AEKJIAPALIMSA O COOTBETCTBUU

AEKJIAPAHT, TIPUHAMAIOII AN AEKJAPAIINIO O COOTBETCTBUH

AO "Canoghu Poccua”

3apezucmpuposano : Mexcpationnan wicnexyuns MHC Poccuu Ne39 no 2 Mocxkee OFPH 102 7739079940 om
19.08.2002

Aopec.: 125009, 2. Mockea, ya. Teepcxasn, 0. 22. Tenegpon:8 (495) 721-14-00

B nuye: I'enepaneuntii dupexmop Adamsn H.B.

Hoeepennoe auyo: Knoxosa ¥0.C., doeepennocne 6/m om 01,.12.2017

SAABJISIET, HTO

rexapemeennoe cpedcmso. Ho-wna mabremxu 40 me 6 wm., ynaxosku sueiikogoie Konmypuute (1), nauxu
xapmonnvie, PY No II NO11854/02 om 23.07.2010 (dama nepeoghopmaenun 28.03.2016), cepus AV096, napmus
37472 ynarogox, eoden 00 01.05.2021, npouseodcmea Xunoun 30600 Dapvayesmuyeckux u Xumuveckux
npoodykmoe 340, Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Lid., 2112 Veresegyhaz,
Levai u. 5, Hungary, koo OKIT2 21.20.10.113, koo TH B3] 3004490009, koumparm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085296392 om 26.06.2018

COOTBETCTBYET TPEBOBAHUSIM

1T NO11I854/02-160611 uzm. Ne -5

AEKJTAPATIUSA ITPUHSITA HA OCHOBAHHUA

npomoxon uchermanun Ne 1811 0 om 03.07.2018 HJI OO0 HIJ "©APMOEOPOHA " ammecnam
axkpeoumayuu POCC RU.0001.21 P40, Cepmugpuxam POCC HU. OMOS.C17558 om 04.07.2018
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CBEJIEHMUS O PETHCTPALIUHN

OPTAH 11O CEPTHOHUKALIWH, 3APETHUCTPHPOBABIIHiT AEKJIAPATINIO

RA.RU.11OMO8 OPIAH ITO CEPTHOQHKAITHH IIPONVKIIHH OFIECTBO C OIPAHHYEHHOE

OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIST KAYECTBA "

adpec opzanusayuu.: 115280, 2. Mockea, y1. Macmepxoga, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no

cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, y. Macmeprosa, 0. 4, sm. 5., men. :(495)788-02-88, get-

caiim: oyrK.pah.
ATHA.O COOTBETCTBUHN 3APEI'HCTPHPOBAHA M POCC HU. DM0O8./105948
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SANOFI

XuHoHH 3aBox OapMaleBTHYeCKIX
Xummaecknx IIpoxyktoe 3A0, Benrpus
2112, Veresegyhaz, Levai u. 5, Hungary

Cepus:

CEPTUDOUKAT AHAJIA3A
Ho-mnra®, Tabaerku 40 mr (6amerepsr) — 6 — N1

AV096

Ilpowseenen: 04/05/2018

Tonen no:

05/2021

H/I: TI NO11854/02-160611

TTOKA3BATEJIA HOPMBI PE3YJBTATHI
Ormmucanue* Kpyrasie NBOAKOBBITYKIIbIE TaGNETKH JKETOro C 3e1CHOBATHIM HITH CooTBETCTRYET
OpamkeBbIM OTTEHKOM LBETA, C FPABHPOBKOH Spa Ha OJHO# CTOpOHE.
Toanuurocts YabrpaduoneTorniii CNEKTp PacTEOPa, NPUIOTOBNEHHONO /14 KOJH- CooreercrByer
YECTBEHHOTO ONPEAEIeHHS, JO/DKEH HMETh MAKCHMYMBI MOrIIOMEHNS
TIpY jniHaX BOiTH (24112) mm, (302 42) aM u (353+2) Hm.
LipeT pacTBOpa CTAHOBHTCA KOPHUHEBBIM HIH KPACHOBATO- CooteeTcTEYET
KOPHYHEBLIM. CootBeTcTEYET
Obpazyercs Gennlil ocanok.
Cpeansia Macca 140 mr + 7,5%. 140 mr
H OZHOPOAHOCTh 18/20 Tabnerok-ue Gonee + 7,5%; CoorseTcTRYeT
110 Macce 2/20 Tabnerox — He Gonee = 15%, CoOTBETCTBYET
Pacnanaemocts He 6onee 15 mun. (c muckamn), 4 MuH
PacTeopenne®* He menee 75% (Q) ot 3aseiiennoro conepxanns JIpOTaBepPHHE CooTtrercTRYET
CHAPOXJIOpHAa yepes 30 mun.
Iocroponnne Hporasepanauna - ve Gonee 1%; <1%
npumecu** /oboH HeHIeHTHOULMPOBAHHOI NpHMecH (He Bonee nstu)-se bonee | < 0,2 %(1 naTHo)
0,2%; <2%
cyMMa npHMecei - He Gonee 2%.
Mauxpobuonoru- Kareropus 3A. CooTrgercTBYET
4eckag yucroTa***
OnHopoaHocTs Ot 85 10 115% cpennero conepsatns aApoTasepuHa THIPOXTIOPRIA. CooTBeTcTBYET
Josnposanns *#+*
KonugectsenHoe 40,0 Mr + 5% nportasepuna rnapoxnopuaa. 39,4 mr
onpenencHie

