpobionoriyHa uMctoTa»
A®| BancaptaH supo6HuuTea Novartis Pharma AG,
a came — 3MiHa 0 npoueaypy METOAVKN Ha
nigpaxyHoK MikpoopraHiamis (MET): 3MiHEHO po3mip
3paska 3 30 r fo 20 r Ta peAakuiiiHi 3MiHW B
MeToAVWLji BUNPOGYyBaHHSA. TakoX, He3HauHI
pepakLiiHi NpaBkn y MeToankax BunpobysaHHA Ad|
BancaptaHa Novartis Pharma AG (DS 3104767016
R 02). PepakuiiiHa npaBka y meTofax
BMNpobyBaHHA «Assay by titration» Ta «Assay by
HPLC». logaBaHHsa nonpasku A8 BMICTY BOAW
(chakTop W) y po3paxyHkax Ans TUTPyBaHHs Ta
BEPX: KoediuieHT W BBaXaETbCS PIBHUM HY/IIO,
SKLLO BiH HKYE MeXi 3BITHOCTI, a He Hmk4e 0,10%.
BHeceHHs peakLiliHoi MpaBku y MeToamLi
BunNpobyBaHHs «Water (Karl Fisher,
potentiometric)», W06 rapaHTyBaTy LLO 3BiTHA Mexa
He nepeswuLyye 50% Big cneumdikadii. Takox, 6y1o
BBeAEeHO Mexy 3BiTHOCTI.Divi's (DS 3104767050 R
04) PepakuiiiHa npaBka y MeToAuLyi BUNPOBYBaHHS
«Residual solvents Headspace GC»- NoTOYHi
XpomMaTorpamu NnopiBHSAHHA 3aMiHEHI Ha GiNbLL YiTKi.
3MiHu | TUNYy - 3MiHK 3 sikocTi. CepTudikat
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BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo BunyyeHHs cepTudikara BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€Bponeiicbkiii hapmakonei) - BunyyeHHs
cepTudikaTis (3a HaABHOCTI My/IbTUMIETHOTO
cepTudpikata Ha matepian) BunyyenHss CEP R1-CEP
2006-011-Rev 00 A58 NPOMKHOrO NPOAYKTY
esvporamigy (rigpoxsopoTiasvg HeoUVLLLEHWI) Bif,
BMpo6HMKa Changzhou Pharmaceutical Factory,
China.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big,
BXe 3aTBEepAKeHOro BUPO6OHMKa) 0faHHSA HOBOrO
ceptudcpikaty CEP R1-CEP 2004-058-Rev 02 gns
A®| rigpoxnopTia3ug Bif BXe 3aTBEPAKEHOT0
BMpobHuKa Pharmaceutical Works Polpharma S.A.,
Poland. Ak Hacnifok, AONOBHEHHNA crieumdikavi
HOBMMM NokasHukamm «MexaHiuHi BktoueHHs» (Not
more than 0.0025%), «Cynbgatun» (Not more than
0.048%) Ta «[epBUHHI apoMaTnYHi amiHu
(nornuHaHHs npu 525 HM)»( Not more than 0.10) Ta
BigNoBigHMMU MeToaukamu BUNpobyBaHHA ans Ad|
rigpoxnopoTiasugy.
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ans
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuii cepTudikar Big
HOBOro BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS)
MogaHHA HoBoro CEP RO-CEP-2012-338 Rev 02
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ans A®|l BancapTaH Bif HOBOro BUpo6Huka Divi's
Laboratories Limited, India.
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHUX Y cneumaikalisax Ha
A®I, ab0 BUXiAHWUA/NPOMIXKHUI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(mopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6IOAOrYHOTO abo IMyHO/OMYHOro
NOXOMKEHHS) NapamMeTpa cneyudikauii 3
Bi4NOBIAHUM METOA0M BUNPOOYBaHHA 3a
pesynbTatamv fOCNimKeHb 3 6e3nekn abo SKocTi)
[opasaHHsa napameTpa crneumdikadii 3 BiANOBIAHUM
MeToA0oM BUNpobyBaHHA ans A®l BancaprtaH
BMpo6HULTBa Zhejiang Tianyu Pharmaceutical Co.
Ltd., China — A3ngo6iceHin Tetpason metogom LC
MS/MS 3 fonyCcTUMOIO MexXeto «He binblue 4,6
ppm». AK HacnigoK, OHOBMEHO po3gin 3.2.5.2.1
Brpo6HMKM Woa0 hyHKLiT KOHTPO/THO SKOCTI 3a
nokasHNKom «A3ungobiceHin TeTpason» ans
ainbHuui Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomikHOro NPoayKTy/peareHTy, Lo
BYKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHwWi 3miHM y MeTogax BUNPoOyBaHHA (BKIOYaOUM
3amiHy abo gonoBHeHHs) AD| abo
BVXiZAHOrO/NPOMIXHOr0 NPOAYKTY)
[lonoBHeHHs Aitoyoi MoHorpadii BunpobysaHb Ad|
BancaptaH Novartis aHaniTM4HUMn MeTogukamm
CEP A®I BancaprtaH, Divi's Laboratories Limited,
IHais.
3Mminu | TUny - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(iHWi 3MiHM) Brny4eHHA CNoBOCMONYYEHHS «SK
npuknag» 3 xpomarorpacivyHux ymos metogy X-
MC/MC «Nitrosamine impurities by GC MS/MS», siki
onucaHi y MmoHorpadii koHTposto A®l BancapTtaH
Novartis (DS 3104767 016 R 02), 419 BUKOHAHHSA
Bumor EMA.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€sponelicbkinn hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI
abo BUyYeHHs cepTudikarta BiANOBIAHOCTI
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€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif, y)xe 3aTBepAXeHOro BUPOOHUKA)
MopaHHsa oHOBMIEHOTrO cepTudikaTy BiANOBIAHOCTI
EP R1- CEP 2003-007-Rev 05 (nonepefHs Bepcis
CEP R1- CEP 2003-007-Rev 04) gnsa Adl
AmnoguniHy 6ecunaTty Bif, BXe 3aTBepAKEHOro
BMpobHuKa DR. REDDY'S LABORATORIES
LIMITED.
3MmiHn | TUny - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudpikauii Ta/abo
[ONYCTUMUX MEX, BU3HAYeHUX y cneuudikaisx Ha
A®I, abo BMXigHWA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
SKOCTi Ta BifNoBiAHVM METOLOM BUNPOOYBaHHS).
[JonoBHeHHs cneumdikauii APl BancapTaH,
BMpo6HUUTBa Divi's Laboratories Ltd., India, HoBUM
3a/TULLKOBUM PO3YNHHMKOM O-KCu10M 3 JonyCTUMOKO
Mexeto «He b6inblie 2170 ppm». 3MiHK | TUny: 3MiHW
3 aKocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTUMUX MEX, BUSHAUYEHNX
y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCS Y NPOLEeCi
BMpO6HMLTBA AD| (4ONOBHEHHS cneuudikauii HOBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpo6yBaHHSA) [lonoBHeHHA cnevudikadii API
BancapTtaH, Bupo6HuuTea Divi's Laboratories Ltd.,
India, HOBMM 3aNMLLIKOBUM PO34MHHMKOM MeTaHon 3
[0MNyCTUMOIO MeXeto «He binblie 250 ppm»».
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBepAXEHOro BUPO6HUKA)
MopaHHA OHOBMIEHOTO cepTudikaTy BiANOBIAHOCTI
EP R1- CEP 2003-007-Rev 06 (nonepegHs Bepcis
CEP R1- CEP 2003-007-Rev 05) gnsa A®l
Amnoaunidy 6ecnnaTty Bif BXe 3aTBepAKEHOro
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Bmpo6Huka DR. REDDY'S LABORATORIES
LIMITED
3arBepaKeHo
Present manufacturing and quality control sites
Dr. Reddy’s Laboratories Ltd.
Plot No. 110 & 111,

Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,

Medak District — 502325
Telangana, India

Dr. Reddy’s Laboratories Ltd.
Plot No. 116,

Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Medak District — 502325
Telangana, India
3anponoHoBaHo
Proposed manufacturing and quality control sites
Dr. Reddy’s Laboratories Ltd.
Plot No. 1, 75A, 75B, 110,111 & 112,
Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Sangareddy District — 502325
Telangana, India

Dr. Reddy’s Laboratories Ltd.
Plot No. 116,
Sri Venkateswara
Co-operative Industrial Estate,

Bollaram Jinnaram Mandal,
Sangareddy District — 502325
Telangana, India
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUMKA (BK/THOYaAtoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIH0 SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavanbHuka AdP|/BuXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
focke, abo BUPOOHMKa HOBOT A0NOMIKHOT pEHOBUHM
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(AKLLLO 3a3HAYEHO Y A0CHE)
3MiHa Ha3BW AiNbHWL KOHTPO/I0 AKOCTi ADI
rigpoxnoptiasngy 3 Novartis International
Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited-International Service Laboratory, 6e3 3MiH®
MicLs BUPOGHMLITBA
3arBepaKeHo
Novartis International Pharmaceutical Ltd.
Branch Ireland
Ringaskiddy
Co.Cork, Ireland
DUNS: 989669874
3anponoHoBaHo
Novartis Integrated Services Limited-International
Service Laboratory
Ringaskiddy
Co.Cork, Ireland
DUNS: 985756561

3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikavisx Ha
A®I, ab60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(nopaBaHHSA ab0 3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHM 6i0NOriYHOIo abo IMyHO/OrN4YHOro
NOXOMKEHHS) NapameTpa cneundikauii 3
BiANOBIAHUM METOA0M BUNPOGYBaHHS 3a
pesynbTatamv focnipkeHb 3 6e3nekn abo AKocTi)
3BYXeHHS fonycTuMux Mex cneundikauii Ad|
BancaptaH gns nokasHuka «N-HiTpo3ogumMeTuiamid
(NDMA)» 3 0,090 ppm Ha 0.030ppm. 3MiHa
CTOCY€ETbCA BCiX BUPOOHUKIB A®| BancaptaH —
Novartis, Divi's Ta Tinayu. Kpim Toro, ans
cneuundikanii A®I Novartis 6yn10 BUny4eHo NpuMITKy
npo Te, L0 Cepitd He MOXHa cepTudikyBaTy, AKLO
BWSIB/IEHO GiflblLLE OAHOrO HITPO3aMiHy, OCKISIbKM
3pO3YMINO, LU0 Lie CTOCYETLCA MULLIe TUX BUNAAKIB,
KONW JonycTuMi Mexi cneuudikaLii nepesuLLyoTb
0,03 ppm.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikavisx Ha
A®I, ab60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOAO0M BUNPOBYBaHHS)
JlogasaHHsa A0 cneumdikaii BHyTPILLIHbOI




88
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MoHorpadii BunpobysaHb Novartis A®| BancaptaH

HOBOro nNapameTpy «JonycTuma cyma MyTareHHUX
OOMILLOK (Cyma AOMILLIOK 3 BUNPOGYBaHb
asnpobideninterpasony metogom LC MS/MS,
asnagy MeTofoM iOHHOT XxpomaTorpadii Ta 2-uiaHo-4'-
6pommeTuUnGideHinny metogom BEPX)» 3
O0MNYCTUMOI MeXel — «He Ginblue 15,6 ppm», y
3B’A3KY i3 OHOBNeHHsAM CEP ansa 3aTBepXeHoro
BMpo6bHMKa APl BancaptaH Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii. [lonoBHEHHsI
crneundikavii BHYTPiLLHbOT MOHOrpadii BunpobysaHb
oo «JJonyctuma cyma MmyTareHHUX SOMILLOK»
cTocyeTbes nuwe A®| BupobHuuTtea Tianyu.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®l. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomMikHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOoAAX
BMNpo6yBaHHA) OHOBNEHHS in-house meToay
Novartis gns Bunpo6yBaHHA «A3nan MeToaoM
iOHHOT XpoMaTorpadii» BiANOBILHO 4O OHOBIEHOIO
CEP Zhejiang Tianyu Pharmaceutical Co. Ltd.,
KuTalii. ¥ 3B'3Ky 3 BBEIEHHSIM MOKa3HUKa
cneumdikauii «Jonyctuma cyma MyTareHHuX
[OMILLOK», NOTOYHA METOAWMKa BUNPOGYBaHHS
«A31 M MeTOA0M iOHHOT Xpomatorpadii» y
BHYTPILLHI MOHOrpadii BunpobysaHb Novartis A®|
BancaptaH Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutaii oHoBneHa 3 BUnpobyBaHHA rpaHnyHUX
MEX Ha KiflbKicHe BUNPOGYBaHHA 3 HE3HAYHUMU
aganTtauismu (Hanpvknag, 3MiHa B OLiHLj,
nifroToBKa HOBOrO CTaHAAPTHOrO PO3YMHY Ta
BMMOrun Ao SST).
3MmiHn | TMnYy - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BUNPOBYBaHHSA)
OHoBreHHs in-house metoay Novartis gns
BUNPOBYBaHHSA «2-LjiaH0-4’-6poMMeTUnaAndEHIN
meTogom BEPX» BignosigHo fo oHosneHoro CEP
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii. ¥
3B'A3KY 3 BBEEHHSIM NOKasHuka cneuudikauii
«[lonyctuma cyma MyTareHH/UX AOMILLOK», MOTOYHA
MeToAVKa BUNPOOYBaHHS «2-LjaHo-4'-
6pommeTUIANGEHIN MeTofoM BEPX» y BHYTpILLHi

MoHorpadii BunpobysaHb Novartis A®| BancaptaH




89

Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii
OHOB/IEHa 3 BUNPOGYBaHHSA rPaHNYHNX MEX Ha
KiflbKicHe BUNPOOYBaHHA 3 HE3HAYHUMU
aganTtauismu (Hanpvknag, 3MiHa B OLiHLj,
nifroToBKa HOBOrO CTaHAAPTHOrO PO3YMHY Ta

BUMOrn [0 SST). 3MiHuM | Tuny - 3miHK 3 aAkocTi. AdI.

KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs Ad|
ab60o BUXigHOro marepiasy/npoMixHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHwi 3MiHM y MmeTodax
BMNpOGYBaHHSA (BK/1HOYAKOUM 3aMiHy abo
[ONOBHEHHA) AD| abo BUXIAHOro/NPOMIKHOTO
npoAaykTy) [logasaHHA anbTepHaTUBHOIO MeToay
«JJomiLLKM HiTpo3aMmiHy 3a gonomoroto PX MC/MC
(meTopg B)» gns npoBefeHHs KOHTPOIO 3a
nokasHnkamv NDBA, NMBA Ta Ak a/ibTepHaTMBHOIO
MeToay AN5 NPOBEAEHHS KOHTPO/IIO 3a NOKa3HUKaMu
NDMA i NDEA B A®| BancaptaHy Brpo6Huka Divi's.
3MmiHn | TURy - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHuLTBa ADI
(iHWi 3mMiHM y MeTofax BUNPobyBaHHA (BK/ItOYa0oUn
3amiHy abo gonoBHeHHs) APl abo
BWXi4HOrO/MPOMIXKHOro NpoAyKTy)
[lonoBHeHHs aitouoi MoHorpadii BunpobysaHb AdI
BancaptaH Novartis aHaniTM4HUMN MeToAMKaMM
CEP A®I BancaprtaH, Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans

[0MOMKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hbapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepIXEHOro BUPOOHMKA.
MofaHHA OHOBNEHOrO cepTudiKaTy BiANOBIAHOCTI
EP R1- CEP 2013-159-Rev 02 (nonepefHs Bepcis
CEP R1- CEP 2013-159-Rev 01) ansa A®I
BancapTaH Bif BXe 3aTBepAXEeHOro BUpPobHMKa
Zhejiang Tianyu Pharmaceutical Co. Ltd., China.
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHs
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HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
matepiany/peareHTy/npomMibkHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaHHA HoBoro CEP R1-CEP 2013-159-Rev 01 Big,
HOBOro BMpo6Huka Zhejiang Tianyu Pharmaceutical
Co. Ltd., China
3MiHu | TUnY - 3miHk 3 aKocTi. A®l. Bupo6bHMLTBO.
3MiHa BUPOGHWMKa BMXiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKa
(BKTHOYaKOUM, fie HEOOXIAHO, MiCLe NPOBEAEHHS
KOHTpO/t0 AKOCTi) AP (3a BigCYTHOCTI cepTudikaTa
BiZJNOBIAHOCTI EBpPONENChKil thapmakonei y
3aTBEPMAKEHOMY [OCHE)(3MiHM 4O 3aX0AiB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA
AiNbHULI, fe NPoBOANTLCSA KOHTPO/L/BUNPOBYBaHHSA
cepii) JoaaBaHHA AinbHuLi Hetero Drugs Limited,
India, SK AinbHULI NpOBEAEHHS KOHTPONIO AKOCTI API
AmnoguniHy 6ecunary.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
MopaHHsa oHoBneHoro CEP R1-CEP 2004-058-Rev
01 (nonepegaHs Bepcia R1-CEP 2004-058-Rev 00)
ana A®| npomiXHUIA NPOAYKT e3nporamig,
(rippoxnopoTiasug HeouuLLLeHWiA) Bif BXe
3aTBepMKeHoro BmpobHuka Pharmaceutical Works
Polpharma S.A., MNonbLua.
3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micusa NpoBafKeHHS
[isnbHOCTI BUpoOHUKa (BK/ItoYakoun, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/IO AKOCTI),
abo BnacHuka mactep-thaiina Ha Adl, abo
nocravanbHuka API/BMUXigHOrO

marepiany/peareHTy/npomikKHOro NPOAyKTY, Lo
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3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIAICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOI peYOBUHU
(AKLLLO 3a3HAYeHO Yy A0CbEe) 3MiHa Ha3BUW AiNbHULI
KOHTponto sikocTi Ad®I 3 Lek Pharmaceuticals d.d. Ha
Novartis Pharmaceutical Manufacturing LLC ans
A®| BancapraH, 6e3 3MiH/ MicLA BUPOOHULTBA.
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLsa NpoBafKeHHS
AisSNbHOCTI BUPOOHMKA (BK/THOYatoun, 3a
HeobXiAHOCTI, MicLie NPOBEeAEHHS KOHTPOJIH SKOCTI),
abo BnacHuka mactep-tpaiina Ha A®l, abo
noctavasibHuka A®Il/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHTLCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoOMY
[ocbe, abo BUPOOHMKaA HOBOT AOMOMDKHOI PEYOBUHY
(AKLLL0 3a3HAYEHO Y A0CbE) 3MiHa Ha3BY AiNbHUL,
BignoBiga/IbHOT 3a NPOBEAEHHSA KOHTPOJIH0 AKOCTI
A®| BancaprtaH, 3 Novartis International
Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited, 6e3 3MiHM Micusi BUPO6HULITBA.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudpikarta BigNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif ye 3aTBepXEHOro BUPOOHWKa -
MopaHHsa oHosneHoro CEP R1-CEP 2004-058-Rev
02 06 (nonepepgHs Bepcis R1-CEP 2004-058-Rev
01) AnA NPOMKHOTO NMPOAYKTY e3uporamip,
(rigpoxniopoTiasng HeounLLeHNIA) Bif BXe
3aTBepAKeHoro BMpo6Hunka Pharmaceutical Works
Polpharma S.A., MNonblua
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€sponelicbkinn hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI
abo BUyYeHHs cepTudikarta BiANOBIAHOCTI
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€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPoOHYKa -
MopaHHsa oHOBMIEHOTrO cepTudikaTy BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 02 (nonepefHs Bepcis
CEP RO- CEP 2016-290-Rev 01) ans A®I
BancapTaH Bif BXe 3aTBEpAXEeHOro BUPOOHMKa
Novartis Pharma AG, y 3B'A3Ky 3 HAaCTyNHUMU
3MiHamu: -gogasaHHsa cneuudikadii NDMA ta NDEA
(0,090 ppm Ta 0,022 ppm BignoBigHO) Ta
BiNOBIAHNX METOANK BUNPOBYBaHb; -He3HaYHe
OHOBJ/IEHHA MeTOoAY BU3HavyeHHA MET
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
MopaHHA OHOBNIEHOTO cepTudikaTty BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 01 (nonepegHs Bepcis
CEP RO- CEP 2016-290-Rev 00) ans A®I
BancapTtaH Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA
Novartis Pharma AG.

3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikavisx Ha
A®I, a60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOAO0M BUNPOBYBaHHS)
[lopasaHHa eTnn6eH301y A0 BUNPOGYyBaHNX
PEYOBVH 15 BU3HAYEHHS CYMU KCWUONIB B
cneumaikauii A®I BancaptaH. He BHECEHO XOAHUX
3MiH 10 A0ONYCTUMMX MeX «He Binble 217 ppm»
NS KCUony, BU3HAYEHUX B Aitodili cnieumdpikaii
A®| BancapTaH. TakoX, OHOBJ/IEHHS aHaNNiTUYHOT
meToanku «MNapoda3Ha rasosa xpomatorpacdis ans
3aUTMLLIKOBUX PO3UYMHHUKIBY» A1 BUSHAYEHHSA BCiX
3aMLLIKOBUX PO3UYMHHIKIB 3@ AOMOMOrO0 3araslbHoro

MeTofay, SKvlA A03BOMSE BU3HAYMTK 6eH30. 3
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MEeTOI0 BifjoOBPakeHHS 3anpONOHOBaHOrO MeToAy B
cneuudikaLii 6yB OHOBMeHWIA TecT-ko4 MeToay.
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs AD| abo BUxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(BunyyeHHs meToAy BUNPOOYBaHHSA A1
Adl/peareHTy/NPOMIKHOr0 NPoAyKTy, SKLLO
aNbTEPHATUBHUIA METO/, BXE 3aTBEPLKEHWI)
BunyyeHHst anbTepHaTVBHOTO MeToAy
BMNPOBYBaHHA «lAeHTHiKaLis 3a A0MOMOro
6MKHBOI iHbpayepBOHOT cnekTpockonii» aAna Ad|
BancapTtaH.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®l. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomMikHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(BUNyYeHHs MeToAy BUNPOOYBaHHA A5
Adl/peareHTy/npomMiKHOro NPOAYKTY, AKLLO
anbTepHaTUBHUIA METOZ, BXe 3aTBePKEHWI)
BunyyeHHs aflbTepHATUBHOIO MeToay
BMNPOGYBaHHSA «laeHTudikalis, JOMILKN Ta
KiNIbKiCHWIA BMICT 3a flonomoroto BEPX» ana Adl
BancapTtaH.
3Mminu | TUny - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomiKHOro NPoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(BvnyYeHHs MeToAy BUNPOBYBaHHS A1A
Adl/peareHTy/NnpoOMKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEpPLKEHNIA)
BunyyeHHs1 anbTepHaTUBHOTO MeToAy
BUNPOBYBaHHA «3a/INLLKOBI PO3UNHHUKY 3a
gonomoroto 'X» ana A®| BanicaptaH.
3MiHW | TUNYy - 3MiHK 3 AKOCTi. A®Il. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomikHOro NpoayKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(BUNyYeHHs MeToAy BUNPOOYBaHHA A1
Adl/peareHTy/npoMiXHOro NPOAYKTY, AKLLO
anbTepHaTUBHUIA METOZ, BXe 3aTBePLKEHWI)
BunyyeHHs aflbTepHATUBHOIO MeToay
BUNPOOYBaHHA «Baxkki MeTasin 3a gonomoroto X-ray
fluorescence» ana A®| BancaprtaH.
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs AD| abo BUXigHOro
mMartepiany/npomiKHOro NpoayKkTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
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(BrnyyeHHs meToAy BUNPOOYBaHHSA A1
Adl/peareHTy/NPOMIKHOro NPoAyKTY, SKLLO
aNbTepPHATUBHUIA METO/, BXE 3aTBEPLKEHWI)
BunyyeHHst anbTepHaTVBHOTO MeToAy
BUNpobyBaHHA «O0BO 3a AONOMOro X-ray
fluorescence» ana A®l BancapTaH.
3miHu | TMnYy - 3miHK 3 skocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHYMKa BUXIAHOrO/MPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto skocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [0CLE)(3MiHM [0 3aX04iB,
noB'A3aHnX 3 KOHTponem Adl, abo fofaBaHHA
AiNbHWLI, fe NPOBOANTLCS KOHTPO/b/BUNPOOYBaHHS
cepii) JopasaHHsA Divi's Laboratories Limited, India,
AK AiNbHNL NPOBELEHHS KOHTPOIO AKkocTi Ad|
BancapTtaH.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BignoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepA)KeHOro B1pobHuka. Hosuii ceptuddikat
CEP RO-CEP 2016-290-Rev 00 ans A®l BancaptaH
BiJ, BXXe 3aTBepxeHoro Bupo6bHrka Novartis
Pharma AG, Switzerland
3MmiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyueHHs
BUPOBHUYOT AiNbHULI (BKNHOYAKOUY AiNbHULI ANS
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNL AN NPOBeAEHHS
nakyBaHHs, BUPOGHMKa, BifMOBIAaIbHOMO 3a BUNYCK
cepiid, MicLie NpoBeAEeHHsI KOHTPOSO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE)
BunyyeHHsi HeaKTUBHUX BUPOGHUYMX AiNbHULbL AN
A®| BancaptaH: Hosaprtic biouneHuiac Bpaswnis/
Novartis Biociencias S/A, Brasil Ta CymiTomo
Kemikan Ko., [ita., Anoris/ Sumitomo Chemical Co.,
Ltd., AnoHis. BUpO6HWK, L0 3a1LMBCA BUKOHYE Ti
X cami qoyHKLUIT L0 i BUNyYeHWid. PefakuiiiHi npaBkn
[0 p.3.2.S.2.1 BUPOGHMKM.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikara BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: gns A®Il; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana

[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA

cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -

MopaHHA OHOBNIEHOTO cepTudikaTty BiANOBIAHOCTI

EP R1- CEP 2012-338-Rev 01 (nonepegHs Bepcis
CEP R1- CEP 2012-338-Rev 00) ans A®I

BancapTtaH Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA
DIVI'S LABORATORIES LIMITED
3MiHY | TUnNY - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHYMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIIOYaKOUK, fie HeO6XiAHO, MiCLe NPOBEAEHHS

KOHTposto skocTi) APl (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiIHW [0 3aX0p4iB,

noB'A3aHuX 3 KOHTponem Adl, abo foaaBaHHA
OinbHUUI, Ae NPOBOAUTLCA KOHTPO/1b/BUNPOOYBaHHS
cepii)

[opasaHHsa Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S., Turkey, sk anbTepHaTUBHOT
AiNbHULI NPOBEAEHHS KOHTPOSIO SKOCTi API
BancapTtaH, y 38'A3KYy 3 0j@aBaHHAM HOBOTO
nokasHuka cneuudcikauii NDMA Ta NDEA Ta
BIANOBIAHWX METOAiB aHanisy.
3miHu | TMnYy - 3miHK 3 skocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKTHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto skocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,
noB'A3aHnX 3 KOHTponem Adl, abo fofaBaHHA
AiNbHWLI, fe NPOBOANTLCS KOHTPO/b/BUNPOOYBaHHS
cepir)

[opasaHHsa Lek d.d., Slovenia, sk anbTepHaTUBHOI
AiNbHULI NPOBEAEHHS KOHTPOO SKocTi AdI
BancapTaH, y 38'A3Ky 3 0AaBaHHAM HOBOrO
nokasHuka cneumcikauii NDMA 1a NDEA Ta
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BiANOBIAHWX METOAIB aHani3y.
3MiHY | TUnNY - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.

3MiHa BUPOGHMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIIOYaKOUN, fie HEO6XIAHO, MiCLe NPOBEAEHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPHKEHOMY [OCLE)(3MiIHN [0 3aX0p4iB,
noB'A3aHuX 3 KOHTponem Adl, abo foaaBaHHA
OinbHUUI, Ae NPOBOAUTLCA KOHTPO/1b/BUNPOOYBaHHS
cepii)
[opasaHHa Pharmaceutical Works Polpharma S.A.,
Poland, sk ginbHWL KOHTpOsto AkocTi AdI
rigpoxnopTiasuay (okpim abcopbLii po3unHy,
PO3Mipy 4acTOK Ta Ki/IbKICHOro BU3HaUYEHHA METOA0M
BEPX).
3MiHu | TUnNY - 3MiHK 3 sKocTi. A®l. Bupo6bHMLTBO.
3MiHa BUPOGHWMKa BUXiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa BUPOGHUKaA
(BKTHOYaOUM, fie HEO6XIAHO, MicLe NPOBEAEHHS
KOHTpO/t0 AKOCTi) AP (3a BiACYTHOCTI cepTudikaTa
BiZJNOBIAHOCTI EBpPONENCHKIl thapmakonei y
3aTBEPIAKEHOMY [OCHE)(3MiHN 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA
AiNbHULI, fe NPOBOANTLCSA KOHTPO/L/BUNPOBYBaHHSA
cepii)
[opasaHHA SGS Institut Fresenius GmbH, Im Maisel
14, 65232 Taunusstein, Germany, 5K ginbHALI
MiKpOG6i0/10riYHOro KOHTPOSIK0 AKOCTI ADI
rigpoxnoptiasuay.
3MiHu | TUnYy - 3MiHk 3 sKocTi. A®l. BUpo6bHMLTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(BKIHOYaOUM, fe HeO6XiAHO, MicLe NPOBEAEHHS
KOHTpO/t0 AKOCTi) AP (3a BigCYTHOCTI cepTudikaTa
BiZJNOBIAHOCTI EBpONENChKil thapmakonei y
3aTBEPIAKEHOMY [OCHE)(3MiHN 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA
AiNbHUL, fe NPOBOANTLCSA KOHTPO/L/BUNPOBOYBaHHSA
cepii) JogasaHHs 8o p.3.2.S.2.1 BUpo6HMKM
AeTanbHoi iHdopmauii woao BunpobyBaHs 3
KOHTPOIO AKOCTI Ha AinbHuLi Lek Pharmaceuticals
d.d., Slovenia, 6e3 3miH1 haKTU4HOro
MiCLLe3HaXOMKEHHS Ai/bHULI Ta 6e3 hakTUYHMX 3MiH

LLOAO AiSSIbHOCTI, K& BUKOHYETLCA Ha AinbHUL Lek
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Slovenia — 1234 Menges
(APl manufacturer)
3anponoHoBaHo
Lek Pharmaceuticals d.d.
Kolodvorska cesta 27
1234 Menges
Slovenia
(API manufacturer, Quality control (all tests except
identity by X-ray diffraction pattern, heavy metals by
ICP/OES and MET))
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BigNoBigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifnoBIAHOCTI
abo BUyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudikaT Bif, yXXe 3aTBepKeHOro BUPOGHMKa -
MogaHHA OHOBMEHOrO cepTudikaTy BiAMNOBIAHOCTI
EP R1- CEP 2012-338-Rev 00 (nonepeaHs sepcis
CEP RO- CEP 2012-338-Rev 02) ana Adl
BancapraH Bif Bxe 3aTBepAXeHOro BUPOGHUKA
DIVI'S LABORATORIES LIMITED
3MmiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUMKA (BK/THOYAtoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, a6o
noctavanbHuka AdP|/BuXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
Aocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKLLL0 3a3HaYeHO Y A0CbE) 3MiHA Ha3BU AiTbHUL
KOHTponto sikocTi A®I lMapoxnopoTiasug 3 Novartis
Integrated Services Limited-International Services
Laboratory Ha SGS International Services
Laboratory (ISL) Limited Ta pepakuiiiHa npaBka 4o

afipecy BUpo6HMKa, 6e3 3MiHW MicLs BUPOGHMLITBA.

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Pharmaceuticals d.d., Slovenia
3arsepaxeHo
Lek Pharmaceuticals d.d.
Kolodvorska 27
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3arBepaKeHo
Novartis Integrated Services Limited-International
Services Laboratory
Ringaskiddy, Co. Cork
Ireland
DUNS 985756561
3anponoHoBaHo
SGS International Services Laboratory (ISL) Limited
Ringaskiddy Cork, P43 FR63
Ireland
DUNS 985785798
3MiHn | TURY: 3MiHK 3 aAkocTi. A®Il. BUpo6bHMLTBO.
3MiHa BUPOGHYVKA BMXiAHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHMKaA
(BKIOYatoun, fe HeobxigHO, MicLe NpoBeAeHHs
KOHTpO0 siKocTi) ADI (3a BigcyTHOCTI cepTucpikara
BifANoBigHOCTI €Bponelicbkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiHMN [0 3aX0f4iB,
noB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHS
AiNbHUL, fe NPOBOANTLCA KOHTPO/L/BUNPODOYBaHHSA
cepii)

[JopaBaHHs Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutaii, ik anbTepHaTUBHOI AibHUL,
BiANOBIAA/IbHOI 3@ NPOBEAEHHS KOHTPOJIH0 AKOCTI
A®I BancapraH.
3MiHn | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBafKeHHS
LisnbHOCTI BUpobOHUKa (BK/IOYaKoun, 3a
HeobXiAHOCTI, MicLie NPoBEAEHHS KOHTPOIIO SKOCTI),
abo BnacHvka mactep-thaiina Ha A®l, abo
nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (SKLLO
3a3HayeHo Y A0CbEe Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBsigHOCTI
€Bponelicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI [ONOMIXHOI pevyoBUHU
(AKW0 3a3HaYeHo y focbe) 3MiHa agpecu
BMpo6HMKa Novartis Grimsby Ltd, Great Britain, 6e3
3MiHU MicLA BUPOGHULTBA
3arBepaKeHo
Novartis Grimsby Ltd.

Pyewipe Grimsby
N.E. Lincolnshire
DN 31 2SR
Great Britain
DUNS 212245609
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3anponoHoBaHo
Novartis Grimsby Ltd
Pyewipe Grimsby
DN 31 2SR
Great Britain
DUNS 225544427
3MmiHu | TUNY - 3MiHK 3 AKocTi. APl BUpo6HULTBO.
3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®I, abo 3MiHa BUPO6HMKA
(BK/TIOYAKOUN, e HEOBXIAHO, MiCLEe NPOBeAEeHHS
KOHTpOsto sikocTi) AdI (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [OCLE)(3MiIHN [0 3aX04iB,
noB'sA3aHnX 3 KoHTponiem A®I, abo AofaBaHHA
OinbHULI, e NPOBOANTLCA KOHTPO/b/BUNPOOYBaHHS
cepii) JogasaHHA SGS International Services
Laboratory (ISL) Limited sk anbTepHaTUBHOI
OiNbHULL KOHTPOJIIO AKOCTi 3@ NOKa3HUKOM
«Po3nogin yactok 3a po3mipom (Particle size
distribution)» ans A®| BancaptaH. Takox, BHECEHHS
pefakuiiH1x 3miH o p.3.2.S.2.1 BUpoGHMKM.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BigNoBigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifnNoBIAHOCTI
abo BUyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudikaT Bif, y)xe 3aTBeppKeHOro BUPOGHMKa)
MogaHHA OHOBMEHOrO cepTudikaTy BiAMNOBIAHOCTI
EP RO- CEP 2016-290-Rev 03 (nonepeaHs sepcis
CEP RO- CEP 2016-290-Rev 02) ana Adl
BancapraH Bif Bxe 3aTBepAXeHOro BUPOGHUKA
Novartis Pharma AG.
3MiHn | TURYy - 3MiHn 3 sKocTi. CepTudikar
BignosigHocTI/I E-cepTudikar BignosigHoCTI
€Bponeiicbkiii hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOro cepTudikaTa BigNOBIAHOCTI
abo BUNyYeHHs cepTudikara BignoBiAHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI A®I; ans

[0MNOMDKHOT peyoBMHY (cepTuddikaT BifgnoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

€Bponeiicbkili hapmakonei) - OHOBEHWi
cepTudikaT Bif, y)xe 3aTBepIKEHOr0 BUPOGHMKA)
MoAaHHA OHOBNEHOTrO cepTudikaty BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 04 (nonepeaHs Bepcis
CEP RO- CEP 2016-290-Rev 03) ana A®l
BasicapTaH Bif, BXXe 3aTBEP)KEHOr0 BUPOOHMKA
Novartis Pharma AG
3MiHu | TUny —
3MiHM 3 akocTi. CepTudpikaT BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpoONeChKii
papmakonei/MmoHorpadii. MoaaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudikaT Big, yXXe 3aTBeppKeHOro BUPOGHMKa -
MogaHHA OHOBMEHOrO cepTudikaTy BiAMNOBIAHOCTI
EP CEP 2016-290-Rev 02 (nonepegHs Bepcis CEP
R1- CEP 2016-290-Rev 00) ana A®l BancaptaH, y
3B'A13Ky 3i 3MiHOI Ha3BM BMPO6HUKa Novartis
Ringaskiddy Limited Ha Sterling Pharma
Ringaskiddy Limited Ta oHOBNEeHHsA agpecu
BMPOBOHUYOT AiNbHULI Y BIANOBIAHOCTI A0
ceptudpikaty GMP
3arBepaKeHo
Novartis Ringaskiddy Limited
Ringaskiddy
Co. Cork
Ireland
3anponoHoBaHO
Sterling Pharma Ringaskiddy Limited
Ringaskiddy Cork, PF43 FR63,
Ireland
3MiHn | TURYy - 3MiHM 3 sKocTi. CepTudikat
BignosigHocTI/I E-cepTudikar BignosigHoCTI
€Bponeiicbkiii hapmakonei/MoHorpadii. MogaHH:A
HOBOro abo OHOBMIEHOro cepTudikaTa BifNoOBIAHOCTI
abo BUNyYeHHs cepTudikara BignoBiAHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI A®I; ans
[OMNOMDKHOT peyoBuHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWiA
cepTudikaT Bif, y)Xe 3aTBepIKEHOro BUPOGHMKA -
MofaHHsA OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

EP R1- CEP 2016-290-Rev 00 (nonepeaHs Bepcis
CEP RO- CEP 2016-290-Rev 04) ana A®l
BasicapTaH Bif, BXXe 3aTBEP)KEHOr0 BUPOOHMKA
Novartis Pharma AG.
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
[iSNbHOCTI BUPOOHUKA (BK/THOYatoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIK SIKOCTI),
abo BfacHvKa macTtep-haiina Ha A®l, abo
noctavanbHuka A®I/BnxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLLO
3a3Ha4YeHo y A0CbE Ha NiKapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AONOMIKHOT PEHOBUHN
(AKLL0 3a3HaYeHo y A0Ccbe) 3MiHa Has3ByU Ai/TbHUL
KOHTpo/to sikocTi APl BancapTtaH 3 Novartis
Integrated Services Ltd. Ha SGS International
Services Laboratory (ISL) Limited Ta BHeCEHHs
peAakuifiHnx NpaBoK [0 afpecy AinbHuLi, 6e3 3MiHKn
MiCLl BAPOOHMLTBA.
3arsepaxeHo
Novartis Integrated Services Ltd.
Ringaskiddy Co. Cork
Ireland
DUNS: 985756561
3anponoHoBaHo
SGS International Services Laboratory (ISL) Limited
Ringaskiddy Cork, P43 FR63
Ireland
DUNS: 985785798
3MiHn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu Micus NpoBafKeHHS
LisnbHOCTI BUpoOHUKa (BK/IOYaKoun, 3a
HeobXiAHOCTI, MicLie NPoBEAEHHS KOHTPOIIO SKOCTI),
abo BnacHvka mactep-thaiina Ha A®l, abo
nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (SKLLO
3a3HayeHo Y A0CbEe Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
nocbe, abo BUPOOHUKA HOBOI [ONOMIXHOI pevyoBUHU
(AKLW0 3a3HAYEHO Y [0CbE)

OHOB/EHHS aApecy AiNbHUL, BiANOBIAaBHOT 3a
BUPOGHULTBO Ta KOHTPOb AKOCTI Al AMnoguniHy
6ecunary, Lek Pharmaceuticals d.d., Slovenia, 6e3
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3MiHW MiCLS BUPOGHMLTBA. 3aTBEPKEHO
Lek Pharmaceuticals d.d.
Kolodvorska 27
Slovenia — 1234 Menges

3anponoHoBaHo
Lek Pharmaceuticals d.d.
Kolodvorska cesta 27
1234 Menges
Slovenia
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUMKA (BK/THOYaAtoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavanbHuka AdP|/BuXigHOro
matepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (KLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
[ocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKWO 3a3HauYeHo y A0CbE) 3MiHA Ha3BU BUPOBHNYOT
AinbHuui A®l Amnogunivy 6ecunaty 3 Jlek
dapmacbioTvkanc a.4a. / Lek Pharmaceuticals d.d. Ha
Novartis Pharmaceutical Manufacturing LLC, 6e3
3MiHM MiCLA BUPOBHMLTBA.
3MiHu | TUnYy - 3MiHK 3 AKocTi. APl BUpo6HMLTBO.
3MiHa BUPOGHYVKA BMXigHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3MiHa BUPOGHUKA
(BKIOYatoun, fe HeobxigHO, MicLe NpoBeAeHHs
KOHTpON0 siKocTi) ADI (3a BigcyTHOCTI cepTucpikata
BifANoBigHOCTI €Bponelicbkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiHUN [0 3aX0f4iB,
noB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHS

AiNbHUL, fe NPOBOANTLCA KOHTPO/L/BUNPODOYBaHHSA

cepii)

JopasaHHa Novartis Grimsby Ltd., Pyewipe Grimsby

N.E., Lincolnshire DN 31 2SR, Benuka bpuTaHis, ik

anbTepHaTMBHOI AiNbHULI, BignoBigabHOT 3a

NpoBefeHHA KOHTPOJII0 SKOCTI (3a BUK/OYEHHAM

BM3HAYEHHA po3Mipy yacTok Ta MET) Adl

BancapTtaH. AinbHuusa Novartis Grimsby Ltd. Bxe
3apeecTpoBaHa fK AiflbHULA BUPOBHMLTBA Ta

noapiéHeHHa APl BancapraH.
3MmiHu | TMny - 3MiHKW 3 AkocTi. ADI. KoHTponb AdI.

3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro

marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
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BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(BvnyYeHHs MeToAy BUNPOBYBaHHS A1A
Adl/peareHTy/NnpoOMKHOro NPOAYKTY, AKLLO
anbTepHaTUBHNI METOZ, BXe 3aTBEpPAKEHNIA)
BunyyeHHs1 anbTepHaTUBHOTO MeToAy
BUNPobYyBaHHA «[Managiii 3a fonomorow X-ray
fluorescence» ana A®| BasicaptaH.
102. | EKC®OPX H TabneTku, BKPUTI HosapTic Lseiiuapi Bupo6bHMLTBO 3a ITania/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/12679/01/02
nAiBKOBOIO dapma Al A NOBHUM LMK/TOM: Icnanis/ 3MiHn | TURY - 3MiHn 3 aKkocTi. A®l. KoHTponb AdI. peyenmom
060s10HKot0 no 10 HoBapTic ®apma LLiBeiiuapis 3MiHa y napameTpax cneuudikauii Ta/abo

Mr/160 mr/25 wmr; no
14 TabneTok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHI KOpo6Lii

C.n.A,, Itanis;
Bnpo6HMUTBO,
KOHTPO/b AKOCTI,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs: 3irdppig
Bap6epa, C./.,
Icnanis; KoHTponb
AKOCTI:
dapmaHanituka CA,
LLiBefuapis

L0NyCTUMUX MEX, BU3HAYEHUX Y cneLmaikalisax Ha
A®I, ab0 BMXigHWA/NPOMKHUIA NPOAYKT/peareHT, Wwo
BVIKOPMCTOBYIOTbCS Y Npoueci BupobHuutea AdI
(8ONOBHEHHS cnevmdikaLii HOBUM NOKa3HNUKOM
AKOCTI Ta BifMNoBigHMM METOA40M BUNPOOYBaHHS)
[JonoBHeHHs cneuudikayii A®| BancaptaH HOBUM
napameTpomM SIKOCTi 3 BiANOBIAHUM METOA0M
BMNpo6yBaHHA — BeH3on meTogom napodasHoi
rasoBoi xpomaTtorpadii. Kputepiii npuiiHaTHOCTI «He
6inblue 2 ppm». BeH30/1 He BUKOPUCTOBYETLCA Y
BMPOGHULITBI BauicapTaHy, asie NOTEHLiHO MoXe
6YTW MPUCYTHIM B iHLUIli CUPOBWHI.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KOHTponb AdI.
3MiHa y meTogax BunpobysaHHs A®| abo BUXigHOro
marepiany/npomiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(iHwWi 3miHM y MeTogax BUNpobyBaHHA (BKIOYaUM
3amiHy abo gonoBHeHHs) AD| abo
BUXiAHOIO/NPOMIXXHOrO NPOAYKTY) 3amiHa YAHHUX
MeTOAVK BUNPOBYBaHHSA «3a/IULLIKOBI PO3UYMHHMKM 3a
[0nomMoroto MX» (BU3HaAYEHHS LmkorekcaHy Ta
eTunauerary) Ta «3aIMLLKOBI PO3UYNHHWKM 3a
ponomoroto napodpasHoi X (rpaHnyHuiA TecT)»
(BM3HAYEHHS rekcaHy, ToNyosy Ta KCunony) Ha
MeToAMKY BUNPOBYBaHHA «3a/INLLIKOBI PO3UYNHHMKM
3a gonomoroto napodasHoi MX» gns KoHTpoo Ad|
BancapTtaH.

TakoX, BHECEHHA pefakLiiHNX 3MiH 10 METOAUK
BMNPOGYBaHHS: «laeHTudikayis 3a 14-cnektpom
(Nujol)» (xop, BunpobyBaHHs 20501.01),
«lpeHTudikauis 3a I4-cnektpom (ATR)» (kog,
BunpobyBaHHsA 20551.01), a came — BuganeHo
iHhopMaLilo Npo eTanoHHyY cepilo Ta HETUMOBUIA
CUTHau1 Ha cnekTpi 6113bko 2400 cM-1. OHOBNEHHS
meToay «Baxki meTann» metogom ICP-OES (kog,
BMNpobyBaHHA 36911.01), a came — BUTy4eHO
iHbopMmaLLito Npo HoMep cepii AN1a eTanIoHHOro
CTaHAapTHOro 3paska Ta AofiaBaHHs Bupasy




104

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

«Hanpuknagy», Wo [03BOJISE BYUKOPUCTOBYBATW A/1A
aHanisy 6yap-sKy CTaHAapTHYL, pechepeHTHyY cepito,
[iiCHY Ha MOMEHT NpPOBeAEHHs BUNPOGYBaHHS.
3miHu | TUnNY - 3miHK 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKTHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto skocTi) A®I (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,
noB'A3aHnX 3 KOHTponem Adl, abo fofaBaHHA
AiNbHWLI, fe NPOBOANTLCS KOHTPO/Ib/BUNPOOYBaHHS
cepii) JogasaHHA dinbHULI SGS Institut Fresenius
GmbH, Germany 3a agpecoto Im Maisel 14 65232
Taunusstein, SiK anbTepHaTUBHOT AiNbHUL,
BiANOBIAa/IbHOT 32 NPOBeAEeHHA MiKpo6ionoriYHoro
KOHTpOsto skocTi A®| BancapTaH.
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikara BifnoBigHOCTI
ab0o BUyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: gns A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuii cepTudikar Big
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaaHHA HoBOro ceptuddikaTy BignosigHocTi EP
CEP R1- CEP 2016-077-Rev 00 gna Adl
AmnoauniHy 6ecunaTy Big HOBOTO BUPOGHYMKa
Hetero Drugs Limited, Unit-1 Survey. No. 213,214 &
255, Bonthapally village, Gummadidala Mandal,
Sanga Reddy District — 502313, Telangana, India
3MiHn | TURY - 3MiHK 3 SKocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauiin Ta/abo
[OMYCTUMMUX MEX, BU3HAUEHUX Y crieundiikaLisx Ha
A®I, ab0 BMXiAHWA/NPOMIXHWIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea APl
(nopaBaHHsA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0NOrYHOro abo iIMyHOOTYHOIO
NOXOMKEHHS) NapameTpa cneuudikauii 3
BiANOBIAHUM METOAOM BUNPOOYBaHHA 3a
pesynbTaTamu LOCNiMKeHb 3 6e3nekn abo AKoCTi)
[opasaHHsa fo cneumndikayii A®l BancaptaH
nokasHuka «lomillka HiTpo3amiHy Mmetogom PX
MC/MC. N-HiTposognmetunamidH (NDMA)» 3
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gonyctumotro mexeto 0,090 ppm Ta BignoBigHUM
MeToZ0oM BUNPO6YyBaHHA. Cneumdikalis cTocyeTbCs
Novartis Ta Divi's.
3miHu | Tvny - 3miHK 3 AkocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikaliin Ta/abo
OOMNYCTUMUX MEX, BUSHAUYEHMX Y crieumdikaliax Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYHOTLCS Y Npoueci BupobHuutea AdI
(oofaBaHHs ab0 3amiHa (3a BUHSATKOM aKTUBHOT
PevYoBUHM 6i0IOMYHOTO abo iMyHOOTIYHOIO
NOXO/PKEHHS) NapameTpa cneuungikaLii 3
BIANOBIAHUM METOA0M BUNPOOYBaHHA 3a
pe3ynbTatamu JocnifpkeHb 3 6e3nekn abo SKOCTi)
[opaBaHHsa o cneundikauii APl BancaptaH
nokasHuka «/Jjomilka HiTposamiHy metogom PX
MC/MC. N-HiTpo3oguetunamin (NDEA)» 3
ponyctumotro Mexeto 0,022 ppm Ta BignoBigHUM
MeToA0M BUNpobyBaHHSA. Cneuudikalis CTOCYeTbCA
Novartis Ta Divi’s.
3MiHu | TUNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauiii Ta/abo
OONYCTUMKX MEX, BUSHAUYEHVX Y crieumdikalisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y Npoueci BupobHuutea AdI
(3BYXXEHHSA [OMYyCTUMMX MEX, BUSHAYEHNX Y
cneuuaqikauii) 3ByxeHHA gonycTuMmmx mex 3 10 ppm
[0 4.7 ppm AN nokasHuka «Hatpito a3ng metoaom
loHHOT xpomaTorpadii» cneumdikanii AdI
BancapTtaH BignosigHo o ceptudpikaty CEP Divi's.
AHaniTmyHa MmeToguka 6yna BifnoBigHO OHOBNEHA
Ta NoBTOPHO BaJslifjoBaHa.
3MiHu | TUNYy - 3MiHK 3 AKoCTi. A®I. KoHTponb AdI.
3miHa y meTogax BunpobysaHHa APl abo BMXigHOrO
marepiany/npomMikKHOr0 NPoAyKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea APl
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTofax
BMNpOoGyBaHHA) He3HauHa 3miHa y 3aTBepaKeHOMY
MeTogi BUNpobyBaHHs «MikpobionoriyHa uMctoTa»
A®| BancaptaH supobHuuTea Novartis Pharma AG,
a came — 3MiHa 0 npouefypy METOAVKN Ha
nigpaxyHoK MikpoopraHiamis (MET): 3MiHEHO po3mip
3paska 3 30 r o 20 r Ta peAakLiiiHi 3MiHW B
MeToAWLi BUNPOGYyBaHHSA. TakoX, He3HauHI
pepakLiiiHi npaBkn y MeToankax BUunpobysaHHA Ad|
BancaptaHa Novartis Pharma AG (DS 3104767016
R 02). PepakuiiiHa npaBka y meTofax
BMNpobyBaHHA «Assay by titration» Ta «Assay by
HPLC». [lofgaBaHHa nonpaskv 415 BMiCTY BOAW
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(chakTop W) y po3paxyHkax An1s TUTPyBaHHs Ta
BEPX: KoediuieHT W BBaXaETbCS PIBHUM HY/IO,
SKLLO BiH HMKYE MeXi 3BITHOCTI, a He Hmk4e 0,10%.
BHeceHHs peakLiliHoi MpaBku y MeToamLi
BunNpobyBaHHs «Water (Karl Fisher,
potentiometric)», W06 rapaHTyBaTy LLIO 3BiTHA Mexa
He nepeswuLyye 50% Big cneumdikadii. Takox, 6y1o
BBeAEeHO Mexy 3BiTHOCTI.Divi's (DS 3104767050 R
04) PepakujiiiHa npaBka y MeToauLi BUNPOBYBaHHS
«Residual solvents Headspace GC»- NoTOYHi
XpomMaTorpamu NopiBHSAHHA 3aMiHEHI Ha GiNbLL YiTKi.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudikarta BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€Bponeiicbkiii hapmakonei) - BunyyeHHs
cepTudikaTis (3a HaABHOCTI My/IbTUMIETHOTO
cepTudpikata Ha matepian) BunyyenHss CEP R1-CEP
2006-011-Rev 00 an19 NPOMKHOrO NPOAYKTY
esvporamigy (rigpoxsopoTia3vg, HeoUVLLLEHWI) Bif,
BMpo6HMKa Changzhou Pharmaceutical Factory,
China.
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuii cepTudikar Big
BXe 3aTBEepAKeHOro BUPO6HYMKa) 0faHHSA HOBOrO
ceptudpikaty CEP R1-CEP 2004-058-Rev 02 gns
A®| rigpoxnopTia3ug Bif BXe 3aTBEPAKEHOT0
BMpobHuKa Pharmaceutical Works Polpharma S.A.,
Poland. Ak Hacnifok, AONOBHEHH:A crieumdikavi
HOBMMW NokKa3Hukamu «MexaHiuHi BktoyeHHs» (Not
more than 0.0025%), «Cynbgatun» (Not more than
0.048%) Ta «[epBUHHI apoMaTnYHi amiHn
(nornuHaHHs npu 525 HM)»( Not more than 0.10) Ta
BigNoBigHMMU MeToaukamn BUNpobyBaHHA ans Adl
rigpoxnopoTiasugy.
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3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikara BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: gns A®Il; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuii cepTudikar Big
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaHHA HoBoro CEP RO-CEP-2012-338 Rev 02
ans A®l BancapTaH Bif HOBOro BUpo6Huka Divi's
Laboratories Limited, India.
3MiHn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHUX Y cneumaikalisax Ha
A®I, ab0 BUXiAHWUA/NPOMIXKHUI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(mopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6IOAOrIYHOTO abo IMyHO/OMYHOro
NOXOMKEHHS) NapameTpa cneyudikauii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA 3a
pesynbTatamv fOCNipKeHb 3 6e3nekn abo AKoCTi)
[opasaHHsa napameTpa crneumdikadii 3 BiANOBIAHUM
MeToA0oM BUNpobyBaHHA ans A®l BancaprtaH
BMpo6HuLTBa Zhejiang Tianyu Pharmaceutical Co.
Ltd., China — A3ngo6iceHin Tetpason metogom LC
MS/MS 3 fonyCcTUMOI0 MexXeto «He binblue 4,6
ppm». FAK HacnigoK, OHOBMEHO po3ain 3.2.5.2.1
Brpo6HMKM WoA0 hyHKLiT KOHTPO/THO SKOCTI 3a
nokasHNKom «A3ungobiceHin TeTpason» ans
ainbHuui Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S.
3MiHW | TUNYy - 3MiHK 3 AKOCTi. A®Il. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomikHOro NpoayKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHWi 3miHK y MeTogax BUNPobyBaHHA (BKIOYaOUM
3amiHy abo gonoBHeHHs) AD| abo
BVXiZAHOrO/NPOMIXHOr0 NPOAYKTY)
[lonosHeHHs Aitoyoi MoHorpadii BunpobysaHb Ad|
BancaptaH Novartis aHaniTM4HUMn MeTogukamu
CEP A®I BancaprtaH, Divi's Laboratories Limited,
IHais.
3MmiHu | TUny - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
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BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(iHWi 3MiHM) Brny4eHHA CNoBOCMONYYEHHS «SK
npuknag» 3 xpomarorpacivyHux ymos metogy X-
MC/MC «Nitrosamine impurities by GC MS/MS», siki
onucaHi y MmoHorpadii koHTposto A®l BancapTtaH
Novartis (DS 3104767 016 R 02), 419 BUKOHAHHSA
Bumor EMA.
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosBigHOCTI
€sponelicbkinn hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBMEHWIA
cepTuddikaT Bif, y)xe 3aTBepAXeHOro BUPOOHUKA)
MopaHHsa oHOBIEHOTrO cepTudikaTy BiANOBIAHOCTI
EP R1- CEP 2003-007-Rev 05 (nonepefHs Bepcis
CEP R1- CEP 2003-007-Rev 04) ans A®I
AmnoguniHy 6ecunaTty Bif, BXe 3aTBEpAKEHOro
Bupo6Huka DR. REDDY'S LABORATORIES
LIMITED.
3Mminu | TUny - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuucpikauii Ta/abo
[ONYCTUMUX MEX, BU3HAYeHUX y cneuudikaLisx Ha
A®I, abo BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
SKOCTi Ta BifNoBiAHVM METOLOM BUNPOOYBaHHS).
JonoBHeHHs cneumdikauii APl BancapTaH,
BMpo6HUUTBa Divi's Laboratories Ltd., India, HoBUM
3a/TULLKOBUM PO3YNHHMKOM O-KCu10M 3 JonyCTUMOKO
Mexeto «He b6inblie 2170 ppm». 3MiHKn | TUny: 3MiHW
3 aKocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX
y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
BMpO6HMLTBA AD| (4ONOBHEHHS cneuudikauii HOBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpo6yBaHHSA) [lonoBHeHHA cnevudikauii API
BancapTtaH, Bupo6HuuTBa Divi's Laboratories Ltd.,
India, HOBMM 3anMLLIKOBUM PO34MHHMKOM MeTaHon 3
[0MNyCTUMOIO MeXeto «He binbie 250 ppm»».
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/IE-cepTudikar BignosigHoCTi

€sponelicbkili hapmakonei/MoHorpadii. MogaHHs
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HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
matepiany/peareHTy/npomMibkHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPO6HUKA)
MopaHHA OHOBNIEHOTO cepTudikaTty BiANOBIAHOCTI
EP R1- CEP 2003-007-Rev 06 (nonepegHs Bepcis
CEP R1- CEP 2003-007-Rev 05) ans A®I
AmnoguniHy 6ecunaTy Bif, BXe 3aTBepAKEHOro
BMpo6Huka DR. REDDY'S LABORATORIES
LIMITED
3arBepaKeHo
Present manufacturing and quality control sites
Dr. Reddy’s Laboratories Ltd.

Plot No. 110 & 111,

Sri Venkateswara
Co-operative Industrial Estate,

Bollaram Jinnaram Mandal,

Medak District — 502325
Telangana, India

Dr. Reddy’s Laboratories Ltd.
Plot No. 116,

Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Medak District — 502325
Telangana, India
3anponoHoBaHo
Proposed manufacturing and quality control sites
Dr. Reddy’s Laboratories Ltd.
Plot No. 1, 75A, 75B, 110,111 & 112,
Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Sangareddy District — 502325
Telangana, India

Dr. Reddy’s Laboratories Ltd.
Plot No. 116,

Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Sangareddy District — 502325
Telangana, India
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3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUKA (BK/THOYAtoum, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavanbHuka AdP|/BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoMy
[ocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKLLIO 3a3HAYEHO Y AOCHE)
3MiHa Ha3BW AiNbHUL KOHTPO/I0 AKOCTi ADI
rigpoxnoptiasngy 3 Novartis International
Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited-International Service Laboratory, 6e3 3MiH®
MicLs BUPOGHMLITBA
3arBepaKeHo
Novartis International Pharmaceutical Ltd.
Branch Ireland
Ringaskiddy
Co.Cork, Ireland
DUNS: 989669874
3anponoHoBaHo
Novartis Integrated Services Limited-International
Service Laboratory
Ringaskiddy
Co.Cork, Ireland
DUNS: 985756561

3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikavisx Ha
A®I, a60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(nopaBaHHSA abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHM 6i0NOriYHOIo abo IMyHO/OMN4YHOro
NOXOMKEHHS) NapameTpa cneundikauii 3
BiANOBIAHUM METOA0M BUNPOGYBaHHS 3a
pesynbTatamv focnipkeHb 3 6e3nekn abo AKocTi)
3BYXeHHS fonycTumMux Mex cneuudikauii Ad|
BancaptaH gns nokasHuka «N-HIiTpo3ogumMeTniamiH
(NDMA)» 3 0,090 ppm Ha 0.030ppm. 3MiHa
CTOCY€ETbCA BCiX BUPOOHUKIB A®| BancaptaH —
Novartis, Divi's Ta Tinayu. Kpim Toro, ans
cneuundikanii A®I Novartis 6yn10 BUny4eHo NpuMITKy
npo Te, L0 CEepit0 HE MOXHa cepTUduikyBaT, SKLWO
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BWSIB/IEHO GiflbLLE OAHOrO HITPO3aMiHy, OCKISIbKM
3pO3YMINO, WO Lie CTOCYETLCA MULLe TUX BUNAAKIB,
KONW JonycTuMi Mexi cneuudikaLlii nepesuLLyoTb

0,03 ppm.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikaLiin Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikaisx Ha
A®I, ab60 BMXigHWIA/NPOMXHUIA NpOAYKT/peareHT, wo

BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI

(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA40M BUNPOOYBaHHS)

[JlopasaHHa A0 cneumdikalii BHyTpPILLHbOI
MoHorpadii BunpobysaHb Novartis A®| BancaptaH
HOBOro nNapameTpy «JonycTuma cyma MyTareHHUX

OOMILLOK (Cyma AOMILLIOK 3 BUNPOGYBaHb

asnpobideninterpasony metogom LC MS/MS,
asngy MeTofoM iOHHOT XxpomaTorpadii Ta 2-uiaHo-4'-

6pommeTUnGideHinny metogom BEPX)» 3
O0MNYCTUMOI MeXel — «He Ginblue 15,6 ppm», y
3B’A3KY i3 OHOBNeHHsAM CEP ansa 3aTBepxeHoro

BMpobHMKa APl BancaptaH Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii. [lonoBHEHHsI
crneundikavii BHYTPiLLHbOT MOHOrpadii BunpobysaHb
oo «JJonyctuma cyma MyTareHHUX SOMILLOK»
cTocyeTbes nuwe Ad®| BupobHuuTtea Tianyu.
3MiHu | TUnY - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomikHOro NpoayKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOoAAX
BMNpo6yBaHHA) OHOBNEHHS in-house meToay
Novartis gns Bunpo6yBaHHA «A3nan MeToAoM
iOHHOT XpoMaTorpadii» BiANOBIAHO 4O OHOBEHOIO
CEP Zhejiang Tianyu Pharmaceutical Co. Ltd.,
KuTalii. Y 3B'3Ky 3 BBEIEHHSIM MOKa3HUKa
cneumdikauii «Jonyctmma cyma MyTareHHuX
[OMILLOK», NOTOYHA METOANMKa BUNPOGYBaHHSA
«A31 M MeTOA0M iOHHOT Xpomatorpadii» y
BHYTPILLHI MOHOrpadii BunpobysaHb Novartis A®|
BancaptaH Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutaii oHoBneHa 3 BUNpobyBaHHA rpaHnyHUX
MEX Ha KiflbKicHe BUNPOGYBaHHS 3 HE3HAYHUMM
aganTtauismu (Hanpvknag, 3MiHa B OLiHLj,
nifroToBKa HOBOrO CTaHAAPTHOrO PO3YMHY Ta
BMMOrun Ao SST).
3Mminn | TMnYy - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.

3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro

marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
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BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BUNPOBYBaHHSA)

OHoBreHHs in-house metoay Novartis gns
BUNPOBYBaHHSA «2-LjiaH0-4’-6poMMeTUnaAndEHIN
meTogom BEPX» BignosigHo fo oHosneHoro CEP
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii. ¥
3B'A3KY 3 BBEEHHSIM NOKa3Huka cneuudikauii
«[lonyctmma cyma MyTareHH/UX AOMILLOK», MOTOYHA
MeToAVKa BUNPOOYBaHHS «2-LjaHo-4'-
6pommeTUIANGEHIN MeTofoM BEPX» y BHYTpILLHIi
MoHorpadii BunpobysaHb Novartis A®| BancaptaH
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii
OHOB/IEHa 3 BUNPOGYBaHHSA rPaHNYHNX MEX Ha
KiflbKicHe BUNPOOYBaHHA 3 HE3HAYHUMMU
aganTtauismu (Hanpvknag, 3MiHa B OLiHLj,
nifroToBKa HOBOrO CTAHAAPTHOrO PO3YMHY Ta
BUMOrn [0 SST). 3MiHuW | Tuny - 3miHK 3 aAkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs Ad|
ab60 BUXigHOro matepiasy/npoMixHoOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHwi 3MiHM y MmeTogax
BMNpOGYBaHHSA (BK1HOUYAKOUM 3aMiHy abo
[ONOBHEHHA) AD| abo BUXIAHOro/NPOMIKHOTO
npoAykTy) [JogasaHHA anbTepHaTUBHOIO MeToay
«JJomiLLKM HiTpo3aMmiHy 3a gonomoroto PX MC/MC
(meTopg B)» gns npoBefeHHs KOHTPOIO 3a
nokasHnkamu NDBA, NMBA Ta Ak asibTepHaTMBHOIO
MeToay ANS NPOBEAEHHS KOHTPOSIIO 3a NOKa3HUKaMu
NDMA i NDEA B A®| BancaptaHy Brpo6Huka Divi's.
3MmiHn | TUny - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpOoGHMLTBA ADI
(iHWi 3miHM y MeTofax BUNPobyBaHHA (BK/ItOYaoUn
3amiHy abo gonoBHeHHs) APl abo
BWXi4HOrO/MPOMIXKHOro NpoAyKTy)
[lonoBHeHHs aitouoi MoHorpadii BunpobysaHb AdI
BancaptaH Novartis aHaniTM4HUMU MeToAVKaMM
CEP A®I BancaprtaH, Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudpikara BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomikKHOro NPOAyKTY, Lo
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BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepIXEHOro BUPOOHMKA.
MofaHHA OHOBNEHOrO cepTudiKaTy BiANOBIAHOCTI
EP R1- CEP 2013-159-Rev 02 (nonepegfHs Bepcis
CEP R1- CEP 2013-159-Rev 01) ansa A®I
BancapTaH Bif BXe 3aTBepAXEeHOro BUpPobHMKa
Zhejiang Tianyu Pharmaceutical Co. Ltd., China.
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUIyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaHHA HoBoro CEP R1-CEP 2013-159-Rev 01 Big,
HOBOro BMpo6Huka Zhejiang Tianyu Pharmaceutical
Co. Ltd., China
3MiHu | TUnNY - 3MiHk 3 sKocTi. A®l. BUpo6bHMLTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKA
(BKIHOYaOUM, fe HeO6XiAHO, MicLe NPOBEAEHHS
KOHTpO/t0 AKOCTi) AP (3a BigCYTHOCTI cepTudikaTa
BiZJNOBIAHOCTI EBpPONENChKil thapmakonei y
3aTBEPIAKEHOMY [OCHE)(3MiHN 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA
AiNbHUL, fe NPOBOANTLCSA KOHTPO/L/BUNPOBOYBaHHSA
cepii) JoaaBaHHA AinbHuLi Hetero Drugs Limited,
India, SK AinbHULI NpOBEAEHHS KOHTPONIO AKOCTI API
AmnoguniHy 6ecunary.
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ans
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
MogaHHsa oHosneHoro CEP R1-CEP 2004-058-Rev
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01 (nonepegaHs Bepcia R1-CEP 2004-058-Rev 00)
ana A®| npomiXHUIA NPOAYKT e3nporamig,
(rippoxnopoTiasug HeouuLLLeHWiA) Bif BXe

3aTBepMAkeHoro BmpobHuka Pharmaceutical Works

Polpharma S.A., MNonbLua.
3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micusa NpoBafKeHHS
[isNbHOCTI BUpoOHUKa (BK/ItoYaoun, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIO AKOCTI),
abo BnacHuka mactep-thaiina Ha Adl, abo
nocravanbHuka API/BMUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIACYTHOCTI cepTudikara BifnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUPOOHUKA HOBOI A OMOMIXXHOI peYOBUHU

(AKLLLO 3a3HAYeHO Yy A0CbEe) 3MiHa Ha3BUW AiNbHULI

KOHTponto sikocTi Al 3 Lek Pharmaceuticals d.d. Ha
Novartis Pharmaceutical Manufacturing LLC ans
A®| BancapraH, 6e3 3MiH/ MicLA BUPOOHULTBA.

3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa

HaliMeHyBaHHs Ta/abo agpecu MicLs NpoBafKeHHS

[ifSNbHOCTI BUPOOHMKA (BK/IHOYatoun, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIH0 SAKOCTI),
abo BnacHuka mactep-tpaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
3aCTOCOBYHTLCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoOMY

[ocbe, abo BUPOOHMKaA HOBOT AONOMDKHOI PEYOBUHY

(AKLLL0 3a3HAYEHO Y A0CbE) 3MiHa Ha3BY AiNbHUL,

BiAgnoBigasIbHOT 3a NPOBEAEHHSA KOHTPOJIH0 AKOCTI
A®| BancaprtaH, 3 Novartis International

Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited, 6e3 3MiHM Micusi BUPO6HULITBA.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans

[0MOMKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

cepTudikaT Bif yxe 3aTBepXEHOro BUPOOHWKa -
MopaHHsa oHosneHoro CEP R1-CEP 2004-058-Rev
02 06 (nonepepgHs Bepcis R1-CEP 2004-058-Rev
01) AnA NPOMKHOTO NMPOAYKTY e3uporamip,
(rigpoxsiopoTia3ng HeounLLeHNIA) Bif BXe
3aTBepAKeHoro BMpo6Huka Pharmaceutical Works
Polpharma S.A., MNonblua
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosBigHOCTI
€sponelicbkinn hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBMEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUpoOHYKa -
MopaHHsa oHOBIEHOTrO cepTudikaTy BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 02 (nonepefHs Bepcis
CEP RO- CEP 2016-290-Rev 01) ans A®I
BancapTaH Bif BXe 3aTBEpAKEeHOro BUPOOHMKa
Novartis Pharma AG, y 3B'A3Ky 3 HAaCTyNnHUMU
3MiHamu: -gogasaHHsa cneuudikadii NDMA ta NDEA
(0,090 ppm Ta 0,022 ppm BignoBigHO) Ta
BiNOBIAHNX METOANK BUNPOBYBaHb; -He3HauHe
OHOBJ/IEHHA MeTOoAy BU3HavyeHHA MET
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
MopaHHA OHOBNIEHOTO cepTudikaTty BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 01 (nonepegHs Bepcis
CEP RO- CEP 2016-290-Rev 00) ans A®I
BancapTtaH Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA
Novartis Pharma AG.

3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo

[ONyCTUMMX MEX, BU3HAYeHMX y cneuudikauisx Ha

A®I, a60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Wwo

BMKOPWCTOBYIOTbCS Y npoueci BupobHuytea Al
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

(monoBHeHHs cnevudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA40M BUNPOOYBaHHS)
[lopasaHHA eTnn6eH301y A0 BUNPOGYyBaHNX
PEYOBVH A/15 BU3HAYEHHS CYMU KCWUONIB B
cneumaikauii A®I BancaptaH. He BHeCEHO X0OAHUX
3MiH 0 A0ONYCTUMMX MeX «He Binble 217 ppm»
NS KCUony, BU3HAYEHUX B Aitodili cneumdpikaii
A®| BancapTaH. TakoX, OHOB/IEHHS aHaNiTUYHOT
mMeToauku «Mapoda3Ha rasosa xpomarorpadis ans
3INLLKOBUX PO3UYNHHWKIB» A/15 BU3HAYEHHS BCIX
3aMLLIKOBUX PO3UYMHHYKIB 3@ A0OMOMOrOI0 3araslbHoro
meToAy, KW [,03BOMISE BU3HAUUTU GEH30/1. 3
MEeTOI0 Bifo6PakeHHs 3anpONOHOBaHOrO MeToay B
cneuudikauii 6yB oHOBMeHWIA TecT-ko4 MeToay.
3MiHn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs AD| abo BUxigHOro
mMartepiany/npomiKHOro NpoayKkTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(BrnyyeHHs meToAy BUNPOOYBaHHSA A1
Adl/peareHTy/NPOMIKHOro NPoAyKTY, SKLLO
aNbTepPHATUBHUIA METO/, BXE 3aTBEPLKEHWI)
BunyyeHHst anbTepHaTVBHOTO MeToAy
BMNPOBYBaHHA «lAeHTHiKaLis 3a A0MOMOrot
61MKHBOI iHbpayepBOHOT cnekTpockonii» aAna Ad|
BancapTtaH.
3MiHW | TUNYy - 3MiHK 3 AKOCTi. A®Il. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomikHOro NpoayKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(BUNyYeHHs MeToAy BUNPOOYBaHHA A1
Adl/peareHTy/npoMiKHOro NPOAYKTY, AKLLO
anbTepHaTUBHUIA METOZ, BXe 3aTBePLKEHWI)
BunyyeHHs aflbTepHATUBHOIO MeToay
BMNPOGYBaHHSA «laeHTudikalis, JOMILKN Ta
KiNIbKiCHWIA BMICT 3a flonomoroto BEPX» ana Adl
BancapTtaH.
3MmiHu | TUny - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(BvnyYeHHs MeToAy BUNPOBYBaHHS A/1A
Adl/peareHTy/NnpoOMKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEPAKEHNIA)
BunyyeHHs1 anbTepHaTUBHOTO MeToAy
BUNPOBYBaHHA «3a/INLLKOBI PO3UNHHUKY 3a
ponomoroto 'X» ana APl BasicaptaH.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®IL. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUxigHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
marepiany/npomiKHOro NPoayKTy/peareHTy, LWwo

BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(BUNyYeHHs MeToAy BUNPOOYBaHHA A1
Adl/peareHTy/npoMiKHOro NPOAYKTY, AKLLO
anbTepHaTUBHUIA METOZ, BXe 3aTBePLKEHWI)
BunyyeHHs aflbTepHATUBHOIO MeToay
BUNPOOYBaHHA «Baxkki MeTasin 3a gonomoroto X-ray
fluorescence» ana A®| BancaprtaH.
3MiHn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs AD| abo BUXigHOro
mMatepiany/npomiKHOro nNpoayKkTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(BrnyyeHHs meToAy BUNPOOYBaHHSA A/1A
Adl/peareHTy/NPOMIDKHOr0 NpPoAyKTy, SKLLO
aNbTEePHATUBHUIA METO/, BXE 3aTBEPLKEHWI)
BunyyeHHst anbTepHaTVBHOTO MeToAy
BUNpobyBaHHA «O0BO 3a AONOMOro X-ray
fluorescence» ana A®l BancapTaH.
3miHu | TMnYy - 3miHk 3 skocTi. A®l. Bupo6bHMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKTHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CLE)(3MiHM [0 3aX04iB,
MoB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHA
AiNbHULI, fe NPOBOANTLCS KOHTPO/b/BUNPOBYBaHHS
cepii) JopasaHHsA Divi's Laboratories Limited, India,
AK AiNbHNL NPOBELEHHS KOHTPOIO AKkocTi Ad|
BancapTtaH.
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/MIEHOr0 cepTudikaTa BignoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANoOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepA)KeHOro B1pobHuka. Hosuii ceptudpikat
CEP RO-CEP 2016-290-Rev 00 ans A®l BancaptaH
Bif, BXXe 3aTBepxeHoro Bupo6bHuka Novartis
Pharma AG, Switzerland
3MmiHu | TURY - AgMIHICTpaTUBHI 3MiHW. BunyuyeHHs
BUPOBOHUYOT AiNbHULI (BKNHOYAKOUY AiNbHULI ANS
A®I, npomiXXHOro NPoAyKTy abo rotoBoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

nikapcbKoro 3acoby, AibHNL AN NPOBeAEHHS
nakyBaHHs, BUPOGHMKa, BifMOBIAaIbHOMO 3a BUNYCK
cepiid, MicLie NpoBeAEeHHsI KOHTPOSO cepii) abo
noctayasibHVKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE)
BunyyeHHsi HeaKTUBHMX BUPOGHUYMX AiNbHULbL AN
A®| BancaptaH: Hosaprtic biouneHuiac Bpaswnis/
Novartis Biociencias S/A, Brasil Ta CymiTomo
Kemikan Ko., 1ita., Anoris/ Sumitomo Chemical Co.,
Ltd., AnoHis. BUpO6HWK, L0 3a1LMBCA BUKOHYE Ti
X cami qoyHKLUIT L0 i BUNyYeHWin. PefakuiiiHi npaBkn
[0 p.3.2.S.2.1 BUpPOGHMKM.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/I E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMibKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHMKa -
MopaHHA OHOBMIEHOTO cepTudikaTy BiANOBIAHOCTI
EP R1- CEP 2012-338-Rev 01 (nonepegHs Bepcis
CEP R1- CEP 2012-338-Rev 00) ans A®I
BancapTaH Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA
DIVI'S LABORATORIES LIMITED
3MiHY | TUNY - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIIOYAKOUN, fie HEOBXIAHO, MiCLe NPOBEAEHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MIHN [0 3aX0p4iB,
noB'A3aHuX 3 KOHTponem Adl, abo foaaBaHHA
OinbHUUI, Ae NPOBOAUTLCA KOHTPO/1b/BUNPOOYBaHHS
cepii)

[opasaHHsa Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S., Turkey, sk anbTepHaTUBHOT
AiNbHULI NPOBEAEHHS KOHTPOSO SKOCTi AP]
BancapTtaH, y 38'A3KYy 3 0j@aBaHHAM HOBOTO
nokasHuka cneuudcikauii NDMA Ta NDEA Ta
BIANOBIAHWX METOAiB aHanisy.
3miHu | TMNYy - 3miHk 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro

NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKTHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS

KOHTpO/t0 sikocTi) AP (3a BifCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,

NoB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHA

AiNbHWLI, fe NPOBOANTLCS KOHTPO/b/BUNPOOYBaHHS

cepir)

[opasaHHsa Lek d.d., Slovenia, sk anbTepHaTUBHOI

AiNbHULI NPOBEAEHHS KOHTPOO SKocTi AdI

BancapTaH, y 38'A3Ky 3 0AaBaHHAM HOBOrO

nokasHuka cneuucpikauii NDMA 1a NDEA Ta

BiANOBIAHWX METOAIB aHani3y.
3MiHY | TUnNY - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y

BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHUKa
(BKIIOYaKOUN, fie HeO6XiAHO, MiCLe NPOBEAEHHS

KOHTpO/I0 sikocTi) A®I (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiIHN [0 3aX0p4iB,

noB'A3aHuX 3 KOHTponem Adl, abo foaaBaHHA

OinbHUUI, Ae NPOBOAUTLCA KOHTPO/1b/BUNPOOYBaHHS

cepii)

[opasaHHa Pharmaceutical Works Polpharma S.A.,
Poland, sk ginbHWL KOHTpOsto AkocTi AdI

rigpoxnopTiasuay (okpim abcop6bLii po3unHy,

PO3Mipy 4acTOK Ta Ki/IbKICHOro BU3HaUYEHHA METOA0M

BEPX).
3MiHu | TUnYy - 3MiHk 3 sKocTi. A®l. BUpo6bHMLTBO.
3MiHa BUPOGHWMKa BMXiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKa
(BKIHOYaOUM, fe HeO6XiAHO, MicLe NPOBEAEHHS
KOHTPOsIt0 iKoCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiZJNOBIAHOCTI EBpPONENChKIl thapmakonei y
3aTBEPIAKEHOMY [OCHE)(3MiHW 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA

AiNbHUL|, fe NPOBOANTLCSA KOHTPO/L/BUNPOBYBaHHSA

cepii)

[opasaHHA SGS Institut Fresenius GmbH, Im Maisel

14, 65232 Taunusstein, Germany, 5K ginbHALI
MiKpOG6i0/10riYHOro KOHTPOSIK0 AKOCTI ADI
rigpoxnoptiasuay.
3MiHu | TUnYy - 3MiHK 3 sKocTi. A®l. BUpo6bHMLTBO.
3MiHa BUPOGHYMKa BMXiAHOTO/MPOMIXXHOIO

NPOAYKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y

BMPO6HMYOMY npoueci A®I, abo 3MiHa BUPO6HUKaA




120

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

(BKIHOYaKOUM, fe HEOOXIAHO, MicLe NPOBEAEHHS
KOHTpOsIt0 iKoCTi) ADI (3a BiACyTHOCTI cepTudpikata
BiZJNOBIAHOCTI EBpPONENChKil thapmakonei y
3aTBEPMAKEHOMY [OCHE)(3MiHN 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA
AiNbHUL, fe NPoBOANTLCSA KOHTPO/L/BUNPOBOYBaHHSA
cepii) JogasaHHs A0 p.3.2.S.2.1 BUpo6HMKM
AeTanbHoI iHdopmauii woao BunpobyBaHb 3
KOHTPONIO AKOCTI Ha AinbHuLi Lek Pharmaceuticals
d.d., Slovenia, 6e3 3miH1 haKTU4HOro
MiCLLe3HaXOMKEHHS AiNbHULI Ta 6€3 hakTUYHMX 3MiH
LLOAO AiSNTBHOCTI, AKa BUKOHYETLCA Ha AinbHUL Lek
Pharmaceuticals d.d., Slovenia
3arBepaxeHo
Lek Pharmaceuticals d.d.

