Ceprudukar ananusa

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

Csanyikvolgy site

Csanyikvdlgy, P.0.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1138 Budapest, Vaci ut 133. E ép 3. em-
Hungary Mail: 1325 Budapest, P.O.Box: 110

Phone: 361/505-0000

~ sanofi

HamMeHOBaHMe Ho-mna® pacTBop mid mHberumdt, 20 Mr/mi

npoAyKTa

Kom Tomapa 811330 GMID 811330
CrpaHa-muMnoprep Poccust

Homep cepum FCH46A

JaTa npomsBOACTBA 11-0OKT-2022 JNlaTa mcredeHUs OKT-2025

CpOkKa I'OOHOCTH

KoHUeHTpauus 40 Mr/2 mn JporaBepuHa
TUIpoOXJIopMuIa
JlexapcTBeHHas PacTBOp IJig MHBEKLUUMN
dbopma
Tun yrnaxoBKM 25 x 2 MJI aMmyJie Cneundmrkanmsa ME160481 B.3.0
HUCIIBITAHUSA CIHEHIU®OUKALIUHN PE3YJIBTATBI
OnmcaHue [Ipo3padHas 3eJIEHOBATO-XeJjTasd COOTBETCTBYET
XUIOKOCTb
[IOOJIMHHOCTSG :
—-IIpoTaBeprHa TUIOPOXJIOPNI
Yd-cnekTpodoToMeTpus COOTBETCTBYET COOTBETCTBYET
B2XX/YDXKX COOTBETCTBYET COOTBETCTBYET
-9TaHoJy (I'KX) COOTBETCTRBYET COOTBETCTBYET
-HaTpua Merabucynbour COOTBETCTBYET COOTBETCTBYyET
(THUTPUME TPMUA)
[IpO3PadvHOCThb [IpenapaT IOOJIKEH BEIOEPXMBATH COOTBETCTBYET
CpaBHEHMEe C 3TajIOHOM I
IIBeTHOCTB Okpacka npernapaTa He IOJIXHa OHBITb GY3
MHTEHCUBHEE OKpacCKM B3TajloHa GY1
PH 3,0 - 5,0 3,8
MexaHMYECKME BKJIIOUEHMA
- Bungnmere COOTBETCTBYET COOTBETCTBYET

- HeBuIOMMEIE : >=10 MxM: He 6Bojyee 6000/ammysna

>=25 MkM: He 6Bojee 600/ammoyia

3 / awmnyisa

1 / amnyna
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CepTuuKar aHaIn3a <ano f i

CHINOIN Pharmaceutical and Chemical Works Private Co. Lt

- a Sanofi company

Csanyikvolgy site

Csanyikvdlgy, P.0.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1138 Budapest, Vaci ut 133. E ép 3. em-
Hungary Mail: 1325 Budapest, P.O.Box: 110

Phone: 361/505-0000

HamMeHOBaHMe : Ho-mna® pacTBOp nJsa mHBekumin, 20 mMr/mi
npomykTa
Kom Tomapa : 811330 GMID : 811330
CrpaHa-mMnoprep : Poccus
Homep cepum : FCH46A
JaTa npomsBOACTBA : 11-0OKT-2022 JNlaTa mcredeHUs : OKT-2025
cpokxa T'OZHOCTH
KoHueHTpauus : 40 Mr/2 mn JpoTaBepuHa
TUOPOXIIOPULa
JlexapcTBeHHas : PacTeOop IOJ8 MHBEKUUN
dbopma
Tun yrnaxoBKM : 25 x 2 MJI aMmyJie Cneundmrkanmsa : ME160481 B.3.0

HOCTOpOHHI/Ie npmuMecunu

(BOXX/YDXX)

-Ilepnapux He 6Gomee 0,2 % <0,1 %
-EnvHVYHAa g He 6Gojee 0,5 % 0,1 %
HeuneHTUPMUMPOBAHHAS [IPUMECH

-CyMMa nOpuMecemn He Gojee 2,0 % 0,2 %
VI3BJIeKaeMel OOBeEM He menee 2,0 wi 2,1 Mn
BakTepyasibHEE SHOOTOKCUHE He Gosiee 80 EB/mn <5 EB/mMn
CTepnIIbHOCTB I[lpenapaT CcTepuJIeH I[lpenapaT cTepuiieH
KonmuecTBeHHOE ONpeIesieHUe : 40,0 Mr +5% IpoTaBepuHa 39,3 Mr/ 2 wmn
Yd-crnekTpodoToMeTpMAa TunpoxJopuna/2 M

nim

XKMUOKOCTHAS XpoMaTorpadus

(BOXX/YDXX)

