AEKJIAPAIIMS O COOTBETCTBUHA

AEKJIAPAHT, TPHHUMAIOII WA JEKJIAPAITHIO O COOTBETCTBHH

AQ "Canoghu Poccun"

Ceedenun o pezucmpayuu opzanusayuy. Mexcpationrian uncnexyus DedepanvHod Hanoz060t cayachvt Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739079940, dama npucsoenus OFPH 19.08.2002.

Aopec: 125009, 2. Mocksa, yn. Teepexan, 0. 22. Tenegon/charc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvrutii dupexmop Monac O.4.

Hosepennoe nuyo: Knorxosa I0.C., doeepennocms 6/w om 01.12,2017

SAABJIAET, UTO
nexapcmeennoe cpedemeo. Iymmanaxe, mabremxu 5 me 20 wim., my6u (1), nauxu xapmonnvie, PY Ne

JIT-000834 om 10.10.2011 (dama samenw: 01.08.2017) swidano AO “Canoghu Poccus”, cepus 181125, napmus
39480 ynaxoeox, 200ew do 01.08.2021, npouseodcmsa Jenvpapm Peiime, @panyus, Delpharm Reims, 10 Rue
du Colonel Charbonneaux, 51100 Reims, France, ko0 OKIIA2 21.20.10.115, koo TH B3I 3004900002,
xkonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085314273 om 21.11.2018

COOTBETCTBYET TPEEOBAHHAM

JHT 000834-101011 wzne. Ne 1-4

AEKTAPAITASA IIPHHSATA HA OCHOBAHHUH

npomokoi ucretmanui Ne 35790 om 30.11.2018 HIT GO0 HI] "OAPMOFOPCOHA", ammecmam
axxkpedumayuu POCC RU.0001.21D/I40, Cepmugpuxam POCC FR. OM08.C28842 om 30.11.2018

% Kioxoea 10.C.
/ﬁonnnca O.H.O
CBEJEHHMA O PETHCTPAIIMA

OPTAH ITIO CEPTUO®HKAIINH, 3APETHCTPHPOBABIIHIA AEKJIAPAHMIO

RA.RU 11 OM08 OFI4H IO CEPTHOHKALHH ITPONYKI[HH OBIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBI) "OKPYXHOH [JEHTP KOHTPOJII KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpurayuw: 115280, POCCHA, 20po0 Mockea, yn. Macmepxosa, d. 4, am. 5., men.:(495)788-02-88, seb-
caiim: oyrk.pg.

l{EKJIAPAIIPIH O COOTBETCTBHH 3APETUCTPHPOBAHA M POCC RU J{-FR.DM08.4.08799/18

ATTMM 30.11.2018
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CepTuduvkar cooTrBeTcTBUA U

Henbdapm
Peimc

aHanuia

CeptudpukaT cooteeTcTBUA

HaseaHve nekapcreeHHoro
cpeacTea:

Kop knueHTa/ Bepcus:

AKTUBHbIA UHrPEANEHT(bt):

ApTukyn Ne:
Homep cepun:

Homep cepun
HepacdacoBaHHOro NPoAYKTa:

Ne nuueHsun Ha Npon3BOACTBO:

MpousBoacTBeHHas
cneyundukayma;

TecTtoBas cneungukayms Ne:
Jata npousesoacTea:
Cpok rogHocT:

KonuuyecTeo BbinyiweHHOM
cepuu:

Crpanuua: 1
HanevaraHo: 31/10/18

F'yTranaxkc Tabnertku 5 mr

Pocewuitckan Pepepauns

PerncrpaumorHoe ygoctosepenue Ne: f111-000834
20 wT - ryba

651983/004

MukocynbdaT MoHorMapaT HaTpus SMr/TabneTka

HopmatueHeiih fokymenT: J1F1-000834-101011
Nam.1,Aam.2

314353
181125

181125

M15/292
78823_P330AI10105

78823_P510ai0301
08/2018
08/2021

59.480 eg.

3asBnexne o ceptudmnkaumm:

"HacToswum NoATBEPKAAID, YTO BhILLIEYKA3aHHAS MHOPMaLMA ABMAETCHA AOCTOBEPHON W
npaBunbHON. [laHHan cepus NeKapCTBEHHOro cpeacTBa npousseneHa, BKIYaA YNaKoBKy
KOHTPOIb Ka4eCTBa, B YKa3aHHOM Bbille MECTEe B NOTHOM COOTBETCTBUY ¢ TpeBoBaHnsaMu
GMP MecTHOro perynsiTopHoro opraHa u crieuMtnkaunsam, 3apercTpupoBaHHbIM B
MMNOPTUPYIOLLEN CTpaHe/ cneurdukaLmy ANs MCcreqyemMbIx neKapcTBeHHbIX CPeacTs.
OTuyeTbl 0 NPOU3BOACTBE, YNAKOBKE N KOHTPONE KauYecTea cepum Bolnit NpoBepeHs! 1
Npu3HaHkB! COOTBETCTBYIOWMMU TpeboBaHuaM GMP. JlioBble oTKNOHEeHUS Bainu OUEHEHBbI
AO BbINyCKa cepun. [JaHHaA cepus BbiMyLEHA YNONHOMOYEHHLIM nuyom.”

