Parfenova
Olga

Re:
Date: 2022.08.04 17:17:02 +0300

> NOVARTIS

Beinymeno:
Hogaprtuc ®apma I'm6X
Poonmrpacce 25 u O6epe Typuuirpacce 8-10
90429 Hropubepr. JInmeH3ust Ha IPOU3BOACTBO:
DE BY 05 _MIA 2022 0028/55.2-2678.3-3-1178-9

CEPTUDOUKAT CEPUU

Hpoayxr:

Jo3npoBka:
JlekapcrBenHas popma:
Pa3mep u TN ynmakoBKH:
I'iio6anbHbIil MaTepuas Ne:
Perncrpanuonnoe
yaocTtoBepeHue Ne

JlaTa U3roToBJICHHSsI
KosnuecTBo ynakoBok:

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

9.5 mr/24 4

TpaHCACpMaJIbHAsA TCPAIICBTUYCCKAsA CUCTEMA

30x1

728731 Cepus Ne: ALT397220

JICP-007020/08 JlokanbHbIil MaTepuan Ne: 728731

06.05.2022 Cpok rognocru: 04.2024
3561 mrtyk (u3 CoC Crpana Ha3HauyeHusi: Poccuiickas @eneparius
030000256490 ot LTS)

I[aHHLIG TECTOB, TpG6OBaHI/I$I, PE3YIbTATHI U 3aKIIIOUYCHNA IPUBCACHBI B CJICAYIOLICM

ceprudukare/cepTupuKarax:

YnakoBouHas nngopmanus

CepTuduxar Ne:
Ipoaykr:
I'no6anbHbIil MaTepuas Ne:

IIpounsBogureiin:

JInneH3us Ha U3roTOBJICHHE:

CoC/CoA 030000256490 ot LTS, noxnucano 06.07.2022
EXELON (OKCEJIOH) TTS 18MG/10CM? RU
728731 Homep cepun: ALT397220

JITC Jlomann Tepamu Cucrem AT, Jlomannmrpacce 2, 56626 AngepHax,
I'epmannus
DE RP 01 MIA 2022 0019

IIpou3BoaACTBEeHHAsI l/ng_)ODMa].ll/lfl

CepTuduxar Ne:
Ipoaykr:
I'mo6anbHbIil MaTepuas Ne:

IIponsBogureiin:

JInneH3us Ha U3roTOBJICHHE:

CoC/CoA 030000256490 ot LTS, noxnucano 06.07.2022
EXELON (OKCEJIOH) TTS 18MG/10CM? RU
728731 Homep cepun: ALT397220

JITC Jlomann Tepamu Cucrem Al', Jlomannmrpacce 2, 56626
Amnpepnax, ['epmanns
DE RP 01 MIA 2022 0019

HHQ)ODM&IIHS[ 0 TCCTUPOBAHUH

CepTuduxar Ne:
Hpoayxr:
I'iio6anbHbIil MaTepuas Ne:

HpOHSBOI[PITeJIL :

JInneH3usi HA N3roTOBJIEHHE:

CoC/CoA 030000256490 ot LTS, noxnucano 06.07.2022
EXELON (QKCEJIOH) TTS 18MG/10CM? RU
728731 Homep cepun: ALT397220

JITC Jlomann Tepamu Cucrem Al', JlomanumTpacee 2, 56626 AnnepHax,
I'epmanus
DE RP 01 MIA 2022 0019

Hacrosiuit ceprudukar 6bu1 aBTOMaTHYECKH CTEHEPUPOBAH.

I[aHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM

12



Beinyeno:

(‘) N 0 V ARTI1 S Hosaprtuc ®apma I'm6X

Poonmrrpacce 25 u O6epe Typuiurpacce 8-10
90429 Hropubepr. JIumeH3ust Ha IPOU3BOACTBO:
DE BY 05 MIA 2022 0028/55.2-2678.3-3-1178-9

CEPTUDOUKAT CEPUU

He 6b1710 3aperucTpiupoBaHO OTKIOHEHUN BO BPEMsl TPOU3BOJICTBEHHBIX ONEpAIIMA

I

Bo Bpemst POM3BOACTBEHHBIX OTEepaInii ObLTH 0OHAPYKEHBI OTKIIOHCHHSI, KOTOPBIC ObLITH
HCCIIEOBaHBI KOMIIETCHTHBIM JIUIIOM. Mccie0BaHme MPHUIIUIO K BRIBOLY, YTO OTKIIOHCHHE
(s1) HEe MOBIIHKAIO Ha 6€301aCHOCTh M 3D (HEKTUBHOCTh MPOIYKTA.