ComepxaHye HaTpus 85 %$-110 % 0,97 mMr/mn
MeTabucysibbura (TUTPUMETPUS) 1,00 mr =15 % - +10 % wmx

ComepxaHue sTaHojya (IXX) 63,35 Mr/mnn £10 % 61,92 mMr/mMi

(57,02-69,69)

HacTosmyM NONTBEPXAAK, YTO BCE STaNs NPOMBBOACTEA STOM CepuM T'OTOBOI'O NPOAYKTAa
GBIV BHIIOJIHEHH B IIOJIHOM COOTBETCTBMM C TpeboBaHusamu GMP EC M TpeBoBaHMSMM PerMCTPAaIMOHHOI'O
yonocToBepeHMs: (-miz) CTpaHs/CTpaH HaSHAYEHMUS.
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CepTuuKar aHaIn3a <ano f i

CHINOIN Pharmaceutical and Chemical Works Private Co. Lt

- a Sanofi company

Csanyikvolgy site

Csanyikvdlgy, P.0.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1138 Budapest, Vaci ut 133. E ép 3. em-
Hungary Mail: 1325 Budapest, P.O.Box: 110

Phone: 361/505-0000

HamMeHOBaHMe : Ho-mna® pacTBOp nJsa mHBekumin, 20 mMr/mi
npomykTa
Kom Tomapa : 811330 GMID : 811330
CrpaHa-mMnoprep : Poccus
HomMep cepum : FCH46A
Jara npomseBomCcTBa : 11-OKT-2022 IaTa MCTeUYeHUs : OKT-2025
cpokxa T'OZHOCTH
KoHueHTpaumus : 40 Mr/2 mn JpoTaBepuHa
TUOPOXIIOPULa
JlexapcTBeHHas : PacTeOop IOJ8 MHBEKUUN
dbopma
Tun yrnaxoBKM : 25 x 2 MJI aMmyJie Cneundmrkanmsa : ME160481 B.3.0
[[prMeuaHMe :

Pemenne oTgesia obecrHnedueHMsI KadecTBa

PemeHue : BHITYIIEHO
DaTa : 20-5HB-2023 14:27:38
YIOJIHOMOYEHHOe JIMIIO : Dr. Mezeiné Fekete Anikéd

SToT cepTMdMKaAT aHaNM3a OBUI MNOONMCAH DBJIEKTPOHHEIM CHOCOOOM C MCIOJIb30BaHMEM BaJIMIMPOBAHHOM CMCTEME
LIMS.

rap_coa_resultats v5 CrpaHula 3 u3s 3




MPUJTIOXXEHUE K CEPTUDGUKATY AHAJIU3A
(conpoBoauTenbHoe NUCbMO)

Haumenopanue npoaykra: Ho-mmna®, pacteop ajisa uabekmuid 20 Mr/mi

Homep cepun: FCH46A

GMID: 811330

[Hata mpousBozactaa: 11.10.2022

T'ogen mo: 10.2025

Cpok rogHocTH: 3 roja

VenoBust XpaHeHus: IpU TeMIieparype He Bbiie 25 °C B OpUrHHAIBHON yIIAaKOBKE (B KAPTOHHOMU MauKe)
Ccouika Ha HOMep PV, 3apeructpuposantoro B Poccun: IT N0O11854/01

Howmep HopmatuBHO# nokymentaruu: I1 N011854/01-220321, usmenenue 1-2

A®U (Ha3BaHue CyOCTaHIIMU, HA3BAHKUE U aJIpeC MPOU3BOAUTENS CYOCTAHIIUH):
JpoTaBeprHa ruipoXaopu

Howmep cepuu AOU: 22U040

EBpoamnu

H-1045, bynanemr, To y. 1-5.

Benrpus

VmakoBka:

ITo 2 mu1 B aMIyJIBI U3 TEMHOTO CTEKJIA (THAPOIUTHYECKOTO KIlacca, TUM 1) ¢ HAHECEHHOM TOYKOW pas3iioma.
ITo 5 ammyn B MIaCTUKOBYIO KOHTYPHYIO SYCHKOBYIO YIIAKOBKY 0€3 MOKPHITHS (TIOIOH ).

