Ceptudukar COOTBETCTBUA U

Benbdapm
Peiimc

aHanusa

Ha3ssaHue nexkapcTeeHHoro
cpeacrea:

KoAa knuenTal Bepcus:

AKTUBHBIA nHMPeaveHT(u):

Aptukyn Ne:
Homep cepuum:

Homep cepun HepacacoBarHOro
NpoOAYKTa:

N2 AuUeH3nKn Ha NPoH3BOACTEO;

EudraGMDP ccbinka Ha fOKYMEHT
Na;

MNpoussoacTBeHHan
cneumdpuraumns:

Tecropan cneumdurkauva Ne:

[ara nponaeoycrea:
CpOK roaHoCTH!

Konn4ecTeo seinyLUEHHOR Cepuu:

Ceptuchukar cooTBeTCTBUA

Crpanvua: 1
Hanevatano:21/10/19

Myrranakc Tabnevivm 5 mr
Poccwiickan ®egepauun
PerncrpayvorHoe yaocrosepenue Ne: NIN-000834

20 wr - tyba
651983 -006

Muxocynedpat moHoruapar Hatpus SmritabneTtka
Hopmatuhblit gokyment: NIN-000834-101011 WUam.1,Uam.2

314353
190983
190963

M15/292

45121

78823_P330A10105

78823_P510A1030: kpome TecTa «eHeIUHWH Bua»

HJ iN 000834 — 101011 (15/08/2019): TonbXe ANA TéCTa
«onncaHue»

78823_P520ai0101
07 2019
07 2022

60.810 en.

3anenenne o ceprudimkalug;

* HacTosLLyUM NOATBEPHARID, YTO BbILLISYKa3aHHAA MH(POPMALMA ABNABTCH AOCTOBSPHON U
NPABUNEHOR, M YTO BCE CTAAUM NPOMIBOACTEA A2HHAR CEPWK rOTOBOTO Npenaparta Gbink NpoReAEHSI
B NOAHOM cootaeTcTeny ¢ Tpebosannamn Hagnexalleh npouseoqcTBeHHOA NPaKTUKA MECTHOTO
oprana perynuposanus, TpeGosaHwamu EC u B cooTeevcreun ¢ TpeBOBANNAMN PErHCTPALMOHHOIO
YAOCTOBEPEHUA CTPaHBI-NoAYHaTena. OT4eTH O NPON3BOACTEE, YNAKOBKE W KOHTPONE KAYECTRA

cepun Sbinu npoBepeHsL! U NPU3HaHL! cooTeeTcTeyowrMK Tpebosaduam GMP. Micbble o

19.Hon6 .2019 3nuaaber MNasyna
YNONHOMOVEHHOS AKLO
NoAMKCH
Denschapu Pailme
10 Pio Kononens lilapSonno
51100 Peilmc, dpaHyun



CepTucukar coOoTBeTCTBUSA U aHaNMU3a

Hazpanue nekapcTBeHHOTO

cpemcrTea:
ApTiKkyn Ne 1314353
Homep cepuu 1190963
Homep cepuu : 190963
HepacdacoBaHHOO

npoayKTa

Tecrosan crieyudmkauua No:

Mpou3BoacTeeHHan cneuwdmkayua Ne:

HUenbiTanue

Cnucanue

3anax
Pasmepw: auameTp
Pasamepsl: TonwmHa

MNoTeps B Macce npu
BLICYWMBEHUK:

Bpemna pacnana

TeepAocTs: cpeAHes 3HaveHne

TeepAOCTL: MAKCUMATNBHOE
3HaveHure

TBepaocTs: MUHUMANKBHOE
3HaveHue

Pacreopesme (UV)

MNytranake Tabnetku 5 mr
Poccufickan denepauna
Kon knueHTa/Bepeus: 651983 - 006

78823_P510Al030: kpome TecTa
«BHELWHWA BUA»

HA NN 000834 - 101011 (15/06/2019):

