DELPHARM
Relims

Ceptudpukarol CoorsetcTtema U AHaNun3a
Ceptudukat COOTBETCTBHS
Crp.: 1

Pacrieuarano: 19/11/21

Bpems: 10:23:38

Iponyxkr: AYJIBKOJIAKC, TABJIETKU, ITOKPBITBIE
KUIIEYHOPACTBOPUMOI OBOJIOUYKOM 5MI'
POCCHA

HOMCp PErUCTPALIMOHHOTO YAOCTOBCPCHUA:

IINO015358/01

BJINCTEP X 30
Kox knmuenra/Bepcus 785060-002
JeticTBytoliiee Be1IecTBo: BUCAKO/INII 5 MI'/TABJIETKA
Aptukyn Ne: 320905
Cepus/JloT Ne: 211051
Howmep cepum 6anka Ne: 211051
No JIutieH3un Ha IPOU3BOJICTBO: M 15/292
Howmep noxymenta EudraGMDP: 71582
IIpou3BOACTBCHHAS CIICITU(DUKALIHS: 83365 P330AI10101
Crnenudukanus TeCTUPOBAHUSL: 000 1891 843R-01 (26/10/2005)
JlaTa mpousBoacTBa: 08 2021
CpOK TOJHOCTH: 07 2024
O0BEM MPOU3BEICHHON MAPTUH: 48.136 E/]

3asBicHUE O CepTI/I(l)I/IKaIII/II/IZ

Hacrosmumm moaTBepxaao, 4To MHPOPMAIKs BbIIIE SBISIETCS JOCTOBEPHOM U TOYHOM M YTO BCE ITAIIBI
MPOU3BOJICTBA 3TOW CEPUH FOTOBOTO MPOIYKTa OBLTH BBHITIOTHEHBI B TOJTHOM COOTBETCTBHU C TpeboBaHussMu GMP
JIOKAJILHOTO PETYJIATOpHOTO oprana, EBpomneiickoro Coro3a u TpeboBaHusIMH PerucTpaiioHHOTO Y0CTOBEPECHUS
cTpaH(bl) HA3HAYCHHSI. 3aTHCH 10 TIPOU3BOJICTBY, YIIAKOBKE M KOHTPOJIO Ka4eCTBa CEPUH OBLIN OLIEHEHBI U
Mpu3HaHEI cooTBeTcTBYOmUME GMP. Bee oTKIOHEHMS OBUTH OLICHEHBI M 3aKPBITHI 10 BBITycka cepuu. Cepust ObUia
BBIMTyIIICHA Y TOJTHOMOYCHHBIM JTHI[OM.

YTI0ITHOMOYEHHOE JIUIIO: Melanie HUYNH
25 HO 2021
Delpharm Reims

10 Rue Colonel Charbonneaux
51100 Reims, France



DELPHARM

Feims
CepTﬂ(l)l/lKaTbI CooTBercTBHS H AHA/IH3A

HammenoBanune mpoaykra Crp. 2

AVJIBKOJIAKC, TABJIETKH, IIOKPBITBIE
KHUINTEYHOPACTBOPUMOMU OBOJIOYKOU 5MI’

POCcCHA
Aptukyn Ne: 320905 Kon xnmenra/Bepeust: 785060-002 Pacniedarano: 19/11/21
Bpewms: 10:23:38
Cepusi/Jlot Ne: 211051
Homep cepun Ganka Ne: 211051

Crierudukanms 000 1891 843R-01 (26/10/2005) Jara npousBoacrea: 11/08/21
TECTHPOBAHMS:
IIpousBoacTBeHHAs 83365 _P330AI10101 Cpoxk rognoctu: 07 2024

crieruukanms Ne:

Tect Crienuukanms PesynbTar
Onucanue Kpyriibie, 6eKeBO->KENTOro 1BETA, CooTBeTcTBYyET
JIBOSIKO BBIITYKJIBIC TAOJICTKH, TOKPBITHIC
caxapHOMH, KUIIEYHO - paCTBOPUMOI
000JI0YKOIA, C pOBHO# OJecTseit
ITOBEPXHOCTHIO M OCIIBIM SAPOM
Pasmepsl: quametp 5,8-6,2 MM 6,0 MM
Pa3mepsl: TommuHA 3,2-3,8 MM 3,5 Mmm
Cpenmnsist macca 95,0 — 105,0 mr 100,4 mr
Y CTOHYHUBOCTE K KETYIOYHOMY COKY UYepes 34 HU 0j1HA TabeTKa HE ODKHA CoOTBETCTBYET
0OHapyKUBATh MIPU3HAKH PacIiajia
Bpewms pacnianaemoctn He 6onee 45 mun 24 MuH
26
26
26
26
27
IToanmuunocts LA 96A (TCX) COOTBETCTBYET CTaHIIAPTY COOTBETCTBYET
HommuanoCcTs LA 96A (BDXKX) COOTBETCTBYET CTaHIIAPTY COOTBETCTBYET
Komnuectsennoe onpenenenue (BOXKX):  4,75-5,25 mr/Tab. 4,91 mr/rad.
LA 96A
ITocToponnne npumecu: LA 96A He 6omnee 0,8% 0,25 %
norya¢up (BIXKX)
IHocroponnue nprumecu: LA 96 (BDXKX) He 6omnee 0,4% <0,10%
ITocTopoHHME IPpUMECH: €TMHUYHAS He 6omnee 0,2% <0,10%

HeUICHTH(GUINPOBAaHHAS IPUMECH
(BOXX)




DELPHARM

CepTuduxarsl CooTBeTCTBUSA H AHAIN3A Aelms
Haumenosanune npoaykra AYJIbKOJIAKC, TABJIETKH, IIOKPBITBIE Crp. 3
KHMIIEYHOPACTBOPMMOU OBOJIOYKOU SMI'
POCcCHA
Aptukyn Ne: 320905 Kon xnmenra/Bepeust: 785060-002 Pacniedarano: 19/11/21
Bpewms: 10:23:38
Cepus/Jlor Ne: 211051

Homep cepun Ganka Ne: 211051

Crierudukanms 000 1891 843R-01 (26/10/2005) Jara npousBoacrea: 11/08/21
TECTHPOBAHMS:
IIpousBoacTBeHHAs 83365 _P330AI10101 Cpoxk rognoctu: 07 2024

crieruukanms Ne:

Tect Crienuukanms PesynbTar
ITocroponHue npuMecu: cymma Bcex He 6omnee 1,3 % 0,25 %
npumeceii (BOXKX)

OcTaTo4YHbIE OPTAaHHYECKUE He 60mee 500 ppm 253 ppm

pactBopuTenu: aneToH (I'X)

OcTaTo4yHbIE OPTaHMYECKUE He 6omnee 10 000 ppm 3.207 ppm
pactBoputenu: 3Tanon (I'X)

OnHoponHoCTh fo3upoBanus: LA 96 A TpeboBanue A (n=10) COOTBETCTBYET
(BOXKX) (EBp.®.) WnpuBuyanbHble 3HAaUEHUS
WupuBuyanbHbIC 3HAYCHUS:
98,6 99,5 98,3
99,4 95,9 96,9
98 96,4 96,2
98,5

OnHopomHOCTh no3upoBanust: LA 96A Tpebosanue A (n=10) 3,9
(BOXKX) (EBp.®.) Kpurepwmii mpuemnemoctu (k=2.4) He
noipkeH ObITh Ooabme 15.0

3aMevanus:

OrieHKa: COOTBETCTBYET CIIeIIU(UKAIAN

Jara amamm3a:  19/11/21 IMogmuce  Aude POITRINE
22 HO 2021

Ne Ananuza: 409219 Kontpons Kauectra
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DELPHARM

