Ceptudukar CoorsetcTBus n AHanusa

HasBaHne nekapcTBeHHOro
cpencTea:

Kog knuneHTta/ Bepcus:

AKTUBHbBIA MHTpeaneHT(bl):

ApTtukyn Ne:
Howmep cepuu:

Homep cepun HepactacoBaHHOro
npoaykTa:

Ne nuueH3nm Ha npon3BoaCTBO:

EudraGMDP ccbinka Ha JOKYMEHT
Ne:

[NponssoacTeeHHas
cneuundukauus:

TectoBas cneyudukaumsa Ne:

[arta npousBoacTBa:
Cpok rogHocCTH:

KonuuecTBo BbinyLLEeHHOW cepun:

%

DELPHARM
Reims

CepTudukat cooTBeTCTBUS

CtpaHuua: 1
HaneuaTaHo: 23/06/21
B 13:22:37

lNyTTanakc Tabnetkm 5 mr
Poccuiickaa ®enepauus
PernctpauunoHHoe ygoctosepeHune Ne: J1M-000834

50 wr. - Tyba
785064 - 002

MukocynbdaT MoHorMapaTt HaTpus Smr/Tabnetka

320908
210569

210569

M15/292

71582

78823_P330A10105

78823 _P510AI0301: kpome TecTa «BHELLUHWI BUOY
ND VV-REG-0807826: TONbKO Ans Tecta «onmcaHme»
78823 _P520ai0101

05 2021
04 2024

23.448 en.

3asBneHne o cepTuduKaLmu:
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Ceptudukar CoorsercreBma n AHanmsa

HasBaHue nekapcTBeHHOro

cpeacTtBa:
ApTukyn Ne :320908
Homep cepun : 210569
Homep cepun : 210569
HepacacoBaHHOIO

npogykTa

TecToBas cneundukauma Ne:

MponssoacTBeHHas cneundukaumna Ne:

UcnbiTaHue

OnucaHue

3anax
Paamepbl: gnameTp

Paamepbl: TonwuHa

Bpemsa pacnaga

TBepAoCTb: cpeaHee 3HavyeHne
TBepaoCTb: MakcMMmarnbHoe
3HayYeHue

TBepAoCTb: MMHMMarnbHoe
3Ha4YeHue

OaHOpPOAHOCTL 403MPOBaHMUS

OOHOPOAHOCTL 403MPOBaHMS

FyrTanakc Tabnetku 5 mr
Poccuiickaa ®epepauus

Kop knueHTta/Bepcus: 785064-002

78823 _P510AI10301: kpome TecTa

"onuncaHne"
ND VV-REG-0807826 Bepcus 2:

TONbKO ANSA TeCTa «BHELUHUN BUO»

78823_P520A10101
78823_P330A10105

Cneuudumkauus

benble, kpyrnble,

nnocKkouunuHapuyeckue TabneTku co

CKOLUEHHbLIMWU KpasiMu, Ha OOHOM
CTOpPOHe TabneTkn BbirpaBMpPOBaHO
«5L» no o6e CTOpOHbI

pasgenuten bHOW PUCKK, NPaKTUYECKN

6e3 3anaxa.

NOYTU HEOLLYTUMbIN
Oxkorno 7,0 mm
Oxkorno 2,5 mm

He 6onee 15 MUHYT (6 oTAENbHLIX
3HaYeHun)

He meHee yem 25 N
He meHee yem 25 N

He meHee yem 25 N

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

TpeboBaHue A (n=10)
Mpuemnemsbin pesyneTat (k=2.4)
AorxeH 6bITb He 6onee 15.0

)

DELPHARM
Reims

CtpaHuua: 2

HaneuaTaHo: 23/06/21
B 13:22:37

[aTa npounssogcrtea: 6/05/21

Cpok rogHocTu: 04 2024
PesynbTar

CooTtBeTcTBYET

CooTtBeTcTBYET
7,0 Mm

2,3 MM

CooTtBeTcTBYET
OTpenbHble 3HaYeHUs:
4 4 5

56 6

34 N
44N

28 N

CooTtBeTcTBYET

1055 20087 407205,
1021 feZ7 1017 7\
1003 /308 102,000




Ceptudukar CoorsercreBma n AHanmsa

HasBaHue nekapcTBeHHOro

cpeacTtBa:
ApTukyn Ne :320908
Homep cepun : 210569
Homep cepun : 210569
HepacacoBaHHOIO

npogykTa

TecToBas cneundukauma Ne:

FyrTanakc Tabnetku 5 mr
Poccuiickaa ®epepauus
Kop knueHTta/Bepcus: 785064-002

78823 _P510AI10301: kpome TecTa
"onuncaHne"

