Cepruduxar CooTrBeTcTBUS 1 AHAJIN3A

Ha3zBanue nekapcTBEHHOTO CPE/ICTBA:

Kon xnmmenra/ Bepcust:

AKTUBHBIN MHTPEIUCHT(BI):

Aptukyn No:
Howmep cepuu:

Howmep cepun HepacdacoBaHHOTO
TPOYKTA:

No nunieH3uM Ha IPOU3BOJICTBO:
Ceptudukat Ne:
[Ipon3BoacTBeHHAS CIEUM(UKAIIH:

TecroBast crierudukanms No:

Jara nponsBojcTBa:
CpoOK TOAHOCTH:

KonunuecTBo BhINyIIEHHOHN cepuu:

%

DELPHARM
Reims

Ceptugukat COOTBETCTBHS

Crpanuna: 1
Hamneuarano: 21/06/22
B 09:36:39

I'yrranakc tabneTku 5 Mr
Poccuiickas @eneparust
Perucrparmonnoe yaocroseperne Ne: JITT-000834

50 mr. - TyOa
785064 - 002

[MuxocynbhaTt MOHOTHApAT HATpHs SMI/TabieTKa

320908 .sﬁﬂvavme:ua,q?&
222615

222615

M15/292

2020 HPF/FR/013
78823 P330AI0105

78823 P510AI10301: kpome TecTa «BHEITHHIA BHI
ND VV-REG-0807826 Bepcus 2.0: TOTBKO 7Sl TECTA «OMUCAHUE)
78823 P520ai0101

032022
02 2025

24.060 en.

3asiBICHHE O CepTI/I(i)I/IKaHI/II/IZ

“ HacrosiuMm moaTBeprkato, YTO BhILIEYKa3aHHAS HHPOPMAIHS SBIISIETCS] TOCTOBEPHOM U MPAaBUILHON, U YTO
BCE CTaJIM IIPOM3BOJICTBA JaHHOH CEpUH TOTOBOTO IpernapaTa ObUITH MPOBEICHEI B IOJTHOM COOTBETCTBHH C
TpeboBanusaMu Hauiexxamnieil mpon3BOACTBEHHOM IPAKTHKKA MECTHOTO OpraHa PeryjIHpoBaHHs, TpeOOBaHUSIMU
EC u B cooTBeTCTBHU € TPeOOBAHUAMH PETHCTPALMOHHOTO yIOCTOBEPEHHUS CTpaHbI-Nomydartesns. OT4eTsl o
MIPOU3BOACTBE, YIIAKOBKE U KOHTPOJIE KA4eCTBA CEPUH OBUIH ITPOBEPEHBI ¥ IPU3HAHBI COOTBETCTBYIOLIHMH
TpedoBanusM GMP. JI1o0bie OTKIIOHEHNMS OBLTH OIICHEHHI 10 BHITyCcKa cepri. JlaHHas cepusl BEIMyIICHA

YHOJHOMOYEHHBIM JTUIIOM.”

VnonHoMo4eHHOE JINIIO

Tonmicy Julie CARETTE
<110} Cb>
Delpharm Reims 21 1;(})81;;“;622

10 Rue Colonel Charbonneaux
51100 Reims. ®pantus
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Ceptudukar CoorsercreBma n AHanmsa &

DELPHARM
Reims
Crpanuna: 2

Ha3Banue JIEKAPCTBEHHOI'O ryTTaJ’laKC Ta0JIeTKH 5 Mr

cpeacTBa: Poccuiickas @eneparust

Aptukyn Ne :320908  Kox ximenTa/Bepcust: 785064-002 Hamewarano: 21/06/22
B 09:36:39

Howmep cepuu : 222615

Howmep cepuu 1222615

Hepac(hacoBaHHOTO

MPOAYKTa

TectoBas crierudukanms Ne: 78823 P510AI0301: xpome Tecta "ommcanue" Jlata mpousBojacta: 22/03/22
ND VV-REG-0807826 Bepcus 2.0: ToIbKO st

TeCTa «BHEITHUU BUI»

78823 _P520A10101

TIpowsBoacTBeHHas cnierduKkanys Ne:

78823 P330AI0105

Cpox rogroctu: 02 2025

HcnbiTanne Cnenuduxanus PesyabTart
Onucanue Bensle, kpyrinsle, miockonunuuapuueckue  COOTBETCTBYET
TabJIETKU CO CKOLIEHHBIMU KPasiMH, Ha
OJIHOIT CTOpOHE TabJIETKH BHITPAaBUPOBAHO
«SL» 1o 06e CTOPOHBI Pa3AeIUTEIHLHON
PHCKH, ITpaKTHYECKH Oe3 3amaxa.
3amax MTOYTH HEOITY THMBIH CooTBeTCTBYET
Pasmepsl: quametp Oxkozo 7,0 Mmm 7,1 Mmm
Pasmepsl: ToNmKHA OkoJio 2,5 MM 2,3 Mm
Bpewms pacnaga He Gonee 15 munyT (6 OTAEIBHBIX CooTBeTCTBYET

3HAYCHHH)

OT,HeJ'ILHLIe 3HAUYCHUA:

4 45
555

TBepnocTh: cpeaHee 3HaAYCHUE He menee uem 25 N 36 N

TBepmocTh: MaKCUMaNIbHOE 3HaUeHne He Menee uem 25 N 46 N

TBepnocTh: MUHUMaNbHOE 3HaueHue  He menee uem 25 N 27N

OIHOPOIHOCTD JO3UPOBAHUS Tpeboanue A (n=10) COOTBETCTBYET

WunuBunyansHelii pesynstat (%)