CchlKa Ha OCHOBHBIE / KpUTHUecKHe OTKIoHeHHs: «N/A» nim «Record ID»: N/A

KommenTapuu k ceprudukary:

- Poccuiickuii ceprudurar GMP s Novartis Pharma GmbH, Roonstrasse 25, 90429 Nuremberg, Germany 0bu1
otkiioneH 12.09.2018 (cm. [Ipunaraemsiii MeMopaHayM; JOKYMEHTaIbHO odopmiteH non HoMmepoM # 2008380).

- O13b1B ceprudukara GMP EC npousBoaurens qumerona (mpoMmexytodnoro npoaykra AOC) Dishman
Carbogen Amcis Limited.

-TpancnopTupoBKa B CTpaHy Ha3HAYECHHUS SBJIETCS JTOKabHOUM 0TBeTCcTBeHHOCThI0O OO0 «HoBapTtrc @apmar

- Cpok rogHOCTH BeIpakeH B popmaTe «MM.ITIT». JlaHHBIH opMaT paccuuTaH Ha TO, YTOOBI BCET/1a BKIIIOYATh
MOCIIEHIOKO JIaTy MecsLa

-IIpoxyxT O6bLT ipOM3BEsicH B cooTBeTcTBUH co crierupukarpeit HI JICP-007020/08-020908 M3m.Nel-11,
BKJIFOYasl YIAKOBKY U MAapKHPOBKY

- [IpousBoauTens cyocraniuu PuBacturmus - HoBaptuc Punrackunam Jitn, Upnanaus
- PPMS nomep — 1922726

3akioueHue:

Hacrositum ynoctoBepsito, 4To 1aHHas MHGOPMAIKs TOAJIMHHA U BEpHA.

JlanHas cepus co3aHa/ Mpor3BeICHA, BKIIIOYAs YIIAKOBKY U KOHTPOJIb, HA BHIIICYOMSIHYTOM MECTE IPOU3BOJICTBA
B COOTBETCTBUHU ¢ npaBuiiaMu GMP J10kanbHOr0 peryJsITOpHOro opraia ¥ celupuKanieid perucTpainoHHOro
YI0CTOBEPEHHUsI UIMITIOPTUPYIOLIEH cTpaHbl. [IpOM3BOJCTBO, YIIAKOBKA M aHAJIN3 CEPUU COOTBETCTBYIOT
TpeboBanusiMm GMP.

JIuno, BeIiaBuICEe cepTHHUKAT: Beuter Daniel
JloJIZKHOCTD: YnonaomouenHoe nuio, Hosaptuc ®apma 'Mm6X
JlaTa u Bpemsi: 29-07-2022
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Hacrosiuit ceprudukar 6bu1 aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM



CEPTUDPUKAT AHAJIN3A

Hpoayxr:

Aptuxya Ne 3321582
Crpana:

Cepus LTS Ne: 7015072B
JlaTa u3rorosJieHust: 06.05.2022
Cpok rogHocru: 04.2024

Poccuiickaa @enepanus

Okcenon 10 RU VK30

3aka3 Ne
Cepus kiauenTa Ne:

Cepus crpaHbl Ha3HaYeHHsT Ne:

1086621
ALT397220
ALT397220

TecTbl

TpeboBaHus

Pe3yabTathl

[ommuaaoCTs pHBacTurmuna (TCX)*

3uauenne Rf merogom TCX

3nauenue Rf coorBercTByeT cranmapry

[Momnmuuuocts puBacturmuaa (B2XX) Bug ENA-mka nomkHa COOTBETCTBYET
COOTBETCTBOBATH ITAIOHY M 00pa3Ly.
Ortkionenue He 6osee 0.1 min

