JTEKJAPAIIASI O COOTBETCTBUH

JEKJIAPAHT, MPHHUMAIOIIHIA TEKJAPAIIAIO O COOTBETCTBUHA

AO "Canogu Poccus"

' Ceedenun o pezucmpayuy opzanusayuu: Medxcpaiionrnan uncnexyus Qedeparnvroll nanoz080ii ciayxnchvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenun OI'PH 19,08,2002,

Adpec: 125009, 2. Mockea, yn. Teepcxasn, 0. 22. Tenechor/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanonoiii dupexmop Monxc O.A.

Hosepennoe auyo: Cmenanoe C.C., dogepennocms 6/1 om 01.12.2017

3AABJAET, UTO

nexapemeennoe cpedcmeo. Ho-wina, pacmeop Ona eHympugenno20 u HympuMuiuientozo eeedenus 20 mz/mn 2
MR, GUNYALL MEMHO20 CMEKAA (3), YRAKOBKYU KOHMYDHbIE HAACMuKo8bie (noddoww) (1), nauxu xapmonnsie, PV
Ne IT NO11854/01 om 27.07.2010 (oama samenw: 02.04.2018), cepus CCA62A, napmusn 22048 ynaxosox, 2odew
0o 01.01.2024, npouseoocmea XHHOHH 3asod $apmayesmuveciux u Xumuvecxux npodyxmog 340, Benzpus,
| CHINOIN Pharmaceutical and Chemical Works Private Co. Lid., 3510 Miskole, Csanyikvolgy, Hungary, xod
OKIIA2 21.20.10.113, koo TH B3] 3004490009, xonmparm Ne 250/40056192/F-2 om 20.10,2010, uneotic Ne
9085326188 om 08.03.2019

COOTBETCTBYET TPEEOBAHHUSAM
IIN011854/01-020418 uam, Ne 1

AEKJIAPATIAA ITPHHATA HA OCHOBAHHHA
npomoxon ucheimavuii Ne 7710 om 15.03.2019 H/T 000 HL "@APMOBOPOHA", ammecmam axxpedumayuu |
POCC RU.0001.219J140, Cepmugpuxam POCC HU.PM08.C36210 om 15.03.2019
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CBEJEHHA O PETUCTPAIINN

OPTAH 110 CEPTHOHKAIIAW, 3APEFHCTPAPOBABIIHN JTEKJTAPAITHIO

RA.RU. 11 ®M08 OPTAH ITO CEPTHOHKALIHH ITPONVKI[HH OFH[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH LJEHTP KOHTPOJIT KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20pod Mocxkaa, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, aeb-
catim. oyxK.pgh.

JAEKJAPANTAA O COOTBETCTBHH 3APEI'HCTPHPOBAHA M POCC RU J-HU. ®M08.A.18863/19

Jugenko U.B.
Pyxosogurens OC




CepTHdHKAT aHANN3A

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 uica 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
IMponykT: HO-1LIITA Pacteop mns
HHBEKUHH, 20 mr/Mn RUS,
5X2 mn
Kon ToBapa; 360551 Koa GMID: 360551
Crpana-umnoptep:  Poccus
Homep cepuu: CCAG2A
Tlata nponssoncrea: 24-1HB-2019 Hara ucreqennsa cpoka  AHB-2024
roAHOCTH:
KoHueHTpauus: 20 mr/ 2 mn apoTaBepHHa
THIPOXJOpHAA
JlekapcTaeHHAA PacTBop A1 HHBEKLUHI
thopma:
Pa3mep 1 THN 5 % 2 Mn ammyJb Crneundrkauys: MEI160481 v.2.0
NaKOBKH:
TokalaTens Hopma PeiyabTaTr
Onucanue IMpo3payHas 3eneHoBaTO-KENTaA COOTBETCTBYET
WHAKOCTh
COOTBETCTBYET
/[poTasepiua rugpox/aopHa
- Y®d-cnektpotoTomeTpus COOTBETCTBYET COOTBETCTBYET
- B2XX COOTBETCTBYET COOTBETCTBYET
- DtaHon
-XX COOTBETCTBYET COOTBETCTBYET
- Hatpusa metabucynbduta/THTpOBAHHE COOTBETCTBYET COOTBETCTBYET
[Tpo3spauHocTs pacTBOpa [TpomyKkT NpoLIen HCNBITaHHKE. COOTBETCTBYET
{onanecueHLH) OmnanecueHUHA HCNBITYEMOrO PACTBOpPA
HE MpeBLILAET ONATeCLEHLIHIC 3TaloHa |
LigeTHOCTE pacTBOpa HcneiTyeMbiii pacTBop okpauleH He Gy2
OoJsiee MHTEHCHBHO, YeM JTanoH GY'1
pH 30-50 37
Buayumble MexaHudeckue npumecy/ COOTBETCTBYET COOTBETCTBYET