Certificate of Conformance and Analysis

Reims
Certificate of Conformance
Page: 1
Printed on:19/11/21
at:10:23:38
Product: DULCOLAX ENTERIC-COATED TABLETS 5MG
RUSSIA

MARKETING AUTHORIZATION No: P N015358/01

30 - blister
Customer code - Version: 785060 - 002
Active Ingredient(s): BISACODYL 5MG
Article No.: 320905
Batch/Lot No. 211051
Bulk Batch No 211051
N° of Manufacturing Authorization: M 15/292
EudraGMDP Document Reference No.: 71582
Manufacturing specification: 83365_P330AI0101
Testing specification: 000 1891 843R-01 (26/10/2005)
Date of Manufacture: 08 2021
Expiry Date: 07 2024

Batch quantity released: 48,136 UN

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
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
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. France



Certificate of Conformance and Analysis

Product Name : DULCOLAX ENTERIC-COATED TABLETS 5MG RUSSIA

Article No. .: 320905
Batch/Lot No.: 211051
Bulk Batch No: 211051
Testing Specification

Customer code - Version: 785060 - 002

: 000 1891 843R-01 (26/10/2005)

<

DELPHARM
Reims

Page: 2
Printed on:19/11/21
at:10:23:38

Date of Manufacture: 11/08/21

Manufacturing Specification No.: 83365_P330AI0101 Expiry Date ..o 07 2024
Tests Specifications Results
Appearance Round, beige-yellow, biconvex sugar / Conforms
enteric-coated tablets with a smooth,
shiny surface and a white core
Dimensions: Diameter 5.8 - 6.2 mm 6.0 mm
Dimensions: Thickness 3.2 - 3.8 mm 3.5 mm
Average mass 95.0 - 105.0 mg 100.4 mg
Gastro-resistance After 3 hours, none of the tablets Conforms
should show cracks or signs of
disintegration
Disintegration time NMT 45 minutes 24 min
26
26
26
26
27
Identification LA 96 A (TLC) Corresponding to standard Conforms
Identification LA 96 A (HPLC) Corresponding to standard Conforms
Active ingredient content: LA 96 A 4.75 - 5.25 mg/tab 4.91 mg/tab
(HPLC)
Degradation products: LA 96A semi-ester NMT 0.8 % 025 %
(HPLC)
Degradation products: LA 96 (HPLC) NMT 0.4 % < 0.10 %
Degradation products: Any unspecified NMT 0.2 % <0.10 %

degradation product (HPLC)




Certificate of Conformance and Analysis

DULCOLAX ENTERIC-COATED TABLETS 5MG RUSSIA
Customer code - Version: 785060 - 002

Product Name :
Article No. .: 320905
Batch/Lot No.: 211051
Bulk Batch No: 211051

Testing Specification : 000 1891 843R-01 (26/10/2005)

Manufacturing Specification No.: 83365_P330A10101

2

DELPHARWM
Reims

Page: 3
Printed on:19/11/21
at:10:23:38

Date of Manufacture: 11/08/21

Expiry Date . : 07 2024

Tests Specifications Results

Degradation products: Total degradation NMT 1.3 % 0.25 %

products  (HPLC)

Residual solvents: Acetone (GC) NMT 500 ppm 253 ppm

Residual solvents: Ethanol(GC) NMT 10 000 ppm 3,207 ppm

Uniformity of content : LA 96 A Requirement A (n=10) Conforms

(HPLC) (EP) Individual values
Individual values:
98.6 99.5 98 3
99.4 95 9 96.9
98 96.4 96.2
98.5

Uniformity of content : LA 96 A Requirement A (n=10) 3.9

(HPLC) (EP) The acceptance value (k=2.4) must not be

greater than 15.0
Remarks:

Date of Analysis : 19/11/21
No. of Analysis : 409219

Signature
Quality Control

Aude POITRINE |
22N0V. 200 ||
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