Uy NOVARTIS

Brinyuero:

[laddxayseputpacce
4332 Ilreiin
[lIseiinapus

Hosapric ®apma [lreiin AT

Jluuensus Ha H3roToBJeHHe No

511620-102648883
Ceptuduratr GMP Ne:
GMP-CH-1001908

CEPTU®UKAT CEPUH
Ne CH120200575185

IMpoaykT:

JlekapcTBenHas gopma:

Tun ynakossu:

YnakoBka:

PerucTpannoHHoe yI10CTOBepeHHe
Crpana HazHAYueHHs
I'nobajabHbIH MaTepHaa Ne

JlaTa mpoM3BOACTBA

JlaTa BeINYCKA NPOAYKTA

Cpok roJHoCcTH

KoauvecTBo eAHHHIL MPOAYKTA

ZOMETA (30OMETA) LIVI 4MG (4 MI') 5SML 1X1 RU
JKuakoets Bo (riakone
®nakoH + npoGka

1X1

JIC-001356

Poccuiickan denepaums
151560

12-10-2020

28-04-2021

09-2023

5210.000

Cepns Ne

SCDN3

YnakoBouHas HHboOpMALHA
IMpoaykr

InobanbHblii MaTepuan Ne
JlokannHelii MaTepran Ne

YnakoBuiHK

JInuen3ns Ha H3IrOTOB/I1EHHE:

Cepruduxatr GMP Ne:

ZOMETA (30OMETA) LIVI 4MG (4 MI') SML 1X1 RU
151560
151560

Hosapruc ®apwma [teiin AT
IaddxaysepmTpacce

4332 Ulreitn

[Iseiiuapus

511620-102648883
GMP-CH-1001908

JlaHHbIE TECTOB, TPeOOBaHMsA, Pe3y1bTaThl W 3AKIKOHEHIA IPHBEACHEL B CIEIYIONIEM ceprH(uKaTe/cepTHHKaTax:

Ceprudukar Ne

Ha3BaHnue npoaykra
I'nobanabnblii MaTepuaa Ne
Jlokanbubiii maTepuan Ne:
JlaTa BLINYCKA NPOAYKTA;

MecTo HIFOTOBJICHHA!

JInmensus Ha wirorosiaeHne Ne:

CHI120100469098

ZOMETA (30META) LIVI4MG 5ML 002
148581

059637600000

01-02-2021

Cepus Ne

Hosaptuc ®apma IlTeiin Al
[MagpxaysepmTpacce

4332 UlTeiin

lpeiiuapus

511620-102636149

SYHI2

Crp. 1 137

Hacrosmuii cepTudukar 661 aBTOMATHYCCKA CIEHEPHPOBAH.

JlauHsle YTBCPIKICHBI OTBETCTBEHHBIM THLIOM.,
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Boinyuieno:
(’) N O VA RT l S Hosapric Papma reiin AT

lapdxaysepiurpacee
4332 Wrern
Hlgelinapus

JIHUEH3INA HAa H3roTOBJaeHHe Ne
511620-102648883

Ceprupurar GMP Ne:
GMP-CH-1001908

CEPTU®UKAT CEPUH
Ne CH120200575185

Mpoaykr: ZOMETA (30OMETA) LIVI 4MG (4 MI") SML 1X1 RU
Inobankuerii maTtepnan Ne 151560 Cepua Ne SCDN3
Jakmoyenne:

HacTosmmm y10cToBepsro, 4TO JaHHas HHQOpMAaLHA NOUIHHHA H BEPHA.

JaHHad cepys co3aaHa/ NPoH3BeAEHA, BKIKOYAS YITAKOBKY M KOHTPOb, HA BEILIEYTIOMAHYTOM MECTE MPOH3BOACTBA B COOTBETCTBHH C NPABHIIAMH
GMP noxanbHOro peryisTOpPHOTO Oprana ¥ crielM(pyKalneii perncTpalMoHHOTO YI0CTOBEPEHHUS UMITOPTHPYHOLILEH CTpaHBI.

