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CepTudmnkar cooTBeTCTBUA M aHanu3a

HassaHwe nekapcTeeHHOro
cpeacTea:

Kopa 3akazuunka / eepcus:
AKTUBHGLIN uHrpeaneHT(bl).
ApTrkyn Ne:

Homep cepun:

Homep cepvun
HepacdacoBaHHOIC NPOAYKTA:

JlnueHsuns Ha npoussoacTeo Ne:

Homep cnpaBo4HOre AOKyMeHTa
EudraGMDP

MNpoussoncTeeHHas
cneuuguKaumns:

Tectosan cneuyncpurkayma Ne:

Hata npounssoacTea:

Cpok rogHoCTH:

Konu4ecTBo BhINYLLEHHON CEpUM:

CepTudmkat cooTBETCTBUA

CtpaHuua: 1

Peiimc

Hane4vataxo: 31/10/19

BYCKOMAH TatneTku, nokpbiThie oBonovkon, 10mr

Poccua

PeructpauuoHHoe yaoctoepeHue Ne: M N014393/01

BnucrepHas ynakoeka x 20

651701 - 030

MwocuvHa 6yTunBpomug 10mr/rabneTka
306930

191013

191013

M 15/292
45121

76586_P330A10103
76586_P510ai0203
76586_P520ai0401

07/2019

07/ 2022
178,639 ep.

3ansneHue o cepTudukaumn:

“Hacroawmm noaTeepxaale, YTo BbileyKazaHHan HopMaUns ABNAETCS A0CTOBEPHON 1
npaBunsHON. flaHHas cepus NekapcTBEHHOrO CPEeACTBa NPON3BEAEHA NONHOCTLIO
cooTBeTCTBYET TpebosaHuaMm Hagnexawen Nnpon3soacTEeHHOMN npalcmxvl (GMP) EC, MecCTHbIX

cepun BbLINY NPOBEPeHbl U NPU3HAHbLI COOTBETCTBYIOLIMMKY TpeBoBEH
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Ceptudukar coorseTcTsma U aHanu3a

Hazsanue neKapCcTBeHHOro
cpeacTea.

ApTnkyn Ne : 306930
Homep cepun : 191013
Homep cepun 191013
HepacgacoBaHHOro

npoaykTa

TecTopan cneyudukauwsa Neo:

BYCKOIMAH TabneTku, NnokpeiTbie
oBono4kon, 10mr

Kop 3akasuwka / Bepeus; 651701-030

76586_P510ai0203
76586_P520ai0401

HpounaeoacTeeHHaA cneundukaumna Ne: 76586_P330Al10103
WcnbiTanue Cneuucdukaymsn
Onucanue: Benuie, kpyrnoie, ABOAKOBLINYKNbIE

3anax:
Pasmepbl: gnameTp
Pasmepbl: TonwuHa

OAHOPOAHOCTE MACChl; CpeaHee
3HaveHwne

PacnapaemocTb:

3HaueHue pH:

HOTepﬂ 8 Macce npu
BbICYLLUNBAHWW:

MoanuuHoCTh: MMOCUMHA
Bymunbpomupa (TCX)

MocTopoHHKUe NpuMecH:

BA 345 BR (TCX)

AD 12 (TCX)

BA 790 BR (TCX)
HeuaeHTudhmumposaHHan npuMech
(TCX)

TabneTku, NOKPLITLEIE OGONOYKOM
MouTH HEOLYTUMBIR

Oxono 7,0 mm

Okono 3,7 mm

142,5 - 1575 mr

Aenbchapm
Peimc
CrpaHuua: 2

HaneuaTaHo: 31/10/19

Jara npoun3soacTea:
23/07M19
Cpox rogHoctu: 07/ 2022

Pesynwrar

CootBeTcTeyeT

CooreeTCTRYET
6,9 MM
3,8 mm

150,5 mritabneTka

Tpebosanune A (n=6) TabneTtok <= 10 muH.  CooTBETCTBYET
TpeboeaHue B (n=6+ 12 Tabnetok)
He meHee 16 <= 10 MuH.

