Ceptudukar CoorsetcTBus n AHanusa @

DELPHARM

Reims
CepTudukat cooTBeTCTBUS
CtpaHnuua: 1
HaneuaTaHo: 08/06/21
B 13:27:22
HasBaHne nekapcTBeHHOro lN'yTTanakc Tabnetkm 5 mr
CpeAacTBa:

Poccuiickaa ®enepauus

PeructpaunoHHoe yanoctoBepeHue Ne: J1M-000834

50 wr. - Ty6a
Kopg knueHTta/ Bepcus: 785064 - 002
AKTUBHbIV MHrpeaneHT(bl): MukocynbdaTt MoHornapaT HaTpus SMr/TabneTka
ApTtukyn Ne: 320908
Howmep cepun: 210271
Homep cepun HepaccacoBaHHoro 210271
npoaykra:
Ne nnueH3nm Ha NPoM3BOACTBO: M15/292

EudraGMDP ccbinka Ha gokymeHT 71582

Ne:

lNponsBoacTBeHHas 78823 P330AI0105

cneuundukaums:

TectoBas cneyundpukaumsa Ne: 78823 P510AI0301: kpome TecTa «BHELLUHWIA BUAY
ND VV-REG-0807826 Bepus 2.0: Tonbko ansa Tecta
«onuncaHme» 78823 P520ai0101

[ata npousBogcTea: 02 2021

Cpok rogHoCTH: 01 2024

KonnyecTBO BbIMNyLLEHHON cepuu: 24.840 ep.

3asiBneHune o ceptudmKauun:
“ Hactosiwum nogTeepaato, YTo BhllleykasdaHHas nHopMaums SBnseTcs AOCTOBEPHON U
NpaBuUITbHOW, 1 YTO BCE CTaaUM NPOM3BOACTBA AAHHOM CepumM roTOBOro npenapaTa Obinm npoBegeHbl
B MOJSIHOM COOTBETCTBUM C TpeboBaHnAMM Hagnexxalen npom3BoaACTBEHHON NPAKTUKM MECTHOIO
opraHa perynupoBaHus, TpebosaHuamun EC 1 B cooTBeTCTBMM C TpebBOBaHUSIMU PErMCTPALMOHHOIO
yOoCTOBepeHUs cTpaHbl-nonyyarens. OTyeTbl O NPOM3BOACTBE, YNAKOBKE U KOHTPOne KavyecTsa
cepum BbInn NpoBEpPEHbI U MPU3HaHbI COOTBETCTBYOWMMN TpeboBaHuam GMP. J1io6ble OTKNOHeHUs
ObInn oueHeHbl 40 Bbinycka cepun. [laHHasa cepus BbinyLleHa YyNONHOMOYEHHbIM N1LoMm.”

YNonHomMo4eHHoe nnLo
Moanuck Le BRAS Carole
08 NKOHA 2021
Oenbdapm Perimc
10 Pto KonoHenb LLap6oHHO
51100 Penmc, PpaHums



Ceptudukar CoorsercreBma n AHanmsa

HasBaHue nekapcTBeHHOro

cpencrBa:
ApTukyn Ne :320908
Homep cepun 1210271
Homep cepun 1210271
HepacdacoBaHHOIO

npoaykTa

TecToBas cneundukauma Ne:

MpounssoacTeeHHas cneuudukaumns Ne:

UcnbiTaHue

OnucaHue

3anax
Pa3mepsbl: anameTp

Paamepbl: TonwuHa

Bpemsa pacnaga

TBepaocTb: cpegHee 3Ha4YeHne
TBepaoCTb: MakcMMarnbHoe
3HayYeHue

TBepAoCTb: MMHMMarnbHoe
3HayYeHue

OOHOPOAHOCTL 403MPOBaHMS

OOHOPOAHOCTL 403MPOBaHMS

FyrTanakc Tabnetku 5 mr
Poccuiickaa ®epepauus

Kop knueHTta/Bepcus: 785064-002

78823 _P510AI0301: kpome TecTa

"onucanmne"

ND VV-REG-0807826 Bepcusi 2: TONbKO

ANS TECTA «BHELUHUA BULY
78823_P520A10101
78823_P330AI0105

Cneuundomkauymsn

benble, kpyrnble,

nnocKoUuunuHapuyeckue TabneTku co

CKOLLUEHHbIMW KpasiMu, Ha OHOMN
CTOpPOHE TabneTku BbirpaBUpOBaHO
«5L» no o6e CTOpOHBI

pasgenuten bHOW PUCKK, NPaKTUYECKN

6e3 3anaxa.

