Ceptudukar CoorsetcTBus n AHanusa

HasBaHne nekapcTBeHHOro
cpencTea:

Kopg knueHTta/ Bepcus:

AKTUBHbBIA UHTPeaNEHT(bl):

ApTtukyn Ne:
Howmep cepuu:

Homep cepun HepactacoBaHHOro
npoaykTa:

Ne nuueH3nm Ha npon3BoaCcTBO:

EudraGMDP ccblinka Ha AOKyMEHT
Ne:

[NponssoacTeeHHas
cneuundukauus:

TectoBas cneyudukaumsa Ne:

[aTta npousBoacTBa:
Cpok rogHocCTH:

KonuuecTBo BbInyLLEHHOW cepun:

%

DELPHARM
Reims

CepTudukat cooTBeTCTBUS

CtpaHnuua: 1
HaneuataHo: 23/06/21
B 11:44:46

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

50 wr. - Tyba
785064 -002

MukocynbdaT MoHorMapaTt HaTpus Smr/Tabnetka

320908
210570

210570

M15/292

71582

78823_P330AI0105

78823 P510AI0301: kpome TecTa «BHELUHUA BUA»

ND VV-REG-0807826 Bepus 2.0: Tonbko ansa Tecta
«onuncaHme» 78823 P520ai0101

05 2021
04 2024

24.421 ep.

3asBneHne o cepTuduKaLmu:

“ Hactosiwum nogTeepaato, YTo BhilleyKkasdaHHas nHopMaums SBnseTcss AOCTOBEPHON U
NpaBuUITbHOW, 1 YTO BCE CTaauM NPOM3BOACTBA AAHHOM Cepumn roTOBOro npenapaTa Obinm npoBegeHbl
B MOSTHOM COOTBETCTBUM C TpeboBaHuAMM Hagnexaluen npon3BoACTBEHHON NPAKTUKN MECTHOTO
opraHa perynupoBaHusi, TpedoBaHusmun EC 1 B cooTBeTCTBMM C TpeBGOBaAHUSIMU PEMMCTPALMOHHOIO

YAOCTOBEPEHNA CTPaHbI-Nosny4vyaTend. OtyeTbl O npon3BoACTBE, yNakoOBKE N KOHTPOJIE KaYeCTBa -,

YNONHOMOYEHHOE NULIo
Moanuck

Oenbdapm Perimc
10 Pto Konoxenb LLap6oHHo
51100 Penmc, ®paHums



Ceptudukar CoorsercreBma n AHanmsa &

DELPHARM

Reims
HasBaHue nekapcTBeHHOro FyrTanakc Tabnetku 5 mr CtpaHuua: 2
cpeacrtBa: Poccuiickaa ®epepauus
ApTukyn Ne :320908 Kop knueHTta/Bepcus: 785064-002 HaneuaTaHo: 23/06/21
B 11:44:46

Homep cepun 1210570
Homep cepun : 210570
HepacacoBaHHOIO
npoaykra
TecTtoBas cneyundukaumsa Ne: 78823 P510AI0301: kpome TecTa [aTa npounssogacrtea: 6/05/21

"onucaHne"

ND VV-REG-0807826 Bepcusi 2: TONbKO

ana Tecta «BHELUHUN BUna»

78823 _P520AI10101
MponssoacTBeHHas cneundukaumna Ne: 78823 _P330AI0105 Cpok rogHocTu: 04 2024
UcnbiTaHme Cneuundomkauyumsn PesynbTtat
OnwncaHue Benble, kpyrnble, CooTtBeTcTBYET

nrnockounnMHApu4eckue TabneTkm co
CKOLUEHHbLIMWU KpasiMu, Ha OOHOM
CTOpPOHE TabneTku BbirpaBUpoOBaHO
«5L» no o6e CTOPOHbI
pa3genuTenbHON PUCKK, MPaKTUYECKU

0e3 3anaxa.
3anax MOYTU HEOLLYTUMBbIV CooTtBeTcTBYET
Paamepbl: gnameTp Okono 7,0 mm 7,0 Mm
Paamepbl: TonwmHa Okono 2,5 mm 2,3 MM
Bpems pacnaga He 6onee 15 MyHyT (6 oTOENBbHbIX CooTtBeTcTBYET
3Ha4YeHnI)
OTaenbHble 3HaYEHUS:
3 4 4
4 56
TBepaocTb: cpegHee 3Ha4YeHne He meHee yem 25 N 37N
TBepaoCTb: MakCcMMarnbHoe He meHee yem 25 N 44 N
3Ha4yeHne
TeepaoCTb: MMHMMAanNbHOE He meHee yem 25 N 30N
3Ha4yeHne
OOHOPOAHOCTL 403MPOBaHMS TpeboBaHnue A (n=10) CooTtBeTcTBYET
WuanemayaneHbin pesynbtat (%)
MHovBuayasnbHbIi
pes3ynbTar:
101.5 102.6 102.6
101 100.9 825~
99.1 ¥
101.8
OaHOpPOAHOCTL 403MPOBaHMS TpebosaHue A (n=10) 3,3

