TEKJAPAITASI O COOTBETCTBHH

JEKJAPAHT, IPHHHMAIOI M JEKJAPAITMIO O COOTBETCTBHHA

AO "Canogu Poccun”

Caedenun o pezucmpayuu opzanusayuu: Mescpationnas uncnexyus @edepanvroi Hanozoeoil cayxcbvt Ne 46 no
2. Mocxee 01.01.2008, O'PH 1027739079940, dama npuceoenur OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxasn, 0. 22. Terepon/thaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanenviii Oupexmop Monxc O .A.

Loaepennoe nuyo: Knoxoea FO.C., dosepernocms 6/n om 01.12,.2017

3ASABIAET, 4TO

nexapcmeennoe cpedcmao: Ho-wina, pacmeop On8 SHYMPUBEHHO20 U SHYMPUMBILILEYH020 68eOerun 20 me/mn 2
MR, AMAYABL MEMHO20 cmekra (5), Ynakoexu KoHmypruie nracmuxoesle (noddowst) (3), nauxu xapmounste, PY
M JT NG11854/01 om 27.07.2010 (dama samenvt 02.04.2018), cepun CCD20A, napmus 4443 ynaxoeox, 200en
oo 01.03.2024, npouseodcmea XHHOHH 3asod Dapmayesmuveckux u Xumuyeckux npodyxmoe 340, Benzpun,
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid., 3510 Miskolc, Csanyikvolgy, Hungary, xod
OKIIf2 21.20.10.113, voo TH B3] 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085331360 om 24.04.2019

COOTBETCTBYET TPEBOBAHHUAM
ITNQ11854/01-020418 uzm. Ne 1

JEKJIAPAITUA ITPHHATA HA OCHOBAHHHA
npomowon ucnvimarnuti Ne 11890 om 30.04.2019 H/T 000 HI] "PAPMOBEOPOHA", ammecmam

axxpeoumayuu POCC RU.0001.21 PJ140, Cepmugpuxam POCC HU, OM08.C39336 om 30.04.2019

Knokosa 10.C.
O.H.0

CBEJIEHI/ISI o PEI‘I/ICTPAIII/]]/I

OPTAH IO CEPTHOUKAIWHA, SAPEIHCTPHPOBABINAH NEKJIAPAITHIO

RA.RU.11®M0O8 OPIAH O CEPTHOHKAIIHH ITPONYVKIIHH OBI]ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXXHOM LIEHTP KOHTPOJIT KAUECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmuqbuxauuu 115280, POCCHA, 20pod Mocxkea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, aeb-

PAIIVISC OOTBETCTBI‘]II SAPETHCTPHPOBAHA M POCC RU JJ-HU. ®M08.4.23073/19
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Cepridpmkar ananna

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanofi company
Csanyikvolgy site
Csanyikvilgy, 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
[poaykT: HO-LUITA Pacteop ansa
uHbekuuii, 20 mr/ma RUS.
25X2 mn RUS
Kon ToBapa; 16288 Koag GMID: 272600
Crpana-uMnoprtep: Poccus
Homep cepuu: CCD20A
/lata npoussoactea: 18-MAP-2019 Hara nctevenus cpoka  MAP-2024
FOAHOCTH:
Konuentpauus: 40 mr/ 2 Mn apoTarepHHa
FHIPOXJIOpPHAA
llekapcTBEHHAs PacTBop ana uHbexunii
dopma:
Pazmep W THO 25 x 2 mu1 aMImynel Cneundukaums: MEI160481 v.2.0
[yAKOBKH:
IMokazaTenn Hopma PesyanTaT
Onucanue [IpospauHas 3eneHoBaTO-XKeNTaA COOTBETCTBYET
HHIKOCTD
COOTBETCTBYET
/IpoTasepHHa ruApoxtopHa
- Yidb-cnextpodoToMeTprs COOTBETCTBYET COOTBETCTBYET
- BOXX COOTBETCTBYET COOTBETCTBYET
- Otadon
- KX COOTBETCTBYET COOTBETCTBYET
- Hatpusa merabucynegpura/THTpOBaHHE COOTBETCTBYET COOTBETCTBYET
ITpospauxocTs pacTeopa IponykT npoiuen HensITaHHe, COOTBETCTBYET
{onanecueHLyn} OnanecueHLM HCNETYEMOTO pacTBOPa
HE NpPEBLIIIAET ONanecLeHLIHIO 3TanoHa |
LigeTnocTE pacTBopa HceneiTyeMblii pacTBop okpaiteH He GY2
6onee UHTEHCHBHO, YeM stanoH GY 1
pH 3)0 - 5,0 3,7
Bunumele MexaHuueckue npuMecw/ COOTBETCTBYET COOTBETCTBYET
HEBUANMBIE MEXaHHUECKHE MPHMECH
d>=10 MKM <=6000 en./ammyna 6 en./fammyna
d>= 25 Mxm <=600 en./ammyna 1 enfammyna
PoacteeHHble npuMetdcH /BIXX
[TepnapuH <=0.2 (06/06)% <0,1 %
EAMHHYHAA HEMAECHTUDPHUUPOBAHHANA <=0.5 (06/06)% 0,1%
npHMech
Cymma npumeceit <=2.0 (06/00)% 0,2%
HaenexaeMelit 06bemM He mMenee 2,0 ma 2.1 mn
McneiTanne Ha IPHCYTCTBHE <= 80 DE/Mn <5 3E/Mn
GakTepHaNbHBIX SHIOTOKCHHOB
CTepHibHOCTE IMpenapar cTepunen CTEPHMNEH
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Cepruduxar anannia