Kolodvorska 27
Slovenia — 1234 Menges
(API manufacturer)
3anponoHoBaHo
Lek Pharmaceuticals d.d.

Kolodvorska cesta 27
1234 Menges
Slovenia
(API manufacturer, Quality control (all tests except
identity by X-ray diffraction pattern, heavy metals by
ICP/OES and MET))
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/IE-cepTudikat BigNoBigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOr0O cepTudikaTa BifnoBIAHOCTI
abo BUyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ansa A®l; ons BUXigHOrO
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudikaT Bif, y)Xe 3aTBeppKeHOro BUPOGHMKa -
MogaHHA OHOBMEHOrO cepTudikaTy BiAMNOBIAHOCTI
EP R1- CEP 2012-338-Rev 00 (nonepeaHs sepcis
CEP RO- CEP 2012-338-Rev 02) ana Adl
BancapraH Bif Bxe 3aTBepAXeHOro BUPOGHUKA
DIVI'S LABORATORIES LIMITED
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUMKA (BK/THOYAtoum, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavyanbHvka AQP|/BuxigHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0

3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoMy
[ocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKLLL0 3a3HaYeHO Y A0CbE) 3MiHA Ha3BU AiTbHUL
KOHTponto sikocTi A®I MNapoxnopoTiasug 3 Novartis
Integrated Services Limited-International Services
Laboratory Ha SGS International Services
Laboratory (ISL) Limited Ta pepakuiiiHa npaBka 4o
afipecyt BUpO6HMKa, 6e3 3MiHW Micus BUPOGHMLTBA.
3arBepaKeHo
Novartis Integrated Services Limited-International
Services Laboratory
Ringaskiddy, Co. Cork
Ireland
DUNS 985756561
3anponoHoBaHo
SGS International Services Laboratory (ISL) Limited
Ringaskiddy Cork, P43 FR63
Ireland
DUNS 985785798
3MiHn | TURNY: 3MiHK 3 aAkocTi. A®Il. BUpo6HMLTBO.
3MiHa BUPOGHYVKA BMXigHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3MiHa BUPOGHMKA
(BKTHOYaoun, fe HeobxigHO, MicLe NpoBeAEeHHS
KOHTpON0 siKocTi) ADI (3a BigcyTHOCTI cepTucpikata
BifANoBigHOCTI €Bponelicbkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiHUN [0 3aX0f4iB,
noB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHS
AiNbHUL, fe NPOBOANTLCA KOHTPO/L/BUNPODOYBaHHSA
cepii)
[JopasaHHs Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutaii, Ik anbTepHaTUBHOI AibHUL,
BiANOBIAA/IbHOI 3@ NPOBEAEHHS KOHTPOJIH0 AKOCTI
A®I BancapraH.
3MiHn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micus NpoBafKeHHS
LisnbHOCTI BUpobOHUKa (BK/IOYaKoun, 3a
HeobXiAHOCTI, MicLie NPoBEAEHHS KOHTPOIIO SKOCTI),
abo BnacHvka mactep-thaiina Ha A®l, abo
nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (SKLLO
3a3HayeHo Y A0Cbe Ha Nikapcbkuii 3acib) 3a

BiICYTHOCTI cepTudikarta BifnoBigHOCTi
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€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
nocbe, abo BUPOOHUKA HOBOI [ONOMIXHOI pevyoBUHU
(AKW0 3a3HaYeHo y focbe) 3MiHa agpecu
BMpo6HMKa Novartis Grimsby Ltd, Great Britain, 6e3
3MiHU MicLA BUPOGHULTBA
3arBepaKeHo
Novartis Grimsby Ltd.
Pyewipe Grimsby
N.E. Lincolnshire
DN 31 2SR
Great Britain
DUNS 212245609

3anponoHoBaHo
Novartis Grimsby Ltd
Pyewipe Grimsby
DN 31 2SR
Great Britain
DUNS 225544427
3MmiHu | TUNY - 3MiHK 3 AKocTi. A®l. BUpo6HULTBO.
3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®I, abo 3miHa BUPOGHMKA
(BK/TIOYAKOUN, e HEOBXIAHO, MiCLEe NPOBeAEHHS
KOHTpOsto sikocTi) AdI (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [OCLE)(3MiHN [0 3aX04iB,
noB'sA3aHnX 3 KoHTponiem A®I, abo AofaBaHHA
OinbHULI, e NPOBOANTLCA KOHTPO/b/BUNPOOYBaHHS
cepii) JogasaHHA SGS International Services
Laboratory (ISL) Limited sk anbTepHaTUBHOI
OiNbHULL KOHTPOJIIO AIKOCTi 3@ NOKa3HUKOM
«Po3nogin yactok 3a po3mipom (Particle size
distribution)» ansa A®| BancaptaH. Takox, BHECEHHS
pefakuiiH1x 3miH o p.3.2.S.2.1 BUpoGHMKM.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/IE-cepTudikat BigNoBigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifnNoBIAHOCTI
abo BUyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ansa A®l; ons BUXigHOrO
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudikaT Bif, y)xe 3aTBeppKeHOro BUPOGHMKa)
MogaHHA OHOBMEHOrO cepTudikaTy BiAMNOBIAHOCTI
EP RO- CEP 2016-290-Rev 03 (nonepeaHs Bepcis
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CEP RO- CEP 2016-290-Rev 02) ana Adl
BancapraH Bif Bxe 3aTBepAXeHOro BUPOGHUKA
Novartis Pharma AG.
3MiHn | TURYy - 3MiHn 3 akocTi. CepTudikar
BignosigHocTI/I E-cepTudikar BignosigHoCTI
€Bponeiicbkiii hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOro cepTudikaTa BigNOBIAHOCTI
abo BUNyYeHHs cepTudikata BignoBiAHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI A®I; ans
[OMNOMDKHOT peyoBuHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBEHW
cepTudikaT Bif, yxe 3aTBepIKEHOr0 BUPOGHMKA)
MoAaHHA OHOBNEHOTro cepTudikaTy BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 04 (nonepeaHs Bepcis
CEP RO- CEP 2016-290-Rev 03) ana A®l
BasicapTaH Bif, BXXe 3aTBEP)KEHOr0 BUPOOHMKA
Novartis Pharma AG
3MiHu | TUnYy —
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpoNechKii
hapmakonei/MmoHorpadii. MoaaHHA HOBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei: ansa A®l; ons BUXigHOrO
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTudikaT Big, yXXe 3aTBeppKeHOro BUPOGHMKa -
MogaHHA OHOBMEHOro cepTuddikaTy BiAMNOBIAHOCTI
EP CEP 2016-290-Rev 02 (nonepegHs Bepcisa CEP
R1- CEP 2016-290-Rev 00) ana A®Il BancaptaH, y
3B'A13Ky 3i 3MiHOI Ha3BM BMPO6HUKa Novartis
Ringaskiddy Limited Ha Sterling Pharma
Ringaskiddy Limited Ta oHOBNeHHs agpecu
BMPOBHUYOT AiNbHUL Y BIANOBIAHOCTI A0
ceptudpikaty GMP
3arBepaKeHo
Novartis Ringaskiddy Limited
Ringaskiddy
Co. Cork
Ireland
3anponoHoBaHo
Sterling Pharma Ringaskiddy Limited
Ringaskiddy Cork, PF43 FR63,

Ireland
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3MiHn | TURYy - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTI/I E-cepTudikar BignosigHoCTI
€Bponeiicbkiii hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOro cepTudikaTa BigNoOBIAHOCTI
abo BUNyYeHHs cepTudikara BignoBiAHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI A®I; ans
[OMNOMDKHOT peyoBuHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWiA
cepTudikaT Bif, yXe 3aTBepIKEHOro BUPOGHMKA -
MoAaHHA OHOBNIEHOTro cepTudikaTy BiANOBIAHOCTI
EP R1- CEP 2016-290-Rev 00 (nonepeaHs Bepcis
CEP RO- CEP 2016-290-Rev 04) ana A®l
BasicapTaH Bif, BXe 3aTBEP)KEHOr0 BUPOOHMKa
Novartis Pharma AG.
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
[iSNbHOCTI BUPOOHUKA (BK/THOYatoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIK SIKOCTI),
abo BfacHvKa macTtep-haiina Ha A®l, abo
noctavyanbHuka A®Il/BnxigHoro
martepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO
3a3Ha4YeHo y A0CbE Ha NiKapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AONOMIKHOT PEHOBUHN
(AKLL0 3a3HaYeHo y A0Cbe) 3MiHa Ha3BU Ai/TbHUL
KOHTpo/to sikocTi APl BancapTtaH 3 Novartis
Integrated Services Ltd. Ha SGS International
Services Laboratory (ISL) Limited Ta BHeCEHHs
peAakuifiHnx NpaBok A0 afpecy AinbHuLi, 6e3 3MiHKn
MiCLl BAPOOHMLTBA.
3arBepaxeHo
Novartis Integrated Services Ltd.
Ringaskiddy Co. Cork
Ireland
DUNS: 985756561
3anponoHoBaHo
SGS International Services Laboratory (ISL) Limited
Ringaskiddy Cork, P43 FR63
Ireland
DUNS: 985785798
3MiHn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBafKeHHS
LisnbHOCTI BUpobOHUKa (BK/IOYaKoun, 3a
HeobXiAHOCTI, MicLie NpoBEeAEHHS KOHTPO/IHO SKOCTI),
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abo BnacHvka mactep-thaiina Ha A®l, abo

nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (SKLLO
3a3HayeHo Y A0CbEe Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
nocbe, abo BUPOOHUKA HOBOI [ONOMIXHOI pevyoBUHU
(AKLW0 3a3HAYEHO Y [0CbE)

OHOB/EHHS aApecy AiNbHUL, BiANOBIAaBHOT 3a
BUPOGHULTBO Ta KOHTPOb AKOCTI Al AMnoguniHy
6ecunary, Lek Pharmaceuticals d.d., Slovenia, 6e3

3MiHW MiCLS BUPOGHMLTBA. 3aTBEpKEHO
Lek Pharmaceuticals d.d.
Kolodvorska 27
Slovenia — 1234 Menges
3anponoHoBaHo
Lek Pharmaceuticals d.d.
Kolodvorska cesta 27
1234 Menges
Slovenia
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUMKA (BK/THOYaAtoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, a6o
noctavanbHuka AdP|/BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy

Aocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKWO 3a3HauYeHo y A0CbE) 3MiHA Ha3BU BUPOBHNYOT

AinbHuui A®l Amnogunivy 6ecunaty 3 Jlek
dapmacbioTukanc a.4a. / Lek Pharmaceuticals d.d. Ha
Novartis Pharmaceutical Manufacturing LLC, 6e3
3MiHM MiCLA BUPOBHMLTBA.
3MiHu | TUnY - 3MiHK 3 AKocTi. APl BUpobHMLTBO.
3MiHa BUPOGHYVKA BMXiAHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHMKaA
(BKTHOYaoun, fe HeobxigHO, MicLe NpoBeAEeHHS
KOHTpON0 siKocTi) ADI (3a BigcyTHOCTI cepTucpikara

BifANOBiAHOCTI €Bponelicbkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiHUN [0 3aX0f4iB,
noB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHS

AiNbHULI, e NPOBOANTLCA KOHTPO/IL/BUNPOOYBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cepii)

HopasaHHa Novartis Grimsby Ltd., Pyewipe Grimsby
N.E., Lincolnshire DN 31 2SR, Benuka bpuTaHis, ik
anbTepHaTMBHOI AiNbHULI, BignoBigabHOT 3a
NpoBefeHHA KOHTPOJII0 SKOCTI (3a BUK/OYEHHAM
BM3HAYEHHA po3Mipy yacTok Ta MET) Adl
BancapTtaH. AinbHuusa Novartis Grimsby Ltd. Bxe
3apeecTpoBaHa fK AiNlbHULA BUPOBHMLTBA Ta
noapiéHeHHa APl BancapraH.
3MmiHu | TMny - 3MiHKW 3 AkocTi. ADI. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(BvNyYeHHst MeToAy BMNPOBYBaHHS A/1A
Adl/peareHTy/NnpoOMKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEpPLKEHNIA)
BunyyeHHs1 anbTepHaTVBHOTO MeToAy
BUNPobYyBaHHA «[Managiii 3a fonomorow X-ray
fluorescence» ana A®| BasicaptaH.

103.

EKC®OPX H

TabneTku, BKPUTI
nAiBKOBOO
060/10HKO0 MO 5
Mr/160 mr/12,5 wr;
no 14 tTabneTtok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHI KOpo6Lii

HosapTic
Papma Al

Lseiiuapi
o

Bupo6bHMLTBO 3a
NOBHUM LMK/IOM:
HoBapTic ®apma
C.n.A,, Itanis;
Bnpo6HMuTBO,
KOHTPO/b AKOCTI,
nepBuHHe
nakyBaHHs,
BTOPVIHHE
nakyBsaHHs: 3irdppig
Bap6epa, C./.,
Icnanis; KoHTponb
AKOCTI:
dapmaHanituka CA,
LLiBeiuapis

ITania/
Icnanis/
LLiBefiuapis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TUnYy - 3MiHn 3 aKkocTi. A®l. KonTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MEX, BU3HAYEHUX Y cneLmaikalisax Ha
A®I, ab0 BMXigHWA/NPOMKHUIA NPOAYKT/peareHT, wo
BVIKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(8oNOBHEHHS cnevmdikaLii HOBUM NOKa3HNKOM
AKOCTI Ta BifMNoBigHMM METOA40M BUNPOOYBaHHS)
[JonoBHeHHs cneumdikayii A®| BancaptaH HOBUM
napameTpoM SIKOCTi 3 BiANOBIAHUM METOA0M
BMNpo6yBaHHA — BeH3on meTogom napodasHoi
rasoBoi xpomaTtorpadii. Kputepiii npuiiHaTHOCTI «He
6inblue 2 ppm». BeH30/1 He BUKOPUCTOBYETLCA Y
BMPOGHULITBI BauicapTaHy, asie NOTEHLIHO MoXe
6yTW MPUCYTHIM B iHLUIli CUPOBWHI.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHss A®| abo BUXigHOro
marepiany/npomikHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(iHwWi 3miHM y MeTogax BUNpobyBaHHA (BKIOYaUM
3amiHy abo gonoBHeHHs) AD| abo
BUXiAHOrO/NPOMIXXHOr0 NPOAYKTY) 3amiHa YAHHUX
MeTOAVK BUNPOBYBaHHSA «3a/IULLIKOBI PO3UYMHHMKM 3a
[0nomMoroto MNX» (BU3HAYEHHS LmkorekcaHy Ta
eTunauerary) Ta «3aIMLLIKOBI PO3UYNHHWKM 3a
ponomoroto napodpasHoi X (rpaHnyHuiA TecT)»
(BM3HAYEHHS rekcaHy, ToNyosy Ta KCunony) Ha
MeToAMKY BUNPOBYBaHHA «3a/INLLIKOBI PO3UYNHHUKM
3a gonomoroto napodpasHoi MX» ans koHTpono Ad|

3a
peyenmom

UA/12679/01/03
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BancapTtaH.

Takox, BHECEHHA pefakLiiHUX 3MiH 10 METOAUK
BMNPOGYBaHHS: «laeHTudikalis 3a 14-cnekTpom
(Nujol)» (xop, BunpobyBaHHs 20501.01),
«lgeHTundpikauis 3a I4-cnektpom (ATR)» (kog,
BunpobyeaHHA 20551.01), a came — BuganeHo
iHbopMaLito MPo eTanoHHY cepilo Ta HETUMOBUIA
CUTHaU1 Ha cnekTpi 6113bko 2400 cM-1. OHOBNEHHSA
meToay «Baxki meTann» metogom ICP-OES (kog,
BMNpobyBaHHA 36911.01), a came — BUTy4eHO
iHbopmaLito Npo HoMep cepii A8 eTasIoHHOTro
CTaHAapTHOro 3paska Ta fjofaBaHHs BUpasy
«Hanpuknagy», Wo [03BOJISE BYUKOPUCTOBYBATW AN1A
aHanisy 6yap-sKy CTaHAapTHYL, pechepeHTHyY cepito,
[iiCHY Ha MOMEHT NPOBeAEHHs BUNPOGYBaHHS.
3miHu | TMnYy - 3miHK 3 skocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKTHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto skocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,
NoB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHA
AiNbHWLI, fe NPOBOANTLCS KOHTPO/b/BUNPOOYBaHHS
cepii) JogasaHHA dinbHULI SGS Institut Fresenius
GmbH, Germany 3a agpecoto Im Maisel 14 65232
Taunusstein, Sk anbTepHaTUBHOT AiNbHUL,
BiANOBIAa/IbHOT 32 NPoBeAeHHA MiKpo6ionoriYHoro
KOHTpOsto skocTi A®| BancapTaH.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuii cepTudikar Big
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaaHHA HoBOro cepTuddikaTy BignosigHocTi EP
CEP R1- CEP 2016-077-Rev 00 gna Adl
AmnoauniHy 6ecunaTy Big HOBOTO BUPOGHYMKa
Hetero Drugs Limited, Unit-1 Survey. No. 213,214 &
255, Bonthapally village, Gummadidala Mandal,
Sanga Reddy District — 502313, Telangana, India
3MiHK | TUNY - 3MiHK 3 sKocTi. APl KoHTposb AdPI.
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3miHa y napameTpax cneuudikauiin Ta/abo
[OMYCTUMMUX MEX, BU3HAUEHUX Y crieundiikaLisx Ha
A®I, ab0 BUXiAHWA/NPOMIXHWIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTBCSA Yy NpoLeci BUpobHuuTea APl
(nopaBaHHsA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0NOrYHOro abo iIMyHOOTYHOIO
NOXOMKEHHS) NapameTpa cneuudikauii 3
BiANOBIAHUM METOAOM BUNPOOYBaHHA 3a
pesynbTaTamu LOCNiMKeHb 3 6e3nekn abo AKoCTi)
[opasaHHsa fo cneumndikayii A®l BancaptaH
nokasHuka «Jlomillka HiTpo3amiHy Metogom PX
MC/MC. N-HiTposognmetunamid (NDMA)» 3
gonyctumotro mexeto 0,090 ppm Ta BignoBigHUM
MeToZ0oM BUNPO6yBaHHA. Cneumdikalis cTocyeTbCs
Novartis Ta Divi's.
3miHu | TNy - 3miHK 3 AkocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikaliin Ta/abo
OOMNYCTUMUX MEX, BUSHAYEHMX Y crieumdikayiax Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYHOTLCS Y Npoueci BupobHuutea AdI
(oofaBaHHs ab0 3amiHa (3a BUHATKOM aKTUBHOT
PeyYoBUHM 6i0/IOMNYHOTO abo iMyHOOTIYHOIO
NOXO/PKEHHS) NapameTpa creuungikaLii 3
BIANOBIAHUM METOA0M BUNPOOYBaHHA 3a
pe3ynbTaTamu JocnifpkeHb 3 6e3nekn abo SKOCTi)
[opaBaHHsa o cneundikauii A®l BancaptaH
nokasHuka «/Jjomilka HiTposamiHy metogom PX
MC/MC. N-HiTpo3oguetunamidH (NDEA)» 3
ponyctumotro Mexeto 0,022 ppm Ta BignoBigHUM
MeToA0M BUNpobyBaHHSA. Cneuudikalis CTOCYeTbCA
Novartis Ta Divi's.
3MiHu | TUNYy - 3MiHK 3 AKoCTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneuudikauiii Ta/abo
OONYCTUMKX MEX, BUSHAUYEHVX Y crieumdikalisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(3BYXXEHHA [OMYCTUMMX MEX, BUSHAYEHNX Y
cneuuaqikauii) 3ByeHHA gonycTuMmx mex 3 10 ppm
[0 4.7 ppm AN nokasHuka «Hatpito a3ng metoaom
loHHOT xpomaTorpadii» cneumdikayii AdI
BancapTtaH BignosigHo o ceptudpikaty CEP Divi's.
AHaniTnyHa MmeToguka 6yna BifnoBigHO OHOBNEHA
Ta NoBTOPHO BaJslifjoBaHa.
3MiHu | TUNYy - 3MiHK 3 AKoCTi. A®I. KoHTponb AdI.
3miHa y meTogax BunpobysaHHa APl abo BMXigHOrO
marepiany/npomMikKHOr0 NPoAyKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea APl
(He3HayHi 3MiHW y 3aTBEPKEHNX MeTofax
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BMNpOoGyBaHHA) He3HauHa 3miHa y 3aTBepaKeHoOMy
MeTogi BUNpobyBaHHs «MikpobionoriyHa uMctoTa»
A®| BancaptaH supo6HuuTea Novartis Pharma AG,
a came — 3MiHa 0 npoueaypy METOAVKN Ha
nigpaxyHoK MikpoopraHiamis (MET): 3MiHEHO po3mip
3paska 3 30 r fo 20 r Ta peAakLiiiHi 3MiHW B
MeToAWLi BUNPOGYyBaHHSA. TakoX, He3HauHI
pepakLuiiiHi npaBkn y MeToankax BunpobysaHHa Ad|
BancaptaHa Novartis Pharma AG (DS 3104767016
R 02). PepakuiiiHa npaBka y meTofax
BMNpobyBaHHA «Assay by titration» Ta «Assay by
HPLC». lofaBaHHsa nonpasku A8 BMiCTY BOAW
(chakTop W) y po3paxyHkax Ans TUTPyBaHHs Ta
BEPX: KoediuieHT W BBaXaETbCS PIBHUM HY/IIO,
SKLLO BiH HMKYE MeXi 3BITHOCTI, a He Hmk4e 0,10%.
BHeceHHs peakLiliHoi MpaBku y MeToamLi
BunNpobyBaHHsa «Water (Karl Fisher,
potentiometric)», W06 rapaHTyBaTy LLIO 3BiTHA Mexa
He nepeswuLyye 50% Big cneuundikadii. Takox, 6y1o
BBeAEeHO Mexy 3BiTHOCTI.Divi's (DS 3104767050 R
04) PepakujiiiHa npaBka y MeToAuLi BUNPOBYBaHHS
«Residual solvents Headspace GC»- NoTOYHi
XpomMaTorpamu NopiBHSAHHA 3aMiHEHI Ha GiNbLL YiTKi.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudpikara BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMIKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€Bponelicbkiii hapmakonei) - BunyyeHHs
cepTudikaTis (3a HaABHOCTI My/IbTUMIETHOTO
cepTudpikata Ha matepian) BunyyenHss CEP R1-CEP
2006-011-Rev 00 A58 NpOMKHOrO NPOAYKTY
esvporamigy (rigpoxsopoTia3vg HeoUVLLLEHWI) Bif,
BMpo6HMKa Changzhou Pharmaceutical Factory,
China.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
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€Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big
BXe 3aTBEepAKeHOro BUPO6HYMKa) 0faHHSA HOBOrO
ceptudpikaty CEP R1-CEP 2004-058-Rev 02 gns
A®I rigpoxnopTia3ng Bif BXe 3aTBEPAKEHOT0
BMpobHuKa Pharmaceutical Works Polpharma S.A.,
Poland. Ak Hacnifok, AONOBHEHH:A crieumdikavi
HOBMMW NokKa3Hukamu «MexaHiuHi BktoyeHHs» (Not
more than 0.0025%), «CynbgaTtun» (Not more than
0.048%) Ta «[epBUHHI apoMaTnYHi amiHu
(nornuHaHHs npu 525 HM)»( Not more than 0.10) Ta
BignoBigHMMU MeToaukamu BUNpobyBaHHA ans Adl
rigpoxnopoTiasugy.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/I E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMibKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaHHA HoBoro CEP RO-CEP-2012-338 Rev 02
ans A®l BancapTaH Big HOBOro BUpo6Huka Divi's
Laboratories Limited, India.
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NYyCTUMUX MEX, BU3HAYEHUX Y cneumaikalisax Ha
A®I, ab0 BUXiAHWUA/NPOMIXKHUI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(mopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6IOAOrIYHOTO abo IMyHO/OMYHOro
NOXOMKEHHS) NapameTpa cneyndikauii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA 3a
pesynbTaTtamv fOCNipKeHb 3 6e3nekn abo SKocTi)
[opasaHHsa napameTpa crneumdikadii 3 BiANOBIAHUM
MeToA0M BUNpobyBaHHA ans A®| BancaprtaH
BMpo6HULTBa Zhejiang Tianyu Pharmaceutical Co.
Ltd., China — A3ngo6iceHin TeTpason metogom LC
MS/MS 3 fonyCcTUMOI0 MexXeto «He binblue 4,6
ppm». AK HacnigoK, OHOBMEHO po3gin 3.2.5.2.1
Brpo6HWKM Woa0 hyHKLiT KOHTPOSTHO SKOCTI 3a
nokasHNKom «A3ungobiceHin TeTpason» ans
ainbHuui Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®IL. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUxigHoro
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marepiany/npomiKHOro NPoayKTy/peareHTy, LWwo

BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHWi 3mMiHM y MeTogax BUNPoOyBaHHA (BKIOYaOUM
3amiHy abo gonoBHeHHs) A®| abo
BVXiZAHOrO/NPOMIXHOr0 NPOAYKTY)
[lonosHeHHs Aitoyoi MoHorpadii BunpobysaHb Ad|
BancaptaH Novartis aHaniTM4HUMn MeTogukamu
CEP A®I BancaprtaH, Divi's Laboratories Limited,
IHais.
3MmiHu | TUny - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(iHWi 3MiHM) Brny4eHHA CNoBOCMONYYEHHS «SK
npuknag» 3 xpomarorpacivyHux ymos metogy X-
MC/MC «Nitrosamine impurities by GC MS/MS», siki
onucaHi y MmoHorpadii koHTposto A®l BancapTtaH
Novartis (DS 3104767 016 R 02), 419 BUKOHAHHSA
Bumor EMA.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BignoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTuddikaT Bif, y)xe 3aTBepAXeHOro BUPOOHUKA)
MopaHHsa oHOBMIEHOTrO cepTudikaTy BiANOBIAHOCTI
EP R1- CEP 2003-007-Rev 05 (nonepefHs Bepcis
CEP R1- CEP 2003-007-Rev 04) gnsa Adl
AmnoguniHy 6ecunaTty Bif, BXe 3aTBEpAKEHOro
BuMpo6Huka DR. REDDY'S LABORATORIES
LIMITED.
3MmiHu | TUny - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuucpikauii Ta/abo
[ONYCTUMUX MEX, BU3HAYeHUX y cneuudikaLisx Ha
A®I, abo BMXigHWA/NPOMKHUIA NpOAYKT/peareHT, wo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
SKOCTi Ta BifNOBiAHVM METOLOM BUNPOOYBaHHS).
JonoBHeHHs cneumdikauii APl BancapTaH,
BMpo6HUUTBa Divi's Laboratories Ltd., India, HoBUM
3a/TULLIKOBUM PO3YMHHMKOM O-KCu10M 3 fonyCTUMOKO
Mexeto «He b6inblie 2170 ppm». 3MiHK | TUNy: 3MiHW

3 sKocTi. A®I. KoHTponb A®l. 3miHa y napameTpax
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cneuudikauin Ta/abo fonycTUMUX MEX, BUSHAUYEHMX
y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCS Y NPOLEeCi
BMpO6HMLTBA ADI (4ONOBHEHHS cneuwudikauii HOBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpo6yBaHHS) [lonoBHeHHA cnevudikauii API
BancapTtaH, Bupo6HuuTBa Divi's Laboratories Ltd.,
India, HOBMM 3aNMLLIKOBUM PO34MHHMKOM MeTaHon 3
[0MNYyCTUMOIO MeXeto «He binbie 250 ppm»».
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUIyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif, y)Xe 3aTBepAXEHOro BUPO6HUKA)
MopaHHA OHOBNIEHOTO cepTudikaTty BiANOBIAHOCTI
EP R1- CEP 2003-007-Rev 06 (nonepegHs Bepcis
CEP R1- CEP 2003-007-Rev 05) ans A®I
AmnoguniHy 6ecunaTy Bif, BXe 3aTBepAKeHOro
Bmpo6Huka DR. REDDY'S LABORATORIES
LIMITED
3arBepaxeHo
Present manufacturing and quality control sites
Dr. Reddy’s Laboratories Ltd.
Plot No. 110 & 111,
Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Medak District — 502325
Telangana, India

Dr. Reddy’s Laboratories Ltd.
Plot No. 116,

Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Medak District — 502325
Telangana, India
3anponoHoBaHo
Proposed manufacturing and quality control sites
Dr. Reddy’s Laboratories Ltd.
Plot No. 1, 75A, 75B, 110,111 & 112,
Sri Venkateswara
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Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Sangareddy District — 502325
Telangana, India

Dr. Reddy’s Laboratories Ltd.
Plot No. 116,
Sri Venkateswara
Co-operative Industrial Estate,

Bollaram Jinnaram Mandal,
Sangareddy District — 502325
Telangana, India
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUMKA (BK/THOYaAtoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIH0 SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavanbHuka AdP|/BuXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
[ocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKLLLO 3a3HAYEHO Y A0CHE)
3MiHa Ha3BW AiNbHUL KOHTPO/I0 SKOCTi ADI
rigpoxnoptiasungy 3 Novartis International
Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited-International Service Laboratory, 6e3 3MiH®
MicLs BUPOGHMLITBA
3arBepaKeHo
Novartis International Pharmaceutical Ltd.
Branch Ireland
Ringaskiddy
Co.Cork, Ireland
DUNS: 989669874
3anponoHoBaHo
Novartis Integrated Services Limited-International
Service Laboratory
Ringaskiddy
Co.Cork, Ireland
DUNS: 985756561

3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAYeHMX y cneuudikauisx Ha
A®I, a60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Wwo

BMKOPWCTOBYIOTbCS Y npoueci BupobHuytea Al
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(nopaBaHHSA abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHM 6i0N0riYHOro abo IMyHO/OrYHOrO
NOXOMKEHHS) NapameTpa cneundikauii 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS 3a
pesynbTatamv focnimkeHb 3 6e3nekn abo AKocTi)
3BYXeHHS fonycTUMUX Mex cneuudikauii Ad|
BancaptaH gns nokasHuka «N-HIiTpo3ogumMeTuiamid
(NDMA)» 3 0,090 ppm Ha 0.030ppm. 3MiHa
CTOCYETbCA BCiX BUPOOHUKIB A®| BanicaptaH —
Novartis, Divi's Ta Tinayu. Kpim Toro, ans
cneuundikauii A®l Novartis 6yn10 BUny4eHo NpuMiTKy
npo Te, L0 Cepito He MOXHa cepTUdikyaT, AKLO
BWSIB/IEHO GiflbLLE OAHOrO HITPO3aMiHy, OCKISIbKM
3PO3YMINO, LU0 Lie CTOCYETLCA MULLe TUX BUNAAKIB,
KONW JonycTuMi Mexi cneuudikaLlii nepesuLLyoTb
0,03 ppm.
3MiHW | TUnNY - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikaLiin Ta/abo
[ONyCTUMMX MEX, BU3HAYeHUX y cneuudikavisx Ha
A®I, ab60 BMXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(monoBHeHHs cnevudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA40M BUNPOOYBaHHS)
[lopasaHHa A0 cneumdikalii BHyTPILLHbOI
MoHorpadii BunpobysaHb Novartis A®| BancaptaH
HOBOro nNapameTpy «JonycTuma cyma MyTareHHUX
OOMILLOK (Cyma AOMILLIOK 3 BUNPOGYBaHb
asnpobideninterpasony metogom LC MS/MS,
asnagy MeTofoM iOHHOT XxpomaTorpadii Ta 2-uiaHo-4'-
6pommeTUnGideHinny metogom BEPX)» 3
O0MNYCTUMOI MeXel — «He Ginblue 15,6 ppm», y
3B’A3KY i3 OHOBNEeHHsAM CEP ansa 3aTBepxeHoro
BMpo6bHMKa A®I BancaptaH Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii. [lonoBHEHHsi
crneundikavii BHYTPiLLHbOT MOHOrpadii BunpobysaHb
oo «Jonyctuma cyma MmyTareHHUX SOMILLOK»
cTocyeTbes nuwe A®| BupobHuuTtea Tianyu.
3MiHu | TUnNY - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOoAAX
BMNpo6yBaHHA) OHOBMEHHS in-house meToay
Novartis gns Bunpo6yBaHHA «A3nan MeToAoM
iOHHOT XpoMaTorpadii» BiANOBIAHO 4O OHOBIEHOIO
CEP Zhejiang Tianyu Pharmaceutical Co. Ltd.,
KuTaii. ¥ 3B'3Ky 3 BBEAEHHSIM MOKa3HUKa
cneumdikauii «Jonyctmma cyma MyTareHHuX
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[OMILLOK», NOTOYHA METOAMKa BUNPOGYBaHHS
«A31 1M MeTOA0M iOHHOT Xpomatorpadii» y
BHYTPILLHI MOHOrpadii BunpobysaHb Novartis A®|
BancaptaH Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutaii oHoBneHa 3 BUNpobyBaHHA rpaHnyHUX
MEX Ha KiflbKicHe BUNPOGYBaHHS 3 HE3HAYHUMU
aganTtauismu (Hanpvknag, 3MiHa B OLiHLj,
nifroToBKa HOBOrO CTaHAAPTHOrO PO3YMHY Ta
BMMOrun Ao SST).
3Mminn | TMnYy - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeToAax
BUNPOBYBaHHSA)
OHoBreHHs in-house metoay Novartis gns
BUNPOBYBaHHSA «2-LjiaH0-4’-6poMMeTUAaAndEHIN
meTogom BEPX» BignosigHo fo oHosneHoro CEP
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii. ¥
3B'A3KY 3 BBEEHHSIM NOKa3Huka cneuudikauii
«[lonyctuma cyma MyTareHH/UX AOMILLOK», MOTOYHA
MeToAVKa BUNPOOYBaHHS «2-LjiaHo-4'-
6pommeTUIANGEHIN MeTofoM BEPX» y BHYTpILLHIi
MoHorpadii BunpobysaHb Novartis A®| BancaptaH
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii
OHOB/IEHa 3 BUNPOGYBaHHSA rPaHNYHNX MEX Ha
KiflbKicHe BUNPOOYBaHHA 3 HE3HAYHUMM
aganTtauismu (Hanpvknag, 3MiHa B OLiHLj,
nifroToBKa HOBOrO CTAHAAPTHOrO PO3YMHY Ta
BUMOrn [0 SST). 3MiHuW | Tuny - 3miHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs Ad|
ab60o BuXigHOro matepiasy/npoMixHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea AP (iHwi 3MiHM y MmeTogax
BMNpOGYBaHHSA (BK1HOUYAKOUM 3aMiHy abo
[0NOBHEHHA) AD| abo BUXiAHOro/NPOMIDKHOTO
npoAykTy) [JogasaHHA anbTepHaTUBHOIO MeToay
«JJomiLLKM HiTpo3aMmiHy 3a gonomoroto PX MC/MC
(meTopg B)» gns npoBefeHHs KOHTPOIO 3a
nokasHnkamv NDBA, NMBA Ta Ak asibTepHaTMBHOIO
MeToay AN5 NPOBEAEHHS KOHTPOSIIO 3a NOKa3HUKaMu
NDMA i NDEA B A®| BancaptaHy Brpo6Huka Divi's.
3Mminu | TUny - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(iHWi 3mMiHM y MeTofax BUNpobyBaHHA (BK/IHOYaoUn
3amiHy abo gonosHeHHs) APl abo
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Hassa

®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BWXi4HOrO/MPOMIKHOro NpoAyKTy)
[lonoBHeHHs aitouoi MoHorpadii BunpobysaHb AdI
BancaptaH Novartis aHaniTM4HUMU MeToAVKaMM
CEP A®I BancaprtaH, Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
abo Buny4eHHs cepTudpikara BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMDKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepIXEHOro BUPOOHMKA.
MofaHHA OHOBNEHOrO cepTudikaTy BiANOBIAHOCTI
EP R1- CEP 2013-159-Rev 02 (nonepegfHs Bepcis
CEP R1- CEP 2013-159-Rev 01) ansa A®I
BancapTaH Bif BXe 3aTBepAXEeHOro BUpPobHMKa
Zhejiang Tianyu Pharmaceutical Co. Ltd., China.
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ans A®Il; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuii cepTudikar Big
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaHHA HoBoro CEP R1-CEP 2013-159-Rev 01 Big,
HOBOro BMpo6Huka Zhejiang Tianyu Pharmaceutical
Co. Ltd., China
3MiHu | TUnNY - 3MiHK 3 sKocTi. A®l. Bupo6bHMLTBO.
3MiHa BUPOGHYMKa BMXiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(BKIHOYaOUM, fe HeO6XiAHO, MicLe NPOBEAEHHS
KOHTpO/t0 AKOCTi) AP (3a BiACYTHOCTI cepTudikaTa
BiZJNOBIAHOCTI EBpONENChKil thapmakonei y
3aTBEPIAKEHOMY [OCHE)(3MiHN 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHSA
AiNbHUL, fe NPOBOANTLCSA KOHTPO/L/BUNPOBYBaHHSA
cepii) JoaaBaHHA AinbHuLi Hetero Drugs Limited,
India, SK AinbHULI NPOBEAEHHS KOHTPONIO AKOCTI API
AmnoguniHy 6ecunary.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat

BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikara BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: gns A®Il; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
MopaHHsa oHoBneHoro CEP R1-CEP 2004-058-Rev
01 (monepegaHs Bepcia R1-CEP 2004-058-Rev 00)
ans A®| npomiXHUIA NPOAYKT e3vporamig,
(rippoxnopoTiasug HeouuLLLeHWIA) Bif BXe
3aTBepMKeHoro BmpobHuka Pharmaceutical Works
Polpharma S.A., MNonbLua.
3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micusa NpoBafKeHHS
LisinbHOCTI BUpoOHUKa (BK/ItoYakoun, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOIIO AKOCTI),
abo BnacHuka mactep-thaiina Ha Adl, abo
nocravanbHuka API/BMUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (AKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIAICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUPOOHUKA HOBOI L OMOMIXHOI peYOBUHU
(AKLLLO 3a3HAYeHO Yy A0CbE) 3MiHa Ha3BUW AiNbHULI
KOHTponto sikocTi Al 3 Lek Pharmaceuticals d.d. Ha
Novartis Pharmaceutical Manufacturing LLC ans
A®| BancaptaH, 6e3 3MiH/ MicLA BUPOOHULTBA.
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLs NpoBaKeHHS
AisSNbHOCTI BUPOOHMKa (BK/THOYatoun, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIH0 SAKOCTI),
abo BnacHuka mactep-tpaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
3aCTOCOBYHTLCA Y BUPOOHULTBI ADI (AKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoOMY
[ocbe, abo BUPOOHMKaA HOBOT AONOMDKHOI PEYOBUHYM
(AKLLL0 3a3HAYEHO Y A0CbE) 3MiHa Ha3BY AiNbHUL,
BiAgnoBiga/IbHOT 3a NPOBEAEHHSA KOHTPOJIH0 AKOCTI

A®| BancaprtaH, 3 Novartis International
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Pharmaceutical Ltd. Ha Novartis Integrated Services

Limited, 6e3 3MiHM Micusi BUPO6HULITBA.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudikara BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hbapmakoner) - OHOBNEHWI
cepTudikaT Bif ye 3aTBepXEHOro BUPOOHWKa -
MopaHHsa oHosneHoro CEP R1-CEP 2004-058-Rev
02 06 (nonepepgHs Bepcis R1-CEP 2004-058-Rev
01) AnA NPOMKHOTO NMPOAYKTY e3uporamip,
(rigpoxniopoTiasng HeounLLeHNIA) Bif BXe
3aTBepAXeHoro BMpo6Huka Pharmaceutical Works
Polpharma S.A., MNonblua
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BignoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPOOHYKa -
MopaHHsa oHOBMIEHOTrO cepTudikaTy BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 02 (nonepefHs Bepcis
CEP RO- CEP 2016-290-Rev 01) ans A®I
BancapTaH Bif BXe 3aTBEpAKEHOro BUPOOHMKa
Novartis Pharma AG, y 3B'A3Ky 3 HAaCTYyNHUMU
3MiHamu: -gogasaHHs cneuudikadii NDMA ta NDEA
(0,090 ppm Ta 0,022 ppm BignoBigHO) Ta
BiNOBIAHNX METOANK BUNPOBYBaHb; -He3HauHe
OHOBJ/IEHHA MeTOoAY Bu3HavyeHHAa MET
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana

[0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
€Bponelicbkin hapmakonei) - OHOBEHWIA

cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
MopaHHA OHOBNIEHOTO cepTudikaTty BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 01 (nonepegHs Bepcis
CEP RO- CEP 2016-290-Rev 00) ans A®I
BancapTtaH Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA
Novartis Pharma AG.

3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikaisx Ha
A®I, a60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOAO0M BUNPOBYBaHHS)
[lopasaHHa eTnn6eH30n1y A0 BUNPOGYyBaHNX
PEYOBWH A/15 BU3HAYEHHS CyMU KCUONIB B
cneumaikauii A®I BancaptaH. He BHECEHO XOAHUX
3MiH [0 AONYCTUMMX MeX «He Binbe 217 ppm»
NS KCUony, BU3HAYeHNX B Aitovili cnieumdpikawii
A®| BancapTaH. TakoX, OHOBJ/IEHHS aHaNiTUYHOT
meToankn «MNapoda3Ha rasosa xpomatorpacdis ans
3aUTMLLIKOBUX PO3UYMHHUKIBY» A1 BUSHAYEHHSA BCiX
3aMLLIKOBUX PO3UYMHHIKIB 3@ AOMOMOrO0 3arasibHoro
mMeToay, AKvli A03BONSE BU3HAUNTY 6eH30n. 3
MeTOI0 Bifo6padkeHHs 3anpONOHOBaHOro MeToay B
cneuudikalii 6yB oHOBNEHWIA TecT-ko4 MeToay.
3MiHn | TURY - 3MiHn 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y meTogax BunpobyBaHHs AD| abo BUXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPMCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(BrnyyeHHs meToAy BUNPOOYBaHHSA A/1A
Adl/peareHTy/NPOMDKHOrO NPoAyKTY, SKLLO
anbTepHaTUBHWI METOZ, BXeE 3aTBEPLKEHNIA)
BunyyeHHs1 anbTepHaTUBHOTO MeToAy
BMNPOBYBaHHA «lAeHTHiKaLis 3a A0NOMOro
6MKHBOI iHbpauepBOHOT cnekTpockonii» aAna Ad|
BancapTtaH.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KOHTponb AdI.
3MiHa y meTogax BunpobysaHHs A®| abo BUXigHOroO
marepiany/npomiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(BUNy4eHHs MmeToAy BUNPOOYBaHHA AN
Adl/peareHTy/npoMiKHOro NPOAYKTY, AKLLO
aNbTepPHaTUBHUIA METOZ, BXe 3aTBepKEHW)
BunyyeHHs afibTepHATUBHOIO MeToay
BMNpo6YyBaHHSA «laeHTudikalis, JOMILKN Ta
KiNIbKiCHWIA BMICT 3a flonomoroto BEPX» ana Adl

BasicapTaH.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3MmiHn | TURy - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.

3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
(BvnyYeHHs MeToAy BUNPOBYBaHHS A/1A
Adl/peareHTy/NnpoOMKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEpPLKEHNIA)
BunyyeHHs1 anbTepHaTUBHOTO MeToAy
BUNPOBYBaHHA «3a/INLLKOBI PO3UNHHUKY 3a
gonomororo 'X» ana APl BasicaptaH.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®l. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(BUNyYeHHs MeToAy BUNPOOYBaHHA A1
Adl/peareHTy/npomMiXHOro NPOAYKTY, AKLLO
anbTepHaTUBHUIA METOZ, BXe 3aTBepKEHWI)
BunyyeHHs aflbTepHATUBHOIO MeToay
BUNPOBYBaHHA «Baxkki MeTasin 3a gornomoroto X-ray
fluorescence» ana A®| BancaprtaH.
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs AD| abo BUXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(BunyyeHHs meToAy BUNPOOYBaHHSA A1
Adl/peareHTy/NPOMIKHOr0 NPoAyKTy, SKLLO
aNbTEePHATUBHUIA METO/, BXE 3aTBEPLKEHWI)
BunyyeHHst anbTepHaTVBHOTO MeToAy
BUNpobyBaHHA «O0BO 3a AONOMOro X-ray
fluorescence» ana A®l BancapTaH.
3miHu | TMnYy - 3miHk 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKTHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto skocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,
noB'A3aHnX 3 KOHTponem Adl, abo fofaBaHHA
AiNbHWLI, fe NPOBOANTLCS KOHTPO/Ib/BUNPOOYBaHHS
cepii) JopasaHHsA Divi's Laboratories Limited, India,
AK AiNbHNL NPOBELEHHS KOHTPO/IO AKkocTi Ad|
BancapTtaH.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€sponelicbkinn hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI

abo BUyYeHHs cepTudikarta BiANOBIAHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepA)KeHOro B1pobHuka. Hosuii ceptudpikat
CEP RO-CEP 2016-290-Rev 00 ans A®l BancaptaH
Bif, BXXe 3aTBepxeHoro Bupo6Hrka Novartis
Pharma AG, Switzerland
3MmiHu | TURY - AgMIHICTpaTUBHI 3MiHW. BunyuyeHHs
BUPOBHUYOT AiNbHULI (BKNHOYAKOUY AiNbHUL ANS
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BiAMOBIAAIbHOMO 3a BUNYCK
cepiid, MicLie NpoBeAEeHHsI KOHTPOSO cepii) a6o
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE)
BunyyeHHsi HeaKTUBHMX BUPOGHUYMX AiNbHULbL ANs
A®| BancaptaH: HoBaprTic biouneHuiac Bpaswnis/
Novartis Biociencias S/A, Brasil Ta CymiTomo
Kemikan Ko., [ita., Anoris/ Sumitomo Chemical Co.,
Ltd., AnoHis. BUpO6HWK, L0 3aNWIMBCA BUKOHYE Ti
X cami qoyHKLUIT L0 i BUNyYeHuWid. PefakuiiiHi npaBkn
[0 p.3.2.S.2.1 BUpPOGHMKM.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
MopaHHA OHOBNIEHOTO cepTudikaTty BiANOBIAHOCTI
EP R1- CEP 2012-338-Rev 01 (nonepegHs Bepcis
CEP R1- CEP 2012-338-Rev 00) ans A®I
BancapTtaH Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA
DIVI'S LABORATORIES LIMITED
3MiHY | TUNY - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIIOYAKOUN, e HEOBXIAHO, MiCLe NPOBEAEHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPIKEHOMY 10CHE)(3MiHM [0 3aX0A4iB,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
noB'A3aHuX 3 KOHTponem Adl, abo foaaBaHHA
OinbHUUI, Ae NPOBOAUTLCA KOHTPO/1b/BUNPOOYBaHHS

cepii)

[opasaHHsa Novartis Saglik, Gida ve Tarim Urunleri

Sanayi ve Ticaret A.S., Turkey, sk anbTepHaTUBHOT

AiNbHULI NPOBEAEHHS KOHTPOSIO SKOCTi AP]

BancapTtaH, y 38'A3KYy 3 0j@aBaHHAM HOBOTO

nokasHuka cneuudcikauii NDMA ta NDEA Ta

BIANOBIAHWX METOAiB aHanisy.

3miHu | TMNYy - 3miHk 3 sKocTi. A®l. Bupo6HMLTBO.

3MiHa BUpPOGHMKa BUXIAHOrO/MPOMiXHOro

npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y

BMPOGHMYOMY npoueci A®I, abo 3miHa BUPO6HUKa

(BKIHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS

KOHTpO/t0 sikocTi) AP (3a BifCyTHOCTI cepTudpikata

BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,
noB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHA

AiNbHWLI, fe NPOBOANTLCS KOHTPO/b/BUNPOOYBaHHS

cepir)

[opasaHHsa Lek d.d., Slovenia, sk anbTepHaTUBHOI
AiNbHULI NPOBEAEHHS KOHTPOO SKocTi Ad|
BancapTaH, y 38'A3Ky 3 0AaBaHHAM HOBOrO
nokasHuka cneumcpikauii NDMA 1a NDEA Ta

BiANOBIAHWX METOAIB aHani3y.
3MiHY | TUNY - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHYMKa BUXIiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npouieci A®l, abo 3MiHa BUPOGHUKa
(BKIIOYaKOUK, fie HeO6XiAHO, MiCLe NPOBEAEHHS
KOHTpO/I0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiIHN [0 3aX0p4iB,
noB'A3aHuX 3 KOHTponem Adl, abo foaaBaHHA

OinbHUUI, Ae NPOBOAUTLCA KOHTPO/1b/BUNPOOYBaHHS

cepii)

[opasaHHa Pharmaceutical Works Polpharma S.A.,
Poland, sk ginbHWL KOHTpOsto AkoCTi AdI

rigpoxnopTiasuay (okpim abcop6bLii po3unHy,

PO3Mipy 4acTOK Ta Ki/IbKICHOro BU3HaUYEHHA METOA0M

BEPX).

3MiHu | TUnYy - 3MiHk 3 sKocTi. A®l. BUpo6bHMLTBO.

3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXXHOIO

NpoAayKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y

BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(BKIHOYaOUM, fe HeO6XiAHO, MicLe NPOBEAEHHS

KOHTPOsIt0 iKoCTi) ADI (3a BiACyTHOCTI cepTudpikara

BifJNOBIAHOCTI EBponeichbkiii hapmakonei y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3aTBEPMAKEHOMY [OCHE)(3MiHM 4O 3aX0AiB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA
AiNbHULI, fe NPoBOANTLCSA KOHTPO/L/BUNPOBYBaHHSA
cepii)

[opasaHHa SGS Institut Fresenius GmbH, Im Maisel
14, 65232 Taunusstein, Germany, 5K ginbHALI
MiKpOG6i0/10riYHOro KOHTPOSIK0 AKOCTI ADI
rigpoxnoptiasuay.
3MiHu | TUnYy - 3MiHk 3 sKocTi. A®l. Bupo6bHMLTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(BKIHOYaOUM, fe HeO6XiAHO, MicLe NPOBEAEHHS
KOHTpOsIt0 iKoCTi) ADI (3a BiACyTHOCTI cepTudpikata
BiZJNOBIAHOCTI EBpONENChKil thapmakonei y
3aTBEPMAKEHOMY [OCHE)(3MiHM 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHSA
AiNbHUL, fe NPoBOANTLCSA KOHTPO/L/BUNPOBYBaHHSA
cepii) JogasaHHs 80 p.3.2.S.2.1 BUpo6HMKM
AeTanbHoi iHdopmauii woao BunpobyBaHs 3
KOHTPOIO AKOCTI Ha AinbHuLi Lek Pharmaceuticals
d.d., Slovenia, 6e3 3miH1 haKTU4HOro
MiCLLe3HaXOMKEHHS AiNbHULI Ta 6€3 hakTUYHMX 3MiH
LLIOAO AiSNTBHOCTI, AKa BUKOHYETLCA Ha AinbHUL Lek
Pharmaceuticals d.d., Slovenia
3arBepaxeHo
Lek Pharmaceuticals d.d.

Kolodvorska 27
Slovenia — 1234 Menges
(API manufacturer)
3anponoHoBaHo
Lek Pharmaceuticals d.d.

Kolodvorska cesta 27
1234 Menges
Slovenia
(API manufacturer, Quality control (all tests except
identity by X-ray diffraction pattern, heavy metals by
ICP/OES and MET))
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/IE-cepTudikat BigNoBigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifnoBIAHOCTI
abo BUyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ansa A®l; ons BUXigHOrO
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUIA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
cepTudikaT Big, yXXe 3aTBeppKeHOro BUPOGHMKa -
MogaHHA OHOBMEHOrO cepTudikaTy BiAMNOBIAHOCTI
EP R1- CEP 2012-338-Rev 00 (nonepeaHs sepcis

CEP RO- CEP 2012-338-Rev 02) ana Adl
BancapraH Bif Bxe 3aTBepAXeHOro BUPOGHUKA
DIVI'S LABORATORIES LIMITED
3MmiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUMKA (BK/THOYaAtoum, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavanbHuka AdP|/BuXigHOro
matepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoMy
[ocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKLL0 3a3HaYeHO Y A0CbE) 3MiHA Ha3BU AiTbHUL
KOHTponto sikocTi A®I MNapoxnopoTiasug 3 Novartis
Integrated Services Limited-International Services
Laboratory Ha SGS International Services
Laboratory (ISL) Limited Ta pepakuiiiHa npaBka 4o
afipecv BUpo6HMKa, 6e3 3MiHW Micus BUPOGHMLTBA.
3arBepaKeHo
Novartis Integrated Services Limited-International
Services Laboratory
Ringaskiddy, Co. Cork
Ireland
DUNS 985756561
3anponoHoBaHo
SGS International Services Laboratory (ISL) Limited
Ringaskiddy Cork, P43 FR63
Ireland
DUNS 985785798
3MiHn | TURY: 3MiHK 3 aAkocTi. A®Il. BUpo6HMLTBO.
3MiHa BUPOGHYVKA BMXigHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3MiHa BUPOGHUKaA
(BKIOYatoun, fe HeobxigHO, MicLe NpoBeAeHHs
KOHTpON0 siKocTi) ADI (3a BigcyTHOCTI cepTucpikata
BifANoBigHOCTI €Bponelicbkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiHUN [0 3aX0f4iB,
noB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHS

cepii)

AiNbHUL, fe NPOBOANTLCA KOHTPO/L/BUNPOOYBaHHSA

[JopaBaHHs Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutai, ik anbTepHaTMBHOI AiNTbHUL,




145

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BiANOBIAA/IbHOI 3@ NPOBEAEHHS KOHTPOJTH0 AKOCTI
A®I BancapraH.
3MiHn | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBafKeHHS
LisnbHOCTI BUpobOHUKa (BK/IOYaKoun, 3a
HeobXiAHOCTI, MicLie NPoBEeAEHHS KOHTPOJIIO SKOCTI),
abo BnacHvka mactep-thaiina Ha A®l, abo
nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (SKLLO
3a3HayeHo Y A0CbEe Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI [ONOMIXHOI pevyoBUHU
(AKW0 3a3HaYeHo y focbe) 3MiHa agpecu
BMpo6HMKa Novartis Grimsby Ltd, Great Britain, 6e3
3MiHU MicLA BUPOGHULTBA
3arBepaKeHo
Novartis Grimsby Ltd.
Pyewipe Grimsby
N.E. Lincolnshire
DN 31 2SR
Great Britain
DUNS 212245609

3anponoHoBaHo
Novartis Grimsby Ltd
Pyewipe Grimsby
DN 31 2SR
Great Britain
DUNS 225544427
3MmiHu | TUNY - 3MiHK 3 AKocTi. APl BUpo6HULTBO.
3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®I, abo 3miHa BUPOGHMKA
(BK/TIOYAKOUN, e HEOBXIAHO, MiCLe NPOBeAEHHS
KOHTpOsto sikocTi) AdI (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [OCLE)(3MiIHN [0 3aX0f4iB,
noB'sA3aHnX 3 KOHTponiem A®I, abo AofaBaHHA
OinbHULI, e NPOBOANTLCA KOHTPO/1b/BUNPOOYBaHHS
cepii) JogasaHHA SGS International Services
Laboratory (ISL) Limited sk anbTepHaTUBHOI
OiNbHUL KOHTPOJIIO AIKOCTi 3@ NOKa3HUKOM
«Po3nogin yactok 3a po3mipom (Particle size
distribution)» ansa A®| BancaptaH. Takox, BHECEHHS
pefakuiiH1x 3miH o p.3.2.S.2.1 BUpOGHMKM.
3MiHu | TUNY - 3MiHK 3 siKocTi. CepTudikat
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BignosigHocTi/lE-cepTudikat BigNoBigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOr0O cepTudikaTa BifnoBIAHOCTI
abo BUyYeHHs cepTudpikaTa BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ansa A®l; ons BUXigHOTO
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTudikaT Bif, y)xe 3aTBeppKeHOro BUPOGHMKa)
MogaHHA OHOBMEHOrO cepTudiKaTy BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 03 (nonepeaHs sepcis
CEP RO- CEP 2016-290-Rev 02) ana Adl
BancaptaH Bif Bxe 3aTBepAXeHOro BUPOGHUKA
Novartis Pharma AG.
3MiHn | TURYy - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTI/I E-cepTudikat BignosigHoCTI
€Bponeiicbkiii hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifNoOBIAHOCTI
abo BUNyYeHHs cepTudikara BignoBiAHOCTI
€sponeiicbkiii hapmakonei: ans A®Il; ana BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI A®I; ans
[OMNOMDKHOT peyoBuHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif, y)xe 3aTBepIKEHOr0 BUPOGHMKA)
MoAaHHA OHOBNEHOro cepTudikaTy BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 04 (nonepeaHs Bepcis
CEP RO- CEP 2016-290-Rev 03) ana A®l
BasicapTaH Bif, BXXe 3aTBEP)KEHOr0 BUPOOHMKA
Novartis Pharma AG
3MiHu | TUny —
3MiHM 3 akocTi. CepTudpikaT BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeichKiii
hapmakonei/moHorpadii. MoaaHHA HOBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMIKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudikaT Bif, yXXe 3aTBepKeHOro BUPOGHMKa -
MogaHHA OHOBEHOrO cepTudiKaTy BiAMNOBIAHOCTI
EP CEP 2016-290-Rev 02 (nonepegHs Bepcis CEP
R1- CEP 2016-290-Rev 00) ana A®l BancaptaH, y
3B'A13Ky 3i 3MiHOI Ha3BW BMPO6HUKa Novartis
Ringaskiddy Limited Ha Sterling Pharma
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

Ringaskiddy Limited Ta oHOBNeHHs agpecu
BMPOBHUYOT AiNbHUL Y BIANOBIAHOCTI A0
ceptudpikaty GMP
3arBepaKeHo
Novartis Ringaskiddy Limited
Ringaskiddy
Co. Cork
Ireland
3anponoHoBaHo
Sterling Pharma Ringaskiddy Limited
Ringaskiddy Cork, PF43 FR63,

Ireland
3MiHn | TURYy - 3MiHn 3 skocTi. CepTudikar
BignosigHocTI/l E-cepTudikat BignosigHoCTI
€Bponeiicbkiii hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOro cepTudikaTa BigNoOBIAHOCTI
abo BUNyYeHHs cepTudikata BignoBiAHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI A®I; ans
[OMNOMDKHOT peyoBuHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBeHW
cepTudikaT Bif, yXe 3aTBepIKEHOro BUPOGHMKA -
MoaaHHA OHOBNEHOTrO cepTudikaTy BiANOBIAHOCTI
EP R1- CEP 2016-290-Rev 00 (nonepeaHs Bepcis
CEP RO- CEP 2016-290-Rev 04) ana A®l
BasicapTaH Bif, BXe 3aTBEPKEHOr0 BUPOOHMKa
Novartis Pharma AG.
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
[ISNbHOCTI BUPOOHUKA (BK/THOYatoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIH SIKOCTI),
abo BnacHvKa macTtep-thaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
martepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLLO
3a3Ha4YeHo y A0CbE Ha NiKapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHMKA HOBOT AONOMIKHOT PEHOBUHN
(AKLL0 3a3HaYeHo y A0Cbe) 3MiHa Ha3BU Ai/TbHUL
KOHTpo/to sikocTi APl BancaprtaH 3 Novartis
Integrated Services Ltd. Ha SGS International
Services Laboratory (ISL) Limited Ta BHeCEHHs
pefakuifiHnx NpaBoK A0 agpecy AinbHuLi, 6e3 3MiHKn
MiCLl BAPOOHMLTBA.
3arsepaxeHo
Novartis Integrated Services Ltd.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

Ringaskiddy Co. Cork
Ireland
DUNS: 985756561
3anponoHoBaHo
SGS International Services Laboratory (ISL) Limited
Ringaskiddy Cork, P43 FR63
Ireland
DUNS: 985785798

3MiHn | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa

HaliMeHyBaHHs Ta/abo agpecu Micus NpoBafKeHHS
LisnbHOCTI BUpobOHUKa (BK/IOYaoun, 3a

HeobXiAHOCTI, MicLie NPoBEeAEHHS KOHTPOIIO SKOCTI),

abo BnacHvka mactep-thaiina Ha A®l, abo

nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (SKLLO
3a3HayeHo Y A0CbEe Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBsigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
nocbe, abo BUPOOHUKA HOBOI [ONOMIXHOI pevyoBUHU
(AKLW0 3a3HAYEHO Y [0CbE)

OHOB/EHHS aApecy AiNbHUL, BiANOBIAaBHOT 3a
BUPOGHULTBO Ta KOHTPOb AKOCTI A®I AMnoguniHy
6ecunary, Lek Pharmaceuticals d.d., Slovenia, 6e3

3MiHW MiCLS BUPOGHMLTBA. 3aTBEPKEHO
Lek Pharmaceuticals d.d.
Kolodvorska 27
Slovenia — 1234 Menges
3anponoHoBaHo
Lek Pharmaceuticals d.d.
Kolodvorska cesta 27
1234 Menges
Slovenia
3MmiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUMKA (BK/THOYaAtoum, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavanbHuka AdP|/BuXigHOro
matepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
[ocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKWO 3a3HauYeHo y A0Cbe) 3MiHA Ha3BU BUPOBHNYOT
AinbHuui A®l Amnogunivy 6ecunaty 3 Jlek
PapmacbioTukanc a.4. / Lek Pharmaceuticals d.d. Ha
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Novartis Pharmaceutical Manufacturing LLC, 6e3
3MiHM MiCLA BUPOBHMLTBA.
3MiHu | TUnYy - 3MiHK 3 AKocTi. APl BUpo6HMLTBO.
3MiHa BUPOGHYVKA BMXigHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3MiHa BUPOGHUKaA
(BKTHOYaoun, fe HeobxigHO, MicLe NpoBeAEeHHS
KOHTpON0 siKocTi) ADI (3a BigcyTHOCTI cepTucpikara
BifNOBigHOCTI €Bponelicbkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiHUN [0 3aX0f4iB,
noB'A3aHnX 3 KOHTposnem A®l, abo JofaBaHHS
AiNbHUL, fe NPOBOANTLCA KOHTPO/L/BUNPODOYBaHHSA
cepii)

HopasaHHa Novartis Grimsby Ltd., Pyewipe Grimsby
N.E., Lincolnshire DN 31 2SR, Benuka bpuTaHis, ik
anbTepHaTMBHOI AiNbHULI, BignoBigabHOT 3a
NpoBeeHHs KOHTPOJIIO SKOCTI (3@ BUK/OUEHHAM
BM3HAYEHHA po3Mipy yacTok Ta MET) Adl
BancapTtaH. AinbHuusa Novartis Grimsby Ltd. Bxe
3apeecTpoBaHa fK AiflbHULA BUPOBHMLTBA Ta
noapiéHeHHs APl BancapraH.
3MmiHu | TMny - 3MiHKW 3 AkocTi. ADI. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomikKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpOoGHMLTBA ADI
(BVNyYeHHst MeToAy BMNPOBYBaHHS A/1A
Adl/peareHTy/NpoOMKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEpPLKEHNIA)
BunyyeHHs1 anbTepHaTUBHOTO MeToAy
BUNPobYyBaHHA «[Managiii 3a fonomorow X-ray
fluorescence» ana A®| BasicaptaH.

104.

EKC®OPX H

TabneTku, BKPUTI
nAiBKOBOO
060s10HKot0 no 10
Mr/160 mr/12,5 wr;
no 14 tTabneTtok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHI KOpo6Lii

HosapTic
Papma Al

Lseiiuapi
o

Bupo6bHMLTBO 3a
NOBHUM LMK/IOM:
HoBapTic ®apma
C.n.A,, Itanis;
Bnpo6HMUTBO,
KOHTPO/b AKOCTI,
nepBuHHE
nakyBaHHs,
BTOPVIHHE
nakyBaHHs: 3irdppizg
Bap6epa, C./.,
Icnanis; KoHTponb
AKOCTI:
dapmaHanituka CA,
LLiBefuapis

ITania/
Icnanis/
LLiBefiuapis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Minn | TUnYy - 3MiHn 3 aKocTi. A®l. KonTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
L0ONyCTUMUX MEX, BU3HAYEHUX Y cneLmaikalisax Ha
A®I, abo BMXigHWA/NPOMKHUIA NPOAYKT/peareHT, wo
BVIKOPVCTOBYIOTbCS Y Npoueci BupobHuutea Ad|
(8ONOBHEHHS cnevumdikaLii HOBYM NOKa3HNUKOM
AKOCTI Ta BifMNoBigHMM METOA40M BUNPOOYBaHHS)
[JonoBHeHHs cneuudikayii A®| BancaptaH HOBUM
napameTpoM SIKOCTi 3 BiANOBIAHUM METOA0M
BMNpo6yBaHHA — BeH3on meTogom napodasHoi
rasoBoi xpomaTtorpadii. Kputepiii npuiiHaTHOCTI «He
6inblue 2 ppm». BeH30/1 He BUKOPUCTOBYETLCA Y
BMPOGHULITBI BauicapTaHy, asie NOTEHLIHO MoXe
6YTW MPUCYTHIM B iHLUIli CUPOBWHI.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BuxigHoro

3a
peyenmom

UA/12679/01/04
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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3acoby yrnakoska) nocsioYeHHs1

marepiany/npomiKHOro NPoayKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHWi 3mMiHM y MeTogax BUNPoOyBaHHA (BKIOYaOUM
3amiHy abo gonoBHeHHs) A®| abo
BUXiAHOro/NPOMIXHOrO NPOAYKTY) 3amiHa YAHHUX
MeTOoAVK BUNPOBYBaHHA «3a/IULLIKOBI PO3UYMHHMKM 3a
[0MoMorot MX» (BU3HAYEHHS LmKIorekcaHy Ta
eTunaueTary) Ta «3aIMLLKOBI PO3YNHHWKM 3a
fonomMoroto napodpasHoi MX (rpaHnyHWiA TecT)»
(BM3HAYEHHS rekcaHy, ToNyosy Ta KCuiony) Ha
MeToAVKY BUNPOBYBaHHA «3a/INLLIKOBI PO3UYNHHUKM
3a gonomoroto napodpasHoi MX» ans KoHTpono Ad|
BancapTtaH.

