R
) NOVARTIS

Brinymeno:
HOBAPTHC ®APMA IITENH AT
Lladdxayzepurpacce
4332 1lreitn
JInuensus Ha H3roToB/IeHne Ne:
504879
Ceprugurar GMP Ne:
18-0750 for solids/18-0834 for steriles

CEPTU®UKAT CEPUU
Ne CH120200547968

IMpoaykT:

JlexapcrBennas gopma:
Tun ynakoBKH:

Pazmep YNaKoBKH:

PY:

CrpaHa HA3HAYECHUSA:
Iao6aabHbIi MaTepnaa Ne:
JlaTa H3TOTOBJICHHS:
JlaTa BoInmycKa:

CpoK roaHocTu:
KoanyecTBo ¢IHHHL
npoAyKTa:

CAHOCTATHH, PACTBOP JUJIA BHYTPUBEHHOI'O 1
[MOJIKOKHOI O BBEJJEHMA; 0.1 MIT/1 MII 1X5RU
JKUIKOCTL B aMTIyIIe
amnylibl

1x5

TTN016249/01

Pd

136177

14-11-2019
02-04-2020
31-10-2022
2610.000 wryk

Cepns Ne: SVTS80

VnakoouHasi HHGpopMauus
Mpoaykr:

[no6aasHbIi MaTepuat Ne:

JlokaabHbIi MaTepuan Ne:
IMponseoauTeb:

Ceprudukar GMP Ne:

JIMueH3Hs HA H3roTOBJIEHHE:

CAHJIOCTATHH, PACTBOP J1J1 BHYTPUBEHHOI'O 51
MOJIKOXKHOIO BBEJAEHHS; 0.1 MI/1 MJT 1X5 RU
136177

136177

Hosapruc ®apma, LTeiin AT

[lachdxoizepTpacce

CH4332 Tein

511620-102623372

18-0750 for solids/18-0834 for steriles

JlaHHbIE TECTOB, TPeOOBAHHSI, PE3y/IbTAThI M 3aK/II0YCHHA NPUBE/CHBI B cneqylolleM cepTHdHKaTe/cepTHhHKATAX:

Ceprudmrat Ne:
IMpoaykr:

no6ansHbI MaTepuana Ne:
JlokankHblii MaTepuan Ne:
JlaTa BBITIYCKA:
[Ipon3BoAHTENb:

JInueH3ua HA H3rOTOBJICHHE

CH120100440755

CAHJIOCTATHH, PACTBOP JIJIs BHYTPUBEHHOT' O
MTOIKOXXHOI'O BBEIEHMS; 0.1 MI'/1 MJL. 038
881116 Cepus Ne:
881116

24-01-2020

Hogaptuc ®apma, Llreitn AT
[IacdhdhxoiizepiuTpacce

CH 4332 Ulrefin

511620-102623372

STMB85

i
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Hacrosmuii cepTiuKaT ObL1 aBTOMATHHUECKH CTCHCPHPOBAH.

ﬂaHHble YTBEPKIAEHBI OTBETCTBEHHBIM JTHLIOM.

Digitally signed by Salop Mikhail

Reason: MposepeHo v 3asepeHo




Boinyweno:

(‘) NOVA RTI1 S HOBAPTHUC ®APMA LITEHH AT

[Hadxaysepiarpacce
4332 Wrein
JInuensun Ha n3roToBaeHne Ne:
504879
Ceprugmrar GMP Ne:
18-0750 for solids/18-0834 for steriles

CEPTUDOUKAT CEPUH
Ne CH120200547968

Mpoaykr: CAHJIOCTATHH, PACTBOP /151 BHYTPMBEHHOI'O M
[TOJIKOXXHOI'O BBEJAEHMS; 0.1 MI'/1 MJT 1X3

Inobanbubiil MaTepuan Ne: 136177 Cepus Ne: SVTS80

3akarovenue:

HacTos MM YAOCTOBEPAIO, 4TO AanHan HHPOPMALHA NOTHHHA 1 BepHa. [laHHas cepua co3naHa/ pON3BEEHA,
BK/IKOYadA YNaKOoBKY H KOHTpOJ1b, HA BBILLICYNOMAHYTOM MeECTe NpOM3BOACTEA B COOTBETCTBHH ¢ MpaBUIIAMH GMP
JNIOKANTEHOTO PEryIATOPHOrO OpraHa u crieundHKaleil perucTpalHoHHOr0 yA0CTOBEPEHHA HMIIOPTHPYOLIEH
CTpaHkl.