OTpentHble

3Ha4eHus:

4 55

55655
45-65 56
£50% 4.0 %
CooTeeTcTRYET CTAaHAAPTY CootBeTcTeyeT
He Gonee 0,8% fd’ ]ﬂé O%H
He Gonee 0,2% °He oGHapymeﬂo \
He Gonee 0,5% 10 .Cablﬂlmﬂﬂeﬂb
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CepTudukar coorBeTcTBUA U aHanu3a

HazeaHwne NeKapcTBeHHOro
cpencrea:

ApTukyn Ne : 306930
Homep cepun - 191013
Homep cepwn 1191013
HepacacoBaHHOMO

npogykTa

TecToBas cneundukauma Ne:

MpoussoacTeeHHan cneuwdukauma Ne;

WenbiTanue

MoanuHHocTe: MMocunHa
SyTunBpomuga {BIXKX)

KonuyecTteeHHoe onpegenexHne:

MocuvHa GyTunbpomuaa
(BOXKX)

PacTtsopexue
Bpema: 45 muH. (BIX)

OAHOPOAHOCTD JO3UPOBAHNA —
Mvocuun GyTunbpomua
(meToauka Eep. ®.) (BIXX)

OAHOPOAHOCTL AO3MPOBAHNA —
MwocuuH ByTunBpomna
(MeToguka Esp. @) (BOXKX)

Mpumevanns;

OueHka:

Nara aHanuza:  31/10/19
AHanua Ne: 384808

BYCKONAH tabneTku, nokpbiTeie
obonoukoi, 10mr

Koa 3aka3uwka / eepeuns; 651701-030

76586_P510ai0203
76586_P520ai0401
76586_P330A10103

Cneundwukaumna

CooTeeTCTBYET CTAHAAPTY

9.5 - 10,5 mr/ TabneTxa

(n=6): cpeaHee v oTAENbHLIE 3HAYeHWs >=
75%

(n=12): cpeaHee 3Ha4eHne >= 70%,
oTAenbHble 3Ha4YeHus >= 55%

(n=24): cpeaHee 3HaueHne >= 70%, He
Oonee 2-x oTAENbHLIX 3Ha4YeHWl >= 55%,
HW 0aHO < 45%

TpeboraHue A (n=10)
MHauenayancHoe 3HaueHue
(%)

TpeGopanue A (n=10)

Aenbgapm
Peimc
CrtpaHuua: 3

Hanevarano: 31/10/19

[ara npoussoacrea:
23/07/19
Cpok rogaHoctn: 07/ 2022

PesyneTar

CooTteercTByeT

10,0 mr/ TabneTka

CootseTtcreyeT

96

OTtgentHete
3HaJEeHUR:
96 97 96
96 97 95

CooTteeTcTByeT

OTaencHele
3HaveHWA:

100,7 100,11 99,4
100 5 101,9 99
100,7

3HadyeHue npuemnemocTy (k=2,4) Hﬁ
AonwHo BbiTe Gonee 15,0

s

CooteeTcTRyeT cneuudukaumm

Noanucs
KoHTponb kavecTea
(noganuce)

i&\%__ﬁ/
o M(_)C_B Y ﬂné
e " e

CaHO¢M E”J‘t‘cwﬂ» 'II_ 5
Sanofi Russia AO ' i

J
‘G &
";'b

31.11.2019 C Barnep



Certificate of Conformance and Analysis

Product:

Customer code - Version:

Active Ingredient(s):

Article No.:

Batch/Lot No. :

Bulk Batch No:

N° of Manufacturing Authorization:

EudraGMDP Document Reference No.:

Mgnufacturing specification

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

DELPHARM
Reims

Certificate of Conformance

BUSCOPAN COATED

Page: 1
Printed on:31/10/19

TABLETS 10MG

RUSSIAN FEDERATION

MARKETING AUTHORIZATION No.:P N014393/01

BLISTER X 20

651701

- 030

HYOSCINE BUTYLBROMIDE 10MG/TABLET

306930

191013

191013

M 15/292

45121
TH586_P330AI0103
76586_P510ai0203
76586_P520210401
07 2019

07 2022

178,639 UN

Certification statement:

