CEPTU®UKAT HA CEPHUIO

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

SANOFI

POACTBEHHBIE IIPUMECH
(BIKX)
— JlporaBepanguH

— Tlepnapun

JIrobast npyrast npuMech

— Cymma npumeceit

KOJINYECTBEHHOE
OIIPEJEJIEHHUE (BJXKX)
— JlpoTaBepuHa ruIpOXIOPUL

HPUTOTOBICHHOTO IS ONPEISIICHUS
PacTBOPEHYS, JOJDKEH UMETh MaKCUMYMBI ITPU
JuinHax BoJH (241 +2) uMm, (302+2) M u (353+2)
HM.

<1%

<0,2%
<0,2%
<2,0%

40,0 Mr + 5% (38,0 - 42,0 mr)

Kox GMID: 236972 Kon ToBapa; VER_15868
HanMeHoBaHMe mpenapara: HO-IITA 40 mr tadaerku 100X
CtpaHa-uMIiopTep: Poccus
Howmep cepuu: EV144 Howmep cepuu: EV144
JlaTa nmpousBoacTBa: 10-CEH-2021 JlaTta ucreuenus cpoka ABI'-2026
TOJHOCTH:
/loznpoBka CM. Pe3yJIbTaT ONPECIICHUS
KOJIMYECTBEHHOTO COICPIKaHUS
JlexapcTBeHHast popma: TabJIeTKH
Tun ynakoBku: IonunponunaeHoBbI KOHTEHHED C
TIOJIMA TUIICHOBOH MPOOKOH
Y CiOBHS XpaHCHHS: IIpu Temmeparype ot 15 mo 25 °C B opUrnHAIBHON yIIaKOBKE
IloxazaTenu HopMmbl PesybTaThl
XAPAKTEPUCTHUKHA
— Onucanue Kpyriibie IBOSKOBBITYKIJIBIC TAOJICTKH KEITOTO CootBercTBYyET
L[BETA C 3€JICHOBATHIM WJIA OPAHIKEBBIM
otTeHKoM. C rpaBupoBKoi «SPA» Ha ogHON
CTOpOHE.
OnHopoHOCTh no3upoBaHus BOYKX AV<15% 2,7 %
(EBp. ©.2.9.40/ T® PD.)
NOAJUHHOCTDH
- BOXX Bpewms ynep:xuBaHus OCHOBHOTO MHKA Ha CooTBeTcTBYET
XpOMaTOTrpaMMe UCIBITYEMOT0 PacTBOPA JA0JHKHO
COOTBETCTBOBATH BPEMEHH yICPKUBAHAS
OCHOBHOTO ITHKa Ha XpOMAaTOTpaMMe
CTaHJAPTHOTO PAacCTBOPA.
—  Y®-cnekrpodoromeTpust VbTpadroaeTOBbIH CIIEKTP pacTBOpA, CooTBeTCTBYET
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Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Kox GMID: 236972 Kon ToBapa; VER_15868
HanMeHoBaHMe mpenapara: HO-IITA 40 mr tadaerku 100X
CtpaHa-uMIiopTep: Poccus
Howmep cepuu: EV144 Howmep cepuu: EV144
JlaTa nmpousBoacTBa: 10-CEH-2021 JlaTta ucreuenus cpoka ABI'-2026
TOJTHOCTH:
/To3upoBka CM. pe3yJIbTAT OMPEICIICHHS
KOJIMYECTBEHHOTO COJICPIKAHUS
JlexapcTBeHHast popma: TabJIeTKH
Tun ynakoBku: IonunponunaeHoBbI KOHTEHHED C
TIOJIMA TUIICHOBOH MPOOKOH
Y CiOBHS XpaHCHHS: IIpu Temmeparype ot 15 mo 25 °C B opUrnHAIBHON yIIaKOBKE
IloxazaTenu HopMmbl PesybTaThl
PACTBOPEHUE
(Q=75 %) (n=6) uepes3 30
MUHYT
JpoTaBepuHa ruipoXJI0puL
-Yamxka 1 He menee 80 % 104 %
-Yammxka 2 He menee 80 % 103 %
-Yamka 3 He menee 80 % 104 %
-Yamka 4 He menee 80 % 102 %
-Yamka 5 He menee 80 % 106 %
-Yamika 6 He menee 80 % 103 %
- CTAOUA 2: Cpennee 3HaueHue 15t 12 TabIETOK JOJHKHO HE ITPOBOAMJIOCH
ObITH HEe MeHee 4eM 75 % uepe3 30 MUHYT, U HU
OJZIHOM TaOJIeTKH co 3HaueHneM MeHee yeM 60 %.
- CTAUA 3: Cpennee 3HaueHue s 24 TaOIETOK JOIKHO
OBITh HE MeHee ueM 75 % depe3 30 MUHYT, HE HE ITPOBOAMNJIOCH
Oosiee 2 TabIETOK MOTYT UMETh 3HAUCHNE MEHEE
geM 60 % 1 HU 7151 OQHOM TaOJETKH HE MOYKET
ObITh 3HaYeHUS MeHee deM 50 %.
JonoysHnTebHAs HH(pOPMALUS

MI/IKp06I/IOJIOFI/I‘-IeCKa${ YUCTOTa

(EBp.®.%*)

-OO0I11ee KOJTUYECTBO a3POOHBIX He 6omnee 100
mukpoopranusmoB (TAMC), KOE/r

-O01ee KOIMIECTBO APOXIKEBBIX U He 6onee 10
mnecHeBbIx rpubdoB (TYMC), KOE/r

-Escherichia coli, 1 T OtcyTcTBYET

*[lonornumenvbHuvle mecmul He 8bINOHAIOMCA 01 PYMUHHO20 KOHMPOISA, 0151 OAHHOU cepuul He NPOBOOUTUCD (011}1
xasrcoou 10-ui cepuu, Ho He pedice, yem 015 1 cepuu @ 200)

