JNTEKJAPAIIMSA O COOTBETCTBUM

JEKJIAPAHT, IPUHAMAIOII I JEKJTAPAITAIO O COOTBETCTBHH

00O "Hosapmuc Papma"

Ceedenus 0 pezucmpayuu opeanusayuu: Mexcpationnan uncnexyus Dedepanvioii Hano206ot cayvicvr Ne 46 no
2. Mockee 27.12.2006, OT'PH 1067761778083, dama npuceoenus OI'PH 27.12.2006.

Aopec: 125315, 2. Mocksa, Jlenunzpadckuii npocnexm, 0. 72, kopnyc 3.Tenegpon: 8(495)967-12-70.

B nuye: I'enepanvuuiii Oupexmop Koneposa H.A.

Josepennoe nuyo: Tiopun A. B., dosepennocms 6/n om 03.12.18

3AABJIET, UTO

nexapcmeennoe cpedcmeo. Cepmuxan, mabnemxu 0,75 me 10 wm., ynaxoeku auetikosvie konmypHvie (6), nauxu
xapmonuvie, pez No JIC-002282 om 29.07.2011 (0ama samener 14.02.2018) evidarno Hoseapmuc Papma AL
cepus SNX17, napmus 914 ynaxoeox, 2oden do 31.03.2022, npouseoocmsa Hosapmuc @apma Llmeiin AT,
Hlseiiyapus, Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland koo OKIT/]2
21.20.10.214, koo TH B3] 3004900002, xonmpaxm Ne NPHLLC-2012 om 01.05.2012, uneotic Ne 200.-'455367
2001455368 om 10.07.2019

COOTBETCTBYET TPEBOBAHMAM

JIC-002282-290711 uzm. Nel-6

JEKJAPAIIMSI IPUHATA HA OCHOBAHHHA

cepmucpuxam ananuza npouseodumens 6/n om 02.07.2019, Cepmugpuxam coomeemcmeus. cucmemot
Menedoiemenma kavecmea 6 Cucmeme 0obpoeonsro cepmuuxayuu "PAPM-PETUCTP" Ne POCC
CH.®)KI0.K.00203, cpox deticmeus ¢ 25.01.2019 2. no 25.01.2022 2., 000 "Oxpysrcnoil yenmp koHmpois
xavecmea", Poccus, 115280, . Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1

19.07.2019

CTBHUT AJTO 31.03.2022
/ Tiopun A. B.
MOMMNKUCE ®.1.0

CBEJIEHUS O PETUCTPAIIIA

OPI'AH 1O CEPTH®UKALMH, 3APETCTPHUPOBABIINI JEKJIAPAIIMIO

RA.RU.11®MI]1 OPTAH IT0 CEPTHO®HUKALMY ITPONYKILHH OFIJECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-viii Basoscxui
npoeso, d. 5, cmp. 1, adpec opzana no cepmugpuxayuu: 129626, 2. Mockea, 1-an Meimuwunckas, 0. 25, men.
(495) 783-19-08

JEKJAPAIIUSI O COOTBETCTBUM 3APETHCTPUPOBAHA N POCC RU 4-CH.®M11.B.31828/19
PALIAH 19.07.2019

4
W»—- Spomenko M.A.

MOAMNKCH Pyxosogutens OC




) NOVARTIS

Bpinymeno:
HOBAPTHC ®APMA IITEWH AT
1la¢g¢pxay3epurrpacce
4332 Ulreiin
Jlnuen3us Ha U3roToBiaeHne Ne
504879
Ceprupuxatr GMP Ne:
18-0750 FOR SOLIDS/ 18-0834 FOR STERILES

CEPTUO®UKAT CEPUHU
Ne CH120200526123

Mpoaykr:

JlekapcTBeHHasi popma:
T ynmakoBKH:

Pa3smep ynakoBkH:
I'no6anbHbIil MaTepuaa Ne
JlaTa U3roToBJIeHUA

JlaTa BbIITycKAa:

Cpox roaHocru:
KosuuecTBo eAHHMIT
MpOAYKTA:

