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' . ' TY Q MpousBeneHo:
z' “ N () VA R 1 I S 000 «HosapTuc Hesa»
[opora 8 Kamewky, .40, kopn. 3, nuT. A,

nvt. B
194362 CaHkT-MNeTepbypr

WHamsuayanbHein Homep: 0805201642

[TacnopT Ka4yecTBa

HaumeHoBaHMWe NpoaykKTa: HONEPWO TAB MN/MO 100MI™ Ne28
NekapcTBeHHan opma: TabneTkU, NOKPLITLIE NNEHOYHOR 0BONOHKOM
Tun ynakoBKK: BNACTEP
PasMep ynakoBKu: 2WT x 14 WT Homep GMP NeGMP-0151-000292/18
cepTudmkara:
Kop matepuana: 44086016 Tun BbINYCKa: BbINycK Ha peIHOK
BHYTpeHHU HoMep Cepuu: KM7771 Meu4aTHbI HoMep KM77710320
cepuu:
[arta npou3BoAacTea: 26-MAP-2020 [aTa BbInycKa: 08-MAIA-2020
FogeH po: 28-®EB-2023 Bbinyckaemoe 8357 WT
KONW4YeCcTBO:
MpouseoacTeeHHan nnowaaka: 000 "HoeapTuc Heea"
JOopora B KameHky, 4.40, kopn. 3, nuT. A, nut. B
194362, Pocens, CankT-TNeTepbypr
CTtpaHa-uMmnoprep: Homep perucTpaunoHHOro yaoCcToBepeHUs:
Poccus Nn-003532 OT 25.03.2016
KoMnoHeHThI:
HaumeHoraHue MaTepuana:  HOMEPWO TAB N/NO 100MI
Koa matepuana: 42027181 HepacdacosaHHelil npogykt  Homep cepuu: KL1995
Ob6uwee KONUYECTBO 235898 WIT
HepacgacoBaHHOro NPOAyKTa::
MpouzBoacTBeHHan nnowaaka: 000 "HoeapTuc Hega"
[opora 8 KameHky, A.40, kopn. 3, nuT. A nut. B
194362, Poccus, CaHkT-MNeTepbypr
KOMMOHEeHThI:
HavumeHoBaHWe maTepuana: CAKYBUTPUNA W BANNICAPTAHA CYB-MNOP.
Kop maTepmana: 40005801 dapm. CybeTtaruua Homep cepuum: B557543
MpoussopacTeeHHas nnowaaka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
Isenuapus
Cepusa npoussoauTens: C0326

Ctpanvua: 1/2 MoanvcaHo 3NeKTPOHHO B COOTBETCTBUM C NONUTUKOM CaHa03 No 3NeKTPOHHBIM NOAMNUCAM



Mpou3BeaeHo:

i' N ()VA Rl I S 000 «Hoeaptuc Hesa»

Dopora & KameHky, A.40, xopn. 3, nuT. A,

nut. B
194362 CaHkT-MeTepbypr

NHAUBKUOYANBHBIA HOMED: 0805201642

MacnopT ka4ecTBa

FOMEPWO TAB M/NO 100MI™ Ne28
44086016

( HaumeHoBaHwWe NpoaykKTa:
Kop matepuana:

BHYTpeHHUIA KM7771
HOMEp cepuu:

3aknwouyeHue
aHHas UHgopmauusa ABNAETCA JOCTOBEPHON W TOHHON. Cepwis NpoayKTa, ykasaHHas Bbille

BaHa Ha NPOU3BOACTBEHHLIX NNoWaakaXx, yKa3aHHbIX Bbille, B NOMHOM
n Hagnexallen npowaso,QCTBeHHoﬁ npakTukn 1 PericTpaumoHHore fnocbe.

GbiNV COOTBETCTBYHOLMMKU TpeGoBaHNAM

HacToAwwM s NOATBEPXKAAK, HTO yKas3
Bbina Npow3eeAeHa, ynakosaHa W NPOKOHTRONWPO
cooTeeTcTBUM C TpeboBaHUaMU NOKaNbHBIX Mpaswu
3aNMCK NO MPOU3BOACTBY, YNAKOBKE U KOHTPOMH KadecTsa
Mpaeun Hapnekallewn NPOW3BCACTBEHHON NPaKTUKK.

