JAEKJAPAIINA O COOTBETCTBHH

JEKJAPAHT, IPHHAMAIOIIHA TEKJIAPALTAIO O COOTBETCTBAH

AO "Canoghu Poccun”

Ceedenun o pezucmpayuu opzarusayuu. Mexcpationnan uncnexyua Qedepanvroii nanozoeo cryichv: Ne 46 no
2. Mocxae 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yr. Teepcxas, 0. 22. Teneqpon/chaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvriviii dupexmop Monow O.A.

Hosepennoe auyo.: Knoroea 10.C., dosepernocms 6/u om 01.12.2017

3AABNAET, YTO

nexapcmeenroe cpedemeo: Ho-wna, pacmeop Ons eRympusennozo u gHympumbiuienozo esedenun 20 mz/ma 2
M, QMAYel MEMHO20 CMEKAa (3), YnaKosKit KOHmypHoie niacmurossie (noddonui) (3), nauxu kapmonnsie, PY
M ITNOII854/01 om 27.07.2010 (0Oama 3amenw 02.04.2018), cepun CCD21A, napmun 4465 ynaxosox, 200ex
0o 01.03.2024, npouseodcmea XHHOHH 3asod Papmayeemuneckux u Xumuueckux npodyxmoe 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, xod
OKII[(2 21.20.10.113, xod TH B3 3004490009, xonmparxm Ne 250/40056192/F-2 om 20.10.2010, uneodic Ne
9085331360 om 24.04.2019

COOTBETCTBYET TPEBOBAHHAM
ITN011854/01-020418 uzm. Ne 1

JEKJIAPAITHAA IIPHHATA HA OCHOBAHHH
npomoxon ucneimanuii Ne 11900 om 30.04.2019 HJT Q00 HI[ "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC HU. ©M08.C39337 om 30.04.2019

% Knorosa [O.C.
%naﬁﬁucb ®.1.0

CBEJAEHHUA O PEI'’MCTPAIIMNA

OPT'AH I10 CEPTHO®HKAIIUH, BAPETHCTPHPOBABIINIA JEKJIAPAITAIO

RA.RU.11>MO08 OPIAH 11O CEPTH®HKALIMH ITPOJNYKI[HH OBLECTBO C OrPAHHYEHHOH

OTBETCTBEHHOCTAIO "OKPYV)KHOH I[EHTP KOHTPOJIT KAYECTBA",

adpec opeanwsayuu: 115280, 2. Mocksa, yr. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmupuxayuw: 115280, POCCHA, z0pod Mocxea, yn. Macmeproeéa, 0. 4, sm. 5., men..:(495)788-02-88, seb-

caiim: oyxr.pgh.

AEKJIAPATIT 7 COOTBETCTBHM 3APETUCTPHPOBAHA M POCC RU J-HU.®M08.4.23074/19
AT U TPATTMIL 06.05.2019
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CepTudHkart anaamia

SANOFI % F
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- 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
[MpoaykT: HO-1UITA Pactsop ans
HHBEKUHI, 20 mr/mn RUS.
25X2 mn RUS
Kon ToBapa; 16288 Kon GMID: 272600
Crpana-umnoptep: Poccus
Homep cepumu: CCD21A
[Mara npon3ssoactea: 18-MAP-2019 Jarta Hcteuenns cpoka  MAP-2024
FORHOCTH:
KoHueHTpauus: 40 mr/ 2 Mn apoTaBepuHa
THAPOXNOpHIa
ITexapcTBEHHAA Pacteop nns vHbeKuUMii
dropma:
Pasmep u TN 25 x 2 Mn aMmynst Crneundmkaums: ME160481 v.2.0
MAaKOBKH;
IMokazarenn Hopma PesynwTar
Onucanue [1po3paunas 3eneHopaTo-KenTas COOTBETCTBYET
KHAKOCTH
COOTBETCTBYET
JlpoTasepuna ruapoxaopua
- Yd-cnextpodoToMeTpHs COOTBETCTBYET COOTBETCTBYET
- BOXX COOTBETCTBYET COOTBETCTBYET
- JTaHon
-IXKX COOTBETCTBYET COOTBETCTBYET
- Hatpua metabucynpputa/TUTPOBAHHE COOTBETCTBYET COOTBETCTBYET
IpospauHocTs pacTBOpa IMpoayKT Npoluen UcneITaHHE. COOTBETCTBYET
(omanecueHLun) OnanecLUeHUHA HCMBITYEMOrO pacTeopa
HE NPeBbILIAET ONANECUEHLHIO ITAToHa ]
LIBeTHOCTS pacTBOpa HcneiTyeMeli pacTBOp OKpallleH He GY2
6onee HHTEHCHBHO, YeM aTanoH GY |
pH 3,0-50 37
BuauMsie MexaHudeckue npuMec/ COOTBETCTBYET COOTBETCTBYET
HEBHAHMbIE MEXAHUYECKHE NIPHMECH
d>=10 MxM <=6000 en./amnyna 4 en./ammyna
d>= 25 MxM <=600 ea./ammyna 0 en./ammyna
PoacteeHHbIe mprMeycH /BOXX
[MepnapuH <=0.2 (06/06)% <0,1 %
EauHMYHAA HeraeHTHDHUUHPOBAHHAA <=0.5 (06/00)% 0.1%
npHMeCh
CymMMa nprMeceit <=2.0 (06/00)% 0.2 %
M3enexaeMulii 06neM He menee 2,0 Mn 2.1 Mn
HcneiTaHKe Ha NPUCYTCTBHE <= 80 OE/mn < 5 3E/Mn
BakTepHanbHeIX S3HIOTOKCHHOB
CTEPUIIBHOCTD IMpenapar crepunen CTEPHUJIEH
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CeprudukaTt aHanu3a