Ilo 5 moAIOHOB ¢ UHCTPYKIMEN 1O TPUMEHEHHIO B KAPTOHHYIO TAUKYy.

MapxkupoBka:

Ha sTukeTke aMIyIbl Ha pyCCKOM SI3BIKE YKa3bIBAIOT: TOPrOBOE HAa3BaHHE Tperapara ¢
npeaynpeUTeIbHOW MapKHUPOBKOH ®, MeXTyHApOIHOE HETTATCHTOBAHHOE Ha3BaHUE, JIGKAPCTBEHHYIO
(hopMmy, KOHLEHTpaLUIO, 00BEM PACTBOPA B aMITyJie, JOTOTHUIl KOMIIAHUH (JIATUHCKUM HIPU(TOM), HOMEP
cepuH, AaTy NPOU3BOACTBA, CPOK TOAHOCTH (TOZIEH 110).

Ha xapToHHO# mayke Ha pyCCKOM SI3bIKE YKa3bIBAIOT: TOProBOE Ha3BaHUE TIperapara ¢
npeaynpeAnTeIbHOH MapKUpOBKOH ®, MeXIyHapOIHOE HETTATCHTOBAaHHOE Ha3BaHHE, JICKAPCTBEHHYIO
(hopMy, KOHLIEHTPALIMIO, KOJIMYECTBO aMITyJl B YIaKOBKe, 00bEM pacTBOpa B aMIIyJie, COCTAB Ipemnapara C
yKa3aHHEM Ha3BaHUS H COJCPIKaHUS JIEHCTBYIOMIETO BEIIECTBA B aMITyJie H TIEPEYHEM BCIIOMOTATEIbHBIX
BEIIECTB, CIIOCOOBI BBEICHHS, YCIIOBUS XpaHeHus1, pudT bpaiing (Hazanue npemnapara), «XpaHUTh B
HEIOCTYIHOM JAJIs ieTelt Mecte», «llepen npumeneHrneM BHUMATEIBHO NPOYUTANTE HHCTPYKIHION,
yCIOBHUS OTIYCKa, « CTEpUITBHOY, HOMEP PETUCTPAIIHOHHOTO yIOCTOBEPEHUS, roorpaduyeckuii 3HaK,
TEMaTU4YeCKUH PUCYHOK, JIOTOTUIT KOMITAHUH (JIATHHCKAM MPU(TOM), Ha3BaHHE PUPMBI-IPOU3BOTUTEII,
CTpaHy NPOU3BO/ICTBA, HOMEP CEpHUH, 1aTy MPOU3BOACTBA, CPOK IOIHOCTH (TozeH 10), mrpux-koa, GTIN.
Bo3MoHO HamMuue MpOU3BOACTBEHHBIX KOJIOB KOMIIAHUH. BO3MOXXKHO Hanu4ue 3allMTHON HaKIEeHKH.
JlonOMHHUTENEHO MOXKET ObITh HaHeCeHa HH(OpMAIHs 1Sl MOHUTOPHHTA ABMKEHHUS JIEKAPCTBEHHBIX
npenapaToB OT MPOU3BOAUTENS 1O KOHEYHOTO MOTPEOUTEIS.

bl MMOATBECPIKAAK0, YTO JaHHasd CEpHd MNPOTCCTHPOBAaHa II0 BCEM IapamMeTpaM, ICPCUUCICHHBIM B
cnerdukanu HopMatuBHON AOKyMEHTalMHU, 3apeTUCTPUPOBAHHOW B HacTosAllee Bpems B Poccuiickoit
denepanuu.



Hacrosmum noareepxaeTcs, YTo MapTusi COOTBETCTBYET TPEOOBAHUAM pa3eioB YIIaKOBKa U
MapkupoBKka» HopMaTuBHON JOKyMEHTalMH, 3apEerUCTPUPOBAaHHOM B HacTosIee BpeMs B Poccuiickoit
Oenepanun *.