KoMmeHTapui K cepTudukary:

B xope npow3BOACTBEHHOTC npouecca OTCYTCTBYHOT OTKNOHEHWA, KOTOPbIE MOryT NOBMAWATE Ha BbIMYCK NPOAYKLUWW.

Cepusa BeINyleHa: TaTbsiHa Byaaesa, YNoNHOMO4EHHOE NLO
[lata / BpeMs Bhinycka cepuu: 08-MAW-2020/ 14:41:54 UTC

Oata / Bpema co3naHuA cepTudurKaTa: 08-MA-2020 /
14:42:28UTC

CtpaHvua: 2/2 MNognucaHo SNEKTPOHHO B COOTBETCTBUN C nonuTUKOM Caxao3s No 3NeKTPOHHLIM NOAMUCAM
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Form to SOP-8013721

NUUEH3NA Ha OCYWECTENEHUE NPOU3BOACTEa N2KAPCTBEHHLIX CPEACTs N200153-/1C o1 09 HoAbpA

2015 ropa

Doc No. : FRM-8015490
Version : 2.0

AHanMTUHECKUM NACNOPT Ha FOTOBYH NPOAYyKUWHD

3

000 «HosapTuc Heeax
DNopora e Kamerky a. 40, k. 3
194362, Cankt-MNeTtepbypr, Poccua

Tenedpor: +7 812 336 9391

KoHTpone kavecTsa

Homep nacnopra:
Certificate number

4-91-0420

1. OBILASI UHOOPMALIUA
GENERAL INFORMATION

| HaumeHoBaHue

NPoAYKUMH:

|
|

KOnepuo, TaBneTku, NoKPLITLIE NNeHouHol obonoukoi 100 Mr Ne28

Product Name

MpoeepeHo Ha
COOTBETCTBHE C:
Checked agamnst

MamerneHne Ne 1 ot 13.10.2016
Mameredune Ne 2 oT 26.12.2017
W3meHeHne Ne 3 o1 22.01.2019
3meHeHne Ne 4 ot 21.08.2019

711 003532-250316 KOnepuo, TaBneTku, NOKPeITHIE NneHouHoR 0Bonodkon 50 Mr
(25,7 mr+ 243 mr), 100 mr (51,4 mr + 48,6 mr), 200 mr (102.8 mr + 97,2 mr)

(BHyTpEHHsA cneundvkauma SPEC_FDF_00094946 sepcus 2.0)

BryTpeHHUI Kog

npoayKuuu: 44086016
Product Code
| Homep cepuum: [ata npouaBogcTea:
| Batch Number KM77710320 Manufacturing Date 26.03.2020
‘ Paamep cepnu 3a
Mmep ce :
g:tgn s,fec e 8375 wr BLIYETOM NPO6: 8 357 wT
Batch size without samples
2. MONYYEHHbLIE PE3YNLTATHI
TEST RESULTS
No MNokazatens Tpebosanue Pesynbtar
a0 Parameters Requirements Result
OsanbHble  ABoskoebinyknble  Tadnetkyn, | OsanbHbie [NBOSAKOBbINYKblE
NOKPLITbIE MMEHOMHON OBOMOuKOW CBETNO- | TabneTkW,  NoKpbITbie nAeHOYHON
1 OnucaHue wenToro useta ¢ chackon, Ge3 pwcku. Ha | ofonoukoi ceeTno-xentoro usera ¢
Appearance | 0AHOW CTOPOHE HaHeceHa rpasnpoBka «L1», | dhackont, ©es puckn. Ha oaHow
{ Ha apyroi- «NVR». cTopoHe HaHecera rpaeuposka «L1»,
Ha apyron- «NVR».
WMK-cnekTp ucneityemoro obpaaua s obnactu
or 1850 go 1650 cm-1 no NOMNOXEHUO W
npothuno  Nonec  NOrMoWeHns  SOIKeH VK. CooTaeTcTayer
cooTBeTcTBOBaTE MK-CNekTpy cTaHAapTHOro
ofpa3lua C XapakTepvuCTUYECKOW Monocou
ﬁo,cm_m-m_ocrb nornowennsa okono 1712 cm’!
Identification
5 Bpemsi YAEpXUBAHUA OCHOBHbLIX MUKOB HA
. | - CaxyBumpun xp;c;n:{amrpamMeomgﬁn:gg;;;oro pBaCT;oza
i e S ?,qep:;}sal-mnco nnkga B:ncapTaiz e :
cakybutpuna Ha xpomaTorpamme BiDioA. ConTRETCTRYET
cTaHpapTHoro pacteopa Ta. OTnudne BO
BpEMEHaX YAEPKUBAHMA JOMKHO COCTABNATD
He Bonee + 2%
H 0,
3 PacTBopeHue :ﬁ:f‘e ee 80% (Q) cakyGutpuna 4epes 30 101 % cakyButpuna vepes 30 MUH;
[ssoluti ’ 100 % sancapTaHa yepe3 30 MmuH
- LR He meHee 80% (Q) BancapTaHa yepes 30 muH EEaEp P
‘ MeTon 1. MNpumecn cakybutpuna: Mpumecwu cakybutpuna:
4 §°ﬂ;;i‘;”“‘°'e - 534-06 — He Bonee 0,2% - 534-06 = He oBHapyXeHa
P - 535-06 — He Gonee 0,2% - 535-06 — He oBHapyXeHa
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Form to SOP-8013721

