I PZ

Brinvueno:

(‘) N 0 VA RT I S Hosaptue ®apma [M6X

Poonmrpacce 25 n O6epe Typumrpacce 8-10
90429 Hropubepr. JIMueH3Ms Ha IPOH3BOICTRO:
DE BY _05_MIA_ 2021 0017/55.2-2678.3-3-1050-9

CEPTUO®UKAT CEPUU

[TpoaykT: EXELON (3KCEJIOH) TTS 27 MG/15 CM? RU

Hosuposka: 133 mr/24 4

JlexkapcTeenHas gopma: TpaHcaepMalibHas TepaneBTHUECKAsd CHCTEMA

Paszmep u THN ynakoBKu: 30x1

I'no6anbHbiii maTepnan Ne: 726084 Cepusn Ne: ALT320320
Perncrpaunontoe JIT1-0024 16 JlokanbHblii matepuan Ne: 726084
yaocToBepeHue Ne

laTa H3roToBJieHus 01.03.2021 Cpok roanocrn: 02.2023

KonuuecTro ynakorok: 1261 wtyk (13 CoA Crpana Haznavenns: Poccuiickas Denepaums

030000242515 ot LTS)

JlaHHbIE TeCTOR, TPEDORAHMS, PE3YITBTATHI U 3aKTIOUEHNS MPHUBEICHLI B CIE/IYIOIEM

cepruuKaTe/cepTUdHKaTax:

YnakorouyHas wHpopmauns

Cepruduxart Ne: CoA/ CoC 030000242515 ot LTS, noanucano 29.07.2021

IMponykr: EXELON (2KCEJIOH) TTS 27MG/15CM? RU

I'nobGanenblii maTepnan Ne: 726084 Homep cepun: ALT320320

[MpousBoauTENb: JITC Jlomann Tepanu Cuctem AT, JlomaHHmTpacce 2, 56626 AHxepHax,
[lepmanus

Jluuensnsa Ha H3IroToOBICHHE! DE RP 01 MIA 2021 0005

nnOHZ!BOQCTBEHHaH HHQO pMaLms

CepTudurar Ne: CoA/ CoC 030000242515 ot LTS, noanucano 29.07.2021
[MpoaykT: EXELON (KCEJIOH) TTS 27MG/15CM? RU
I'1o06anbHbIi MmaTepuan Ne: 726084 Homep cepun: ALT320320
MpouszsoanTens: JITC Jlomann Tepanu Cucrem Al', Jlomannwtpacce 2, 56626

Annepnax, 'epmanus
JIMueH3na HA H3TOTOBJICHHE! DE_RP_0IMIA 2021 0005

Hudopmauus 0 TecTHpoBanuu

CepTudurar No: CoA/ CoC 030000242515 or LTS, noanucano 29.07.2021
Mpoayxkr: EXELON (2KCEJIOH) TTS 27MG/15CM? RU
Inobaneherit MaTepuag Ne: 726084 Homep cepun: ALT320320
[MpouseoauTens: JITC Jlomann Tepanu Cuctem AT, JlomanHiTpacce 2, 56626 AHaepHax,
["'epmanust
JIMueH3Hs HA H3TOTOBJIEHHE: DE_RP_0IMIA_2021_0005
172
‘D:;:;al'y signed by Zyryanova
Hacroswuit ceprudurat 6611 aRTOMATHYECKH CTEHEPHPOBAH. Zyrya NO st

HBHHHE YTBEPIKIACHBI OTBETCTBEHHBIM JIMIIOM

cn=Zyryancva Anna
va A nna Reason: /lapeso 1posspna u

sanepunA

Date: 2021.07.18 12:36:32

+03'00'



Beinyuieno:

(') N O VA RT | S Hosapruc dapma MugX

Poonwrrpacce 25 u O6epe Typuwrpacce 8-10
90429 Hropudepr. JInueH3us Ha npoM3BOICTBO:
DE_BY_05_MIA 2020 0031/55.2-2678/3-3-904-19

CEPTU®HUKAT CEPUU

[ ] He 1710 3aperncTpupoBato oTkI0HEHHIT BO BPEMA MPOU3BOJICTBEHHBIX OMepaLuii

X Bo BpeMs npon3soacTeeHHbIX onepaunit Ob1TH 0GHAPYKEHBI OTKITOHEHHUS, KOTOpbIE ObLTH
HCCIC0BAHb! KOMIIETCHTHBIM JIMLOM. Hlcelle10BaHKie NPUIINO K BEIBOIY, YTO OTKIOHEHHE
() He MOBAMSIO Ha 6E30MACHOCTD 3(pexTHBHOCTE NponyKTa.

