NEKJIAPAIIASI O COOTBETCTBHU

JTEKJAPAHT, IPHHUMATOIHAN JEKJIAPAIINIO O COOTBETCTBHUH

AO "Canogu Poccusn”

Ceedenua o pezucmpayuy opeanusayuu: Mexcpationnan uncnexyua Pedepanvroil Hanozosol cayocbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, cama npucecenus OIF'PH 19.08.2002.

Aopec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B ruye: I'enepanonoiii Oupexmop Monxc O.A.

Hoeepennoe nuyo.: Knoxosa 10.C., dosepennocme 6/0 om 01.12.2017

3ASBJIIET, UTO

rexapemsennoe cpedcmeo: Ho-wna, pacmeop 0ns 6HymMpueeHHO20 U BHYMpuMble Hoz0 geedenua 20 ma/mn 2
MR, QMAyRbl meMHo20 cmekad (J), YNAKo8Ku KOHMYpPHbie nigcmuxoesie (no0ooHs) (3), nauxu xapmonnsie, PY
Ne JT N011854/01 om 27.07.2010 (0ama 3amenwr 02.04.2018), cepun 8CK594, napmus 4363 ynarosox, 200eH
0o 01.10.2023, npouzeoocmea XHHOHH 3asod Qapmayeemuyecxux u Xumuveckux npooykmoe 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, xoo
OKIIA2 21.20.10.113, ko0 TH B3] 3004490009, xowmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085315760 om 03.12.2018

COOTBETCTBYET TPEBOBAHMMM

I NO1I854/01-020418 1zm. Ne 1

JEKJIAPAITHS ITPHHATA HA OCHOBAHHMHA

npomoxon ucnemanuti Ne 36570 om 10.12.2018 XTI OO0 HI[ "OAPMOEOPOHA", ammecmam
arxxpedumayuu POCC RU.0001.21®J140, Cepmugruxam POCC HU OM08.C29518 om 10.12.2018

&'%E”?Qilig
: l'.ﬁll KJAPATINNA [10.12.2018
HCTBUTEJIDHA KO 01.10.2023

‘% Krnoxosa 10.C.

Murmcn DO.N.0

CBEJEHHS O PETUCTPAIINHA

;'PTHCI)HKAIH/]II 3APETHCTPAPOBABIIII JEKJIAPALTHIO

QLOPFAH 110 CEPT, HOHAKAIHHA HHPOAYKLHA OBLIIECTBO C OTlPAHHYEHHOH
10CThIO "OKPY)KHOH [JEHTP KOHTPOJI KAYECTBA",

u: 115280, 2. Mocxkea, yn. Macmeproea, 0. 4, am. 5, nom. I, kom. I, adpec opzana no

5280, POCCHA, zo0pod Mockea, ya. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, geb-

