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JEKJAPAHT, NIPHHAMAIOIHI JEKJAPAITMIO O COOTBETCTBHHA
AO "Canogpu Poccua”
Csedenusn o pezucmpayuu opeanusayuu: Mescpationnan uncnexyus @edepanvroill Hano2080i cayicbor Ne 46 no

| 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckasn, 0. 22. Tenegpor/chaxc: 8 (493) 721-14-00/ 721-14-11
B nuye: I'enepanonbiii oupexmop Monxc O.A.
Hosepernoe nuyo: Cmenanoe C.C., doaepennocms 6/ om 01.12.2017

3AAIBJSIET, YTO

nexapcmaenroe cpeocmeo: T'ymmanawc, mabnemixu 5 me 20 wem., mybu (1), nauxu kapmonnvie, PY Ne
JIT-000834 om 10.10.2011 (0ama 3amenwr 01.08.2017) ewidano AQ "Canogu Poccus", cepun 190408, napmun
23040 ynaroeox, 200en 0o 01.03,.2022, npouseodcmea Hervhapm Petime, Opanyus, Delpharm Reims, 10 Rue
du Colonel Charbonneaux, 51100 Reims, France, koo OKIT/I2 21.20.10.115, koo TH B3 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085333092 om 13.05.2019

COOTBETCTBYET TPEBOBAHHUSIM
JIT 000834-101011 uzm, Ne 1-4

JAEKJAPAITAS XIPHHATA HA OCHOBAHHNHA
npomoxon ucnvimaruii Ne 13610 om 20.05.2019 HJT OO0 HI[ "©@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmudruxam POCC FR,. ®M08.C40250 om 20.05.2019

JATA IPAHSTHAS JEKJIAPAITUH 20.05.2019
JEKIAPAIAS AEHCTBUTENBLHA 1O 0/.03.2022
F

M.I1,
1. Cremanos C.C.

dexaapannt Ch N0

:
£
.

CBEJAEHUS O PETUCTPAIIA

OPI'AH 11O CEPTHOHUKAIINHA, SAPETUCTPHPOBABII M JEKJIAPAITMIO

RA.RU. 110M08 OPTAH ITO CEPTHO®HKALIHH ITPOAYKIHH OBI[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXXHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. I, adpec opeana no
cepmugpurayuu. 115280, POCCHA, 20pod Mocxkea, ya. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
catim: oyxr.pg.

JEKJAPAITAA O COOTBETCTBHU 3APETHCTPHPOBAHA M POCC RU J-FR.®M08.A.24402/19
JATA PETHCTPAIIAMN 20.05.2019

{ D| p{ Hupenko 1.B.
noAnues | Pywosogurens OC




Ceptuchukar coorBeTcTBUA U

Aenbdpapm
Peiimc

aHanunia

CepTudvkaTt cooTBETCTBUA

Ha3sBaHwne nekapcTBeHHOro
cpeactea.

Kopg knvnexTa/ Bepcus:

AKTUBHBIA MHrPeaneHT(b):

ApTuKkyn Ne:
Homep cepum:

Homep cepuu
HepacdacoBaHHOro NpoaykTa:

Ne AinueH3un Ha NPOU3BOACTBO:

MpoussoacTeeHHas
cneyudmkaums:

TecroBan cneuvdpukauma Ne:
Harta npoussoacTea:
Cpok rogHocTw:

Konu4ecTso BbINyLWEHHO
cepum:

Crpanuua: 1
HanevataHo: 30/04/19

lNyTranakc Tabnetku 5 mr
Poccuiickan degepauvs
PernctpayuoHHoe yaocrosepenne Ne: JIM-000834

20 wr - Ty6a
651983 -004

MukocynbaT moHormgpat HaTpua SMr/TabneTka

HopmaTtueHblin gokymenT: NIM-000834-101011
N3m.1,A3m.2

314353
190408

190408

M15/292

78823_P330Al0105

78823_P510ai0301 : 78823_P520ai0101
03 2019
03 2022

61.270 ea.

3anssneHue o cepTudukaumu:

“HacToawum noaTeepxaatlo, YTo BblleyKasaHHaA MHPoPMaLUA ABMAETCA AOCTOBEPHON U
npaBuNbHON. [laHHan cepua NexapcTBEHHOro CpeACcTBa NPOM3BeAeHa, BKMIOYAA YNaKOBKY U
KOHTPOMb KauecTBa, B YKa3aHHOM BbILLE MECTe B NOMHOM COOTBETCTBUM C TpeboBaHUsIMK
GMP mecTHOro perynaTopHOro opraHa v cneuudukaunam, 3aperncTpupoBaHHLIM B
UMnopTUpyoWen cTparHe/ cneundrkaummu ANA uccnegyembix NeKapcTBEHHLIX CPpeacTs.
OTueTsl 0 NPOV3BOACTBE, YNAKOBKE W KOHTPONE KayecTsa cepuu Gblnu NPoBEpPeHbl U
npuaHaHbl cooTeeTcTBYOWMMKN TpebosaHuam GMP. Jllo6kie 0TKNOHEHWA BbiNK OLEHeHb!
A0 Bbiftycka cepun. [laHHan cepus BeiNyWEHa yrioNHOMOYEHHbLIM NULIOM.”

