NEKJIAPAITS O COOTBETCTBUAM

JEKJAPAHT, IPUHUMAIOIITHAN NEKJAPAIIIIO O COOTBETCTBUH

AO "Canoghu Poccun”

Ceedenun o pezucmpayuu opeanusayuu; Meosicpaiionnas uncnexyus Gedepanvroii nanozoeoi cayscbvr No 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yr. Teepckan, 0. 22. Tenegpon/thaxc: 8 (493) 721-14-00/ 721-14-11

B nuye: I'enepanvnuiii oupexmop Mownxc O.A.

Hosepennoe nuyo: Cmenanoe C.C., dogepennocme 6/n om 01.12.2017

3ASIBJSIET, UTO
nexapcmeennoe cpedcmso. Ho-wna, pacmeop Ons eHympueennozo u éHympumoiutenozo esedernun 20 me/mn 2

M, GMnyabi MEMHO20 CmekAaa (3), ynaxoaxu KoHmypHuie naacmuxosgwie (nodoonwt) (), navwxu kapmonnsie, PY
Ne IT NO11854/01 om 27.07.2010 (0ama zamener 02.04.2018), cepus CCA58A4, napmua 4357 ynaxoeox, zo0eH
0o 01.01,2024, npoussodcmea XHHOHH 3ae00 Papmayesmuneckux u Xumuveckux npodykmoe 340, Beuzpua,
CHINQIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskole, Csanyikvolgy, Hungary, xo0
OKII[I2 21.20.10.113, oo TH B3 3004490009, xowmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085325531 om 04.03.2019

COOTBETCTBYET TPEGOBAHHAM
TTN011854/01-020418 usm. Ne 1

JAEKJAPALTA ITPHHATA HA OCHOBAHMI
npomokoA uchnvimanuii Ne 6640 om 12.03.2019 HJ/T 000 HL] "PAPMOBOPOHA", ammecmam axxkpedumayuu

POCC RU.0001.21®J140, Cepmuchuxam POCC HU.PM08.C35833 om 12.03.2019

JATA IIPUHSITHS AEKJTAPALHH [3.03.2019
NEKTAPAIHS AEMCTBATEJILHA O 01.01.2024
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CBEJEHUWSA O PETHCTPAIINU

OPTAH IO CEPTUO®HKAINH, 3APETHCTPHPOBABII AN JEKJIAPAITAIO

RA.RU. 11 PMO8 OPIAH ITO CEPTHOHKALIHH ITPONYKIIHH OFLJECTBO C ONPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH LIEHTP KOHTPOJII KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, ya. Macmepxoeaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 9. 4, am. 3., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

JEKJIAPAIINA O COOTBETCTBHH 3APET'HCTPHPOBAHA M POCC RU I-HU.®M08.A.18379/19
JATA BEI‘PJ‘CTPAHIIIH 13.03.2019
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CepTudnicaT anannia

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.3.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
[Mpoaykr: HO-1UTIA Pacteop ans
HHBeKuuit, 20 mr/mn RUS.
25X2 Mn RUS
Kon ToBapa; 16288 Kon GMID: 272600
Ctpana-umnoprep: Poccus
Homep cepun: CCAS8A
IlaTa nponseoacTea: 22-HB-2019 Jara ucteuenns cpoka  AHB-2024
TOIHOCTH:
Konuentpauua: 40 mr/ 2 mn apoTaseprHa
THAPOXNOpHIA
NlexapcTBEHHAs Pacteop ana uHbeKUH#A
thopma:
Paimep u Tun 25 X 2 Mn aMmynel Cneumrdukanus: ME160481 v.2.0
MAaKOBKH:
IMoxasaTenns Hopma PelynnTaT
Onncanue [Npo3paunas 3eneHoBaTO-XKENTanA COOTBETCTBYET
KHIKOCTD
COOTBETCTBYET
IpoTaBepiHa ruAPOXACPHI
Y®-cnexktpodoToMeTpHA COOTBETCTBYET COOTBETCTBYET
- BOXKX COOTBETCTBYET COOTBETCTBYET
- JraHon
- KX COOTBETCTBYET COOTBETCTBYET
- Hatpusa metabucynbpHTa/THTPOBAaHHE COOTBETCTBYET COOTBETCTBYET
TIpo3payHocTs pacTBOpa [IponyKT npoluen HeNbITaAHHE. COOTBETCTBYET
(onanecueHuMA) OnanecueHUHA HCNBITYEMOTO PacTBOpa
HE MPEBLILIAET ONMANeCLEHUHIO 3TaloHa |
LiseTHOCTS pacTBOpa HcnoiTyeMelii pacTBOp OKpauleH He GY2
Gosee HHTEHCHBHO, HeM TaoH GY |
pH 3.0-50 37
Buaumbie MexaHuyeckHe npumeck/ COOTBETCTBYET COOTBETCTBYET
HEBHANMEIE MEXAHHYECKHE IPUMECH
d>=10 MKM <=6000 en.famnyna 5 en/ammyna
d>= 25 MKkM <=0600 en./ammyna | ea.fammyna
PoncteeHHble npuMeycu /BIXKX
[lepnapuH <=0.2 (06/06)% <0,1 %
EnuHuunas HeuaeHTHOULMpOBAHHAR <=0.5 (06/06)% 0,1%
MpHMECH
Cymma npumeceii <=2.0 (06/00)% 03 %
Vzenexaemulii 06peM He menee 2,0 Mn 2.1 mn
HcenbiTanKe Ha NpHCYTCTBHE <= 80 3E/Mn <5 3E/Mn
GaKTepHabHBIX SHAOTOKCHHOB
CrepinbHOCTE Ipenapar cTepunen CTEPHJIEH
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CepTudukar anannsa

