Beinymeno:

(‘) NOVA RTIS Hosapruc Dapma TmoX

Poonmrpacce 25 u O6epe Typuurrpacce 8-10
90429 Hiopudepr. JInueH3us Ha npoH3BOACTBO:

CEPTUD®UKAT CEPUHN

IMpoaykr: EXELON (3KCEJIOH) TTS 18MG/10CM? RU

do3npoBKa: 9.5 Mr/24 4

JlekapcrBennas opma: TpaHcaepMansHas TepaneBTHYeCKas CHCTEMA

Pasmep M TN YNAKOBKH: 30x1 »

TnodaabHbIil MaTepHa Ne: 728731 Cepnsn Ne: ALT240230
PerucrpaunonHoe JICP-007020/08 JlokanbHblii maTepuan Ne: 728731
yaocTtoBepeHie Ne

JlaTa u3roToBAeHHNA 03.02.2020 Cpoxk roanoctn: 01.2021

KosnyecTBo ynakopok: 6405 wryk (u3 CoA Crtpauna naznavuenus: Poccuiickas ®enepaums

030000226740 ot LTS)

JlaHHblE TecTOB, TpeGOBAHHSA, Pe3Y/IbTaThl H 3aKTIOUEHHS NPUBEACHBI B CIENYIOLIEM
cepruturare/cepTudukaTax:

VnakosouHas vHdopmauus

Ceprudurar Ne: CoA/ CoC 030000226740 ot LTS, noarucano 12.05.2020

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

T'nob6ansublii MmaTepuan Ne: 728731 Homep cepun: ALT240230

IlpoussoauTeNh: JITC Jlomann Tepanu Cuctem AT, JlomanHmTpacee 2, 56626 AHnepHax,
["epmanus

JInueH3us Ha H3rOTOBJIEHHE: DE RP 01 _MIA 2019_0029

Ipou3BoacTBEHHAA HHpOPMALHS

Ceprudurar Ne: CoA/ CoC 030000226740 ot LTS, noanucano 12.05.2020

Mpoaykr: EXELON (3KCEJIOH) TTS 18MG/10CM? RU

I'nobansHbIil MaTepnasa Ne: 728731 Homep cepun: ALT240230

IponspoauTes: JITC Jlomann Tepanu Cucrem AI', Jlomaunmrpacce 2, 56626
AHpepHax, ['epmanus

JIMueH3usi HA H3rOTOBJIeHHE: DE_RP_0IMIA_2019_ 0029

Hudopmauus o TeCTHPOBAHHU

Ceprudurar No: CoA/ CoC 030000226740 ot LTS, moanucano 12.05.2020

MpoaykT: EXELON (3KCEJIOH) TTS 18MG/10CM? RU

I'nobanbHbIil MaTepuan Ne: 728731 Homep cepun: ALT240230

IIpon3BoanTenn: JITC Jlomann Tepann Cuctem AL, Jlomannmrpacce 2, 56626 Annephax,
I'epmaHud

JIMUeH31s HA H3TOTOBJIEHHE: DE_RP 01IMIA 2019 0029
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Kuyantse &
HacTtoaumii ceprudpukart Gbu1 aBTOMATHYECKH CreHepUpPOBaH. va
ﬂaHHble YTBEPKIAEHBI OTBETCTBEHHBLIM JIHUOM

el lepenog NEOReRIA
Natalya  =rmawiios.an




Brinymeno:

(‘) N O VA RT I S Hogapruc ®apma I'moX
Poonrrpacce 25 u O6epe Typuimrpacce 8-10
90429 Hiopubepr. JIuieH3ns Ha npoH3BOACTBO!
DE BY 03 MIA 2018 0068{55/2-2678/3-3-745-6

CEPTUD®UKAT CEPUH

X He 651710 3aperucTpHPOBAHO OTKIOHEHHI BO BpeMs MPOH3BOACTBEHHBIX onepami

[ ] Bo BpemMA NPOM3BOACTBCHHBIX Orepauuil Gein 0OHAPYKEHBI OTKIIOHEHHUS, KOTOpEIC OblIK
HCClle 10BaHbl KOMMETEHTHBIM JIHUOM, Mccnenosanne NnpyILIO K BBIBOLY, UTO OTKIOHEHHE
() He MOBNHANO Ha Ge30MacHOCTb H 3 PeKTHBHOCTL NPO/IYKTA.

