JEKJIAPAIIAA O COOTBETCTBHAA

JAEKJIAPAHT, MPHHUMAIOIIAH AEKJIAPAITHIO O COOTBETCTBHH

AQ "Canocpu Poccus”

Ceedenun o pezucmpayuu opeanuzayuu. Mescpationnas uncnexyus Gedepanvroii Hanozoeoi cayaxcbvi Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockaa, yn. Teepckas, 0. 22. Tenehon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuuiii oupexmop Monaic O.A.

Hosepennoe ruyo: Cmenanos C.C., dogeperrocmp 6/1 om 01.12.2017

3ASIBJMIET, YTO

hexapcmeennoe cpedcmeo. Ho-wina, pacmeop Ons 6HympUGEHKO20 U BHYMPUMbiie yH020 6eederun 20 m2/mr 2
MR , GMNYAbL MEMHO20 CMEKRA (3), ynarosku KORMYpHble naacmuxoevie (noddonsy) (5), nauxu xapmonnvie, PY
Ne ITN011854/01 om 27.07.2010 (dama samenvt 02.04,2018), cepus CCD31A4, napmua 4416 ynaxoeox, z0den
0o 01.04.2024, npouseodcmea XHHOHH 3ae0d Gapmayesmuveckux u Xumuveckux npodyxmos 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, x0d
OKIT42 21.20.10.113, ko0 TH B3I 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085334487 om 23.05.2019

COOTBETCTBYET TPEBOBAHHSAM
ITNO11854/01-020418 usm. Ne 1

AEKJAPAIAS ITIPHHATA HA OCHOBAHWHA
npomoxon ucneimariui Ne 14510 om 29.05.2019 HJT 000 HI[ "©APMOEOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 @JI40, Cepmugruxam POCC HU. DM08.C40955 om 29.05.2019

I[,ATA l'IPPlI-IﬂTHH JEKJIAPAITAA 29.05.2019

Crenanos C.C.
b ©.1.0
CBEJEHUS O PETUCTPAIIAH

OPTAH IIO CEPTHOHKAITHH, 3APEFHCTPHPOBABIN AN TEKJIAPAITHIO

RA.RU. 11OM08 OPIAH 110 CEPTHOHKALIMH ITPOOYKLHH OFII[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH LJEHTP KOHTPOJIH KAYECTRA",

adpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmepxoea, 3. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmuguiayuu: 115280, POCCHA, 20pod Mocxaa, yr. Macmeproea, 9. 4, am. 5., men.:(495)788-02-88, aet-
caiim: oyxx.po.

0 COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU -HU.®M08.4.25468/19

Kagan E.B.
3am. pyrosoautess OC




Ceprudurar ananna

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
[MponykT: HO-LITIA Pacteop ansa
uHbeKUMii, 20 mr/mn RUS.
25X2 mn RUS
Kon ToBapa; 16288 Koa GMID: 272600
CtpaHa-umnoptep:  Poccus
Homep cepuu: CCD31A
Harta npouseoactea: 05-ATTP-2019 Jata HcTeveHus cpoka  ATIP-2024
FOQHOCTH:
KonueHnTpauns: 40 mr/ 2 mn npoTaBepHHa
rHApPOXAOpHAa
UlexapcTBEHHAs Pactsop ana uHBekLMH
thopma;
Pasmep 1 TR 25 x 2 mn aMnynsl Cneumduxanns: ME160481 v.2.0
MAKOBKH;
Mokaszarens Hopma PesyabTar
Onucanue TpospavHan 3eneHOBAaTO-KENTANA COOTBETCTBYET
AHHIKOCTb
COOTBETCTBYET
J[poTagepuHa ruapoxaopHa
- Y@-cnekTpodoTOMeTpHs COOTBETCTBYET COOTBETCTBYET
- B2XKX COOTBETCTBYET COOTBETCTBYET
- DraHon
- XX COOTBETCTBYET COOTBETCTBYET
- Hatphs MetabucynbuTa/THTPOBaHHE COOTBETCTBYET COOTBETCTBYET
TTpo3pauHocTb pacTBopa [IpoayxT npowen HenblTanue, COOTBETCTBYET
(onanecueHuua) OnanecueHuns HCNBITYEMOrO pacTBopa
He MPEBLILALT ONANECUEHLIHIO 3TaNnoHa |
LiseTHocTh pacTBopa HcnbiTyemblii pacTBop okpalieH He GY2
Oonee MHTEHCHBHO, YeM 3Tanod GY
pH 3,0-50 39
BuanmMele MexaHH4eckHe npHMecH/ COOTBETCTBYET COOTBETCTBYET
HEBHAHMbBIE MEXaHHYECKHE NPHMECH
d>=10 MKkM <=6000 en.fammyna 7 enfamnyna
d>= 25 MkMm <=0600 en./amnyna | en./amMnyna

