JEKJIAPAIINA O COOTBETCTBUA

TEKJAPAHT, IPAHUMAIOIIVH JEKTAPAITHIO O COOTBETCTBHH:
AO "Canogu Poccus”

Ceederus o pesrcmpayuu opanuzaynn: Mescpanonran uncnexyus PedeparvHoil HA1020601 cavichor Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, va. Teepckas, 9. 22. Tenregpon/dpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepazsnuiii oupexmop Monic O.A.

Hoeepennoe muyo: Karvemun A.O. Hosepennocnto: 6/1 om 06.11.2018 2.

3AABJHIET, UYTO

aexapemeenrioe cpedcmeo: Ho-una® pacmeop Ons 6HYNpUGEHHO20 if GHyNpUuMbiuiedHo20 eeederus 20
M2/MA 2 MA, QMIYTB! MEMHO20 CIEKAA (5),yNaKosKi KOHINYPRbIE NIactnikoeste (No00oHe! ) (5), nayuku
xapmonuvie, pez.vd. Mo IT NO11854/01 om 27.07.2010 (dama 3amensi PY 02.04.2018), cepus CCF, 844,
napniua 4388 ynarxosox, zoden do 01.06.2024, npouseodcmea XHHOHH 3aeod Qapmayeamuyeckux i
Xuvweckux Ipodvkmoe 340 / CHINOIN Pharmaceutical and Chemical Works Private Co Ltd., 3510
Miskolc, Csanyikvolgy, Hungary, Benzpus, x0d OKITA2 21.20.10.113, ko0 TH B/ 3004490009,
xonmparm Ne250/40056192/F-2 om 20.10.2010, uneotic Ne9085340391 om 15.07.2019

COOTBETCTBYET TPEBOBAHHAM
I NO11854/01-020418 uzv. Ne ]

JEKJAPAIIUS NPUHATA HA OCHOBAHHNH

npomoxoa ucnsmaniii Ne 690411 om 22.07.2019 H/T OO0 "Liennip konnipoas kavecmeq Buonaiiy”,
ammecman axkpedumayuu RA.RU.21ITKO1 om 22.07.2015 2., cepmugpuxam anaruza XHHOHH 3ae00
Dapvayeemuueckux u Xumuveckux npodvkmoe 340 om 03.07.2019, Cepmugpuxam POCC
HU.OMO05.C08138 om 22.07.2019

ATA IIPAHSATHS AEKTAPAIYAH: 22.07.2019 2.
JEK,IAPALS AEACTBATETBHA JO: 01.06.2024 2.
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CBEJEHMA O PETUCTPAIIMHA

OPT'AH IO CEPTHOHKAIINH, 3APETHCTPAPOBABIIAN JEKJTAPAITHIO

Opean no cepmugbuxayun npooveyuu

Obecmeaq ¢ 0ZpantivenHoil OMEencMBeHHoCIbI0 «OKPYICHO ijenmp cepmugpuxmjuil»,
adpec: 620014, POCCHA, Ceepdiosckan obracmo, Examepuntype, Xoxpsxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmanm axxpedumajuu Ne RA.RU.11DMO5

JEKJTAPAITHA O COOTBETCTBHH M POCC RU J-HU.®M05.4.34415/19
JIATA’:BE[EQI_'PA]IHB: 22.07.2019 2.
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CepTéukar ananusa

SANOF1

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, To utca 1-5, Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
[TponykT: HO-LITA Pacteop mia

Hurekuuii, 20 mr/mn RUS.

25X2 mn RUS
Koa ToBapa; 16288 Koz GMID: 272600
Ctpana-umnoprep:  Poccus
Homep cepuu: CCFB4A
[lata npoussoactea: 11-Hion-2019 Hata ucteuenns cpoka  Hiou-2024

FOHOCTH:

KoHueHTpatma: 40 mr/ 2 Mn apoTasepuHa

ragpoxnaopuaa
UlekapcTBeHHAs PactBop nns uHbexumii
(opma:
Paimep u THI 25 x 2 Mn1 aMIynsl Creundukauus: ME160481 v.2.0
[YMaKOBKH:
Tlokazatenn Hopma Pesyabrar
OnucaHue INpospaunan 3eneHoBaTo-*)enTasn COOTBETCTBYET

