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Ctpanuua: 1
HaneuataHo: 06/09/21
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HasBaHve nekapcTBeHHOro lN'yTTanakc Tabnetkm 5 mr

cpeacrea: Poccuiickaa ®enepauus
PernctpauunoHHoe yaoctosepeHume Ne: J1M-000834

20 wr - Ty6a

Kopg knuneHTa/ Bepcus: 785063 -002

AKTUBHbIA UHTPeaneHT(bl): MukocynbdaT MoHorMapaT HaTpus Smr/Tabnetka

ApTtukyn Ne: 320907
Howmep cepuu: 210875
Homep cepun HepacdacoBaHHoro 210875
npoaykra:

Ne nuueH3nm Ha NPoM3BOACTBO: M15/292
EudraGMDP ccbinka Ha gokymeHT 71582

Ne:

[NponssoacTeeHHas
cneuundukauus:

TectoBas cneyudukaumsa Ne:

[aTa nponsBoacTea:
Cpok rogHocTu:

KonuuecTBo BbinyLLEHHON cepun:

78823 _P330AI0105

78823 P510AI0301: kpome TecTa «BHELUHWUA BUA»
ND VV-REG-08078268epcus 2.0: TOMbKO AJ15 TECTa «OMUCaHne»
78823_P520ai0101

07 2021
06 2024

58. 584 en.

3aﬂBneHme 0 cepTudmrKaLmu:

“ HacTosilwymm noaTeepxaato, UTo BbllLeykasdaHHas MHdopMauus SBnseTcs JOCTOBEPHIiA /A
NpaBuUbHOWM, 1 YTO BCE CTaauy NPOM3BOACTBA AaHHOW Cepuv roTOBOTO Mnpenapara 6bm LM/I'IDOBP"S‘HbI
B MOJTHOM COOTBETCTBUM C TpeboBaHuaMM Haanexallen npon3BoaCTBEHHON NPaKTUKL: Mecn L
opraHa perynuposaHusi, TpebosaHusmu EC 1 B cooTBeTCTBMU C TpeboBaHMSMM permcr o

//\

YAOCTOBEPEHNA CTPaHbI-Nosny4vyaTend. OtyeTbl O npon3BoacTBe, YNakoOBKE U KOHTPOJIE K _Q&PTBa

cepun GbInKn NPoBEpPeHbI U NpU3HaHbl COOTBETCTBYOLWMMN TpeboBaHusM GMP. JTiobble 0: KJ"(J‘\PHVIFI A

Oblnn oueHeHbI 00 BbilMyCka cepun. ﬂaHHaﬂ cepua BbinyLleHa ynofIHOMOYEHHbIM nmuom.”

YNonHOMOYEHHOE NULOo
Moanuck

Oenbdapm Perimc
10 Pto Konoxensb Lap6oHHo
51100 Penmc, ®paHums

Julie CARETTE
09 CEH 2021



CeptudmkaTt cooTBeTCTBMA U aHanNus3a

HasBaHue nekapcTBeHHOro
cpencrea:

ApTukyn Ne :320907
Howmep cepumn 1210875
Homep cepun : 210875
HepacacoBaHHOMO

npogykTa

TecToBas cneyundukaumsa Ne:

MpounssoacTeeHHas cneuudukaumns Ne:

MNytTanakc 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: 06/09/21
B 14:44:32

[ata npousBofacTea:
10/07/21

Cpok rogHocTtu: 06 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 2,4 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

OT1penbHble 3HaYeHns:
333
356

33N
37N

28N
CooTtBeTcTBYET

VHavBuayanbHbIn
pes3ynbTar:

96,9 101.7 1021
100,4 97,4 99,8
102,8 102,6 1013
102,1 O




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 HanevataHo: 06/09/21
B 14:44:32

Howmep cepumn 1210875
Homep cepun : 210875
HepacacoBaHHOMO
npogykTa
TecToBas cneyundukaumsa Ne: 78823 _P510AI0301: kpome TecTa [ata npousBofacTea:

"onuncaHne" 10/07/21

ND VV-REG-0807826 Bepcus 2:

TONbKO ANS TecTa «BHELUHUIA BUA»