HEBHIAHMBIE MEXGHHYCCKHE NIPUMECH

d>=10 MKkM
d>= 25 MKkM

PoacteeHHEIe MpuMeyct /BIWX
Tlepnapux
EauHI4HAA HEHASHTHHUMPOBaHHASA

npHMeCh
CymMma nipumeceit

H3snexaempiit 06beM

HcneiTanye Ha MpHCYTCTBUE
HakTepHaNbHBIX SHIOTOKCHHOB
CrepunbHOCTh

<=6000 en./ammyna
<=600 en.famnyna

<=0.2 (06/06)%
<=0.5 (06/06)%

<=2.0 (06/00)%
He meHee 2,0 Mn
<= 80 DE/Mn

Tpenapat crepunen

5 en/amnyna
1 en./ammyna

<0,1 %
0,1%

0,3%
2.1 mn
<5 3E/mn

CTEPHUJIEH
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Ceprudukar anamusa

SANOFI %

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

Csanyikvolgy site

Csanyikvolgy, P.O.B 565 - 3510 Miskole, 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

IMTpoaykr: HO-1UTITA Pactsop ans

uHbekuu#, 20 mrimn RUS.

5X2 mn
Koa ToBapa; 360551 Koa GMID: 360551
Crpana-umnoptep;  Poccua
Homep cepun: CCAG2A
lata npoussoactea: 24-AHB-2019 Hara ucteuenns cpoka  AHB-2024

roJHOCTH;

KoHueHTpanua: 20 Mr/ 2 Mt ApoTaBEpHHa

THOpOXJopHIa
UlekapcTBeHHAsA PacTBOp Ans MHBEKLME
thopma:
Paimep H THI 5 x 2 mn amnynsl Crneundmxaums: ME160481 v.2.0
[YIAKOBKH:
IMoka3aTenn Hopma PesynbTaTt
KonuuecTseHHoe onpenenenue myteM 40,0 vr +/-5% / [ipotasepuu ruapoxnopud/ 2 39,6 Mr/ 2 Mn
Y ®-cnextpodoToMeTprU MA
Coaepxumoe HaTpug metabucynsgura 1,00 mr +/-10% / Mn (90%-110%) 0,97 Mr/Mn
ConepixaHue 3TaHONA 66.0 Mr/mn (B nepecuete Ha aGCOMOTHBIT 64,1 mr/mn

atadoa 63,35 me/mn) 10 % (59,4 - 72,6
Mrimmy

HacTodumum noaTeepxaalo, 4To Bee 3TaNbl MPOM3BOACTEA HTOH CEPHH FOTOBOM MPOAYKUHH OBLTH
BBIIOJIHEHBI B TNOMHOM COOTBETCTBMM ¢ TpeboBanuamu GMP EC u tpeboBanusamu
PeructpanuoHHOro yaocToBepeHHs CTpaHbl HA3HAUCHHS.
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CepTuidukaT ananusa

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
[TponyxT: HO-1ITA PactBop ansa

Husekuui, 20 mr/mn RUS.

5X2 mn
Kon Tosapa; 360551 Kon GMID: 360551
CrpaHa-umnoprep: Poccus
Homep cepun: CCAG2A
Jata npoussoacrea: 24-AHB-2019 Hara ucreuenunsa cpoka  AHB-2024

FORHOCTH:

Konuentpauus: 20 mr/ 2 Mn npoTaBepHHa

THOpOXJIOpHAA
NekapcTBeHHas Pacteop ana urbekumii
thopma:
Paimep M TUD 5 % 2 MJ aMmy Bl Crewnduraums: MEI160481 v.2.0
Y MAKOBKH:

| IIPpHMCYAHHA: T
Pewsenne oraena obecnevennsa KauecTsa

Pewenne; BBIMMYIUIEHO
JaTa: 25-OEB-2019 16:58
¥ NoaHOMOYeHHO NH10: Dr. Papai Judit

OToT cepTH(HHKAT aHANH3a GBI NOAMACAH MEKTPOHHBIM CIocofoM ¢ ucnonb3opahneM LIMS.
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Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co.

- a Sancfi company
Csanyikvoslgy site
Csanyikvdlgy,

P.O.B 565 - 3510 Miskolc,

Ltd.

Hungary

SANOFI

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: 361/505-000%5

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

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

Batch number CCAG2A

Manufacturing date: 24-JAN-2019 Expiry date : JAN-2024

Potency :
Dosage form :

Pack.size, type

5 x 2 ml amp.

