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CEPTUO®UKAT CEPUM

BoinymeHo:
HosapTtuc ®apma I'm6X
Poonmrpacce 25 u O6epe Typuurpacce §-10
90429 HropuOepr. Jlunien3us Ha NpoU3BOICTBO:
DE BY 05 MIA 2021 0052/55.2-2678.3-3-1163-9

IIpoayxr:

Jlo3upoBka:
JlekapcTBenHas ¢opma:
Pa3mep u THN yNaKOBKH:
T'nodanbHbIii MaTepuag Ne:
PerncrpanuonHoe
yaoctoBepenune Ne

JaTa u3roroBJieHust
KoanuecTBo ynakoBok:

EXELON (QKCEJIOH) TTS 27 MG/15 CM? RU

13.3 Mr/24 4

TpaHCAEpPMalbHAasI TePaNeBTHUECKAs CHCTEMA

30x1

726084 Cepus Ne: ALT347330

JIT1-002416 JlokaabHblii MaTepuag Ne: 726084

06.09.2021 Cpoxk roanoctu: 08.2023

1316 mTyk (u3 CoC Crpana HazHauyeHus: Poccuiickas denepanus

030000248643 ot LTS)

JlarHBIE TECTOB, TPeOOBaHUS, PE3YIHTATH M 3aKIIOYCHHS IPUBEACHEI B CIICAYIONIEM

ceprudukare/cepTuduKaTax:

YnakoBoyHas HHSI_)ODMa[Il/lﬂ

Ceptuduxatr Ne:
Mponykr:
I'no6anbHbIl MaTepuas Ne:

Hp0ﬂ3B0).IHTeJ'l]>2

JIMleH3Uus1 HA U3rOTOBJIEHHE:

CoA/ CoC 030000248643 ot LTS, moanucano 14.12.2021 Dr. Anita Noeske
EXELON (QKCEJIOH) TTS 27MG/15CM? RU
726084 Homep cepun: ALT347330

JITC Jlomann Tepanu Cuctem AT, Jlomannmpacce 2, 56626 AnnepHax,
T'epmanus
DE RP 01 MIA 2021 0038

IIpou3BoACTBeHHAsN
uHdbopmanus

Ceptuduxar Ne:

Ilpoaykr:

T'nodanbHbIii MaTepuag Ne:

IIpousBoanTen:

JIMeH31us HA U3rOTOBJIEHHE:

CoA/ CoC 030000248643 ot LTS, noamucano 14.12.2021 Dr. Anita Noeske
EXELON (DKCEJIOH) TTS 27MG/15CM? RU
726084 Homep cepun: ALT347330

JITC Jlomann Tepanu Cuctem AT, Jlomannmtpacce 2, 56626 AnnepHax,
I'epmanus
DE RP 01IMIA 2021 0038

HNudopmauus 0 TeCTHPOBAHUHU

Ceptuduxatr Ne:
IIpoayxr:
T'nodanbHbIii MaTepuag Ne:

IIpousBoanTen:

JIMIEeH3Hus HAa N3TOTOBJIEHHE:

CoA/ CoC 030000248643 ot LTS, moanucano 14.12.2021 Dr. Anita Noeske
EXELON (QKCEJIOH) TTS 27MG/15CM? RU
726084 Homep cepuu: ALT347330

JITC Jlomans Tepanu Cuctem AT, JlomanHmtpacce 2, 56626 AnaepHax,
I'epmanus
DE RP _01IMIA 2021 0038
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HaCTOHIIII/Iﬁ CepTI/I(IJI/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.

ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM



BoinymeHo:

(‘) N 0 V A RT l S Hosapruc ®apma I'm6X

Poonmrpacce 25 u O6epe Typuurpacce §-10
90429 Hropubepr. JIuneH3us Ha MPOU3BOJICTBO:
DE_BY_05_MIA_2021_0052/55.2-2678.3-3-1163-9

CEPTUO®UKAT CEPUM

X He 6b1710 3aperucTpupoBaHO OTKIOHEHUH BO BpeMsl IPOU3BOICTBEHHBIX ONEpaIIHi

[1 Bo Bpems ipon3BOACTBEHHBIX ONepannii ObUTH 0OHAPYIKEHBI OTKIIOHEHUS, KOTOPBIE OBUTH
HCCIIeI0BaHbI KOMIIETEHTHBIM JIMIIOM. VccineoBaHme MPUIILIO K BEIBOY, YTO OTKJIOHEHHE
(s1) He TOBJIMAJIO HA O€30MACHOCTh M 3 (HDEKTUBHOCTH MPOAYKTA.

