NEKJAPAIINS O COOTBETCTBHUM

JEKJIAPAHT, IIPUHUMAIOUIHUI JEKJTAPALIHIO O COOTBETCTBHH

AO "Canogu Poccus"

3apezucmpuposano . Mesicpaiionnas uncnexyus MHC Poccuu Ne39 no 2 Mockee OI'PH 1027739079940 om
19.08,2002

Aopec: 125009, 2. Mocxkea, ya. Teepexas, 0. 22. Teneghon. 8 (495) 721-1 4-00

B nuye: enepansiniii Oupexniop Adaman H.B.

JTosepennoe nuto: Cmenarnos C.C., dosepenrnocms 6/n om 01.12.2017

| 3AABJBIET, YTO

aexapemeennoe cpedemeo: Byckonan, madiemxu HOKPbiible obonouxotl 10 m2 20 wm., ynaxosexu auetikogole
xounypusie (1), nauku kapmonnwie, PY Ne I N014393/01 om 15.08.2008 (0ama samenvl 02.08.2017) evioano
AO "Canogu Poccus™ cepus 180402, napmus 106030 ynaxosox, zoden 00 01 J04.2021, npouseodcmaea
Nenvpapw Peiue, Dpanyusn, Delpharm Reims, 10 Rue Colonel Charbonneaux, 51100 Reims, France, koo
OKIIA2 21.20.10.113, koo TH B3 3004490009, konmparn No 250/40056192/F-2 om 20.10.2010, uneotic Ne
9083300414 om 26.07.2018

COOTBETCTBYET TPEBOBAHHSIM

11 NO14393/01-060309 (HII 42-8110-06 uzn. Ne 2-6)

JNEKJAPALIUS IIPUHSATA HA OCHOBAHHH

npomoxon uchstmanuti Ne 2290 0 om 08.08.2018 H/I OO0 HII "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 0140, Cepmupuxam POCC FR. OMO8.C20267 om 08.08.2018

Il
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Crenanos C.C.

%}} pe / /@o‘/ ®HO
i cﬁﬁmﬂm O PETUCTPAIINU

OPTAH 110 CEPTHO®HKAIMH, 3APErHCTPHPOBABIINI NEKJIAPALTHAIO

RA.RU.1IOM08 OPI4H ITO CEPTHO®HKALIHH TPOJYKLHH OFIJECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 113280, &. Mockea, ya. Macmepxoea, 0. 4, ant. 3, nox. 1, kom. 1, adpec opzana no
cepmugpurayuu. 115280, POCCHA, 2opod Mockea, yi. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caim: oykK.pe.

JNEKJIAPAITHS O COOTBETCTBUM 3APETHCTPUPOBAHA M POCC FR.@M03.409569

JATA PETUCTPANIAH 08.08.2018

AL L
(;_,/M? TMunenro H.B.
noanuch Pykosoautens OC
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SANOFI

Delpharm Reims, 10 Rue Colonel Charbonneaux

51100 Reims, France

BYCKOITAH Ta6aerkn, nokprirbie 060a04K0i, 10Mr

CEPTH®HKAT AHAJIM3A

Cepus: 180402
Harta npoussoacTaa; 04/04/2018
Fonen mo: 04/2021
HJI N014393/01-060309
ITOKA3ATEJIN HOPMBI PE3VIIBTAT
Onucanue: Bentie, kpyrarie, ABOSKOBLITYKIbIE TABNETKH, Cootrercrayer
TIOKPEITEIE caxapHoit 000I04Koi
3anax: TouTn HeowyTHMBIH CooTeeTCTBYET
Pazmeprl: nuamerp Oxono 7,0 mm 6.9 MM
Paameptr: Tomununa Oxone 3,7 Mm 3,7 MM
OaHOPOAHOCTE Macehl: CpeaHee 142,5 - 157,5 mr/ Tabnetka 148,8 mr
3HAYEeHHe
PacnagaemocTh: Cranns 1: 6/6 Tabnerox <= 10 mun. CoorsercTByeT
Cragns 2: ye mesee 16 w3 18 Tabnetok <= 10 Mun. CooTBeTcTBYET
3nagenwe pH: 4,5—-6,5 5,7
ToTeps B Macce nipu <5,0% 3,9%
BBICYHIMBAHWH!
Tect Ha GpoMHaLE: Honoxwrenen CooTBeTcTBYET
Haenrudukamus: AD 1 (TCX) CooTseTcTRYET CTAHKApPTY CootseTcTBYET