ND VV-REG-0807826 Bepcus 2:
TONbKO ANdA TeCTa «BHELLUHWUN BUO»
78823_P520A10101

MponssoacTBeHHas cneundukaumna Ne: 78823 P330AI0105

UcnbiTaHue

MoanuHHocTb DA 1773 (TCX)
MoanuHHocTb DA 1773 (B3XKX)
KonunyecTtBeHHoe onpegenexHve
DA 1773 (BOXKX)

MocTopoHHMe npumecn: DA 1773
Ha C-La 401 Na (B3XX)
MocTopoHHMe npumecn: DA 1773
Ha La 96 (B3XX)

lMocTopOHHME NpUMecH:
OTAEerNbHbIE HEUM3BECTHbIE
NocTopoHHMe npumecu (BOXKX)

[MOCTOPOHHME NpUMECK: CyMMa
BCEX NMOCTOPOHHUX Npumecen
(B3XKX)

Cneuudumkauus

CooTtBeTcTBYET CTaHOapTy
CooTBeTcTBYET CTaHOApTy
4,75 - 5,25 mr/Tab.

He 6onee yem 0,5 %

He 6onee 4yem 0,2 %

He 6onee 4yem 0,2 %

He 6onee yem 1,0 %

)

DELPHARM
Reims

CtpaHuua: 3

HaneuaTaHo: 23/06/21
B 13:22:37

[aTa npounssogcrtea: 6/05/21

Cpok rogHocTu: 04 2024

PesynbTar

CooTteeTcTBYET
CooTtBeTcTBYET
5.06 mr/Tab.
<0,10 %

<0,10 %

<0,10 %

<0,10 %

MpymeyaHus:

OueHka: CootBeTcTBYET Cneuundukalmm

[arta aHanusa: 23/06/21
AHanuns Ne: 404670

Moanucb
KoHTponb kayecTBa

24 NOHA 2021
Aude POITRINE

(mnognuceb)
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Certificate of Conformance and Analysis

Certificate of Conformance
Page: 1
Printed on:23/06/21
at:13:22:37

Product GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION

MARKETING AUTHORIZATION No: LP-000834

50 - tube
Customer code - Version: 785064 - 002
Active Ingredient(s): SODIUM PICOSULPHATE MONQOHYDRATE 5MG/TABLET
Articlie No.: 320908
Batch/Lot No - 210569
Bulk Batch No: 210569
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: 23.448 UN

Certification statement:

"I hereby certify that the above information is authentic and accurate and that a]LﬁtF,!%;ﬂufécturrpngt
of this batch of finished product have been carried out in full compliance with thf ? requirements 9? Gﬁ
Tocal Regulatory Authority, the EU and with the requirements of the Marketing Author zat&@ﬂasﬁ‘o?.Lhe——*~?_
destination country/countries. The batch processing, packaging and analysis recorc a¢€7§9qn?mﬁvaéwed 7
found to be in compliance with GMP. Any deviations have been assessed and closed U YB& to batch re]eiégy fﬁ

The batch has been released by a Qualified Person". K;f:\

A

Qualified Person
Signature

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 RUSSIAN FEDERATION Page: 2
Article No. .: 320908 Customer code - Version: 785064 - 002 Printed on:23/06/21
Batch/Lot No.: 210569 at:13:22:37
Bulk Batch No: 210569
Testing Specification . 1 78823_P510AI0301: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
Appearance White color, round, flat faced, Conforms
chamfered edge, tablets. engraved with
"BL" 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:
4 4 5
5 6 6
Resistance to crushing: mean Not less than 25 N 34 N
Resistance to crushing: maximum Not Tess than 25 N 44 N
Resistance to crushing: minimum Not Tess than 25 N 28 N
Uniformity of dosage units Requirement A (n=10) Conforms

Individual Values (%)

Individual values:
105.5 100.9 107 .1
102.1 101.7 101.7
100 3 99 8 102.1
104.1

Uniformity of dosage units Requirement A (n=10)
The acceptance value (k=2 4) must not
be greater than 15.0

Identification DA 1773 (TLC) Corresponding to standard




Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS BMG
Article No. .: 320908
Batch/Lot No.: 210569
Bulk Batch No: 210569
Testing Specification .

RUSSTAN FEDERATION

Customer code - Version: 785064

. 78823_P510AI0301:except"Description”test
ND VV-REG-0807826 version 2.0 :

78823 P520ai0101
Manufacturing Specification No.: 78823 P330AI0105

Tests

Specifications

only for

- 002

2

DELPHARM
Reims

Page: 3
Printed on:23/06/21
at:13:22:37

Date of Manufacture:

"Appearance” test

Expiry Date .

Results

6/05/21

04 2024

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

5.06 mg/tab

<010 %

<010 %

A

010 %

A

0.10 %

Date of Analysis : 23/06/21
No of Analysis : 404670

Signature
Quality Control
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