CEPTU®UKAT HA CEPHUIO

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

SANOFI

Phone: +36 28 585 600 / Fax: +36 28 585 939
Kon ToBapa; VER 15868
HaumeHoBaHue HO-IIITA 40 mr tadaerku 100X
nmpenapara:
CrpaHa-uMIIOpTEp: Poccus
Howmep cepum: DV063 Howmep cepum: DV063
JlaTa mpou3BOICTBA: 11-Map-2020 JlaTa rcTedeHus cpoka ®DeB-2025
TOTHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONPEaCIICHHS
KOJINYECTBEHHOTO COZICPKaHUS
JlekapcTBeHHas hopma: TabneTKu
Tun ynakoBKH: ITonunponuieHoBbIN KOHTEWHED C
MOJIMATUIICHOBOH MPOOKOWMA
Kon GMID: 236972
Ilokazarenn Hopmsl PesybTaThl
XAPAKTEPUCTHUKHU
— Ornucanue Kpyriibie BOSKOBBITYKIIbIC TA0ICTKA CootBercTBYyET
JKEIITOTO [[BETA C 3€JICHOBATHIM HIIH
OpamkeBbIM OTTeHKOM. C TpaBHPOBKOI
«SPA)» Ha 0JTHOM CTOpOHE.
Omnaopoanocts no3upoBarnt BOXKX AV 15% 1,8 %
(EBp. ©.2.9.40/ T® PD.)
MNOJJIMHHOCTDb
- BD2XX Bpewms ynep:xuBaHus OCHOBHOro muka Ha ~ COOTBETCTBYET
XpOMaTOrpamMMe UCIBITYEMOT0 PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
YAEP KUBAHHS OCHOBHOTO TIMKA Ha
XpOMaTorpaMMe CTaHAAPTHOTO PacTBOpA.
—  Y®-cnekrpodoromerpust VbTpadroaeTOBbIH CIIEKTP pacTBOpA, CooTBeTCTBYET
MIPUTOTOBIICHHOTO IS OTIPEICICHUS
PaCTBOPEHUSI, JODKEH AIMETh MAaKCHMYMBI
npu JuinHax BosH (241 +2) um, (302+2)
HM 1 (353£2) HM.
POACTBEHHBIE IIPUMECHU
(BIKX)
— JIporaBepanaun <1,0% 0.00%
— Tlepnapun <0,2% 0,00 %
— JIobast apyras npuMech <0,2% <0.10%
— CymmMa npumeceit <2,0% 0.0%
KOJINYECTBEHHOE
OIIPEJEJEHHUE (BOXKX)

— JlpotaBepuHa ruipoxXaopu/

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

SANOFT -

JonoannTeabHast HHpOpMaNUs

MUKpOOHOIOTHYECKAS YUCTOTA
(EBp.®.*)

-O0m1ee KoIMIeCcTBO adpOOHBIX
mukpoopraansmos (TAMC), KOE/r
-O01m1ee KOTMIECTBO APOXKIKEBBIX U
wiecHeBbIX rpuooB (TYMC), KOE/r
-Escherichia coli, 1 r

3aperucTpupoBaHHoro B Poccuu:

Cchuika Ha HOMCD pETUCTPALMOHHOTO YAOCTOBEPCHUS,

JIOJDKHO OBITh HE MeHee 9eM 75 % depes 30
MHUHYT, HE OoJiee 2 TabJIETOK MOTYT UMETh
3HaueHue MeHee YyeM 60 % ¥ Hu IS OJHOM
TaOJETKHM HE MOKET OBITH 3HAUEHHUS MCHEE
geM 50 %.

He 6oimee 100
He 6oiee 10

OtcyTcTBYeT

I1N011854/02

Kon ToBapa; VER 15868
HaumeHoBaHue HO-IIITA 40 mr tadaerku 100X
nmpenapara:
CTpaHa-uMIIOpTEP: Poccus
Howmep cepum: DV063 Howmep cepum: DV063
JlaTa mpou3BOICTBA: 11-Map-2020 JlaTa rcTedeHus cpoka ®DeB-2025
TOTHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONPEaCIICHHS
KOJIMYECTBEHHOTO COICPIKAHUS
JlekapcTBeHHas hopma: TabneTKu
Tur ynakoBKu: ITonunponuieHoBbIN KOHTEWHED C
MOJIMATUIICHOBOH MPOOKOWMA
Kon GMID: 236972
Ilokazarenn Hopmsl PesybTaThl
PACTBOPEHUE
(Q=75 %) (n=6) uepe3 30
MUHYT
JlpoTaBepuHa ruAPOXIOPUL
-Yamka 1 He meree 80 % 99 %
-Yamrka 2 He meree 80 % 93 %
-Yamka 3 He meree 80 % 93 %
-Yamika 4 He menee 80 % 97 %
-Yamka 5 He menee 80 % 95 %
-Hamika 6 He menee 80 % 94 %
- CTAOUA 2: Cpennee 3HaueHwe it 12 rtabnerok HE [TPOBOANJIOCH
JIOJDKHO OBITH HEe MeHee ueM 75 % uepes 30
MUHYT, HW HH OJHOW TabJETKH CO
3HageHneM MeHee yeM 60 %.
- CTAANA 3:
Cpennee 3Hauenue it 24 Tabnetok HE ITPOBOJUIJIOCH

