AJAEKJIAPAIIMSA O COOTBETCTBHU

JEKJIAPAHT, IPHHAMAIOII A NEKJTAPAITHIO O COOTBETCTBHAH

AO "Canogu Poccus"

Ceedenun 0 pezucmpayuu opzanusayuu: Mexcpationnas uncnexyus Pedepanvroli nano2080t cayxcher Ne 46 no
2. Mocxee 01.01.2008, OF'PH 1027739079940, dama npuceoenun OI'PH 19.08,2002.

Adpec: 125009, 2. Mocksa, yn. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Tenepanvuvrii dupexmop Monxc O.A.

Hoeepennoe nuyo: Cmenanos C.C., doeepenrocms 6/n om 01.12.2017

3ASBIIET, UTO

nexapcmeennoe cpedcmao: Jyrvxonaxc, malinemxu noxpuimbie KutdewHopacmeopumot obonoyxod 5 M2 10 wm.,
ynaxoexu auetixoesie KowmypHble (3), nauxu xapmonnvie, PY Ne IT N015358/01 om 06.10.2008 (0ama samenv:
01.08.2017) ewidaro AQ "Canogu Poccus”, cepus 181434, napmun 18977 ynawroeox, zodew do 01.10.2021,
npouseodcmea Henvpapm Peiime, @panyus, Delpharm Reims, 10 rue Colonel Charbonneaux, 51100 REIMS,
France xo0 OKIT[2 21.20.10.115, xod TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010,
ungotic Ne 9085320821 om 23.01.2019

COOTBETCTBYET TPEEOBAHUAM

ITN015358/01-120110 (HJ 42-8490-08 uzm. Ael-5)

JEKJAPAITHUSA IPHHATA HA OCHOBAHHH

npomoxon ucnsimanuii Ne 2600 om 31.01.2019 HJI 000 HI] "®@APMOBOPOHA", ammecmam axxpedumauy
POCC RU.0001.21®J140, Cepmughuxam POCC FR.PM08.C32823 om 31.01.2019

uCaHqu“j‘iIu_ﬂ?

Crenanos C.C.
O.U.0

Sanofi Russia AD /< §

\__ dexnapapes
CBEJEHUS O PETUCTPAIIAN

OPTAH 10 CEPTHONKANNH, 3JAPETHCTPHPOBABHIAN NEKJIAPAITAIO
RA.RU.11 M08 OPIAH ITO CEPTHOHKALIHH ITPONYKIJHH OBI[ECTBO C OIrPAHHYUEHHOH
OTBETCTBEHHOCTAIO "OKPYIKHOH HEHTP KOHTPOJIS KAYECTBA",
adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxrx.po.
JEKJIAPAITASL O COOTBETCTBHH 3APETUCTPHPOBAHA N POCC RU J-FR.®M08.4.14407/19

Juenenxo H.b.
Pyxosogurents OC




Ceptudukatol Cooteerctana u AHanmsa
CepTudukat CooTBeTCTBMA

MNpogyKkT:

NoTtpebutensckuii xoa/Bepeun
JeicTeyollee BewecTBo:
ApTtukyn Ne:

Cepua/for Ne;

Homep cepuu Banka Ne:

N2 fluugH3nm Ha NPOM3BOACTBO:

MpownsBoacTBeHHan cneundruKauma;

Tect cneundmrauma:
farta npovsBoacTea:
CpoK rogHOCTU:

O6vém napTum:

DELPHARMN
Relms

Crp.:1
MNevats: 13/12/18
AYNbKONAKC, TAB/IETKM, NOKPBITHIE
KWLWEYHOPACTBOPUMOM OB0/T0UKON SMr
POCCUICKAA GEAEPALMA
BNUCTEP X 30
651824 /014
BUCAKOLMA S MI/TABNETKA
308785
181434
181434
M 15/292
83365_P330A10101
000 1891 843R-01 (26/10/2005)
10 2018
10 2021

18.977 EL

3anBneHne o ceptTudnKaumm:

HacToAawmm yaoCTOBEPAID, YTO MHPOPMAaLMA BhilLe ABAAETCA AOCTOBEPHOM M TOUHONW. ITa cepua/naptuna

{aneTepHaTMBHO) NPOM3BEAEHA, BKAIOUAA YNAKOBKY M KOHTPONb KAauecTBa Ha YNOMAHYTON(-bix)

nnowaake(-ax) B NONHOM COOTBETCTBMM C GMP TpeboBaHUAMMN NOKaNbHBIX PErYAATOPHBLIX OPraHoBs u

cneundrKaymeil PerncTpauMoHHOro YAOCTOBEPEHWA MMNOPTURYIOLWEN cTpaHsl. Mpou3soacTso,
YNaKoBKa U aHann3 cepua/naptna (anbTepHaTueHo) BblAM NepecMmoTpeHsl U cooTeeTcTayioT GMP,

NioBble OTKNOHEHNA OLEHEHbI A0 BbinycKka cepumn/napTun. Cepua/napTua (anbTepHaTUBHO) BbINyLiEHa

OTBETCTEBEHHbIM AULOM.