JIMUEHINA HA OCYLIECTBNEHNE NDOUIBOACTBAE NeKapcTEeHHbIX cpeacTs Ne00153-M1C ot 09 Horbps

2015 rona

Doc No. : FRM-8015490
Version: 2.0

AHaNUTHYECKUM NAcNOPT Ha rOTOBYH MPOAYKUMK

Q00 «HosapTtuc Hesa»
fopora B KameHky, 4. 40, k. 3
194362, Canxt-NeTepbypr. Poccus

Tenegon: +7 812 336 9891

KoHTpons kavecTea

. Homep nacnopra:

-91-04
| Certificate number 491-0420
‘ Ne MokazaTens TpeGosanue Peaynbtat
Gt Parameters Requirements Result
Related - 536-06 — He Gonee 0,2% - 536-06 — He oBHapyxeHa
‘ substances | Mpumecy sancapTaHa: Mpumecu sancapTaHa:
i j - CGP 49309 - He Bonee 1.0% - CGP 49309 — He ofHapyxeHa
‘ : | Mpumecu cakyBurpuna:
- 900-04 — 0,59
‘ ‘ MeTop 2. MNpumeck cakyButpuna: ﬂ?)mmgcm ngc/;pTaHa.
- 800-04 ~ He Bonee 0.7% ’
] MpuMecy BancapTaHa -EanHninan
| : HeWaeHTUM@UUMPOBaHHAA NPUMECh —
\ - EQvHnYHas HenaeHTudrynposasHas
5 MEHEE nNpefena KOMUYEeCTBEHHOro
1 npumects — He bonee 0,2% oBHapyxeHns (0,1%) |
- CymMma HenaeHTUKLMPOBaHRbIX y ' |
‘ | N -Cymma HEeNZeHTUNUMPOBaHHBIX |
npumecei (ucwtodas 900-04) — He Honee . 0
‘ | 0.5% npumecen (ickmiovas  900-04) — |
| | MeHee npegena  KOMUUECTBEHHOTO
i oBHapyxeHus (0,1%)
‘ | OgHopoAHOCTL |
t - Ao3nUpoBaHUA =
| SRR | Caxybutpun: AV = 5 1;
5 Uniformity of AV £ 150
| |dosageumis |\ TEEE Bancapras: AV = 5.0
‘ | - Caky6umpun | i '
: | - Bancapman |
[ T KonuuecteeHHo | 1 9 Tpwna oT
} ‘ & | OT95,0% go 105,0% cakybwutpuna oT 01,6% canyourp )
‘ | e onpegenexue | - HOMWHaNLHOrO COAEPXaHUR,
f HOMWHaNBHOro COAEPKaHNA
‘ 6 | Assay Ot 95,0% pno 105,0% BancapTaHa oT
‘ ! - CakyBumpun 100,6% BancaptaHa oT
| HOMWHANBHOrO COAEPKaHUA
- Bancapmad HOMUHANBHOrO COAEPHAHUA.
i | | Kareropua 3A:
Mukpobuonorvy  CBliee Yncno aapobHbx Mukpooprakuamos | Menee S0 KOE B 1,
1 - | eckas uncToTa - He Bonee 10° KOE B 1T;
[ Microbiological OBLee YACNO APOXOKEBBIX W NMNECHEBbIX Menee 10 KOEB 1T,
| purity rpubos — He Gonee 102 KCE B 1T,
L __| OtcyTcTtaune Escherichia colis 1. OtcyTcTBue B 1.
1 MepBuy nakogka: no 14