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
[Mponykr: HO-LITIA Pactsop ana

uabekumii, 20 mr/mn RUS.

25X2 mn RUS
Koa ToBapa, 16288 Koa GMID: 272600
Crpana-umnoptep:  Poccus
Homep cepuu: CCAS8A
Hara npousBonctea: 22-AHB-2019 JaTa ncreyenus cpoka  SIHB-2024

rOJHOCTH:

KouueHTpauus: 40 mr/ 2 Ma apoTaBepHHa

FHApOXJIOpHIA
JlekapcTBEHHanA Pacteop nna uHBEKLIMH
¢opma;
Pasmep 1 Tun 25 x 2 mn amMnynbl Crieundukauus: ME160481 v.2.0

NAKOBKM!
TMoxaszarens Hopma PesyabTaT
Konnvectsennoe onpenenerue nytem 40,0 mr+/-5% / iporasepuu rugpoxnopun/ 2 39,7 Mr/ 2 Mn
Y d-cnekTpodoToMeTpui M
Coaepwumoe HaTpua MeTabucynspura 1,00 Mr +/-10% / M (90%-110%) 0,98 mMr/mn
CoaepxaHue 3TaHONa 66,0 mMr/Mn (B nepecveTe Ha aGcomoTHBIH 63,3 mr/mn
atanon 63,35 mr/mn) 10 % (59,4 - 72,6
MI/Mim)

Hactoatum moaTBep ka0, YTo BCE 3Tallbl IPOM3BOACTBA ITO CEpUH rOTOBOI MPOAYKUHH ObUIH
BBIMMOJIHEHBI B MONHOM COOTBETCTBHH ¢ TpeGoBanuamMu GMP EC u  TpeGopaHHsMH
PerucrpaliHoHHOTO yAOCTOBEpEH S CTpaHbl Ha3HAYEHUA.
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CeprirdukaT anasimsa

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-1IITA Pacteop ans

uHbekuni, 20 mr/va RUS.

25X2 mn RUS
Koa toBapa; 16288 Kon GMID: 272600
Crpana-umnoptep: Poccua
Homep cepun: CCAS8A
Hara nponssonctea: 22-SIHB-2019 HMata ncrevenna cpoka  AHB-2024

FOOHOCTH:

KoHueHTpauus: 40 MIY 2 MN ApOTABEPHHA

THApOXNopHAA
JlekapcTBeHHAA Pactsop ans uubekumii
copma:
Pasmep u THN 25 x 2 mn aMmnyne Creundnkauns: ME160481 v.2.0
[y NaKOBKH:
NpHMEYaHHA:

Pemenne oTaena ofecnedyeHHs KauecTBa

Pewente: BbINYIIEHO
MaTa: 21-BEB-2019 10:28
Y nonHoMoO4eHHoe JTIHILO0: dr. Papai Judit

1ot cepruduKaT aHank3a GBUI MOAMHCAH 3JIEKTPOHHEIM CIIOCOOOM ¢ Henoas3oBanueM LIMS.

