CepTudHUKAT COOTBETCTBMS M AHAJIM3A

2

Heabpapm
Peiimc
CeprudukaT COOTBETCTBUS
Crpanuna: 1
Haneuarano: 24/11/21
B: 14:05:46

HasBanue nexapcTBeHHOTO BYCKOITAH TabneTku, TOKpEIThIE 000109K0H, 10MT
CpeAcTBa. Poccuiickas ®enepatust

Peructpammonnoe ynocrosepenne Ne: IT N014393/01

OnmcTepHas ynakoBka x 20
Kon 3aka3uuka / Bepcus: 784743 - 004
AKTUBHBIN UHTPEIUEHT(BI): I'mociuna Oytrnopomuy 10mr/Tabnerka
Aptukyn Ne: 320906
Howmep cepun: 210693
Howmep cepun HepacdacoBaHHOTO 210693
MPOJIyKTa:
JInuensus Ha nmpou3BoACTBO Ne: M 15/292
Howmep cripaBouHOr0 1OKYyMEHTa 71582
EudraGMDP
[TpousBoscTBEHHAS CrIeU(DUKALIHS: 76586 P330AI10103
TecroBas cnenmduranms Ne: 76586 _P510ai0203

76586 P520ai0401
Jata npousBojacTBa: 062021
CpOK TrOHOCTH: 052024
KonunuecTBo BBINYIIEHHOM cepuu: 92.340 en.

3asBieHne 0 cepTH(UKAIUH:
“HacrosiiM HOATBEPKJar0, 9TO BHIIEyKa3aHHAS HH(OPMAIHS SBISIETCS MOIMHHON W TOYHOH M, 9TO BCE CTAIUH

MIPOM3BO/ICTBA JAHHOW CEPUH TOTOBOTO MNPOJYKTa OBUIM BBINOJIHEHBI B ITOJHOM COOTBETCTBHHM C TpPEeOOBaHMSIM
Hapmnexameit npousBoacteennodt npaktukn (GMP) EC mectHoro PerynsitopHoro oprana m ¢ TpeOOBaHHUSIMU
PerucrpanmoHHoro ynoctoBepeHusi(-1if) cTpaHbl/CTpaH-IMIIOpTepa. 3alKCH O MPOM3BOACTBE, YIIAKOBKE M KOHTPOJIE
Ka4yecTBa CEpHH OBbIIIM MPOBEPEHBI M IPU3HAHBI COOTBETCTBYIOIUMHU TpeboBaHussM GMP. JI1o0ble OTKIOHEHUS ObUTH
OLICHEHBI U 3aKPBITHI J0 BbIMycka cepuu. Cepus BhINMyIllleHa Y TOTHOMOYEHHBIM JIULIOM.”

VYnolHOMOYEeHHOE JIMIO
IOAIINCH

Melanie HUYNH
29 HOA. 2021
Jenbdapm Peiimc
10 Pro Kononens [lapooHHO
51100 Peitmc, @panmus



CepTudmkar cooTBeTCTBUSA U aHanNn3a

2
Oe apm

Penmc

HasBaHue nekapcTBeHHOro CrpaHuua: 2

BYCKOITAH TabneTku, nokpbITbie

CpeAcTBa: o6onoukon, 10mr

ApTumkyn Ne : 320906 Kop 3akasuvka / Bepcus: 784743-002  Hameuwarano: 24/11/21
B: 14:05:46

Howmep cepun 1210693

Howmep cepun 1210693

HepacdacoBaHHOro

npogykta

TecTtoBas cneuundukauymnsa Ne: 76586_P510ai0203
76586_P520ai0401

76586_P330AI0103

[aTa npounsBogcrtea:
07/06/21

MpounsBoacTBeHHas cneumdukaumst Ne; Cpok rogHocTtu: 05/ 2024

UcnbiTaHne Cneuundumkauus PesynbTart

Onwucanue: Benble, kpyrnbie, OBOSKOBLIMYKIbIE CootBeTcTBYET
TabneTkn, NOKpbITbie 060N04KOM

3anax: MoYTn HeoLyTUMbIN CooTtBeTcTBYET

Paamepbl: gnametp Okoro 7,0 mm 7,0 Mm

Paamepbl: TonwmHa Okorno 3,7 Mm 3,7 MM

OAHOpPOAHOCTL Macchl: cpeaHee 142,5 - 157,5 mr 151,2 mr/Tab.

