AEKJIAPAIINSA O COOTBETCTBHUM

JAEKJAPAHT, IPHUHUMAIOIIUA AEKJAPALIMIO O COOTBETCTBUM

AQ "Canothu Poccun'

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

Aodpec: 125009, 2. Mocxeaa, ya. Teepexaa, 0. 22. Tenegpon.8 (495) 721-14-00

B nuye: I'enepanvuwiii oupexmop Aoamsu H.B.

Hoeepennoe nuyo: Knoxosa 10.C., dogepennocms 6/u om 01.12.2017

3AABJHIET, UTO

nexapcmeennoe cpedcmao: I'ymmanarxe mabremxu 5 me 50 wm., my6uor (1), nauxu xapmonnvie, PY Ne
JHI-000834 om 10.10.2011 (0ama 3amener 01.08.2017) euroano AO "Canogpu Poccun”, cepus 180191, napmua
4390 ynarosox, 2oden 0o 01.02,2021, npouszsodcmesa [Jervpapm Peiine, ©panyua, Delpharm Reims, 10 Rue du
Colonel Charbonneaux, 51100 Reims, France, koo OKIT/[2 21.20.10.115, koo TH B2/ 3004900002, xonmparxm
Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085293913 om 06.06.2018

COOTBETCTBYET TPEBOBAHUAM

JIT 000834-101011 usm, Mo -4

JEKJAPALIMA NPHHATA HA OCHOBAHHUU

npomoxoin uckoetmanii Ne 1622 ¢ om 18.00.2018 HJI OO0 HI] "CAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC FR.OM08.C16203 om 18.06.2018

g«nm@

Mfﬂ}}ﬁ%@ﬂﬂ JIEKJIAPALIMM /8.06.2018
/ICTBUTENLHA 110 01.02.2021

Il
3
ey /

e el Kiokosa 10.C.

- noannes OHO

CBEAEHUSA O PETUCTPAIIMHA

OPTAH IIO CEPTU®UKAIIAN, 3APETHCTPHPOBABIIHIT JEKJIAPATIHIO

. RA.RU.1I®MO8 OPIAH 1O CEPTHOHKALIH ITPOIYKIIHH OBIECTBO C OF'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJISA KAYECTBA”,

aopec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 3, nom. I, kom. 1, aopec opzana no
cepmupurayuu: 115280, POCCHA, aopoa Mockea, yn. Macmeproaa, 0. 4, am. 5., men.:(495)788-02-88, aeb-
catim: oyxx.p.

JAEKJIAPAIIUSE O COOTBETCTBHUH 3APETTICTPHPOBAHA M POCC FR.OM08./{03979
JATA-PEIMCTPAITNH /8.06.2018

J 2 HAunzexko U.B.
HML / PyxopoauTens OC




SANOFI

Delpharm Reims, 10 Rue Colonel Charbonneaux

51100 Reims, France

Cepun: 180191

Ilpouseenen: 10/02/2018
Fomen jo: 02/2021

HJI JHI 000834-101011

CEPTH®HKAT AHAJIM3A

I'YTTAJAKC Tabaerkn 5 mr 50 mr - Ty6a

I[TOKA3ZATEIHN HOPMEI PE3VJIbTATHI
Onucanne Benble, Kpyrnoie, NNockouunMHgpuueckue Tabnetku co | CooTeeTcTayer
CKOWEHHbIMW  KpasiMi, Ha OAHOWM CTOpPOHE TabneTku
BuirpasmMpoBaHo «5L» no 06e CTopoHeL: pasaenuTensHoMn
PUCKKW, Ha APYTOW CTOPOHE — NOroTun hupMbl.
3anax Moyt HeolyTUMbIA CooTeercTByeT
Pa3smepsi
- fnametp Oxorno 7,0 MM 7,0 MM
- TONLMHA Okono 2,5 Mm 2,3 MM
Pacnanaemocts (6/18) Ycnosue A (n=6 tabnetok) - He Gonee 15 MKH. CooteeTcrByeT
Ycnoeue B (n=6+12 7abnetok) - MuH. 16 eaunuu <= CooTBeTCTRYET
15 MuH.
TeepAoCTs CpeaHee 3HaYeHne He MeHee Yyem 25 N 43N
OAHOPOAHOCTL A03UPOBaHUA DA Yenoeue A (n=10 Tabnetok) CooTBeTCTBYET
1773 (UV) (EP) Aonyctumoe 3Havenve (k=2.4) gomxHO GuITk He Gonee 34
vem 15,0
WaeHtudnkayns DA 1773 (TCX) CooTBeTCrByeT CTaHAApTY CooTteeTcTBYET
MaeHTudurkauua DA 1773 (BIXX) CooTBeTCTBYET CTaHaapTy Cooreercrayer

KonnuecrteeHuoe onpenenexrne
DA 1773 (B3XKX)

4,75 - 5,25 mr/Tab.