IMoanuce/nata: [OAMKCH |
2023.01.20 [meuaTs ynonHomo4yeHHoro juna Canogu|]

WNwms (meuataeiMu OykBamu): Mezeine Fekete Aniko

Homxuocts: @apmaneBt OK
YHNOJHOMOYEHHOE JIULO
Obecneuenne kauecTBa NpoaykToB CSA

* ‘Mapkupoexa noanocmuio coomeemcmeyenm nocieoHell YmeepiHCOeHHOl epcult MaKemos
YRAKOBKU U UHCIMPYKYUU NO MEOUYUHCKOMY NPUMEHEHUIO. YNAaKo8Ka NOJHOCMbIO
coomeemcmayem cneyupurkayuy HOpMamueHo20 OOKYMeHma, a nepemeHHas: Uungopmayusl
HAX0OUMCS 8 COOMBEMCMBYIOWUX NOIAX .



Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co.

a Sanofi Company
Csanyikvolgy site
Csanyikvolgy,
Phone: +3646/804-000

Reg. Office:

P.O.B 565 - 3510 Miskolc,

1138 Budapest, Vaci ut 133.

Ltd.

Hungary

E ép 3.em - Hungary

sanofi

Mail: 1325 Budapest, P.0O.Box: 110

Phone: 361/505-0000

Product No-spa® solution for injection, 20 mg/ml

Item code 811330 GMID code 811330
Import. country OROSZORSZAG / Russia

Batch number FCH46A

Manufacturing date: 11-0CT-2022 Expiry date OCT-2025

Potency
Dosage form
Pack.size, type 25 x 2 ml amp.

\.

40 mg/ 2ml Drotaverin HC1

solution for injection

Specification

ME160481 v.3.0

Vizsgalatok/TESTS

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Leiréas /Description

Azonossag/Identification
- Drotaverin / drotaverine
UV spektrofotometria /
UV spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/
(HPLC/UPLC)

(GC)

Liquid chromatography

- Etanol (GC) / Ethanol

- Natrium-metbiszulfit (Titrimeria) /

Sodium-metabisulfite (Titrimetry)

Tisztasag

/ Clarity

Szin / Colour

pPH / pH

Részecskeszennyezés/Particulate matter

- Lathatdé / Visible

- Szabad szemmel nem lathaté/Invisible

Tiszta zoldessarga folyadék/

Clear greenish-yellow liquid

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Maximum I. 6sszehasonlitd oldat/
The product passes the test

with reference I.

Nem lehet intenzivebb, mint GY1/
Colour of the product is not more

intensive than colour of reference GY1

3.0 = 5,0

Feleljen meg / Complies

>=10 pm részecske:<=6000 db/ampulla/
Particles>=10 pm:not more than 6000/vial
>=25 pm részecske:<=600 db/ampulla /

Particles>=25 pm:not more than 600/vial

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

GY3

Megfelel/Complies

3 db/amp/vial

1 db/amp/vial
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CHINOIN Pharmaceutical and Chemical Works Private Co.

a Sanofi Company
Csanyikvolgy site
Csanyikvolgy,
Phone: +3646/804-000

Reg. Office:

P.O.B 565 - 3510 Miskolc,

1138 Budapest, Vaci ut 133.

Certificate of Analysis

Hungary

E ép 3.em - Hungary

sanofi

Mail: 1325 Budapest, P.0O.Box: 110

Phone: 361/505-0000

Product No-spa® solution for injection, 20 mg/ml

Item code 811330 GMID code 811330
Import. country OROSZORSZAG / Russia

Batch number FCH46A

Manufacturing date: 11-0CT-2022 Expiry date OCT-2025

Potency

Dosage form

40 mg/ 2ml Drotaverin HC1

solution for injection

Pack.size, type

\.

25 x 2 ml amp.

Specification

ME160481 v.3.0

Vizsgalatok/TESTS

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Rokon anyagok
Folyadékkromatografia (HPLC/UPLC) /
Related impurities
Liquid chromaography (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kiveheto toltettérfogat /

Extractable volume

Bakteridlis endotoxin/

Bacterial endotoxin

Sterilitds / Sterility

Hatbanyagtartalom / Assay
UV spektrofotometria/
UV spectrophotometry
or
Folyadékkromatografia (HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)
Natrium-metabiszulfit tartalom
(Titrimetria) /

Content of sodium metabisulfite

(Titrimetry)

max.0.2 % / not more than 0.2 %

max.0.5 % / not more than 0.5 %

max.2.0 % / not more than 2.0 %

Legalabb 2.0 ml /
Not less than 2.0 ml

Kisebb mint 80 EU/ml/
Not more than 80 EU/ml

Steril legyen/The product is sterile

40.0mg+5% drotaverin hidroklorid/2 ml/
40.0mg+5% drotaverine hydrochloride/2 ml

85%-110%

1.00 mg-15% - +10%/ml /
85%-110% of labeled content
1.00 mg-15% - +10%/ml

2.1 ml

<5 EU/ml

A termék steril / The product is

sterile

39.3 mg/2 ml

0.97 mg/ml
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CHINOIN Pharmaceutical and Chemical Works Private Co.