NunuBuayanbHbINA
pe3yiabTar:
102,3 100,3 102,5
98,8 99,8 1025

OmHOPOIHOCTH 1O3UPOBAHUS

Hommuuocts DA 1773 (TCX)

TpeboBanue A (n=10)
[Mpuemnewmsiii pesynbrar (k=2.4) nomken
obITh He Ooxee 15.0 (%)

CoOOTBETCTBYET CTaHJAAPTY

101,7

102,8
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Ceptudukar CoorsercreBma n AHanmsa

Ha3Banue JIEKAPCTBEHHOI'O
cpeacrsa:

Aptukyn Ne :320908
Howmep cepuu : 222615
Howmep cepuu 1222615
Hepac]acoBaHHOTO

MPOJIyKTa

TectoBas crierudukanms Ne:

I'yrranakc Taéjgerku S mr
Poccuiickas @eneparust
Kon xnmuenra/Bepcust: 785064-002

78823 P510AI0301: xpome Tecta "ommcanue"
ND VV-REG-0807826 Bepcus 2.0: ToIbKO st

TecTa «BHEIIHUH BUI
78823 _P520A10101

TIpowsBoacTBeHHas cnierduKkanys Ne:

78823 P330AI0105

%,

DELPHARM
Reims

Crpanumna: 3

Haneuartano: 21/06/22
B 09:36:39

Jlata mpousBojacta: 22/03/22

Cpox rogroctu: 02 2025

HcnbiTanne Cnenuduxanus PesyabTart

Hommuuaocts DA 1773 (BDXX) CoOOTBETCTBYET CTaHJAAPTY CooTBeTCTBYET

KonugectBeHHOE OmpeeicHIe 4,75 - 5,25 mr/1a0. 5,02 mr/Ta0.

DA 1773 (BOXX)

Iocroponnue npumecu: DA 1773 na  He 6osee yem 0,5 % <0,10 %

C-La 401 Na (BOXX)

Iocroponnne npumecu: DA 1773 va  He 6omee wem 0,2 % <0,10 %

La 96 (BOXX)

IHocroponnne npumecu: otaensasie  He 6omnee wem 0,2 % <0,10 %

HEHM3BECTHBIE TOCTOPOHHHUE IPHUMECH

(BOXKX)

[Tocroponnue npumecu: cymma Bcex  He Gosee yem 1,0 % <0,10 %

nocTopoHHux npumeceit (BIXX)

IIpumeyanus:

OneHka: CootBercTBYeT criennpuKanum

[Hata ananuza: 21/06/22 IToanuce

Amnanu3 Ne: 416942 KonTtpons xauectBa Aude POITRINE
21 UIOH 2022

(moammcp)
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Certificate of Conformance and Analysis

Product:

Customer code - Version

Active Ingredient(s):

Article No.

Batch/Lot No.:

Bulk Batch No:

N® of Manufacturing Authorization
Certificate Number:

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

2

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:21/06/22
at:9:36:39
GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: LP-000834

50 - tube

785064 - 002

SODIUM PICOSULPHATE MONOHYDRATE 5MG/TABLET

320908

pEHOC Ty
222615 ﬁjﬂt‘ *’qu
222615
M 15/292
2020/HPF/FR/013

78823_P330AI0105

78823_P510AI10301:except"Description"test
ND VV-REG-0807826 version 2.0 : only for “Appearance" test
78823_P520ai0101

03 2022
02 2025

24.060 UN

Certification statement:

"1 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 to 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".

Qualified Person Juliec CARETTE

Signature (,;~"

21 JUN 2002 ><7
B

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France
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Certificate of Conformance and Analysis

Product Name
Article No. .: 320908
Batch/Lot No.: 222615
Bulk Batch No: 222615

Testing Specification .

1 GUTTALAX TABLETS 5MG

RUSSIAN FEDERATION

Customer code - Version: 785064 - 002

: 78823_P510AI0301:except Description"test

ND VV-REG-0807826 version 2.0 :

78823_P520ai0101
Manufacturing Specification No.: 78823_P330AI10105

2

DELPHARM
Reims

Page: 2
Printed on:21/06/22
at:9:36:39

Date of Manufacture: 22/03/22

only for "Appearance" test

Expiry Date . - 02 2025

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 7.1 mm
Dimensions: Thickness About 2.5 mm 2.3 mm
Disintegration time NMT 15 minutes (6 single values) Conforms
Individual values:
4 4 5
5 5 5
Resistance to crushing: mean Not less than 25 N 36 N
Resistance to crushing: maximum Not less than 25 N 46 N
Resistance to crushing: minimum Not Tess than 25 N 27 N
Requirement A (n=10) Conforms

Uniformity of dosage units

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:
102.3 100.3 102.5
98.8 99.8 102 5
101.7 102.8 100.8
103

3.5

Conforms
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Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG

RUSSIAN FEDERATION

Article No. .: 320908 Customer code - Version: 785064

Batch/Lot No.: 222615
Bulk Batch No: 222615

Testing Specification . . .: 78823_P510AI0301:except"Description”test
ND VV-REG-0807826 version 2.0 : only for
78823_P520ai10101

Manufacturing Specification No.: 78823 P330AI0105

Tests

Specifications

- 002

L0

DELPHARM
Reims

Page: 3
Printed on:21/06/22
at:9:36:39

Date of Manufacture:

"Appearance"” test

Expiry Date .

Results

22/03/22

1 02 2025

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)

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 %

Conforms

5.02 mg/tab.

< 0.10 %

A

0.10 %

<0.10 %

A

0.10 %

Date of Analysis : 21/06/22
No. of Analysis : 416942

Signature
Quality Control

Aude POITRINE | |

21 JUN 2022
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