Cchinka Ha OCHOBHBIE / KpHTHUECKHE OTKIOHeHHs: «N/A» unn «Record [Dy:

KommeHTapun Kk cepTHHKaTy:

- Poccuiicknii ceprucmiar GMP s Novartis Pharma GmbH, Roonstrasse 25, 90429 Nuremberg, Germany Gbin
otknoneH 12.09.2018 (cm. TIpunaraemblii MEMOPaHIYM: JOKYMEHTAIbHO 0OPMIEH N0 HOMEPOM #2008380).
-TpaHCropTHPOBKA B CTPAaHY HAa3HAYEHUA ABJISETCH JIOKAIbHONW OTBETCTBEHHOCTBIO 000 «HogapTtuc ®apma»
-TTpoaykT 6L IPOH3BEEH B COOTBETCTBUH co cneundukaumeii HJJ JICP-007020/08-020908 M3m.Nel-8 srmiouas
YIIAKOBKY H MapKHPOBKY

- CpoK FOJHOCTH BbipakeH B (hopmaTe «MM.ITrr». JlaHHBIH HOpMAT paccuTaH Ha TO, 4TOObI BCETA BKIKOYATH
NOC/EIHIOK aTy Mecaud

- IpouzsoauTens cy6eranumun Pusacturmun - Hosapthe apma AT, lseiiuapus

- PPMS Homep — 1593345 Cepus ne cepnanusosana. HecepuanusosatHblii ToBap MoKeT ObITh BBE3EH B Poccuro
10 30 nuronsa 2020 roza.

3akaovenne:

HacToaummM yI0CTOBEPsIHO, YTO JaHHas HH(opmMauus NoJJIMHHA H BepHa.

Jlanuas cepus Co3aHa/ POM3Be/eHa, BKIIKOUAA YMAKOBKY H KOHTPOMb, HA BEILICYNOMAHYTOM MeCTe IPOH3BONICTRA
B COOTBETCTBHM ¢ npasunaMy GMP NOKanbHOro peryJIATOPHOTO OpraHa  cneundukaumuei perncTpauMoHHOro
YIAOCTOBEPEHHA UMIOPTUPYIOLIEH CTPaHBbI.

HapaGoTka, ynakoBKa H aHATIM3 CEPHH COOTBETCTRYIOT TpebosaHusiM GMP.

JIuuo, BeigaBwee cepruduraT: Beuter Daniel
JomKHOCTE: VrnionnomouenHoe nuio, Hoeaprue ®apma Im6X
JlaTa u Bpems: 15-06-2020
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Hactosiwnii ceprudukar 6611 aBTOMAaTHYECKH CrEHEPHPOBaH.
JlaHHBle YTBePKIEHbI OTBETCTBEHHBIM JIHLIOM




«JITCy»

CEPTUOUKAT AHAJIM3A

Mpoaykr: Skcenon 10 RU VK30
Aprukyn Ne 3318354
Crpana: Poccuiickan denepauns 3aka3s Ne 1073990
Cepust LTS Ne: 7004440C Cepust KiaHeHTa No: ALT240230

Cepus cTpaHbI Ha3HAUeHHS No: ALT240230
JlaTa M3roTOBJICHHA: 03.02.2020
CpoK roaHocTH: 01.2022
Tecthl TpeboBaHus PesyabTathl
[Toannuuocts puacTirmuna (TCX)* 3nayenue Rf meromom TCX 3nauenue Rf cooTBercTByeT

cTaHaapry

[TonmmHHOCTL puBacTHrMUHa (BOXX)

Bpewms yaep:KkUBaHHA COOTBETCTBYET
crangapty d 0.1 min

Bpewmst yaep:KHBaHHA COOTBETCTBYET

[MocToponnue npumecu: 226-90%* ue Gonee 0,4% <0.1%
IMocTopoHHKe npHmecn: 213-95% He 6onee 0,2% <0,1%
[MocToponuue npumeck: 802-95* He tonee 0,2% <0,1%
[Moctoponuue npumecu: 017-05* ne 6omnee 0,4% <0,1%
[TocTOpOHHNE MPUMECH: eTHHHYHBIE HE ne Gonee 0,2% <0.1%
uneHTHdHUHpoBaHHbIe*