Takox, BHECEHHS pefakLiiHUX 3MiH 10 METOAUK
BMNPOGYBaHHS: «laeHTudikalis 3a 14-cnekTpom
(Nujol)» (xop, BunpobyBaHHs 20501.01),
«lpeHTudpikauis 3a I4-cnektpom (ATR)» (kog,
BunpobyeaHHA 20551.01), a came — BuganeHo
iHhopMaLito MPo eTanoHHY cepilo Ta HETUMOBUIA
CUTHaU1 Ha cnekTpi 6113bko 2400 cM-1. OHOBNEHHS
meToay «Baxki meTann» metogom ICP-OES (kog,
BMNpobyBaHHA 36911.01), a came — BUTy4eHO
iHbopmaLito Npo HoMep cepii AN1s eTasIoHHOro
CTaHAapTHOro 3paska Ta AofaBaHHs Bupasy
«Hanpuknag», Wo [03BOJISE BUKOPUCTOBYBATW A/1A
aHanisy 6yap-sKy CTaHAapTHYL, pechepeHTHyY cepito,
[iiCHY Ha MOMEHT NPOBeAEHHs BUNPOGYBaHHS.
3miHu | TMNYy - 3miHk 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPO6HUKa
(BKTHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto skocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,
noB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHA
AiNbHULI, fe NPOBOANTLCS KOHTPO/b/BUNPOBYBaHHS
cepii) JogasaHHA dinbHULI SGS Institut Fresenius
GmbH, Germany 3a agpecoto Im Maisel 14 65232
Taunusstein, SiK anbTepHaTUBHOT AiNbHUL,
BiANOBIAa/ILHOT 32 NPOBeAeHHA MiKpo6ioNoriYHoro
KOHTpOsto sikocTi A®| BancapTaH.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI

€sponevicbkiii hapmakonei: ans A®I; ansa BuxigHoOro
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marepiany/peareHTy/npomMibKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaHHA HoBoOro cepTudiikaty BignosigHocTi EP
CEP R1- CEP 2016-077-Rev 00 gna Adl
AmnoauniHy 6ecunaTy Big HOBOTO BUPOGHYMKa
Hetero Drugs Limited, Unit-1 Survey. No. 213,214 &
255, Bonthapally village, Gummadidala Mandal,
Sanga Reddy District — 502313, Telangana, India
3MiHn | TURY - 3MiHK 3 aKocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauiin Ta/abo
[OMYCTUMMUX MEX, BU3HAUYEHUX Y creundiikaLisx Ha
A®I, ab0 BUXiAHWA/NPOMIXHWIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTBCS Y NpoLeci BUpobHnuTBa APl
(nopaBaHHsA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0NOrYHOro abo iIMyHOIOTIYHOIO
NOXOMKEHHS) NapameTpa cneuudikauii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA 3a
pesynbTaTamu fOCNimKeHb 3 6e3nekn abo AKocCTi)
[opasaHHsa fo cneumndikayii A®l BancaptaH
nokasHuka «/lomillka HiTpo3amiHy Mmetogom PX
MC/MC. N-HiTposognmetunamid (NDMA)» 3
gonyctumoro mexeto 0,090 ppm Ta BignoBigHUM
MeTo0oM BUNPOo6yBaHHA. Cneumdikalis cTocyeTbCs
Novartis Ta Divi's.
3miHu | TNy - 3MiHK 3 AkocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikaliin Ta/abo
OOMNYCTUMUX MEX, BUSHAUYEHMX Y crieumdikaliax Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYOTLCS Y Npoueci BupobHuutea AdI
(oofaBaHHs ab0 3amiHa (3a BUHATKOM aKTUBHOI
PevYoBUHM 6i0IOMYHOTO abo iMyHOOTIYHOIO
NOXO/PKEHHS) NapameTpa crneumgikaLii 3
BIANOBIAHUM METOA0M BUNPOOYBaHHA 3a
pe3ynbTatamu JocnifpkeHb 3 6e3nekn abo SKOCTi)
[opaBaHHsa oo cneundikauii A®l BancaptaH
nokasHuka «/Jjomilka HiTposamiHy metogom PX
MC/MC. N-HiTpo3oguetunamiH (NDEA)» 3
ponyctumotro Mexeto 0,022 ppm Ta BignoBigHUM
MeToA0M BUNpobyBaHHSA. Cneuudikalis CTOCYeTbCA
Novartis Ta Divi's.
3MiHu | TUNYy - 3MiHK 3 AKoCTi. A®I. KoHTponb AdI.
3MiHa y napameTpax crneuudikauiii Ta/abo
OONYCTUMKX MEX, BUSHAUYEHVX Y crieumdikalisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y Npoueci BupobHuuytea AdI
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n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

(3BYXXEHHSA [OMYCTUMMX MEX, BUSHAYEHNX Y
cneuuaqikauii) 3ByXXeHHA gonycTuMmx mex 3 10 ppm
[0 4.7 ppm AN nokasHuka «Hatpito a3ng metofom

loHHOT xpomaTorpadii» cneumdikanii AdI
BancapTtaH BignosigHo o ceptudpikaty CEP Divi's.
AHaniTnyHa MmeToguka 6yna BifnoBigHO OHOBNEHA
Ta NoBTOPHO BaJslifjoBaHa.
3MiHu | TUNYy - 3MiHK 3 AKoCTi. A®I. KoHTponb AdI.
3miHa y meTogax BunpobysaHHa APl abo BMXifHOrO
marepiany/npomMikKHOr0 NPoAyKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuuUTBa APl

(He3HauHi 3MiHW y 3aTBEPAKEHNX MeToax
BMNpOoGyBaHHA) He3HauHa 3miHa y 3aTBepaKeHOMY
MeTogi BUNpobyBaHHs «MikpobGionoriyHa uMctoTa»
A®| BancaptaH supobHuuTea Novartis Pharma AG,

a came — 3MiHa 0 npouefypy METOAVKN Ha
nigpaxyHoK MikpoopraHiamis (MET): 3MiHEHO po3mip

3paska 3 30 r o 20 r Ta peAakLiiiHi 3MiHW B

MeToAWLji BUNPOGYyBaHHSA. TakoX, He3HauHI
pepakLiiiHi npaBkn y MeToankax BUunpobysaHHA Ad|
BancaptaHa Novartis Pharma AG (DS 3104767016

R 02). PepakuiiiHa npaBka y meTofax
BMNpobyBaHHA «Assay by titration» Ta «Assay by
HPLC». lofaBaHHsa nonpasku AN BMICTY BOAW
(chakTop W) y po3paxyHkax Ans TUTPyBaHHs Ta
BEPX: KoediuieHT W BBaXaETbCS PIBHUM HY/IO,
SKLLO BiH HMKYE MeXi 3BITHOCTI, a He Hmk4e 0,10%.
BHeceHHs peakLiliHoi MpaBky y MeToamLi
BunNpobyBaHHs «Water (Karl Fisher,
potentiometric)», W06 rapaHTyBaTy LLIO 3BiTHA Mexa
He nepeswuLyye 50% Big cneundikadii. Takox, 6y1o
BBeAEeHO Mexy 3BiTHOCTI.Divi's (DS 3104767050 R
04) PepakuiiiHa npaBka y MeToauLyi BUNPOBYBaHHS
«Residual solvents Headspace GC»- NOTOYHi
XpomMaTorpamu NopiBHSAHHA 3aMiHEHI Ha GiNbLL YiTKi.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT

BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI

€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudikara BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo

BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans

[0MNOMKHOT peyoBUHU (cepTudikaT Bi4NOBIAHOCTI
€Bponelicbkiii hapmakonei) - BunyyeHHs
cepTudikaTis (3a HaABHOCTI My/IbTUMIETHOTO
cepTudpikata Ha matepian) BunyyenHss CEP R1-CEP
2006-011-Rev 00 A58 NPOMIDXHOrO NPOAYKTY
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esvporamigy (rigpoxopoTia3vg HeoULLLEHWI) Bif,
BMpo6HMKa Changzhou Pharmaceutical Factory,
China.
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ans A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuii cepTudikar Big
BXe 3aTBEepAKeHOro BUPO6HMKa) 0faHHSA HOBOrO
ceptudcpikaty CEP R1-CEP 2004-058-Rev 02 gns
A®| rigpoxnopTia3ng Bif BXe 3aTBEPAKEHOT0
BMpo6HuKa Pharmaceutical Works Polpharma S.A.,
Poland. Ak Hacnifok, AONOBHEHHA crieumdikavi
HOBMMW NoKasHukamu «MexaHiuHi BktoYeHHs» (Not
more than 0.0025%), «CynbaTtun» (Not more than
0.048%) Ta «[epBUHHI apoMaTnYHi amiHn
(nornuHaHHs npu 525 HM)»( Not more than 0.10) Ta
BignoBigHMMU MeToaukamu BUNpobyBaHHA ans Adl
rigpoxnopoTiasugy.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo AOMOBHEHHS)
MopaHHA HoBoro CEP RO-CEP-2012-338 Rev 02
ans A®l BancapTaH Bif HOBOro BUpo6Huka Divi's
Laboratories Limited, India.
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHUX Y cneumaikalisax Ha
A®I, ab0 BUXiAHWUA/NPOMIXKHUI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(mopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6IOAOrIYHOTO abo IMyHO/OMYHOro
NOXOMKEHHS) NapameTpa cneyudikauii 3
Bi4NOBIAHUM METOA0M BUNPOOYBaHHA 3a
pesynbTaTtamv foCAiKeHb 3 6e3nekn abo SKoCTi)
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n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

[opasaHHsa napameTpa crneumdikadii 3 BiANOBIAHUM
MeToA0M BUNpobyBaHHA ans A®| BancaprtaH
BMpo6HULTBa Zhejiang Tianyu Pharmaceutical Co.
Ltd., China — A3ngo6iceHin Tetpason metogom LC
MS/MS 3 fonyCcTUMOI0 MexXeto «He binblue 4,6
ppm». K HacnigoK, OHOBMEHO po3gain 3.2.5.2.1
Brpo6HWKM Woa0 hyHKLiT KOHTPOSTHO SKOCTI 3a
nokasHNKoMm «A3ungobiceHin TeTpason» ans
ainbHuui Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®l. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHwWi 3mMiHM y MeTogax BUNPoOyBaHHA (BKIOYaOUM
3amiHy abo gonoBHeHHs) A®| abo
BVXiZAHOrO/NPOMIXHOr0 NPOAYKTY)
[lonosHeHHs Aitoyoi MoHorpadii BunpobysaHb Ad|
BancaptaH Novartis aHaniTM4HUMn MeTogukamm
CEP A®I BancaprtaH, Divi's Laboratories Limited,
IHais.
3MmiHn | TUny - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomikKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpOoGHMLTBA ADI
(iHWi 3MiHM) Brny4eHHA CNoBOCMONYYEHHS «SK
npuknag» 3 xpomarorpacivyHux ymos metogy X-
MC/MC «Nitrosamine impurities by GC MS/MS», siki
onucaHi y MmoHorpadii koHTposto A®l BancapTtaH
Novartis (DS 3104767 016 R 02), 419 BUKOHAHHSA
Bumor EMA.
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/MIEHOr0 cepTudikaTa BignoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANoOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPOOHUKA)
MopaHHsa oHOBMIEHOTrO cepTudikaTy BiANOBIAHOCTI
EP R1- CEP 2003-007-Rev 05 (nonepefHs Bepcis
CEP R1- CEP 2003-007-Rev 04) gnsa Adl
AmnoguniHy 6ecunaTty Bif, BXe 3aTBepAKEHOro
Bupo6bHuka DR. REDDY'S LABORATORIES
LIMITED.
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3MmiHn | TURy - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuucpikauii Ta/abo
[ONYCTUMUX MEX, BU3HaYeHUX y cneuudikaLisx Ha
A®I, abo BMXigHWA/NPOMKHUIA NpOAYKT/peareHT, wo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
SKOCTi Ta BifNOBiAHVM METOLOM BUNPOOYBaHHS).
JlonoBHeHHs cneumdikauii APl BancapTaH,
BMpo6HUUTBa Divi's Laboratories Ltd., India, HoBUM
3a/TULLIKOBUM PO3YMHHMKOM O-KCu10M 3 fonyCTUMOKO
Mexeto «He b6inblie 2170 ppm». 3MiHKn | TUny: 3MiHW
3 aKocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX
y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLEeCi
BMpO6HMLTBA ADI (4ONOBHEHHS cneuwudikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpo6yBaHHS) [lonoBHeHHA cnevudikauii API
BancapTtaH, Bupo6HuyTBa Divi's Laboratories Ltd.,
India, HOBMM 3aMLLIKOBUM PO34MHHMKOM MeTaHon 3
[0MNyCTUMOIO MeXeto «He binbie 250 ppm»».
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ans A®Il; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBepAXEeHOro BUPO6HUKa)
MopaHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI
EP R1- CEP 2003-007-Rev 06 (nonepegHs Bepcis
CEP R1- CEP 2003-007-Rev 05) ans A®I
AmnoguniHy 6ecunaTy Bif, BXe 3aTBepAKeHOro
Bmpo6Huka DR. REDDY'S LABORATORIES
LIMITED
3arBepaxeHo
Present manufacturing and quality control sites
Dr. Reddy’s Laboratories Ltd.
Plot No. 110 & 111,
Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Medak District — 502325
Telangana, India




156

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

Dr. Reddy’s Laboratories Ltd.
Plot No. 116,

Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Medak District — 502325
Telangana, India
3anponoHoBaHo
Proposed manufacturing and quality control sites
Dr. Reddy’s Laboratories Ltd.
Plot No. 1, 75A, 75B, 110,111 & 112,
Sri Venkateswara
Co-operative Industrial Estate,
Bollaram Jinnaram Mandal,
Sangareddy District — 502325
Telangana, India

Dr. Reddy’s Laboratories Ltd.
Plot No. 116,
Sri Venkateswara
Co-operative Industrial Estate,

Bollaram Jinnaram Mandal,
Sangareddy District — 502325
Telangana, India
3MmiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUMKA (BKTHOYatoum, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavanbHuka AdP|/BuXigHoro
matepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
[ocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKLLLO 3a3HAYEHO Y A0CHE)
3MiHa Ha3BW AiNbHWL KOHTPO/I0 AKOCTi ADI
rigpoxnoptiasungy 3 Novartis International
Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited-International Service Laboratory, 6e3 3MiH®
MicUs BUPOGHMLTBA
3arBepaKeHo
Novartis International Pharmaceutical Ltd.
Branch Ireland
Ringaskiddy
Co.Cork, Ireland
DUNS: 989669874
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3anponoHoBaHo
Novartis Integrated Services Limited-International
Service Laboratory
Ringaskiddy
Co.Cork, Ireland
DUNS: 985756561

3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikaisx Ha
A®I, a60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(nopaBaHHSA ab0 3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHM 6iONOriYHOro abo IMyHO/OrN4YHOro
NOXOMKEHHS) NapameTpa cneundikauii 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS 3a
pesynbTatamv focnifpkeHb 3 6e3nekn abo AKocTi)
3BYXeHHS fonycTuMux Mex cneundikauii Ad|
BancaptaH gns nokasHuka «N-HiTpo3ogumMeTniamiy
(NDMA)» 3 0,090 ppm Ha 0.030ppm. 3MiHa
CTOCY€ETbCA BCiX BUPOOHUKIB A®| BancaptaH —
Novartis, Divi's Ta Tinayu. Kpim Toro, ans
cneundikanii A®I Novartis 6yn10 BUny4eHo NnpuMiTKy
npo Te, L0 Cepitd He MOXHa cepTudikyBaT, KO
BWSIB/IEHO GiflbLLE OAHOrO HITPO3aMiHy, OCKiSIbKM
3pO3YMINoO, LU0 Lie CTOCYETLCA MULLIe TUX BUNAZAKIB,
KONW JonycTuMi Mexi cneuudikaLii nepesuLLyoTb
0,03 ppm.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAYeHMX y cneuudikavisx Ha
A®I, ab60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOAO0M BUNPOBYBaHHS)
[lopasaHHsa A0 cneumdikaii BHyTpPILLHbOI
MoHorpadii BunpobysaHb Novartis A®| BancaptaH
HOBOro NapameTpy «JonycTuma cyma MyTareHHUX
OOMILLOK (Cyma AOMILLIOK 3 BUNPOGYyBaHb
asnpobideninterpasony metogom LC MS/MS,
asnay MeTooM iOHHOT XxpomaTorpadii Ta 2-uiaHo-4'-
6pommeTnnGideHinny metogom BEPX)» 3
O0MNyCTUMOI MeXelo — «He Ginblue 15,6 ppm», y
3B’A3KY i3 OHOBNEeHHsAM CEP a1 3aTBEepXeHoro
BMpo6bHMKa A®I BancaptaH Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii. [lonoBHEHHsI
cneundikavii BHYTpiLLHbOT MOHOrpadii BunpobysaHb
woao «Jlonyctuma cyma MyTareHHUX AOMILLIOK»
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cTocyeTbes nuwe Ad®| BupobHuuTtea Tianyu.

3MiHu | TUnNY - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHs A®| abo BUXiAHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MeToAaX
BMNpo6yBaHHA) OHOBMEHHS in-house meToay
Novartis gns Bunpo6yBaHHA «A3nan MeToAoM
iOHHOT XpoMaTorpadii» BiANOBILHO 4O OHOBEHOIO
CEP Zhejiang Tianyu Pharmaceutical Co. Ltd.,
KuTalii. Y 3B'3Ky 3 BBEAEHHSIM MOKa3HUKa
cneumdikauii «Jonyctmma cyma MyTareHHuX
[OMILLOK», NOTOYHA METOANMKa BUNPOGYBaHHS
«A31 M MeTOA0M iOHHOT Xpomatorpadii» y
BHYTPILLHI MOHOrpadii BunpobysaHb Novartis A®|
BancaptaH Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutaii oHoBneHa 3 BUnpobyBaHHA rpaHnyHUX
MEX Ha KiflbKiCHe BUNPOGYBaHHA 3 HE3HAYHUMM
aganTtauismu (Hanpvknag, 3MiHa B OLiHLj,
nifroToBKa HOBOrO CTAHAAPTHOrO PO3YMHY Ta
BMMOrun Ao SST).
3MmiHn | TMnYy - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomikKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpOoGHMLTBA ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeToAax
BUNPOBYBaHHSA)

OHoBreHHs in-house metoay Novartis gns
BUNPOBYBaHHSA «2-LjiaH0-4’-6poMMeTUnaAndEHIN
meTogom BEPX» BignosigHo fo oHosneHoro CEP
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii. ¥
3B'A3KY 3 BBEEHHSIM NOKasHuka cneuudikauii
«[lonyctuma cyma MyTareHH/UX AOMILLOK», MOTOYHA

MeToAVKa BUNPOOYBaHHS «2-LjiaHo-4'-
6pommeTUIANGEHIN MeTofoM BEPX» y BHYTpILLHIi
MoHorpadii BunpobysaHb Novartis A®| BancaptaH

Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii
OHOB/IEHa 3 BUNPOGYBaHHSA rPaHNYHNX MEX Ha
KiflbKicHe BUNPOOYBaHHA 3 HE3HAYHUMM
aganTtauismu (Hanpvknag, 3MiHa B OLiHLj,
nifroToBKa HOBOrO CTaHAAPTHOrO PO3YMHY Ta
BUMOrn [0 SST). 3MiHuW | Tuny - 3miHK 3 aAkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs Ad|
ab60o BuXigHOro matepiasy/npoMixHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHwi 3MiHM y MmeTodax
BMNpOGYBaHHSA (BK/1HOUYAOUM 3aMiHy abo

[0NoBHEHHSA) AP| abo BYXiAHOro/NPOMIDKHOTO
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npoaykTy) [lofaBaHHA aflbTepHaTVBHOIO MeToay

«JJomiLLKM HiTpo3aMmiHy 3a gonomoroto PX MC/MC
(meTopg B)» gns npoBefeHHs KOHTPOIO 3a
nokasHnkamu NDBA, NMBA Ta Ak asibTepHaTUBHOIO
MeToay AN5 NPOBEAEHHS KOHTPOSIIO 3a NOKa3HUKaMu
NDMA i NDEA B A®| BancaptaHy Brpo6Huka Divi's.
3MmiHu | TUny - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(iHWi 3mMiHM y MeTofax BUNPobyBaHHA (BK/ItOYaoUn
3amiHy abo gonoBHeHHs) APl abo
BWXi4HOrO/MPOMIKHOrO NpoAyKTy)
[lonoBHeHHs aitouoi MoHorpadii BunpobysaHb AdI
BancaptaH Novartis aHaniTM4HUMU MeToAVKaMM
CEP A®I BancaprtaH, Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif yXe 3aTBepIXEHOro BUPOOHMKA.
MofaHHA OHOBNEHOrO cepTudiKaTy BiANOBIAHOCTI
EP R1- CEP 2013-159-Rev 02 (nonepegfHs Bepcis
CEP R1- CEP 2013-159-Rev 01) ansa A®I
BancapTaH Bif BXe 3aTBEpAXEeHOro BUpPobHMKa
Zhejiang Tianyu Pharmaceutical Co. Ltd., China.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS)
MopaHHA HoBoro CEP R1-CEP 2013-159-Rev 01 Big,
HOBOro BMpo6Huka Zhejiang Tianyu Pharmaceutical
Co. Ltd., China

3MiHu | TMny - 3Mibk 3 sKocTi. APl. Bupo6bHMLTBO.
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3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXXHOIO

NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa BUPOGHUKaA
(BKIHOYaOUM, Ae HEOOXIAHO, MiCLe NPOBEAEHHS
KOHTpO/t0 AKOCTi) AP (3a BiACYTHOCTI cepTudikaTa
BiZJNOBIAHOCTI EBpPONENCHKIl thapmakonei y
3aTBEPIAKEHOMY [OCHE)(3MiHN 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA
AiNbHUL, fe NPOBOANTLCSA KOHTPO/L/BUNPOOYBaHHSA
cepii) JoaaBaHHA AinbHuLi Hetero Drugs Limited,
India, SK AinbHULI NpOBEAEHHS KOHTPONIO AKOCTI API
AmnoguniHy 6ecunary.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/I E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMibKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHMKa -
MopaHHsa oHoBneHoro CEP R1-CEP 2004-058-Rev
01 (monepegaHs Bepcia R1-CEP 2004-058-Rev 00)
Ana A®| npomiXHUIA NPOAYKT e3vporamig,
(rippoxnopoTiasug HeouuLLLeHWiA) Bif BXe
3aTBepMkeHoro BmpobHuka Pharmaceutical Works
Polpharma S.A., MNonbLua.
3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micusa NpoBafKeHHS
[isNbHOCTI BUpoOHUKa (BK/ItoYakoun, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOIO AKOCTI),
abo BnacHuka mactep-thaiina Ha Adl, abo
nocravasnbHuka API/BUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIAICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXXHOI peYOBUHU
(AKLLLO 3a3HAYeHO Yy A0CbEe) 3MiHa Ha3BUW AiNbHULI
KOHTponto sikocTi Ad®I 3 Lek Pharmaceuticals d.d. Ha
Novartis Pharmaceutical Manufacturing LLC ans
A®| BancaptaH, 6e3 3MiH/ MicLA BUPOOHULTBA.
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicLsa NpoBafKeHHS

AiSNbHOCTI BUPOOHMKA (BKIHOYatoun, 3a
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HeobXiAHOCTI, MicLie NPOBEeAEHHS KOHTPOJIH SAKOCTI),
abo BnacHuka mactep-tpaiina Ha A®l, abo
noctavasibHuka A®Il/BuxigHoro
matepiany/peareHTy/npomMibkHOro NPOAYKTY, WO
3aCTOCOBYHTLCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AONOMDKHOI PEYOBUHY
(AKLLL0 3a3HAYEHO Y A0CbE) 3MiHa Ha3BY AiNbHUL,
BignoBiga/IbHOT 3a NPOBEAEHHSA KOHTPOJIH0 AKOCTI
A®| BancaprtaH, 3 Novartis International
Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited, 6e3 3MiHM Micusi BUPO6HULITBA.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BigNoOBIAHOCTI
€Bponelicbkiin hapmakonei/mMoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMIKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif ye 3aTBepXEHOro BUPOOHWKa -
MopaHHsa oHosneHoro CEP R1-CEP 2004-058-Rev
02 06 (nonepepgHs Bepcis R1-CEP 2004-058-Rev
01) AnA NPOMKHOTO NMPOAYKTY e3uporamip,
(rigpoxniopoTiasng HeounLLeHNIA) Bif BXe
3aTBepAKeHoro BMpo6Huka Pharmaceutical Works
Polpharma S.A., MNonbLua
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/MIEHOr0 cepTudikaTa BignoBigHOCTI
abo BunyyYeHHs cepTudpikarta BiANoOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPOOHWKa -
MopaHHsa oHOBMIEHOTrO cepTudikaTy BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 02 (nonepefHs Bepcis
CEP RO- CEP 2016-290-Rev 01) ans A®I
BancapTaH Bif BXe 3aTBEpAXEeHOro BUPOOHMKa
Novartis Pharma AG, y 3B'A3Ky 3 HACTYNHUMU
3MiHamu: -gogasaHHs cneuudikauii NDMA 1a NDEA
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(0,090 ppm Ta 0,022 ppm BignoBigHO) Ta
BiNOBIAHNX METOANK BUNPODBYBaHb; -He3HauHe
OHOBJ/IEHHA MeTOoAY BU3HavyeHHA MET
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ans A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
MopaHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 01 (nonepegHs Bepcis
CEP RO- CEP 2016-290-Rev 00) ans A®I
BancapTtaH Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA
Novartis Pharma AG.

3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikavisx Ha
A®I, ab60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOAO0M BUNPOBYBaHHS)
[lopasaHHa eTnn6eH301y A0 BUNPOGYyBaHNX
PEYOBWH 15 BUHAYEHHS CYMU KCUONIB B
cneumaikauii A®I BancaptaH. He BHECEHO XOAHUX
3MiH 10 AONYCTUMMX MeX «He Binbe 217 ppm»
NS KCUnony, BU3HAYeHNX B Aitodili cneumdpikaii
A®| BancapTaH. TakoX, OHOBJ/IEHHS aHaNiTUYHOT
meToankn «MNapoda3Ha rasosa xpomatorpacdis ans
3aUTMLLKOBUX PO3UYMHHWUKIBY» A1 BUSHAYEHHSA BCiX
3aMLLIKOBUX PO3UYMHHIKIB 3@ AONOMOrO0 3arasibHoro
mMeToay, AKvii A03BONSE BU3HAUMNTY 6eH30n. 3
MeTOI0 Bifo6padkeHHs 3anpONOHOBaHOro MeToay B
cneuudikalii 6yB oHOBNEHWIA TecT-ko4 MeToay.
3Minn | TURYy - 3MiHn 3 axkocTi. A®l. KonTponb AdI.
3MiHa y meTodax BunpobyBaHHs AD| abo BUXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPMCTOBYETLCA Y NpoLieci BUpo6HuuTea AdI
(BrnyyeHHs meToAy BUNPOOYBaHHSA A/1A
Adl/peareHTy/NPOMDKHOrO NPoAyKTY, SKLLO
anbTepHaTUBHWI METOZ, BXeE 3aTBEPLKEHNIA)
BunyyeHHs1 anbTepHaTVBHOTO MeToAy
BMNPOBYBaHHA «lAeHTuiKaLis 3a A0NOMOro
6MKHbOI iHpayepBOHOT cnekTpockonii» aAns Ad|
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BancapTtaH.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®IL. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHs A®| abo BUXiAHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(BUNyYeHHs MeToAy BUNPOOYBaHHA A1
Adl/peareHTy/npoMiKHOro NPOAYKTY, AKLLO
anbTepHaTUBHUIA METOZ, BXe 3aTBepKEHWI)
BunyyeHHs aflbTepHATUBHOIO MeToay
BMNPOGYBaHHSA «laeHTudikalis, JOMILKN Ta
KiNIbKiCHWIA BMICT 3a flonomoroto BEPX» ana Adl
BancapTtaH.
3MmiHn | TUny - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(BvnyYeHHs1 MeToAy BUNPOBYBaHHS A1A
Adl/peareHTy/NnpoOMKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEpPLKEHNIA)
BunyyeHHs1 anbTepHaTUBHOTO MeToAy
BUNPOBYBaHHA «3a/INLLKOBI PO3UNHHUKY 3a
gonomoroto 'X» ana A®| BanicaptaH.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomikHOro NPoayKTy/peareHTy, Lo
BYKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(BUNyYeHHs MeToAy BUNPOOYBaHHA A1
Adl/peareHTy/npoMiKHOro NPOAYKTY, AKLLO
anbTepHaTUBHUIA METOZ, BXe 3aTBePKEHWI)
BunyyeHHs aflbTepHATUBHOIO MeToay
BUNPOOYBaHHA «Baxkki MeTasin 3a 4onomoroto X-ray
fluorescence» ana A®| BancaprtaH.
3MiHn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs AD| abo BUxigHOro
mMartepiany/npomiKHOro NpoaykTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(BrnyyeHHs meToAy BUNPOOYBaHHSA A/1A
Adl/peareHTy/NPOMIKHOro NPoAyKTY, SKLLO
aNbTEePHATUBHUIA METO/, BXE 3aTBEPLKEHWI)
BunyyeHHst anbTepHaTVBHOTO MeToAy
BUNpobyBaHHA «O0BO 3a AONOMOro X-ray
fluorescence» ana A®l BancapTaH.
3miHu | TMnYy - 3miHK 3 skocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKTHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTpO/It0 sikocTi) API (3a BifCYTHOCTI cepTudpikata




164

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,
NoB'A3aHUX 3 KOHTponem Adl, abo fofaBaHHA
AiNbHWLI, e NPOBOANTLCS KOHTPO/b/BUNPOOYBaHHS
cepii) JopasaHHsA Divi's Laboratories Limited, India,
AK AiNbHNL NPOBELEHHS KOHTPOIO AKkocTi Ad|
BancapTtaH.
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosBigHOCTI
€sponelicbkinn hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepA)KeHOro B1pobHuka. Hosuii ceptudpikat
CEP RO-CEP 2016-290-Rev 00 ans A®l BancaptaH
Bif, BXXe 3aTBepKeHoro BupobHrka Novartis
Pharma AG, Switzerland
3MmiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyuyeHHs
BUPOBHUYOT AiNbHULI (BKNHOYAKOUY AiNbHUL ANS
A®I, npomiXHOro NpoayKTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BifMOBIAAILHOMO 3a BUNYCK
cepiid, MicLie NpoBeAEeHHsI KOHTPOSO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE)
BunyyeHHsi HeaKTUBHMX BUPOGHUYMX AiNbHULbL AN
A®| BancaptaH: HoBaprtic biouneHuiac Bpaswnis/
Novartis Biociencias S/A, Brasil Ta CymiTomo
Kemikan Ko., [ita., Anoris/ Sumitomo Chemical Co.,
Ltd., AnoHis. BUpO6HWK, L0 3a1WMBCA BUKOHYE Ti
X cami qoyHKLUIT L0 i BUNyYeHuWin. PefakuiiiHi npaBku
[0 p.3.2.S.2.1 BUpPOGHMKM.
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkiii hapmakonei: ons A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ans
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
lMofaHHA OHOBIEHOTO cepTudikaTy BiANOBIAHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
EP R1- CEP 2012-338-Rev 01 (nonepegHs Bepcis

CEP R1- CEP 2012-338-Rev 00) ans A®I

BancapTtaH Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA

DIVI'S LABORATORIES LIMITED
3MiHY | TUNY - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHMKa BUXIiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npouieci A®I, abo 3MiHa BUPOGHUKa
(BKIIOYaKOUK, e HEO6XIAHO, MiCLe NPOBEAEHHS
KOHTpO/I0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiIHW [0 3aX0p4iB,
noB'A3aHuxX 3 KOHTponem Adl, abo foaaBaHHA
OinbHUUI, Ae NPOBOAUTLCA KOHTPO/1b/BUNPOOYBaHHS
cepii)

[opasaHnHsa Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S., Turkey, sk anbTepHaTUBHOT
AiNbHULI NPOBEAEHHS KOHTPOSO SKOCTi AP]
BancapTtaH, y 38'A3KYy 3 0j@aBaHHAM HOBOTO
nokasHuka cneuudikauii NDMA ta NDEA Ta
BIANOBIAHWX METOAiB aHani3y.
3miHu | TUnYy - 3miHk 3 [kocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa BUXIAHOrO/MPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKTHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTpO/t0 sikocTi) AP (3a BifCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [10CLE)(3MIHM [0 3aX04iB,
NoB'A3aHUX 3 KOHTponem Adl, abo fofaBaHHA
AiNbHWLI, fe NPOBOANTLCS KOHTPO/Ib/BUNPOOYBaHHS
cepir)

[opasaHHsa Lek d.d., Slovenia, sk anbTepHaTUBHOI
AiNbHULI NPOBEAEHHS KOHTPOO SKocTi AdI
BancapTaH, y 38'A3Ky 3 0AaBaHHAM HOBOrO
nokasHuka cneuucpikauii NDMA ta NDEA Ta
BiANOBIAHWX METOAIB aHani3y.
3MiHY | TUNY - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npouieci A®I, abo 3MiHa BUPOGHUKa
(BKIIOYAKOUN, fie HEOBXIAHO, MiCLe NPOBEAEHHS
KOHTpO/I0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata

BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiIHW [0 3aX0p4iB,
noB'A3aHuX 3 KOHTponem Adl, abo foaaBaHHA

OinbHUUI, Ae NPOBOAUTLCA KOHTPO/1b/BUNPOOYBaHHS

cepii)




166

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

[opasaHHa Pharmaceutical Works Polpharma S.A.,
Poland, sk ginbHWL KOHTpOso AkocTi AdI
rigpoxnopTiasuay (okpim abcop6bLii po3unHy,
PO3Mipy 4acTOK Ta Ki/IbKICHOro BU3Ha4YEHHA METOA0M
BEPX).
3MiHu | TUnY - 3MiHK 3 sKocTi. A®l. BUpobHMLTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(BKIHOYaOUM, fe HeO6XiAHO, MicLe NPOBEAEHHS
KOHTpOsIt0 iKoCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiZJNOBIAHOCTI EBpONENChKil thapmakonei y
3aTBEPIAKEHOMY [OCHE)(3MiHN 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA
AiNbHUL, fe NPOBOANTLCSA KOHTPO/L/BUNPOBOYBaHHSA
cepii)

[opasaHHa SGS Institut Fresenius GmbH, Im Maisel
14, 65232 Taunusstein, Germany, 5K ginbHALI
MiKpOG6i0/10riYHOro KOHTPOSIK0 AKOCTI ADI
rigpoxnoptiasuay.
3MiHu | TUnYy - 3MiHk 3 sKocTi. A®l. BUpo6bHMLTBO.
3MiHa BUPOGHYMKa BMXiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(BKIHOYaOUM, fe HeO6XiAHO, MicLe NPOBEAEHHS
KOHTPOsIt0 iKoCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiZJNOBIAHOCTI EBpONENChKil thapmakonei y
3aTBEPIAKEHOMY [OCHE)(3MiHW 4O 3aX0p4iB,
noB'A3aHnX 3 KOHTponem A®l, abo foaaBaHHA
AiNbHULI, fe NPoBOANTLCSA KOHTPO/L/BUNPOBYBaHHSA
cepii) JogasaHHA Ao p.3.2.S.2.1 BUpo6HMKM
AeTanbHoI iHdopmauii Wwoao BunpobyBaHb 3
KOHTPOIO AKOCTI Ha AinbHuLi Lek Pharmaceuticals
d.d., Slovenia, 6e3 3miH1 haKTU4HOro
MiCLLe3HaXOMKEHHS Ai/bHULI Ta 6€3 hakTUYHMX 3MiH
LLOAO AiSNIBHOCTI, AKa BUKOHYETLCA Ha AinbHUL Lek
Pharmaceuticals d.d., Slovenia
3arsepaxeHo
Lek Pharmaceuticals d.d.

Kolodvorska 27
Slovenia — 1234 Menges
(API manufacturer)
3anponoHoBaHo
Lek Pharmaceuticals d.d.

Kolodvorska cesta 27
1234 Menges
Slovenia
(AP1 manufacturer, Quality control (all tests except
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
identity by X-ray diffraction pattern, heavy metals by

ICP/OES and MET))
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BigNoBigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifnoBIAHOCTI
abo BUyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudikaT Big, yXXe 3aTBeppKeHOro BUPOGHMKa -
MogaHHA OHOBMEHOrO cepTudikaTy BiAMNOBIAHOCTI
EP R1- CEP 2012-338-Rev 00 (nonepeaHs sepcis
CEP RO- CEP 2012-338-Rev 02) ana Adl
BancapraH Bif Bxe 3aTBepAXEHOro BUPOGHUKA
DIVI'S LABORATORIES LIMITED
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUKA (BK/THOYAtoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavanbHuka AdP|/BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
[ocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKLLL0 3a3HaYeHO Y A0CbE) 3MiHA Ha3BU Ai/TbHUL
KOHTponto sikocTi A®I MNapoxnopoTiasug 3 Novartis
Integrated Services Limited-International Services
Laboratory Ha SGS International Services
Laboratory (ISL) Limited Ta pepakuiiiHa npaBka 4o
afipecvt BUpo6HMKa, 6e3 3MiHW Micus BUPOGHMLTBA.
3arBepaKeHo
Novartis Integrated Services Limited-International
Services Laboratory
Ringaskiddy, Co. Cork
Ireland
DUNS 985756561
3anponoHoBaHo
SGS International Services Laboratory (ISL) Limited
Ringaskiddy Cork, P43 FR63
Ireland
DUNS 985785798

3MiHn | TUNY: 3MiHK 3 akocTi. A®Il. BUpo6HMLTBO.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3MiHa BUPOGHYVKA BMXigHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3MiHa BUPOGHUKA
(BKTHOYaOuM, fe HeobxigHO, MicLe NpPoBeAeHHs
KOHTpON0 siKocTi) ADI (3a BigcyTHOCTI cepTucpikata
BifNOBigHOCTI €Bponelicbkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiHUN [0 3aX0f4iB,
noB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHS
AiNbHUL, fe NPOBOANTLCA KOHTPO/L/BUNPODOYBaHHSA
cepii)

[JopasaHHs Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutaii, Ik anbTepHaTUBHOI AibHUL,
BiANOBIAA/IbHOI 3@ NPOBEAEHHS KOHTPOJIH0 AKOCTI
A®I BancapraH.
3MiHn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afgpecu Micus NpoBafKeHHS
LisnbHOCTI BUpobOHUKa (BK/IOYaKoun, 3a
HeobXiAHOCTI, MicLie NPoBEAEHHS KOHTPOIIO SKOCTI),
abo BnacHvka mactep-thaiina Ha A®l, abo
nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (SKLLO
3a3HayeHo Y A0CbEe Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
nocbe, abo BUPOOHUKA HOBOI [ONOMIXHOI pevyoBUHU
(AKWo 3a3HaYeHo y focbe) 3MiHa agpecu
BMpo6HMKa Novartis Grimsby Ltd, Great Britain, 6e3
3MiHU MicLA BUPOGHULTBA
3arBepaKeHo
Novartis Grimsby Ltd.

Pyewipe Grimsby
N.E. Lincolnshire
DN 31 2SR
Great Britain
DUNS 212245609

3anponoHoBaHo
Novartis Grimsby Ltd
Pyewipe Grimsby
DN 31 2SR
Great Britain
DUNS 225544427
3MmiHu | TUNY - 3MiHK 3 AKocTi. A®l. BUpo6HULTBO.
3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®I, abo 3miHa BUPOGHMKA
(BK/IIOYA0UN, fle HeObXiAHO, MicLe NPoBeAEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTpOsto sikocTi) AdI (3a BigcyTHOCTI cepTudpikata

BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [OCLE)(3MiHN [0 3aX0f4iB,
noB'sA3aHnX 3 KoHTponiem A®I, abo AofaBaHHsA
OinbHULI, e NPOBOANTLCA KOHTPO/1b/BUNPOOYBaHHS
cepii) JogasaHHA SGS International Services
Laboratory (ISL) Limited sk anbTepHaTUBHOI
OiNbHUL KOHTPOJIIO AKOCTi 3@ NOKa3HUKOM
«Po3nogin yactok 3a po3mipom (Particle size
distribution)» ansa A®| BancaptaH. Takox, BHECEHHS
pefakuiiH1x 3miH o p.3.2.S.2.1 BUpoGHMKM.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/IE-cepTudikat BigNoBigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifNoBIAHOCTI
abo BUyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTudikaT Bif, y)xe 3aTBeppKeHOro BUPOGHMKa)
MogaHHA OHOBMEHOro cepTuddikaTy BiAMNOBIAHOCTI
EP RO- CEP 2016-290-Rev 03 (nonepeaHs Bepcis
CEP RO- CEP 2016-290-Rev 02) ana Adl
BancapraH Bif, Bxe 3aTBepAKeHOro BUPOGHUKA
Novartis Pharma AG.
3MiHn | TURYy - 3MiHM 3 sKocTi. CepTudikat
BignosigHocTI/I E-cepTudikar BignosigHoCTI
€Bponeiicbkiii hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOro cepTudikaTa BifNoOBIAHOCTI
abo BUNyYeHHs cepTudikara BignoBiAHOCTI
€sponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI A®I; ans
[OMOMDKHOT peyoBuHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWiA
cepTudikaT Bif, y)xe 3aTBepIKEHOr0 BUPOGHMKA)
MoAaHHA OHOBNIEHOTro cepTudikaTy BiANOBIAHOCTI
EP RO- CEP 2016-290-Rev 04 (nonepeaHs Bepcis
CEP RO- CEP 2016-290-Rev 03) ana A®l
BasicapTaH Bif, BXe 3aTBEP)KEHOr0 BUPOOHMKa
Novartis Pharma AG
3MiHu | TUnYy —
3MiHM 3 akocTi. CepTudpikaT BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpoONeChKii
papmakonei/MmoHorpadii. MoaaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHoOCTi abo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudikaT Big, yXXe 3aTBeppKeHOro BUPOGHMKa -
MogaHHA OHOBMEHOrO cepTudikaTy BiAMNOBIAHOCTI
EP CEP 2016-290-Rev 02 (nonepegHs Bepcis CEP
R1- CEP 2016-290-Rev 00) ana A®l BancaptaH, y
3B'A13Ky 3i 3MiHOI Ha3BW BMPO6HUKa Novartis
Ringaskiddy Limited Ha Sterling Pharma
Ringaskiddy Limited Ta oHOBNEeHHsA agpecu
BMPOBHUYOT AiNbHULI Y BIANOBIAHOCTI A0
ceptudpikaty GMP
3arBepaKeHo
Novartis Ringaskiddy Limited
Ringaskiddy
Co. Cork
Ireland
3anponoHoBaHo
Sterling Pharma Ringaskiddy Limited
Ringaskiddy Cork, PF43 FR63,
Ireland
3MiHn | TUnYy - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTI/I E-cepTudikat BignosigHoCTI
€Bponeiicbkiii hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOro cepTudikaTa BifNoOBIAHOCTI
abo BUNyYeHHs cepTudikara BignoBiAHOCTI
€sponeiicbkiii hapmakonei: ans A®Il; ana BUXigHOro
matepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI A®I; ans
[OMOMDKHOT peyoBuHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yXe 3aTBEpIKEHOr0 BUPOGHMKA -
MoaaHHA OHOBNIEHOTrO cepTuddikaTy BiANOBIAHOCTI
EP R1- CEP 2016-290-Rev 00 (nonepeaHs Bepcis
CEP RO- CEP 2016-290-Rev 04) ana A®l
BasicapTaH Bif, BXXe 3aTBEPKEHOr0 BUPOOHMKa
Novartis Pharma AG.
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
[iSNbHOCTI BUPOOHUKA (BK/THOYatoum, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIH SIKOCTI),
abo BfacHvKa macTtep-thaiina Ha A®l, abo
noctavanbHuka A®l/BnxigHoro
martepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO

3aCTOCOBYHOTbCS Y BUPOOHULTBI API (SKLLIO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3a3Ha4YeHo y A0ChbE Ha NiKapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AONOMIKHOT PEHOBUHN
(AKLL0 3a3HaYeHo y A0Cbe) 3MiHa Ha3BU Ai/TbHUL
KOHTpo/to sikocTi APl BancapTtaH 3 Novartis
Integrated Services Ltd. Ha SGS International
Services Laboratory (ISL) Limited Ta BHeCEHHS
peaakuifiHnx NpaBokK A0 afpecy AiNbHuLi, 6e3 3MiHKn
MiCLl BAPOOHMLTBA.
3arBepaxeHo
Novartis Integrated Services Ltd.
Ringaskiddy Co. Cork
Ireland
DUNS: 985756561
3anponoHoBaHo
SGS International Services Laboratory (ISL) Limited
Ringaskiddy Cork, P43 FR63
Ireland
DUNS: 985785798
3MiHn | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu Micus NpoBafKeHHS
LisnbHOCTI BUpobOHUKa (BK/IOYaKoun, 3a
HeobXiAHOCTI, MicLie NPoBEeAEHHS KOHTPOJIIO SKOCTI),
abo BnacHvka mactep-thaiina Ha A®l, abo
nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (SKLLO
3a3HayeHo Y A0Cbe Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI [ONOMIXHOI pevyoBUHU
(AKLW0 3a3HAYEHO Y [0CbE)

OHOB/EHHS aApecy AiNbHUL, BiANOBIAabHOT 3a
BUPOGHULTBO Ta KOHTPOb AKOCTI A®I AMnoguniHy
6ecunary, Lek Pharmaceuticals d.d., Slovenia, 6e3

3MiHW MiCLS BUPOGHMLTBA. 3aTBEPKEHO

Lek Pharmaceuticals d.d.
Kolodvorska 27

Slovenia — 1234 Menges
3anponoHoBaHo

Lek Pharmaceuticals d.d.

Kolodvorska cesta 27
1234 Menges
Slovenia
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecu Micus NpoBaKeHHS
[iSNbHOCTI BUPOOHUKA (BKIKOYatouK, 3a
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI),
abo BnacHvKa macTep-taiina Ha A®l, abo
noctavanbHuka AdP|/BuXigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
3aCTOCOBYHTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HaYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
[ocke, abo BUPOOHMKa HOBOT AONOMIKHOT PEYOBUHM
(AKWO 3a3HauYeHo y A0Cbe) 3MiHA Ha3BU BUPOBHNYOT
AinbHuui A®l Amnogunivy 6ecunaty 3 Jlek
dapmacbioTukanc a.4a. / Lek Pharmaceuticals d.d. Ha
Novartis Pharmaceutical Manufacturing LLC, 6e3
3MiHM MiCLA BUPOBHMLTBA.
3MiHu | TUnYy - 3MiHK 3 AKocTi. APl BUpo6HMLTBO.
3MiHa BUPOGHYVKA BMXigHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3MiHa BUPOGHMKaA
(BKIHOYaoun, fe HeobxigHO, MicLe NpoBeAeHHs
KOHTpON0 siKocTi) ADI (3a BigcyTHOCTI cepTucpikata
BifANoBigHOCTI €Bponelicbkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiHN [0 3aX0f4iB,
noB'A3aHnX 3 KOHTponem A®l, abo fofaBaHHS
AiNbHUL, fe NPOBOANTLCA KOHTPO/L/BUNPODOYBaHHSA
cepii)

HopasaHHa Novartis Grimsby Ltd., Pyewipe Grimsby
N.E., Lincolnshire DN 31 2SR, Benuvka bputaHis, ik
anbTepHAaTMBHOI AiNbHULI, BignoBigabHOT 3a
NpoBefeHHS KOHTPOJII0 SKOCTI (3@ BUK/OUEHHAM
BM3HAYEHHA pPo3Mipy yacTok Ta MET) Adl
BancaptaH. AinbHuusa Novartis Grimsby Ltd. Bxe
3apeecTpoBaHa fK AiflbHULA BUPOBHMLTBA Ta
noapiéHeHHa APl BancapraH.
3MmiHu | TMny - 3MiHKW 3 AkocTi. ADI. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(BvnyYeHHs MeToAy BUNPOBYBaHHS A1A
Adl/peareHTy/NpoOMKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEpPLKEHNIA)
BunyyeHHs1 anbTepHaTUBHOTO MeToAy
BUNPobYyBaHHA «[Managiii 3a fonomorowo X-ray
fluorescence» ana A®| BasicaptaH.

105.

ENIrAPQ 22,5
Mmr

NMOpOLLOK AN
NpUroTyBaHHs
PO34nHY An1A
NiALWKIPHUX iH'EKLI
no 22,5 mr;

Pekopparti
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITanis

BiANoBigabHUIA 3a
BTOPVIHHY YMaKoBKy
Ta BUMyCK cepii:
Actennac ®apma
HOpon b. B.,

Higepnanaun
/ CLUA

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianiB: 3MiHK
| TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6.
CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
noctavasnibHUKa nakyBasibHUX Matepiasis abo
KOMM/IEKTYOUMX (SIKLLO 3a3HA4YEHO B A0CbE) (3aMiHa

3a
peyenmom

UA/5758/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOMMNIEKT MiCTUTb 2 Higepnangw; abo fofaBaHHA NocTavasibHUKA) - [0faBaHHS
NOTKN: BiANoBigabHUIA 3a anbTepHaTMBHOT AinbHuULi SteriPack USA (Limited)
- 1 NOTOK MICTUTb BMPOGHMLTBO LLC (“SteriPack”) gns npommusaHHs Ta 36ipku
nonepeaHL0 wnpuua A, wnpuua 3'€iHYBa/IbHOIO MPUCTPOIO A/15 MonepeAHbo
HanoBHEHWIA LLNpULY B, KiHUEeBY ynakoBky 3'egHaHoi cuctemu wnpuuis M3 . 3aTBepaxeHo:
A 3 PO3YMHHVKOM Ta KOHTPO/1b AKOCTI: Primary Packaging (Immediate Product Contact
(noni(DL-nakTnp-Ko- Tonmap IHk., CLUA; material). Supplier:
rnikonig) nonimep, BiANoBigabHUIA 3a Carobal 1 Manufactured by Caroba and rinsed by
N-meTun-2- BMPOGHMLTBO Prince Sterilisation Services, LLC. 3anponoHoBaHo:
niponigoH) no 457 wnpuua b Ta noro Primary Packaging (Immediate Product Contact
Mr, MopLUeHb BTOPWHHY YNakKoBKY: material). Supplier: Carobal,21 Manufactured by
wnpuua b Ta Tonmap IHK., CLUA Caroba and rinsed by Prince Sterilisation Services,
nakeTuk 3 LLC
BOJIOrONOr/IMHauum 2 Manufactured by Caroba and rinsed by SteriPack,
M areHTom; LLC
- 2 NNOTOK MiCTUTb
nonepeaHLo
HanoOBHEHWIA LLNPULY
B 3 nopotukom,
CTepunbHY rofky Ta
nakeTuk 3
BOJIOTOMOIIVHAIOUM
M areHToMm.
Komnnekr y
KapPTOHHI Kopobui
106. | ENIFAPA 45 MI' | nopoLuok Ans Pekoppaarti ITania BiANoBigabHUIA 3a HigepnaHan | BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianiB: 3MiHK 3a UA/5758/01/03
NPUroTyBaHHsA IHpacTpia BTOPVIHHY YMaKoBKy / CLUA | TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6. peyenmom
PO34unHy Ans Ximika e Ta BUMyCK cepii: CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
NiALWKIPHUX iH'EKLI dapmacesTi Actennac ®apma noctavasnibHUKa nakyBasibHUX Matepiasis abo
no 45 wmr; KoMnaexkT ka C.n.A. Opon B. B., KOMMAEKTYIOUMNX (SIKLLLO 3a3HAYEHO B AOCLE) (3amiHa
MICTUTb 2 NTOTKN: Higepnanaw; abo fofaBaHHA NocTavasibHUKA) - f0faBaHHSA
- 1 NOTOK MICTUTb BiAnNoBigabHUIA 3a anbTepHaTMBHOI AinbHULi SteriPack USA (Limited)
nonepegHL0 BMPOGHMLTBO LLC (“SteriPack”) gns npommusaHHs Ta 36ipku

HanoBHEHWIA LNpULY
A 3 pO34YNHHUKOM
(noni(DL-naktng-ko-
rnikonig) nonimep,
N-meTun-2-
niponigoH) no 434
M, NMOpLUEHb
wnpuua b ta
nakeTuk 3
BOJ10roNor/iMHa0um
M areHToMm;

- 2 NOTOK MICTUTb
nornepeaHL0
HanoBHEHUIA LWNpuLY
b 3 nopoLukom,

wnpuua A, wnpuua
B, KiHLEBY ynakoBky
Ta KOHTPO/1b SKOCTI:
Tonmap IHk., CLLUA

3'€iHYBa/IbHOIO MPUCTPOIO A/15 NonepeaHbo
3'egHaHoi cuctemu wnpuuis M3 . 3aTBepaKeHo:
Primary Packaging (Immediate Product Contact
material). Supplier:

Carobal 1 Manufactured by Caroba and rinsed by
Prince Sterilisation Services, LLC. 3anponoHoBaHo:
Primary Packaging (Immediate Product Contact
material). Supplier: Carobal,21 Manufactured by
Caroba and rinsed by Prince Sterilisation Services,
LLC
2 Manufactured by Caroba and rinsed by SteriPack,
LLC
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
CTepubHY rosiky Ta
nakeTuk 3
BOJIOroNor/iMHaym
M areHToMm.
Komnnekr y
KapTOHHiiA Kopobui
107. | ENIFAPA 7,5 NOPOLLIOK AN1s Pekopgaari ITanis BignoBigasbHWi 3a HigepnaHan | BHECeHHs 3MiH [0 peecTpavuiiiHiX maTtepianiB: 3MiHN 3a UA/5758/01/01
Mr NpUroTyBaHHsA IHoacTpia BTOPVIHHY YyNaKoBKy / CWWA | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbKuii 3aci6. peyenmom
pOo34nHYy ANnA Ximika e Ta BUNycK cepii: CucTema KoHTelHep/3aKynopioBasibHUI 3aci6. 3miHa
NiAWKIPHUX iH'EKLI dapmacesTi Actennac ®apma nocTavasnbHvKa nakyBabHVUX martepianis abo
no 7,5 Mr; KOMNAeKT ka C.n.A. Opon b. B., KOMMNNEKTYIOUMX (SIKLLLO 3a3HAYEHO B A0CLE) (3amiHa
MICTUTb 2 NOTKW: Higepnangy; abo gofgasaHHa nocTavyasibHUKa) - AoAaBaHHS
- 1 NOTOK MICTUTb BignoBiganbHWi 3a anbTepHaTuBHOI ginbHUU SteriPack USA (Limited)
nonepegHL0 BUPOBHULTBO LLC (“SteriPack”) ons npoMmBaHHs Ta 36ipku
HanoBHEHUIA WnpuLy wnpuua A, wnpuua 3'€[lHyBa/IbHOrO MPUCTPOIO A5 NonepefHbO
A 3 pO34YNHHUKOM B, KiHLEBY ynakoBKy 3'efHaHOi cucTemu wnpuyis M3 . 3aTBepXeHo:
(noni(DL-naktug-ko- Ta KOHTPO/1b AKOCTI: Primary Packaging (Immediate Product Contact
rnikonig) nonimep, Tonmap IHK., CLLUA material). Supplier:
N-meTun-2- Carobal 1 Manufactured by Caroba and rinsed by
niponigoH) no 343 Prince Sterilisation Services, LLC. 3anponoHoBaHo:
MTr, MOpLUEHb Primary Packaging (Immediate Product Contact
wnpuua b Ta material). Supplier: Carobal,21 Manufactured by
nakeTuk 3 Caroba and rinsed by Prince Sterilisation Services,
BOJ10rOnNorINHaun LLC
M areHTom; 2 Manufactured by Caroba and rinsed by SteriPack,
- 2 NOTOK MICTUTb LLC
nonepegHL0
HanoBHEHWIA LNpULY
B 3 nopotukom,
CTepUsbHY roniky Ta
nakeTuk 3
BOJIOrOMOIIVHA0YM
M areHToM.
Komnnekr y
KapTOHHI KopobLii
108. | EMAHEPA® Kancynm KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/12801/01/02
KMLIKOBOPO34MHHI Mo | HoBO mMecTo bulk", nepuHHe Ta I Tuny - AaMiHiCTpaTUBHI 3MiHWU. BunyyeHHs peyenmom

40 ™r, no 7 kancyny
6nictepi; no 1, 2 abo
4 6nictepu B
KapTOHHI KopooLli

BTOPWHHE
nakyBaHHs,
KOHTPO/1b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CnoBeHis;

KOHTPO/b cepii:
KPKA, a.4., HoBo
mecTto, CnoBeHis;

BMPOBHUYOT AiNbHULI (BKNHOYAOUN AiNbHULI ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AibHUL AN NPOBEeAEHHS
nakyBaHHs1, BUPOGHYKA, BifNOBigaIbHOro 3a BUMYCK
cepiii, Mmicue NPoBeAEHHsT KOHTPOIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasy, peareHTy abo
L0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE)
BUAAIEHHS BUPOOHMKIB APl e3omenpasony marHito
ourigpaty 3a npoueaypoto ASMF (RoS1) Zhejiang
Menovo Pharmaceutical Co., Ltd, China Ta
npomixkHoro npoaykty Anhui Menovo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTPO/b cepii:
Na6eHa p.0.0.,
CnoBeHisi;

Pharmaceutical Co., Ltd., China. 3minu | Tvny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a6o
BUNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBEpPAKEHOro BUPO6GHYKA - NOJAHHS HOBOrO
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
chapmakonei Ne RO-CEP 2018-035 - Rev 00 ana Adl
e3omenpasony marHilo aurigpary Big,
3arBepxeHoro BupobHunka KRKA, d.d., Novo
mesto, Slovenia.
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. 3mMiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3MiHu,
LLLO0 CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0JaBaHHs AiNTbHULI, Ha SKil 34IACHIOETLCA
KOHTPO/b/BUNPOGYBaHHSA cepii)
AopasaHHA dinbHuui NlabeHa fA.0.0., CnoeeHis, Ha
AKil 34iACHI0ETLCA KOHTPOb cepii MN3. 3milu | Trny
- 3MiHM Wwoao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn) 3mMiHW BHECEHO B
TEKCT MapKyBaHHS BTOPUHHOI YNakoBKu, a came
OHOB/EHO iH(hopmadito y n. 8 "[aTa 3aKiHYeHHs
TEepMiHy npuaatHocTi". 3MiHu | Tuny - 3MiHM 3 SKOCTi.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbkoro 3acoby (iHwi 3miHW) nepeknag MKA N13
YKPalHCLKO MOBOIO.

109.

EMAHEPA®

Kancynu
KMLLKOBOPO34MHHI NO
20 ™r, no 7 kancyny
6nicTepi; no 1, 2 abo
4 6nictepun B
KapTOHHI KOpo6Lii

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii:

KPKA, a.4., HoBo
MecTo, CroBeHis;
KOHTPO/b cepii:
KPKA, a.4., Hoeo
MecTo, CroBeHis;
KOHTPO/b cepii:
NabeHa A.0.0.,
CnoBeHis

CnoBeHisn

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN AiNbHAL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
niKkapcbKoro 3acoby, AiNbHULI ANs NPOBeAEeHHS
nakyBaHHs, BUPOGHWMKa, BigNoBifaIbHOro 3a BUMYCK
cepiiA, MmicLe NpoBeAeHHS KOHTPOSIO cepii) abo
nocTavasibHVKa BUXigHOro marepiasny, peareHty abo
[0MOMIDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCHE)
BUAAJIEHHS BUPOOHMKIB APl e30menpasony marHito
ourigparty 3a npoueaypoto ASMF (RoS1) Zhejiang
Menovo Pharmaceutical Co., Ltd, China Ta
npomikHoro npogykty Anhui Menovo
Pharmaceutical Co., Ltd., China. 3miuu | Tuny -
3MiHM 3 sKkocTi. CepTudikat BignosigHocTi/lE-

3a
peyenmom

UA/12801/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/yYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
BXE 3aTBEPAXKEHOro BUPOOHYKA - NOAAHHSA HOBOrO
cepTudpikaTa BifnoBiAHOCTI EBpONECHKii
thapmakonei Ne RO-CEP 2018-035 - Rev 00 gnsi A®I
e30mMenpasosny MarHito gurigpaty Big,
3aTBepmxeHoro BupobHuka KRKA, d.d., Novo
mesto, Slovenia.
3MmiHu | TMNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYHOTbCS BUNYCKY Cepii Ta KOHTPOJIH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHULI, Ha 5K 34iCHI0ETbCA
KOHTPONb/BUNPOGYBaHHSA cepii)
[ofaBaHHs AinbHuLi JlabeHa 4.0.0., CroBeHist, Ha
AKili 34ilicHI0ETLCA KOHTPO/Ib cepii MN3. 3miHu | Tnny
- 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHN BHECEHO B
TEKCT MapKyBaHHSi BTOPUHHOI yNakoBKku, a came
OHOB/EHO iH(hopmaito y n. 8 "[aTa 3aKiHUeHHs
TepMiHy npugatHocTi". 3MiHu | Tuny - 3MiHK 3 SKOCTiI.
['oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbkoro 3acoby (iHwi 3MiHn) nepeknag MKA N3
YKPAIHCbKOK MOBOHO.

110.

EHAT 400

Kancysm m'ski no
400 MO no 10
Kancyn y énicrepi; 3
6nictepu B
KapTOHHI KOpo6Lii

Mera
NalidpcalieH
ci3 Mabnik
KomnaHi
Nimiteq

TainaHpg

Mera /laiidpcaiieHci3
Mabnik Komnani
NimiTen

TainaHg

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK
| Tuny - AgMiHICTpPaTWBHI 3MiHK. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micusa NpoBafKeHHS
LisiNbHOCTI BUpo6BHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUAKUM Ai/IbHULi BUNYCKY
cepii abo micue NpoBefeHHSI KOHTPOJIIO SKOCTI.
(misnbHICTB, 3a SAKy BiAgnoBigae BUPOGHUK/iMNopTep,
BK/IOUAt0UM BUMYCK cepili). 3MiHa agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKA /13, 3MiHN
BHECEHO B iHCTPYKL,it0 A1 MEAMYHOrO 3aCTOCyBaHHS
niKkapcbKoro 3acoby y po3gin "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NpoBaXeHHS Moro
LisiNbHOCTI" 3 BigNOBIAHVMY 3MiHAMMW B TEKCTI
MapKyBaHHS1 YNaKOBOK.

6e3
peuyenma

nionsieae

UA/9439/01/01

111.

EHTEPO®YPU
ne

CyCneHsisi opasibHa,
200 mr/5 mn; no 90
My doakoHi, no 1

BocHanek
A.4.

BocHis i
l'epuerosu
Ha

BocHanek a.4.

BocHis i
lepuerosuH
a

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: y
3B'A3KY 3 NpoBeAeHHAM npoueaypu
"BUNpaB/IeHHA TEXHIYHOI NOMUJIKN B

Ba peuyerimom

UA/1991/02/01
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

dhnakoHy i3
3axXULLEHOI0 Bif
BiAKPMBaHHA AiTbMK
KPYLLIKOIO Ta
N1acTUKoBOO
JI0XKO0-[103aTOPOM
Y KapTOHHIli Kopobui

peecTpauiliHOMy NOCBiAY€EHHI" YTOUHEHHSA
HanucaHHs ynakoBKu B Hakasi Ne 2319 Big
21.11.2019 B npoueci BHECEHHA 3MiH (3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
ymoBax 36epiraHHs rotToBOro Nikapcbkoro 3acoby
(36inbLUEHHS TEPMiHY MPUAATHOCTI FOTOBOrO
nikapcbKoro 3aco6y) - Micns nepLuoro pos3kpuTTs
(nigTBEPAXKYETLCA AaHUMK PeasibHOro Yacy)
BBE/IeHHA TePMiHy NpuAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby nicns NepLuoro poskpuTTs - 14
[OHiB. BBEAEHHA 3MiH NPOTArom 6-Tn Micauis nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[OTOBWIA NikapCcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo [OMYCTUMUX MEX,
BCTaHOB/IEHNX Y cnieuudikauisx, nig vyac
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby
(BUYYEHHS HECYTTEBOIO BUNPOOYBaHHA B NMPOLEC
BVMPOGHMWLITBA) BHECEHHS 3MiH 1O NpoLiecy
BMPOGHMLTBA NikapcbKoro 3acoby, 3okpema:
BUNYyYeHHA napameTpa "LLBnAKICTb HaNnOBHEHHS".
3miHa 06ymoBieHa NpoBeAeHHAM kBanidpikauii AiHii
aBTOMAaTMYHOrO HaNOBHEHHS, 3aKynoploBaHHS i
nakyBaHHs (hNakoHiB Ta BiANOBIAHO pe3y nbTaTis
XiMi4YHMX BUNpo6yBaHb. LLIBUAKICTL po3nuBy, AK
TEXHONOrYHUIA NnapameTp Npy BUPOBHULITBI
HecTepwibHUX hOpM NiKapcbknx 3acobis
perynioeTbCs Mif, 4ac aBTOMATUYHOTO MakyBaHHS i
3a/1€XUTb Bif, XapakTepucT1K MalluH1 po3fnBY.
3MiHun | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapcbkuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBasibHWi 3acio
(iHLi 3MiHW) BHECEHHS 3MiH A0 po3giny 3.2.P.7
CuncTeMa KoHTelHep/3akynopioBasibHUiA 3aci6, a
came: BUAa/IeHHA a/ItOMIHIEBOT KPULLIKW 4715
3aKynoploBaHHs hnakoHy. 3aMLLIEHO 3axXMLLEHY Bif,
BiAKPVMBaHHSA A4iTbMU KPULLIKY. 3MiHWN BHECEHI B
po3ain "YnakoBka" B iHCTPYKLtO 4719 MEANYHOIO
3acToCyBaHHS Nikapcbkoro 3acoby LWwoao
3aKynoprtoBaHHA NepBUHHOT ynakoBK1. BeeaeHHsA
3MiH NPOTAroM 6-TU MICALIB MiCNA 3aTBEPMXKEHHS).
Pepakuis B Hakasi - no 90 mn y chnakoHi; no 1
h/1aKOHY 3 N1ACTUKOBOIO JIOXKKOIO-A03aTOPOM Y
KapTOHHI kopo6uji. BipHa pegakuisi - no 90 mn y
conakoHi, no 1 cpnakoHy i3 3axuLieHolo Big,
BifKpUBaHHA A4iTbMU KPULLKOIO Ta NJIACTUKOBOIO
JI0XXKKO0-A03aTOPOM Y KapTOHHIi KOpo6Li.

UA/15460/01/02

112.

EPOTEKC A/1A1
YO/OBIKIB

TabneTku, BKPUTI
NaiBKOBOO

CninbHe
YKparHCbKO-

YKpaiHa

AkTaBic /114,

ManbTa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
| TMny - 3miHK 3 AkocTi. CepTudikart

3a

peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
060/10HKOH0, Mo 100 icnaHcbke BignosigHocTi/lE-cepTudikar BignoBigHOCTI
Mrno 1 a6o 4 nignpueMcTs €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
Tabnetkn y 6nictepi; | o "CMNEPKO HOBOro abo OHOBMEHOro cepTudikata BigNoBIAHOCTI
no 1 6nictepy y YKPAIHA" abo BunyyeHHs cepTudikara BiAMOBIAHOCTI
KapTOHHIM nayui €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
HOBOTrO BMPO6HUKa (3amiHa abo JOMOBHEHHS).
BBegeHHsA HOBOro BUPOBHMKA Ait040T pevyoBUHN
Sildenafil citrate HETERO DRUGS LIMITED, IHgjs, B
Aakoro HassHW CEP R1-CEP 2013-002 - Rev 00
(8ONOBHEHHS).
113. | EPOTEKC Ansa TabneTkn, BKPUTI CninbHe YKpaina AxTasic JITa. ManbTta BHECEHHS 3MiH 40 PEeeECTpaLiiHNX MaTepiasiB: 3MiHK 3a UA/15460/01/01
4ONOBIKIB nniBKOBOIO YKpaiHCbKO- | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
060/10HKO10, o 50 icnaHcbke BignosigHocTi/IE-cepTudikar BignosigHoCTI
mrno 1 a6o 4 nignpveMcTB €sponelicbkin hapmakonei/moHorpadii. NMogaHHs
Tabnetkn y 6nictepi; | o "CMEPKO HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
no 1 6nicrepy y YKPAIHA" ab60 BUIyYeHHs cepTuddikarta BiANOBILHOCTI
KapTOHHIN nayui €sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - HoBuid cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa ab0 JONOBHEHHS).
BBefeHHss HOBOrO BUPO6HMKA Ait040i peYOBUHN
Sildenafil citrate HETERO DRUGS LIMITED, IHgjs, B
akoro HasBHWI CEP R1-CEP 2013-002 - Rev 00
(4ONOBHEHHS).
114. | ECKANEN Tabnetkv no 1,5 wr; BAT YropwumHa BAT "leneoH YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/4789/01/01
no 1 tabnetuiy "l'epeoH PixTep" | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
6nicTepi; no 1 PixTep" hapmakoHarnsgy. 3mMiHa 4acToT Ta/abo TepMmiHiB
6nictepy pasom 3 nofaHHs perynsipHoO OHOB/IIOBAHMX 3BITIB 3 6e3neku
KapTOHHUM niKkapcbknx 3acobis. 3MiHa TepMiHy NoAaHHS
dyTnspom ans perynsipHoO OHOBJ/IOBAHOrO 3BiTy 3 6e3nekn (PO3B)
36epiraHHs 6nictepa nikapcbkoro 3acoby: [ioya pegakuis: Yactota
B KapPTOHHii nogaHHa PO3B - 3 poku; KiHuesa gata ons
ynakoBLi BK/IIOYEHHA AaHunx o PO3b - 23.12.2026 p.; gata
nogaHHa PO36 - 23.03.2027 p. MNponoHoBaHa
pepakuis: Yactota nogaHHa PO3B - 3 poku; KiHueBa
pata onsa BkoYeHHs gaHux o PO36 - 08.05.2025
p.; Aata nogaHHa PO3B - 06.08.2025 p.
PekomeHa0BaHO 10 3aTBEPLKEHHS BiANOBIAHO A0
nepioguYHOCTI NoJaHHS PerynsipHoO OHOB/IOBaHUX
3BITiB 3 6e3MeKn NNikapcbkmx 3acobiB y
€poneiicbkomy Cotosi.
115. | ECKANEN TabneTku, Lo BAT YropwumHa BAT "legeoH YropLmHa BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepiasiiB: 3MiHK 3a UA/4789/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
OVCneprylTbes B "lepeoH PixTep" | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
POTOBI NOPOXHWHI PixTep" thapmMakoHarnagy. 3miHa 4actoT Ta/abo TepMIHIB
no1,5wmr; nol NOAAHHSA PerynsapHoO OHOBJ/IIOBAHMX 3BITIB 3 6e3nekn
Tabnetui y 6nictepi; NiKapCcbKnx 3aco6iB - 3MiHa TEPMiHY NOAAHHS
no 1 6nicrepy y perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn (PO3B)
nakeri 3 nikapcbkoro 3acoby: [itova pegakuis: Yactota
namiHoBaHol nopaHHa PO3B - 3 poku; KiHueBa gata ans
astoMiHieBOT BKOYeHHA aaHnx ao PO3b - 23.12.2026 p.; gaTta
donbru; no 1 nakety nogaHHa PO3b - 23.03.2027 p. MNponoHoBaHa
B KapPTOHHIi pepakuis: Yactota nogaHHs PO3B - 3 poku; KiHueBa
ynakoBLj parta ons sknoyveHHs gaHux go PO36 - 08.05.2025
p.; gara nogaHHs PO3b6 - 06.08.2025 p.
PekomeHa0BaHO [j0 3aTBEPL)KEHHS BiANOBIAHO A0
nepiogVYHOCTI NOAaHHA PerynsapHO OHOB/IOBaHUX
3BITiB 3 6e3nekn nikapcbkmx 3acobis y
€sponeiicbkoMy Cotosi.
116. | ECNA-KAPB® Tabnetky no 5 mr no ecnapma HimeuuunH ecnapma ®apma HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHU 3a UA/12191/01/01
25 TabneTtoK 'y 6X a Cepsices 'M6X, | Tvny - 3miHK 3 AkocTi. CepTudikart peyenmom
6nicTepi, no 2 abo HimeuunHa BignosigHocTi/lE-cepTudikat BignoBigHOCTI
no 4 6nictepn y (BTOpUHHE €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
KapTOHHI KOPOOL;j nakyBaHHs); HOBOro abo OHOBMEHOro cepTudikaTa BigNoBIAHOCTI
Ninpochapm Mm6X, abo BuNy4eHHs cepTudikarta BiAMoBIAHOCTI
HimeuuunHa €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
(Bnpo6HMLTBO bulk, marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
nepBuHHe BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADI; ans
nakyBaHHs, [0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBILHOCTI
BTOPWHHE €sponelicbkin dhapmakonei) - HoBuii ceptudikar Big
nakyBaHHs, HOBOTrO BMPO6HUKa (3amiHa abo [ONOBHEHHS)
KOHTPO/1b SIKOCTI, nojaHHsA HOBOro cepTudiikara BiANOBIAHOCTI
BUMYCK cepii) €sponelicbkin dhapmakonei Ne RO- CEP 2018-103 -
Rev 01 ans gitoyoi peyoBuHu Carbimazole Big,
HoBoro Bupo6Huka MAITHRI DRUGS PRIVATE
LIMITED, IHgis.
117. | ECNA-KAPB® Tabnetkv no 10 mr ecnapma HimeuuunH ecnapma ®apma HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/12191/01/02
no 25 tabneTtok y X a Cepsice3 'M6X, | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenmom

6nictepi, no 2 abo
no 4 6nictepn y
KapTOHHI KopooLli

Himeuunna
(BTOpPUHHE
nakyBaHHs);
Ninpgochapm M6X,
HimeuunHa
(Bupo6HMLTBO bulk,
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI,
BMNYCK cepil)

BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BigNoBIAHOCTI
abo BunyyeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUpOOHULTBI AdDl; ans
[0MOMKHOT peyoBMHM (cepTudikaT BigNOBILHOCTI
€Bponelicbkiin hapmakoner) - HoBuii cepTudikat Big,
HOBOTO BMPOGHUKa (3amiHa abo [ONOBHEHHS)
nojaHHsA HOBOro cepTudiikara BiANoBIAHOCTI
€sponelicbkiin hapmakonei Ne RO- CEP 2018-103 -
Rev 01 ansa gitoyoi peyosmHu Carbimazole Big
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
HoBoro Bupo6Huka MAITHRI DRUGS PRIVATE
LIMITED, Inais.
118. | ECNON Masb no 30 ry Ty6i AT YkpaiHa AT "ly6Hndbapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 UA/11695/01/01
anioMiHieBiii; no 1 "Nly6Hnhap TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenma
Ty6i 3 annikatopom B M" 23.07.2015 Ne 460)
nauj 3 KapToHy BrinpaBneHo TexHiYHy NOMUAKY Y po3aini "Ynakoska"
IHCTPYKLU,T 4719 MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby, a came y3ropkeHo iHpopmal,io
3 BiAMNOBIAHVMM PO34i/I0M METOZAIB KOHTPO/IHO SKOCTI.
3a3HayeHe B/NpaB/ieHHs BignoBigae maTepianam
peecTpaLiiHoro AocChbe.
119. | EBPOMOHT TabneTkv XyBasibHi, AkKopfg, Monbwa BMPOGHMLTBO IHAis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/19125/02/01
no 4 wmr, no 14 Xenckea nikapcbkoro 3acoby, Benvka | TMny - 3miHK 3 AkocTi. CepTudpikart peyenmom
Tabnetok y 6nictepi; Moncka Cn. nepBrHHE Ta BpuTanis/ BignosigHocTi/IE-cepTudikar BignosigHoCTI
no 2 6nictepu y 3.0.0. BTOpPUHHE YropuHa/ €sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
navui nakyBaHHs, Monbwa HOBOro abo OHOBMEHOro cepTudpikaTa BifnoBiAHOCTI
KOHTPO/b SKOCTI ab60 BUyYeHHs cepTuddikarta BiANOBILHOCTI
cepii: IHTac €sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
PapmacbioTikasc marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
Niviten, Hais; BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
BMPOGHMLTBO [O0MOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI

nikapcbkoro 3acoby,
nepBuHHe Ta
BTOpPUHHE
nakyBaHHs,
KOHTPONb SIKOCTI
cepii: IHTac
dapmacbioTikasc
Niviten, Hais;
[ofartkosa AinbHULUS
3 MEePBUHHOIO Ta
BTOPWHHOTO
naKyBaHHs:
AKKOP[, XE/NNICKEA
NIMITEL, Benuka
BpuTaHis; KoHTposb
AKOCTI:
®APMABANIA NTa.
Mikpob6ionoriuHa
naboparopis,
YropuuHa;
KOHTPO/Ib SIKOCTI:
€BpodhiHC
Anxanitikan Cepsices
XaHrepi KdpT.,
YropuuHa;
BiANoBigabHUI 3a
BMNYCK cepil:

€Bponelicbkiin hapmakoner) - OHOBeHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoObHUKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-245 -
Rev 01 (3atBepmxkeHo: R1-CEP 2011-245 - Rev 00)
0N A®l MOHTenykacTy HaTpilo Bif, 3aTBEpAKEHOro
BMpOGHMKa Mylan Laboratories Limited, IHAis. 3MiHK
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikata BigNoBIAHOCTI
abo BuNyyeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMKHOT peyoBMHM (cepTudikaT Bi4NOBILHOCTI
€Bponeiicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepXeHOro BUpoOHuKa -
noJaHHA OHOBJ/IEHOro cepTuddikara BiANoBiAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2012-318 -
Rev 01 (3atBepaxeHo: Ne R1-CEP 2012-318 - Rev
00) ana APl MmoHTeNykacTy HaTpito Bif,
3aTBepAXeHoro Bupo6Hvka Hetero Drugs Limited,
IHais
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
AKKOPJ, XENNCKEA
NIMITEL, Benuka
BpuTaHis;
BignoBigasibHWi 3a
BUNYyCK cepii: AKKopg,
Xenckea lMNoncka
Cn. 3 0.0. Cknag
IMnopTepa, MonbLua
120. | EBPOMOHT TabneTkv XyBasibHi, Akkopg, Monbwa BMPOGHMLTBO IHAis/ BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a UA/19125/02/02
no 5 mr, no 14 Xenckea nikapcbkoro 3acoby, Benuka | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
Tabnetok y 6nictepi; Moncka Cn. nepBrHHe Ta BpuTaHis/ BignosigHocTi/IE-cepTudikar BignosigHocCTi
no 2 6nictepn y 3.0.0. BTOPUHHE YropuHa/ E€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
nauuj nakyBaHHs, Monbuwa HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
KOHTPO/b SKOCTI ab60 BUIyYeHHs cepTuddikarta BiANOBILHOCTI
cepii: IHTac €sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
dapmachbloTikanc matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Niviten, Hais; BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
BMPOGHMLTBO [O0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI

nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPONb SIKOCTI
cepii: IHTac
dapmachbloTikanc
Nimiten, Hais;
[ofartkosa AinbHUUS
3 MEPBUHHOIO Ta
BTOPWHHOTO
naKyBaHHs:
AKKOPJ, XENNCKEA
NIMITEL, Benuka
BpuTaHis; KoHTposb
AKOCTI:
®APMABANIA NTa.
Mikpob6ionoriuHa
nab6oparopis,
YropuuHa;
KOHTPO/Ib SIKOCTI:
€BpodiHc
Anxanitikan Cepsices
XaHrepi K.,
YropuuHa;
BiANoBigabHUIA 3a
BMNYCK cepil:
AKKOPJ, XENNCKEA
NIMITEL, Benuka
BpuTaHis;

€Bponelicbkin dhapmakonei) - OHOBMEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOBMIEHOTO cepTudikara BifnoBiAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2011-245 -
Rev 01 (3atBepmkeHo: R1-CEP 2011-245 - Rev 00)
015 A®l MOHTenykacTy HaTpilo Bif, 3aTBEPAKEHOro
BMpOG6HMKa Mylan Laboratories Limited, IHAis. 3miHK
| TMny - 3miHK 3 AkocTi. CepTudcikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikata BignoBiAHOCTI
abo BunyyeHHs ceptudpikara BigNOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPOOHWKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2012-318 -
Rev 01 (3atBepaxeHo: Ne R1-CEP 2012-318 - Rev
00) ana A®l MoHTenyKacTy HaTpito Bif,
3aTBepxeHoro Bupo6Hvka Hetero Drugs Limited,
IHais
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BignoBigasibHWi 3a
BUNYyCK cepii: AKKopg,
Xenckea lMNoncka
Cn. 3 0.0. Cknag
ImnopTepa, MonbLua
121. | 3EHTEN Tabnetkn no 400 wmr; FnakcoCmit Benuka XaneoH MisgeHHa MiBgeHHO- BHECEHHS 3MiH 40 pPEeeCTpaLiiHNX MaTepiasis: 3MiHK 3a He UA/10241/01/01
no 1 tabnetyjiy KnsiiH BputaHis Adopuka (M1y) N14 AdbpuKaHCbK | Tuny - AAMiHICTpPaTVBHI 3MiHK. 3MiHa peyenmom | nionsizae
6nictepi; no 1 Ekcnopt a HalilMeHyBaHHs1 Ta/abo agpecu MicLsa NPoBafXeHHS
6nicTepy B kopobu;j 3 Nimiteq Pecny6nika AiSnbHOCTI BUpOOHMKa/iMnopTepa roToBoro
KapTOoHY nNiKapCbKOro 3acoby, BKIHOYAKYN [i/TbHUL BUNYCKY
cepii abo MicLie NpoBefeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BKJIO4al0uM BUMYCK cepiid) - 3MiHa Ha3BuM Ta
YTOUYHEHHSA afpecu BUPO6HMKA BifnoBigansHOro 3a
MOBHWI LMK BUPO6HULITBA, 6€3 3MiHN
3aTBEPAKEHHOI BUPOOHMYOI AiNbHNLj Ta
3aTBEPKEHOro MicL NPOBaXKEHHA AiSNIbHOCTI.
TakoX yTOYHEHHS B peecTpaviiHOMy [OCbE Y
po3gaini 3.2.P.4.1 Cneuudikauis, a came 3aMiHa
Ha3BW BNpobHMKa 3 "GlaxoSmithKline" Ha "the
Company". 3MiHV BHECEHI B iHCTPYKLIito ANs
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomxeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBaXXEHHS Noro
LOiSNTbHOCTI» 3 BiANOBIAHUMMW 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKV NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
122. | 3OKAPAIC® TabneTku, BKPUTI MeHapiHi Iiokcemby Brpo6HMUTBO in ITanis/ BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK 3a UA/6736/01/01
nnwocC 30/12,5 nAiBKOBOO IHTepHeLLOoH pr bulk, kiHuese HimeuunHa | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
060s10HKOI0, No 14 an nakyBaHHs1, BUMYCK thapmakoHarnsagy (iHwi 3miHn) - 3MiHW BHECEHO B
Tabnetok y 6nictepi; | OnepeiwoH cepiii: A. MeHapiHi TEeKCT MapKyBaHHS YNakoBOK NiKapCbKoro 3acoby, a
no 1 a6o 2 6nictepn c MaHydhakTypiHr came: - y n. «IHLWE» nepBMHHOI Ta BTOPUHHOT
Y KapTOHHIli kopobui | Jllokcembypr NoricTikc eHp, yMakoBOK NikapcbKoro 3acoby foAaHo iHhopmalito

Cepsicec C.p./1.,
ITanis; KoHTponb
cepiii: A. MeHapiHi
MaHydakTypiHr
JloricTikc eHp,
Cepsicec C.p.J1,,
ITanis; Jomne
thapmaveyTiui
C.n.A,, Itanis;
Brvpo6HMUTBO in
bulk, kiHueBe
nakyBaHHsl,
KOHTPO/b Ta BUNYCK
cepili:MeHapiHi-®oH

wopo norotuny komnaHii (MENARINI); - 3 n.17. «
IHLLIE>» BTOPUHHOI yNakoBkK BUAaIEHO iHhopMalLiito
LLLO0Z10 NOBHOBAXKHOTO NpeACTaBHYKa.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicas
3aTBEPMAKEHHSA




183

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

XenpgeH M'vbX,
HimeyunHa

123.

