JEKJIAPAIIUSA O COOTBETCTBHUHA

JEKJIAPAHT, IPUHUMAIOIIUIA NEKJAPALIAIO O COOTBETCTBHUHU

00Q0 "Hosapmuc @apma”

Ceeoenus o pecucmpayuu opeanuszayuu. Meocpationnan uncnexyua @edepanvHoii Hano2060t cayxcdor No 46 no
2. Mocxee 27.12.2006, OI'PH 1067761778083, oama npuceoenus OI'PH 27.12.2006.

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

B nuye: I'enepanvretii oupexmop Konepoea H.A.

Losepennoe nuyo: Tiopun A.B., dosepenrnocme 6/1 om 09.07.18

3ASABJSET, YTO

nexapcmeennoe cpeocmeo. Pemapa, mabremxu nokpsimole nieHouHol obonoukol 2.5 me 10 wm., ynaxoexu
Auetikosvie xoumypHuie (3), nauxku xapmonnwvie, pez Ne I N015738/01 om 29.06.2009 (0oama 3amenwt
18.05.2017) evioano Hoeapmuc @apma AT, Hlseiiyapusa, cepus SIN33, napmus 3842 ynaxoeok, 20den 0o
30.04.2023, npouseoocmea Hoeapmuc ©®apma lmeiin AT, Illeeiyapus, Novartis Pharma Stein AG,
Schaffhauserstrasse, 4332 Stein, Switzerland, koo OKII/]2 21.20.10.211, xoo TH B3] 3004900002, xonmpaxm
Ne NPHLLC-2012 om 01.05.2012, uneotic Ne 2001380083 om 19.10.2018

COOTBETCTBYET TPEBOBAHHAM

11 N015738/01-290609 uszm. Nel-4

JEKJIAPAITUS ITPUHSITA HA OCHOBAHUHA

cepmuguram ananusza npoussooumena 6/n om 08.10.2018, Cepmucpuxam coomeememeusn cucmemvt
Mmenedxncmenma kauecmea 6 Cucmeme 0obposonsroil cepmupurayuu "CAPM-PETHCTP" Ne POCC

CH ®©JK[0.K.00152, cpok oeticmsus ¢ 07.03.2018 2. no 25.01.2019 2., OO0 "Oxpyoicroti yenmp koHmpons
kauecmea", Poccus, 115280, 2. Mockea, yn. Macmepxoga, 0. 4, am. 5, nom. I, kom. 1

JATA IIPHI;IM JEKJIAPAIITAH 24.10.2018
' \TBHTE A 10 30.04.2023

\
/ Tiopun A.B.

MOAMHKCH d.1U.0

/(Mﬂﬁpllﬂ ’l‘l 11:' I:‘\'

"Novs _h Pharma l“ :

CBEJEHMS O PETUCTPAIIA

OPTAH 11O CEPTU®UKAIINH, SAPETUCTPUPOBABII U JEKJIAPAIIMIO

RA.RU.11®M11 OPTAH IT0 CEPTH®HKALIHMH TPONYKIHHU OBL[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "@OPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mockea, 1-viii Bazosckuii
npoeso, 0. 5, emp. 1, adpec opaana no cepmugpurayuu: 129626, 2. Mocxea, 1-as Metmuwunckasn, 0. 25, men.

(495) 783-19-08

JEKJIAPAITUA O COOTBETCTBUU 3APEI'MCTPUPOBAHA Ne POCC RU /]-CH.®@M11.B.04252/18
TPALIMH 24.10.2018

Silporufe
M Slpowerko M.A.

TIOAMHUCH Pykoeonurens OC




) NOVARTIS

Oraen noructuxw r. basens
Jluxrurpacce 35
4056, r. bazens, llIBelinapus

JIOTUCTUYECKASA
COITPOBOAUTEJIBHASA 3AITUCKA Ne CH010400754349
K cepTU(QHKATY CePHH

Mpoaykr: ®EMAPA TABJIETKH, TIOKPBITBIE IJIEHOYHOM OBOJIOUKOM 2,5 MI
3X10RU

Toprosoe nassaune: DOEMAPA TABJIETKH, TIOKPBITBIE IJIEHOYHOM OBOJIOUKOM 2,5 MI
3X10RU

