JAEKJIAPAIIAS O COOTBETCTBUHA

JEKJIAPAHT, IPHHAMAIOIAN JEKJIAPAITHIO O COOTBETCTBHH:

AO "Canogpu Poccun™

Ceedenin o pezucmpenpuiu opeanuzayui: Mesicpaiionnan wrcnexyus Dedepansuoti Hano2060% cysictol No
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenusn OI'PH: 19.08.2002

Adpec: 125009, 2. Mocksa, ya. Teepckas, 9. 22, Teregon/paxc: 8 (495) 721-14-00/ 721-14-11

B muye: I'enepanvrvtit dupexmop Monic OA.

Hoseperrioe nuyo: Hepuuna O.J1. Jlosepernocms: 6/4 om 15.03.2019 2.

JAABJIAET, YTO
nexapcmeennoe cpedcmeo: Ho-una® mabnemxu 40 me 100 wm., gnaxonst (1), nauxu kapmonnvie,

pez.yo. Ne II NO11854/02 om 23.07.2010 (dama nepeoghopmnenus PY 28.03.2016), cepun CVO89, napmus
413548 ynaxoeox, 200ex do 31.03.2024, npouzeodcmea XHHOHH 3as0d Daprayeemnriecxkux u
Xumureckux Ipodyxmos 340 / CHINOIN Pharmaceutical and Chemical Works Private Co Ltd,, 2112
Veresegyhaz, Levai u. 5, Hungary, Benzpus, ko0 OKIIJ2 21.20.10.113, x0d TH B3] 3004490009,
Konmpaxm Ne250/40056192/F-2 om 20.10.2010, unsoiic Ne9085338900 om 02.07.2019

COOTBETCTBYET TPEGOBAHUSIM
11 NO11854/02-160611 uzm. Ne 1-5

JEKJIAPATIAA IIPHHATA HA OCHOBAHHAHT
npomoxon ucnsimanutt Ne 629771 om 09.07.2019 HJI OO0 "Ifenmp xonmpona xavecmea Buonaiig”,

animecmam axxpeoumayuy RA.RU.21I[KO0I om 22.07.2015 2., cepmugpuxam na cepuro XHHOHH 30600
Dapuayesnuecxux u Xumuveckars Ipodyxmoe 340 6/4 om 24.06.2019, Cepmugpuxam POCC
HU.QM05.C07990 om 09.07.2019

JIATA IIPHH JEKJAPAIIAM: 09.07.2019 2.
JEKIFAPAHHA AEACTBHATEIBHA J0: 31.03.2024 2.
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CBEAEHMUS O PETUCTPAITNHA

OPTAH IO CEPTH®HKANAH, 3APETUCTPHPOBABIIIHI AEKJIAPAITHIO
Opezan no cepmughuxayn npodyxyuu

Obwecmea ¢ oepanuyientoil omeememeentocmuio «OXDYIICHOT yenmp cepnniuxayrn»,
adpec: 620014, POCCHA, Ceeponoscxasn obracme, Examepunbype, Xoxpsxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs. ru, ammecmam axxpedumeayuu Ne RA.RU.11OMOS

X POCC RU I-HU.DM05.4.32908/19
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CEPTHO®HKAT HA CEPHIO

SANOFI %

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhiz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Kon ToBapa; VER 15868
HauMeHoBakHBe HO-LUTTA 40 mr TaGnerkn 100X
npenapara:
Ctpana-uMmnopTep: Poccun
Homep cepuu: CVvoss Homep cepun: CVv0R9
/laTa npou3BoACTBA: 30-AIIP-2019 Hara ucreuenns cpoka MAP-2024
FOJAHOCTH:
[To3MpoBKa CM. pe3ynbTaT onpeacneH s
KONHYECTBEHHOTO COAEPHKAHUA
llexapcTBeHHad popma:  TabneTkH
THn ynakoBkH: [IBX-anoMuHui KOHTYpHO-A4€AKOBbIE
YNaKOBKH
Koo GMID: 236972
IMokazaTenn Hopma PesyabTat
CBOUCTBA
OnuHcaHne: HBosaxoBbImykble TAONETKH KENTOTO € CooTBeTcTBYET
3eNCKOBATEIM HAH OPAHKEBATHIM OTTEHKOM LIBETA.
C rpaBHpOBKOIi «spa» Ha ofiHO# cTopoHe. [JuaMetp
nputn. 7 MM, BoicoTa NpubA.. 3,4 M.
- CpenHas macca 140 Mr +/- 7.5 % (EBp. dapm.) 140 mr
- Macca onno# TaGneTkH Cpennss macca +/- 7,5% (Eep. ®apm.) u3 20 CooTteeTcrayer
Tabnetok oTKAOHeHKe CpeaHe MacChl +- 15%
IOMKHO GBITh He Gonee, 4em B IBYX TabneTkax.
- Pacnanaemocte < 15 mun (Eep. ®apm.} 3 MuUH
- UcTupaemocTts <=1 % (Esp. ®apm.) <l %
NMOXNIHHHOCTD
- o 00pazoBaHHIO OCaIKa [MosoxurensHno CooTseTcTBYET
- Y®-cnektpodoToMeTpHa Ha6monarotca Makcumymel norsioweHHs npy 241 CooTsetcTyer
+{- 2 uM, 302 +/- 2 umM, 353 +/- 2 Hm.
UNCTOTA (TCX)
- HpoTraBepuHa <=1% <l %
- Apyro#l eAMHNIHOI NpuMecH, <=0,2 % <0,2 %
HHOHBHAYANBHO
- Konuuectso nateH Max. 5 maten I naTHo
- Cymma npumecedi <=2 % <2 %
Konun4ecTBenHoe onpeneneHHe (Y @)
- [IpoTaBepHa ruapoxiopuaa 40,0 Mr +/- 5% 39.9 Mr