*— MCKIIOYEHEI FEOMETPHYECKHE PA3MEpht TaBJIeTOK, a TAKoKe NoKa3aTeN b «HMctnpaemMocte»
B COOTBCTCTEHHM C TPeDOBAHHAMH, NPHHATLIME B PO K CTAHAAPTHSALMN NaHHOH JIEKapCTREHHOH (JOPMRL.

**- mokasatenb BBenicH GHPMON B COOTEETCTBHH C TpeGOBaHMAMY, npuHATEIMY B P@ k craHaaprrzaumu
AaHHOH JIEKapPCTBERHOM GOPMBI, H MOIKET BbiTh HE BKIIOUEH B cepTUdHKAT aHaiM3a GHUPMBL.
KauecTso npenapara no 3ToMy moKa3aTeilo rapaHTHpyeTcs GHPMOH.

*hx, KOHTPOJIL KayecTBa 1o A2HHOMY IIOKA3aTeNI0 [IPOBOIHTCA NPOH3BOANUTEIECM NMEPHUOAHYCCKH;,

FIPOBEACHUS ONPEAENACTCS TEKyUIeH BHYTPEHHEH IPOLEHYPOH NPOHIBOAKTEN,

ACQ «CaHodin Pocewnss
Aapec: 125008, Mociaa, yr. Teepexas, 22, Ten.: (495) 721-1400. daxc: {495) 721-1411. www.sanoh.ru
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SANOF!
XuHOWH 3apox PapMaleBTHYECKHX
Xumuuecknx Iponyxros 3A0, Benrpus
2112, Veresegyhaz, Levai u. 5, Hungary
CEPTHO®HUKAT AHAJIN3A

Ho-mna®, raéaerkn 40 mr (6imcrepsr) — 6 — N1

Cepasn: AV096
Ilponssenen: 04/05/2018
T"onen no: 05/2021

HJI: ITN011854/02-160611

TTOKA3ATEJIA HOPMbI PE3YJbTATHI

YKazaHHas cepus NPOM3BENEHA B COOTBETCTEMH C AEHCTBYIOLMMH TpeGOBAHMAMH DErMCTPALHOHHOIO
A0Cke M NpaBWIaMy¥ Hapdexallell NPaKTHKH MPOM3BOACTBA jekapcrseHHEX cpeacrts (GMP). Kaxue-nu6o
3HAUMMBIC WIH KPHTHHECKHE OTKIIOHEHHA OT PEFJIAMCHTHPOBARHLIX IaPAMETPOB HE 3aPerHCTPHPOBAHEL.

Peurcnnie: Beinyinen 28/05/2018 YnonsoMoueHnoe nuuo: dr. Soiti Monika Viaria

AQ «Canodu Poccuar -
Aapec: 125009, Mockea, yn. Teepouas, 22. Ten.: (495) 721-1400. dakc: (495) 721-1411. www.sanofiru



BATCH CERTIFICATE

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

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

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

Item code : VER 22538
Product name : NO-SPA 40 mg tablets 6X
Impert. country Russia
Lot number : AV(SE Customer lot no. : AV096
Date of manufacture: 04-MAY-2018 Expiry date ; MAY-2021
Strength : see at the assay
Posage form : tablet
Packaging type : PVC - ALU blister
GMID code : 301678
o
CHARACTERS
- Appearance Complies

146 mg

- Average mass

- Individual mass

Complies

- Disintegration 4 min
- Friability <1 %
IDENTIFICATION

- By precipitate

- BY UV spectrophotometry Complies

PURITY TEST (TLC)

- Drotaveraldine 1%

-~ Any other impurity individually 0.2 %
= Number of spots db

~ Total impurities 2%
ASSAY ({(UV}

- Drotaverine HC1 -38.4 myg

Micreobiological purity tests comply to the Ph.Bur. reguirements levery 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 Buthorization.

This Certificate of Analysis has been electronically signed from & validated LIMS.
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BATCH CERTIFICATE

SANOFI

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

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

Phone: +36 28 585 600 / Fax: +36 2B 585 939

Item code : VER 22538

Product name : NO-SPA 40 mg tablets 6X

Import. country : Russia

Lot number : AVD96 Customer lot no. : AV0G6
Date of manufacture: 04-MAY-2018 Expiry date : MAY-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID cede : 301678

Decigion : FELSZABADITVA / ACCEPTED
Date : 2B-MAY-2018 14:23
Qualified person: dr. Sclti Ménika Maria
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