BoinyuieHo:

‘ Hogapruc ®apyma [MOX
( ) N O V A RT I S PoonwTpacce 25 1 Obepe TypHIITpacce 8-10

90429 Hiopubepr. JInuen3us Ha NPOM3BOJICTBO:
DE BY 05 MIA_2021 0017/55.2-2678.3-3-1050-9

CEPTUOUKAT CEPUH
EXELON (OKCEJIOH) TTS 18MG/10CM? RU

Jlo3upoBKa: 9.5 mr/24 4

JlexapcTBeHHast opma: TpaHCAepMabHas TepaneBTHHIECKad cucTeMa

Pasmep 0 THI YIAKOBKH: 30x1

[no6anbHbIi MaTepnad Ne: 728731 Cepust Ne: ALT331210

PerucrpaunoHHoe JICP-007020/08 JlokanbHblii MaTepua Ne: 728731

yaocroBepenye Ne

JlaTa W3roTOBJIeHHs 26.04.2021 CpoK TOAHOCTH: 03.2023

KonnuecTBO YNaKOBOK: 7611 wryk (n3 CoA CTpaHa Ha3HAYEHHS: Poccuiickas Penepanns
030000243370 ot LTS)

[MpoaykT:

TlauHble TeCTOB, TPEOOBAHHA, PE3YNLTATEL H saK/IFoUeHIs NPUBEIEHBI B CICIYIOIIEM
cepTHdHKaTe/cepTHHIKATAX:

YnakopouHas uHpopmauns

Ceprudurat Ne: CoC/CoA 030000243370 ot LTS, nOAMHCAHO 16.07.2021

[MpoayKT: EXELON (9KCEJIOH) TTS 18MG/10CM* RU

nobanpublii MaTepuan Ne: 728731 Homep cepun: ALT331210

TpoH3BOANTEIb: JITC Jlomann Teparu Cucrem Al, JIoMaHHIITPACCE 2, 56626 AnmepHax,
['epmanns

JIMieH3ua HA H3FOTOBJIEHHE! DE;RPfOl_MIAHZO?.l)OOOS

Ipou3BOACTBEHHAT uHdopMauns j

Ceprudurat Ne: CoC/CoA 030000243370 ot LTS, moanucaHo 16.07.2021

TpoayKT: EXELON (DKCEJIOH) TTS 18MG/10CM? RU

I1o6anbHbIiT MaTepran Ne: 728731 Homep cepun: ALT331210

TMponssoanTe/b: TITC Jlomann Tepamu Cuctem AL, JlomaHHwTpacce 2, 56626

AmnnepHax, 'epMaHns
JIMueH3na HA H3TOTOBJICHNE: DEJRPﬁOlMlA_ZON_OOOS

ST chi g o S

HUudopmanus 0 TeCTHPOBAHHH

CeprupuraT Ne: CoC/CoA 030000243370 ot LTS, noanucaro 16.07.2021

IMpoaykT: EXELON (9KCEJIOH) TTS 18MG/10CM? RU

no6anbHbIii maTepuan Ne: 728731 Homep cepHu: ALT327220

IMpoussoauTe/b: JITC Jlomaun Tepanu CHCTEM AT JlomannmTpacce 2, 56626 AniepHax,
epMaHus

JIMuen3ns HA H3TOTOBJICHHE: DE_RP_0IMIA_202 1 0005
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HacTosiutmit cepTHdUKAT ObIT aBTOMATHUECKH CreHepHUpoBaH.
JlaHHbIE YTBEPIKACHDI OTBETCTBEHHBIM JIHLOM

Zyryano‘?ﬁf"’" ;
va Anna =




BbinyuieHo:
MOX

‘ Hosapruc ®apma I
( ) N O V A RT l S Poontrpacce 25 u Obepe TypHiurpacce 8-10

90429 Hiopuoepr. JInuen3ua Ha [IPOM3BOICTBO:
DE BY 05 MIA_2021 0017/55.2-2678.3-3-1050-9

CEPTU®UKAT CEPUH

He 6bIn0 3aperucTpupoBato OTKIOHEHU! BO BpEMsA MPOM3BOCTBEHHBIX orepauni
Bo BpeMs POM3BOACTBEHHBIX omepatwit GbiTH 0GHAPY KEeHb! OTKJIOHEeHNs, KOTopble OBLIH
MCCeA0BaHBl KOMITETEHTHBIM JTHIIOM. WccrenoBanne TPUIIIO K BRIBOAY, 1TO OTKJIOHEHWE
() He MOBJIUANO HA GezonacHocTh M IQPeKTHBHOCTD NpoayKTa.