30/1A®PEH
DACT

Tabnetku, Lo
ANCNepryoTbes B
POTOBI NOPOXHWHI,
no 20 mr; no 7
TabneTok y 6nictepi;
no 4 6nictepun y
KapTOHHI KOpo6Lii

AT "Apamep,
dapma”

MonbLla

BMPOGHMLTBO "in
bulk", nepBmHHe Ta
BTOPUHHE
nakyBaHHsa: AT
"Apamveq dapma”,
MonbLya; BUPOGHUK,
BiANoBigaIbHNI 3a
BUMYCK Ta KOHTPO/b
cepii: AT "Agamep
®apma”, MonbLa

Monbwa

BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpOTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLU,T 4719 MeAMYHOro 3acTOCyBaHHSA
reHepuYHUX/ribpuaHNX/6ioNoAi6HMX NiKapCbKUX
3ac06iB nicNs BHECEHHS TiEl camMoi 3MiHM Ha
pedhepeHTHWIT Npenapar (3mMiHa He NnoTpebye
HafaHHA XOAHWX HOBUX AOAATKOBMX JaHWX) - 3MiHM
BHECEHO A0 IHCTPYKLiT 418 MeAnyHOro
3aCcTOCyBaHHS NiKapCbKOro 3acoby y po3ainm
"®apmakonoriyHi BnactmsocTi" (iHpopmavis 3
6e3neku), "B3aemogis 3 iHLLMMM NiKapCbKUMKN
3acob6amu Ta iHWi Buan B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 4o3Kn"
(iHdhopmauis 3 6e3nekn), "OiTn" (yTOUHEHHSA
iHchopmawii) BignoBigHO Ao iHchopmaii Wwoao
MeAMYHOro 3acTOCYBaHHs pehepeHTHOro
nikapcbkoro 3acoby (ZYPREXA VELOTAB 10 mg,
20 mg orodispersible tablets).

BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPLKEHHS.

3a
peyenmom

He
nionsieae

UA/19567/01/02

124.

30/1APPEH
DACT

TabneTku, Lo
OVCnepryTbes B
POTOBI NOPOXHWHI,
no 10 mr; no 7
Tabnetok y 6nictepi;
no 4 6nictepn y
KapTOHHI KopooLli

AT "Apamvep
Papma”

MNonbLwa

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOpPUHHE
nakyBaHHs: AT
"Apameq dapma”,
MonbLa; BUPO6HMK,
BignoBiganbHWi 3a
BUMYCK Ta KOHTPO/1b
cepii: AT "Agamveq
®apma”, MonbLa

Monbia

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTulj
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
HCTPYKLUT ANA MeAMYHOro 3aCTOCYBaHHSA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nica BHECEHHSA TiET caMoi 3MiHM Ha
pedhepeHTHMI Npenapar (3mMiHa He NnoTpebye
HaZaHHs XOAHWNX HOBUX [OAATKOBUX AaHWX) - 3MiHN
BHECEHO [0 IHCTPYKLIi 415 MefnMyHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BractmsocTi" (iHhopmauis 3
6e3neku), "B3aeMogis 3 iHLUMMU NiKAPCbKUMK
3acobamu Ta iHWi BUAK B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un"
(iHchopmauis 3 6e3nekn), "iTn" (yTOUHEHHS
iHchopmaLii) BianoBiaAHO A0 iHopmauii Wwoao
MeJMYHOro 3aCTOCyBaHHs peddepeHTHOro
nikapcbkoro 3acoby (ZYPREXA VELOTAB 10 mg,
20 mg orodispersible tablets).

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/19567/01/01

125.

30/10T®

TabneTku, BKpUTI
N1iBKOBOO

Biatpic
CnewenTi

CLWA

BMPOGHULITBO,
NnepBUHHE Ta

ITania/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHW
| TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/7475/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
060/10HKOI0, N0 50 nnc BTOPUHHE thapmakoHarnagy (iHwi 3MiHN) - 3MiHW [0 IHCTPYKL,T
mr, no 14 TabneTtok nakyBaHHsl, AN MeAnYHOro 3acToCyBaHHA NikapCbKoro 3acoby
y 6nictepi; no 2 KOHTPO/Ib SKOCTI, [0 posginy "Mo6iyHi peakuii™ BiANOBIAHO A0
6nictepn y BMNYCK cepii: XaynT pekomeHpauiii PRAC, a came BHeCeHHs iHdhopmadii
KapTOHHI ynakoBLi dapwma NatiHa Npo MOX/IMBUIA PO3BMTOK MakynonaTui. TepMiH
C.p.n., Itanis; BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
BMPOBHMLITBO, 3aTBEepMXEHHSA. 3MiHK | Tvny - 3MiHK Woao
nepBrHHE Ta 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
BTOPUHHE 3MiHW) - 3MiHN BHECEHO [0 IHCTPYKUi Ans
nakyBaHHS, MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
KOHTPO/1b SIKOCTI, po3giny "Ocob6nBOCTi 3aCTOCyBaHHA" BiANOBIAHO A0
BUNYCK cepil: OHOB/IEHOT iHdopMaLii 3 6e3nekn 3acTocyBaHHsA
Mdpaiizep nikapcbKoro 3acoby, a came BHECEHHS iHchopmadlii
MeHtohekyypuHr Npo MOX/IMBUIA PO3BUTOK CTATEBOI ANCAYHKLI.
Loiiunens MvoX, TepMmiH BBELlEHHS 3MiH - NPOTArom 6 micsuis nicns
HimeuunHa 3aTBepMKEHHS. 3MiHu Il Tvny - 3MiHu Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHu
y KOpOTKili xapakTepucTuLi nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHOro
3aCTOCYBaHHA Y 3B'A3KY i3 HOBMMMW A@HUMK 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW aHUMK Ta AaH MU 3
thapmakoHarnagy - 3MiHM BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3ziny "B3aemogisi 3 iHWMMUY NliKapCbKUMU
3acob6amu Ta iHLWi BUAM B3aEMOAii" BignoBigHo 4o
MarepianiB peecTpaujiiiHoro Aochbe, a came
BHECEHHS iHthopMmalLii Npo B3aemMogito 3
MeTami3on1oM. TepMiH BBEEHHS 3MiH - NPOTArom 6
MicsLiB nicns 3aTBepmKeHHs. 3MiHu |l Tuny - 3miHn
Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MEAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMM 3 SKOCTI, AOKNIHIYHUMM, KAIHIYHUMW AaHVMK
Ta faHumu 3 dhapmakoHarnsgy - 3MiHv BHeCeHo Ao
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainy “MobivHi peakuii”
BiANOBIAHO [0 MaTepianiB peecTpauiiHoro focke, a
came BHECEHHs iHchopmaLlii Npo MoXmBUii
PO3BUTOK €031HOINIBHOT MHEBMOHIi. TepMiH
BBEJEHHS 3MiH - NPOTAroMm 6 MicauiB nicns
3aTBEPAKEHHS
126. | IBYNPO®EH- Tabnetkv no 200 wmr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 6e3 nionsizae UA/2350/01/01
AAPHULSA no 10 TabneTtok y "®apmaueBT "®apmaLeBTnYHA | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
KOHTYPHIl nyHa hipma dipma "fapHuusa” hapmakoHarnsgy. 3miHa y KopoTkili XapakTepucTuuj
YapyHKOBIli "OapHuusa” nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

ynakosui; no 1, no 2
a60 no 5 KOHTYpHUX

IHCTPYKLT A1 Me4MYHOro 3aCTOCYBaHHA Ha nigcTasi
perysisipHO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
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n/n

JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o

127.

IBPEH30

YapyHKOBUX
yNaKoBOK Yy nauti

nikapcbKoro 3acoby, abo gocnimkeHb 3 6esnekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX BiAMOBILHO
[0 nnaHy negiatpuyHux gocnigpxkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3ginis "OcobamBOCTi 3acTocyBaHHS", "MOGIYHI
peakuii" BiAMOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3neku gjtoyoi pevoBuHU (iGynpodheHy) 3rigHo 3
pekomeHgauismm PRAC. TepmiH BBeAEHHS 3MiH
npoTArom 6 micsAuiB nicns 3aTBepAKeHHs. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili XapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLT 418 MeAUYHOro 3aCTOCyBaHHA Ha nigcrasi
perynsipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esnekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX BiAMOBILHO
[0 nnaHy negiatpuyHux gocnigpxkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3giny "Mo6iuHi peakwii" BigNoBigHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekun Ajtoyoi pevyoBUHN
(ibynpocpeHy) 3rigHo 3 pekomeHgauismm PRAC.
TepMmiH BBEflEeHHS 3MiH NpoTAroM 6 micauis nicns
3aTBEPAKEHHS

nocsBi0OYeHHs

TabneTku, BKPUTI
nAiBKOBOO
060710HKO0, M0 20
Mr; 12 TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHI KopooLii

AcTtennac
Papma
tOpon B.B.

HigepnaH
an

nepBuHHe
nakyBaHHs,
BTOPVIHHE
nakyBaHHsl,
KOHTPO/Ib SIKOCTI,
BMNYCK Cepil:
Oendapm Mennen
B.B., Higepnanaw;

KOHTPO/1b AIKOCTI:
KartaneHt CTC,
NNC, CWA;
BMPOOHULITBO,
nakyeaHHs bulk Ta
KOHTPO/Tb AKOCTI:
KaTaneHt ®apma
ContouwHe, JIUIC,

Higepnanaun
/ CLUA

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
YTOUYHEHHS1 HaNNCaHHA YNakoBKX B Haka3i MO3
YkpaiHu Ne 1877 Big 08.11.2024 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NikapCbKoro 3acoby, BKIYaUn AiNbHALL
BWMYCKy cepii abo MicLie NPoBEAEHHS KOHTPO/TIO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepild)
3MiHa Ha3BW BMPOGHWMKa J13, BignoBiganbHOro 3a
NepBUHHE MakKyBaHHS, BTOPUHHE NaKyBaHHS,
KOHTPO/Ib SAKOCTI, BUMNYCK cepil 3 AcTennac ®apma
tOpon B.B. (Astellas Pharma Europe B.V.) Ha
Jencapm Mennen b.B. (Delpharm Meppel B.V.).
Afpeca Ta BUPOBHUYA Ais/IbHICTb BUPOGHMKA
3a/IMLIATbCA HE3MIHHMMUW. 3MiHM BHECEHO B

3a
peyenmom

UA/19833/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
CLA IHCTPYKL,i10 4151 MeAIMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3fin «BUpobHuK» 3
BiANOBIAHUMY 3MiHAMVW B TEKCTI MapKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpPKEHHSA. 3MiHY | TUny - 3MiHKW WoA0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) 3MiHN BHECEHO B TEKCT MapKyBaHHs
BTOPWHHOT yNakoBKW NiKapcbKoro 3acoby o0
AofaBaHHsA iHchopmaLii Npo 3asBHuKa. BBegeHHA
3MiH NPOTAroM 6-TU MICALIB MiCNA 3aTBEPMXKEHHS).
Pepakuis B Hakasi - 2 TabneTok y 6nictepi; no 1
6nicTepy y kapToHHIli kopo6Li. BipHa pegakuis - 12
Ta6netok y 6nictepi; no 1 6nictepy y KapTOHHIl
KopooLi.

128. | IBPEH30 TabneTkn, BKPUTI Actennac Higepnax nepBuHHE Higepnanan BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/19833/01/02
N1iBKOBOO dapma an nakyBaHHS, / CLLA YTOUYHEHHS HanuMcaHHA ynakoBku B Hakasi MO3 peyernmom
060/10HKO10, o 50 tOpon B.B. BTOPWUHHE YkpaiHu Ne 1877 Big 08.11.2024 B npoueci
mr; 12 Ta6neTok y nakyBaHHs, BHECEHHA 3MiH (3MiHu | Tuny - AOMiHiCTpaTuBHI
6nicTepi; no 1 KOHTPO/Ib SKOCTI, 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
6nictepy y BUMYCK cepil: NpoBaPKEHHSA AiSIbHOCTI BUpOOHUKa/imnopTepa
KapTOHHI KOPOOL;j [endapm Mennen roTOBOrO NiKapCbKOro 3acoby, BKIYAUN AiNbHAL

B.B., Higepnanay; BWMYCKy cepii abo MicLie NpoBeAEeHHS KOHTPO/TIO
AKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
KOHTPO/Ib SKOCTI: BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpilf)
KataneHTt CTC, 3MiHa Ha3BW BMpOGHMKa /13, BiANoBiAaIbHOrO 3a
NNC, CWA; nepBUHHE NnakyBaHHSA, BTOPYHHE NakKyBaHHSA,
KOHTPO/Ib SIKOCTI, BUMYCK cepii 3 Actennac apma
BMPOBHMLITBO, tOpon B.B. (Astellas Pharma Europe B.V.) Ha
nakysaHHs bulk Ta Lendapm Mennen B.B. (Delpharm Meppel B.V.).
KOHTPO/Ib SKOCTI: Agnpeca Ta BUpo6GHMYa Ais/IbHICTb BUPOOHMKA
KaTtaneHt dapma 3a/MWAaTbCA HE3MIHHUMKN. 3MiHWN BHECEHO B
ContoLHc, JI1C, IHCTPYKLi0 AN MeAUYHOro 3acToCyBaHHS
CLWA NiKapcbKoro 3acoby y po3gin «BupobHuk» 3
BiANOBIAHUMY 3MiHAMW B TEKCTi MapKyBaHHS.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicas
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHKn Woao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) 3MiHW BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOT YNakKoBKM NiKapCbKOro 3acoby LWoa0
[ofaBaHHs iHchopmaLii Mpo 3asBHMKa. BBegeHHs
3MiH NPOTArOM 6-TW MICALB NIiCNA 3aTBEPAXKEHHS).
Pepakuis B Hakasi - 2 TabneTok y 6nictepi; no 1
6nicTepy y KapTOHHIA kKopo6Li. BipHa pepgakuis - 12
Ta6netok y 6nictepi; no 1 6nicTepy y KapTOHHIl
KopooLi.

129. | IBPEH30 TabneTku, BKpUTI AcTtennac HigepnaH nepBuHHE HigepnaHau BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/19833/01/03
nNiBKOBOKO Papma an nakyBaHHs, / CWWA YTOUHEHHSA1 HAaNUCaHHA yNaKoBKW B Haka3i MO3 peyenmom
060/10HKOI0, N0 70 tOpon B.B. BTOPWHHE Ykpainu Ne 1877 Big 08.11.2024 B npoueci
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Mr; 12 Ta6neTok y nakyBaHHs, BHECEHHA 3MiH (3MiHu | Tuny - AAMiHiCTpaTuBHI
6nicTepi; no 1 KOHTPO/1b SIKOCTI, 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu micus
6nictepy y BUNYCK cepil: NpoBafKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
KapTOHHI KOpooLi [endapm Mennen rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaUn AiNbHUL
B.B., HigepnaHaw; BWMYCKy cepii abo MicLie NPOBEAEHHS KOHTPO/THO
SAKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAae
KOHTPO/Ib SIKOCTI: BMPOGHMK/IMNOpPTEp, BK/IOYAUM BUMYCK Cepiid)
KataneHt CTC, 3MiHa Ha3Bu BUpo6HMKa /13, BiANOBILaIbLHOIO 3a
NNC, CUWA; nepBrHHE NakyBaHHA, BTOPUHHE NakyBaHHSA,
BUPOGHULITBO, KOHTPO/Tb AKOCTI, BUNYCK cepii 3 AcTennac ®apma
nakysaHHs bulk Ta tOpon B.B. (Astellas Pharma Europe B.V.) Ha
KOHTPO/Ib AKOCTI: [Jencapm Mennen b.B. (Delpharm Meppel B.V.).
KataneHTt ®apma Agnpeca Ta BUpo6GHMYA AisSSTbHICTb BUPOOHMKA
ContolHc, JI1C, 3a/IMLLATLCA HE3MIHHUMUW. 3MiHW BHECEHO B
CLWA IHCTPYKL,i10 ANA MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin «Bupo6Huk» 3
BiAMNOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
3aTBepAXeHHS. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHV) 3MiHN BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT YNakoBKW NiKapCbKOro 3acoby o0
[ofaBaHHs iHhopmauii Npo 3asBHMKa. BBeeHHs
3MiH NPOTArOM 6-TU MICALIB NiCNA 3aTBEPMAXKEHHS).
Pepakuis B Hakasi - 2 TabneTok y 6nictepi; no 1
6nicTepy y KapToHHiiA kopo6Li. BipHa pepgakuis - 12
TabneTok y 6nictepi; no 1 6nictepy y KapTOHHiii
Kopoo6ui.
130. | IBPEH30 TabneTku, BKPUTI Actennac HigepnaH nepBuHHE Higepnanaun BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/19833/01/04
nAiBKOBOO Papma an nakyBaHHs, / CLLA YTOUYHEHHS1 HaNNCaHHA YNakoBKW B Haka3i MO3 peyenmom
060s10HKot0, No 100 tOpon B.B. BTOpPUHHE YkpaiHu Ne 1877 Big 08.11.2024 B npoueci
Mr; 12 TabneTok y nakyBaHHs, BHECEHHSA 3MiH (3MiHu | Tuny - AAMIHICTpaTUBHI
6nicTepi; no 1 KOHTPO/Ib SKOCTI, 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
6nictepy y BMNYCK Cepil: NpPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa

KapTOHHI KopooLli

Oendapm Mennen
B.B., Higepnanaw;

KOHTPO/1b AIKOCTI:
KartaneHt CTC,
NNC, CWA;
BMPOOHULITBO,
nakyeaHHs bulk Ta
KOHTPO/Tb AKOCTI:
KaTaneHt ®apma
ContouwHe, JI/1C,
CLWA

roTOBOrO NikapCbKoro 3acoby, BKIYaUN AiNbHAL
BWMYCKy cepii abo MicLie NPOBEAEHHS KOHTPO/TIO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMWK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepild)
3MiHa Ha3BW BMPOGHWMKa J13, BignoBiganbHOro 3a
NepBUHHE MakKyBaHHS, BTOPUHHE NaKyBaHHS,
KOHTPO/1b SAKOCTI, BUMNYCK cepil 3 AcTennac ®apma
tOpon B.B. (Astellas Pharma Europe B.V.) Ha
Jencapm Mennen b.B. (Delpharm Meppel B.V.).
Afpeca Ta BUPOBHUYA Ais/IbHICTb BUPOGHMKA
3a/IMLWATbCA HE3MIHHUMUW. 3MiHN BHECEHO B
IHCTPYKLU,i0 AN151 MeANYHOTO 3aCTOCYBaHHS
NikapcbKoro 3acoby y po3fin «BUpobHuK» 3
BiANOBIAHUMY 3MiHAMW B TEKCTi MapKyBaHHS.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpPKEHHSA. 3MiHY | TUny - 3MiHKW WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) 3MiHN BHECEHO B TEKCT MapKyBaHHs
BTOPWHHOT YNakoBKW NiKapcbKoro 3acoby o0
AofasaHHsA iHchopmaLii Npo 3asBHuKa. BBegeHH:
3MiH NPOTAroM 6-TU MICALIB MiCNA 3aTBEPMXKEHHS).
Pepakuis B Hakasi - 2 TabneTok y 6nicTtepi; no 1
6nicTepy y kapToHHIli kopo6Li. BipHa pegakuis - 12
Ta6netok y 6nictepi; no 1 6nictepy y KapTOHHIl
KopooLi.
131. | IBPEH30 TabneTkn, BKPUTI Actennac Higepnax nepBuHHE Higepnanan BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/19833/01/05
N/1iBKOBOO dapma an nakyBaHHS, / CLLA YTOUHEHHS HanMcaHHA ynakoBku B Hakasi MO3 peyenmom
060/10HKO10, Mo 150 tOpon B.B. BTOPWUHHE YkpaiHu Ne 1877 Big 08.11.2024 B npoueci
mr; 12 Ta6neTok y nakyBaHHs, BHECEHHA 3MiH (3MiHu | Tuny - AOMiHiCTpaTWBHI
6nicTepi; no 1 KOHTPO/Ib SKOCTI, 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
6nictepy y BUMYCK cepil: NpoBaPKEHHSA AiSIbHOCTI BUpOOHUKa/imnopTepa
KapTOHHI KOPOOL;j [endapm Mennen roTOBOrO NiKapCbKOro 3acoby, BKIYAUN AiNbHAL
B.B., Higepnanay; BWMYCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/THO
AKOCTI. (QiSNbHICTb, 3a Ky BiAnoBigae
KOHTPO/Ib SKOCTI: BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpilf)
KataneHTt CTC, 3MiHa Ha3Bu BMpOGHMKa J13, BiANoBiAaIbHOrO 3a
NNC, CWA; nepBuHHE NakyBaHHSA, BTOPYHHE NakKyBaHHSA,
BMPOOGHULITBO, KOHTPO/Ib SIKOCTI, BUMYCK cepii 3 Actennac apma
nakyBaHHs bulk Ta tOpon B.B. (Astellas Pharma Europe B.V.) Ha
KOHTPO/1b SIKOCTI: Lendapm Mennen B.B. (Delpharm Meppel B.V.).
KatasnieHT ®apma Agnpeca Ta BUpoBGHMYa Ais/IbHICTb BUPOOHMKA
ContowHe, I/1C, 3a/MWAaTbCA HE3MIHHUMKN. 3MiHWN BHECEHO B
CLA IHCTPYKLi0 AN MeAUYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3fin «BupobHuk» 3
BiANOBIAHUMY 3MiHAMW B TEKCTi MapKyBaHHS.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBepMKEHHS. 3MiHK | Tvny - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) 3MiHW BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOT YNakKoBKM NiKapCbKOro 3acoby LWoa0
[ofaBaHHs iHchopmaLii Mpo 3asBHWKa. BBegeHHs
3MiH NPOTArOM 6-TW MICALB NIiCNA 3aTBEPAXKEHHS).
Pepakuis B Hakasi - 2 TabneTok y 6nictepi; no 1
6nicTepy y KapTOHHIiA kopo6Li. BipHa pepgakuis - 12
Ta6netok y 6nictepi; no 1 6nicTepy y KapTOHHIl
KOpooLii.
132. | IHOAHPUKC cycneHnsis (DTPa- nakcoCmit Benuvka "nakcoCmiTKnsiiH Benbria BHeceHHs 3MiH 10 peecTpauiliHix maTtepianis: 3miHu 3a UA/16235/01/01
FEKCA™I/INFA HBV-IPV) gns Knsiin BputaHis Bionoaxikans C.A. | TMny - 3miHu 3 AkocTi. APL. BupobHuuTBO. 3MiHa peyenmom
NRIX HEXA™ iH’exuii no 0,5 mn (1 Ekcnopt BMPOGHMKA BUXIAHOro/NpoOMiKHOTO
KOMBIHOBAH [03a) Ta nioguinisar Nimiten NpoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
A BAKUVHA (Hib); 1 nonepefHbLO BUpo6HMYOMY npoueci A®l, abo 3miHa BUpOGHMKA

ans

HanoBHEHWI

(BKIOYatOUK, fie HeobXigHO, MicLe NpoBeAEeHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

MPO®INTAKTUK | ogHopasoswii KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata

N AUDTEPII, wnpuy, (no 0,5 mn (1 BiANOBIAHOCTI EBponeiickkili hapmakonei y

NPABLUA, [,033)) Y KOMM/IEKTi 3 3aTBEpPAKEHOMY [0Cbe)(HOBA AiNbHULUSA A1A

KALLUMOKY ABOMa rosikamu Ta 36epiraHHsA [0/10BHOrO 6aHKy K1iTUH Ta/abo

(ALENONAPH hN1akoH 3 Po6ouunx 6aHKiB KNiTUH) - 3amiHa BUPOGHMYOT

nin niocpinizatom (Hib) LOinbHUUI oNs 36epiraHHA T0N0BHOrO 6aHKy KNITUH Ta

KOMMOHEHT), | anal gosw, wo Po6ouyoro 6aHky kniTuH gnddiTepii Ta npasus

FENATUTY B, 3MiLYIOTLCA nepeq, 3[iICHIOETLCA B 3B'AI3KY 3 peecTpaLlielo HOBOro

MNONIOMIENITY | BUKOPUCTAHHAM BMpo6HukKa "GlaxoSmithKline Biologicals Kft",

TA (wnpwy, 3 ronkamn Godollo, YropwHa, siknii 6ye BUKOHyBaTK AaHi

3AXBOPKOBAH | 3akputi rymoB/mMu doyHKLi. 3MiHU | TUNY - 3MiHK 3 SKOCTi. API.

b, KoBnaykamu); Asi KoHTponb A®I. 3miHa y napameTpax crneuudikawiii

36YAHNKOM ronku (ogHoro Ta/abo [oMyCTUMUX MeX, BUSHAYEHUX Y

AKUX € po3mipy), Wwnpu, Ta cneundoikauisix Ha Adl, abo BUXigHWA/NPOMKHWIA

HAEMOPHILUS | d1iakoH repmMeTuyHO npoayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y MpoLeci

INFLUENZAE 3anakoBaHi y BMPOGHMLTBA AD| (3BYXXEHHS AOMYCTUMUX MEX,

TANY B NAacTUKOBUIA BM3HAYeHUX y cneuudikauil) 3By)XeHHs napameTpis

KOHTelHep; no 1 abo
no 10 nnacTuKoBux
KOHTElHepiB y
KapTOHHil Kopobui 3
MapKyBaHHAM
YKPaiHCLKO0 MOBOIO;
1 nonepefHbLO
HanoBHEHWI
0iHOpPa3oBuiA
wnpuy (o 0,5 mn (1
[,03a)) y KOMNJIeKTi 3
ABOMa rosikamu Ta
hakoH 3
niogpinizatom (Hib)
aona 1 nosu, wo
3MiLLYIOTbCA nepes
BUKOPUCTaHHAM
(wnpwy, 3 ronkamu
3aKpUTi 'yMOBUMU
KoBnaykamu); ABi
rofikn (ogHoro
po3mipy), Wwnpuu, Ta
h/1aKOH repMeTUyHO
3anakoBaHi y
NAacTUKOBUIA
KOHTeliHep; no 1 abo
no 10 nnacTukoBux
KOHTelHepiB y
KapTOHHI kopobui 3
MapKyBaHHAM
aHININCbKO MOBOD

cneumdikauii 418 HaniBNPOAYKTIB aKTUBHUX
cy6cTaHUi AndpTepiliHnii aHaTOKCKH Ta NpaBLEeBUiA
aHaTOKCWH Yy npoLieci BUpo6bHULTBA Ha eTani
OUMLLEHHA Mepej eTarnom CTepunbHOI thinbTpauii
[Ans 3anpornoHoBaHoro Bupo6bHuka "GlaxoSmithKline
Biologicals Kft", YropwuHa, a came - 3miHa KpuTepiiB
NPUIAHATHOCTI AN NoKasHWka BioHaBaHTaXXeHHs
3arBepaKeHo
Bioburden TAMC < 4000 CFU/mlI
TYMCs< 400 CFU/mI
3anponoHoBaHo
Bioburden <10 CFU/100 ml
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHUX Y cneumaikalisax Ha
A®I, ab0 BUXiAHWUA/NPOMIXKHUI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(4ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS) -
[JlonoBHeHHs cnevudikaLii nokasHMkom BmicTt
€HOO0TOKCUHIB A5 HaniBNPOAYKTIB aKTUBHNX
cy6CeTaHUuili andbTepiiiHuii aHaTokeuH DT (< 8,0
EU/100 Lf.) Ta npaBueBunit aHaTokcuH TT (< 5,0
EU/100 Lf.) 3 Bi4NOBIiAHNM METOAOM KOHTPO/IO
(KIHETUYHWIA XPOMOTEHHUIA MeToa) ANst BUPOOHUKA
"GlaxoSmithKline Biologicals Kft", YropwwHa". o
LIbOro yacy A/719 HaniBnpoAyKTiB aHATOKCUHY
(andpTepiiiHoro Ta NpaBLEeBOro) He 6yno
BCTaHOBJ/IEHO XOAHWX KPUTEPIiB NPUAHATHOCTI LWOA0
BMICTY €HAOTOKCUHIB. KOHTPO/b A@HOro nokasHuka
34iicHIOBaBCA HA NPOMIDXHOMY NPOAYKTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
OndoTepiliHo-NpaBLEeBUii afcop60oBaHNii aHATOKCUH

3i CTpuKepom
YKpPaiHCbKO MOBOO

(DTcc) 3 kpuTepiem NpuitHATHOCTI < 107 IU/mL
METOLOM resib-TPOM6. 3MiHu | Trny - 3MiHM 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneyudikaLin Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX
y cneumdikanisix Ha A®l, abo BUXiAHWA/NPOMIKHWIA
NpoAyKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NpoLeci
BUpO6HULUTBA AP| (BUYYEHHS HE3HAYHOTO
noKasHuKa sKocTi (Hanpuknag BUIy4YeHHs
3acTapifnioro nokasHuka)) - BuiyyeHHss He3Ha4yHoro
nokasHuka sikocTti BMicT cynbaTy meTtogom
ioOHO0BMIHHOT Xpomatorpadii i3 cnevuudikauin ons
HaniBnpoaykTis A®| andptepiitHnin aHatokcuH DT Ta
npasLEeBWil aHaTokcH TT A1 BUpobHMKa
“GlaxoSmithKline Biologicals Kft”, YropLumHa. 3miHu
| Tuny - 3miHK 3 AkocTi. A®Il. Bupo6bHULTBO. 3MiHK
BMNPO6YBaHb abo JONYCTUMUX MEX Y NpoLeci
BMPOOHULTBA A®PI, LLIO BCTAHOB/EHI Y
cneuudikayisix (BUTyYeHHS HECYTTEBOIO
BUNPOBYBaHHS) - BunyyeHHs BUNpobyBaHHA Ha
3arasibHWii BMIiCT a30Ty (MixonepawiiiHuii
MOHITOPUHT), SiKe MPOBOAUIIOCH MIC/S PO3UYMHEHHS
ocagy nepef ynbTpadinbTpauieto nig vyac
BMPOBHMLTBA AMAITEPINHOTO aHATOKCUHY. 3MiHN |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKuii 3acib.
3MiHV Yy BUPOGHMLTBI. 3MiHM Yy NpoLeci BUPOGHULITBA
roTOBOro NikapcbKoro 3acoby, BKIYaun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BUPOBHMLTBI rOTOBOTO NiKapCbkoro 3acoby (iHLwi
3MiHW) - 3MiHM B NEPBWHHII YNaKoBL|i KOHTENHepIB,
SIKi BUKOPUCTOBYIOTLCS B MPOLLECi BUPOGHMLTBA
KIHLLeBOro NPOMIXXHOro NPOAYKTY A151 BUPOGHUKA
"GlaxoSmithKline Biologicals", Saint-Amand-Les-
Eaux, ®paHuis, a came: - 3amMiHa KOHTeliHepiB 415
36epiraHHa po3umHy NaCl, siki BUKOPUCTOBYIOTbCSA
nig yac agcop6uii DT (aUdTepiliHoro aHaToOKCUHY) i
TT (NpaBLEBOro aHaTOKCKHY), 3 KOHTEWHepIB

Nalgene o6’emom 50 N1 Ha N1acTUKOBI NakeTw. -
3MiHa koHTeliHepiB ans 36epiraHHa Al(OH)3, ski
BMKOPWCTOBYIOTbCA ANs agcop6uii DT i TT, 3i
CKSAHWX MASAWOK 06'eMoM 50 N1 Ha KOHTeliHepy
Nalgene o6'emom 50 n. - 3miHa TEXHONOTIYHOro
KOHTeliHepa, K1l BUKOPUCTOBYETLCA Ha eTanax
nonepeaHboi aacop6bLii, 3 AEKISTbKOX CKIAHUX
nnawok 06'emom 50 N1 Ha ogHy 140-NiTpoBY EMHICTb
3 HEPXAaBIOYOi CTauli, 4719 @aHAaTOKCUHY. - 3MiHa
KOHTeliHepiB ans 36epiraHHs DTcc (audpTepiiiHo-
npaBLEeBW aficopboBaHNil KOHLLEHTpaT/KOH'lorar) 3i
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CKMIAAHNX NAALWOK 06'eMom 20 /1 Ha O4HOPa30BiI
naketn o6'emom 20 n. [laHi 3MiHW BHOCATbLCS 3
METOI0 CMPOLLEHHS BUPOBHNYOro npoLecy Ta
3MEHLLUEHHS BUPOOHNYMX MaHinynsauini (process
simplification), Wo nigBMLLYE CTEPUNBHICTL Npouecy
BMPOGHULTBA. 3MiHW | TUNY - 3MiHK 3 AKOCTI.
["OTOBMIA NikapCbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHM y npoLeci BUPOBGHULITBA rOTOBOTO iKapCbKoro
3aco6y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
niKkapcbKoro 3acoby (iHwi 3MiHW) - 3MiHa TepMiHy
NpWUAATHOCTI MPOMIXKHOTO NPOAYKTY AndhTepiliHo-
npasLeBWil aacopboBaHnii KOH'toraT/KoHLEeHTpaT
DTcc 3 36 micsuiB Ha 24 micsui Ans BUPOGHMKaA
GlaxoSmithKline Biologicals, Saint-Amand-Les-
Eaux, ®paHuis. 3anponoHoBaHuUii TEPMIH
NpUAAaTHOCTI NPOMIKHOro npoaykTy DTcc (24 mic) €
[ocCTaTHIM Ta 3a6e3neyye AOCTaTHIO HYYKICTb LLOA0
ynpas/iHHA 3anacamu NpoaykTy. 3mium | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMMNPOBYBaHHA rOTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHM Y MeTofax BUNPo6yBaHb (BK/1HOUYAKUMN 3aMiHY
ab0 JONOBHEHHS)) - 3MiHAa MeToAy TeCTyBaHHA Ha
CTEPUIbHICTb BHOCUTLCA A/15 KIHLEBOTO NPOMiIXXHOMO
npogykty DTcc, 3 meToay iHokynauii (Ph. Eur. 2.6.1)
Ha meTof MembpaHHoi dinbTpauii (Ph. Eur. 2.6.1).
MeTop, 6yB BastifoBaHMiA /TOK&JTbHO B YMOBaX
3acTocyBaHHs Ha caiiTi SAE, ®paHujisi, ockinbku Le
hapmakoneiHuii TeCT Ha BU3HAYEHHSI
MiKpo6iosioriyHoT YncToTH. laHa 3miHa He BN/iMBae
Ha 6e3neky Ta SIKiCTb FOTOBOro NPOAYKTY. 3MiHu |
TUMy - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KoHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
roTOBOrO NiKapCbKOro 3acoby (BUTyYeHHs
He3Ha4yHOro nokasHuka (Hanpvknag, 3actapinoro
nokasHMKa, Takoro sk 3anax Ta cmak, abo
ifeHTudikauis 6apBHVKIB UM CMakoBUX [06aBOK)) -
BunyyeHHs nokasHuka BMIiCT eHA0TOKCUHY MEeTOL0M
o6umncneHHs i3 cneundikaLii s KiHLeBoro
npomMikHOro npoAaykTy DTcc, ockinbkun Kputepii
NPUAHATHOCTI LLOA0 BMICTY EHAOTOKCUHY
3a6e3nevyoTbCa TECTYBaHHAM Ha BMICT
€HA0TOKCUHY /18 aKTUBHUX CYOCTaHLil
AvdTepiitHnin aHaTokcuH (DT) Ta npaBLeBwii
aHatokcuH (TT). 3MmiHu I Tuny - 3MiHK 3 gKocTi. AdPI.
Brpo6HMUTBO. 3MiHA BUPOOHUKA




192

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BVXifHOro/MPOMIKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUpOGHMYOMY npoueci AdI,
abo 3miHa BNpOo6HYKa (BKNoYaroun, ge HeobxigHo,
MicLe NpoBefeHHs KOHTpOosIo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
pocbe)(3miHa B A®| 6ionoriyHoro noxomkeHHs abo
BUXiAHOMY martepiani/peareHTi/MpoMiKHOMY
NPOAYKTI, LLIO0 BUKOPUCTOBYIOTLCA 419 BUPOBGHULTBA
6i010ri4YHOro/iMyHO/TOrNYHOT 0 NiKapCbKOro 3acoby) -
JopaHHa “GlaxoSmithKline Biologicals Kft”, Homoki
Nagy Istvan utca 1. 2100 Godollo, YropiiuHa, sk
a/lbTePHATUBHOIO BUPOOHWMKA, BifNOBIAa/IbHOTO 3a
BUPOGHMLITBO Ta MPOBELEHHS KOHTPO/IO AKOCTI NpK
BUMYCKY 47181 aKTUBHUX CyOCTaHLili AndTepiiHuii
aHaTokcuH (DT) Ta npaBueBuin aHaTokeuH (TT).
[JaHa 3miHa BK/toyae B cebe: - BBeAEHHS
anbTepPHaATUBHOIO BUXOAY aKTUBHOI CybCcTaHLii
OV TEPIHWIA aHaTOKCWH Ha eTani J03piBaHHSA
npu6am3Ho Big 480 n fo 550 n Ans BUpoGHMKa
"GlaxoSmithKline Biologicals Kft", Godollo,
YropuuHa, B JONOBHEHHSA 40 NOTOYHOIO
3aTBEPMAXEHOro Buxoay npnénusHo 310 n gns
3aTBepAKeHoro BMpo6Huka "GSK Vaccines GmbH",
Marburg, HimeuunHa; - BBEJeHHA a/lbTEPHATUBHOIO
BMXO/Y aKTUBHOI Cy6CTaHLii andpTepiliHnii
aHaTOKCWH Ha eTani feToKcukauii NpubanM3HO Big,
1440 n po 2750 n ansa Bupo6Huka "GlaxoSmithKline
Biologicals Kft", Godollo, YropwuHa, B 4ONOBHEHHSA
[,0 MOTOYHOrO 3aTBEPKEHOr0 BUXOAY NPUGAN3HO
Big 1560 11 oo 3600 N Ans 3aTBEPAXEHOr0
BMpobHuKa "GSK Vaccines GmbH", Marburg,
HimeuunHa. Po3mip cepii He 3MiHIOETLCS, | KIHLLeBUIA
KOHLIEHTPOBaHWIA 06'eM aKTUBHOI cy6CTaHLi
AndTepiiiHWiA aHaToKcuH (100 1) 3a/MwaeTbes
TakMM camum, K 4151 3aTBEPAXKEHOTO BUPOOHMKA
"GSK Vaccines GmbH", Marburg, HimeuuunHa. -
BBE/IeHHS aNbTepHaTVBHOIO BUXOAY aKTUBHOI
cy6cTaHUii NpaBLUEBWii aHaTOKCKH Ha eTani
AeTokcumkauii npn6nnsHo 700 n1 4ns BUpo6HMKa
"GlaxoSmithKline Biologicals Kft", Godollo,
YropLuHa, B OMOBHEHHA 4,0 NOTOYHOIO
3aTBEPMXEHOro BUXo4y npnbnusHo Big 220 n fo
260 n gnsa BupobHuka "GSK Vaccines GmbH",
Marburg, HimeuunHa. Po3mip cepii He 3MiHIOETbCS, i
KIHLEBWIA KOHLEHTPOBaHUIA 06'EM aKTUBHOI
cybcTaHLii npaBLEeBUiA aHaTOKCUH (LinboBuiA 06'eM
500, AianasoH 18-36 1) 3a/IMWAETLCA TakuM camum,
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AK ANS 3aTBepA)KeHoro Bupo6Hrka "GSK Vaccines
GmbH", Marburg, HimeuunHa. BeegeHHs
aNbTEPHATUBHOIO BUXOAY aKTUBHMX Cy6CTaHLii Ha
NeBHUX eTanax BUPOBGHULITBA MOB'A3aHO 3
BMPOBHNYMMMN NOTYXHOCTAMMN HOBOTO
3anponoHOBaHOro BUPOBHMKA, a came - 3afisiHHS
MEHLLIOT UM BiNIbLLIOT KITbKOCTI EMHOCTEN Ha Pi3HMX
eTanax BUPOGHMLITBA Ta CMPOLLEHHS NepPEMILLLEHHSA
MiX (hepMeHTepamMun Ta EMHOCTAMM AN 360py
HaniBnNpoaykTy. TakoX, BHECEHHS pefakUiiHnX
npasok Ao po3ginis 3.2.5.2.1, 3.2.5.2.6. ansa
aKTMBHWX Cy6CTaHLil andTepiliHniA aHaTokcuH (DT)
Ta npasueBuii aHaTtokcuH (TT). 3miHu |l Tuny - 3MiHN
3 aKocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasibHMiA 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®| (skicHi Ta/abo KinbKicHi
3MiHU cKnagy A1 CTePUSIbHUX Ta He3aMOPOXKEHNX
A®| 6i0N10ri4HOro/iMyHOONYHOIO NOXOMAXKEHHS) -
3MiHU B NEPBUHHIN YNaKoBLi [il04nx
PEYOBUH/NPOMIKHUX NPOAYKTIB ANdITEpiliHOro
aHaTokcuHy (DT) Ta npauesoro aHatokcuny (TT),
BMPO6eHNX Ha ginbHuui "GlaxoSmithKline
Biologicals Kft", YropwuHa, BkIo4aloTh: - 3MiHa
NEepPBUHHOT YNaKOBKMN [/151 MPOMKHUX NPOAYKTIB
Aito40T peyvoBVHN ANATEPIHNI aHATOKCKH B MPOLECI
BMPOOHMUTBA: * Ha eTanax ynbTpadinbTpayii Ta
TEXHONOrIYHOI (hibTpaLii, 3 04HOPa30BOro naketa
06’emom 100 11 Ha EMHICTb 3 HEpXaBitoyoi cTani
06’emoM 150 n; « Ha eTani ocapkKeHHs 3
0/ZiHopa3oBoro naketa 06'eMom 100 N1 Ha EMHICTb 3
Hepxasitouoi cTasti 06'emom 200 5. - 3miHa
NepBUHHOT YNakoBKM 4151 MPOMDKHUX MPOAYKTIB
Ail0Y0i peyoBMHU NpaBLEBUI aHATOKCMH B NPOLLECi
BMPOGHMLITBA Ha eTani 0Ca/pkeHHs 3 0AHOPAa30BOro
naketa 06’emom 500 /1 Ha EMHICTb 3 HEPXaBitoyoT
cTani o6’emom 400 1. - 3MiHa KOHTeliHepiB Ans
36epiraHHs HEQUMLLEEHOTO ANCITEPINHOIO
aHaTOKCWHY (MPOMIXHWI NPOAYKT Ailo40i peYOBMHN)
3 MoNinponineHoBux NAALWOoK o6'emom 20 N Ha
ofHopasoBsi nakeTn 06'emom 20 1, i HEOUNLLLEHOTO
NpaBLEBOro aHaToOKCKHY (MPOMIKHWIA NPOAYKT Ajtoyoi
PEeYOBUHM) 3i CKASSHUX NAALOK 06’eMom 20 N Ha
oAHopasoBi nakeTn o6’emom 20 1. - 3miHa
KOHTeliHepiB AN 36epiraHHs HaniBNPoAyKTiB
NpasLLEeBOro aHaTOKCKHY (Zitoya pevoBuHa) i3
CKNSIHMX Naswok (06'emom 20 n1 abo 5 ) Ha
ofHOpa3oBi NakeTn 06'eMom 5 . - 3miHa
KOHTelHepiB Ans 36epiraHHsi HaniBNPOAYKTIB
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OV TEPINHOTO aHATOKCUHY (Ajtoya peyoBmHa) 3i
CKNSAHUX NIALOK 06'eMOoM 20 /1 Ha 04HOPA30BI
nakeTu o6’emom 5 1. 3MiHM NEPBUHHOI YNakoBKV B
npoLeci BUpobHULTBA Ha eTanax ynbTpadinbTpayii,
0Ca/PKEHHS, Ta Ha Pi3HMX eTanax TeXHOMOrYHOI
inbTpavii (Bknovaroun etanu giadinbtpau;i,
yNbTPaKOHLeHTPaL,i, TOW0) NOB'A3aHi i3 3a4iSHHAM
B MPOLLeC BUPOBHULTBA EMHOCTEN 3 HepXaBitoyol
CTai, WO BXe HasiBHi HAa BUPOBHWYIN AinbHUL
"GlaxoSmithKline Biologicals Kft", YroplmHa. 3miHn
B CMCTEMi KOHTeliHepiB ANl 36epiraHHs NoB’'s3aHi 3i
CNPOLLEHHAM BMPOBHMYOro npouecy (MeHwe
BMPOGHWYUMX MaHIinynsLii), Ta, SK Hacnigok,
npu3BeayTb A0 KPaLLoi rapaHTii CTepusibHOCTI
npotiecy: ctepunbHi BigcinsTpoBaHi macu
HaniBnpoaykTis DT i TT po3noginatoTbes
6e3nocepeaHbO B OAHOPA30Bi NakeTn Yepes 3aKkpuTy
cucTemy po3noginy 6e3 AoaaTkoBoro etany
nepeHeceHHs. KiHueBuii 06'eM BUXOAY MPOMIXKHUX
peyoBUH/HANIBNPOAYKTIB Aitounx pevyoBuH DT i TT
3amwaeTbea 6e3 3miH. 3MiHu 1l Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUxigHOro
marepiany/npomikKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpOoGHMLTBA ADI
(cyTTeBa 3MiHa y
6ionoriyHoMy/iMmyHONOriYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
BMKOPUCTOBYETHLCA GionoriYHnii peareHT ans
6ionoriyHoro A®l, a6o ioro 3amiHa) - 3miHa meToay
TecTyBaHHS GiOHaBaHTaXXEHHS METOA0M
MembpaHHOT chinbTpauii 3rigHo Bumor Ph.Eur.
2.6.12. ansa Bnpo6bHuka "GlaxoSmithKline Biologicals
Kft", YropwumHa, i3 3MiHO KpUTEpIiB NPUAHATHOCTI
(npo wo 3asBneHa okpema 3MiHa). OCKiflbkn faHuii
MeTo/ € (hapMakoneiiH1m, To BiH 6yB BaslifoBaHWiA
JIOK&UTbHO Ha [iNbHULI 3anporoHOBaHOro
BMpoOHUKa. [aHa 3MiHa nos'a3aHa 3
pekomeHAauisamu B HactaHosi EC
(EMA/CHMP/CVMP/QWP/BWP/850374/2015), Ta
3a6e3neunTb J0AATKOBY rapaHTilo TOro, Lo
6GioHaBaHTaXXEHHA nepes eTanoM OCTaTovHol
CTEpUIbHO (hiNbTpaLii 406pe KOHTPOETLCS Ta
Bignosigae pekomeHgauisam €C. 3MiHu Il Tuny -
3MiHu 3 sIKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHK abo BCbOro
BMPOBHMYOro NpoLecy roToBOro JlikapCbKoro 3acoby
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(BinbHULA, Ha 5K NPOBOAATLCS 6yAb-AKi BUPOOHUYI
cTagji, 3a BUHATKOM BUMNYCKY Cepiii, NpoBeeHHSs
KOHTPOJT0 SIKOCTi Ta BTOPUHHOTO MakKyBaHHSA, AN
nNikapcbKknx 3acobiB 6i0/10r4HOro/iMyHOMNOTYHOrO

NOXOKEHHA abo NikapcbKnx hopM KOMMIEKCHOro
(cknagHoro) BUPOGHNYOro npolecy) - JoaaHHs
«GlaxoSmithKline Biologicals», Rue des Aulnois,
637 F-59230 Saint-Amand-Les-Eaux, ®paHuis, sk
anbTepHaTMBHOIO BUPOGHMKA, BiANOBifaIbHOMO 3a
BMPOGHMLITBO Ta KOHTPO/1b IKOCTi MPY BUNYCKY 4151
KIHLLEBOro NPOMIXHOrO NPOAYKTY afcopboBaHuii
andpTepiliHo-npasLeBuii koH'torat (DTcc),
BK/IO4AI0UN: -3MEHLLUEHHS PO3Mipy Cepil KiHLEeBOro
NPOMDKHOro NPOAYKTY AndTepiiiHO-NpaBLeBuii
afcop6oBaHuii KOH'tOraT, BUTTOB/IEHOTO Ha AiNbHUL
«GlaxoSmithKline Biologicals», Saint-Amand-Les-
Eaux, ®paHuis, 3 750 n go 500 n, Wo nos’sa3aHo i3

MEHLLIOK MICTKICTIO MOGiNIbHUX eMHOCTel (575 1) Ha
BMPOOHULITBI 41581 3aNPONOHOBAHOI0 BUPOBHMKA

133.

IHGAHPUKC
nB
KOMBIHOBAH
A BAKLIMHA
ansa
MPO®INAKTUK
N QUDTEPII,
MPABLS,
KALLI/TFOKA
(ALEMONAPH
nn

KOMMNOHEHT)
TA
noniomienitTy

cycneHsis ans
iH'ekyii no 0,5 mny
nonepeaHLo
3anoBHeHOMY
0fIHOPa30BOMY
LINpULi y KOMMIEKTI
3 ronkoto; no 1 abo
10 nonepefHbLO
3anoBHEeHUX
0HOPa30BUX
wnpuuis y
n1acTUKoBOMY
KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHI KopooLi

nakcoCmit
Knsiin
Excnopt
NimiTen

Benvka
BputaHis

nakcoCmiTKnsiiH
Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
Il Tvny - 3minn 3 AkocTi. A®l. KoHTponb A®Il. 3miHa y
mMeToAax BUNpobyBaHHS AD| abo BMXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(cyTTeBa 3miHa y
6ionoriyHoMy/imyHONOrYHOMY/IMYHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
BMKOPUCTOBYETbLCS BioNoriYHniA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) - PeecTpauis
npoToKony KBastidoikaLii eTanoHHOro cTaHAapTy
KawwstokoBoro aHTureny (PT), LLO BUKOPUCTOBYETLCH
npy BU3HAYEHHI BMICTY KalLL/1HOKOBOrO aHTUreHy
meTogom ELISA. 3minu Il Tuny - 3miHu 3 skocTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60 BUXigHOro matepiasy/npoMixHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| (cyTTeBa 3MiHa y
6ionoriyHoMy/imyHONOrYHOMY/IMYHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofi, Y KoMy
BMKOPUCTOBYETbLCA BioNoriYHniA peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) - PeecTtpauis
npoTokony KsastidoikaLii eTanoHHOro cTaHAapTy
aHTUreHy pinameHTo3HOro remarnoTuHiHy (FHA),
LLI0 BUKOPUCTOBYETLCS MPU BU3HAYEHHI BMICTY
aHTureHy cpinameHTo3Horo remarnoTuHiHy (FHA)
MeTogom ELISA

3a
peyenmom

UA/13939/01/01

134.

po3unH ans
30BHILLUHbOI0

TOB
"MEONNEB"

YKpaiHa

TOB "MEAJIEB"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK
| TNy - 3miHK Woao 6e3nekn/edpekTMBHOCTI Ta

6e3
peyenma

UA/18027/01/01
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3aCTOCyBaHHS, thapmakoHarnagy (iHwi 3MiH1) 3MiHWM BHECEHO Y M.
cnupToBuii 5%, no 17. IHLE TekcTy MapKyBaHHA NepBUHHOT yNakoBKu
10 mn a6o no 20 mn nikapcbkoro 3acoby (dpnakoHn no 20 mn) woao
y thriakoHax CKNsIHUX BUJTyYEHHS 10roTuny. BeegeHHA 3MiH NpoTArom 6-tm
ab0 noniMepHux MicALiB Nic/a 3aTBePAKEHHS.
135. | KAHOUKNIH necapii no 300 wr; MAT YkpaiHa MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu 3a UA/16173/01/01
no 1 necapito y «MoHdapm» | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
cTpuni; no 1 cTpuny thapmakoHarnagy (iHwi 3mMiHK) - 3MiHU BHECEHO B
y nayui 3 KapToHYy TEKCT MapKyBaHHS BTOPUHHOT YMakoBKMN MiKapCbKoro
3acoby, a came y n. 17 "IHWE" BunyyeHo
iHChopMawLito CTOCOBHO AnUCTpub'toTopa. BBeaeHHs
3MiH NpOTArom 6-T1 MicALB Nicna 3aTBEPAKEHHS
136. | KAHAIA-B Kpem no 15 r y Ty6i; neHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/8210/01/01
no 1 1y6i B dapmacbioT dapmacboTukan3 I TMny - 3miHn 3 AkocTi. APL. KoHTposnb AP, 3miHa y peyenmom
KapTOHHI ynakoBLi nkans Jita,. nra. mMeTofdax BunpobyBaHHsA AD| abo BuXigHOro
martepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa AdDI
(He3HayHi 3MiHN y 3aTBEP)KEHNX MEeTOoAax
BMNPOOYBaHHS) -
He3HauHi 3MiHM 3a nokasHukom "Related substances”
meTogom BEPX A®| 6eknomeTasoHy AunponioHar.
3MIHIOETbLCSA KiNbKICTb iIHXeKLil [OCigKyBaHOro
PO34mMHy y XpomaTorpaciyHy cuctemy 3 BOX [0
ofHiei
137. | KAHTAB Tabnetkv no 32 mr HOBEN TypeuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/13921/01/01
no 14 tTabneTtok y IIAY CAHAT a CAHAI BE YTOUHEHHS peecTpauiiiHoro Homepa B Hakasi peyenmom
6nicTepi; no 2, abo BE TIIKAPET A.LL. MO3 YkpaiHu Ne 2110 Big 18.12.2024 B npoueci
no 4, abo no 6 TIOXKAPET BHECEeHHs 3MiH (3MiHuW | TUNy - 3MiHK 3 AKOCTI.
6nicTepiB y ALl ['oTOBWI1 NiKapcbkmii 3aci6. KOHTPOIb rOTOBOrO
KapTOHHIN ynakoBLi NiKapcbKoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS roTOBOTrO NikapCcbKOro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAXEHNX MeTofax
BUNPOO6YBaHHS) He3HauHi 3MiHM 3a MOKA3HMKOM
"laeHTudikayis. 3asniza okcug YepBOHUMIA" B MeTofax
KoHTposito M13). Pefakuis B Hakasi -
UA/13920/01/03. NMponoHoBaHa pepakuis -
UA/13921/01/01.
138. | KEPABOPT Kpem 5 % no 250 mr nenmapk IHAiA nexmapk IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHW 3a UA/13581/01/01
Kpemy B calle; no 12 | dapmacbioT PapmacboTukan3 | TMny - 3MiHKW 3 AkocTi. API. KoHTponb A®I. 3miHa y peyenmom
abo 24 cawey vkans Jita,. nra. mMeTofax BunpobysaHHA APl abo BUXigHOIO

KapTOHHiiA Kopo6Lyi

marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeToAax
BUNPOBYyBaHHSA)

He3HauHi 3MiHV B MeTofax BUNpobyBaHHs AdI
imikBiMoay 3a nokasHukoMm «Particle size», y 3B’3ky
i3 JO0AaBaHHAM a/lbTEPHATUBHOIO IHCTPYMEHTY
Malvern Mastersizer 3000.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
139. | KITPYOA® KOHLeHTpaT Ans Mepk Wapni | LWBseiuapi BMPOGHUK Ipnangis/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu 3a UA/16209/01/01
pO34nHYy AN Ooym IAEA A Hepo3acoBaHol Higepnanaun 1 TMny - 3MiHK 3 AkocTi. ADL. (iHLWi 3MiHK) - peyenmom
iHdy3iit, 25 mr/mn; 6X NPOAyYKLUii, KOHTPO/b / Benbria/ BniposagxeHHA oHoBneHux po3ginis CTD ans
no 4 mn AKOCTI Ta HimeuunHa nikapcbKoi cybcTaHLji 415 BUPOGHNYOro canTy
KOHUEeHTparty y TecTyBaHHS Boehringer Ingelheim y m. Biberach (BIB),
nakoHi; no 1 cTabinbHoCTI, BK/1HOYAKOUN HE3HAYHI 3MiHW Ta HE3HAYHI OHOB/IEHHS
h/1aKoHy 3 nepBuHHE [0CbE
npenapaTrom B nakyBaHHs: MC/,
KapTOHHiiA KopooLyi IHTEepHeLwHN

M6X/MC/ IpnaHgis
(Kapnoy), IpnaHgisi;
KOHTPO/Ib SIKOCTi Ta
TecTyBaHHs
cTabinbHocTi: MCL,
IHTepHeLUHN
M6X/MC/ IpnaHgis
(BpiHHi), IpnaHgis;
KOHTPO/Ib SIKOCTi Ta
TecTyBaHHs
cTabinbHOCTI
roToBOroO
nikapcbkoro 3acoby,
BUK/IOYA0UN
TecTyBaHHS
akTmBHoCTI ELISA
(akTMBHICTb Ta
ineHTudikauis):H.B.
OpraHoH,
HigepnaHgu;
KOHTPO/Ib SIKOCTi Ta
TecTyBaHHs
cTabinbHOCTI
roToBOroO
nikapcbkoro 3acoby:
MC/, Biotek B.B.,
Higepnangu;
KOHTPO/Ib AKOCTi Ta
TecTyBaHHs
CTabiNIbHOCTI
roToBOro
nikapcbkoro 3acoby,
BUK/THOHA0UN
TecTyBaHHs
aKkTuBHoCTi ELISA
(akTuBHICTb Ta
ineHTndikauis):
MC/, Biotek B.B.,
Higepnangu;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
TecTyBaHHs
cTabinbHOCTI:
TecTyBaHHS
LifliCHOCTI 3aKpUTTS
KOHTelHepy:
HysicaH MM6X,
HimeyvunHa;
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHs1, J03BiN
Ha BUMYCK cepii:
OpraHoH XelicT 6B,
Benbris abo Mepk
Wapn i Joym B.B.,
HigepnaHnam
140. | KNONIAOIPEN | Tabnetku, BKpUTI TOB YkpaiHa CAHO®I BIHTPOIN dpaHLis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/11825/01/01
b-CAHO®I NNiBKOBOKO "CaHodi- IHOACTPIA | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI, N0 75 ABeHTIC hapmakoHarnsagy (iHwi 3mMiHn) - 3MiHW BHECEHO B
Mr Ne 14 (14x1): no YkpaiHa" TEKCT MapKyBaHHA NepBUHHOI ynakosku n. 6. IHLLE
14 TabneToK y (yTOYHEeHHS iHchopMaLii LLoA0 NoroTmny 3asiBHUKA Ta
6nicTepi; no 1 TeXHiIYHOI iHchopmawii), a TakoX BTOPUHHOI yNakoBKn
6nictepy B nikapcbkoro 3acoby n. 17. IHWE (yTo4YHEeHHs
KapTOHHI kopobLyj; iHhopmaii Wwoao noroTuny 3asBHUKa). TepMiH
Ne 30 (30x1), Ne 90 BBEJEHHS 3MiH- NPOTAroM 6 micsauiB
(30x3): no 30
Tabnetok y 6nictepi;
no 1 a6o no 3
6nictepu B
KapTOHHI KopobLii
141. | KO-QUPOTOH® | Tabnetku, 20 BAT YropwumHa BAT "leneoH Monbwa BHECEHHS 3MiH 40 pPeecTpaLiiHnX MmaTtepiasis: 3MiHK 3a UA/8634/01/02
mr/12,5 wmr, no 10 "l'epeoH PixTep", YropwuHa | Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta peyenmom
Tabnetok y 6nictepi; PixTep" (Bunyck cepii); TOB hapmakoHarnagy. 3miHa 4actoT Ta/abo TepMiHIB
nola6ono3 "lepeoH Pixtep NOAAaHHSA perynsipHO OHOBJ/IIOBAHMX 3BITIB 3 6e3nekn
6nictepu y Monbwa”, MonbLa nNikapcbKnx 3acobiB - 3MiHa TepMiHY NoAaHHS
KapTOHHII ynakoBLi (BUPOGHMLTBO perynsipHoO OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn (PO3B)
Hepo3dgacoBaHol nikapcbKkoro 3acoby: [itova pegakuis: Yactora
NpoAyKLUii, NepBrHHA nogaHHa PO3B - 5 pokis; KiHueBa garta ons
ynakoBKa, BTOPUHHa BK/IOYEeHHA aaHnx no PO3b - 16.02.2026 p.; gata
ynakoBka); TOB nogaHHa PO3b - 16.05.2026 p. MNponoHosaHa
"l'epeoH Pixtep pepakuis: YactoTta nogaHHa PO3B - 5 pokis;
Monbwa”, Monblwa KiHueBa gata ans BktoveHHs gaHux o PO36 -
(KOHTpOSIb SIKOCTI Ta 23.09.2025 p.; gara nogaHHA PO3b - 22.12.2025 p.
BMNYCK cepil) PekomeHf0BaHO [0 3aTBEPIKEHHS BiAMNOBIAHO A0
NepiofVYHOCTI NOJaHHSA PErynsapHO OHOB/IOBaHUX
3BITiB 3 6e3nekn nikapcbkmx 3acobis y
€sponeiicbkoMy Cotosi.
142. | KOKAPBOKCU PO3YMH ANA iH EKLA, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHW 3a UA/15971/01/01
NA3N 50 Mr/2 ma, no 2 mn "BIODPAPMA "BIODAPMA" | TMNYy - 3MiHK 3 sIKOCTi. FOTOBWIA NiKAPCbKUIA 3acib. peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
rigPOXnopPvg | s amnynax; no5 " KoHTposb roToBoOro nikapcbkoro 3acoby. 3miHa y
amnyn y 6nictepi, no MeToAax BUNPO6yBaHHSA roTOBOrO J1iKapCbKOro
1 abo 2 6nictepn y 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHMX MeTofax
nauui BUNPOOYBaHHSA) - BunpasneHHs Ha3Bu peakTusy 3
«HaTpilo renTuacyboHaTy P» Ha «HaTpito
rentaHcyiboHaty P» y MeToAi KOHTPO/Ho 3a M.
«KinbKicHe BU3HAYEHHS», Y 3B'A3KY i3 AONYLLEHO0
HETOUHICTIO B XOAj nepeknafy aHrMOMOBHOI Ha3BM
[laHOro peakTyBYy Ha YKpaiHCbKy MOBY. BignosigHo
£o [1dY, Ha3sa aHoro peakTmBy — «HATPIIO
rentaHcynboHar P», choopmyna -(C7H15NaO3S),
CAS [22767-50-6]. 3anponoHoBaHa 3MiHa He Hece
BMN/IMBY Ha METOZ, KOHTPO/IO abo kpuTepii
NPUAHSATHOCTI flaHOro MeToAY, i, BiANOBIAHO, He Hece
BMJ/IMBY Ha SIKICTb FOTOBOIO J1iKapCbKOro 3acoby
143. | KOKAPHIT niodpinizat ans TOB YkpaiHa E.l.MN.1.Ko. €rmnet BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/8392/01/01
pO34nHYy AN "YOPNA | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peyenmom
iH'ekuin; 3 amnynu 3 MEANLIAH" KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
niodpinizatom y MeToJax BUNPOGYBaHHS FOTOBOrO J1ikapCbKOro
KOMMNNEKTi 3 3 3acoby (He3HayHa 3MiHa y 3aTBepKEeHUX MeTofax
amMmnynamu BMNpobyBaHHA) He3HayHa 3miHa 3a nokasHuKamu
po3uunHHuka (0,5% "KinbkicHe B13HaueHHs. [IuHaTpilo afeHo3nH
PO34MH NifoKaiHy Tpudpocdat Tpurigpat. Kokapbokcunasa.
rigpoxnopuay) no 2 HikoTnHamig" Ta «KinbkicHe BU3HAYEHHS.
M/ Y KOHTYpHIlA MeTunnaparigpokcnbeHsoar i
YapyHKOBIli nponinnaparigpokcnbeHsoar» metogom BEPX wopao
ynakosuj; no 1 XapakTepucTuKM yTpuMaHHs nikis "RT", a came:
KOHTYPHIlA NPOMOHYETHLCS 3a3HAYUTY "Yac yTPUMaHHS nikis"
YapyHKOBII ynakoBLi 3aMiCTb NOMW/IKOBO 3aTBEPAKEHOro "BigHOCHWI Yac
B KQpPTOHHIi kopobui YTPYMaHHS nikis"
144. | KOMBIrPUMN Tabnetku, no 4 OPIAHOCU OAE EBepTomxeH Navidh IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/2068/01/01
AEKCA® Tabnetkn y 6nictepi H CaeHcu3 Jlimiteq | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
3 chonbrn NIAN®OCAEH thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO Y
J/TIOMIHIEBOI | NNIBKN CnN3 (E® TEKCT MapKyBaHHs nepBuHHOI (n. 6. IHLWWE) Ta
NONIBIHINIXI0PUAHOT; 3ETI) BTOPUHHOI (n. 17. IHLLE) ynakoBku nikapcbkoro

no 1 6nictepy y
nautli 3 kKapToHy; no
20 nayok y rpynositi
nauui 3 kKapToHy; Nno
8 TabneTok y
6nictepi 3 honbrn
atoMiHIEBOT i MNIBKN
NONIBIHIIXI0PUAHOT;
no 1 6nictepy y
nauui 3 kKapToHy; Nno
10 navokK y rpynosi
nauti 3 kKapToHy; no
4 TabneTkn y

3acoby. BBefeHHs 3MiH MpPOTAromM 6-Tu micsyis nicns
3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
6nicTepi 3 honbru
atoMiHieBOT; no 1
6nictepy y nauui 3
KapToHy; no 20
navoK y rpynosii
nauuj 3 KapToHy; Nno
8 TabneTok y
6nicTepi 3 honbru
antoMiHieBoT; no 1
6nicTepy y nauuyj 3
KapToHy; no 10
navok y rpynosii
nauti 3 kKapToHy; no
4 TabneTkn y
6nictepi i3 ponbrn
alomiHieBoi; No 1
6nictepy y
naneposomy
KOHBepTI; no 20
nanepoBux
KOHBEpTIB Yy rpynosii
nauui 3 KApToHY
145. | KOMBIrPUMN NOPOLLOK A/1A OPIAHOCU OAE EBepTomKeH Naiich IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 6e3 UA/11503/01/01
XOT CIN® Opa/1bHOro PO34YUHY H CaeHcus flimiteq | TMny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI Ta peyernma
3 IMMOHHUM cMakoM | JIAMPCAEH thapmakoHarnagy (iHwi 3MiH1) 3MiHWM BHECEHO Y
no 5 r NopoLuKy B CnN3 (E® TEeKCT MapKyBaHHsS nepBuHHOI (M. 6. IHLWE) Ta
cawe, no 10 cawe B 3ET ) BTOPUHHOI (N. 17. IHLWE) ynakoBku nikapcbKoro
KapTOHHI KopooLli 3acoby. BBefeHHs 3MiH MpOTAromM 6-Tu micsyiB nicns
3aTBEPAKEHHS
146. | KOMBIrPUM NOPOLLIOK ANs OPrAHOCWU OAE EBepTogxeH Navid IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/11504/01/01
XOT CIn® OpasIbHOro PO34nHY H CaeHcu3 Nlimiteq | Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta peyenma
3 MaJINHOBUM NAN®CAEH hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y
CMakoMm no 5r Cu3 (E® TEeKCT MapKyBaHHS nepBuHHOT (N. 6. IHLLE) Ta
NOpPOLLKY B calue, no 3ETI) BTOPUHHOI (N. 17. IHLIE) ynakoBku nikapcbKoro
10 cawe B 3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu MicsiLiB nicns
KapPTOHHI KOpooUi 3aTBEPKEHHSA
147. | KOMBIrPUN® Tabnetku, no 8 OPIAHOCU OAE EBepTomxeH Navich IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/2913/01/01
Tabnetok y 6nictepi H CaeHcus fNimites | Tuny - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI Ta peyenma
3 hosbrn NANOCAEH hapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO Y
/TIOMIHIEBOI | NNIBKN Cn3 (E® TEKCT MapKyBaHHs nepBuHHOI (n. 6. IHLWE) Ta
noniBiHiNX10puAHOT 3ETI) BTOPUHHOI (M. 17. IHLLUE) ynakoBku nikapcbkoro

abo no 8 TabneTok y
6nicTepi i3 chonbru
a/loMiHieBoi; no 1
6nictepy y navui 3
KapTOHY; no 8
Tabnetok y 6nictepi
3 dhosibrn

3acoby. BBefeHHs 3MiH NpOTArom 6-Tv MicsiLiB micns
3aTBEPAKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

IOMIHIEBOT | NNiBKN
noniBiHIIXN0PUAHOT
abo no 8 TabneTok y
6nicTepi i3 chonbrn
atoMiHieBOT; no 1
6nictepy y nauui 3
KapToHy; no 10
navoK y rpynosii
nauuj 3 KapToHy; Nno
4 TabneTkn y
6nicTepi 3 honbru
antoMiHieBol; no 1
6nictepy y
nanepoBomy
KOHBepTi; no 20
nanepoBux
KOHBEPTIB Y rpynoB.iii
nauuj 3 KapToHy; Nno
4 TabneTkn y
6nicTepi 3 honbru
antoMiHieBoTl; no 1
6nicTepy y navuyj 3
KapToHy; no 20
navok y rpynosii
nauui 3 KApToHY

148.

