JEKJIAPALIAA O COOTBETCTBUU

Haumenpsarue opeanusayul, npuHAGuel 0erIapayuio o COOMBEeMCMEuU.
Obecmeu ¢ pepaNUNEHOU OMEEMCMEEHHOCbIU "Hosapmire Hesa” (000 "Hosapmuc Hesa")
3apecucnpuposano Meacpationnan uHCneryusl dedepd b0l Ha102060l eayaicdor Nel3 no Canrm-Memepdypey
OFPH 1117847093210 om 17.03.2011
AQpec mecmy HaxXoHCOCHUA. 194362, 2. Canxm-[lemepbype, lopoea 6 Kavenxy, 0.40, kopn.3.
Tenepon/harc:(812)3366 180/(812)3255192.
losepenoe auyo: Topu J1.C., dasepenocnte. om 11.02.2019

3AABJISIET, UTO

HeRApPCMBENHoe cpeacmeo; [Onepuo, madaemxu RORPLUNLIE naenownoi odoaouret 100 e (514 Mo+48.6 me) 14
wim., Gavemepet (2), naUKa KapmolHaa. cepust KD45021019. koaunecmso 8559 ynaxogox, 200eH 00 30.09.2022,
npouseoocmea 000 "Hosapmuc Hesa". 2. Canxm-ITemepdype, Hopoau 6 Kavenry. . 40, kopn. 3, num. A, aum. b,
Poccus, koo OKITA 2 OK 034-2014 (KITEC 2008) 21.20. 10. 141, nacnopm kquecmea om 14.11.2019 Q00
"Hogupmuc Hesa"

COOTBETCTBYET TPEBOBAHUAM

T1-003532-250316 uzn. Me 1,2,3

JAEKJIAPALIMSA MPUHSITA HA OCHOBAHHNH

peaucmpayuonnoe  ydocmosepenue 7T1-003532 om  25.03.2016  depocamene (eradeney) Canodos

Dapyacoiomuraic 0.0. (0ama savend 22.01.2019) swoarno Munsdpasom Poccut, cepmughuxam Ne 18.15 75.026

om 13.09.2018, oetcmeumesner do 13.09.2021, Opean no cepmugpuxauy Cucmem Menedacvwenma Accoyuayiiu

no cepmugpurayuu "Pycckuli Pezucmp" (POCC RU.0001.21T'A45), nacnopmn xavecmea om 14.11.2019 000

"Hosapmuc Hesa" KONHY BEPHA
000 «HosarTuc Heas
CHEUMATACT NO AOT HETH

JIATA MPUHATHA NEKJAPALIUU 18.11.2019 = 3?‘1‘5&&5
NEKJAPALMSA JEACTBUTEJIBHA 10 30.09.2022 (¢ ;j?’i/ s
M. 47 [Coput }lC

deriapanim NOANKUCh d.M.0

CBEJEHNA O PETUCTPALIMA

OPTAH MO CEPTU®UKALINH, 3APEFHCTPVIPOBABLUH171 JEKJAPALIIMIO

Pecucmpayuoniotit 1o.Mep POCC RU.0001.11PM0O3 Opean no cepmugpuraru nPOOYRYuU Q00
«OxpydicHon yenmp cepmuguxaijuu € ‘egepo-3anady, uopec 194156 Poccus, 2opod Canxm-ITemepGyp2,
Ceemaanosckuii np.. 0.2, oguc 413, oguc 503, oghuc 305. men/parc: (812) 380-06-34.

JEKJAPAIINA O COOTBETCTBHH 3APEIMCTPHPOBAHA A2 POCC RU J-RU.@M03.B.19868/1 9
JATA PEIMC TPALNAN 18.11.2019
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Z‘) NOVARTIS

FIULEeH3Us Ha NPOM3BOACTEO NeKapcTBeHHbIX cpeacTs Ne
Ne 00153-11C ot 09.11.2015

cebinka: 1411191646
MacnopT KayecTBa

Koa npoayxra: 44086016
HaumenoBanue npogykra: {OMEPUO TAB MNVMNO 100MI” Ne28
Homep cepun: KD45021019
Tun ynakoBKu: BNACTEP
PaamMep ynakoBKu: 14 WT
Oara npoussodcrsa: 11.10.2019 Fopex po: 30.09.2022
Hara Bbinycka: 14.11.2019 Buinyckaemoe KONUYecTBO: 8559 WT
MpousBoacTeeHHan 000 "Hosapruc Hesa", 194362, Cankr-MeTepGypr, JNopora 8 Kamenky, .40 ,
nnolwaaka: kopn.3, nuT.A, nuT.B
Homep perncTpauMoHHONO YAOCTOBEPEHUA CchinoYHLIN AOKYMEHT (Hanpumep,
1M-003532 or 25.03.2016 SHATMTHNEONA racnsp)

4-400-1019 OT 12.11.2018
3axnodeHue

HacToswum | noaTeepxaato, YTo yKasaHHan nHdpopmaLua sBRAAETCA [ocToBEpHoIt nToqHoi, Cepus Bbina
npouagsegeHa 1 NPOKOHTPONMpOBaHa B COOTBETCTBAW C NALEH3NEN Ha NPOUSBOACTEO NEKapCTBEHHbIX
cpepcTs, Tpe6oBaHUAMN PErUCTPaUNCHHOMC BOCHE, Tpebosaruamu MNpasun Haanexalleh NPOU3BROACTBEHHON
npaxkTukiA.