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy site
Csanyikvilgy, 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-IITA Pacteop ans

HHBeKUHH, 20 Mr/Mn RUS.

25X2 ma RUS
Kon ToBapa; 16288 Kon GMID: 272600
Ctpana-umnoptep: Poccus
Homep cepum: CCD20A
JlaTa npoussopctea: 18-MAP-2019 Hata ucreyeHus cpoka  MAP-2024

FOAHOCTH:

KoHueHtpauua: 40 mr/ 2 ma npoTaBepHHa

rHAPOXOPHAA
TlekapcTBeHHAA Pacterop ana nHbekuui
thopma:
Pa3mep 1 THN 25 x 2 M ammynkl Creunduxanus: ME160481 v.2.0

[MAKOBKH:
IMoxalaTenn Hopma Pesynbrar
KonuuectBeHHoe onpeacnenre myteM 40,0 mr +/-5% / [ipotasepun ruapoxnopun/ 2 40,0 mr/ 2 mn
Y ®-cnektpodoTOMETPHH MA
ConepxuMoe HaTpua MeTabucynbduta 1,00 Mr +/-10% / mn (90%-1 10%) 0,97 mrimn
Coneprxkanue 3TaHOAA 66,0 Mr/mn (B nepectere Ha aGCoMOTHBIHA 62,5 Mr/mn
stanon 63,35 mr/mn) . 10% (594 - 72,6
MM

Hacrosmum noaTeepikaato, YTo Bee 3Tanbl IPOMBOACTBA 3TOH CEPHH rOTOBOM MPOAYKIUH ObLIH
BEIIIONIHEHEI B TOJHOM CoOTBeTCTBUH ¢ TpeboBaHuamMu GMP EC u TtpeGomaHusMu
PervcTpannoHHOro yA0CTOBEPEHHS CTPAHbl HA3HAYEHU .
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CepTndHKaT aHaNH3a

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
[Tponykr: HO-1LIIIA Pacteop mns

HHBeKuHi, 20 mr/mMa RUS.

25X2 mn RUS
Kon ToBapa, 16288 Koa GMID: 272600
Crpana-umnoptep: Poccus
Homep cepuu: CCD20A
Hata npouseoactea: 18-MAP-2019 Hara ncreuenus cpoka  MAP-2024

rOAHOCTH:

KoHLeHTpauuna: 40 mr/ 2 Mn aporaBepHHa

THAPOXNOpHIa
TlexapcTBeHHAA Pacteop nas uHbeKUWH
copma:
Pasmep v THN 25 x 2 M7 aMnynbl Cneundukauns: MEI160481 v.2.0
[y NaXOBKH:

| npumeuanus: —|
Pewnenne otaena obecneyeHns KayecTBa

Pewenne: BBLINMYUWEHO
fMaTa: 16-AI0P-2019 15:55
Y nonnomoe4ueHHOe THILO: dr. Mezeine Fekete Aniko

rap_coa_resultats v5

JTOT cepTudukaT aHanu3a OBIN NOANMKCAH IEKTPOHHEIM CIOCO00M ¢ Mcnonb3oBadneM LIMS.
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Certificate of Analysis

SANOFI . g

CHINOIN Pharmaceutical and Chemical Works Private Co. Led.
- a Sanocfi company

Coanyikvlgy site

Csanylkwdlgy, P.C.B 963 - 3510 Miskolc, Hungary

Phone: +3646/004-000

Registered Office: 1045 Budapest, TéH utca 1-5. Hungary
Mail: 132% Budapest, P.0.Box: 110

