DELPHARM
Relims

Ceptudpukarol Coorsetctesma U AHaNu3a
Ceptudukat COOTBETCTBHS
Crp.: 1
Pacneuarano: 11/07/22

Bpewms: 10:00:36

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

HOMCp PETrUCTPALIMOHHOTO YAOCTOBCPCHUA:

T N015358/01

BJIMCTEP X 30
Kox kmuenrta/Bepcuns 785060-002
JeticTBytoliiee Be1IecTBo: BUCAKO/INII 5§ MI'/TABJIETKA
Aptukyn Ne: 320905
Cepus/JloT Ne: 222260A
Howmep cepunm Oanka Ne: 222260
Ne JIuuieH3uu Ha MPOU3BOJCTBO: M 15/292
Ne Ceprudukara: 2020/HPF/FR/013
[Ipou3BoACTBEHHAS CIICIUDUKAIIHS: 83365 _P330AI10101
Crenm¢ukanus TeCTUPOBAHUS: 000 1891 843R-01 (26/10/2005)
JlaTa mpousBoicTBA: 01 2022
CpOK TOJHOCTH: 12 2024
O0BEM MPOU3BEICHHON MMAPTUH: 48.097 E]

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

Hacrosmum noarsepsxaato, 4To HHPOPMAIMs BBIIIE SBISIETCS JOCTOBEPHOM U TOYHOM M YTO BCE JTAIIbI
TIPOM3BOJICTBA 3TOW CEPUH FOTOBOTO MPOIYKTa OBLTH BBHITIOJTHEHBI B IOJTHOM COOTBETCTBHU C TpeboBaHussMu GMP
JIOKaJBHOTO PETyJIATOPHOTO opraHa, Espomnetickoro Coro3a i TpeGOBaHUAME PerucTpanoHHOTO yI0CTOBEPEHHUS
cTpaH(bl) Ha3HAYEHHs. 3aIHCH 10 IPOU3BOJICTBY, YIIAKOBKE M KOHTPOJIIO Ka4eCTBa CEPUH OBLIH OLICHEHBI 1
MpU3HaHbI cooTBeTcTBYIOMMME GMP. Bee oTkimoHeHus ObLTH OLIEHEHBI M 3aKPBITHI 10 BBIMycKa cepun. Cepus Oblia
BBIITyIIEHa Y IOJTHOMOYECHHBIM JIUIIOM.

YnogHoMoOueHHOE
JULO Aurore Campagnol
11 UTOJI. 2022
Delpharm Reims

10 Rue Colonel Charbonneaux
51100 Reims. ®panuus
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HanmenoBanue nponykra

Aptukyn Ne:

Cepusi/Jlor Ne:

Howmep cepun Ganka Ne:

Crnennduxanums
TECTHPOBAHMS:

IIpousBoacTBeHHas
cnenudukanus Ne:

DELPHARM
Feims

Cepruduxarsl CooTBETCTBUS H AHAJIM3A

AYIJIBKOJIAKC, TABJIETKU, ITOKPBITHIE
KUIIEYHOPACTBOPUMOI OBOJIOUYKOM 5MI'
POCcCHA
320905 Kon xnmenra/Bepeust: 785060-002

222260A
222260
000 1891 843R-01 (26/10/2005)

83365_P330AI10101

Crp. 2

Pacrnieuarano: 11/07/22
Bpewms: 10:00:36

Jlara npousBoactsa: 26/01/22

Cpox rogroctu: 12 2024

Tect Crneuunduxarus Pesynbrar
Onwmcanne Kpyrieie, 6exeBo->KenToro 1nBeTa, CooTBETCTBYET
JTBOSIKO BBIITYKJIbIC TAOJIETKH, TOKPHITHIC
CaxapHOMH, KUIIEYHO - PaCTBOPUMOM
000JI0YKOA, C pOBHO# OJecTsieit
MIOBEPXHOCTBIO U OENBIM SIIPOM
Pasmepsl: nuametp 5,8-6,2 MM 6,0 MM
Pa3mepsl: TommuHA 3,2-3,8 MM 3,6 MM
Cpenmnsis macca 95,0 —105,0 mr 99,9 mr
Y CTOHYNBOCTD K JKETYIOYHOMY COKY UYepes 34 HU oHA TabeTKa He JOJDKHA CooOTBETCTBYET
00OHapy»KnBaTh NPU3HAKK pacliana
Bpewms pacnanaemoctu He 6onee 45 mun 27 MuH
29
30
32
33
33
TTogmuanocTh LA 96A (TCX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
TTogmuanocTh LA 96A (BOXKX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
Komnuectsennoe onpenenenue (BOXKX):  4,75-5,25 mr/Tab. 5,02 mr/ta0.
LA 96A
IToctoponnue npumecu: LA 96A He 6ouee 0,8% 0,22 %
noyadup (BOXKX)
[ocroponnue npumecu: LA 96 (BOXX) He 6omnee 0,4% <0,10%
ITocTopoHHME IPUMECH: eTMHUYHAS He 6omnee 0,2% <0,10%

