CepTtucukar cooTBeTCTBUA U aHaNm3a

)

DELPHARM
Reims

CepTundukaTt cooTBETCTBUS

Mpoaykr:

Koa 3akasuuka / Bepcus
JencTaylowwmne BewecTsa

ApTukyn Ne:

Ne naptuu/cepun

Ne cepuu 6anka:

Ne JlnueH3nn npomssoacTBa:
Ne Ceptudukara:

lMNpounsBoacTeeHHas cneumdukaumns:

TecTtoBasa cneundukaums Ne:

[arta npoussoacTsa:
[laTta okoH4YaHUsA cpoka rogHoOCTH:
Pasmep BbinyLLeHHON cepun:

Crpanwuna 1
Jara meuatu: 16/09/22
B 13:59:03

BYCKOTIMAH Tabnetku, nokpbiTble o6onoykon, 10mr
Poccuickan degepaumns

PernctpaunoHHoe ygoctosepeHue Ne: [1
N014393/01
6nuctepHasa ynakoBka x 20

784743 - 004
MocumHa 6yTunbpomng 10mr/TabneTtka

320906
211245A
211245

M 15/292
2020/HPF/FR/013
76586_P330AI0103

76586_P510ai0203
76586_P520ai0401
10 2021

09.2024
166.930 E.

CepTudukaLMoHHOE 3asiBreHUE:

«HacToswmm noaTeBepkaalo, YTO BbllleykasaHHas WMHdopmauus siBNsSieTcs OOCTOBEPHOW U
TOYHOWM N YTO BCe 3Tarbl NPOM3BOACTBA 3TOW CEPMM FOTOBOW MPOAYKLUMM ObINKN BbINOMHEHbL! B
nofHoM cooTBeTcTBUM C TpeboBaHnaMM GMP MecTHbIX perynupytowmx opraHos, EC wu
TpeboBaHuAMKM, copepXawuMncs B PErMcTpauMoHHOM  YOOCTOBEPEHUW  CTpaHbl/CTpaH
HasHayeHusi. [loKyMeHTbl, Kacalolmecss Npou3BoACTBa, YNakOBKM W aHanuMsa cepun, Obinu
NpoBepeHbl 1 NpU3HaHbI cooTBeTCTBYOWUMN TpeboBaHusm GMP. Mo dakTy nobbix OTKIOHEHNI
Oblna npoBedeHa MpoBepka, BOMPOCbI ObinM 3aKkpbiTbl A0 Bbinycka cepuun. Cepusi Gbina
BbiMyLLEHa YNONHOMOYEHHBIM NTULIOMY.

YRnonHoMo4eHHoe NuLo
MNoanuckb
<NnMOoANUCHL>
Delpharm Reims 20 CEH 2022
10 Rue Colonel
Charbonneaux

51100 Reims. ®paHuusa
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New Stamp


Ceprudukar cOOTBETCTBHS U AHAJIHU3A

S

DELPHARM
Reims
HazBanue BYCKOIIAH tabneTku, mOKpBITEIE 000709K0H, 10MT Crpanwuna: 2
TPOJIYKTa:
[pomyxT Ne: 320906 Kopn 3aka3zuuka / Bepcust 784743-004 Jara neuyaru: 16/09/2022
Ne maptun/cepun 211245A B 13:59:03
Ne cepum Oanka: 211245

TecroBas cnenudukamus Ne:76586 P510ai0203
76586 P520ai0401

[IpousBoacrennas cnenupukanust Ne: 76586 _P330A10103

Jara nmpousBojactsa: 4/10/21

[Jata ucteueHus cpoka
roguoctu: 09 2024

TTokazarenn Hopma PesynbTar

Ommucanue beunble, kKpyrible, 1BOSKOBBITYKIbIe COOTBETCTBYET
TabJIeTKH, IIOKPHIThIE 000JI0YKON

3amax [Toutn HEOHTy TUMBII CooTBeTCTBYET

Pasmepsr: muametp Oxkogo 7,0 MM 7,0 MM

Pa3mepsr: TonmHa Oxkomno 3,7 MM 3,7 MM

OnHOPOAHOCTH Macchl: cpennee  142,5 - 157,5 mr 150,4 mr/Tab.

3HaYCHHUE

PacmagaemocTs: Tpebopanue A (n=6) TabneTok <= COOTBETCTBYET

3navenne pH:

HOTepH B MaccCe Ipu
BBICYIIIMBAHUMU!

TTomnmuanocTh: I'nocuna
oytunopomuna (TCX)
TloctoponHue npumecH:
BA 345 BR (TCX)

AD 12 (TCX)

BA 790 BR (TCX)
HeunenrudunupoBanHas
npumech (TCX)

TTomnmuanocTh: I'nocuaa
Oytunopomuna (BOXKX)

