JEKJIAPAIIVSI O COOTBETCTBUN

JAEKJIAPAHT, TPMHAMAIOIIHMNA JEKJTAPALIMIO O COOTBETCTBAM

AO "Canoghu Poccun™

Ceedenua o pezucmpayuu opeanuzayuu. Mexcpailonnan uncnexyus @edepanbnou Ranozo6oH caysxcbvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Teneghon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvuviii Oupexmop Monse O.A.

Hoasepennoe nuyo: Cmenarnos C.C., dosepennocms 6/ om 01.12.2017

SAABJHAAET, UTO

Aexapemeentoe cpedemeo: Byckonan, mabnemiu noxpuimere obonrouxoii 10 vz 20 wum., ynaxosxu aveixogvie
xormyprvie (1), nauxu xapmonnvie, PY Ne 1T N014393/01 om 15.08.2008 (dama 3amenr 02.08.2017) evidano
AQ "Canogu Poccua”, cepua 180819, napmus 46189 ynaxosox, z00en oo 01.06.2021, npouseodemsa
Henvhapm Peiime, @panyus, Delpharm Reims, 10 Rue Colonel Charbormeaux, 51100 Reims, France, xod
OKIIJ2 21.20.10.113, koo TH BT 3004490009, xonmparm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085310601 om 24.10.2018

COOTBETCTBYET TPEEOBAHYSIM
1T N014393/01-060309 (FI] 42-8110-06 uzm. Ne 2-6)

JEKJIAPATTHA ITPUIHATA HA OCHOBAHUNA
npomoxon ucnvimanuti No 3211 0 om 01.11.2018 HJT 000 HI] "PAPMOBOPOHA", ammecmam
axxpeoumayuy POCC RU.0001.21 ®JI40, Cepmucpurcam POCC FR.®M08.C26608 om 01.11.2018

JATA ITPHHATHA IEKTAPATAWY 0/.11.2018
AEKJIAP, JNEACTBUTEILHA JIO 01.06.2021

Crenaunos C.C.
O.H.0

CBEJIEHMS O PETYICTPAITNN

OPTAH IIO CEPTHOPHKATINN, 3SAPETUCTPHPOBABIITIA JEKTAPAIIUIO
RA.RU.11OMO8 OPTAH ITO CEPTHOHRALIHH ITPORYKIIHH OBIIECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYJKHOH IIEHTP KOHTPOJIA KAYECTBA"

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xoa. 1, adpec opeana no

| cepmugpurayuu: 115280, POCCHA, 20pod Mocxksa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ec6-

caun: oyxrK.pep.
AEKJAPAITISA O COOTBETCTBHM 3APETYICTPHPOBAHA M POCC RU JI-FR. OM08.A.06070/18
H%TQQQQMCTPAHIM 01.11.2018
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Henbdapm

Ceptudukat coOoTBeTCTBUA K aHaNu3a Peumc

HaspaHne nexapcTBeHHOro
cpeacTea:

Kopa 3akas4ymka / Bepcus:
AKTUBHBIA MHrpeaneHT{bi):
ApTukyn Ne:

Homep cepuu.

Homep cepun
HepacthacoBaHHOro NPOAYKTA;

fvuenann Ha npounasoacTeo Ne:

MpoussoacTseHHan
cneuudnkayns:

TecroBas cneundukaumns Ne:

[ara nponseogcrea:
Cpok rogHocTu:

Konu4ecTso BbinyiLeHHOM
cepuu:

CepTudnkaT COOTBETCTBUA

Ctpanuya: 1
HaneuataHo: 8/10/18

BYCKOIMAH Tabnetku, nokpeirbie 06onoukoi, 10mr
Poccus

PeructpauvorHoe yooctosepeHwe Ne: M N014393/01
BnuctepHas ynakoeka x 20

651701 - 029

'mocumna byTunbpomug 10mr/rabnetka
306930

180819

180819

M 15/292

76586_P330AI0103

76586_P510ai0203
76586_P520ai0401

06/ 2018
06/ 2021

46 189 ef.

