JEKJIAPALIA O COOTBETCTBHUH

JEKJAPAHT, MIPAHAMAIOIIIH JTEKJIAPAIIHIO O COOTBETCTBHAA

AQ "Canogu Poccus”

3apezucmpuposano : Mesicpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mocree OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcran, 0. 22. Tenepon:8 (495) 721-14-G0

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

Hoeepennoe muyo: Cmenanoe C.C., dosepennocmb 6/u om 01.12.2017

3AABJIAET, YTO

Rrexapcmgennoe cpedemeo: Ivmmanaxc, mabnemyy 5 mz 50 wm., mybot (1), nauxu xapmonnwe, PV Ne
JIT-000834 om 10.10.2011 (dama samenti 01.08.2017) evidaro AO "Canogpu Poccun”, cepua 180677, napmusn
20160 ynaxoeox, zoden do 01.06.2021, npouseodcmea Jeavgpapm Peiime, Opanyus, Delpharm Reims, 10 Rue
du Colonel Charbonneaux, 51100 Reims, France, xod OKITA2 21.20.10.1135, kod TH B3 3004900002,
konmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085303945 om 27.08.2018

COOTBETCTBYET TPEEOBAHIIAM
JIIT 000834-101011 uzm. Ne 1-4

JEKJTAPATIAS ITPUHATA HA OCHOBAHITHA
npomokon ucnuimanuii Ne 2586 0 om 06.09.2018 HJI 000 HI| "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ©J140, Cepmugpuram POCC FR . OM08.C22399 om 06.09.2018

AATEA II};H’I;I'I}I AEKJIAPATIAR 10.09.2018

AEKITAPAIIS EACTBUTEIBHA JO 01.06,2021

[
Crenanoe C.C.
/ HCh D.H.0

CBEJEHUS O PETUCTPAILINA

OPT'AH IO CEPTHOHUKAIIAHA, 3APEIACTPHPOBABINIA AEKIAPAIAIO

RA.RU.11®M08 OPTAH IO CEPTHOHKALIHH TPOLYKIHH OBFIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIF KAYECTBRA",

adpec opzanusayuu: 115280, z. Mocxea, yn. Macmeprosa, 0. 4, an. 5, nom. I, xom. 1, adpec opzana no
cepmugurayun: 115280, POCCHA, zopod Mocrea, ya. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.pep.

AEKJTAPATIASL O COOTBETCTBHM SAPETHCTPFHPOBAHA X POCC RU J-FR.DM08.A.00247/18
JATA PETHCTPALIMH 10.09.2018

d P ' Hunenxo H.B.
Pyxopogarens OC




SANOFI

Delpharm Reims, 10 Rue Colonel Charbonneaux

51100 Reims, France

Cepusn: 180677

IIpousseaen: 13/06/2018
Fonen no: 06/2021

HJ JII1 000834-060612

CEPTHOUKAT AHAJIU3A

I'YTTAJIAKC Taéierku 5 Mr 50 it - Tyba

ITOKA3SATEJIH HOPMBI PE3VJIBTATHI
Onucanue Benble, kpyrnsie, nnockouMnuHapuyeckue Tabnetku co | CooTBeTCTBYeT
CKOUWIEHHBIMW  KPaAMA, Ha OQHOM CTOpPOHe TabneTkw
BbIrPaBMPOBAHO «5L» no obe CTOpOHLI pasaenuTensHoON
PUCKN, H3 APYroi CTOPOHE — NOroTvn (hUpMsl,
3anax Moy HEeOLLYTUMBIiA CooTeeTCTBYET
Pasmeps!
- anamMeTp Okono 7,0 mm 7,1 MM
- TONWMHA Oxono 2,5 MM 2,3 MM
PacnapaemocTb (6/18) Ycnoeke A (n=6 Tabnetok) - He 6onee 15 MuH. CooTeeTrcTBYET
Yenosue B (n=6+12 Tabnetok) - MuH. 16 eanHny <= 15 | CooTsercTsyer
MHH.
TBepAOCTE CpeaHee 3Ha4eHMe He MeHee Yem 25 N 36N
ORHOpoAHOCTL BO3VPOBaRKA DA Ycnosue A (n=10 Tabnerok) CooTeercrayer
1773 {UV} (EP) Honycrumoe 3HaueHne (k=2.4) fomKHO BbiTh He Gonee 34
yem 15,0
Waentudpuxaums DA 1773 (TCX) CooYBETCTBYeT CTaHZapTy CooTeeTCTBYET
MaeHtneukaymna DA 1773 (BIXKX) CoOTBETCTBYET CTaHAAPTY CooTsercrayer

KonundecteeHHoe onpegeneHue
DA 1773 (BXKX)

4,75 - 5,25 mr/Tab.

4,97 mr/Tab,

MocTopoHHKe npuMeck (BIXKX)
- DA 1773 Ha C-La 401 Na

- DA 1773 Ha La 96

- OTAENbHbIE HeU3BECTHbIE
NPOAYKThI PA3/IOKEHUS

- CYMMa BCeX NMPOAYKTOB
pasnoxeHns

He Gonee uem 0,5 %
He Gonee yem 0,2 %
He Gonee uem 0,2 %

He Gonee uem 1,0 %

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

<0,10 %

Hacrosumm noareepxaaro, uTo BeIEYKa3aHHaA HHGOPMALUA ABAAETCA HOCTOBEPHOM M NpaBUIBHON. Jainas
Cepusl JICKAPCTBEHHOTO CPEICTBA NPOU3BEAEHE, BKITIOYAs YIAKOBKY H KOHTPOJIb KA4ECTBA, B YKA3AHHOM BHIILE
MECTE B NIOTHOM COOTBETCTBHM ¢ TpeOoBaHMAMH GMP MeCTHOrO PeryJisTopHOrO opraHa M crielbUKALHAM,
3apErMCTPHPOBAHHBIM B MMIIOPTHPYIOMIEH CTpane/CreLMUKAMH [U18 MCCIEAYEMBIX JIEKAPCTBEHHBIX CPEACTB.

