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TEKJIAPAITASI O COOTBETCTBUHA

JAEKJAPAHT, IPHHAMAIOIIHAN TEKJIAPAITAIO O COOTBETCTBHH

AQ "Canoghu Poccua”

Ceedenus o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyus Qedepanvnoil Hano2060 cayxcbet Ne 46 no
2. Mockee 01.01.2008, Or'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, ya. Teepcxan, 0. 22. Tenegpon/haxc: 8 (4953) 721-14-00/ 721-14-11

B nuye: I'enepanvuviii oupexmop Monae O.A.

Hosepennoe nuyo: Cmenanog C.C., dogepennocms 6/n om 01.12.2017

3AABJSIET, UTO
nexapcmeenroe cpedcmeo: Ho-wina, pacmeop Oas 6HYMPUGEHHO20 U GHYmMpuMbIe Ho20 ésederus 20 me/mn 2

MA, GMARYALL MEMRO20 cmeraa (J), ynaxoexu KoHmypHete RaGecmuxossie (no0donst) (3), navku kapmonnwie, PY
M ITN011854/01 om 27.07.2010 (0ama 3amenvt 02.04.2018), cepun CCAS9A, napmus 4389 ynaxoeok, 200ex
oo (1.01.2024, npouseodcmea XHHOHH 3aeod Oapmayesmuueckux 1 Xumuveckux npodyxmos 340, Benzpua,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, xod
OKIT2 21.20.10.113, koo TH B3] 3004490009, kormpaxm Ne 250/40056192/F-2 om 20.10.2010, ungoiic Ne
9085325531 om 04.03.2019

COOTBETCTBYET TPEBOBAHHAM
ITN011854/01-020418 usm. Ne 1

JEKJIAPAITAA IIPHHATA HA OCHOBAHUH
npomoxon ucnurmanuii Ne 6650 om 12.03.2019 HJI Q00 HL] "®APMOBOPCUHA", ammecmam axxpeoumayuu
POCC RU.0001.21 D140, Cepmugpuxam POCC HU OMO8.C35834 om 12.03.2019

,I[ATA NIPHHSATHAA NEKJAPAITHH 13.03.2019

Crenanos C.C.

wb ®.H.0

CaHon Pocoumnn | -
Sanofi Russia AO 5
OeK. o

25" CBEJEHHS O PETECTPAIIAN

OPI'AH ITO CEPTU®UKAIINH, SAPETHUCTPHPOBABII WA JEKJIAPALIMIO

RA.RU.11®M08 OPIAH IT0 CEPTHOHKALIHH ITPONYVKIJHH OBL[ECTBO C ONPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXXHOH IJEHTP KOHTPOJLT KAYECTBA",

adpec opeanuszayuu: 115280, 2. Mockea, yn. Macmeproéa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmughuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am, 5., men.:(495)788-02-88, ¢e6-
catim: oykx.pgh.

AEKJIAPATTHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-HU.DM08.4.18380/19
JNATA PEI'HCTPAIIAM 13.03.2019
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CepTuduKaT aHaNH3A

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
[MponykT; HO-ILITA PacTeop ans
HuHbekumi, 20 mr/ma RUS,
25X2 ma RUS
Kon romapa; 16288 Kon GMID: 272600
CtpaHa-uMnoptep:  Poccua
Homep cepun: CCAS9A
Jata nponssoactea: 23-AHB-2019 Jata ucteuenns cpoka  AHB-2024
TONHOCTH:
KoHueHTpauus: 40 mr/ 2 Mn ApoTaBepHHA
THAPOXJIOpHIA
NekapcTBeHHan Pactsop nia nHbekuuit
(opma:
Paimep H THI 25 x 2 M1 aMITyJibl Creundukanma: MEI160481 v.2.0
Yy TAKOBKH:
foka3zaTens Hopma PesyabTar
OnkcanHe [Tpo3paunas 3eneHoBaTO-KENTaA COOTBETCTBYET
HUAKOCTh
COOTBETCTBYET
IpoTaBepHHa FHAPOXNOPHA
- Y®-cnexTpohoTOMETPHR COOTBETCTBYET COOTBETCTBYET
- B3XX COOTBETCTBYET COOTBETCTBYET
- 3taHon
- KX COOTBETCTBYET COOTBETCTBYET
- Hatpusa merabucynsuta/THTpOBaHHE COOTBETCTBYET COOTBETCTBYET
[Npo3pautocTs pacTBOpa INpoayxt npowen HcMbITAHKE. COOTBETCTBYET
(onanecuieHI1A) OnanectieHUHA HCTIBITYEMOrO pacTeopa
HE NPEBBIAET ONANECLIEHLIHIO ITATOHA |
LigetHocTb pacTBOpa HceneiTyemelii pacTBop OKpalleH He GY2
6onee HHTEHCHBHO, yeM 3TaoH GY ]
pH 3.0-50 37
Buaumele MexaHU4eCkHe IpAMecH/ COOTBETCTBYET COOTBETCTBYET
HEBHAMMBIE MEXAHHYECKHE MPHMECH
i>=10 MKM <=6000 en./ammyna 6 en.fammyna
d>= 25 MKM <=600 en.fammyna I enfammyna
PoncteeHHble npuMedcH /BIXKX
[lepnapun <=0.2 (06/06)% <0,1 %
EnuHHYHAA HEHAESHTU(PHUHPOBAHHAA <=0.5 (06/00}% 0,1%
npHMeECh
CymMMa npumeceit <=2.0 (06/00)% 03 %
H3enekaemslii 00beMm He menee 2,0 Mn 2.1 mn
McneiTanie Ha NpHCYTCTBHE <= 80 3E/mn <5 3E/mn
GakTepHANILHBIX IHAOTOKCHHOB
CTepUiEHOCT [Npenapat ctepunex CTEPHWJIEH
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Ceprndukar anannia

