JEKJIAPAITASI O COOTBETCTBHHA

JEKJIAPAHT, IIPHHAMATOIM AN TEKJIAPAITHIO O COOTBETCTBHM

AO "Canoghu Poccun"

Ceedenun o pezucmpayuu opzanuzayuu. Mescpationnas uncnexyus Qedepanvroii Hanozoeot cayictvt Mo 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mocxsa, yn. Teepckas, 0. 22. Terepon/cpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvmutii dupexmop Mowace O.A.

Hosepennoe nuyo: Knoxoea FO.C., dosepennocme 6/m om 01.12.2017

3AABIIIET, UYTO
RexapcmeenHoe cpedemeo: Ho-wina, pacmeop Ons eHympusennozo u enympumviue nozo egederus 20 mz/mn 2

MR, GMNYTbI MEMHO20 CMeKAQ (5), ynaxosku KoHmypHole nracmuxoesie (noddonsy) (1), nauxu xapmonnwve, PY
Ne [T N011854/01 om 27.07.2010 (dama 3amenw: 02.04.2018), cepun 8CL284, napmusn 22148 ynaxoeox, 200en
00 01.10.2023, npouseoocmea XHHOHH 3as0d Papmayesmuyeckux u Xumuveckux npodyxmos 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, xod
OKIT[{2 21.20.10.113, koo TH B3 3004490009, xonmparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085316474 om 07.12.2018

COOTBETCTBYET TPEGOBAHHUAM

TIN011854/01-020418 uzm. Ne 1

HEKJTAPAIIAA IIPHHATA HA OCHOBAHWH

npomokon ucrwimarnui Ne 37010 om 13.12.2018 HJT Q00 HI] "®APMOEOPOHA" ammecmam
axxkpedumayuu POCC RU.G001.21DJI40, Cepmugpuxam POCC HU. ®M08.C29915 om 13.12.2018

JIAT,, HPPIHHTQH EKJTAPAITAN 13.12.2018
A

;:[EI&JIAPAHPIH;IEPTCTBHTEJILHA 0 01.10.2023

LT
/ Knokpsa 10.C.
//Jenﬂacs ®.UO

CBEJAEHUS O PETHCTPAIIA

OPTAH IO CEPTH®HKAIIHY, 3APETHCTPHPOBABIIHNI JEK/IAPAIIMIO

RA.RU.11®M08 OPIAH 110 CEPTHOHKALIHH ITPONYKIIHH OFLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH IEHTP KOHTPOJIS KAYECTBA"

adpec opeanusayuu. 115280, 2. Mockea, yr. Macmeprosa, 0. 4, sm. 5, nom. I kom. 1, aopec opzana no
cepmugpuxayuu: 115280, POCCHA, 20p0d Mocxsa, yn. Macmepxoea, 0. 4, om. 5., men.:(495)788-02-88, eeb-
catim. oqmc.pd?
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Ceprudnkar anaansa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvéigy site
Csanyikvilgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
[Tponyxr: HO-LIHIA Pacteop ans
uHbexmi, 20 Mr/mn RUS,
5X2 mn
Koz ToBapa; 360551 Koa GMID: 360551
Crpana-amnoprep;  Poccus
Homep cepun: 8CL28A
[ata npousponcrea: 24-OKT-2018 Jata ucreenns cpoka  OKT-2023
FOAHOCTH:
Konnenrpatms: 20 mr/ 2 Ma1 ApoTasepuia
THAPOXJIOPUIA
UlekapcTpednas Pactrop ansg ukbekumi
hopma:
Pasmep 1 THN 5 % 2 M2 aMBynsl Crneuundukaums; ME160481 v.2.0
VIIAKOBKH:
TTokazaTenn Hopma PesyantaTt
Omcanne Ilpospaunas senenoBaTo-%KeaTas COOTBETCTRYET
KHAKOCTD
COOTBETCTBYET
VIpoTaBepuna ruapoxiopua
- V®-cnextpodoromerpus COOTBETCTBYET COOTBETCTRYET
- BOXX COOTBETCTRYET COOTBETCTBYET
- JrtaHon
-TKX COOTBETCTBYET COOTBETCTBYET
- Harpus MeTabucynbgura/TuTpOBaHKHE COOTBETCTBYET COOTBETCTBYET
Ipo3spaynocts pacTBopa IMponykT Hpomen ucnnTanye. COOTRETCTRYET
(onanecueHLH) Onanecuenums HCIBITYEMOTO pacTBopa
HE NpEBLIUAET ONANECUEHUMIO 3Tanona [
LizeTHocTh pacteopa HenmiTyeMblii pacTeop oKpailes ne GY2
Gonee HHTEHCWBHO, YeM 3Tanol GY |
pH 3,0-5,0 3.8
Buaumble Mexannveckue npumecy/ COOTBETCTBYET COOTBETCTRYET