78823 _P520A10101
MpounssoacTeeHHas cneuyudmkamsa Ne: 78823_P330AI0105 Cpok rogHocTu: 06 2024
UcnbiTaHne Cneuudumkauus PesynbTtat
MoanuHHocTe DA 1773 (BOXKX) CooTBeTCcTBYET CTaHOapTy CooTtBeTcTBYET
KonuuecTtBeHHOe onpegeneHne 4,75 - 5,25 mr/Tab. 4,99 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 (BOXX)
[MocTopoHHUE NpUMecH: He 6onee yem 0,2 % <0,10 %
OTAENbHbIE HEN3BECTHLIE
NoCTOPOHHME npumecu (BOXKX)
[MocTopoHHUE NpuMecH: cymma He 6onee yem 1,0 % <0,10 %
BCEX MOCTOPOHHUX NPUMECEN
(BOXKX)
MpumeyaHus:
OueHka: CooTBeTCTBYET Cneundmkaumm
Data aHanusa:  06/09/21 Mopnuck
AHanma Ne: 406796 KoHTpornb KkadecTBa Aude POITRINE

06 CEH 2021

(noanuceb)
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DELPHARM
Reims

Certificate of Conformance and Analysis

Certificate of Conformance
Page: 1
Printed on:6/09/21
at:14:44:32

Product GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION

MARKETING AUTHORIZATION No: LP-000834

20 - tube
Customer code - Version: 785063 - 002
Active Ingredient(s): SODIUM PICOSULPHATE MONOHYDRATE 5MG/TABLET
Article No 320907
Batch/Lot No.: 210875
Bulk Batch No: 210875
N° of Manufacturing Authorization. M 15/292
EudraGMDP Document Reference No.: 71582
Manufacturing specification: 78823_P330A10105
Testing specification: 78823_P510AI0301:except”Description"test

ND VV-REG-0807826 version 2.0 : only for "Appearance" test
78823 P520ai0101

Date of Manufacture 07 2021
Expiry Date: 06 2024
Batch quantity released: 58.584 UN

Certification statement:

"1 hereby certify that the above information is authentic and accurate and that g&”” i facturing stages
of this batch of finished product have been carried out in full compliance w1t§?%hsféf”fﬁing1r‘ ents of the
Tocal Regulatory Authority, the EU and with the requirements of the Market1{"A/ﬁﬁoraiat1ori53\3\¥the
destination country/countries. The batch processing, packaging and analysi/ fi Qrds have been PQquwed and
found to be in compliance with GMP. Any deviations have been assessed and %}4 1. D Ct@ﬁ f&‘bﬁbch- elease

The batch has been released by a Qualified Person". € &“}-j:f

Qualified Person
Signature

03 SEP. 20"‘

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name :
Article No. .: 320907
Batch/Lot No.: 210875
Bulk Batch No: 210875

GUTTALAX TABLETS 5MG
Customer code - Version: 785063

RUSSIAN FEDERATION
- 002

%

DELPHARM
Reims

Page: 2
Printed on:6/09/21
at:14:44:32

Testing Specification . : 78823_P510AI0301:except”Description"test Date of Manufacture: 10/07/21
ND VV-REG-0807826 version 2.0 : only for “Appearance" test
78823 P520ai0101
Manufacturing Specification No.: 78823_P330AI0105 Expiry Date . : 06 2024
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 2.4 mm
Disintegration time NMT 15 minutes (6 single values) Conforms
Individual values:
3 3 3
3 5 6
Resistance to crushing: mean Not less than 25 N 33 N
Resistance to crushing: maximum Not Tess than 25 N 37 N
Resistance to crushing: minimum Not less than 25 N 28 N
Uniformity of dosage units Requirement A (n=10) Conforms
Individual Values (%)
Individual values:
96.9 101.7 102.1

Uniformity of dosage units

Identification DA 1773 (TLC)

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

Corresponding to standard

QONBOTTH .

100.4 97.4 99.8
102.6

102.8
102.1

5.0

Conforms

101.3



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG RUSSIAN FEDERATION

Article No. .: 320907 Customer code - Version: 785063

Batch/Lot No.: 210875

Bulk Batch No: 210875

Testing Specification .1 78823_P510AI0301:except"Description"test
ND VV-REG-0807826 version 2.0 : only for
78823_P5202i0101

- 002

2

DELPHARM
Reims

Page: 3
Printed on:6/09/21
at:14:44:32

Date of Manufacture: 10/07/21

"Appearance"” test

Manufacturing Specification No.: 78823_P330AI0105 Expiry Date . . . : 06 2024
Tests Specifications Results
Identification DA 1773 (HPLC) Corresponding to standard Conforms
Active ingredient content: DA 1773 4.75 - 5.25 mg/tab 4.99 mg/tab
(HPLC)
Degradation 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 % < 0.10 %
unspecified degradation product (HPLC)

< 0.10 %

Degradation products: Sum of all Not more than 1.0 %
degradation products (HPLC)

Date of Analysis : 6/09/21 Signature
No. of Analysis : 406796 Quality Control
Aude POITRINE

06 SEP. 2021
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