Ccbliika Ha OCHOBHbIE / KDHTHUYECKHE OTKIOHEHHSA: «N/Ay uiH «Record ID»: 2548180

KommenTapuu k ceprudukary:

- Poccuiickuii cepruduxar GMP m1s Novartis Pharma GmbH, Roonstrasse 23, 90429 Nuremberg, Germany Gbin
OTKIOHEH 12.09.2018 (cm. Ipunaraemsiii MEMOPAHIYM; IOKYMEHTallbHO 0(hopMIIeH no Homepom # 2008380).
- O13bie ceprudpmkara GMP EC npoussoautens aumeTona (mpomesxyTounoro npoaykra AMC) Dishman
Carbogen Amcis Limited,

-Tpancropruposka B cTpany HasHaueHHs sBISETCS JlokanpHOM oTBeTcTBeHHOCTRIO OO0 «Hosapruce Dapmay
- Cpok roHOCTH BbIpaskeH B (hOpMATe «MM.ITTT. Hanuprit opmat paccuntan Ha To, UToGBI Beera BKIHOYATS
MOCNEIHION NaTy MecALa

-ITpomykT GBI NpOU3RENEH B COOTBETCTRINM CO crneunpukanmeii HII JITI-002416-030414 H3sm . Nel-4, srmoyas
YIIAKOBKY H MapKHPOBKY

- [lponssonurens cy6cranumn Pusacturmu - Hosapric Punrackummn Jita, Hpnannus

- PPMS nomep — 1970116

- MHCTIeKUMOHHBI (KOHTPONLHBIH) 0Gpasel HMeN He3HAYHTE b HbIe 3aMATHA BTOPUYHOI VIAKORKH

3axa04yenne:

Hacrostiumm ynocrosepsio, uro nauuas MH(OPMALIHA MTOTHHHA M BEpHa.

HaHHas cepus cosnaHa/ npomsBesena, BKIOYAS YTNAKOBKY H KOHTPOJIb, Ha BbILIEYIOMAHYTOM MECTE MPOM3BO/ACTEA
B COOTBETCTBMHM C nparunamMu GMP nokansHoro PETYNIATOPHOTO Opraka U cnelnpHKalnedl perucTpalMoHHOTO
YAOCTOBEPEHHA HMIIOPTHPYHOLIEH CTPaHBbI,

HapaGorka, viakoBka 1 ananus CEPUM COOTBETCTRYIOT TpeboBaHusaM GMP.

JInuo, Beinasuee ceprudurar: Bayer Michael
JONKHOCTD: YHo1HOMOYEHHOE JTHIIO, Hogaptic ®apma I'm6X
JlaTa n Bpemsi: 08-07-2021
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Hactoauwmit ceprudurar Gbin asToMaTHueCKNH CreHEpHpPOBaH.
HaHHEle yTBep /IeHbl OTBETCTBEHHBIM JIMLIOM




«JITC»

CEPTU®UKAT AHAJIU3A

ITpoaykr: Okcenon 15 RU VK30 (nepeynakopka)
ApTHRYT No 3322300
Crpana: Poccuiickas ®enepanys 3akaz No 1079400
Cepusi LTS Ne: 70073911 Cepus knnenTa Ne: ALT320320

Cepusi crpanel Hasnavenns No:  ALT320320
JdaTta usrotosnenns: 01.03.2021
Cpok roaHocTtu: 02.2023

TecThi

TpeboBannn

PesyabTaTel

[TomnuHHOCTL puBacTHMMHA (TCX)*

3navenue Rf metomom TCX

3nauenne Rf cootsetcTRyer
CTaHIapTy

[oanuuHOCTE pHBacTHrMUHA (B2XKX) Bpewms ynepxupanns obpasew/cTangapt COOTBETCTRYET
d 0.1min

