JEKJAPAIIUSI O COOTBETCTBHHU

JEKJAPAHT, NPHHUMAIOIIUA JEKJIAPALIMIO O COOTBETCTBHH:
{ AO "Canoghu Poccun”

Ceedenus o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Pedepansioii nanoz08ot ciysicovr Ne
46 no 2. Mocxee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OFPH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanonsiti Oupexmop Monowe O.A.

Jlosepennoe nuyo: Kysneyoea H.FO Josepennocme: 6/n om 20.08.2019

' JAABJISAET, UTO

nexapcmeennoe cpedcmeo: Ho-una® pacmeop O 6HymMPUBEHHOZO U GHYMPUMBIUIEYHOZ0 66C0EHUS 20
M2/MA 2 MA, GMRYRbE MEMHO20 CMEKNA (5 ),yNnaKosKu KOHMYpHblE NAACHUKOBbIE (rododonst) (3), nauxu
xapmonuvie, pez.yd. Ne I1 NO11854/01 om 27.07.2010 (dama 3amenst PY 02.04.2018), cepur CCG474,
napmus 4446 ynaxosox, 2oden do 01.07.2024, npouzsodcmea XHHOHH 3ae00 ®apmavesmuueckux u
Xumuueckux Hpodykmos 3A0 / CHINOIN Pharmaceutical and Chemical Works Private Co Ltd,, 3510
Miskolc, Csanyikvolgy, Hungary, Benzpua, x0d OKIIZ2 21.20.10.113, koo TH B3/1 3004490009,
konmpaxm Ne250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085344723 om 23.08.2019

COOTBETCTBYET TPEBOBAHHUAM
IT1 N011854/01-020418 uzm. Ne 1

JEKJAPAIIASA IPUHSATA HA OCHOBAHHHU
npomoxon ucnoimanuii Ne 83261 om 28.08.2019 HJI OOQO "Llenmp xonmpoas kauecmea Buonaiigh”,
| ammecmam axxpedumayuu RA.RU.21L[KOI om 22.07.2015 2.,cepmugpuxam ananusa XHHOHH 3aso0

Papmayesmuveckux u Xumuvecxux npodykmos 340 6/u om 07.08.2019, Cepmudpuxam POCC
HU.OMO05.C09051 om 28.08.2019

JATA MPUHATHUS JEKJTAPAIIIN: 28.08.2019 2.

JEKJL JEVNCTBUTEJBHA J0: 01.07.2024 2.
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CBEJEHHNSA O PETUCTPALIMHA

OPTAH IO CEPTUOHUKALIMH, 3APETUCTPUPOBABIINI JEKJIAPAIIAIO
Opzan no cepmugpuxayuyu npodyxyuu

Obugecmea ¢ 0zparuvenHoii omeemcmeeHHOcmblo « OKPYHCHOH yenmp cepmugurayuu»,
adpec: 620014, POCCHA, Ceeponosckasn obracms, Examepunbype, Xoxpaxoéa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam arxpedumauu Ne RA.RU. 11PMO5

JEKJIAPAIIMSI O COOTBETCTBHY\}e POCC RU JJ-HU.®M05.A.39355/19
J;[ATA;PEI‘HG‘FEN{HM: 28.08.2019
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CeprudpukaTt anannia

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, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
IMponyxT: HO-UITIIA Pactsop ana
HHbexumi, 20 mr/mn RUS.
25X2 mn RUS
Kon ToBapa; 16288 Koa GMID: 272600
Crpana-uMnoprep: Poccua
Homep cepuu: CCG47A
Jara npoussoncrea: 18-Hion-2019 Jata ucteuenus cpoka  Hion-2024
TOJHOCTH:
KoHUeHTpaLua: 40 mr/ 2 Mn gpoTaBepHHa
THOpOXJIOpHAa
UlekapcTBeHHasA PacTeop ana uabexuni
thopma:
Pa3Mep H THI 25 % 2 MII aMITy bl Crneundukanma: ME160481 v.2.0
YIAKOBKH:
IMokasaTens Hopma PesynsTar
OnucaHue ITpospauHas 3eneHOBaTO-*KENTas COOTBETCTBYET
KHIKOCTB
COOTBETCTBYET
J/lpoTaBepHHa THAPOXJIOPH]
- Y®-cnektpodoTomeTpua COOTBETCTBYET COOTBETCTBYET
- BOXKX COOTBETCTBYET COOTBETCTBYET
- JrtaHon
-TX COOTBETCTBYET COOTBETCTBYET
- Hatpus Merabucynetuta/THTPOBaHHE COOTBETCTBYET COOTBETCTBYET
IMpo3pauHocTs pacTBOpa [MpoayKT NpoLuen HCNbITAHHE. COOTBETCTBYET
(omanecueHLHA) OnanecueHUxA HCNBITYEMOrO pacTEOpa
HE MPEBRIAST ONANSCLEHLIID 3TanoHa |
LIeeTHOCTE pacTBOpa HenbiTyesmbl i pacTBOp OKpallleH He GY2
Gonee HHTEHCHBHO, YyeM atanoH GY
pH 3,0-50 3,8
BranMeie Mexanveckue npumech/ COOTBETCTBYET COOTBETCTBYET
HEBHIUMEIC MEXaHHUECKHe IPHMECH
d>=10 MEM <=6000 en./fammyna 6 en.fammyna
d>= 25 MKkM <=600 exa.fammyna 0 en./amnyna
PoncteeHHbIe npuMedck /BOXKX
[Mepnapusx «<=0.2 (06/06)% <0,1 %
Enutinudas HeHaeHTHGHLMpPOBaHHAsA <=0.5 (06/06)% 0,1%
npUMech
Cymma npumMeced <=2.0 (06/00)% 0.2 %
H3snekaemelit oGnem He menee 2,0 Mn 2.1 mn
HcnbeiTaHKe Ha NPUCYTCTBHE <= 80 JE/mn <5 3E/Mn
OakTepHanbHBIX IHIOTOKCHHOB
CTepHILHOCTD Ipenapar ctepunex CTEPHJIEH
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CepTudukaT aHann3a

