CEPTUO®UKAT CEPUM SANOFI . i

«XWNHOHWH 3aBog ®apmaneBTHUECKUX U XUMUUYECKUX NPOAYKTOB 3AO»
- Kommnanns «Canodu»

ITnomanka Bepemenpxas - 2112 Bepemrensxas, yiu. JleBau 5., Berrpust

Tenedon: +36 28 585 600/Paxc: +36 28 585 939

Kox GMID: 545467 Kon ToBapa; VER 54567
HanmenoBanne npenapata: HO-IIITA 40 mr Tad/1eTKH NOKPHITHIE IIEHOYHOI 0001049K0iT 24X
CTpaHa-uUMIoprep: Poccus
Homep cepun: EV006 Howmep cepun: EV006
/lata npou3BOJICTBA: 15-CEH-2021 Jlara ucreuenust cpoka roguoctu: ABI-2024
Jlo3upoBKa CM. pe3yJIbTaT ONpPECICHUS
KOJIMYECTBEHHOT'O COJIEPIKAHUS
JlexkapcTBeHHas popma: TabJeTKH, OKPHITHIC TIICHOYHON
o6ooukoit
TH ynakoBKH: MBX/TIBJIX-anroMuHUIT KOHTYPHO-
STYEHKOBBIC YIIAKOBKH
Y CoBUS XpaHEHUS ITpu Temneparype He Boiie 30°C
IMoka3zarenu TpedoBanus cnenupuKanuu Pe3yabTarsl
XAPAKTEPUCTHUKH
— Onucanue Kpyriibie TBOSIKOBBITYKIIbIC TA0IETKH KenToro  COOTBETCTBYET
uBeta. C rpaBupoBkoil «SPAy Ha 0HOM
CTOpOHE.
— Opnopoanocts 1o Macce (Esp.@apm., He Gomnee 15% (n = 10) 13%
pacdeTHO-BECOBOH METO)
HNOMJIMHHOCTDb
- BDXX Bpems ynep)kuBaHusi OCHOBHOTO IHUKa Ha CooTBeTcTBYET
XPOMAaTOrpaMMe UCIBITYEMOr0 PacTBOpa
JIOJDKHO COOTBETCTBOBATh BPEMCHHU
YJIep)KHBaHHsI OCHOBHOTO ITHKA Ha
XPOMaTOrpamMMe CTaHIapTHOTO PacTBOPA.
—  V®-cnekrpodoTomerpust VibrpaduoneToBslii criekTp pacTBopa qoinkeH  CoOTBETCTBYET
COOTBETCTBOBATH Y D-CHIEKTPYy CTAaHAAPTHOTO
P-pa ApoTaBEpHHA THAPOXIOpUIA (IMETh
MaKCUMYMBbI TIPU JUTMHAX BOJH (24 1+2) HM,
(302+2) um u (353£2) ™)
POJACTBEHHBIE ITPUMECH
(BIIKX)
— JlporaBepangun <10% <0.10 %
— Ilepmapun <0,2% 0,00 %
— JIiobast npyras mpumecsh <0,2% <0.10 %
— Cymma npumeceit <2,0%
KOJIMYECTBEHHOE
OINPEIEJEHUE (BIKX)
— JlpoTaBepHHa rHAPOXIOPUL 38,0 — 42,0 mr (95-105% oT 3asBIEHHOTO
COJZICpKaHHsl IPOTaBepHUHA THAPOXJIOpUaa B 1
TabJIETKE)
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«XWNHOHWH 3aBog ®apmaneBTHUECKUX U XUMUUYECKUX NPOAYKTOB 3AO»
- Kommnanns «Canodu»

ITnomanka Bepemenpxas - 2112 Bepemrensxas, yiu. JleBau 5., Berrpust

Tenedon: +36 28 585 600/Paxc: +36 28 585 939

Kox GMID: 545467 Kon ToBapa; VER 54567

HanmenoBanne npenapata: HO-IIITA 40 mr Tad/1eTKH NOKPHITHIE IIEHOYHOI 0001049K0iT 24X

CrpaHa-umnoprep: Poccus
Homep cepun: EV006 Howmep cepun: EV006
/lata npou3BOJICTBA: 15-CEH-2021 Jlara ucreuenust cpoka roguoctu: ABI-2024
J1031poBKa CM. Pe3yJIbTaT OHPE/ICIeHHUs
KOJIMYECTBEHHOTO COZIePIKAHMUS
JlekapcTBeHHast hopma: TabneTky, TOKPHITHIE TNICHOYHON
o6oouKoit
TH ynakoBKH: MBX/TIBJIX-anroMuHUIT KOHTYPHO-
STYCHKOBBIE YIaKOBKH
Y CoBUS XpaHEHUS ITpu Temneparype He Boiie 30°C
IMoka3zarenu TpedoBanus cnenupuKanuu Pe3yabTarsl