MOYTU HEOLLYTUMBIV
Okono 7,0 mm
Oxkorno 2,5 mm

He 6onee 15 MyHyT (6 oTOENBHbIX
3HaYeHun)

He meHee yem 25 N
He meHee yem 25 N

He meHee yem 25 N

TpeboBaHnue A (n=10)
WuanenayaneHbin pesynbtat (%)

TpeboBaHnue A (n=10)
Mpuemnembin pesynbtat (k=2.4)
JormkeH bbiTb He bonee 15.0

")

DELPHARM
Reims

CtpaHuua: 2

HaneyaTaHo: 08/06/21
B 13:27:22

[aTa npounssoacrtea: 23/02/21

Cpok rogHocTtu: 01 2024
PesynbTtat

CooTtBeTcTBYET

CooTtBeTcTBYET
7,1 Mm

2,3 MM

CooTtBeTcTBYET

OtpenbHble 3HaYeHns:
333
4 4 4

36 N
41N

31N
CooTtBeTcTBYET

VHavBuayanbHbIn
pes3ynbTar:

99.4 99.8 99.7
100.8 99 100.7
102.1 103.7 100.2
100.2

3.4




Ceptudukar CoorsercreBma n AHanmsa

HasBaHue nekapcTBeHHOro

cpencrBa:
ApTukyn Ne :320908
Homep cepun 1210271
Homep cepun 1210271
HepacdacoBaHHOIO

npoaykTa

TecToBas cneundukauma Ne:

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

78823 _P510AI0301: kpome TecTa
"onucaHue"

ND VV-REG-0807826 Bepcusi 2: TONbKO
Onsa Tecta «BHELUHUA BUO»

78823 P520AI0101

MponssoacTeeHHasn crneundukaumna Ne: 78823 P330AI0105

UcnbiTaHue

MoanuHHocTe DA 1773 (TCX)
MoanuHHocTe DA 1773 (BOXKX)
KonnyectBeHHOe onpefeneHve
DA 1773 (B3XX)

MocTopoHHMe npumecu: DA 1773
Ha C-La 401 Na (BOXKX)
MocTopoHHKMe npumecu: DA 1773
Ha La 96 (B3XX)

lMocTopOHHME npumecH:
OTAENbHbIE HEN3BECTHbIE
NoCTOPOHHME npumecu (BOXKX)

nOCTOpOHHI/Ie npumMecu: cymma
BCEX NMOCTOPOHHUX npvlmeceﬁ
(BOXKX)

Cneuundomkauymsn

CooTBeTCcTBYET CTaHOapTy
CooTBeTCcTBYET CTaHOapTy
4,75 - 5,25 mr/Tab.

He 6onee yem 0,5 %

He 6onee 4yem 0,2 %

He 6onee 4yem 0,2 %

He 6onee 4em 1,0 %

")

DELPHARM
Reims

CtpaHuua: 3

HaneyaTaHo: 08/06/21
B 13:27:22

[aTa npounssoacrtea: 23/02/21

Cpok rogHocTtu: 01 2024

PesynbTtat

CooTtBeTcTBYET
CooTtBeTcTBYET
4.99 mr/Tab.
<0,10 %

<0,10 %

<0,10 %

<0,10 %

MpumeyaHus:

OueHka: CooTBeTCTBYET Cneundmrkaumm

[Nata aHanusa:  08/06/21
AHanuns Ne: 404141

MNoanucb
KoHTpornb KadecTBa

08 NKOHA 2021
Aude POITRINE

(mognuce)




Certificate of Conformance and Analysis L&

Product:

Customer code - Version

Active Ingredient(s):

Article No.

Batch/Lot No.

Bulk Batch No

N° of Manufacturing Authorization
EudraGMDP Document Reference No.:

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch gquantity released:

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:8/06/21
at:13:27:22
GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: LP-000834

50 - tube

785064 - 002

SODIUM PICOSULPHATE MONOHYDRATE 5MG/TABLET

320908

210271

210271

M 15/292

71582

78823_P330AI0105

78823 _P510AI0301:except"Description”test

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

02 2021

01 2024

24,840 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
Signature LE BRAS Carole

DBIUNDL,

7,

e ———

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France




Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG
Article No. .: 320908
Batch/Lot No.: 210271
Bulk Batch No: 210271
Testing Specification

Customer code - Version: 785064

RUSSIAN FEDERATION
- 002

: 78823 P510AI0301:except”Description”test
ND VV-REG-0807826 version 2.0 :

only for

78823_P5204a10101
Manufacturing Specification No.: 78823_P330AI0105

2,

DELPHARM
Reims

Page: 2
Printed on:8/06/21
at:13:27:22

Date of Manufacture: 23/02/21

"Appearance” test

Expiry Date : 01 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 7.1 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 4
Resistance to crushing: mean Not less than 25 N 36 N
Resistance to crushing: maximum Not Tess than 25 N 41 N
Resistance to crushing: minimum Not less than 25 N 31 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:
99.4 99.8 99.7

100.8 99 100.7
102.1 103.7 100.2
100.2

3.4

Conforms




Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG

RUSSIAN FEDERATION
- 002

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

Batch/Lot No.: 210271
Bulk Batch No: 210271

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

78823 P520ai0101
Manufacturing Specification No.: 78823_P330AI0105

Tests

Specifications

only for

2

DELPHARM
Reims

Page: 3
Printed on:8/06/21
at:13:27:22

Date of Manufacture: 23/02/21

"Appearance” test

Expiry Date . ... 01 2024

Results

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

4.99 mg/tab

<0.10 %

<0.10 %

A

0.10 %

A

0.10 %

Date of Analysis : 8/06/21
No. of Analysis : 404141

Signature
Quality Control

Aude POITRINE

{—08 JUIN 2021
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