Oruerst 0 NPpOM3BOACTBE, YIIAKOBKE W KOHTPOJC KadecTBa CePHH A7 [IPOBEPEHE] ¥ NPHU3HAHLL

COOTBETCTRYOIIKEME TpebosanuaM GMP,

Pewrenye: Brimyien 06/08/2018

Aapec: 123009, Mocksa, ya. Teeperast, 22, Tea.: (493 721-1400. ake: (4933 721-1411. www.sanofi.tu

YnonHomouendoe auno: Aude POITRINE

AQ «Canodus Poccus»




Certificate of Conformance and Analysis

Product

Customer code / Version

Active Ingredient(s)

Articie No :

Batch/Lot No

Bulk Batch No

N® of Manufacturing Authorization:

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

DEL ARM
Reims

Certificate of Conformance
Page; 1
Printed on:6/08/18
GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No.: LP-000834

50 TUBE

651985 /004

SODIUM PICOSULPHATE MONCHYDRATE SMG/TABLET
Normative Document: Lp 000834-101011. var.1,var.?
314867

180677

180677

M 157292

7B823_P330AI0106

78823_P5104+0301

06 2018

06 2021

20 160 UN

= = -

Certification statement:

= =o=e =TSmsTrsoze=

"L hereby certify that the above infermation is authentic and accurate and that all the manufacturing stages
o7 this batch of finished product have been carried out in full compliance with the GMP requirements of the
loca? Regulatory Authority. the EY and with the requirements of the Marketing Authorization(s) of the

The batch processing, packaging and analysis records have been reviewed ang
GMP. Any deviations have been éssessed and closed prior to batch release.

destination country/countries.
found to be in compliance with
The batch has been released by a Qualified Person

Qualified Person
Signature

Delpharm Reims
18 Rue Colone? Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

DELPHARM

Reims
Product Kame : GUTTALAX TABLETS EMG RUSSIAN FEDERATION Page: ?
Article No, : 314867 Customer code / Versicn 651988 /004 Printed on: 6/08/18
Batch/iot No.: 180677
Bulk Batch No: 180677
Testing Specification . .0 78B23_P5i0aid3o: Date of Manufacture: 13/06/18
Manufacturing Specification No. - 78823_P33DAI0105 Expiry Date . . .. 08 202

Tests Specifications Results

A A e sk C s el ke e e me e s s o= =ac LIS moma = Cemmmme

Description White .round.flat tablets wWith bevelled Conforms
edges.One side marked"5i/breakline/sL"
.Other side marked with Cumpany‘symbol

Odour Almost imperceptible Conforms
Dimensions: Diameter About 7.0 mm 7.1 mm
Dimensions: Thickness About 2.5 mm 2.3 mm
Disintegration time (6/18} Reguirement A (n=6 tablets) Conforms

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

Individual values:

e 2 2
3 3 3

Resistance to crushing: Mean valus Not Less Than 25 N 36 N

Resistance to crushing: Maximum value Not Less Than 25 N 45 N

Resistance tg crushing: Minimum value Not Less Than 25 N 31N

Uniformity of desage units - DA 1773 Requirement A {n=10) Conforms

(UVI{EP) Individual values (%)
Individual values:
98.2 102.3 99
898.7 97.4 68.7
98.2 §7.2 98.7
99.1

Uriformity of dosage units : DA 1773 Requirement A {n=10) 3.4

(V) (EP) The acceptance value (k=2 4) must not

be greater than 15.0



Certificate of Conformance and Analysis

Product Name : GUTTALAX FABLETS 5MG RUSSIAN FEDERATION

Article No. .: 314867 Customer code / Version 651585 /004
Batch/Lot Ho.: 180677
Bulk Batch No: 180677
Testing Specification : 78823_P510ai0301
Manufacturisg Specification No. : 78823_P330A10105
Tests Specifications
Identification A 1773 (TLO) Corresponding to standard
Identification DA 1773 (HPLC) Corresponding to standard
Assay of DA 1773 (HPLL) 4.75 - 5.25 mg/tab.
Degradation products: Degraded DA 1773 Not More Than 8.5 ¢
te C-La 401 Na (HPLC)
Degradation products: Degraded DA 1773 Not More Than 0 2 g
to La 86 (HPLL)
Degradation products: Fach individual Not More Than 0.2 %
unspecified degradation product (HPLC)
Degradation products: Each individual Not More Than 0.2 %
urspecified degradation product (HPLC)
Degradation products: Esch individual Not More Than 0.2 &
unspecified degradation product (HPLC)
Degradation products: Sum of all Not More Than 1.0 %
degradation praducts {HPLC)
Remarks:
Evaluation: Conforms with Specifications
Date of Analysis - 6/08/18 Signature
No of Analysis : 367940 Quality Control
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DELPHARNK
Reims

Page: 3
Printed on: 6/08/18

Date of Manufacture: 13706718

Expiry Date . 1 06 2021

Results

Conforms
Conforms
4.97 mg/tab

< 0.10 ¥

<010 %

A

0.10 2

< 0.10 %

<0.10 %
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