05.11.2018 3manyans [lepsnn
YnonHomoueHHoe AnLo
NOARNCEH
Aenvdapm Pelimg
10 Pio KonoHene WapGoxHo
51100 Peiimc, dpaHyun



Ceptudukar cooTBeTCTBUSA K aHanNK3a

HaisaHue nekapcreeHHoro
cpeacTHa;

ApTukyn Ne 1314353
Homep cepuu 181125
Homep cepun 181125
HepacacoBaHHoro

npogykTa

TecTosas cneyndmrkaumn Ne:

lMpouseoacTeeHHas cneynnkauma Ne:

UcnbiTaHue

Onucanve

3anax
Pasamepti: gnamerp
Paamepbi: TonwuwHa

PacnagaemocTs (6/18)

TsepaocTk: cpeaHee 3Ha4YeHKe
TBepaecTh: MakcuMansHoe
3HaveHue

TeepaocTs: MUHKUMansLHOE
3Ha4eHue

OnHOPOAHOCTL JO3UPOBAHKUA
DA 1773 (UV) (EP)

OOHOPOOHOCTE A03NPOBAHNS
DA 1773 (UV) (EP)

Woentucbukaymn DA 1773 (TCX)
WaeHtudukaumna DA 1773
(B3XKX)

KonudecTeeHrHoe onpegeneHue
DA 1773 (BOXKX)

MocTopoHHKWE npymecn: DA 1773
Ha C-La 401 Na {BIXX)
MNocToporHue npumecn: DA 1773
Ha La 96 (BAXX)

MocTopoHHKUe npumMecu:
OTAENbHbIE HENIBRCTHBIE NPOAYKTHI
pasnoxenuns (BIHX)

FyTTanakc Tabnetkn 5 mr
Poccuiickast Gegepauus

Koa krnivenTa/sepcus: 651983/004

78823_P510AI10301

78823_P330AI0105

Cneundmkauuns

Benble, Kpyrnbie, NNOCKOUNANHApUYecKkue
TabneTk CO CKOWEHHBIMK KDasiMK, Ha
OLHOI CTOPOHE TabneTku BLIrPABUPOBaHO
«5L» no ofe CTOpPOHbI pasaenuTenbHOM
PUCKW, Ha ApYyroil CTOpoHe — NoroTun

hrpMbt.

NOYTH HEOLYTUMbI
Oxkong 7,0 Mm

Oxono 2,5 Mm

Yenoeue A (n=6 TabneTok)

He Bonee 15 MuH.
Ycnosue B (n=6+12 rabneTok)

MuHumanbsHo 16 eguHUY <= 15 MUH.

He medee uem 25 N
He meHee 4em 25 N

He meree yem 25 N

Ycnoeue A (n=10 TabneTok)
OtaentHble sHaveHus (%)

Ycnosue A (n=10 TabneTok)

Honyctumoe sHavenue (k=2.4) nomkHo

6biTk He Bonee yem 15,0
CooTBeTCTRYET CTaHaapTy
CooTtBeTcTBYET CTaHfapTy
4,75 - 5,25 mr/vab.

He Sonee vem 0,5 %

He Bonee uem 0,2 %

He Bonee vem 0,2 %

Hencdapm

Crpanuua: 2

Permc

Haneuartaro: 31/10/18

Hata npounseoacTea:
21/08/18

Cpox rogHocTtu: 08/2021

PesynbTaT

CootBeTcrayer

CoorseTcrayeT
7,1 Mm
2,3 MM

CooTeercTBYET

OTAaenbHble
3HAYSHWA:
333
4 4 5

36N
41N

31N
CoorsercreyeT
104.4 101,6 99,6
102,3 100,8 98,3
100,9 100,8 99

100,4
4,2

CooTBeTcTByeT
CooTBeTCTBYET
5,02 mriTab.
<0,10 %

<0,10 %

<0,10 %



CepTudukar cooTBeTCTBUA ¥ aHaNK3a

HasBanue nekapcTeeHHOMO
cpenctBa:

ApTukyn Ne 1314353
Homep cepun 1181125
Homep cepun 181125
HepacdacoBaHHOoro

npogykTa

Tecrosas cneundmkaLua Ne;

pousBoacTReHHas cheundukayrs Ne:

UcnoiTanue

MNocTopoHHKue npumecw:
OTJENbHBIE HEUIBECTHLIE

MPCAYKTE pasnoxeHusn (BIXKX)

MNocTopoHHKe npumeci:
OTEeNbHbIE HeU3BECTHRIE

NPOAYKTLI pasnoxenns (BIMX)
MNocropoHHKue npumeck: cymma

BCEX NPOAYKTOB PaBNOMEHNS
(BIXX)

MNprumeyarns:

Ouenka:

Hata ananusza;  31/10/18
AHanns Ne: 371485

I'yrranakc Tabnerku 5 mr
Poccuiickan Qepepaums
Koa knueHTa/sepcus: 651983/004

78823 P510AI0301

78823_P330AI0105

Cneundnkaumn

He Bonee yem 0,2 %

He Gonee uem 0,2 %

He Gonee yem 1,0 %

CooTBETCTBYET CheunduKkaLmm

Nopnuck
Koutponk kadectsa

{(noanwmce)

Henudapm
Penmc
Crpanuya: 3

HanevaTtaHo: 31/10/18

[ara npoussoacTtea:;
21/08/18
Cpox roarocTu: 08/2021

PeaynbTaT

<0,10 %

<0,10 %

<0,10 %

31.10.2018 3crens
BarHep



Certificate of Conformance and Analysis

DELPHARMWM
Reims

Certificate of Conformance
Page: 1
Printed on:31/10/18
Product: GUTTALAX TABLETS 5MG

RUSSIAN FEDERATION

MARKETING AUTHORIZATION No : LP-DG0B34

20 TUBE
Customer code / Version 651983 / 004
Active Ingredient(s) SOBIUM PICOSULPHATE MONCHYDRATE SMG/TABLET

Normative Document: LF 000834-101011. Var.1l, Var, 2

Article No.: 314353

Batch/iot Ho : 181125

Bulk Batch No: 181125

N°® of Manufacturing Autherization: M 15/292
Manufacturing specificetion: 78823 _P33DAI01CS
Testing specification: 78823 _P8102i0301
Date of Manufacture: 08 2018

Expiry Date: 08 z021

Batch quantity released: 59,480 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 cut in full compliance with the GMP requirements of the
local Regulatory Authority, the EU and with the requiremerts of the Marketing Authorization{(s) of the
destination country/countries. The batch processing. packaging and analysis records have been reviewed and
found to be in compliance with GMP. Any deviations have been assessed and ¢losed prior to batch release.

The batch has been released by a Quatified Person”

Emmants RV

Gualified Person
Sighature @ Hig

Delpharm Reims
10 Rue Celone?l Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG

RUSSTAN FEDERATICN

Article No. .: 214353 Customer code / Version 651983 /004

Batch/Lot No.: 181125

Bulk Batch No: 18112%

Testing Specification . : 78823_P510ai0301

Manufacturing Specification No.: 78823 P33LAICI05

Tests Specifications

Description White .round.flat tablets with bevelled
edges.One side marked"5L/breakline/sL",
Other side marked with Company symbol

Odour Almost imperceptible

Dimensions: Diameter
Dimensions: Thickress

Disintegraticn time (6/18)

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

Resistance to crushing: Minimum value

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

(UVI{EP)

About 7.0 mm

About 2.5 mm

Requirement A (n=6 tablets)
NMT 15 minutes

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

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

Reguirement A {n=10)
Individual values (%)}

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

Page: 2

DELPHARM

Reims

Printed on: 31/10/18

Date of Manufacture: 21/68/18

Expiry Da

Results

mEEEmoo=o

Cenforms

Conforms
7.1 8m
2.3 mm

Conforms

Individual values:

3
4

a6 N

41 N

1 N

Conforms

Individual values:

104 .4
102.3
100.5
100.4

4 2

te . . .o 08 2021
3 3

4 5

101.6 9%.6

100.¢ 98.3

100.8 99



Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG
Article No, .: 314353
Batch/Lot No.: 181125
Bulk Batch No: 181125
Testing Specification

: 78823_P510ai030t

Customer code / Versign

Manufacturing Specification No. - 78823_P33DA10105

Tests

RUSSIAN FEDERATION

Specifications

651983

/404

DELPHARM
Reims

Page: 3
Printed on: 21/10/18
Date of Manufacture: 21/08/18

Expiry Date . . . .: 08 2021

Results

Identification DA 1773 (TLC)
Identification DA 1773 (KPLC
Assay of DA 1773  (HPLC)

Degrzdation products: Degraded DA 1773
to C-La 401 Na (HPLD)

Degradation procucts: Degraded GA 1773
to La 96 (HPLC)

Degradation products: Each individual
unspacified degradation product (HPLE)

Degradaticn products: Each individual
unspecified degradation proguct {HPLC)

degradation products: fach individual
unspecified degradetion product (HPLE)

Cegradation products: Sum of all
degradation products (HPLG)

Date of Analysis : 31/10/18
No. of Analysis : 371485

”

Corresponding to standarg

Corresponding to standard

4.75 - 525 mg/tah.

kot

Kot

Net

Not

Not

Not

More

More

More

More

More

More

Than C.5 %

Than §.

Thar G,

Than 0.

Then 0.

Than 1.

Signature

Quatlity Control

Eetelle WAONER

3 10CT. 208

ae

Conforms

Conforms

5.07 mg/tab

<010 %

< 0.10 &

A

0.10 %

A

0.10 %

A

G.10 2

<0.10 %