KOMBICMA3M
®

Tabnetku, no 10
Tabnetok y 6nictepi
3 chonbrn
atoMiHieBOT Ta
nniBKn
NONiX/I0PBIHINOBO;
no 1 6nictepy B
KapTOHHI nayui; no
10 TabneTok B
asloMiHiEBOMY
6nictepi; no 1
6nictepy B
KapTOHHI nauui; no
10 TabneTtok B
anioMiHieBoMy
6nictepi; no 2
6nictepu B
KapTOHHI nayui

OPrAHOCW
H
NAN®CAEH
CU3 (E®
3ET 1)

OAE

NOBHUIA LWKN
BMPOGHMLTBA:
EBepTomxeH Navid
CaeHcus Jflivites,
IHAis;
NOBHWIA LMKN
BMpOOHULTBA:
TOB "MAPI®APM",
CnoBeHis

IHais/
CnoBeHis

BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)
3MiHM BHECEHO Y TEKCT MapKyBaHHS1 NePBUHHOI (M. 6.
IHLWE) Ta BTOpWHHOI (N. 17. IHLWE) ynakoBku
nikapcbKoro 3acoby. BBefeHHs 3MiH NpPOTArom 6-T1
MicsLiB nicns 3aTBepKeHHS. 3MiHK | Tuny - 3MiHN 3
AKocTi. FOTOBWI Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnoptoBanbHWii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOrO NiKapCbKOro 3acoby (BU/TYYEHHS
yMakoBKM MEBHOTO PO3MipY)

BunyyeHHs ynakoBku NEBHOTO po3Mipy, a came: rno
10 TabneTok y 6nicTepi 3 honbru anoMiHieBoi Ta
nAiBKM NOMIXM0PBIHINOBOT; No 1 a6o 10 6nicTtepis
pasom i3 iHCTPYKLI€0 419 MEANYHOIO 3aCTOCYBaHHS
NOMILLAI0Tb B KAPTOHHY Nauyky; no 10 TabneTok B
antomiHiesomy 6nictepi; no 1 6nictepy pasom i3
IHCTPYKLEIO A1 MEJNYHOIO 3aCTOCYyBaHHS
NOMILLLAI0Tb B KAPTOHHY Mayky; No 10 KapTOHHMX
nayvyoK NOMILLAalTb Yy F'YpTOBY KApTOHHY nadyky; no 10
Tabnetok B antoMiHieBoMy 6icTepi; no 10 6nicTepis
pa3om i3 iHCTPYKLi€o 418 MEeANYHOTO 3aCTOCYBaHHS
NOoMILLIAI0Tb B KAPTOHHY Mayky. 3MiHW BHECEHO B

6e3
peuyenma

nionsieae

UA/3088/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
po3ain "YnakoBka" B iHCTPYKLtO 4719 MEANYHOIO
3aCTOCyBaHHS NikapcbKoro 3acoby y 3B'A3KY 3
BUJTYYEHHAM NEBHOr0 PO3Mipy YNakoBOK Ta K
Hacnigok - y po3ain "Kareropis Bignycky".
BignoBigHO BUNYyYEHO TEKCT MapKyBaHHs
BiANOBIAHMX YNaKOBOK NiKapCbKOro 3acooby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
149. | KOMBICNA3M TabneTku, BKpUTI OPrAHOCWU OAE EBepTogxeH Navid IHAis BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 6e3 UA/15710/01/01
® NNiBKOBOKO H CaeHcus flimiteq | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenma
FTACTPOKOM® | o6onoHkoto, no 10 NANOCAEH hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y
OPT TabneTok, BKpUTUX Cu3 (E® TEKCT MapKyBaHHs nepBuHHOT (N. 6. IHLLE) Ta
nAiBKOBOIO 3ET ) BTOPUHHOI (N. 17. IHLWE) ynakoBku nikapcbKoro
060/10HKOI0, Y 3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu MicsiLiB nicns
6nicTepi 3 NiBKK 3aTBepKEHHA
anomiHieBoi Ta
onbru
antoMiHieBoi; no 1
abo 2 bnictepn y
nauui 3 KapToHy
150. | KOHBEPIYM Tabnetkv no 300 wmr, Megnokemi Kinp Mepokemi T/, Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/12201/01/02
no 10 TabneTok y nTa (UeHTpanbHuii I TMny - AaMiHiCTpaTBHI 3MiHWU. BunyyeHHs peyenmom
6nictepi, no 3 abo 3aBop) BMPOBHNYOT AiNbHULI (BKNHOYAOUN AiNbHULI ANS

10 6nicTepis B
ynakoBLj

A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs1, BUPOGHYKA, BifNOBigaibHOro 3a BUMYCK
cepiii, Mmicue NPoBeAEHHs1 KOHTPOIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE) -
BUNy4YeHHs BUpobHuka A®I Zhejiang Apeloa Jiayuan
Pharmaceutical Co., Ltd., Kutaii. 3mitu | Tvny -
3MiHu 3 aKocTi. CepTudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI €BpoNeinchbkKil
thapmakonei/mMmoHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMKHOT peyoBMHM (cepTudikaT Bi4NOBILHOCTI
€Bponeiicbkiin hapmakoner) - OHOBEHWIA
cepTuqikaT Bif y)Xe 3aTBepAKEHOro BUpoOHMKa.
MogaHHA OHOBNEHOrO cepTudikaTa BignosigHOCTI
€Bponeiicbkilt hapmakonei Ne RO-CEP 2017-151 -
Rev 04 ans pitouoi peyosunHu Irbesartan Bupo6Hvka
ZHUHAI RUNDU PHARMACEUTICAL CO., LTD.
3MiHu | TUnNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignoBigHOCTI
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peecmpayiliHo2o
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€sponelicbkinn hapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/nPoOMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
HOBOro BUPO6HUKA (3amiHa abo [AO0MOBHEHHS) -
noAaHHsa HOBOro cepTtudpikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne RO-CEP 2017-151 -
Rev 01 ans gitoyoi peyosmHu Irbesartan Big, HOBOro
BMpo6bHMka ZHUHAI RUNDU PHARMACEUTICAL
CO., LTD. Ak Hacnigok, 3miHu y cneuudikauii APl 3a
NOKa3HUKOM «3aUTMLLKOBI PO3UNHHUKM». 3MiHN | TUNYy
- 3miHu 3 siKocTi. CepTudpikat BignosigHocTiI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/YYEHHS cepTudikaTa BifgnoBigHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBEpIXEHOro BUPOOHMKA.
MopaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponevicbkin hapmakonei Ne RO-CEP 2017-151 -
Rev 02 ans gitoyvoi pevoBuHm Irbesartan Bupo6Huka
ZHUHAI RUNDU PHARMACEUTICAL CO., LTD.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBEpIXEHOro BUPOOHMKA.
MopaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponevicbkin hapmakonei Ne RO-CEP 2017-151 -
Rev 03 ans gitouoi pevoBuHm Irbesartan Bupo6Huka
ZHUHAI RUNDU PHARMACEUTICAL CO., LTD.

151.

KOHBEPIYM

Tabnetkv no 150 wmr,
no 10 Tabnetok y
6nicTepi, no 3 abo

Megokemi
nTa

Kinp

Megokemi NT[,
(UeHTpanbHuii
3aBofa)

Kinp

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu
| TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKYN AiNbHUL ANS

3a
peyenmom

UA/12201/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
10 6nicTepis B A®I, npomikHOro NpoAyKTy abo rotoBoro
ynakoBLj nikapcbKoro 3acoby, AiNbHULI ANs NpoBefeHHS

nakyBaHHs, BUPO6HWMKa, BigNOBifa/IbHOrO 3a BUMYCK
cepiii, MmicL,e NpoBeAEeHHS KOHTPOSO cepii) abo
nocTavasibHVKa BUXigHOro marepiasny, peareHty abo
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE) -
BWy4YeHHs BUpobHuka A®I Zhejiang Apeloa Jiayuan
Pharmaceutical Co., Ltd., Kutaii. 3mitu | Tvny -
3MiHn 3 aKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignosigHOCTI abo
BWyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBMHM (cepTudikaT Bi4NOBILHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepIXEHOro BUPOOHMKA.
MogaHHsA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkilt hapmakonei Ne RO-CEP 2017-151 -
Rev 04 ans pitouoi pevoBuHm Irbesartan Bupo6Huka
ZHUHAI RUNDU PHARMACEUTICAL CO., LTD.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudpikara BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMIKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
HOBOroO BMPOGHMKa (3amiHa abo AOMOBHEHHS) -
nofaHHsA HOBOro cepTudikara BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne RO-CEP 2017-151 -
Rev 01 ans gitoyoi peyoBmHuM Irbesartan Big HOBOro
BMpo6bHMka ZHUHAI RUNDU PHARMACEUTICAL
CO., LTD. Ak Hacnigok, 3MiHn y cneundikauii A®| 3a
MOKa3HNKOM «3a/IMLLKOBI PO3YMHHUKW». 3MiHK | Tuny
- 3MiHM 3 AkocTi. CepTudikat BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
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152.

KOPBA/ITAB

TabneTku, BKPUTI

TOB

[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHMKA.
MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne RO-CEP 2017-151 -
Rev 02 ana gitoyoi pevoBuHY Irbesartan BUpo6HMKa
ZHUHAI RUNDU PHARMACEUTICAL CO., LTD.
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosBigHOCTI
€sponelicbkinn hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI
abo BuyyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBMEHWIA
cepTuddikaT Bif yxe 3aTBepKEHOr0 BUPOOHMKA.
MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne RO-CEP 2017-151 -
Rev 03 ana gitoyoi pevoBuHY Irbesartan BUpo6HMKa
ZHUHAI RUNDU PHARMACEUTICAL CO,, LTD.

153.

EKCTPA

NA30/IBAH®

nAiBKOBOIO
060n10HKOt0, Mo 10
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn
B KapPTOHHI nayui

"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK
| TMny - 3MiHK 3 AkocTi. APl BupobHuuTBOo. 3MiHN B
npoueci BupobHuuTBa A®| (iHWi 3MiHN) BHECEHHS
3MiHM B TEXHOJIOTYHWIA NpoLiec BUPOGHULTBA ADI
eTnI0BOro equipy a-6pomMizoBasiepiaHoOBOT KUC/OTH,
BMpO6HMLTBA TOB «®apmxim», YkpaiHa, y 3B'A3Ky i3
ONTUMI3aLi€er0 TEXHOMOrMYHOro NpoLecy, a came: -
[04aHO0 BUTPMMKY Npy NepeMillyBaHHi nicns
3aBaHTaXEHHS KNC/I0TU i30BasIepiaHOBOI Ta X/1opuay
TIOHINY; - AOA4AHO HarpiB Ta BUTPUMKY Nicns
[03yBaHHA 6pomy; - 3MiHEHO Temnepartypy
0XO/IOMKEHHS peakuiiiHoi macu 3 20-25° C Ha 45-
50°C; - BUAanNeHo fineHHs wapis nicns
3aBaHTaXeHHS CNUPTY eTU0BOrO Ta KUCNO0TH
cipyaHoi; - 4oAaHO MPOMUBKY BOAOK MUTHO MiCNA
HeiTpanisauii po34nMHOM rigpokapboHaTy HaTpito; -
[04aHO0 NOBTOPHWIA PO3TiH chpakLili

6e3
peuyenma

UA/14729/01/01

A1 IHOY3IA

PO34mnH ANs iHdy3ilA,
15 mr/2 mn no 2 mn
B amnynax; rno 10
amnyn y KapTOHHIN
KopoobLi

TOB
"Onenna
Xernckea
Ykpaiva"

Ykpaina

CAHO®I C.P.J.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - AgMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
NikapcbKoro 3acoby - 3mMiHa TOProBoi Ha3Bu
nikapcbkoro 3acoby 3 /IA30/IBAH® Ha
NA30/IBAH® pnsi iHQy3il.
[itoua pepaxuis:
NTA3O/IBAH®
LASOLVAN®

lMponoHoBaHa pegakLuis:

3a
peyenmom

He
nionsieae

UA/3430/04/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
NTA3OJIBAH® pns iHdysili
LASOLVAN® for infusion
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
3aTBEPAKEHHS
154. | NA30J/IBAH® 3 | cupon, 30 Mr/5 Mn, TOB YkpaiHa [Jenbchapm Peiimc, PpaHuis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 6e3 nionsieae UA/13771/01/01
NONYHUYHO- no 100 mny "Onenna dpaHuis Icnanis | TMRy - 3MiHK 3 AKkoCTi. FOTOBWIA NiKapCbKuii 3aci6. peyernma
BEPLUKOBUM donakoHi; no 1 Xenckea CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
CMAKOM hnakoHy B YkpaiHa" BepiHrep PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
KOMM/IEKTI 3 IHrenbxanm Ecnana, (BUYYEHHS YNakoBK1 NEBHOrO PO3Mipy)
NnnacTUKoOBUM CA, Icnanis BunyuyeHHs ynakosku 200 M, Y 3B'A3KY 3 TUM, O
MipPHUM KOBNA4KoM y nikapcbkuii 3aci6 He Byae GinbLie BUpo6aATUCS Y
KapTOHHI KOPOOL; 3a3Ha4yeHoOMy (oN1aKoHi.
3MiHM BHECEHO B iHCTPYKLUilO AN MEAUYHOTOo
3acTocyBaHHSA NiKapcbKoro 3acoby y po3ain
«YnakoBka», SIK HAaCMifOK — BUYYEHHS yNaKkoBKW
NeBHOro po3mMipy. BBefeHHS 3MiH NpoTArom 6-tu
MicALiB Nic/a 3aTBEPAKEHHS.
155. | NANPOHEKCT Kpanni O4Hi, PO34uH, Hekctchapm | Pecny6nik PADAPM CA Ipevis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/17840/01/01
KOMBI (50 mkr+5 mr)/mn no v6X a ABcTpis | TMny - 3miHK 3 AkocTi. CepTudpikart peyenmom

2,5 Mn y dhnakoHi-
KpanenbHuui; no 1
hnakoHy-
KpanesibHuLj y
KapTOHHI KOpo6Lii

BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudpikaTa BifnoBiAHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)e 3aTBepAXeHOro BUPoObHUKa -
noAaHHA OHOBMIEHOTO cepTudikaty BiANOBIAHOCTI
€Bponelicbkin hapmakonei CEP 2021-058-Rev 01
Bif, 3aTBEpAKEHOro BUpobHUKa Yongsung Fine
Chemicals Co., Ltd. gito4oi pe4yoBuHM fnaTaHoONpPocT
y 3B’A13Ky 3i 3MiHOIO0 Ha3BU BNPOGHKKA, MicLe
BMPOOHULITBA HE 3MiHMNOCH (3aTBepaxeHo: RO-CEP
2021-058-Rev 00, Yongsung Fine Chemicals Co.,
Ltd.; 3anponoHoBaHo: CEP 2021-058-Rev 01 YS
LIFE SCIENCE CO LTD). 3miHu | Trny - 3MiHu 3
sikocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BUXigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpObHULTBI ADI; ans
[0MNOMDKHOT peyoBmHK (cepTudikaT BigNOBIAHOCTI
€Bponelicbkiin dpapmakonei) - OHOBMEHUIA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
cepTudikaT Bif yxe 3aTBepXEHOro BUPOOHWKa -
noJaHHA OHOBJ/IEHOro cepTuddikary BignoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2001-296-Rev
05 Big 3aTBEpMAXEHOr0 BUpOo6HUKa EXCELLA
GMBH, FEUCHT, GERMANY (8151) gitouoi
PEYOBUHY TUMOJIONY MasieaT y 3B’A3KY 3i 3MIHO
Ha3BU BUPOBHNKA, MicLe BUPO6HMLITBA He
3MiHuNocCh (3aTBeppxkeHo: R1-CEP 2001-296-Rev
04 EXCELLA GMBH, FEUCHT, GERMANY (8151);
3anpornoHoeaHo: R1-CEP 2001-296-Rev 05
EXCELLA GMBH & CO. KG FEUCHT, GERMANY
(12338).
156. | NIEBOAPONPO | nopoLuok TOB YkpaiHa XyHaHb [xyaiaH KnTaii BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3miHa - UA/18660/01/01
MISVH (cybeTaHuis) y «TNEQDAP XOHrsHr 3aaBHuka /13 (MIBM) (BnacHuka peectpauiiiHoro
noABIiHMX M NTO» dapmacsbtoTikan Ko. nocsigyeHHsn) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
nonieTuIeHoBKX nrp. 460).
nakertax gns
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA
157. | NEKAPHITA PO3YUH N5t iH'EKLN, MEPPEPI ITania XENN C.A. Ipeuis BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/13814/01/01
1r/5mn;no5mne PAPMAYEY YTOUYHEHHS peecTpaLiliHoi npoueaypw B Hakasi MO3 peyenmom
amnyni; no 5 amnyn TIHI CPN Ykpainn Ne 1720 Big 09.10.2024 - 3minHu Il Tuny -
y nayi 3 KapToHy 3MiHu 3 saKocTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NpoOMiKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa BUpOGHMKA
(BKIIOYatOUM, Ae HeobXigHO, MicLe NPoBeAEHHS
KOHTPO/II0 iKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiANoBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPMAXEHOMY [0CbE)(BBEAEHHS HOBOrO
BMpoGHUKa A®| 3 HaaaHHAM MacTep-thaiina Ha Adl)
- [lopaBaHHs HOBOro BMpPo6HUka AdI Liaoning
Koncepnutra Co., Ltd, Kutain 3 HagaHHAM macTep-
thaiina Ha A®| (DMF Homep 2023-00 version; gata
OCTaHHbOro nepernggy 15.03.2023 poky).
158. | NIHEKC BEBI® | nopoLwok ans CaHpos CnoBeHisi Nek CnoBeHis BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTtepiasiiB: 3MiHK 6e3 UA/14576/01/01
OpasibHOT cycneHsit, PapmacboTi dPapmaLeBTUYHa | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenma
1 000 000 000 Kan3 A.4. KomnaHia g.4., thapmakoHarnagy. BeefeHHs abo 3miHu o
KYO/nakeT; no 1,5 CnoseHis y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy

y nakeTi; no 10 abo
20 nakerTiB B
KapTOHHI KOpOOL;

(BMpOGHMLTBO "in
bulk", nepsnHHe Ta
BTOPVIHHE
nakyBaHHs); Jlek
dPapmaLeBTUYHa
KoMnais g.4.,
CnoBeHisa (KOHTPONb
cepii); Nek
PapmaueBTUyYHa

(BBEAEHHS y3ara/lbHEHUX AaHWX MPO cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;

KOHTaKTHOI 0CO6U 3 hapMakoHarnsay 3asiBHMKa 415
3ailicHeHHs thapmakoHarnsay B YkpaiHi, SKLL0 BoHa
BigMiHHa Big, yNOBHOBaXKEHOI 0COOM, BifnoBigaIbHOI
3a 3jjlicHeHHs hapMakoHarnsay (BkiYakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
haiina cuctemu chapmakoHarasgy) 3miHa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KoMnaHis g.4.,
CnoBeHisa (KOHTPONb
Ta BuUNycK cepii)

YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BifMoBifa/IbHOT 3a
hapmakoHarnsag.

[itova pepakuis: fasig [xoH Nesic / David John
Lewis. MNMponoHoBaHa pepakuis: Juergen Maares /
HOpreH Maapec. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0CO6M 3asiBHUKA,
BiANOBIA&/ILHOT 32 hapmakoHarnsag B YkpaiHi. Jitoua
pegnakuis: Opnos B'auecnas BikToposuy.
MponoHoBaHa pegakuis: TaHacoBa 3opsHa
MuKonaiBHa. 3MiHa KOHTaKTHUX SAaHWUX KOHTaKTHOI
ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 macTep-aiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micusi
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.

159.

NIHEKC®

Kancynu Teepgi, no
32 kancynuny
chnakoHi; no 1
dhnakoHy B
KapTOHHI kopobuyj;
no 8 kancyny
6nicTepi; no 2, abo
no 4; a6o no 6
6nictepiB y
KapTOHHI KOpo6Lii

CaHpo3
dapmacbHoTi
kans 4.4.

CnoBeHis

Nex
dapmMaueBTUYHa
KoMnaHisa g.4.,
CnoseHis ( BUnycK
cepii); Nek
dapmMaueBTUYHa
KomnaHia g.4.,
CnoBeHis
(BUPOBHMLTBO in
bulk, nakyBaHHs)

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo 3miHn fo
y3aranibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOi 0c0o6u 3 thapMakoHarnagy 3assHuKa s
3ajiicHeHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjiicHeHHs hapmakoHarnsay (BkioYaum
KOHTaKTHI iaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0C06M 3a8BHUKA, BifMNoBifaIbHOT 3a
thapmakoHarnag. ditoya pegakuis: Aasig JxoH
Nesic / David John Lewis. MNponoHoBaHa pegakuis:
Juergen Maares / FOpreH Maapec. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Opnos
B'auecnas BikToposuy.MponoHoBaHa pefakuis:
TaHacoBa 3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI ocobu 3asBHUKa, BiANOBiAaIbHOT
3a papmakoHarnag B Ykpaini. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micusi
3[iICHEHHSI OCHOBHOI AiSNIbHOCTI 3 hapMakoHarisgy

6e3
peyenma

UA/14267/01/01

160.

NiNPA3MA 10

Tabnetku, no 10
Tabnetok y 6nictepi;
no 3 6nictepu y

My6niyHe
akuioHepHe
TOBapuCTBO

YkpaiHa

BMPOBHULITBO 3a
MOBHUM LMK/IOM:
My6niyHe

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignoBigHOCTI

3a
peyenmom

UA/6916/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
naui 3 kKapToHy; Nno "HaykoBo- akKuioHepHe €sponelicbkinn hapmakonei/moHorpadii. NogaHHs
60 a6o no 90 BMPOGHUYNIA TOBapuCcTBO HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI
Tabnetok y LeHTp "HaykoBo- ab60 BuUyYeHHs cepTudiikarta BiANOBILHOCTI
KOHTeliHepi; no 1 "Bopuariscb BMPOOHUYNIA LLEHTP €Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
KOHTEeWHepy y naui KWiA Ximiko- "BopLyariBcbkuii matepiany/peareHTy/nPoOMbKHOIo NPOAYKTY, WO
3 KapToHYy thapmauesT Ximiko- BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
VNYHWI hapmaueBTUYHNI [LOMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
3asofg" 3aBof", YKpaiHa; €Bponelicbkiin hapmakoner) - OHOBEHWIA
BMPOBHULITBO, cepTuddikaT Bif y)Xe 3aTBepKEHOro BUPOOHMKA.
nakyBaHHs, BUMYyCK MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
cepiii: ToBapucTBo 3 €Bponeiicbkilt hapmakonei Ne R1-CEP 2003-064 -
06MEXEHO0 Rev 04 (3atBepmkeHo: R1-CEP 2003-064 - Rev 03)
BigNoBiAa/IbHICTIO ana A®| nisuHonpwny Avrigpaty Bif 3aTBEPAXEHOro
"ATPO®APM", BUpo6HUKa ZHEJIANG HUAHAI
YKpaiHa; KOHTPOs1b PHARMACEUTICAL CO. LTD., Kutaii.
cepiii: ToBapucTBoO 3 3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
06MEXeHOo BignosigHocTi/IE-cepTudikar BignosigHoCTi
BiANOBIAA/IbHICTIO €sponelicbkili hapmakonei/MoHorpadii. MogaHHA
"Hatyp+", Ykpaina HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponevicbkinn hapmakonei Ne CEP 2003-064 - Rev
05 ana A®I nisuHonpuny gurigpaTty Big
3aTBepaxeHoro Bupo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO. LTD., Kutaii. 3minu | Tuny
- 3MiHu 3 AkocTi. CepTudikat BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a6o
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPOOHWKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2003-064 - Rev
06 gns A®| nisHonpuny gurigparty Big,
3aTBepmAxeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO. LTD., KuTaii.
161. | NINPA3NA 20 Tabnetku, no 10 My6niuHe YKpaiHa BMPOOHULITBO 3a Ykpaina BHECEHHS 3MiH 10 peecTpauiiHux maTepiasis: 3MiHu 3a UA/6917/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
TabneTok y 6nictepi; | akuioHepHe NMOBHUM LMK/IOM: | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
no 3 6nictepun y TOBapUCTBO My6niuHe BignosigHocTi/lE-cepTudikar BignosigHoCTi
nauuj 3 KapToHy; Nno "HaykoBo- akuioHepHe €sponelicbkili hapmakonei/MoHorpadii. MogaHHA
60 a6o no 90 BMPOGHNYNIA TOBapUCTBO HOBOro abo OHOBMIEHOro cepTudikara BifnoBigHOCTI
Tabnetok y LEeHTp "HaykoBo- ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
KOHTelHepi; no 1 "Bopuyariscb BUPOGHNUNIA LLEEHTP €sponeiicbkiii hapmakonei: gns A®Il; ana BuxigHoOro
KOHTEeWHepy y nauui KW XimiKO- "BopLyariBcbkuii marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
3 KapToHYy hapmauesT XiMmiKo- BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
NYHUIA chapmaLeBTUYHUI [OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
3aBog" 3aBoj", YkpaiHa; €Bponelicbkin dhapmakoner) - OHOBEHWIA
BUPOGHULITBO, cepTudikaT Bif, yxe 3aTBepPAXEHOr0 BUPOGHMKA.

nakyBaHHs1, BUMyCK
cepiii: ToBapucTBoO 3
06MexeHot
BiANOBIAA/IbHICTIO
"ArPO®APM",
YKpaiHa; KOHTPOsb
cepili: ToBapucTBo 3
0bMexeHo
Bi4NoBiAa/IbHICTIO
"Hartyp+", YkpaiHa

MopaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponevicbkin hapmakonei Ne R1-CEP 2003-064 -
Rev 04 (3aTBepmkeHo: R1-CEP 2003-064 - Rev 03)
ana A®| nisuHonpuny Avrigparty Bif 3aTBEPAKEHOro

BMpo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO. LTD., Kutaii.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MNOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif ye 3aTBepXEHOro BUPOOHWKa -
noJaHHs OHOB/IEHOro cepTudpikarta BiANOBiAHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2003-064 - Rev
05 gnsa Ad| nisvHonpuny gurigparty Big
3aTBepaxeHoro BupobHrka ZHEJIANG HUAHAI
PHARMACEUTICAL CO. LTD., Kutaii. 3miHu | Tuny
- 3miHu 3 siKocTi. CepTudpikar BignosigHocTiI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/YYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOB/IEHOTO cepTudikarta BifnoBiAHOCTI
€Bponevicbkinn hapmakonei Ne CEP 2003-064 - Rev
06 ana A®I nisuHonpuny gurigpaTty Big
3aTBepAKeHoro Bupo6Huka ZHEJIANG HUAHAI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
PHARMACEUTICAL CO. LTD., Kutaii.
162. | IOPAHO Tabnetku no 10 wmr, CaHpo3 CnoseHis BUPOGHMLTBO in HimeuunHa/ | BHeCEeHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHK 6e3 UA/6985/02/01
no 7 Tabnetok y dapmacbHoTi bulk,nakyBaHHs, Monbwa | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernma
6nicTepi, no 1 Kans g.a. BMNYCK Cepil: thapmakoHarnsgy. BeegeHHs abo 3miHv oo
6nictepy B Cantotac ®apma y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
KapTOHHI kopobuy; M6X, HimeyuunHa; (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
no 10 Tabnetok y nakyBaHHS1, BUMyCK hapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
6nictepi, no 2 cepii: Nlek C. A., BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
6nictepu B Monbwa KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
KapTOHHI KopooLli 3AificHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
BigMiHHa Bif, yNOBHOBaXXEHOI 0CO6M, BifNoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnsgy (Bkiroyaun
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.
Litoua pepakuin: Aasig IxoH Jlesic / David John
Lewis. MponoHoBaHa peakuis: Juergen Maares /
tOpreH Maapec.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CcObun
3asBHVIKa, BiANoBiAaNbHOI 3a hapmakoHarnsg,
3MiHa KOHTaKTHOT 0CO6M 3asiBHUKA, BifgNoBigabHOI
3a (papmakoHarnsg, B Ykpaini. [itoua pefakuis:
Opnos B'auecnas Biktoposuy. MNponoHoBaHa
pepakuisi: TaHacoBa 3opsiHa MukonaiBHa. 3MiHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYMKA,
BiANOBIAaUIbHOI 3a hapmakoHarniag B YkpaiHi. 3MiHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iICHEHHS1 OCHOBHOI AiSNIbHOCTI 3 hapMakoHarisay
163. | IOPATAAVH- Tabnetkv no 10 wmr, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/2191/01/01
AAPHULSA no 10 TabneTtok y "®apmavueBT "®apmaLeBTnyHa | TMny - 3miHK 3 AkocTi. CepTudpikat peuyenma
KOHTYPHIl nyHa thipma dipma "fapHuusa” BignosigHocTi/lE-cepTudikat BignoBigHOCTI
YapyHKOBIli "AapHnus” €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
ynakosLi; no 1 noB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y
KOHTYPHil BigMNoBigHICTL 40 MOHorpadii 4PY abo
YapyHKOBIli ynakoBLyi €Bponelicbkoi hapmakonei, abo iHWOoT HauioHabHOT
y nauui thapmakonei gepxasu €C (iHLWi 3MiHK) MpuBeaeHHSA
po3ginis 3.2.P.4.1. Ta 3.2.P.4.2. peecTpauiiHoro
[0CbE Ha AOMNOMiXHY peqoBuHY MarHito cTeapar Ao
BMMOT MOHorpacii «Magnesium stearate» aitouoi
pepakuii €sponeiicbkoi Papmakonei. Y 38’A3ky 3
LM BHECEHO 3MiHWN A0 po3ainis: «laeHTudikayis»,
«KncnoTHicTb abo NyHiCTb» Ta «KinbkicHe
BM3HAYEHHS»
164. | NOCAPTAH NOPOLLIOK TOB YkpaiHa Bacyaxa ®apma IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHa - UA/16317/01/01
KANIO (cybeTaHuis) y «TNEO®AP Xewm Nimites, 3aaBHuka /13 (MIBM) (BnacHuka peectpauiiHoro
noaBIHNX M NTO» nocBigyeHHs) (3rigHo Hakaszy MO3 Big 23.07.2015 Ne
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
nonieTuIeHoBKX 460).
nakertax gns
dhapmaLleBTUYHOrO
3aCTOCYyBaHHSA
165. | IOCAPTAH NOPOLLIOK TOB YkpaiHa Inka TabopeTopic IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasnis: 3MiHa - UA/10325/01/01
KANIO (cybeTaHuis) y «FTNEQDAP Niviten 3aaBHuKa /13 (MIBI) (BnacHuka peecTpaviiHoro
noABIHNX M NTO» nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
nonieTuNeHoBmX 460).
naketax gns
thapmaueBTUYHOro
3acTOCyBaHHSA
166. | NIYKACT® TabneTku, BKpUTI dapma WNopparHis dapma VoppaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/10555/01/01
NNiBKOBOKO IHTepHeLLeH IHTepHeLLeHan | Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta peyenmom
06010HKO10, no 10 an KomnaHi Komnawi thapmakoHarnagy (iHwi 3MiHn). 3MiHW BHECEHO Y
Mr no 10 TabneTtok y TeKCT MapKyBaHHs BTOPMHHOI ynakosku n.17. IHLE,
6nicTepi; no 3 a came: BU/IyYeHO iHhopMaLito LWoAO forotuny
6nictepn y anctpub'totopa. TepMiH BBEAEHHS 3MiH NPOTAroM 6
KapTOHHI Kopo6Lii MicsLIB MiCNsA 3aTBEPAKEHHS.
167. | MEHOBA/EH Kancynu; no 10 My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/5279/01/01
Kancyny énicrepi; akujioHepHe akujioHepHe | Tuny - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI Ta peyenma
no 2 6nictepu B TOBapuCTBO TOBapuCTBO hapmakoHarniagy (iHwi 3MiHn) - 3miHa y 3B'A3Ky 3
nauui 3 KapToHy "HaykoBo- "Haykoso- YTOUYHEHHAM BUKNaAeHHs po3giny "[dopatkosa
BUPOGHNUNIG BUPOGHNUNIA LLEEHTP iHdpopmauis. Al-1. Ynakoska" MKA Ta po3giny
LEeHTp "BopLuariBcbkuii 3.2.P.7.
"BopLuariscb XiMiKo- [Litoua pepakuin: MKA Al-1.Ynakoska Mo 10 kancyn
KWiA Ximiko- chapmaueBTUYHUI y 6nicTepi 3 NAiBKM NONIBIHINXNOPUAHOT i honbrn
hapmaueBT 3aBog" QTHOMIHIEBOI 3 OHOCTOPOHHIM MOKPUTTAM
NYHWIA TEpPMO/IakoM i APYKOM 3 Apyroi CTOpoHu. Mo 2
3aBof" 6nicTepy pasom 3 IHCTPYKLIED A1 MeAUYHOro
3aCTOCyBaHHS NMOMILLAIOTb Y NaykKy 3 KapTOHY 3
MapKyBaHHSM YKpaiHCbKOI Ta POCIACHLKOI0 MOBamu
Ta MapkyBaHHAM LLUpUOTOM Bpaiing ykpaiHCbKoo
MOBOIO.
MponoHoBaHa pepakuisa: MKA JOOATKOBA
IHOOPMALLIA (A1) Al-1. Ynakoska Mo 10 kancyn y
6nicTepi 3 NAIBKX MNONIBIHINXN0PUAHOT | dhOsbrn
/1IOMIHIEBOT 3 OZLHOCTOPOHHIM MOKPUTTAM
TepMos1akoM i PYKOM 3 Apyroi cTopoHu. Mo 2
61icTepy pas3om 3 IHCTPYKLIE A1s1 MEANYHOTO
3aCTOCYBaHHSA NOMILLAIOTb Y NayKy 3 KApTOHY. 3MiHU
BHECEHO B TEKCT MapKyBaHHs NepBUHHOI Ta
BTOPWHHOT YNakoBOK JliKapCbKoro 3acoby, a came:
BW/Ty4EHO iHhOpMaLLito 3a3HaueHy pOCiliCbKOH
MOBOI; BHECEHHS HE3HAUYHWNX pefaKLUiiiH1X NpaBok
no TekcTy; y N.6. «IHWE» nepBMHHOI yNnakoBKu
nikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsiLiB Nicns 3aTBEPAKEHHS.
168. | METUNKOBAN NOPOLLOK TOB YkpaiHa Baiitn JlabopaTtopi3 IHais BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasis: 3miHa - UA/12840/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
AMIH (cybeTaHuis) B «TNEQ®AP Met. NI14., IHAjA 3aaBHuka /13 (MIBI) (BnacHuka peecTpaviiHoro
noAgiliHNX naketax 3 M NTO» noceigyeHHs) (3rigHo Hakaszy MO3 Big 23.07.2015 Ne
nonietTuneHy 460).
HU3bKOT T'YCTUHW ONA
thapmaLeBTUYHOro
3aCTOCYBaHHs
169. | MOKCUMAK TabneTkn, BKpUTI Makneoac IHais Makneoac IHgis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/17579/01/01
NNiBKOBOKO dapmacbioT dapmacbloTukanc | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbKuii 3aci6. peyenmom
o060510HKot0, Nno 400 nkanc Niviten KOHTpOsb roToBOro nikapcbkoro 3acoby (iHLwi 3MiHM)
Mr, no 5 TabneTok y NimiTeq, OHOBJIEHHA BXE 3aTBEPMAKEHNX METO/AIB KOHTPO/IO
6nictepi; no 1 AKOCTI JliKapCbKOro 3acoby, a came: BUKNaLeHHS
6nictepy y TEKCTY AepxaBHOK MOBO 3rifHO Cy4YacHWUX BUMOT.
KapTOHHI ynakoBL;
no 10 Tabnetok y
6nictepi; no 1 abo
10 6nicTepiB y
KapTOHHI ynakoBLi
170. | MOTUNIYM® TabneTku, BKpUTI MakHin AHrnis IDKHTN KoHcblomep PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/10190/01/01
NNiBKOBOKO MpogakTc Xenc (PpaHc) CAC | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
06010HKO10, no 10 Nimiten 3MiHV Yy BUPOOHMLTBI. 3MiHM Yy NpoLeci BUPOGHULITBA
mr; no 10 TabneTok roTOBOro MiKapCbKoro 3acoby, BKIUaumn
y 6nictepi; no 1 a6o NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
3 6nictepu B BMPOBHMLTBI rOTOBOrO NiKapCbKOro 3acoby
KapTOHHI ynakoBLi; (He3HayHa 3MmiHa y npoueci BUPOBHMLTBA) - HE3HAYHI
no 30 TabneTok y 3MiHM Y BUPO6HMYOMY MpoLieci TabneTok, a came nig,
6nictepi; no 1 yac NpuUroTyBaHHS PoO3ynHy A/18 NOKpUTTA Byae
6nictepy B BVKOPVCTOBYBATUCH €AVHWI NPOLLEC 3aMiCTb
KapTOHHI ynakoBLi nonepeaHbLOT ABOETANHOI NpoLieaypu, onucaHoil B
NOTOYHOMY 3apEeeCTPOBaHOMY 0ChE [/151 PO3MIpY
cepii 420 kr.
171. | MOTOPUKYM Tabnetkv no 10 mr Mepokemi Kinp Mepnokemi NT/, Kinp BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 niosnsieae UA/8733/01/01
no 10 TabneTok y nTa (LleHTpanbHwuii | Tuny - AAMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
6nictepi; no 2 3aBog), Kinp HaliMeHyBaHHS Ta/abo agpecu mMicua NPoBaAKeHHs

6nictepu y
KapTOHHiiA KopooLy

Mepokemi Nimiteq,
Kinp

[isnbHOCTI BUpo6HUKa/iMnopTepa roToBoro
NikapcbKoro 3acoby, BKNHOYAUN [iTbHAL BUNYCKY
cepii abo MicLie NpoBeAEHHS KOHTPOJIHO SKOCTI.
(misnbHiCTb, 3a Ky BignoBigae BUpo6GHMK/iMnopTep,
BK/IOHYAKOUM BUNYCK CEPiil)- YTOUHEHHA Ha3BM Ta
agpecy BUPOOHUYOT AiNbHULI Y BigNOBIAHOCTI A0
ceptudikaty GMP. 3MiHM BHECEHO B iHCTPYKLtO ANns
MeAMYHOro 3aCTOCyBaHHSA NikapCcbKoro 3acoby y
po3ginu "BrupobHuk"”, "MicLe3HaxomKeHHst
BMPOGHMKa Ta agpeca MicLs NPOBapPKEHHS 10ro
AiSNbHOCTI" 3 BifNOBIAHUMY 3MiHAMMW B TEKCTI
MapKyBaHHS YNakoBOK. TePMiH BBELEHHS 3MiH -
NPOTAroMm 6 MicsiLiB nicns 3aTBepKeHHs. 3MiHu |
UMy - 3MiHK LWoAo 6e3nekn/edpeKkTUBHOCTI Ta
thapmakoHaragy (iHwi 3mMiHW) - 3MiHN BHECEeHi y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
TEeKCT MapKyBaHHS nepBuHHOI (. 6. IHLLE) Ta
BTOPWHHOI (N. 17. IHLIE) ynakoBku nikapcbkoro
3acoby, a Takox y n. 8. "[lata 3aKiH4eHHs TePMiHY
npugatHocTi", n.12. "Homep peecTpaviiiHoro
noceigyeHHs", n.13. "Homep cepii nikapcbkoro
3aco6y". TepMiH BBEEHHS 3MiH - NPOTArom 6
MicsILiB Mic/1s 3aTBepAKEHHS.
172. | M-CMPEN cnpeii HazasbHUiA, 3eHTiBa, K.C. Yecbka PAPMEA dpaHuis BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHU 3a UA/18617/01/01
Ao3oBaHuit, 50 Pecny6nik | Tvny - 3miHK 3 AkocTi. CepTudikart peyenmom
MKr/go3a; no 16 r a BignosigHocTi/lE-cepTudikat BignoBigHOCTI

(120 po3) abo 18 r
(140 po3) cycneHsii
y NonieTUIeHOBI
NASALWLI BUCOKOT
LWifbHOCTI, 06’emMoM
20 mn, 3 fO3YOUUM
Hacocom-
po3nuaoBayem,
3aKpUTUM
Hasa/lbHUM
annikatopom 3
KoBMaykom, no 1
NAALWLI B KAPTOHHIM
navui

€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikara BifnoBiAHOCTI
abo BuNy4eHHs cepTudikarta BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUpOOHULTBI AdDI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT Bi4NOBILHOCTI
€sponelicbkin dhapmakonei) - HoBuii ceptudikar Big
BXe 3aTBepAXeHOro BUpobHyKa - MNogaHHsA HOBOro
cepTudikaTa BifnoBiAHOCTI EBpONECHKii
hapmakonei Ne RO-CEP 2018-303-Rev 00 gnis
Aitoyoi pevoBrHN Mometasone furoate monohydrate
BiJ] BXXe 3aTBepKeHOro Bupo6Huka AARTI
INDUSTRIES LTD, IHgis (3amiHa DMF
(AIL/IMFM/AP/00/CUS/2018-12-20). 3minu | Tuny -
3MiHu 3 aKocTi. CepTudikat BignosigHocTI/lE-
cepTugikaT BiANOBIAHOCTI €BpPONenchbKil
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - HoBuiA cepTudikar Big,
BXXE 3aTBEPKEHOro BUpobHuka - NogaHHsa HOBOroO
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2018-290-Rev 00 ans
Aitoyoi pevosrHN Mometasone furoate monohydrate
Bif BXe 3aTBepmkeHoro Bupo6Huka CIPLA LIMITED,
IHAisA. 3MiHu | TNy - 3MiHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBiAHOCTI
abo BunyyeHHs ceptudpikara BigNoBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPOMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUpOOHULTBI A®I; ans
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuid cepTudikar Big,
BXE 3aTBep)KeHOro BUpobHMKa - MNogaHHa HOBOrO
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2018-185 - Rev 00 ans
Aitoyoi pevosrHN Mometasone furoate monohydrate
Bif BXe 3aTBepmkeHoro BupobHuka STERLING
S.p.A,, ITania (3amiHa DMF (/121628 Rev.02). 3MiHu
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
abo Buny4eHHs cepTudpikarta BigNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBMHM (cepTudikaT Bi4NOBILHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif yxe 3aTBepXEHOro BUPOOHWKa -
MogaHHsA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne RO-CEP 2018-303-
Rev 01 gns gitouoi peyoBmHn Mometasone furoate
monohydrate Big BXe 3aTBEpPAKEHOIO BUPOGHMKA
AARTI INDUSTRIES LTD, IHgis. 3miHu | Tuny -
3miHu 3 sKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/YYEHHS cepTudikaTa BifgnoBigHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
MopaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponevicbkin dpapmakonei Ne RO-CEP 2018-303-
Rev 02 ana gitoyoi pevoBuHM Mometasone furoate
monohydrate Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA,
KW 3MiHMB Ha3By Ha AARTI PHARMALABS
LIMITED, Ingis

173.

MYNbTUIPUN
HASA/b ®ITO

crpeii Ha3albHWUIA,
po3uuH 0,1 %; no 10
M1y hakoHi 3
po3nuaoBayem; no
1 chnakoHy B
KapTOHHI KopooLii

Jenbta
Megiken
MpomoyLH3
Al

Lseiuapi
A

BMPOBHULITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMyCK
cepii:
Biodhapm CA,
PyMmyHist;

PymyHis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
YTOYHEHHS HanncaHHA Ha3BM BUPOGHUKA B
Hakasi MO3 YkpaiHu Ne 2110 Big 18.12.2024 B
npoueci BHECEHHSA 3MiH (3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NPOBaMKEHHS AisNbHOCTI
BMpPO6HMKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,

6e3
peyenma

UA/15720/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTpOsb cepii BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micue
(chizmko-xiMiuHMIA Ta NpoBeAieHHA KOHTPOJIHO AKOCTI. (AiANbHICTb, 3a AKY
MiKpOGIONOTiYHWIA BiAANOBIAA€E BUPOGHMK/IMNOPTEP, BKOYAOUN BUMYCK
KOHTPO/b): cepiii) - 3miHa HaliMeHyBaHHS Ta fjofaBaHHs agpecu
Biochapm C.A., B po3LWMHeHoMy BUrnAAi o MK y 3B'a3ky i3
PymyHis nprBeAEeHHSAM PeECTpaLiiHUX JOKYMEHTIB Y
BiANOBIAHICTb A0 cepTudpikaty GMP. 3MiHM BHeCeHO
B HCTPYKL,i0 419 MEANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin "BupobHuk", 3
BiANOBIAHVMMYM 3MiHAMW B TEKCTi MapKyBaHHs
ynakoBoK. TepMiH BBEZIEHHSA 3MiH - MPOTAroM 6
MicAUIB Micnsa 3aTBepKeHHs). Pefakuis B Hakasi -
BUPOGHMLITBO, NEPBMHHE Ta BTOPUHHE NaKyBaHHS,
Bunyck cepii: biodhapm C.A., PymyHisi; KOHTpONb
cepii ((i3nKo-XiMiUHMIA Ta MiKpOBIOSIOriYHWIA
KOHTposb): Biodhapm C.A., PymyHisi. BipHa pepakuis
- BAPOGHMLTBO, NepBUHHE Ta BTOPUHHE
nakyBaHHsA, BUnyck cepii: biodpapm CA, PymyHis;
KOHTpOnb cepii (thismko-xiMiuHuii Ta
MiKpoGionoriuHuii KoHTponb): Biochapm C.A.,
PyMyHis
174. | HEBIAP® TabneTku, BKpUTI TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/17352/01/01
nntoc NNiBKOBOKO "APTEPIYM "KuiBmegnpenapat"”, | TMny - 3miHK 3 AkocTi. CepTuUdikat peyenmom
060/10HKOI0, N0 5 nTar Ykpaina BignosigHocTi/lE-cepTudikar BignoBigHOCTI
Mmr/12,5 wr, no 10 (BMpOGHNLTBO €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs

Tabnetok y 6nictepi,
no 3 6nictepu B
nauuj

(chbacyBaHHs) 3
npoaykuii in bulk
hipMmn-BMpOGHMKa
daiiH dyac eHp
dapmacbroTikasnc
H.T.M.C.N.A.,
ITanisa
(BpO6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHSl,
KOHTPO/b AKOCTI,
BUNyCK cepii))

HOBOro abo OHOBMIEHOro cepTudikata BigNoBiAHOCTI
abo BunyyeHHs cepTudpikarta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin papmakoner) - OHOBEHWIA
cepTnaikaT Bif y)Xe 3aTBepAKeHOro BUpobHuKa.
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2000-091 - Rev
06 (3atBepmkeHo: R1-CEP 2000-091 - Rev 04) ans
A®I rigpoxnopoTia3ugy Bif 3aTBEpPAKEHOrO
BMpo6HMKa Unichem Laboratories Limited, IHAis.
3MiHn | TUNY - 3MiHn 3 axkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikara BifnoBiAHOCTI
abo BuNy4eHHs cepTudikarta BiANoBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT Bi4NOBILHOCTI
€sponelicbkin dpapmakonei) - OHOBEHWIA
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cepTudikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHNMKa,
noJaHHs OHOB/IEHOro cepTudpikarta BiANOBiAHOCTI
€sponeiicbkiii hapmakonei Ne CEP 2004-307 - Rev
07 (3atBepmxeHo: R1-CEP 2004-307 - Rev 04) ans
AQ| rigpoxnopoTiasnay Bif, 3aTBepKEHOro
B1pobHMKa Cambrex Profarmaco Milano S.r.l, ITanisi.

175.

HEBIBONON!
rAPOX/OPTIA
3ug

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO10, M0 5
Mr/12,5 wr, in bulk:
15kr+10 %
Tabnetok y
nonieTuieHoBoOMy
nakerti; no 1 nakeTy
B NOMIETUNEHOBWUI
naket

TOB
"APTEPIYM
o

Ykpaina

BMPOBHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI,
BUNyCK cepii: PaiiH
dyac eHa
dapmacbioTikanc
H.T.M.C.N.A.,
ITanisa

ITanis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TMny - 3miHK 3 AkocTi. CepTudcikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBIAHOCTI
abo BunyyeHHs cepTudpikara BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTuddikaT Bif y)Xe 3aTBEpIXEHOro BUPOOHNMKA,
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2000-091 - Rev
06 (3atBepmkeHo: R1-CEP 2000-091 - Rev 04) ans
A®I rigpoxnopoTiasugy Bif 3aTBEpPAKEHOrO
BMpo6HMKa Unichem Laboratories Limited, IHAis.
3MiHn | TURY - 3MiHn 3 aKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
abo BuNy4eHHs cepTudikarta BiAMoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpOOHULTBI AdDI; ans
[0MNOMDKHOT peyoBMHU (cepTudikaT Bi4NOBILHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepIXEHOro BUPOOHNMKa,
noJilaHHA OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponevicbkin hapmakonei Ne CEP 2004-307 - Rev
07 (3atBepmxeHo: R1-CEP 2004-307 - Rev 04) ans
A®I rigpoxnopoTiasuay Bif, 3aTBepKEHOr0
BMpo6HMKa Cambrex Profarmaco Milano S.r.l, ITanisi.

UA/17339/01/01

176.

HIMIA®®POPTE

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakoBL;
no 10 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHII ynakoBL;
no 10 ynakoBoK y

TOB
«FNEQPAP
M NTO»

Ykpaina

Kycym Xentxkep
Met /114

IHAjsA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo 3miHa(K) Ao
3060B'A3aHb Ta YMOB BMAaYi peectpaLiliHoro

noceifAYeHHsA, BKNtoYaroun Mnax ynpasniHHA
pu3nKamm (3aCTOCYBaHHS TEKCTY, SIKUIA MOTOMXKEeHUM
3 KOMMETEHTHUM OpraHom) 3asBHUKOM HafaHo

OHOBJ/IEHWIA MnaH ynpaBniHHA pu3nkamm Bepcis 3.0.

3MiHN BHECEHO A0 YacTuH: | «3aranbHa

3a
peyenmom

UA/4240/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI Kopoui iHchopmavis»
Il «Cneuundpikauis 3 6e3nekn» V «3axoam 3
MiHimi3aLii pusukie» VI «Pe3tome nnaHy ynpas/iHHA
pusukammn» VIl «logatkm» (gogatku 7-8) y 3B'A3Ky 3
OHOBJ/IEHHSIM crneumdikaLii 3 6e3neku Ha nigcTasi
aKTyas1bHOI pedepeHTHOI iHchopmaLii Wwoao
BaXK/IMBUX PU3MKIB CUCTEMHOrO(MepopasibHOro)
3acTocyBaHHs Himecynigy. Pesiome MnaHy
ynpasniHHg pu3nkamu Bepcisa 3.0 gogaeTbes
177. | HICTATUH NOPOLLIOK CeHTpieHT Higepnax OJIOH C.MNM.A. ITanisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu - UA/8399/01/01
(cybeTaHuin) y dapmacboTi an I TMny - 3miHK 3 AkocTi. APL. KoHTposnb AP, 3miHa y
noABIiHMX Kaui3 napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
nonieTuIeHoBKX HesepnaHac BM3HAYEHUX y cneumdikauisx Ha Adl, abo
naketax gns B.B. BUXIiAHWIA/NPOMXHUIA NpOAyKT/peareHT, Wwo
hapmaueBTUYHOTO BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
3acTOCyBaHHS (iHWi 3MiHM) BUAAIEHHA NOKasHuKa «EnemMeHTHI

OOMiLLKM» i3 cnieundikauii APl Ta, K Hacnigok
NPUMITKM A0 HbOTO NPO 3060B’A3aHHSA NPOBEAEHHS
LLOPIYHOTO KOHTPO/IO. TakoX KOpuUryBaHHs A0
3060B’A3aHb 040 BUBIPKOBOrO KOHTPOIO ANs
nokasHuka «CynbgatHa 30n1a». 3MiHu | Tuny - 3MiHn
3 aKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHOro
marepiany/npomiKHOro NPoayKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3miHM y MeTofax BUNPobyBaHHA (BK/ItOYa0oUn
3amiHy abo gonosHeHHs) APl abo
BVXifHOro/MPOMiXXHOro NPOAYKTY) OHOB/IEHHS
aHasTiTMYHOT METOANKN 33 NOKA3HNKOM «3a/NLLIKOBI
KiNIbKOCTi OpraHiyHMX PO3UYMHHUKIB» 3 METOIO
aganTauil MeToaukv Ao HOBOro obnagHaHHsa (3amiHa
razoBoro xpomarorpadga Agilent 6890 Ha 8860.
Takox kopuryBaHHs [0 3060B’s3aHb W00
BMGIPKOBOro KOHTPOJIH0 SIKOCTI B crevmdikawi
(BWTy4eHO 3 NPUMITKM [0 TECTY «asie He pifLie
O[IHOTO pasy Ha pik») Ta fofaBaHHA MPUMITKN «Y
BMNaAKy 3MiH (YNpaB/iHHA 3MiHaMu1) NPOBOAUTLCS
NOBHE TeCTyBaHHSA Ha TPbOX (3) NOCNIfOBHUX
cepisix». 3MiHN | TUNY - AGMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micua
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA (BK/THOYaUN,
3a HeobXigHOCTI, MicLe NPOBEAEHHS KOHTPOJTHO
AKOCTi), ab0 BnacHvKa macTtep-chaiina Ha A®l, abo
nocravasnbHuka API/BMUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTbCH Y BUPO6HULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuid 3acib) 3a
BiICYTHOCTI cepTudikara BifgnoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXXHOI pe4OBUHU
(AIKLL,O 3a3HAYEHO Y [OCLE) 3MiHA HaliMeHyBaHHS

BMPOOHMKA Ta HE3HAYHI YTOYHEHHS B afpeci.

178. | HO/IbMNA3A® Tabnetku KPKA, a.4., CnoseHis BUPOBHMLTBO «in CnoseHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a He UA/7955/01/01
racTpope3nCTeHTHI Hoso mecTo bulk», nepsnHHe Ta IHAis | Tuny - AgMiHicTpaTMBHI 3MiHW. 3MiHa Ha3Bu AdPI peyenmom | nionsi2ae

no 20 wmr, no 14
Tabnetok y 6nictepi;
no 1 a6o no 2, abo
no 4 6nictepn y
KapTOHHI KopooLli

BTOPVIHHE
nakyBaHHsl,
KOHTPO/b cepii Ta
BMNYCK Cepil:
KPKA, a.4., Hoso
mecTto, CNnoBeHis;
BVMPOGHMLTBO «in
bulk», nepBrHHe Ta
BTOPVHHE
nakyBaHHs:
NAYPYC NABC
NIMITEL, IHais;

KOHTPO/b cepii:
KPKA, a.4., Hoso
MecTo, CrnoBeHis;

KOHTpPONb cepii:
KeMilickiid iHCTUTyT,
CnoseHis;

KOHTpPO/b cepii:
NabeHa pa.0.0.,
CnoseHis

ab0 AOMOMIXHOT pPevyoBUHMU.
3MiHa Ha3BY JOMNOMIXHOI PEYOBUHY HATPIO
Kap6oHaT 6e3BOAHWIA Ha HATpIl0 kapboHar:
BiANoBigHO A0 MoHorpadii EP.

Litoua pepakuis Hatpito kapboHaT 6e3BOAHMWIA.
MponoHoBaHa pegakuis Hatpito kap6oHaT. 3MiHK
BHECEHO B iHCTPYKL,it0 A1 MEAMYHOrO 3aCTOCYyBaHHSA
niKkapcbKoro 3acoby y po3ain "Cknag" (LONoMixHi
peyoBuHN). BBEAEHHS 3MiH NPOTAroM 6-Tv MicsuiB
nicns 3aTBepakKeHHs. 3MiHu | Tuny -
AfMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHYBaHHS!
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro 3acoby,
BK/THOYA0UN AiNbHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPOJTIO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, He BK/IOYaYn
BWMYCK Cepiii) - 3MiHa Ha3BM Ta afipecn BUPOBHUKA
N3 Laurus Labs Limited., IHgis, BHacnigok
peoprani3auji paioHiB wraty Andhra Pradesh, IHgis.
Bupo6HMya AinbH1UA Ta BCi BUPO6HMUI onepadii
3a/MLWLNANCE 6e3 3MiH.
3MiHn | TUny - 3MiHn 3 aKkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
ab60 BUyYeHHs cepTuddikarta BiANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHUKa.
MogaHHA OHOBNIEHOTO cepTudikaTy BiANOBIAHOCTI
CEP Ne R1-CEP 2013-227-Rev 00 (nonepegHs
Bepcisa Ne RO-CEP 2013-227-Rev 02) Big
3aTBEpPAKEHOro BMpOoGHMKa A®| naHTonpasony y
BUrNAAi HaTpito ceckserigpaty KPKA, a.4.,
CnoseHisa. 3MiHn | Trny - 3MiHK 3 gKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs API
abo BuXigHOro matepiany/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3aTBEPMKEHNX MeToAax BUNPobyBaHHs) - 3MiHN Yy

MeToamui KoHTponto APl 3a n. «CynposigHi
[OMiLLKM» 6e3 3MiHM YMOB XpomMatorpadyyBaHHs, a
came: -He3HauyHe KopuryBaHHs pH pyxomoi casu, 3a
YMOBW SKLLO PO3AINEHHSA MK AOMILLIKaMN He
[OCAraeTbCs; -3a3HauyeHHA asibTEPHATUBHOI KOJIOHKN

AN xpomartorpadyBaHHs; -f04aBaHHS MPUMITOK
LLIOA0 KOHAULOBAHHS KOMIOHKM Ta perysitoBaHHs
pyxomoi dasun. 3miHu | Tuny - 3MiHK 3 AKOCTI.
[OTOBMIA NikapCbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHM y npoLeci BUPOBGHULITBA rOTOBOTO iKapCbKOro
3aco06y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoueci
BMPOGHWLTBA) - He3HauHi 3MiHM y npoueci
BMpO6HMUTBA /13, Ha cTagii 3milyBaHHsS

KOMMpEeCIiHOT cyMilli, a came: 3MiHa LUBMAKOCTI

3MillyBaHHs. BUpo6HMUKii npoLec 3annlaeTbest
HE3MIHHUM. A TakoX, He3HauHi 3MiHK y p.3.2.P.3.2
cknag Ha cepito Ta 3.2.P.2 papmareBTuyHa
po3pobka, y 3B’A3Ky 3 YHidikauie Ta npuBeAeHHAM

[0 3aTBEpAKeHOI iHhopmaL,ii y AOCbe. Takox,
He3HauHi 3MiHM y po3ginax: 2.3.P, 3.2.P.2, 3.2.P.3.2,

3.2.P.3.3,3.2.P.8.2. 3minu | TMNY - 3MiHN 3 AKOCTI.

[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro

nikapcbkoro 3acoby (iHwi 3MiHn) - OHoBNEHHA MKA

0151 NiKapCbKOro 3acoby, a came - BUKNafeHHs

TEKCTY [iep>XXaBHOK MOBOIO, 3TifHO Cy4aCHMX BUMOT.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO

BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBEpIXEHOro BUPOOHMKA.

MopaHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI

CEP Ne RO-CEP 2013-227-Rev 02 (nonepegHs

Bepcis Ne RO-CEP 2013-227-Rev 01) Big
3aTBEpPAKEHOro BUpOoGHMKa AP| naHTonpasony y
BUrNAAi HaTpito ceckserigpaty KPKA, a.4.,
CnoBeHis. [itova pegakuis:

Manufacturing sistes: KRKA, d.d., Novo mesto,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby yrnakoska) nocsioYeHHs1

Slovenia LAURUS LABS PRIVATE LIMITED, India.
MponoHoBaHa peaakuis
Manufacturing sistes: KRKA, d.d., Novo mesto,
Slovenia LAURUS LABS LIMITED, India
179. | HONbMNA3A® Tabnetku KPKA, a.4., CnoseHis BUPOBHMLTBO «in CnoseHisa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a He UA/7955/01/02
racTpope3nCTeHTHI Hoso mecTo bulk», nepsnHHe Ta | Tuny - AgMiHicTpaTMBHI 3MiHW. 3MiHa Ha3Bu AdPI peyenmom | nionsi2ae

no 40 wmr, no 14
Tabnetok y 6nictepi;
no 1 a6o no 2, abo
no 4 6nictepn y
KapTOHHI KopooLli

BTOPVIHHE
nakyBaHHsl,
KOHTPO/b cepii Ta
BMNYCK Cepil:
KPKA, a.4., Hoso
mecTto, CNnoBeHis;
BVMPOGHMLTBO «in
bulk», nepBrHHe Ta
BTOPVHHE
nakyBaHHs:
NAYPYC NABC
NIMITEL, IHais;

KOHTPO/b cepii:
KPKA, a.4., Hoso
mecTo, CroBeHis

KOHTpPONb cepii:
KeMilickiid iHCTUTyT,
CnoseHis;

KOHTpPO/b cepii:
NabeHa pa.0.0.,
CnoseHis

ab0 AOMOMIXHOT pPevyoBUHMU.
3MiHa Ha3BY JOMNOMIXHOI PEYOBUHY HATPIO
Kap6oHaT 6e3BOAHWIA Ha HATpIl0 kapboHar:
BiANoBigHO A0 MoHorpadii EP.

Litoua pepakuis Hatpito kapboHaT 6e3BOAHMWIA.
MponoHoBaHa pegakuis Hatpito kap6oHaT. 3MiHK
BHECEHO B iHCTPYKL,it0 A1 MEAMYHOrO 3aCTOCYyBaHHSA
niKkapcbKoro 3acoby y po3ain "Cknag" (LONoMixHi
peyoBuHN). BBEAEHHS 3MiH NPOTAroM 6-Tv MicsuiB
nicns 3aTBepakKeHHs. 3MiHu | Tuny -
AfMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHYBaHHS!
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro 3acoby,
BK/THOYA0UN AiNbHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPOJTIO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, He BK/IOYaYn
BWMYCK Cepiii) - 3MiHa Ha3BM Ta afipecn BUPOBHUKA
N3 Laurus Labs Limited., IHgis, BHacnigok
peoprani3auji paioHiB wraty Andhra Pradesh, IHgis.
Bupo6HMya AinbH1UA Ta BCi BUPO6HMUI onepadii
3a/MLWLNANCE 6e3 3MiH.
3MiHn | TUny - 3MiHn 3 aKkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
ab60 BUyYeHHs cepTuddikarta BiANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHUKa.
MogaHHA OHOBNIEHOTO cepTudikaTy BiANOBIAHOCTI
CEP Ne R1-CEP 2013-227-Rev 00 (nonepegHs
Bepcisa Ne RO-CEP 2013-227-Rev 02) Big
3aTBEpPAKEHOro BMpOoGHMKa A®| naHTonpasony y
BUrNAAi HaTpito ceckserigpaty KPKA, a.4.,
CnoseHisa. 3MiHn | Trny - 3MiHK 3 gKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs API
abo BuXigHOro matepiany/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3aTBEPMKEHNX MeToAax BUNPobyBaHHs) - 3MiHN Yy

MeToamui KoHTponto APl 3a n. «CynposigHi
[OMiLLKM» 6e3 3MiHM YMOB XpomMatorpadyyBaHHs, a
came: -He3HauyHe KopuryBaHHs pH pyxomoi casu, 3a
YMOBW SKLLO PO3AINEHHSA MK AOMILLIKaMN He
[OCAraeTbCs; -3a3HauyeHHA asibTEPHATUBHOI KOJIOHKN

AN xpomartorpadyBaHHs; -f04aBaHHS MPUMITOK
LLIOA0 KOHAULOBAHHS KOMIOHKM Ta perysitoBaHHs
pyxomoi dasun. 3miHu | Tuny - 3MiHK 3 AKOCTI.
[OTOBMIA NikapCbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHM y npoLeci BUPOBGHULITBA rOTOBOTO iKapCbKOro
3aco06y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoueci
BMPOGHWLTBA) - He3HauHi 3MiHM y npoueci
BMpO6HMUTBA /13, Ha cTagii 3milyBaHHsS

KOMMpEeCIiHOT cyMilli, a came: 3MiHa LUBMAKOCTI

3MillyBaHHs. BUpo6HMUKii npoLec 3annlaeTbest
HE3MIHHUM. A TakoX, He3HauHi 3MiHK y p.3.2.P.3.2
cknag Ha cepito Ta 3.2.P.2 papmareBTuyHa
po3pobka, y 3B’A3Ky 3 YHidikauie Ta npuBeAeHHAM

[0 3aTBEpAKeHOI iHhopmaL,ii y AOCbe. Takox,
He3HauHi 3MiHM y po3ginax: 2.3.P, 3.2.P.2, 3.2.P.3.2,

3.2.P.3.3,3.2.P.8.2. 3minu | TMNY - 3MiHN 3 AKOCTI.

[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro

nikapcbkoro 3acoby (iHwi 3MiHn) - OHoBNEHHA MKA

0151 NiKapCbKOro 3acoby, a came - BUKNafeHHs

TEKCTY [iep>XXaBHOK MOBOIO, 3TifHO Cy4aCHMX BUMOT.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
ab0o BUyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO

BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBEpIXEHOro BUPOOHMKA.

MopaHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI

CEP Ne RO-CEP 2013-227-Rev 02 (nonepegHs

Bepcis Ne RO-CEP 2013-227-Rev 01) Big
3aTBEpPAKEHOro BUpOoGHMKa AP| naHTonpasony y
BUrNAAi HaTpito ceckserigpaty KPKA, a.4.,
CnoBeHis. [itova pegakuis:

Manufacturing sistes: KRKA, d.d., Novo mesto,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Slovenia LAURUS LABS PRIVATE LIMITED, India.
MponoHoBaHa peaakuis
Manufacturing sistes: KRKA, d.d., Novo mesto,
Slovenia LAURUS LABS LIMITED, India
180. | OKCANINNATW | KoHUeHTpart Ans EBEBE ABCTpis NOBHUIA LWKN ABcTpisi/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a UA/6314/02/01
H "EBEBE" po34nHYy ANA Papma BMPOGHMLTBA: HimeuunHa | Tvny - 3miHK 3 AkocTi. CepTudikart peyenmom
iHdpysiia, 5 mr/mn; lec.m.6.X. ®APEBA YHTepax BignosigHocTi/lE-cepTudikat BignoBigHOCTI
no 10 mn (50 wmr), Hapr. KI 'm6X , ABCTpist €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
a6o 20 mn (100 wmr), BUWMYCK Cepii: HOBOro abo OHOB/IEHOro cepTudikara BifnoBiAHOCTI
a6o 30 mn (150 wmr), EBEBE dapma abo BuNy4eHHs cepTudikarta BiAMoOBIAHOCTI
a60 40 mn (200 wmr) ec.m.6.X. Hdpr. KT, €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
y thnakoHi; no 1 ABcTpis marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
hNakoHy B KOHTPO/b/BMNPOGYB BMKOPWCTOBYIOTbCS Y BUpOOHULTBI AdDI; ans
KapTOHHI KopooLii aHHA cepii: [0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBILHOCTI
Na6op N1C CE & Ko. €sponelicbkin hapmakoner) - OHOBEHWIA
KI, Himeuunna cepTudikaT Bif y)e 3aTBepXEHOro BUPOOHWMKa -
KOHTPONb/BUNPOGYB noJilaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
aHHs cepii: €sponeiicbkin hapmakonei Ne CEP-2003-278 Rev
YmdcpopaHa flabop 08 (3aTBepmxeHo: R1-CEP-2003-278 Rev 07) Ha
dbop AHaNITIK yHA, Liro4y peyoBUHY OKcaslinnaTuH Bif 3aTBEPKEHOIO
AybTparcopcLuyHr BMpo6bHuKa 3 HERAEUS DEUTSCHLAND GMBH &
v6X &Ko KT, CO. KG., HimeuunHa, Sknii 3MiHMB Ha3BYy Ha
Himeuunna Heraeus Precious Metals GmbH & Co. KG,
Germany.
181. | OKCO/IIHOBA mMasb 0,25 %; no 10 TOB "AKn YkpaiHa TOB "AKn Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/7730/01/01
MA3b ry 1y6i; no 1 Ty6i B "®apmavueBT "®apmaLeBTnyHa | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
nauyi; no 10ry nyHa habpuka" thapmakoHarnagy (iHwi 3MiH1) OHOBIEHHSA TEKCTY
KOHTelHepax ¢habpmka” MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby, 3okpema
BUYYEHHS iIH(pOpMaLlii, 3a3Ha4YeHOl POCiiCbKO
MOBOI0, Ta YTOUHEHHS iHthopmalii LWwoAo norotuny
BMPO6HUKaA. BBeAEHHS 3MiH NpOTArom 6-Tu Micsuis
nicns 3aTBepKEHHS.
182. | OM/1OC® Kancyam 3 AJTTKANOIA, Pecny6nik BUMYCK cepil: Pecny6nika | BHECeHHs 3MiH J0 peecTpauiiHux matepianis: 3MiHW 3a He UA/17913/01/01
MoaucpikoBaHUM ALl Ckon’e a lMiBHiYHa ANKANOIL AL MiBHiYHA | TMny - AgMiHicTpaTVBHI 3MiHW. 3MiHa Ha3BU peuyenmom | nidssieae
BUBI/IbHEHHAM, MakepoHisa | Ckon'e, Pecny6nika MakefoHisi/ nNikapcbKoro 3acoby - 3MiHWM BHECEHO LLLOA0 HA3BU
TBEpAi, no 0,4 mr; no MiBHiYHa MakepoHis; Icnanis/ nikapcbKoro 3acoby. 3arsepgxeHo: OM10OC
10 kancyny BMPOGHMLTBO HimeuuunHa/ (OMLOS®) 3anponoHoBaHo: OM/IOC® (OMLOS®)
6nictepi; no 3 Hepo3dhacoBaHOro Yecbka
6nictepn y npoAayKTy, NepBMHHE Pecny6nika

KapTOHHI KopooLii

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
(hi3nyHMA, XiMiYHKI
Ta
MiKPOGIOMOriYHMIA):
CIHTOH XICIMAHIA
C. N1, IcnaHis
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BMPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NEPBUHHE
Ta BTOPUHHE
nakyBaHHsl,
KOHTPO/b AKOCTI
(hiznyHnii Ta
XiMiYHWi):
PotteHgopg Papma
Mm6X, HimewunHa
KOHTPO/b AKOCTI
(hiznyHnii Ta
XiMiYHWi):
KYIHTA-AHANITIKA
C.p.o., Yecbka
Pecny6nika
183. | OHAAHCETPO | nopoLuok TOB YkpaiHa CTX IHAjs BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3miHa - UA/18302/01/01
HY (cybeTaHuis) y «TNEQDAP NANDCAEHCUC 3aaBHuka /13 (MIBM) (BnacHuka peectpauiiHoro
FIAPOXNOPUA | noagiitHux M NTO» MBT. NTA nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
Y QUr1gPAT nonieTuNeHoBMxX 460).
naketax gns
dhapmaLleBTUYHOrO
3aCTOCyBaHHSA
184. | OHOPIO Tabnetku no 5 mr; CaHpo3 CnoseHis nepBrHHa Ta HimeuunHa/ | BHeECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a UA/12448/01/01
no 10 TabneTok y dapmachbHoTi BTOPWHHA ynakoBKa, MonbLa/ | TMny - 3miHK 3 AkocTi. CepTudikart peyenmom
6nicTepi; no 2, abo Kans a.a. KOHTPO/1b, 1O3BI/T HA TypeyunHa BignosigHocTi/I E-cepTudikar BignosigHoCTI
no 3, aéo no 6, abo BUMYCK cepi: €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
no 9 6nictepis y Cantotac dapma HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
KapTOHHI KopooLli M6X, HimeuunHa; abo BUNyYeHHs cepTudikarta BiAMOBIAHOCTI
KOHTPONb: €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
C. K. CaHgos C. P. mMaTtepiany/peareHTy/NPoMiKHOTO NPOAYKTY, WO
., PymyHis; BMKOPUCTOBYHOTbCS Y BUpOobHULTBI ADI; ans
nepBrHHa Ta [L0MOMDKHOT peyoBmHM (cepTudikaT BigNOBIAHOCTI
BTOPWHHA yNnakoBKa, €Bponelicbkin dhapmakoner) - HoBuii cepTudikar Big
KOHTPO/b, [A03BiN HA BXe 3aTBepAKeHOro B1pobHuKa. MoaaHHs HOBOro
BUMYCK cepi: cepTudpikaTa BignoBiAHOCTI EBpONEiCHKiit
Nek C. A, MonbLa; thapmakonei Ne RO-CEP 2021-403 - Rev 00
BMPOGHMLTBO (3aTBepmxeHo: DMF AP-01, February 2022) ans
Hepo3dhacoBaHOro A®I HebiBONONY rigpoxnopuay Bif BXe
npoaykty: CaHgos 3aTBepaAxeHoro BupobHuka Hetero Drugs Limited,
pyn Carnvk IHais.
YpyHnepi lnaknapi
CaH. Be Tik. A.C.
TypeydnHa
185. | OPBIKC TabneTku, BKpUTI OPTAHOCU OAE AnoTekc [HK. KaHapa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHW 3a UA/14168/01/02
NNiBKOBOK H | TMNYy - AAMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
o060soHKot, no 1000 | JTANGCAEH HaliMeHyBaHHs Ta/abo agpecu Micusa NpoBafKeHHS
Mr, no 3 TabneTkn B CnN3 (E® LisinbHOCTI BUpoOHUKa (BK/ItoYakoun, 3a
6nicTepi; no 7 3ET ) HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOIIO AKOCTI),

6nicTtepiB y
KapTOHHI KopooLli

abo BnacHuka mactep-thaiina Ha Adl, abo
nocravanbHuka API/BMUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (AKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOI pe4OBUHU
(AIKLLLO 3a3HAYEHO Y A0CLE), 3MiHA HAallMeHYBaHHS
3aTBepAKEHOro BUpobHuka A®| Banauykiosipy
rigpoxnopugy 3i
Srini Pharmaceuticals Ltd, India Ha Srini
Pharmaceuticals Private Limited, India, BHeceHHs
YTOUYHEHHSA B agpecy BUpobHuka API| Banauukiosipy
rigpoxnopuay Ta 3MiHa BnacHvka Mactep-ctaiina Ha
A®| BannaumkioBipy rigpoxiopugy 3 Apotex
Pharmachem India Pvt. Ltd. Ha Srini
Pharmaceuticals Private Limited, India. Bupo6Huua
OiNbHMUSA Ta yci BUpO6HUYI onepawji 3annwarTbes
HEe3MiHHUMMU.
3MiHn | TURNY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHUX Y cneumaikalisx Ha
A®I, ab0 BUXiAHWUA/NPOMIXKHUI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(BMNyYEHHSt HE3HAYHOrO NOoKa3HMKa AKOCTI
(Hanpuknag BUIyYeHHS 3acCTapinoro nokasHuka))
BUyYEHHA 3i cneyudikauii Ha A®| nokasHuka
«Baxxki MeTann» y 3B'A3Ky 3 MPUBEAEHHAM Y
BiANOBIAHICTb A0 Aitouoi MoHorpadii USP
Valacyclovir Hydrochloride Ta go cneuudikauii
BMpoGHMKa A®I. 3MiHK | TUNY - 3MiHK 3 siKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneuudikawiii
Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX Y
cneundikauisix Ha Adl, abo BMXigHWA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
BUPOGHMLTBA AD| (3BY)XXEHHS JONYCTUMUX MEX,
BU3HAUYeHUX y crneyndikauii), 3By)>KEHHS 0NYyCTUMUX
MeX, BU3HaueHux y crneumdikadii Ha API
Banaumknosipy rigpoxnopugy A1 nokasHuka
«Boga» y 3B’A3Ky 3 NpYBEAEHHAM Y BiANOBIAHICTb A0
cneuudikavii BUpobHrka A®| Banauuknosipy
rigpoxnopugy (3 5.0 -7.5% [0 5.0-6.5%). 3miHu |
TUny - 3MiHKn 3 AKocTi. ADL. KoHTposb APL. 3miHa y
napameTpax cneyudikauii Ta/abo AoNYyCTUMUX MEX,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(3BYXKEHHS [OMYCTUMUX MEX, BU3HAYEHUX Y
cneumaikauii), 3By)XeHHS AONYCTUMUX MEX,
BM3HaYeHUX y cneundikauii Ha A®| Banaumknosipy
rigpoxnopug ANs NokasHrKa «3a/IULLIKOBI KiIbKOCTi
OpraHiuYHMX PO3UNHHUKIB» Y 3B'AA3KY 3 NPUBEAEHHSIM
y BignoBigHicTb A0 cneumdikayii BupobHuka Adl
Banauuknosipy rigpoxiopugy (3aTBepaXeHo:
Dimethylformamide NMT 880 ppm, Toluene NMT
890 ppm 3anponoHoBaHo: Dimethylformamide NMT
250 ppm, Toluene NMT 500 ppm) 3miHu | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMikHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOoAAX
BMNPOOYBaHHS), 3MiHW Y 3aTBEpPKEHNX METoax
BMNPo6YBaHHA «KinbkicHe BU3HaUYeHHs» ans Ad|
Ba/1aLMKNOBIPY Tigpoxnopuay, a came yTOYHEHHS
YMOB BUMNPOOYBaHHS, YMOB 36epiraHHs po3ynHy
cTaHaapTy i BUnpobyBaHoro po3umHy. Kputepii
NPUIAHATHOCTI He 3a3Haun 3MiH «KinbkicHe
BM3HA4YeHHs» ansa Ad| Banauvkiosipy
rigpoxnopugy. 3miHu | Tuny - 3MiHu 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs API
abo BuXigHOro matepiany/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP| (HE3HaUHI 3MiHK Y
3aTBEPAKEHUX MeToAax BUNPoOyBaHHS), 3MiHW Y
MeTofax BunpobysaHHa A®I 3a TecToM
«EHaHTiOMepHa uncToTa» ans APl Banauvknosipy
rigpoxnopuay, a came 3mMiHUM YMOB 36epiraHHs
PO34MHy CTaHAaPTY i BUNPOOYBAHOro PO34nHY, yMOB
nepesipky NpUAATHOCTI CUCTEMYU Ta YTOUYHEHHS
chopmynu A5 po3paxyHKy BMICTY AoMilwku. KpuTepii
NPUAHATHOCTI He 3a3Hanu 3MiH. 3MiHW | Tuny - 3MiHK
3 aKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(iHwWi 3mMiHM y MeToaax BUNPoOyBaHHSA (BK/IOYAKUM
3aMiHy ab0 gonoBHeHHs) AD| abo
BVXIAHOrO/NPOMIXXHOr0 NPOAYKTY), 3MiHa y MeTogax
BMNpoGyBaHHSA AD| 3a TeCTOM «3annLLKOBI Ki/TbKOCTI
OopraHiYHnX po34mMHHUKIB» aNnst APl Banauukiosipy
rigpoxnopuy, a came yTOYHEHHS YMOB NPOBEAEHHSA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BUMPOOYBaHHSA, NPUrOTYBaHHSA BHYTPILUHBOrO
cTaHfapTy, CTaHAapTHOro Ta BUNpobyBaHOro
PO34MHIB.
186. | OPBIKC TabneTku, BKpUTI OPrAHOCWU OAE AnoTekc IHk. Kanaga BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/14168/01/01
NNiBKOBOKO H | TMny - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peyenmom
o060s10HKot0, No 500 NIAN®CAEH HaliMeHyBaHHs Ta/abo agpecu Micua NPoBaKEeHHS
Mr, no 8 TabneTok y Cu3 (E® [iSNbHOCTI BUpOOHUKa (BK/THOYatoun, 3a
6nictepi; no 1 3ETI) HeOo6XiAHOCTI, MicLe NPOBEAEHHSI KOHTPOSIIO SKOCTI),

6nictepy B
KapTOHHI KopooLli

abo BnacHuka mactep-goaiina Ha Adl, abo
nocravasibHuka A®1/BMXigHOro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEYOBVHN
(SIKLLLO 3a3HAYEHO Y AOCHE), 3MiHA HAlIMEHYBaHHSI
3aTBepAXeHOoro BupobHrka A®| Banauuknosipy
rigpoxnopuay 3i
Srini Pharmaceuticals Ltd, India Ha Srini
Pharmaceuticals Private Limited, India, BHeceHHs
YTOYHEHHS B agpecy BUpobHunka A®| Banauuknosipy
rigpoxnopuZly Ta 3mMiHa BnacHvuka mactep-gpaiina Ha
A®| Banaumkiosipy rigpoxsiopugy 3 Apotex
Pharmachem India Pvt. Ltd. Ha Srini
Pharmaceuticals Private Limited, India. Bupo6Huya
LiNbHUUSA Ta yCi BUPOGHMYI onepavii 3anmwatoTbes
HEe3MiHHUMMU.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KOHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAYeHMX y cneuudikavisx Ha
A®I, ab60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(BMNyYEeHHSt HE3HAYHOrO NOKa3HMKa AKOCTI
(Hanpuknag, BUTyYeHHs 3acTapifioro nokasHvka))
BUYYEHHS 3i cneyndikauii Ha A®I nokasHuka
«Baxxki MeTann» y 3B’A3Ky 3 NPUBEAEHHAM Y
Bi4NOBIAHICTb A0 Aitoyoi MoHorpadii USP
Valacyclovir Hydrochloride Ta go cneuudikawii
BMpo6HMKa A®I. 3MiHu | TUNY - 3MiHK 3 aKocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
cneundikauisix Ha Adl, abo BUXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOGHULTBA AD| (3BYXXEHHS OMYCTUMUX MEX,
BM3HAYEHNX Y cneuudikadii), 3BY>KEHHS AONYCTUMMNX
MeX, BU3HayeHux y cneuudpikauii Ha Adl
Banauuknosipy rigpoxnopuay a5 nokasHuka
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

«Bopga» y 3B’A3Ky 3 NpUBEAEHHSAM Y BiANOBIAHICTb A0
crneundikauii BupobHuka A®I Banauumknosipy
rigpoxnopuay ( 3 5.0 -7.5% f0 5.0-6.5%). 3MiHun |
Tmny - 3MiHN 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BY)XEHHS AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii), 3By)XXeHHS AONYCTUMUX MEX,
BMU3Ha4YeHuX y cneuudikauii Ha APl Banauukiosipy
rigpoxnopug, ANs nokasHyka «3a/ULLKOBI KifIbKOCTi
OpraHiYHUX PO3UYMHHUKIB» Y 3B’A3KY 3 NPUBEAEHHAM
y BiANOBIAHICTb A0 cneuudikauii BUpobHuka API
Banauuknosipy rigpoxnopugy (3aTBepmkeHo:
Dimethylformamide NMT 880 ppm, Toluene NMT
890 ppm 3anponoHoBaHo: Dimethylformamide NMT
250 ppm, Toluene NMT 500 ppm) 3MmiHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHA APl abo BUXIgHOIO
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHuLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BUNPOBYBaHHSA), 3MiHW Y 3aTBEPKEHNX METofax
BMNpobyBaHHA «KinbkicHe BU3HauYeHHs» ana Ad|
Ba/1auMKIoBIpY rigpoxnopuay, a came yTOUHEHHS
YyMOB BUNPOOYBaHHSA, YMOB 36epiraHHs po3ynHy
cTaHaapTy | BUnpobyBaHoro po3umHy. Kputepii
NPUAHSATHOCTI He 3a3Hann 3MiH «KinbkicHe
BM3HAUYeHHs» ans A®l Banauukiosipy
rigpoxnopuay. 3miHum | Tuny - 3miHun 3 skocTi. AdI.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BuXigHOro matepiany/npomikHoOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpo6HuLUTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPMKEHNX MeToAax BUNPoBYyBaHHS), 3MiHW Y
mMeTogax BunpobysaHHA Al 3a TecToM
«EHaHTioMepHa unctoTa» ana APl Banaumknosipy
rigpoxnopugy, a came 3miHM yMOB 36epiraHHs
PO34MHy CTaHAapPTy | BUNPOOYBAHOTO PO3UNHY, YMOB
nepeBipkv NPUAATHOCTI CUCTEMMN Ta YTOUHEHHS
hopmynn Ans po3paxyHKy BMICTY goMilwku. Kputepii
NPUAHATHOCTI HEe 3a3Hanu 3MiH. 3MiHW | Tuny - 3MiHK
3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHsA APl abo BUxigHOro
marepiany/npomikHOro NpoayKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHLWi 3MiHM y MeTogax BUNpobyBaHHS (BKIKOYa4YM
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3amiHy abo gonoBHeHHs) A®| abo
BVXiZAHOrO/NPOMIXHOr0 NPOAYKTY), 3MiHa Y MeTogax
BMNpo6yBaHHA A®| 3a TeCTOM «3annLLKOBI Ki/IbKOCTI
OpraHiYHUX Po34MHHUKIB» A1a APl Banaumkiosipy
rigpoxnopuay, a came yTOYHEHHS] YMOB MPOBELEHHS
BUNPOBYBaHHSA, NPUrOTYBaHHA BHYTPILLUHBLOIO
CcTaHfapTy, CTaHAapTHOro Ta BUNpobyBaHOro
PO34MHIB.

