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JNEKJAPAIINSI O COOTBETCTBUH

JEKJTAPAHT, DPHHIMAIOINN TEKJAPAIIMIO O COOTBETCTBUH

| AQ "Canogpu Poccun"

3apezucmpuposano : Mexcpationnas uncnexyus MHC Poccuu Ne39 no 2. Mocree OFPH 1027739079940 om
19.08.2002

Adpec: 125009, &. Mocxkea, yn. Teepcxas, 0. 22. Tenepon:8 (493) 721-14-00

B nuye: I'enepanonvtii oupexmop Adaman H.B.

Tosepennoe nuyo: Cmenanog C.C., dosepennocms 6/n om 01.12.2017

3ASBJSIET, YTO

nexapcmeennoe cpedcmso: Tymmanaxe, mabnemucu 5 me 20 wom., myber (1), nauku xapmonnsie, PY Mo
JITT-000834 om 10.10.2011 (dama samenst 01.08.2017) gpidano AO "Canogpu Poccus”, cepus 180678, napmus
60940 ynaxosox, 20den 0o 01.06.2021, npouzeodcmea Henopapm Peiime, Ppanyus, Delpharm Reims, 10 Rue

| du Colonel Charbonneaux, 51100 Reims, France, xod OKITA2 21.20.10.115, xod TH B3/ 3004900002,
| roumparxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085305095 om 05.09.2018

COOTBETCTBYET TPEBOBAHWIM
JIT 000834-101011 uzm. Ne 1-4

JEKJIAPALTAA IIPHHATA HA OCHOBAHHM
npomoxon ucneimanuii Ne 2649 & om 13.09.2018 HJI QOO0 HI] "PAPMOBOPOHA", amniecram
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC FR.PM08.C22719 om 13.09.2018

HATAJTIPYESITIS NEKNAPAITH 13.09.2018
A A "
&, TAPATIL k}.[EI/ICTBI/ITEJH)HA A0 01.06:2021

% Crenanos C.C.
/%/pmf cb @10

7
CBEJIEHHUS O PETUCTPAIINU

OPTAH IO CEPTHO®HUKAUWH, 3APETHCTPUPOBABIIAM AEKTAPAIIHAIO

RA.RU.11 MO8 OPTAH I10 CEPTHOHKAIIHH ITPONYKLHH OBLI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO Y*OKPYVKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, z. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. 1, xom. 1, aopec opeana no

cepmudurayuu: 115280, POCCHA, 20pod Mocxsa, ya. Macmepkosa, 0. 4, am. 3., mea. :(495)788-02-88, sel-
catim: oyxr.po.

JTEKJAPAIIUSL O COOTBETCTBHH 3APEI ICTPUPOBAHA N POCC RU J-FR.®M08.4.00697/18
I[AT%%’IPAIIHH 13.09.2018

: a5 ~;|’ ~— ‘.: -
x\*\r-f-'““*@f?ci

SO .
-.\“ ";.,_i g 3 )
%Ol G //M} ’i//
; &ﬁm‘ 3 it :,i: :”I ‘/C/(//‘ HHRGHKO H.B-

NOAFMCE Pykosonurens OC




SANOF]

Deipharm Reims, [0 Rue Colonel Charbonneaux

51100 Reims, France

Cepusi: 180678

Ilpoussenen: 25/07/2018
Tojten no: 07/2021

HJI JIIT 000834-101011

CEPTHOUKAT AHAJIM3A

I'YTTAJIAKC Tabaerkn 5 mr 20 it - ry6a

HOKA3ATEJIN HOPMBI PE3VJIBTAThHI
OnucaHune beneie, kpyrneie, nnockounnuHipuueckue Tabnetku co | CooTeercreyer
CKOLIEHHBIMK KpasMy, Ha OAHOW CTOPOHe Tabnerku
BLIrPEBUPOBAHC «SL» No 0be CropoHbl pasaenuTenbHOMU
PMCKM, Ha APYroi CTOPOHE ~ Nerotun GupMel.
3anax MOYTH HEOLYTUMBIN CooTBercrayer
Pazmepnbt
- auameTp Oxkono 7,0 MM 7,1 MM
- TOJILYMHA Okono 2,5 mm 2,3 MM
PacrianaeMocts (6/18) Ycnosue A (n=6 TaBneTok) - He Gonee 15 MuH. CooTtBeTCTBYET
Yenosue B (n=6+12 Tabnetok) - MuH. 16 eguHuy <= 15 | CootBercrayer
MUH.
TeepaccTh CpenHee 3HayYeHKe He MeHee YeM 25 N 36N
OnHopogHocTb go3uposadusa DA Yecnoeue A {n=10 Tabnertok) CooTBeTcreyer
1773 (UV) (EP) Honycrimoe 3HadeHue (k=2.4)} ponwHo BbiTh He Bonee 2,1
yem 15,0
WMaeHTnbnkaums DA 1773 (TCX) CooTBETCTBYET CTanAapTY CooTBeTCTBYET
Naentngmkauna DA 1773 (B3XX) COOTBETCTBYET CraHaapty CooTBeTCTBYET

KonnuecteeHHoe onpefeneHune
DA 1773 (B2XX)

4,75 - 5,25 mr/1ab.

4,93 mr/Tab.