Hcnpitanus Ha MUKPOOHOIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMaM EBp. ®apm. (kaxxnas 100
cepHs, HO HE MEHEe | HMCNBITaHHA B TEYEHHE rofa). 3Ta cepHs ObUIa MpoH3BeleHa B MOJHOM
COOTBETCTBHH ¢ TpeboBaHUsAMH CGMP 1 TpeGoBaHHAMH COOTBETCTBYIOLIErO PETHCTPALHOHHOTO
YAOCTOBEPEHHUS.

JTOT cepTHdUKAT ananKu3a ObUT MOANKCAH 3NIEKTPOHHEIM coco6oM ¢ Henonb3oBaHHem LIMS.
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CEPTUOHKAT HA CEPHIO

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhaz site - 2112 Veresegyhdz, Lévai v.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Kox Tosapa;
HaumeHoBaHHe
npenaparta:
CrpaHa- HMMopTep:
Homep cepuu:

Jlata npon3soacTBa:

Jo3upoBka

VER 15868
HO-IIIIA 40 mr Tabnerkn 100X

Poccus
CV089 Homep cepun:
30-ATIP-2019 JaTta HcTeueHHA cpoka

TOOHOCTH:
CM. pE3YyNbTaT ONpEeACNCHHA
KOJHYECTBEHHOTO COACKAHNA

Cv089
MAP-2024

YNoNHOMOYEHHOE JTHLO!

JlekapcTaeHHan popma: TabneTkn
Tun ynakoBkH: [IBX-aniOMHHUIA KOHTYPHO-AYEHKOBEIE
YNaKkOBKH
Kon GMID: 236972
Pewrenne otaena obecnewenns kadecTna
Pewsenne: BBIMTYLEHO
UlaTa: 24-UIOH-2019 14:29

dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI g

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

Veresegyhaz site - 2112 veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : cv089 Customer lot no. : cvo89
Date of manufacture; 30-APR-2019 Expiry date : MAR-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

Results
CHARACTERS
- Appearance Yellow coloured, convex tablets, with Complies
greenish or orange tint., On one face of
the tablets sign “spa” engraved.
Diameter is approx. 7 mm, their height
is approx. 3.4 nm.
- Average mass 140 mg +/~ 7.5 % (Ph.Eur] 140 mg
- Individual mass Average mass +/- 7.5 % (Ph.Eur] Complies
20 tablets a discrepancy of average mass
+/~ 15 % is permitted at not more than
two tablets.
- Disintegration < 15 minutes {Ph.Eur) 3 min
- Friability <=1 % {(Ph.Eur! <] %
IDENTIFICATION
- By precipitate Positive Complies
- BY UV spectrophotometry It shows ahisorption maxima at 241 +/-2 Complies

nm, 302 +/- 2 nm, 353 +/- 2 nm.

PURITY TEST (TLC)

- Drotaveraldine <=1 % <1 %
- Any other impurity individually <=0.2 % <0.2 %
- Number of spots Max. 5 spots 1 db
- Total impurities <=2 % <2 &
ASSAY (UV)

Drotaverine HCl 40.0 mg +/- 5 % 39.9 mg

Microbiological purity tests comply to the Ph.Eur. requirements {every l00th lot, but at least 1 per year).

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.
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BATCH CERTIFICATE
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SANOFI «,

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

Veresegyhéz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phene: +36 28 585 600 / Fax: +36 28 585 939

Item code : VER 15868
Product name : NO-SPA 40 mg tablets 100X
Import. country : Russia
Lot number : cvo89 Customer lot no. : Ccv089
Date of manufacture: 30-APR-2019 Expiry date : MAR-2024
Strength : see at the assay
Dosage form ; tablet
Packaging type : PP container / PE stopper
GMID code : 236972
QP decision
Dacision : FELS2ABADIT™VA / ACCEPTED
Date : 24-JUN-2019 14:29
Qualified person: dr. Solti Ménika Maria
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