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Form to SOP-8013721

AnanuTuueckun nacnopt Ha roTOBYHO MPOAYKUUIO

Nuuensua Ha ocylecTeneH1e npouasoacTea nexapcTBeHHbIX cpencts NeOO1 53-71C o7 09 Hoabpsa 2015 000 «HoeapTve Hesa»
rona Llopora & Kamerky. n.40,k 3

194362, CankT-MeTepbypr, Poccus

Tenedon: +7 812 336 9891

[CoHTpOMS Ka4ecTea

4-397-1120

' Homep nacnopra:
\ Certificate number

Bepcus: 1.0 J

1. OBWAA WHOOPMALMA
GENERAL INFORMATION

I _
| HaumeHoBaHWe

npoayKuunu: IOnepwo, TabneTki, NOKPbITBIE nneHoYHo 060N0UKoR 200 mr Ne28 |

Product Name
NN 003532-250316 KOnepwo, TabneTin, NoKPbITEIE nherouHon oBonoukoi 50 Mr {
! (25,7 mr + 24,3 mr), 100 mr (51,4 mr+ 48,6 mr), 200 mr (102,8 mr + 97,2 mr) ‘

| NposepeHo Ha W3meHerve Ne 1 o1 13.10.2016
cOoOTBETCTBUE C! MameHenwe Ne 2 oT 26.12.2017
Checked against Wamenenue Ne 3 oT 22.01.2019

WameneHue Ne 4 oT 21.08.2019
(BHYTPEHHAA cneuvdurkauna SPEC FDF 00094953 Bepcun 2.0) !

| BHyTpeHHWH KOA \

npoay Kuuu: 44085997
Product Code
| . — - ,
Houep sl Rata npousEOACTER: | 26.10.2020 %
Pasmep cepum 3a
Pazmep cepuni
| Bateh S;?e " 4289 wr. BblueTOM NPoo: 4271 Wt L

Batch size withou! samples

2. NMONYYEHHbIE PE3YNbTATDI
TEST RESULTS

D
Mokasartenb TpebosaHue PeaynbTaT
. Parameters Requirements Result

OBanbHble ABOAKOBBINYKILIE TabneTkn,
NOKPEITLIE nNeHo4YHou oBonouKon
cBeTno-po3oeoro useta ¢ chackon, Ges
puckn, Ha OLHOR CTOPOHE HaHeceHa
rpasvpoBKa «L11», Ha apyrown- «NVR».

OsanbHble ABOAKOBBINYKILIE Tabnerkun,
NOKPBITbIE MAEHOoYHON 0B0nouKoN
cpeTno-po3osoro usera ¢ chackoin, 6e3
puckwn. Ha oQHOM CTOpPOHE HaHeceHa
rpasuposka «L1 1y, Ha apyroi- «NVR».

1 OonucaHue
Appearance

WK-cnekTp  WcnsITyemoro ofbpasua B
ofnactw ot 1850 4o 1650 cm-1 no
MONOMEHWIO u nporno nonoc
nornoweHns  LOMKEH COOTBETCTBOBATD
VK-cnekTpy CTanAapTHOro obpasua ¢
xapamepmcmqecmﬁ nonocow
| nornoweHua okono 1712 e’
Bpems yAepMuBaHus OCHOBHbLIX NWKOB Ha
xpomaTorpaMme nenbiTyemoro pacTeopa
[OMKHO cooTBETCTBOBATH  BPEMEHW
yaepKuBaHus  NWKOB pancaprasa Wu
cakybutpuna Ha XpomaTorpamme
cTaHAapTHOro pacTeopa 1a. OTnuW4ue BO
BpEMEHAX yAepHuBaHna DOMKHO
cocTaBnATL He Bonee 2%
| i He meree 80% (Q) cakyButpuna 4epes
30 MUH;

3 PacTBOpeHue
Dissolution He menee 80% (Q) BancapTara yepea 30
1 MWH

e

WK. CooTBETCTBYET

MognuHHOCTL
Identification

- Cakybumpun
-.BancapmaH

BIMX. CooTBETCTBYET

92% cakyouTpuna 4epes 30 MUK,

92% BancapTaHa 4epes 30 MWH.
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AHanMMTUUECKKUiA MacnopT Ha roTOBYIO NPOAYKUUK

TVuUgH3NA Ha ocylecTBNeHNe npown3soacTea nekapcTBeHHbIX CPeACcTs Ne00153-NC oT 09 HomBps 2016 000 «HosapTuc Hesa»
roaa [Oopora & KameHky, A. 40,k 3

194362, CarkT-NeTepbypr. Poccus

336 9891

Tenedon: +7 812

KOHTpOnb Ka4ecTBa

Horsep nacnopra:
Ceitificate nimbe,’ |

4-397-1120

Bepcun:1.0

Peaynbtat
Resuit
Npumecy cakyGuTpuna.
- 534-06 — rHe obHapyxeHa.
- 535-06 — He oDHapyxeHa
. 536-06 — He oGHapyxeHa.