187.

OTUNAKC®

Kpanni ByLUHi Mo 16 1
y chnakoHi; no 1
hnakoHy pasom 3
NNacTUKOBOKO
KpanenbHuLeto y
KapTOHHI KopooLii

BIOKOJEKC

®paHuisa

BIOKOJIEKC

PpaHLin

BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu
| TNy - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/IE-cepTudikar BignosigHocCTi
E€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
ab60 BUIyYeHHs cepTuddikarta BiANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBMEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
MogaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponeiicbkit hapmakonei Ne R1-CEP 1996-020-
Rev 08 (3atBepmkeHo: R1-CEP 1996-020-Rev 07)
ANs Oilo4oi peyoBMHY NiJOoKaIHY rifpoxiopua, akuii
3MiHMB Ha3BY Ha NigoKaiHy rigpoxsiopua MoHorigpar
Bif, 3aTBEpAxeHoro Bupo6bHnka MOEHS Catalana
S.L., IcnaHis (BUpo6Huyi ginbHuui: MOEHS Catalana
S.L. Ta MOEHS BCN, S.L.). 3miHu | TUny - 3MiHu
wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsagy
(iHWwi 3MiHWM) OHOBMEHHS TEKCTY MapKyBaHHSA
yNaKkoBKM MiKapCbKOro 3acoby, a came: BU/TyYeHHS
iHchopMawii, 3a3HaYeHOI PoCilicbKor MOBOIO;
BHECEHHS Ha BTOPUHHY YNaKOBKY [0A4aTKOBOT
iHchopmawii y n. 7. «IHLWI OCOBNMBI
3ACTEPEXXEHHSA» Wwoao 3acTtocyBaHHsA
nNiKapcbKoro 3acoby Ta fogasaHHs pasun «Agpeca
BMPOGHMLTBa» y Nn. 11. «HAAMEHYBAHHSA |
MICUE3HAXOMXEHHA BUPOBHUKA TA/ABO
3AABHWKA». BBefeHHst 3MiH NpoTArom 6-tu
MiCALIB MicNA 3aTBepXEHHS. 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo
[LOMOMDKHOI peyoBuHM - 3MiHa Ha3su AdI 3
nigokaiHy rigpoxnopug Ha NigokaiHy rigpoxnopug
MOHorigpat. 3MiHW BHECEHO B iHCTPYKLiO AN
MeAMYHOro 3aCTOCyBaHHS NikapCbKOoro 3acoby y
po3gain «Cknagy» (Aitodi peyoBrHM) 3 BigNOBIZHAMM
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKU MiKapcbKoro

3acoby.

6e3
peyenma

nionsieae

UA/5205/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
188. | OPTAH®AEKC | kpanni ouHi 0,1 %; CaHTeH AT PiHNAHAIA Bupo6HuK PiHnaHgia/ BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a UA/5051/01/01
AMETA30H no 5 mny dnakoHi 3 BiANoBigaIbHNI 3a Higepnangm | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
KpanesibHuueto; no 1 BUPOGHMLTBO in / BignosigHocTi/IE-cepTudikar BignosigHoCTi
hNakoHy B bulk, nepsuHHy Ta €sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
KapTOHHI KopooLi BTOPUHHY YMaKoBKY, HOBOro abo OHOBMEHOro cepTudikaTa BifnoBigHOCTI
KOHTPO/1b SIKOCTI: ab60 BUyYeHHs cepTuddikarta BiANOBILHOCTI
Hekct®apma AT, €sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
DiHNaHAIS; marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
AnbTepHaTUBHWIA BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
BMPOGHMUK, [OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
BiANoBigaIbHNI 3a €Bponelicbkin hapmakoner) - OHOBEHWIA
BTOPWUHHE cepTuqikaT Bif yxe 3aTBepKeHOro BUpobHUKa.
nakyBaHHs: MogaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
MaHydhakTypiHr €Bponeiicbkit hapmakonei Ne R2-CEP 1992-014 -
MaxkariHr ®apmaka Rev 07 (3aTBepmkeHo: R2-CEP 1992-014 - Rev 06)
(MNo) b.B., Ans giryoi peyosnHy Dexamethasone sodium
HigepnaHgu; phosphate Big, BXe 3aTBep)XeHOro BUpo6HIKa, KWt
Bupo6HMK 3MiHMB Ha3By 3 Sanofi Chimie Ha EUROAPI
BiANoOBigaIbHNI 3a FRANCE.
BMNYCK Cepil:
CaHTteH AT,
PiHnaHAIA
189. | NAHKPEATUH Tabnetkn MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu - UA/12620/01/01
8000 GR KMLLKOBOPO34MHHI in "TexHonor" | TMny - AgMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
bulk: no 4000 NiKapcbKoro 3acoby - 3MiHa Ha3Bu NiKapCbKoro
Tabnetok y 3acoby 3aTBepmkeHo: NMAHKPEA3/M
KOHTeliHepax (PANCREAZIM); 3anponoHoBaHo: NMAHKPEATUH
naacTMacoBmnx 8000 GR (PANCREATIN 8000 GR)
190. | NAHKPEATUH Tabnetkn MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 niosnsieae UA/8550/01/01
8000 GR KMLLIKOBOPO3UMHHI MO "TexHonor" | Tuny - AAMIHICTpaTMBHI 3MiHW. 3MiHa Ha3BM peyenma
10 TabneToky NiKapcbKoro 3acoby - 3mMiHa Ha3Bu MiKapCbKoro
6nicTepi; no 2 abo 3acoby 3aTBepmkeHo: NMAHKPEA3/M
no 5 6nictepis y (PANCREAZIM); 3anponoHosaHo: NMAHKPEATUH
nauui 3 KapToHy 8000 GR (PANCREATIN 8000 GR). 3miHu | Tny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - BunyyeHHs
IHCTPYKLUIT A8 MeAMYHOro 3acTOCyBaHHS
NiKapcbKoro 3acoby, TEKCT AKOT 3a3Ha4YeHo
POCiiCbKOK MOBOIO.
191. | NAHTONPA30O | niodcpini3ar ans TOBAPUCT YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a He UA/14870/01/01
N-»APMEKC PO3UUHY NSt iH'EKLi BO 3 reyn | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
no 40 mr 1 donakoH 3 | OBMEXXEH thapmakoHarnsgy. 3MiHa y KopoTkili XapakTepucTuLi
niodpinizatom B (e]}0) nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
nauui 3 KapToHY. BIANOBIOA IHCTPYKLiT 418 MeAUYHOro 3aCTOCyBaHHA Ha nigcrasi
5 donakoHis 3 NBbHICTIO perynspHO OHOB/IIOBAHOrO 3BiTY 3 6e3neku
niocpinizatom y «KOPINOPA nikapcbKoro 3acoby, abo AocnimpkeHb 3 6e3nekn
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTYPHIl LA 3aCTOCyBaHHSA NiKapCbKoro 3acoby B
YapyHKOBIli «300POB'A nicnspeecTpauiiHnii nepios, abo sk pesynbTar
ynakosLij; no 1 » OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BiAMNOBILHO
KOHTYPHIl [0 nnaHy negiatpuyHux gocnigpkenb (PIP) (iHLwi
YapyHKOBIli ynakoBLyj 3MiHM) 3MiHVM BHECEHO A0 [HCTPYKLi ANnA MeguyHoro
B NnayL,i 3 KAPTOHY. 3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ginis:
"Oco6nmBocCTi 3acTocyBaHHA" Ta "Mo6ivHi peakuii”
o0 6e3neky 3acTOCyBaHHSA Ail040i PeHOBUHM
naHTonpason BiANoBigHO A0 pekomeHaauiin PRAC.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
192. | NAPALUETAMO | po3uunH ans iHdysii, Bakctep Higepnax BIE®GDE MEAITAN ITanis BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3a UA/20701/01/01
N-BAKCTEP 10 mr/mn no 100 mn XongiHr an C.N.A. YTOUHEHHS1 HanNuCcaHHA KpaiHU-BMPOGHUKa B peyenmom
y thnakoHi, no 25 Bi.Bi. Hakasi MO3 YkpaiHu Ne 2085 Big 13.12.2024 B
donakoHiB y npoueci peectpauii. Pefakuis B Hakasi - [HAis.
KapPTOHHI Kopobui BipHa pegakuis - ITanis.
193. | NEFACET kancynu no 300 mr Aypo6iHao IHAis AypobiHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW 3a He UA/18480/01/03
no 28 kancysn: no 7 Papma /114 Nimites - FOHIT VII | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nidsizae
Karncyn y énicrepi; hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuyi
no 4 6nictepun y NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
KapTOHHI KOpo6Lii IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHunx gocnigxersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEOKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MefUYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y po3ginm
"Oco6mBoCTi 3acTocyBaHHS", "M0o6IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOT iHopMaLii 3 6e3neku
Lir040i PevyoBUHN.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPKEHHS.
194. | NEFACET Kancynu no 150 mr Aypo6iHao IHais Aypo6iHao ®apma IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/18480/01/02
no 28 kancyn: no 7 ®apma /114, Nimiten - FOHIT VII | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom niosizae

Kancyny énicrtepi;
no 4 6nictepn y
KapTOHHiA Kopo6Lyi

hapmMakoHarnisgy. 3miHa y KOpoTKili XxapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi 415 MeauyYHOro 3acTocyBaHHs Ha nigcrtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acToCyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHMX BiNoBigHO
[0 nnaHy negiatpuyHnx gocnigxers (PIP) (3miHy
Y3TOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHNM
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
opraHom)
3MiHV BHECEHO [0 iHCTPYKLIT AN MeANYHOro
3aCcTOCyBaHHS NikapCbKoro 3acoby y po3ginm
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO 10 OHOBMEHOT iHGOpMaLii 3 6e3neku
Lit040T PeYOBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
195. | NEFACET Kancynv no 75 mr, Aypo6iHao IHAis Aypo6iHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a He UA/18480/01/01
no 28 kancys: no 7 dapma NlTg Nimiteq - FOHIT VII | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom niosizae
Kancyny énicrepi; hapmakoHarnsgy. 3mMiHa y KopoTkili xapakTepucTui
no 4 6nictepn y nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
KapTOHHI KopooLli IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO [0 OHOBMEHOT iHGhOpMaL,i 3 6e3neku
Lit040i pevyoBUHN.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
196. | MEMO3AP NOPOLLIOK CaH IHais CaH IHais BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK 3a UA/16240/01/01
niocpinizoBanuin ans dapmacbioT dapmacboTuKas | TMNy - 3MiHK 3 AkocTi. APl Bupo6HULTBO. 3MiHM B peyenmom
PO34UHY ANS iH'EKLIA nKan IHpacTpi3 T4, npoueci BupobHuuTea A®| (He3HayHa 3MiHa Y
Ta iHdy3ili no 40 wmr; IHaacTpi3 3aKpUTIll YacTuHi MacTep-ghaiina Ha A®l) BUpo6HUK
no 1 conakoHy 3 Nimiteq A®| BHiC 3MiHM 40 BUPOGHMYOrO MpoLLeCy Ta OHOBUB
NOPOLLKOM Y cneumndikauito APl E3omenpasony HaTpito
KapTOHHII ynakoBLi BifnoBiaHO A0 BUMOr MoHorpadii EP.
197. | NEHTANIH kancysnu, no 10 TOB YkpaiHa TOB "®apma Ctapt" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTtepiasiiB: 3MiHK 3a UA/10881/01/01
®C EKCTPA Kancyn y énicrepi; "ACIHO | TMny - 3miHK 3 AkocTi. CepTudpikart peyenmom
KAMNCYNn no 1 a6o 2 6nictepn YKPAIHA" BignosigHocTi/IE-cepTudikat BignosigHOCTI

B KAPTOHHIl navuyi

€Bponelicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudpikaTa BifnoBiAHOCTI
ab60o BuyyYeHHs cepTudikarta BiANOBIAHOCTI
€Bponelicbkili hapmakonei: gns A®l; ona BuxigHoro
marepiany/peareHTy/npoMibKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[L,0MOMIKHOT peyoBuHM (cepTudikaT BigNoBIgHOCTI
€Bponeiicbkiin hapmakonei) - OHOBMEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUpobHuKa -
BHECEHHS 3MiH 0 MaTepialiB peecTpauiiHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[ocbe Ha nikapcbkuii 3aci6 MexTanrin @C ekcTpa
Karncynu, y 3B'a3ky 3 OTPUMaHHSIM OHOB/IEHOTO
cepTudikaTy BiAnoBigHOCTI €Bponeichbkili
thapmakonei Ha A®| KogeiHy docdpat remirigpar Big,
3aTBepMKeHoro BUpo6Huka "Francopia”, dpaHuis.
3arBepmkeHo: CEP R1-CEP 1997-118-Rev 11;
3anponoHosaHo: CEP 1997-118-Rev 12. Y 3B'A3Ky 3
oHoBNeHHsAM Bepcii CEP Bigbynack 3miHa Ha3Bu
BMPOGHUYOI AinbHUL (Byno: «Sanofi Chimie»,
®paHuis; ctano: «sSANOFI WINTHROP
INDUSTRIE», ®paHLujs).
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NYyCTUMUX MEX, BU3HAYEHUX Y cneumaikalisx Ha
A®I, ab0 BUXiAHWUA/NPOMIXKHUI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(iHWi 3MiHW)

BHECEHHS 3MiH [0 cneuudikauii Ana koHTponto AdI
KopeiHy doocchaTy remirigpaty ons Tecty
«lpeHTudpikauis (A, C)», a came 3MiHEHO
hopmy oBaHHS BUMOT BifNOBIAHO [0 BHYTPILLHbLO-
chipmoBux Bumor («<SANOFI WINTHROP
INDUSTRIE», ®paHujs).

198.

NEPVHAONPU
N-AAPHULA

Tabnetkv no 8 mr no
10 Tabnetok y
KOHTYpHilA
YapyHKOBIl
ynakosui, no 3
KOHTYPHI YapyHKOBI
yNakoBKM B nauLyi

MpAT
"®apmauesT
nyHa hipma

"AapHnus"

YkpaiHa

MpAT
"GapmaueBTnyHa
thipma "dapHnus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu
| TNy - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€Bponelicbkili chapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BignoBigHICTb A0 MoHorpadii 4PY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOi HauioHaIbHOT
thapmakonei gepxasu €C (iHwWwi 3MiHN) MNprBeAeHHS
po3ginie 3.2.P.4.1. Ta 3.2.P.4.2. peecTpadiiiHoro
[OCbE Ha [OMOMIKHY peqoBMHy MarHito cteapat Ao
BMMOr MOHorpadii «Magnesium stearate» gitouoi
pepakuii €sponeiicbkoi ®apmakonei. Y 3B'A3ky 3
LM BHECEHO 3MiHW [0 po34inis: «laeHTudikauis»,
«KncnoTHicTb abo nyxHicTb» Ta «KinbkicHe
BU3HAYEHHS»

3a
peyermom

UA/18525/01/02

199.

NEPVHAONPU
N-AAPHULA

TabneTkv No 4 Mr no
10 Tabnetok y
KOHTYpHil
YapyHKOBIl
ynakosi, no 3
KOHTYPHi YapyHKOBI
yNakoBKM B nauLyi

MpAT
"®apmauesT
nyHa chipma

"AapHnus”

YkpaiHa

MpAT
"GapmaueBTuyHa
tipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikart
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€Bponelicbkili thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHICTL A0 MOHorpadii 4PY a6o
€BponeiicbKoi hapmakonei, abo iHLWOi HauioHaIbHOT
thapmakonei gepxasu €C (iHLWi 3MiHW) MpuBeaeHHA
po3sginis 3.2.P.4.1. Ta 3.2.P.4.2. peecTpauiiiHoro
[0CbE Ha AOMOMiXHY pevyoBMHy MarHito cteapat Ao

3a
peyerimom

UA/18525/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMMOr MOHorpadii «Magnesium stearate» gito4oi
pepakuii €sponeiicbkoi ®apmakonei. Y 3B'A3ky 3
LM BHECEHO 3MiHW [0 po3AiniB: «laeHTudikauis»,
«KncnoTHICTb abo nyXHicTb» Ta «KinbkicHe
BU3HAYEHHS»

200.

NEPUTON®

TabneTkv No 4 Mr no
10 Tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHI ynakoBLi

3AT
dapmaLesT
WYHWIA 3aBOf,

EFIC

YropLmHa

3AT

dapmaLleBTUYHNIA

3asof ElC

YropmHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu
| TNy - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€Bponelicbkili chapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BignoBigHICTb A0 MoHorpadii 4PY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOi HauioHaIbHOT
thapmakonei aepxasu E€C (3miHa y cneuudikauisix,
nos's3aHa 3i 3miHamu B 1Y, abo €Bponeiicbkiii
thapmakonei, abo iHLi HauioHanbHI dhapmakonei
Aepxasu €C), 3miHa y po3gini 3.2.5.4.1.
CreundikaLia uunporentaguHy rigpoxnopugy 3a
nokasHNKom «Acidity» nos'sisaHa 3 OHOBIEHHSAM
BignosigHoi MoHorpadii Ph. Eur. 3miHu | Tvny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoOCTI/lE-
cepTugikaT BiANOBIAHOCTI €BpONenchbKil
hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeOoB6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MOHorpadgii oY abo €sponelicbkoi thapmakonei,
abo iHWOi HauioHasTbHOI dhapmakonei gepxasu EC
(3miHa y cneuumdpikaLlisix, NoB'A3aHa 3i 3aMiHO0
BMMOr MoHorpadpii PY abo iHLWOoi HalioHabHOT
thapmakonei gepxasu EC Ha BUMOrn MoHorpadii
€Bponeiicbkoi hapmakonei), 3MiHa y po3gini
3.2.5.4.1. Cneundikauis umnporentaguHy
rigpoxnopvay nos'asaHa 3 3amiHOK BUMOT
MoHorpadii USP Ha BuMoOru BignosigHOT MoHorpadil
Ph. Eur., a came nokasHuk Residue on ignition NMT
0.1% USP<281> 3amiHioeTbca Ha Sulfated ash NMT
0.1% Ph. Eur. 2.4.14.
3MiHn Il Tuny - 3MiHn 3 akocTi. ADL. (iHLWi 3MiHK)
3MiHV BHOCATLCS Y 3B'A3KY 3 OHOBMEHHAM ASMF ans
LinnporentagnHy rigpoxnopuay 3aTBepaxXeHoro
BMpo6HuKa Dipharma Francis S.r.l. 3aTBepgKeHo:
July 2018 ed. - Sequence 0002 3anponoHOBaHO:
November 2021 ed. - Sequence 0015

3a
peyermom

UA/9035/01/01

201.

NEPIHAOMPEC
®

TabneTkn no 4 mr,
no 10 TabneTok y
KOHTYpHil
YapyHKOBIl
ynakosLi; no 3
KOHTYPHUX
YapyHKOBUX

MpAT
"®apmauesT
nyHa chipma

"AapHnus”

YkpaiHa

MpAT
"GapmaueBTuyHa
hipma "JapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHn 3 AkocTi. CepTudikart
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€Bponelicbkili thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBigHICTL A0 MOHorpadii APY abo
€BponeicbKoi dpapmakonei, abo iHLWOi HauioHaIbHOI

3a
peyenmom

UA/16982/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
YyMakoBOK y navi hapmakonei gepxasun €C (iHLWi 3MiHW) -
MpuseneHHs po3sginis 3.2.P.4.1. Ta 3.2.P.4.2.
peecTpaLiiiHoro A0CbE Ha AONOMiIXHY PEYOBUHY
MarHito cTeapaT Ao BUMor MoHorpadii «Magnesium
stearate» fjtoyoi pegakuii €EBponeicbKoi
dapmakonei. Y 38'A3Ky 3 LM BHECEHO 3MiHW [0
po3ginis: «lgeHTndikauis», «KncnoTtHictb abo
NYXHICTb» Ta «KifIbKiCHe BU3HAYEHHS».
202. | NEPIHAOMPEC | tabnetkv no 8 wmr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a UA/16982/01/01
® no 10 TabneTok y "®apmaveBT "®apmavueBTUYHa | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
KOHTYpHilA nyHa chipma thipma "dapHnus” BignosigHocTi/IE-cepTudikar BignosigHocCTi
YapyHKOBIl "AapHnus" €sponelicbkin dhapmakonei/moHorpadii. 3miHu,
ynakosui; no 3 NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KOHTYPHMUX BignoBigHICTb A0 MoHorpadii 4PY a6o
YapYHKOBUX €Bponeiicbkoi hapmakonei, abo iHLWOi HauioHaIbHOT
YMakoBOK y navi hapmakonei gepxasun €C (iHLWi 3MiHN) -
MpuseneHHs posginis 3.2.P.4.1. Ta 3.2.P.4.2.
peecTpauiiHoro A0CbE Ha AONOMIKHY PEYOBUHY
MarHito cTeapaT Ao BUMOr MoHorpadii «Magnesium
stearate» fjtoyoi peaakuii €EBponeicbKoi
dapmakonei. Y 38’A3Ky 3 LM BHECEHO 3MiHN [0
po3ginis: «lgeHTndikauis», «KncnoTHicTb abo
NYXHICTb» Ta «KifIbKiCHe BU3HAYEHHS».
203. | NPEFABANIH Karncynu Teepgi no AkKopfa, Icnanis BMPOGHMLTBO IHAis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/19209/01/02
HEKCT®APM 150 wmr; no 14 Xenckea nikapcbkoro 3acoby, YropwmHa/ | Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta peyenmom
Kancyn y énictepi; C.JLY. nepBrHHE Ta ITanis/ thapmakoHarnsgy. BeegeHHs abo 3miHn fo
no 4 6nictepn y BTOPUHHE HimeuunHa/ | ysarasibHeHUX AaHux npo cuctemy chapmakoHarnsgy
nauui nakyBaHHsl, Benuka (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
KOHTPO/b SKOCTI BpuTaHis hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
cepii: IHTac BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy;

dPapmacbioTikasc
Nimiten , IHAiS;
BMPOGHMLTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOpPUHHE
nakyBaHHS
(anbTepHaTUBHUIA
BMPOGHUK): IHTaC
dPapmacbioTikasc
Niviten, Hais;
KOHTPO/Ib SIKOCTI:
€BpodhiHC
Anxanitikan Cepsices
XaHrepi KdpT.,
YropuuHa;
KOHTPO/b AKOCTI:
PAPMABANIA NTa.

KOHTaKTHOI 0c0obu 3 thapmakoHarnagy 3asBHuKa Ans
3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOBaXEHOi 0CO6M, BiANOBIAA/TbHOI
3a 3pjiicHeHHs hapMakoHarnsay (Bkioyakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOBaXXEHOT 0C06M 3aBHUKA, BifMnoBifabHOT 3a
hapmakoHarnsg.

[itoua pepakuin: Arata lecesny / Agata Gesiewicz.
MponoHoBaHa pepakuin: Apnetta BepuHcbka /
Arletta Werynska. 3miHa KOHTaKTHUX AaHWX
YNOBHOBaXXEHOI 0CO6MU, BignoBigabHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHOT 0CO6M 3asiBHUKA,
BiANOBIA&/ILHOT 32 hapmakoHarnsag B Ykpaidi. Jitoua
pepakuis: LWynby Onbra CepriisHa. MNponoHoBaHa
pepakuis: Maiictep MapuHa leHHagjiBHa.
YTOUHEHHS W0 MiCLIe3HaXOMKEHHS MacTep-
harina cuctemun chapmakoHarisgy. Y To4HEHHs




236

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

MikpobionoriyHa
na6oparopis,
YropumHa;
[oAaTkosa AiNbHNUA
3 BTOPUHHOTO
nakysaHHs: A4/
CAM/I YENH
(Itanis) CMA, ITanis;
nogartkosa fAiNbHUUA
3 BTOPUHHOTO
nakyBaHHS:
CwuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;
nogartkosa fAinbHuUA
3 BTOPUHHOTO
nakyBaHHS:
MpecTux MpomoyLH
Pepkaydcchepaepy
Hr eHp, ®epbeepsic
'm6X, HimeyunHa;
[oAaTkosa AiNbHNUA
3 MEPBUHHOrO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[, XENNCKEA
NIMITEL, Benuka
BpuTaHis;
BiANoBigabHUIA 3a
BUMYCK Cepii: AKKOpA
Xenckea Moncka
Cn. 3 0.0. Cknag,
Imnoprepa,
MonbLya; goaaTkosa
OinbHUUA 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS:
AKKOP[-tOKEM
NIMITEL, Benuka
BpuTaHia; KOHTPONb
AKOCTI, AofaTKoBa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHS:
NTABOPATORPI
PYHOACIO JIAY,
Icnanis; foaaTkosa

040 Micus 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OinbHUUS 3
BTOPUHHOIO
naKyBaHHs:
CEHTPAJT ®PAPMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benuka
BpuTaHis;
nogartkosa fAiNbHUUA
3 BTOPUHHOTO
nakysaHHs: CK
®apwma JloricTikc
v6X, HimeyunHa

204.

MPErABANIH
HEKCT®APM

Kancynv TBepaj no
300 wmr; no 14
Karncyn y énicrepi;
no 4 6nictepn y
navui

Akkopf,
Xenckea
C.Y.

IcnaHis

BUPOBHULTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHSl,
KOHTPO/b SKOCTI
cepil: IHTac
dapmacbroTikasnc
Nimiten , IHAiN;
BUPOBHULTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs
(anbTepHaTMBHUI
BUPOGHUK): IHTac
dapmacbroTikasnc
Nimiteq, HAis;
KOHTPO/b AKOCTI:
€BpodiHc
Ananitikan Cepsice3
XaHrepi K.,
YropumHa;
KOHTPO/Tb AKOCTI:
®APMABANIA NTa.
Mikpob6ionoriuHa
nab6oparopis,
YropumHa;
[ofartkosa AinbHUUSA
3 BTOPMHHOTO
nakysaHHs: J4/1
CANJII YEWH
(Itanis) CMA, Itanis;
[oaaTkoBa AinbHUUA
3 BTOPVHHOTO

IHais/
YropwmHa/
ITania/
HimeuumnHa/
Benuka
BpuTtaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AjificHeHHs chapmakoHarnsay B YKpaiHi, KO0 BOHA
BigMiHHa Bif, yNOBHOBaXXEHOI 0CO6M, BifnoBiganbHOI
3a 3[jicHeHHs hapmakoHarnagy (Bkioyaun
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsay). 3miHa
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.

[Oitova pepakuis: Arata NeceBuy / Agata Gesiewicz.
MponoHoBaHa pepakuis: Apnetta BepuHcbka /
Arletta Werynska. 3MiHa KOHTaKTHUX AaHNX
YMNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKkTHOI 0CO6U 3asIBHYMKA,
BiANOBiAaNbHOI 3a hapmakoHarnsg B YkpaiHi. Jitoua
pegakuis: Wynby Onbra CepriisHa. MNponoHoBaHa
pepakuis: Mavictep MapuHa leHHagjiBHa.
YTOUYHEHHS LLIOAO MiCLe3HaXOMKEHHS MacTep-
thaiina cuctemu hapmakoHarnsgy. Y TOYHEHHs
LLOAO MiCLA 3A4IICHEHHA OCHOBHOI AisfIbHOCTI 3
chapmakoHarnsgy

3a
peyenmom

UA/19209/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
nakyBaHHS:
CuHonTus

IHpacTpian Cn. 3
0.0., NonbLa;
[oAaTkoBa AinbHUUA
3 BTOPUHHOTO
nakyBaHHS:
Mpectux MNpomoyLLH
®epkaydcepaepy
Hr eHg Pepbeepsic
vM6X, HimeuunHa;
nogartkosa fAinbHuUA
3 NepBUHHOrO Ta
BTOPWHHOTO
naKyBaHHs:
AKKOPJ, XENNCKEA
NIMITEL, Benuka
BpuTaHis;
BignoBigasibHWi 3a
BUNYyCK cepii: AKKopg,
Xenckea lMNoncka
Cn. 3 0.0. Cknapg
Imnoptepa,
MonbLa; goparkosa
OinbHUUS 3
NepBUHHOTO Ta
BTOPUHHOIO
nakyBaHHS:
AKKOP[-OKEW
NIMITEL, Benuka
BpuTaHis; KOHTPOsb
AKOCTI, fofaTKoBa
AinbHUUA 3
BTOPVHHOTO
nakyBaHHS:
NNABOPATOPI
PYHOACIO JIAY,
IcnaHis; gogarkosa
AinbHUUA 3
BTOPVHHOTO
nakyBaHHS:
CEHTPA/T ®JAPMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benuka
BpuTaHis;
[oAaTkoBa AinbHUUA
3 BTOPUHHOTO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
nakysaHHs: CK
$apma JloricTikc
'm6X, HimeyunHa
205. | NPEFABANIH Karcynm Teepgi no Akkopp, Icnanis BMPOGHMLTBO IHpia/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/19209/01/01
HEKCT®APM 75 wr, no 14 kancyn Xenckea niKapcbKoro 3acoby, YropwmHa/ | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
y 6nictepi; no 4 CJLYy. nepBuHHE Ta ITanis/ thapmakoHarnagy. BeegeHHs abo 3miHn oo
6nictepy y nauui BTOpPUHHE HimeuunHa/ | ysarasibHeHUX AaHux Npo cucTemy hapmakoHarnsgy
nakyBaHHsl, Benvka (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
KOHTPO/b AKOCTI BpuTtaHis hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
cepii: IHTac BiANOBIAA/IbHOI 32 34iicCHEHHSA ddapmakoHarnsgy;
dapmacbloTikanc KOHTaKTHOI 0c0o6M 3 (hapmakoHarnagy 3asBHuKa ans
Nimiten , IHgjs; 3fjiicHeHHs thapmakoHarnsgy B YkpaiHi, KO BOHA
BMPOGHMLTBO BiAMIHHA BiJ YNOBHOBaXeEHOi 0CO6U, BiANOBIAA/TbHOI

niKkapcbkoro 3acoby,
nepBuHHEe Ta
BTOPVIHHE
nakyBaHHs
(anbTepHaTMBHUI
BMPOGHUK): IHTac
dapmacbioTikanc
Nimiteq, IHAjs;
KOHTPO/b AKOCTI:
€BpodoiHC
AHaniTikan Cepsices
XaHrepi KdpT.,
YropumHa;
KOHTPO/Ib SIKOCTI:
SAPMABANIA NTa.
Mikpo6ionoriyHa
nab6opartopis,
YropuuHa;
[oAaTkoBa AinbHUUA
3 BTOPVHHOTO
nakysaHHsa: J4Y/1
CANJII YEWH
(Itanis) CMA, ITanis;
[oAaTkosa AiNbHNUA
3 BTOPUHHOTO
naKyBaHHs:
CuHonTtus
IHoacTpian Cn. 3
0.0., MonbLa;
AoAaTkosa AiNbHUUA
3 BTOPUHHOTO
naKyBaHHs:
Mpectux MNpomoyLH
Pepkaydcepaepy
Hr eHg Pepbeepsic

3a 3[jicHeHHs hapMakoHarnsay (BkiYakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHMKA, BifnoBiganbHOI 3a
hapmakoHarnsg.

[itoua pepakuis: Arata lecesny / Agata Gesiewicz.
MponoHoBaHa pepakuin: Apnetta BepuHcbka /
Arletta Werynska. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0c06W, BiANOBiAa/IbHOT 3a
thapmakoHarnsag. 3mMiHa KOHTaKkTHOI 0Co6U 3asIBHYKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi. Jitova
pepakuis: Wynby Onbra CepriisHa. MNponoHoBaHa
pepakuisi: Maiictep MapuHa leHHagjiBHa.
YTOUHEHHS W0 MiCLe3HaX0MKEHHS MacTep-
haiina cuctemu hapmakoHarnfgy. Y TOYHEHHS
LL0A0 Micus 3A4iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

M6X, HimeuunHa,;
nogartkosa fAiNbHULUA
3 MEePBMHHOIO Ta
BTOPUHHOTO
naKyBaHHs:
AKKOP[, XE/ICKEA
NIMITEL, Benuka
BpuTaHis;
BiNOBIfaIbHWIA 32
BUMYCK Cepii: AKKOpA
Xenckea NMoncka
Cn. 3 0.0. Cknapg,
ImnopTepa,
Monbla; gopatkosa
AinbHUUA 3
MepBNHHOTO Ta
BTOPUHHOIO
naKyBaHHs:
AKKOP[-tOKEW
NIMITEL, Benuka
BpuTaHisa; KoHTposb
AKOCTI, fofaTKoBa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
NNTABOPATOPI
®YHOACIO JAY,
IcnaHis; goparkosa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHs:
CEHTPAT ®APMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benuka
BpuTaHis;
[oAaTkosa AiNbHNUA
3 BTOPUHHOTO
nakysaHHs: CK
dapwma JloricTikc
'mM6X, HimeuunHa

206.

MPOTA®AH®
HM

cycnensisa ans
iH'ekujin, 100 MO/mn;
no 10 mn y doNakoHi;
no 1 conakoHy B

A/T HoBso
Hopgick

NaHis

A/T Hoso Hopgick,
[OaHis
(BignoBiganbHuii 3a
BMNYCK Cepiit

Nanis/
®paHLis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TNy - AOMiHICTpaTWBHI 3MiHU. BunyyeHHs
BUPOBHUYOT AiNbHULI (BKNHOYAKOUY AiNbHULI ANS
A®I, npomiXHOro NpoayKTy abo rotoBoro

KapTOHHI KopooLli KiHLLeBOoro nikapcbKoro 3acoby, AibHNL AN NPOBeAEHHS
npoaykty); Hoso nakyBaHHs1, BUPOGHYKA, BifNOBIgaIbHOrO 3a BUMYCK
Hopgaick cepiil, Micue NPoBeAEHHs1 KOHTPOO cepii) abo

3a
peyermom

UA/2700/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MpogatokcboH CAC,
PpaHuia (BUPOBHUK
NPOAYKUii 3 NOBHUM
LKII0M)

noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y OCHE) -
BUyYEHHA BUPOOHWNYOT AiNIbHUL FOTOBOTO
nikapcbKoro 3acoby, BiAnoBigabHOI 3a «BnpobHuk
AN MapkyBaHHS Ta ynakoBKkn ()1aKoHiB,
BTOPVHHOrO nakyBaHHs1» A/T HoBo Hopgaick, Xannac
Anne, Kanyng6opr, AK-4400, [aHis. 3anvwaerbca
anbTepHaTuBHUIA BUpo6bHUK HoBo Hoppick
MpoatokeboH CAC, 45, aBeHio a'OpneaH, 28000,
LapTp, ®paHuis.
3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKUN [iNbHAL ANS
A®I, npomikHOro NpoayKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI ANs NpoBefeHHS
nakyBaHHs, BUPO6HWMKA, BigNOBifaIbHOTO 3a BUMYCK
cepiii, MmicLie NpoBeAEeHHS KOHTPOSO cepii) abo
nocravasibHVKa BUXigHOro marepiasny, peareHty abo
[OMNOMDKHOT pEHOBUHY (SKLLIO 3a3HAYEHO Y [iO0ChE) -
BunyyeHHs1 BUPOGHMYOI Ai/TbHULi FOTOBOrO
nikapcbkoro 3acoby, BiANoBiAa/IbHOI 3a "BMPOBGHNK
Hepo3hacoBaHOro NPoAyKTY, HarNoBHEHHS B
dhnakoHu, neperHHa ynakoBka Ta KOHTPOsIb AKOCTi"
A/T Hoso Hopgick, HoBo Anne, barcsaepg, 2880,
[JaHis. 3anuwaeTbecst albTepPHATUBHUN BUPOBHMK
Hoso Hopgick MpogtokcboH CAC, 45, aBeHo
4'OpneaH, 28000, WapTp, ®paHuis.

207.

NMPOTA®AH®
HM

cycneHsisa ans
iH'ekujin, 100 MO/mn;
no 10 mn y doNakoHi;
no 1 conakoHy B
KapTOHHI KopooLli

A/T HoBo
Hopgick

NaHis

A/T Hoso Hopgick,
[OaHis
(BignoBiganbHuii 3a
BMNYCK Cepiii
KiHLLeBOoro
npoaykty); Hoso
Hopgaick
MpogatokcboH CAC,
$paHuia (BUPOBHUK
NPOAyKUii 32 NOBHUM
LMK/TOM)

Nanis/
®paHLis

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHu)
- OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB KOHTPO/IIO
AKOCTI NiKapCbKOro 3acoby, a came: BUKNaAEeHHS
TEKCTY [ep>XXaBHO MOBOIO 3riHO Cy4YacHUX BUMOT
Ta NpVMBEAEHHS Y BiANOBIAHICTb po3Ainy
"Cneundikauis" MKS go 3aTBepmxeHoi
cneumnagikauii 3asBHuKa. Cnevundikalis 3asBHUKa
npy LbOMY He 3MiHWNacb. BBeAeHHs 3MiH NpoTArom
6-TN MicsLIB Nic/1a 3aTBEPAKEHHS.

3a
peyermom

UA/2700/01/01

208.

NMPOTEKOH
DACT®

TabneTku, BKPUTI
nAiBKOBOO
o6onoHKoto; Ne 30:
no 10 TabneTtok y
6nictepi; no 3
6nicTepu y nauui 3
KapToHy; Ne 60: no
10 TabneTok y
6nicTepi; no 6
6nicTepis y nayui 3
KapToHy; Ne 90: no

OPIrAHOCU
H
NAVIGCAEH
CU3 (E®
3ET 1)

OAE

EBepTomkeH Naiich
CaeHcus JliviTeq

IHais

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y
TEeKCT MapKyBaHHs1 nepBuHHOI (N. 6. IHLWE) Ta
BTOPUHHOI (N. 17. IHLWE) ynakoBku nikapcbkoro
3acoby. BBefeHHs 3MiH NpPOTAroM 6-Tu micsyiB nicns
3aTBEPAKEHHSA

3a
peyenmom

UA/15396/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
10 Tabnetok y
6nicTepi; no 3
6nicTepn y nauui 3
KapTOHy; Mo 3 naykn
y naulji 3 KapToHY;
no 30, 60 a6o 90
Tabnetok y
KOHTeliHepi; no 1
KOHTelHepy y nauui
3 KapTOHY
209. | MPOTEKOH® TabneTku, BKPUTI OPIAHOCU OAE EBepTomKeH Naiich IHAis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 6e3 UA/3347/01/01
o060s10HKo0 no 10 H CaeHcus flimiTes, | Tny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenma
Ta6neTok y 6nictepi; | JJAMGCAEH IHgjs; Cara thapmakoHarnagy (iHwi 3MiH1) 3MiHWM BHECEHO Y
no 3 6nictepun y CnN3 (E® NaiidpcaeHcus TEeKCT MapKyBaHHs1 nepBuHHOI (M. 6. IHWE) Ta
nauuj 3 kKapToHy; Nno 3ET ) Nimitea, IHaia BTOPUHHOI (N. 17. IHLWE) ynakoBkun nikapcbKoro
10 Tabnetok y 3acoby. BBegeHHs 3MiH MpPOTAroM 6-Tu micsuiB nicns
6nictepi; no 3 3aTBEepPAKEHHSA
6nicTepn y nauui 3
KapToHy; Mo 3 naukn
y nauli 3 KapToHy;
no 30, 60 a6o 120
Tabnetok y
KOHTeliHepi; no 1
KOHTelHepy B nauuli
3 KapTOHY
210. | NCOPIATEH Masb; no 50 ry Ty6i; AnbneH HimeuunH Bupo6HMK HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK 6e3 UA/3775/01/01
no 1 Ty6i B Papma a [030BaHOT hopmu, | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyernma
KapTOHHI KopooLli v6X nepBrHHE Ta thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO Y
BTOPUHHE TEeKCT MapKyBaHHs1 NepBuHHOI (N. 3, 4, 6) Ta
nakyBaHHs, BTOPVHHOI (n. 3, 8, 11, 13, 15, 17) ynakoBku
KOHTpONb SKOCTi: B. nikapcbKoro 3acoby
LniTuHep
ApuHalimiTTensgab
pvik FM6X,
HimeuuunHa;
BUPOGHNK,
BignoBiganbHWi 3a
BMNyck cepii: 4p.
l'yctas KnsaiiH Tm6X
& Ko. KI', Himeyunxa
211. | NYNbUET® MOPOLLIOK HOBEN TypeuuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHW 3a He UA/4997/02/01
niocpinizoBaHuin ons INAY CAHAI a CAHAI BE | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | niossieae
pPO34nHYy AN BE TIIKAPET A.LL. hapmakoHarnsgy. 3MiHu y KOpOTKili XxapakTepucTui
iH'eKUil, 40 Mry TIOXAPET NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
cnakoHax, no 1 A.LL. IHCTPYKLii A/19 MeANYHOr0 3aCTOCYBaHHS

hnakoHy B
KapTOHHIA ynakoBL,i

reHepuyHUX/ribpuaHMX/6ionoai6HKX NiKapCbKUX
3ac06iB Nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedoepeHTHUIA NpenapaT (3MiHa He NoTpebye
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
HafaHHSA XOAHNX HOBUX AOAATKOBUX JaHWX) - 3MiHN
BHECEHO B |HCTPYKLUIiO AN MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"Moka3aHHa" (yTOUHeHHs iHdopMmadii), "B3aemogis 3
iHLWMMK NikapcbKMKM 3acobamMu Ta iHLWi B1uam
B3aemogijit", "OcobmBoCTi 3acTocyBaHHsA", "Crnocio
3acTocyBaHHS Ta 4o3n" (YTOYHEHHs iHdhopmadii),
"Mo6iuHI peakuii" BiANOBIAHO A0 iHopmaLii
pedrepeHTHOrOo likapcbkoro 3acoby Protium, powder
for solution for injection.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHSA
212. | PAHITUAWNH- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/4934/01/01
AAPHULSA NNiBKOBOKO "®apmaueBT "®apmaLeBThyHa | TMny - 3miHK 3 AkocTi. CepTuUdpikat peyenmom
o60onoHkKoto, no 150 nyHa chipma dipma "AapHuusa” BignosigHocTi/lE-cepTudikar BignoBigHOCTI
mr; no 10 TabneTok "OapHuusa” €Bponelicbkinn dhapmakonei/MoHorpadii. 3miHu,
Y KOHTYpHIiA noB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y
YapyHKOBIl BiANOBIAHICTb A0 MoHOrpadii APY abo
ynakoBuj; no 1 a6o €Bponelicbkoi dhapmakonei, abo iHWOoT HauioHabHOT
Nno 2 KOHTYpPHi hapmakonei gepxasu €C (iHwWi 3MiHK). MpuBeeHHS
YapyHKOBI YNaKoBKu po3ginis 3.2.P.4.1. Ta 3.2.P.4.2. peecTpauiiHoro
B naui [0CbE Ha AOMNOMiXHY peyoBuHY MarHito cteapar Ao
BMMOT MOHorpacii «Magnesium stearate» fito4oi
pepakuii €sponeiicbkoi Papmakonei. Y 38’A3ky 3
LM BHECEHO 3MiHW [0 po34iniB: «laeHTudikauis»,
«KncnoTHicTb abo NyxHicTb» Ta «KinbkicHe
BV3HAYEHHSA».
213. | PANIPA® 600 NOPOLLOK A/1A AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/16428/01/03
OpasIbHOro PO34UHY "papmak” Il TNy - 3MiHKW 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6. peuyenma
no 600 mr,no 3,0ry 3MiHN y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
cawe; no 6 a6o 10 O0oNyCTUMUX MeX, BCTAHOBJIEHUX Y crieundikaisx,
cawle y nauui 3 nig, yac BUPOGHULTBA rOTOBOTO JiKapCLKOro 3acoby
KapToHY (iHLWi 3MiHW) - BUYYEHHSI PYTUHHOTO KOHTPO/THO
nokasHuka «KinbkicHe BusHaveHHs. N-
aueTnLMCTEIH» AN Macu 415 HaNoBHEHHS calle 3
BiANoBigHUMN 3miHamu B po3gin 3.2.P.3.4. KoHTponb
KPUTUYHUX CTagii | NpoMiXHOI Npoaykuii. KoHTponb
3a3HayeHoro nokasHvika byae npoBoAUTUCA vLle B
pamMkax BanigauiinHmux gocnimKeHb.
214. | PEKAPOVH Kpanni opabHi; TOB "AKn YkpaiHa TOB "AKn Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/17915/01/01
DOPTE no 25 mn a6o 50 mn "®apmavesT "®GapmaLieBThyHa | TNy - 3MiHK 3 AKocTi. FoTOBUIA Nikapcbkuii 3aci6. peyenma
y thriakoHi 3 nyHa habpuka” 3MiHM Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
npo6koto- thabpuka" (BKNKOYALOUM fiana3oH po3Mipy cepil) roToBoro

KpanesbHuLero; no 1
hnakoHy B mavw,i

nikapcbKoro 3acoby (3mMeHweHHs o 10 pasis) -
3MeHLLEeHHs po3mipy cepil [N13. 3aTBepaXeHo
MepenbavyBaHmnii po3mip cepii cknagae: O6’em
cepii: (1000,0-1006,0) kr, abo (42 327 -42753)
donakoHiB no 25 mn, abo (21 374 -21 588) dhiakoHis
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
no 50 mn
3anponoHoBaHo lMepenbayvyBaHuii po3mip cepil
cknagae: O6'em cepii: (500,0-504,0) kr, a6o (20 574
-22 028) chnakoHis o 25 mn, abo (10 387 -11 016)
hnakoHiB No 50 ma. 3MiHK | TUNY - 3MiHKU 3 AKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI.
3MiHM y NpoLieci BUPO6HMLITBA FOTOBOTO /iKapCbKOro
3aco0y, BKIOYaoUy NPOMKHWI NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI FOTOBOIO
nikapcbKoro 3acoby (iHwi 3MiHM) - He3HauHi 3MiHN y
BMPOGHMYOMY MPOLIEC], & came- BUKOPUCTaHHS
061aHaHHSA HLWOI NPOAYKTUBHOCTI.
215. | PEMEHC® Kpanni opasibHi; no TOB YkpaiHa Pixappg BitTHep Al ABcTpis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 6e3 UA/2164/02/01
20 mn a6o 50 mn, «MEPPIFO I TMny - 3miHK 3 AkocTi. APL. KoHTposnb AP, 3miHa y peyenma
a60 100 mny YKPAIHA» mMeTogax BunpobyBaHHs A®| abo BUXigHOTO
dhnakoHax- marepiany/npomiKHOro NpoayKTy/peareHTy, Lo
KpanesnbHuusax; no 1 BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
dnakoHy y (He3HayHi 3MiHN y 3aTBEPAKEHNX METOAAX

KapTOHHI ynakoBLi

BMNPOOYBaHHs)

HesHauyHa 3miHa B MeTofi aHanisy a3oBoi
xpomatorpacii (GC method was changed in liquid
injection (GC-FID) ans KinbKiCHOro BU3Ha4YeHHs
BMiCTy MeTaHo/y i 2-nponaHosly B MaTpuYHiii
HacToiui Cimicifuga racemosa. Takox, hopmasibHe
OHOB/IEHHA NMpoLeAypy TeCTyBaHHS 3a M.
«AhnaToKCUHW», NOBTOPHa Banigauis (6e3 3miH y
mMeToaunuj). 3miHu | Tuny - 3miHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60 BUXigHOro matepiasy/npoMixHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTBa A®| (He3HauHi 3MiHW Y
3aTBEPMXEHNX METOAaX BUNPOOYBaHHS). HesHauHa
3MiHa B MeTOgj aHani3y a3oBoi xpomartorpadii (GC
method was changed in liquid injection (GC-FID)
0N KiNbKICHOrO BU3HAYEHHSA BMICTY MeTaHony i 2-
nponaHosy B MaTpuyHili HacTonui Sanguinaria
canadensis. Takox, hopMasibHe OHOB/IEHHS
npoieaypu TeCTyBaHHA 3a N. «ANaTOKCUHN»,
nosTopHa Basnigauis (6e3 3miH y metoauui). 3minu |
Tmny - 3MiHK 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHA A®| abo BUXIgHOIO
marepiany/npomikKHOro NPoayKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
(He3HauHi 3MiHW y 3aTBEPIKEHNX MeToAax
BMNpobyBaHHsA). He3HauHa 3miHa B MeTOAj aHanisy
"a3zoBoi xpomatorpadii (GC method was changed in
liquid injection (GC-FID) ans kinbkicHoro
BM3HAYEHHSA BMICTY MeTaHoy i 2-nponaHony B
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

MaTpuyHiin HacTolui Pilocarpus. Takox, hopMasibHe
OHOB/IEHHA NpoLeAypy TecTyBaHHS 3a M.
«AdhnaTokCHW», NOBTOPHa Bavlifauis (6e3 3miH y
meToaunuj). 3miHu | Tuny - 3miHK 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BUXigHOro matepiany/npomikHoOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWIi 3MiHK Y MeTogax
BMNpo6YyBaHHA (BK/1HOYAOUMN 3aMiHy abo
[0MNoBHEHHS) AD| abo BMXiAHOro/NPOMIKHOTO
npoaykty). 3amiHa AAC meTtogy Ha ICP-MS ans
BU3HAYEHHS BaXKKnux MeTaniB y MaTPUUHili HACTOSAHL
Cimicifuga racemosa.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®l. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BUXiAHOrO
marepiany/npomMikHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHWi 3miHM y MeTogax BUNPoOyBaHHA (BKIOYaOUM
3amiHy abo gonoBHeHHs) A®| abo
BMXiAHOro/NpoMixHoOro npoAaykty). 3amiHa AAC
meToay Ha ICP-MS ansa BU3HauYeHHs Baxknx
MeTasliB y MaTpUYHili HacTosHLi Sanguinaria
canadensis. 3MiHu1 | TUNYy - 3MiHK 3 AKoCTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs API
abo BuXigHOro matepiany/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHM Yy MmeTodax
BMNpOGYyBaHHSA (BK/THOYAKOUM 3aMiHy abo
[0NoBHEHHS) APl abo BMXiAHOrO/NPOMIXHOro
npoaykTy). 3amiHa AAC meTtogy Ha ICP-MS agns
BM3HAYEHHS Baxkux meTaniB y MaTpyyHiil HaCTOSHL,
Pilocarpus. 3miHu | TUny - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs API
abo BuXigHOro matepiany/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHM Yy MeTodax
BMNpOGYyBaHHSA (BK/THOYAKOUM 3aMiHy abo
[0NoBHEHHS) APl abo BMXiAHOrO/NPOMIXHOro
npoaykTy). 3amiHa M'X metogy Ha Y-
CNEeKTPOMETPUYHNIA METOA AN BUSHAYEHHS
necTuumnaiB y MaTpuyHiii HactosHui Cimicifuga
racemosa. 3minu | Tuny - 3miHun 3 aKocTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs Ad|
ab60o BuXigHOro matepiasy/npoMixHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHwi 3MiHM y MmeTodax
BMNpOGYBaHHSA (BK/1HOUYAOUM 3aMiHy abo
[0NoBHEHHSA) AP| abo BYXiAHOro/NPOMIDKHOTO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

npoaykTy). 3amiHa 'X meTogy Ha Y-
CNEeKTPOMETPUYHNIA METOA, AN BUSHAYEHHS
necTuLmMAiB y MaTpUyHiil HacTosHLi Sanguinaria
canadensis. 3miHu | Trny - 3miHun 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BUXigHOro matepiany/npomikHoOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWIi 3MiHK Y MeTogax
BMNpo6YyBaHHA (BK/1HOYAOUMN 3aMiHy abo
[0MNoBHEHHS) AD| abo BMXiAHOro/NPOMIKHOTO
npoaykTy). 3amiHa 'X metoay Ha Y-
CNEeKTPOMETPUYHWIA METOA, AN BUSHAYEHHS
necTuuMaiB y MaTpuYHiin HacTosHui Pilocarpus.

216. | PEMEHC® Tabnetku no 12 TOB YkpaiHa Pixapg BitTHep Al ABCTpis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 6e3 UA/10052/01/01
TabneTok y 6nictepi; «MEPPIFO | TMny - 3MmiHK 3 AkocTi. API. KoHTponb A®I. 3miHa 'y peyenma
nol, 2, 3, a6o04 YKPAIHA» MeToAax BUNpobyBaHHS AD| abo BMXigHOro
6nictepn y mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
KapTOHHI KOpo6Lii BMKOPVCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BUNPOBYBaHHS)

HesHauHa 3MiHa B MeTogi aHanidy Fasosoi
xpomatorpadii (GC method was changed in liquid
injection (GC-FID) ans kinbkKicHOro BU3Ha4eHHs
BMICTY METaHO/y i 2-NponaHosy B MaTpUYHii
HacToiui Cimicifuga racemosa. Takox, hopMasibHe
OHOB/IEHHA NpoLeAypy TecTyBaHHS 3a M.
«AdhnaTokcH», MOBTOPHa Bavtifauis (6e3 3miH y
mMeToaunuj). 3miHu | Tuny - 3miHK 3 skocTi. AdI.
KoHTposb A®I. 3miHa y MeToAax BunpobysaHHsA AdI
abo BuXigHOro matepiany/npomikHoOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuLTBa AP| (HE3HAYHI 3MiHK Y
3aTBEpPIKEHNX MeToAax BunpobysaHHA) HesHauHa
3MiHa B MeTogi aHanisy asoBoi xpomatorpadii (GC
method was changed in liquid injection (GC-FID)
0115 KiNbKICHOTO BU3HAYEHHS BMICTY MeTaHony i 2-
nponaHosly B MaTpUYHili HacTonui Sanguinaria
canadensis. Takox, oopMasibHe OHOB/EHHS
npoueaypu TeCTyBaHHS 3a N. «Ad)NaToKCUHN»,
noBTOpHa Banigauis (6e3 3MiH y MeToauL,)
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KOHTponb AdI.
3MiHa y meTogax BunpobysaHHss A®| abo BUXigHOroO
marepiany/npomiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa ADI
(He3HayHi 3MiHN y 3aTBEPKEHNX METOAAX
BMNPOOYBaHHS)

HesHauyHa 3miHa B MeTofi aHanisy a3oBoi
xpomatorpadii (GC method was changed in liquid
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

injection (GC-FID) ans KinbKicCHOro BU3Ha4YeHHs
BMiCTy METaHo/y i 2-nponaHosly B MaTpuYHii
HacToliui Pilocarpus. Takox, chopmanbHe
OHOBJ/IEHHA NpoLefypy TeCTYBaHHSA 3a M.
«AdhnaTokcuHU», MOBTOPHA Bavlifauis (6e3 3MiH y
mMeToaunui). 3miHu | Tuny - 3miHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs Ad|
ab60o BUXigHOro marepiasy/npoMixHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHwi 3MiHM y MmeTodax
BMNpOGYBaHHSA (BK/1HOYAKOUM 3aMiHy abo
[ONOBHEHHA) AD| abo BUXIAHOro/NPOMIKHOTO
npoaykty) 3amiHa AAC meToay Ha ICP-MS ana
BM3HAYEHHS BaXKux MeTaniB y MaTpUYHiil HaCTOSHL
Cimicifuga racemosa. 3MiHu | Tuny - 3MiHu 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax
BMNpo6yBaHHsA A®I abo BUxigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(iHWi 3mMiHM y MeTofax BUNpobyBaHHA (BK/IHOYaoUn
3amiHy abo gonoBHeHHs) APl abo
BMXigHOro/npomikHoro npoaykty) 3amiHa AAC
meTtoay Ha ICP-MS ansa Bu3HavyeHHs Baxkunx
MeTaniB y MaTpUUHili HACTOsAHLI Sanguinaria
canadensis. 3miHu | TMny - 3miHu 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BuXigHOro matepiany/npomikHoOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWi 3MiHK Y MeTogax
BMNpo6yBaHHA (BK/1HOYAOUM 3aMiHy abo
[0MNoBHEHHs) AD| abo BUXiAHOro/NPOMIKHOTO
npoaykty) 3amiHa AAC meToay Ha ICP-MS ansa
BU3HAYEHHS BaXKknx MeTaniB y MaTPUUHili HACTOSAHL
Pilocarpus. 3miHn | Tuny - 3miHn 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BuXigHOro matepiany/npomikHoOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWi 3MiHK Y MeTogax
BMNpOoGYBaHHA (BK/1HOYAOUMN 3aMiHy abo
[0MNoBHEHHs) AD| abo BUXiAHOro/NPOMIKHOTO
npoaykty) 3amiHa X meTtoay Ha YP-
CNEeKTPOMETPUYHWIA METOA, AN BUSHAYEHHS
necTuumnaiB y MaTpuyHiii HactosHui Cimicifuga
racemosa. 3MiHu | Tuny - 3miHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs API
abo BuXigHOro matepiany/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHwi 3MiHM y MmeTodax
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMNpOoGYyBaHHSA (BK/HOYAKOUMN 3aMiHy abo
[0NoBHEHHS) APl abo BMXiAHOrO/NPOMIXHOro
NPOAYKTY)
3amiHa 'X meToay Ha Y ®-cnekTpoMeTpuyHUiA MeTos
[ONSA BU3HAYEHHSA NeCTMUMAIB Y MaTPUYHIA HACTOSAHL,
Sanguinaria canadensis.
3MmiHu | TUny - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(iHWi 3mMiHM y MeTofax BUNPobyBaHHA (BK/ItOYaoUn
3amiHy abo gonoBHeHHs) APl abo
BVXifHOro/MpomMikHOro npoaykTy) 3amiHa MX metogy
Ha Y®-cneKTpOMEeTPUYHNIA MeToA, AN BUSHAYEHHS
necTuUMAiB y MaTpuyHiii HactosiHui Pilocarpus.

217.

PUB'AYNN
XXUP-TEBA

kancynu no 500 mr
no 10 kancyny
6nicTepi; no 7 abo 9
6nicTtepiB y
KapTOHHI KopooLii

TOB «TeBa
YkpaiHa»

Ykpaina

AT

dapmaLeBTUYHNIA

3aBof TeBa

YropwmHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TMny - 3miHK 3 AkocTi. CepTuUdcpikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOBMIEHOro cepTudikata BignoBiAHOCTI
abo BunyyeHHs ceptudpikara BigNOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
ponomikHoi peyoBuHu (CE-cepTudikat
BiANOBIAHOCTI EBpoNeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/MpoMixxHOro
npoaykTy abo AONOMIKHOT peyoBrHM) - OHOBAEHWIA
cepTugikart Bif BXe 3aTBEp)KEHOro BUPOOHMKA -
noAaHHA OHOBMIEHOrO cepTudikaty BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2000-312-Rev
03 Bif BXe 3aTBepaKeHoro BrpobHuka Italgel
S.P.A., India ONOMDKHOT PEYOBUHW XENaTuH B
3B'AI3KY 3 3MiHOI0 Ha3BU BUPOOHMKA AOMOMIKHOT
pPEYOBUHU, MiCLLe BUPOBHULITBA HE 3MIHUIOCH
(3aTBepaxeHo: R1-CEP 2000-312-Rev 01
Italgelatine SPA, India; 3anponoHoBaHo: R1-CEP
2000-312-Rev 03 Italgel S.P.A., India)

6e3
peuyenma

UA/6681/01/01

218.

PIANTPIC

crpeii Ha3albHWUIA,
[,030BaHuiA,
cycneHxsisi; no 56,
120 a6o 240 go3y
nonieTuneHoBoMy
hnakoHi; no 1

neHmapk
CnewianTi
C.A.

Lseiuapi
A

FneHmapk

dapmacbloTKan3

nra.

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnagy. 3miHa 4actoT Ta/abo TepMiHIB
NOAAaHHSA perynsipHO OHOBJ/IIOBAHMX 3BITIB 3 6e3nekn
nikapcbkunx 3aco6iB. 3MiHa 4acToTu Ta TepMiHy
nofaHHsA perynspHoO OHOB/IIOBAHOrO 3BIiTY 3 6e3nekn

donakory 3 (PO3B) nikapcbkoro 3acoby: [litoya pegakuis:
[,03YH04MM HACOCOM- YacTtoTa nogaHHa PO3B - 1 pik; KiHueBa gata ons
po3nuoBayvem, BK/IOYEHHA aaHnx 0o PO3b - 25.04.2024 p.; pata
3aKpUTUM nogaHHa PO36 - 04.07.2024 p. MNponoHosaHa

3a
peyerimom

UA/18235/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KoBNa4vkom, y pepakuis: Yactota nogaHHs PO3B - 3 poku; KiHueBa
KapTOHHI KopooLli nara nons BkiyveHHs gaHnx go PO36 - 25.04.2026
p.; Aata nogaHHa PO3B6 - 24.07.2026 p.
PekomeHa0BaHO [0 3aTBEPLKEHHS BiANOBIAHO A0
nepiofuYHOCTI NOAaHHA PerynsapHO OHOB/IOBaHUX
3BITiB 3 6e3nekn nikapcbkmx 3acobis y
€sponeiicbkoMy Cotosi.
219. | PIHTEPA PO34unH ANs iHdy3il, TOB YkpaiHa MAT "Tanuucapm" Ykpaina BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHU 3a UA/18296/01/01
NAKTAT no 200 mn a6o no "APTEPIYM | TMRYy - 3MiHK 3 AKkoCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom
PO34MH 400 Mn y nnswkax nTar KOHTpO/1b AONOMDKHMX peYOBMH. 3MiHa napameTpis
CKIAHMX (dhnakoHax) cneumdikauii Ta/abo AoNYyCTUMMX MEX AN
[OMNOMDKHOT peyoBMHY (iHLWi 3MiHK). CynyTHSA 3MiHa -
3MiHu 3 sKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
[OMOMIXXHUX PeYoBMH. 3MiHa y MeToAax
BMNPOBYBaHHA AONOMDKHOI PEYOBUHM (iHLLI 3MiHU Y
MeToAax BMNpo6yBaHHS (BK/oYarUm 3aMiHy abo
nofasaHHs)). MNprBefeHHs cneuudikauii Ta meTogis
KOHTPO/I0 JOMOMDKHOI peyoBuHM Boga ans iH'exuin
00 BuMmor moHorpadii EP, a came: Buny4yeHo
nokasHUK «HiTpaTu»; fofaHO NOCUNAHHS Ha Lwe
OAMH METO[, KOHTPOSIO 3@ NOKa3HUKOM
«BbakTepianbHi eHgoTokcMHW» (EP 2.6.32); 3a
NokasHMKOM «MTOMa eNeKTPonpoBIAHICTL» Ta
nokasHNKOM «MiKpo6ionoriYHNA MOHITOPUHI»,
3MiHEHO NOCWNAHHS Ha METOAUN KOHTPO/O
(moHorpadis EP «Water for injections in bulk
(0169)»).
220. | CANNIbBYTAMO | kpucTanivyHuii My6niyHe YkpaiHa HbtoneHp, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu - UA/4260/01/01
ny CYNb®AT NOPOLLIOK akuioHepHe Nab6opaTtopiec | TMny - 3miHn 3 AkocTi. APL. KoHTposnb AP, 3miHa y
(cybeTaHuis) y TOBapUCTBO Niviten napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
noAagiliHNx "HaykoBo- BM3HAYEHUX y cneumdikauisx Ha Adl, abo
nonieTuIeHoBmxX BMPOGHUYNIA BUXiAHWIA/NPOMDXHUIA NpoAyKT/peareHT, Wwo
naketax gns LeHTp BVKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
thapmaueBTUYHOro "BopLyariscb (BMNyYEHHSt HE3HAYHOrO NOKa3HMKa AKOCTI
3acTOCyBaHHS KWiA Ximiko- (Hanpuknag, BUyYeHHs 3acTapifioro nokasHvka))
thapmauesT BunyueHHs 3i cneyudikauii gns koHTposo Adl
NYHWIA canbbyTtamony cynbdar nokasHuka sAKocTi
3aBop" “laeHTndikania A" Ta “laeHTudpikauis D” 3

BiANOBIAHUMM MeTOoAaMM BUNPOOYBaHHS.
3MiHu | TUnYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€Bponelicbkili thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHICTL A0 MOHorpadii 4PY a6o
€BponeiicbKoi hapmakonei, abo iHLWOi HauioHaIbHOT
hapmakonei gepxasu EC (3miHa y cneumgikauisx,
nos's3aHa 3i 3miHamu B 1®Y, abo €Bponeiicbkiit
hapmakonei, abo iHLI HauioHanbHI dapmakonei
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Aepxasu €C) 3miHa y cneumndikalisx Ta aHaniThyHi
MeToAuui ons KoHTponto AdP| canbbytamony
cynbghaT, NoB'sizaHa 3i 3MiHaMu B €Bponeiicbkili
thapmakonei 3a nokasHKom “CynpoBifHi SOMILLKK".
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikaLiin Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikaisx Ha
A®I, ab60 BMXigHWIA/NPOMXHUIA NpOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(BMNyYEHHS1 HE3HAYHOrO NOKa3HKKa AKOCTI
(Hanpuknag, BUTyYEeHHs 3acTapifioro nokasHvka))
BunyueHHs 3i cneyudpikauii ana koHTposno AdI
canbbytamony cynbat nokasHuka skocTi “IuTome
onTuyHe obepTaHHA" 3 BiANOBIAHUM METOA0M
BUNPOOYBaHHS.
221. | CEHTOP® TabneTku, BKpUTI BAT YropwuHa BAT "TepeoH Monbwa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/7042/01/02
NNiBKOBOKO "l'epeoH PixTep", YropwuHa; | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
o60soHKoto, no 100 PixTep" TOB "l'epeoH Pixtep hapmakoHarnsgy. 3miHa 4acToT Ta/abo TepmiHiB
mr; no 10 TabneTtok Monblya” nofaHHs perynsipHoO OHOB/IIOBAHMX 3BITIB 3 6e3neku
y 6nictepi; 1 a6o 3 (BUPOBHULTBO nikapcbknx 3acobiB. 3MiHa 4acTOTH | TEPMiIHY
6nictepn y Hepo3dhacoBaHOro NoAaHHs perynsipHO OHOB/IKOBAHOTO 3BiTY 3 6e3neku
KapTOHHI ynakoBLi NpoAyKTY, MEPBMHHA (PO3B) nikapcbkoro 3acoby: [litoya pepakuis:
ynakoBka, BTOPUHHa YactoTa nogaHHa PO3b - 5 poki; KiHueBa faTta
ynakoBKa; KOHTPO/1b 05 BKNOYeHHA aaHnx o PO3B - 01.09.2027 p.;
SIKOCTi, A03BI/T HA para nogaHHa PO36 - 30.11.2027 p. MNMponoHoBaHa
BMNYCK cepil) pepakuis: Yactota nogaHHa PO3B - 8 pokis;
KiHueBa gata ans BkauveHHs aadnx go PO36 -
01.09.2025 p.; gara nogaHHA PO3b - 30.11.2025 p.
PekomeHaoBaHO [0 3aTBEPKEHHS BiANOBIAHO A0
nepiognyYHOCTI NOJaHHS PerynsipHO OHOB/IOBaHUX
3BITiB 3 6e3MeKkn Nikapcbkmx 3acobiB y
€poneiicbkomy Cotosi
222. | CEHTOP® TabneTkn, BKPUTI BAT YropLwmHa BAT "TepeoH Monba BHECEHHS 3MiH 40 peecTpaLiiHnx MmaTtepiasis: 3MiHK 3a UA/7042/01/01
NNiBKOBOKO "l'epeoH PixTep", YropwmHa; | Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta peyenmom
060/10HKO10, No 50 PixTep" TOB "TeneoH Pixtep thapmakoHarnagy. 3miHa 4actoT Ta/abo TepMiHIB

mr; no 10 TabneTtok
y 6nictepi; 1 abo 3
6nictepn y

KapTOHHI ynakoBLi

Monbwa"(BMpoGHWL,
TBO
Hepo3dhacoBaHoro
NPoAYKTY, NePBMHHA
ynaKkoBka, BTOPYHHA
ynakoBKa; KOHTPO/b
AKOCTI, [03BIN HA
BMNYCK cepil)

NOAAaHHSA PerynsipHO OHOBJ/IIOBAHWX 3BITIiB 3 6e3nekn
nikapcbkyx 3acobiB. 3MiHa YacToTU | TEPMiHY
NoAaHHA PerysisipHO OHOBJIIOBAHOIO 3BITY 3 6e3nekn
(PO3B) nikapcbkoro 3acoby: [litoya pegakuis:
YacTtoTa nogaHHa PO3b - 5 poki; KiHueBa faTta
[ONA BKNOYEHHA aaHnx o PO3b6 - 01.09.2027 p.;
para nogaHHA PO36 - 30.11.2027 p. MNMponoHoBaHa
pepakuis: YactoTta nogaHHa PO3B - 8 pokis;
KiHueBa gata ans BktoveHHs gaHux o PO3b6 -
01.09.2025 p.; pata nogaHHsa PO36 - 30.11.2025 p.
PekomeHa0BaHO [0 3aTBEPXEHHS BiANOBIAHO [0
nepioguyHOCTI NOJaHHS PErynsipHO OHOB/IOBaHNX
3BITiB 3 6e3nekn slikapcbkmx 3acobiB y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
€sponeiicbkoMy Cotosi
223. | CKAHOOHECT PO34MH ANS iH'EKLi CENTOA0H PpaHuis CENTOAOHT PpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 3a He UA/10382/01/01
3% MPOCTUN 3%,n01,7mny T | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae

KapTpuaxi; mo 10
KapTpuaxis y
6nictepi; no 1 a6bo 5
6nictepiB y
KapTOHHI KopooLli

thapmakoHarnsgy. 3miHa(u) y KopoTKii
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHs abo IHCTPYKUii AN18 MeguyHoro
3acTocyBaHHA A/19 NiKapCbKoro 3acooy,
niyeH3oBaHoro y €C 3a npoLieAypoto B3aEMHOIo
BU3HaHHS (Nikapcbkuii 3acib He BXoANUTb A0 cdepu
Aii npoueaypy B3aEMHOTO BU3HAHHSA, asie 3MiHa
BHOCUTLCS K pe3ynbTaT npoueaypu i Bif BnacHuka
TOProBoi NiLeH3il He BUMaraeTbCs HafaHHS XOAHUX
HOBUX AOAATKOBKX AaHnX) 3MiHN BHECEHO [0
IHCTPYKLUIT AN1A MEeANYHOr0o 3aCTOCYBaHHSA
nikapcbKoro 3acoby ao po3sginy "lMNokasaHHA"
(IHchbopmauis BnopsiakoBaHa Ta YTOYHEHA, a Takox
[0 po3ziniB "®apmakosioriyHi BNacTuBocTi”,
"MpoTnnokasaHHs", "Ocobnmsi 3axoan 6e3nekn”
(iHdhopmauisi nepeHeceHa p po3gin "Cnoci6
3acTocyBaHHA Ta o3un"), "B3aemogis 3 iHWumu
nikapcbknummn 3acobamu Ta iHWi BUan B3aEMOgn",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog BaritTHoCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMoOpTOM abo iHWMMK
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta 4o3un",
"Mepeno3yBaHHs", "Mo6GiuHI peakuii”,
"HecymicHicTb". BBeA€HHS 3MiH NPOTArom 6 MicsLiB
nicnsa 3aTBepmXeHHs. 3MiHn | Tuny - 3MiHK Woa0
6e3nekn/edekTNBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM) 3MiHU BHECEHO A0 IHCTPYKLii 4S8 MeauyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakwyji" Wwoa0 iHdopmMaLii Npo BaXXUBICTb
noBiAOMIEHb NPO NOGIYHI peakii. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCAILIB NicNs 3aTBepMKEHHS. 3MiHK |
TUny - 3MiHK WoAo 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0
TEKCTY MapKyBaHHSi BTOPUHHOI YNakoBKu
nikapcbKoro 3acoby B n.n. 8, 12, 13, 17 Ta o TekcTy
MapKyBaHHS NepBUHHOT YNaKoBKM NiKapCbKOro
3acoby B n.n. 3, 4, 6. BBeAeHHsa 3MiH npoTArom 6
MicALiB MicnsA 3aTBepKEHHS. 3MiHu || Tuny - 3MiHn 3
AKOCTi. 3MiHM [0 peecTpaLiiiHOro NoCBigYeHHS
BHACNILOK IHLWWX perynsaTopHux npoueayp (iHwi
3MiHM) OHOBJIEHHSI HOMIH&/TLHOTO 06'eMy A0 1,7 MA,
OCKifTIbkM paHiwe B gocke (p. 3.2 P.1) 6yno
HEKOPEKTHO 3a3HauveHo 06'em 1,8 mn,(cknag Ha 1 mn

pPO34nHy 3anMwaeTbes 6e3 3miH); P. 3.2.P.3.3 —
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

PO3LUMPEHHSA 3aTBEPMKEHNX MEX KOHTPO/IHO Y
npoueci BUpobHUUTBa Ana pH Hepo3sdgacoBaHOro
po3uuHy Big 6,4 +0,2 fo 6,4 +0,3
Po3ginu 3.2.P.4. — 0HOB/IEHHS LLOAO KOHTPOSTHO
[,0MOMDKHOT PeYOBMHU a30T- OHOBJIEHHSA MOHOrpadii
«A30T (1247)» EP, YnHHe BUAaHHA 3aMiCTb
BHYTPILWHBbOI MOHOrpadii; OHOBMEHHS LOAO
KOHTPO/T0 [ONOMDKHOT PEYOBUHW HATPItO riApoKCnA-
OHOBJ/IEHHSI A0 MOHoradii «HaTpito rigpokeung
(0677)» EP, unHHE BUAAHHS 3aMiCTb BHYTPILLHLOT
MoHorpadqii; OHOBMEHHSA LLOA0 KOHTPOIHO
[OMOMIiXHOI PeyOBVHM BOAA A5 iH'EKLN -
OHOBJIEHHS TiNlbkM A0 MoHorpadii EP, 3amicTb
MoHorpadii Ha EP ta USP; Po3gin 3.2.P.5.1 Ta MKA
— 3MiHa chopmary crneumdikauii; foaaBaHHA
3a3HaYeHHs 3arasibHUX MyHKTIB crieumdikawi
«XapaKTepuUCTUKN Ta 3arasibHi TecTu» Ta «bionorivHi
TECTU»,

YTOUYHEHHS B 3a3HAYEHHI JONYyCTUMUX MEX
cneuudikauii 418 napaMeTpiB «30BHILLHIN BUTNS»,
«OB6’eM, LLO BUTArAETLCA», «KifIbKiCHE BU3HAYEHHS»,
«MpogykTn po3nagy», «CTepUNbHICTb»; YTOUHEHHS

B KOMOHLi «[OKa3HUKKN AKOCTi» A/15 napameTpy
«[poayKTn po3nagy»;
po3gin 3.2.P.5.2 Ta MKA — fogaBaHHs 3arasibHoOT
NPUMITKM LWOAO KBasidhikaLlii BUKOPUCTOBYBaHUX
peakTuBiB; N. «30BHILLHIV BUrNSA» - YTOYHEHHS Y
Ha3Bi po3ginis EP 2.2.1 Ta EP 2.2.2,; n. «O6’eMm, W0
BUTAraeTbCSA» - YTOUHEHHN y Ha3Bi po3giny EP
2.9.17; n. «<HeBMAMMI YacTKu» - YTOYHEHHS Y Ha3BI
po3giny EP 2.9.19; n. «lgeHTndpikauis. TLX» -
BHECEHHS Ha3B 3arasibHuX nigpo3zinis «Poboui
YMOBW», «[1PUroTyBaHHA PO3UMHIB»; YTOYHEHHS B
nianyHKTax «MpuroTyBaHHA PO3UMHIB»,
«[lMpouenypa»; NignyHKT «laeHTrdikayis. BEPX» -
YTOUHEHHS Y 3a3HaYeHHi MeToAy BUNPOOYBaHHA Ta
BMMOT; N. KinbkicHe BU3Ha4YeHHs. MeniBakaiHy
riApOXNopuA» - YTOUHEHHS Y 3a3Ha4YeHHi MeToay
BMNPOOGYBaHHS, BHECEHHS 3arasibHOro MifnyHKTY
«[pUroTyBaHHA PO3YMHIB», YTOYHEHHS B MigMyHKTax
«XpomaTtorpaddiyHi ymoBu», «[puroTyBaHHs
PO34MHIB», «30BHILUHI BUTAL XpOMaTOrpamm»,
«P03paxyHOK», yTOYHEHHS B 3a3HaYEHHI KpuTepiiB
NPWAHATHOCTI, foAaBaHHA TMNOBOI XpOMaTorpamm
Ans iHdopmadii; n. «KinbkicHe BU3HaYeHHs. HaTpito
XT0pUL» - [OAABAHHSA MPUMITKM LWOAO NPOBEEHHS

TecTy B NpoLeci BUPOOHMLTBA, YTOUHEHHSA B

nignyHkTax «Mpoueaypa», «Po3paxyHok»;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
n. «[poayKTn po3nagy»- YTOYHEHHS Yy 3a3Ha4YeHHi
mMeToAy BUNPOOYBaHHS, BHECEHHA Ha3BU 3arasibHOro
NiANYHKTY «MpUroTyBaHHA PO3UMHIB», YTOYHEHHS B
nignyHkTax «XpomarorpadiyHi ymosu,
«MpuUroTyBaHHA PO34KHIB», «PO3paxyHoK»,
YTOYHEHHS B 3a3HAYEHHI KpUTEPIiB NPUAHATHOCTI; M.
«CTepwIbHICTb» - foAaBaHHA Ha3Bu p. EP 2.6.1,
[ofaBaHHA BUMOT; M. «bakTepianbHi eHA0TOKCUHN» -
[ofaBaHHA Ha3By posainy EP 2.6.14, nogasaHHA
BMMOr; po3gin 3.2.P.7 - 3mMiHa maTtepiany
3aKynoploBasIbHOTO efleMeHTa «CUHTETUYHWI
Kayuyk» 3amiCTb «CUHTETUYHWIA a60 HaTypabHUiA
Kay4yk». 3MiHW BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3ainis "Cknag", "Nikapcbka oopma. OCHOBHI
hismko-xiMiuHi BnacTmsocTi", "YnakoBka", 3
Bi4NOBiAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHs
ynakoBKM fikapcbKoro 3acoby. BBeAeHHS 3MiH
npoTsirom 6 MicsiLiB Micns 3aTBepApKEHHs!