ITocTopounme npumecn: 226-90* He Gonee 0,4% 0.1%

[TocToponune npumecu: 213-95% He Hosee 0,2% <0,1%

ITocTopounue npumecu: 802-95* He 6onee 0,2% <0,1%

[MTocTopoHune npumecu: 017-05%* He Gonee 0,4% <0,1%

[TocToponnne npumvec: He Gosee 0,2% <0.1%

HeMAeHTH)UUHpOBaHHbIE*

Ioctoponnue npumecn: cymma* He 6omee 1,0% 0.1%

KonmuuecTsennoe onpenenenne 90 - 110% 97.2%

PHBacTUrMHHa*

OnHopoaHoCTh n03MpoBaHHs, Esp. ®apm.*

COOTBETCTBYET TpeboBanusim Esp.
Dapm. 2.9.40

cooTBeTcTBYeT EBp. ®apm. 2.9.40
YpoBeHs 1 (n=10)

OxznoponHocTs nosuposanus, d. CLLA*

cooTeeTcTBYET TpebGoBanusm @, CIIIA
<905>

cootBercTByeT . CILA ypogeHs 1/
n=10

OnnoponHocTs mo3uposanus, S, Dapm. *

COOTBETCTBYET TpebosanuaM Sn. Dapm.

cooteeTcTBYeT An. Papm. yposens 1

OxnHoponHocTs A03MpOBaHIS, npuemiemas He Gonee 15,0 3.7
BENMYHHa*
Konuyecrsentoe onpeaenenue D, L-a- 80-110% 95.6%
Toko(pepoaa*
BeicgoBoxkaenue in vitro yepes 0.5 u, 25-45% 32%
cpennee*
BricBoGoskaenne in vitro uepes 0.5 v, He MeHee 25% 32%
MHUHHMYM*
BeicsoGoskaenne in vitro uepes 0.5 u, He Oonee 45% 32%
MaKcHMyM*
BricsoGokaenue in vitro uepes 2 4, cpegHee* | 51 - 75% 63%
BricBoGoxenue in vitro uepes 2 v, MHHHMYM* | He Menee 51% 62%
BeicsoGoxienne in vitro uepes 2 u, MaKCHMyM* He Oonee 75% 64%
BricsoGoskaeHue in vitro yepes 4 4, cpeaHee* | 62 - 86% 75%
BricBoGoskaenue in vitro uepes 4 y, MHHHMYM* | He MeHee 62% 73%
Briceoboxnenne in vitro qepes 4 u, Mmakcumym* He Donee 86% 76%
BoicBoboxkaenue in vitro depes 7 u, cpenuee® | 69 - 93%, 81%
BricBoGoskaenue in vitro uepes 7 u, MHHUMYM* | He MeHee 69% 79%
BricsoGoskaenue in vitro yepes 7 y, He Donee 93% 82%
MaKcUMyMm*
* = UCTIBITAHO Ha TOHKOM clloe

030000242515 1/2

Hacrosimumii ceptugukar 6b11 aBToMaTmuecky CreHEpHPOBaH.
JlaHHble yTBEPKIEHB OTBETCTBEHHBIM JTHIIOM




TMponykT: Okeenon 15 RU VK30 (repeynakoBka)

ApTHKRYT Ne 3322300

Cepus LTS No: 7007391J Cepus kanenta No:  ALT320320
TecThl Tpebosanns PesynbTaTsl

Cuna anreaun TTC He menee 2.50 H/TTC 19.27 H/TTC

Cuna paspenenus TTC He Bonee 1200 cH/TTC 24 cH/TTC

Onucanue/ mmnpunt TTC/caue

CBOMCTBEHHO MCIILITYEMBIM MapamMeTpam

U caue

cooTBeTcTRyeT PA 2000077-
05

Onncanne umnpunrta TTC 8

COOTBETCTBHH € Ne4YaTbHO

TTC-umnpunt 13.3 Mr/24 4

COOTBETCTBYET CIIell.

