Ceptudukar coorseTcTBUA U %

aHaJyIn3a
Denbdapm
Penmc
CepTudukat cooTBETCTBUS

Ctpanuua: 1
HaneuvataHo: 25/06/21
B 09:51:43

HasBaHve nekapcTBeHHOro lN'yTTanakc Tabnetkm 5 mr

cpeacrsa:

Poccuiickaa ®enepauus

PernctpauunoHHoe yaoctosepeHume Ne: J1M-000834

20 wr - Ty6a
Kopg knuneHTta/ Bepcus: 785063 -002
AKTUBHbBIA UHTPeaneHT(bl): MukocynbdaT MoHorMapaTt HaTpus Smr/Tabnetka
ApTtukyn Ne: 320907
Howmep cepuu: 210571
Homep cepun HepacdacoBaHHoro 210571
npoaykra:
Ne nnuueH3nm Ha NPpoM3BOACTBO: M15/292

EudraGMDP ccbinka Ha gokymeHT 71582

Ne:

[NponssoacTeeHHas 78823 P330Al10105

cneuundukauus:

TectoBas cneyudukaumsa Ne: 78823 P510AI0301: kpome TecTa «BHELUHWUA BUA»
ND VV-REG-08078268sepcus 2.0: TONbKO AN TeCTa «ONncaHne»
78823 P520ai0101

[aTa nponsBoacTea: 05 2021

Cpok rogHocTu: 04 2024

KonuuyecTBo BbIMyLLEHHOW cepun: 59.335 egn.

3asaBneHune o ceptudmkaunmn:

“ Hactosiwum nogTeepaato, YTo BhilleyKkasdaHHas nHopMaums SBnseTcs AOCTOBEPHON U
NpaBuUITbHOW, 1 YTO BCE CTaauM NPOM3BOACTBA AAHHOM Cepumn roTOBOro npenapaTa Obinm npoBeaeHbl
B MOSTHOM COOTBETCTBUM C TpeboBaHuAMM Hagnexatluen npon3BoACTBEHHON NPAKTUKN MECTHOTO
opraHa perynupoBaHusi, TpedoBaHuamun EC n B cooTBeTCTBMM C TpebOBaHUSIMU PerncTpaLmoHHorO. ..
yOOCTOBEPEHMS CTpaHbl-nonyyarens. OTyeTbl O NPOM3BOACTBE, YNAKOBKE U KOHTpOIie Kaqu*;»_’,a !

YNoNHOMOYEHHOE NULIo
Moanuck

Oenbdapm Perimc
10 Pto Konoxensb LLap6oHHo
51100 Penmc, ®paHums



CeptudmkaTt cooTBeTCTBMA U aHanNus3a

HasBaHue nekapcTBeHHOro
cpencrea:

ApTukyn Ne :320907
Homep cepun 1210571
Homep cepun 1210571
HepacacoBaHHOMO

npogykTa

TecToBas cneyundukaumsa Ne:

MpounssoacTeeHHas cneuudukaumns Ne:

Fytranakc Tabnetku 5 mr
Poccuiickaa ®enepauusa
Koa knunenTta/Bepcus: 785063-002

78823 _P510AI0301: kpome TecTa
"onuncaHne"
ND VV-REG-0807826 Bepcus 2:

TONbKO ANSA TeCTa «BHELUHUN BUO»

78823 _P520AI0101
78823_P330AI0105

S

Denbdapm
Penimc
Ctpanuua: 2

Hane4yaTtaHo: 25/06/21
B 09:51:43

[ata npousBofacTea:
06/05/21

Cpok rogHocTtu: 04 2024

UcnbiTanne Cneundmkauusn PesynbTar
Onucanune benvle, kpyrnbie, CooTtBeTcTBYET

nnockounnuHapu4eckue TabneTkm co

CKOLUEHHbLIMU KpasMu, Ha OOHOM

CTOpOHE TabneTkn BbirpaBMpPOBaHO

«5L» no o6e CTOPOHBI

pas3genuTenbHON PUCKM, MPaKTUYECKU

6e3 3anaxa.
3anax NOYTU HEOLLYTUMBIV CooTtBeTcTBYET
Paamepbl: gnameTp Oxkorno 7,0 mm 7,0 Mm
Paamepbl: TonwuHa Okorno 2,5 um 2,3 MM
Bpems pacnaga He 6onee 15 MyHyT (6 oTOENBHbIX CooTtBeTcTBYET