Ccpuika Ha OCHOBHBIE / KpuTHdeckue oTkioneHus: «N/Ay nmn «Record ID»: N/A

KommenTapuu k cepruduxary:

- Poccwmiickuii ceprudpuxar GMP mns Novartis Pharma GmbH, Roonstrasse 25, 90429 Nuremberg, Germany 01
otkioHeH 12.09.2018 (cm. [Ipunaraemslit MeMOpaHIyM; JOKYMEHTaILHO oopmiteH o HomepoM # 2008380).
- O1381B cepruduxata GMP EC nponsBonurens aumerona (npomexxyrodnoro npoaykra A®C) Dishman
Carbogen Amcis Limited.

-TpancnopTupoBKa B CTpaHy Ha3HAUEHUS SIBISIETCS JIOKaIbHOU 0TBeTCTBeHHOCThI0 OO0 «HoBaptuc ®apmay
- CpoK TOJTHOCTH BBIpaKeH B (hopMaTe «MM.ITIT». JlaHHbII (hopmar paccyuTaH Ha TO, YTOOBI BCer/ia BKIKOYATh
MIOCJIEAHIONO IaTy Mecsia

-IIpomyxT O6buT ipom3BeneH B cooTBeTcTBHH co criertudukanueit HJI JI1-002416-030414 Vzm.Nel-4, Brimrogas
YIaKOBKY M MapKHUPOBKY

- [IponsBoauTens cyocranuu PuBacturmun - HoBaptuce Punrackunan Jitn, Upnanans

- PPMS HOomep — 1922387

3ak/0ueHue:

Hacrosmum ynoctoBepsto, 4To JaHHast nHpOpManus Mo UIMHHA U BEPHA.

JanHas cepus co3zniana/ Mpou3BeeHa, BKIII0Uas YIIAKOBKY M KOHTPOJIb, Ha BHILIEYIIOMSIHYTOM MECTE IIPOU3BOJICTBA
B COOTBETCTBHU ¢ npaBriiaMu GMP J0KaJIbHOTO PeryiIsiTOPHOrO OpraHa M creluduKaneil perucTpalioHHOTo
YAOCTOBEPEHHsI UMIOPTUPYIOLIEH CTPaHBbI.

Hapabotka, ynmakoBKa 1 aHaJIM3 CEPUH COOTBETCTBYIOT TpeboBanusiM GMP.

Jluno, BoigaBIee cepTuukar: Beuter Daniel
JoJKHOCTD: YnomaomoueHHoe iuio, HoBaptiuc @apma I'moX
JlaTa u Bpems: 22.12.2021
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HaCTOHIIII/Iﬁ CepTI/Iq)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM



«JITCy»

CEPTUHO®UKAT AHAJIM3A

IIpoayxr: Oxcenon 15 RU VK30

ApTukya Ne 3321583

Crpana: Poccwuiickas ®eneparust 3aka3 Ne 1082706

Cepns LTS Ne: 7026291C Cepns kauenTa Ne: ALT347330
Cepns cTpansl Ha3HayeHnss  ALT347330
Ne:

JlaTa u3roroBJieHuUs: 06.09.2021

Cpok rogHocru: 08.2023

TecTbl TpeboBanns PesyabTatsl

HommuuanocTs puBacTurmuna (TCX)*

3uauenne Rf metogom TCX

3nauenue Rf coorBercTBYET
CTaHAAPTY

IMoanuuuocth puBacTurmuna (B3XX) Bpewms yaepxuBanust 00pasen/cTaHiapT | COOTBETCTBYET
d 0.1min