CchllKa Ha OCHOBHbIE / KPUTHHECKHE oTkaoHEHUsA: «N/A» UK «Record ID»: N/A

KoMmmeHTapHi K cepTuduKary:
- Poccuitckuii ceprudpukar GMP s Novartis Pharma GmbH, Roonstrasse 25, 90429 Nuremberg, Germany OblN

orknonen 12.09.2018 (cm. [punaraeMblif MEMOPAHIYM: JOKYMEHTaIBbHO 0(OpMIIEH TIOL HOMepoM # 2008380).
- Or3pis ceprupukara GMP EC MPOU3BOANTENA AHMETOA (TIpOMEZKY TOUHOTO MPOLYKTa A®C) Dishman

Carbogen Amcis Limited.

-TpauncropTHpPOBKa B CTPaHy Ha3zHaueHHA ABIACTCA JI0KaJIbHOM OTBETCTBEHHOCTHIO 000 «HogapTic Papma»

- CpOK FOIHOCTH BbIpazKeH B dopmaTe «MM.ITTD. JlaHHBIi (hOpMAT paccuuTaH Ha To, yro6bl Beeraa BKIOYATk
[OC/IeAHION0 JaTy Mecsla

-TTpomykT Obis NPOU3BEICH B COOTBETCTBUH CO creundurarmeit HL JICP-007020/08-020908 M3m.Nel-9, Brmoyas
YMaKoBKY ¥ MapKHPOBKY

- [Tpou3BOAHTEb cyGeTaHIMy PUBacTUIMHH - HosapTuc PHHTAaCKHIAIH JItn, Upnanansa

- PPMS nomep — 1922726

JaKJI0UYeHHe:

HacTosIMM YA0CTOBEPAIO, 1TO nanHas nHpOpMaLKs MoATHHHA 1 BEpHA.

JlanHas cepus co3iaHa/ IPOM3BECHA, BRIIOHARA YI2KOBKY M KOHTPOIIb, Ha BBILIEYTIOMAHY TOM MECTC MpOH3BOACTBA
B COOTBETCTBHH C MpaBuIaMu GMP nokajisHOro peryJsTopHOTo opraHa H crieunpuKaieit perucTpaunoHHOTO

yI0CTOREPEHNS MMIIOPTHPYIOLLEH CTPAHBI.
Hapa6oTka, yakoBKa 1 aHalH3 cepuH COOTBETCTBYIOT tpeGopannam GMP.

JIn1o, BbAaBIIeE cepTHHHKAT: Bayer Michael
JIOTAKHOCTh! V1o/THOMOYEHHOE JTULO, HogpapTuc Papma 'm6X
JaTta u Bpemsi: 05-08-2021
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Hacrosimmii cepTudukaT Gbi1 aBTOMATHHECKH creHepHpoBaH.
JlanHble yTBEPAIEHbI OTBETCTBCHHLIM JTULIOM




«JITC»

CEPTU®UKAT AHAJIM3A

TpoaykT: Akcenon 10 RU VK30

ApTHRYT Ne 3321582

Crtpana: Poccuiickaa Penepauus Jaka3z Ne 1080931

Cepust LTS Ne: 7013311F Cepus kanenTa Ne: ALT331210

Cepusi cTpaHbl Ha3HAYEHHS Ne: ALT331210

JlaTa H3roTOBJIEHUS: 26.04.2021

CpOoK TOAHOCTH: 03.2023

TecTnl | TpeGoBanus PesyabTAThI

[1OoUTMHHOCTb PHBACTHIMHHA (TCX)* 3nauenue Rf meromom TCX 3Inayenue Rf coOOTBETCTBYET

CTaHIapTy

[ToTMHHOCTE PHBACTHIMHUHA (B2XKX) Bua ENA-nnka 10/1%Ha COOTBETCTBYET
COOTBETCTBOBATH ATATIOHY M 00pasLLy.
Otkonenye ue Gomee 0.1 min

