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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
Kon ToBapa; VER 435271

IIpomyxT: HO-IIIITA 40 mr tabnetku 24X

Ctpana-umroptep: Poccus

Howmep cepum: DV128 Howmep cepun kmmenTa: DV128
[lata npousBoacTea: 27-MA-2020 JlaTa ucteyeHus: cpoka roAHOCTH: ATIIP-2023
Jlo3upoBka: Cmotpu KonnuectsenHoe
onpeneneHue
JlexapcTBeHHast TaOJICTKH
bopma:
'YrakoBka: bmcrep [1BX-AmomMuHmui
GMID xon 435271
Iloka3aTeb Hopma Pe3yabTart
ITokazarenu:
- Onucanue Kpyrible 1BOSIKOBBITYKIIbIC TaOJIETKH COOTBETCTBYET

KEJTOTO C 3eJICHOBATHIM HITH
OpamkeBbIM OTTeHKOM. C rpaBHPOBKOIt
«Spa» Ha OJTHOU CTOpOHE.
- OmHopoanocTh no3upoBanmst (BOXKX) He 6onee 15% 1,5 %
EBp.®. 2.9.40TD PO

MOJJIMHHOCTbD:

-BOXKX Bpewms ynep>xuBaHusl OCHOBHOIO IIMKAa HA ~ COOTBETCTBYET
XpOMAaTOrpaMMe HCIIBITYEMOTO pacTBopa
JOJDKHO COOTBETCTBOBATH BPEMEHH
yIep>KUBaHHsI OCHOBHOT'O IIMKa HA
XpoMaTorpaMmme CTaHJapTHOrO PacTBopa.
Y ®-cniextpodoromeTpust VYipTpadroeToBhIi CIEKTp pacTBopa, COOTBETCTBYET
MIPUTOTOBJICHHOT'O JUISl ONPE/ICIICHHS
pacTBOpeHUs, 10JDKEH UMETh
MaKCHMYMBI IIpH JJIMHAX BOJH (241 +2)
HM, (302+2) HM U (353+2) HM.

POACTBEHHBIE IPUMECH COOTBETCTBYET

(BIKX)

- JlporaBepanaun <1,0% 0,00 %
- [lepriapnn <0,2% 0,00 %
- JIrobast npyrast npuMech <0,2% 0,11 %
- Cymma npumeceit <2,0% 0,1 %
KOJIMYECTBEHHOE

OIPEAEJEHUE (BIXKX)

- JIpoTaBepuHa rUAPOXIOPHT 40,0 mr £ 5% (38,0 - 42,0 mr)
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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

Kon ToBapa; VER 435271
IIpomyxT: HO-IIIITA 40 mr tabnetku 24X

Ctpana-umroptep: Poccus

Howmep cepum: DV128 Howmep cepun kmmenTa: DV128
[lata npousBoacTea: 27-MA-2020 JlaTa ucteyeHus: cpoka roAHOCTH: ATIIP-2023
Jlo3upoBka: Cmotpu KonnuectsenHoe
onpeneneHue
JlexapcTBeHHas TabneTKu
bopma:
'YrakoBka: bmcrep [1BX-AmomMuHmui
GMID xon 435271
Iloka3aTeb Hopma Pe3yabTart
PACTBOPEHUE

(Q=75 %) (n=6) uepe3 30 MHHYT OT
3asIBJICHHOTO COJICPIKaHHMSI APOTABEPUHA

THIPOXIIOPHIA
-Uamka 1 He menee 80 % 100 %
-Uamrka 2 He menee 80 % 97 %
-Uamka 3 He menee 80 % 99 %
-Uamika 4 He menee 80 % 99 %
-Uamika 5 He menee 80 % 95 %
-Uamika 6 He menee 80 % 97 %
CTAINA 2: Cpennee 3HaueHue s 12 TabneTok He npumennmo
JIOJDKHO OBITH HE MeHee ueM 75 % depes
30 MUHYT, ¥ HH OJJHOH TaOJNETKH CO
3HaueHueM menee yem 60 %.
CTAJIUA 3: Cpennee 3HaueHue st 24 TabIeTok He npumenumo
OJDKHO OBITH HE MeHee ueM 75 % depe3
30 MuHyT, He OoJytee 2 TabJIETOK MOTYT
HMETh 3HaUcHUEe MeHee yeM 60 %, u Hu
JUTSL OJTHOU TaOJIETKU HE MOXKET OBITh
3HayeHus MeHee yeM 50 %.
JTOITIOJTHUTEJbHAS
NHOOPMAILNMSA
MuKpoOHOIOTHYECKAS YUCTOTA
(EBp.D.*)
-O0I11Iee KOJUYECTBO a3POOHBIX He 6omnee 100
mukpoopranmsmos (TAMC), KOE/r
-O0111ee KOJIMIECTBO APOXIKEBBIX U He 6onee 10
miecHeBbIX rpudoB (TYMC), KOE/r
-Escherichia coli, 1 T OTcyTCTBYET