{ O COOTBETCTBHH 3APETICTPHPOBAHA M POCC RU J-HU.®M08.4.09735/18
ATIVIA 10.12.2018

(D&ﬂjj R Juneuxo LB,
noaMHch Pyxosoautens OC




Ceprudnxar anamusa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy site
Csanyikvélgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-3. Hungary
Mail: 1325 Budapest, P.0.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
TTponykr: HO-IUITA Pacteop s
HHBbEKUMKH, 20 Mr/myn RUS.
25X2 mn RUS
Kon ToBapa; 16288 Kon GMID: 272600
CrtpaHa-umnoprep:  Pocens
Homep cepun; 8CKS9A
IlaTa npoysponcrea: 11-OKT-2018 Hata ncreuenns cpoxa  OKT-2023
FORHOCTH:
[KonnenTpams: 40 mr/ 2 Mn npoTaBepuna
TRAPOXJIOPHIA
UlekapcTaennas PacTeop ond unbeknuii
thopma:
Pazmep 1 i 25 % 2 Mt aMaysasl Cneundrxanus; ME160481 v.2.0
YNaKOBKH:
IMokazatent Hopma Pesyaetar
Onucanue [Ipo3paukas exenoBaTo-KenTas COOTBETCTRYET
WHIKOCTR
COOTBETCTBYET
VIpoTapepHHA rUAPOXIOPH]L
- YdD-cnextpodoroMerpus COOTBETCTRYET COOTBETCTRBYET
- B3XKX COOTBETCTBYET COOTRETCTRYET
- OtaHon
- TKX COOTBETCTBYET COOTBETCTBYET
- Hatpus MeTabHCYAL(pHTA/THTPOBAHIE COOTRETCTBYET COOTBETCTRYET
IMpo3payHoctt pacrsopa [poayKT npoiuen HCnLITaHKE. COOTBETCTBYET
(onanecueniug) Onanecuennma HeMbITYEMOro pacTeopa
He NMpPEeBbILaeT ONaNecleBINI dTanoHa |
LIBeTHoCTH pacTBOpa Henpityemeiit pactrop oxpainen He GY2
foslee HHTEHCHBHO, YeM 3Tanol GY
pH 3,0-50 3,7
BuasMble MexaHHuecKde IpUMeci/ COOTBETCTBYET COOTBETCTBYET

HCBHAHMBIC MEXAaHWICCKHE NPHMECH

d>=10 MxMm
d>= 25 MKkM

PoacTrenHsle npumency /BEXX
ITepriapua
EnnHMYHas HenjeHTnduumuposannas

npaMecs
CymMa npuMeceit

3BiexaeMpiii 00bEM

HensiTanyve va npucyrcrrie
DaKTepHaNbHbIX YHAOTOKCHHOB
CTepUILHOCTS

<=6000 en./amMnyna
<=600 en./amnyna

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

<=2.0 (06/06)%
He menee 2,0 ma
<= 80 DE/MA

Ipenapar crepunen

6 en./aMmyna
1 en./amiryna

<0,1 %
0,1%

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

CTEPHUIIEH
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Ceprudukar ananuza

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 -5, Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax; 361/505-0005
[Tpoayxr: HO-LUTTA Pacreop ans

HHbLekuuH, 20 Mr/ma RUS.

25X2 mn RUS
Koa ToBapa; 16288 Kor GMID: 272600
Crpana-umnoprep: Pocchs
Howmep cepun: 8CK59A
TaTa mpomssoactea; 11-OKT-2018 Hata ucteuenns cpoka OKT-2023

TO/IHOCTH:

KonueHTpauus: 40 mr/ 2 M5 gpoTaBepuHa

rHApOXAOpHIA
JlekapcrBeHHas PactBoOp a3 MEbeKUNiE
thopma:
PasMep 1 Tin 25 x 2 Mn aMnynkl Creunduxauns: ME160481 v.2.0
[YTaKOBKM:
FlokazaTens HopmMma Pesyabrar
Konuuectsennoe onpeaeaenne nytem 40,0 mr +/-5% / iporasepnn rwapoxnopnz/ 2 40,0 M1y 2 M
VD-cnexrpodoToMe rpun M7
Conepxumoe Hatpus Metabucynshura 1,00 Mr +/~10% / ma (90%-110%) 0,96 mr/Mn
Conepxanue yranona 66,0 mr/mit (B nepecuere Ha abCOOTHLIH 64,1 mr/mn

sTaron 63,35 Mr/mn) 2 10 % (594 - 72,6
MO/

Hacrosipim nojreepxaato, 970 Bee 9Tallbl IPOM3BOACTRA STOH CEPHE rOTOROH IIPORYKIY OBLIM
BLITOTHCHB! B MOJHOM COOTBETCTBHH ¢ TpebopanumamMu GMP EC u  TpeGopammamu
PerncTpaisioHHOro yA0CTOBepEeH S CTPaHbl HA3HAYEHHUA.
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Ceprudnxar ananusa

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvblgy 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
Iponyki: HO-1LTIA Pactsop ans

HHBEeKMH, 20 Mr/mn RUS.

