OEKNTAPALNA O COOTBETCTBUU

HaumeHoBaHve opraHusauuu, NpUHSABLLENA Aeknapaunto 0 COOTBETCTBUK:

OO6LWecTBO C OrpaHUMYeHHOl 0TBeTCTBEHHOCTbLIO "HoeapTuc Hesa" (OO0 "HosapTuc Hesa")
3aperucTpuposaHo : Me>kpalioHHas nHcnekuns PefepanbHOn HanoroBoii cnya/cobl Nel5 no
CaHnkT-lMeTepbypry OFPH 1117847093210 oT 17.03.2011

Afpec mecTa HaxoXKaeHusa: 194362, r. CaHkT-leTepbypr, fopora B Kamexky, 4.40, kopn.3.
TenedpoH/cpaxc: (812)3366180/(812)3255192.

JloBepeHHoe nuuo: Emenunn C.C., gosepeHHocTbh: 0T 08.01.2019

SAABNAET, UTO
NeKkapcTBeHHOe cpeacTBo: anByc®, TabneTkyn 50 mr 14 wiT., 6mcTepbl (2), Navka kapTOoHHas, cepus

JL59881218, konnyecTBO 34669 ynakosok, rogeH fo 30.11.2021, npoussogcTea OO0 "HosapTwc Hesa", T.

(KMNEC 2008) 21.20.10.119, nacnopT KayecTsa 0T 11.02.2019 OOO "HosapTuc Hesa"

COOTBETCTBYET TPEBOBAHNAM
JICP-008119/08-041214 w3m. Ne 1,2,3,4,5

OJEKNAPALUNA MPUHATA HA OCHOBAHIWI
permcTpaLmoHHoe yaocTosepeHne JICP-008119/08 o1 14.10.2008 (gaTa 3ameHbl 02.04.2018) pep>kaTenb

(Bnagenew) HosapTuc ®apma Al [LUseiilapusi], BbigaHo MuHsgpasom Poccun, cepTudmkaT Ne 18.1575.026 oT
13.09.2018, peiicTBuTeneH Ao 13.09.2021, OpraH no cepTuMKauuMy CUCTEM MeHeA>KMeHTa Accoumauyu no
cepTudmkaummn "Pycckuin PerncTp” (POCC RU.0001.21EA45), nacnopT KauvecTBa oT 11.02.2019 000

"HosapTuc Hesa"

OATA MPUHATUA OEKNTAPALUUW 12.02.2019

NEKNAPALUVA OEMCTBUTENBHA [0 30.11.2021

M, Emenun C.C.
\ _lor y
AeKnapaHT noAnucb ®.1N.0

CBEOEHWVA O PEIMCTPALINU

OPIrAH MO CEPTUD®UKALINWN, SAPETCTPUPOBABLLUMIN AEKIAPALNIO

PerncTpaynoHHblii Homep POCC RU.0001.11dM03 OpraH no cepTudgukalmum npogykuyun 000
«OKpYy>KHOW LeHTp cepTudukaunn Cesepo-3anag», agpec : 194156, Poccus, ropon CaHkT-MeTepbypr,
CseTnaHoBCKuiA np., 4.2, ocuc 413, ochmc 503, oguc 505, Ten/cpakc: (812) 380-06-34.

NoANUChH
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Certificate of Analysis of Finished Product
ID: RUSP-FRM-00648

Version: 5.0

Effective Date: 04-Sep-2018

Parent document: RUSP-SOP-00624
OO0 «HoBapTtuc Hesa»
[opora B KameHky, a. 40, k. 3

194362, CaHkT-lMNeTepbypr, Poccusa

II) NovARTIS

JlnueH3una Ha ocyllecTB/ieHe NPOM3BOACTBA NekapcTBEHHbIX cpeacTs Ne00153-/1C
oT 09 Hos6ps 2015 roga

TenedoH: +7 812 336 9891
KOHTpO}'Ib KayecTBa

Homep nacnoprTa:

Certificate number 4-111-1218

Certificate of Analysis of Finished Product
AHanIMTUYECKMUI NacnopT Ha rOTOBYH NPOAYKLUIO

1. OBWAA MH®POPMALMNA
GENERAL INFORMATION

PHammeHOBaHme npoAykumn. FanByc® tabnetkn 50 mr Ne28
roduct Name
NICP-008119/08-041214 ransyc tabnetkn 50 mr
M3meHeHne Ne 1 oT 14.10.2016

M3meHeHne Ne 2 ot 14.02.2017

M3meHeHnit Ne 3 ot 20.12.2017

M3meHeHne Ne 4 ot 02.04.2018

M3meHeHne Ne 5 o1 02.07.2018

(BHYTpeHHAA cneundurkauma RUSP-QSP-01453 Bepcusa. 6.0)

I'IpOBepeHo Ha COOTBEeTCTBUE:
Checked against

BHYTPEHHWIT Kog, NpoayKUUN:

Product Code 44068548
. JaTta
riomep cepuy: JL59881218 npou3soacTBa: 11.12.2018
Manufacturing Date
Pasmep cepuu: Pasmep cepun 3a
Batch Size 34 699 wrt BblYEeTOM MpO6: 34 669 wTt
Batch size without samples
2. MONYYEHHbIE PE3Y/NIbTATDI
TEST RESULTS
No lMokasaTesnb TpeboBaHue PesynbTtar
- Parameters Requirements Result
OT 6Genoro po cBeTno-Xentoro useta CooTeBeTcTBYeT
1 OnuncaHue Kpyrnble rnagkve 1abqeTkm co CKOLEHHbIMU
Appearance Kpasmu, c rpaBupoBkoil «NVR» Ha opHol
cTOopoHe u «FB» Ha gpyroli cTopoHe.
Bpema ygepxvnBaHus OCHOBHOIO Nuka Ha
XpomaTtorpamMmMme UCMbITYeEMOro pacrteopa,
NPUroOTOBMIEHHOIO AN1A KONUYECTBEHHOIO
onpegeneHns, A0/KHO COOTBETCTBOBATL
BpeMeHU yaepXnBaHua nvka CootBeTcTBYyeT
BUNJarnMnTuHa Ha xpomarorpamme
MNognnHHOCTL
5 Identification cTaHgapTHOro pactsopa la. OTnuune BO
- BUAAArANATUH BPeEMeHax yAepXnBaHusa O0/HKHO
COCTaBNATb He 6onee +2%.
Ha xpomaTtorpamme MCnbITyeMoro pacrsopa
OCHOBHOE MATHO MO NOJIOXEHWNI0, OKpacke K
BesIMYMHe [O0J/I)KHO COOTBETCTBOBATb MATHY CooTBeTcTBYET
Ha XxpomartorpaMmme cTaHfapTHOro
pacTBopa.
3 PacTtBopeHune He meHee 80% (Q) BungarnMnTuHa AOJ/IXHO 100 %
Dissolution nepenTu B pacTteop yepe3 30 MUHYT
4 \?Vozft":r He Gonee 2,9 % 2.0%
OlPH 1117847093210, NHH 7814494665, KMM 781401001
fAata neyatu: 15 January 2019 Ctp. 1u3 2
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Certificate of Analysis of Finished Product

Ib NOVARTIS

JIueH3nsa Ha ocylecTB/ieHe NPon3BOACTBa leKapcTBeHHbIX cpeacTs Ne00153-/1C
oT 09 Hos6ps 2015 roga

ID: RUSP-FRM-00648
Version: 5.0
Effective Date: 04-Sep-2018

Parent document: RUSP-SOP-00624
00O «HosapTtuc Hesa»

[opora B KameHky, a. 40, k. 3

194362, CaHkT-MNeTepbypr, Poccusn

Homep nacnopra:
Certificate number

TenedoH: +7 812 336 9891

KoHTposb KavecTBa

lMNoka3aTtenb TpeboBaHue PesynbTar
Ne -
Parameters Requirements Result
202-01 (amupg): He 6onee 2,0% meHee 0,1 %
MocTopoHHUE 209-01 (umMkNUYecKuii amuauH): meHee 0,1 %
npumecu He 6onee 0,3%
5 Degradation 207-01 (gukeTonunepasunH): He 6onee 0,5% He o6HapyxeHa
products EAVHUYHON HENAEHTU(NLNPOBAHHO meHee 0,1 %
- BungarnuntnHa npumecu: He 6onee 0,2%
Cymma npumeceli: He 6onee 3,0% meHee 0,1 %
OaHOpOoAHOCTL
[031poBaHuA
6 Uniformity of dosage AV< 15,0 2,6
units
-Bungarnuntux
KonnyectBeHHoe
7 onpenesneHve OT1 95,0% po 105,0% sungarnuntuHa oT 102.4 %
Assay HOMMWHa/IbHOrO cofepxaHns '
- BungarnuntuH
KaTteropusa 3A:
MUKpPOGMONOrayec O6uee yncno aspobHbIX MUKpoopraHnsmos - MeHee 10 KOE B 1T,
8 Kasi uMcTOTA He 6onee 103KOE B 1T;
Microbiological purity O6blee 4YUCNO [APOXXKEBbIX W MNecHeBblx MeHee 10 KOE B 1;
rpu6os - He 6onee 102KOE B 1T;
OTcyTtcTtBue Escherichia colis 11 oTCyTCTBYeT B 1T
9 ynaKOB_Ka CornacHo Tpe6oBaHuio HJ CooTtBeTcTBYET
Packaging
10 MapKl./lpOBKa CornacHo Tpe6osaHuio HA CooTtBeTcTBYET
Labelling
CpoK rogHocTu
(MepnognyHoOCTL
n ;?glrfpli(f):ﬂ) 3 roga 10.2021
(Frequency of
control)

3. 3AK/HOYEHME

CONCLUSION

lFoToBbiii npenapat ManByc® Tabnetkn 50 mr Ne28, HoMmep cepun JL59881218 cooTBeTCTBYET TpeboBaHUAM
NICP-008119/08-041214 ¢ nsmeHeHusamu 1, 2, 3, 4, 5 No NnpoBepeHHbIM NokasaTesisiM KayecTBa.