[ocroponnue npumecu: 226-90* He 6ouee 0,4% 0.1%

[Mocroponnue npumecu: 213-95%* He Gouee 0,2% <0,1%

[Mocroponnue npumecu: 802-95%* He Gouee 0,2% <0,1%

ITocToponnune npumecu: 017-05* He 6onee 0,4% <0,1%

ITocTopoHHME TIPHIMECH: He 6onee 0,2% <0.1%

HEUACHTU()HUIIUPOBAHHBIE*

[TocToponnue npumecu: cymma* He 6onee 1,0% 0.1%

KommgectBenHoe onpenenenne pusacturmuaa™ | 90 - 110% 100.5%

OnHopomHOCTh J03upoBanus, EBp. ®apm.*

COOTBETCTBYeT TpeOoBaHMAM EBp.
Dapwm. 2.9.40

cootBercTByeT EBp. @apm. 2.9.40
yposeHb 1 (n=10)

OnHopoaHocTs no3uposanust, ®. CIIIA*

cootBetcTBYeT Tpebosanusim @. CIIIA
<905>

cootBercTByeT ®. CILIA yposens 1/
n=10

OpnHOpOIHOCTH No3upoBanus, Sn. dapm.*

COOTBEeTCTBYET TpeboBanusM . Papm.

cooTBeTcTBYeT SAn. @apm. yposess |

OIHOPOTHOCTH TO3UPOBAHUS, IIPUCMIICMAsT
BeUurHa*

He 6oiee 15,0

3.5

Konnuectennoe onpenenenue D, L-a- 80 -110% 96.8%
ToKoepona*

BricBoboxaenue in vitro gepes 0.5 4, cpennee™ | 25 - 45% 32%
BricBoboxaenue in vitro uepes 0.5 d, He MeHee 25% 31%
MHUHUMYM*

BricBoboxaenue in vitro uepes 0.5 4, He 6onee 45% 33%
MaKCUMyM*

BricBoboxaenue in vitro gepes 2 4, cpexaee* |51 - 75% 64%
BricBoboxaenue in vitro gepes 2 4, MuHUMYM* | He MeHee 51% 61%
BricBoOokIeHHE in Vitro Yepes 2 4, MaKCHMyM ™ He oonee 75% 65%
BricBoOOXIeHUE in Vitro depes 4 4, cpenHee® | 62 - 86% 76%
BricBoOoOXieH e in Vitro yepe3 4 4, MuHUMYM* | He MeHee 62% 73%
BricBobokIeHUE in Vitro yepes 4 4, MaKCUMyM ™ He Ootiee 86% 77%
BricBoOoxaeHue in vitro gepes 7 4, cpexaee* | 69 - 93% 83%
BricBoboxaenue in vitro gepes 7 4, MUHUMYM* | He MeHee 69% 80%

030000248643
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HaCTOHIIII/Iﬁ CepTI/I(IJI/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM




Hponykr: OkcenoH 15 RU VK30

ApTtukya Ne 3321583

Cepus LTS Ne: 7026291C Cepns kauenta Ne:  ALT347330
TecTnbl TpedoBanus Pe3syabTaTsl
BricBoOOXIeHME in Vitro yepe3 7 4, He 0omee 93% 84%
MakcHUMyM*

* = MCTIBITAHO Ha TOHKOM CJIO€
Cuna aarezun TTC He meHee 2.50 H/TTC 17.34 H/TTC
Cuna pazpnenenus TTC He 6onee 1200 cH/TTC 33 cH/TTC

Onucanne/ nmnpunt TTC/came

CBOMCTBEHHO HCIBITYCMBIM IapaMeTpamM

u came

cootBercTByeT PA 2000077-
05

Onucanune umnpunta TTC B

COOTBCTCTBHH C IICHATHIO

TTC-umnpunr 13.3 mr/24 u

COOTBETCTBYCT CIICII.

DMO00017

HpOI/ISBO,Z[I/ITeHB HCIIOJIB30BAHHOI'O

PuBacturmmna

HpOI/ISBO,Z[I/ITCHB HCIIOJIb30BAHHOI'O

ocHOoBaHHUs PuBacTurmMmHa

Hosaptuc Punrackuamau Jltn,
Wpnanaus

IToctaBmuk API 6509165, 7577581, ocHoBanue puBacturmuda DS16, R0153, HoBaptuc ®@apma AT

Bce metoant PICHLITaHPIﬁ, HCIIOJIb30BAHHBIC BO BpEMsI HCHLITaHHﬁ, OTpaXKarOT TEKYIIUE NIPOBEPEHHLIC METO/IbI
HCHLITaHPIﬁ, KOTOpbIC OBLIN AKTUBHEI BO BpEMs TCCTUPOBAHUA IJId peiin3a.
DTOT OTYET OBLI 0;[06peH U1 BBIMYIIEH OTBETCTBCHHBIM PYKOBOJIUTECIIEM KK B QJICKTPOHHOM BUIEC, U NCHUCTBUTEIICH

0e3 NOAIUCH OT PYKH.