DMO00017

Hpomsonmenb HUCIIOIB30BAHHOTO

PupactHrMuHa

HpOMBBOHHTeJ’lb HCIOJIB30BAHHOTO

OcHOBaHHA PuBacTurMmuua

Hogapruc Punrackumuu JIto,
Hpnangus

[Tocrarmmuk API 6509165, 7512920, ocHoBaHHEe pUBACTHIMUHA DS16, R0O140, HosapTtuc Dapma AT

Bee MeTonbl nenbITannit, HCMONB30BaHHBIE BO BPeMS HCTbITAHMI, OTpaxaroT TeKyUIHEe MPOBEPEHHBIE METOIbI
HCTIBITaHHH, KOTOPBIE GbLIM aKTHBHBI BO BpeMs TeCTHPOBAHHA Ul pemuza.
OTOT OTYeT GBI 0N0BPEH U BHIMYILEH OTBETCTBEHHBIM pykosoauTenem KK B anekTpoHHOM BHIE, U TeHCTRHTENCH

Be3 noamIcH ot pykm,

JITC Jlomann Tepanestuueckue cucremsl A, JlomaHmT

030000242515

212

pacce 2, D-56626 AunepHax, Iepmanns

«JITC»

Hactoaumii ceprndukar 6611 aBTOMaTHYCCKH CreHEpUPOBaH,

JanHslie YTBECPIKACHBI OTBETCTBEHHBIM JIMLIOM



CEPTU®HUKAT COOTBETCTBMUSI

IMpoaykr: Dkcenon 15 RU VK30 (nepeynakoska)
ApTHKY] Ne 3322300
Crpana: Poccutickas Qenepauns 3akasz No 1079400
Cepusi LTS Ne: 7007391J Cepus kanenrta Ne: ALT320320
Cepus cTpanst Hasnavenns Ne:  ALT320320
Hara nsrotosnenus: 01.03.2021
| Cpok roanocTu: 02.2023

MecTo npoussoacrea:

JITC Jlomanu TepanesTuueckue cuctemsl AT, Jlomanirpacce 2, 56626

AHiepHax, 'epmanus

Ne JIMIIEH3MH HA H3rOTOREHMeE:

DE_RP 01_MIA 2021_0005

Ceprudnkar GMP Ne; DE_RP_01_GMP_2021 0006

| OOS / OTknonennn Homep

Her noareepacunsix pesyasraTtos O0S -

HeT oT4eTHbIX oTKIOHEN NI -

Hudopmauus ana KOHKPETHOI0 NOKYnaTe st Homep

Komuectso (emnnmi) 1261 kop.

Homep perucrpaunu: JIT1-002416

Josupoeka: 13.3 Mr/24 4 pusacturmuna
JlekapcTBenHas dopma: LIC

Pasmep u Tin ynaxosxu:
HanmeHoBanue nponyxra:

Howmep matepnana noxynarens:

Oxcenon / Pusacturmud TTC 27 mr/ 15 om?
Tecropas Monorpadgus: DP_3746245 C R 4

30 makeToB B KopobOke
EXELO TTS 27MG/15CM2 ALPR (30X) RU
726084

DTOT IOKYMEHT Obl11 NOAMHCAH B IEKTPOHHOM BH/e M IEHCTBUTENEH Ge3 pYHHOI MOANUCH OT PYKH.

030000242515

1/2

Hacroaummit ceprudukar 6611 asromMatiec ki Cr€HEPHPOBAH.
JlaHHble YTBEPKIEHBI OTBETCTBEHHBIM THIIOM




IIpoaykr: JkcesoH 15 RU VK30 (nepeynakoska)
ApTHRYa Ne 3322300
Cepus LTS Ne: 7007391 Cepus knnenta No:  ALT320320

Boimyck ans oTrpysku;

HactosimmiM noareepxknaro, yto atams! npouseoacTea, ykasanuele B Texnnueckom Cornamenun o Kavectee, Gbin
EBITIOTHEHBI B [IOIHOM COOTBETCTBUH ¢ TpeGosanuamu GMP EU u ycnosuamu, nanoxkenusivu B CornateHuy s
obecnevenns coOTBETCTRIUS TPeGOBAHMAM Pa3pELIeHHs Ha MPOAKY, KaK 3T0 NIPeIyCMOTPEHO

Hosaptuc ®apma AT’
Texnuveckoe Cornawenue o Kauecrse: 17.12.2015

Jdara Bpemsi MMoanuck ynoaHomMovenHoro auua

29.06.2021 20:38:50 Hp. Aunta Hoiick

JITC Jlomann Tepanesriueckue cuctemsl Al, JTomanmTpacce 2, D-56626 Anpepnax, lepmanus
030000242515 2/2

Hacrosuumii ceprudukar Gbin aBTOMaTHYECKH CreHEPHPOBaH,
HaHHbIE YTBEPXKIEHBI OTBETCTBEHHBIM THIIOM