3asBnexue o ceprudrkalun:

“HacToAum noaTeepxaaln, YTo BbillieykaszaHHas MHBOPMAaLMA ABAETCA AOCTOBEPHON 1
npaBunbHOW. [laHHas cepvs NekapcTBEHHOTO CpeAcTBa Npou3sedeHa, BKNIOYAn ynakosKy u
KOHTpONb Ka4ecTea, B YKka3aHHOM Bbille MecTe B MONHOM cooTBeTCcTBMN ¢ TpebogaHuamu GMP
MECTHOr0 PerynsaTopHOro opraHa i cneundukaLmaMm, 3aperucTpupoBaHHbIM B UMIOPTUPYIOLLER
cTpaHe/ cneludukaLmm Ans uccneayembix NeKapcTBEHHLIX cpeacTB. OTUeTsl O NPON3BOACTEE,
YNaxkoBKe ¥ KOHTpORnE KayecTsa cepui ObINy NPOBEPEHbI ¥ NPU3HaHLI COOTBETCTRYIOLLMMIA
TpebobaHnam GMP. fliobbie oTKIOHEHNA BbINK yuTeHbl 40 BhiNycka cepun. PaspeweHne Ha
3Ty Cepuio 4aHO YNOMHOMOYEHHbIM NuLom.”

09.10.2018 Emanuelle DERVIN
YNONHOMOYEHHOE NULO
noanucL

Henbchapm Peiimc
10 Pio Konoxens LWapBorHo
51100 Peamc, $panuns



CepTtudukat cooTBeTCTBUA U aHanusa

Denbdapw
Peamc

HassaHMne nekapcTseHHOro Crtpaduua: 2

BYCKOINAH TabneTky, NokpbiThie

cpeacTBa:
peA obonoukon, 10mr

ApTukyn Ne 1 306930 Kopa sakasquka / Bepcus: 651701-029 Haneuarano: 08/10/18

Homep cepum 1180819

Homep cepuu : 180819

HepacdracoBaHHOro

npoayxTa

Tecroras cneundimkanms Ne: Aata npoussoacTsa:

76586_P510ai0203 15/06/18

76586_P520ai0401

MNpoussogcTeeHHan crneundnkaumns Ne: 76586_P330AI10103 Cpox rogHocTu: 06/ 2021

Wenbitanve Cneumcmkaumna PesynbTar

Onucative: benbie, Kpyrnble, ABOSKOBLINYKALIE
TabneTku, NOKPbITLIe CaxapHok 0BONOYUKOIA

Cooteetcreyer

3anax: Moyt HeoulyTMMLHA CooTeeTcTBYST
Pasmepsi: guametp QOkoro 7,0 mm 7.0 MM
Pasmepb!: TONWMHA QOkono 3,7 mm 3,8 mm

OaHOPOAHOCTE MAacChl: cpeaHes 142,5 - 157 5 mr 148,3 mr/itabnetka
3HayeHune
PacnagaemocTb: Cragusa 1. 6/6 TaGneTok <= 10 MUH. CootBeTCTBYET
Cragus 2: He meHee 16 n3 18 Tabretok <=  OThensHble
10 MuH. 3HAYEHUR;
4 4 4
55 6
3uHadeHve pH: 45-65 57
MoTteps B Macce npu £50% 4.3%
BbICYLLUMBAHUK
TecT Ha Bpomuabk: Monoxwrenex CooTeeTCTRYET

Naerntndhukaums; AD 1 (TCX)

Pasnoxerne akTusHoro
UHFPEAMEHTA:

BA 345 BR (TCX)

AD 12 (TCX)

BA 790 BR (TCX)

HecneunrnumupoBaHHbIA NpogyKT

pasnoxeruna (TCX)

CooTeeTcTBYET CTaHaapTy

He Gonee 0,8%
He Bonee 0,2%
He Bonee 0,5%

He Gonee 0,2% (KaxabIi)

CooTBeTCTBYET

He obHapyxeHo
He o6HapyxeHo
He ofHapyxeHo

He obrapyxeHo



CepTudoukaT COOTBETCTBUA U aHanu3a

Haszsanune nekapcTBeHHOro
cpeacrTea:

ApTukyn Neg : 306930
Homep cepuu - 180819
Homep cepuu 1 180819
HepachacoBaHHOro

NPOARYKTa

TecToBas cneuudvkauus No:

MpoussoacTeeHHas cneungukaumua Ne;

HMenbitaHue

MaeHTtudukaumna: AD 1 (BIHX)

KOHMHBCTBGHHOEOHPGAEHEHME
AD 1 (B3XX)

PacTeopeHrie
Bpema: 45 MuH. (BOXKX)

OAHOPOAHOCT CofepMaHua —
oTAeNbHbIE 3HaYeHus (10)
{meToauka Esp. @.) (BIWX)

OAHOPOSHOCTE CopepManng —
oTAenbHbIe 3Haderun (10)
{meToauka Erp. ©.) (BOXKX)

BYCKOMAH TabneTkun, nokpoiTble
oBonoukoi, 10mr

Koa sakasunka / epcus: 651701-029

76586_P510ai0203
76586_P520ai0401

76586_P330A10103

Cneuundurkauun

CoorsetcTByert crangapTy

9,5~ 10,5 mr/ Tabnetka

(n=6): cpeaHee W OTAENbLHBIE 3HAYEHNUR >=

75%

(n=12). cpeaHee 3navenue >= 70%,
OTAENbHbIE 3HAYeHUA >= 55%

{n=24). cpegHee 3HaveHue >= 70%, He
Bonee 2-x OTAENLHBIX 3HAYEHUE >= 55%,
HW OAHO < 45%

10/10 3HaueHuit mexay + 15,0% ot
CpEeAHEero 3HaYeHUs) CogepXaHus

Ycnosue A (n=10 TaBneTtok)
HonycTumoe sHavenue (k=2.4) gomkHo
BbITb He Bonee vyem 15,0

Aenbdapwn
Penmc
Crparsua: 3

Haneuatano: 08/10/18

Oara npoussopcTea:
15/06/18

Cpok rogHocTu: 06/ 2021

PesyneTar

CooTeetcTBYET

9.8 mrf TabneTtka

CootBercTayet

91

OtnensHbie
3HaYeHWR:
84 86 98
89 95 96

CooTeeTCTRYET

OTpenksHble
3HavYeHun.

99,3 98,9 983
98,9 988 96,8
99,2 998 97
98,8

2.3



CepTtudukar coorBeTcTBUA ¥ aHanusa

Henwthapwy
Peiimc
H :
casaauue.nexapcwenﬂoro BYCKOMAH TaBneTkn, nokpbiThie Crpanuua: 4
pescTea: N
obonoukoi, 10Mr
ApTukyn Ne : 306930 Kop sakas4quka / Bepcua: 651701-029 Hanedarano: 08/10/18
Homep cepun : 180819
Homep cepun 1180819
HepachacoBarHHoro
npoaykTa
TecTtoBan cneyudukaums Ne: 76586 P510ai0203 HaTa nponssoacTea:
- 15/06/18
76586_P5202i0401
{TpouseofcTBeHHan cneyndukauma Ne: 76586 P330A10103 Cpok rogHocTu: 06/ 2021
Menbitanue Cneundmkauun PeaynbTar
OueHka: CooTeeTCcTRYET CneundukaLun
[atra anannza:  08/10/18 Moanucs
AHnanus Ne: 370402 KoHTpone kavectsa  08.10.2018 Og MotpuH

{noanuce)



Certificate of Conformance and Analysis

DELPHARM
Aeims

Certificate of Conformance
Page: 1
Printed on:8/10/18
Product : BUSCOPAN COATED TABLETS 1DMG
RUSSTAX FEDERATION

MARKETING AUTHORIZATION No :P NO14393/01

BLISTER X 20

Customer code / Version 651701 /029

Active Ingredient{s) HYOSCINE BUTYLBROMIDE IOMG/TABLET
Article No.: 306930

Batch/iot Ko 180819

Bulk Batch Ko 180819

b oof ManuTscluring Aulhorization: M 157297

Menufacturing specification: 76586 _P330A10103

Testing specification: 76585 P510a10203

76586_P520ait40t

Pate of Manufacture: 06 2018
Expiry Date: 06 2021
Batch quantity relessed: 46,189 UN

Certification statement:

1 hereby certify that the above information is authentic and accurate and that all the manufacturing stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of the
local Regulatory Autherity, the EU and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packaging and analysis recerds have been reviewed and
found to be in compliance with GMP. Any deviations have been assessed and closed pricr to batch release.