3HayeHne
PacnagaemocTb: TpeboaHue A (n=6) Tabnetok <= 10 MUH. CooTtseTcTBYET
TpebosaHue B (n=6+ 12 TabneTtok)
He meHee 16 <= 10 MuH.
OtgenbHble
3Ha4YeHus:
3 33
3 33
3HaueHune pH: 45-6,5 5,8
MoTepsa B macce npu <50% 4,0 %
BbICYLUMBAHUN:
MognuHHoCTL: TUTaHa anokcua MonoxuTenbHbIN CooTteeTcTBYET
MoanuHHocTk: M'MocuuHa CooTBeTcTBYET CTaHAAPTY CooTtBeTcTBYET

oyTunépomuga (TCX)

lMocTopoHHME npuMmecH:

BA 345 BR (TCX)
AD 12 (TCX)
BA 790 BR (TCX)

HeunpeHTuduumnposaHHasa npumech

(TCX)

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

He 6onee 0,2%

He obHapyxeHo
He obHapyxeHo
He obHapyxeHo

He obHapyxeHo



;epTUPUKaT COOTBETCTBUA N aHanu3a

2
Oe apm

Penmc
ine neKkapcTtBeHHOro CrpaHuua: 3

Ba: BYCKOITAH TabneTku, nokpbITbie

obonoukon, 10Mr

ApTumkyn Ne : 320906 Kop 3akasuvka / Bepcus: 784743-002  Hameuwarano: 24/11/21
B: 14:05:46

Howmep cepun 1210693

Howmep cepun 1210693

HepacdacoBaHHOro

npoaykta

TecTtoBas cneuundukauymnsa Ne: 76586_P510ai0203
76586_P520ai0401

76586_P330AI0103

Cneuundumkauus

[aTa npounsBogcrtea:
07/06/21

MpounsBoacTBeHHas cneumdukaumst Ne; Cpok rogHocTtu: 05/ 2024

UcnbiTaHne PesynbTart

MNognunHHoCTk: 'MocumHa
oyTnnépomunga (BIXKX)
KonunyecTtBeHHOE onpeaereHune:
'ocumHa 6yTnnépommuaa (BOXKX)
PactBopeHune

Bpewms: 45 muH. (BOXKX)

OaHOPOAHOCTL [O3UPOBaHUSA —
MocuuH 6yTunbpomua (MeTogmka
EBp. ®.) (BOXKX)

OpnHopoaHOCTb O03UPOBaHUS —

CooTBeTCcTBYET CTaHOapTy

9,5 - 10,5 mr/ TabneTka

(n=6): cpeanHee n oTaeNbHLIE
3HaveHusa >= 75%

(n=12): cpegHee 3HayeHne >= 70%,
OoTAenbHble 3HavyeHns >= 55%

(n=24): cpegHee 3HauyeHne >= 70%, He

Oornee 2-x oTAEeNbHbIX 3HAYEHUN >=
55%, HK oaHO < 45%

TpebosaHue A (n=10)
WHaneuayansHoe 3HaveHue (%)

CootBeTtcTBYET

9,8 mr/ TabneTtka

CootBeTtcTBYET

93

OTaenbHble
3Ha4yeHus:
95 99 90
99 82 95
CootBeTtcTBYET

OTaenbHble
3Ha4YeHus:

96,7 97,8 97,7
96,6 99,3 101,2
98,2 100,4 98,7
99,2

[ocuymH 6ytunbpomus (vetoanka  TpeGosaHue A (n=10) 3,2
EBp. ®.) (BOXKX)
3HaueHue npuemnemocTtu (k=2,4) He
JomkKHo bbiTh 6onee 15,0
OcTaTo4Hble pacTBOPUTESN:
OTtaHon (rasoBas xpomatorpacus)  He 6onee 0,5% 0,1 %
Obuwee yncno aspobHbIX
MukpoopraHuamor (TAMC) (metogq  He 6onee 103KOE B 1T <10 KOE/r
Esp. 9.)
ObLee Yncno opoXocKeBbIX U
nnecHeebix rpnboe (TYMC) (metogq He 6onee 102KOEB 1T <10 KOE/r
Esp. 9.)
Escherichia coli (memod Esp.®.) OtcytctBne B 1r OtcytctBue B 11
MprmeyaHus:
OueHka: CooTBeTCTBYET Cneundurkaumm
[aTta aHanu3a: 24/11/21 Moanuckb
AHanns Ne: 409565 KoHTponb kavectBa  Aude Poitrine

24 HOA 2021

(moanuchb)



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.:

Manufacturing specification

Testing specification:

Date of Manufacture

Expiry Date:

Batch quantity released:

Certificate of Conformance

BUSCOPAN COATED TABLETS 10MG

RUSSIAN FEDERATION

MARKETING AUTHORIZATION No.:P N014393/01

20-BLISTER

784743 - 004

HYOSCINE BUTYLBROMIDE 10MG/TABLET

320906

210693

210693

M 15/292

71582

76586_P330AI0103

76586_P510ai0203

76586_P520ai0401

06 2021

05 2024

92,340 UN

%

DELPHARM
Reims

Page: 1
Printed on:24/11/21
at:14:05:46

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 teo 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

Signature Qét{(é%

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. France



Certificate of Conformance and Analysis

Product Name :
Article No. .: 320906
Batch/Lot No.: 210693
Bulk Batch No: 210693
Testing Specification

BUSCOPAN COATED TABLETS 10MG
Customer code - Version: 784743 - 004

RUSSTIAN FEDERATION

: 76586_P510ai0203

76586_P520ai0401

Manufacturing Specification No.: 76586 P330AI0103

2

DELPHARM
Reims

Page: 2
Printed on:24/11/21
at:14:05:46

Date of Manufacture: 7/06/21

Expiry Date . 05 2024

Tests Specifications Results

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

Odour Almost imperceptible Conforms

Dimensions: diameter About 7.0 mm 7.0 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)

Degradation products: Any unspecified
degradation product (TLC)

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

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

4.5 - 6.5
NMT 5.0 %

Positive

Corresponding to standard

NMT 0.8 %
NMT 0.2 %
NMT 0.5 %

NMT 0.2 %

151.2 mg/tab.

Conforms

Individual values:
3 3 3
3 3 3
5.8

4.0 %

Conforms

Conforms

Not detectable

Not detectable

Not detectable

Not detectable



Certificate of Conformance and Analysis

Product Name :
Article No. : 320906
Batch/Lot No. : 210693
Bulk Batch No: 210693
Testing Specification

BUSCOPAN COATED TABLETS 10MG
Customer code - Version: 784743 - 004

RUSSIAN FEDERATION

: 76586_P510210203

76586_P520ai0401

Manufacturing Specification No.: 76586_P330A10103

2

DELPHARM
Reims

Page: 3
Printed on:24/11/21
at:14:05:46

Date of Manufacture: 7/06/21

Expiry Date . . 05 2024

Tests Specifications Results
Identification : Hyoscine butylbromide Corresponding to standard Conforms
(HPLC)
Active ingredient content : Hyoscine 9.5 - 10.5 mg/tab. 9.8 mg/tab.
butylbromide (HPLC)
Dissolution test 45 min (HPLC) (n=6) :Individuals >= 75 % Conforms
(n=12):Average >=70 % & indiv. >=55 %
(n=24):Average >=70 % &NMT 2 values <55% 93

Uniformity of dosage units: Hyoscine
butylbromide (EP Method)(HPLC)

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)

& none < 45 %

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

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 1g

Individual values:

95 99 90
99 82 95
Conforms

Individual values:
98.7 97.8 97 7

96.6 99.3 101.2
98.2 100.4 98.7
99.2

3.2

01%

< 10 CFU/g

< 10 CFU/g

Absence in 1g

Remarks:

Date of Analysis : 24/11/21
No. of Analysis : 409565

Signature
Quality Control

2 & NOV. 2021
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