NEKJIAPAITS O COOTBETCTBUH

NEKJIAPAHT, IPHHUMAIOIM WA JEKJIAPAIIHIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenusn o pezucmpayuu opeanwsayuu: Mesicpationnan urcnexyus Gedepanvroti Hano20801 cayxcovr Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 9. 22. Teneghon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvuvrii dupexmop Monae O.A.

Hoeepennoe ruyo: Cmenanoe C.C., dogepernocme 6/m om 01.12.2017

3ASIBJIAET, UTO
Rexapcmeennoe cpedcmso: Ho-wna, pacmeop ONR 6HymMpUBEHHO20 U BHYMPUMbieuH020 é8edenus 20 me/mn 2

MA, GMAYALI MEMHO20 CIMEKAA (3), YnakoeKu KOWmypHbie nracmukossie (nod0oKe) (3), navku kapmonnvie, PY
Ne [T NO11854/01 om 27.07.2010 (dama samens: 02.04.2018), cepus 8CM424, napmua 4400 ynaxosox, 200en
00 01.12.2023, npouseodcmea XHHOHH 3asod Dapmayeemuueckux u Xumuueckux npodykmoe 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskole, Csanyikvolgy, Hungary xod
OKRII12 21.20.10.113, koo TH B3] 3004490009, koumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085321590 om 29.01.2019

COOTBETCTBYET TPEBOBAHUSIM
I N011854/01-020418 uzm, Ne 1

JNEKJAPAITUA ITPHHATA HA OCHOBAHUHA
npomoxon ucnvimarnuii Ne 2800 om 05.02.2019 HJT 000 HI[ "@APMOBOPOHA", ammecmam axxpedumayuu

POCC RU.0001.21JT40, Cepmugpuxam POCC HU. ®M08.C33126 om 05.02.2019

JATA TIPHHSITHST AEKJIAPALLAH 05.02.2019
JEKJAPAITUST EHCTBUTENLHA IO 01.12.20

M-
o Crenanos C.C.

L Oerrapaun . ,ﬂ ©.H.O
""" CBEJEHMS O PETUCTPAITHH

OPI'AH 110 CEPTUOUKAIINH, 3APETHCTPHPOBA BN AEKJIAPAITHIO

RA.RU.11@M08 OPIAH 110 CEPTHOQHKALIHH TPOLYKI[HH OSU[ECTBO C OTPARUYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocksa, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmughuxayuu: 115280, POCCHA, zopod Mockea, ya. Macmepxosa, . 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.pe.

AEKJAPAIINS O COOTBETCTBHH 3APETICTPHPOBAHA M POCC RU 4-HU.®M08.A.14810/19

Kavau E.B.
3aM. pyxosoauTess OC




Ceprudukar anannsa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy 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-IUTIA Pacteop ana
uHbexunii, 20 mr/mn RUS.
25X2 mn RUS
Kon ToBapa; 16288 Koa GMID: 272600
CrpaHa-umnoptep: Poccus
Homep cepuu: 8CM42A
HMarta npoussoactea: 04-JEK-2018 Jlata ucteuenus cpoka  JIEK-2023
FOAHOCTH:
KonueHTpauus: 40 mr/ 2 M1 ApoTaBeplHa
rHOpoXJopuaa
ITekapcTBEHHan Pacteop ang uHbekuuti
hopma:
Pazmep 1 TR 25 x 2 Mn ammyibt Cneundprikaups: MEI160481 v.2.0
MaKOBKM:
TMokasatens Hopma PesynbTaT
Onucaklue ITpo3pauHas seneHOBATO-KeNTas COOTBETCTBYET
AHIKOCTD
COOTBETCTBYET
UlpoTaBepuna ruapoxiaopun
- Yd-cnextpodoToMeTpus COOTBETCTBYET COOTBETCTBYET
- B2XKX COOTBETCTBYET COOTBETCTBYET
- OtaHon
- XX COOTBETCTBYET COOTBETCTBYET
- Hatpua MetabucynbduTa/THTPOBAHHE COOTBETCTBYET COOTBETCTBYET
IMpo3pauHocTE pacTBOpa [IposykT npouwen HCMbITAHHE. COOTBETCTBYET
(onanecueHuMs) OnanecueHuUns HCLITYEMOrO pacTBOpa
HE NPEBbILIALT OMANECUEHLHIO 3TaNnoHa I
LgeTHocTe pacTBOpa Hcnbityemplit pacteop okpalileH He GY2
fGoJiee HHTEHCHBHO, YeM 3TanoH GY 1
pH 3,0-50 38
Buaumele MexaHuueckHe npuMecw/ COOTBETCTBYET COOTBETCTBYET
HEBHUIHMbIE MEXaHHYECKHE NIPHMECH
>=10 MKM <=6000 en./amimya 7 ea./Jammyna
d>= 25 MkM <=600 en.famnyna 0 en./amryna
PoacTeeHHbIe npuMeycH /BIXX
Mepnapux <=0.2 (06/06)% <0,1 %
EAuHMYHAA HEHAEHTHDHULMPOBAHHAS <=0.5 (06/00)% 0,1%
NpHMeCh
Cymma npumeceti <=2.0 (06/06)% 0.2 %
H3snekaeMeulit 00nem He menee 2,0 mn 2.1 mMn
HcnbiTaHHe Ha NpHCYTCTBHE <= 80 BE/Mn <5 3E/mn
GaKTepHaNbHBIX IHAOTOKCHHOB
CTepHILHOCTh IMpenapar crepunex CTEPHUJIEH
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CeprudmkaT ananuia