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- 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: 361/505-0005
[poaykT: HO-LITA Pactsop ana

uHbekuni, 20 mr/mn RUS.

25X2 mn RUS
Kon Topapa; 16288 Kon GMID: 272600
CrpaHa-uMnoptep:  Poccus
Homep cepru: CCG47A
JlaTa npoussonctea: 18-Hion-2019 Jara ucteuenns cpoka  Mion-2024

FOAHOCTH!

KoHuenTpauus: 40 M1/ 2 Mma opoTaBepHHA

FHOPOXJIOpHAA
UlekapcTBeHHaA PactBOp [UTA HHBEKUME
hopma:
PaiMep U THN 25 x 2 MJT aMITy Ak Creundurauns: ME160481 v.2.0
YMaKOBKH: .
IMokazaTenn Hopma PesynbTaT
KonuuyectseHHoe onpeneneHue mytem 40,0 mr +/-5% / dporasepun ruapoxnopna/ 2 39,8 Mr/ 2 ma
Y<D-cniekTpodoTOMETPUH Mn
Conepxumoe HaTpua Metabucynbdura 1,00 mr +/-10% / mn (90%-110%) 0,96 Mrinvn
Conepskanue 3TaHONa 66,0 Mr/mn (B nepecueTe Ha aGCOMOTHLLA 63,9 Mrimn

ataHon 63,35 me/mn) 10 % (594 - 72.6
Mr/Mn)

Hacrosmum noarsepixnaalo, uto BCe 3TANE IPOU3BOACTBA ITOM CEPHH FOTOBOM MPORYKIUH GhUIH
BBIIIONIHEHBl B IIOJIHOM COOTBETCTBHH ¢ TpeboBawuaMu GMP EC u  TpeGoBanusmu
PerucTpallMOHHOIO0 YAOCTOBEPEHHS CTPAHBI HA3HAYEHHA.
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CepradukaT aHANN3IA

SANOFI %

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

Csanyikvolgy site

Csanyikvélgy, P.0O.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: 361/505-0G000 / Fax: 361/505-0005

[IpoaykT; HO-LUTITA Pactsop nns
HHBEKUHIH, 20 mr/mMn RUS.
25X2 mn RUS
Kon Torapa; 16288 Kon GMID: 272600
Ctpana-umnoprep: Poccua
Homep cepun: CCG47A
[lata nponssonctea: |8-Hion-2019 Hata ucreuenua cpoxa  Hion-2024
TOAHOCTH:
KonueHTpauus: 40 mr/ 2 Ma apoTasepuHa
ruapoxnopuaa
JlexapcTBeHHanA PactBop ang uHbeKkuwii
topma:
Pa3Mep H THO 25 x 2 Mn ammynel Cneundmrauus: ME160481 v.2.0
Y IAKOBKH:
l [IpHAMEYaHHI:

I Penienne otgena obecnevenns kagecrpa

Pewrenue: BBIITYLLEHO
aTa: 07-ABI’-2019 11:49
Y noiHoMoOUYEHHOE THI0: dr. Mezeine Fekete Aniko

J1oT cepTHdHUKAT aHaM3a GbUT HOANMCAH IEKTPOHHBIM CHOCOGOM ¢ Hemonb3oBaHHeM LIMS.
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Certificate of Analysis

SANOFI g

CHINOIN Pharmaceutical and Chemical Works Private Co, Ltd,
= a Sanofi company

Caanyikvolgy site

Csanyikvolgy, B.Q.B 565 - 3510 Miskolc, Hungary

Phone: +3646,/804-000

Registered Office: 1045 Budapest, Td utca 1-%. Hungary
Mail: 1325 Budapest, P.0.Box: 110

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

Product ; Ho-spa® solution for injection, 20 mg/ml

Item code 16288 GMID code : 272600
Import. country : OROSEZORSZAG / Russia

Batch number CCGATA

Manufacturing date: 18-JUL-2019 Expiry date : JUL-2024

Potency :
Dosage form

40 mg/ 2ml Drotaverin HCL
solution for injection

Pack.size, type 25%2 ml amp.