[TocTOpOHHME IPUMECH: 226-90* He Gonee 0.4 % <0.1 %

[TocTopoHHKE MPHMECH:! 213-95% ‘ e Gonee 0.2 % <0,1 %

[TocTOpOHHHE [IPUMECH: 802-95* ne Gonee 0,2 % <0,1 %

Moctopontne npumect: 01 7-05* \ ne Gosee 0.4 %o <0,1 %

[TocTOpOHHHE MPHMECH: eIMHITHBIC HE ne 6onee 0,2 % <0,1 %

uaeHTHUIMpoBaHHble™

[TocToOpOHHHE TIPUMECH: cymma* He Gonee 1,0 % <0.1 %

KonuuecTBeHHOE OMpe/ieieHue 90.0-110.0% 96.8 %

pUBACTUIMUHA*

O/IHOPOAHOCTE JO3HPOBAHNA, Epp. ®apm.* cooTBeTcTBYET TpeDOBaHUAM Esp. cooteercTByeT EBp. Papm. 2.9.40
dapm. 2.9.40 yposeHb | (n=10)

OIHOPOAHOCTb 103HPOBAHHNA, ®. CLLIA* cooTBeTcTBYET TpebosanmsiM @. CLUA |cooteercteyer ®. CLLUA ypoBeHb 1/
<905> n=10

ORHOPOIHOCTh A03MPOBAHNA, An. dapm.* l coorseTcTByeT Tpebosanuam Sn. dapu. coorsercTByer Sm. ®apm. yposens |

OHOPOIHOCTh I03MPOBAHHA, NpHEMIEMas e donee 15,0 5.8

penuuiHa*

KonuuectsenHoe onpenenenue D, L-o- 80 —110 % 93.6 %

Tokopepona*

BoiceoGoskaenue in vitro yepes 0.5 4, 25-45% 33 %

cpeaHee®

Bricsoboskaerne in vitro uepes 0.5 4, MHH.* ! He MmeHee 25 % 2%

BoicBOOOMKIEHHE IN Vitro Yepes 0.5 u, makc.* l ye Gonee 45 % 33 %

BoicBoGOKIEHHUE in Vitro uepes 2 4, cpenHee™ 1 51-75% 63 %

BuicBOGOKACHHE in vitro uepes 2 1, MuH.* ne menee 51 % 62 %

BuicBoGoK IEHHE in vitro yepe3 2 4, makc. * He Gonee 75 % 64 %

BricBoGOsKaeHHE in Vitro uepes 4 4, cpeanee* | 62 — 86 % 75 %

BuicroBOKIEHHE in Vitro yepes 4 4, MHH.* ne menee 62 % 73 %

BhIcBOGOKIEHHE N Vitro uepes 4 u, MaKe.” He 6onee 86 %o 76 %

BbicBOGOKIEHHE in Vitro yepes 7 4, cpennee* |69 -93% 81 %

BeicsoboskaeHne in vitro wepes 7 4, MHaH.* 1 ne meHee 69 % 80 %

030000243370 12

Hacroauwmit cepridukar Gbl1 aBTOMATHIECKH creHepHupoBaH.
JlaHHble yTBEPANEHbI OTBETCTBEHHLIM TULOM




ITpoaykKT: Dkcenon 10 RU VK30

ApTHKY Ne 3321582

Cepusi LTS Ne: 7013311F Cepus KiamenTa Ne: ALT331210
[ Tecto TpeboBaHusi PesynbTaThl

BbicBOOOIKICHHE in Vitro wepes 7 1, ne Goustee 93 % 82 %

makc.*

* = yCrBITAHO HA TOHKOM CJIoe

Cuna aare3nn TTC ne menee 2.00 H/TTC 14.67 H/TTC

Cuna pasnenenns TTC

e Gosee 1000 cH/TTC 33 cH/TTC

Onmucanne/ umnpunt TTC/cate

cootserctByeT PA 2000077-
05

CBOICTBEHHO HCILITY EMBIM MapaMeTpaM

M calae

Umnpunt TTC cornacHo nevaTHoMy

MOTHBY

TTC-uMnpuHT 9.5M1/244 COOTBETCTBYET DMO00016

|
|

cneundukaLmu

HpOHBBDﬂHTeJ’[b MUCIOJb30BAHHOIO

PupacTHIMUHA

HogapTic PHHrackuinm JItn,
Hpnasaus

Hpomaonmenb HCTOJIB30BAHHOTO

PuBacTUrMMUHA OCHOBAHHA

Mocrasumk API 6309165, 7545301, ocHoBaH

Bee METO/b! UCIIBITAHH, HCTIONL30BAHHBIE BO BPEMS HCIIBITAHMI, OTPAKAIOT TEKY e MPOBEPEHHBIC
HCTILITAHMIL, KOTOpbIE ObLIH AKTHBHBI BO BPEMA TECTHPO

ye pusacturmiia DS16, RO142, Hopaptuc Papma AT

METOABI
BaHUs 4N pennsa.