I'no6anbHbIi OLleHHBaeMblii 150368 Cepus Ne: SIN33

MaTtepuaia Ne:

I'mo0anbHBIH HeOLICHHMBAEMbIii Ceptuduxar cepun Ne:  CH1202005001016

maTepua Ne:

3aka3uuk Ne: RU0300

3akazumk: 000 «Hosaptuc ®apma», Mocksa, Poccuiickas ®enepanns
JoctaBka Ha Ne: RUO0300 Koa cTpansl: RU
JlocTaBKa CTOpPOHE: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas ®enepanns

IKOopT (papManeBTHIECKOI MPOTYKIIHH

Hcxoasmmii Homep 5001722533 10 Ne 3akaza-napsiga

¢apm. nocraBku: KOHEYHOT0 MOoJTydaTeJisi: 1001383285

Ne 3aKa3a Ha HOKYNKY 4700106540 JocTaBiieHo

KOHEYHOI'0 MoJTyqaTeJIsi: Kou-Bo: 3,842.000
Eayunuub: IIT.

| JLONOJIHMTEILHASA JIOTHCTHYECKAA HHpOpMALIUS:

| MeHemKep Mo JOruCTHKE: Laurence SCHMID Jara: 16-10-2018
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> NOVARTIS

Boinymeno:
HOBAPTUC ®APMA LUTENH AT
1lla¢g¢pxay3epurrpacce
4332 lllreiin
JIMIeH3Hs HA H3TOTOBJIEHHE Ne
504879
Ceprudpukar GMP Ne:
18-0750 for solids/18-08340 for steriles

CEPTU®UKAT CEPUH

Ne CH120200501016

Ipoayxkr:

JlekapcTBeHHasi popma:
T ymaKkoBKH:

Pa3smep ynakoBkH:

CTpaHa Ha3HAYeHUS:
I'no6anbHbI MaTepuaa Ne:
JlaTa U3roToBJICHUS:

JaTta BblImycka:

Cpok rooHocTH:

KosinuecTBO eIMHMII MPOAYKTA:

®EMAPA TABJIETKU, [TOKPBITHIE [IJIEHOYHOM OBOJIOUKOM
2,5MI" 3X10 RU

TabJIETKH, TOKPBITBIE MIEHOYHON 000J0UKO#

omucrep

3 x 10 wryk
Poccuiickas denepanms
150368

18-05-2018

08-10-2018

30-04-2023

3842.000 wTyk

Cepus Ne: SIN33

YnakoBouHas nHGpopmanus
Mpoaykr:

I'nobGanbHbIH MaTepua Ne:
JlokaabHbIi MaTepuaa Ne:
IIpounssoanTenb:

JIuueH3usl Ha U3rOTOBJIEHHE:
Homep ceprupuxara GMP:

®EMAPA TABJIETKH, [TOKPBITBIE [TJIEHOYHOM OBOJIOUKOM
2,5 MI' 3X10 RU

150368

144371639020

«HoBaptuc ®apma lteitn Al»

Laddxoitzepmrrpacce

CH4332 Illreitn

504879

18-0750 for solids/18-08340 for steriles

JlaHHEBIE TeCTOB, TPEOOBAHHU, Pe3yIBTATHI M 3aKITFOUCHHS IPUBEACHEI B CIICAYIOIIEM cepTH(HKaTe/cepTHhIKaTaX:

JlokymeHT Ne:
CCbUIKH HA JOKYMEHT:
JokymeHT Ne:
CcCbUIKH HA JOKYMEHT:

OEMAPA TAB. 2.5 MI'; MAT:859417 JIOT: SEK36

CH120100399642
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM




' Boinymeno: N
( ) N O v A RT I S HOBAPTUC ®APMA LLITEWH AT’
1lla¢g¢pxay3epurrpacce
4332 lllreiin
JIMIeH3Hs HA H3TOTOBJIEHHE Ne
504879
Ceprudpukar GMP Ne:
18-0750 for solids/18-08340 for steriles

CEPTU®UKAT CEPUH
Ne CH120200501016

MIpoayxkr: ®EMAPA 3X10 TABJIETKH, [TOKPBITBIE [INIEHOYHOM OBOJIOUKOH
2,5MI" 3X10 RU

I'no6anbHbIi MaTepuaa Ne: 150368 Cepus Ne SJN33

3akioueHue:

Hacrosumm yaocToBepsto, 4To faHHas HH(pOpManus MOITMHHA U BEpHA.