Macnopt Crapwmii cneumanuct no 15.01.2019
noaroToBusl KOHTPO/IIO KayecTsa LLnpsaesa O.B. !
p db w Mopnuckb Jata
repared by LlOMKHOCTb (Petition) ®UNO (Tull name) (Signature) (Data)
MeHepkep No KOHTPO/I0
KayecTBa 1 nepeHocy u 15.01.2019
YTBEepann Ba/MZauMnm aHasINTUYECKNX Jata
Approved by MeTOAVK CopokvH B, 14 (Data)
Mopnuckb
[LlonxHocTb (Position) ®NO (Full name) (Signature)
OlPH 1117847093210, UHH 7814494665, KMM 781401001
JAata neyatu: 15 January 2019 Ctp. 2un3 2



i}> NOVARTIS

JIMLEeH3Ms1 Ha NPOU3BOACTBO NIEKAPCTBEHHbIX cpeacTB Neo

Ne 00153-/1C ot 09.11.2015

ccbinka: 1102191214

Kopg npoaykra:
HanmeHoBaHMe npoaykra:

Homep cepun:

Tun ynakoBKu:
Pa3mep ynakoBKu:
Jata nponssoacTtsa:
JaTta Bbinycka:
MpounsBoacTBeHHasA
naowajka:

Homep perucTpalMoHHOro ya0CTOBEpPEHUS

NICP-008119/08 ot 14.10.2008

3akiroyeHne

NacnopT KayecTBa

44068548
FANBYC TAB 50MI" Ne28

JL59881218

B/INCTEP

14 WT

11.12.2018 [opeH po: 30.11.2021
11.02.2019 Bbinyckaemoe konnyectBo: 34669 LUT

00O "HoeapTtuc Hesa", 194362, CaHkt-lMeTepbypr, [Jopora Ha KameHky, 4.40 ,
Kopn.3, nuT.A, nut.b

CCbI/1I0YHbIA OOKYMEHT (Hanpumep,
aHa/IMTUYECKMIA NacropT)
4-111-1218 OT 15.01.2019

HacTosilym A noATBepXaalo, YTo ykasaHHas UHdpopMaLyst SIBMSIETCA AOCTOBEPHOI UTo4HON. Cepus Gbina
npousBegeHa 1 NPOKOHTPOMPOBaHa B COOTBETCTBUM C NMLEH3Nel Ha NPOM3BOACTBO /IEKAPCTBEHHbIX

cpeacTs, Tpe6OBaHI/IF|MI/I perncTtpaynoHHoro aocoee, Tpe6OBaHI/IﬂMI/I Mpasun Ha,qnex(au.l,eﬁ HpOMBBO,EI.CTBeHHOVI

NPaKTUKn.

B xoae npon3BOACTBEHHOMO MpoLiecca:
N  OTCYTCTBYIOT OTK/IOHEHUS!, KOTOPbIe MOTYT MOB/UATL Ha BbIMYCK NPOAYKLMM
O npoBeAeHbl pacc/efoBaHNsl OTKNOHEeHUIA, KOTopble MOryT MOBVSATbL HA BbIMYCK NMPOAYKLMMU, CM

KOMMEHTapunn

KomnoHeHTbl: (HepacdacoBaHHasa npoaykuus-HI, doapmaueBTnyeckas cybctaHums - dC)

HanmeHoBaHne matepunana (HM, ®C):

No matepuana (HIM, $C):
Howmep cepum:
MpownsBoanTens:

CcCbI/104HbI/ 4OKYMEHT (Hanpumep, aHa/INTUYeCKUin

nacnopr)

BUNJAMNVNTUH CYBCTAHLUNA-MOPOLLOK
40005211

B491173

NOVARTIS PHARMA STEIN AG

1-83-0918 OT 19.10.2018

HanmeHoBaHune matepunana (HM, ®C):

No matepuana (HM, ®C):
Homep cepwun:
MponssoanTens:

CCbI/I0YHbIV AOKYMEHT (Hanpumep, aHa /IMTU4ecKuin

nacnopr)

KommeHTapun:

OTK/IOHEHWA HET

Cepus BbinylleHa YNO/IHOMOYEHHbIM SINL,OM

Jata neyatn : 11.02.2019

BUNOAMNVMTUH CYBCTAHLUNA-TTOPOLLOK
40005211

B495208

NOVARTIS PHARMA STEIN AG

1-97-1018 OT 07.11.2018

Tatyana Budaeva

Mopnucb
cTpaHunua 1 n3 1



