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[IpoxykT: Ho-mma® pactBop asis uHbeKIuid, 20 Mr/Mi
Ko ToBapa; 811330 Konx GMID: 811330
CrtpaHa-uMIopTep: Poccus
Homep cepun: FCB61A
/laTa mpou3BoCTBA: 01-MAP-2022 Jara ucteuenust cpoka MAP-2025
TOJHOCTH:
Konuentpanus: 40 mr/ 2 mn JIporaBepuna
THUAPOXJIOpUIA
JlexapcTBennas popma: PactBop miis nHBEKINN
Pasmep u Tun ynakoBku: 25 X 2 MII aMITyJIbl Crnenudukanus: ME160481 v.3.0
Iloka3aTenan Hopma PesyabTar
Onwucanue [Ipo3paunas 3eneHOBATO-KENTas COOTBETCTBYET
KUAKOCTH
[Io 1 TMHHOCTE:
-JlpoTaBepuHa ruApOXJIOPUI
'Y ®-ciekTpodoToMeTpHSI COOTBETCTBYET COOTBETCTBYET
BOXKX/YIXKX COOTBETCTBYET COOTBETCTBYET
-Otanon (I7KX) COOTBETCTBYET COOTBETCTBYET
-Hatpus metabucynbpuT (THTPUMETPHS) COOTBETCTBYET COOTBETCTBYET
[Ipo3paunocTs [IpemapaT momxeH BbIIEP)KUBATH COOTBETCTBYET
CpaBHEHUE C ATAJTOHOM
[BeTHOCTH Oxkpacka npemnapara He JobkHa ObITh  GY3
HMHTEHCHBHEE OKpacku dTasioHa GY1
pH 3,0-5,0 3,8
MexaHUYECKUE BKITFOUEHUS
- Bunumeie COOTBETCTBYET COOTBETCTBYET
- HeBunumele:
vacTulsl >=10 MKM He 6omee 6000/ aMIryJia 19/ aMIryJia
YacTHLBI >= 25 MKM He 6onee 600/ammya 1 / ammyna
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[Ipoaykt: Ho-mma® pactBop At uHBEKIHMA, 20 MI/MIT

Ko ToBapa; 811330 Konx GMID: 811330
CrtpaHa-uMIopTep: Poccus
Homep cepun: FCB61A
JlaTa mpon3BoACTBa: 01-MAP-2022 Jata ucredenuns cpoka MAP-2025
TOJHOCTH:

KonnenTparnus: 40 mr/ 2 ma JIpoTtaBepuna

THIPOXJIOpUIa
JlexapcTBennas popma: PactBop miis nHBEKINN
Pasmep u Tun ynakoBku: 25 X 2 MII aMITyJIbl Crnenudukanus: ME160481 v.3.0
Iloka3aTenan Hopma PesyabTar
[locTopoHHHE TpUMecH
(BOXX/YIXKX)
-Ilepmapun He 6omnee 0,2 % <0,1 %
-Enuananas HennenTuduiupoannas — He 6omee 0,5 % 0,1%
[IPUMECH
-CyMmmMma mipumMeceit He 6omee 2,0 % 0,2 %
3BiacKkaeMblii 00beM He menee 2,0 M 2,1 M
baxtepuanbHbie 93HIOTOKCHHBI He 6onee 80 EQ/mn <5 EQ/mn

CTepHIbHOCTh INpenapar crepuien

KonmuecTBeHHOE OIpeieeHuE:
'Y ®-ciekTpodoTOMETPHSI

1701071

PKUIKOCTHAs! XpoMaTtorpadus
(BOXKX/YINKX)

40,0 mr 5% [poraBepuHa
THIIPOXIIOPHI/2 MIT

85 %-110 %
1,00 mr -15 % - +10 % w1 /
(85 %-110 %)

ConepxaHue HaTpUs MeTabUCyIbPHUTa
(TUTpUMETPHST)