10 MuH.
TpeboBanue B (n=6+ 12 TabieTok)
He menee 16 <= 10 muH.

4,5-6,5

<5,0%

Coo0TBETCTBYET CTaHAAPTY

He 60mee 0,8%
He 60omee 0,2%
He 6omee 0,5%
He 60omee 0,2%

Coo0TBETCTBYET CTaHAAPTY

OTZ[CJ'IBHBIG 3HAYCHUS .
445
556

He oGHapysxeHo
He oGunapysxeHo
He oGHnapyxeHo
He oGHnapysxeHo

CooTBeTCTBYET


I0519973
New Stamp


S

Ceprudukar cOOTBETCTBHS U AHAJIHU3A

DELPHARM
Reims
HazBanue BYCKOIIAH tabneTku, mOKpBITEIE 000709K0H, 10MT Crpanurna: 3
MPOAYKTA:
[pomyxT Ne: 320906 Kopn 3aka3zuuka / Bepcust 784743-004 Jara neuyaru: 16/09/2022
Ne maptun/cepun 211245A B 13:59:03
Ne cepum Oanka: 211245
TecroBas cneunduxamms Ne:76586 P510ai0203 Hara npousBoactsa: 4/10/21
76586 _P5202ai0401
[Ipouseoacreennas cneruduraryst Ne: 76586 P330A10103 [Jata ucteueHus cpoka
roagnoctu: 09 2024
TTokazarenn Hopma PesynbTar
KonuuectBennoe onpenenenue: 9,5 — 10,5 mr/ rabnerka 9,8 mr/ TabieTka
I'uociuHa OyTraOpoMuIa
(BOXKX)
PacTBOpeHue
Bpewms: 45 mun. (BOXKX) (n=6): cpenHEE U OTACTHHBIC CoOTBETCTBYET
3HaueHus >= 75%
(n=12): cpennee 3naueHue >= 70%,
OTJIeNbHbIe 3HaUeHus >= 55% 91
(n=24): cpennee 3HaueHue >= 70%,
He OoJiee 2-X OTNIENBHBIX 3HAYCHUN
>=55%, Hu ogHO < 45% OTaenbHBIC 3HAYCHUS:
95 84 82
96 93 93
OnHOPOAHOCTE 103upoBanus —  Tpebopanue A (n=10) CoOTBETCTBYET
T'uociud Oy THAOpOMU WNunuBunyansaoe 3HaueHue (%)
(meronuka Esp. @.) (BDXKX) OTtnenbHbIC 3HAUEHUS:
98,6 97,7 99,1
98,1 97,6 96,3
97,4 98,5 96,6
99,4
OnHOpoIHOCTH No3upoBaHusa —  TpeboBanue A (n=10) 3,0

T'uociud Oy THAOPOMU

(Meromuka Esp. @.) (BDXKX) 3uauenne npuememocty (k=2,4)

HE IOJDKHO OBITEH 6oitee 15,0

IIpumeuanus:

OreHKka: COOTBETCTBYET HOPMaM CIIeUUPUKALNN

Jlata aHanmsa 1 16/09/2022 Tloamuck
Homep ananmmza 1419661 KonTtpoib kadecTBa
Aude POITRINE
16 CEH 2022



I0519973
New Stamp

I0519973
New Stamp


Certificate of Conformance and Analysis

Product:

Customer code - Version:

Active Ingredient(s):

Certificate of Conformance

BUSCOPAN COATED TABLETS 10MG

RUSSTAN FEDERATION

MARKETING AUTHORIZATION No.:P N014393/01

20-BLISTER

784743 - 004

HYOSCINE BUTYLBROMIDE 10MG/TABLET

Article No.: 320906
Batch/Lot No. 211245A

Bulk Batch No: 211245

N® of Manufacturing Authorization: M 15/292
Certificate Number: 2020/HPF/FR/013

Manufacturing specification:

Testing specification:

76586_P330AI0103

76586_P510a10203
76586_P520a10401

Date of Manufacture: 10 2021
Expiry Date: 09 2024
166,930 UN

Batch quantity released:

DELPHARM
Reims

Page: 1
Printed on:16/09/22
at:13:59:03

Certification statement:

"I 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 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 Mélanie HUYNH , /-
Signature ,é&z%ZZé
208eP. 20 —

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France
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Certificate of Conformance and Analysis

DELPHARM

Reims

Product Name : BUSCOPAN COATED TABLETS 10MG RUSSIAN FEDERATION Page: 2
Article No. . 320906 Customer code - Version: 784743 - 004 Printed on:16/09/22
Batch/Lot No. 211245A at:13:59:03
Bulk Batch No: 211245
Testing Specification . .: 76586 _P510a10203 Date of Manufacture: 4/10/21

76586_P520ai0401
Manufacturing Specification No.: 76586_P330AI0103 Expiry Date . . © 09 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 142.5 - 157.5 mg 150.4 mg/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

4 4 5
5 5 6
pH 45 -46.5 57
Loss on drying NMT 5.0 % 4.0 %
Identification : Hyoscine butylbromide Corresponding to standard Conforms
(TLC)
Degradation products : BA 345 BR (TLC) NMT 0.8 % Not detectable
Degradation products : AD12 (TLC) NMT 0 2 % Not detectable
Degradation products : BA 790 BR (TLC) NMT 0.5 % Not detectable
Degradation products: Any unspecified NMT 0.2 % Not detectable
degradation product (TLC)
Identification : Hyoscine butylbromide Corresponding to standard Conforms

(HPLC)
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Certificate of Conformance and Analysis %,

DELPHARM

Reims

Product Name : BUSCOPAN COATED TABLETS 10MG RUSSTAN FEDERATION Page: 3
Article No. : 320906 Customer code - Version: 784743 - 004 Printed on:16/09/22
Batch/Lot No : 211245A at:13:59:03
Bulk Batch No: 211245
Testing Specification . : 76586_P510a10203 Date of Manufacture: 4/10/21

76586 P520ai0401
Manufacturing Specification No.: 76586_P330AI0103 Expiry Date . 09 2024

Tests Specifications Results

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% 91

& none < 45 %
Individual values:
95 84 82
96 93 93
Uniformity of dosage units: Hyoscine Requirement A (n=10) Conforms
butylbromide (EP Method)(HPLC) Individual values (%)
Individuatl values
98.6 97.7 99 1
98.1 97 6 96.3
97 .4 98.5 96.6
99.4
Uniformity of dosage units: Hyoscine Requirement A (n=10) 3.0
butylbromide (EP Method)(HPLC) The acceptance value (k=2.4) must not

be greater than 15.0

Date of Analysis : 16/09/22 Signature
No. of Analysis : 419661 Quality Control

AUDE POITRINE A
16 SEP, 2022 1
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