MepeuyHas ynakoska: no 14 Tabnetok 8 RRRvNHaR ¥
{ - | Tabnerok 8 Gnuctep wa NBX/MNBOX v
| Bnuctep ws NBX/MBOX U anioMAHUEBON | "
\ i | onsru | anoMUHUEBOR HONbrn. .
| [ ‘ f “ A ynakeceka: no 2 énucre
| YnakoBka F BropuuHas ynakoeka: no 2 wnu 4 8nucrepa | BropuuHas y - pa
8 . v | BMecTe c VHCTPYKLUWEN no
\ Packaging BMECTE C WHCTPYKUMER NO MeLULUHCKOMY |
| MEOWLWHCKOMY — MPUMEHeRWIo B
| NPUMEHEHVIO B KAPTOHHY IO Nauky. | cioroiiiiie Rad
, ' [lonyckaeTcs Hanu4ue KOHTPONA NepBUYHOrO | KOF:GT on); s BM{l.HOI'O S
| BCKPBITUSA Ha KapTOHHOM nadke. P . P P
KapTOHHOW Nadvke NpUCYTCTBYET.
nucT Ha M MCK =
Ha 6nuctepe pycckom AHFINACKOM | BAucTepe  Ha  pycckom
A3blKax YKasblBawT. NOroTWUN  KOMMaHWW- - ,
NPOW3BOAUTENS (Ha naTwvHULe), TOproece AHTHGION REbiax Yipaarsl,
' NOroTUN  KOMMNaHWMM-MPOU3BOAUTENA
. HavMMeHOBaHWe, A03WpoBKy, BancapTaH +
MapkupoBka (Ha naTuHuUE), TOoprosoe
9 ; CakyButpun, HoMep Cepui 1 aTy OKOHYaHUA
Labelling | HaUMEHOBEHWE, [031PoBKaA,
CpOKa rogHOCTK (Ha PYCCKOM A3bike B BUAE!
Bancaptan + CakybuTpun, HomMep |
Cepus Ne/ ToaeH fgo). [HonyckaeTcs .
cepun W AaTa OKOHYaHUs| CcpoKa
| HAHECEHWE BHYTPEHHWX YNAKOBOYHbLIX KOOOS i
megio FOAHOCTY (HA DYCCKOM A3bIKE B BUAE!
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AHaNWTUYECKMIA NACNOPT Ha rOTOBYH NPOAYKUMIO

000 «Hosaptuc Hesa»
Hopora & Kamerky, . 40, k. 3
194362, CankT-Nerepbypr. Poccus

TencchoH: +7 812 336 9891

KoHTpons KadecTsa

—
Homep nacnopra: ! 4-91.0420
Certificate number ! ) .
Ne = [okasatens | TpeGoBanue Pesynbtat
i Parameters ' Reguirements Result
fHa KapTOHHOW nauvke Ha pycckom u | Cepua No/ logeH [0), BHyTpeHHue

aHINUMACKOM  A3blKax YKa3bIB2KT: 110roTun
(Ha naTuHuue),

A03WPOBKY,
Bancapran +

KOMMNAHUM-NPON3BOANTENA
Toprosoe HAaUMEHOBaHWE,
nekapeTBeHHYD  hopmy,

| CakyBwTpun, HassaHwe w  coAaepMaHue
| gencTeylolero sewectea s 1 Tabnetke,
HOMEp PerycTpauuoHHOTO YAOCTOBEPEHUS
(Ha pyccrom si3bIKe), KONUYecTBo TabneTok B
ynakoske, «[na npuema BHyTPb», «XpaHuTb

