JEKJIAPAIISL O COOTBETCTBUA ||

JEKJAPAHT, IPUHUMAIOI MU JEKJIAPAIIMIO O COOTBETCTBHHA

000 "Hogapmuc Papma"

Ceedenus o pecucmpayuu opaanusayun. Meocpationnan uncnexyus @edepanvroil Hano2080i cnyxcovr No 46 no
2. Mocxee 27.12.2006, OI'PH 1067761778083, dama npuceoenusa OFPH 27.12.2006.

Aopec: 1253135, 2. Mockesa, Jlenunzpaockuii npocnexkm, 0. 72, kopnyc 3.Tenegpon: 8(495)967-12-70.

B auye: I'enepanvuotii dupexmop Koneposea H.A.

Hoeepennoe nuyo: I'peizosa T.H., doeepennocms 6/n om 20.01.2019

3ASIBJSIET, UTO ._
nekapemeenHoe cpedcmeo: Candocmamun, pacmeop Onst GHYMPUGEHHO20 U NOOKJICH020 6eedenus (.05 me/mn 1 |
ma , amnyast (3), nauxku kapmonwsie, pez Ne II N016249/01 om 17.03.2010 eévioarno Hoeapmuc Papma AT, cepus '
SKT76, napmus 390 ynaxosok, 200en oo 30.06.2021, npouzeodcmea Hosapmuc @apma Ulmetin AT,

Lgetiyapus, Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Swiizerland koo OKIT[2

21.20.10.181, xoo TH B3/ 3004390001, koumparxm Ne NPHLLC-2012 om 01.05.2012, uneoiic Ne 2001432540

om 26.04.2019

COOTBETCTBYET TPEGOBAHHAM

HI 42-2094-04 usm. Ne 1-3

JEKJIAPALIUA ITPUHATA HA OCHOBAHUHA
cepmucpuram ananuza npouzeodumens 6/n om 28.11.2018, Cepmuguxam coomeememesus cucmemi |
Mmenedacmenma kavecmea 6 Cucmeme 006posonvnoi cepmuurayuu "CAPM-PETHCTP" Ne POCC

CH @)KJ0.K.00203, cpox oeticmeus ¢ 25.01.2019 2. no 25.01.2022 2., OO0 "OxpysicHoii yenmp KoHmpois
xauecmea", Poccus, 115280, e. Mockea, yn. Macmepkosa, 0. 4, sm. 5, nom. I, kom. 1

IATA IPUHSTHS JEKJIAPALIVY 07.05.2019
EJIbHA JIO 30.06.2021 g

LRC d} e I'peizoa T.H. :
s noaAnuch D.H1.0 |
‘CBEJEHUS O PETUCTPALIIN |

OPI'AH I10 CEPTU®UKAIINM, 3APETUCTPUPOBABII NI JEKJIAPAIIMIO

RA.RU.11®MI11 OPIAH I10 CEPTH®HKALHH ITPONYKLHH OBL{ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "©OPMAT KAYECTBA", adpec opaanuzayuu : 109428, 2. Mocxea, 1-viti Bazosckuil
npoesd, 0. 5, emp. 1, adpec opzana no cepmugpuxayuu: 129626, 2. Mockea, 1-aa Meimuyuncrasn, 0. 25, mei.
(495) 783-19-08

JEKJIAPAIIUS O COOTBETCTBUH 3APETUCTPUPOBAHA A POCC RU J-CH.®@M11.B.23014/19

\/Q!Qfﬂ»w-? '_Z__ Spowenko M.A.