Fhone: 361/505-0000 / Fax: 361/505-0005%

=

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

Item code : 16288 GMID code : 272600

Import. country : ORCSZORSEZAG / Russia

Batch number : CCDZ0A

Manufacturing date: 18-MAR-2019 Expiry date : MAR-2024
Potency 40 mg/ 2ml Drotaverin HCl

Dosage form : sclution for injection

Pack.size, type i 25x2 ml amp. Specification : MEL1E0481 v.2.0

Leiras fDescription Tigzta edldessarga folyadak/ Megfelel/Complies
Clear greenish-yellow liquid

Azonossag/Identification
= Drotaverin / drotaverine

UV spektrofotometria J Megfelel/Complies Magfelel /Complies
W spectrophotometry

Folyadékkromatogréfia (HPLC/UPLC) / Megfelel/Complies Megfelel/Complies
Liquid chromatography {HPLC/UPLC)

- Etancl (GLC) / Ethanol (GLC) Megfelel /Complies Megfelel/Complies
- Hatrium-metbiszulfit (Titrimerfia} / Megfelel /Complies Megfelel /Complies

Sodium-metabisulfite (Titrimetry)

Tisztasdg |/ Clarity Maximum I, Ssszehasonlitd oldat/ Megfelel/Complies
The product passes the test
with reference I,

3zin / Colour Hem lehet intenzivebb, mint Gyl/ GY2
Colour of the product ls not more
intensive than colour of reference GY1

pH / pH 3000 =000 3.7

Részecskeszennyezés/Particulate matter

- Lathaté f visible Feleljen meg / complies © Megfelel/Complies
= Szabad sremmel nem léthatd/Invisible »=10 pm részecske:<=6000 dofampulla/ 6 db/amp/vial
Particles»=10 pm:not more than 6000 /vial
>=25 pm részecske:<=600 dbfampulla / 1 db/amp/vial

Particles>=23 um:not more than 600/vial

rap_coa_resultats v5 Lap/Page 1/ 3



Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvilgy site

Csanyikvidlgy, P.Q.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: 361/505-000%

3

Product
Item code 16288
Import. country :
Batch number CCD20A
Manufacturing date: 18-MAR-2019
Potency

Desage form
Pack.size, type :

25x2 ml amp.

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

GMID code

OROSZORS52ZAG / Russia

Expiry date

40 mg/ 2ml Drotaverin HC1l
sclution for injection

Specification

SRR R
Vizsgalatok/TESTS

272600

MAR-2024

ME160481 v.2.0

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /
Related impurities

Ligquid chromaography (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kivehetd toltettérfogat /

Extractable wolume

Bakteridlis endotoxin/

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)

max.0.2 & / not more than 0.2 %
max.0.5 % / not more than 0.5 %

max.2.0 % / not more than 2.0 %

Legalabb 2.0 ml /
Not less than 2.0 ml

Kisebb mint 80 EU/ml/
Not more than 80 EU/ml

Steril legyen/The product is sterile

40.0mg+5% drotaverin hidroklorid/2 mi/
40,0mg+5% drofaverine hydrochloride/2 mi

Felszabaditasi hatér:

1,00 mgtl0%/ml §90%-110%) /

At release: 1.00 mg#l0%/ml {90%-110%)
Lejarati idé végi:

1.60 mg =I5% = #10%/ml (85%-110%}/
At end of $helf 1ife;

1.00 mg -15% - +10%/ml (B5%-110%]

<0.1 %
0.1 %

2.1 ml

<3 EU/ml

A termék steril / The product is
sterile

40.0 mg/2 ml

0,97 mg/ml

rap_coa_rasultats v5
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Certificate of Analysis

SANOFI| v g

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

Csanylikvdlgy 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.0Q.Box: 110

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

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

Item code : 16288 GMID code : 212600

Import. country : OROSZORSZAG / Russia

Batch number : CCD20A

Manufacturing date: 18-MAR-2019 Expiry date : MAR-2024
Potency : 40 mg/ 2ml Protaverin HC1

Dosage form : selution for injection

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

Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanol tartalom (GLC)/ 66.0 mg/ml {ekvivalens 63.35 mg/ml 62,5 mg/ml
Content of ethanol {GLC) abszolot etancllal)tl0%

[59.4-72.6 mg/ml)/

66.0 mg/ml (equivalent to 63.35 mg/ml
of dbsolute ethanol)+£10%

{59.4~72.6 mg/ml)

s
s

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.

Megjegyzés / Comment

QA decision

Decision : FELSZABADITVA / RELEASED
Date : 16-APR-2019 15:55
Qualified person : dr. Mezeiné Fekete Aniko

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