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Litd.
- 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
[Tpoayxt: HO-1UTIA Pactsop ansa
HHBEeKUMi, 20 Mr/mMn RUS.
25X2 mn RUS
Kon Toeapa; 16288 Kon GMID: 272600
Crpana-umnoptep: Poccus
Homep cepuu: CCAS9A
Jlata npoussoactea: 23-5IHB-2019 Hara ucteuenus cpoka  AHB-2024
TOIOHOCTH:
Konuentpauus: 40 mr/ 2 mn opoTtaBepHHa
: THAPOXAOPHIA
UlekapcTBeHHasA PacTeop ana HHBEKUMH
thopma;
Pasmep H TMD 25 x 2 M1 aMmyel CrieuntHrauva: ME160481 v.2.0
NaKOBKH:
Mokazatenn Hopma PesyasTar
KonnuecTBeHHoe onpenenedve myteM 40,0 mr +/-5% / Jlporasepun ruapoxnopuy/ 2 39,7 mr/ 2 mn
Y d-cnextpodoToMeTpHH Mn
Conepxumoe Hatpua Metabucyasputa 1,00 M +/-10% / mn (90%-110%) 0,97 mrimn
CoaepxaHue 3Tanona 66,0 mr/mn (B nepecuete Ha aGCOMOTHLIA 62,3 mr/Mn
atanon 63,35 mr/mn) - 10 % (594-72.6
Mr/mi)

HacTosamum noATBepKAa0, YTO BCE 3TANbl NPOM3BOACTBA 3TOH CEPHH FOTOBOH NPOAYKIIHHA ObUTH
BLIIOJHEHBI B MOJHOM COOTBeTcTBHH ¢ TpeboBanusMu GMP EC u  TpeGoBanuamu
Perucrpanuonnoro yaocToBepeHus CTpaHbl Ha3HAYCHHS.

rap_coa_resultats v5 Crpanuua 2/3




Ceprudnkar ananu3a

SANOFI -

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

Csanyikvilgy 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

[MponyxT: HO-LLITA Pacteop mns
uHbekuni, 20 mr/mn RUS.
25X2 mn RUS
Kok ToBapa; 16288 Kon GMID: 272600
Cipana-uMnoptep: Poccus
Homep cepun: CCAS59A
Jata npoussoactea: 23-AHB-2019 Hara ucrevenus cpoka  AHB-2024
FOAHOCTH:
KoHueHTpauus: 40 mr/ 2 Mn apoTaBepHHa
THAPOXIOpHAA
UlekapcTBeHHAsA PacTeop anA nHBEKUMI
dopma:
Pasmep ¥ THI 25 x 2 ms1 aMmynb Creundurauua: ME160481 v.2.0
NaKOBKH:
| NpuMEYaHHA:

| Pemwenne otaena ofecneveHns Kayecrsa

Peuienue: BBITIYLIEHO
aTa: 21-DEB-2019 10:32
Y noaHoMoMeHHOe JIHILO: dr. Papai Judit

JTOT cepTHHKAT aHanK3a OBUT MOJNHCAH JJIEKTPOHHEIM CIIOCOO0M ¢ Hemonk3oBaHueM LIMS,
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Certificate of Analysis

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

SANOFI

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, T6 utca 1-5. Hungary

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

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

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

Item code 16288 GMID code : 212800
Import. country : OROSZORSZAG / Russia

Batch number CCAS9A

Manufacturing date: 23-JAN-2019 Expiry date : JAN-2024

40 mg/ 2ml Drotaverin HCl
solution for injection

Potency :
Dosage form

25%x2 ml amp. Specification :

Pack.size, type :