The batch has been released by & Qualified Person”

Quaiified Person
Signatyre

Deipharm Reims
10 Rue Colonel Charbonnesux
51100 Reims, France




Certificate of Conformance and Analysis

Product Name :
Articie No. . 306930
Batch/iot No.: 1808ig
Bulk Batch No: 180819
Testing Specification .

BUSCOPAN COATED TABLETS 10MG
Customer code / Versian

RUSSIAN FEDERATION
651703 7 029

: 76586 F510a10203

76586_P520210401

Manufacturing Specification No. - 76586_P330AI0103

Tests

=wﬁx=ﬁuﬂ===:&=!:=z=:=E=u====;:===n==:===

Description

Odour

Dimensions : diameter

Dimensions: thickness

Average mgss

Disintegration time

oH

LECSS on drying

Identificavion - Hyoscine butyihromide

(FLCs

Jdegradalion products : BA 345 RR (TLE)
Dearadation products - ALI2 (TLC)
Degradation Froducts © BA 790 @R {TLL)

Cegradation sroducts
degradation precuct

Any unspecifieg
(TLC)

Identificatson
{RPLE)

Hyoscine butyibromige

Specifications

==z======#xu=§;mc::xnE===¢a=========s===

Round, white, biconvex, sugar-coated
tablets

Almost imperceptible

About 7.0 mn

About 3.7 mm

142.8 - 157 .5 mg

Requirement & (n=g teblets) : <= 10 min

Requirement B {n=g+ 12 further tablets)
At least 15 values <= I mip

45-65
NMT 5.0 %

Correspending 1o stendard

M1 0.8

e

WMT 0 2 %

KMT 0.8

a0

WMT 0.2 2

Lorresponding =g standard

DELPHARWM
Roims

Page: 2
Printed on: 8/10/18

Date of Manufacture: 15/06/18

Expiry Date . : 06 2021

Results

xg:HEBLx=====:z===t=:===a=n=:x

Conforms

Conforms

7.0 mm

3.8 mm

148 .3 mg/tab

Conforms

Individual values:

4 4 4
5 5 6
57

4.3 %

Conforms

ot detectable

Not detectable

Not delectable

Not detectable

Corforms



Certificate of Conformance and Analysis

Product Name : BUSCOPAN COATED TABLETS 1BMG RUSSIAN FEDERATION

Articie No. .: 306930 Customer code / Version 651701 / 026
Batch/Lot No.: 180819
BuTk Batch No: 180819

. 76586_P5102+0203
76586_P520a10401

Testing Specification

Manufacturing Specification ko, 76586_PI30AI0103

Specifications

Bt T ey ==

Active ingredient content - Hyoscine 9.5 - 16.5 mg/tab.
butylbromide (HPLC)
Dissolution test 45 min (HPLC) (n=6) :Individuals >= 75 %

(r=12}:Average >=70 ¥ & indijv, >=55 §
{n=24):Average >=78 ¥ BNMT 2 values <55%
& none < 45 %

Requirement A (n=10)
individual values (%)

Uniformity of dosage units- Hyascine
butylbromide (EP Method)(HPLC)

Requirement A (n=10}
The acceptance value (k=2.4) must not
be greater than 15.0

Uniformity ¢f dosage units: Hyescine
butylbromide (£P Method){HPLE)

Date of Analysis : §/10/18
No. of Analysis : 370402

Signature
Quality Control

Aude POITRINE

08 0CT, 201 | |0
i

g

DELPHARM
Reims

Page: 3
Printed on: 8/10/18

Date of Manufscture: 15/06/18

Expiry Date ;06 2021
Results

2.8 mg/tab

Conforms

91

Individual values

84 86 a8
89 95 96
Conforms

Individual values;
899.3 98.9 98 3
989 98.8 86.8
99.2 99.8 97
98.8

2.3