IIpenapar crepuiien

39,6 Mr/ 2 mn

0,98 mMr/mn
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[Ipoaykt: Ho-mma® pactBop At uHBEKIHMA, 20 MI/MIT
Ko ToBapa; 811330 Konx GMID: 811330
CrtpaHa-uMIopTep: Poccus
Homep cepun: FCB61A
/laTa mpou3BoCTBA: 01-MAP-2022 Jara ucteuenust cpoka MAP-2025
TOJHOCTH:
Konuentpanus: 40 mr/ 2 mn JIporaBepuna
THIPOXJIOpUIa
JlexapcTBennas popma: PactBop miis nHBEKINN
Pasmep u Tun ynakoBku: 25 X 2 MII aMITyJIbl Crnenudukanus: ME160481 v.3.0
Iloka3aTenan Hopma PesyabTar
Conepxxanune 3tanona (IKX) 63,35 mr/m =10 % 61,98 mr/mMn
(57,02-69,69)

Hacrosimum moaTBepxmar0, 4TO BCE 3Talbl MPOU3BOACTBA STOW CEPUM TOTOBOTO MPOAYKTa OBLIH
BBITNIOJIHEHBI B IIOJTHOM COOTBETCTBUHU ¢ TpeboBanusimMu GMP EC u TpeOoBaHusiMu PerucrpaimioHHOrO
YAOCTOBEpEeHMsI (-Hii) CTpaHbl/CTPaH Ha3HAUYCHUS.

IIpumeuanue:
Pemenue oraena odoecneyeHuss KayecTBa
Pemenmne: BBIITYIIIEHO
JlaTa: 13-AIIP-2022 12:52
'YoJTHOMOYEeHHOE JINIIO0: Dr. Mezeiné Fekete Aniko

DTOT cepTUdUKAT aHATH3a OBLJT TOIIKCAH AIEKTPOHHBIM CIIOCOOOM C HCIOJIb30BaHHEM BAJIUIMPOBAHHOMN
cucrtemsl LIMS.
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NMPUNOXEHUE K CEPTUDPUKATY AHAJIU3A
(conpoBoauTenbHoe NUCbMO)

HaumenoBanue npoxaykra: Ho-mma®, pactBop aist nabeximid 20 mr/mi

Howmep cepun: FCB61A

GMID: 811330

JHara npoussozactaa: 01.03.2022

T'ogen mo: 03.2025

VcnoBrs XpaHeHHus: IpU TeMIeparype He Beie 25 °C B OpuruHanbHol ynakoBke (B KapTOHHOM Mavke)
Ccputka Ha HOMep PV, 3apeructpupoBannoro B Poccun: IT NO11854/01

Howmep mopmaTuBHO# nokymenrarun: [1 NO11854/01-220321, usmenenue 1

A®MU (na3Banue cyOCTaHINM, HA3BaHUE U aJJpeC MPOU3BOAUTENS CYOCTaHIIUH):
JlpoTaBeprHa THUAPOXIOPUL

Howmep cepun AOU: EU022

XWHOWH, 3aBox ®apmanesruueckux u Xumudeckux IIponykros Ko. JITa.
H-1045, bynanemr, To y. 1-5.

Benrpus

VnakoBka:

ITo 2 M1 B aMITyJIBI M3 TEMHOT'O CTEKJIa (THIPOIUTHIECKOTO Kilacca, THII |) ¢ HaHeCEeHHON TOYKOU pazjioMa.
ITo 5 amITyn B MIaCTUKOBYIO KOHTYPHYIO TYCHKOBYIO YIAKOBKY 0€3 MOKPHITHSA (TIOI0H).

ITo 5 moxgmOHOB ¢ MHCTPYKIHUEH MO IPUMEHEHHIO B KAPTOHHYIO TTaUKy.

