Ceptudpukarol Coorsetctesma U AHaNu3a
Ceptudukat COOTBETCTBHS

Iponyxkr:

Kon xnuenrta/Bepcust
JeticTBytoliee Be1ecTBo:
Aptukyi Ne:

Cepus/JloT Ne:

Howmep cepun 6anxa Ne:

No JIuuieH3uu Ha POU3BOCTBO:

Homep nokymenTta EudraGMDP:

[TpousBoacTBEeHHAs CrieU(DUKALIHS:

Crieruduxanus TeCTUPOBAHUS:
Jlata npou3BojcTBRA:
CpOK TOJHOCTH:

O0OBEM TPOU3BEICHHON TAPTUU:

D

DELPHARM
Feims

Crp.: 1
Pacneuarano: 1/06/21

Bpewmsi: 15:51:36

AYJIBKOJIAKC, TABJIETKU, ITOKPBITBIE
KUIIEYHOPACTBOPUMOI OBOJIOUYKOM 5MI'
POCCHA

Howmep peructpaniioHHOro ya0CTOBEPEHUS:

IT N015358/01

BJINCTEP X 30

785060-002

BUCAKOWJI 5 MI'/TABJIETKA

320905

210367

210367

M 15/292

71582

83365_P330A10101

000 1891 843R-01 (26/10/2005)
04 2021

03 2024

48.110 E]I

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

Hactosmum noareepsxaaro, 9To HHGOPMAIHS BhIIIE SBISETCS JOCTOBEPHOM M TOYHOH U UTO BCE 3TAIIBI
IPOU3BOJICTBA OTON CEPHH FOTOBOTO NPO/YKTa ObLIH BBIIIOIHEHBI B [IOJHOM COOTBETCTBHUY G- ApeboBannsmu GMP
JIOKaIBHOTO PEryIsTopHOro oprama, Esporneiickoro Coro3a u TpeGoBannsMu Pernctpsiy i j,:[j(i?w_gBepeHm
LEESHBM
i \Cepst Gbia

cTpaH(bl) HA3HAYCHHS. 3aTHCH 10 TIPOU3BOJICTBY, YIIAKOBKE H KOHTPOJIO Ka4eCTBEp:i Oblh
A5

MpU3HAHBI COOTBETCTBYOIIUMHA GMP. Bce oTkaoHeHHS OBLIN OLICHCHBI U 3aKPbI’
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bl JQSBhITyCKa ce
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BBIITYIICHA Y IOJTHOMOYEHHBIM JIMIIOM.
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VYHoJIHOMOYEHHOE JIMLO:

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



HanmenoBanue nponykra

D

DELPHARM
Reims

Cepruduxarsl CooTBETCTBUS H AHAJIM3A

AYJIBKOJIAKC, TABJIETKU, IIOKPLITBIE

KUIIEYHOPACTBOPUMOI OBOJIOUYKOM 5MI'

POCcCHA
Aptukyn Ne: 320905
Cepust/JIot Ne: 210367
Howmep cepuu Oanka Ne: 210367

Kon xnmenra/sepeust: 785060-002

Crneunduxanuns 000 1891 843R-01 (26/10/2005)
TECTHPOBAHMS:
IIpousBoacTBeHHAs 83365 P330AI10101

crieruukanms Ne:

Crp. 2
Pacneuarano: 1/06/21

Bpewmst: 15:51:36

Jara npousBozctea: 6/04/21

Cpoxk rogaoctu: 03 2024

Tect Crienuukanms PesynbTar
Onucanue Kpyriibie, 6exKeBO->KeNTOro 1BETA, CoOTBETCTBYET
JIBOSIKO BBIITYKJIBIC TAOJICTKH, TOKPBITHIC
caxapHOH, KUIIEYHO -paCTBOPUMOM
000JI0YKOA, C pOBHO# OJecTseit
ITOBEPXHOCTHIO M OCIIBIM SAPOM
Pasmepsl: 1uamerp 5,8-6,2 MM 5,9 Mmm
Pasmepsl: ToNMIMHA 3,2-3,8 MM 3,5 MM
Cpenmnsist macca 95,0 - 105,0 mr 100,2 mr
Y CTOHYHUBOCTE K KETYIOYHOMY COKY UYepes 34 HU 0j1HA TabeTKa HE ODKHA CoOTBETCTBYET
0OHapyKUBATh MIPU3HAKH PacIiajia
Bpewms pacmagaemoctu He 6oiee 45 mun 20 muH
20
20
27
27
27
HommuanoCcTs LA 96A (TCX) COOTBETCTBYET CTaHIIAPTY COOTBETCTBYET
HommuanocTs LA 96A (BDXKX) COOTBETCTBYET CTaHIIAPTY COOTBETCTBYET

Komuectsennoe omnpeanenenue (BOXKX):

LA 96A

ITocToponnne npumecu: LA 96A
nony3¢up (BIXKX)

ITocToponnne npumecu: LA 96 (BDXX)
[TocTopoHHHE PUMECH: SAMHUYHAS
HeuJeHTH(UIIMPOBAHHAS TPUMEChH
(BOXX)

4,75-5,25 mr/1ab.

He 6oiee 0,8%

He 6oiee 0,4%
He 6oiee 0,2%

8G ~Can



D

DELPHARM

CepTuduxarsl CooTBeTCTBUSA H AHAIN3A Fetme
Haumenosanune npoaykra AYJIbKOJIAKC, TABJIETKH, IIOKPBITBIE Crp. 3
KHMIIEYHOPACTBOPMMOU OBOJIOYKOU SMI'
POCcCHA
Aptukyn Ne: 320905 Kon xnmenra/sepeust: 785060-002 Pacnieyarano: 1/06/21
Bpewmst: 15:51:36
Cepust/JIot Ne: 210367

Howmep cepuu Oanka Ne: 210367

Crneunduxanuns 000 1891 843R-01 (26/10/2005) [Hara npoussoxctsa: 6/04/21
TECTUPOBAHMUSL:
[IpousBoacTBeHHas 83365 P330Al0101 Cpoxk rogaoctu: 03 2024

crieruukanms Ne:

Tect Crienuukanms PesynbTar
ITocTopoHHue mpUMecH: CyMMa Bcex He 6omnee 1,3 % 0,15 %
npumeceii (BOXKX)

OcTaro4YHbIC OPraHMYCCKUE He 6osee 500 ppm 138 ppm

pactBopuTenu: aneToH (I'X)

OcTaro4YHbIC OPraHMYCCKUE He 6osee 10 000 ppm 3.200 ppm
pactBoputenu: 3Tanon (I'X)

OpHopoHOCTh no3upoBanus: LA 96 A Tpebosanue A (n=10) COOTBETCTBYET
(BOXKX) (EBp.®.) WnpuBuyanbHble 3HAaUEHUS
WupuBuyanbHbIC 3HAYCHUS:
100,2 100,2 100

99,6 98 99,7
100,4 99,8 99,8
101,3

OnHopomHOCTE no3upoBanus: LA 96A Tpebosanue A (n=10) 2,0

(BOXKX) (EBp.®.) Kpurepuii npuemnemoctn (k=2.4) ne
noipkeH ObITh Ooabme 15.0

3aMevanus:

OrieHKa: COOTBETCTBYET CIIeIIU(UKAIAN

Jara apamusza:  1/06/21 ITogmcs  Aude POITRINE 02 Urons 2021 /noz[n:igq-s.

Ne Ananuza: 403825 KonTtpons Kauectpa



OG6LLEeCTBO C OrpaHMYEHHOM OTBETCTBEHHOCTBIO
UCTMbITATENbHbIA LEHTP «®DAPMOEOPOHA»
(000 UL «®PAPMOBOPOHAY)

N UCMbITATENbHAA NTABOPATOPUA

141074, r. Kopones, MockoBckasi obnactb, yn. [arapuHa, 46a, 8 (495) 511-01-10,
www.farmoborona.ru, info@farmoborona.ru
YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbIx nuuy Ne POCC RU.0001.214J140
CepTuduumpoBaHHas cucTema MeHemkmeHTa kadecTea B cooteTcTBum ¢ FTOCT P UCO 9001-2015

3aknovyeHue: PeayanaTbl ncnbiTaHni HaxogAaTca B npegenax HOpM, YCTaHOBJIEHHbIX TpeﬁOBaHMHMM

nokymeHrTa N N015358/01-120110, uam. Ne 1 -6 .