[Mocroponnue npumecu: 226-90* He 6outee 0,4 % <0.1 %

[Mocroponnue npumecu: 213-95% He 6outee 0,2 % <0,1 %

[Mocroponnue npumecu: 802-95%* He 6outee 0,2 % <0,1 %

[Mocroponnue npumecu: 017-05* He 6outee 0,4 % 0,1%

ITocTopoHHUE IPUMECH: €TUHIYHBIC HE He 6outee 0,2 % 0.1 %

ueHTU UL POBaHHBIE®

[TocToponnue npumecu: cymma* He 6oxee 1,0 % 0.3%

KommuectBennoe onpezaeneHne 90.0-110.0 % 96.6 %

puBacTUrMHHA*

OnHopoaHocTh no3upoBanusi, EBp. @apm.*

COOTBETCTBYeET TpeboBaHusM EBp.
®Dapwm. 2.9.40

cootBeTcTBYET EBp. @apm. 2.9.40
ypoBenb 1 (n=10)

Opnnopoanocts nozuposanus, ®©. CIHIA*

cootBercTByeT TpeboBanusam @. CIIIA
<905>

cootBerctByeT @. CIIIA yposens 1/
n=10

OnHopoaHocTh no3upoBanusi, . Gapm.*

COOTBETCTBYET TpeOoBaHUAM S1I.
Dapwm.

cooTBeTcTBYET Sn. @apM. yposens 1

OIHOPOAHOCTH T03UPOBAHUS, IpHUEMIIEMast He Oonee 15,0 8.2
BenMunHa*

Komnuecrennoe onpenenenue D, L-a- 80—-110% 93.5%
Tokogepona*

BricBoOoxienue in vitro yepes 0.5 4, 25-45% 33%
cpeanec*

BricBoboskaenue in vitro uepes 0.5 4, Mun.* | He MeHee 25 % 33%
BricBoOoxieHue in vitro uepes 0.5 4, makc.* | He Oonee 45 % 33%
BricBoOo)aeHUE in vitro gepes 2 4, cpenuee® |51 —75 % 64 %
BricBoboskenue in vitro gepes 2 4, MUH. * He menee 51 % 63 %
BricBoOOXIeH E in Vitro uepes 2 4, Make. ¥ He 0osee 75 % 65 %
BricBoOokaeHuE in vitro gepes 4 4, cpenree® | 62 — 86 % 75 %
BricBoboskenue in vitro uepes 4 4, MuH. * He MeHee 62 % 74 %
BricBoboskenue in vitro uepes 4 4, makc.* He Oonee 86 % 77 %
BricBoOOXkIeHuE in Vitro yepe3 7 4, cpennee* | 69 —93 % 82 %
BricBoboskenue in vitro uepes 7 4, MUH. * He MeHee 69 % 81 %

030000256490
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Hacrosiuit ceprudukar 6bu1 aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM




IIpoayxr: Oxcenon 10 RU VK30

ApTHuKya Ne 3321582

Cepus LTS Ne: 7015072B Cepus kiauenTa Ne: ALT397220
TecTbl TpeboBanust PesyabTatsl
BricBoOoXAeHUE in Vitro yepes 7 d, He 6omee 93 % 84 %

makc.*

OcratouHblii pacTBopuTens: strinanerar™ | He 6onee 0.5% <0.1%
OcraTouHblil pacTBOPUTENb: H-TeKCaH* He 6omee 0.019% <0.001%

* = MCIBITAHO HA TOHKOM CJIO€

Cuna anresuu TTC He menee 2.00 H/TTC 18.53 H/TTC
Cuna paspenenus TTC He 6onee 1000 cH/TTC 49 cH/TTC

Onucanune/ umnpunt TTC/camre

CBOMCTBEHHO UCIIBITYEMBIM I1apaMeTpamM

H came

cootBerctByeT PA 2000077-
05

Wmnpunt TTC cornacHo ne4aTHOMY

MOTHBY

TTC-umnpunT 9.5Mr/244 cOOTBETCTBYET

creuduKam

DMO00016

HpOI/IBBO,HI/ITeHL HCIIOJIB30BAHHOI'O

PuBacturmmna

HpOI/IBBO,HI/ITeHL HCIIOJIB30BAHHOI'O

PuBacTurmMmna ocHOBaHUS

Hosapruc Punrackunau Jita,
Upnannus

[TocraBmuk API 6509165, 7602091, ocaoBanue Puacturmuna DS16, R0157, HoBaptuc @apma AT