* [lonoHumensHvle mecmol He 8bINOIHAOMCSL OJisk PYMUHHO20 KOHMPOJS, 0Jisk OAHHOU cepuu He npo8ooUIUCy (05
kasicoou 100-11 cepuu, Ho He pedce, wem 0ns 1 cepuu 6 200)
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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

Kon ToBapa;
HaumeHoBaHue
npenapara:
CrtpaHa-uUMIopTep:
Howmep cepuu:

JlaTa mpou3BoaCcTBA:

Jlo3upoBka

JlekapcTBeHHas hopma:
Tun ynakoBKH:

Kox GMID:

VER 15868
HO-IIIIA 40 mr Taéaerku 100X

Poccus
DV063 Howmep cepum:
11-Map-2020 JlaTa rcTedeHus cpoka

TOJHOCTH:
CM. PE3yJIbTAT ONpPEeIeIICHUS
KOJIMYECTBEHHOTO COICPIKAHUS
TaOJICTKH
ITonunponuieHoBbIN KOHTEWHED C
MOJIMATUIICHOBOH MPOOKOWMA
236972

DV063
DeB-2025

IToxa3zaTenan

HopwMmsl

PesybTaThl

Hanmenosanue AOU

YnakoBka 1 MApKUpPOBKa:

-pOTaBepUHA THIPOXIOPHUL

A®U, ncnonb30BaHHbIN 11 IPOU3BOJCTBA:

B coorBercTBHM ¢ H]]

JlanHas cepust cOOTBETCTBYeT TpeboBaHMsIM HopmaTtuBHON JIOKyMEHTAITUH, 3apETHCTPUPOBAHHON B HACTOSIICES
Bpemsi B Poccuiickoit @enepaiiuu 1o nepeyrcIeHHbIM MOKa3aTelsaM KauecTBa.

XunouH 3aBoa PapManeBTUYECKUX U XUMUUYECKUX
npoaykToB 3A0, bynanemr, Benrpus

ﬂaHHaﬂ cepus Mpon3Bei€Ha B COOTBETCTBUM C cGMP Tp€60BaHI/I${MI/I 1 COOTBETCTBYCT CHCIII/I(I)I/IKaIII/IHM

PerucrpanuonHoro Y nocrosepeHus.
JlaHHbIH cepTrdUKAT aHAIM3a HOAIIMCAH IEKTPOHHOHU ITONKCHIO Yepe3 BajuaupoBannyo cucremy JINMMC.

Pemenne YIOJTHOMOYECHHOI'0 JTUIIAa

Pemenue:
JlaTa:

Yo 1HOMOYeHHOe JIUIIO0:

OJIOBPEHO
20-MAP-2020 09:24
Hari Janosne dr.Tuza Timea
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

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

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

Item code VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country Russia

Lot number : DV063 Customer lot no. DV063

Date of manufacture: 11-MAR-2020 Expiry date FEB-2025

Strength see at the assay

Dosage form tablet

Packaging type PP container / PE stopper

GMID code 236972

CHARACTERS

- Appearance Complies

- Uniformity of dosage units (HPLC) 1.8 %

Ph.Eur. 2.9.40/Ru.Ph

IDENTIFICATION

- HPLC Complies

- UV Complies

RELATED SUBSTANCES (HPLC)

- Drotaveraldine 0.00 %

— Perparine 0.00 %

- Any other impurity <0.10 %

- Total impurities 0.0 %

ASSAY (HPLC)

- Drotaverine HC1 40.0 mg
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

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

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

Item code VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country Russia

Lot number DV063 Customer lot no. DV063

Date of manufacture: 11-MAR-2020 Expiry date FEB-2025

Strength
Dosage form
Packaging type
GMID code

see at the assay

tablet

PP container / PE stopper
236972

DISSOLUTION

after 30 min. Q=75 %

claim of drotaverine hydrochloride

- Bowl 1
- Bowl
- Bowl
- Bowl

- Bowl

o O W N

- Bowl

- Stage 2

- Stage 3

ADDITIONAL INFORMATION
Microbiological Quality

- TBMC, CFU/g
- TYMC, CFU/g

- Escherichia Coli,

(for every 100th lot but at least for 1 I

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride

Packaging and labelling:

(n=6)

lg
* Additional tests are not performed for

of the label

(Ph.Eur) *

anofi Russia AQ
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BATCH CERTIFICATE .
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

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

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

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : DV063 Customer lot no. : DV063
Date of manufacture: 11-MAR-2020 Expiry date : FEB-2025
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

This batch meets the requirements of the : 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 : FELSZABADITVA / ACCEPTED
Date : 20-MAR-2020 09:24
Qualified person: Hari Jénosné dr. Tuza Timea
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