HCBHAHMBIE MEXARHMECKHE NTPHMECH

d>=10 MM
d>= 25 MKM

PoacTReHHBlE ApHMeucH /BRXKX
[lepnapun
Eaunuusas HenaeHTUHUHpOBaHHas

npHMECh
Cymma nprmeceii

M3BsnexaeMelii 00beM

HcneiTanke Ha npucyTCTBHE
OaKTepHANLHEIX SHIOTOKCHHOB
CTepHIsHOCTE

<=6000 en./amnyna
<=600 en./amnyna

<={).2 (06/06)%
<=0.5 (06/06)%

<=2.0 (06/06)%
He menee 2,0 ma
<= 80 DE/Mn

Ipenapar crepuncH

7 en./amMnyia
1 ea./ammyna

<0,1 %
0,1%

0,2%
2.1 M
<5 B3E/Mn

CTEPWIIEH
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Cepradmkar ananusa

SANOF1 §\
N

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy site
Csanyikvélgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box; [10
Phone: 361/505-0000 / Fax: 361/505-0005
TTponyxi: HO-LII1A Pacteop nns

UHbeKkuni, 20 Mr/mn RUS.

5X2 mxn
Kon ToBapa; 360551 Koz GMID: 360551
Crpana-uMnoprep:  Poccus
Homep cepnn: 8CL28A
[lata npoussonctea: 24-0OKT-2018 Hata ncredenns cpoka  OKT-2023

FOLHOCTH:

KonuerTpaums: 20 mr/ 2 mn apoTasepuna

THAPOXJIOpMAZ
UlexapcTBennan PacTBop ana uHbeKUMi
thopma:
PazMep i THn 5 % 2 May aMny sl Creunduxaus: ME160481 v.2.0
YTAKOBKM:
[okazarenn Hopma Pesysbrar
Komuuectsennoe onpenenerne nyrem 40,0 mr+/-5% / Jiporasepun ranpoxaopua/ 2 40.3 Mr/ 2 M
Y d-cnextpodoToMeTpud M1
Conepaumoe HaTpua MeTabHCY bduTa 1,00 Mr +/-10% / M (90%-110%) 0,96 mr/ma
Conepmxanye 3raHona 66,0 mr/mn (B niepecuere #a a0CONOTHLIH 63,4 Mr/mMa

yranon 63,35 mr/ma) O 10 % (594~ 72,6
M/ M)

Hacrostmum noarsepknato, 410 Bee TaIbl NPOM3BOACTBA ITOH CEPUU FOTOBOH IIPORYKIMM OBLTH
BLUIONHEHE] B TIOAHOM COOTBETCTBHH ¢ TpebopanuaMr GMP EC wu  TpeGomanmusamu
PerncTpantinoHHOro ya0CTOREPEHUS CTPaHbl HAZHAYCHHA,
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Cepriduxar ananuia

SANOF1 3
&

CHINOIN Pharmaceutical and Chemical Works Private Co. Litd.
- a Sanofi company
Csanyikvolgy site
Csanyikvélgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box; 110
Phone: 361/505-0000 / Fax: 361/503-0005
[Mpoayxr: HO-LUTTA Pacreop mns

UHBEeXUM{, 20 Mr/ma RUS.

5X2 Mn
Kon Toeapa; 360551 Kon GMID: 360551
Crpaa-umMnoprep:  Poccus
Homep cepuu: 8CL28A
Jlata npoussoactaa: 24-0KT-2018 Hata ncreueHus cpoxa  OKT-2023

FOJHOCTH!