QOtserctBeHHOe nnuo: Emmanuelle DERVIN 08/01/2019

Noanauce



Ceprudukarbsl CooTBeTcTBMA M AHaNU3a

HanmeHoBaHWE NPOAYKTS:

AYNBRKONAKC, TABNETKW, NOKPHITLIE
KMWEYHOPACTBOPUMOI OBON0UKOIR

SMI POCCUICKAA GEAEPALMA

ApTukyn Ne: 308785 MoTpebutencckui Kog/sepcua
Cepua/foT Ne: 181434
Homep cepun Hanka Ne: 181434

TecT cneupnduraums:

000 1891 843R-01 (26.10/2005)

NpouseoacTeeHHan cneuvdurauma No: 83365_P330A10101

DELPHARM
Relms

Crp.2
Hanevatano: 13/12/18
651824-014

Jata npon3soacrea: 18.10.2018
Cpok rogHocti: 10 2021

Tecr Cneumndurauns Pe3ynbTar
OnucaHue Kpyrabie, 6exeso-Kentoro CooTseTtcTayer
LBeTa, ABOAKO BbiNyKAble
TabneThu, NOKPLITbIE CaxapHON,
KWW eYHo-pacTBOPUMOiA
0B0N04KOIA, C POBHON
Gnectawei benok
NOBEPXHOCTbIO U Benbim Aapom
Pasamepbl: guameTp 5,8-6,2 mm 6,0 mm
Pasmepb!: TOAWKHA 3,2-3,8 mm 3,5 mm
CpenHAs macca 95,0 - 105,0 mr 100,5 mr
YcToW4YMBOCTE K MenyaodHoMy  Yepes 34 nocne onpeaeneHUA CooTseTcTBYET
COKY HUW oaHa TabneTKa He A0/MKHa
06HapyKMBaTL NPU3HAKOB
pacnafaemocTi
Bpema pacnagaemocTti He 6onee 45 muH 20 muH
24
26
26
29
29
OnpeaeneHune LA 96A (TCX) CooTtsertcreyeT CTaHA3PTY Coortsercrayer
OnpeaeneHune LA 96A (BIXKX) CooTBETCTBYET CTAaHAAPTY CootBeTcrByeT
CoaepwaHune aKTMBHOrO 4,75-5,25 mr/tab 5,02 mr/7ab
pewecrtea: LA 96A
NocTtopoHHne npumeck: LA96A  He 6onee 0,8% 0,25%
noayagup (BIXHX)
NoctroponHue npumecn: LA 96A  He Bonee 0,4% <00,10%
(BIHX)
MocTopoHHKUE NpUMecH: He 6onee 0,2% <(0,10%

eAUHWYHOR
HenaeHTHOULNPOBaIHHOM
npumeck (BIXKX)



DELPHARM

Ceptudpukarbl CoorsercTsna U AHaamsa °'™*
HavnmeHoBaHKWe NpogyKTa: AYNbKONAKC, TABNETKK, NOKPLITHIE Crp.3
KULIEYHOPACTBOPUMOM OBONOYKOM Haneuatano: 13/12/18
SMI POCCUICKASA ®EAEPALLMA
ApTrKyA Ne: 308785 Notpebutenbckuit koa/sepca  651824-014
Cepwa/NoT Ne: 181434
Homep cepun Banka Ne: 181434
Tect cneundmKauma: 000 1891 843R-01 (26.10/2005) Aata npouseoacTea: 18.10.2018
NpovseogcTeeHHan cneundmrKrauma Ne: 83365_P330A10101 Cpok rogHoctn: 10 2021
Tecr Cneupndrrauma PesynwTtar
MNocTopoHHUE NpUMecH: He 6onee 0,2% <0,10%
eAuHUUHON
HengeHTUOULUMPOBaHHOK
npumeck (BIKX)
NocTtopoHHWe npumecu: cymma  He 6onee 1,3 % 0,25%
Bcex npumeceit (BIXX)
OCTaToOuHbie PACTBOPUTENM: He 6onee 500 ppm 319 ppm
aAUEeTOH
OcTatodHbIe PACTBOPUTENN: He 6onee 10000 ppm 4,584 ppm
3TaHon
0AHOPOAHOCTL 4O3UPOBAHMA! TpebosaHue A (n=10) Cootsercreyer
LA 96A (BIXX) (Esp.d.) MHauBnayancHoOe 3HaYeHHe
WHanBvAyanLHble 3HAaYEHKA:
98.9 98,8 101,6
99,6 99 29
99,2 99,7 100
99,8
OAHOPOAHOCTL A03MPOBAHWA: TpebosaHue A (n=10) 2,0
LA 96A (B3X) (Esp.®.) KpuTepuit npuemaemocTy
(k=2.4) He ponweHn BbiTb
Gonbwe 15.0
3amevaHun:

OueHKka: cooTeeTcTBYET CneyuduKalmn

JaTa aHanusa: 13/12/18 MNognuce Aude POITRINE

Ne AHanmsa: 373142 KOHTpOAL KavecTsa



Certificate of Conformance and Analysis

Product:

Customer code / Version

Active Ingredient(s):

Article No.:

Batch/Lot No.

Bulk Batch Mo:

N® of Manufacturing Authorizat<ion:

Manufacturing specification:

Testing specification:

Nate of Manufacture:

Expiry Date:

Batch quantity released:

Certification statement:

Certificate of Cenformance

DULCOLAX ENTERIC-COATED TABLETS 5MG
RUSSIAN FEDERATION

MARKETING AUTHORIZATION No.:P N015358/01
BLISTER X 30

651824 /014

BISACODYL SMG/TABLET

308785
181434
181434
M 15/292

83365_P330A1G101

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

10 2018

10 2021

18.977 UN

PELPHARM
Reims

Page: 1
Printed on:13/12/1%9

£ T T 5 Ol

"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”.

GQualified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. France



Certificate of Conformance and Analysis

DELPHARM

Reims
Preoduct Name . DULCOLAX ENTERIC-COATED TABLETS SMG RUSSIAN FEDERATION Page: 2
Article No. .: 308785 Customer code / Version: 651824 / 014 Printed on: 13/12/18
Batch/Lot No.: 181434
Bulk Bztch No: 181434
Testing Specification . . 000 1891 843R-01 (26/10/2005) Date of Manufacture: 18/10/i8
Manufacturing Specification No.: 83365 P330AI010]1 Expiry Date . 10 2021

Tests Specifications Results

e N S SO AR S s e e rm T P 8y i 5 e S = - -

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 3.2-3.8mm 3.5 mm
Average mass 95.0  105.0 mg 100.5 mg
Gastro-resistance (visual test) After 3 hours, none of the tablets Conforms

should show cracks or signs of
desintegration

Disintegration time NMT 45 minutes 20 min

24

26

26

29

29
[dentification 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 - 5.75 mg/tab 5.02 mg/tab
(HPLC)
Degradation products: LA 96 A semi-ester NMT 0.8 % 0.26 %
{HPLC}
Degradation products: LA 96 NMT 0.4 % <0.10 1%
(HPLC)
Degradation products: Ary unspecified NMT .2 % <0.10 %

degradatior product (HPLC)



Certificate of Conformance and Analysis

Product Name

Article No. .: 308785
Batch/Lot No.: 181434
Bulk Batch No: 181434

Testing Specification

DULCOLAYX ENTERIC-COATED TABLETS 5HMG
Customer code / Version: 6£51824

RUSSTAN FEDERATION
/ 014

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

Manufacturing Specification No.: 83365_P330A10101

Tests

" D DT T e

Degradation products: Any unspecified
degradation product (HPLC)

pegradation products: Total degradation
products (HPLC)
Residual solvents: Acetone (GC)

Residual solvents: Ethanol(GC)

Uniformity of content : LA 96 A
(HPLC)Y(EP)

Uniformity of content : LA 96 A
{(HPLC)(EP)

Remarks:

Date of Analysis : 13/12/18
No. of Analysis - 373142

Specifications

o= LELEE T3 mmee

NMT 0.2 %

KMT 1.3 %

NMT 500 ppm
NMT 10 000 ppm

Requirement A {n=10}
Individual values

Requirement A (n=10)
The acceptance value (k=2.4) must not
be greater than 15.0

Signature
Quality Control

Aude POITRINE |
t 3 OEC. 2018

DELPHARM
Reims

Page: 3

Printed on: 13/12/18

Date of Manufacture. 18/10/18

Expiry Date . C 10 021

Results

S ARECEEAN A ETS= = e S .

= 0.10 %

<016 %

0.25 %

319 ppm

4,584 ppm

Conforms

Individual values:
98.9 98.8
59.6 a5

99.2 95.7
99.8

1¢1.6
99
100

2.0

R I



