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) NOVARTIS

Boinymeno:
Hosapruc dapuma Wlteiin AT
Uladdxaysepuwrpacce
4332 Illreiin
Beiinapus
JInuensus Ha wsrorosaenne No
511620-102648883
CepTuduxat GMP No:
GMP-CH-1001908

CEPTU®UKAT CEPUH
Ne CH120200578597

’Tp()ﬂ_\‘l\‘r:

Jlekapersennas gopma:

Tun ynakosknu:

Ynakoska:

PCFIICTPQUHUHHOE )'HOCT[)BEPL‘IIIIQ
Crpana nasuavenns
Faobankubiii matepuan Ne

laTa nponseoacrea

Hdarta Beinycka npoaykra

Cpok roanocrn

Kosmaeerso exqunny npoaykra

ZOMETA (30OMETA) LIVI 4MG (4 M) SML 1X1 RU
Knaxocets Bo (rakone
Daakon + npofika
X1

JIC-001356
Poccuitckan denepauns
151560

12-10-2020

24-06-2021

09-2023

2180.000

Cepun Ne SCPI4

¥Ynakosounasn nHpopmauus

HMpoayxr
Inobansumii matepran No
JIoRanbuLLi MaTepuaa Ne

Ynakosuk

JInuemsus Ha H3IroTOBJIEHNE:

Ceprudmrar GMP No:

ZOMETA (3OMETA) LIVI 4MG (4 MI') SML 1X1 RU
151560
151560

Hosaprue dapaa lreiin Al
Waddxaysepwrpacee

4332 Ulreiin

[eeituapus
511620-102648883

GMP-CH-1001908

Hanurie Tectos, TpeGosanus, PEVALTATEL U 3aKTIOYCHIA NPHBEACHBI B ClleIVIOLIEN cepTpukare/cepTHHKaTax:

Ceprudpurar Ne
Hasgaune npoaykra
Faobanuueii matepnan Ne
Jlokaneuerii matepuan No:
JaTa Beinycka NpoaAYKTa:

MecTo usrotoBaenns:

|_Jl||ue|mm HA H3roToB/1eHHe No;

CHI120100469098 =
ZOMETA (30META) LIVI 4MG 5ML 002
148581

059637600000

01-02-2021

HosapTuc ®apma [lrefin AT
[Madpxaysepurrpacee

4332 Ulreitn

Leeituapus

511620-102636149

Cepus Ne SYHI2

Digitally signed by Zyryanava Anna

r an DN: de=com, de=novartis,

yryano Jzi
serialNumber=2305978,
cn=Zyryanova Anna

Reason: Nepeson nposepdna n
Va ANnNa =

Date; 2021.07.08 11:46:16 +03'00

Crp. 1wz 7
Hacrosumit cepriguxar 6pi1 asromariueckn CreHEPUPOBaH.
JlanHbie yTBepKACHBI OTBETCTBEHHBIM JIHLIOM,




Brinymeno: —l
(‘) N O VA RT l S Hogapruc ®apma Ilteiin AT
laddxaysepmrpacce
4332 Illreiin
seiinapus
JInuensns na usrorossienue Ne
511620-102648883
Ceprudukar GMP No:
GMP-CH-1001908

CEPTU®UKAT CEPUU
Ne CH120200578597

L

Ipogykr: ZOMETA (3OMETA) LIVI 4MG (4 MIM) SML 1X1 RU
T106ane1btii MaTepuag No 151560 Cepns Ne SCPJ4
3akmouenne:

Hacroawmm ynoctosepsio, uto aanmas HH(OPMALMA MOLTHHHA 1 BepHa,

Hannas cepus cosnana/ nponssesena, sriouas YIAKORKY H KOHTPOIb, Ha BEILIEYTIOMSHYTOM MECTE [IPOH3BOACTEA B COOTBETCTRIM C NpaBUIaMH
GMP n1okaneHoro perynstoproro OpraHa H Cneun{HKaLmeit perucTpalHoHHOro YAOCTOBEPEHHA HMIOPTUPYIONIEH CTPAHEI,

Hapabotica, ynakoeka u ananus ceprn COOTBETCTBYIOT TpeGoBannam GMP.