PACTBOPEHME (Y®)

He menee uem 75 % (Q) oT 3asiBICHHOTO
CoZiepKaHMs APOTaBepHHA THAPOXIOpHIA
yepes 30 MUHYT

Q=75 % (n=6)

-Yamka 1 He menee 80 % 100 %

-Yaika 2 He menee 80 % 96 %

-Yaika 3 He menee 80 % 99 %

-Yaika 4 He menee 80 % 99 %

-Yamka 5 He menee 80 % 99 %

-Yamka 6 He menee 80 % 98 %

- CTAOUA 2: CpenHee 3HaueHHE TSt 12 TaOIETOK JOIDKHO HE IMTPOBOINJIOCH

ObITH He MeHee 4eM 75 % uepe3 30 MUHYT, U
HH OJHO¥ TabJIETKH CO 3HaYCHUEM MEHEe YeM
60 %
- CTAJIUA 3: Cpennee 3Ha4deHHE i1 24 TaOIETOK TOIDKHO HE ITPOBOANJIOCH
OBITh HE MeHee ueM 75 % depe3 30 MUHYT, HE
Oostee 2 TaOIETOK MOTYT UMETh 3HAYCHHE
MeHee ueM 60 % ¥ HU 11 OTHOM TaOJICTKH HE
MOJKET OBITh 3HaueHHs MeHee yeM 50 %.
JlononuTeabHas nHpopManus

Muxkpo6uonoruueckas uucrora (Esp.
Dapm)

- OOuiee KOIMYECTBO a3POOHBIX <100
mukpoopranmsmos (TAMC), KOE/r

- o0liee KOJIMYECTBO IPOXKIKEBBIX U <10
wiecHeBbix rpu6os (TYMC), KOE/r

- Escherichia Coli, 1 r OTcyTCTBYET

* JIOIOJIHUTETIEHO TECTUPOBAHMS B XO/I€ PYTHHHOTO KOHTPOJISI HE IIPOBOJISITCS, HA JJAHHOH CEpHU HE IIPOBOIMIICH
(mpoBonsTca Ha Kaxaoi 100-ii, HO He pexe, 4yeM Ha | cepuu B Toy)

Cchika Ha HOMep PY, JITT-005601
3aperucTpupoBaHHOro B Pd:

A®U, nucrnoas30BaHHBINA B X0/1€
MIPOU3BOJICTBA!

Hasanue npoussonurenss AOU

& |
- JlpoTaBepuHa ruipOXJIOpHULL Xwunounn npaiisar Ko. JIta., H-1045 B'r;.‘ga
To u. 1-5, Hungary )
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CEPTUO®UKAT CEPUM

«XWNHOHWH 3aBog ®apmaneBTHUECKUX U XUMUUYECKUX NPOAYKTOB 3AO»
- Kommnanns «Canodu»

[Tnomanxa Bepemenpxas - 2112 Bepemenpxas, yiu. Jlesau 5., Benrpus
Temedon: +36 28 585 600/Dakc: +36 28 585 939
Kox GMID: 545467 Kon ToBapa; VER 54567

HanmenoBanne npenapata: HO-IIITA 40 mr Tad/1eTKH NOKPHITHIE IIEHOYHOI 0001049K0iT 24X

Crpana-ummoprep: Poccus
Homep cepun: EV006 Howmep cepun: EV006
/lata npou3BOJICTBA: 15-CEH-2021 Jlara ucreuenust cpoka roguoctu: ABI-2024
Jlo3upoBKa CM. Pe3yJbTaT ONpPEICICHHS
KOJIIECTBEHHOTO COMEPIKAHHUS
JlexkapcTBeHHas popma: TabJeTKH, OKPHITHIC TIICHOYHON
o6ooukoit
TH ynakoBKH: MBX/TIBJIX-anroMuHUIT KOHTYPHO-
STIEHKOBBIE YITAKOBKA
'Y coBUs XpaHEeHUS IIpu remnepatype ne Boiie 30°C
IlokazaTenu TpedoBanus cnenupuKaANNU Pe3yabTarhl
YnakoBKa 1 MapKUpOBKa B cootBerctBuu ¢ HJ|

Jlanuas cepust oTBeuaeT BceM TpeboBanusM HJI, 3aperucTpupoBanHoOi B HacTosmmee Bpems B PO mo nepeuncieHHbIM
[I0Ka3aTeJIsIM KauecTBa.