MapxkupoBka:

Ha sTukeTke aMIyJibl Ha pyCCKOM SI3bIKE YKa3bIBAIOT: TOPTOBOE HAa3BaHUE IIpernapara ¢ npeaynpeanTeTbHONR
MapKHPOBKOH ®, MEXIyHAPOAHOE HEIATCHTOBAHHOE Ha3BaHUE, JICKAPCTBCHHYIO ()OPMY, KOHIICHTPAIIUIO, 00beM
pacTBopa B aMIIyJie, JOrOTUI KOMIIaHUHU (JJATHHCKUM LIpH(TOM), HOMEp cepuH, AaTy MPOU3BOJCTBA, CPOK FOAHOCTH
(roaeH no).

Ha xapToHHO# auke Ha PYCCKOM SI3BIKE YKa3bIBAIOT: TOPrOBOC Ha3BaHME IpernapaTa ¢ IpeaynpeauTeIbHON
MapKHpOBKOU ®, MeXTyHapOJHOC HEMIATCHTOBAHHOE Ha3BaHME, JIEKAPCTBEHHYIO ()OpMY, KOHIICHTPAIIHIO,
KOJIMYECTBO aMITyJI B YIIAKOBKE, 00hEM PAaCcTBOpa B aMIIyJie, COCTAB MpernapaTa ¢ yKa3aHueM Ha3BaHUS U COJICPIKaHHS
JICHCTBYIOIIETO BEIIECTBA B aMITyJIC M IIEPEIYHEM BCIIOMOTATEIbHBIX BEIIECTB, CIIOCOOBI BBEJICHHUS, YCIOBUS
xpaHeHus, mpudT bpaiins (HazBaHue npemnapara), « XpaHUTb B HEAOCTYITHOM s AeTel MecTey, «Ilepex
PUMEHEHHEM BHIMATEIBHO IPOYNTANTE HHCTPYKIHIO», YCIOBHS OTITyCKa, « CTEPHILHOY», HOMEP PErUCTPAIIMOHHOTO
YAOCTOBEPEHUS, TOJIOTpadUICCKUI 3HAK, TEMATHIECKUH PUCYHOK, JIOTOTUTT KOMIIAaHUH (JTJATHHCKUM MPUPTOM),
Ha3BaHUE (PUPMBI-IPON3BOANTEIIS, CTPAHY TIPOHU3BOICTBA, HOMEP CEPHH, IaTy IPOM3BOJCTBA, CPOK TOTHOCTH (TOEH
10), mrpux-koa, GTIN. Bo3MokHO Hajawure MpOU3BOACTBEHHBIX KOJJOB KOMITAHUN. BO3MOYKHO HAJIM9HE 3aIATHOM
HaKJIEWKH. J|OTIOTHUTETFHO MOXET OBITh HaHeceHa HH(GOpMAIHS 11 MOHUTOPHHTA JABIKEHHS JT€KaPCTBEHHBIX
MPENapaToB OT MPOU3BOIUTENS 10 KOHEUHOTO IOTPEOUTEIIS.

51 moaTBepkIaro, YTO NaHHas CEepHsl NMPOTECTHPOBAaHA II0 BCEM IapameTpaM, MEPEeYHCIICHHBIM B CrelHU(UKaluN
HopmatuBHOUI NOKyMEHTalMH, 3apErUCTPUPOBAHHON B HacToswee BpeMs B Poccuiickoit denepanun.

Hacrosmum nmoaTsepsxaaeTcs, 9To MapTHs COOTBETCTBYET TPEOOBAHUIM Pa3eioB Y IaKOBKa M MapKHUPOBKa)
HopmaTuBHO# JOKyMEHTAINH, 3apeTHCTPUPOBaHHON B HacTosAmIee BpeMs B Poccuiickoit denepanmn *.