*/[onoanumenvHvle mecmuvl He 8bINOIHAIOMCS OJis1 PYMUHHO20 KOHMPOS, 05l OAHHOU cepull He NPOBOOUTUCD (O
xaxcoou 10-i cepuu, Ho He pedice, wem oas 1 cepuu 6 200)
CchlIKa Ha HOMEP PerucTpaloHHOTO
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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
Kon ToBapa; VER 435271

IIpomyxT: HO-IIIITA 40 mr tabnetku 24X

Ctpana-umroptep: Poccus

Howmep cepum: DV128 Howmep cepun kmmenTa: DV128
[lata npousBoacTea: 27-MA-2020 JlaTa ucteyeHus: cpoka roAHOCTH: ATIIP-2023
Jlo3upoBka: Cmotpu KonnuectsenHoe
onpeneneHue
JlexapcTBeHHas TabneTKu
bopma:
'YrakoBka: bmcrep [1BX-AmomMuHmui
GMID xon 435271
Iloka3aTeb Hopma Pe3yabTart

YIOCTOBEPEHHUSI, 3aPETUCTPUPOBAHHOTO B
Poccun: TINO011854/02

AD®U, ncnoJb30BAHHBIN 115

MpPOu3BO/CTBA:

HaumenoBanne AU

-IpOTaBeprUHA THIAPOXIOPHUT XunouH 3aBox PapManeBTUIECKUX U
Xumuueckux npoaykros 3A0,
Bynanewr, Benrpus

'YakoBKa 1 MapKUpOBKa: B cooTBercTBHM ¢ H]]

ﬂaHHaﬂ CCpuUsl COOTBETCTBYCT Tpe60BaHI/I${M HOpMaTHBHOﬁ I[OKyMeHTaHI/II/I, 3apel"PICTpPIpOBaHHOI>i B HACTOALICC
BpEMA B Poccuiickoii CDe,uepaum/I 110 NEPCUYHUCIICHHBIM MOKA3aTCJIsIM Ka4CeCTBA.

Hannass cepust npousBeneHa B coorBeTcTBUM ¢ CGMP TpeGoBaHMSAMH M COOTBETCTBYET CHELH(UKALMAM
PerucrpanuonHoro Y nocroBepeHus..

Janublit cepTudukaT aHaaM3a MOAMUCAH JICKTPOHHOH MOJIMKCHIO Yepe3 BaIuaupoBanHyto cuctemy JIMMC.

Pemenne YIo.THOMOYC€HHOI'0 JINIIA

Pemenne: OJIOBPEHO
JlaTa: 11-MKOH-2020 14:14
Yo ITHOMOYeHHOE JIHIIO: dr. Solti Monika Maria
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

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

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

Item code : VER 435271

Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : DV128 Customer lot no. : DV128

Date of manufacture: 27-MAY-2020 Expiry date : APR-2023

Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

CHARACTERS

- Appearance

- Uniformity of dosage units (HPLC)
Ph.Eur. 2.9.40/Ru.Ph

IDENTIFICATION
- HPLC

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

— Perparine
- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1

Hothu Poccus
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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 435271
Product name : NO-SPA 40 mg tablets 24X
Import. country : Russia
Lot number : DV128 Customer lot no. : DV128
Date of manufacture: 27-MAY-2020 Expiry date : APR-2023
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 435271
DISSOLUTION

after 30 min. Q=75 % (n=6) of the label

claim of drotaverine hydrochloride

- Bowl 1 100 %
- Bowl 2 97 %

- Bowl 3 99 %

- Bowl 4 99 %

- Bowl 5 95 %

- Bowl 6 97 %

- Stage 2 NA

- Stage 3 NA

ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*

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

- Escherichia Coli, 1 g

* Additional tests are not performed for

(for every 10th lot but at least for 1 1o

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride

Packaging and labelling:
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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 435271

Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : DV128 Customer lot no. : DV128
Date of manufacture: 27-MAY-2020 Expiry date : APR-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

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 : 11-JUN-2020 14:14
Qualified person: dr. Solti Ménika Maria
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