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- 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
[MponykT: HO-1LIA Pactsop ans

uHBeKUMii, 20 Mmr/mn RUS.

25X2 mn RUS
Koz ToBapa; 16288 Kon GMID: 272600
CrpaHa-uMnoprep:  Poccua
Homep cepuu: CCD21A
Jlata nponseoacTea: 18-MAP-2019 Jara ucteueHus cpoka  MAP-2024

TOAHOCTH:

KonueHTpauus: 40 mr/ 2 Mn gpotaBepHHa

THAPOXAOpHAA
JlexapcTBeHHaA PacTteop Ana uHbeKumi
dopma:
Pasmep 1 THN 25 x 2 M aMImy bl Crneundmrxanus: ME160481 v.2.0

HNAaKOBKH;
Mokazarenn Hopma PesyneTaT
KonuuecteenHoe onpeaeneHue nytem  40.0 mr +/-5% / Jiporasepuu ruapoxnopun/ 2 40,0 Mry/ 2 mn
Y ®-cnexTpodoTomMeTpHH MA
Coaepxumoe Hatpusa metabucynbdura 1,00 mr +/-10% / ma (90%-110%) 0,98 Mr/mn
CoaepkaHKe 3TaHONA 66,0 Mr/Mn (B nepecuete Ha aGCoOMOTHLIN 64,3 mr/mn
aradon 63,35 mr/ma) T 10 % (59,4 - 72,6
MM

HacTosiumm noaTsepxaalo, 4To BCE TAMBI POU3BOJCTBA 3TOH CEPHH [OTOBOM NPOAYKIIMH ObUIH
BBITIOJIHEHBI B IIOJHOM COOTBeTCTBHM ¢ TpebGoBanuamu GMP EC u  TpeGoBaHHaMH
PerucrpauHoHHoro yoctToBepeHus CTpaHbl Ha3HAYEHHA.

rap_coa_resultats v5 C"rpal-mua 2/3




Ceprudnicar ananuia

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvélgy site
Csanyikvdlgy, 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
[MpoaykT: HO-LIITA Pactop ans

HHBeKuHHA, 20 mr/mMn RUS,

25X2 mn RUS
Kon ToBapa; 16288 Kon GMID: 272600
Ctpata-umnoptep: Poccua
Howmep cepuu: CCD21A
[laTa npon3soacTea: 18-MAP-2019 Hata ucteuenus cpoka MAP-2024

FOMHOCTH:

KouueHTpauus: 40 M1/ 2 Mn ApoTasepHHa

THApOXNIOpHAA
UlexapcTeeHHan PactBop Ang unbekumii
topma:
Paamep K THN 25 x 2 mn amnynel Creundukaums: ME160481 v.2.0

NaKOBKH:
I [IpHMEYaHH,
Pemenne otaena obecnedenns KavecTsa

Peutenne: BBIMYLIEHO
aTa: 16-ATIP-2019 15:58
YnonnomMoueHHoe HLO: dr. Mezeine Fekete Aniko

JTOT cepTHdHKAT aHanH3a ObUT HOANMCAH JIEKTPOHHEIM CIIoco6oM ¢ Henmoan3oBaHHeM LIMS.
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Certificate of Analysis

SANOFI « g

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

Csanyikwdlgy site

Csanyikvolgy, B.O.B 565 - 3%10 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 104% Budapest, T utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

Phone: 361/505=0000 / PFax: 361/505-0005%

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

Item code ; 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCDZ1A

Manufacturing date: 18-MAR-2019 Expiry date : MAR-2024
Potency : 40 mg/ Zml Drotawerin HC1