HapaGoTka, ynakoBKa ¥ aHalnn3 CepHH COOTBETCTBYHOT tpebosannam GMP.

OTBETCTBEHHOE JIHLIO: Joel Frey
JlaTa u Bpemsi: 02-04-2020 07:37:23
JIuuo, BeiaaBuee cepruukar: Joel Frey
JOM#HOCTD: CrapLumit cnieuHaIHeT oTaena
KauecTra
Jata u Bpems: 09-04-2020 14:49:52
Crpanvua 2/5

Hacrosumii cepTuukat Gbl1 aBTOMAaTHYECKH CreHEPHPORAH.
JlanHble YTBepKAEHBI OTBETCTBEHHBIM JIHLIOM.



r ‘ Buinyuieno:
( ) NO VARTIS HOBAPTHC ®APMA LUTENAH AT
[adpxaysepLurpacce

4332 Ulreiin

JTunen3usi Ha H3roToBjenne Ne:
504879

Ceprudurar GMP Ne:
18-0750 for solids/18-0834 for steriles

CEPTUD®UKAT CEPUU
Ne CH120200547968

L

Mpoaykr: CAHIOCTATHH, PACTBOP JIJ11 BHYTPMBEHHOI'O H
[OIKOXHOI0 BBEJAEHMS; 0.1 MIV/1 ML 1XS
I'no6aabHbIil MaTepuan Ne: 136177 Cepusn Ni: SVT80

KoMMeHTapHH K cepTH(HKaTy:

MdapMaueBTHYECKAA cyOCTaHUNA: OKTpeoTHa

MocraBumuk gapmaueBTHYECKOH cybcTaHuHM: Novartis Ringaskiddy Limited, Mpnanaus

Homep PPMS: 136177_009_601

Homep HJ: HJ 42-2094-04, n3m. 1-4

VnakoBKa:

o 1 M1 B GecuBeTHbIe cTeKIAHHbIE amMmy sl (1 knace). [lo 5 aMmya BMECTe C HHCTPYKUHMEH 110 NPUMEHEHHIO
YMaKoBBIBAIOTCA B KAPTOHHYIO NadKy.

MapkHpoBKa:

Ha STHKeTKe aMIy/ibl HA PYCCKOM A3BIKE yKa3bBAOT: JIOTOTHIT KOMITaHHH (Wa naTHHUIE), TOProBOE Ha3BaHHE
npenapara ¢ npeynpeanTe/bHO mapkHpoBKoii ®, 103HPOBKY, 0BBEM 1 NlekapcTBeHHYIO Gopmy B Bue: «l mn
pacTBOpa [T BHYTPHBEHHOTO H MOMIKOKHOTO BBEACHHAY, MHH, naty oKOHYaHUA CPOKA FOJHOCTH, HOMEP CEPHH,
ATy TIPOM3BOJICTBA, BHYTPEHHHE YNAKOBOHHEIC KOIbI.