rap_coa_resultats v5

Crpannua 3/3




Certificate of Analysis

SANOFI &

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

Csanyikvélgy site

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

Item code : 16288 GMID code : 272600

Import, country : OROSZORSZAG / Russia

Batch number : CCAS8A

Manufacturing date: 22-JAN-2019 Expiry date : JAN-2024
Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

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

Vizsghlatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Leiras /Description Tiszta z&ldessadrga folyadék/ Megfelel /Complies

Clear greenish-yellow liguid

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 (Titrimerial / Megfelel/Complies Megielel /Complies

Sodium-metabisulfite [Titrimetry)
Tisztasag / Clarity Maximum I. Usszehasonlité oldat/ Megfelel /Complies
The product passes the test
with reference I,
Szin / Colour Nem lehet intenzivebb, mint GYL/ GY2
Colour of the product is not more
intensive than colour of reference GYi

pH / pH 3.0~ 5.0 3.7

Részecskeszennyezés/Particulate matter

- Lathaté / Visible Eeleljen meqg / complies Megfelel /Complies
- Szabad szemmel nem lathaté/Invisible >=10 um részecske:<=6000 db/ampulla/ 5 db/amp/vial
Particles>=10 pm:not more than 6000/vial
>=25 um részecske:<=600 db/ampulia / 1 db/amp/vial

Particles>=25 pm;npt more than 600/vial

rap_cca_resultats v5 Lap/Page 1 / 3



Certificate of Analysis

SANOFI v g

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvdlgy site

Csanyikvdlgy,
Phone: +3646/804-000

P.0.B 565 - 3510 Miskolc,

Hungary

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

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

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

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

Item code 16288 GMID code 272600
Import. country OROSZORSZAG / Russia

Batch number CCAS8A

Manufacturing date: 22-JAN-2019 Expiry date JAN-2024

Potency
Dosage form
Pack.size, type

25%x2 ml amp.

40 mg/ 2ml Drotawverin HCI
solution for injection

Specification

ME160481 v.2.0

Rokon anyagok
Folyadékkroematografia (HPLC/UPLC) /
Related impurities

Liquid chromaography (HPLC/UPLC}

Bacterial endotoxin

Sterilitds / Sterility

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

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

Natrium-metabiszulfit tartalom
(Titrimetria) /

Content of sodium metabisulfite
{Titrimetry)

Not more than 80 EU/m)

Steril legyen/The product is sterile

40.0mg+5% drotaverin hidroklorid/2? ml/
40,0mgi5% drotaverine hydrochloride/2 mi

Felszabaditdsi hatér:

1.00 mglOh/ml (90%-110%) /
At release: 1.00 mg+li®/mi
Lejdrati idd végi:

1.00 mg ~15% ~ +I0%/ml (85%-110%)/
at end of shelf life:

1.00 mg ~15% - +10%/ml {B5%-110%)

{90%-110%)

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 &
Single unspecified impuries

{Osszes szennyezd / Total impurities max.2.8 %/ not more than 2.0 % 0.3 &
Kivehetd tdltettérfogat / Legaldbb 2.0 ml / 2.1 ml
Extractable volume Not less than 2.0 ml

Bakteridlis endotoxin/ Kisebb mint 8G EU/ml/ <5 EU/ml

A termék steril / The product is

staerile

39.7 mg/2 ml

0.98 mg/ml
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Certificate of Analysis

SANOF! g

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

Csanyikvélgy site

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

Phone: +3646/804-000

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

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

Product : No-spa® sclution for injectien, 20 mg/ml

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number CCas58a

Manufacturing date: 22-JAN-2019 Expiry date : JAN-2024
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injecticon

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

SRR T T s T IRITRR P T R R A
Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Btanol tartalom (GLC)/ 66.0 mg/ml {ekvivalens 63.35 mg/ml 63.3 mg/ml
Content of ethanol (GLC) abszolat etanollal)+10%

(59.4-72.6 mg/ml}/

66.0 mg/ml {equivalent to 63.35 mg/ml
of absolute ethancl)£10%

{59.4-72.%¢ 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 (S}

of the destination country/countries.

QA decision
Decigion : FELSZABADITVA / RELEASED
bDate : 21-FEB-2019 10;28
Qualified parson : Dr. Papai Judit

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