JEKJAPALIMSI O COOTBETCTBHUHA

NEKJAPAHT, IIPHHUMAION WA AEKJIAPAIIMIO O COOTBETCTBUH

AO "Canogpu Poccua”

3apeaucmpuposano : Mesicpationnan uncnexyus MIC Poccuu Ne39 no 2 Mockse OFPH 1027739079940 om
19.08.2002

Aopec: 123009, 2. Mocxksa, yar. Teepckas, 0. 22. Teaegpon:8 (495) 721-14-00

B nuye. Ienepanvubiii dupexmop Adaman H.B.

Hosepennoe nuyo: Kroxosa F0.C., oosepenrocme 6/n om 01.12.2017

3AABJLET, UTO

nexapcmeennoe cpedcmeo. Ivmmanare mabnemxu 5 M2z 50 wm., my6ur (1), nauku kapmounsie, PY Mo
JIT-000834 om 10.10.2011 (oama 3amenv: 01.08.2017) ewioarno AO "Canoghu Poccus”, cepus 180408, napmus
20640 yraxosox, 20den 0o 01.03.2021, npouseodcmea Hervapy Petve, Opanyus, Delpharm Reims, 10 Rue
du Colonel Charbonnearx, 51100 Reims, France, koo OKIT/2 21.20.10.113, koo TH B3/ 3004900002,
xonmparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085293913 om 06. 06.2018

COOTBETCTBYET TPEBOBAHWAM

JIT 000834-101011 uzm. Ne 1-4

JEKJAPAIIMA ITPHHSITA HA OCHOBAHHH

npomoxon ucnvimanyii Ne 1623 0 om 18. 06.2018 HJI 000 HI "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugruxam POCC FR. OM0O8.C16204 om 18.06.2018
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CBEJIEHHMSI O PETHCTPAIIMA

OPTAH 1O CEPTHOUKAIINMN, 3APETHCTPHUPOBABINMM JEKJIAPAITUIO

RA.RU. 11 ®OMO8 OPIAH ITO CEPTHOHKAIIHH ITPOLVKIHH OFLECTBO C OT'PAHH YEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJII KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocksa, yn. Macmepwosa, 0. 4, sm. 5, nom. 1, xom. 1, adpec opaana no
cepmudpurayuu: 115280, POCCHA, 20poo Mocxkea, yr. Macmepxoga, 0. 4, am. 5., men.. (495)788-02-88, eeb-
catim: oykK.p. -

JEKJAPAIINSA O COOTBETCTBHU 3APETMCTPUPOBAHA N POCC FR.@M08./7703980
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Delpharm Reims, 10 Rue Colonel Charbonneaux

51100 Reims, France

Cepun: 180408

Hpoussenen: 23/03/2018
Fonen po: 03/2021

HJ JIT1 000834-101011

CEPTH®HKAT AHAJIN3A

FYTTAJIAKC ta6.aerkn 5 mr 50 mr - Ty6a

TTOKA3ATEJIN HOPMBI PE3YJIBTATSI
OnucaHve benbie, Kpyrnble, nnockoUunMHApUYECKUE TabneTky Co CooteetcTByeT
CKOWEHHbIMN KPaAMK, Ha OAHOW CTOpPOHE Tabnertkw
BLIrPABUPOBAHO «5L» no obe cropodbl pasgenuTensHoM
PUCKK, HA ADYrON CTOPOHE — NOroTUN MUPMbI,
3anax MOUTH HEOLYTUMbIN CooTBeTcTBYET
Pasmepn
- Avametp Oxono 7,0 MM 7,0 MM
- TONALWMHHA Okono 2,5 MM 2,3 MM
PacrnanaemocTb (6/18) Ycnosue A (n=6 Tabnetok) - He 6onee 15 MuH. CooteeTCTRYET
Ycnoeue B (n=6+12 Tabnetok) - MuH. 16 egunuy <= | CoorseTcTByeT
15 MUK,
TeepaocTs Cpeatee 3HaveHne He Meee uem 25 N 36N
OaHopopaHocTe Ao3upoBanus DA Ycnosue A (n=10 Tabnerok) CooTeeTCTBYET
1773 (W) (EP) Honyctumoe 3Hauenne (k=2.4) pomMKHO BbiTh He Bonea 3.8
uem 15,0
WUaenTudukaums DA 1773 (TCX) CooTBeTcTBYET CTAHAApTY CooteeTcTBYET
UpedTrdukayma DA 1773 {(BIXKX) CooTBeTCTBYET CraHaapTy CooTeercTBYET
Konu4yecreeHHoe onpeaeneHue
DA 1773 (B2XXX) 4,75 - 5,25 mr/rab, 4,96 Mr/1ab.
MocroporHue npumeck (BIXKX)
- DA 1773 Ha C-La 401 Na He Gonee wem 0,5 % <0,10 %
-DA 1773 Ha La 96 He 6onee uem 0,2 % <0,10 %
- OTAEALHLIE HEN3BECTHLIE He Gonee uem 0,2 % <0,10 %
NPoOAYKTbl PA3NOKEHUs
- CYMMa BCeX NPOoRYKToB He Gonee vem 1,0 % <0,10 %

pa3noXXeHuns

Hacrosuym noateepikaaio, 4To BeieykasanHas uuGopMalMs SBAseTCa 0CTOBEPHONM H NpaBIbHON. Jlannas
CEpHs IEKAPCTBEHHOTO CPEACTBA IPOM3BE/IEHa, BKAIOYAN YTIAKOBKY H KOHTPOJIb KA4€CTRa, B YKA3AHHOM BIIIE
MECTE B MOJIHOM COOTBETCTBHH ¢ TpeGoBannamMu GMP MecTHOro perysaTopHOro oprana H crelHgpuKaumsM,
38pErMCTPUPOBAHHBIM B UMIIOPTUPYIOIIEH CTpaHe/CrieLMPUKALIMH /18 HCCIIEAYEeMEBIX JIEKAPCTBEHHBIX CPEACTB.

