CepTtucukat cooTBeTCTBMSA U aHanNu3a

HasBaHune nekapcTBeHHOro
cpeacrBa:

Kopx 3aka3umka / Bepcusi:
AKTUBHBIA UHTPEAUEHT(bI):
Aptukyn Ne:

Howmep cepuu:

Howmep cepun HepacdacoBaHHOTO
MIPOAYKTA:
JInuensus Ha mpou3BoaCTBO Ne:

Howmep cripaBo4HOT0 TOKyMEHTa
EudraGMDP

HpOI/I3BO,HCTB€HHa$I cneumbmcam/m:

TecroBas cnermdukanus Ne:

Jata npousBojacTBa:
CpOK TOHOCTH:

KonnuecTBo BBINTYIIEHHON cepuu:

2

Denbdapm
Penmc
CepTudumkat cooTBETCTBUS
CrpaHuua: 1
HaneuataHo: 15/04/21
B: 14:45:37

BYCKOITAH TabneTkn, HOKpBIThIE 000J109K0H, 10MT
Poccuiickas denepanus
Perucrpaumonnoe ynocrosepenne Ne: [T N014393/01

OmucrepHas ynakoBka x 20

784743 - 002

I'mocrimna Gytunopomuy 10mr/Tabnerka
320906

210201

210201

M 15/292
71582

76586 _P330AI0103

76586 P510ai0203
76586 P520ai0401

02 2021
012024

42.289 en.

3asBieHne 0 cepTH(UKAIUH:

“HacTosmum MmoATBepkK/1ato, 9TO BhINICyKa3aHHass HHPOpMAITHS SBISETCS MOMIUHHOW M TOYHOH M, UTO BCE CTATUU

IIPpON3BOJICTBA JTaHHOM CEpHUHU TOTOBOT'O IIPOJAYKTa OBLIM BBIMIOJIHEHBI B IMOJHOM COOTBETCTBHH C TpC6OBaHI/I}IM

Hapmnexameit npousBoacteennodt npaktukn (GMP) EC mectHoro PerynsitopHoro oprana m ¢ TpeOOBaHHUSIMU

PerucrpanionHoro ynocropepeHusi(-uit) CTpaHbl/CTpaH-UMIOPTEpa. 3aliCh O HPOU3BOICTBE, YIIAKOBKE H KOHTPOIIE
P ECIS e T iy,

Ka4yecTBa CEpHH OBbIIIM NPOBEPEHBI M IPU3HAHBI COOTBETCTBYIOIIMMHU TpeOoBaHM G M bICIATKIIOHEHUS OBLITH

OLICHCHBI U 3aKPBITHI 1O BBIITYCKA CCPUU. CCpI/IH BBIITYIICHA VI0JIHOMOYEHHBE

YnonHoModeHHoe nNuie //
noanucb {

Melanie HUYNH

16 AMNP. 2021 \
Denbtapm Peiimc _

10 Pio Konoxenb LapBoHHO ™,
51100 Pewnmc, PpaHuus



CepTudmkar cooTBeTCTBUSA U aHanNn3a

HasBaHue nekapcTBeHHOro
cpeAacTBa:

ApTukyn Ne : 320906
Homep cepun 1210201
Homep cepun 1210201
HepacdacoBaHHOIo

npoaykra

TecToBas cneundgukaums Ne:

MpousBoacTBeHHas cneumdukaums Ne:

BYCKOITAH TabneTku, nokpbITbie
o6onoukon, 10mr

Kop, 3akasuuka / Bepcus: 784743-002

76586_P510ai0203
76586_P520ai0401
76586_P330AI10103

2
Oe apm

Penmc

CtpaHuua: 2

HaneuataHo: 15/04/21
Bpems: 14:45:37

[aTa npounssogcrtea: 9/02/21

Cpok rogHocTtu: 01/ 2024

UcnbiTaHue Cneuudumkauus PesynbTtat

Onwucanue: Benble, kpyrnblie, OBOSKOBLIMYKIbIE CootBeTcTBYET
TabneTku, NOKpbITbie 060I0YKON

3anax: Moyt HeoLWyTUMBIN CooTtBeTcTBYET

Paamepbl: gnametp Okono 7,0 mm 6,9 Mm

Paamepbl: TonwmHa Okono 3,7 Mm 3,7 Mm

OaHOpPOaAHOCTL Macchl: cpeaHee
3Ha4yeHune

PacnagaemocTb:

3HaueHue pH:

MoTepa B macce npu
BbICYLUNBaHWW:

MNMognunHHocTb: TuTana gmuokecng,

MoanuHHoCTL: NMocunHa
6yTunépomunga (TCX)

MocTopoHHWe npymecu:

BA 345 BR (TCX)

AD 12 (TCX)

BA 790 BR (TCX)
HenpgeHTndumumposaHHas npMmechb
(TCX)

142,5-157,5 mr

TpeboBaHue A (n=6) Tabnetok <= 10 MUH.
TpeboBaHue B (n=6+ 12 TabneTok)
He meHee 16 <= 10 MuH.