TpeboBaHwe
Requirements
MeTon 1. MNpumeckn cakybuTpuna:
! - 534-06 — He Bonee 0,2%;
. 535-06 — He Bbonee 0,2%,
- 536-06 — He bBonee 0,2%

MokaszaTtenke
Parameters

Mpumecw Bancaptada:
- CGP 49309 — He obHapyXeHa.

Mpumecu BancapTaHa.
- CGP 49309 - He bonee 1,0%.

|
|

Movmecu cakybuTouna:
E 900-04 - meHee npegena
KONMYecTBEHHCro onpeaenexna (0,1%);
Mpyvmecu BancapTaxa:

HiDWivie Ly oo s ———

PopocTBeHHbIE
| npumecH
Related substances

MeToa 2. MNpumecH cakybuTpuna:
~900-04 — Ke bonee 0,7%

4

Mpumecy BancapTaHa. -EauHndran HeMaeHTUGUUMPOBAHHARA

_ - EpvHuuHaA HewaeHTudhrUMpoBaHHas NpYMech - MeHee npenena

\ ‘ npumecs — He Bonee 0,2% KONVYECTBEHHOTO OnpeAgnenns (0,1%),
| \ - Cymma HeunaeHTUuuLMpoaaHHbIx -Cymma HenaeHTUULMPOBaHHBIX
npumecen (Mcknk4an 900-04) — He Bonee npumecen (MckntoHan 900-04) — MeHee

0,5% npeaena KONUYECTBEHHOro

onpefenexHna (0,1%)

OaHopoOHOCTE
[03UpPOBaAHUA
Uniformity of dosage
units

- Cakybumpun

| - BancapinaH

CakyBurpun: AV = 21

AV s 150
Bancapran: AV = 22

e ———

100,4% caxybuTpuna ot HOMUHANLHOTo
COAEPWERUA,

OT 95,0% Ao 105,0% caxybutpuna oT
HOMWHAMNLHOro CoAepHanua

KonuvecTBeHHOE
onpepgenexue
Assay

- Caxkybumpun

- Bancapmat

OT 950% no 105.0% pancaptada ot 100 0% BancapTada o7 HOMWHANbLHOTO
HOMWHAaMNbHOro colepXanna COAEPKAHUA.

KaTeropua 3A:

O6Lee UnMcno aapobHbIX

MukpoBuonorn4eck MUKPOOPraHnamMoB — He Gonee 10° KOE B | Menee 50 KOEsB 1T,

afa yucToTa 1T

| Microbiological purity OBLiee YMCNo APOXMEBBIX W NAECHEeBbLIX MeHee 10 KOEB 1T

rpubos — He bonee 102 KOEB 1T,

OTcyTCcTBME Escherichia colis 1T. OvcyTetBue B 17,

MepayyHaa ynakoeka. no 14 TabneTok B | [lepsn4Hasn vnakoska: no 14 TabneTok 8
pnvcTep W3 nex/nNsax u anoMmuHveBol | BnucTep n3 nex/MNBax “

donbrv. | anioMuHuesci gonsry.
BropuuHas _vnakoska. no 5 pnw 4 | BropuuHas vNaKoBKE. no 2 Bnwcrepa
8 YnakoBKa pnuctepa Bmecte C WHCTPyKUME#R no | BMECTE c UHCTPYKUMER no
Packing MEAQULMHCKOMY NPUMEHEHWIO 8 | MeauUnHCKOMY ApuMEHEHNIO B
KapTOHHYH Nadky. KApPTOHHYO NauKy.
HonyckaeTtca Hanuuue koHTpOns | KoHTpONb NepBUUHOrO  BCKpBITUA  Ha

MepBMUYHOrQ  BCKPLITUA  Ha KapTOHHOW | KAPTOHHOW NavKe npucyTcTBYeT.
navke.

