JEKJIAPAIIUS O COOTBETCTBUH

JEKJAPAHT, IPHHHMAIOLIHA JEKJAPAIIMIO O COOTBETCTBHH

AO "Canogpu Poccusn"

Ceedenun o pezucmpayuu opzanusayu: Mexcpaiionnas uncnexyus Pedepanvroli Hanoz060u cayicbvr Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenepon/shaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvnuoiii oupexmop Monxc O.A.

Losepennoe auyo: Cmenaroe C.C., dosepennocms 6/u om 01.12.2017

3ASABJIAET, UTO

Rexapcmeennoe cpedcmeo: I'ymmanaxc, mabnemxu 5 m2 50 wm., mybui (1), nauxu xapmonnvie, PY Ne
JITT-000834 om 10.10.2011 (dama 3amenwvr 01.08.2017) evidanc AQ "Canogu Poccua”, cepun 190778, napmus
24280 ynaxosox, 200ex do 01.05.2022, npouzeodcmea Jenvhapm Peitme, Ppanyus, Delpharm Reims, 10 Rue
du Colonel Charbonneaux, 51100 Reims, France, koo OKIT[2 21.20.10.115, xoo TH B3/ 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085342173 om 30.07.2019

COOTBETCTBYET TPEGOBAHHUAM
JIIT 000834-101011 usm. Ne 1-4

JEKJAPALIUSA ITPUHATA HA OCHOBAHHHU
npomoxon ucnermaruii Ne 24520 om 06.08.2019 H/I OO0 HL "bAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC FR.®M08.C45551 om 06.08.2019

JATA TIPUHSITHS JEKJIAPALIMH 06.08.2019
AEKJAPALIET AEACTBUTEIBHA 10 01.05.202
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i CBEJEHMS O PETUCTPAIIMH

OPTAH IT0 CEPTU®UKALIMY, 3APETHCTPHPOBABIIHI AEKJIAPAIIMIO

RA.RU.11®M08 OPTAH ITO CEPTHOHKAI[MH TPOAYKLHH OBLIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH LJEHTP KOHTPOJIA KAHECTBA",

adpec opeanusayuu: 115280, 2. Mocxsa, yn. Macmepxoea, 0. 4, am. 5, nam. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, sm. 5., men. (495)788-02-88, aeb-
catim: oyxx.pg.

JEKJIAPAIIHA O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU J-FR. PM08.4.32316/19

HATA REEWEEPALIM 06.0.2019
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CepTuchukar cooTBeTCTBUA M aHanu3a Dentdapm

Pevmc
Ceptudukar cooTseTcTeun

CrpaHunua: 1
HanevataHo: 28/06/19

HassaHne nekapcraeHHoOro Mytranakc Tabnerkv 5 mr

Cpeacrea: Poccuiickan ®eaepaums

PeructpaumorHoe yaoctoeeperue Ne: N-000834

50 wT - Tyba
Kop knueHTa/ Bepcus: 651985 - 004
AKTWBHBIA UHrpeaueHT(bl): Mukocynbdhart MorormgpaT HaTpus Smr/tabnetka

HopmaTtueHbIl goxkymenT: NM-000834-101011

ApTukyn Ne: 314867
Homep cepun: 190778
Homep cepun 190778

HepactacoBaHHOro NpoayKTa:
Ne nuueHsnn Ha npoussoacTeo:  M15/292

MpousBoacTBEeHHARA 78823_P330A10105
crieyuchukaums;

TecToBasn cheywduxaumua Ne: 78823_P510ai0301 :78823_P520ai0101

Hata npoussoacTea: 05,2019
Cpoxk rogHocTH: 05.2022
KonuuecTeo BbinyLeHHO 24,280 ep.
cepuu:

3asBneHve o cepTudmKaumu;

“HacToswumM noaTBEPXAAI0, YTO BbileYKa3aHHaA MHGOPMaLMS SBNAETCH AOCTOBEPHOW U
npasunbHOW. [laHHan cepun NeKapcTBEHHOrO CPEACTBa NPoMaBEeHa, BKNIOYas yNaKoBKy u
KOHTPONb Ka\ecTsa, B yKa3aHHOM Bbile MECTe 8 NONHOM COOTBETCTBUM ¢ TpeBoBaAHWAMM
GMP mecTHOro perynaTopHOro opraHa v crieuukaLmsm, 3aperucTpMpoBaHHbIM B
UMMOpTUPYtoLLen cTpaHe/ cneuuchukaLMn ANA nccnegyemblx NeKapcTBEHHbIX CPeACTB.
OrtueTb! 0 NPOM3BOACTBE, YNAKOBKE 1 KOHTPONE KAaYecTsa cepui Bbinn NPOBEPEHb! U
NpU3sHaHb! CooTBETCTBYIOWMMN TpeboBaHuam GMP. Miobbie oTKkNoHEHUA Goiny OLeHEHb!
AC BbiNycka cepuu. [laHHanA cepus sbinylleHa ynonHOMOYEHHBIM NULIOM.”