224. | CNINOHIA Tabnetky no 3 mMr no MicTtpan AHrniA OinbHuus, wo Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/20711/01/02
10 TabneTok B Kenitan Bignosigae 3a YTOUHEHHSA cTaTyCcy pek/amyBaHHA B Hakas3i MO3 peyenmom niosisiea
6nicTepi, no 3 MeHemKmeH NOBHWIA LMKN YkpaiHu Ne 2089 Big 13.12.2024 B npoteci [
6nictepu y nauui 3 T NimiTeq, BMPOOHULITBA, peecTtpaduii. Pepgakuis B Hakasi - BiacyTHA. BipHa
KapTOHY KOHTPO/b AKOCTI pepakuis - He nignsarae.

(pizmKo-XiMiuHWiA),
nepBuHHA Ta
BTOPUHHA YNakoBkKa,
BMNYCK Cepil:
Biochapm Cn. 3 0.0.,
MonbLya;
[LinbHnug, wo
Bignosigae 3a
KOHTPO/b AKOCTI
(mikpobionoriyHmit):
ditochapm Kneka
Cnonka AkuiliHa,
MonbLa;
OinbHuus, wo
Bignosigae 3a
KOHTPO/b SIKOCTI
(mikpobionorivHuit):
Mo3nab Cn. 3.0.0. ,
MNonbLia
225. | CMEKTA® NOPOLLOK A/1A INCEH PpaHuis BO®YP INCEH dpaHuis BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHK 6e3 UA/10103/01/01
BAHI/Ib OpasibHOI cycneHaii KOHCbBIOM IHAYCTPI | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernma
no3r;no3,76r EP thapmakoHarnsgy. BeegeHHs abo 3miHu oo
NOPOLLKY Y XEJICKEA, y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
nakeTumky; no 10, 12 AKuioHepHe (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

ab6o 30 nakeTukiB y
KapTOHHI KopooLli

TOBapUCTBO
CMpOLLEHOTO
vny

hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmMakoHarnsgy 3asBHMKa 415
3AjiicHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BiMiHHa Bif, yNOBHOBaXXEHOI 0CO6M, BifnoBiganbHOI
3a 34ilicCHEHHA dhapmakoHarnsgy (Bkioyaum
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag.

Litova pepakuis: A-p dpaHcya CinnaH / Dr.
Francoise Sillan. MNMponoHosaHa pegakuis: Cinbsis
CicmoHgo / Silvie Cismondo. 3MiHa KOHTaKTHUX
[JaHnX ynoBHOBaXXEHOT 0CO6Y 3asiBHIMKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. 3miHa
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [jitoya pegakuis:
Fony6HWuHMiA Onekcanap CepriioBuy.
MponoHoBaHa pegakuis: Lanka OnexHa
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6M 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoMkeHHs1 MacTep-haiina cucremu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micusi
3[iiCHEHHS1 OCHOBHOI [isi/TbHOCTI 3
dhapmakoHarnsgy.

226.

CMEKTA®
nonyHuua

NOPOLLIOK ANs
OopasibHOT CyCcneHsil,
3r,n03,76r
NOPOLLKY Y
nakeTuky; no 12
nakeTukiB y
KapTOHHI KOpo6Lii

INMCEH
KOHCbIOM
EP
XENCKEA,
AkuioHepHe
TOBapUCTBO
CMpOLLEeHOro
™ny

®paHuisa

BO®YP INCEH
IHOYCTPI

PpaHLin

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo 3miHn fo
y3aranibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOi 0c0o6u 3 thapMakoHarnagy 3assHuKa s
3ajiicHeHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjiicHeHHs hapmakoHarnsay (BkioYaum
KOHTaKTHI iaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0C06M 3a8BHUKA, BifMNoBifaIbHOT 3a
hapmakoHarnsg.

[itoua pepakuin: [-p ®paHcya CinnaH / Dr.
Francoise Sillan. MNponoHoBaHa pegakuis: Cinbais
Cicmongo / Silvie Cismondo.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NOBIAaNIbHOT
3a papmakoHarngg B Ykpaini. fitoya pegakuis:

6e3
peyenma

UA/16117/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Fony6HuuHMn OnekcaHpp CeprilioBuy.
MponoHoBaHa pepfakuis: Lanka OneHa
BonogmmupiBHa. 3MiHa KOHTaKTHUX SaHWX
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxoMKkeHHA MacTep-thalina cucremm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnagy.

227.

COJIKBA

PO3uuH Ana
iH ek, 100
Ooa./mn+50 mkrimn;
Ne3 a6o Ne5: no 3
MY KapTpuaxi,
BMOHTOBaHOMY B
0/1HOPa30BY LUMPWLL-
pyuky; no 3 abo no 5
LUNPWL-PYYOK B
KapTOHHI kopobu;.
lonKkM B ynakoBKy He
BK/IOYEHI

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

CaHodpi-ABeHTiC
Loiunang MmeX

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
YTOUYHEHHS NikKapcbKoi (hopMu Ta yNnakoBKu B
Hakasi MO3 Ykpaiuu Ne 2102 Big 16.12.2024 B
npoueci BHeceHHA 3MiH (Periodic Safety Update

EU Single assessment - insulin glargine / lixisenatide
The CHMP, having considered in accordace with
Article 28 of Regulation (EC) No 726/2004 the PSUR
on the basis of the PRAC recommendation and the
PRAC assessment report as appended together with
the detailed explanation of the scientific grounds for
the differences with the PRAC recommendation,
recommends by consensus the variation to the tetns
of the marketing authorisation(s) for the above
mentioned medicinal product(s), concerning the
following change(s): Update of section 4.8 of the
SmPC to add the adverse drug reaction dysgeusia
with freguency uncommon. The Package leaflet is
updated accordingly. BBeAeHHsi 3MiH NPOTArom 6-Tu
MicsALIB MicnsA 3aTBepKeHHs). Pefakuis B Hakasi -
pO34uH ANs iH ekyiin, 100 Oa./mn+33 mkr/mn; Ne3
a60o No5: no 3 My KapTpyaXi, BMOHTOBaHOMY B
0/IHOPa30BY LUMPULL-pyyKy; No 3 abo no 5 wnpuu-
PYYOK B KApPTOHHIli KOPOOGL. FO/IKM B yNakoBKy He
BK/IHOUEHI; PO34MH N8 iH exuiii, 100 Oa./mn+50
Mkr/mn; Ne3 a6o Ne5: no 3 Mny kapTpuaxi,
BMOHTOBaHOMY B OHOPA30BY LUMPULL-PYUKy; Mo 3
ab60 Mo 5 WnpuL-pyyoK B KAPTOHHIN KOpO6L,. Fonkn B
yNakoBKy He BK/IlOUeHi. BipHa pegakuyisi - po3uunH
ANA iH eKuiii, 100 Og./mn+50 mkr/mn; Ne3 a6o
Ne5: no 3 mn y kKapTpugxi, BMOHTOBaHOMY B
0/iHOPa30BY LWNPULI-PYUKY; No 3 a6o no 5
LWINPUL-PYYOK B KAPTOHHIli kopo6ui. Fonku B
YNaKOBKY He BK/IKOYEHi

3a
peyenmom

UA/16774/01/01

228.

CONYNEWH

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOt0, 1Mo 500
Mr/200 mr; no 12
Tabnetok y 6nictepi,
no 1 a6o 2 6nictepn

M.BIOTEK
NIMITEL

Benuka
BpuTaHis

NOBHWIA LMKN
BMpO6GHULTBA
niKkapcbkoro 3acooy,
LLLO BK/THOHAE
BUPOBHULTBO
nikapcbkoi hopmu,

IHAjsA

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
YTOUHEHHS YMOB BifinyCcKy Ta cTaTtycy
peknamyBaHHA B Haka3i MO3 YkpaiHu Ne 214 Big
08.02.2024 B npoueci peecTpauii. Pefakuis B
Hakasi - 3a peLenTom, He nignsrae. BipHa pegakuis
- 6e3 peuenTa, nignsarae.

6e3
peyenma

nionsiea
€

UA/20304/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
B KapTOHHI kopobuj nepBuHHE Ta
BTOPVIHHE
nakyBaHHsl,
KOHTPO/Tb AKOCTi Ta
BUWMYCK Cepiii:
Megpaiik Nimites,
IHgis
NOBHUIA LKA
BMPOGHMLITBA
nikapcbkoro 3acoby,
LLLO BK/THOHAE
BMPOGHMLTBO
nikapcbkoi chopmu,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHsl,
KOHTPO/Ib SIKOCTi Ta
BUWMYCK Cepiii:
Mepnpaiik NimiTes,
IHais
229. | CMOPAKconN kancynu no 100 wr; 3AT JNnToBCbka Nab6opaTtopioc IcnaHis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a UA/13899/01/01
no 5 kancyny «®apmnira» | Pecnybnik NikoHca, C.A. | TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbkuin 3aci6. peyenmom
cTpuvni; no 2 ctpuna a 3MiHM Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpobHULTBA
B KapPTOHHII nauui; roToOBOro NikapcbKoro 3acoby, BKIYaun
no 6 kancyny MPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCA NP
cTpwvni; no 5 ctpunis BMPOGHMWLTBI FOTOBOrO NiKApCbKOro 3acoby (iHLwi
Y KapTOHHIli nauuj; 3MiHK)
no 6 kancyny BBEJEHHSI TepMiHy 36epiraHHs kancyn iTpakoHasony
cTpuvni; no 1 ctpuny (bulk) 6 micauiB npn Temnepatypi 25+2 °C Ta
B KapPTOHHII nauui BoorocTi 6015 % npy ynakoBsL,i B NOABIliHWIA
nonieTUIeHoBWA NakeT 3 NONIETUNEHY HU3bKOI
winbHocTi (LDPE) 3 nakeToM ocyLlyBayeM, Lo
MICTUTb 6/1M3bK0 250 rpamiB, PO3MiLLLEHNI MiX
oboma nonieTMNeHoBNMM NakeTamu, i PO3MILLEHHS
LMX MIaCTUKOBUX MaKeTiB Y KoHTeliHepi HDPE
230. | TAHAKAH® TabneTku, BKpUTI INCEH ®paHuisa BEO®YP INCEH PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHnx matepianis: 3MiHW 3a UA/9822/01/01
060/10HKOI0, N0 40 KOHCbIOM IHAYCTPI | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
Mr; no 15 TabneTok EP thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y 6nicTepi; no 2 abo XENCKEA, y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
6 6nictepis y AKuioHepHe (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
KapTOHHi KopobLyi TOBapWCTBO chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
CMpPOLLEHOTO BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
Tmny KOHTaKTHOI 0co6u 3 thapMakoHarnsgy 3asiBHMKa 415

3ajificHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOI 0CO6M, BifgnoBiganbHOI
3a 34jiicHeHHs hapmakoHarnsay (BkIYakuu




257

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag.

Litova pepakuis: O-p dpaHcya CinnaH / Dr.
Francoise Sillan. MNponoHosaHa pegakuis: Cinbsis
CicmoHgo / Silvie Cismondo.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOI 0Co6u
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
3MiHa KOHTaKTHOT 0COOM 3asiIBHUKA, BifgNoBigaIbHOI
3a (papmakoHarnsg, B Ykpaini. [itoya pepakuis:
Fony6HWYHMiA Onekcanap CepriioBuy.
MponoHoBaHa pegakuis: Lanka OnexHa
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6M 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLie3HaxoMKeHHs1 MacTep-haiina cucremu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micust
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.

231.

TAY®DOH

Kpanni ouHi, 40
mr/mn, no 5 a6o 10
M1y p1akoHi; no 1
dhnakoHy y nauuj 3
KapToHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
OHOB/IEHHA TEKCTY MapKyBaHHsS NEPBUHHOI Ta
BTOPMHHOT YNakoBOK J1iKapCbKOro 3acoby, a came: -
BUYYEHHS iIH(DOpMaLlii, 3a3Ha4YeHOl POCiiCbKO
MOBOI0, Ta BUKIaAEHHS ii aHIMiiCbKO MOBOID; -
popasaHHA MHH ykpaiHcbkolo MoBOH. TepMiH
BBEJEHHS 3MiH NPOTAromM 6 micsAuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) OHOBMIEHHSI TEKCTY MapKyBaHHSA NepBUHHOT
Ta BTOPMHHOT yNakoBOK NiKapCbKoro 3acoby, a came:
- BHECEHHS He3HaYHWX pedaKLiiiH1X NpaBok No
TekcTy; - y n. IHWE KoHkpeTn3oBaHo iHhopmMaLito
LoAo norotuny. TepmiH BBEAEHHS 3MiH NPOTArom 6
MicsLiB Mic/s 3aTBepAKEHHS.

3a
peyernmom

UA/6779/01/01

232.

TBIHPUKC™
BAKLMHA 4SS
NPODINAKTUK
W FENATUTIB
A
(HAKTVBOBA
HA) 1B
(AICOPBOBA
HA)

cycneHsis ans
iH'ekyin no 1 gosi (1
MA/0o3y) y
nonepeaHLo
HanoBHEHOMY
wnpuyi Nel y
KOMMN/IEKTi 3 rO/IKOI0

nakcoCmit
Knsiin
Excnopt
Nimiten

Benvka
BputaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHK
| TMny - 3MiHK 3 AkocTi. A®l. BupobHuLTBO. 3MiHN B
npoueci BupobHuuTea A®| (He3HayHa 3MiHa Y
npoueci BupobHuuTBa A®l) -3miHa y BUpOOGHMYOMY
npoueci A®| wasxom BNPOBaKEHHS 3aKpuToT
CUCTEMM PO3MOBCIOMKEHHSA CTEPUIBHOTO OYMLLEHOTO
aHTUreHy renatuty B y ofgHOpa3oBi nakeTv 06’eMom
10 n. 3minum Il Tuny - 3miHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiit ynakosui A®I (sikicHi Ta/abo KinbKicHi
3MiHV ckiagy M5 CTEPUIbHUX Ta HE3aMOPOXEHUX

3a
peyenmom

UA/13056/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
A®| 6i0n10riYHOro/iMyHOIOTIYHOIO MOXOMXKEHHS) -
3MiHa B NEPBUHHII yNakoBLi CTEPUSIbHOT OUULLEHOI
mMacu aHTureny renatuty B (HBsAg) 3 10 1 cknsHux
KOHTeliHepiB Ha onpoMiHeHi 10 N nonieTuieHoBI
nakeTy 0fHOPa30BOro BUKOPVCTaHHS, L0
36epiracTbcs Npu Temnepartypi Bia 2 ao 8°C
233. | TEMO30/n0MI Karcynm Teepgi, no Akkopg, Icnanis Brpo6HMLTBO IHpia/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a He UA/19158/01/02
A AKKOPL 100 mr, no 1 kancyni Xenckea niKapcbKoro 3acoby, Benuka | TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs peyenmom | nidssieae
y cauwle, no 5 cawey CJLYy. nepBrHHE Ta Bputanis/ BMPOGHWYOI AinbHNL (BKIHOYAKUN AiNbHAL ANS
navi BTOpPUHHE Monbwa/ A®I, npomiXHOro NpoAyKTy abo rotoBoro
nakyBaHHs, YropwmHa niKkapcbKoro 3acoby, AiNbHULI ANs NPOBeAeHHS
KOHTPO/b AKOCTI nakyBaHHs, BUPOGHWMKa, BigNoBifaIbHOro 3a BUMYCK
cepii: cepiiA, MmicLe NpoBeAeHHS KOHTPOSIO cepii) abo
IHTAC nocTavasibHVKa BUXigHOro marepiasny, peareHty abo

®APMACBIOTIKAN
3 NIMITEL, IHais;
Bupo6bHMLTBO
nikapcbkoro 3acooy,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepil: IHTac
dapmacbioTikan3
Nimiteq, HAis;
Jopatkosa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[, XE/ICKEA
NIMITEL, Benuka
BpuTaHis;
Jopatkosa
OinbHUUS 3
BTOPUHHOTO
nakysaHHs: A4/
CAMJII YEWH
(Itanis) CMA, ITanis;
Jopatkosa
OinbHULS 3
BTOPUHHOTO
naKyBaHHs:
AKKOP[-tOKEW
NIMITEL, Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO

[OMOMDKHOT PEYOBMHY (SKLLO 3a3HAYEHO Y [OChE) -
BunyyeHHs1 BAPOGHMYOI Ai/TbHUL TOTOBOrO
niKapcbkoro 3acoby, BiANOBiAa/IbHOT 3a BUNYCK cepil
Axkoppg, Xenckea Jlimiteg, Benvika Bputanis.
3a/mMwaeTbea albTepHaTUBHUI BUPOGHUK AKKOP,
Xenckea lNMoncka Cn. 3 0.0. Cknag Imnoprepa,
MonbLa. - 3MiHY BHECEHO B iIHCTPYKLiO AnA
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ainu "BupobHuk', "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBaXXEHHS Noro
[iSNbHOCTI", came BUyYEHHS1 BUPOOHNYOT AiNbHULL
Ta AK HaCNiA0K BUTYYEHHS TEKCTY MapKyBaHHS
yMakoBOK /likapcbKoro 3acoby. BeefeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHV BHECEHO 00 Ha3BM NiKapcbKoro 3acoby.
3arBepaKeHo:

AKKOTIM
3anponoHoBaHo:

Temo3zonomig Akkopa
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
nakyBaHHS:
CuHonTus
IHpacTpian Cn. 3
0.0., NonbLa;
KoHTponb skocTi:
Micom Jla6c N14.,
ManbTa; KoHTposib
AKOCTI: PapmafoKc
Xenckea N114,.,
ManbTa; KoHTposib
AKOCTIi: €BPOIIHC
AHaniTikan Cepsices
XaHrepi KdpT.,
YropuuHa;
KoHTponb skocTi:
NABAHANI3IC
C.P.N, Itanis;
KoHTponb skocTi:
SAPMABANIA NTa.
Mikpo6ionoriyHa
NabopaTopis,
YropuuHa;
BignosiganbHuii 3a
BUMYCK Cepii: AKKOpA
Xenckea Moncka
Cn. 3 0.0. Cknag,
ImnopTepa, MonbLa
234. | TEMO30/10MI Kancynu Teepgi, no Akkopg, IcnaHis Bupo6bHMLTBO IHais/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU He UA/19158/01/04
A AKKOPA, 180 mr, no 1 kancyni Xernckea niKkapcbkoro 3acooy, Benuka | TMny - AgMiHICTpaTVBHI 3MiHW. BuiyyeHHs peyenmom nionseae
y cawe, no 5 cawe y C..Y. nepBuHHEe Ta BputaHis/ BMPOGHWYOT AinbHNL (BKIHOYAKYN AibHUL ANS
nauui BTOPWUHHE MonbLua/ A®I, npomiXHOro NpoaykTy abo rotoBoro
nakyBaHHs, YropmHa nNikapcbKoro 3acoby, AinbHNL AN NPOBEeAEHHS
KOHTPO/b AKOCTI nakyBaHHs, BUPOGHWMKa, BigMNoBifasIbHOrO 3a BUMYCK
cepi: cepiid, MicLie NpoBefieHHSI KOHTPOSKO cepii) abo
IHTAC nocTavasibHVKa BUXIigHOro martepiasny, peareHty abo
®APMACBIOTIKAN [LOMOMDKHOT pEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE) -
3 NIMITEL, IHais; BunyyeHHs BUPOGHMYOT Ai/IbHULL TOTOBOrO
Brpo6HMLUTBO nikapcbkoro 3acoby, BignoBifabHOI 3a BUNYCK cepil
nikapcbkoro 3acoby, Axkoppg, Xenckea Jlimitep, Benvika Bputanis.
nepBuHHe Ta 3amMwaeTbea anbTepHaTUBHUI BUPOGHUK AKKOPA,
BTOPUHHE Xenckea MNMoncka Cn. 3 0.0. Cknag Imnoptepa,
nakyBaHHs, MonbLa. - 3MiH1 BHECEHO B iHCTPYKL0 An1A
KOHTPONb SIKOCTI MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby y
cepii: IHTac po3ginu "BrupobHuk", "MicLe3HaxomKeHHs
dapmacbloTikans BMPOGHMKaA Ta agpeca MicLs NpoBaXeHHs Moro
Nimiten, Hais; LiSNbHOCTI", caMme BU/TyYEeHHS BUPOOHUYOT AiNbHULL
[JopaTtkoBa Ta SK HaCNifoK BUIYyYEHHS TEKCTY MapKyBaHHs




3asaBHUK

Kpaina

Bupo6Huk
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Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka ¢hopma,

ynakoska)

3asiBHUKa

OinbHUUS 3
BTOPWHHOTO

yMakoBOK /likapcbKoro 3acoby. BBefeHHs 3MiH

3MiHU BHECEHO LLI0A0 Ha3BM NiKapCbKOro 3acoby
3arBepaKeHo:

NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.

3acoby

AKKOP[, XE/ICKEA
NIMITEL, Benuka

nakysaHHsa: J4Y/1

(Itanis) CMA, ITanis;

nakyBaHHA:

BpuTaHis;

Joparkosa
OinbHUUA 3
BTOPUHHOTO

CAIM/I YENH

Joparkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHs:
AKKOP[-HOKEW
NIMITEL, Benuka
BpuTaHis;
Jopatkosa
AinbHUUA 3
BTOPUHHOTO
naKyBaHHs:
CwuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;
KoHTponb skocTi:
Micowm Jla6e N14.,
ManbTa; KoHTposib
AKocTi: Papmagokc
Xenckea Jitga,,
ManbTa; KoHTposib
SIKOCTi: €BPOIHC
Ananitikan Cepsice3
XaHrepi K.,
YropuuHa;
KoHTponb skocTi:
NABAHANIBIC
C.P.N, Itanis;
KoHTponb skocTi:
PAPMABANIA NTAa.
Mikpob6ionoriyHa
NabopaTopis,
YropumHa;
BignoBiganbHuii 3a
BUMYCK Cepii: AKKOpA

AKKOTIM
3anponoHoBaHo:
Temo3zonomig AkkopZ
BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHSA

Xenckea lNosicka

Cn. 3 0.0. Cknaj
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
ImnopTepa, MonbLya
235. | TEMO30O/10MI Karncynm Teepgi, no Akkopfg, Icnanis Brpo6HMLUTBO IHAis/ BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a He UA/19158/01/05
A AKKOPJ, 250 wr, no 1 kancyni Xenckea nikapcbkoro 3acoby, Benuka | TNy - AOMiHICTpaTWBHI 3MiHU. BunyyeHHs peyenmom | nionsizae
y calle, no 5 cawey C.JLY. nepBrHHE Ta BpuTaHis/ BUPOBHUYOT AiNbHULI (BKNHOYAKOUN AiNbHUL 4NN
navui BTOPWHHE MonbLa/ A®I, npomiXHOro NpoayKTy abo rotoBoro
nakyBaHHs, YropumHa nikapcbKoro 3acoby, AibHNL AN NPOBeAeHHS
KOHTPO/b SKOCTI nakyBaHHs1, BUPOGHYKA, BifNOBIAaIbHOrO 3a BUMYCK
cepii: cepiii, Mmicue NpoBeAEeHHs1 KOHTPOIO cepii) abo
IHTAC noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo

SAPMACBIOTIKAN
3 NIMITEL, Inais;
Brpo6HMLTBO
niKkapcbkoro 3acoby,
nepBuHHEe Ta
BTOPVIHHE
nakyBaHHsl,
KOHTPO/b AKOCTI
cepii: IHTac
dapmacbioTikans
Nimiteq, IHAjs;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHS:
AKKOP[, XENNICKEA
NIMITEL, Benuka
BpuTaHis;
Jopatkosa
AiNbHUUA 3
BTOPVHHOTO
nakysaHHs: J4/1
CANJII YEWH
(Itanis) CMA, Itanis;
Jopatkosa
AiNbHUUA 3
BTOPVHHOTO
nakyBaHHS:
AKKOP[I-tOKEM
NIMITEL, Benuka
BpuTaHis;
Jopatkosa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHS:
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;

[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE) -
BunyueHHst BUPO6HMYOI AibHMLi TOTOBOrO
nikapcbkoro 3acoby, BignoBifabHOT 3a BUNYCK cepil
Akkoppg, Xenckea Jlimites, Benuka BputaHis.
3anvwaeTbCs aflbTEPHATUBHWIA BUPOBGHUK AKKOPA
Xenckea Moncka Cn. 3 0.0. Cknag ImnopTepa,
Monbua. - 3MiHM BHECEHO B IHCTPYKLiO Ans
MEeAMYHOro 3aCTOCyBaHHS NikapCbKOro 3acoby y
po3ainu "BupobHuk”, "MicLie3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NPOBaPKEHHS 1ioro
[iSNbHOCTI", came BUyYEHHS BUPOOHWNYOT AiNbHULL
Ta AK HaCNiA0K BUTyYEHHS TEKCTY MapKyBaHHS
yNakoBOK NiKapcbKoro 3acoby. BeeeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/A 3aTBEPKEHHS.
3MiHU BHECEHO LLI0A0 HAa3BM NiKapcbKoro 3acoby.
3arBepaXeHo:

AKKOTIM
3anponoHoBaHo:

Temo3sonomig Akkopza,

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
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Kpaina

PeecmpayjitiHa npoyedypa

Ymosu Peknam

Homep
peecmpayiliHo2o

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

BUPOGHUKa

Bionycky

yBaHHs

nocsBi0OYeHHs

KoHTponb skocTi:
Micom fla6e Nta.,
ManbTa; KoHTposib
AKOCTI: Papmafokc
Xenckea JIT4,,
ManbTa; KoHTposib
AKOCTI: €BpodhiHC
Anxanitikan Cepsices
XaHrepi K.,
YropuuHa;
KoHTposb akocTi:
NABAHANIBIC
C.P.N, Itanis;
KoHTposb akocTi:
SAPMABANIA NT4.
Mikpob6ionoriyHa
NabopaTopis,
YropuuHa;
BignosiganbHuii 3a
BUNYyCK cepii: AKKopg,
Xenckea lMNoncka
Cn. 3 0.0. Cknapg
ImnopTepa, MonbLua

IHgis/

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU

3a He

UA/19158/01/03

236.

TEMO30/10MI
[ AKKOP[,

Karcynm Teepgi, no

140 wmr, no 1 kancyni
y cawe, rno 5 cawe y
nauuj

Akkopf,
Xenckea
C.JY.

IcnaHis

Brpo6HMLTBO
niKapcbKoro 3acoby,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHsl,
KOHTPO/b AKOCTI
cepii:
IHTAC
SAPMACBIOTIKAN
3 NIMITEL, IHais;
Bupo6bHMLTBO
nikapcbkoro 3acooy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHsl,
KOHTPO/b SIKOCTI
cepil: IHTac
dapmacbioTikan3
Nimiteq, HAis;

Benuka
Bputanis/
MonbLua/
YropwmHa

Jopatkosa

AiNbHUUA 3 yNakoBOK /likapcbKoro 3acoby. BeefeHHs 3MiH

BTOPUHHOTO NPOTAroM 6-TW MicALiB NiCNA 3aTBEPLKEHHS.

naKyBaHHs: 3MiHU BHECEHO LLIOA0 HAa3BM NIKapCbKOro 3acooby.
AKKOPJ XE/ICKEA 3aTBepAKeHo:

| TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN AiNbHAL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
niKkapcbKoro 3acoby, AiNbHULI ANs NPOBeAEeHHS
nakyBaHHs, BUPOGHWMKa, BigNoBifasIbHOrO 3a BUMYCK
cepiiA, MmicLe NpoBeAeHHS KOHTPOSIO cepii) abo
nocTavasibHVKa BUXigHOro marepiasny, peareHty abo
[OMOMDKHOT PEYOBMHY (SKLLO 3a3HAYEHO Y [OChE) -
BunyyeHHs1 BAPOGHMYOI Ai/TbHMLi TOTOBOrO
niKapcbkoro 3acoby, BiANOBiAa/IbHOT 3a BUNYCK cepil
Axkoppg, Xenckea Jlimiteg, Benvika Bputanis.
3a/mMwaeTbea albTepHATUBHUI BUPOGHUK AKKOP,
Xenckea lNMoncka Cn. 3 0.0. Cknag Imnoprepa,
MonbLa. - 3MiHY BHECEHO B iIHCTPYKLiO An1A
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ainu "BupobHuk', "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBaXXEHHS Moro
[iSNbHOCTI", came BUyYeHHS1 BUPOOHNYOT AiNbHULL
Ta AK HaCNiA0K BUTYYEHHS TEKCTY MapKyBaHHS

peyenmom | nidssieae




3asaBHUK

Kpaina

Bupo6Huk
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Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

AKKOTIM

Ymosu
Bionycky

Peknam
yBaHHS1

peecmpayiliHo2o

Homep

nocsBi0OYeHHs

n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka ¢hopma,

ynakoska)

3asiBHUKa

NIMITEL, Benuka

BpuTaHis;

3anponoHoBaHo:
Temozonomig Akkopa

3acoby

Akkopf,

nakysaHHs: A4/

(Itanis) CMA, ITanis;

NIMITEL, Benuka

IcnaHis

[opaTkoBa
OinbHUUS 3
BTOPWHHOTO

CAMI YEWH

[opaTkoBa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHA:
AKKOP[-tOKEW

BpuTaHis;
Joparkosa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., NonbLa;
KoHTposb akocTi:
Micom Jla6c N14.,
ManbTa; KoHTposib
AKoCTi: Papmagoke
Xenckea N114,,
ManbTa; KoHTposib
AKOCTIi: €BPOGIIHC
AHaniTikan Cepsices
XaHrepi KdpT.,
YropumHa;
KoHTponb skocTi:
NABAHANIBIC
C.P.N, Itanis;
KoHTponb skocTi:
OAPMABANIA NTa.
Mikpo6ionoriyHa
NabopaTopis,
YropuuHa;
BignosiganbHuii 3a
BUMYCK Cepii: AKKOpA
Xenckea lNMoncka
Cn. 3 0.0. Cknag,
ImnopTepa, MonbLa

IHais/

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

Bupo6bHMLTBO

NiKapcbKoro 3acooy,

Benvka

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
| TNy - AOMiHICTpaTWBHI 3MiHU. BunyyeHHs

3a

He

UA/19158/01/01

peyenmom

nionsieae

237. | TEMO30O/IOM

I | kancynu TBEpAj, no

20 wr, no 1 kancyni

[l AKKOP[

Xerckea
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
y cawe, no 5 cawe y C.Y. nepBuHHE Ta BputaHis/ BMPOGHWYOT AinbHNL (BKIHOHYAKUN AiMbHAL ANS
nauuj BTOPWUHHE MonbLua/ A®I, npomiXHOro NpoaykTy abo roroBoro
nakyBaHHs, YropLmHa nNikapcbKoro 3acoby, AiNbHUL AN NPoBefeHHS
KOHTPO/b AKOCTI nakyBaHHs, BUPOGHMKa, BifMNoBigaIbHOTO 3a BUMYCK
cepii: cepiid, MmicLie NpoBefieHHSI KOHTPOSO cepil) abo
IHTAC nocTavasibHVKa BUXigHOro martepiasny, peareHty abo
®APMACBIOTIKAN [LOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y [AO0CHE) -
3 NIMITEL, IHais; BunyyeHHs1 BUAPOGHMYOI Ai/TbHNL TOTOBOrO
Brpo6HMLTBO nikapcbkoro 3acoby, BignoBifabHOI 3a BUNYCK cepil
Axkoppg, Xenckea Jlimites, Benvika Bputanis.

nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPONb SIKOCTI
cepii: IHTac
dapmacbloTikans
Nimiten, Hais;
[opaTkoBa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHS:
AKKOPJ, XENNCKEA
NIMITEL, Benuka
BpuTaHis;
Joparkosa
OinbHUUA 3
BTOPWHHOTO
nakysaHHsa: J4Y/1
CANJII YEWH

Joparkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:
AKKOP[-FOKEW
NIMITEL, Benuka
BpuTaHis;
Jopatkosa
AinbHUUA 3
BTOPVHHOTO
nakyBaHHS:
CwuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;

(Itanis) CMA, ITanis;

KoHTponb skocTi:
Micowm Jla6e N14.,
ManbTa; KoHTposib

SAKOCTi: PapmagoKc

3amwaeTbea anbTepHaTUBHUIA BUPOGHUK AKKOPA,
Xenckea MNMoncka Cn. 3 0.0. Cknag Imnoprepa,
MonbLa. - 3MiH1 BHECEHO B IHCTPYKLi0 An1A
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ginu "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NpoBaXeHHs Moro
[iSNbHOCTI", came BUyYEHHSI BUPOOHNYOT AiNbHULL
Ta AK HaCNIA0K BUTYYEHHS TEKCTY MapKyBaHHS
yMakoBOK /likapcbKoro 3acoby. BBefeHHs 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHU BHECEHO LLIOA0 HAa3BM NIKapCbKOro 3acooby.
3arBepaKeHo:
AKKOTIM
3anponoHoBaHo:
Temo3zonomig AkkopZ
BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHSA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Xenckea Jitga,,
ManbTa; KoHTposib
SKOCTi: €BPOIIHC
Ananitikan Cepsice3
XaHrepi K.,
YropuuHa;
KoHTponb skocTi:
NABAHANIZIC
C.P.N, Itanis;
KoHTponb skocTi:
®APMABANIA NTa.
Mikpob6ionoriyHa
NabopaTopis,
YropuuHa;
BignoBiganbHwii 3a
BWMYCK Cepii: AKKOpa
Xenckea lNMoncka
Cn. 3 0.0. Cknapg,
ImnopTepa, MonbLya
238. | TEHOXOMN-E TabneTku, BKpUTI Makneogc IHAis Makneopc IHAis BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a UA/13280/01/01
nAiBKOBOIO dapmacbioT dapmacbroTrKanc | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NlikapCcbkuii 3aci6. peyenmom
060/10HKO10, Mo 300 nKasnc NimiTen KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
mr/200 wmr; no 30 Nimiteq napameTpiB cneuudikauii Ta/abo JoNyCTUMMX MEX
Tabs1eToK y chnakoHi, rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3mMiHW) BHeceHHs
no 1 pnakoHy B 3MiH B cneumdikauito Woao nepiognyHocTi
KapTOHHIN ynakoBLii Mikpo6iosioriyuHoro KoHTposnto /13, a came: 3MiHa
PYTUHHOCTI NpoBeAeHHs aHanisy MBY (aHani3
NPOBOANTLCA HA NEPLUNX TPbOX CEPIsIX Ta Ha KOXHIl
OecATii HaCTynHili cepii, ane He pigwe Hix Ha 1
cepii B pik). BBeAeHHS 3MiH NpoTarom 6-Tu Micauis
nicns 3aTBepaKeHHs
239. | TEPBIHOPM cnpei HalKipHWiA, TOB YkpaiHa K.O. Pomdcbapm PymyHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 He UA/13367/01/01
po3uuH, 10,08 «YOPN[, KomnaHi C.P.J1. | Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta peyenma nionszae
Mmr/mn; no 20 mn y MEAMLH>» hapmakoHarnsgy. 3MiHu y KOpOTKili xapakTepucTui

hnakoHi 3
posnunoBayem Ta
KOBMaYKoOM-
KPWLLIKOIO; No 1
hnakoHy B
KapTOHHI KopooLli

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
HCTPYKLUT 4719 MeAMYHOro 3aCTOCYBaHHSA
reHepuyHUX/ribpuaHNX/6ionoaibHMX NikapCbKUX
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT Npenapar (3mMiHa He NnoTpebye
HalaHHS XOAHMX HOBUX AOAATKOBUX AaHNX) 3MiHU
BHECEHO A0 IHCTPYKLiT 418 MeanyHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactneocTi" (pefaryBaHHs
TekcTy), "MokasaHHA", "B3aemogis 3 iHWmMK
nikapcbkuMK 3acobamu Ta iHLWi BUAW B3aEMOSIii",
"Oco611BOCTI 3acTOCyBaHHA", "3acTOCYBaHHSA Y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocib
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3acTocyBaHHsa Ta gosu", "Aitn", "MepenosyBaHHs",
"Mo6iyHI peakuii" BiANOBIAHO A0 iHopmaLii
pedyepeHTHOro fiikapcbkoro 3acoby LAMISIL® 1%,
spray. BBeeHHS 3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEpPKEHHSA. 3MiHY | TUny - 3MiHKW WoA0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) 3MiHU BHECEHO [0 IHCTPYKUIT AN MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakwyji" WoA0 AONOBHEHHS iHopMaLii B
nigpo3aini "rNoeigoMMIEHHA NPO NiA03ptoBaHi NOGIYHI
peakuii”. BBejeHHS 3MiH NPOTArom 6-Tu MicaLiB
nicns 3aTeepmkeHHs. 3miHu Il Tuny - 3miHK Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta YMOB
BUJaYi peecTpauiiHoro NocBigYEHHS, BKIIOYa0UM
MnaH ynpaBniHHA py3vkamu (3acTocyBaHHS 3MiH(1),
Aki(a) BMMaratoTb(€) NOAANbLLIOTO 06r'pyHTYBaHHS
HOBMMU [OATKOBUM AaHUMK, L0 MatoTb
Ha/faBaTncs KOMMETEHTHUM OpPraHoM, OCKI/IbKU
BUMaraeTbCsl CyTTEBA OL|iHKa KOMNETEHTHUM
opraHoM) 3asiBHMKOM HafiaHO OHOBMEeHWI MnaH
ynpaBniHHA pu3nkamu Bepcis 2.0. 3MiHW BHECEHO A0
4yacTuH: | «3aranbHa iHdopmauis», 11
«Cneundikanis 3 6e3nekm», V «3axoan 3 MiHimisaw,i
pu3ukiB», VI «Pe3tome niaHy ynpasniHHSA
pusukamux», VIl «Jonatkv» y 38’A3Ky 3 ypaxyBaHHAM
OHOB/IEHOT iHGhopMaLii ped)epeHTHOro NikapcbKoro
3acoby, a Takox y 3B'A3Ky i3 3MiHOO dhopmaty
BignosigHo o Bumor Evaluation Guidance on the
format of the risk management plan (RMP) in the EU
— in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). Pe3tome MnaHy
ynpae/iHHA pu3nkamu Bepcis 2.0 AoAaETbCA.

240.

TELUEHTPUK®

KOHLeHTpaT ans
pO34nHy Ans
iHdpysiin no 1200
Mr/20 mn no 20 My
nakoHi; no 1

hNaKkoHy y
KapTOHHI KopooLli

TOB «Pow
YkpaiHa»

YKpaiHa

Bupo6bHMLTBO
Hepo3dacoBaHoi
npoayKuii, NnepBnHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI:
Pow fiarHocTmke
'm6X, HimeuunHa
Brpo6HMLTBO
Hepo3acoBaHoi
npoAyKLUii, NnepBrHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,

Himeuumnna/
LLisefiuapis

BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3MiHM y TepaneBTUUHUX
nokasaHHsIX (BUlyYeHHA TepaneBTUYHOro
rokasaHHs) 3MiHM BHECEHO B IHCTPYKLilO Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3zinis "®apmakonoriyHi BnacTneocTi”,
"MokasaHHs" (BUTyYEHHS NOKa3aHHA YpoTenianbHa
KapuumHoma), "OcobnmnBoCTi 3acTocyBaHHS", "Cnoci6
3acTocyBaHHSA Ta go3un", "MobivHi peaxuii”.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHA. B Mexax 3MiHW HalaHO OHOB/IEHWUI
MYP, Bepcia 2.0. Pe3stome MNYP Bepcia 2.0
Aopaetbes. 3Minm | Tvny - 3MiHK Wwoao

3a
peyenmom

He
nionseae

UA/15872/01/01
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

BMNPOGYBaHHSA
KOHTPO/TI0 AKOCTI,
BUNYCK cepil:
®.XohpmaHH-/15
Pow JlTa,
LBeliuapis

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapaKkTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 413 MeguyHoro
3aCTOCyBaHHSA Ha MiAgcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn NikapCcbKoro 3acoby,
abo pocnigkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepiog,
a60 AK pe3ynbTar OLiHKM 3BITY 3 fOCAILKEHD,
npoBefeHnX BiANOBIAHO [0 NnaHy negiaTpuyHmnx
pocnigxeHb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHVIM OpraHom) 3miHu
BHECEHO B iHCTPYKLiIO A/19 MEAMYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ginis "OcobnmsocTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta go3un",
"Mo6iyHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmawii Lwoao 6e3nekn 3acTocyBaHHS AikoHOoi
peyoBUHM 3rigHO 3 pekomeHaauieto PRAC.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
3aTBepAXeHHS. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW)
3MiHM BHECEHO B IHCTPYKLiI0 4151 MEeAUYHOT0
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Oco6NMBOCTI 3aCTOCYBaHHA" LLOA0 NOKPALLLEHHS
BiiCTEXYBaHHS 6i0NOri4YHNX JliKkapCbknx 3acobiB.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHS.
3minu |l Tuny - 3MiHK Wopao 6e3nekn/edpekTBHOCTI
Ta cpapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMYW A@HUMK 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHMU 3
thapmakoHarnagy - 3MiHW BHECEHO B iHCTPYKLitO 415
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3sginis "®apmakonoriuHi BnactueocTi’, "B3aemogis
3 iHWVMK NikapcbKMMK 3aco6amu Ta iHLWi BUAn
B3aemogiit", "Aitn" (yTouHeHHs iHchopmaii),
"Mo6iuHi peakuii”. BBeAeHHSA 3MiH NPOTArom 6-Tu
MicsILiB Mic/1s 3aTBepAKEHHS.

241.

TUrALMN

NMOpOLLOK AN
pO34nHy Ans
iHdpysii no 50 mr; 10
hnakoHiB 3
NOPOLLKOM Y mauui 3
KapToHYy

Mdpaiizep
Eliu.Ci.Mi.
Koprnopeiiw
H

CLIA

BUPOBHULTBO
npoaykuii in bulk,
nepBuHHe
nakyBaHHsl,
KOHTPO/Ib SKOCTI:
MareoH ITanis
C.n.A,, Itanis;
BMPOGHMLTBO

ITanis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK
| TMny - 3MmiHK 3 AkocTi. API. KoHTponb A®I. 3miHa 'y
mMeToAax BUNpobyBaHHS AD| abo BMXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPMCTOBYETLCA Y NpoLieci Bupo6HuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BUNPOGYBaHHSA) - BHECEHHA He3HaYHUX 3MiH [0 M.
"Unctota metogom BEPX" ans Al Tavireymknida

3a
peyenmom

UA/12347/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

npoaykuii in bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTi Ta
BUMYCK cepii: BaeT
Nepnepne C.p.J1.,
ITania; JocnigxeHHs
CTEepWIbHOCTI:
tOpodiHe - Baiionab
C.p.n., Itania

[ON151 OHOBJIEHHSI HACTYMHMX NOKa3HUKiB (1)
KoedpiuieHTy cumeTpii nika 3 “0,7-1,5” go “0,8-1,5" Ta
(2) cTyniHb po3gineHHs 3 “miH. 1,5” go “min. 1,6” gna

npuBeaeHHs y BiANOBIAHICTb Ao EP ana
Taiireumkniny. 3miHu | Tuny - 3MiHK 3 sKocTi. AL,
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs API
abo BuXigHOro matepiany/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HaUHI 3MiHK Y
3aTBEPMAKEHNX METOAaX BUNPOOYBaHHSA) - BHeCeHHs
He3Ha4yHWX 3MiH A0 n. "BusHavyeHHA meTtogom BEPX"
ana A®| TaiireymkniHa AN OHOBMIEHHSI HACTYMHUX
nokasHukiB (1) koedilieHTy cumeTpii nika 3 “0,7-1,5"
0o “0,8-1,5" Ta (2) 3HayeHHss RSD 3 “1,0% ansa 5
iH'eKUii” go “0,73 % AN 5 iH'eKiii” ons npuBefeHHs
y BignoBigHicTb o EP ans Tavireymkniny. 3minnm |
Tmny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi 3
HeOob6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €poneiicbkoi papmakoner,
abo iHWOi HauioHasTbHOI dhapmakonei gepxasn EC
(3miHa y cneumdikauii HechapmakoneliHoro A®| ans
npusBefeHHs y BiANOBIAHICTL A0 BUMOr AdY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu €C) - A®I - MpuBefeHHA y
BiAnoBiAHiCTb Ao EP cneuudikauii gna Adl
TalreumkniHy, a came- OHOB/IEHHS TECTY
"BU3Ha4YeHHs pH". BunyyaeTbcs aflbTepHATUBHWIA
PO34nHHKK 0,9% HaTpito xnopug,. 3minu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii

hapmakonei/MoHorpadii. 3MiHW, nos'a3aHi 3

HEeOoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Eponeiicbkoi hapmakoner,
ab0 iHWOi HauioHas1bHOI dhapmakonei aepxasu E€C
(3miHa y crneumdpikauii HechapmakoneliHoro A®| gns

npuBeLeHHA y BiANOBIAHICTb A0 BUMOr AdPY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu €C) - Ad| - MprBefeHHs y

BignosigHicTb A0 EP cneuudikauii ans Adl
TalireLuKiHy, a caMe- 3a3Ha4yeHHs nocunaHb Ha EP
ans Tecty "KinbkicHe BM3Ha4YeHHs meTogom BEPX",

n."Uncrota metogom BEPX", n."laeHTudpikaris

meTogom I4-cnekTpockonii 3pa3ok/cTaHgapT”, n.
"Yac yTpumaHHs niky 3pasok/cTtaHgapt”, n.
"3anunwok npu npoxaptoBaHHi" Ta n. "pH". 3miHu |
Tuny - 3miHu 3 akocTi. CepTuddikaTt BignoBigHOCTI/lE-
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii Py abo €poneiicbkoi hapmakoner,
ab0 iHWOT HauioHasIbHOI hapmakonei aepxasun EC
(3miHa y cneumdikauii HechapmakoneliHoro A®| gnsi
npuBeAeHHs y BiANOBIAHICTb A0 BUMoOr JdY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasn E€C) - AD| - 3BYKEHHSA
KpUTEpIiB MPUAHATHOCTI AOMILLOK LL/IIXOM KOHTPOSIHO
HEBU3HAYeHMX AOoMIWOoK 3 Mexeto B NMT 0.10%, y
3B'A3KY 3 NpuBefeHHsAM 40 EP. 3MiHn | Tuny - 3MiHn
3 akocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/MoHorpadii. 3MiHW, nos'a3aHi 3
HeoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo Eponeiicbkoi hapmakoneri,
ab0 iHWOi HauioHas1bHOI dhapmakonei aepxasu E€C
(3miHa y cneumdpikauii HechapmakoneliHoro A®| ans
npuBeLeHHA y BiANOBIAHICTb A0 BUMOr AdPY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu €C) - Ad| - MprBeaeHHs y
NOBHY BiANOBIgHICTb A0 EP cneuudikauii ans Adl
TalireumkniHy, a came 3BY)XXEHHS KpUTepiiB
NPUAHATHOCTI 4715 3arasibHUX OpraHivyHMX AOMILLOK,
BMICTYy eniMepis, BMICTy MiHOLMKNIHY Ta 9-
aMiHOMIHOLMKAIHY .
3arBepaKeHo
Test Acceptance Criteria Analytical procedure
Total Organic Impurities NMT 2.2% L19714-119/
TM-1132A
(including Epimer)
Epimer Content NMT 1.0%
Minocycline Content NMT 0.25%
9-Aminominocycline Content NMT 0.25%
3anponoHoBaHo
Test Acceptance Criteria Analytical procedure
Total Organic Impurities NMT 1.0% L19714-119/
TM-132A
(including Epimer) /Ph Eur
Epimer Content (Ph Eur impurity A) NMT 0.6%
Minocycline Content
(Ph Eur impurity C) NMT 0.2%
9-Aminominocycline
Content (Ph Eur impurity B) NMT 0.15%
3MmiHu | TUny - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BMNPOO6YBaHHSA) - He3HauHi 3MiHn J0 TecTy
"UucToTa" gna APl TaiireyukniHy 3 MeToro
npvBefeHHs y BiANoBiAHICTb A0 EP, a came- 3MiHa
RRF ansa 9-amiHomoHouukniny 3 0,9 go 1,0. 3miHu |
Tmny - 3MiHN 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUYYEHHS HE3HAYHOTO NOKa3HMKa AKOCTI
(Hanpukiag BUTyYEHHS 3aCTapifioro NokasHuka))-
BupganeHHs napameTtpy "Baxki metanun" 3i
cneumdpikauii gna A®| TarreumkniHy. Takox,
BHECEHHA PelakTOPCbKMX NpaBok fo: (1) Ha3s
LOMILIOK B p.3.2.5.4.1 3 METOI NPUBELEHHA Y
BiAnoBigHiCTb fo EP; (2) BUNpaBneHHsa TeXHIYHOI
NOMW/IKV B aHaiTUYHIA npoueaypi Ans meToay B
p.3.2.S.4.2 Analytical procedures for Assay 6e3
3MiHM MeToay
242. | TIAPA AYO TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/16280/01/02
NNiBKOBOKO "®apmaueBT "®apmaLeBTnYHA | TMny - 3miHK 3 AkocTi. CepTuUdikat peyenmom
o060510HKOt0, Mo 160 n4yHa hipma dipma "fapHuusa” BignosigHocTi/lE-cepTudikar BignoBigHOCTI
mr/12,5 mr no 7 "OapHuusa” €Bponelicbkiin dhapmakonei/MoHorpadii. 3miHu,
Tabnetok y NnoB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y
KOHTYPHil BigNoBigHICTL A0 MOHorpadii 4PY abo
YapyHKOBIli €Bponelicbkoi hapmakornei, abo iHWOoT HauioHaIbHOT
ynakoBLi; no 2 Ta no thapmakonei fepxasu €C (iHLWi 3MiHK) -
4 KOHTYpPHI npusefeHHs posginis 3.2.P.4.1. Ta 3.2.P.4.2.
YyapyHKOBi yNakoBK peecTpauiiHoro A0CbE Ha AONOMIKHY PeYOBUHY
B nauuj; no 14 MarHito cTeapat A0 BUMOr MoHorpadii «Magnesium
Tabnetok y stearate» gitouoi pegakuii €Bponeiicbkol
KOHTYPHIlA dapmakonei. Y 3B’A3Ky 3 LM BHECEHO 3MiHW A0
YapyHKOBIli po3ginis: «laeHTnikaLin», «KucnotHictb abo
ynakosuj; no 1, no 2 NYXHICTb» Ta «KiflbkiCHe BU3HAYEHHSA»
a60 no 6 KOHTYPHUX
YyapyHKOBUX
YNakoBKM B nauLli
243. | TIAPA YO TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/16280/01/03
nNiBKOBOKO "®apmavueBT "®apmaLeBTnyHa | TMny - 3miHK 3 AkocTi. CepTudpikat peuyenmom
060/10HKOI0, No 80 nyHa thipma dipma "fapHuusa” BignosigHocTi/lE-cepTudikat BignoBigHOCTI
Mmr/12,5 mr, no 7 "AapHnus” €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,

Tabnetok y
KOHTYPHIl
YapyHKOBIli
ynakoBLij; no 2 Ta no
4 KOHTYpHI

noB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii PY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHabHOT
thapmakonei fepxasy €C (iHLWi 3MiHK) -
npusefeHHs posginis 3.2.P.4.1. Ta 3.2.P.4.2.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
YapyHKOBi YNakoBK peecTpauiiHoro A0CbE Ha AONOMIKHY PEHOBUHY
B Mauuyj; no 14 MarHito cTeapat Ao BUMOr MoHorpadii «Magnesium
Tabnetok y stearate» gjtoyol peaakuii €EBponeicbKoi
KOHTYPHIl dapmakonei. Y 3B’A3Ky 3 LM BHECEHO 3MiHW [0
YapyHKOBIli po3ginis: «laeHTuiKaLisn», «KucnoTHictb abo
ynakosLj; no 1, no 2 NYXHICTb» Ta «KiflbkiCHe BU3HAYEHHSA»
ab0 no 6 KOHTYPHUX
YyapyHKOBUX
yNakoBKM B nauLli
244. | TIAPA AYO TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu 3a UA/16280/01/01
NNiBKOBOKO "®apmaueBT "®apmaLeBThyHa | TMny - 3miHK 3 AkocTi. CepTudikat peyenmom
o060710HKoOt0, No 160 nyHa hipma dipma "AapHuusa” BignosigHocTi/lE-cepTudikar BignoBigHOCTI
Mr/25 mr; no 7 "OapHuusa” €Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
Tabnetok y noB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y
KOHTYPHil BigNoBigHICTL 40 MOHorpadii 4PY abo
YapyHKOBIli €Bponelicbkoi dhapmakonei, abo iHWOoT HauioHabHOT
ynakoBLii; no 2 abo thapmakonei fepxasu €C (iHLWi 3MiHK) -
N0 4 KOHTYpHI npusefeHHs posginis 3.2.P.4.1. Ta 3.2.P.4.2.
YyapyHKOBi yNakoBKu peecTpauiiHoro A0CbE Ha AONOMIKHY PeYOBUHY
B nauuj, no 14 MarHito cTeapat A0 BMMOr MoHorpadii «Magnesium
Tabnetok y stearate» fitouoi pegakuii €Bponeiicbkol
KOHTYPHIlA dapmakonei. Y 3B’A3Ky 3 LM BHECEHO 3MiHW A0
YapyHKOBIli po3ainis: «laeHTuikaLin», «KucnotHictb abo
ynakosLj, no 1 a6o NYXHICTb» Ta «KiflbkiCHe BU3HAYEHHS»
N0 2 KOHTYpHI
4yapyHKOBi yNakoBKu
B nayui
245. | TIAPA CONno TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/18327/01/02
nNiBKOBOKO "®apmavueBT "®apmaLeBTnyHa | TMny - 3miHK 3 AkocTi. CepTudpikat peyenmom
o060m0HKot, Nno 160 nyHa thipma dipma "AapHuusa” BignosigHocTi/lE-cepTudikat BignoBigHOCTI
Mr, no 14 TabneTok "AapHnus” €Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,

Y KOHTYpHIiA
YapyHKOBIl
ynakoBLj; no 2 abo
Nno 6 KOHTYPHUX
YyapyHKOBUX
yNaKoBOK y nauli

noB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOT HauioHabHOT
thapmakonei fepxasy €C (iHLWi 3MiHK) -
MpuBeaeHHs Cneuwndikauii Ta MeToAjiB KOHTPO/HO
[OMOMiXHOI PEeYOBMHM MarHito cteapar, A0 BUMOT
nitoyoi pegakuii moHorpadii €4 "Magnesium
Stearate" 3 BpaxyBaHHsIM BUMOTr po3giny € 1.5.1.8
laeHTudikalis, a Takox BUMOTr Ta pekomMeHaaLwii
AdY, 3a nokasHvkoMm "lgeHTudpikauis (8o posainis C
i D, Wo € nepLoto igeHTudikaliero 3a BiaNOBIAHO0
MOHorpagieto €9)", a came BUNYyYEHHS i3
crneundikavii LONOMiXHOI pe4oBMHY MarHito cteapat
iHcbopmav,ii 3a3HaveHoi B po3gini "lgeHTudikayis®
npo Apyry igeHTudikauito Ta BignoBigHI po3aiin
apyroi igeHTudpikauii: "laeHTndikavis A" Ta
"lgeHTudikauis B". KOHTposb nokasHuka
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NPOBOAMUTLCS 3a NepLUOIO ifeHTUdIKaLlieo
MoHorpadii €, wo signosigae sumoram € 1.5.1.8
laeHTudikalia ge BkasaHo, WO "neplua
ineHT1dikauis" BUKOPUCTOBYETbCS A1
ineHTudikauii y BCix BUNagxax, a "apyra
ineHTudikauis" MoXxe BUKOPUCTOBYBATUCH NpK
anTe4yHoOMy KOHTPOJTi, SKLWO € rapaHTisa cepTudikauii
NPOAYKTY Ha BiANOBIAHICTb YCIM BUMOram
MoHorpadii.

246.

TIAPA COJ10

TabneTkn, BKpUTI
nniBKOBOIO
060/10HKO0, 10 80
Mr no 14 TabneTtok y
KOHTYpHilA
YapyHKOBIl
ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLy

MpAT
"®apmaueBT
nyHa hipma

"fapHuua”

Ykpaina

MpAT
"GapmaueBTuyHa
dipma "AapHuusa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi dhapmakonei, abo iHWOoT HauioHabHOT
thapmakonei fepxasu €C (iHLWi 3MiHK) -
MpuBeaeHHs Cneuwndikauii Ta MeToAjiB KOHTPOHO
[OMOMiXXHOT PEe4OBMHM MarHito cteapar, A0 BUMOT
nitoyoi pegakuii moHorpadii €4 "Magnesium
Stearate" 3 BpaxyBaHHsIM BUMOr po3giny € 1.5.1.8
laeHTudikalisa, a Takox BUMOr Ta pekomeHaawi
AdY, 3a nokasHvkoM "lgeHTudpikauis (8o posainis C
i D, Wo € nepLot igeHTudikaliero 3a BiaNOBIAHOW
MoHorpadieto E®)", a came BUTy4eHHS i3
crneundikavii LONOMiXHOI pe4OBUHY MarHito cteapat
iHchbopmav,ii 3a3HaveHoi B po3gini "lgeHTudikauis®
npo Apyry iaeHTudikauito Ta BiANOBIAHI po3ginu
apyroi igeHTudikauii: "laeHTndikauis A" ta
"laeHTudcpikauis B". KOHTposib nokasHuka
NPOBOAMUTLCS 3a NepLLOIO ifeHTUdiIKaLlieo
MoHorpadii €, wo Bignosigae sumoram € 1.5.1.8
laeHTudpikalis ge BkasaHo, Wo "neplia
ineHT1dikauis" BUKOPUCTOBYETbCS AN
iieHTudikauii y BCix BUnagkax, a "apyra
ineHTudikauis" Moxe BUKOPUCTOBYBATVCH NpK
anTe4yHoOMy KOHTPOJIi, SKLWO € rapaHTisa cepTudikauii
NPOAYKTY Ha BiANOBIAHICTb YCIM BUMOram
MoHorpadii.

3a
peyenmom

UA/18327/01/01

247.

TIAPA TPIO®

TabneTku, BKpUTI
nniBKOBOO
060/10HKO0, 10 10
mr/12,5 mr/160 wmr;
no 7 Tabnetok y
KOHTYPHIl
YapyHKOBIli
ynakoBLij; no 2 Ta no
4 KOHTYpHI

MpAT
"®apmaueBT
nyHa thipma

"fapHuua”

Ykpaina

MpAT
"GapmaueBTuyHa
dipma "fapHuusa”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii PY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHabHOT
hapmakonei gepxasn €C (iHLWi 3MiHX) NpUBEAEHHS
po3ginis 3.2.P.4.1. Ta 3.2.P.4.2. peecTpaduiiHoro

3a
peyenmom

UA/15069/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
YapyHKOBi YNakoBK [0CbE Ha AOMNOMiIXHY peqoBuHY MarHito cTeapar Ao
B Mauuyj; no 14 BMMOT MOHorpacii «Magnesium stearate» fito4oi
Tabnetok y pepakuii €sponeiicbkoi dapmakonei. Y 3B'A3Ky 3
KOHTYPHIl LM BHECEHO 3MiHW [0 po34iniB: «laeHTudikauis»,
YapyHKOBIli «KncnoTHicTb abo NyxHiCTb» Ta «KinbkicHe
ynakosui; no 1, no 2 BU3HAYEHHS»
ab0 no 6 KOHTYPHUX
YyapyHKOBUX
yNakoBOK B nauLli
248. | TIAPA TPIO® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu 3a UA/15070/01/01
NNiBKOBOKO "®apmaueBT "®apmaLeBThyHa | TMny - 3miHK 3 AkocTi. CepTudikat peyenmom
060/10HKOI0, N0 5 nyHa hipma dipma "AapHuusa” BignosigHocTi/lE-cepTudikar BignoBigHOCTI
Mmr/12,5 mr/160 wr, "OapHuusa” €Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
no 7 Tabnetok y noB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y
KOHTYPHil BigNoBigHICTL 40 MOHorpadii 4PY abo
YapyHKOBIli €Bponelicbkoi dhapmakonei, abo iHWOoT HauioHabHOT
ynakoBLi; no 2 Ta no hapmakonei gepxasu €C (iHLWi 3MiHX) NpUBEAEHHS
4 KOHTYpPHI po3ginis 3.2.P.4.1. Ta 3.2.P.4.2. peecTpauiiHoro
YyapyHKOBi yNakoBKu [0CbE Ha AOMNOMiXHY peqoBuHY MarHito cteapar Ao
B nauuj; no 14 BMMOT MOHorpacii «Magnesium stearate» fito4oi
Tabnetok y pefakuii €sponeicbkoi Papmakonei. Y 3B'A3Ky 3
KOHTYPHIlA LM BHECEHO 3MiHW [0 po34iniB: «laeHTudikauis»,
YapyHKOBIli «KncnoTHicTb abo NyxHiCTb» Ta «KinbkicHe
ynakosui; no 1, no 2 BU3HAYEHHS»
ab0 6 KOHTYpHUX
YyapyHKOBUX
yNakoBOK B nauLli
249. | TIKOBAK cycneHsis gns Mdpaiizep CLA KOHTPOJ1b SAKOCTI: IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/16695/01/01
BAKUVHA ONA | iH'ekuiii no 2,4 Eiiy.Ci.Mi. EYPOO®IHC ABcTpisi/ | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuyenmom | nidssieae
MAPO®INAKTUK | mkr/0,5 mn, no 0,5 KopnopeiiL BIO®APMA Benbris HaliMeHyBaHHs Ta/abo agpecu Micusa NPoBaKeHHS
M KNILWOBOIO | mn cycnewsiiy H MPOJOAKT TECTIHI AiSnbHOCTI BUpOo6HUKa/iMnopTepa roToBoro
EHUE®DANITY nonepegHL0 CMNEWVH, C./.Y, NiKapcbKoro 3acoby, BKIOYAUM AiTbHULI BUNYCKY
KYNbTYPAJIbH | 3anoBHeHOMy Icnanis cepii abo micLe NpoBefeHHsI KOHTPOSIO SKOCTI
A 0ZlHOpPa30BOMY (misnbHICTb, 3a AKy BignoBigae BUpo6HMK/imMnopTep,
IHAKTUBOBAH | wnpuuj; no 1 KOHTPO/Ib SIKOCTI: BK/IO4AK0UM BUMYCK Cepiid) - 3MiHa agpecu
A OYMLLEHA wnpuy Mdpaiizep 3aTBEP)KEHOI BUPOOHNYOT AinbHNLi 6€3 3MiHN MicLA
COPBOBAHA BK1aJEHOMY Y MeHtohekyypuHr NPOBaKeHHA Aif/IbHOCTI. 3MiHM BHOCATLCA 40
6nictep; no 1 ABcTpist TM6X, peecTpauiiHoro noceigYeHHs. 3MiHU BHECEHO B
6nictepy Ta ABcCTpis IHCTPYKL,il0 ANs MeANYHOro 3acTOCyBaHHS
OKPEMOI0 TO/KOK Y nikapcbKoro 3acoby y po3ain "MicLe3HaxomKeHHs
KapTOHHI KopooLli BUPOBHULTBO BMPOGHMKA Ta agpeca MicLs NpoBaXeHHSs! oro

npoaykTy y chopmi in
bulk; HanoBHeHHSA
Lnpuwis,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b AKOCTI,
BMNYCK cepil:

AISNbHOCTI" Ta BiAMNOBIAHI 3MiHU BHECEHO B TEKCT
MapKyBaHHA BTOPVMHHOT yNakoBku B n.11. TepMiH
BBEJEHHS 3MiH NPOTAromM 6 micsAuiB nicns
3aTBepMKEHHS. 3MiHM | Tuny - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHSA AiSNbHOCTI BUpoOHUKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BKAYaum AibHULI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby yrnakoska) nocsioYeHHs1
Mdpaiizep BWMYCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/THO
MeHtohekyypuHr AKOCTI. (QiSNbHICTb, 3a Ky BiAnosigae
Benbris HB, benbris BMPOGHMK/iMNOPTEp, BK/OYAKOUN BUMYCK Cepild) -
KOHTPO/Ib SIKOCTI: 3MiHa agpecy 3aTBepAKEHOT BUPOOHNYOT AiNbHUL
CIC Na6 CimoH 6e3 3MiHN MicusA NPOBaKEHHS AiSNIbHOCTI. 3MiHU
CA, benbria BHOCSITbCS 10 PEECTPALIIHOrO NOCBIAYEHHS. 3MiHN
BHECEHO B iHCTPYKL,it0 415 MEAMYHOrO 3aCTOCyBaHHS

nikapcbKoro 3acoby y po3gin "Micue3HaxomKeHHs

BMPOGHMKa Ta afpeca MicLs NPOBaKEHHS 1ioro

AOiSNbHOCTI" Ta BiAMNOBIAHI 3MiHM BHECEHO B TEKCT

MapKyBaHHS BTOPMHHOT yNakoBku B N.11. TepMiH

BBEEHHSA 3MiH NPOTAroM 6 Micauis nicns
3aTBEPKEHHS.

250. | TIKOBAK cycneHsis ans Mdpaiizep CLIA KOHTPO/1b SIKOCTI: IcnaHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a He UA/16695/01/01
BAKUWHA ANA | iH'exuin no 2,4 Eny.Ci.Mi. EYPOO®IHC ABcTpisi/ | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
MAPO®INAKTUK | wmkr/0,5 mn, no 0,5 Koprnopeiiw BIO®PAPMA Benbris thapmakoHarnagy (iHwi 3MiHn)

M KNILWOBOIO | mn cycnexsiiy H MPOOAKT TECTIHI BHeceHHs KOpPEKL,iiHUX NpaBoK A0 MeTOAIB
EHUEDANITY nonepegHL0 CMEWNH, C.JLY, KOHTPO/IHO SIKOCTI B PO3Ai/1 «YNakoBka». 3MiHu
KYNbTYPAJIbH | HanoBHeHOMY IcnaHis BHECEHO A0 IHCTPYKLiT 4719 MeguyHOro
A wnpuui; no 1 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
IHAKTUBOBAH | wnpuuy KOHTPO/Ib SIKOCTI: "YnakoBka" (pegaryBaHHs iHhopmallii), B TEKCT
A OYNLEHA BK/1aZlEHOMY Y Mdpaiizep MapKyBaHHs nMepBuHHOI (M. 3, n. 4, n. 6) Ta
COPBOBAHA 6nictep; no 1 MeHtohekUypuHr BTOPWHHOI (N. 3, n. 4, n. 6, n. 8, n.14, n.17)
6nictepy Ta AscTpisa 'm6X, YNakoBKM NiKapCbKoro 3acoby, BUMYYEHHS TEKCTY
OKPEMOIO TO/KOK Y ABCTpIS MapKyBaHHS YNakoBKY 3i CTUKEPOM.
KapTOHHI KopooLli TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
BMPOGHMLTBO 3aTBEPLKEHHS.
npoayKTy y chopmi in
bulk; HanoBHeHHSA
wnpuuis,
nakyBaHHS,
MapKyBaHHS,
KOHTPO/Ib SIKOCTI,
BMNYCK Cepil:
Mdpaiizep
MeHtodekuypuHr
Benbria HB, Benbris
KOHTPO/Ib SIKOCTI:
CI'C a6 CimoH CA,
Benebris

251. | TIKOBAK cycnensis ans Mdpaiizep CLIA KOHTPO/Ib SIKOCTI: Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/16694/01/01
MKYHIOP iH'ekuii mo 1,2 Eiiu.Ci.Mi. EYPOO®IHC ABcTpisi/ | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peyenmom | niosisieae
BAKUWHA Ana | mxr/0,25 mn, no 0,25 KopnopeiiL BIO®APMA Benbris HaliMeHyBaHHs1 Ta/abo agpecu MicLsa NPoBafKEeHHS
MPO®INTAKTUK | mn cycnensiiy H MPOJAKT TECTIHI AisSnbHOCTI BUpOOHMKa/iMnopTepa roToBoro
M KNILWOBOIO | nonepedHbo CMNEWVH, C.J.Y, nNiKapcbKoro 3acoby, BKIHYAKUN [iNTbHULL BUNYCKY
EHUE®DANITY 3anoBHEHOMY IcnaHis; cepii abo micLe npoBeAEeHHSI KOHTPOIO SKOCTI
KYNbTYPA/IbH | ogHopa3oBomy KOHTPO/Ib SKOCTi: (4isbHICTb, 3a SIKY BigNoBigae BUPO6HUK/iMnopTep,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby yrnakoska) nocsioYeHHs1
A wnpuui; no 1 Mdpaiizep BK/IO4AI0UM BUMYCK Cepiii) - 3MiHa agpecu
IHAKTUBOBAH | wnpuuy MeHtohekyypuHr 3aTBEPAKEHOT BUPOOHMYOT AiNbHULI 6e3 3MiHW Micus
A OYMLLEHA BKNafEeHOMY Y AscTpisa 'M6X, NPOBaPKEHHS AiS/IbHOCTI. 3MiHW BHOCATLCA [0
COPBOBAHA 6nictep; no 1 ABCTpIS; peecTpauiiHoro noceig4eHHs. 3MiHU BHECEHO B
6nictepy Ta IHCTPYKLil0 4151 MeANYHOrO 3aCTOCYBaHHS
OKPEMOIO TOJIKOK Y BMPOGHMLTBO nikapcbKoro 3acoby y po3gin "Micue3HaxomKeHHs
KapTOHHI KOpo6Li npoaykTy y chopmi in BMPOGHMKA Ta agpeca MicLs NpoBaXeHHs Moro
bulk; HanoBHeHHs AisNbHOCTI" Ta BIANOBIAHI 3MiHW BHECEHO B TEKCT
Lnpuuis, MapKyBaHHS BTOPUHHOI ynakosku B N.11. TepMiH
nakyBaHHs, BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
MapKyBaHHS, 3aTBepXeHHs. 3MiHY | TUny - AgMiHICTPaTUBHI
KOHTPO/Ib SKOCTI, 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo afpecy Micus
BMNYCK Cepil: NPOBaKEHHS AiS/IbHOCTI BUPObHUKa/iMnopTepa
Mdpaiizep roTOBOrO NikapCbKOro 3acoby, BKIYaUN AiNbHULI
MeHtoekuypuHr BWMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPO/TIO
Benbrist HB, AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
Benbrig; BMPOGHMWK/iMNOpTEpP, BK/IOYAOUM BUMYCK Cepild) -
KOHTPO/Ib SKOCTI: 3MiHa agpecu 3aTBepKeHOl BUPOOHNYOT AiNbHUL
CI'C /la6 CimoH CA, 6e3 3MiHN MicLA NPOBaMKEHHS AiSIbHOCTI. 3MiHM
Benbris BHOCATbCSI 10 PEECTPALLAHOr0 NOCBIAYEHHS. 3MiHM
BHECEHO B iHCTPYKLiIO A/19 MeAMYHOro 3aCTOCyBaHHsA
nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NPOBapKEHHS 1ioro
AISNbHOCTI" Ta BiAMNOBIAHI 3MiHU BHECEHO B TEKCT
MapKyBaHHS1 BTOPVMHHOI ynakoBku B n.11. TepMiH
BBEJEHHS 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS.