e

Susiness Use Only - ESOPS D2

Page ¥ = "

Native) Information Print Date:3 Decerﬁber 2020




: <y O No. - FRM-8015490
U NOVAR] 18 poe o Eersion .30

Form to SOP-8013721

AHanWTUYECKU nacnopt Ha roTOBYH NpOAYKUHNI

flUueH3Us Ha OCYLLECTBNEHNE npow3BoACTBA nexapcTBeHHbIX CPeACTE Ne00153-11C ot 09 HosBpa 2015 000 «HomapTuic Hesa»
ropa [opora B Kamenky, 4. 40,k 3
' 194362, Canir-TletepBypr, PoccuA

Tenedon: +7 812 336 9891

[ e

KoHTpOonb KadecTea

o AT R e e

Bepeua:1.0

Homep nacﬁopra: S
Certificate number 4-387-1120

Pe3ynbTat
Result
Ha 6nw(wgm_w_a_@“m
qablKax_ykasaHbl: norotun KOMNaHWK-
npon3BoaUTENA (Ha naTuRuue),
Toprosoe HaumeHoBaHWe, ,qoampoama,
BancapraH + CakyOurpun, HOMEP
cepun ¥u  AaTa OKOHUaHUA  CpoKa
rOAHOCTM (HA@ PYCCKOM A3plke 8 BWAE:
Cepuna Ne/ ToaeH no).
Ha KapTOHHCW Navke Ha pYCCKOM W
Ha KaDTDHHO'.?I nadke H4 pyccKkom “ aHrﬂMﬁCKOM A3bIKaX VKa3aHbl: noroTun
AHIIMACKOM A3bIKAX YKA3LIBAKOT. noroTyn | KOMNaHUW-NPou3BoAUTENS (Ha
\ KOMNaHVN-NPOU3BOANTENS (Ha | maTuHnue), TOproBoe HaumeHOBaHWE,

TpebosaHwe
Requirements
Ha 6nvcTepe Ha pPVCCKOM U AHTNUACKOM
qablkax vKasblBaloT NoroTvin KoMNaHWW-
npounasoanTens (Ha naTuHuULEe), TOpProsoe
HauMeHoBaHwe, A03NPOBKY, BancapTaH *
CakyButpun, HOMEP cepwa 1 AaTy
OKQHUY@HWR CpOKa FOAHOCTU (Ha pyccrom
asuike B Bupe: Cepwa Ne/ opeH Ao).
[lonyckaeTca  HaHECEeHWe BHYTPEHHNX
ynakoBOuHbIX K008 KoMMaHWuK.

MokasaTenb
Parameters

naTwHuue), TOproeoe HavMeHoBaHne, | A03NPOBKE, nekapcteeHHana  opma,
[O3VPOBKY,  f1EKAPCTBEHHYIO chopmy, | BancapTtaH + CakyBuTpun, HasBsaxne w
BancapTtaH * CakyBuTpun, Hassarue v coaepxanune AefcTBYyOLero BELIECTBa
copepxaHine AencTBYIOWEro BelulecTea B | B 1 TabneTke, Homep
1 TabneTke, HOMEP perucTpauMoHHero pErncTPaUMoHHoro yA0CTOBEPEHUS (Ha
yaocToeeperns  (Ha pycckom A3bike), | PyCCKOM A3bIKE), KONWYECTBO TabneTtok
KonWuecTso TabNeTok B YNakOBKE, «[na | 8 ynakoBke, «ina nprema BHYTPL?,

-

L g MapkupoBka npuema BHYTPBY, «XpaHuTb B | «XpaHuTb B HEAOCTYNHOM ANs petei
l Labelling HefoCTynHOM — AnA  AeTen  MECTE, wecre», «MoapoBHele ykasaHus Mo
1 «MogpoBHble ykasarua no pUMEHEHNIO | MPUMEHEHIO npenapaTa npueeAett! B
| npenaparta npueeaeHbl B NPVNOXEHHOR NPUIOXKEHHOR MHCTPYKUMUY, |