IMocTopoHHKE MPUMeCH: cymma™ He Gonee 1,0% <0.1%
KonuuecreeHHOE OonpeaesieHHe 90 -110% 98.3%

puBacTurmuHa*

OanopoanocTs ao3upoBanns, Esp. ®Gapm.*

cooTBeTcTBYET TpeboBaHuam EBp.
bapm. 2.9.40

cooteetcTeyet Enp. ®apm. 2.9.40
yposeHs 1 (n=10)

OanopoaHocTs Ao3upopaHus, O. CILA*

cooteercTByeT TpeGoanuam @. CLIA
<905>

cooreercteyer ®. CLIA yposeus 1/
n=10

OnHOpOAHOCTL A03MpoBaHus, Sn. ®apm.*

cooTBeTCTBYET TpeboBanuam Sn. dapm.

cooTeeTcTBYET Sn. apm. yposeHs |

OnHOPOAHOCTh A03HPOBAHHA, NpHEMIeMas
BenuyHHa*

ne conee 15,0

3.2

KonuuecteenHoe onpenenexue D, L-a- 80 - 110% 94.8%
Tokogepaosa B %o*

BriceoOoskaenue in vitro gepes 0.5 u, 25 -45% 32%
cpenHee*

BeicBoGOsKAEH E in vitro 4epes 0.5 u, Mun.* He meHee 25% 32%
BoicBoBokaeHue in vitro yepes 0.5 4, make.* He Gonee 45% 33%
BricBOGOKIEHHE in vitro yepes 2 4, cpeanee® |51 -75% 63%
BeicoGoskaeHHE in Vitro yepes 2 u, MUH.* He MeHee 51% 63%
BoicBoGOsKIEHKE in Vitro yepes 2 u, Makc.* He Gonee 75% 64%
BricBoGoskIeHHe in vitro vepes 4 4, cpennee* | 62 - 86% 75%
BbiceoboKAEHHE in Vitro yepes 4 1, MHH.* He MeHee 62% 75%
BricobokaeHue in vitro uepes 4 4, make.* He Donee 86% 76%
BricBoGoKIEHHE in vitro yepes 7 4, cpennee® |69 - 93% 83%
BricBoGosaenue in vitro uepes 7 4, MHH.* He meHee 69% 81%
BricBoGoskaenne in vitro depes 7 u, Makc.* He Gonee 93% 84%

* = YCMBITAHO HA TOHKOM Cloe

030000226740
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Hacroammii cepridukar ObT aBBTOMaTHYECKH CreHepHPOBaH.
JlaHHble YTRepIKAEHB! OTBETCTBEHHBIM JIMLOM




TMpoayKT: Dkeennon 10 RU VK30

Aprukya Ne 3318354

Cepust LTS Ne: 7004440C Cepust KineHTa Ne: ALT240230
TecTrl TpeGoBanust Pe3yabTaThl
Cuna anrezun TTC ne menee 2.00 H/TTC 15,10 H/TTC
Cuna pazgenenus TTC He 6onee 1000 cH/TTC 52 cH/TTC

Onucanue/ umnpunt TTC/cate

CBOWCTBEHHO MCIIBITYEMbBIM NapaMeTpam

H calue

cootsercteyet PA 2000077-
05

Hpomaonmem, MCMOJIB30BAHHOIO

PuBacTHrMuHa

l'lpomaonmen b UCIOJIB30BAHHOIO

PuBacTUrMuHa

Hogapric Punrackummu Jitn,
Hpnangua

Hcnonszyercs API 6509165, 7928429, ocHoBaHHe pHBACTHIMHHA DS16, R0129, Hosaptic ®apma Al

Bee METOMIb! HCTbITAHHE, MCTIONB30BAHHBIE BO BPEMs HCMBITAHHIT, OTPAKAIOT TEKYUIHE NPOBEPEHHBIC METO/IEI
HCIBITAHHI, KOTOpbie GbiIM AKTHRHBI BO BPEMs TECTHPOBAHHE /15 pe/in3a.
DToT oTUET BEIT 006PEH U BHIMYIIEH OTRETCTBEHHBIM pykoroauTenem KK B anekTpoHHoM BHIC, H neHcTBUTENEH

6e3 MoANUCH OT PYKH.