Mpuemnemsbit pesynetat (k=2.4)
OorxeH 6bITb He 6onee 15.0



Ceptudukar CoorsercreBma n AHanmsa @

DELPHARM

Reims
HasBaHue nekapcTBeHHOro FyrTanakc Tabnetku 5 mr CtpaHuua: 3
cpeacrtBa: Poccuiickaa ®epepauus
ApTukyn Ne :320908 Kon knueHTa/Bepcus: 785064-002 HaneuaraHo: ﬁ/gg/ig
B 441

Homep cepun 1210570
Homep cepun : 210570
HepacacoBaHHOIO
npogykTa
TecTtoBas cneyundukaumsa Ne: 78823 P510AI0301: kpome TecTa [aTa npounssogacrtea: 6/05/21

"onuncaHne"

ND VV-REG-0807826 Bepcusi 2: TONbKO

Ana Tecta «BHeLWHun Bua»

78823_P520A10101
MponssoacTBeHHas cneundukaumna Ne: 78823 _P330AI0105 Cpok rogHocTu: 04 2024
UcnbiTaHne Cneuudumkauus PesynbTtat
MoanuHHocTe DA 1773 (TCX) CooTBeTcTBYET CTaHOApPTy CooTteeTcTBYET
MoanuHHocTb DA 1773 (B3XKX) CooTBeTCTBYET CTaHOapTy CootBeTcTBYET
KonuuecTtBeHHOe onpegeneHne 4,75 - 5,25 mr/Tab. 5.03 mr/Tab.
DA 1773 (B3XX)
MocTopoHHWe 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)

lMocTopoHHUE NpUMecH: He 6onee yem 0,2 % <0,10 %
OTAEerNbHbIE HEM3BECTHbIE
NocTopoHHMe npumecu (BOXKX)

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

(BOXX)

MpumeyaHus:

OueHka: CooTBeTCTBYET Cneundmkaumm

[arta aHanusa:  23/06/21 Moanucb

AHanus Ne: 404707 KoHTponb kadectBa 24 NKOHA 2021

Aude POITRINE
(mognuce)
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Certificate of Conformance and Analysis

Certificate of Conformance
Page: 1
Printed on:23/06/21
at:11:44:46

Product: GUTTALAX TABLETS 5MG
RUSSTAN FEDERATION

MARKETING AUTHORIZATION No: LP-000834

50 - tube
Customer code - Version 785064 - 002
Active Ingredient(s): SODIUM PICOSULPHATE MONOHYDRATE SMG/TABLET
Article No.: 320908
Batch/Lot No : 210570
Bulk Batch No: 210570
N¢ of Manufacturing Authorization M 15/292
EudraGMDP Document Reference No.: 71582
Manufacturing specification: 78823_P330AI10105
Testing specification: 78823 P510AI0301:except"Description”test

ND VV-REG-0807826 version 2.0 : only for "Appearance” test
78823_P520a10101

Date of Manufacture: 05 2021
Expiry Date: 04 2024
Batch quantity released: 24,421 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 requ1remen§s~a£»the
local Regulatory Authority. the EU and with the requirements of the Marketing Author1zat1on(s)/§? e ;};
destination country/countries. The batch processing. packaging and analysis records have beer“?§44;w%kfénd;3}f}j-
found to be in compliance with GMP. Any deviations have been assessed and closed prior to b re]easg4§€ ;Qs\A"
The batch has been released by a Qualified Person”. R

Qualified Person
Signature

1

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG
Customer code - Version: 785064 - 002

Article No. : 320908
Batch/Lot No.: 210570
Bulk Batch No: 210570
Testing Specification .

RUSSTAN FEDERATION

: 78823 _P510AI0301:except"Description”test

J‘
DELPHARM
Reims

Page: 2
Printed on:23/06/21
at:11:44:46

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 .o 04 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 2.3 mm
Disintegration time NMT 15 minutes (6 single values) Conforms
Individual values:
3 4 4
4 5 6
Resistance to crushing: mean Not Tess than 25 N 37 N
Resistance to crushing: maximum Not Tess than 25 N 44 N
Resistance to crushing: minimum Not less than 25 N 30N
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:
101.5 102.6 102.6
101 100.9 99.9
99.1 98.8 102.3
101.8

3.3

Conforms
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Certificate of Conformance and Analysis

Reims

Product Name : GUTTALAX TABLETS 5MG RUSSIAN FEDERATION Page: 3
Article No. : 320908 Customer code - Version: 785064 - 002 Printed on:23/06/21
Batch/Lot No.: 210570 at:11:44:46
Bulk Batch No: 210570
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 _P520a2i0101
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 % < 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)

Degradation products: Sum of all Not more than 1 0 % < 0.10 %

degradation products (HPLC)

Date of Analysis : 23/06/21 Signature
No. of Analysis : 404707 Quality Control
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