E£CTH

"I hereby certify that the above information is authentic and accurate and that all t:.ﬂ”"aincto stages

of this batch of finished product have been carried out in full compliance with thedt
loca’ Regulatory Authority, the EU and with the requirements of the Marketing Aut)
destination country/countries. The batch processing, packaging and analysis reco
found to be in compliance with GMP. Any deviations have been assessed and closedy

The batch has been released by a Qualified Person”.

Qualified Person
Signature

Delpharm Reims
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Certificate of Conformance and Analysis

Product Name : BUSCOPAN COATED TABLETS 104G RUSSIAN FEDERATION Page: 2

Article No. : 306930 Customer code - Version: 651701 - 030 Printed on: 31/10/19

Batch/Lot No.: 191013

Bulk Batch No: 191013

Testing Specification . : 76586_P510ai0203 Date of Manufacture: 23/07/19
76586_P520ai0401

Manufacturing Specification No.: 76586 _P330AI0103 Expiry Date .. QF 2622
Tests Specifications Results
Description Round, white, biconvex, sugar-coated Conforms
tabiets
Odour Almost *mperceptible Conforms
Dimensions: diameter About 7.0 mm 6.9 mm
Dimensions: thickress About 3.7 mm 3.8 mm
Average mass 142.5 - 157.5 mg 15C.5 mg/tab
M sintegration tine Requirement A {n=5% tablets) : <= 10 min Conforms

Requirement B (n=6+ 12 further tabiets)
At Teast 15 values <= 10 min
Individual vaiues:

4 ) 5
5 § &
pH 45 - 6.5 56
Loss on drying NMT 6 0 % 401
Identification : Hyoscine butylbromide Corresponding to standard Conforas
(TLC)
Degradation products - BA 345 BR (TLC) NMT 0.8 ¢ Not detectable
Degradation products : AR1Z (TLC) NMT 0.2 %

Degradatron products : BA 790 BR (TLC) NWMT 0.5 X

legradation products. Any unspecified MMT 0.2 %
degradation product (TLC)

Tdentification ; Hyoscine butylbromide Corresponding to standard
{HPLC)




Certificate of Conformance and Analysis

DELPHARM
Reoims

Product Name : BUSCOPAN COATED TABLETS 10MG RUSSIAN FEDERATION Page: 3

Article No. .: 306930 Customer code - Version: 651701 - 030 Printed or: 31/11/19

Batch/Lot No.: 191013

Bulk Batch No: 191013

Testing Specification . . .: 76586_P510a10203 Pate of Manufacture: 23/07/19
76586_P520a10401

Manufacturing Specification No.: 76586_P330AI0103 Expiry Date . . L 0F 2022
Tests Specifications " Results
Active ingredient content : Hyoscine 9.5 - 10.5 mg/tab. 10.0 mg/tab

butylbromide (HPLC)

Dissolution test 45 min  (HPLC) (n=6} :Individuals »>= 75 % Conforms
(n=312):Average >=70 % & indiv. »=55 %
(n=24):Average >=70 % BNMT 2 values <55% 96

& none < 45 %
Individual values
96 97 96
96 97 95
Uniformity of dosage units: Hyoscine Requirement A (n=10) Conforms
butylbromide (EP Method){(HPLC) Individual values (%)
Individual values:
100.7 10¢.1 99 4
100.5 i01.9 99
100.2 99.1 160.7
99.7
Uniformity of dosage wnits: Hyoscine Requirement A (n=10) 2.1
butylbromide (EP Method)(HPLC) The acceptance value (k=2 4) must not

be greater than 15.0

Date of Analysis : 31/10/19 Signature
No. of Analysis : 384808 Quality Control
(‘cunf.; WET
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