30.04.2019 OMannysne AEPBUH
YnonHoMoueHHoe NHUo
NOANUCH
Oenscapm PeimMc
10 Pio Konoxene WapGonno
51100 Peiime, OpaHuma



Oenwcpapm
Peitmc

CepTtucukar COOTBETCTBMA U aHaNuU3a

Ha3zBaHue nekapcTeEHHOrO FyTranakc TabneTku 5 mr CrpaHuua: 2

cpeacrea: Poccuiickas ®egepauyus

ApTukyn Ne 1314353 Kog knveHTa/Bepcun: 651983 - 004 HaneyaTano: 30/04/19
Homep cepum 1190408

Homep cepuu 1190408

HepacgacosaHHOro

npoaykra

TecTosan cneundmkayua Ne: 78823_P510A10301 :
78823_P520A10101

78823_P330Al0105

Aata npouseoacTea:
20/03/19

MpownssoacTeeHHan cneumdukayua Ne: Cpox rogHocTu: 03/2022

Ucnbitaume Cneundmukaumn Pesynutar
Onucanwue Benvie, kpyrnsie, nnockoumnuuapudecke  COOTBETCTRYET
TabneTkn O CKOLIEHHBLIMKM KpasMK, Ha
OQHOM CTOPOHE TabneTky BhIrpaBUPOBAHO
«5L» no 0fe CTOPOHLI pasgennTensHoi
pwucku, Ha APYroi CTOPCHE — NoroTyn
hrpmBI.
3anax NOYTU HEOLYTUMLIA CooTteeTcTRYET
PasMepbl: anamerp Oxono 7,0 Mm 7,1 Mm
Pasmeépsl: TONWMHA Okono 2,5 mm 2,3 Mm
Pacnapaemoctb (6/18) Ycnosue A (n=6 TabneTok) CooTseTtcTBYET
He Gonee 15 MUH.
Ycnosue B {(n=6+12 TaGneTok)
MuHUManbHo 16 eaMHUY <= 15 MUH. OTtaensHble
3HAYEHUA:
345
555
TeephocTb: cpeaHee 3HaveHe He meHee yem 25 N 40N
TeBepaoocTb: MakcumaneHoe He meHee yem 25 N 49 N
3HaveHue
TBepgoCTh: MUHUMANLHOE He meHee uem 26 N 33N
3HaYeHue
OQHOpPOAHOCTL A03UMPOBaHNUA Ycnoeue A (n=10 Tabnetok) CooTeeTcTByeT

DA 1773 (UV) (EP)

OvAentHble 3HaYeHUA (%)

98.3 101.1 1005
101 101 101
99,8 99,3 995
100,1

OgHOpPOAHOCTL A03WMPOBAHNA Yenosue A (n=10 Tabnerok) 22
DA 1773 (UV) (EP) Honyctumoe 3HaveHune (k=2.4) gomuHo
6bITb He Gonee yem 15,0
WaeHTudukaums DA 1773 (TCX)  CooTBeTcTBYET CTaHAApTY CooTeeTtcrayer
WaeHTucbmkauns DA 1773 CooTBeTCTBYET CTaHaapTy CooTeeTtcreyer
(BIXKX)
KonuyecTBeHHoe onpeeneHne 4,75 - 5,25 mr/Tab. 4,96 mr/rab,
DA 1773 (BXKX)
MNocTroporHne npuMeck: DA 1773 He Gonee uem 0,5 % <0,10 %
Ha C-La 401 Na (B3XX)
MocToponHue npumecw: DA 1773 He 6onee 4yem 0,2 % <0,10 %
Ha La 96 (BIXX)
MNocTOopoHHWE NpUMeck: He Bonee yem 0,2 % <0,10 %

OTAENbHbIE HEN3BECTHLIE
NpoAyKTsl paanokeHun (BIXKX)



Ceptudmkar cooTBeTCTBUA U aHaNMU3a Renuipapm

Peitmc

Ha3saHue nekapcTBeHHOro l'ytranakc rabnetkn 5 mr CrpaHuua: 3
cpeacrTea: Poccuiickas depepauun
ApTtukyn Ne 1314353 Kopn knuexnta/eepcun: 651983 - 004 HaneuaTaHo: 30/04/19
Homep cepuu 1190408
Homep cepuu 1190408
HepacjacoBaHHOro
npoaykTa
Tectosas cneuudmrkaumua Ne: 78823_P510AI0301 : Data npoussogcrea:

78823_P520A10101 20/03/19
MpoussoacTeeHHan cneundunkalmua Ne:; 78823_P330AI0105 Cpok rogHocTi: 03/2022
Ucnuitanue Cneuncbmkauma PesynbTar
MOCTOPOHHME NpUMECH: He Gonee yem 0,2 % <0,10 %

OTAENbHLIE HEUIBECTHBbIE

NPOAYKTHI pasnoxeHusn (BIXKX)

NocTopoHHWE NpuMecik: He Gonee 4em 0,2 % <0,10 %
0TAENbHLIE HEUIBECTHbIE

NPOAYKTH! pasnoxeHusn (BIXX)

MNocTopoHHWe NpUMeck: cyMMa He G6onee yem 1,0 % <0,10 %
BCEX NPOAYKTOB Pa3noKeHus

(BIWX)

Mpumeyarus:

QOueHka: CooTeeTcTBYeT cneundukalum

Aarta aHanusa:  30/04/19 Meanuce

AHanus Ne: 377944 KoHTponb Kavectsa  30.04.2019

3c¢rens BATHEP
(noanuce)



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

Certificate of Conformance

GUTTALAX TABLETS SMG

RUSSIAN FEDERATION

MARKETING AUTHORIZATION No : LP-000834
20 TUBE

651983 - 004

SODIUM PICOSULPHATE MONCHYDRATE SMG/TABLET

314353
190408
190408

H 15/292
45121

78823_P330A10105

78823_P510ai0301: 78823_P520a310101

03 2019

03 2022

61.270 UN

DELPHARM
Reims

Page: 1
Printed on:30/04/19

I e et L L P ey — - e NS SR I TSRS S AR NS O TSR

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 te 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”.

Emman
Qualified Person
Signature 3

Delpharm Reims
10 Rue Colonel Charbonneaux
S11G0 Reims, France



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS SMG
Article No. .: 314353
Batch/Lot No.: 1390408
Bulk Batch No: 190408
Testing Specification

Customer code

RUSSIAN FEDERATION
Version: 651983 - 004

1 78823 _P510a10301: 78823_P520ai0101

Manufacturing Specification No.: 78823_P330A10105

White, round, flat tablets with
bevelled edges: one side marked
“5L/breakline/5L", other side marked

Tests Specifications
Description

with Company symbgl
(dour

Dimensions: Diameter
Dimensions: Thickness

Disintegration time

Resistance to crushing: Mean value
Resistance to crushing: Maximum value
Resistance to crushing: Minimum value

Uniformity of dosage units
(WVI{EP)

Uniformity of dosage units
(UYICEP)

Identification DA 1773 (TLC)

Almost imperceptibie
About 7.0 mm
About 2.5 mm

NMT 15 minutes (6 single values)

Not Less Than 25 N
Not Less Than 25 N
Not Less Than 25 N

Requirement A (n=10)
Individual Vaiues (%)

Requirement A (n=10)}
The acceptance value (k=2 4) must not
be greater than 15.0

Corresponding to standard

DELPHARM

Page: 2
Printed on: 30/04/19

Date of Manufacture: 20/03/19

Expiry Date . . . .:

Results

03 2022

Conforms

Conforms

7.1 mm

2.3 mm

Conforms

Individual values:

3 4 5

5 5 )

40 N

49 N

33N

Conforms

Individual values:
98.3 101.1 100 5
101 101 101
99.8 99 .3 89 .5
100.1

2.2

Conforms



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS SMG
Article No. .: 314353 Customer code
Batch/Lot No.: 190408

Bulk Batch No: 190408

Testing Specification : 78823_P510a10

Manufacturing Specification Ng.: 78823_pP33

Tests

RUSSIAN FEDERATION
- 604

Version: 651983

301: 78823_P520a10101

DAIO105

Specifications

Identification DA 1773 (HPLC)
Active ingredient content DA 1773 (HPLC)

Degradation products: Degraded DA 1773
to C-La 401 Na (HPLC)

Degradation products: Degraded DA 1773
to La 96 (HPLC)

Degradation products: Each individual
unspecified degradation product (HPLC)

Degradation products: Sum of all
degradation products (HPLC)

Date of Analysis : 30/04/19
No. of Analysis : 377944

DELPHARM
Reima

Page: 3

Printed on: 30/04/1%

Date of Manufacture: 20/03/19
: 03 2022

Expiry Date .

Results

Corresponding to standard
4.75 - 5.25 mg/tab.

Not More Than 0.5 %

Not More Than 0.2 %

Not More Than 0.2 %

Not More Than 1.0 %

Signature
Quality Control

Estelle WAGNER

30 AVR. 2019 \

Conforms

4.96 mg/tab

0.10 %

<

A

0.10 %

A0 0%

0 %