CEPTHUKAH TABJIETKH 0,75 MI" 6X10 RU

Tab1eTKU
onucrep

6x10 wTyk
152010
04-04-2019
02-07-2019
31-03-2022
914.000 wryk

Cepus Ne: SNX17

YnakoBouHas nHGpopmanus
MIpoayxkr:

I'no6anbHbIil MaTepuaa Ne
JlokaabHbIi MaTepuaa Ne
IIpounssoanTenb:

Homep ceprupuxara GMP:

JIuIeH3us Ha H3rOoTOBJIeHHE:

CEPTUKAH TABJIETKH 0,75 MI" 6X10 RU
152010

152010

Hosaptuc ®apma, [teitn AT’
LHaddxoitzepurrpacce

CH4332 Illreiin

504879

18-0750 FOR SOLIDS/ 18-0834 FOR STERILES

JlaHHEBIE TECTOB, TPEOOBAHHU, Pe3yIBTATHI M 3aKITFOUCHHS IPUBEACHEI B CIICAYIOIIEM cepTH(HKaTe/cepTHdIKaTaX:

Cepruduxar Ne

MIpoayxkr:

I'nobGanbHbIH MaTepua Ne:
JlokaabHbIi MaTepuaa Ne:
JaTta BblImycka:
IMpouspoauTeb:

JInieH3uss HA M3roTOBJICHHE:

CH120100426044

CEPTUKAH TABJIETKH 0,75 MI".005
857114 Cepus Ne:
857114

01-07-2019

Hosaprtuc ®@apma, Llreiin AI'
[Tad¢pxoitzepmrpacce

CH4332 Illreiin

504879

SNC16

Crpanuua 1/7

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM.




> NOVARTIS

Bopinmymeno:

Llag¢pxayzepurrpacce
4332 Ulreitn

JIuueH3usa Ha u3rorobyieHue Ne

504879
Ceprupuxar GMP Ne:

18-0750 FOR SOLIDS/ 18-0834 FOR STERILES

CEPTU®UKAT CEPUH
Ne CH120200526123

HOBAPTUC ®APMA LUITENH AT

IIpoaykrt: CEPTHUKAH TABJIETKH 0,75 MI" 6X10 RU
InobanbHbI MaTepuan Ne: 152010 Cepus Ne: SNX17
3akmoueHue:

Hacrosmum ynocToBepsro, 4To JaHHas HHYOPMALUs NOJUTHHHA 1 BePHa.

JlaHHas cepus co3iaHa/ pou3BeieHa, BKITIOUas YIIAKOBKY U KOHTPOJIb, Ha BRIIICYITOMIHYTOM MECTe
MPOU3BOJCTBA B COOTBETCTBUU ¢ NpaBwiamu GMP JIOKaJIbHOTO PEryJIITOPHOTO OpraHa u criequukanmeii
PETUCTPAIHOHHOTO YIOCTOBEPESHHS HMITOPTHPYIOMIEH CTPaHbL.

HapaboTka, yakoBKa U aHAJIU3 CEPUH COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEHHOE JTULIO:
JaTta u Bpems:

JInno, BelgaBmee cepTuuKaT:
JIO/ZKHOCTD:
JaTta u Bpems:

Crpanuua 2/7

Christelle WEIGEL
02-07-2019 10:33:56

Christelle WEIGEL
COTpyIHUK OTeNla KauecTBa
02-07-2019 10:33:56

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.




