CEPTUO®UKAT AHAJIM3A

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company

Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary
Phone: +36 28 585 600/Fax: +36 28 585 939

SANOFI

GMID xoxn: 435271 Kon ToBapa; VER 435271
[Ipoaykr: HO-IIIITA 40 mr tabnetku 24X
Ctpana-umroprep: Poccust
Howmep cepum: EV151 Howmep cepum ximmenta: EVI151
JlaTa mpousBocTBa: 23-CEH-2021 Jlata ucreuenus cpoka  ABI'-2024
TOJHOCTH:
J{o3upoBka: Cwmotpu KonmudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHast popma: Ta0JIeTKH
'YmakoBka: bmcrep [1BX-AmomMuHuit
YcaoBus XpaHeHUS: XpaHuThb MpH TemIieparype mmke + 25 © C
Iloka3aTeb Hopma Pe3yabTart
[Toxa3zaremnm: Kpyriibie 1BOSKOBBITYKIIBIE TAOIETKN )KEATOTO C  COOTBETCTBYET
- Onucanne 3€JICHOBATHIM WM OPAH)KEBBIM OTTEHKOM. C
rpaBUPOBKOH «SPA)» Ha oHON CTOpOHE.
- OnaopoaHocTs no3upoBanug (BOXX)  He 6omee 15% 1,9 %
EBp.®. 2.9.40/TD PO
MHOAJIUHHOCTbD:
-BOXKX Bpewms ynepxuBaHusi OCHOBHOTO IMHKa Ha COOTBETCTBYET
XpOMaTorpaMMe HCITBITYyEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
yAep>KUBaHH OCHOBHOTO TIMIKa Ha
XpOMaTorpaMMe CTaHIapPTHOTO PacTBOpa.
Y ®-cniekTpodoTomMeTpust VY bTpadruoNeTOBBIN CIEKTP PaCTBOPA, COOTBETCTBYET
MPUTOTOBIICHHOTO ISl OTIPEICICHUS
PacTBOPEHUSI, JOJDKESH HMETh MAKCUMYMEI IIPH
JuinHax BoiH (241 +2) um, (302+2) HM 1
(353+2) um.
POJACTBEHHBIE IIPUMECH (B97KX)
- JIporaBepangun <1,0% <0,10 %
- [lepnapun <0,2% 0,00 %
- JIrobas mpyrast mpuMech <0,2% 0,10 %
- Cymma rpuMeceit <2,0% 0,0 %

KOJMYECTBEHHOE
ONPEJIEJIEHUE (BDJKX)

- J[poTaBeprHa ruApOXIOPU

40,0 Mr + 5% (38,0 - 42,0 mr)
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CEPTUO®UKAT AHAJIM3A

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company

Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary
Phone: +36 28 585 600/Fax: +36 28 585 939

GMID xoxn: 435271 Kon ToBapa; VER 435271
[Ipoaykr: HO-IIIITA 40 mr tabnetku 24X
Ctpana-umroprep: Poccust
Howmep cepum: EV151 Howmep cepum ximmenta: EVI151
JlaTa mpousBocTBa: 23-CEH-2021 Jlata ucreuenus cpoka  ABI'-2024
TOJHOCTH:
J{o3upoBka: Cwmotpu KonmudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHast popma: Ta0JIeTKH
'YmakoBka: bmcrep [1BX-AmomMuHuit
YcaoBus XpaHeHUS: XpaHuThb MpH TemIieparype mmke + 25 © C
Iloka3aTeb Hopma Pe3yabTart
PACTBOPEHUE

(Q=75 %) (n=6) wepe3 30 MHHYT OT
3asIBJICHHOTO COJICPKaHMUsI IPOTaBEpUHA

CHIPOXJIOPHIA
-Uamka 1 He menee 80 % 91 %
-Uamka 2 He menee 80 % 95 %
-Uamka 3 He menee 80 % 99 %
-Yamka 4 He menee 80 % 96 %
-Yamka 5 He menee 80 % 96 %
-Yamka 6 He menee 80 % 97 %
CTAIUA 2: Cpennee 3HaueHue s 12 TabIeTOK JOHKHO He npumennmo