HeUICHTH(GUINPOBAaHHAS IPUMECH

(BDXKX)
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DELPHARM

Cepruduxarsl CooTBeTCTBHS H AHATH3A Fotms
Haumenosanune npoaykra AYJIbKOJIAKC, TABJIETKH, IIOKPBITBIE Crp. 3
KHMIIEYHOPACTBOPMMOU OBOJIOYKOU SMI'
POCcCHA
Aptuxyn Ne: 320905 Kon xnmenra/Bepeust: 785060-002 Pacniedarano: 11/07/22
Cepust/JIot Ne: 222260A Bpewms: 10:00:36
Howmep cepun Ganka Ne: 222260
Crenudukanms 000 1891 843R-01 (26/10/2005) Jata npousBoacrea: 26/01/22
TECTHPOBAHUS:
[IpousBoacTBEHHAS 83365 P330AI0101 Cpox rogroctu: 12 2024
cneuudurarys Ne:
Tect Crneuunduxarus Pesynbrar
[TocToponHne MprMecH: cyMMa BCexX He 6omnee 1,3 % 0,22 %
npumeceii (BOXKX)
OcTarouHble OpraHUYECKUe He 6onee 500 ppm 315 ppm
pactBopurenu: aueroH (I'X)
OcTarouHble OpraHUYECKUE He 6omee 10 000 ppm 5,042 ppm
pactBoputenu: 3Tanon (I'X)
OnHopomHOCTh no3upoBanust: LA 96 A Tpebosanue A (n=10) COOTBETCTBYET
(BOXX) (EBp.®.) WnpuBuayanbHeIe 3HAYCHUS
WnauBuyanbHeIe 3HAYCHUS:
99,5 101,5 99,2
96,3 101 102,5
101,1 98,2 101,8
100,3
OnHopomHOCTh no3upoBanust: LA 96A Tpebosanue A (n=10) 4,5
(BOXX) (EBp.®.) Kpurepwmii mpuemnemoctu (k=2.4) He

noJkeH ObITh Ooapmie 15.0

3ameuanus:

O1eHKa: COOTBETCTBYET clieli(pUKALNT

Hara anammza:  11/07/22 [oanuck
11 UHOJI. 2022

Ne Ananuza: 417 686 Kontpons Kauectra
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Certificate of Conformance and Analysis

Product:

Customer code - Version

Active Ingredient(s):

Article No.:

Batch/Lot No.:

Bulk Batch No:

N°® of Manufacturing Authorization:

Certificate Number:

Manufacturing specification

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

<

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:11/07/22
at:10:00:36
DULCOLAX ENTERIC-COATED TABLETS 5MG
RUSSIA
MARKETING AUTHORIZATION No: P N015358/01

30 - blister

785060 - 002

BISACODYL 5MG
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320905

222260A

222260

M 15/292
2020/HPF/FR/013

83365_P330A10101

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

01 2022
12 2024

48,097 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
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Certificate of Conformance and Analysis

Product Name :
Article No. .: 320905
Batch/Lot No.: 222260A
Bulk Batch No: 222260
Testing Specification .

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

RUSSIA

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

Manufacturing Specification No.: 83365 P330AI0101

2

DELPHARM
Reims

Page: 2
Printed on:11/07/22
at:10:00:36

Date of Manufacture: 26/01/22

Expiry Date . 212 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 3.6 mm
Average mass 95.0 - 105.0 mg 99.9 mg
After 3 hours, none of the tablets Conforms

Gastro-resistance

Disintegration time

Identification LA 96 A (TLC)
Identification LA 96 A (HPLC)

Active ingredient content: LA 96 A
(HPLC)

Degradation products: LA 96A semi-ester
(HPLC)

Degradation products: LA 96 (HPLC)

Degradation products: Any unspecified
degradation product (HPLC)

should show cracks or signs of
disintegration

NMT 45 minutes

Corresponding to standard
Corresponding to standard

4.75 - 5.25 mg/tab

NMT 0.8 %

NMT 0.4 %

NMT 0.2 %

27 min
29

30

32

33

33
Conforms

Conforms

5.02 mg/tab

0.22 %

<0.10 %

<0.10 %
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Certificate of Conformance and Analysis

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

Article No. .: 320905
Batch/Lot No.: 222260A

Bulk Batch No: 222260
Testing Specification

Manufacturing Specification No.:

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

83365_P330A10101

2

DELPHARM
Reims

Page: 3
Printed on:11/07/22
at:10:00:36

Date of Manufacture:

Expiry Date .

26/01/22

: 12 2024

Tests Specifications Results

Degradation products: Total degradation NMT 1.3 ¢ 0.22 %

products  (HPLC)

Residual solvents: Acetone (GC) NMT 500 ppm 315 ppm

Residual solvents: Ethanol(GC) NMT 10 000 ppm 5,042 ppm

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

(HPLC) (EP) Individual values
Individual values:
99.5 101.5 99 2
96.3 101 102.5
101.1 98 2 101.8
100.3

Uniformity of content : LA 96 A Requirement A (n=10) 4.5

(HPLC) (EP)

The acceptance value (k=2 4) must not be
greater than 15.0

Date of Analysis : 11/07/22
No. of Analysis : 417686

Signature
Quality Control

Aude POITRINE_
11 JUlL. 2022
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