Ha kapTOHHOH MauKe Ha PYCCKOM H AHT/TMIACKOM A3BIKAX YKa3bIBAIOT: JIOTOTHI KOMITaHHH (Ha NaTHHHULE),
TOPTOBOE HAZBAHHE Mpernapara ¢ npeynpeanTebHOM MapKHPOBKOH ®, MHH, nekapcteenHyto hopmy,
JI03MPOBKY, KONMYECTBO aMITyJl B MAUKe, «CrepuibHOR, « 115t NOAKOKHBIX HWHBEKLHE M B/B WH(Y3HI», yCIOBUA
oTnycKa, «XPaHHTb B HEJOCTYNHOM A neTeii MecTe», YCI0BHA XpaHeHus; «He 3aMOpaKHBaTh), HA3BAHUE U
coaepkaHHe NeHCTBYIOLEro BELIECTBA B | ammnyse, 0GbEM, MEpeyeHb BCNOMOraTe/bHbIX BELLECTS, «[ToapobHele
yKa3aHHA M0 NPHMEHEHHIO NPUBEACHEI B MPUII0JKEHHOH HHCTPYKLHHY, HOMEP PETMCTPALMOHHOIO YIOCTOBEPEHNA
(Ha pyCCKOM f3bIKE), HA3BAHUE H anpec (cTpaHa) KOMTIaHHH-B/Iane bl PErucTPaLHOHHOrO YAOCTOBEPEHHA,
Ha3BaHME W apec (ropoll, CTpaHa) KOMIIaHHH-NPOH3BOANTEIA, TemaTHuecknit pucyHok, «OTKpBIBATE 3AECH), ATy
OKOHYAHHS CPOKA FOIHOCTH (Ha PYCCKOM A3BIKE), HOMEp CepHu (Ha pyCCKOM f13bIKe), ATy NPOM3BOICTRA (Ha
PYCCKOM S{BHKG). HITPUX-KO. ﬂonycxae'rcn HaHECEHHE BHyTpeHHHX yHaKOBO‘-IHle KOJOB KOMITAHHH,
HOHOHHHTCHBHO MOryT OBITH HAHECEHBI cpeacTea HﬂeHTMq)HKauHM 11 MOHHTOpHHTA NBHKEHHS JIEKAapCTBEHHBIX
npenaparoB 1A MEAHUHHCKOr0 MPUMEHEHHUA OT NPOM3BOAMTENSA 10 KOHEYHOTO notpeduTens.

YcaoBus XpaHeHHs:

B xonoau/IbHHKE TIpH TemnepaType 2-8 C, npeloXpaHsTe oT BO3JEHCTBUA CBETA

Crpanuua 3/5
HacToswuii cepTudukar Obl aBTOMaTHYECKH CreHepUpOBaH.
Jlannble yTBEPKIAEHbl OTBETCTBEHHEIM JIHIIOM.




Uy NOVARTIS

[Ipousseaeno: .
HOBAPTUC ®APMA LUTEWH A"

[laddxayszepirpacce
4332 Ulreiin
Hlseituapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100440755

Mpoaykr: CAHOCTATHH, PACTBOP JI1 BHY TPUBEHHOT'O U TTOJAKOXHOI'O
BBEJEHMS; 0,1 MI/1 MIJL 038

no6anbueiii MaTepuan Ne: 881116 Cepus No: STM85

JlaTa N3roTOBJIEHMS: 14-11-2019 [poroxom ananusa No: 4100414926

HopmatueHas PP 3712759_A_R_1+

AOKYMEHTALMS PP 3712759 038 R 04

TecTsl Tpebosanus Pe3yJbTATEI

OnucaHHe yMaKOBKH 1 M1 amnyna u3 GECHBETHOIO CTEKIa CoOTBETCTBYET

OnucaHHe COAEPIKHMOro aMmyJibl I[Tpo3paunelii, HeclUBETHBIA PacTBOP [Tpo3zpaunblii, GecLBETHBINA
pacTBop

pH 3,9-45 4.1

MHpaeKe npenomineHHs 1,338 — 1,340 1.340

HoMmuHaneHblit 06beM He menee 1,00 mn 1,0 mn

OcMONApHOCTD 315 - 350 mOcM/kr 342 MOcM/kr

Wnentuduxaums CooTBETCTRYET cTaHAapTy cpaBHeHus  COOTBETCTBYCT CTAHAAPTY
CpaBHEHHA