252. | TIKOBAK cycneHsis gns Mdpaiizep CLWA KOHTPO/Ib SKOCTI: Icnanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu 3a He UA/16694/01/01
MKYHIOP iH'ekyili no 1,2 Eiiy.Ci.Mi. EYPOO®IHC ABcTpisi/ | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssieae
BAKUWHA ANnA | mkr/0,25 mn, no 0,25 KopnopeiiL BIO®APMA Benbris thapmakoHarnagy (iHwi 3MiHu)

MPO®ITAKTUK | mn cycneHsiiy H MPOJAKT TECTIHI BHeceHHs KOpeKLiiHMX NpaBoK A0 MeTOAIB

M KNILWOBOIO | nonepegHbo CMNEWVH, C.J.Y, KOHTPOJIO SIKOCTi B P03/ «YNakoBka». 3MiHU

EHUE®PANITY HanoBHEHOMY IcnaHis; BHECEHO [0 IHCTPYKLii A/ MeanyHoro

KYNbTYPANbH | wnpuuyj; no 1 3acToCyBaHHS NikapcbKoro 3acoby [0 po3ainy

A wnpuy KOHTPO/1b SIKOCTI: "YnakoBka" (pegaryBaHHs iHdpopmallii), B TEKCT

IHAKTUBOBAH | BknageHomy y Mdpainzep MapKyBaHHs nepBuHHOI (M. 3, n. 4, n. 6) Ta

A OYNLEHA 6nictep; no 1 MeHodekuypuHr BTOpPUHHOI (N. 3, n. 4, n. 6, n. 8, n.14, n.17)

COPBOBAHA 6nictepy Ta ABCTpist TM6X, yrnakoBKU NiKapCbKoro 3acoby, BUNYyYEHHS TEKCTY
OKPEMOtO FONKoK Y ABcCTpis; MapKyBaHHS! yNakoBKW 3i CTVKEPOM.
KapTOHHI KopooLli TepMmiH BBeZlEHHS 3MiH - NPOTArom 6 micAuiB nicns

BMPOGHMLITBO 3aTBEPAKEHHS.

npoaykTy y chopmi in
bulk; HanosHeHHs
npuwis,
nakyBaHHsl,
MapKyBaHHS,
KOHTPO/b AKOCTI,
BMNYCK cepil:
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Mdpaiizep
MeHtohekyypuHr
Benbrist HB,
Benbris;
KOHTPO/Ib SIKOCTI:
CI'C a6 CimoH CA,
Benebris
253. | TIONEHTAN niodpinizat gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu 3a UA/3916/01/01
PO3UmnHY ANs iH'ekUin | "KniBmeanp "KuisMmegnpenapar” | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peyenmom
no 0,5 r pnakonu 3 enapar” CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLWi
niodpinizatom 3MiHW)- BHECEHHS 3MiH B po3ain 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWiA 3aci6, a came
OHOB/eHHs Cneuwndikauii Ta MeTogis BxigHOro
KOHTPOJI0 Ha KOBNAYKM a/IlOMIHIEBI 3 MNACTUKOBOIO
HaknaaKow, roToBMX 10 cTepuisauii.
254. | TIONEHTAN niocpinizat ans NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 40 pPeecTpaLiiHnX MmaTtepiasis: 3MiHK 3a UA/3916/01/02
PO3umnHy ANs iH'ekuin | "KniBmeanp "Kuismegnpenapar” | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
no 1,0 r pnakoHu 3 enapar” Cuctema KoHTeliHep/3aKkynoptoBasibHUA 3aci6 (iHLWi
niogpinizatom 3MiHW)- BHECEHHS 3MiH B po3gin 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3aci6, a came
OHOBNEeHHS Creuvndikauii Ta MeTopgis BXiAHOrO
KOHTPO/II0 Ha KOBMNAYKWN altOMiHIEBI 3 N/1ACTUKOBOIO
Hak1afKo, roToBMX 0 cTepuisauii.
255. | TPACTUBA TabneTku, BKpUTI leTepo IHAis leTepo /1a63 IHAis BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHW 3a UA/15606/01/01
NNiBKOBOKO Na63 Nimiteq | TMRYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom
060/10HKO0, No 600 Nimiten 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepil
Mr/200 mr/300 mr; no (BKKOUAlOUM Aiana3oH po3Mipy cepil) roToBOro
30 TabneTok y NiKapcbKoro 3acoby (36isbLeHHst fo 10 pasis
KOHTeliHepi; no 1 NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
KOHTelHepy y 36iNbLUEHHA po3Mipy cepil 13
KapTOHHI KOpOOL; 3aTtBepmkeHo: 130 000 TabneTok. 3anponoHOBaHO:
130 000 Tabnetok, 1 300 000 TabneTok
256. | TPACTUBA TabneTku, BKpUTI leTepo IHAiA [eTepo /1a63 IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHN - UA/15605/01/01
nAiBKOBOIO Na63 Niviten | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NlikapCbkuii 3aci6.
060/10HKO10, Mo 600 NimiTen 3MiHU Yy BUPOGHMUTBI. 3MiHa po3mipy cepil
Mr/200 mr/300 wmr; in (BKKOUAOUM giana3oH po3Mipy cepii) roToBOro
bulk Ne 500 y nikapcbKoro 3acoby (36inbweHHs go 10 pasis
KOHTelHepax NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
36iNbLUEHHA po3Mipy cepii 13
3arBepmkeHo: 130 000 TabneTok. 3anponoHOBaHo:
130 000 Tabnetok, 1 300 000 TabneTok
257. | TPUTALE Tabnetkn; Ne 28 TOB YkpaiHa CAHO®I C.P.. ITanisa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3MiHu 3a He UA/10165/01/01
NNC® 10 (14x2): no 14 "CaHodi- | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NlikapCbkuii 3aci6. peyenmom | nionsizae
Mr/12,5 MIr TabneTok y 6nictepi; ABeHTiC KOHTPO/1b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHW)
no 2 6nictepn B Ykpaina" - OHOB/IEHHSA BXE 3aTBEPAKEHNX METOZAIB KOHTPOSTHO

KapPTOHHI KopobU;j

SIKOCTi JTiKapCbKOro 3acoy, a came: BMKIa4eHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

TEKCTY [ep>XaBHOI MOBOIO 3riHO Cy4YacHUX BUMOT
Ta npuBefeHHs crneundikaLii Ta MeToaiB KOHTPOIO
nikapcbKoro 3acoby [0 opuriHasibHOI cneuudikauii
Ta MeTOZjiB KOHTPOJIHO JTIKapCbKOro 3acoby
BMPOOHUKa, 30KpeMa y3ropKeHHs cneumaikauii 3a
NOKa3HUKOM “30BHILLHIl BUrNaa”, 6e3 dpakTuuHol
3MiHV BUrNsdy TabneTok.
3MiHV BHECEHO B IHCTPYKLiO 4718 MeANYHOro
3acTocyBaHHs y po3gin «Jlikapcbka hopmar»
(OCHOBHI (hi3UKO-XiMi4HI B1ACTUBOCTI).
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHK) - 3MiH/ BHECEHO B TEKCT MapKyBaHHS
YNaKoBKM JiKapCbKOro 3acoby, a came: yTOYHEHO
iHcbopMmaLito LWoA0 NoroTuny 3asiBHUKA Y M.6.
«|HWE>» (nepBuHHa ynakoska) Ta n. 17. IHLLE»
(BTOpMHHA ynakoBKa), a TakoX BHeCeHo iHchopmalLito
LLIOAO BHYTPILLHIX TEXHIYHMX MO3HA4YOK BUPOGHYMKA Y
n. 6. «IHWE» (nepBrHHa ynakoBka). BBeieHHA 3MiH
NpPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.

258.

TPUTALE
NnroCce® 5
Mr/i2,5 mr

Tabnetku; Ne 28
(14x2): no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI KopooLli

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I C.P..

ITanis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby (iHLwi 3MiHM)
- OHOB/IEHHS BXe 3aTBEPKEHNX METOAIB KOHTPO/O
AKOCTI JliKapCbKOro 3acoby, a came: BUKNaLeHHs
TEKCTY [ep>XXaBHOK MOBOIO 3riHO Cy4YacHUX BUMOT
Ta npviBeAeHHs creumdikaLii Ta MeToAiB KOHTPO/II0
niKkapcbKoro 3acoby [0 opuriHabHOI cneumdikauii
Ta MeTOZjiB KOHTPOJIIO NiKapCbKOro 3acoby
BMPOGHMKA, 30Kpema y3ropkeHHs cneyudikauii 3a
NOKa3HWKOM “30BHiLLHIl BUTNSA”, 6e3 hakTUUHOT
3MiHV BUrAsay TabneTok.
3MiHM BHECEHO B IHCTPYKLUil0 AN MEeAUYHOT0
3acTOCyBaHHA y po3ain «Jlikapcbka popmar
(OCHOBHI (hi3nKO-XiMiYHI B1ACTUBOCTI).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHKW WoA0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM) - 3MiHU BHECEHO B TEKCT MapKyBaHHS
yNaKkoBKM NikapCbKoro 3acoby, a came: yTOYHEHO
iHchopMma,ito LWoao NoroTuny 3asBHUKa Yy n.6.
«IHLWE>» (nepBmHHa ynakoBka) Ta n. 17. IHLWE»
(BTOpPUHHA yNakoBKa), a TakoX BHECEHO iHhopmaLito
LLIOAO BHYTPILLHIX TEXHIYHMX MO3HAYOK BUPOGHYMKA Y
n. 6. «IHWE» (nepBuHHa ynakoBka). BBeAeHHS 3MiH
NPOTArom 6-TM MiCALIB NiC/IA 3aTBEPAKEHHS.

3a
peyenmom

3a

He
nionsieae

He

UA/10164/01/01

UA/9278/01/01

259.

YNbTPA®ACT

rens 2,5%no 30r

PapmaLesT

MNonblua

Brpo6HMUTBO,

Monbla

BHECEHHS 3MiH 10 peecTpauiitHux maTepiasis: 3MiHu
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NH

abo 50 ry Ty6i; no 1
Ty6i Y KAPTOHHIi
Kopoo6Li

NYHWIA 3aBOA
"MOJIb®AP
MA" C.A.

nepBuHHE Ta
BTOPUHHE
nakyBaHHs,

KOHTpO/b cepii:

dapmaLeBTUYHNIA

3aB0O/,
«MONIb®APMA»
C.A., MonbLua,;

Bunyck cepii:

dapmaLeBTUYHNIA

3aB0o/,
«MONIb®APMA»
C.A,, MonbLa

| TNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKa, L0 BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - He BkAovaoum
KOHTPO/b/BMNPOGYBaHHSA cepii. MNepeHeceHHs
BMPOBHUYOT AiNbHULI BiANOBIAaNbHOI 38 BUMYCK
cepii 3aTBEpAXEeHOro BUpobHMKa PapmaLeBTUYHWIA
3aBog "MOJIb®APMA" C.A., MonbLua,
BiANOBIAA/TLHOrO 3a MOBHMWIA LUK BUPOOHULTBA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEpMKEHHS. 3MiHM | TMNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu micus
NpoBafKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUn AiNbHUL
BUMYyCKy cepii abo MicLie NPOBEAEHHS KOHTPO/IIO
SAKOCTI. (AiSNbHICTb, 3a 5Ky BiANoBiAae
BMPOGHMK/IMNOpPTEp, BK/KOYAKOYM BUMYCK Cepili) -
3MiHa Ha3BW Ta afpecy BUPO6HMKa
dapmareBTnyHuii 3aBog "MONBbPAPMA" C.A., a
came NpuBeAEeHHSAM 10 €4MHOTO HanncaHHs, y
3B'A3KY 3 UMM YacTuHa Ha3su "Bigain MepaHa B
Cepaggsi" nepeHeceHo [0 agpecy BUPo6HMKa. 3MiHK
BHECEHO B iHCTPYKL,it0 415 MEAMYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainn "BUpo6HuK",
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaXEHHS Oro AjisnbHOCTI" 3 BiANOBIAHUMM
3MiHaMu B TEKCTi MapKyBaHHA ynakoBoOK. BBegeHHS
3MiH NpOTArom 6-T1 MicALUiB Nicna 3aTBepAKEHHS

peyerimom

nionsieae

260.

YHAEBIT

npaxe, no 50 gpaxe
B KOHTeliHepi; no 1
KOHTEelHepy B nauuli
3 KapToHy; no 50
Apaxe B KOHTelHepi

AT
“BITAMIHWA"

Ykpaina

AT “BITAMIHA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TMny - 3miHK 3 AkocTi. CepTuUdikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin dhapmakonei/MoHorpadii. 3miHu,
NnoB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakornei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu EC (3miHa y cneumdikauisx,
nos'aA3aHa 3i 3miHamu B 1Y, abo €Bponeiicbkii
chapmakonei, abo iHLIA HalioHanbHi hapmakonel
nepxasun €C) 3MiHM Y MeTofax BXiAHOTO KOHTPOSIIO
Ai040T PEYOBVHM KaulbLijito NaHTOTeHaTy BifnoBigHO
[0 BMMOr MoHorpadii €® Ta MmaTepianis BUPOGHWMKIB
AdL.

6e3
peuyenma

UA/5605/01/01

261.

YPO-BAKCOM

Kancynu no 6 mr; no
10 kancyny
6nictepi; no 3
6nictepn y

OM dapma

Lseiuapi
A

OM dapma CA

LLisefiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHn 3 AkocTi. CepTudikart
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkin dhapmakonei/MoHorpadii. NogaHHs

3a
peyerimom

UA/12599/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

KapTOHHI KOpooLi

HOBOro abo OHOBMIEHOro cepTudikara BifnoBiAHOCTI
ab0o BUIyYeHHs cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
matepiany/peareHTy/npomMibkHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
AonomikHoi peyoBuHu (MCE-cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npomMixKHOro
npoAyKTy abo [ONOMIKHOI peyoBuHK) - HoBuii
cepTuddikaT AN BUXigHOrO
mMaTepiany/peareHTy/NpoMiKHOro nNpoaykTy abo
[0MNOMDKHOT pe4oBMHY Bif HOBOTO abo BXe
3aTBEPAKEHOro BUPOOHMKA - NOAaHHs Hosoro ME-
cepTudikaTy BiANoBigHOCTI EBponechbkili
hapmakonei Ne R1-CEP 2008-048-Rev 00 ans
JonomikHOT pevoBrHK Gelatin Big, BXe
3aTBepxeHoro BupobHvika Pioneer Jellice India
Private Limited. 3miHu | Tvny - 3MiHK 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudpikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkiii hapmakonei: gns A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
AonomikHoT peyoBuHY (MFE-cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixKHOro
NpoAyKTy abo [ONOMIKHOI peqoBuHK) - HoBuii
cepTuddikaT AN BUXigHOro
MaTepiany/peareHTy/NpoMiKHOro nNpoaykTy abo
[0MNOMDKHOT peYoBMHY Bif HOBOTO abo BXe
3aTBEPAXEHOro BUPOOHMKA - NOAaHHS Hosoro E-
cepTudikaTy BiANoBigHOCTI EBponechkili
thapmakonei Ne R1-CEP 2000-050-Rev 02 ans
JonomikHOT pevoBrHK Gelatin Big, BXxe
3aTBepmAKeHoro Bupo6Huka GELITA Group. 3MiHu |
Tuny - 3miHu 3 akocTi. CepTuddikaTt BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BWyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0nomikHOT peyoBuHM (ME-cepTudikat
BifiNOBIAHOCTI €Bponelickkili hapmakonei ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
npoaykTy abo AONOMIKHOI peyoBUHM) - OHOBIEHN
cepTudikaT Bif, BXe 3aTBepKEHOro BUPOGHMKA -
nogaHHs oHosneHoro E-cepTudikarta BignoBigHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2000-029 -
Rev 06 (3aTBepmkeHo: R1-CEP 2000-029 - Rev 05)
ANs AONOMKHOT peyoBuHM Gelatin Big Bxe
3aTBepAKeHoro Bupo6Hnka ROUSSELOT. 3MmiHu |
Tuny - 3miHu 3 akocTi. CepTuddikaTt BignosigHOCTI/lIE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignosigHOCTI abo
BWyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0nomikHOT peyoBuHM (ME-cepTudikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
npoaykTy abo AONOMIKHOI peyoBUHM) - OHOBIEHN
cepTudikaT Bif, BXXe 3aTBepKEHOro BUPO6HMKA -
nogaHHs oHosneHoro E-cepTudikara BignoBigHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2005-217 -
Rev 02 (R1-CEP 2005-217 - Rev 00) ans
[0nomikHOT pevoBrHK Gelatin Big, BXxe
3aTBepmxeHoro BupobHuka Nitta Gelatin Inc. 3minHu |
Tuny - 3miHu 3 akocTi. CepTuddikaTt BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignosigHOCTI abo
BWyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[onomikHOT peyoBuHM (ME-cepTudikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
npoaykTy abo AONOMIKHOI peyoBUHM) - OHOBIEHN
cepTudikaT Bif, BXe 3aTBepKEHOro BUPOGHMKA -
noaaHHs oHoeneHoro E-cepTudikaty BignoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2000-045-Rev
04 (3atBeppxeHo: R1-CEP 2000-045-Rev 03) ansa
[0nomikHOT pevoBrHK Gelatin Big, BXxe
3aTBEPAKEHOr0 BUPOOHMKA AKMIA 3MiHUB Ha3By 3 PB
Gelatins Ha Tessenderlo Group N.V. 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. NogaHHs HoBoro abo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/YYEHHS cepTudikaTa BifgnoBigHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
matepiany/peareHTy/npomMibkHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
AonomikHoi peyoBuHu (MCE-cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npomMixKHOro
npoaykTy abo A0NOMIXHOT peYOBUHYM) - BunyueHHs
cepTudikaTis (y BUNagky HasiBHOCTI
My/IbTUNIETHOTO cepTudpikata Ha matepian)
BUy4YeHHs E-ceptudikaTtis BigNOBIAHOCTI
€Bponeiicbkin hapmakonei Ne R1-CEP 2004-247-
Rev 00, R1-CEP 2004-320-Rev 00 151 fONOMIKHOI
peyosuHM Gelatin Bupo6Huka Nitta Gelatin Inc.
3MmiHn | TUny - 3MiHK 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuucpikauii Ta/abo
[ONYCTUMUX MEX, BU3HAYeHUX y cneuudikaisx Ha
A®I, abo BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUYYEHHS HE3HAYHOTO NOKa3HMKa AKOCTI
(Hanpviknag, BUTyUYeHHS 3acTapisioro NokasHuka))
BWJIyYeHHs i3 cneuudikauii 4ns OM 89 koHueHTpaTty
nokasHuka «Baxki MmeTanu». 3miHn | Tuny - 3MiHn 3
akocTi. A®Il. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
marepiany/npomiKHOro NPoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BMUNPOOGYBaHHSA) 3MiHW Y 3aTBEPKEHNX MeToAax
BUMNPOOYBaHHA A5 KiTbKICHOTO BU3HAYEHHS BifTbHWUX
aMiHOKMCNOT B OHOMY MPOMDKHOMY NPOAYKTI
BMPOGHMLTBA Ajtoyoi peyosuHn OM 89
KOHLeHTpaTy. 3MiHu | Tuny - 3MiHK 3 SiKoCTi. [o0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHUX PEYOBUH.
3MiHa napameTpiB cneuudikauiii Ta/abo
[OMYCTUMMX MeX A/15 [ONOMKHOT peYOBUHU
(BUNYy4YeHHs 3i cneumdikaLii He3Ha4YHOro NokasHuKa
(Hanpwvknag 3acTapifioro NoKasHMKa)) BUIYyYEHHS i3
cneumdikauii 418 TBEPAMX XeNaTnHOBKX Kancyn
nokasHuKa «Baxki MeTanu», siki BUKOPUCTOBYBa/INCh
0ns BUpobHmuTBa 13, @ TakoX BHECEHO HEe3HAYHi
pefakuiiHi 3MiHn (oHoBAEHHA p. 3.2.P.4.1.).

262.

DEMIPYUNH

necapii no 100 mr no
3 necapii y cTpuni;
no 1 a6o 2 ctpunu y
KapTOHHIN nayui

NAT
"MoHcthapm"

YKpaiHa

MAT "MoHchapm"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO B

TEKCT MapKyBaHHS BTOPUHHOT YNakoBKU NiKapcbkoro

3acoby, a came y n. 17 "HLWE" Buny4yeHo 3Hak ans

6e3
peuyenma

UA/16372/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
ToBapis Ta nocnyr ANANTA MEDICARE. BeefgeHHs
3MiH NPOTArom 6-Tu MicALiB Micns 3aTBEPIKEHHS
263. | ®EHICTUN Kpanni opasibHi, 1 XaneoH KX Lseiuapi XaneoH KX C.a.p.n. LLisefiuapis BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 6e3 UA/9377/01/01
Mr/mi; no 20 mny CAP/1 A | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
hnakoHi 3 KOHTPO/1b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHu)
KpanesnbHuueto; no 1 - OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB KOHTPO/IIO
h/1aKoHy B akocTi 13, a came BUKNAAEHHS TEKCTY AePXaBHOK
KapTOHHI KopobLii MOBOHO 3rifIHO Cy4acHUX BUMOT.
264. | ®EHICTUN eMy/bCis HalKipHa XaneoH KX Lseiuapi | XaneoH KX C.a.p.n. LLisefuapis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 UA/13867/01/01
EMYNbCIA 0,1%; no8mMmny CAPN A | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
hnakoHi 3 KOHTPO/b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHW)
KY/TbKOBUM OHOBJ/IEHHS BXE 3aTBEPKEHUX METO/IB KOHTPO/HO
annikatopom; no 1 akocTi 13, a came BUKNaAEHHS TEKCTY AEPXaBHOK
ch1akoHy B MOBOIO 3riiHO CY4aCHUX BUMOT.
KapTOHHI Kopo6Lii
265. | ®EPPYM NEK PO3YMH NS iH'EKLN, CaHpo3 CnoseHis Nex CnoseHisa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/9347/01/01
100 mr/2 mn, no 2 PapmachbIoTi PapmaLeBTUYHa | TMny - 3MiHK 3 AkocTi. APl BUpo6bHULTBO. 3MiHN B peyenmom
M/1 B amnyni; no 5 Kaui3 A4.4. KOMMaHisi 4.4, npoueci BMpobHuutea A®| (He3HayHa 3miHa y
amnyn y 6nictepi; no npoveci Bupo6HuLTBa Adl)
1 6nictepy y 3MiHa B npoveci BupobHuurea A®l, a came B
KapTOHHI KOpooLyj; NPOAYKTUBHOCTI Ta BUXOAY BUCYLLEHOTO
no 2 M1 B amnyni; PO3MNWIEHHAM AeKCTpaHy 3asliza Ta rotoBoro
no 10 amnyny [AeKcTpaHy 3asi3a, Lo Npu3Besio fo OHOBEHHS
6nictepi; no 5 OM® Bepcii 1.10, May 2023 3aTtBepaxeHo: 230-400
6nicTepiB y kg 3anponoHoBaHo: 325-430 kg
KapTOHHiiA KopooLy BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS. 3MiHM Il TMny - 3MiHK 3 AKOCTi. ADI.
(iHWi 3miHW) OHOBEeHHA AM® ANns Aito40oi pevyoBUHN
Bifl BUpO6HMKa Zheijang Apeloa Jiayuan
Pharmaceutical Co., Ltd 3 Bepcii 1.0, May 2020 go
Bepcii 1.9, November 2022.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPKEHHS.
266. | ®EPPYM NEK PO3YMH NS iH'EKLN, CaHpo3 CnoseHis Nex CnoseHisa BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHu 3a UA/9347/01/01
100 mr/2 mnno 2 mn | ®apmacbloTi dPapmaLeBTUIHa | Tuny - 3miHK Woao 6e3nekn/edeKkTBHOCTI Ta peyenmom
B amny”ni; no 5 Kan3 A4.4a. KOMMaHisi 4.4, thapmakoHarnagy. BeegeHHs abo 3miHv oo

amnyn y 6nictepi; no
1 6nictepy y
KapTOHHI kopobuy;
no 2 mn B amnyni;
no 10 amnyny
6nicTepi; no 5
6nicTepiB y
KapTOHHiiA Kopo6Lyi

y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmMakoHarnsgy 3asBHMKa 415
3AjiicHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BiAMIHHA Bifi YyNOBHOBaXeEHOI 0CO6U, BiANOBIAA/IbHOI
3a 34ilicCHEHHA dhapmakoHarnsgy (Bkiovaum
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
hapMakoHarnsg.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
[itoua pepakuis: Jasig [xoH Nesic / David John
Lewis. MNMponoHoBaHa peakuis: Juergen Maares /
HOpreH Maapec. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOT 0CO6M 3a8BHMKA, BifMNoBifa/IbHOT 3a
thapmakoHarnag. 3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANoOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi. Jitova
pepakuis: Opnos B'auecnas Biktopouy.
MponoHoBaHa pepfakuis: TaHacoBa 3opsHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0Co6M 3as1BHMKA, BignoBiga/ibHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxoKeHHs1 macTep-daiina cuctemu
thapmakoHarnsgy Ta ioro Homepa. 3miHa micus
3[iICHEHHSI OCHOBHOI AiSNIbHOCTI 3 hapMakoHarasay
267. | ®INCTUM® PO34uH ANS iH'EKLi, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/14300/01/01
0,3 mr (30 mnH "BIO®APMA "BIO®APMA" | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6. peyenmom
MO)/1 mn; no 1 mn " KOHTPO/Ib ONOMDKHUX peYOBUH. 3MiHA Y MeToAax
(30 mnH MO) (0,3 BMNPOBYBaHHA AONOMDKHOI PEYOBUHM (iHLLI 3MiHU Y
Mr) a6o no 1,6 mn MeToAax BMNpo6yBaHHS (BK/oYarUm 3aMiHy abo
(48 mnH MO) (0,48 [ofaBaHHs)). 3amiHa MeToAMK/ NPoBeeHHs
Mr) y nonepeaHbo BMNPOGYBaHHSA 3a NOKA3HUKOM SKOCTI
HanoBHEHOMY "Mikpob6iosnioriyHa ynctora" 3 MmeToay "rMMGUHHOrO
wnpwui; no 1 BUCIBaHHA" Ha MeTof "MeMbpaHHOI thinbTpauii” ans
nonepegHL0 [0MNOMDKHOT peyoBuHK "Cop6iT". 3miHun | Tuny -
HanoBHEHOMY 3MiHu 3 sKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
wnpuuy y énicrepi; [LOMOMDKHMX peYOBUH. 3MiHa Yy MeTogax
no 1 6nictepy y BMNPOBYBaHHA AONOMDKHOI PEYOBUHM (iHLLI 3MiHU Y
nauj 3 KapToHy MeToAax BMNpo6yBaHHS (BKoYarUm 3aMiHy abo
[ofaBaHHs)). 3amiHa MeToAMK/ NPoBeeHHs
BMNPOGYBaHHSA 3a NOKA3HUKOM SKOCTI
"Mikpob6ionoriyHa ynctora” 3 MmeToay "rMMGUHHOIOo
BUCIBaHHA" Ha MeTof "MeMbpaHHOI thinbTpauii” ans
A0NoMiXHOT peyoBuHY "Monicop6art 80"
268. | ®JNIIKC cnpeii HazabHUiA, JenbTa Weeiuapi | ABAl IBPAXIM lnay TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/13463/01/01
cycneHsis 0,05 %; Mepiken a CaHai Be Tigxapet | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenmom
no9ra6oi18ry MpomoyLiH3 A.LL. KOHTposb roToBOro nikapcbkoro 3acoby (iHLwi 3MiHu)
nosnieTuneHoBomy Al - Mepeknag MeToAiB KOHTPOSIKO AKOCTI NiKapCbKoro
hNakoHi 3 HacCoCcoM- 3acoby Ha yKpaiHCbKy MOBY, paHille BUKNageHnx
posaropom; no 1 POCIliCbKOI0 MOBO. 3MiHM CTOCYIOTLCS /ILLE MOBU
hnakoHy y BUKNAZEHHS, iHWi 3MiHW 4,0 3aTBEepXKeHNX
KapTOHHI Kopo6Lii cneumdikaLliin Ta MeToziB KOHTPOJIO HE BHOCATBLCS.
269. | ®/IYOMISVH TabneTkn BariHas1bHi MegiHoBa LLseliyapi BignosiganbHuii 3a HimeuyunHa/ | BHECEHHSI 3MiH A0 peecTpauiiiH1X MaTepianis: 3MiHN 6e3 UA/1852/01/01
no 10 wr; no 6 Al A BMPOGHULITBO: LLiBeiiuapis Il Tuny - 3MiHK 3 KocTi. API. (iHLWI 3MiHK) peyenma

TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHi kopobuyj;
no 2 Tabnetkn y
6nictepi; no 1

PotteHgopg Papma
MM6X, HimeyunHa;
BignosiganbHuii 3a

nepBUHHE Ta
BTOPVHHE

OHOBNEHHs MacTep-thaiiny Ha AP| [lekBaniHito
xnopug, Bupo6Huka Olon SpA, y 3B’'A3Ky 3
BrpoBa/mkeHHsAM MoHorpadii EP 11.0 Takox,
BHECEHHS pefakLiiiHnX 3MiH. 3aTBepaXeHO
Dequalinium Chloride 90-ToC_AP March 2022
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
6nictepy B nakyBaHHs: 3anponoHoBaHo Dequalinium Chloride 90-ToC_AP
KapTOHHI KopooLli PotteHgopt ®apma July 2023
'm6X, HimeyunHa;
BignosiganbHwuii 3a
KOHTPO/b SIKOCTi Ta
BMNYCK cepil:
MegiHoBa AT,
LLiBeiiuapis
270. | ®OKCEPO® TabneTku, BKpUTI ANIKANOI, Pecny6nik BMPOGHMLTBO IHAis/ BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a UA/15271/01/01
naiBKOBOIO AL Ckom'e a NisHiyHa Hepo3acoBaHoro Pecny6nika | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10, 1Mo 200 MakefioHisi | NpoAyKTY, NepBUHHE MiBHiYHA KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
mr no 10 Tabnetok y nakyBaHHs, MakeoHis napameTpiB cneuudikauii Ta/abo JONyCTUMMX MEX
6nicTepi; no 1 abo 2 BTOpPUHHE rOTOBOrO Jlikapcbkoro 3acoby (iHwWi 3miHW) - 3MiHa y
6nictepu B nakyBaHHs: JTtoniH Mexax cneumaikayii roToBoro NpoaykTy Ans
KapTOHHI KOPOOL;j Niviteg, IHais; napametpa "CynyTHi gomiwkn" gns gomiwkn "Cyma
ANKANOIL AL aumep-2 isomep-1 Ta aumep-2 isomep-2"y
Ckon’e, Pecnybnika cneumdikauii Ha TepMiH NPUAATHOCTI.
MisHiyHa MakefoHis
(BTOpUHHE
nakyBaHHS1; BUMyCK
cepii)
271. | ®OKCEPO® TabneTku, BKpUTI AJNIKANOIL, Pecny6nik BMPOGHMLTBO IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/15271/01/02
nNiBKOBOKO ALl Ckon'e a MiBHi4Ha Hepo3dhacoBaHOro Pecny6nika | TMNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peuyenmom
060/10HKO0, Mo 100 MakefoHisi | NpoAyKTy, NepBUHHE MiBHiuHA KOHTpO/b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
Mr no 10 TabneTok y nakyBaHHs, MakefioHis napameTpiB cneuudikauii Ta/abo AoNYyCTUMMX MEX
6nictepi; no 1 a6o 2 BTOPWHHE roTOBOro Nikapcbkoro 3acoby (iHLi 3MiHK) - 3MiHa Y
6nictepu B nakyBaHHs: JltoniH mMexax cneuudikaLii roToBOro NPoAyKTy An1s
KapTOHHI KopooLli Nimiten, Hais; napametpa "CynyTHi OMILKW" AN AOMiLLKK "Cyma
ANKANOIL AL aumep-2 izomep-1 Ta aumep-2 isomep-2" 'y
Ckon’e, Pecny6nika cneundikauii Ha TepMiH NPUMAATHOCTI.
MiBHIiYHa MakeoHIs
(BTOpUHHE
nakyBaHHS; BUNYyCK
cepil)
272. | ®OPJ1AKC NOpPOLLIOK ANs INCEH ®paHuisa BO®YP INCEH PpaHLin BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHW 6e3 UA/6852/01/01
NPUroTyBaHHs KOHCbIOM IHOYCTPI | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
pO34mnHy ans EP thapmakoHarnsay. BeegeHHs abo 3miHu o
nepopasibHoro XENICKEA, y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
3acTocyBaHHA no 10 | AkuioHepHe (BBEAEHHSA y3arasIbHEHNX fAaHUX NPo cucTemy
r,no 10,167 r TOBapuCTBO hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
NopoLLKY B CMpOLLEHOro BiNOBiAaNbHOI 3a 3iiCHEHHSA hapmakoHarnsagy;
nakeTuky; no 10 a6o ™mny KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s

no 20 nakeTukiB y
KapTOHHiA Kopo6Lyi

3aificHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
BiAMIHHa Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3ilicHeHHs thapmakoHarnsgy (Bkavarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLileHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0CO6U 3asIBHMKA, BifgnoBigasbHOI 3a




285

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
thapmakoHarnsag.
Litova pepakuis: O-p dpaHcya CinnaH / Dr.
Francoise Sillan. NMponoHosaHa pegakuis: Cinbsis
CicmoHgo / Silvie Cismondo.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOI 0Co6U
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
3MiHa KOHTaKTHOT 0COOM 3asiBHUKA, BifgNoBigaIbHOI
3a (papmakoHarnsg, B Ykpaini. [itoya pefakuis:
Fony6HWuHMiA Onekcanap CepriioBuy.
MponoHoBaHa pegakuis: Lanka OnexHa
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6M 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLie3HaxoMKeHHs1 MacTep-haiina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micusi
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.
273. | XNIOPFEKCUA po3uunH ans TOB YkpaiHa TOB "MEAOJ/IEB" YkpaiHa BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 6e3 UA/18075/01/01
NH 30BHILIHLOTO "MELNEB" | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenma
3acTocyBaHHs 0,05 thapmakoHarnsagy (iHwi 3MiHn) 3MiHW BHECEHO Y .
%, no 100 mny 17. IHLWWE TekcTy MapKyBaHHs NEPBMHHOT YNakoBKM
chakoHax NiKapCbKoro 3acoby LLOAO BUTyYEHHS NOroTumy.
noniMepHuXx 3 BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
ypeTpasibHO 3aTBEPAKEHHS
Hacagkow, nolny
hnakoHax
nonimMepHux, No 5 n
Y KaHicTpax
nonaiMepHuUx
274. | XNOPreEkcug po3uunH ans TOB YkpaiHa TOB "ME[J/IEB" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 nionsiza UA/18075/01/01
NH 30BHILLUHLOIO "MEOJIEB" | Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta peyenma €

3actocyBaHHsa 0,05
%, no 100 mny
hnakoHax
noniMepHuXx 3
YPEeTPasIbHOK
Hacagkow, nolny
dhnakoHax
noniMepHux, No 5 n
Y KaHicTpax
noniMmepHuNx

hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT AN19 Me4MYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiliinii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BifMNOBIAHO
[0 nnaxy negiatpuyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHV BHECEHO B IHCTPYKLiO 4519 MeANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby [0 po3ainis
"Oco6nuBi 3axoam 3 6e3nekn” , "OcobaMBOCTI
3acTocyBaHHsa" Ta "lNMob6iyHi peakuii” BigNoBigHO 40
OHOBNEHOT iH(hopMaLlii LWoao 6e3nekn 3acToCyBaHHS
Aioy0T peyvoBMHK 3rigHO 3 pekomeHgauieto PRAC.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
TepMmiH BBEZlEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS.
275. | XOPIOMOH NMOPOLLIOK Ta IBCA Lseiuapi BTOPUHHE LLiBeiuapis/ | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3MiHn 3a UA/19396/01/01

PO3YUHHVKIK ANA IHCTUTYT A nakyBaHHs, ITanisa | TUNYy - AAMiHICTpPaTVBHI 3MiHK. 3MiHa peyenmom
pO34nHYy AN Bioximik CA KOHTPO/b SKOCTi Ta HalilMeHyBaHHs1 Ta/abo agpecu Micusa NPoBafXeHHS
iH'ekyin, 5000 BMNYCK cepil: [iSNbHOCTI BUPOOHMKa (BK/THOYatoun, 3a
MO/mn; no 1 IBCA IHCTUTYT HeobXiAHOCTI, MicLie NPoBEAEeHHS KOHTPOJIH SIKOCTI),
CKIIHOMY (h/1aKoHy Bioximik CA, abo BracHuka mactep-tpaiina Ha A®l, abo
3 NMOPOLLKOM Y Llseiuapis; noctavasibHuka A®Il/BuxigHoro
KOMMJIEKTI 3 marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
PO3UYMHHMKOM BMPOOHULITBO, 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (KLLO
(natpito xnopug 0,9 nepBuHHEe Ta 3a3HayeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
%) no 1 mn B amnyni BTOpPUHHE BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
Y KapTOHHiIli KopoobLi nakyBaHHs: €Bponeiicbkii hapmakonei y 3aTBepaXeHoOMy

IBCA IHCcTUTYT [ocbe, abo BUPOOHMKa HOBOT AOMOMDKHOI PEYOBUHN

Bioximik CA, (AKLLLO 3a3HaYeHO Y AOChE) 3MiHa agpecu

Lseiiyapis; BMPOOHUKa, BiANOBIAa/IbHOMO 3a BUPOOHMLTBO

aKTUBHOT PeYOBUHW. 3MiHW | TUNy - AOMIHICTpaTUBHI
BMPOGHMLTBO 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
PO3YMHHMKA: NPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/THOYaoUN,

IBCA dapmaueyTtui
ITania cpn , ITanis;

BMPOGHMLTBO
PO34YUHHKKA:
3amboH C.M.A.,
ITanis;

3a HeobXigHOCTI, MicLe NPOBEAEHHS KOHTPOJTHO
AKOCTi), @60 BnacHvKa macTtep-chaiina Ha A®l, abo
nocravanbHuka API/BMUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuid 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOI pEYOBUHU
(KW 3a3HaYeHo y focbe) 3MiHa agpecu
BMPOGHMKA, BiAMOBIAA/IbHOMO 3a BUPOGHNLTBO
Lito40T peqyoBuHNU. 3MiHu Il TUNy - 3MiHK 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKA
BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUpOBHMYOMY npoueci AdI,
ab0o 3miHa BNpOoGHYKa (BKNOYaroun, Ae HeobxigHo,
MicLe NpoBefeHHS KOHTposo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[0Cbe)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3 KOHTPO/IEM
aKTMBHOT Pe4yoBUHU BIONOMNYHOTO NOXOKEHHS:
3amiHa abo godaBaHHS AiNbHWLI, e NPOBOANTLCSA
KOHTPO/b/BMNPOGYBaHHSA cepii, BK/oYaoum
3aCTOCyBaHHSA
6i0/10r4YHOr0/iMyHONOrYHOrO/iMyHOXIMIYHOTO
mMeToay) 3miHa BUPOOHWKa, BiANOBIAaILHOIO 3a
KOHTPO/b SKOCTI Ajtoyoi pevoBuHy 3 IBCA [HCTUTYT
Bioximik CA/ IBSA Institut Biochimique SA (Bia anb
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
MonHTe 13, 6903 flyraHo, LLseiiuapis/ Via al Ponte
13, 6903 Lugano, Switzerland) Ha IBCA IHCTUTYT
Bioximik CA/ IBSA Institut Biochimique SA( Bia MiaH
Ckaipono 49, 6912 MNauyuano, Lseiiuapis/ Via Pian
Scairolo 49, 6912 Pazzallo, Switzerland). 3miHu Il
TUMy - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
3MiHU y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOro NikapCbKoro 3acoby (3amiHa abo
[0JaBaHHs AiNTbHULI, Ha SKil 34IACHIOETBCA
KOHTPO/b SKOCTI/BMNPOGYBaHHS cepii ans
6i0N0riYHOro/iMyHO/I0MYHOrO JliKapCbKOro 3acoby, Ta
6yAb-AKOI AiNIbHNL, HA 5Kl 3aCTOCOBYETHCS
6ionorivyHuit/imyHoNoriyHniAi MeTog, BUNPoGyBaHHS)
3MiHa BUpPO6HYKa, BifNoOBIAaNIbHOTO 3a KOHTPO/1b
AKOCTI FOTOBOr0 MikapcbKoro 3acoby 3 IBCA IHCcTuTyT
Bioximik CA Bia anb MoHTe 13, 6900 MaccaHbiio,
LBeliuapis Ha IBCA IHcTuTyT Bioximik CA Bia MiaH
Ckaiposno 49, 6912 lMauuano, Lseliyapis.
276. | LETPUMAK TabneTku, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 6e3 UA/16082/01/01
NNiBKOBOKO PapmacbioT PapmacboTrKanc | TMRYy - 3MiHK 3 AKkoCTi. FOTOBWIA NiKapCbKuii 3aci6. peyernma
060/10HKO0, N0 5 Mr nkanc Niviten KOHTposb roToBOro nikapcbkoro 3acoby (iHLwi 3MiHu)
no 10 Tabnetok y NimiTeq, OHOBJ/IEHHA BXE 3aTBEPMKEHNX METO/AIB KOHTPO/IO
6nicTepi; no 1 a6o 3 AKOCTI NlikapcbKoro 3acoby, a came: BUKNageHHs
6nictepn y TEKCTY iep>XaBHO0 MOBOIO 3riHO CyYacHUX BUMOT.
KapTOHHI ynakoBLi
277. | UE®ENIM NOPOLLIOK ANs [xeHocbapm Benuka HCIC Xeb6eit Kutaii BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/16854/01/01
pO34nHYy AN nrp, BpuTaHis XyamiH | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iH eKuiiA, no 500 mr, dapmacbloTikas hapmakoHarnsagy (iHwi 3miHn). 3MiHWU BHECEHI Y
no 1 a6o no 5 a6o KomnaHi flimiteq TEKCT MapKyBaHHS BTOPUHHOT YMakoBKMN MiKapCbKoro
no 10 cpnakoHiB 3 3acoby y n. 12. "Homep peecTpadiiiHoro
NOPOLLKOM Yy NoCBiAYEHHS", a TakoX BUAyyYeHHs 3 n.17. IHWE
KapTOHHI KOpo6Lii TEKCTYy MapKyBaHHS BTOPUHHOT yNakoBKu iHchopmadlii
wono auctpub'totopa. TepMiH BBeAEHHS 3MiH
NpoTSArom 6 MicsiLiB NicNsi 3aTBEPAYKEHHS.
278. | LE®ENIM NOPOLLOK A/15 [bxeHodhapm Benvka HCIC Xeb6eli Kutaii BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTtepiasiiB: 3MiHK 3a UA/16854/01/02
pPO34nHYy AN nrp, BpuTaHis XyamiH | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
iH eKwjiA, no 1000 wmr, dapmacbloTikan thapmakoHarnagy (iHwi 3MiHu). 3MiHN BHECEHI Y
no 1 a6o no 5 a6o Komnawi flimiTeq TEeKCT MapKyBaHHsi BTOPMHHOI YNakoBKW JTiKapCbKOro
no 10 cpnakoHiB 3 3acoby y n. 12. "Homep peecTpadiiiHoro
NOPOLLKOM Yy noceifgyeHHs", a Takox BUydYeHHs 3 n.17. IHWE
KapTOHHI KOpOOL; TEeKCTY MapKyBaHHsS1 BTOPMHHOI yNakoBky iHchopmauii
wono auctpub'totopa. TepMiH BBeAEHHS 3MiH
npoTArom 6 micsiLiB Nicns 3aTBEPAKEHHS.
279. | LE®OOOKC nopoLwok ans 50 mn dapma Wopparis dapma VoppaHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a He UA/4152/01/01
opasibHOI cycneHsii IHTepHeLLeH IHTepHeLeHan | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
(50 mr/5 mn); 1 an Komnai Komnai thapmakoHarnagy (iHwi 3MiH1) YTOYHEHHS

h/1aKOH 3 NOPOLLIKOM

HanucaHHs Ha3BW Po3ainy «BMPOBHNK» IHCTPYKLIT
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka ¢hopma,

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3acoby

ynakoska)

3 JTOXKOIO-
[103aTOpOM y
KapTOHHiiA Kopo6Lyi

AN MeAMYHOro 3acTOCYBaHHA NiKapCbKOro 3acoby.
3a3HayveHHs KOHTaKTHUX JaHnX NpeAcTaBHUKa
BUPOGHMKa/3anaBHUKA B YKpaiHi. 3a pekoMmeHaaLieto
[ELL, wo HasBHa Ha caiiTi 3a MoCUIaHHAM
https://lwww.dec.gov.ua/materials/shhodo-
vazhlyvosti-zvituvannya-pro-pobichni-reakcziyi-ta-
vidsutnist-efektyvnosti-cherez-avtomatyzovanu-
informaczijnu-systemu-z-farmakonaglyadu/?
role=applicant go iHCTPYKUiT N8 MegnyHOro
3aCTOCYBaHHS /1iKapCbKOro 3acoby OKpeMum
ab63aLoM B KiHLi po3giny «Mo6ivHi peakuii»
BK/1IIOYEHO iH(hopMaLito LWOoA0 BaXKIMBOCTI
3BiTyBaHHS Npo NoGiYHI peakwii Ta BiACYTHICTb
e)eKTMBHOCTI NiKapCbKOro 3acoby i3 3a3HaYeHHAM
nocunaHHs Ha AIC®. BBefeHHst 3MiH NpoTArom 6-tu
MiCALB Mic/1a 3aTBepAKEHHS

3a

He

UA/4152/01/02

280.

LEE®O/IOKC

nopowok ans 50 mn
OopasibHOI cycneHsii
(100 mr/5 mn); 1
h1aKOH 3 MOPOLLKOM
3 JIOXKOI0-
[,03aTOpPOM Y
KapTOHHI KopooLli

Papma
IHTepHeLLeH
an Komnawi

VioppaHis

Papma
IHTepHeLueHan
Komnari

Voppakis

BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) YTOYHEHHS
HanucaHHs Ha3BW Po34iny «BUPOBHNK» IHCTPYKLIT
0151 MeMYHOro 3acToCyBaHHS MikapCbKoro 3acoby.
3a3HaueHHs KOHTaKTHUX JaHunX NpeAcTaBHuUKa
BUPOGHMKa/3anBHUKA B YKpaiHi. 3a pekoMeHaaLlieto
[ELL, wo HasBHa Ha caliTi 3a NoCUIaHHAM
https://www.dec.gov.ua/materials/shhodo-
vazhlyvosti-zvituvannya-pro-pobichni-reakcziyi-ta-
vidsutnist-efektyvnosti-cherez-avtomatyzovanu-
informaczijnu-systemu-z-farmakonaglyadu/?
role=applicant go iHCTpyKUIT ANS MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby oKpeMum
ab63aLoM B KiHLi po3giny «[o6ivHi peakuii»
BK/1IIOYEHO iH(hopMaLito WoA0 BaXK/IMBOCTI
3BiTYBaHHSA Npo NOGIYHI peakwii Ta BiACYTHICTb
epeKTNBHOCTI JlikapcbKoro 3acoby i3 3a3HaYeHHAM
nocunaHHA Ha AIC®. BBefieHHs 3MiH NPOTSArom 6-Tu
MicsILiB NicNs 3aTBEPAKEHHS

peyenmom

nionsieae

UA/8972/01/01

281.

LEE®OMEPA30
HI
CYNbBAKTAM

NOPOLLOK ANs
NPUroTyBaHHs
PO3UmnHy Ansi

iH ekuild, 500 mr/500
mr in bulk: no 10
hnakoHiB 3
MOPOLLKOM Y
rpyno.iii Tapi 3
KapTOHY

[bkeHodhapm
nrg

Benuka
BpuTaHis

HCIC Xeb6ei
XyamiH
dapmacboTikas
Komnai flimiteq

Kutaii

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMNY - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuii 3aci6.
KOHTPO/1b FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPO6YBaHHSA rOTOBOrO /1iKapCbKOro
3acoby (He3HayHa 3miHa y 3aTBEpPKEHMX MeTofax
BMNPOBYBaHHSA) 3MiHN B MeTOAax BUNPobyBaHHS
'N13 3a nokasHmkamun «CynpoBigHi SOMILLKN»,
«KinbkicHe B13HaueHHs» (Ph.Eur.2.2.29), a came
YTOUHEHHSI Mapku Ta po3MmipiB XxpomaTorpacdiyHoi
KOMIOHKM, [JONOBHEHO LUBWUAKICTH NOTOKY PYyXOMOT
hasm, sika 6yna NOMUNKOBO nponyLieHa. 3MiHu |
TMNy - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKWii 3acib.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KoHTposb roToBoOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /1iKapCbKoro
3aco6y (He3HayHa 3MiHa Y 3aTBEpPPKEHNX MeToAax
BMMNPOGYBaHHS) BHECEHHS 3MiHN B METOA, KOHTPO/IH0
N3 3a nokasHukoM «Boga» (Ph.Eur.2.5.12), a came
3aMiCTb NOCUIAHHA Ha MeTOof, BUKNaAEeHO onuc
npoueaypu TecTyBaHHs. 3MiHu | Tuny - 3MiHu 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapCbKOro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHSA) BHECEHHS 3MiHN O METOZIB
KOHTPO/It0 «[1pO30picTb i KOILOPOBICTb PO3UNHY»
(Ph.Eur.2.2.1, 2.2.2.), onuc metoay AOMNOBHEHO
niArOTOBKOIO 3paska Ta NpoLeaypor0 TeCTyBaHHS.

282.

LEE®OMEPA30
H/
CYNbBAKTAM

NOPOLLIOK ANs
NPUroTyBaHHs
PO34nHy Ansi

iH ekuii, 1000
Mr/1000 mr no 1 a6o
no 5, aéo no 10
hN1aKoHiIB 3
NOPOLLKOM Y nauLi 3
KapTOHY

[xeHochapm
nra

Benuka
BpuTaHis

HCIC Xeb6ei
XyamiH
dapmacboTikas
Komnawi flimiTeq

Kutaii

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKEeHUX MeTofax
BMNPOBYBaHHSA) 3MiHN B MeTOAax BUNPoByBaHHS
N3 3a nokasHrkamu «CynpoBifHi SOMILLKN»,
«KinbkicHe B13HaueHHs» (Ph.Eur.2.2.29), a came
YTOUHEHHSI MapkK Ta po3MipiB xpomaTorpacdiyHoi
KOJIOHKM, [ONOBHEHO LUBWUAKICTH NOTOKY PYyXOMOT
hasm, sika 6yna NOMUNKOBO nponyLieHa. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKnii 3acib.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /iKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepKeHNX MeTofax
BMNPOGYBaHHSA) BHECEHHS 3MiHU B METOZA, KOHTPO/IH0
N3 3a nokasHukoM «Boga» (Ph.Eur.2.5.12), a came
3aMiCTb NOCUIAHHA Ha METOZ, BMKIaAEeHO onuc
npoueaypu TecTyBaHHS. 3MiHu | Tuny - 3MiHu 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTponb
rOTOBOrO /iKapCbKoro 3acoby. 3miHa y MmeTogax
BMNPOOYBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHSA) BHECEHHS 3MiHN [O METOZiB
KOHTPO/t0 «IpO30picTb i KOILOPOBICTb PO3YNHY»
(Ph.Eur.2.2.1, 2.2.2.), onuc meToay AOMNOBHEHO
nifAroToBKOI 3pa3ka Ta Npouefypor0 TECTYBAHHS.

3a
peyenmom

UA/8973/01/02

283.

LEE®OMEPA30
HI
CYNbBAKTAM

NOPOLLOK ANs
NPUroTyBaHHs
PO3UnHy Ansi

iH ekuili, 1000
Mr/1000 wmr in bulk:
no 10 dpnakoHis 3

[bkeHodhapm
nrg

Benuka
BpuTaHis

HCIC Xeb6ei
XyamiH
dapmacbloTikan
Komnai flimiteq

Kutaii

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPOGYBaHHSA rOTOBOrO /1iKapCbKOro
3acoby (He3HayHa 3miHa y 3aTBEpPKEeHMX MeTofax
BMNPO6YyBaHHSA) 3MiHN B MeTOAax BUNPobyBaHHS

UA/8972/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MOPOLLKOM Y
rpyno.iii Tapi 3
KapTOHY

'N3 3a nokasHrkamu «CynpoBifHi AOMILLKN»,
«KinbkicHe B13HaueHHs» (Ph.Eur.2.2.29), a came
YTOUHEHHS1 Mapku Ta po3MipiB XxpomaTorpacdiyHoi
KOJIOHKM, [ONOBHEHO LUBUAKICTH NOTOKY PYyXOMOT
thasm, sika 6yna NOMUNKOBO nponyLeHa. 3MiHu |
TUMy - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6YyBaHHA rOTOBOrO /1iKapCbKOro
3aco6y (He3HayHa 3MiHa Y 3aTBEpPPKEHNX MeToAax
BMNPOGYBaHHS) BHECEHHS 3MiHN B METOZ, KOHTPO/IH0
N3 3a nokasHukoM «Boga» (Ph.Eur.2.5.12), a came
3aMiCTb NOCUIAHHA Ha MeTof, BUKNaAeHO onuc
npoueaypu TecTyBaHHs. 3MiHu | Tuny - 3MiHu 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BUNPOGYBaHHSA) BHECEHHS 3MiHN O METOZIB
KOHTPO/It0 «[1pO30picTb i KOILOPOBICTb PO3UNHY»
(Ph.Eur.2.2.1, 2.2.2.), onuc meToay AOMNOBHEHO
niArOTOBKOIO 3paska Ta NpoLeaypor0 TeCTyBaHHS.

284.

LE®OMEPA30
H/
CYNbBAKTAM

NOPOLLIOK AN1S
NPUroTyBaHHs
PO34nHy Ansi

iH ekuili, 500 mr/500
Mrno 1 a6o no 5,
abo no 10 chnakoHis
3 MOPOLLKOM Yy navi
3 KapTOHY

[xeHocbapm
nra

Benuka
BpuTaHis

HCIC Xeb6ei
XyamiH
dapmacbloTikan
Komnawi flimiTeq

Kutaii

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpKEeHMX MeTofax
BMNPOBYBaHHA) 3MiHN B MeTOAax BUNPoByBaHHS
N3 3a nokasHrkamu «CynpoBifHi AOMILLKN»,
«KinbkicHe B13HaueHHs» (Ph.Eur.2.2.29), a came
YTOUHEHHSI MapkK Ta po3MipiB xpomaTorpacdiyHoi
KOJIOHKM, [ONOBHEHO LUBUAKICTH NOTOKY PYyXOMOT
hasm, sika 6yna NOMUNKOBO nponyLieHa. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKnit 3acib.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YBaHHSA rOTOBOrO /iKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepKeHX MeTofax
BMNPOGYBaHHSA) BHECEHHS 3MiHU B METOA, KOHTPO/IH0
N3 3a nokasHukoM «Boga» (Ph.Eur.2.5.12), a came
3aMiCTb NOCUIAHHA Ha METOJ, BMKIaAEeHO onuc
npoueaypu TecTyBaHHS. 3MiHu | Tuny - 3MiHu 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTponb
rOTOBOrO /iKapCbKOro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHSA) BHECEHHS 3MiHN [0 METOZiB
KOHTPO/t0 «[pO30picTb i KOILOPOBICTb PO3UNHY»
(Ph.Eur.2.2.1, 2.2.2.), onuc meToay AOMNOBHEHO
nifAroToBKOI 3pa3ka Ta Npouefypor0 TECTYBAHHS.

3a
peyenmom

UA/8973/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
285. | ULE&@TPUAKCO | mopowok ans MpvBaTHE YkpaiHa MpuBaTHE YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu 3a He UA/13240/01/01
H PO34YMHY NS iH'EKUIA | akuioHepHe akuioHepHe | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssieae
nol1,0r TOBapUCTBO TOBapuCTBO thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTuLi
1, abo 5, abo 50 "Nlekxim- "lekxim-Xapkis", nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
hnakoHiB 3 Xapkis" Ykpaina IHCTPYKLiT AN19 MeANYHOro 3aCTOCYBaHHSA
NMOPOLLKOM Y nauLi 3 (nakyBaHHs i3 reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
KapToHy; 1 abo 5 dhopmum in bulk 3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
hnakoHiB 3 ipmn-BMpOBOHUKA pedhepeHTHMI Npenapar (3mMiHa He NnoTpebye
NOPOLLIKOM Y Qilu Pharmaceutical HafaHHS XXOAHWUX HOBUX [0AATKOBUX AaHWX) 3MiHU
6nicTepi, no 1 Co., Ltd, KnTait); BHECEHO [0 IHCTPYKLii 4719 MeuyHOro
6nicTepy y nauuj 3 TOB "Nekxim- 3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu
KapToHy; 1 chnakoH 3 O6yxis" "®apmakonoriyHi BnactnsocTi”, "MokasaHHs",
nopotukom Ta 1 YkpaiHa "B3aemogis 3 iHWMMM slikapcbkumn 3acobamu Ta
amnyna 3 (nakyBaHHS i3 iHWi BUAW B3aemogiit", "OcobnmnBocCTi
PO3UYNHHUKOM dhopmm in 3acTocyBaHHs", "3AaTHICTb BNAMBATY Ha LWBUAKICTb
(NigokaiH, po3umH bulkdpipmu- peakLii Npu kepyBaHHiI aBTOTPaHCNOPTOM abo
Ons iH ekuyin, 10 BUpo6HMKa Qilu iHWMMKY MexaHismamun', "Cnoci6 3acTocyBaHHA Ta
mr/mn, no 3,5 mn) y Pharmaceutical Co., [o3n", "MobiyvHi peakuii”, "HecymicHicTb" 3rigHO 3
6nicTepi; no 1 Ltd, Kutait) iHchopmaLieto LWoA0 MeANYHOTO 3aCTOCYBaHHS
6nicTepy y nauuj 3 pechepeHTHOro nikapcbkoro 3acoby (Rocephin 1g
KapToHy; 1 chnakoH 3 powder for solution for injection or infusion).
nopowukom Ta 1 BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
amnyna 3 3aTBEPAKEHHS
po3unHHuKoM (Boga
Ons iH'ekuin, no 10
MJ/1 B amnyni) y
6nictepi; no 1
6nicTepy y nauuyj 3
KapTOHY
286. | LE®YPOKCUM | nopowok ans My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3MiHu 3a He UA/0565/01/03
-BX®P3 PO34YuHY ANS iH'EKLiA | akuioHepHe akuioHepHe | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nionsizae
no 1,5 mr 1 chnakoH TOBapWCTBO TOBapUCTBO thapmakoHarnsgy. 3MiHa y KopoTkili XapakTepucTuLi
3 MOPOLLKOM Y navi "HaykoBo- "HaykoBo- NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
5 donakoHiB 3 BMPOGHUYNIA BMPOBHUUNIA LLEHTP IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS Ha niacTtasi
MOPOLLKOM Y KaceTi; LeHTp "BopLyariBCcbKuii perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
no 1 kacetiy neHani | "Bopuariscb Ximiko- nikapcbKoro 3acoby, abo gocnimkeHb 3 6esnekn
KW Ximiko- hapmaueBTUYHNI 3acTOCyBaHHS NiKapCbKoro 3acoby B
hapmaueBT 3aBop" nicnspeecTpauiliHnii nepios, abo sk pesynbTar
NYHWI OL|iHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BiAMNOBIAHO
3aBog" [0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy

Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) -3MiHV BHECEHO B IHCTPYyKLit0 ANns
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "HecymicHicTb" BiANOBIAHO A0 iHhopmaLii 3
6e3nekn 3acTocyBaHHs fjilo40i pe4yoBuHn. BBeaeHHA
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta dhapmakoHarnsgy (iHwi 3MiHn)- 3MiHM BHECEHO B
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
IHCTPYKLIIO A58 MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ziny "Mo6iyHi peakuii”
LLI0A0 3BiTyBaHHSA NPO NOGIYHI peakuii. BBeAeHHA
3MiH NPOTAroM 6-TW MiCALB Nic/1A 3aTBEPAKEHHS
287. | LE®YPOKCUM | nopowlok ans My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHK 3a He UA/0565/01/01
-BX®3 PO3unHY ANs iH'EKLin | akuioHepHe akujioHepHe | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom | nionsi2ae
no 250 mr; 1 chnakoH | ToBapucTBO TOBapUCTBO hapmakoHarnsgy. 3miHa y KOpoTkili XxapakTepucTuyj
3 NOPOLLKOM Y nayi "HaykoBo- "HaykoBo- nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
5 donakoHis 3 BMPOGHNUNIA BMPOOHUUNIA LLEHTP IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS Ha nigcrtasi
NOPOLLKOM Y KaceTi; LEeHTp "BopLyariBcbkuii perynspHO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
no 1 kaceti y neHani | "boplariscb XiMiKo- nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KWin Ximiko- hapmaueBTUYHNI 3acTOCyBaHHSA NikapcbKoro 3acoby B
thapmaueBT 3aBofa" nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
NYHWIA OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BigNOBIAHO
3aBog" [0 nnany negiatpuyHnx gocnigxersb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) -3MiHW BHECEHO B IHCTPYKLit0 ANns
MEeAMYHOro 3acTOCyBaHHA NiKapcbKoro 3acoby ao
po3giny "HecymicHicTb" BifnoBigHO A0 iHchopmadii 3
6e3nekn 3acTocyBaHHA Aito4oi peyoBUHN. BBeaeHHs
3MiH NPOTAroM 6-TW MICALB NiCNs 3aTBEPMAKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3mMiHW)- 3MiHU BHECEHO B
IHCTPYKUilO AN MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny “MobivHi peakuii”
LLLOA0 3BiTYBaHHA Npo No6iYHi peakLii. BBefeHHA
3MiH NpOTArom 6-T1 MicALB Nicna 3aTBEPAKEHHS
288. | LE®YPOKCUM | nopowlok ans My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/0565/01/02
-BX®3 PO34UnHY ANst iH'eKLiin | akuioHepHe akuioHepHe | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssieae
no 750 mr: 1 hnakoH | ToBapucTBO TOBapuCTBO hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuuj
3 MOPOLLKOM Y nauyli; "HaykoBo- "Haykoso- nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
5 chnakoHis 3 BMPOGHUYNIA BMPOBHUUNIA LLEHTP IHCTPYKLT AN19 MeAMYHOro 3aCTOCYBaHHA Ha nigcTasi
NOPOLLKOM Y KaceTi; LeHTp "BopLyariscbkuii perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
no 1 kacerti y neHauni; | “bopuariscb XiMmiKo- nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
1 donakoH 3 KWiA Ximiko- hapmaueBTUYHNI 3aCcTOCYyBaHHSA NikapcbKoro 3acoby B
MOPOLLKOM Y thapmauesT 3aBof" nicnapeecTpauiiHnii nepiod, abo sk pesynbTtar
KOMNEKTI 3 WNYHWIA OLiHKM 3BITY 3 AOCNiAKEeHb, NPOBEAEHNX BifnoBigHO
PO34MHHKKOM (BOAA 3aBop" [0 nnaHy negiatpnyHux gocnigpkers (PIP) (3MmiHy

ANs iH'ekujin) no 5
mn a6o no 10 mn B
amnyni B nauuj 3
KapTOHHOIO
neperopogKoto

Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO B IHCTPYKLUitO AN
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
po3giny "HecymicHicTb" BifnoBigHO 80 iHdhopmadii 3
6e3neky 3acTocyBaHHs Aito4oi pevoBuHN. BBeaeHHs
3MiH NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3mMiHW)- 3MiHN BHECEHO B
IHCTPYKLUi0 AN MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny "Mo6iyHi peakuii”
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
LLI0A0 3BITyBaHHS NPO NOGiYHI peakuii. BBeAeHHSA
3MiH NPOTArom 6-Tu MicALiB Micns 3aTBEPIKEHHS
289. | UMHABCUH Tabnetku; AnbneH HimeuunH BUPOGHKK, HimeuyunHa BHECEHHS 3MiH 40 pPEeeCTpaLiiHNX MaTepiasis: 3MiHK 6e3 nionseae UA/6790/01/01
no 20 TabneTok y dapma a BiANoBigaIbHNI 3a | TNy - AOMiHICTpaTWBHI 3MiHU. BunyyeHHs peyenma
6nictepi; no 3 a6o 5 6X KIHLLEBWIA MPOAYKT, BUPOBHUYOT AiNbHULI (BKNHOYAKOUN AiNbHUL 4NN

6nictepiB y
KapTOHHI KopooLi

nepBuHHe Ta
BTOPVIHHE
nakyBaHHsl,
KOHTPO/b AKOCTi Ta
BUWMYCK Cepiii:
[Op. M'yctaB KnsiiH
M6X & Ko. KI

A®I, npomiXHOro NpoayKTy abo rotoBoro
nikapcbKoro 3acoby, AibHNL AN NPOBeAeHHS
nakyBaHHs1, BUPOGHYKA, BifNOBIAaIbHOrO 3a BUMYCK
cepiii, Mmicue NpoBeAEeHHs1 KOHTPOIO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE) -
3MiHa BUyYEHHS BUPOOHMYOI AiNTbHUL TOTOBOIO
nikapcbKoro 3acoby, BiAnoBifabHOI 3a
BMPOGHMLITBO KIHLLEBOro NPOAYKTY, NepBUHHE,
BTOPUHHE NakyBaHHS Ta BUNYCK Cepiil KIHLEBOro
npoaykTy - [oiiue Xomeonarti-YHioH AXY-
ApuHaiimittens M'm6X & Ko. KM(OTTowTpacce 24,
76227 Kapncpye, HimeyunHa). 3anviiaerbcs
anbTepHaTuBHWI BUPO6HMK Ap. MNyctaB KnsiH M6 X
& Ko. KI', HimeyunHa. 3MiH1 BHECEHO Y po3ainu
"Brpo6HuK" Ta "Micue3HaxomkeHHs BUPOOHMKa Ta
oro agpeca Micusi NpoBaKeHHs AisNbHOCTI" B
IHCTPYKLUI0 ANSi MeANYHOrO 3aCTOCYBaHHS Y 3B'A3KY 3
BUIYYEHHAM BUPOBHMNYOT AiNIbHUL Ta SK HACNIA0K -
BUJTYYEHHS TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby ans BignosigHOT BUPOOHUYOT
AinbHWU. 3MiHK | TUNY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOHYAKUM
AinbHuUl ansa A®I, NpomixXHOro NpoAaykTy abo
roTOBOrO /liKapCbkoro 3acoby, AinbHWLi 41
NpoBefeHHs NakKyBaHHS, BUPOOHMKA,
BiANOBIAa/ILHOrO 3a BUNYCK Cepiit, MicLe
NpoBefEeHHS KOHTPO/IIO cepii) abo nocTayasibHyKa
BMXiQHOrO Marepiany, peareHTy abo A0NOMiXHOT
PEUYOBUHY (SAKLLO 3a3HAYeHO Y J0CbE) -3MiHa
BWTyYEHHS BUPOOHWNYOT AiNIbHUL FOTOBOTO
nikapcbKoro 3acoby, BiANOBIAa/IbHOI 3a NepBrHHE Ta
BTOPVHHE NakyBaHHs - Ap. Binbmap LLiBa6e MmoX i
Ko. KI" (Binbmap-LUBabe-LLUTtpacce 4, 76227
Kapnopye, HimeuunHa). 3anmwaeTtbes
anbTepHaTuBHWI BUPO6HUK Ap. MNyctas KnsitH M6 X
& Ko. KI', HimewunHa. A TakoX BHOCATbCS YTOYHEHHS
B HanNMcaHHsX OyHKLi AaHHOro anbTepHaTUBHOIO
BUPOGHMKA. 3MiHW BHECEHO Y PO34inn "BUPOGHMK"
Ta "Micue3HaxomKeHHs1 BUpobHMKa Ta ioro agpeca
MiCLiAl NPOBAMXEHHS AiSNIbHOCTI" B iIHCTPYKLit0 Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY 3 BUYYEHHSIM
BMPOGHWYOI fiTbHUL Ta SIK HACAIAOK - BUTyYEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
TEKCTYy MapKyBaHHA yNakoBKM /liKapCbKoro 3acoby
018 BiANOBIAHOT BUPOOHNYOI AiNbHULi. 3MiHW | TUny -
3MiHN Wopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHM) -3MiHW BHECEHO Y
TEeKCT MapKyBaHHs NepBuHHOI (M. 3, 4) Ta BTOPUHHOI
(n. 8,12, 13, 17) ynakoBKv NiKapCbKOro 3acoby.
290. | UATIMAKC- PO34uH ANs iHdys3il MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHU 3a UA/13737/02/01
AAPHULA® 10 mr/mn; no 100 mn | "dapmaresT "®apmMaLeBThYHA | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbKuii 3aci6. peyenmom
y thnakoHi; no 1 n4yHa hipma dipma "AapHuusa” 3MiHn y BUPOGHMLTBI. 3MiHa po3mipy cepii
dhnakoHy y nauui "OapHuusa” (BK/THOHALOUM fiana3oH po3Mipy cepil) roToBOro
niKkapcbKoro 3acoby (3meHLeHHs o 10 pasis)
BBEJEHHS 404aTKOBOro po3mipy cepii 13 1400 n
(14,000 Tu1C. h/1.) B AOMOBHEHHS [0 BXe
3aTBepxeHnx po3mipis cepii 3300 n (33,000 TuC.
dn.) Ta 5500 n (55,000 TUc. dn).
*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Mpo MeduyHe 3acmocysaHHs
B.o. HauanbHHUKa
(I)apMHHEBTI/IqHOI‘O yrpasBJ/IIHHA Oﬂexcaﬂnp I‘PIHEHKO




ITEPEJIIK
JIIKAPCHKHMX 3ACOBRIB, IKVM BIIMOBJ/IEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH IO PEECTPALIIMHINX MATEPIAJIIB

Aopartok 4

[0 Haka3sy MiHicTepcTBa OXOPOHU
3popoB’a  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpadito)
NiKapcbKnx 3aco6iB (MepnuHUX
iMyHOGionoriuHnx npenapariB) Ta
BHECEHHA 3MiH [0  peecTpauiiHnx
Martepianis»

Bif 03 ciuns 2025poKy Ne 25

KapTOHHIlA KopooLi

Ne Ha3ssa dopma sunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa rMiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. BOPTEPO niogpinizat gns FETEPO IHAia leTepo . 3acifaHHs BigmoBuTK y 3aTBEepPAKEHHI - TeXHiYHa noMuka (3rigHo Hakasy MO3 Big 23.07.2015
PO34UHY ON151 iH'EKUN, NAB3 Na63 IHAIA HTP Ne 46 Ne 460). BunpaBiieHHsi TEXHIYHOT NOMWIKW, MOB’A3aHO 3 HEKOPEKTHNM MepeHeceHHAM
no 3,5 Mr; 1 hnakoH 3 NIMITEL Nimiteq, Big iHtbopmavii 3 matepianis BMpoG_HMKa no VMETO,D,iB KOHTPO/It0, AONYLIEHHS MOMU/IKN
niocpinizatom y 12.12.2024 CTOCOBHO Mepek/afly HasB/ «BiIHOB/IEHWU PO3UMH» Ta «06'€M A5 BifHOB/IEHOrO

PO3UMHy» 3a MOKasHukamMn «pH Ppo3uMHy», «MexaHiuHi BK/OYEHHSA», «Yac
BiHOBNEHHS», «KOMbOPOBICTb  PO3uUMHY», «CBIT/IONPOHUKHICTb». BunpaBneHHs
TEeXHIYHOT NOMWAIKK, 3rigHo N.2.4 po3giny VI Hakasy MO3 Ykpainu Big 26.08.2005p. Ne
426 (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460) He Bignosigae
opuriHasIbHUM  [JOKYMeHTaM Mmartepiasly [OCbe: OCKilbku B nepeknazi MeTofiB
KOHTPONIO 3a po3ginamu: «pH», «MexaHiuHi BKIHOYEHHS: Buaumi Ta HeBugumi
YacTVHKM», «YHac BigHOBNEHHS», «KONbOPOBICTb PO3UMHY>» A0AAETLCSA iHhOpMaLis «No
NPUroTYBaHHIO BifHOBMEHOr0 PO34MHY» Ta «06'€M A1 BifIHOB/IEHOTO PO3UMHY», LLIO HE
nos’a3aHo 3 opdorpadivyHumy Ta/abo rpamMaTUyHUMK MOMWUAKaMK, Yy TOMY uuchi
npuBefeHHSM [0 MaTtepianiB  BMPOGHMKA fikapcbkoro 3acoby, 3 ornsgy Ha
npeAcTas/ieHy BUPOGHUKOM NikapCbKoro 3acoby OHOB/IEHY BEPCIi0 METOAIB KOHTPO/O

B.o. Haua/IbLHUKAa

dapmMaleBTUYHOI0 yNpaB/IiHHSA

Onexkcanap I'PINEHKO
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