PonctaeHHbIe npumeycH /BIXX
[Mepnapun
EnuHi4Has HeHIEHTHHUHPOBaHHAs

npHMeCh
Cymma nipumMeceii

HaenekaeMplii 06nem

KMcnsiTaHue Ha MPHUCYTCTBHE
DaKTepHATbHLIX IHIOTOKCHHOB
CTepHIBHOCTE

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

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

[Mpenapar cTepunen

<0,1 %
0,1%

02 %
2.1 Mn
< 5 3E/Mn

CTEPHUNEH

rap_coa_resultats v5
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CeprudirkaT anaanaa

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
[poaykT: HO-LUIMA Pacteop ans

HHbeknni, 20 mr/mMa RUS.

25X2 mn RUS
Kon Topapa; 16288 Kon GMID: 272600
Crpana-uMnoprep: Poccus
Homep cepun: CCD31A
flaTa nponasoncrsa: 05-ATIP-2019 Jara ucreuenus cpoka  AIIP-2024

FOAHOCTH:

KoHueHTpaums: 40 mr/ 2 Mn apoTaBepuHa

THApOXNOpHAA
UekapcTBeHHan PacTeop Ang uHbeKLMii
topma:
PasMep W THN 25 % 2 Mn amnynsl CrneuuukaLina: ME160481 v.2.0

NaKoBKH:
IlokasaTens Hopma PesyabTar
KonnuecteenHoe onpepenenue myteM 40,0 mr +/-5% / [iporasepuu rugpoxnopua/ 2 39,9 Mr/ 2 ma
Y -cnektpodoTOMeTpHH Ma
Conepxumoe HaTpua MeTabucynedura 1,00 Mr +/-10% / ma (90%-110%) 0,97 mr/mn
Conepxalue stanona 66,0 Mr/an (B mepecuere Ha abCoHOTHBIA 64,0 Mr/mMn
aranon 63,35 Mr/mn) 10 % (59,4 - 72,6
MI/atn)

Hacrosuum nmoaTeepKIato, 4TO BCE TAMNBI IPOH3BOACTBA 3TOMH CEPHH TOTOBOM NPOAYKLIHM GLLIH
BBHIMONIHEHE! B IOJHOM COOTBETCTBHM ¢ TpeGopanuasMu GMP EC wu TtpeboBanusMu
PerHcTpaloHHOrO YAOCTOBEPEHHS CTPaHbI HA3HAYEHHS.

rap_coa_resultats v5 Crpanuua 2/3




CepTHHKAT aHANH3A

SANOFI 3,

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- 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
[TpoaykT: HO-LLTIA Pacrsop ans

HHbekuui, 20 Mmr/mn RUS.

25X2 mn RUS
Kon Tosapa; 16288 Kon GMID: 272600
Crpana-umnoprep:  Poccus
Homep cepun: CCD31A
Jlata npouseoactea: 05-AITP-2019 HJara ncreyenus cpoka  AIP-2024

FOAHOCTH:

KoHueHTpauua: 40 mr/ 2 Mn rpoTaBepHHa

THOPOXJIOPHAA
IlexapcTBeHHas Pacteop Ana HHbEKUKI
dopma:
Paimep v THI 25 % 2 Mn aMImyssl Crneunduxauna: ME160481 v.2.0

NaKOBKH:
I NMpHMCYaHHA:

Pewsenne oTaena obecneveHNs KAYeCcTBa

PelueHue: BBIMTYUIEHO
laTa: 13-MA#-2019 15:22
¥ NOAHOMOYEHHOE JTHLIO} dr. Papai Judit

10T cepTH}UKAT aHanK3a ObL1 MOANKCAH MEKTPOHHBIM CIIOCOGOM ¢ Hcnonb3oBaHuem LIMS.