Paznosxenue akrueHOro
HHIpeAHeHTa:

- BA 345 BR (TCX)

- AD 12 (TCX)

- BA 790 BR (TCX)

- Hecneunduunposauusii
npoaykT pazioxenus (TCX)

- He Honee 0,8%
- He Gonee 0,2%
- He Gonee 0,5%
- He Gonee 0,2% (kaxasiii)

He obBHapysxero
He oGnapyskeHo
He obnapyxeno
He obnapyxeno

OAHOPOIHOCTS cofepKatus —
oTAeNbHEIE 3HayeHus (10)
(Meroauka Eep. @.) (BOXKX)

|

COAepIKaHus

Hnenmidukauma: AD 1 (B3XKX) | CoorsercRyer cTaHHapTy Cooteercrayer
Komuuecreentoe onpenenenye: 9,5 — 10,5 mr/ Tabnetka 10,1 mr
AD I (BOXX)
Pacteopenue - (n=6): cpeaHee U OTAENbHBIE 3HAYCHU >= T5% CoorreTcTBYyeT
Bpewmsa: 45 mun. (BOXX) - (n=12): cpennee 3navenue >= 70%, oTnenbHbIE 91
3HaueHHsi >= 55%
- (n=24): cpennee 3Hayenue >= 70%, He Gosiee 2-x CoorrercrByer
OTIEABHEIX 3HAYEHHH >= 55%, my oaHo < 45%
10710 snavennii meskiy = 15,0% or cpeanero snadenus CooteercTByer

JaHHaS CEpHst NIEKapCTBEHHOTO CPECTBA NPOM3BEICHA B MOAHOM COOTBETCTEHM C TpePOBaHUSMH
GMP MecTHOro perysaTopHOTO oprana M CleHHOUKALHsM, 3apEerHCTPHPOBAHHLIM B HMIEPTHPYIOLIEH
CTpaHe/creuHUKALHH A1 HCCIEAYCMBIX EKapPCTBERHBIX Cpe/CcTB. OTUETh 0 NpoH3BOAE YIAKOBKE

M KOHTpOJIE Ka4ecTRa CepHU OBUTH IIPOBEPEHE! M 11PH3HAHDI COOTBeTCTByIOH,[H%g i16; _QGMP.
&S 4,
Pemenwe: Beinymen 21/06/2018 Vnomomouenfi OFRINE

AQ «Canogm Poccnr %
Aapec: 125009, Macikpa. ya. Teeperan, 22, Tea.: (495) 721-1400. Gane: 4951 721231,

Yrrs
5




Certificate of Conformance and Analysis

DELPHARM
Relms

Certificate of Conformance
Page: 1
Printed on:20/06/15

BUSCOPAN CDATED TABLETS 10Mg

Product :
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No.:P NG143583/01
BLISTER X 20

Customer code /7 Version 651701 /028

Active Ingredient(s) HYDSCINE BUTYLBROMIDE 10MG/YABLLT

Articie No.: 306930

Batch/Lot No 180402

Bulx Batch No: 180402

N® of Manufacturing Authorization: K 157292

Manufacturing specification: 76586_P3I0AICI03

Testing specification 76586_P516ai0203
76586_P520210401.