HapaGoTka, ynakoBka M aHalH3 cepHH COOTBETCTBYHOT TpeGoBaHuam GMP.

OTBeTCTBEHHOE JIHLO: Julien Armand Vi Gerhart

Jdara n Bpems: 28-04-2021 14:40:16

Tun penusa: BRIMTyCK cepiu

KommenTapuu k ceprudukary:

[TpousBoautens dapmaueBTHUecKOl cydbcTaHLUNMK, HAMMEHOBAHHE W ajpec:
Hosaptuc ®apma Al

4056 basens,

[IBeiiuapus

HaumenoBanue (apmaleBTHYeCKOH cyOCTaHLHM:

30HeﬂpDHOBaH KHUCJI0Ta

PPMS: 151560 014 603

HI: JIC-001356-261219

XpaneHue

[1pu Temnepatype He Bbilue 30°C

JlexapcTBeHHas opma, ykazaHHad B 1aHHOM CoA / CoC, 10MKHa MHTEPNPETHPOBATLCA KakK:
KOHLEHTPAT /1 IPUrOTOBNEHUS PACTBOPA U1l MHY3Ui

JInno, Bulaapmee cepruduraT: Julien Armand Vi Gerhart
DyHKuHa: CTapIIHil cneunanucT no o6ecrneueHHIo KauecTsa
JlaTta n Bpemsi: 28-04-2021 14:40:16

Crp.2u3 7

Hacrosumii ceprudukar Obl1 aBTOMATHYECKH CrEHEPHPOBAH.
JlaHHbIE YTBEPKAEHB! OTBETCTBEHHBIM JIMLIOM.



) NOVARTIS

IIpouseeneno:
Hogaprtuc ®apma [reiin A

lapdxaysepurrpacce
4332 lllreiin
[1Iseiinapus

CEPTU®UKAT AHAJIU3A
Ne CH120100469098

IMpoaykr:

I'106anbHblii MmaTepuan Ne

Jlokanenbiii MaTepnan Ne:

JlaTa n3roToBJieHHs

HDpMaTHBHaﬂ AOKYMEHTALHA

ZOMETA (30OMETA) LIVI4MG 5ML 002

148581 Cepus Ne SYHI2
059637600000

12-10-2020

PP_3759719 A _R_2+ DP3759719R1 + Iporokon ananuza Ne 4100437837

PP_3759719_002_R_02 + PP_3759719_002_R_03

Tecthl

TpeboBanus Pe3yabTaThl

Onmcanue (pnakoxa

Onucanue KPBIIIKH

BecupeTHele NAacTHKOBEIC (rakoHbl 00bemMoM 5 M1 COOTBETCTBYET

Cepas pe3uHoBas npodka ¥ aTIOMHHHEBEIH Konmavok  CoOTBETCTBYET
C MIACTHKOBOI OTIHIETKMBAIOUIEHCS KPBIIKOH

OnucaHue sKHAKOCTH (LIBETHOCTE H Ipo3paunan GeclBeTHAA KHIKOCTD Ilpospaunas GeclBeTHAA KHIAKOCTD
NPO3PavHOCTR)

[Tornowenune pacTBopa B COOTBETCTBHH © He Goaee 0.05 0.00

PP_3759719_A_R_2 + DP3759719R1

[lornoimeHne pacTBopa B COOTBETCTBHH € He Gonee 0.03 0.00

PP_3759719_002 R 02/R_03

pH 5.7-6.7 6.2

H3eniekaemblil 00bem 5.0-5.6 ma 5.2 mn

Crp.3u3 7

Hacrosumii ceprudukar 6bl1 aBTOMATHYECKH CTEHEPHPOBAH,
ﬂaHHble VYTBEPHKJIEHBI OTBETCTBEHHBIM JIMLIOM.