KoHueHTpalu: 20 M1/ 2 M1 zporaBepHna

FHAPOXAOPHAA
JlekapcTReHHasn PacTeop nas uabexmii
opma:
Pasmep 1 TN 5% 2 Mt aMmyab Crneunduxaumns: ME160481 v.2.0
VIIAKOBKH:

i IIPHEMEYGHN A

Pewenne oraena obecneyenns Kxavecrsa

Pelnenue: BBITYILEHO
Jara: 03-JEK-2018 10:36
YNoJdHOMOYEHHOE THLIO: dr. Mezeiné Fekete Aniko

Jror ceprudHKaT aHanu3a ObLI HOANKCAH 3EKTPOHHbIM CTIOcOBOM ¢ HenoTb3oBanreM LIMS.
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Certificate of Analysis

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

Csanyikvolgy site

Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, Té utca 1-5. Hungary
Mail: 1325 Budapest, P.0O.Rox: 110

Phone: 361/505-0000 / Fax: 361/505-0005

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

Item cecde : 360551 GMID code 360551

Impert. country : CROSZORSZAG / Russia

Batch number BCLZ28A

Manufacturing date: 24-0CT-2018 Expiry date : OoCT-2023

Potency : 20 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size,type : 5 x 2 ml amp. Specification : ME16C481 v.2.0

e e e B AR TN

Ao ol

Leiras /Description Megfelel /Complies
Azonossag/Identification

- Drotaverin / drotaverine

UV spektrofotometria / Megfelel /Complies
UV spectrophotometry

Folyadékkromatografia (HPLC/UPLC)/ Megfelel/Complies
Liquid chromatography (HPLC/UPLC)

- Etanol (GLC) / Ethanol (GLC) Megfelel/Complies
~ Natrium-metbiszulfit (Titrimeria) / Megfelel /Complies
Sodium-metabisulfite (Titrimetry)

Tisztasdg / Clarity Megfelel /Complies
Szin / Colour GY3
pH / pH .8
Részecskeszennyezés/Particulate matter
- Lathaté / Visible egfelel/Complies
- Szabad szemmel nem lathatd/Invisible db/amp/vial

db/amp/vial
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Certificate of Analysis

SANOFI

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

Csanyikvolgy site

Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, Té& utca 1-5. Hungary
Mail: 1325 Budapest, P.0O.Box: 110

Phene: 361/505-0000

/  Fax: 361/505-0005

Product

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

Item code 360551 GMID code : 360551
Import. country : OROSZORSZAG / Russia

Batch number 8CL28A

Manufacturing date: 24-0CT-2018 Expiry date oCT-2023

Potency
Dosage form :

20 mg/ 2mi Drotaverin HC1
solution for injection

Pack.size, type 5 x 2 ml amp. ME160481 v.2.0

Specification

Rokon anyagok

Folyvadékkromatografia {(HPLC/UPLC) /
Related impurities

Liquid chromacgraphy (HPLC/URLC)
<0.1 %
0.1 %

Perparin / Perparine
Ismeretlen szennyezdk egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kivehets toéltettérfogat /
Extractable wvoclume

Bakteridlis endotoxin/ <5 EU/ml
Bacterial endotoxin

Sterilitas / Sterility A termék steril / The product is

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

Folyadékkromatografia (HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)
Hatrium-metabiszulfit tartalom 0.96 mg/ml
(Titrimetria) /

Content of scdium metabisulfite

{(Titrimetry)
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Certificate of Analysis

CHINCIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvidlgy site
Csanyikv&lgy, P.O.B

565 - 3510 Miskolec, Hungary

Phone: +3646/804-000
Registered Office: 1045 Budapest, Té utca 1-5. Hungary

Mail: 1325 Budapest,
Fhone: 361/505-0000

P.O.Box: 110
/ Fax: 381/505-0003

SANO

T

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

Item code 360551 GMID code 360551

Import. country OROSZORSZAG / Russia

Batch number 8CLZ28A

Manufacturing date: 24-0CT-2018 Expiry date OCT-2023
Potency 20 mg/ 2ml Drotaverin HCL

Dosage form selution for injection

Pack.size, type ; 5 x 2 ml amp. Specification : MEL60481 v.2.0

Etanol tartalom (GLC)/ 63.4 mg/ml

Content of ethanol (GLC)

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 (3)

of the destination country/countries.

Decision : FELSZABADITVA / RELEASED
Date : 03-DEC-2018 10:36
Qualified person : dr. Mezeiné Fekete Anikd

This Certificate of Analysis has been electronically signed from a validated LIMS.

rap_coa_resultats vS Lap/Page 3/ 13




