JEKJAPAIIUA O COOTBETCTBUH

JAEKJAPAHT, IPHHAMAIOINHIA TEKJIAPAITAIO O COOTBETCTBHHA

AO "Canogu Poccus”

Ceedenus o pecucmpayuu opzanusayuu. Mescpationnas uncnexyus Pedepanvroli Hano2680t cayxcbor Ne 46 no
2. Mocxse 01.01.2008, OI'PH 1027739079940, dama npuceoenua OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Tenechon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuwrii dupexmop Monoic O.A.

Hosepennoe nuyo: Cmenavoe C.C., dosepennocms 6/4 om 01.12.2017

SASBJIAET, UTO

nrexapcmeenroe cpedcmeo: I'ymmanaxc, mabaemxu 5 m2 50 wm., mybu (1), nauku kapmonnwvie, PY Ne
JHI-000834 om 10.10.2011 (0ama zamener 01.08.2017} euioano AQO "Canogu Poccus”, cepun 181568, napmun
8330 ynaxosox, 200en oo 01.11.2021, npouseodcmsa Henvghapm Peiimc, @panyus, Delpharm Reims, 10 Rue du
Colonel Charbonneaux, 51100 Reims, France, koo OKIT[]2 21.20.10.115, kod TH B3J 3004900002, xonmpaxm
Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085325511 om 04.03.2019

COOTBETCTBYET TPEBOBAHUAM

JIT 000834-101011 umm. Ne 1-4

JAEKJIAPAIIIA TIPHHATA HA OCHOBAHHH

npomoxon ucnetmanuii Ne 7240 om 14.03.2019 H/I OO0 HI] "®PAPMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.®M08.C36037 om 14.03.2019
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CBEJEHMSA O PETUCTPAIIMU

OPI'AH 1O CEPTU®UKAILIH, SAPETUCTPHPOBABLUHI JEKJIAPAITHMIO

RA.RU.11®MO08 OPIAH 110 CEPTHOHKALIHH ITPONYKIJHH OFILECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA",

aopec opzanuszayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opaana no
cepmugpuxayuu: 115280, POCCHA, 2opod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, seb-
caiim: oyxx.pg.

JAEKJIAPAITAS O COOTBETCTBHHM 3APETHCTPUPOBAHA ¥ POCC RU /]-FR.@M08.A.18683/19
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Ceptudmkar coorsercTBua n

Oenbdrapm
Peimc

aHanusa

CepTtucukaT cooTBETCTBUA

HasBaHune nekapcTBeHHOro
cpeacTea:

Koa knueHTa/ Bepcus:

AKTMBHBIA MHrpeaueHT(b!):

ApTukyn Ne:
Homep cepun:

Homep cepuun
HepacdacoBaHHOro npoAyKTa:

Ne nuueH3anu Ha NPon3BOACTBO:

MNpouasoacTBEHHAA
cneyurdukauvs;

TecTosas cneundukaums Ne:
Hara npousBoacTtea:
CpoK roaHocTu:

KonwuecTeo BbinyLyeHHON
cepuu:

Crpanuua: 1
Haneuvatano: 12/02/19

lNytranakc Tabnetkn 5 mr

Poccuitckan depepayns

PeructpauvonHoe yaoctoeepeHue Ne: J1M-000834
50 wr - Ty6a

651985/004

Mukocynetdat MoHOrMapaT HaTpus Smr/Tabnertka

HopmaTueHbin gokyment: JIM-000834-101011
Nam.1,N3m.2

314867
181568

181568

M15/292

78823_P330Al0105

78823_P510ai0301
11.2018
11.2021

8. 330 ep.

3asBneHue 0 cepTudUKaLW:

“HacToaumm noaTeepxaalo, YTo BbleykadaHHaA UHOPMAaLMA SBNAETCA 4OCTOBEPHON 1
npasuneHoN. [laHHaA cepun NekapcTBEHHOrO CPeACcTBa NPON3BEAEHA, BKNIOYANA YNaKoBKY U
KOHTPONb Ka4yecTsa, B YKa3aHHOM BbilLE MEecTe B NONHOM COOTBETCTBUM C TpebosaHuaMu
GMP mecTHOro perynaTopHOro opraHa U cneumdukaLmam, 3aperncTpUpPoOBaHHLIM B
UMNOPTUPYIOLLIER cTpaHe/ cneuyvdrkaLum AnNA necneayemMblxX NeKapCTBEHHbIX CPeaCTB.
OTueTsl 0 NPOU3BOACTBE, YNAKOBKE W KOHTPONE Ka4uecTBa cepun Gbinu NpoBepeHbl U
npu3sHaHel cooTeeTcTeyloWwmuMK TpebosaHnam GMP. Jliobbie oTKNOHeHWA GLiNK OLeHEeHB!
B0 Beinycka cepuun. [laHHan cepus BbiNyLeHa YNONHOMOYEHHBIM NTMLOM.”