TBepaocTb: cpegHee 3Ha4YeHne
TBepaoCTb: MakcMMarnbHoe
3HayYeHue

TBepAoCTb: MMHMMarnbHoe
3HayYeHue

OOHOPOAHOCTL 403MPOBaHMS

OOHOPOAHOCTL 403MPOBaHMS

MoanuHHocTe DA 1773 (TCX)

3HaYeHun)

He meHee yem 25 N
He meHee yem 25 N

He meHee yem 25 N

TpeboBaHnue A (n=10)
WHameuayanbHbin pesynestart (%)

TpeboBaHnue A (n=10)
Mpuemnembin pesynbtat (k=2.4)
OormkeH 6bITb He 6onee 15.0 (%)

CooTBeTcTBYET CTaHOApTy

OT,EI,e.I'IbeIe 3Ha4YEeHN4A:
333
4 45

30N
35N

27N
CooTtBeTcTBYET

VHavBuayanbHbIn

pesynbTar:
102.2 101.7 104.2

102.6  101.3 4505
103.1 101/ QS&J
100.4 N

3,8

CooTtBeTCTBY



CepTtudukar cooTBeTCTBUA U aHanNu3a '3

Denbdapm
Penmc
Ha3BaHue nekapcTBeHHOro MNytTanakc Tabnetku 5 mr CtpaHuua: 3
cpeacrtia: Poccuiickaa ®enepauusa
ApTukyn Ne :320907 Kog knueHTta/Bepcus: 785063-002 HanevartaHo: 25/06/21
B 09:51:43

Homep cepun 1210571
Homep cepun 1210571
HepacacoBaHHOMO
npogykTa
TecToBas cneyundukaumsa Ne: 78823 _P510AI0301: kpome TecTa [ata npousBofacTea:

"onuncaHne" 06/05/21

ND VV-REG-0807826 Bepcus 2:

TONbKO ANS TecTa «BHELUHUIA BUA»

78823 _P520A10101
MpounssoacTeeHHas cneuyudmkamsa Ne: 78823_P330AI0105 Cpok rogHocTu: 04 2024
UcnbiTaHne Cneuudumkauus PesynbTtat
MoanuHHocTe DA 1773 (BOXKX) CooTBeTCcTBYET CTaHOapTy CooTtBeTcTBYET
KonuuecTtBeHHOe onpegeneHne 4,75 - 5,25 mr/Tab. 5.03 mr/Tab.
DA 1773 (B3XX)
MocTtopoHHWe npumecu: DA 1773 He 6onee yem 0,5 % <0,10 %
Ha C-La 401 Na (B3>XXX)
MocTtopoHHWe npumecu: DA 1773 He 6onee yem 0,2 % <0,10 %

Ha La 96 (BOXXX)

[MocTopoHHUE NpUMecH: He 6onee yem 0,2 % <0,10 %
OTAerbHble HEM3BECTHbIE
NoCTOPOHHME npumecu (BOXKX)

[MocTopoHHUE NpuMecH: cymma He 6onee yem 1,0 % <0,10 %
BCEX MOCTOPOHHUX NPUMECEN

(BOXKX)

MpumeyaHus:

OueHka: CooTBeTCTBYET Cneundmkaumm

[Nata aHanusa:  25/06/21 Mopnuck

AHanma Ne: 404819 KoHTponb kadectBa 25 MIKOHA 2021

Aude POITRINE
(mognuce)
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DELPHARMWM
Reims

Certificate of Conformance and Analysis

Certificate of Conformance
Page: 1
Printed on:25/06/21
at:9:51:43
Product: GUTTALAX TABLETS 5MG
RUSSTAN FEDERATION