OTBeTCTBEHHOE THIO: Jocl Frey

Hata n Bpema: 24-06-2021 15:28:50

Tun pennsa: Beinyck cepuu

KomMmenTapuu k ceprudurary:

Ipoussoautens dhapmauestuueckoii cybeTaHUmK, HauMeHoBaHMe | ajipec:
Hosapruc ®apma A

4056 Gasens,

[ seiinapus

Hanmenosanue dapmauestuueckoii cyOcTaHUmnu:

3o/1enpoHOBas KHCI0Ta

PPMS: 151560_014 603

H/I: JIC-001356-261219

Xpanenne

ITpu Temnepatype ne Bbiue 30°C

JlekapcTeennas gopma, ykasanuas B naHOM CoA / CoC, nomxHa HHTEPIPETHPORATLCA Kak:
KOHUEHTPAT JUIA IPUTOTOB/IEHHS PacTBopa Aa HHy3Hit

Jluuo, Bbigapmee ceprudurat: Joel Frey
DyHKkunn: CTApLIHIi COCUMANNCT 110 0GECIICHCHHIO KauecTBa
Jdarta u sBpems: 24-06-2021 15:28:50

Crp. 2 u3 7

Hactoaumii cepruduxar Gein asromariiccky CrCHEPHPOBAH.
AlaHHBIE YTBEPIKICHBI OTBETCTBEHHBIM IHLIOM.




> NOVARTIS

ITpousseneno:

Hosaprue dapma reitn AT

[Hadpxaysepwrpacce

4332 Ulreitn
[Iseituapus

CEPTUO®UKAT AHAJIN3A

Ne CH120100469098

Onucanne ;KNAKOCTH (LBETHOCTD H
NPO3PAYHOCTE)

l'lor.nol.uerme pacTBOpa B COOTBETCTBHU C
PP 3739719 A R 2+ DP3759719R|

IMornomenue pacTBopa B COOTBETCTBHH C
PP_3759719_002 R 02/R_03

pH

Hsenekaemblit 0Gbem

€ NJACTHKOBOI OTIUC/IKHBAOLLEHCH KPBILIKOMH

I'lpmpa'maﬂ OecuBeTHas AKHIAKOCTh

He Gonee 0.05

He Gonee 0.03

5.7-6.7

5.0-5.6 mn

Ilpoayxr: ZOMETA (3OMETA) LIVI4MG 5ML 002

I'nobanbHblii MaTepnan Ne 148581 Cepns Ne SYHI2

Jlokanunelii MaTepnan Ne: 059637600000

JlaTa nsrorosienus 12-10-2020

HopmaTueHan 10kyMeHTaUNS: PP_3759719_A_R_2 + DP3759719R1 + ITpotokon anaansa Ne 4100437837
PP_3759719_002_R_02 + PP_3759719_002_R_03

TecTnt TpeGorannus PezyabTaThl

Onucanne durakona BecugerHeie nnactukoeeie duiakonsl ob6bemom 5 ma CooTeeTcTBYET

Onucanie KpbILKi Cepan pesnnoBas mpoOKa v amoMHHUEBbIT Konmadok  CooTBETCTBYET

Ilpospatnas GecuBETHAS KUIKOCTh

0.00

0.00

6.2

5.2 mMn

Crp.3u3 7

Hacrostimii cepruiukar Obl1 aBTOMATHYECKH CrEHEPHPOBAH,
HZHHHC VTBEPK/ICHEI OTBCTCTBCHHBIM JIMLIOM,




{) NOVARTIS

IlIpouseeaeno:
Hoeaptuc ®@apma llTeiin Al

Iladdxayzepurrpacce
4332 1lreiin
[Iseiinapus

CEPTUOUKAT AHAJIN3A

Ne CH120100469098

MEM/(pIIakoH

BHIHMBIE YACTHILLI B COOTBETCTBHH
PP_3759719_A_R_2+ DP3759719RI:

BHIHUMBIE YACTHLBL B COOTBETCTEHH ¢ PP

3759719 002 R 02 /R_03:

TCX

IMoannnxoets 30JIEJPOHOBOM KHMCJIOTELI,

n]’]ﬂKTH‘{CCKII CBOOOACH OT BHAHMBIX YACTHL

I[TpakTHYeCKH CBOOOACH OT BUANMBIX HACTHLL

COOTBCTCTB_\'CT CTaHAapTy CpaBHCHHA

Ipoaykr: ZOMETA (30OMETA) LIVI 4MG 5ML 002
I"nodanbubiii MaTepuan Ne 148581 Cepun Ne SYHI2
Jlokanbhbiii MaTepuast Ne: 059637600000
Tectr Tpebosanus PesyibTaThl
5.2 Mn
52 mn
Mexannyeckue BKIKUYEHHA:
CoJep:kaHde YacTHLL pasmepom = 10 He donee 6 000 3
MKM/(hrakon
Conepskanue yacTul, pasmepom > 25 He Gonee 600 0

CBo0ojeH 0T BUIAHMBIX HaCTHIL

Cpo0GoAeH OT BUAUMBIX 4aCTHLL

COOTBETCTBYET CTAH/IAPTY
cpaBHeHus

Crp.4u3?

Hacrosiwuii ceprudukar Obl/1 aBTOMAaTHYECKH CIEHEPHPOBAH.
JlanHele yTBepsKACHBI OTBCTCTBEHHBIM JIMLIOM.




Uy NOVARTIS

[Tpou3seaeHo:
Hosapruc ®apma lreiin A’

[lag@xaysepuTpacce
4332 Ulreiin
H1sefiuapus

CEPTUOUKAT AHAJIU3A
Ne CH120100469098

Mpoaykr: ZOMETA (3OMETA) LIVI4MG 5ML 002

Tnobanbubiii matepuan Ne 148581 Cepusn Ne SYHI2
Jlokanbrerii maTepnan Ne: 059637600000

Tecrnl TpeGosanus PesyanTarsl

Monnnunoets 30JIEJIPOHOBOH KUCJIOTBI,
BOXX B cooterctenn ¢ PP_3759719_A R 2

Poacreennbie npumec (BOMX) eannnunoii
HEWAEHTH(OHLIUPOBAHHOI [IPHMECHB B

cootsetcreun ¢ PP_3759719_A_R_2

Cynmma npumeceii metoaom BOXKX B
coorsercteui ¢ P_3759719_A_R_2

Konuyectsennoe onpeeienne
30JIEJIPOHOBOM KUCJIOTLI, BOIKX B
cooteetcTeun ¢ PP_3759719_A R_2

[Toanuunoets 30JEJPOHOBOM KUCIIOTHI,
B3XX & cootrerctrin ¢ DP3759719R1

CoOTBETCTBYET CTAHAAPTY CPABHEHHA

He Gonee 0.2 %

He Gonee 0.4 %

95.0-105.0 %

CoOTBETCTBYET CTAHAAPTY CPaBHEHHA

CooTBETCTBYET CTAHAAPTY
CPaBHEHHA

0.1%

0.1 %

98.7 %

CoOTBETCTBYET CTAH/IAPTY
CpaBHEHHSA

Crp.5u37

HacTosmmii ceprudurar 6611 aBTOMATHYCCKH CIEHEPUPOBAH,
Jlannele yTBEP/KACHBI OTBETCTBEHHBIM JTHLIOM.