Dete of Manufacture: 04 2018

Expiry Date: 04 2021

Batch guantity relezsed: 138.450 UN
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Certification statement:

"l hereby certify that the sbeove information is authentic and accurate and that all the manufacturing stages
of this batch of finished product have been carried out in full compiiance with the GMP requirements ofathe
local Regulatory Authority. the EU and with the requirements of the Marketing Authorization(s) of the
destination couniry/countries. The batch processing, packaging snd anzlysis records have been revied
found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch pk
The batch has been released by & Gualified Person®

Quaiified Person
Signature

Canodns Pogcnsy
Tussia AD

Detpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. france

‘Sanot fu




Certificate of Conformance and Analysis

DELPHARM

Reims
Praduct Name : BUSCOPAN COATED TABLETS 10MG RUSSIAN FEDERATION Page: 2
Article No. : 306930 Custemer code / Version 651701 /pee Printed on: Z0/D&/18
Batch/Lot No.: 180402
Butk Batch No: 180452
Testing Specification . 1 76586_P510a10203 Dete of Manufscture: 4/D4/18
76586_P520ai0401
Manufacturing Specification No.: 76586_P330DAI0IC3 Expiry Date . . . .: 04 2021
Tests Specifications Results
Description Round. white. biconvex, sugar-coated Conforms
tablets
Odour Almost imperceptible Conforms
Dimensions: diameter About 7.0 mm 6.9 mm
Dimensiens: thickness About 3.7 em 3.7 mm
Average mass 142.5 - 157.5 mg 148.8 mo/tab.

Disintegration time Requirement A (n=6 tablets) : <= 10 min Conforms
Requirement B {n=6+ 12 further tablets)

At Teast 16 values <= 10 min
Individual values

k! 4 4
[ 4 5
pH 45 -6.5 5.7
Less on drying NMT 5.0 % 3.¢%
Identificetion : Hyoscine butylbromide Corresponding to standard Conforms
(TLC)
Degradation products : BA 345 BR (TLD) NMT 0.8 2 Not detectabie
Degradaticn products : ADIZ (TLD) NMT 0.2 % Not detectabie
Degradation products : BA 790 BR (TLC) NMT 0.5 % Not detectable
Degradation products: Any unspecified NMT 0.2 % Net detectable
degradation product (TLC)
Identification : Hyoscine butylbromide Corresponding to stendard Conforms

(HPLL)

LCannduy Pocous

Sanofi Russia AD




Certificate of Conformance and Analysis

Froduct Neme : BUSCOPAN COATED TABLETS 10MG RUSSIAN FEDERATION

Page: 3

Articie No. .: 30693¢ Customer code / Version 651701 /029 Printed on: 20/06/18
Batch/Lot No.: 180402
Bulk Batch No: 180402
Testing Specification . : 76586_P510a70203 Dete of Manufacture: 4/04/18
76586_F520a10401
Manufacturing Specification No.: 76586 _P330AIC103 Expiry Date : 04 z02)
Tests Specifications Results
Active ingredient content : Hyoscine 8.5 - 10.5 mg/tab 1C.1 mg/tab.
butylbromide (HPLC}
Dissalution test 45 min  (HPLL)Y {n=6} :Individuals »>= 75 % Conforms
{(n=12):Average »>~70 § & indiv. >=55 %
(n=24):Average >=70 % &KMT 2 values <55% 91
& none < 45 %
Individual values:
47 24 82
79 93 180
Uniformity of dosage units: Hyoscine Requirement A (n=10) Conforms
butyibromide (EP Method){HPLC) Individual values (%)
Individual values:
103.3 93.7 99,2
89.6 101.7 99 .6
981 98 .8 103 .8
100.5
& 4

Regquirement A (n=10)
The acceptance value (k=2 &) must not
be greater than 15.0

Uniformity of dosage units: Hyoscine
butyibromide {EP Method)(HPLL)

Signature
Quality Conirol

: 20/06/18
: 366187

Date of Analysis
No. of Analysis

Aude POITRINE 4\'& 1
21 U 208 | L