) NOVARTIS

Boinymeno:
HOBAPTUC ®APMA LUTENH AI
1lla¢g¢pxay3epurrpacce
4332 Ulreiin

CEPTUD®UKAT AHAJIM3A
Ne CH120100426044

IIponykr:

T'no6anbHbI MaTepuan Ne:

I[aTa H3roToBJICHUS:

HOpMaTI’IBHaﬂ AOKYMEHTALIHUA:

CEPTHUKAH TABJIETKH 0,75 MI".005

857114
04-04-2019

Cepus Ne: SNC16
Mpotokoa anaauza Ne: 4100397727

DP 3749223 003 R 01

TecThI TpeGoBaHus Pe3yabTaThl

OrmcaHue: IBeT TaONETOK Ot Gernoro 1o :KeNTOBAaTOTO Bernbrit

Ommcanue: Gopma Kpyrisle Kpyrisle IVIOCKOLMJIMHAPUUYECKHE
ITOCKOLMTUHAPHYECKHE TaOJIETK! CO CKOIIEHHBIMHU KpasMHU

OmucaHue: Ko rpaBHPOBKH

TabJeTkH ¢ (ackoit
«CL»; «NVR»

«CL»; «<NVR»

OnucaHue: HATHIKE PUCKU JIO’KHA OTCYTCTBOBATh OTCYTCTBYET

OmnucaHue: TOBEPXHOCTh rNagKas MOBEPXHOCTD rNagKas MOBEPXHOCTD

[MogmauHOCTE MeTogoM TCX: COOTBETCTBYET craHaapTy COOTBETCTBYET CTaHIAPTY CPABHEHUS
OBeposrMyc CpaBHEHMS

[MoTMHHOCTD AaHTHOKCHAAHTA: CoOTBETCTBYET cranaapTy COOTBETCTBYET CTAHAAPTY CPAaBHEHUSA
OyTHITHIPOKCUTOITYOJIa METOOM CpaBHEHUS

rx

[MogmaarOCTE MeTogoM BOXKX: COOTBETCTBYET craHaapTy COOTBETCTBYET CTaHIAPTY CPABHEHUS
OBeposMycC CpaBHEHMs

Crpanuua 3/7

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.




Boinymeno:

l') N O VARTI S HOBAPTUC ®APMA LUTENH AI

1lla¢g¢pxay3epurrpacce
4332 Ulreiin

CEPTUD®UKAT AHAJIM3A
Ne CH120100426044

Mpoaykr: CEPTHUKAH TABJIETKH 0,75 MI".005

I'no6anbHbIi MaTepuaa Ne: 857114 Cepus Ne: SNC16

TecTbl TpeGoBanusi PesyabTaThl

CpenHss Macca 180,0 — 195,0 mr 187 mr

PactBopenne metomom BOXXX: mpoBepeHHBIX 6-12 6

Tab1eTOK

PactBopenne metomom BOXX — OBepomimyc uepe3  He menee 85 % 100 %

30 muH: mokazarenb kojauuectsa (Q-Value)

PactBopenne metogom BOXXX — OBepomimyc uepez - 98 %

30 MUH: MUHUMYM

PactBopenne metogom BOXX — OBepomimyc uepez - 103 %

30 MUH: MaKCUMYM

PactBopenne metomom BOXX — OBepomimyc uepe3  COOTBETCTBYET COOTBETCTBYET

30 mux cnetmdukanuu O.CILLIA, crienu(puKanuu
E®D, SAn.®

IToctroponnue nmpumecu merogom BOXKX: 804-95 He 6onee 0,5 % <0,1 %

Crpanuua 4/7

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.



> NOVARTIS

IIpou3sBeneno:
HOBAPTUC ®APMA IUTEWH AT

Llag¢pxayzepurrpacce
4332 Ulreitn
Leiinapus

CEPTUO®UKAT AHAJIN3A
Ne CH120100426044

Hpoaykr: CEPTUKAH TABJIETKH 0,75 MI".005

I'mo6anbHbBIH 857114 Cepust Ne: SNC16
maTepuan Ne:

TecThl TpeGoBanus PesyabTaThl
TToctoponnue npumecu Metogom BOXKX: 008-96 He Gomee 1,5 % 0.2 %
INocroponHue mpuMecu MerogoM BOXKX: 005-98  He 6onee 0,2 % <0,1 %
TToctoponnue nmpumecu Metogom BOXKX: 012-99  He 6omee 0,5 % <0,1 %
TToctroponnue nmpumecu Metogom BOXKX: 013-99 He 6omee 0,4 % <0,1 %
ITocToponnue npumecu MeroaoMm BOXKX: 003-09  <0,5 % <0,1 %
TTocTopoHHPE TIPpUMECH METOIOM He 6o1ee 0,3 % <0,1 %
BOXX: ennHUUHOM HEMACHTU(PULNPOBAHHO

