AEKJAPAITAA O COOTBETCTBHUHA

JAEKJIAPAHT, IPHHUMAIOIIUH JEKJIAPALMIO O COOTBETCTBHH

AO "Canogpu Poccun”

Ceedenus o pezucmpayuu opearuzayuu.; Mescpaiionnas uncnexyus Pedepanvroil Hanozoaoi cnyocbor Ne 46 no
2. Mocree 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxsa, yn. Teepcran, d. 22. Tenehon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvunii dupexmop Mouowe O.A.

Hoeepennoe nuyo: Cmenanos C.C., dosepernocme 6/n om 01.12.2017

3AABJIAET, YTO

nexapcmeenroe cpedcmeo. Ho-wna gopme, mabnemxu 80 mz 10 wum., ynaxoexu aveiixogvie konmyprbole (1),
nauxu kapmounvie, PY Ne IT N015632/01 om 18.03.2009 (0ama 3amenes 13.04.2018), cepun CV016, napmus
201804 ynaxoeox, 200en 0o 28.02.2022, npouszeodcmea XHHOHH 3asod Papmayesmuneckux u Xumuseckux
IIpodyxmos 340, Benzpun, CHINOIN Pharmaceutical and Chemical Works Private Co Ltd, Levai u. 5, 2112
Veresegyhaz, Hungary, ko0 OKII[2 21.20.10.113, koo TH B3] 3004490009, xonmpaxm Ne 250/40056192/F-2
om 20.10.2010, uneotic Ne 9085333678 om 16.05.2019

COOTBETCTBYET TPEEOBAHH M

IIN015632/01-021209 usm. Ne 1-7

JEKJIAPAIIAA ITPHHATA HA OCHOBAHHNHA

npomoxon ucneimanuti Ne 14190 om 22.05.2019 HJT OO0 HI[ "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®DJ140, Cepmugpuxam POCC HU. DPM08.C40503 om 22.05.2019

Crenasxos C.C.
O.HO

CBEJAEHUS O PETUCTPAIIIA

OPTAH 110 CEPTUOHKAIINH, 3APETHCTPHPOBABHIMHI JEKJIAPAITHIO

RA.RU.11®M08 OPIAH IT10 CEPTHOHKALIHH TPONVKIHH OFLECTBO C OIrPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH IJEHTP KOHTPOJI9 KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzarna no
cepmuchuxayuu: 115280, POCCHA, z0pod Mockea, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oykx.pg.

JEKJIAPATINA O COOTBETCTBHMH 3APETHCTPHPOBAHA M POCC RU [I-HU.®M08.A.24785/19

Junenko H.b.
PykoBomurens OC




CEPTU®UKAT CEPUA

«XHMHOWH 3apoa PapmMaueBTHHECKHX ¥ X HMHYECKHX MPOLYKTOBR 3AO»
- Komnanus «CaHodu»

Inowanxa Bepewennxas - 2112 Bepewenwxas, yn. flesau 5., Benrpus
Tenedon: +36 28 585 600/Daxkc: +36 28 585 939

SANOFI « g

Koa ToBapa: VER 703962
HanmenoBanue HO-LIITA ®OPTE tadaerxu 10X
npemapara:

Ctpana-umnoprep:  Poccus

Homep cepuu: CVO0l6 Howmep cepuu CVOl6
3aKa3yMKa;
Hara nponseoacrea: 05-MAP-2019 JaTa ucreyeHus ®EB-2022
CpOKa rOJHOCTH:
Ho3upoBka: CM. KOJIHYECTBEHHOE ONpEAeNeHUE
JlekapcTBeHHas TabIeTKu
(opmMa:
‘Tun ynakoBku: KOHTypHas sfueiikoBas ynakoska [IBX — AJTIOMUHUWI BJIMCTEPBI
GMID kon: 703962
IfokazaTenn Hopmbi Pe3yabTaThl
OHU3NUYECKHUE
XAPAKTEPHCTHUKHU
- Omucanne IIponosnropateie CooTBeTcTBYET
JBOSAKOBBITYKJIbIE TaGMETKH
XENTOTO C 3eNIEHOBATHIM HJIK
OpaHXeBbIM OTTEHKOM nBeTa. C
rpasuposkoit <NOSPA» Ha ofHO#H
CTOPOHE H JIKHHEH pa3jioMa Ha
Ipyroi cropose. /InuHa Tabnerok
COCTAB/IAET NPHONU3UTENBHO 13
MM, HX [IEPHHA -
IPUOAM3UTENBHO 6 MM, H BBICOTA -
NpHOIH3HTENBHO 3,8 MM.
— Cpenuss Macca 280 Mr £ 5 % (EBp. dapm.) 280 Mr
— Eavnuunasg Macca Hs 20 TabneTox mOmycTHM CootBeTcTBYET
pa30poc cpenHeii MacchH = 5%,
pa3bpoc cpeaneti Macchl = 10 %
JOIYCTHM JUIS He Oonlee ABYX
TabJIeToK.
— Pacnagaemocts < 15 munyT (EBp. ®apm.) 5 MHH
— IlpouHocTs Ha HCTHpaHKE < 1% (EBp. ®apm.) < 1%
NOJVIMHHOCTH
— MertonoM ocaxkaeHus IonoxuTenbHO CootBercTBYET
— Y®-cnektpooToMeTpus [Tpu 241 + 2 uM, 302 + 2 HM, CootBeTcTBYET