TONbKO ANA Tecra «onucaHuen

78823_P520A10101
78823_P330A10105

Cneuncukaumun

Benvte, kpyrneie, NNOCKOLMNWHADUYECKKE

TabneTku ¢O CKOLUBHHBLIMK KpaAaMy, Ha

OQHOM CTOpOHE TabneTku BbIrpasupoBaHo
«5L» no obe cTOpoHLI pasgenuTensHoi

pUCKKW, npakrudeckn Ges sanaxa,
MOYTH HEOLLYTKMbINA

Okono 7,0 mm

Oxkono 2,5 mm

£6,0%

He Bonee 15 muHyT (6 oTASNbHBIX
3HaYeHUI)

He menee uem 25 N

He menee yem 25 N

He meHee vem 25 N

{n=6): oTAeNbHbI® 3HaYeHun >= 75%

(n=12 wnu 24).cpeaHee 3HaueHwe >=
70%,

(n=12 )oTaenbHeie sHavyerun >= 55%
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Henndcpapm
Peimc
Crpanvua: 2

HanevartaHo: 21/10/19

Dara npounssoacrea: 3/07/19

Cpok roaHoct: 07/2022
Pezyneurar

CooTteercrayeT

Cooteercrayer
7,1 mm

2,3 MM

3.8%

CooTteercreyer

OtpenbHbie
3HaYeHuN:
3 33

4 4 4
36N

41N
31N

CootsercTayet
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Ceptutumkar cOOTBETCTBMA U aHanusa Aenuhapm

Penimc
Ha3sanue NOKapPCTBOHHOFO Myrvanaxe Tabnetkn 5 mr CrpaHnua: 3
cpeacTaa: Poccuickan ®enepauvn
ApTukyn Ne ;314353 Kon knnenTa/sepcus: 651983 - 006 Haneuarano: 21/10M19
Homep cepuu 180963
Homep cepun : 190963
HepacdacoBaHHOro
npoaykTa
Tecropan cneuudukaumna N 78823_P510AI030: KpoMme TecTa Hata npoussoacTea: 3/07/19
«BHELWHNA BUA»
HA NN 000834 - 101011 (15/08/2019):
TONBKO ANA TECTa KONUCAHNEY
78823_P520A10101
MpoussoacTBEHHARA cheundmkaywa Ne: 78823_P330AI10105 Cpox rogHocTy: 07/2022

HenbiTanne Crneuudukaumn Peaynbrar

{(n=24): oTaenbHbie 3HaueHna >= 456%,
(He Gonee 2-x oTAeNbHLIX 3HAYEHWA >=

55%)
OAHOPOAHOCTL AO3NPOBAHNA Ycnoeuwe A (n=10 TabneTok) CooTpercreyer
OrpeneHele 3Havenus (%) 98.1 999 988
101.8 101,1 1004
986 979 981
99,6
OAHOPOAHOCTD ROSWPOBAHWUA Yenosue A (n=10 TabneTok) 3,3
Aonycrumoe aHaueHue (ks2.4) aonkHo
GbiTh He Gonee uem 15,0
WoeHtudpukayua DA 1773 (TCX)  CooTeeTcTeyeT cTaHaapTy CootBeTcrayeT
MNoeepxHocTL TabneTok He Gonee ogHoi nHAMBUAYaNEHOR Macckr  OtaenbHble
{30 ¢ nonoewrHoO TabneTok) NONOBNHBLI TABNETKM MOXKET OTKNOHATLCA  3HAYEHUR:

oT cpeaHei maccer Gonee yem Ha +15%, §9.7 634 623
M HU OBHOro OTKNOH&HUS Donee Yem Ha 624 653 599
+25% 635 65 603
{(pe3yneTaThl B Mr) 659 58.7 698
588 645 534
58.8 684 63.7
676 582 642
645 60.2 541
55 584 657
51 60.4 6€5.9

WaeHtudmkauun DA 1773 CoOTEETCTRYET CTAHAAPTY Coorsercrayer
(BIWX)

Konu4ecTaeHHO2 onpeaeneHmne 4,75 - 5,25 mritab. 4.95 mrirab.
DA 1773 (BIMX)

MocTopoHHue npumecy: DA 1773 He Gonee vem 0,5 %
Ha C-La 401 Na (B30

NocropoHHWe npumeck: DA 1773 He Gonee yem 0,2 %
Ha La 86 (B3XX)




CepTudpukar cooTBetcTBUA U aHanu3a

HaaBanune nexapcvyBeHHoOro

cpeacrea:
Apturyn Ne 1314353
Homep cepuu 1180963
Homep cepuu 1 190963
HepacdacosaHHoro

npoAyKTa

Tecroran cneundoukaumn Ne:

NpouseogcteeHHan cneuudmrkaumnn Ne:
WUcnuitanue

MocropoHHme npumec:
OTA@nbHbIE HEW3BRCTHLIE
NOCTGPOHHKE NpuMeck {BIMKX)

MocTopoHHWe npumecy: cymma
BCEX NOCTOPOHHUX NpuMmecen
(BIX)

MukpoBuonoriuyeckas yucrora:
OBwee KonuuecTEO aapoBHbIX
mukpoopranuamos (TAMC):

HE

MukpoBuonoruyeckas YWcroTa:
Obuwee konuuecTso
Aapoxckeii/nnecHesbix rpuGos
(TYMC):

He

MukpoBuonoruyeckan
yuctotaESCHERICHIA COLI

{Tpumeyanun;
QOuenka:

21/10/19
384389

Hata ananuaa;
AHanus Ne:

F'yrvanaxc Tabnevku 5 mr
Poccuitckan depepauun
Koa knueHTa/eepcun; 651983 - 006

78823_P510AI030; kpome TecTa
«BHELUHWA BUA»

Henuchapm
Pesimc
CrpaHuya:; 4

Haneuatano: 21/10/19

Hara npouasoacrea: 3/07/19

HA NN 000834 - 101011 (15/08/2019):

TONbKO ANRK TECTa «onucaHuey

78823_P520A10101
78823_P330A10105

Cneunduxkauymn

He Bonee 4em 0,2 %

He Gonee uem 1,0 %

6onee 10* KOE/r

Gonee 102 KOE/r

OTCYTCTBHE B | T

CooTBeTCTBYeT Creumwdukauvu

Noanuce
KoHTponb kavecTtaa

Cpok rognocTu: 07/2022
PesynuTar

<0,10 %

<0,10 %

<|0 KOE/r

<10 KOE/r
OTCYTCTBHE B | T
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Certificate of Conformance and Analysis

Product:

Customer code - Verston:

Active Ingredient(s)

Article No .

Batchflot No.:

8uik Batch No:

H® of Hanufacturing Avlhorization
EuaraGMDP Document Reference Mo

Marvfacturing specification:

Testing specification:

Date of Manufacture
Expiry Date:

Batch quantity released

NSRS .- -

Certification statement:

DELPHARM
Ralms

Certificate of Conformance
Page: 1
Printed on:21/10/15
GUTTALAX TABLETS SMG
RUSSEAN FEDERATION
MARKETING AUTHOR[ZATION No.: LP-000834

20 TuBk

651983 - 006

S0DIUM PICOSULPHATE MONOHYORATE SHG/TABLET

314353
190963
190963
15/292
45121
78823_P330AI0105
78823 P510A10301 :except Description™test
ND LP 000834-101012(15/08/2019):0niy for T"Appearance” test
18823_P5202i0101
07 2019
07 2022

60.810 UN

L L ] SARsOEESEEmmmess L LLEL TP YT T L0 T T T

"I hereby certify that the above information is authentic and accurate and that all the manuficturing stages
of this batch of finished proguct have been carried out in full compliance with the GMF requirements of the
local Regulatory Authority. the EU and with the requirements of the Harketing Authorization(s) of the

destination country/countries. The batch processing, packaging and analysis regords have b
found te be in compliance with GMP. Any deviatians have been zssessed and ¢losed priar
The batch has been released by 2 Qualified Person®

Qualified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

DELPHARMN
RBeimop

RUSSIAN FERECRATION Page: 2
Printed on: Zi/10/19

Product ¥zme : GUTTALAX TABLETS SMG

Article Ro. .: 314353 Lustomer code - Version: 651983 - 006

Batcn/los No.: 190953

Bulk Batch No: 190963

Testing Specification : 78823_P51LAT0301 . except' Descripiion’ test Date of Manufacture: 3/07/:6
HO LP 000834-501001(15/08/2C19) :oniy for “Appearance” test

76823_P520a.0101

Henufacturing Specificaticn Ho - 78823_P330AN0105 txp‘ry Date : 87 2922
Tests Spec:fications Results
fippearance White color, round. fiat faced. Conforms

chamfered edge. tablets, engraved with
“5L" on either side f-om the break line
on on¢ surface. practically odorless

