Nuuenaun Ha npoussoacTso JNleKapcTBeHHbIX cpeacTs Ne
Ne 00153-11C ot 09.11.2015
cchinka: 1712191432
Macnopr kayecTBa

Koa npoaykra: 44068548
HanmeHoBaHue npoaykra: FANBYC TAB 50MI™ Ne28
Homep cepuu: KF13891119
Tun ynakoBku: BNNCTEP
Pazmep ynakoBku: 14 WT
Hara npousBoacrTea: 22.11.2019 Fogew go: 31.10.2022
fara Bbinycka: 17.12.2019 Buinyckaemoe konuyectso: 34603 UT
MpousBoacTBeHHan OO0 "Hoeaptuc Hesa", 194362, Cankr-MeTep6ypr, Nopora & Kamenky, .40 ,
nnowanka: kopn.3, nuT.A, nut.B
Homep peructpaymonHoro yaocToBepeHus CcbinoyHbIA AOKYMEHT (Hanpumep,
NCP-008119/08 ot 14.10.2008 aHanMTU4YecKui nacnopr)

4-470-1219 OT 16.12.2019
3andeHue

Hacrosuwwm s nogTeepxaain, uto yKazaHHasi nHopmaumna aBnseTcs AOCTOBEPHON UTOYHOW. Cepus Bbina
NpousseaeHa N NPOKOHTPONUPOBaKa B COOTBETCTBUM C IULEH3UEH Ha NPOU3BOACTBO NEKAPCTBEHHBIX
CpeacTs, TpeGoBaHUAMU PerneTpaLMOHHOro Aocke, TpeBGosanuamu Mpasun Hagnexalyeil NPON3BOACTBEHHOMN
nNpaKkTuKku,

B xoge npovssoacTeeHHoro npoyecca:

X OTCYTCTBYIOT OTKNOHEHWA, KOTOPLIE MOryT NOBNUATL Ha BbINYCK NPOAyKLUK

0 npoeeneHsl paccrnegoBaHus OTKNOHEHUIA, KOTOpbIE MOTYT MOBNUATL Ha BbINYCK NPOAYKUUM, CM
KOMMEHTapuu

KomMmnoxenTe!: (HepacgacosanHan npoAykuus-HI, dhapmauesTuyeckan cyberanuus - ®C)

HaumeHoBaHue maTepuana (HIT, ®C): BANOAMNWNTUH CYBCTAHLWS-MOPOLIOK
No matepuana (HM, ®C): 40005211

Homep cepuu: B538573

MpouzBoauTens: NOVARTIS PHARMA STEIN AG

Cchbinoynblit fOKyMeHT (vanpumep, ananuTuveckmnit  1-173-0919 OT 19.09.2019
nacnopr)

KommMeHTapuu:

LOTKNOHEHWI HET ]

Cepus BbinywWweHa YNoNHOMOYeHHbLIM nuuom Tatyana Budaeva

Mogmnuce i %
S /7

BY JAEBA T.B

YNONHOMOYEHKOE AMLD < . . » ,
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Aara nevatu : 17.12.2019 cTpaHuua 1 u3 1



NOVARTIS

Form to SOP-8013721

NuueHsusa Ha ocyulecTaneHue npousBoACTBa NEKapCcTBeHHLIX cpeacTs NeD0153-

2015 ropa

Doc No. : FRM-8015490
Version ; 2.0

AHanUTU4eCKM NacNOPT Ha rOTOBYIO NPOAYKLUIO

J1IC ot 09 HosBps

Q0O «Hosaptuc Heaa»
Nopora s Kamenky, a. 40, «. 3
194362, Cankr-MeTepbypr, Poconn

Tenedon: +7 812 336 9891

KoHTponb KavecTea

- Homep nacnopra:

Cerfificate number

4-470-1219

1. OBLIAS UHOOPMALMA
GENERAL INFORMATION

HaumeHoBaHue

npoayKunu:
Product Name

laneyc® Tabnetkn 50 mr Ne28

MNposepeHo Ha
cooTBETCTBME C:

JICP-008119/08-290719 aneyc TaBnetkn 50 mr
(BHYTpEHHSS cneundukayms SPEC_FDF_00102805 sepcus 2.0)