OTtuers 0 [NPOH3BOACTBL, YIIAKOBKC H KOHTPOJE KaueCcTRa CepHH ObTH NPpOBCPEHLL K NPH3HAHKI

COOTBETCTBYIOIHMMH TpebosanusM GMP,

Pemenye: Boimyen 14/05/2018

VnondomouenHoe niuo: Aude POITRINE
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Certificate of Conformance and Analysis <

Product:

Customer code /7 Version

Active Ingredient(s)

Article No.:

Batch/Lot No.:

Bulk Batch No:

N°® of Menufacturing Authorization:

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity relessed:

DELEHARM
Reims

Certificate of Conformance
Page: 1
Printed on:11/85/18
GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No.- LP-000834

60 TUBE

661985 /. 002

SODIUM PICOSULPHATE MOKCHYDRATE 5MG/TABLET
Normative Document: £P (00834-101011.
314867

180408

180408

M 15/292

78823_P330A10105

78B23_P510ai0301

03 2018

03 2021

23.710 UK

Certification statement:

ST o= o=

"1 hereby certify that the zbove information is suthentic and accurate and that all the manuTacturing stagss
of this batch of finished product have been carried out in full compliance with the GMP reguirements of the
Tocat Regulatory Authority, the EU and with the requirements of the Narketing Autherization(s) of the
destination country/countries. The batch Processing, packaging and analysis records have been reviewed ang
found to be in compliance with GMP. Any deviations have been assessed and ¢losed prior to batch release.
The batch has been released by & Qualified Person’.

Qualified Person
Signature

Deipharm Reims
10 Rue Colonel Charbonnesux
51100 Reims, France




Certificate of Conformance and Analysis

Product Kame : GUTTALAX TABLETS 5MG
Article No. .: 314857
Batch/tot No.: 18paps
Bulk Batch No: 180468
Testing Specificetion . . .l

RUSSIAN FEDERATION

Customer code / Version 651985 /004

76B23_P510ai0301

Manufacturing Specification No.: 78823_P330AI0105

et
DELPHARM
Reims

Page: 2
Printed on: 11/05/18

Date of Manufacture: 23/03/13

Expiry Date . . _ .. 03 2021

Tests Specifications Results
Description White .round,flat tablets with bevelled Confarms
edges.One side marked”5L /bresktine/5L"
.Bther side marked with Company symbol
Gdour Almost imperceptible Conforms
Dimernsions: Diameter About 7.6 mm 7.0 mm
Dimensions: Thicknpess About 2.5 mm 2.3 mm
Disintegration time (6/18) Requirement A (n=§ tablets) Conforms

Resistance to crushing: Mean value
Resistance to crashing: Maximum value

Resistance to crushing: Mirimum value

Uniformity of dosage units - DA 1773
(UVICEP)
Uniformity of dosage units : DA 1773

(UV3I(EP)

NMT 15 minutes
Requirement B (n=g+12 tablets)
AL least 16 vatues <~ 15 minutes

Not Less Than 25 N

Kot Less Than 25 N

Not Less Than 25 &

Regquiremert A (n=1p)
Individual vatues (%)

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

Individual values:

2 2 3

4 4 5
36N

41 &

30N

Conforms

Individual values:

100 103.1 101
100.1 100.4 98.5
92.3 101.4 10:.3
103.5

3.8




Certificate of Conformance and Analysis

DELPHARM

Reims
Product Name : GUTTALAX TABLETS 5MG RUSSTAN FEDERATIOR Page: 3
Article No. .: 314867 Customer code / Version 651985 ! 004 Printed on: 11/05/18
Batch/bot No.: 180408
Bulk Batch No: 180408
Testing Specification . . .: 78823 _P510ai0301 Date of Mznufacture: 23/03/18
Manufacturing Specification No.: 78823 _F330A10105 Expiry Date . . . .: 03 2021

Tests Specifications Results
Identification DA 1773 (TLC) Corresponding to standard Conforms
Identification DA 1773 (HPLL) Correspanding te standard Contorms
Assay of DA 1773 (HPLO) 4.75 - 5,25 mg/tab. 4.96 mg/tab.
Degradation products: Degraded DA 1773 Not More Than 0.5 % < 0.10 2

to C-ta 401 Na (HPLC)

Degradation products: Degraded DA 1773 Not More Than §.2 % < (.10 %
to La & (HPLC)

Degradation preducts: Each individua] Not More Than 0.2 % < 0.10 %
unspecified degradation product (HPLC)
Degradation products: Each individual Not More Than 0.2 & < (.10 %
unspecified degradation product (HFLC}
Degradation products: Each irdividual Not More Than 0.2 % < {0.10 %
unspecified degradstion product (HPLEY
Degradation products: Sum of all Not More Than 1.0 % < 0.10 %

degradation products (HPLCY'

Date of Analysis : 11/05/18 Signature
No. of Analysis : 364008 Guality Contro)
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