JlaHHas cepus co3naHa/ MIPOU3BEJICHA, BKITIOYAs YIAKOBKY U KOHTPOITb, Ha BBILIEYIOMSIHYTOM MECTE MPOU3BOACTBA
B COOTBETCTBUH ¢ npaBusiaMud GMP JIOKaJIbHOTO PEryJISTOPHOTO OPraHa U crielu(prKanieil perucTpaluuoHHOro
YAOCTOBEPEHHS UMIIOPTHPYIOILEH CTPAHBL.

Hapa0oTka, ynakoBKa M aHAJIM3 CEPUH COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEHHOE JINLIO: Jolanda HUBER

JaTa u Bpems: 08-10-2018 14:46:59

Jluno, BelaaBIIee cepTH(RPUKAT: Jolanda HUBER

JLOJIZKHOCTD CoTpyIHUK OTAENa KauyecTBa

Jata u Bpemsi: 08-10-2018 14:46:59
Crpanuma 3 /7

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



!> NOVARTIS

IlpousBeneno: N
HOBAPTUC ®APMA LUTEUH Al

1lla¢g¢pxay3epurrpacce

4332 lllreiin
[ IBeitapus

CEPTU®UKAT AHAJIM3A

Ne CH120100399642

Mpoaykr: ®EMAPA TABJIETKH, [TOKPBITHIE [IJIEHOUHOM OBOJIOUKOM 2,5 MT". 013
I'moGanbHbI MaTepuan Ne: 856016 Cepus Neo: SEK36

JlaTa u3roToBJI¢HHS: 18.05.2018 IMpotoxoa ananusa Ne: 4100372027
HopmaTtusHasi DP_3748092_A_R_1

JOKYMeHTAIus:

TecTsI TpeGoBaHus PesyabTaThl

OnmcaHye: IBET TableTOK
Ommucanue: popma

Onucanue: KoJ rpaBUPOBKU
Pasmepsr: tnamerp

Pasmepsr: TosmmuuHa
TMopnuuHocTh MeTOaOM TCX:
Jlerpozon

IToanuHHOCTE MeTOAOM BOXX:
Jlerpozon

CpenHsis Mmacca

TEMHO-KENTHII

Kpyrnble cnerka qBOSKOBBIMYKIIbIE, CO
CKOIIICHHBIMU KpPasMHU.

«FV», «CG»

6,1 — 6,3 MM

2,9-3,4 MM

COOTBETCTBYET CTaHAAPTy CPABHEHUS

COOTBETCTBYET CTAHAAPTY CPABHEHUS

99 - 109 mMr

TEMHO-KEJTThIA

Kpyrnbie cnerka ABOSKOBBIMYKJIbIE,
CO CKOLIEHHBIMH KpPasMHU.

«FV», «CG»

6.1 MM

3.1 MM

CooTBETCTBYET

CooTBETCTBYET

105 mr
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM




!> NOVARTIS

Ilpousseneno:
HOBAPTUC ®APMA ILITEWH AT

Ila¢¢pxayzepmrpacce
4332 Ulreitn
[ IBeitapus

CEPTUD®UKAT AHAJIM3A
Ne CH120100399642

Mpoaykr: ®EMAPA TABJIETKHU, [TOKPBITHIE [IJIEHOYHOM OBOJIOUKOM 2,5 MT". 013
I'no6anbHbI MaTepuad Ne: 856016 Cepust Ne: SEK36

TecTbl TpedoBanusi Pe3yabTaThl
PactBopenue meronom BOXKX: yucino N =06, 12 unu 24 N=6

UCCIIeJOBAaHHBIX €TUHUL]