MOJANUCH PykoBonurens OC




) NOVARTIS

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

JIOTUCTUYECKASA
COITPOBOAUTEJIBHASA 3AITUCKA Ne CH010400795415
K cepTU(QHKATY CePHH

TpoayKT: CAHJIOCTATHH, PACTBOP /1J151 BHYTPMBEHHOI'O U [TOAKOXXHOI'O
BBEJIEHMSL; 0.05 MI'/1 MJT 1X5 RU

Toprosoe HazBanne: CAHJIOCTATHUH, PACTBOP JJJIs1 BHYTPUBEHHOI'O U TTOAKOXKHOI'O
BBEJEHUS; 0.05 MI'/1 MJT 1X5 RU

I'1o6anbHbBIH OLIEHNBaeMblii 136178 Cepus Ne: SKT76
maTepuana Ne:
I'mo0anbHBIH HeOLIEHHMBAEMbIii Ceptuduxar cepuu Ne:  CH120200506730

maTepua Ne:

3aka3uuk Ne: RU0300

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

IKNopT (papMaLieBTHUYECKOI MPOAYKLIMH

Hcxonsimmii HoMep 5001781354. 10 Ne 3akaza-Hapsiza

¢apm. noctaBku: KOHEYHOI'0 MOJIy4aTeJis: 1001446032

No 3akaza Ha OKyNIKy 4700113916 JocTaBiieHO

KOHEYHOI'0 MOJTy4aTeJis: Kou-Bo: 390.000
Eannunebi: IIT.

| IIOHOJIHI/ITCJILHQH JIOTUCTHYCCKASA I/IH(l)OpMaHI/IH:

| MeHexKep 10 JIOTHCTHKE: Laurence SCHMID Hara: 12-04-2019

Crpanuua 1/5



> NOVARTIS

Boinymeno:
HOBAPTUC ®APMA LUTENH AT
1lla¢g¢pxay3epurrpacce
4332 lllreiin
JIMIeH3Usl HA U3rOTOBJIEHHE No:
504879
Ceprudpukar GMP Ne:
18-0750 for solids/18-0834 for steriles

CEPTU®UKAT CEPUH
Ne CH120200506730

Ipoayxkr:

T ymaKkoBKH:
Pazmep ynakoBku:
PYy:

CTpaHa Ha3HAYeHUs:
JlaTa U3roToBJICHUS:
JaTta BblImycka:
Cpok rooHocTH:
KounuecTBo equnmIL
MPOAYKTA:

JlekapcTBeHHasi popma:

CAHIOCTATHH, PACTBOP JJ1s1 BHYTPUBEHHOI'O 1
MNOJKOXHOI'O BBEAEHUS; 0.05 MI'/1 MJT 1X5 RU
JKUAKOCTb B amIlyJie
aMITyJIbI

1x5

T N016249/01

PO

25.07.2018
28.11.2018
30.06.2021

560.000 mtyk

Cepus Ne: SKT76

Mpoaykr:

IIpoussoanTenb:

Ceptuduxar GMP Ne:

I'nobGanbHbIH MaTepuat Ne:
JlokaabHbIi MaTepuaia Ne:

JIuIeH3Us1 Ha H3rOTOBJIeHHE:

YiakoBoYHasi I’IH(]!O pManus

CAHIOCTATHH, PACTBOP JJI1 BHYTPUBEHHOI'O U
IMOJKOXXHOI'O BBEAEHMS; 0.05 MI'/1 MJI 1X5 RU
136178

136178

Hogaptuc ®apma, [lteitn AT’

LHaddxoitzepurrpacce

CH4332 Illreiin

504879

18-0750 for solids/18-0834 for steriles

JlaHHbIE TECTOB, TPEOOBAHMUS, PE3YJIBTATHI U 3aKJIIOUCHHUS MPUBENICHBI B CACAYIOIIEM cepTudukare/cepTrudukarax:

Cepruduxart Ne:
MIpoayxkr:

JlaTa BbIITycKa:
IIpounssoanTenb:

I'no6anbHbI MaTepuaa Ne:
JlokaabHblii MaTepuan Ne:

JInIeH3usi HA H3roTOBJIEHHE

CH120100406673

CAHIAOCTATHH, PACTBOP /JIs1 BHYTPUBEHHOI'O U
[NOJKOXHOI'O BBEAEHUS; 0.05 MI'/1 MIJIL. 0.28
881114 Cepus Ne:
881114

19.09.2018

Hogaptuc ®apwma, Iteitn AT'

Laddxoitzepmrrpacce

CH 4332 Illreiin

504879

SFX35
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Hacrosmuit cepTiduKaT ObUT aBTOMaTHYECKH CTCHEPHPOBAH.
JlaHHBIEe YTBEP)KAECHBI OTBETCTBEHHBIM JIMLIOM.