ME160481 v,2,0

Vizsgélatok/'I‘ESTS Kovetelmények/SPECIFIC&TIO"ﬁl‘ Eredmények/RESULTS
Leirds /Description Tiszta zdldessdrga folyadék/ Megfelel /Complies
Clear greenish-yellow liquid
Azonossag/Identification
- Drotaverin / drotaverine
UV spektrofotometria / Megfelel/Complies Megfelel /Complies
UV spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/ Megfelel/Complies Megfelel /Complies
Liquid chromatography (HPLC/UPLC)
- Etanol {GLC) / Ethanol (GLC) Megfelel/Complies Megfelel/Complies
- Natrium-metbiszulfit (Titrimeria) / Megfelel/Complies Megfelel /Complies
Sodium-metabisulfite (Titrimetry)
Tisztasdg / Clarity Maximum I. Ssszehasonlité oldat/ Megfelel /Complies
The product passes the test
with reference I.
Szin / Colour Nem lehet intenzivebb, mint GY1/ GY2
Colour of the product is not more
intensive than colour of reference GY1l
pH / pH 3.0 - 5.0 3.7
Részecskeszennyezés/Particulate matter
- Lathatd / Visible Feleljen meg / complies Megfelel /Complies

- Szabad szemmel nem lathatd/Invisible  >=10 um részecske:<=6000 db/ampulla/
Particles>=10 pm:not more than 6000/vial
>=2% pm részecske:<=600 db/ampulla /

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

6 db/amp/vial

1 db/amp/vial
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Certificate of Analysis

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

Csanyikvdlgy site

Csanyikvslgy, P.C.B 565 - 3510 Miskolec, Hungary

Phone: +3646/804-000

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

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

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

Item code : 16288 GMIL code : 272800

Import. country : ORCSZORSZAG / Russia

Batch number : CCA5S9A

Manufacturing date: 23-JAN-2019 Expiry date : JAN-2024
Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

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

Vizsgilatok/TESTS ~ Kivetelmények/SPECIFICATIONS Eredmények/RESULTS

Rokon anyagok
Folyadékkromatografia (HPLC/UPLC) /

Related impurities
Liquid chromacgraphy (HPLC/UPLC)

Perparin / Perparine max.0.2 % / not more than 0.2 % <f.1 %

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

Single unspecified impuries

Osszes szennyezd / Total impurities max.2.0 % / mot more than 2.0 % 0.3 &

Kivehets toltettérfogat / Legaldbb 2.0 mil / 2.1 ml

Extractable volume Not less than 2.0 ml

Bakteridlis endotoxin/ Kisebb mint 80 EU/ml/ <5 ED/ml

Bacterial endotoxin Not more than 80 EU/ml

Sterilitas / Sterility Steril legyen/The product is sterile A termék steril / The product is
sterile

Hatbanyagtartalom / Assay

UV spektrofotometria/ 40.0mg15% drotaverin hidroklorid/2 mbi/ 39.7 mg/2 ml

UV spectrophotometry 40, 0mgi5% drotaverine hydrochioride/2 ml

or

Folyadékkromatografia (HPLC/UPLC)/

Liquid chromatography (HPLC/UPLC)

Natrium-metabiszulfit tartalom Felszabaditédsi hatar: 0.97 mg/ml

{Titrimetria) / 1.00 mgtl0%/mi (90%-110%) /

Content of sodium metabisulfite At release: 1.00 mgti0%/ml (90%-110%)

{(Titrimetry) Lejarati idé végi:

lqOOng -15% ~ +10%/ml (85%-110%}/
at ‘end of shelf life:
1.00 mg ~15% - +10%/ml (85%-110%)
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Certificate of Analysis

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

Csanyikvdlgy site

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, T¢é utca 1-5. Hungary
Mail: 1325 Budapest, P.0O.Box: 110

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

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

Item code : 16288 GMID code : 272600

Import. country : OROSZ0ORSZAG / Russia

Batch number : CCA5%A

Manufacturing date: 23-JAN-Z019 Expiry date : JAN-2024
Potency : 40 mg/ 2ml Drotaverin HCL

Dosage form : salution for injection

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

............. e

Vizsgalatok/TESTS Kivetelmények/SPECIFICATIONS Eredmények/RESULTS
EBtanol tartalom (GLC)/ 66.0 mg/ml {ekvivalens 63.35 mg/ml 62.3 mg/ml
Content of ethanol (GLC} abszolit etanollal)+10%

(59.4-72.6 mg/ml)/

66.0 mg/ml (equivalent to 63.35 mg/ml
of absolute ethanol)fl10%

{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 destination country/countries.

QA decision
Decision : FELSZABADITVA / RELEASED
Date : 21-FEB-2019 10:32
Qualified person : Dr. Papai Judit

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