\ WHCTPYKUMMY,  HavmeHoBaHue v agpec | HaumeHoBaHne U appec  (ropoA.
(ropoa, cTpama) KomnaHuu- | cTpaHa) (OMNAHWW-NPOUIBOANTENA

| npowssoanTens {Bbmycxaroumﬁ KOHTPONb (BblﬂyCKa}Oulb‘Ll:‘. KOHTPONb xauecTea),
l kauecTsa), YCMOBUS XpaHeH4A, yCnosws yCroBUS XpaHeHus, yCnosuA oTnycka,
\ oTnycka, HOMEP cepuu, naty | Homep cepwv, AaTa npov3BOACTBa W
NPOM3BOACTBA W AATY OKOHHAHWA cpoka | AaTa  OKOHUaHWA  CpoKa roAHOCTY,

‘ rOAHOCTW, LWUTPWUX-KOA WITPUX-KOA, BHYTPEHHVE yNaKoBouHbIE
[onyckaeTca  HaHecenue BHYTPEHHWUX | KOAbI KOMNAHWA.

yNaKoBOYHbBIX KOAOB KOMNaHWW, HaHecerbl CpPeAcTBa yaeHTUNKaLKMK
ﬂOI‘IOJ‘IHWTEﬂbHO MoryT BblTe HAKECEHbI Ang MOHWUTOPWHIa ,EI.BM)KEHMH
cpeacTBa MAEHTU(MKALUMM ANA nekapCTBEHHBIX npenapaTce oT
MOHUTOPUHra ABNAKEHUA FeKkapcTBEHHBIX NpOW3BOAUTENA no KOHEUYHOTO
npenapatos ANA MeLVLMHCKOrO noTpedbuTens.
npUMeHeHns 0T npowssoanTena Ao

KOHEYHOro NoTpeduTens.

CpoK rogHocTH
(MepuoAnHHOCTE
KOHTPONSA)

Shelf life (Frequency of
control)

‘ 10 3 ropa (30.09.2023)

XpaHeHue
Srorage

Mpw Temnepatype He Bbllle 25°C.

e —— e = P ——
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AHanUTUYECKMil NacnopT Ha roToByd npoAayKuMio

Helx cpencts NegO1 53.1C oT 09 Hosbps 2016 000 «HoeapTuc Heea»
JNopora B Kamexky. 4. 40. k. 3

194362, Cankr-NeTtepBypr, Poccus

MuLeH3uA Ha ocyLlecTBneH1e NpOW3BOACTRE NeKapcreed
roaa

Tenegor: +7 812 336 9891

KoHTpONb Ka4ecTea
l Homep nacnopTa: 4-397-1120 Bepcuna:1.0

Certificate number
3. 3AKMOYEHUE
CONCLUSION

[ NekapcTeeHHbIA npenapat lOnepwvio, TabneTkn, NOKPLITLIE nneHoqHoi obonoukoi 200 mMr Ne28, Homep cepuw
KZ67921020, COOTBETCTBYET TpebosaHnam HOPMaTUBHOW AOKYMEHTALMNA 1M 003532-250316, nsmexenne N%/;{“

3.4 y
KoopAawWHaTop q:mawko-xmmqecmom
P naBopaTopun
YTBepaun RATRR Anekcees B.0. Gy \2 e 10
Approved by ! S B
flonxxocTy (Position) \ o0 (Full name) i
Version Description of change L] Hosan. ;
(Bepcus) a (OnUCaHNE UaMEHeRUA) | ¥ k. PINC Mo
1.0 HopbliA NacnopT Vol | g g,

—-—
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Uﬁ_ﬁ}rﬁ N OVA RT I S Mpou3seneHo:

000 «HosapTuc Hesa»