' Boinymeno: N
( ) N O v A RT I S HOBAPTUC ®APMA LLITEWH AT’
1lla¢g¢pxay3epurrpacce
4332 lllreiin
JIMIeH3Usl HA U3rOTOBJIEHHE No:
504879
Ceprudpukar GMP Ne:
18-0750 for solids/18-0834 for steriles

CEPTU®UKAT CEPUH
Ne CH120200506730

MpoayKr: CAHJIOCTATHH, PACTBOP J1J151 BHYTPUBEHHOI'O U

TMMOAKOXXHOI'O BBEJEHIS; 0.05 MI'/1 MJT 1X5
I'no6anbHBIH MaTepuas Ne: 136178 Cepus Ne: SKT76
3akioueHue:

Hacrosumm yaocToBepsto, 4To JaHHas HH(pOopManus NOITMHHA U BepHA. JJaHHAs cepys co3aHa/ IPOM3BENIeHa,
BKJTIOYAs YIIAKOBKY U KOHTPOJIb, Ha BEIMICYIIOMSHYTOM MeCTe IIPOM3BOJCTBA B COOTBETCTBHU ¢ IpaBunamMu GMP
JIOKQJIBHOTO PETYNATOPHOTO OpraHa U crelu(pyKalyei perucTpaOHHOTO Y IOCTOBEPSHUS HMIIOPTUPYIOIIEH
CTpaHBL.

Hapa0oTka, ynakoBKa U aHAJIN3 CEpUH COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEHHOE JINLIO: Doruk KAYALAR

JaTa u Bpems: 28-11-2018 18:05:37

Jluno, BelaaBIIee cepTH(RPUKAT: Doruk KAYALAR

JOMKHOCTD: DKCHepT OTAeNa KauecTBa

JlaTta u Bpemsi: 28-11-2018 18:05:37
Crpanuua 3/5

Hacrosmuit cepTiduKaT ObUT aBTOMaTHYECKH CTCHEPHPOBAH.
JlaHHBIEe YTBEP)KAECHBI OTBETCTBEHHBIM JIMLIOM.



!> NOVARTIS

IIpousseneno: .
HOBAPTUC ®APMA LITEUH AT’

Llag¢pxayzepurrpacce
4332 Ulreitn
[IIBeiinapust

CEPTUD®UKAT AHAJIM3A
Ne CH120100406673

Ipoayxr: CAHIOCTATHH, PACTBOP JI1 BHYTPUBEHHOI'O U TTOAKOXXHOI' O
BBEJEHMA; 0,05 MI'/1 MJI 028

I'nobanbHblil MaTepuan Ne: 881114 Cepus Neo: SFX35

JlaTa u3roToBJIeHHS: 25.07.2018 IIpoToxoJ aHaam3a Ne: 4100376974

HopmaTtusHasi PP_3711165_A_R_1

JOKYMeHTALUs:

TecTbl TpeGoBanus PesyabTaThl

OnucaHue ynakoBK{ 1 M1 ammyna u3 OECLIBETHOTO CTEKJIa CooTBeTcTBYyeT

Onucanue coAaepKUMOro aMILyJibl [po3padHblif, 0ECIBETHBIH PacTBOP Ipo3padHblif, 0eCLBETHBIH
pacTtBOp

pH 39-45 4,1

HHnekc mpenoMiaeHus 1,338 — 1,340 1,340

HoMuHanbHbI 00beM He menee 1,00 ma 1.0 mn

OcMOIIIPHOCTH 315 - 350 MOcMm/kr 337 MOcM/kT

Wnentuduxauus COOTBETCTBYET CTaHAAPTYy CPaBHEHUS CoOTBETCTBYET CTaHIAPTY
CpaBHEHHUSA