B xone npousBoACTBEHHOro Npouecca:

K OTCYTCTBYIOT OTKMOHEHNS, KOTOPELIE MOrYT NOBMNATE Ha BbINYCK NpoAYyKUUK

[0 npoBedeHbl paccnefoBaHua OTKIOHEHUI, KOTOPbLIE MOTYT NOBMWATL Ha BbIMYCK NPOSYKLMW, CM
KOMMeHTapuu

KomnoHneHTul: (HepactacoBaHHaR npoayxuus-HI, dhapmaueBTUYECKan cyGcTaHuuA - ®C)

HaumeHorsaHue matepuana (HM, ®C): CAKYBUTPUMA U BANICAPTAHA CYB-MOP.
No marepuana (HM, ®C): 40005801

Homep cepuu: B518896

MpouseoguTenb: NOVARTIS PHARMA STEIN AG

CcbINOvHbI QOKYMeHT (Hanpumep, ananuTuueckui 1-50-0419 OT 15.04.2019
nacnopt)

KommeHTapun:
[OTKNOHEHWM HET ]

CepuA BbinylieHa YnonHOMOYEHHBIM TMLOM Tatyana Budaeva
Mognuceb

DNara nevaru : 14.11.2019 crpatuua 1 U3 1




') NOVARTIS

Form to SOP-8013721

JlnyeHanA Ha ocylWecTeNeH1e NPOM3BOACTBa NekapcTeeHHeIX cpeacte Ne00153-J1C ot 09 HorGpA

2015 roga

Doc No. : FRM-8015490
Version: 2.0

AHanuTUYeCKWUIA NACNOPT Ha rOTOBYI NPOAYKLNIO

000 «Hoeapruc Hesa»
Nopora B Kamewky, g. 40, k. 3
194362, Canur-Metepbypr, Poccua

Tenedon: +7 812 336 9891

KoHTpone ka4ectsa

Homep nacnopra:
Certificate number

1. OBLAS UHOOPMALIMSA
GENERAL INFORMATION

4-400-1019

HanmeHoBaHue

npoayKuuu:
Product Name

KOnepwo, TabneTky, NOKpLITLIE NNeHouHol obonoykon 100 mr Ne28

NposepeHo Ha

coOTBETCTBME C:
Checked against

WNameHeHwe Ne 1 ot 13.10.2016
WMameneHue Ne 2 ot 26.12.2017
WNamenenune Ne 3 oT 22.01.2018

J1MN 003532-250316 HOnepwo, TabneTkn, NoKpbIToe NeHoUHoR 06onoykoi 50 mr
(25,7 mr + 24,3 mr), 100 mr (51,4 mr + 48,6 mr), 200 mr (102,8 mr + 97,2 mr)

(eHyTpeHHAR cneundukauma SPEC_FDF_00094946 sepcus 1.0)

BHyTpeHHUIA Kog

NPOAYKLMK; 44086016
Proguct Code
Homep cepum: Ta NPOM3BO/CTBA:
B iy KD45021019 o s 11.10.2019
} Pasme cepun 3a
::é?g&cepm' 8 577 wr namergu npoﬁi: 8 559 wr
Batch size without samples
2. NONYYEHHbLIE PE3YNLTATLI
TEST RESULTS
Ne MNokaszarens TpeboBaHne PesynsT1at
Parameters Requirements Result
OBanbHbie ABORKOBLINYKbIE Tabnerku,
" NOKpbITbIE  MNEeHoYHoW obonoukol  ceeTno-
1 wenToro useTa ¢ ackoir, 6es puckn. Ha cgHoin | CooTeeTcTeyeT
Anpasmance CTOpPOHE HaHeceHa rpasupoeka «L1», Ha apyroii-
«NVRD»,
MK-cnekTp ucnbityemoro obpasua B obnactu ot
1850 go 1650 cm-1 no nonoxeHwo U nNpodunio
nonoc nornoweHust AOMKEeH COOTBETCTBOBATL
WK-cnekTpy cTaHgapTHoro ofpasua c WK, LioomercTeyer
MognuHHOCTL XapakTepuCTUYECKOR NONOCOW  NOFMOWEHUA
Identification okono 1712 cm!
2 Bpemsa ygepXuBaHWA OCHOBHBIX MUKOB Ha
- Cakybumpun Xpomarorpamme MCnpITyemoro pacTeopa
- BancapmaH JOMKHO COOTBETCTBOBATL BpemMeHHK
yAepXuBaHUA NUKOB BancapTaHa v caky6utpuna | BXKX. Cooteetcrayer
Ha XxpoMaTorpamme CTaHAapTHOro pacreopa 7a.
OTnuuve BO BpeMeHax YAepKWUBaHWSA AOMXHO
cocTaBnATk He Bonee £ 2%
3 PactBOpeHue He meHee 80% (Q) cakyGutpuna yepes 30 muH; | 99 % cakybutpuna yepes 30 MuK;
Dissolution He meHee 80% (Q) BancapTaHa Yepes 30 Mur 98 % BancapraHa Yepes 30 MuH
MerTog 1. MNMpvmecn cakybutpuna: Mpumecw cakybutpuna:
PoactBeHHble - 534-06 — He Gonee 0,2% - 534-06 - He obHapyxeHa
4 | MPumeck - 535-06 — He Gonee 0,2% - 535-06 — He o6GHapyxeHa
Related - 536-06 — He Gonee 0,2% - 536-06 — He o6HapyxeHa
substances Mpumecu sancapTaHa: Mpumecwn BancapTaHa:
- CGP 49309 - He Gonee 1,0% - CGP 49309 — He oBHapyxeHa