ObITh HEe MeHee ueM 75 % depe3 30 MUHYT, U HU
0IHOM TaOJIeTKH co 3HayeHneM MeHee yeM 60 %.
CTAIUA 3: Cpennee 3HaueHue 15t 24 TabIETOK JOJHKHO He npumenumo
ObITh He MeHee yeM 75 % depe3 30 MUHYT, He
Gosiee 2 TabJICTOK MOTYT UMETh 3HAUCHHUE MEHEe
yeM 60 %, 1 HU U1 OAHOM TaOJETKH HE MOYKET
ObITh 3HaUeHUS MeHee yeM 50 %.
JlonmonuTenbHast uHGopManus

Mukpobunosorndeckas unctota (Esp.d.*)

-O0I11Iee KOJTUYECTBO a3POOHBIX He 6onee 100
Mukpoopranusmos (TAMC), KOE/r

-O011ee KOIMIECTBO APOXKIKEBBIX U He Gomee 10
miecaeBbix rpuboB (TYMC), KOE/r

-Escherichia coli, 1 T OTCcyTCTBYET

*/[ononnumenvhvlie mecml He 8bINOIHAIOMCSL OJisL PYMUHHOKO KOHMPOJsl, 07151 OAHHOU Cepul. ye&v_z,noeodwmcz; (012 KaXHCOO|
10-1i cepuu, Ho He pedice, yem 015 1 cepuu @ 200) :
CchuTka Ha HOMEpP PETUCTPAIIHOHHOTO
yI0CcTOBEpeHus, 3apeructpupoBanioro B I1 NO11854/02
Poccuu:
AD®U, ncnoJb30BAHHBIN 115
MPOU3BOICTBA:
HanmenoBanue AOU A
-IpOTaBEpUHA THIPOXIOPH] CHINOIN Private Co. Ltd. - H-1045 Bud
YakoBKa U MapKUpPOBKa: B coorBerctBuu ¢ HJI
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CEPTUO®UKAT AHAJIM3A

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company

Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary
Phone: +36 28 585 600/Fax: +36 28 585 939

GMID kon: 435271 Kon ToBapa; VER 435271
[Ipoaykr: HO-IIIITA 40 mr tabnetku 24X
Ctpana-umroprep: Poccust
Howmep cepum: EV151 Howmep cepum ximmenta: EVI151
JlaTa mpousBocTBa: 23-CEH-2021 Jlata ucreuenus cpoka  ABI'-2024
TOJHOCTH:
J{o3upoBka: Cwmotpu KonmudectBeHHOE
oTIpe/ieIeHne
JlexapcTBeHHast popma: Ta0JIeTKH
'YmakoBka: bmcrep [1BX-AmomMuHuit
YcaoBus XpaHeHUS: XpaHuThb MpH TemIieparype mmke + 25 © C
Iloka3aTeb Hopma Pe3yabTart

JanHas cepusi COOTBETCTBYeT TpeboBaHusiM HopmaTtuBHO! J[oKyMeHTaluu, 3aperuCTPUPOBAHHON B HACTOSINEE BpEeMs
Poccuiickoit @epepannu, Mo nNepevrcICHHBIM MTOKa3aTeNsIM KauecTBa.

I[aHHaH cepusd MNpou3BCi€HAa B COOTBETCTBUU C cGMP Tpe60BaHI/I${MI/I n COOTBETCTBYCT CHCIII/I(I)I/IKaIII/IHM
COOTBETCTBYIOLIICTO PCFI/ICTpaIII/IOHHOFO YIIOCTOBepeHI/Iﬂ.

JlaHHbBIN cepTU(hUKAT aHATHM3a TIOJIUCAH JICKTPOHHOU MOAMUCKHIO Yepe3 BauaupoBanHyto cuctemy JINMC.