MARKETING AUTHORIZATION No: LP-000834

20 - tube
Customer code - Version 785063 - 002
Active Ingredient(s): SODIUM PICOSULPHATE MONQHYDRATE 5MG/TABLET
Article No 320907
Batch/Lot No.: 210571
Bulk Batch No: 210571
N° of Manufacturing Authorization. M 15/292
EudraGMDP Document Reference No. 71582
Manufacturing specification: 78823_P330AI0105
Testing specification: 78823_P510A10301:except"Description”test

ND VV-REG-0807826 version 2.0 : only for ‘"Appearance" test
78823_P520ai0101

Date of Manufacture 05 2021
Expiry Date: 04 2024
Batch quantity released 59,335 UN

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 requ1rements af_ihg
local Regulatory Authority, the EU and with the requirements of the Marketing Authorization(s) oﬁ@,
destination country/countries. The batch processing. packaging and analysis records have beenp }/

%

found to be in compliance with GMP. Any deviations have been assessed and closed prior to baﬁ”‘/q;
The batch has been released by a Qualified Person” gf
Qualified Person - : 533‘3‘
Signature Tulie CARETTI :3§§§\
2 O

75 JUIN 20U

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France
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DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name : GUTTALAX TABLETS 5MG RUSSTAN FEDERATION Page: 2
Article No. . 320907 Customer code - Version: 785063 - 002 Printed on:25/06/21
at:9:51:43

Batch/Lot No.: 210571
Bulk Batch No: 210571
Testing Specification . ; 78823_P510A10301:except"Description”test Date of Manufacture: 6/05/21
ND VV-REG-0807826 version 2.0 : only for ‘"Appearance” test
78823_P520ai0101

Manufacturing Specification No.: 78823_P330AI0105 04 2024

Expiry Date

Tests Specifications Results
Appearance White color, round, flat faced, Conforms
chamfered edge, tablets. engraved with
"5L" on either side from the break line
on one surface, practically odorless
Odour Almost imperceptible Conforms
Dimensions: Diameter About 7.0 mm 7.0 mm
Dimensions: Thickness About 2.5 mm 2.3 mm
Disintegration time NMT 15 minutes (6 single values) Conforms
Individual values.
3 3 3
4 4 5
Resistance to crushing: mean Not Tess than 25 N 30 N
Resistance to crushing: maximum Not Tess than 25 N 35 N
Resistance to crushing: minimum Not less than 25 N 27 N
Uniformity of dosage units Requirement A (n=10) Conforms

Uniformity of dosage units

Identification DA 1773 (TLC)

Individual Values (%)

Requirement A (n=10)

The acceptance value (k=2 4) must not

be greater than 15.0

Corresponding to standard

Individual values:
102.2 101.7 104 .2
102.6 101.3 100.8
103.1 101.9 98.9
100.4

3.8

Conforms A@fj?
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DELPHARM

Certificate of Conformance and Analysis

Reims

Product Name : GUTTALAX TABLETS 5MG RUSSIAN FEDERATION Page: 3
Article No. : 320907 Customer code - Version: 785063 - 002 Printed on:25/06/21
Batch/Lot No.: 210571 at:9:51:43
Bulk Batch No: 210571
Testing Specification . o 78823_P510A10301:except"Description"test Date of Manufacture: 6/05/21

ND VV-REG-0807826 version 2.0 : only for "Appearance" test

78823_P520ai0101
Manufacturing Specification No.: 78823 P330AI0105 Expiry Date . : 04 2024

Tests Specifications Results
Identification DA 1773 (HPLC) Corresponding to standard Conforms
Active ingredient content: DA 1773 4.75 - 5.25 mg/tab 5.03 mg/tab
(HPLC)

Degradation products: Degraded DA 1773 Not more than 0.5 g < 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 g <010 %
unspecified degradation product (HPLC)

Degradation products: Sum of all Not more than 1.0 ¥ <010 %

degradation products (HPLC)

Date of Analysis 25/06/21 Signature
No. of Analysis - 404819 Quality Control
Aude POITRINE |~

25 JUIN 2021