4,98 mr/Tab,

MocTopoHHue npumMeck (BIXKX)

- DA 1773 na C-La 401 Na

-DA 1773 Ha La 96

- OTAENbHLIE HEU3BECTHLIE

NPOAYKTL! Pa3nNoXeHUs

- CYMMa BCEX NpPOAYKTOB
A3MOMKEHNUA

He 6onee uem 0,5 %
He bornee yem 0,2 %
He Gonee yem 0,2 %

He Gonee uem 1,0 %

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

<0,10 %

Hacroamum noareep:xaa, Uto BollueyKasaHHas HHOOPMALIHS FBAAeTCS JAOCTOBEPHOIT M mpaBuibHO. laHHas
CEepui JIEKAPCTBCHHOIO CPEACTRA NPOK3BEEHA, BKIIFOYAS YIIAKOBKY H KOHTPOJIb KAYECTBa, B YKA3AHHOM BHILIE
MECTe B MOJTHOM COOTBETCTBUH ¢ TpeboBanusaMu GMP MecTHOrO peryasTopHOro oprasa u cieHuQHKaLHsiM,
3apErHCTPUPOBAHHBIM B MMTIOPTHPYIOLIEH CTpaHe/crietHpHKalMK 19 HCCEAyeMBIX IEKAPCTBEHHDBIX CPEACTB.

Or4eTs 0 NPOU3BOJICTBE, YNAKOBKE M KOHTPO/IE KAYECTBA CEPUM GbUTH IIPOBEPCHD] H IIPH3HAHD]

COOTBETCTRYIOWMMH Tpebosanuam GMP.

Pewenue: Brirymen 11/04/2018

Axpec: 125009, Moeksa, ya. Trepexas, 22. Ten.: (493) 721-1400. Gake: {49%) 7211471, m\-w_sﬁix'oq.,raii

Ynomomouennoe muno: Aude POITRINE

AL «Canodm Pocengr
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Certificate of Conformance and Analysis

DELPHARR
Reims

Certificate of Conformance
Fage: 1
Printed on:11/84/18
Product - GUTTALAX TABLETS GMG

RUSSIAN FEDERATION

MARKETING AUTHORTZATION No.-: LP-000834

50 TUBE
Customer code / Version 651985 / 004
Active Ingredient(s) SODIUM FICOSULPHATE MONOHYDRATE SMG/TABLET

Normative Document: Lp 600834-1010%1 .

Article Ko.: 314867
Bateh/Lot No.: 180191

Bulk Batch No: 180191

N® of Manufacturing Authorization: M 15/292
Manufacturing specification: 78823_P330A10105
Testing specification: 78823_P510ai0301
Date of Manufacture: 02 2018

Expiry Date: G2 2021

Batch quantity released: 6,790 UN

_____ = SEme e

e == o === == ==

Certification statementi-

local Regulatory Authority, the EU and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packaging ang znalysis records hsve been reviewed and
fourd to be in compliance with gup. Ary deviations have been sssessed and ciosed prior to batch release.
The batch has been released by a Quslified Person”.

yTRIAT i

<%

Emmantgié ERVIN
Qualified Person

Signature 11 818

Delpharm Reims
10 Rue Colonel Charbonneauy
51100 Reims, france



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5Mg
Article No. .: 2314867
Batch/Lot No.: 180191
Bulk Batch No: 180191
Testing Specification .