JlaHHast cepus MPOU3BEICHA B COOTBETCTBUH ¢ TpeOOBaHMsIMU TeKyIeil Hamnexamnield mpon3BoICTBEHHOMN MPAKTUKU
COOTBETCTBYET CHEIU(PHUKAIISIM COOTBETCTBYIOIIETO PETHCTPAIIIOHHOTO YIOCTOBEPCHHS.
JlanHbIi cepTudUKAT aHAIM3a TOIMKUCAH dJICKTPOHHOMN MOAMUCHIO C HCTIOJIb30BAHNEM BaTHAMPOBAHHOM cucTeMbl LIMS.

3ak/aoueHne 0TaeIa o0ecleueHnsl KayecTBa

3akiouenne: OJIOBPEHO
Jara: 29-CEH-2021 14:52
Y10,THOMOYEeHHOE JIHII0: JI-p 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 545467 Item code VER 545467
Product name NO-SPA 40 mg film-coated tablet 24X
Import. country Russia
Lot number EV006 Customer lot EV006
Date of manufacture: 15-SEP-2021 Expiry date AUG-2024
Strength see at the assay
Dosage form film-coated tablet
Packaging type PVC/PVDC-ALU blister
Storage condition Do not store above +30°C
L
Tests Specifications Results
CHARACTERS
- Appearance Round biconvex yellow coated tablets, Complies
with "spa" engraved on one side.
- Uniformity of dosage units (Ph.Eur. AV <= 15.0 % (n=10) 1.3 %
Mass Variation)
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
drotaverine hydrochloride standard
solution.
- UV The UV spectrum of the test solution Complies

- Drotaveraldine

- Perparine

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1

- Any other single impurity

should correspond to the UV spectrum of

drotaverine hydrochloride standard

RELATED SUBSTANCES (HPLC)

solution (should have maxima at
wavelengts (241+/-2) nm, (302+/-2) nm
and (353+/-2) nm.
<=1.0 %
<= 0.2 %
<= 0.2 %
<= 2.0 %
;Q';HCSH{
Kol
38.0 - 42.0 mg (95-105 %

tablet)

ofi RUS
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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 545467 Item code VER 545467

Product name NO-SPA 40 mg film-coated tablet 24X

Import. country Russia

Lot number EV006 Customer lot EV006

Date of manufacture: 15-SEP-2021 Expiry date AUG-2024

Strength see at the assay

Dosage form film-coated tablet

Packaging type PVC/PVDC-ALU blister

Storage condition Do not store above +30°C

L

Tests Specifications Results

DISSOLUTION (UV)

not less than 75 % (Q) of the label claim drotaverine hydrochloride after 30 min

Q= 75 % (n=6)

- Bowl 1 >= 80 % 100 %

- Bowl 2 >= 80 % 96 %

- Bowl 3 >= 80 % 99 %

- Bowl 4 >= 80 % 99 %

- Bowl 5 >= 80 % 99 %

- Bowl 6 >= 80 % 98 %

- 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

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

- Escherichia Coli,

ADDITIONAL INFORMATION

Microbiological Quality

lg

*Additional tests are not performed for routine inspection,

Authorization registered in Russia:

- Drotaverine hydrochloride

within 30 min.,

are less than 60

than 50%.

(Ph.Eur) *
<=100
<=10

absent

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

The reference number of Market

LP-005601

API used for production
Manufacturer's name of API

CHINOIN Private

Co.

not more than 2 units

o

%, and no tab is less

Ltd.- H-1045%

not conducted for this batch
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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

N
GMID code : 545467 Item code : VER 545467
Product name : NO-SPA 40 mg film-coated tablet 24X
Import. country : Russia
Lot number : EV006 Customer lot : EV006
Date of manufacture: 15-SEP-2021 Expiry date : AUG-2024
Strength : see at the assay
Dosage form : film-coated tablet
Packaging type : PVC/PVDC-ALU blister
Storage condition : Do not store above +30°C
. 7
. . D
Tests Specifications Results
Packaging and labelling: In accordance with ND
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.

n
Decision : ACCEPTED
Date : 29-SEP-2021 14:52
Qualified person: dr.Beszteri Bojana

. 7
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