{) NOVARTIS

IMpousseaeHo:

Hogaptuc ®apma [reiin Al

[Hacdxayzepurpacce

4332 Wlreitn
[IBeiinapus

CEPTUOUKAT AHAJIN3A
Ne CH120100469098

MEM/(rakon

BuiMbIe YaCTHLIBI B COOTBETCTBHH
PP_3759719_A_R_2 + DP3759719R1:

BHIMMBIC 9acTHIB B COOTBETCTRBIN ¢ P

3759719 002 R 02/ R_03:

TCX

Moamnnocets 30JIEJAPOHOBOM KUCJIOThI.

IIpaxkTH4eckH cBOOOJEH OT BHAMMBIX YaCTHIL

l'[pak‘nmccrm ¢BODOIEH OT BHIMMBIX 4acTHIL

COOTBﬁTCTB}/CT CTaHAapTy CpaBHEHMWA

ITpoaykr: ZOMETA (30OMETA) LIVI4MG 5ML 002
Fnobanbubii MaTepuan Ne 148581 Cepust Ne SYHI2
Jlokaneuerii maTepuan Ne: 059637600000
Teernr TpeGoBanusn PesyabTarsl
52 mn
52 mn
MexaHnueckne BKIIOUECHNS:
Conepskanune yactii pazmepom = 10 He Gonee 6 000 3
MKM/(h1akoH
Cozepkanue acTHIl pasmepom > 25 He Gonee 600 0

CBoBOIEH OT BHIMMBIX HYaCTHIL

CBoBoneH OT BHAMMBIX YacTHIL

CoOTBETCTBYET CTAHAAPTY
CpaBHEHUA

Crp.4uz7

Hacroswmuii ceprudukar Obll aBTOMATHYECKH CIEHEPHPOBAH.
JlaHHBIE YTBEPH/IEHBI OTBETCTBEHHBIM JIMLIOM,




Uy NOVARTIS

IlpousBeaeno:
Hogaptuc ®apma Ilreitn AT’

laddxaysepmrpacce
4332 lreitn
lIsekapus

CEPTUO®UKAT AHAJIU3A
Ne CH120100469098

IpoaykT: ZOMETA (3OMETA) LIVI 4MG 5SML 002

CaobaneHblii maTepuan Ne 148581 Cepns Ne SYHI2
Jlokanuueiii MmaTepuan Ne; 059637600000

TecTwl Tpebosanus PesvabTaTsl

Moamuunocts 30JIEJIPOHOBON KHMCJIOTHI,
B2XX B cootBercTBHH ¢ PP_3759719_ A R 2

PoxcteenHsie npumeck (BOYKX) eannuaHoi
HEHIEHTH(HIIMPOBAHHON NPHMECHB B
coorsetctBuu ¢ PP_3759719_A_R_2

Cymma npumeceit Metogom BOXX B
coorsercteun ¢ P_3759719_A_R_2

Konnuectsennoe onpeaencHue
3OJIEAPOHOBOHM KHUCJIOTEI, BOXKX 8
cooreercteun ¢ PP_3759719_A R 2

MoanuuuocTs 30JIEJIPOHOBOM KUCJIOTHI,
B2XKX B cootercteun ¢ DP3759719R1

CoOTBETCTBYET CTAHAAPTY CPABHEHHA

He Gonee 0.2 %

He 6onee 0.4 %

95.0-105.0 %

COOTBETCTBYET CTAHAAPTY CPaBHEHHS

CoOTBETCTBYET CTAHIAPTY
CpaBHEHHA

0.1 %

0.1%

98.7 %

COOTB{}TCTByET cranaapry
CpaBHEHHA

Crp.5u37

HacTosiuuii ceprudukar Obl1 aBTOMATHYECKH CICHEPHPOBAH.
JlaHHbIE YTBEPK/ICHEI OTBETCTBEHHBIM JIMIIOM,




U) NOVARTIS

Tlpousseaeno:
Hogapruc ®apma Illtein Al

[Taddpxaysepiutpacce
4332 UlTeiin
[Iseiinapus

CEPTUDUKAT AHAJIN3A

Ne CH120100469098

Ipoaykr: ZOMETA (30OMETA) LIVI 4MG SML 002

Fnobasnbnblii MaTepuan Ne 148581 Cepus Ne SYHI12
JlokanbHbrit maTepuan Ne: 059637600000