HHIKOCTh

COOTBETCTBYET
fIpoTaBepiHa ruapoxnopun
- Y@-cnekTpodoTOMETpHA COOTBETCTBYET COOTBETCTBYET
- BAXX COOTBETCTBYET COOTBETCTBYET
- 3ranon
-TKX COOTBETCTBYET COOTBETCTBYET
- Hatpus meTabHCyNbOHTA/THTPOBAHKE COOTBETCTBYET COOTBETCTBYET
[Tpo3spauHocTs pacTBOpa IpoaykT npollen ucnbITaHue, COOTBETCTBYET

{onanecueHLIHA)

pH

d>=10 MM
d>= 25 MKM

[leprapuH

npuMech
CymMa npumeceit

CTepunbHOCTh

LeeTHoCT pacTBOpa

H3pnekaeMoifi 00beM

HcneiTaHHe Ha NPUCYTCTBHE
DaKTepHANLHBIX 3HA0TOKCHHOB

BHianMble MexaHmveckue npuMech/
HEBHIHMblE MEXaHHYECKHE TIPHMECH

PoncTeeHnble npuMedcu /BIMX

EnvHuYHaA HeHaeHTHHUUHpOBaAHHAS

Onanecuenuns HCOBITYEMOTO pacTBOpa
HE NIPEBBIWIAET ONanecUeHUMo 3TanoHa [

Henbityemblit pacTBop okpailieH He
Oonee HHTEHCHBHO, YeM 3TaIoH GY'1
3,0-50

COOTBETCTBYET

<=6000 e /amMmyna
<=600 en./ammyna

<=0.2 (06/06)%
<=0.5 (06/00)%

<=2.0 (06/00)%
He menee 2,0 Mi
<= 80 3E/Mn

[Mpenapar crepunen

GY2

38
COOTBETCTBYET

6 en./amnyna
0 en./amMnyna

<0,1 %
0,1%

0,2 %
2.1 Mn
< 5 3E/Mmn

CTEPHUNEH
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CeprudukaT aHanH3a

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
[Tpoaykr: HO-IUITA Pactsop oas

HHbekumi, 20 mr/mn RUS.

25X2 mn RUS
Koa ToBapa; 16288 Kon GMID: 272600
Crpana-umnoprep: Poccus
Homep cepui: CCF84A
fTaTa npoussonctea: 1]1-Hion-2019 Jara ucreuenus cpoxa  Hion-2024

TOAHOCTH:

KouuenTpauus: 40 Mr/ 2 Ma npoTaBepHHa

THAPOXJIOPHIA
ekapcTBeHHas PacTBop ons HHBEKUHIA
topma:
Pa3Mep H THUI 25 % 2 mn aMmyJibt Crneuuduxatma: ME160481 v.2.0
[YIAKOBKH:
IlokasaTens Hopma PesynbTat
KonuyecteenHoe onpeaeneune nyteM 40,0 mr +/-3% / Jipotasepuut rapoxnopus/ 2 39,9 Mr/ 2 ma
Y @-cnekTpodoTeMETPHH Mn
Conepxumoe Hatpua metaGucynbgura  1.00 Mr +/-10% / mn (90%-110%) 0,96 mr/mn
Copepxkanue 3Tanona 66,0 Mr/Mn (B nepecuete Ha abCOMOTHLI 64,2 Mr/mn

aranon 63,35 mr/ma) - 10 % (594 - 72,6
MI/mi)

HacTtosmum noaTeepxaato, 4To Bee 3Tanbl IPOU3BOACTBA ITOH CEPHH OTOBOH NPOAYKIHH GBIIH
BBIMOJIHEHBl B MMOJIHOM COOTBETCTBHH ¢ TpeboBannaMu GMP EC wu TpeGoBanuaMu
PerncTpanHoHHOTO YAOCTOBEPEHHS CTPAHBI HA3HAYEHHS.
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Ceprudnkar anannsa

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
[Tponykr: HO-UIIA Pacteop ana

HHBexUmii, 20 Mr/Mn RUS.

25X2 mn RUS
Kox ToBapa; 16288 Kon GMID: 272600
Crpana-amnoptep:  Poccus
Homep cepum: CCF84A
Mara npouzroactea: 1]1-Hiou-2019 Jata uctedenns cpoka  Hwon-2024

rOAHOCTH!