IMoanuce/naTa: [MOATHUCH|
2022.04.13 [megaTs ymomaOMoueHHOTO nnia CaHodu]

Nwmsa (mewataeiMu OykBamu): Mezeine Fekete Aniko

JomxHocTh: @apmanest OK
Y I10JIHOMOUYEHHOE JTUIO
Oobecnieuenne kayecTsa npoaykrtos CSA

* ‘Mapxuposka noiHoCmbl0 COOMEemcmayem nocieoHell YmeepiHcOeHHOU 8epCuul MaKemos YNaKosKu t UHCMpPYKYuu
N0 MEOUYUHCKOMY NPUMEHeHUIO. YNaKo8Ka NOJIHOCHbIO COOMEEMCmayem cneyupurayuy HopMamusHo2o
OO0KYMEHMA, a nepemMenHas UHGOpMayus HAXOOUMcs 6 COOMEEMCMBYIOWUX NOAX'.
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Product No-spa® solution for injection, 20 mg/ml

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

Batch number FCB61A

Manufacturing date: 01-MAR-2022 Expiry date MAR-2025

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

\.

40 mg/ 2ml Drotaverin HCL

solution for injection

Specification

ME160481 v.3.0

Vizsgalatok/TESTS

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Leiréas /Description

Azonossag/Identification

- Drotaverin / drotaverine

UV spektrofotometria /

UV spectrophotometry

(HPLC/UPLC) /
Liquid chromatography (HPLC/UPLC)
(GC) / Ethanol (GC)

Folyadékkromatografia

- Etanol

- Natrium-metbiszulfit (Titrimeria) /

Sodium-metabisulfite (Titrimetry)

Tisztasag

/ Clarity

Szin / Colour

pH / pH

Részecskeszennyezés/Particulate matter

- Lathaté / Visible

- Szabad szemmel nem l&thatd/Invisible

Tiszta zoldessadrga folyadék/

Clear greenish-yellow liquid

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Maximum I. 6sszehasonlité 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

19 db/amp/vial

1 db/amp/vial
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Product No-spa® solution for injection, 20 mg/ml

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

Batch number FCB61A

Manufacturing date: 01-MAR-2022 Expiry date MAR-2025

Potency

Dosage form

40 mg/ 2ml Drotaverin HCL

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

Kivehetd 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 %

Legaldbb 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

39.6 mg/2 ml

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

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

Batch number FCB61A

Manufacturing date: 01-MAR-2022 Expiry date MAR-2025

Potency
Dosage form

Pack.size, type

.

40 mg/ 2ml Drotaverin HCL

25 x 2 ml amp.

solution for injection

Specification ME160481 v.3.0

Vizsgalatok/TESTS

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

(Ge)/
(GC)

Etanol tartalom

Content of ethanol

63.35 mg/ml +10% 61.98 mg/ml
(57.02-69.69 abszolut etanol)/
63.35 mg/ml +10%

(57.02-69.69 of absolute ethanol)

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

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

Megjegyzés / Comment

QA decision

Decision
Date

Qualified person

.

FELSZABADITVA / RELEASED
13-APR-2022 12:52

dr. Mezeiné Fekete Anikéd

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: FCB61A

GMID: 811330

Manufacturing Date: 01.03.2022

Expiry Date: 03.2025

Storage conditions: At temperature not above 25 °C in original pack (in a carton pack)
Reference number to MA registered in Russia: 1 N011854/01

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

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

API batch number: EU022

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

H-1045 Budapest, T6 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 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.



I 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*.

N - [
- L SANOFI| v
Signature/Date: LL{'Q‘«L‘\-‘-L- T ;LL([L A\ # Chinoin Private Co. Ltd. - a Sanofi company

90272. olt. 13, Csanyiky

k

Printed Name: Mezeiné Fekete Anikd

Title: QA Pharmacist
Qualified Person
CSA Products' Quality Assurance

* ‘Labelling is in full compliance with the last approved version of packaging and leaflet artworks.
Packaging is in full compliance with the Normative Document specification and variable information is
located in corresponding fields’.
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