Tecrbl TpeGopanus Pe3yabTaThl

PoncreenHsie npumecn (BDXKX) B
cootseteTenn ¢ DP3759719R1

Cymma npumeceii metogom B2XKX B
coorsercteun ¢ DP3759719R1

KonuuectseHHoe onpe/e/ieHne

30JIEJIPOHOBOM KUCITOTBI, BOXKX B
cooreetcteun ¢ DP3759719R1

BXKX & cooteercteun ¢ PP 3759719 002
R 02/R_03

PoacteeHHsle npumecH (B2JKX) eaunuyHoM
HenaAeHTHOHLHPOBAHHOM NPUMECHE B
cooteerctun ¢ PP 3759719 002 R
02/R_03

MoanmuHocts 30JIEJPOHOBOM KUCJIOTEL,

He Gonee 0.2 %
He Gonee 0.4 %

95.0-105.0 %

CoOTBETCTBYET CTAHAAPTY CPABHEHHS

He Gonee 0.2 %

0.1 %
0.1 %

98.8 %

CoOTBETCTBYET CTAHAAPTY
CpaBHEHUA

Menee 0.1 %

Ctp.6u3 7

HacTosimmii ceprrdukar G171 aBTOMATHHECKH CICHEPHPOBAH.
JlaHHbIe yTBEP#/IEHbl OTBETCTBEHHLIM JIHLIOM,




U) NOVARTIS

Ilponssenexo:
Hogaptuc ®apma llreiin AI'

lagdxayszepwtpacce

4332 llreitn
[1Igeiinapus

CEPTUO®UKAT AHAJIU3A
Ne CH120100469098

IpoaykT: ZOMETA (3OMETA) LIVI4MG 5ML 002

I'nodanbHbIii MaTepuag Ne 148581 Cepus Ne SYHI2
JlokanabHbIi MaTepuan Ne: 059637600000

Teersl TpeGosanusn PezyasTaThl
Cymma npumeceii metoiom BOKX B He Gonee 0.4 % Menee 0.1 %
cootsetcTeuu ¢ PP 3759719 002 R

02/R_03

KonuuecTBeHHOE Onpeienenne 95.0-105.0 % 102.9 %

3OHEHPOHOBO]7I KHUCJIOTBI, BOXKX B
cootsereTBun ¢ PP 3759719 002

RO2/R_03

BakrtepuansHeie 3HA0TOKCHHBI B cooTBeTcTBHM  He Gonee 34 ED/mn <0.0 ED/mn
DP3759719R1

BakTepualibHble SHAOTOKCHHBI B cooTBeTcTBUH  He Gonee 13.6 ED/mn <0.1 E9/mn

PP_3759719_A_R_2, PP 3759713 002
R 02/R_03, PP_3759719_RIN_1

CTepuibHOCTE He ofHapykeHo KH3HECTOCOOHBIX CooTseTcTRYET
MHKPOOPTaHH3MOB

Jakaouenue:

CepHs COOTBETCTBYET CreUH(DHKALIMH HOPMATHBHOI JOKyMeHTalH:. HacToA1NM yA0CTOBEPAIO, YTO JaHHas HH(pOPMaLMs MOUIMHHA H BepHA.
HapaGoTka 1 aHanu3 cepun NpoBepeHbl H COOTBETCTBYIOT Tpedoanuam GMP.

OTBETCTBEHHOE JIHIO: Ana NIKIC
Jdata n Bpems: 11-01-2021 13:38:47
JIuuo, BbIAaBIICE CCPTHHHKAT: Ana NIKIC
Jo/uKHOCTE: CrietnaiueT no odecneyeHHIo KaqecTsa
JdaTa u Bpems: 11-01-2021 13:38:47
Crp. Tuz 7

Hacrosiumii ceprudukar Gblll aBTOMATHYECKH CTEHEPUPOBAH.
JlaHHbIe YTBEPK/ICHBI OTBETCTBEHHBIM THIIOM.