18.02.2019 IMmaHyanb epBuH
YnonHoMoyeHHoe NUuo
NoANUCH
Henedapm Peitmc
10 Pio Konowene WapGorro 51100
Peimc, dpaHuua



Denwcapm
Penmc

CepTudukar cooTBeTCTBUA U aHanNu3a

Ha3sBaHue nekapcTBeHHOro Fytranakc TabneTku 5 mr Cvpanuya: 2

cpeacTtea: Poccuiickan depepauns

ApTukyn Ne :314867 Koa knneHTa/Bepeuna: 651985/004 HaneuaraHo: 12/02/19
Homep cepunu 1181568

Homep cepuu 1181568

HepacdacosaHHOro

npoAykTa

Tectoeas cneyucukauusa Ne: 78823_P510A10301 Hara npouseoacTea:

26/11/18
Cpok rogHocti: 11/2021

MpoussoacTeeHHan cneyudukaums Ne: 78823 P330A10105

HcnbiTaHue Cneundrkauna PesynbTar
Onucanue bensie, kpyrneie, nnockoywnudgpuyeckue CooTeeTcTeyeT
TabneTkn CO CKOLWEHHBIMK KpasMu, Ha
O0AHON cTopoHe TabneTkn BEIrPaBUPOBaHOD
«51L» no obe cTOpOHBI pasaenuTenbHol
PUCKW, Ha APYrOA CTOPOHE — NQroTHN
hupmsi.
3anax NOYTU HEOLLYTUMbIA CooTeeTcTBYET
Pasmepbl: guamertp Oxono 7,0 mm 7,0 MM
Pasmeptl: ToNwuHa Okono 2,5 Mm 2,3 MM
Pacnagaemoctb (6/18) Yenoewe A (n=6 TabneTtok) CooTeeTcTRYET
He Bonee 15 MuH.
Yenoeuwe B (n=6+12 TabneTok)
MuHuManeHo 16 eguHUL <= 15 MUH. OTAenbHble
3HaJYeHus:
345
557
TeepaocTh: cpeaHee aHaqveHue He meHee 4eM 25 N 33N
TeepaoCTk: MakCMManoHoe He meHee yem 25 N 39N
3Ha4eHue
TeepaocTs: MMHUMAaNbLHOE He meHee yveMm 25 N 29N
3HayeHue
OAHOpPOAHOCTE AO3MPOBaHUA Ycnoaue A (n=10 TaGneTok) CooteeTcreyeT
DA 1773 (UV) (EP) OTaencHbIE 3Ra4eHun (%) 101.2 98 100

100,7 101,2100,1
998 99 100

99,1

OaHopoaHOCTL A03MPOBAHKUA Ycnosune A (n=10 TabneTok) 2,4
DA 1773 {UV) (EP) Honyctumoe sHavenne (k=2.4) fOMKHO

OeITy He Bonee yem 15,0
WaenTtudbukauma DA 1773 (TCX)  CooTseTcTByeT cTaHaapTy CooTaeTcTBYET
WaenTudpukauma DA 1773 CooTBETCTBYET CTAHAAPTY CooteeTcTRYET
(BINAX)
KonnyecTeeHHoe onpegeneHue 4,75 - 5,25 mritab. 4,96 mr/Tab.
DA 1773 (BDXX)
MNMoctopoHHue npumecu: DA 1773 He Gonee yem 0,5 % <0,10 %
Ha C-La 401 Na (B3XKX)
RocToporHue npumecu: DA 1773 He Gonee vem 0,2 % <0,10%
Ha La 96 (BIXX)
MMocTopOHHUE NPUMECH: He Gonee 4em 0,2 % <0,10 %

OTAENLHLIE HEW3BECTHLIE NPOAYKTHI
paanoxexua (BIXX)



CeptucdukaT COOTBETCTBUSA U aHANU3a Dentdapm

HassaHue nekapcrBeHHOro FyTranaxc TabneTku 5 mr
cpeAacTBa: Poccuiickan Pegepauun

ApTukyn Ne :314867 Koa knuenTa/sepcua: 651985/004
Homep cepun 1181568

Homep cepuu 1181568

HepacthacoBaHHOro

npoaykTa

Tectosas cneyndukaums Ne; 78823 P510A10301

MNpouseoacTeeHHan cneyndmkauma Ne: 78823_P330AI10105

HcnbiTanue Cneundcgmkayun

MocTopoHHWe NpUMecH: He Gonee 4yem 0,2 %
OTHENbHbIE HEU3BECTHLIE

NpPOAYKTHI pasnokeHna (BIMCX)

MNocTOpOHHWE NpUMecH: He Gonee 4em 0,2 %
OTAENbHbIE HEM3BECTHbIE

NPOAYKTEI pasznoxeHua (BIMX)