KoHueHTpauua: 40 mr/ 2 Mn gpoTaBepHHa

FHIpOXAOpHAA
TlekapcTBEHHAA PacTtBop na vHEBEKUNI
thopma:
PaiMep 4 THD 25 % 2 Mn aMmynsi Crneuwndurauns: ME160481 v.2.0
[YNAKOBKH:

I [pUMCHYAHH A

Pemsenne oTaena ofecneqdeHus KavecTaa

Pewmenue: BBIMMYIIEHO
MaTa: 03-HIOMN-2019 14:38
Y IOJTHOMOU4EHHOE JIMIO0: dr. Papai Judit

ITOT cepTHdMKAT aHANH32 OBLT NOJNHCAH NEKTPOHHBIM CII0COGOM ¢ Henolb3oBaHHeM LIMS,
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Certificate of Analysis

SANOFI

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

Csanyikvdlgy site

Csanyikvélgy, P.O.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 : CCF84A

Manufacturing date: 11-JUN-2019 Expiry date : JUN-2024
Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : selution for injection

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

Vizsgalatok/TESTS "~ Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Leirds /Description Tiszta zdldessarga folyadék/ Megfelel /Complies

Clear greenish-yellow liguid

Azonossdg/Identification

- Drotaverin / drotaverine

UV spektrofotometria / Magfelel /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. 8sszehasonlitd 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 GY1

pH / pH 3.0 - 5.0 3.8

Részecskeszennyezés/Particulate matter

- Lathatdé / Visible Feleljen meg / complies Megfelel /Complies

- Szabad szemmel nem lathatéd/Invisible >=10 pm részecske:<=6000 db/ampulla/ 6 db/amp/vial
Particles>=10 um:not more than 6000/vial
>=25 pm részecske:<=600 db/ampulla / 0 db/famp/vial
Particles>=25 pm:not more than 600/vial
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Certificate of Analysis o,

SANOFI .

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

Csanyikvdlgy site

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

Phone: +3646/804-000

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

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

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCFg4a

Manufacturing date: 11-JUN-2019 Expiry date : JUN-2024
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 25%x2 ml amp. Specification : ME16048t v.2.0

SRS FRRTRRR

SN T L

Vizsgélatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /

Related impurities

Liquid chromaography [HPLC/UPLC)

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 szennyez® / Total impurities max.2.0 % / not more than 2.0 % 0.2 &

Kivehetd toéltettérfegat / Legalabb 2.0 ml / 2.1 ml

Extractable volume Not less than 2.0 ml

Bakteri&lis endotoxin/ Kisebb mint 80 EU/ml/ <5 EU/ml

Bacterial endotoxin Not more than 80 EU/ml

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

Hatdanyagtartalom / Assay

UV spektrofotometria/ 40.0mg+5% drotaverin hidroklorid/2 mli/ 39.9 mg/2 ml

UV spectrophotometry a0, Omy15% drotaverine hydrochloride/Z mi

or

Folyadékkromatografia (HPLC/UPLC)/

Liquid chromatography (HPLC/UPLC)

Natrium-metabiszulfit tartalom Felszabadit4si hatar: 0.96 mg/ml

(Titrimetrial / 1.00 mgti0%/ml (90%-1103) /

Content of sodium metabisulfite At release: 1.00 mg:l0:/ml {90%-110%)

(Titrimetry) Lejarati idé végi:

1.00 mg ~15% - +10%/ml (85%-110%}/
at end of shelf life:
1.08 mg ~15% -~ +10%/ml (85%-110%}

rap_coa_resultats v Lap/Page 2 / 3



Certificate of Analysis

SAI

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

Csanyikvdlgy site

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, To 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 : CCFB4Aa

Manufacturing date: 11-JUN-2019 Expiry date : JUN-2024
Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

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

Vizsgilatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanol tartalem (GLC)/ 66.0 mg/ml (ekvivalens 63.35 mg/ml 64.2 mg/ml
Content of ethanol (GLC) abszoldt etanollal)iiQR

(59.4-72.6 mg/ml}/

66.0 mg/ml (equivalent to 63.35 mg/ml
of absdlute 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 Authorisation (S)

of the destination country/countries.

QA decision
Decision : FELSZABADITVA / RELEASED
Date : 03-JUL-2019 14:38
Qualified person : Dr. Papai Judit

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