;'ap coa_resuliats v5
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Certificate of Analysis

CHINOINW Pharmaceutical and Chemical Works Private Co. Ltd,
- & Banocfi company
Csanyikvolgy site

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

SANOFI « g

Fhone: +3646/804-000

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

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

Phone: 361/505-0000 / Fax: 361/505-000%

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

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

Batch number CCD31Aa

Manufacturing date: 05-APR-2019 Expiry date APR-2024

40 mg/ 2ml Drotaverin HC1
solution for injection

Potency
Dosage form :
Pack.size, type

25x2 ml amp. Specification :

ME160481 v.2.0

Leir4s /Description Tiszta zdldessarga folyadék/

Clear greenish-yellow liquid

hzonossag/Identification

= Drotaverin / drotaverine
UV spektrofotometria / Megfelel/Complies
OV spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/

Ligquid chromatography (HPLC/UPLC)

Megfelel /Complies

- Etanol (GLC) / Ethanol (GLC) Megfelel/Complies
= Hatrium=metbiszultit (Titrimeria} [/ Meglelel /Complies
Sodium-metabisulfite (Titrimetry)

Tisztas&g J Clarity Maximum I. Ssszehasonlito oldat/
The product passes the test

with reference I.

Szin / Colour Nem lehet intenzivebb, mint GY1/
Colour of the product is not more
intensive than colour of reference GY1
pH / pH 3.0:=5,0
Fésrecskeszennyezés/Particulate matter
= Lathats [ Visible Feleljen meg / complies
- Szabad szemmel nem lAthatd/Invisible F=10 pm részecske:<=6000 db/ampulla/
Particles>=10 um:not more than 6000/vial
*=d5 um részecske:<=600 dbfampulla /
Particles>=25 pminot more than 600/vial

Megfelel /Complies

Megfelel/Complies

Megfelel/Complies

Megfelel /Complies

Megfelel /Complies

Megfelel/Complies

GY2

Megfelel /Complies

7 db/amp/vial

1 db/amp/vial

Tap coa_rasultats v5
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Certificate of Analysis

CHINCIN Pharmaceutical and Chemical Works Private Co. Ltd,

- & Sanofi company
Csanyikvdlgy site

Csanyikwd$lgy, F.0.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

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

Mail: 1325 Budapest, P.O.Box: 110
Phone: 3£1/505-0000

/ Fax: 361/505-0005%

SANOFI .7

Product
Item code : 16288
Import. country :
Batch number :
Manufacturing date:

CCD31A
05-APR-2019
Potency @

Dosage form :
Pack.size, type :

Vizsgélatok/TESTS

25x2 ml amp.

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

GMID code :

OROSZORSZAG / Russia

Expiry date :

40 mg/ 2ml Drotaverin HC1
solution for injection

Specification :

272600

APR-2024

ME160481 v.2.0

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /
Related impurities

Liquid chromacgraphy (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
Single unspecified impuries

fisszes szennyez& / Total impurities

Fivehett tdltettérfogat /

Extractable volume

Bakteridlis endotoxin/

Bacterial endotoxin

Sterilitas / Sterility

Hatdanyagtarctalom / Bssay

UV spektrofotometrials

UV spectrophotometry

ar

Folyadékkromatogedfia (HPLC/UPLZ)/
Liguid chromatography (HPLC/UPLC)

Haotrium-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 /
Hot less than 2.0 ml

Eisebb mint &0 BU/ml/
Hot more than BD EU/ml

Steril legyen/The product is sterile

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

Felszabaditasi hathr:

1.00 maxl0%/ml [90%-110%) /

At release: 1.00 mgti0%/ml {90%-110%)
Lejarati idé végi:

1,00 mg =15% = +10%/ml {85%-110%)/
At end of ‘ahelf 1ife:

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

<0.1 %
0.1 %

0.2 %

2,1 ml

<3 Ell/ml

A termék steril / The product is

aterile

39.9 mg/2 ml

0.97 mg/ml

rag_coa_resultats w5
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Certificate of Analysis

SANOFI

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

Csanyikvdlgy site

Csanyikvdlgy, P.0C.B 565 - 3510 Miskolec, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, Td 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 : CROSZORSZAG / Russia

Batch number : CCD31A

Manufacturing date: 05-APR-2019 Expiry date : APR-2024
Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

Pack.size, type : 25x2 ml amp. Specification : ME160481 v.2.0
Vizsgalatok/TEST Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanol tartalom (GLC)/ 66,0 mg/ml {ekvivalens 63,35 mg/ml 64.0 mg/ml
content of ethanol [GLC) abszolat etanocllal)110%

{59.4-72.6 ng/mL)/

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

{59.4-92.6 mg/ml}

ek atasheres

o
P W

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
Dacision : FELSZABADITVA / RELEASED
Date : 13-MAY-2019 15:22
Qualified person : Dr. Papai Judit

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