MNocTOpoHHKME NPUMECH: CyMMma He Gonee yem 1,0 %
BCEX NPOAYKTOB Pa3noXeHus

(BIXX)

Peimc
CTtpaHuua: 3

Haneuatano: 12/02/19

Dara npoussogcTea:
26/11/18
Cpox rogHocTu: 11/2021

PesynbTaTt

<0,10 %

<0,10 %

<0,10 %

Npumeyanus:

Ouenxa: CooTBeTcTayeT cneuutukaumnm

[ata aHanusza: 12/02/19 Moanuce
AHanns Ne: 374942 KoHTponb ka4vecTsa
{nognuce)

12.02.2019 Op MoTpuH



Certificate of Conformance and Analysis

Froduct -

Customer code - Version

Active Ingredient(s)-

Article No :

Batch/Lot No.:

Bulk Batch No

N of Manufacturing Authorization:

EudraGHDP Document Reference No

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

A S S TR DD At SEu

Certification statement:

PELPHARM
Reims

Certificate of Canformance
Page: 1
Printed on:12/02719
GUTTALAX TABLETS 5M@
RUSSTAN FEDERATION
MARKETING AUTHORIZATIOMN No.: LP-000834

50 TuBE

651985 - 004

SODIUM PICOSULPHATE MONOHYDRATE 5MG/TABLET
Normative Document: LP 000834-101011. Var.1.Var.2
314867

181568

181568

M 15/292

45121

78823_P330A10105

78823_P510a10301

1l 2018
11 2021

8.330 UN

0 T O O 0 g S O T T O R o Al S e

"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 reguirements of the
focal 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 toe batch release.

The batch has been released by a Qualified Person”.

Qualified Persan
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. France



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG

Article No. : 314867
Batch/Lot No.: 181568
Bulk Batch No: 181568

Testing Specification

Customer code - Version: 651985

RUSSTAN FEDERATION
- 004

: 78823_P510210301

Manufacturing Specification No.: 78823 P330A10105

Scomsswn=sS=s = S mammn mEmOorscommee

Description

Odour
Dimensions: Diameter
Dimensions: Thickness

Disintegration time (6/18}

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

Resistance to crushing: Minimum value

Uniformity of dosage units : DA 1773
(UVI(EP)
Uniformity of dosage units : DA 1773

(UV)(EP}

Specifications

White ,round,flat tablets with bevelled
edges.One side marked"SL/breakline/sL".
-Other side marked with Company symbot

Almost imperceptible

About 7.0 mm

About 2.5 mm

Requirement A (n=6 tablets)

NMT 15 minutes

Requirement B {n=6+12 tablets)
At Teast 16 values <= 15 minutes

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

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

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

Page: 2

ELPHARM
Reims

Printed on: 12/02/19

Date of Manufacture: 26/11/18

Expiry D

Results

Conforms

Conforms

7.0 mm

2.3 mm

Conforms

ate .

: 11 2021

SEgSSoSTnaAsocoaansn

Individual values:

3
5

J3 N

39N

29 N

Conforms

4
5

5
7

Individual values:

101.2
100.7
99.8
99.1

2.4

98
101 2
99

100
100 1
100



Certificate of Conformance and Analysis

DELPHARM

Reims
Product Name : GUTTALAX TABLETS 5MG RUSSIAN FEDERATION Page: 3
Article No. .: 314867 Customer code - Version: 651985 - 004 Printed on: 12/02/19
Batch/Lot No.: 181568
Bulk Batch No: 181568
Testing Specification . . .: 78823 P510ai0301 Date of Manufacture: 26/11/18
Manufacturing Specification No.: 78823_P330A10105 Expiry Date . . . .: 11 2021

Tests Specifications Results
Identification DA 1773 (TLC) Corresponding to standard Conforms
Identification DA 1773 (HPLC) Corresponding to standard Conforms
Assay of DA 1773 (HPLC) 4.75 - 5,25 mg/tab. 4,96 mg/tab.
Pegradation products: Degraded DA 1773 Not More Than 0.5 % < 0.10 %

to C-La 401 Na (HPLC)

Degradation products: Degraded DA 1773 Not More Than 0.2 % <0.10 %
to La 96 (HPLC)

Degradation products: Each individual Not More Than 0.2 % <010 %
unspecified degradation product {HPLC)

Degradation products: Each individual Not More Than 0.2 % < 0.10 %
unspecified degradation product (HPLC)

Degradation products: Each individual Not More Than 0.2 % <0.10 ¥
unspecified degradation product (HPLC)

Degradation products: Sum of all Not More Than 1.0 % < 0.10
degradation products (HPLC)

Date of Analysis : 12/02/19 Signature
No. of Analysis : 374942 Quality Control
Aude POITRINE |-

12 FEV, 2019 %l