RUSSIAN FEDERATION

Customer tode / Version 651985 / 004

: 78823_P510ai0301

Manufacturing Specification Nao.: 78823_P330A10105

Description

Odour

Dimensions: Diameter
Dimensions: Thickness
Loss on drying

Disintegration time (6/18)

Resistence to crushing: Mean value
Resistarce to crushing: Maximum value
Resistance to crushing: Minimum value

Dissolution test at 15 mn (UV/VIS)
DA 1772

Uniformity of dosage units : DA 1773

(OVILEP)

Specifications

Khite .round.flat tablets with bevelled
edges.ne side marked"SL/breaklines/s ",
.Other side marked with Company symbol
Almost imperceptible

About 7.0 mm

About 2.5 mm

Not More Than 6.0 %

Requirement A (n=6 tablets)

NMT 15 minutes

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

Not Less Than 25 N
Not Less Than 25 N
Not Less Than 25 N

For 6: individuals »>= 75 §

For 12 or 24: average »= 70 %

For 12: individuals »= §5 §

For 24: individuals >= 45 § {HMT 2
values < 55 ¥}

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

DELPHARM
Reims

Page: 2
Printed on: 11/04/18

Date of Manufacture: 10/02/13
.o 02 2021

Expiry Date . . .

Results

Conforns

Conforms
7.0 mm
2.3 mn
5.21%

Conforms

Individual values:

2 e 2
2 2 3
43 N

48 N

39 N

Conforms

87

Individual values:
43 o1 81
82 &9 86
Conforms

Individual vajues: s
103.3 Ao 101.5
85.4 £ 86.9 59.3

106.7 99,7 95
100.1




Certificate of Conformance and Analysis

Praduct Name : GUTTALAY TABLETS 5MG

RUSSIAN FEDERATION

Article No. .: 314867 Customer code / Version 55

Batch/Lot Ne.: 180191
Butk Batch No: 1B619)]

Testing Specification . . .: 78823_r510a10301

Manufacturing Specification No. - 78823 P330A10105

Tests

Specifications

1985 /004

DELPRERARM
Reims

Page:. 3
Frinted on; 11/0G4/18
Date of Manufacture: 10/02718

Expiry Date . . . .: 02 2021

Results

Uniformity of dosage units : DA 1773
(LYY (EP)

Identification DA 1773 (TLCS
Identification DA 1773 (HPLC)

Assay of DA 1773 [HPLDY

Decradation products: Begraded DA 1773
to C-La 401 Na (HPLD)

Degradation products: Degraded DA 1773
ta La 8& (HPLD)

Degradetion products: Fach individual
unspecified degradetion product (HRELG)

Degradation products: Each individual
unsgecified degradation product (HPLE)

Dzgradation products: Each individual
unspecified degredetion product (KPLL)

Degradation products: Sum of ali
degradetion products (HPLD)

Tota? Aerobic Microbial Count {TAND)
{EP Method)

Tota1 combined Yeasts & Moulds Count
{TYMCICEP Method)

Escherichia colt {EP Method)

Reguirsment A

LT

{n=10}

The acceptance value (k=2.4) must not

be greater tha
Corresponding
Corresponding
4.75 - 5.25 mo

Kot Hore Than

Not More Than

Kot More Than

Net Hore Than

Kot More Than

Not Kore Than

ot more than

CFUfg

Not more than
CFliJg

Absence in 1g

150

to standsrd

to standarg

Jtab.

6.5 %

0.2 %

6.2

36

0.2 %

6.2 ¢

1.0%

10 rajsed te the power 3

10 raised to the power 2

3.4

Conforms

Conforms

4.98 mg/tab.

< 0.0 %

< 1 CFU/g

N

if CFU/g

Absence in 1g




Certificate of Conformance and Analysis

Product Name : GUTTALAY TABLETS 5MG
Article No. .: 314867
Batch/Lot Ho.: 180191
Bulk Batch No: 180191
Testing Specification . . .. 78823_P510a10301

RUSSIAN FEDERATION
Customer code / Version 651985 ! 04

Mapufacturing Specification No.: 7B823_P330A10105

Tests Specifications

Page: 4

DELFPHARM

Printed on: 11/04/18

Reims

Date of Manufacture: 10/082/18

Expiry Date . . . ..

Results

bz 202

Rt ey, = e =

Subdivision of tablets
{30 haif tabiets)

NMT I dindividual mass may deviate from
the average mass by more than 15 %

& nene deviates by more than + 25 ¢
(results in mg)

Conforms

Individual values:
60.
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Date of Analysis : 11/04/18 Signature
No. of Analysis : 363608 Quality Contro}
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