45-6,5

<50%

NonoXuTtesnbHbIN

CooTBeTcTBYET CTaHOapTy

He 6onee 0,8%
He 6onee 0,2%
He 6onee 0,5%

He 6onee 0,2%

- .\a
SR

150,3 mr/TabneTka

CooTtBeTcTBYET

OTpenbHble
3HaYeHus::
4 4 4

4 55
5,8

3.4 %

CooTtBeTcTBYET

CooTtBeTcTBYET

)

He ¢GrApyxeHo

,c HerotinapyxeHo

He/ g,q.j;spymeHo

'O 4



CepTudmkar cooTBeTCTBUSA U aHanNn3a

HasBaHue nekapcTBeHHOro
cpeAacTBa:

ApTukyn Ne : 320906
Homep cepun 1210201
Homep cepun 1210201
HepacdacoBaHHOIo

npoaykra

TecToBas cneundgukaums Ne:

MpousBoacTBeHHas cneumdukaums Ne:

UcnbiTaHue

BYCKOITAH TabneTku, nokpbITbie
o6onoukon, 10mr

Kop, 3akasuuka / Bepcus: 784743-002

76586_P510ai0203
76586_P520ai0401
76586_P330AI10103

Cneuundomkauyumsn

2
Oe apm

Penmc
CtpaHuua: 3

HaneuataHo: 15/04/21
Bpems: 14:45:37

[aTa npounssogcrtea: 9/02/21

Cpok rogHocTtu: 01/ 2024

PesynbTtat

MoanuHHOCTL: NMocunHa
oyTnmnépomunga (BIXKX)
KonunuyecTtBeHHOE onpeaerneHue:
MmocuuHa 6yTundpommaa (BOXKX)
PactBopeHune

Bpewmsi: 45 muH. (BOXKX)

OaHOpPOOHOCTL [O3UPOBAHUS —
MmocuuH 6yTunbpomua (MeToguka
EBp. ®.) (BOXKX)

OaHOPOAHOCTL [O3UPOBaHUSA —
M'mocuuH 6yTunbpomma (MeToguka
EBp. @.) (BAXKX)

OcTaTou4Hble pacTBOpUTENN:
OTtaHon (rasoBas xpomarorpacdus)
O6bLee 4Yncno aspobHbIX
MukpoopraHusmos (TAMC) (meToa
Egp. @.)

ObLLee Yncno opoxcKeBbIX U
nnecHesbIX rpnbéos (TYMC) (meToa
Esp. 9.)

Escherichia coli (memod Egp.®.)

MpumeyaHus:

OueHka:

JaTta aHanuaa: 15/04/21
AnHanuna Ne: 402310

CooTBeTcTBYeT creludukaumm

CooTtBeTcTBYET CTaHOapTy

9,5-10,5 mr/ TabneTka

(n=6): cpegHee 1 oTaeNbHbIE
3Ha4veHus >= 75%

(n=12): cpeaHee 3HayveHne >= 70%,
oTaenbHble 3Ha4YeHnsa >= 55%

(n=24): cpegHee 3HayeHue >= 70%, He
Oonee 2-x oTAeNbHbIX 3HAYEHUN >=
55%, HK ogHO < 45%

TpeboBaHnue A (n=10)
WHaneumayanbHoe 3HaveHue (%)

TpebosaHne A (n=10)

3HaveHune npuemnemoctu (k=2,4) He
OomxHo 6bITb Bonee 15,0

He 6onee 0,5%

He 6onee 103 KOEB 1T

He 6onee 102KOEB 11

OtcyTtctBMEB 1T

MNognucb

KoHTponb KauecTBa:, - T 7wt
“AudeBGirine

(noanwuce)

CootBeTtcTBYET

9,9 mr/ TabneTka

CootBeTtcTBYET

94

OTaenbHble
3HaYeHus:
93 93 90
99 97 93
CootBeTtcTBYET

OTaenbHble
3HayeHus:

97,8 98,1 99,3
98,3 98,2 101,6
98,3 100,5 99,7
97,6

3,1

0,2%

<10 KOE/r

eI B0 “CANR o
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DELPHARM
Reims

Certificate of Conformance and Analysis

Certificate of Conformance

Page: 1
Printed on:15/04/21
at:14:45:37

Product:

Customer code - Version:

Active Ingredient(s):

Article No

Batch/Lot No.:

Bulk Batch No

N° of Manufacturing Authorization:

EudraGMDP Document Reference No.:

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released

BUSCOPAN COATED TABLETS 10MG

RUSSIAN FEDERATION

MARKETING AUTHORIZATION No.:P N014393/01

20-BLISTER

784743 - 002

HYOSCINE BUTYLBROMIDE 10MG/TABLET

320906

210201

210201

M 15/292

71582

76586_P330A10103

76586_P510a10203

76586_P520a10401

02 2021

01 2024

42.289 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
Tocal Regulatory Authority, the EU and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packaging and analysis records have been reviewed and
found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch release

The batch has been released by a Qualified Person”.

Qualified Person Mélanjed ) YINH
Signature A/ CLZ&&&*@
16 gv’; 07

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name :
Article No. : 320906
Batch/Lot No.: 210201
Bulk Batch No: 210201
Testing Specification .

BUSCOPAN COATED TABLETS 10MG
Customer code - Version: 784743

RUSSIAN FEDERATION
- 002

: 76586_P510a10203

76586_P520ai0401

Manufacturing Specification No.: 76586_P330AI10103

2

DELPHARM
Reims

Page: 2
Printed on:15/04/21
at:14:45:37

Date of Manufacture: 9/02/21

Expiry Date . ;01 2024

Tests Specifications Results

Description Round, white, biconvex, sugar-coated Conforms
tablets

Odour Almost imperceptible Conforms

Dimensions: diameter About 7.0 mm 6.9 mm

Dimensions: thickness About 3.7 mm 3.7 mm

Average mass

Disintegration time

pH
Loss on drying

Identification of the dye: Titanium
dioxide
Identification : Hyoscine butylbromide
(TLC)

Degradation products : BA 345 BR (TLC)

Degradation products : AD12 (TLC)

Degradation products : BA 790 BR (TLC)

Any unspecified
(TLC)

Degradation products:
degradation product

142.5 - 157.5 mg
Requirement A (n=6 tablets) : <= 10 min

Requirement B (n=6+ 12 further tablets)
At Teast 16 values <= 10 min.

45 -6.5
NMT 5.0 %

Positive

Corresponding to standard

NMT 0.8 %
NMT 0.2 %
NMT 0.5 %

NMT 0.2 %

150 3 mg/tab
Conforms

Individual values:
4 4 4
4 5 5
5.8

3.4 %

Conforms

Conforms

Not detectable

Not detectabie

Not detectable

Not detectable



Certificate of Conformance and Analysis

Product Name :
Article No. .: 320906
Batch/Lot No.: 210201
Bulk Batch No: 210201

BUSCOPAN COATED TABLETS 10MG
Customer code - Version: 784743

RUSSIAN FEDERATION
- 002

2,

DELPHARM
Reims

Page: 3
Printed on:15/04/21
at:14:45:37

Testing Specification . : 76586 _P510ai0203 Date of Manufacture: 9/02/21
76586_P520ai0401
Manufacturing Specification No.: 76586_P330AI0103 Expiry Date . : 01 2024
Tests Specifications Results
Identification : Hyoscine butylbromide Corresponding to standard Conforms
(HPLC)
Active ingredient content : Hyoscine 9 5 - 10.5 mg/tab. 9.9 mg/tab.
butylbromide (HPLC)
Dissolution test 45 min (HPLC) (n=6) :Individuals >= 75 % Conforms
(n=12):Average >=70 % & indiv. >=b5 %
(n=24):Average >=70 % &NMT 2 values <55% 94
& none < 45 %
Individual values
93 93 90
99 97 93
Uniformity of dosage units: Hyoscine Requirement A (n=10) Conforms
butylbromide (EP Method)(HPLC) Individual values (%)
Individual values:
97.8 98.1 99.3
98.3 98.2 101.6
98.3 100.5 99.7
97.6

Uniformity of dosage units: Hyoscine

butylbromide (EP Method)(HPLC)

Residual solvents: Ethanol (GC)

Total Aerobic Microbial Count (TAMC)
(EP Method)

Total combined Yeasts and Moulds Count

(TYMC) (EP Method)

Escherichia coli (EP Method)

Requirement A (n=10)

The acceptance value (k=2.4) must not
be greater than 15.0

NMT 0.5 %

Not more than 10 raised to the power
3 CFU/g

Not more than 10 raised to the power
2 CFU/g

Absence in lg

g

K \ S
D, ;’X

Absence in 1lg

Date of Analysis : 15/04/21
No. of Analysis : 402310

----------------------- - -Ande POITRINE -1

Signature
Quality Control

15 AVR. 2021
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