AEKJIAPAIIAS O COOTBETCTBHHA

AE AHT, IPHHAMAIOI AN TEKJTAPAIIMIO O COOTBETCTBHHA

AO "Canogpu Poccun"

Csedentin o peaucmpayuu opzanusayuu: Mexcpationnas uncnexyus Pedepanvroli Ranozoeoi cayxctor Ne 46 no
2. Mockge 01.01.2008, OI'PH 1027739079940, dama npuceoewur OI'PH 19.08.2002.

Adpec. I1’25009. 2. Mocxea, yn. Teepcxas, 0. 22. Tenechon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye:|Fenepanvhutii dupexmop Moroie O.A.

Hosepennoe nuyo: Knoxosa IO0.C., doeepennocme 6/1 om 01.12.2017

3ASIBJSIET, YTO

ﬂempct‘neennoe cpedcmeo. Iymmanaxc, mabnemicu 5 mz 20 wm., mybot (1), nauku xapmonnvie, PY Ne
JITT-000834 om 10.10.2011 (dama samenvt 01.08.2017) evidano AO "Carnogpu Poccun", cepusn 190410, napmus
57756 Ynaxogox, 200en do 01.03.2022, npouzeodcmsa Jenvgpapm Peiimc, Cpanyun, Delpharm Reims, 10 Rue
du Colonel Charbonneaux, 51100 Reims, France, xod OKIT[]2 21.20.10.115, xoo TH B3X 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085334101 om 21.05.2019

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

JE AITHA IPHHATA HA OCHOBAHUH
npomoxon ucnotmanuti No 14780 om 30.05.2019 HJI OO0 HI[ "©APMOBEOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21®J140, Cepmuguxam POCC FR.OM08.C41082 om 31.05.2019

; i gy
IAPALIVISL TRACTBHTEIBHA 110 01.03.2022

Ak OQ)U‘ OCCMH

R 2% Sanoti Russn AO & _.=
SOV LAl g Knoxkoea 10.C.
Q) A wncb ®.H.O

CBEJIEHMS O PETUCTPAIIANA

OPT'AH 110 CEPTHO®HKAIIHH, 3APETHACTPAPOBABIINAN AEKIAPAITHIO

RA.RU.11PM08 OPTAH ITO CEPTHDHUKALIHH ITPONVKIHH OFU[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOM IJEHTP KOHTPOJI KAYECTBA",

adpec opzanusayuu. 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, zopoo Mocxea, yr. Macmepxoga, 0. 4, sm. 5., men.:(495)788-02-88, seb-
caiim: oyrx.pab.

JIEKJIAPAI[PISI 0 COOTBETCTBHHA 3APETHCTPHPOBAHA M POCC RU J-FR.®M08.4.25697/19

Iugenxo U.B.
Pykosomutens OC




Ceptudoukart cooTBeTCTBUSA N

Oenbdapm
Perimc

dHanuaa

CepTtuchmkat cooTeeTCTBUA

HassaHue nexapcTBEHHOro
cpeacTea:

Koa knueHTa/ Bepcua:

AKTUBHBIA UHrPEAUEHT(bI):

ApTukyn Ne:
Homep cepunm:

Homep cepuun
HepactacoBaHHOO NPoAYKTa:

N2 nuueHaum Ha npon3BoaCTBO:

MpownseogcTeeHHan
cneuncmrkauma;

Tectosan cneyuduxayma Ne:
Nata npouseopctsea:
Cpok rogHocTu:

Konn4ecTBo BoINYWEHHON
cepun:

CrpaHuua: 1
HanevaTtaHo: 6/05/19

MytTanakc TabneTtkn 5 mr
Poccuiickan Qenepauun
PernctpauuonHoe yaoctoepeHue Ne: JIM-000834

20 wT - Ty6a
651983 - 004

MNMukocynbdar moHornapat HaTpua Smr/TabneTka

HopmatueHbliid gokymeHT: JIN-000834-101011
W3m.1,U3m.2

314353
1980410

190410

M15/292

78823_P330A10105

78823_P510ai0301 : 78823_P520ai0101
03 2019
03 2022

57.756 ep.

3aaeneHne o cepTudnkaLm:

“HacToawmm nogTeepxaato, 4TO BhileyKkasaHHasn MHADOPMaLUVA ABNAETCA AOCTOBEPHOI N
npaBuneLHOW. [laHHan cepun NekapcTBEHHOro CpeaAcTBa NPoU3BEdeHa, BKIIOYANA YNaKoBKy 1
KOHTPOANb KavecTBa, B YKa3aHHOM Bbille MeCTe B NONHOM COOTBETCTBUM C TpeboBaHnamn
GMP mecTHOro perynaTopHoro opraHa u cneundunkaunsam, 3aperucTpupoBsaHHbIiM B
uMnopTupylowen cTpaHe/ cneuudukaummn gna nuccneayembix NEKapCcTBEHHbIX CPEeACTB.
OTyeTb! 0 NPOU3IBOACTBE, YNAKOBKE U KOHTpPONE KavyecTsa cepun Gbinvu NPOBEPEHL! U
npuaHaHbl cooTaeTcTeyoWwMK TpeboaHnsMm GMP. JTobble oTknoHeHMA GblNK cUEHeHb!
A0 Bbinycka cepuu. [laHHas cepua BeINyLWEHa YNONHOMOYEHHbBIM nuLom.”