Checked against
BuyTpeHHuit ko
npoaykuuu: 44068548
Product Code
Homep cepuu: Hara nponaBogcTea:
Batch Number KF13891119 el e 22.11.2019
; Pasmep cepum  3a
533”9}’ vap 34633 wr BblYeTOM Npob: 34 603 wr
atch Size T
Batch size without samples
2, NMONYYEHHbIE PE3YNbTATHI
TEST RESULTS
Ne MNokazaTens Tpe6GoraHue PesynuTar
i Parameters Requirements Result
Ot Benoro Ao ceetno-xenToro UBeTa
Kpyrnole rnagkwe  tabneTku co
1 gn"::r:gg o CKOWEHHbIMW Kpasmu, ¢ rpasupoBkoii | CooTeeTCTayeT
op «NVR» Ha oaHoi cTopoHe u «FB» Ha
APYrovi CTOpoHe.
Bpems yaepxuBaHus ocCHOBHOrO NuUKa Ha
Xpomarorpamme ucnbITyeMoro
pacTeopa, NPWroTOBNEHHOrO ans
KONMUYECTBEHHOrO onpeaenexHus,
AOMKHO  COOTBETCTBOBATL  BPEMEHU
YAEPKMBaAHUA NWKa BUNAArNWNTMHA Ha BIKX. Cootsercrayer
XpomaTorpamme cTaH[apTHoro
5 MoanuHHoOCTEL pacteopa 1a. OTnuuve Bo BpemeHax
Identification YAEPXKMBAHMA AOMKHO COCTaBMSATL He
Bonee +2 0%
Ha  xpomartorpamme MCNbITYEeMOro
pacTeopa OCHOBHOE NATHO no
MONOXEHW0, OKpacke ©  Benu4nHe
[OMKHO COOTBETCTBOBATL NATHY Ha TCX. Coomercrayer
Xpomarorpamme CTaxgapTHOro
pacTeopa.
0,
PacTaopeHue He meHee 80% (Q) sungarnunTuHa oT \
3 Dissolation HOMUHanNbHOrO codepxaHus  gonxHo | 100%
nepeiTn B pacTeop Yepes 30 MUHYT
Bopa o, 0
4 Water He 6onee 3,3%. 2.2%
PoncTeeHHble . & 202-01 — meHee npefena
npuMecu 202-01 (amua): ve ngee 2,0 A'_ Konu4ecTeeHHoro onpegenerua (0,1%);
5 ; 209-01 (unknuyeckuin ammanH): .
Degradation e Bomse 0. 8% 209-01 = He oBHapyxeHa;
substances g 207-01 — He oBHapyxeHa;
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NOVARTIS

Form to SOP-8013721

InLeHann Ha ocyllecTBNeHWe NPOW3BOACTBA NEKapCTBEHHLIX cpeacTs No00153-NC oT 09 HoRBpA

Doc No. : FRM-8015490
Version : 2.0

AHanUTUYeCKUil NacnopT Ha roTOBYH NPOAYKUUIO

OO0C «HosapTuc Hesa»

2015 roaa Dopora B Kamenky, . 40, k. 3
194362, CankT-MNeTepbypr, Poceus
TenedoH: +7 812 336 9891
KoHTponb KayecTsa
Homep nacnopra:
Certificate number 3 4-470-1219
Ne Mokasartens TpebGoBaHue PesynbTar
Paramelers Requirements Result
- Bundaznunmuna | 207-01(auketonunepasuH). He Gonee | EQMHWUHBIG HEMAGHTUCNLIMPOBAHHBIN
0,5% NPoAYKT pacrnaaa - MeHee npegena
EQvHWYHBIA  HengeHTUDUUNPOBaHHLIA | KoNWYecTBEHHOro onpedeneHus (0,1%);
npoAykT pacnapa: He Gonee 0,2% Cymma npoaykTos pacnaga — MeHee
Cymma npoaykTtoB pacnaga: He Gonee npegena KoNMYecTBEHHOro
2,2% onpegeneHus (0,1%);
OpHopogHoOCTL
[03UPOBaHURA 5
6 Uniformity of AV =150 AV =17
dosage units
KonuuectBeHHoe
7 | onpepdeneHue Ot 95,0% fo 105,0% sunaarnuntuHa oT 99 8%
Assay HOMWHANLHOMO COAEPIKaHUSA PR
- Bundaznunmun
KaTeropus 3A;
Obiee uncno aapobHbIx .
MukpoGuonorvye MUKPOOPFaHUIMOB — He Gonee 10° KOE Mexee 10 KOEB 1 T;
g | cKas unctora B1r
M‘Cfr obiological OBLee YMCno QPONOKEBLIX U NMBCHEBbIX Makse 10 KOE & 1T;
purity 2 .
rpubos — He Gonee 102 KOE B 1 1] o T —_—
OtcyTcTBue Escherichia colis 1. T '
YnakoBka
9 Packaging CornacHo TpeGosaHuio HO CootsetcTeyeT
MapkupoBka
10 Labelling CornacHo TpeGosaHuo HJ Cootsetcrayer
Cpok rogHoCTH
11 Shelf life 3ropa 31.10.2022
3. 3AKINKYEHUE
CONCLUSION

JlexapcTeetHblil npenapat aneyc® Tabnetkn 50 mr Ne 28, Homep cepuu KF13891119 COOTBETCTBYET
TpeboBaHWAM HOPMaTUBHON JOKYMEHTaLUN.

Craplumii cneuvanvcTt no
YTBEPQMH KOHTPOMD Ka4vyeCTBa LUmpﬂeBa K.B. /r:,‘ Fo R
Approved by (== Tl
[onxkHocTs (Position) ®UO (Full name) |.=° . Nara (Date) MNoanucs (Signature)

(Native) Information Print Date:16 December 2019

Page 2 of 2

Business Use Only « ESOPS D2