25X2 mn RUS
Koz ToBapa; 16288 Kon GMID: 272600
Ctpana-umnoptep:  Poccus
Homep cepuu; BCK59A
Jlata mponspoacrea: 11-OKT-2018 Hara ucreuenus cpoka  OKT-2023

FORHOCTH:

KonuesTpanus: 40 mr/ 2 Ma apoTtaBepHHa

FHOPOXIIOpHIa
JlekapcTBeHHas Pacteop ana nasexumnii
hopma:
Pasmep 1 Tun 25 % 2 Mit aMITynbl Cneundukarus: ME160481 v.2.0
[YAKOBKH.

| NpAMEYaAHHA .

Pewrenne otaena obecnedesHus KavecTBa

Pelnenne: BLHIVHIEHO
ara: 23-HOSB-2018 16:08
YmoNHOMOYEHHOE JTHLO: dr. Mezeiné Fekete Aniké

OT0T cepruduKaT aHaM3a OBUI IOAIKCAH NEKTPOHHEIM CIIOCcOBOM ¢ HeTonb3oBarneM LIMS.
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Certificate of Analysis

4

{%
.
O

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
~ a Sancfi company

Csanylkvdlgy site

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

Phone: +3646/804-000

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

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

xmy/
iz
]

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSEZAG / Russia

Batch number : 8CK59A

Manufacturing date: 11-0CT-2018 Expiry date : OCT-2023
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 25x2 ml amp. Specification : ME160481 v.2.,0

Leiras /Description

Azonessag/Identification

- Drotaverin / drotaverine

UV spektrofotometria / Megfelel /Complies
UV spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)

- Etanol (GLC)} / Ethanol (GLC)

- Natrium-metbiszulfit (Titrimeria) /

Sodium-metabisulfite (Titrimetry)

Tisztasag / Clarity

Szin / Colour

pH / pH .7
Részecskeszennyezés/Particulate matter
- Lathatdé / Visible ‘Megfelel/Complies

—- Szabad szemmel nem lathaté/Invisible ‘e db/amp/vial

1 db/amp/vial
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Certificate of Analysis

SANO

T

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

Csanyikvolgy site

Csanyikvolgy, P.0.B 565 - 3510 Miskolc, Hungary

Pheone: +3646/804-000

Registered Office: 1045 Budapest, T6 utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110

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

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

Item code : 16288 GMID ceode : 2728600

Import. country : OROS20RSZAG / Russia

Batch number : BCK55A

Manufacturing date: 11-0CT-2018 Expiry date : CCT-2023
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 25xZ2 ml amp. Specification : ME160481 v.2.0

Rokon anyagok

Folyadékkromatografia (HPLC/DPLC) /
Related impurities

Liguid chromaography (HPLC/UPLC}
<0.1 %
0.1 %

Perparin / Perparine
Ismeretlen szennyezdk egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kivehetd téltettérfogat /
Extractable volume
Bakteridlis endotoxin/ <5 EU/ml

Bacterial endotoxin

Sterilitas / Sterility A termék steril / The product is

Hatéanyagtartalom / Assay
UV spektrofotometria/ 40.0 mg/2 ml
UV spectrophotometry

or

Folyadékkromatografia (HPLC/UPLC)/

Liquid chromatography {HPLC/UPLC)

Natrium-nmetabiszulfit tartalom
(Titrimetria) /
Content of scdium metabisulfite

(Titrimetry)
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Certificate of Analysis

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

Csanyikvolgy site

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, To6 uteca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110

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

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

Item code : 16288 GMID code : 272600

Import. country : ORCSZORSZAG / Russia

Batch number : 8CK594

Manufacturing date: 11-0CT-2018 Expiry date : OCT-2023
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 25%2 ml amp. Specification : ME160481 v.2.0

Etanol tartalom (GLC)/ 64.1 mg/ml

Content of ethanol (GLC)

I hereby certify that all the manufacturing stages of this batch of finished

preduct 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.

T —— . S ST st B SO
Megjegyzés / Comment

Decision : FELSZABADITVA / RELEASED

Date : 23-NOV-2018 16:08
Qualified parson dr. Mezeiné Fekete Aniké

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