07.05.2019 Naeyna 2nwnaaber
YnonHomoueHroe nuyo
NOANUCE
Jenecdapm Peimc
10 Pro Kononene Wap6onuo
51100 Peitmc, Dpanuun



CepTudukat cOOTBETCTBUA U aHaNMU3a

Ha3zBaHue nexkapcTBeHHOro
cpeAcTBa:

ApTukyn Ne 1314353
Homep cepun 190410
Homep cepun ;190410
HepacgacosaHHOro

npoaykra

Tectosas cneuynpukayma Ne:

NpoussoacTeeHHan cneundukauma Ne:

UcnbiTaHue

Onucauune

3anax
Paamepbl: guameTp
Paamephb!: TonwwvHa

PacnagaemocTs (6/18)

TBepnocTe: cpegHee 3Ha4YeHKe
TeepaocTb: MakcuMansHoe
3Ha4eHwe

TeepAocTb: MUHUMaNLHOE
3JHavyeHue

OaHOpoAHOCTE 403UPOBAHKUA
DA 1773 (UV) (EP)

OﬂHOPOAHOCTb AC3UPOBaHNA
DA 1773 (UV) (EP)

Upentucbukaums DA 1773 (TCX)
WaenTucmnkaumns DA 1773
(BIXKX)

Konu4ecTeeHHoe onpeaeneHue
DA 1773 (BIXKX)

MocTopoHHWE NpyMecu: DA 1773
Ha C-La 401 Na (B3XX)
MocToporHue npumeck: DA 1773
Ha La 96 (BIMX)

MoCcToOpPOHHWE NPUMECH:
OTAENbHLIE HEU3BECTHLIE
NpoAYKTE! pasnoxeHus (BIXX)

MNyrranakc Tabnetku 5 mr
Poccuiickan depepauma

Kog knueHTa/sepcun: 651983 - 004

78823 _P510AI10301 :
78823_P520A10101
78823 P330AI0105

Cneundurkaumna

bensle, Kpyrnele, NNOCKOLMAUHAPUYECKNE
TabneTkn ¢oO CKOLIEHHLIMW KpasMU, Ha
OAHO CTOpOHE TABNETKN BEIPaBWPOBAHO
«5L» no ofe cTopoHb! pasgenuTenbHOM

pUCKKW, Ha ApYrol CTOPOHE — NOroTUN
bUpMBI.

NOYTH HEOWYTUMbIH
Okono 7,0 MM

QOkono 2,5 mm

Ycnosue A (n=6 Tabnerok)
He 6onee 15 mMuH.

Ycnoeue B (n=6+12 Tabnetok)
MuHuManbHo 16 eguHUL <= 15 MUH.

He meHee yvem 25 N
He meHee vem 25 N

He meHee yem 25 N

Ycnoeune A (n=10 Tabnetok)
OTpenbHble 3HaYeHnn (%)

Ycnoeuwe A (n=10 Tabnetok)

Jonyctumoe 3HadeHune (k=2.4) gonkHo

6biTb He Gonee yem 15,0
CooTBeTCTBYeT CTaHAapTy
CootBeTcTBYeT CTaHAapTY
4,75 - 5,25 mr/tab.

He Gonee yem 0,5 %

He 6onee vem 0,2 %

He Gonee vem 0,2 %

Aenwsdgapm
PerAmc
CrpaHuua: 2

HaneuaraHno: 6/05/19

Darta npouseogcTea:
20/03/19
Cpok rogHocTu: 03/2022

PesynuTar

CooTseTtcTByeT

CooTeetcTByeT
7,0 MM

2,3 MM
CooTteeTcrayeT
OTAenkcHble
3HAYEHUR:

2 23

33 4

34N
39N

28N
CooTeeTcTByeT
100.4 100.6 100,8
100,7 99,5 G896
100 100,4 8941

99
1,6

CooTeeTCcTBYET
CootsetcTBYET
4,85 mrirab.
<0,10 %

<0,10 %

<0,10 %



CepTtudukar coorsercTBua U aHanusa

HasBaHue nexapcTBeHHOro Tyvranakc TabneTku 5 mr

cpeacraa: Poccwiickas denepauus

ApTukyn Ne 1314353 Koa knuenTa/sepcus: 651983 - 004
Homep cepuu 1190410

Homep cepum 1190410

HepacthacoBaHHOro

npoaykTa

78823_P510A10301 :
78823_P520A10101
78823_P330AI10105

TecToBas cneywdmukayua Ne:

MNponasoacTBeHHas cneuvdukaums Ne:

UcneiTanme Cneumcurauun

MNocTopoHHKe NpuMecu:
oTaenbHble HeW3BECTHbIE
NPOZYKTH! pa3noxeHnsn (BIHX)
MNocTopoHHWE NnpuMecy:
OTAENbHbIE HEU3BECTHLIe
NPOAYKTbI pasnoxeHnn (BIXX)
MocTopoHHWE NpUMecu: cymma
BCEX NPOAYKTOB pasnoXeHus

He 6onee yem 0,2 %

He 6onee yem 0,2 %

He 6onee yem 1,0 %

{BIXKX)

MpumevaHus;

OueHxka: CooreercTeyeT cneundmukayum

[ava aHanusza:  6/05/19 Mognwnco

Axanua Ne: 378079 KoHTpoOnb kayecTea

Bensdapm
Peiimc
CrpaHnua: 3

HanevaraHo: 6/05/19

Hara nponasoacTea:
20/03/19
Cpok rogHocTu: 03/2022

Pesynbrar

<0,10 %

<0,10 %

<0,10 %

7.05.2019
Oapu NopTtuH
(noanuce)



Certificate of Conformance and Analysis

Product .

Customer code - ¥ersion

Active Ingredient(s):

Article No.:

Batch/Lot No. -

Bulk Batch No:

N® of Manufacturing Authorization:

EudraGMDP Document Reference No. -

Manufacturing specification:

Testing specification.

Date of Manufacture

Expiry Date:

Batch quantity released

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:6/05/19
GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION
MARKETTNG AUTHORIZATION No.: LP-000832¢

20 TUBE

651983 - 004

SOOTUM PICOSULPHATE MONOHYDRATE 5MG/TABLET

314353
190410
150410

M 157292
45121

78823_P330A10105

78823_P510210301: 78823_P520ai0101

03 2019

03 2022

57.756 UN

Certification statement:

"1 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 compliznce with the GMP requirements of the
tocal Regulatory Authority, the EU and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packaging and analysis records have bezn reviewed and
found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch release

The batch has been released by a Qualified Person”,

Quatified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG

Article No. .: 314353
Batch/Lot No.: 190410
Butk Batch No: 190410

Testing Specification

Manufacturing Specification No.:

Tests

= EEEEY T £ mEEemCSSowsmns

Description

Odour

Dimensions: Diameter

Dimensions: Thickness

Oisintegration time

Resistance to crushing: Mean value

Resistance to crushing: Maximum value

Resistance to crushing: Minimum value

Uniformity of dosage units
CUVI(EP)

Uniformity of dosage wnits
(UV)I(EP)

Identification DA 1773 (TLC)

Customer code - Version: 651983

RUSSIAN FEDERATION
- 004

© 78823 P510210301: 78823 P520ai0101

78823_P330AI10105

Specifications

EELL L EL L EEE T e AW OO CLME mD . e O ke

White. round flat tablets with
bevelled edges: one side marked
"SL/breakline/5L", other side marked
with Company symbol

Almost imperceptible

About 7.0 mm

About 2.5 mm

NMT 15 minutes (6 single values)

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

Requirement A (n=10)
Individual Values (%)

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

Corresponding to standard

Page: 2

DELPHARM

Reims

Printed on; £/05/19

Date of Manufacture: 20/03/16

Expiry Date .

Results

;03 2022

A Am N O S mEOSAETEASCSOEEEOD==me===

Conforms

Confornms

7.0 mm

2.3 mm

Conforms

Individual values:

2
3

34N

39N

28 N

Conforms

2
3

3
4

Individual vaiues:

160.4
100.7
100
99

1.6

Conforms

100.6
99.5
100.4

100 8
99.6
99.1



Certificate of Conformance and Analysis

Proguct Name : GUTTALAX TABLETS 5MG

DELPHARM
Reims

RUSSIAN FEDERATION Page: 3

Article No. .: 314353 Customer code - Version: 651983

Batch/Lot No.: 190410
Butk Batch No: 190410
Testing Specification . . .: 78823 P5i0a

i0301: 78823_r520a10101

Manufacturing Specification Mo.: 78823 P330A10105

Tests

Specifications

004 Printed on: 6/05/19

Date of Manufacture: 20/03719

Expiry Date . . .o 03 2022

Results

EL L e Y itatas L L LT T Ty

SEEmEwEman =-mmm £3

Identification DA 1773 (HPLC)
Active ingredient content DA 1773 (HPLC)

Oegradation products: Degraded DA 1773
to C-La 401 Na (HPLC)

Degradation products: Degraded DA 1773
to La 96 (HPLL)

Degradation products: Each individual
unspecified degradation product (HPLC)

Degradation products: Sum of all
degradation products (HPLC)

Date of Analysis : 6/05/19
No. of Analysis : 378079

Correspording to standard

4.75 - 5.25 mg/tab.

Not Mere Than 0.5 %

Not More Than 0.2 %

Not More Than 0.2 %

Mot More Than 1.0 %

Signature
Quatity Controi

Conforms

4 85 mg/tab

A

0.10 %

A

0.10 2

N

0.10 %

N

0.10 %