YnonHomouenHoe nwuo PAWULA
noANUCH iabet
HAensapm Pedimc Teo sy
10 Pio Konorens tWapGoxno 51100 )
Peitmc, Gpanuynn




Ceptudmkar cooTseTcTBUA U aHanNu3a

Ha3sBaHue nekapcTBeHHOro
cpencrTBa:

ApTukyn Ne ;314867
Howmep cepum 190778
Homep cepuun 1190778
HepactacoBaHHOro

npoaykTa

TecTopan cneundukayms Ne:

MpoussoacTeeHHan cneywdukayua Ne:

WUcneiTanue

OnucaHne

3anax
Pa3smepsl: pnametp
Pasmepbl: ToNwWHa

PacnagaemocTs {6/18)

TeepaocTb: cpefHee 3HauveHWe
TeepgocTb: MakcumansHoe
3HEYEHNE

TBepaocTb: MUHUManLHOE
3HaveHue

OJJ.HOPOAHOCTb AG3hpoBaHuA
DA 1773 (UV) (EP)

OAHOpogHOCTE A03MpOBaHKA
DA 1773 (UV) (EP)

MNaentudomkauyun DA 1773 (TCX)
Waoentucomnkauma DA 1773
(B3MKX)

KonuuecteeHHoe onpesieneque
DA 1773 (BIXKX)

MlocTopoHHue npumMecu: DA 1773
Ha C-La 401 Na (B3XX)
MocropoHHue npumecwu: DA 1773
Ha La 96 (BIXX)

MNocTopoHHWe npumecy:
OTAeNbHLIE HEU3BECTHbIE NPoAYyKTHI

Fytranakc Tabnerxm § mr
Poccuitckan degepauun

Koa knwenTal/sepcun: 651985 - 004

78823_P510A10301
78823_P520A10101
78823_P330A10105

Cneuncukauun

Benble, Kpyrnbie, nnockounnMHAPUYECKHe
TabnNeTKM CO CKOLLEHKLIMIK KpasiMK, Ha
OAHON CTOPOHE TabneTku BLIrpaBUPOBAHO
«5L» no obe cTOpOHLI paznenuTensHOW
PWCKK, HA APYrOi CTOPOHE — NoroTun

hrpMbI.

NOYTA HEOLLYTUMBIA
Okono 7,0 mMm

Okono 2,5 MM

Ycnosue A (n=6 TabneTok)

He Gonee 15 MuH.
Ycnosue B (n=6+12 Tabnetok)

MunuManbsHo 16 eaunuy <= 15 MuH.

He meHee yem 25 N
He meHee yem 25 N

He meHee yem 25 N

Ycnosue A (n=10 TaGnetok)
OtgensHble 3HaueHus (%)

Ycnoswe A (n=10 Tabnetok)

HdonycTumoe 3naveHue (k=2.4) nomKHO

ObITb He Gonee uem 15,0
CooteeTcTayer cranaapry
Cootsercteyet cranaapry
4,75 - 5,25 Mrirab.

He Gonee yem 0,5 %

He Gonee yem 0,2 %

He Gonee 4yem 0,2 %

Denudapm
Peimc
Crpanunya: 2

HanevaraHno; 28/06/19

Oara npoussogcTea:
28/05/19
Cpok rogHocTtu; 05 2022

PesynbTat

CooTeetcTBYET

CootseTcrByeT
7,1 MM

2,3 MM

CooteeTCTBYET
OTaeneHble
3Ha9eHHA:
333

4 4 5

38 N
46 N

34 N

Cootsetcrayer
103 101.7 103,7
103.8 981 99,1
99.4 1025 101.8
102,8

5,0

CootseTcTBYET
CooTeeTcrByeT

4,95 mMriTab.
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CepTudukar coorBeTcTBMA M aHanu3a Aentchapm

Peiimc

HasBanwe nekapcTBeHHOTO T'yrranaxc Tabnetku 5 mr Ctpanuua; 3
cpeAcTBa: Poccuiickan degepaumn
ApTrkyn Ne 314867 Koa knueHTa/Bepcun: 651985 - 004 HanevaraHo: 28/06/19
Homep cepun 190778
Homep cepun 1190778
HepacdacosaHHoro
npoaykra
Tectosan cneundunkauma Ne: 78823_P510A10301 Hata npovssoacTea:

78823_P520A10101 28/05/19
MNponssoacTBeHHan cneundukauus Ne: 78823_P330AI10105 Cpok roaHocTu: 05 2022
McnbiTanue Cneundmnkaunn Pesynbrar

pasnoxernn (BOXX)

MocTopoHkue npumeck: He Gonee yem 0,2 % <0,10 %
OTAENbHbIE HEN3BECTHLIE

NpoAyKTEl pasnoxeHuna (BXX)

MocTopoHHKe npumech: He Gonee vem 0,2 % <0,10 %
OTAenNbHbIe HEW3RECTHbIS

NpoAayKTbl pa3noxeHus (BAXKX)

MocTopoHHWe NpUMecH: CyMMa He Gonee 4em 1,0 % <0,10 %
BCEX NPOAYKTOB pasnoKeHus
(BIHKX)
Mpumevarus;
_OueHKa: Comée‘rcraye'r cneunduKaLum
Data awanuaa:  28/06/19 Moanuce
AHanus Ne; 380276 KoxTponb kauecTsa

Aude POITRINE
<N0gNHUtE>
28 MIOH 2019
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Certificate of Conformance and Analysis

Product:

Customer code - Versijon:

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:

Bateh quantity released:

DELPHARM
Reimse

Certificate of Conformance
Page. 1
Printed on:28/06/19
GUTTALAX TABLETS SMG
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No.: LP-000834

50 TUBE

651985 - 004

SODIUM PICOSULPHATE MONDHYDRATE SMG/TABLET

314867
190778
190778

M 15/292
45121

78823_P330A10106

78823 _P510a10301: 78823_P520ai0101

05 2019

05 2022

24,280 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 1n full compliance with the GMP requirements of the
local Regulatory Authority. the EU and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processtng, packaging and analysis records have been reviewed and
found to be in compliance with GNP. Any deviations have been assessed and closed prior to batch release

The batch has been released by & Qualified Person™.

Qualified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France




Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG
Article No. .: 314867
Batch/Lot No.: 190778
Bulk Batch No: 150778
Testing Specification

RUSSIAN FEDERATION

Customer code - Version: 651985 - 004

: 78823_PE10ai0301: 78823 P520ai0101

Manufecturing Specification No.: 78823_P330AI0105

2,

Aelms
Page: 2
Printed on: 28/06/1%
Date of Manufacture: 28705716

Expiry Date . . . .: 05 2022

Tests Specifications Results
Description White. round, flat tablets with Conforms
bevelled edges: one side marked
"5L/breakline/6L", other side marked
with Company 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 NMT 15 minutes (6 single values) Conforms
Individual vatues:
3 3 3
4 4 5
Resistance to crushing: Mean value Not Less Than 25 N K1 ]
Resistance to crushing: Maximum value Not Less Than 25 N 46 N
Resistance to crushing: Minimum value Not Less Than 25 N 34N
Uniformity of dosage units Requirement A (n=10) Conforms

(UV)(EP)

Unifermity of dosage units
(UVI(EP)

Identification DA 1773 (TLC)

Individual Values (2)

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

Corresponding to standard

Individual values:

103 191.7 103.7
103.8 98.1 99.1
99.4 102.5 101.8
102.8

5.0

Conforms




Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG RUSSIAN FEDERATION
Article No. .: 314867 Customer code - Version: 651985 - 004
Batch/Lot No.: 190778

Bulk Batch No: 190778

Testing Specification : 78823 _PS10ai0301; 7BB23 P520a10101

DELPHARM
Relims

Page: 3
Printed on: 28/06/19

Date of Manufacture: 28/05/1%

Manufacturing Specification No. - 78823_P330A10105 txpiry Date . .1 05 2p22
Tests Specifications Results
Identification DA 1773 (HPLC) Corresponding to standard Conforms
Active 1ngredient content DA 1773 (HPLC) 4.75 - 5.25 ma/tab. 4,95 mg/tab
Degradation products: Degraded DA 1773 Not More Than 0.5 & <010 %

to C-La 401 Na (HPLC)

Degradation products: Degraded DA 1773 Not More Than 0.2 % <0.10 §

to La 96 (HPLC)

Degradation products: Each $ndividual Not More Than 0.2 % <0.10 %
unspecified degradation product (HPLC)

Degradation products: Sum of al1 Not More Than 1.0 % <{0.10 ¥

degradation products (HPLE)

Date of Anaiysis : 28/06/19 Signature
No. of Analysis : 3807276 Quatity Control

Aude POITRINE 4 =
28 JUIN 2019 /
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