McnonbayeMble cpeacTBa 3MEPEHUs M UCTIbITaTeNbHOe 060pyaoBaHme:

Mpumevanus:

1. [laHHbI NPOTOKON UCMbITaHWIA KacaeTcs 06pasLoB, NPEAOCTaBIEHHbIX 3aKa3uKoOM 1 NOABEPrHYTbIX 3TUM UCTIbITAHUSIM.

2. 3anpelyaeTcst YaCTUYHOE UMK MOSTHOE KONMpOBaHUe, NepeneyaTka npoTokona 6e3 paspeLleHus UcrbiTaTenbHoi naGopaTopuu.

3. VicnbiTaTenbHast nabopaTopusi He HECET OTBETCTBEHHOCTb 3a MH(POPMaLW0, MPeJoCTaBMNeHHYI0 3aka3unkoM, ykasaHHyto B nn 1-8.

4. Vicnonb3oBaHo NPOCTOE NpaBuIIO NPUHATUA peLleHnsa B COOTBETCTBUN C AOTOBOPOM.

KoHel, npoTtokona ucnbitanunii Ne 7673u/21 ot 23.08.2021

HOpMaTuBHOTO

Ctp.3u33



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:

2,

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:1/06/21
at:15:51:36
DULCOLAX ENTERIC-COATED TABLETS 5MG
RUSSIA
MARKETING AUTHORIZATION No: P NO15358/01

30 - blister

785060 - 002

BISACODYL 5MG/TABLET

320905
210367
210367
M 15/292
71582

83365_P330AI0101

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

04 2021
03 2024

48,110 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

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 :
Article No. .: 320905
Batch/Lot No.: 210367
Bulk Batch No: 210367
Testing Specification .

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

RUSSIA

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

Manufacturing Specification No.: 83365_P330AI0101

- 002

2

DELPHARM
Reims

Page: 2
Printed on:1/06/21
at:15:51:36

Date of Manufacture: 6/04/21

Expiry Date . - 03 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 5.9 mm
Dimensions: Thickness 3.2 -38mm 3.5 mm
Average mass 95.0 - 105.0 mg 100.2 mg
Gastro-resistance After 3 hours, none of the tablets Conforms
should show cracks or signs of
disintegration
Disintegration time NMT 45 minutes 20 min
20
20
27
27
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 4.95 mg/tab
(HPLC)
Degradation products: LA 96A semi-ester NMT 0.8 % 0.15 %
(HPLC)
Degradation products: LA 96 (HPLC) NMT 0.4 % < 0.10 %
Degradation products: Any unspecified NMT 0.2 %

degradation product (HPLC)
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DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name : DULCOLAX ENTERIC-COATED TABLETS 5MG RUSSIA Page: 3
Article No. .: 320905 Customer code - Version: 785060 - 002 Printed on:1/06/21
Batch/Lot No.: 210367 at:15:51:36
Bulk Batch No: 210367
Testing Specification .2 000 1891 843R-01 (26/10/2005) Date of Manufacture: 6/04/21
Manufacturing Specification No.: 83365_P330AI0101 Expiry Date . . 03 2024
Tests Specifications Results
Degradation products: Total degradation NMT 1.3 % 0 15 %

products  (HPLC)

Residual solvents: Acetone (GC) NMT 500 ppm 138 ppm
Residual solvents: Ethanol(GC) NMT 10 000 ppm 3,200 ppm
Uniformity of content : LA 96 A Requirement A (n=10) Conforms
(HPLC) (EP) Individual values

Individual values
100.2 100.2 100

99.6 98 99.7
100.4 99.8 99.8
101.3

Uniformity of content : LA 96 A Requirement A (n=10) 2.0

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

Date of Analysis : 1/06/21 Signature
No of Analysis : 403825 Quality Control
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