ITocTOpoHHUE YacTULIbL He 6omnee 6 000 2

>= 10 MKM Ha amITyJ1y

ITocTOpoHHUE YacTULIbL He 6omnee 600 0

>= 25 MKM Ha aMITyJ1y

Crpanuna 4/5
Hacrosmuit cepTiduKaT ObUT aBTOMaTHYECKH CTCHEPHPOBAH.
JlaHHBIEe YTBEP)KAECHBI OTBETCTBEHHBIM JIMLIOM.



IIpousseneno:

HOBAPTUC ®APMA ILUTEWH AT

Llag¢pxayzepurrpacce

4332 Illreiin

[IIBeiinapust

CEPTUOUKAT AHAJIM3A
Ne CH120100406673
Mpoaykr: CAHJIOCTATHH, PACTBOP U151 BHYTPUBEHHOI'O U ITOJAKOXKHOI'O
BBEAEHUNA; 0,05 MI'/1 MJT 028
I'nobanbHblil MaTepuan Ne: 881114 Cepus Ne: SFX35
TecThI TpeGoBanus Pe3yabTaThl
MexaHn4yeckue BKITIOUCHUS ITpakTryecku 6€3 BUAMMBIX YaCTHI] 0€3 BUIMMBIX YaCTHI],
WpeHTudukanus OKTPEOTUIA METOIOM CooTBeTCTBYET CTaHAapTy cpaBHEHHs COOTBETCTBYET CTaHAAPTY
BOXX CpaBHEHHS
KonuuecTBeHHOE onpeneneHne 95,0-105,0 % 98.6 %
oKTpeoTuaa merogom BOXX
[TpomyxTrl Aerpaganum (mec-Thr-on®)- He 6onee 1,0 % 0,5 %
OKTpeoTua MerooM BOXKX
[TpomyxTrl Aerpaganuu Apyrue: He 6onee 0,5 % 0,1 %
MHAMBUAYaJIbHBIE MeTo0M BOXX
[TpomyxTrl Aerpaganuy Apyrue: cymma He 6omnee 1,0 % 0,1 %
meTooM BOXKX
Onpenenenue GakTepHaTbHBIX He 6onee 100 ME/Mr <0,4 ME/Mr
SHIOTOKCHHOB TYPOOANMETPUUECKUM
METOA0M
CTepunbHOCTD He 00Hapy:XeHO )KH3HECTTOCOOHBIX CooTBeTCTBYET
OpraHu3MOB

3akaouyeHne:

Cepust COOTBETCTBYET crielU(pUKaMKA HOPMATUBHOM JAOKYMEHTAUWH. HacTosIMM YAOCTOBEPSIO, UTO JAaHHAs
vH(popMalys NOAMMHHA U BepHa. HapaOoTka ¥ aHAIK3 CepUU MPOBEPEHBI M COOTBETCTBYIOT TpeboBanusiM GMP.

OTBeTCTBEHHOE JTULIO: Marzia FARANDA
Jata u Bpemsi: 06-09-2018 11:26:17
Jluno, BelIaBIIee cepTH(RPUKAT: Marzia FARANDA
JOJIKHOCTB: Crapiuuii cieuanucT OTAeNa KauecTBa
JaTta u Bpemsi: 06-09-2018 11:26:17
Crpanuua 5/5

Hacrosmuit cepTiduKaT ObUT aBTOMaTHYECKH CTCHEPHPOBAH.
JlaHHBIEe YTBEP)KAECHBI OTBETCTBEHHBIM JIMLIOM.