10T OTHET GBI 0100peH 1 BBIMYIIEH OTBETCTBEHHBIM pykosoznTenem KK B 3/1€KTpOHHOM Buze, U JeiiCTBHTENEH

Ge3 noATHCH OT PYKH.

JITC Jlomaun TepaneBTHYECKHE CH

030000243370

cteMbl AlT, JlomaHwTpacce 2, D-56626 AnnepHax, ['epmaHus
212

«JITCy»

HacTosuuii cepTudukaT b1 aBTOMaTHIECKH CreHepUpoBaH.
JlaHHble YTBEPKICHE! OTBETCTBEHHLIM JTHLIOM




CEPTU®UKAT COOTBETCTBUAA

IMpoaykT: Dkcenon 10 RU VK30
ApTurya Ne 3321582
Crpana: Poccuitickas Penepauns 3aka3z Ne 1080931
Cepusi LTS Ne: 7013311F Cepus kanenTa Ne: ALT331210
Cepusi cTpaHbl HasHaueHHs Ne: ALT331210
JlaTa H3roToBJIeHHS: 26.04.2021
CpoK roHOCTH: 03.2023
MecTo npoH3BOACTBRA: JITC Jlomans Tepanestuueckue cuctemsl AL, JlomanuTpacce 2, 56626
AnnepHax, ['epmanus
Ne muueH3uH HA H3TOTOBJIEHHE! DE RP 01_MIA_2021_0005
Ceprupuratr GMP Ne: DE _RP_01_GMP_2021_0006
00S / OTKNOHEeHusA Homep
HeT noaTeepaxaenHnbix pesyabratos O0S -
HeT 0TUeTHLIX OTKJIOHEHHIH -
Mudgopmauns 418 KOHKPETHOr0 MOKynaTe/st Homep
KonugecTBo (eAMHNLI) 7611
Howmep perucrpaumn. JICP-007020/08
Jlo3upoBka: 9.5 Mr/24 4 pHBacTUTMHHA
JlekapcTBeHHas opma: TIC
Pazmep U TUIT YTIAKOBKH: 30 makeror B kopoOke
HaumMenoBsaHe NpoIyKTa: EXELO TTS 18MG/10CM2 ALPR (30X) RU_2
Homep MaTepuasia noxkynaTens: 728731

Sxcenon / Pusacturmun TTC 18 mr/ 10 em?
TectoBas MoHorpadus: DP_3742509_C R 3

DTOT ZOKYMEHT OblJI MOAMHCAH B YIEKTPOHHOM BHIIE W NEHCTBUTENCH 6e3 pyUHO# MOANUCH OT PYKH.

030000243370 12

HacTosumii cepTudukat Oblll aBTOMAaTHHYECKH CTEHEPHPOBAH.
JlaHHBIE YTBEPIKIEHbI OTBETCTBEHHBIM JIMLIOM




MpoaykT: Dxcenon 10 RU VK30
ApTHKYJT Ne 3321582
Cepusa LTS No: 7013311F Cepusi KHeHTa Ne: ALT331210

BBIMyCK Ul OTIPY3KH:
HacToAMM MOATBEPIIAI, YTO TNl IPOM3BOICTBA, YKA3aHHbIC B TeXHHYECKOM Cornawenun o Kauectse, Oblin

BLITIONHEHBI B NOJHOM cooTBeTcTRHH ¢ TpedoBanuaMd GMP EU n yc/i0BHAMY, H3JI0AKECHHBIMU B CornateHud A
ofecrneuenys COOTBETCTBUA TpebOBaHHAM paspellleHHs Ha NPOJIAKY, KaK 3TO NPELYCMOTPEHO

Horaprtuc ®apma AT
Texnunueckoe Cornawmenue o Kauectre: 09.07.2021

Hara Bpemst IMoanuch YNOJIHOMOYEHHOI0 AHLA

16.07.2021 14:14:18 Christian Langer

JITC Jlomann TepanesTueckue cucrembl AT, Jlovanuwrrpacce 2, D-56626 Aumeprax, ['epmanus
030000243370 212

Hactosumii ceprugukat Obl1 aBTOMaTHUECKH CTEHEPHPOBAH.
JlaHHbIE YTBEPKACHBI OTBETCTBEHHbIM JIHLIOM