B HEJOCTYMHOM  And  AeTeln  MecTey,
«loapobHblE  yKa3aHWa N0  NPUMEHEHWIO
npenaparta npuBefeHbl B NPUNOMKEHHOR
MHCTDYKUMWY, HawMeHOBaHwe W afpec

(ropof, cTpaHa) KomMnaHWW-Npou3soaAnTENA
(BbINYCKAOLWI KOHTPOML Ka4yecTsa), ycrnosus
XpaHeHwa, YCNnoBwWsa OTNycka, HOMEp Cepwu,
[aTy NPOM3BCACTBA W 4aTy OKOHYaHWA CpoKa
rogHOCTU, WTPUX-KoA.

| OonycraeTcs HaHeceHue BHYTPEHHUX
| YNEKOBOYHbIX KOAOB KOMMAaHWUM.
HononHuTeNsHo  MoryT  DbiTk  HaHeceHbl

cpencTea UAsHTUMKAUMA ANS MOHWTOPUHTA
[OBUXEHWA NeKapCTBEHHbIX NpenapaTos 4na
MEeaULMHCKOTO NpYMEHEHNS oT
NPOU3BOAATENS A0 KOHEUHOro NoTpebuTens.

| ycnosus

yNakoBOYHbIE KOAbl KOMMaRUK.

Ha kapToHHGOWM Navke Ha pPYCCKOM W
aHrMVIACKOM A3bIKaX yKasaHbl:
NoroTUN  KOMMNaHWn-npou3soauTEns
(Ha naruHuue), TOproBoe
HavmeHoBaHue, DO3UpOoBKa, |
nekapcTseHHasi hopMa, BancapTaH + |
CakyButpun, HaseaHue “
coaepxaHue AencTeyowero
pewecteza B 1 Tabnetke, HoOmEp
PErUCTPaLMOHHOTO  YA0CTOBEpEHWA
(Ha pycckom A3blke), KONWYecTso !
TabneTok B ynakceke, «[lna npuema
BHYTPbL», «XpaHWTb B HEAOCTYNHOM
ana  gertein mecter, «[oapoBHbie
yKasaHua no NPUMEHEHUIO |
npenapara npuseneHs! B |
NPUNOXEHHOW WHCTRYKLMY
HaumeHoBaHWe W aapec (ropod,
cTpaHa) KoMMaHuu-Npon3BoanTENs
(BBINYCKAKWWMIA KOHTPOIE KavecTsa),
XPaHEeHWA, YyCnoBuR
oTnycka, HOMEp  cepun,  aava
NpoV3BOACTBE W [Aata OoKoHYaHua
cpoka roaHOCTH, LWITPUX-KOA,
EHYTPEHHUE  YNaKoBOYHblE  KOAbI
KOMMaHWUW.
Cpegctea
MOHWUTOPUHra
NeKapCTBeHHbIX

vuaeHTudmkayum - ana
OBWKEHUA
npenapaTtoB 4N
MEAULIMHCKOrO  MPUMEHEeHUs  OT
npovasoanTens no KOHEYHOro
noTpebuTENa OTCYTCTBYHKOT.

|
|10 CpoK roaHoCcTH
|

Shelf life | Srepe 3 ropa (28.02.2023)
XpaHeHue [ -
i Slt?jraqe ﬂ;:aln_TemnepaTypehHe Bhilwe 25°C
3. 3AKIHOYEHME
CONCLUSION

‘ nexapCTa:aHHblﬁ—rEenapaT tOnepuo, Tabnetku, NokpeIThiE NneHouHon obonodkon 100 ML NOZ8, HoMep cepunt
. KM77710320, cooTseTcTRyeT TpeboBaHnam HOpMaTUBHOM AckymerTauui 111 003%%2'=?5031&@@§hs‘rfme Net,
S "“%‘W‘\

£ b,

!_2. 3, 4._

Yteepaun
| Approved by

Craptunia crieymanucT no
KOHTPOMH KauyecTsa

Honwuocte (Posiion) ! @O (Full name)

Wupsesa H0.B. 9% 064 B i Boecann X
LY CEHE Roupmes Mol

74 o)
A\

e e e R B
| gt diowr s deys Dprfaidnane |
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