Bce MeToap! McIIBITaHKH, UCIIONB30BaHHBIE BO BPEMs HCIIBITaHUH, OTPAXKAIOT TEKYIIIHE IPOBEPEHHBIE METOIbI
UCIIBITAHUH, KOTOpBIE OBbIJIM aKTHBHBI BO BpeMsl TECTUPOBAHUS AT PeNu3a.
3T1O0T O0TYeT OBLT 0JTOOPEH U BBIMYILIEH OTBETCTBEHHBIM pykoBoauTeneM KK B anekTpoHHOM BUE, U ACHCTBUTEIECH

0e3 MOAIMUCH OT PYKH.

JITC Jlomann Tepanestiueckue cucremsl Al', JlomanmTpacce 2, D-56626 Anneprax, I'epmanus

030000256490
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Hacrosiuit ceprudukar 6bu1 aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM




LT

CEPTUDPUKAT COOTBETCTBUA

Hpoayxr: Oxcenon 10 RU VK30
Aptuxya Ne 3321582
Crpana: Poccuiickas @eneparnust 3aka3 Ne 1086621
Cepus LTS Ne: 7015072B Cepus kiauenTa Ne: ALT397220
Cepus crpaHbl Ha3HaAYeHHsT Ne: ALT397220
JlaTa u3rorosJieHust: 06.05.2022
CpoK roiHoCTH: 04.2024
MecTo NpOM3BOACTBA: JITC Jlomann Tepanestuueckue cucremsl Al', JlomanmTpacce 2, 56626
Amnpnepnax, ['epmanns
Ne nuneH3uu HA U3roTOBJIEHUE: DE RP 01 MIA 2022 0019
Ceprupuxat GMP Ne: DE RP 01 GMP 2021 0006
0O0S / OTKNoOHeHusA Homep
Het noareep:kaeHHbIX pe3yjabTaroB OOS -
Het oT4eTHBIX OTKJIOHEHUI -
Nndopmanns 1151 KOHKPETHOT0 NOKYNATE/Is Homep
KonuyectBo (eauHmII) 3561 ymakoBok
Howmep perucrpanuu: JICP-007020/08
Jo3upoBka: 9.5 Mr/24 4 puBacTUrMHHA
JlekapcrBenHnas opma: TTC
Pa3mep u THII yIakOBKHU: 30 makeToB B KOpOOKe
HammenoBanue npoykTa: EXELO TTS 18MG/10CM2 ALPR (30X) RU 2
Howmep marepuana noxynarens: 728731

Akcenon / Puacturmun TTC 18 mr/ 10 cm?
TecroBas monorpadus: DP_3742509 C R 3

JT1oT JOKYMCHT OBLI MoANHrCaH B 3JICKTPOHHOM BUJIC U HeﬁCTBHTGHGH oe3 py‘lHOﬁ MMOANHCH OT PYKH.

030000256490 1/2

Hacrosiuit ceprudukar 6bu1 aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM




IIpoayxr: Oxcenon 10 RU VK30
ApTHuKya Ne 3321582
Cepus LTS Ne: 7015072B Cepus kiauenTa Ne: ALT397220

Brinmyck i oTrpy3Kku:

Hacrosmum noareepsxaato, 4To 3Tambl IPOU3BOACTBA, ykasaHHble B Texaudyeckom Cornamennu o Kauectse, Obutu
BBINOJIHEHBI B ITOJIHOM co0TBeTcTBUHU ¢ TpebosaHussMu GMP EU u ycnosusimu, nznoxeHHsIMH B CorfalieHuu Uit
00ecredeHns COOTBETCTBUS TPEOOBAHMAM pa3pelIeHHs Ha IPOAAXKY, KaK 3TO MPELyCMOTPEHO

Hogaptuc ®apma AT’
Texamueckoe Cornamenue o Kagectse: 09.07.2021

Jara Bpems Ioanuck ynoaHOMO4YEHHOI 0 JULA
06.07.2022 12:56:47 Dr. Anita Noeske

JITC Jlomann Tepanestuueckue cucremsl Al', Jlomanmtpacce 2, D-56626 Annepnax, I'epmanus
030000256490 2/2

Hacrosiuit ceprudukar 6bu1 aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM
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