Cchlika Ha HOMEp PETUCTPALIMOHHOTO yA0CTOBEPEHUS, I NO011854/02
3aperucTpupoBanHoro B Poccuu:

A®U, ucnonb30BaHHbIN 1 IPOU3BOJICTBA:

Haumenosanue AOU

-IpOTaBepUHA THIPOXIOPHT XwuHouH 3aBoj PapManeBTHYSCKUX U X AMUUCCKUX
npoxyktoB 3A0, H-1045 Budapest, To u. 1-5, Hungary
YnakoBKa 1 MapKHUPOBKa: B cootBerctBuu ¢ HJJ
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- a Sanofi company

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
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Kox GMID: 236972 Kon ToBapa; VER_15868
HanMeHoBaHMe mpenapara: HO-IITA 40 mr tadaerku 100X
CtpaHa-uMIiopTep: Poccus
Howmep cepuu: EV144 Howmep cepuu: EV144
JlaTa nmpousBoacTBa: 10-CEH-2021 JlaTta ucreuenus cpoka ABI'-2026
TOJHOCTH:
/loznpoBka CM. Pe3yJIbTaT ONPECIICHUS
KOJIMYECTBEHHOTO COICPIKaHUS
JlexapcTBeHHast popma: TabJIeTKH
Tun ynakoBku: IonunponuneHoBslil KOHTEIHED €
TIOJIMA TUIICHOBOH MPOOKOH
Y CiOBHS XpaHCHHS: IIpu Temmeparype ot 15 mo 25 °C B opUrnHAIBHON yIIaKOBKE
IloxazaTenu HopMmbl PesybTaThl

JanHas cepusi COOTBETCTBYeT TpeboBaHusiM HopmaTtuBHOM JlOKyMEHTAIMH, 3apErHCTPUPOBAHHON B HACTOSIIECE BPEMs B
Poccuiickoit denepanuu Mo NEePeUnCICHHBIM MOKa3aTeNsIM KayecTBa.

Jannas cepus npounsseneHa B cootBeTcTBUU ¢ CGMP TpeGoBaHUSIMH ¥ COOTBETCTBYET CHEHU(pHUKALUSAM
PerucrpanuonHoro Y nocroBepeHus..
JlaHHbBIN cepTU(hUKAT aHAIHM3a TIOJIUCAH MICKTPOHHON MOIUCKHIO Yepe3 BauaupoBanHyto cuctemy JINMC.

Pemenne YIOTHOMOYC€HHOI'O JINIIA

Pemenne: OJOBPEHO
/TaTa: 27-CEH-2021 13:03
Yro1HOMO4eHHoe JIHIO: dr. Beszteri Bojana
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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 236972 Item code VER 15868
Product name NO-SPA 40 mg tablets 100X

Import. country Russia

Lot number EV144 Customer lot EV144
Date of manufacture: 10-SEP-2021 Expiry date AUG-2026

Strength

Dosage form
Packaging type
Storage condition

\.

see at the assay

tablet

PP container / PE stopper

Store between +15°C and +25°C, in original packaging

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 % 2.7 %
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 % 0.00 %
- Perparine <= 0.2 % 0.00 %
- Any other impurity <= 0.2 % <0.10 %
- Total impurities <=2.0 % 0.0 %
ASSAY (HPLC)
- Drotaverine HC1l 40.0 mg +/- 5% (38.0 - 42.0 mg) 40.6 mg
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BATCH CERTIFICATE

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

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

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

SANOFI .2

within 30 min., not more than 2 units

are less than 60%, and no tab is less

than 50%.
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g <=100
- TYMC, CFU/g <=10)
- Escherichia Coli, 1 g absent

*

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

The reference number of Market

Authorization registered in Russia: P N011854/02

API used for production
Manufacturer's name of API

GMID code : 236972 Item code VER 15868
Product name : NO-SPA 40 mg tablets 100X
Import. country : Russia
Lot number : EV144 Customer lot EV144
Date of manufacture: 10-SEP-2021 Expiry date AUG-2026
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container / PE stopper
Storage condition : Store between +15°C and +25°C, in original packaging
Tests Specifications Results
DISSOLUTION
after 30 min. Q=75 % (n=6) of the label
claim of drotaverine hydrochloride
- Bowl 1 >= 80 % 104 %
- Bowl 2 >= 80 % 103 %
- Bowl 3 >= 80 % 104 %
- Bowl 4 >= 80 % 102 %
- Bowl 5 >= 80 % 106 %
- Bowl 6 >= 80 % 103 %
- 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

Additional tests are not performed for routine inspection, not conducted for this batch

- Drotaverine hydrochloride CHINOIN Private Co. Ltd. - H-1045 Budapest, To u. 1-5, Hungary

Packaging and labelling: In accordance wit ND
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BATCH CERTIFICATE SANOF| g

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company
Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary

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

GMID code : 236972 Item code : VER 15868
Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : EV144 Customer lot : EV144
Date of manufacture: 10-SEP-2021 Expiry date : AUG-2026
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

Storage condition : Store between +15°C and +25°C, in original packaging

> )
Tests Specifications Results

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

on the listed quality parameters.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications
of the relevant Marketing Authorization. || This Certificate of Analysis has been electronically signed from a
validated LIMS.

Decision : ACCEPTED
Date : 27-SEP-2021 13:03
Qualified person: dr.Beszteri Bojana

.

rap_coa_resultats v5 Page 3/ 3



	236972_EV144
	236972-EV144
	10451и-21_259816 No-spa EV144