Dosage form : solution for injection

Pack.size, type : 25x2 ml amp. Specification : ME160481 v.2.0

Leir4s /Description Tiszta zbidessarga folyadék/ Megfelel/Complies

¥

Clear greenish-yellow liguid

Azonossag/Identification

= Drotaverin / drotaverine

UV spektrofotometria / Megtelel/Complies Megfelel /Complies
UV spectrophotometry

Folyadékkromatografia {HELC/UPLC) S Megfelel /Complies Megfelel/Complies
Liguid chromatography (HELC/UPLZ)

- Etanol (GLC) / Ethanol (GLC) Megfelel /Complias Megfelel/Complies
= Ratrium-metbiszulfit {Titrimeria) / Megfelel /Complies Megfelel/Complies

Sodium-metabisulfite (Titrimetry)
Tigztasag J Clarity Maximum I. Ssszehasonlitd oldat/ Megfelel /Complias
The product passes the tast
with reférence 1.
Szin / Cologur Hem lehet intenzivebb, mint GY1/ GYZ
Colour. of the product iz not more
intensive than colour of reference GY1

BH / pH 3.0 = 5.0 3.7

Réstecskeszennyezés/Particulate matter

- Lathatd / Visible Feleljen meg / complies Megfelel/Complies
- Szabad szermel nem lathatd/Invisible  >=10 uym részecske:<=6000 dbfampulla/ 4 db/amp/vial
Particlea»=10 um;not more than 6000/vial
=% pm cészecske:<=600 db/ampulla / 0 db/amp/vial

Particles»=25 pm:inot more than 600 vial

rap coa_resultats v5 Lap/Page 1 / 3



Certificate of Analysis

CHINOIN Prarmaceutical and Chemical Works Priwvate Co., Ltd.
= a Sanofi company

Csanyikvdlgy site

Csanyikwtlgy, F.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

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

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

SANOFI g

P

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

Item code : 18288 GMID code :
Import. country : OROSZORSZAG / Russia

Batch number : CCD21iA

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

Dosage form : solution for injection

Pack.size, type : 25x2 ml amp. Specification :

Vizsgalatok/TESTS

272600

MAR-2024

MELl&0481 v.2.0

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /
Felated impurities

Liguid chromacgraphy (HPLC/UPLC)

Perparin / Perparine max,.0.2 % / not more than 0.2 #%
Ismeretlen szennyezdk egyenként / max.0.% % / not more than 0.5 %
Single unspecified impuries

Osszes szennyezd / Total impurities max.2.0 % / not more than 2.0 %
Kivehets toltettérfogat / Legalabb 2.0 ml /

Extractable volume Mot-less than 2.0 ml

BakteriAlis endotoxin/ ' Kisebb mint 80 EU/ml/

Bacterial endotoxin ot more than 80 EU/ml

Bterilitds / Sterility Steril legyen/The product iz sterile

Hatdanyagtartalom [/ Assay

v spektrofotometria/ 40,0mg25% drotaverin. hidroklorid/2 mi/
UV spectrophotometry 40.0mg=5% drotaverine hydrochloride/? ml
or

Folyadékkromatografia [HPLC/UBLC)/S
Liquid chromatography (HPLC/UPLC)

Natrium-metabiszulfit tartalom Felszabaditdsi hatdr:

iTirrimetria) f 1.00 mgxl0%/ml (90%-110%) /

Content of sodium metabisulfite At release: 1.00 mglok/ml - (90%-110%)
[Titrimetry) Lejdrati ‘Ldd veqi:

1,00 mg =15% = +10%/ml {85%=-110%)/
At end of shelf life:
1.00 mg -15% = +10%/ml (85%-110%)

<0.1 %
0.1 %

<5 EU/ml

A termék steril / The product is
sterile

40.0 mg/2 ml

0.98 mg/ml

rlp_m_:l:uultl.tu wh
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Certificate of Analysis

SANOFI| . g

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

Csanyikvolgy site

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

Phone: +3646/804-000

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

Phone: 361/505-0000 / Fax: 361/505-000%5

.

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCD21a

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

Dosage form : solution for injection

Pack.size, type : 25x2 ml amp. Specification ; ME160481 v.2.0

Vizsgalatok/TESTS Kévetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanol tartalom (GLC)/ 66.0 mg/ml {ekvivalens 63,35 mg/ml 64.3 mg/ml
Content of ethanol {GLC) abszolat etanollal)+io%

{59.4-72.6 mg/ml)/

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 Authorisaticn (5)

of the destination country/countries.

Megjegyzés / Comment

QA decision

Decision : FELSZABADITVA / RELEASED
Date : 16-APR-2019 15:58
Qualified person : dr. Mezeiné Fekete Anikd

This Certificate of Analysis has been electronically signed from a validated LIMS.
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Lap/Page 3 / 3