PactBopenue merogom BOXX - Jlerpozon uepes  He menee 80 % 98 %

30 MuH: 3HaueHHe Q

PacrBopenue merogom BOXX - Jlerpo3zon uepes - 97 %

30 MUH: MUHIMYM

PacrBopenue merogom BOXX - Jlerpo3zon uepes - 99 %

30 MUH: MAKCUIMYM

PactBopenue meronom BOXX - Jlerposon yepes
30 MuH

ITocroponnue npumecu metogom BOXX: CGS
20268

IToctroponnue nmpumecu meronom BOXKX: CGP
72744

Co0TBETCTBUE NPUEMIIEMOCTH T10 CooTBeTCTBYET
@. CIIA, Esp. @., 5. O.
He 6onee 0,3 % 0.06 %

He 6onee 0,2 % <0.05 %
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM




Ilpousseneno:

HOBAPTHC ®APMA IITEWH AT

Ila¢¢pxayzepmrpacce

4332 Illreitn

[ IBeitapus

CEPTUO®UKAT AHAJIN3A
Ne CH120100399642
Mpoaykr: ®EMAPA TABJIETKHU, [TOKPBITHIE [IJIEHOYHOM OBOJIOUKOM 2,5 MT". 013
I'no6anbHbI MaTepuad Ne: 856016 Cepust Ne: SEK36
TecTbl TpedoBanusi PesyabTaThl
INocToponHue npumecu meronom BOXKX: He 6onee 0,1 % <0.05 %
Jpyrue: eqUHUYHON HeUAEHTU(HULIUPOBAHHOM
TpUMecH
[Mocroponnue mpumecu BOXX: npyrue: cymma He 6onee 0,3 % <0.05 %
HEMICHTU()ULIMPOBAHHBIX MPUMECEit METOIOM
BOXX:
CymMa BceX pUMecei: He 6omnee 0,8 % 0.06%
OnHopoHOCTb no3upoBaHus MetoaoMm BOXKX: N = 10 umu 30 N=10
YKCJI0 UCCIIEAOBAHHBIX €IMHMLL
OOHOPOIHOCTE A03UpOBaHUA MeToioM BOXKX: - 96.9 %
Jletpo3sou - MuHMMYM
OOHOPOIHOCTE A03UpOBaHUA MeToioM BOXX: - 101.7 %
Jletpo3sou - MmakcuMyM
OOHOPOIHOCTE A03UpOBaHUA MeToioM BOXKX: - 1.7 %
JleTpo3out - OTHOCUTENBHOE CTaHIAPTHOE
OTKJIOHEHHE
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



!> NOVARTIS

IlpousBeneno: N
HOBAPTUC ®APMA LUTENH Al
1lla¢g¢pxay3epurrpacce

4332 lllreiin
[ IBeitapus

CEPTU®UKAT AHAJIM3A
Ne CH120100399642

Mpoaykr: ®EMAPA TABJIETKH, TTOKPBITBIE IIJIEHOYHOM OBOJIOUKOM 2,5 MT". 013
I'no6anbHbIil MaTepuaa Ne: 856016 Cepus Neo: SEK36
TecTbI TpeGoBaHus PesyabTaThl
OOHOPOIHOCTE AO3UPOBAHUSA METOJIOM He 6onee 15,0 % 4.1 %
BOXX: Jletpo3on — npuemiieMas BeJIMUUHA
OIHOPOIHOCTD T03UPOBAHUS METOIOM CooTBeTcTBUE TabIHLIE CoOTBETCTBYET
BOXX: Jletpo3on npuemiemoctu no ©. CILA, Esp. ©.,
Sn. ©.
KonuvecTseHHoe onpeneneHre METOA0M 95,0 — 105,0% 98.7 %

BOXX: Jlerpozon

3akiiloueHue:

Cepust COOTBETCTBYET CrieqU()MKALMK HOPMATUBHOM JOKYMEeHTaUWK. HacTosUMM yA0CTOBEPSIO, YTO AaHHAS
uH(popMalisg NoATMHHA U BepHa. HapaOboTka 1 aHanu3 cepyuy MPOBEPEHBL U COOTBETCTBYIOT TpeboBaHusIM GMP.

OTBeTcTBeHHOE JTHIIO: Alexander LEDITZNIG

JaTa u Bpems: 30-05-2018 16:04:49

Jluno, BeLgABIICE CEPTH(RPUKAT: Alexander LEDITZNIG

JOJIZKHOCTD Crapuuii cnenuanuct OK

JaTta u Bpems: 30-05-2018 16:04:49
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