Mocroponumne npumech (BIXX)
- DA 1773 Ha C-La 401 Na

-DA 1773 Ha La 96

- OTAENbHbIE HEN3BECTHbIE
NPOAYKTbl PAZNOXKEHNUS

- CyMMa BCEX FIPOAYKTOR
pasnoxXeHust

He 6onee uem 0,5 %
He 6onee 4em 0,2 %
He 6onee uem 0,2 %

He bornee yem 1,0 %

<0,10 %
<0,10 %
<0,10 %

<0,10 %

HacroanumM noaTeepx a0, YTo BhIIEYKA3aHHAs HHGOPMaLM SBIIsETCH JOCTOBEPHOH U NpaBunbHOM. JlaHHas
CepHA JIEKaPCTBEHHOTO CPeACTRA NPOH3BEAEHA, BIUTIOYAS YTIAKOBKY M KOHTPOJIb KAYECTBA, B YKA3AHHOM Bhilli€
MECTE B NIOHOM COOTRETCTBHH ¢ TpeboBanuamu GMP MecTHOro perynsaTopHOro opraia v cnetmguKatuam,
34perMCTPUPOBAHHBIM B HMIIOPTHPYIOILEH cTpaHe/cnelUKalvug JIA HCCHCIYEMBIX JI€KAPCTBEHHBIX CPEACTS.

OtueThl 0 TPOU3BOACTRE, YIIAKOBKE M KOHTPOJIE KA4eCTBA CEPHH ObLTH NIPOBEPEHBI M NPU3HAHEI

COOTBETCTBYIOIUMMYU Tpebosanuam GMP.

Pewenue: Brimywuen 26/07/2018

Aapec: F25009, Mockea. va. Teepekas. 22, Tea.: (4933 721-1400. daxc: (495) 721-141 1. www.sanofiLru

Ynonnomouesdnoe nuuo: Aude POITRINE

A «Canodu Poccus»




Certificate of Conformance and Analysis

Product :

Customer code / Version

Active Ingredient(s)

Article No.:

Batch/Lot No. .

Bulk Batch No:

N® of Manufacturing Authorization:

Manufacturing specification

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity reteased;

DELPHARWM
Reims

Certificste of Conformance
Page: 1
Printed on:25/07/18
GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No : LP-GODE34

20 TUBE

651983 / 0g4

SODIUM PICOSULPHATE MONOHYDRATE SMG/TABLET
Normative Document: LP 000B34-101011. Var.l,Var.2
314353

180678

180678

M 157292

78823_P330A10105
78823 _P510ai0301
06 2018

06 2021

60,940 UN

- =mmmme—

Certification statement:

= e wE=— - ==

“I nereby certify that the above information is authertic and accurate and that all the manufacturirg stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of the
locs) Regulatory Autherity. the EU and with the requirements of the Marketing Authorization(s) of the
destination country/ceuntries. The bateh processing, packaging and analysis records have been reviewed ang
found te be in compliance with GMP. Any deviaticns have been assessed and closed prior to batch release.

The batch has been reteased by a Qualified Person”

Qualified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS SMG
Article No. .: 314353
Batch/Lot No.: 180678
Bulk Batch No: 180578

Testing Specification .

RUSSTAN FEDERATION

Customer code / VYersion 651983 /504

: 78823_PS10ai0301

Manufacturing Specification Ne.: 78823_P330AI0105

Tests

Specifications

Descriptior

Odaur
Dimensions: Diameter
Dimensions: Thickness

Disintegration time (6/18)

Resistance ito crushing: Mean value
Resistance to crushing: Maximum value

Resistance to crushing: Minimum value

Uniformity of deoszge units - DA 1772
(e
Urifornity of dosage units : CA 1773

CUVI(EP)

White round.flat tablets with bevellad
edges . One side marked"5L/breacline/s5L"
-Other side marked witn Company symbo:
Almost imperceptible

Abgut 7.0 mm

About 2.5 mm

Requirement A (n=6 tablets}

NMT 15 minutes

Requirement B (n=6+12 tablets)
At Teast 16 values <= 15 minutes

Net Less Than 25 §
Kot Less Than 25 &
Not Less Than 25 N

Reguirement A (n=1{)
Individual Values (%)

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

CELPHARM
Reims

Page: 2

Printed on: 25/07/18

Date of Manufacture: 13/06/18
: 06 2021

Expiry Date .

Results

= = L

Conforms

Conforms

7.1 mm

2.3 mm

Conforms

Individua)l values:
3 3 4

Conforms

Individual values:
97.5 97.7 8.3
97.9 97.6 GB.4
7.6 871 97.1
56.8



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG
Article No. .. 314353
Batch/Lot No.: 180678
Bulk Batch No: 180678
Testing Specification .

RUSSIAN FEDERATION

Customer code / Version 651983 /004

: 7BB23_Ph10a10301

Manufacturing Specification No.: 78823_P33GAI0LOS

Tests

Specificatiaons

Identification DA 1773 (TLL)
Identification DA 1773 (HPLC})
Assay of DA 1773 (KPLE)

Degradation products: Degraded DA 1773
to C-La 401 Na {HPLC)

Degradation products: Degraded DA 1773
to la 96 (HPLC)

Degradation products: Each individuat
unspecified degradation product (KPLC)

Degradation products: Each individual
unspecified degradation product (HPLC)

Degradation products: Each individua?
unspecified degradation product (HPLC)

Degradation products: Sum of all
degradation preoducts (HPLE)

Corresponding to standard

Corresponding to standard

4.75 - 5.25 mg/tab.

Not Hore Than §.5 %

Not More Than 0.2 %

Not More Than 0 2 ¥

Kot Wore Than 8.2 %

Hot More Thanm 0.2 %

Not More Than 1.0 %

DELPHARM
Reims

Fage: 3

Printed on: 25/07/18

Date of Manufacture: 13/06/18

Expiry Date . . . .: 06 2021

Results

Conforms

C{onforms

4.93 mg/tab

<0.10 %

A

0.1¢ %

Date of Analysis : 25/07/18
No. of Analysis . 367772

Signature
Quatilty Control

Aude POITRINE
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