Vizsghlatok/TESTS

20 mg/ 2ml Drotaverin HCl
solution for injection

Specification :

“Kévetelmények/SPECIFICATIONS

ME160481 v.2.0

Eredmények/ RESULTS

Leiras /Description

Azonossdg/Identification

- Drotaverin / drotaverine

UV spektrofotometria /

0V spectrophotometry
Folyadékkromatografia (HPLC/UPLC! /
Liquid chromatography (HPLC/UPLC)
- Etanol (GLC) / Ethanol (GLC)

- NAtrium-metbiszulfit (Titrimeria)} /
sodium-metabisulfite (Titrimetry)

Tisztasdg /[ Clarity

Szin / Colour

pH / pH

Részecskeszennyezés/Particulate matter
- Lathaté / Visible

- Szabad szemmel nem lathatd/Invisible

Tiszta zBldessdrga folyadék/
Clear greenish~yéllow liguid

Megfelel/Complies

Megfelel /Complies

Megfelel/Complies

Megfelel /Complies

Maximum I. $sszehasonlité oldat/
The product passes the test

with reference I.

Nem lehet intenzivebb, mint GY1/
Colour of the product is not more

intensive than colour of reference GY1

3.00- 5.0

Feleljen meg / complies

Part;clg§>-10 pminot more than 6000/vial
>=225 pm részecske:<=600 db/ampulla */
Particles>=25 pminot more than 600/vial

Megfelel/Complies

Megfelel/Complies

Megfielel /Complies

Megfelel /Complies

Megfelel/Complies

Megfelel/Complies

GYZ

Megfelel/Complies

5 db/amp/vial

1 db/amp/vial

rap coa resultate v5
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Certificate of Analysis

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

Csanyikvdlgy site

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

Phone: +3646/804-000

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

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

i
Ry,

SANOFI

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

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

Batch number CCAG2A

Manufacturing date: 24-JAN-2019 Expiry date JAN-2024

Potency
Dosage form
Pack.size, type

5 x 2 ml amp.

20 mg/ 2ml Drotaverin HC)

solution for injection

Specification ME160481 v.2.0

TR "
Vizsgalatok/TESTS

R e
Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /
Related impurities

Liquid chromacgraphy (HPLC/UELG)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kivehets toltettérfogat /
Extractable volume

Bakteri&lis endotoxin/

Bacterial endotoxin

Sterilitads / Sterility

Hatéanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

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

Natrium-metabiszulfit tartalom
[Titrimetria) /

Content of sodium metabisulfite
{Titrimetry)

max.0.2 & / not more than 0.2 % <0.1 %
max.9.5 % / not more than 0.5 % 0.1 %
max.2.0 % / not more than 2.0 % 0.3 &
Legaldbb 2.0 ml [/ 2.1 ml
Not less than 2.0 ml

Kisebb mint 80 EU/ml/ <5 El/ml

Not more than 80 EU/ml

Steril legyern/The product is sterile A termék steril / The product is

sterile
40.0mg+5% drotaverin hidroklorid/2 ml/ 39,6 mg/2 ml
40.0mg15% drotaverine hydrochloride/2 mi
Felszabaditasi hatér: 0.97 mg/ml

1.00 mgl0%/ml (90%-110%) /

At release: 1,00 mgilO%/ml (90%-110%}
Lejarati id8 végi:

1.00. mg =158 - +10%/ml (85%-110%)/
At end of shelf 1ife:

1.0 mg -15% - +10%/ml (85%-110%)

rap_coa_ralultztl w5
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Certificate of Analysis

SANOFI « g

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

Csanyikvdlgy site

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

Phone: +3646/804-000

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

Phone: 361/505-0090 / Fax: 361/505-0005

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

Item code : 360551 GMID code : 360551

Import. country : OROSZORSZAG / Russia

Batch number : CCA62A

Manufacturing date: 24-JAN-2019 Expiry date : JAN-2024
Potency : 0 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

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

= S S5 : : SRR ARV : AR R
Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanol tartalom (GLC) /S 66.0 mg/ml {ekvivalens 63.35 mg/mi 64.1 mg/ml

Content of ethanol (GLC) abszolat etancllal)t10%

(59.4-72.6 mg/ml}/

66.0 mg/ml (équivalent to 63.35 mg/ml
of absolute ethanol)+l1)%

{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 ARuthcrisation (3)

of the destination country/countries.

QA decision
Dacision : FELSZABADITVA / RELEASED
Date : 25-FEB-2019 16:58
Qualified person : Dr. Papai Judit

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