() NOVARTIS

IMpouseeaeno:
Hosapruc ®apma Ulreiin AT

Waddxaysepuwrpacce
4332 Mlreiin
[seituapus

CEPTUOUKAT AHAJIU3A
Ne CH120100469098

Ipoayxr:

ZOMETA (30META) LIVI 4MG 5ML 002

30JIEJIPOHOBOH KHUCJIOTEIL, BOXKX B
cooreercteun ¢ DP3759719R1

Moanmunoets 30JIEJIPOHOBOM KUCJIOTBI,
B3XKX B cootsercrenmn ¢ PP 3759719 002
R 02/R_03

PojicTBeHHbIe npHMech (BOXKX) eaHuuHOj
HEHWICHTH(OULIMPOBAHHOI PUMCCHB B

cooteetctenm ¢ PP 3759719 002 R
02/R_03

CooTBeTCTBYET CTAHAAPTY CPaBHEHMS

He donee 0.2 %

Inobanbuenii marepuan N 148581 Cepus Ne SYHI2
Jlokaneuerii Mmatepuan Ne: 059637600000

Tectw Tpebopauusn Pesyabrarel
Poncreennbie npumecn (BOXKX) & He 6oaee 0.2 % 0.1%
cooteercteud ¢ DP3759719R 1

Cymma npumeceii metonom BOJKX & He Gonee 0.4 % 0.1%
cooteerctenn ¢ DP3759719R 1

KonnuecTsennoe onpenesnenne 95.0-105.0 % 98.8 %

CooTeetcTByeT cTanaapTy
CpapHeHHsA

Menee 0.1 %

Crp. 6 u3 7

Hacrosiwunii cepridpukar 6bin aBTOMATHUECKH CreHepHPOBaH.
JlaHnbie yTBEPKACHBI OTRETCTBEHHBIM THIOM,




Uy NOVARTIS

IIpousseneno:

HoesapTie ®apma LlTeiin AT

Lladdxaysepirpacce

4332 Ulreiin
I1IBeinapus

CEPTU®UKAT AHAJIN3A

Ne CH120100469098

Mpoaykr: ZOMETA (30OMETA) LIVI 4MG 5ML 002

I'nobanbubiil MmaTepuan Ne 148581 Cepnn Ne SYHI12
Jloraabublii maTepuan Ne: 059637600000

Tecernt Tpebopanns PesyabTaThbl

Cymma npumeceit metonom BOXKX B
cooTsetcTBHd ¢ PP 3759719 002 R
02/R_03

K()Hl{‘{eCTBeHHOC Q_npenenellue
30JIEAPOHOBOM KMCJIOTBI, BOIKX B
cootsetcTHd ¢ PP 3759719 002
RO2/R_03

EﬂKTcpHﬂ.’]thIC JHAO0TOKCHIILI B COOTBETCTBHH

DP3759719R1

BakTepHaabHbIC SHIOTOKCHHEI B COOTBETCTBHH
PP_3759719_A_R_2, PP 3759713 002
R 02/R_03,PP_3759719_RIN_1

CTepuibLHOCTE

He 6onee 0.4 %

95.0-105.0%

He doniee 34 ED/mn

He Gonee 13.6 ED/Mn

He oBHapykeHo skH3HeCIocoOHLIX
MHKPOOPTaHH3MOB

Memnee 0.1 %

102.9 %

<0.0 ED/mn

<0.1 ED/mn

CootsetcTByeT

Jaknouenue:

Cepusi COOTBETCTBYET CICLM(HKALIMM HOPMATHBHOM 10Ky MeHTaWKHH, HacTOAWMM YAOCTOBEPAIO, YTO JaHHas HHPOPMALKMA MOATMHHA M BEPHA.
HapaboTka 1 aHanns cepuu nNpoBepeHsl W COOTBETCTBYIOT Tpebosanuam GMP.

OTBeTCTBEHHOE JTHUO: Ana NIKIC
Jata u Bpems: 11-01-2021 13:38:47
JInuo, BelaaBumee cepriuduraT: Ana NIKIC
,:IOII‘JKHOCTI:Z CI'ICHHZI.'IHCT no 06ecneyeHHK) KaYeCcTRa
JlaTa u Bpemsi: 11-01-2021 13:38:47
Crp. Tusz?

Hacrosuuii ceprudpukar 6b11 aBTOMaTHYECKH CreHEpHPOBaH.
JlaHHBIE YTBEP:KAEHbI OTBETCTBEHHBIM JTHLIOM.