Vizsgalatok/TESTS

Specification :

ME160481 v.2.0

Leirads /Description

hzonossag/Identification

- Drotaverin / drotaverine

UV spektrofotometria /

UV spectrophotometbry
Folyadékkromatogréfia (HPLC/UPLC)/
Liguid chromatography (HPLC/UPLC)
- Etanol (GLC) / Ethanol (GLC)

- NAtrium-metbiszulfit (Titrimeria) /
Sodium-metabisulfite (Titrimetry)]

Tisztasag / Clarity

Szin f Colour

pH / pH

Féazecskeszennyezés/Particulate matter
= Lathatd / Visible

Szabad szemmel nem lathatsd/Invisible

Tiszta zoldessarga folyadék/
Clear greenish-yellow liquid

Megfelel/Complies
Megfelel/Complies
Megfelel/Complies

Megfelel /Complies

Maximum I. dsszehasonlitéd oldat/
The product passes the test
with reference T, :

Hem lehet
Colour of

intensive

intenzivebb, mint GY1/
the product is not more
than colour of reference GYl

A:0:=15.0

Felelien meg / complies

=10 um részecske:<=6000 db/ampulla/
Particles>=10 um:not more than 6000/vial
»=25 pm részecske:<=600 db/ampulla /
Parkticles>=25 um:not more than &00/vial

Megfelel /Complies

Megfelel /Complies

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

GY2

3.8

Megfelel /Complies

© 6 db/amp/vial

0 db/amp/vial
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Certificate of Analysis

SANOFI .z

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

Csanyikvdlgy site

Czanyikvdlgy, P.0.B 565 - 3510 Miskolc, Humgary

Phone: +3646/804-000

Registered Office: 1045 Budapest, T6 utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

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

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

Item code ¢ 16288 GMID code : 272600

Import. country : OROS20RSZAG / Russia

Batch number : CCG47A

Manufacturing date: 18-JUL-2019 Expiry date : JUL-2024
Potency : 40 mg/ 2ml Drotaverin HCL

Dosage form : solution for inmjection

Pack.size, type : 25%2 ml amp. Specification : ME160481 v.2.0

Rokon anvagok

Folyadékkromatografia (HPLC/UEBLS) /
Related impurities

Liguid chromaography (HFLC/UPLC)

Perparin / Perparine max.0.2 % / not more than 0.2 % <0.1 %

Ismeretlen szennyezdk egyenként / max.0.5 % / not more than 0.5 % 0.1 %

3ingle unspecified impuries

Osszes szennyezd / Total impurities max.2.0 % / not more than 2.0 % 0.2 %

Kivehets toltettérfogat / Legaldbb 2.0 ml / 2.1 ml

Extractable wolume Mot less than 2.0 ml

Bakterialis endatoxin/ Kisebb mint BO EU/mL/ <5 EU/ml

Bacterial endotoxin Hot more than B0 EUSml

Sterilitas / 3terility Steril legyen/The product is sterile B termék steril / The product is
sterile

Hatbanyagtartalom / Rssay

UV spektrofotometrialf 40, 0mgt5% drotaverin hidroklorid/2 ml/ 39.8 mg/2 ml
UV spectrophotometry 40.0mg25% drotaverine hydrochloride/2 ml
or

Folyadékkromatografia (HPLC/UPLC) /S
Liquid chromatography {(HPLC/UBLG)

Hitrium-metabiszulfit tartalom Fei;zdbaditasi hatar: 0.96 mg/ml
(Titrimetria) / 1.00 mgiiDs/ml [90%-110%) /

Content of sodium metabisulfite At release: 1.00 mgtloR/ml (90%-110%)

(Titrimetry) Lejarati ids wvégi:

1.00 mg -15% = +10%/ml (B5%-110%}/
At end of shelf life:
1.00 mg ~15% ~ +10%/ml (853-110%)
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Certificate of Analysis

SANOFI

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

Csanyikvdlgy site

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

Phone: +3646/804-000

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

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

Product : Ne-spa® solution for injection, 20 mg/ml

Item code : 16288 GMID code : 272800

Import. country : OROSZORSZAG / Russia

Batch number : CcCcG47a

Manufacturing date: 18-JUL-2019 Expiry date : JUL-2024
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 25x2 ml amp. Specification : ME160481 v.2.,0

Vizsgalatok/TEST dmé
Etanol tartalom (GLC)/ 6.0 mg/ml {ekvivalens 63.35 mg/ml 63.9 mg/ml
Content of ethanol (GLC) abzzoliit etanollal)+10%2

[59.4-72.6 mg/mi)/

66.0 mg/ml (equivalent to 63.35 mg/ml
of absolute ethanol)+10%

[59.4-72.6 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 ($)

of the destinaticn country/countries.

QA decision
Decigion : FELSZABADITVA / RELEASED
Date : 07-A0G-2019 11:49
Qualified parson : dr. Mezeiné Fekete Anikd

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