MIPUMECH

INocroponHue mpuMecu MerogoM BOXKX: cymma  He 6onee 1,0 % <0,1 %
HeUIEHTU(HUIUPOBAHHBIX MIPUMECEi

INocroponHue mpuMecu MerogoM BOXKX: cymma  He 6onee 2,8 % 0.2 %
BCEX IpUMecei

Bona He Gonee 2,3 % 1.4 %
Crpanuua 5/7

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.




> NOVARTIS

IlponsBeneno:
HOBAPTUC ®APMA LUTENH AT

1la¢g¢pxay3epurrpacce
4332 Ulreiin
1Beituapus

CEPTUO®UKAT AHAJIN3A
Ne CH120100426044

IIponykr: CEPTUKAH TABJIETKHU 0,75 MI".005

Tno6anbHbIi MaTepuana Ne: 857114 Cepust Ne: SNC16
TecTbl TpeGoBanus PesyabTaThl
KomuecTBeHHOE onpeeneHrie aHTHOKCHIAHTa 90,0-115,0 % 101.6 %
MetonoM ['X: Oyrunruapoxcuromyod (BI'T)

OnHOPOIHOCTH JO3UpOBaHUs MeTooM BOXKX: 10-30 10

YHCIO UCCIEAOBAHHBIX €TUHULL

OnHOPOIHOCTb N03UPOBaHUs MeToI0M BOXKX: - 100.0 %
OBepoSIMYC — MUHUMYM ) 103.5 %
OnHOPOTHOCTH JO3UpOBaHUs MeTooM BOXKX:

OBepOSIMYC - MAKCUMYM

OnHOPOTHOCTH JO3UpOBaHUs MeTooM BOXKX: - 1.1 %
OBepoJIMYC — CTAaHIAPTHOE OTKJIOHEHHUE He Gomee 15.0 % 27 9%
OnHOPOTHOCTH NO3UpOBaHUs MeToioM BOXKX:

OBepoJIMYC — MpHeMJIeMasl BETUUUHA

Crpanuna 6/7
Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.
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IIpousseneno:
HOBAPTUC ®APMA ILUTEWH AT

Llag¢xayzepurrpacce
4332 Ulreitn
Lseiinapus

CEPTUO®UKAT AHAJIM3A
Ne CH120100426044

Hponykr: CEPTUKAH TABJIETKH 0,75 MI".005

I'no6anbHbIi MaTepuaa Ne: 857114 Cepus Ne: SNC16

TecTnl TpeGoBaHus PesyabTaThl
OmHOpOIHOCTH A03WpOoBaHKA MeToaoM BOXKX: CooTBeTCTBUE TPEOOBAHUIM COOTBETCTBYET
OBepoONUMYC - &. CIIA, Ep. @, Sn. @

KonuuecreHHoe onpenenenue merogom BOXX: 95,0 - 105,0 % 100.6 %

3BEPOITUMYC

3akioueHue:

Cepust COOTBETCTBYET cieLM(pUKAMU HOPMATUBHON JOKYMEHTauuu. HacToAmMM yaOCTOBEPSIO, UTO JaHHAs
uH(popMalst NoATMHHA ¥ BepHa. HapaboTka 1 aHAIU3 cepul POBEPEHBI U COOTBETCTBYIOT TpedoBanusiaM GMP.

OTBeTcTBeHHOE JTHLIO: Christoph LEIBL
JaTa u Bpems: 28-06-2019 14:19:39
Jluno, BIaaBIIee cepTH(RPUKAT: Christoph LEIBL
JOIKHOCTh: Crapiuuii COTpYAHUK OT/eNa KauecTBa
Jata u Bpemsi: 28-06-2019 14:19:39
Crpanuua 7/7

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.