[TocTOPOHHNE YACTHLEI He Gonee 6 000 1

>= 10 MKM Ha aMITyJTy

[TocTopoHHHE YACTHLEI He 6onee 600 0

>= 25 MKM Ha aMmyJy

BuauMBble HHOPOAHBIE YACTHLBI MO TpakTHYECKH OTCYTCTBYIOT OTCYTCTBYIOT

PP 3712759 A R_1/A_ R 2

Buanmeie HHOPOIHBIE YACTHILBI MO [1paKTHUECKH OTCYTCTBYIOT OTCYTCTBYIOT

PP 3712759 038 R 04

TTpomyKThl Aerpafauuu ot cofepxanus  He donee 0,5 % 0.2%
oktpeotuaa metonom BOXKX

uHauBHayansHo no PP 3712759 038 R

04

TMpoaykThl Aerpafauny ot cofepxkanna He Gonee 1,0 % 0.3 %
okTpeoTnaa MetogoM BOKX cymma

no PP 3712759 038 R 04

TMponyKThl Aerpagauny oT conepxkanns He Gonee 2,0 % 0.8 %
okTpeotHaa Metogom BOXX cymma

Beex n.a, no PP 3712759 038 R 04

Crpanuua 4/5
Hactosawmit cepruduiat 6bl1 aBTOMaTHYECKH CTeHEPHPOBaH.
JlaHHBIE YTBEPIKIEHBI OTBETCTBEHHBIM JIHLOM.



> NOVARTIS

[Ipousseneno:

HOBAPTUC ®APMA LLITEMH AT

Hlagdxayzepiurpacce

4332 llreiin
[Iretinapus

CEPTU®UKAT AHAJIU3A
Ne CH120100440755

Mnentudukaius okrpeoTnia MeTo1oM
B32XKX

CooTBeTCTBYET CTAaHAApTY CpaBHEHHA

[poaykr: CAHIOCTATHH, PACTBOP JJJIsI BHY TPUBEHHOI'O U TTOJIKOKHOI'O
BBEJJEHHA; 0,1 MI'/1 MJI 038

InobaneHbrit MmaTepuan Ne: 881116 Cepns Ne: STM85

Tectsl TpeGosanus PesyabTaThl

MexaHnyecKe BKITFOUEHHS ITpakTrueckn 6e3 BUIHMBIX YaCTHL CooTBercTBYeT

CooTeeTcTBYET CTAHAAPTY
CpaBHEHMA

Konuuecteennoe onpenenenue 95,0 -105,0 % 96.4 %

okTpeoTHIa MeTonom BOKX

[MpomyxTer nerpapaunu (zec-Thr-on®)- He 6onee 1,0 % 0.5%

OKTpeoTHA MeToaoM BIIKX

IponyxTe! nerpagauun (nec-Thr-on®)- He Gonee 0,7 % 0.5%

okTpeoTHn meToaoM BIIKX mo

PP 3712759 038 R 04

[MpomykThl nerpanauuu apyrue: He 6onee 0,5 % 0.2 %

MHIOMBUAYaTBHBIE MeTonOM BIXKX

[MpomykTel nerpanaunn apyrue; cymma He Gonee 1,0 % 0.2 %

metogom BOXKX

Onpenenexne BakTepHanbHbIX He 6onee 100 ME/Mr <1 ME/mr

3HIOTOKCHHOB TYPOOIHMETPHUECKHM

METOIOM

CrepHnbHOCTD He oGHapyxeHo xU3HECTOCOGHBIX CooTtseTcTBYET
OpraHu3MOB

3akaroueHHe:

Cepnsi cooTBeTcTBYeT creuMdUKaUMH HOPMAaTHBHOI AOKyMeHTauuH, HacToAwmmm yaoctosepsiio, 4To daHHAs
MHpOpMauus noanMHHa i BepHa. HapaGoTka n aHaiu3 cepHi NpoBepeHb! 1 COOTBETCTBYHOT TpeboBaHusimM GMP,

OTBeTCTBEHHOE JIHLO:
HdaTa u Bpemsi:

JInuo, BrinaBmee cepTHHKAT:
JlonxkHOCTE:
JlaTa u Bpemsi:
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Ana NIKIC
09-08-2019 11:24:51

Ana NIKIC

CoTpyaHHK oTaena Ka4ecTsa

09-08-2019 11:24:51

Hacrosiwmii cepTudukat Ol aBTOMATHUYECKH CTeHEPHPOBAH.
HaHHble yTBEP K AEHEl OTBETCTBEHHBIM JIHLIOM.