353 £ 2 HM IeMOHCTPUPYET
MaKCHMYM a0CopO1IHHU.
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CEPTU®HUKAT CEPUHN SA N O F § "@3
B

«XHHOHH 3ason ®apmauepTirieckux H X HMHYECKHX MPOAYKTOB 3A0»
- Komnanua «Canotpn»

lNnoutanka Bepewensxas - 2112 Bepewennbxas, yn. Jleau 5., Benrpus
Tenedon: +36 28 585 600/daxc: +36 28 585 939

Koa ToBapa: VER 703962
HaumenoBanue HO-IIA ®OPTE tataerkn 10X
npenapara:

Crpana-umnoprep:  Poccus

Homep cepun: CVvole Homep cepun Cvolé
3aKa3z4MKa:

Mara npoussoactea: 05-MAP-2019 Jata ucreuenus ®EB-2022
CpOKA rOJHOCTH:

Ho3zuposka: CM. KOJIHYECTBEHHOE ONpPEACNCHHE

JlexapcTBeHHas TabJIeTKU

dhopma: .

Tun ynakoBku: KOHTYpHaA s4eiikosad ynakoBka [IBX — AJIIOMWHHWH BJIMCTEPBI

GMID kon: 703962

Iloxa3zaTenu Hopmebi Peayabrarsl

YUCTOTA (TCX)

— JlpoTaBepanauH <1% <1%

— EmMHHuHas npuMech <0,2% <0,2 %

— Konuyectro nareH He 6onee 5 naren 1 aB.

— Cymma npumeceit <2% <2%

KOJIMYECTBEHHOE

OINIPEAEJIEHHE (Y®)

— [Hporaeepuna ruapoxnopus 80,0 Mr + 5% (76,0 - 84,0 Mr) 80,4 Mr

Pe3ynpTaThl HCNBITAHHA HA MHKPODHONTOTHYECKYHO YHCTOTY COOTBETCTBYET TPeGOBAHUAM
Esp. ®apm. (xaxnas 100-1 cepus, Ho e Meree | B ron). JlanHas cepus NPoM3BE/ICHA B
COOTBETCTBHH ¢ TpeboBaHuaMu Tekywielt Hapnexameit npon3soacTBEHHON PAKTHKA K
COOTBETCTBYET CMELH(PHKALUAM COOTBETCTBYIOLIErO PErHCTPALMOHHOTO YAOCTOBEPEHHS.
Jlaunelii cepTudukat aHanK3a NOANMKCAH SJIEKTPOHHOM MOAMHKCEIO ¢ HCNONB30BAaHHEM
BAIHIHPOBAHHOH cucteMel LIMS,

3axsroueHHe oTae2 00ecTie e HHS KAYeCTBa

3axmouenne: [TIPUHATO
Jara: 16-MAU-2019 08:25
YH0/1HOMOUEHHOE JTHIIO: J-p Contu Mounka Mapus
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BATCH CERTIFICATE

SANOFI g

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

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

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

Item code : VER 703962
Product name : NO-SPA FORTE tablets 10X
Import. country : Russia
Lot number : Ccv0le Customer lot no, 3 Cv0le6
Date of manufacture: 05-MAR-2019 Expiry date : FEB-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 703962
m
Tests Specifications Results
CHARACTERS
- Bppearance Yellow coloured, oblong, convex tablets, Complies
with greenish or orange tint. On one
face of the tablets sign “NOSPA" , on
the other a breakline is engraved.
Length of tablets is approx. 13 mm,
their width is approx. 6 mm, their
height is approx. 3.8 mm.
- Average mass 280 mg +/- 5 % (Ph.Eur.) 280 mg
- Individual mass Average mass +/- 5 % from 20 tablets a Complies
discrepancy of average mass +/- 10 % is
permitted at not more than two tablets.
- Disintegration time < 15 minutes {(Ph.Eur.) 5 min
- Friability <=1 % (Ph.Eur.) <]l %
IDENTIFICATION
- By precipitate Positive Complies
- uv At 241 +/- 2 nm, 302 +/- 2 nm, 353 +/- 2 Complies

nm it shows absorption maxima.
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BATCH CERTIFICATE

SANOFI «z

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

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

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

Item code : VER 703962
Product name : NO-SPA FORTE tablets 10X
Import. country : Russia
Lot number : Cv0le Customer lot no. : Ccvoile
Date of manufacture: 05-MAR-~2019 Expiry date : FEB-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - BLU blister
GMID code : 703962
e i
Tests Specifications Results
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)

Draotaverine hydrochloride 80.0 mg +/- 5 % (76.0 - 84.0 mg) 80.4 mg

r
Microbiological purity tests cemply to the Ph.Eur. requirements (every 100th 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.

QP decision
Decigion : FELSZARADITVA / ACCEPTED
Date : 16-MAY=-2019 08:25
Qualifiad person: dr. Solti Mdénika Maria
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