JITC Jlomann TepaneBtudeckue cucteMbl Al', JlomanmTpacce 2, D-56626 Annepnax, ['epmanus

030000248643
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HaCTOHIIII/Iﬁ CepTI/IqJI/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.

ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM




«JITCy»

CEPTUPUKAT COOTBETCTBUA

IIpoayxr: OkcenoH 15 RU VK30

ApTukya Ne 3321583

Crpana: Poccwuiickas denepanmist 3aka3z Ne 1082706

Cepns LTS Ne: 7026291C Cepus kanenTa Ne: ALT347330
Cepus cTpanbl Ha3Havennsa Ne:  ALT347330

JlaTa u3roroBJieHuUs: 06.09.2021

Cpok rogHocru: 08.2023

MecTo NpOU3BOACTBA: JITC Jlomann TepaneBtuueckue cucremsl Al', Jlomanmrpacce 2, 56626

AnpnepHax, ['epmanus
Ne TuLIeH3UM HA U3rOTOBJIEHHE: DE RP 01 MIA 2021 0038
Ceptudpuxar GMP Ne: DE RP 01 _GMP_2021 0006

0OO0S / OTKnoHeHus Homep

HeTt nmoaTBep:KaeHHBIX pe3yabTaToB O0S -

Het oTYeTHBIX OTKJIOHEHHUI -

Nudopmanust 1isi KOHKPETHOT0 MOKYNaTeJIs Homep

KonuuectBo (enuHwuIr) 1316 xop.

Howmep perucrpanuu: JIT1-002416

Jlo3upoBka: 13.3 Mr/24 4 puBacTUrMuHa
JlekapcTBenHas hopma: TTC

Pa3mep u U ynakoBKu:
HaunmenoBanue npoaykra:

Homep martepuana nokymnarens:

Dkcenon / PuBacturmun TTC 27 mr/ 15 cm?
TecroBast monorpagus: DP_3746245 C R 4

30 nakeToB B KOPOOKe
EXELO TTS 27MG/15CM2 ALPR (30X) RU
726084

ITOT JOKYMCHT ObLI IMOJANHrCaH B 3JICKTPOHHOM BUJIC U ﬂeﬁCTBHTeHeH 0e3 py‘IHOfI MOANHNCH OT PYKH.

030000248643
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HaCTOHHII/Iﬁ CepTI/I(IJI/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM




Hponykr: OkcenoH 15 RU VK30
ApTtukya Ne 3321583
Cepus LTS Ne: 7026291C Cepns kauenta Ne:  ALT347330

Boinyck amnst oTrpy3Ku:

Hacrosmum moATBep ka0, 4TO ITalbl MPOU3BOJICTBA, yKa3aHHbIe B Texuudeckom Cornamennu o Kayectse, ObLTH
BBITOJIHEHBI B IIOJTHOM COOTBeTCTBUH ¢ TpeboBaHusMu GMP EU u ycnoBusimu, nznoxeHHbIMUA B COTIAIIICHUH IS
oOecrieueHHs COOTBETCTBUS TPEOOBAHUAM Pa3pEIICHUS Ha MPOJAXKY, KaK 3TO MPEIYCMOTPCHO

Hosaptuc ®apma AT
Texunueckoe Cornamenne o Kauectse: 09.07.2021

JlaTta Bpems IToanuch yNOJTHOMOYEHHOI0 AU

14.12.2021 12:43:35 Hp. Anuta Hotick

JITC Jlomann TepaneBtuueckue cucremsl Al', Jlomanmrpacce 2, D-56626 Annepnax, I'epmanus
030000248643 2/2

HaCTOHIIII/Iﬁ CepTI/Iq)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCpUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMIIOM
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