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanofi company
Csanyikvdlgy site
Csanyikvolgy, P.O.B 565 - 3510 Miskoic, 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
[MpogykT: HO-LLTIA Pacteop mns

HubekuHit, 20 Mr/Mn RUS,

25X2 mn RUS
Kon ToBapa; 16288 Koag GMID: 272600
Crtpana-umnoptep:  Poccusa
Homep cepuu: 8CM42A
[laTa npomssoncTea: 04-TEK-2018 Hata uctedenns cpoka  JIEK-2023

TOJHOCTH:

KoHueHTpaumua: 40 mr/ 2 ma npoTaBepHHa

THAPOXIOPHEA
UlekapcTBeHHAs PactBOp na nHBeKUMIt
opma:
Pazmep u THR 25 x 2 M aMnynel Cneunduxanns: ME160481 v.2.0

NaKOBKH;
Toxa3aTenb Hopma PesynbTar
Konmuuectsennoe onpeaeneune nyrem 40,0 mr +/-3% / ipotasepun runpoxniopun/ 2 40,1 Mr/ 2 mn
Y ®-cnextpothoTomeTpun Mn
ConepixumMoe Hatpus metabucynbpura 1,00 mr +£-10% / mn (90%- £ 10%) 0,97 mr/mn
ConepxaHue 3TaHosa 66,0 Mr/Mn (B nepecuere Ha abcomoTHLIH 62,7 mr/mn
atanon 63,35 mr/mn) - 10% (594 - 72,6
Mr/mi}

HacTosimuM noaTeepxaalo, 4To Bce 3TAIbI IPOH3BOACTEA 3TOM CEPHH FOTOBOR NPOAYKUHH GbLTH
BBIOJIHEHBI B MOJIHOM COOTBETCTBHH ¢ TpeGomanmamMu GMP EC u  TpeGoBaHuamu
PerucTpanmoHHoro ynoctoBepeHHs CTpaHb! HA3HAYEHHA.

rap_coa_resultats v5 Crpanuua 2/3




Ceprndmkar anannia

SANOFI

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
[TpoaykT: HO-LLITA Pacreop ans

HHbexunii, 20 mr/mn RUS.

25X2 mn RUS
Koa Tosapa; 16288 Koo GMID: 272600
Ctpana-ummnoptep:  Poccus
Homep cepun: 8CM42A
Jata npoussoactea: 04-JEK-2018 Hara ucteqennn cpoka  JIEK-2023

POAHOCTH;

KoHueHTpauua: 40 mr/ 2 Ma npoTaeepHHa

rHApOXNOpHAa
JlexapcTBeHHAA PactBop s HHBEKUMI
thopma:
Pa3mep 1 THN 25 % 2 M1 aMmy”nel Cneunuxauns: ME160481 v.2.0

NaKOBKH:
| NMpHMECYaHHA:

Pewenne oTaena obecneMeHHs KauecTEA

PelucHHe: BBIITYLIEHO
JlaTa: 23-AHB-2019 13:56
YnonHoMoueHHOE JIHUO! dr. Mezeiné Fekete Aniké

JT10T cepTHOHKAT aHaNKH3a OBUT [TOANMKHCAH 3JEKTPOHHBIM CIIOco00M ¢ HcTob30BaHHeM LIMS.,
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Certificate of Analysis

SANOFI! v 8

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

Csanyikvolgy site

Csanyikvblgy, P.Q.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

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

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

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : BCMA2A

Manufacturing date: 04-DEC-2018 Expiry date i DEC-2023
Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

Pack.size, type : 25x2 ml amp. Specification : MEIE0481 v.2.0

SRS SR A S e SN RN AR A stnnaoes

Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Leiras /Description Tigzta zdldessarga folyadék/ Megfelel/Complies

Clear greenish~yellow liquid

Azonossdg/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. 8sszehagonlitd oldat/ Megfelel/Complies
The product passes the fest
with reference I.
Szin / Colour Hem lehet intenzivebb, mint GY1/ GY2
Colour of the product is not more
intensive than colour of reference GYl

pH / pH 3.0 - 5.0 3.8

Részecskeszennyezés/Particulate matter

- LAthaté / Visible Feleljen meg / complies Megfelel/Complies
- S5zabad szemmel nem lathatd/Invisible >=10 pm részecske:<=6000 db/ampulla/ 7 db/amp/vial
Particles>=10 pm:not more than 6000/vial
>=25 pm részecske:<=6900 db/ampulla / 0 dbfamp/vial

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

SANOFI| .3

CHINQIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvdlgy site

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

Phone: +3646/804-000

Hungary

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

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

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

Product

Item code : 16288
Import. country :
Batch number 8CM42A
Manufacturing date: 04-DEC-2018
Potency
Dosage form

No=-spa? sclution for injection, 20 mg/ml

OROSZORSZAG / Russia

40 mg/ 2ml Drotaverin HC1
solution for injectieon

GMID code : 27

8]
o
=]
o

Expiry date DEC-2023

Pack.size, type : 25x2 ml amp. Specification MEL60481 v.2.0
SRR SR
Vizsgalatok/TESTS

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /
Related impurities

Liguid chromacgraphy (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
5ingle unspecified impuries

Osszes szennyezd / Total impurities

Kivehetd toltettérfogat /

Extractable volume

Bakterialis endotoxin/

Bacterial endotoxin

Sterilitéds / Sterility

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

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

Natrium-metabiszulfit tartalom
(Titrimetria) /
Content of sodium metabisulfite

(Titrimetry)

max.0.2 % / not more than 0.2 % <0.1 %
max,.0.5 % / not more than 0.5 % 0.1 %
max.2.0 % / not more than 2.0 % 0.2 %
Laegalabb 2.0 ml / 2.1 ml
Not less than 2.0 ml

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

Not mcre than 80 EU/ml
Steril legyen/The product is sterile A termék steril / The product is
sterile

40.0mg5% drotaverin hidroklorid/2 ml/ 40.1 mg/2 ml

40.0mgt5% drotaverine hydrochloride/2 ml

Felszabaditasi hatdr:

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

At release: 1.00 mgii0%/ml (90%~110%)
Lejarati id$ végi:

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

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

0.97 mg/ml
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Certificate of Analysis .

SANOFI «,

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

Csanyikvdlgy site

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

Phone: +3646/804-000

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

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

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : 8CM42A

Manufacturing date: 04-DEC-2018 Expiry date : DEC-2(23

Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution feor injection

Pack.size, type : 25x2 ml amp. Specification : ME160481 v.2.0
Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etaneol tartalom (GLC)/ 66.0 mg/ml {ekvivalens 63,35 mg/ml 62.7 mg/ml

Content of ethanol (GLC) abszolGt etanollal)+10%
(59.4-72.6 mg/ml)/
66.0 mg/ml (equivalent to 63.35 mg/ml
of absolute ethanol)+10%
159,4=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 Ruthorisation (S}

of the destination country/countries.

Megjegyzés / Comment ;

QA decision

Decision : FELSZABADITVA / RELEASED
Date : 23-JAN-2019 13:56
Qualified person : dr. Mezeiné Fekete Anikd

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