Odour Almost imperceptible Conforms
Dinensions: Diameter About 7.0 mm 7.1 rm
dimens‘ens: Thickness About 2.9 nm 2.3 mm
Loss on drying Not more than 6 O % 381
Disirtegration time NMT 15 minutes (6 single values) Conforms
Individual values:
3 3 3
4 4 4
Resistance to crushing: mean Mot tess than 25 N 36 N
Resistance to crushing: maximua Not Tess than 2b N 41 N
Resistance to crushing: minimum Wot less than 25 M i K
Oissolution (UV) For 6: individuals »= 75 % Conforms
For 12 or 24: average >= 70 %
For 12: individuals »>- 55 ¥ 86

For 24: individuals >= 45 I (NMT 2

values = 55 1)

Individual values

9% 82 89
79 8¢ 83
Uniforcity of dosage units Requirement A (n=10) Conforms
Indivicual Values (%)
Individual
98.1
101




Certificate of Conformance and Analysis

Product Hame : GUTTALAX TABLETS SHG

Articie Ho. _: 314353
Bal¢ch/Lot No.: 190963
Bulk Batch No: 190963

Testing Specification .

Customer code - Version: 651583

RUSSIAN FEDERATION
- 006

. 78823_P510A1030) :except"Description=test
ND LP 000834-101011(15/08/2019) :0nty for

78823_P520a10101
Hanufacturing Specification No.. 78823_P330A[3105

Tests

Jriformity of dosage units

Identification DA 1773 (TLC)

Subdivision of tablets
(30 half tablets)

Identification DA 1773 {(HPLC)

Active ingredient content: DA 1773
(HFLC)

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

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

Degradation products: Each individual
unspecified degradation product (HOLE)

Specifications

Requirerert A (n~10)

The acceptance value (k=2.4) must not
be greater than 15.0

Corresponding to standard

AMT 1 individual mass may deviale from
the average mass by more + 15 ¢ & none

deviales by more than 2 25 X
tresulls in mg)

Corresponding to standard

4.75 - 5.25 mg/tab

Hot more than 0.5 }

Not more thar 0.2 &

Not more than 0.2 3

DELPHARM
Relmos

Page: 3
Printed on: 21/10/19

Date of Manvfacture: 3/07/19

"Appearance” test

Expiry late © 07 2022
Results

1.3

Conforms

Conforms

Individual values:
59.7 63.4 62.3
62.4 55.3 59.9
63.5 65 69.3
65.9 58.7 59.8
58 8 64.5 53.4
58. 8 68.4 63.7
67 & 58.2 64.2
64.5 60.2 4.1
55 58.4 65.7
61 60.4 65.9
Conforms

§ .95 mg/tab.

<Qi0 %

<0.10 %




Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS SMG

Article No. .: 314353 Custoner code - Yersion: 651983
Batch/Lot o, . 190963
Bulk Bztch No: 190963

Testing Specification

78823_P520a10101
Manufacturing Specification No - 78823_P330A10105

Tests Specifications

RUSSIAN FEDERATION

78823_P510A10301.except“Description'test
ND LP O00B34-1010i1(i5/0872019).0nly for

Page: 4
- 008

"Appearance” test

Printed on:

DELPHARNM
AReime

21/10/19

Expiry Date . .

Results

Pate of Manufacture. 3/07/1G

: 07 2022

b L DL DR Y FAT e

Degradation products: Sun of all Not more tham 1.0 §

degradation products (MPLC)

Not mare than
CFU/g

Hicrobiological quality: Total aerobic

microbial count (TAMC)

Not more than
CFU/q

Microbiological quality: Total combined
yeasts/moulds count (TYMC)
Microbiological quality: Escherichia Absence 1n 1g
coli

P o e e e mE e e W TR 8 b e o s e S e e

Evalualion: Conforas with specifications

Signature
Quality Control

Date of Analysis : 21/10!19
No. of Analysis : 384389

10 rzised to the power 3

10 ratse¢ to the power 2

Audc POITRINE

22 0CT. 2019/
!

<0.10 %

< 10 CFU/g

< 1 CFU/g

Absence in
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