a Sanofi Company
Csanyikvolgy site
Csanyikvolgy,
Phone: +3646/804-000

Reg. Office:

P.O.B 565 - 3510 Miskolc,

1138 Budapest, Vaci ut 133.

Certificate of Analysis

Hungary

E ép 3.em - Hungary

sanofi

Mail: 1325 Budapest, P.0O.Box: 110

Phone: 361/505-0000

Product No-spa® solution for injection, 20 mg/ml

Item code 811330 GMID code 811330
Import. country OROSZORSZAG / Russia

Batch number FCH46A

Manufacturing date: 11-0CT-2022 Expiry date OCT-2025

\.

Potency
Dosage form

Pack.size, type

25 x 2 ml amp.

40 mg/ 2ml Drotaverin HC1

solution for injection

Specification

ME160481 v.3.0

Vizsgalatok/TESTS

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

(6e)/
(GC)

Etanol tartalom

Content of ethanol

63.35 mg/ml +10%

(57.02-69.69 abszolut etanol)/
63.35 mg/ml +10%

(57.02-69.69 of absolute ethanol)

61.92 mg/ml

I hereby certify that all the manufacturing stages of this batch of finished

product have been carried out in full compliance with the GMP requirements of the EU and with the requirements of

the Marketing Authorisation (S)
of the destination country/countries.

Megjegyzés / Comment

\.

QA decision

\.

Decision
Date

Qualified person

FELSZABADITVA / RELEASED
20-JAN-2023 14:27:38

dr. Mezeiné Fekete Anikd

This Certificate of Analysis has been

electronically signed from a validated LIMS.
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: No-Spa® solution for injection, 20 mg/ml
Batch Number: FCH46A

GMID: 811330

Manufacturing Date: 11.10.2022

Expiry Date: 10.2025

Shelf-life: 3 years

Storage conditions: At temperature not above 25 °C in original pack (in a carton pack)
Reference number to MA registered in Russia: M N011854/01

Normative document number: M N011854/01-220321, variations 1-2

API (name of API, API batch number, name and address of manufacturing site):
Drotaverine hydrochloride

API batch number: 22U040

EUROAPI

H-1045 Budapest, To u. 1-5.

Hungary

Packaging:
2 ml in dark-glass one-point cut vials (hydrolytic class, type 1). 5 vials in an uncoated plastic blister (tray).
5 trays with package insert in a carton pack.

Labelling:

The vial label states in Russian language: trade name with warning marking ®, international nonproprietary
name, dosage form, concentration, volume of solution per vial, logotype of the company (in Latin characters),
batch number, manufacture date, shelf-life (expiry date).

The carton label states the following in Russian language: trade name with warning marking ®, international
nonproprietary name, dosage form, concentration, number of vials per carton pack, volume of solution per vial,
composition with indication of name and content of active substance per vial and list of excipients, route of
administration, storage conditions, Braille letters (name of the product), “Keep away from children”, “Carefully
read the instructions before use”, dispensing rules, “Sterile”, Marketing Authorization number, holographic mark,
thematical image, logotype of the company (in Latin characters), name of manufacturing company, country of
manufacture, batch number, manufacture date, shelf-life (expiry date), bar-code, GTIN. Existence of internal
digital or bar production codes is possible. Existence a manufacturing codes is possible. There may be a
protective sticker. Additionally, information can be applied to monitor the movement of drugs from the
manufacturer to the end user.



1 hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification

currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative

Document specification currently registered in Russian Federation*.

Signature/Date: e i Fulfe AL RGHOﬁ
ch
1o?3 ol. 1o .

inoin Private Co. Ltd. - a Sanofi Company
Csanyikvc‘lgy site o
Dr. Aniké Fekete Mezeing
Qualified Person

Printed Name: Mezeiné Fekete Aniko

Title: QA Pharmacist
Qualified Person
CSA Products” Quality Assurance

* L abelling is in full compliance with the last approved version of packaging and leafiet artworks.
Packaging is in full compliance with the Normative Document specification and variable information is
located in corresponding fields”.
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