[opora B KameHky, A.40, kopn. 3, NAT. A,
nuT. b

194362 CankT-MNeTepdypr

WMHAMBKWAYANbHBIA HOMED! 0412201344

MacnopT Ka4yecTBa

rl-iaumenoaauue npoaykra: {OMEPWO TAB N/MO 200MI Ne28
NekapcTBeHHas dgopma: TabneTkn, NOKPbIThIE nneHoYHOR 0B0NOHKON
Twun ynakoBKu: BIVNCTEP
Pasmep ynaKkoBKW: 2 WT x 14 WT ) Homep GMP NeGMP-0151-000292/18
cepTudmkara:
Koo matepuana: 44085997 Tun BbINyCKa: BbInNyCk Ha pbIHOK
BHyTpeHHUA HOMep Cepun: KZ6792 Me4aTHbIA HOMEP KZ67921020
cepuu:
[llata npou3BoAcCTBa: 29-0KT-2020 [ara Beinycka: 04-0EK-2020
lopgeH Oo: 30-CEH-2023 Beinyckaemoe 4271 WT
KOMU4ecTBO:!
Mpowu3BoACTBEHHAA nnoiwaaka: 000 "HosapTic Hega"
[opora B KameHky, £.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CankT-MNeTepbypr
BbinyckalowWwWi KOHTponk 000 "Hosaptuc Hesa"
KadecTBa : [Nopora B Kamerky, 040, kopn. 3, nuT. A, 1uT. B
194362, Poccun, CankT-MeTtepbypr
KoHTponk KayecTBa: 000 "HosapTuc Hesa"
[Oopora B KameHky, .40, kopn. 3, nuT. A, nvT. B
194362, Poccws, CankT-NeTepbypr
CrpaHa-umnopTep: Homep pervcTpaunMoHHoro yAOCTOBEPEHUS!
| Poccus NN-003532 OT 25.03.2016 ]
KoMnoHeHTbI:
HaumeHoBaHWE maTepuana: {ONEPWO TAB N/MO 200MI°
Kop maTepwana: 42027179 HepacdacoBaHHbIA NPOAYKT Homep cepuu: KY5029

O61ee KONU4YECTBO 122065 WT

HepacdacoBaHHOro npopykra:

MNpon3BoACTBEHHARA nnowaaka: 000 "HosapTnc Hesa"
[opora B KameHky, 0.40, kopn. 3, NuT. A, nuT. B
104362, Poccus, CankT-MeTepbypr

Crpanuua: 1/2 Moanucano 3MEKTPOHHO B COOTBETCTBUN C nonutukoi CaHpos no 3neKTPOHHLIM NOANUCAM




MNpousseneHo:

U\? N OVAR T I S 000 «HosapTic Hesa»
[opora B KameHky, .40, Kopn. 3, nuT. A,

nut. B
194362 CaHkT-MeTepbypr

NHAMBUAYanbHbIA HOMEP: 0412201344

MacnopT Ka4ecTBa

HaumMeHoBaHue NpoayKTa: IOMEPMO TAB M/NO 200MI™ Ne28
Kon maTepuana: 44085997 BHYTPEHHWIA KZ6792
HOMEp cepuu:
KoMnoHeHTkI:
HaumeHoBaHwe maTtepuana: CAKYBUTPUNA U BANICAPTAHA CYB-NOP.
Kopn maTtepuana: 40005801 dapm. CyberaHuus Homep cepum: B574442
MpouseoacTBEeHHas nnowaaka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
LLiseiuapusa
CepuA NpousBoAuTeENs: C0355
3aknw4yeHue

HacToALMM 5§ NOATBEPKAAID, YTO YKasaHHasA WHGOpMaUWs ABNASTCA pocToeepHoit v TouHow. Cepus NPOAYKTa, yKasaHHas Bbillle
HLina NpoM3aBeaeHa, ynakosara 1 NPOKOHTPONMPOBaHA Ha NPOU3BOACTBEHHbIX NOLAAKaX, yka3aHHbIX Bblle, B MONHOM
COOTBETCTBUM C TpeBOBaHMAMM NokanbHbIX Mpasun Haanexatlen MPOWN3BOACTBEHHON NPAKTUKK U PerucTpauvoHHOro A0Cke.
3an1cy No NPOM3BOACTBY, YNaKkoBKe v KOHTPOMIO kauecTsa Bbiny COOTBETCTBYOWUMA TpeGoBaHUAM

Mpasun Hagnexallen npomssop.CTBeHHoﬂ NpaKkTuKK.

KoMMeHTapum K cepTuukaTy:

B xone I'IpOVISBO,U.CTBeHHDI'O npouecca OTCYTCTBYIOT OTKNOHEHWS, KOTOPBIE MOryT NOBNUATD Ha BbINYCK npoAayKuuun.

Cepwusa BbinylieHa: TatbaHa byaaesa, YNONHOMOYEHHOE nvuo
[laTta / BpeMs BbiNyCKa CepUN: 04-[EK-2020 / 12:42:09 uTC

Jara/ Bpemsi co3aaHuA cepTudumKaTa:

12:44:16UTC

04-0EK-2020 /

Crtpanuua: 2/2 MNoanucaro 3MeKTPOHHO B COOTBETCTBUU C nonuTukon CaHao3 No ANeKTPOHHBIM noanucam