JITC Jlomann Tepanesruueckue cuctemsl Al', Jlovanwtpacce 2, D-56626 AuaepHax, ['epmanns

030000226740
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Hacroawmii ceprudukar 611 aBTOMATHHECKH CreHEPHPOBAH.
Jlannbie yTBEpXKIAEHE! OTBETCTBEHHBIM THLOM




«JITC»
CEPTU®UKAT COOTBETCTBMUSI

IMpoaykr: Skcenon 10 RU VK30

ApTHKY Ne 3318354

Crpana: Poccuiickas ®enepauns 3aka3s Ne 1073990

Cepus LTS Na: 700444C Cepun kianenTa Ne: ALT240230
Cepus cTpanbl HasHaueHnsa Ne: ALT240230

JlaTa W3roTOBJIEHHS: 03.02.2020

Cpok roasocru: 01.2022

MecTo NPOH3BOACTBA:

JITC Jlomann TepaneBTHYECKHE CHCTEMBI AT, Jlomanwrrpacce 2, 56626

AnnepHax, ['epmanus

Ne nuLeH3¥H HA U3roTOBJIEHHE!
Cepruguxar GMP Ne:

DE_RP_01_MIA 2019_0029
DE_RP_01_GMP_2020_0001

Q0S| OTKNOHEHUA Homep
Her noaTeep:iaeHHbIX pesyabraToB O0S -

HeT 0T4eTHBIX OTKJIOHEHHIT -
Hudopmauus 118 KOHKPETHOr0 MOKynaTe/ s Homep
KonnuecTBo (eAMHUL) 6405

Homep percTpaumu:
Jlo3upoeka:
JlekapcTeeHHas (opma:
Pasmep W THN YMAKOBKH:

HaumeHoBaHHe NPOJIyKTa:

Homep marepuana nokymnarens:

SxcenoH / Pusacturmun TTC 18 mr/ 10 cm?
Tecrosas moHorpadpms: DP_3742509_C_R_3

JICP-007020/08

9.5 Mr/24 4 pHBacCTUrMHHA

TTC

30 nakeToB B kopofke

EXELON (3KCEJIOH) TTS 9.5MG/24H ALPR (30X)
RU

XX728731

DTOT HOKYMEHT ObUT MOANKCAH B 3IEKTPOHHOM BHIE H AEHCTBUTENECH Oe3 py4HOIl MOANUCH OT PYKH.

030000226740
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Hacrosumii ceptudukaT Op1 aBTOMATHYECKH CI¢HEPHPOBAH.
JlaHHEIE YTBEPKIAEHBI OTBETCTBEHHBIM JTHLIOM




Mpoaykr: Dkcenon 10 RU VK30
ApTHiyn Ne 3318354

Cepus LTS Ne: 700444C Cepust KiaHeHTa N ALT240230

BhINyCK AT OTIPY3KH:

HacTosLLMM NOATBEPIKIAIO, YTO ITAMbI POH3BOJCTBA, YKA3aHHLIC B Texuuueckom Cornauenun o Kauectse, Obuti
BBINOJHEHb! B NONHOM cooTBeTcTBiH ¢ TpeGoBanuamu GMP EU 1 yc10BUAMH, H3JIOKEHHBIMU B CornaiueHn ana
oBecrneueHus COOTRETCTBUA TpeGOBAHNAM paspelleHs Ha MPOAAKY, Kak 3TO npeaycMOTpeHo

Horapruc ®apma AT’
Texunueckoe Cornamenne o Kauectse: 17.12.2015

Jdara Bpemsi TMoanuce YNOJIHOMOYEHHOI0 AHUA

12.05.2020 16:35:01 Jlp. Auuta Hoiick

JITC Jlomann Tepanestuueckue cucteMsr A, JlomanwTpacce 2, D-56626 AnnepHax, ['epmanus
030000226740 2/2

Hactosmmii cepriudukar G671 aBTOMATH4ECKH CTeHEPHPOBaH.
JlaHHble YTBEPAKAEHBI OTBETCTBEHHBIM JIHLOM