'(ﬁatlve) Information Print Date:11 Nové;;'nber 2019

Page 1 of:".
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NOVARTIS

Form to SOP-8013721

NuLienans Ha oCyLeCTBNEHNE NPOU3BOACTBA NekapcTBeHHbIx cpeacTs NeQ0153-NC ot 08 Hosbps

2015 ropa

Doc No. : FRM-8015490
Version: 2.0

AHanNWTHYECKMIA MAaCMOPT Ha roTOBYIO NPOAYKUUIO

000 «HosapTuc Hesa»
fopora 8 KameHky, A. 40, k. 3
194362, CaxkT-MeTepbypr, Poccus

TenedoH: +7 812 336 9891

KoHTtpons kayecrea

Homep nacnopra: _A00-
‘_“C:‘erﬁﬁcate number L B . 4 400-1019
Ne MokasaTtens Tpebosanue PesynbTar
Parameters Requirements Result
Mpumecy cakybvTpuna:
- 900-04 - wmeHee npeaena
konuyecteeHHoro  oBHapyXeHWUs
0,1%)
MeToa 2. Mpumecwn cakybutpuna: ©,
) 900_% ™ Hpe Borse 0?’% P MpumMecu BancapTaHa:
Mpumecu sancapTaHa: ;inm;:qnann i
- EavHUYHasA HemaeHTUPULUMPOBaHHAA NPUMECh UASHTUULIMPO
— He Gonee 0.2% npumecs - ruuama\z_J npegena
- Cymma HenpeHTUVULMPOBaHHBIX NPUMECEn '(‘g’]';’z)e‘me““”" SRHR A
| - 0, '
(uckriouan 900-04) — He Gonee 0,5% “CymMa HenaeHTHMLIMPOBEHHBIX
npumecei (uckniodas 900-04) -
MeHee npefena KoNMYecTseHHoro
oBHapyxeHus (0,1%)
OaHopoaHOCTL
AO3UPOBAHUA s = 2
; Uniformity of G Cakybutpun: AV =2,7;
dosage units ' AV =27
- Caky6umpun BancapraH: AV = 2,
- Bancapmax
KonuyecreeHHo 100,2% cakyButpuna ot
0Ot 95,0% no 105,0% caxkyGuTpuna ot ; .
6 : :Sr;;;aneneuue HOMMHENBHOTO COREPHEHNS HOMUHANLHOMO COAEPXaHus,;
9, 0,
- Cakybumpun S;:"ig:;ﬁgrliio j’ ;:E:.‘:praua or 100,0% BancapTaHa oT
- Bancapmad Aep HOMWHaNBHOIO COAEPXaHUA.
Kareropusa 3A:
Mukpobuonoruu | OBuee umucno a3pobHbIX MUKPOOPraHU3MoB — Menee S50 KOEB 11,
Kp
7 | eckas uucroTa He Gonee 10°KOE B 1T,
Microbiological O6twee yncno ApodokeBsIX U NnecHeesix rpubos | MeHee 10 KOEB 11
purity —He Gonee 102 KOEB 1T;
Oreyrcreune Escherichia colis 1. Orcyrcreue B 1T,
8 ;22::“;; CornacHo TpeGosanunio H CoorseTtcrByer
9 f; &';;;f ; s CornacHo tpeGosanuio HO CoorBeTcrByeT
10 (3:53;; ;;;AHOCT" 3roaa 30.09.2022
3. 3AKIMKOYEHKUE
CONCLUSION

NexapcTeeHHBI npenapat KOnepno, TabneTku, NoKpLITEIE NNeHouHow oBonoukon 100 mr Ne28, Homep cepuun
KD45021018, cooTeeTcrayeT TpefoBaHMAM HOPMaTUBHOM AOKYMEHTauun

PykosoauTens no nepeHocy u
Yreepaun BanNMpalUuM aHanuTUHecKnx Akopnesa QA )
Approved by METOAWK \ 4
Donxtocte (Position) SN0 !FL:E nams) \

/| L

Nara (Date) MVnpiics (Signature)
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(N;twe) Information Print Date:11 November 2019
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