Pemenne YIOJTHOMOYECHHOI'0 JTUIIAa

Pemenne: OJIOBPEHO
JlaTa: 14-OKT-2021 10:54
'YnosiHOMOYeHHOe JINIO: dr.Beszteri Bojana
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112 Veresegyhédz, Lévai u.5.,

Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

SANOFI .2

GMID code 435271 Item code VER 435271
Product name NO-SPA 40 mg tablets 24X

Import. country Russia

Lot number EV151 Customer lot EV151

Date of manufacture: 23-SEP-2021 Expiry date AUG-2024
Strength see at the assay

Dosage form tablet

Packaging type PVC - ALU blister

Storage condition Store below +25°C

L . . :
Tests Specifications Results
CHARACTERS

- Appearance Round, biconvex tablets of yellow color Complies

with a greenish or orange shade, with

"spa" engraved on one side.

- Uniformity of dosage units (HPLC) AV<= 15.0 % 1.9 %

Ph.Eur. 2.9.40/Ru.Ph

IDENTIFICATION
- HPLC The retention time of the main peak in Complies
the chromatogram of the test solution
should correspond to the retention time
of the main peak in the chromatogram of
the standard solution.
- UV The UV spectrum of the solution prepared Complies

for dissolution testing should have
absorption maxima at (241+/-2)nm,

(302+/-2)nm, and (353+/-2)nm.

RELATED SUBSTANCES (HPLC)

- Drotaveraldine <=1.0 %

- Perparine <= 0.2 %

- Any other impurity <= 0.2 %

- Total impurities <=2.0 %

ASSAY (HPLC)

- Drotaverine HC1 40.0 mg +/- 5% (38.0 - 42.0 mg)
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BATCH CERTIFICATE

SANOFI .2

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112 Veresegyhéaz,

Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*

- TAMC, CFU/g
- TYMC, CFU/g

- Escherichia Coli, 1 g

*

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride

Packaging and labelling:

Additional tests are not performed for routine inspection, not conducted for this bagrs,.,

(for every 10th lot but at least for 1 lot/year)

GMID code : 435271 Item code VER 435271
Product name NO-SPA 40 mg tablets 24X
Import. country Russia
Lot number : EV151 Customer lot : EV151
Date of manufacture: 23-SEP-2021 Expiry date AUG-2024
Strength see at the assay
Dosage form tablet
Packaging type : PVC - ALU blister
Storage condition Store below +25°C
Tests Specifications Results
DISSOLUTION
after 30 min. Q=75 % (n=6) of the label
claim of drotaverine hydrochloride
- Bowl 1 >= 80 % 91 %
- Bowl 2 >= 80 % 95 %
- Bowl 3 >= 80 % 99 %
- Bowl 4 >= 80 % 96 %
- Bowl 5 >= 80 % 96 %
- Bowl 6 >= 80 % 97 %
- Stage 2 Average of 12 tabs is not less than 75 % NA
within 30 min., and no tab is less than
60%.
- Stage 3 Average of 24 tabs is not less than 75 % NA

within 30 min., not more than 2 units
are less than 60%, and no tab is less

than 50%.
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112 Veresegyhéaz,

Lévai u.5., Hungary

SANOFI .2

Phone: +36 28 585 600 / Fax: +36 28 585 939
~
GMID code 435271 Item code VER 435271
Product name NO-SPA 40 mg tablets 24X
Import. country Russia
Lot number EV151 Customer lot EV151
Date of manufacture: 23-SEP-2021 Expiry date AUG-2024
Strength see at the assay
Dosage form tablet
Packaging type PVC - ALU blister
Storage condition Store below +25°C
: S
Tests Specifications Results

This batch meets the requirements of the Normative Document currently registered in Russian Federation

on the listed quality parameters.

validated LIMS.

of the relevant Marketing Authorization. ||

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications
This Certificate of Analysis has been electronically signed from a

Decision

Date

Qualified person:
.

ACCEPTED
14-0CT-2021 10:54

dr.Beszteri Bojéana
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