AEKJIAPAIINA O COOTBETCTBHHA

AEKJIAPAHT, IPUHUMAYOUTUN JEKJAPAITHIO O COOTBETCTBU

AQ "Canogu Poccus”

Ceedernun 0 pecucmpayuu opzanusayuu. Mexcpationnas uncnexyus Pedepanvrort nanozoeot cayxcbor Ne 46 no
2. Mockse 01.01.2008, OI'PH 1027739079940, dama npucecenusn OI'PH 19.08.2002.

Aopec: 125009, 2. Mocxkea, ya. Teepckas, 0. 22. Tenegon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansuurii Oupexmop Mounic O.A.

Hoesepennoe nuyo: Knoxoea 10.C., dosepennocms 6/n om 01.12.2017

3ASIBJIET, UTO
nexapcmsennoe cpedemeo: Tymmanaxc, mabremwu 5 m2 20 wm., myGut (1), nauxu xapmonnsie, PY Ne

JHI-000834 om 10.10.2011 (@ama 3amenvt 01.08.2017) svioano AO "Canogu Poccua”, cepus 181123, napmua
21230 ynarosox, zoden do 01.08.2021, npouseodcmea Jenspapm Peiime, @panyus, Delpharm Reims, 10 Rue
du Colonel Charbonneaux, 51100 Reims, France, xod OKII/[2 21.20.10.115, koo TH B3 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085314273 om 21.11.2018

COOTBETCTBYET TPEBOBAHUAM
JIT 000834-101011 usm. Ne 1-4

AEKJIAPATIA S HPHHSITA HA OCHOBAHHH
npomowon ucnoimarutt Ne 35770 om 30.11.2018 HJT OO0 HL] "©APMOEOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.OM08.C28840 om 30.11.2018

Knoxosa 10.C.
d.H.O

CBEJEHUS O PETUCTPAIIAHA

OPT'AH OO CEPTHOHKAITHHY, SAPETUCTPHPOBABII N IEKJTAPATIHIO

RA.RU.11®M08 OPIAH ITO CEPT. HOHKALIHH ITPOJVKIHH OBLECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu. 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mocxsa, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caitm: oyxx.peh.

,I[EIUI@;AHQ LOOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU JI-FR. ®M08.A4.08797/18
JATA FEL ng‘PA 1 30.11.2018
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Ceprudcukar cooTrBeTCTBUA U aHanNu3a Lenbcapu

HaseaHue NekapcTBeHHOro
cpencTea:

Kog knuneHTal Bepcus:

AKTUBHBIA uHrpeaneHT(bI):

ApTukyn Ne:
Homep cepun:

Homep cepun
HepacdacoBaHHOMO MPOAYKTa:

Ne nuueHznm Ha npon3BoacTBO:

MpowseopcTBEeHHanA
cneynduxauma;

TecTtoBas cneundumkauma Ne:
Hata npownssogcTea:
Cpok rogHoCTy:

KonunuecTso BbINyLEHHOR
cepuu:

Peitmc

CepTucbukat cCOOTBETCTBUSA

Ctpanuua: 1
Haneuvararo: 31/10/18

MyTTanakc TabneTtsun 5 mr

Poccuiickas ®egepauyma

PeructpauyuonHoe ygoctoBepenne Ne: JIM-000834
20 wr - TyBa

651983/004

MukocynsdaT MoHorvAapaT HaTpus SMr/TabneTka

HopmatyeHseii gokymeHT: J111-000834-101011
Mam.1,W3m.2

314353
181123

181123

M15/292

78823_P330AI0105

78823_P510ai0301
08/2018
08/2021

21.230 en.

3ansBneHne o cepTudukaumn:

“HacToslumnm NoaTBEPXKAAK, YTO BbiLLIEYKa3aHHaA UHOPMALINA ABNAETCA LOCTOBEPHOM 1
npaeuneHok. [laHHas cepus NexkapcTBeHHOro CPeACTBa NPoM3BeaeHa, BKIIouas yNakoBKy U
KOHTPONEk Ka4ecTBa, 8 yKa3aHHOM Bbillie MECTe B NONHOM COOTBETCTBUM C TpeBoBaHnsMK
GMP MeCTHOro perynaTopHOro opraHa v creunduKkaumsam, 3aperncTpupoBRaHHbBIM B
MMAOPTUPYtoLLieit CTpaHe/ cneuudkaLmn Ans KCCneyembiX NeKapcTBEHHbLIX CPEACTB.
OTueTki 0 NPOU3BOACTBE, YTAKOBKE i KOHTPOSTE KAYeCTBa cepum Bbiny NPOBEPEHb! 1
NPU3HaHb! COOTBETCTBYIOWUMY TpeboBannam GMP. Thobbie OTKNOHeHNs Bbinu OLeHEHBI
£0 Bbinycka cepuu. [laHHan cepws BbinyLUeHa YIONHOMOYEHHBIM STLOM.”

05.11.2018 3manyans [depsuy
YnoAHomoueHHoe nKnLo
MOANYCH
Henbthapm Peimc
10 P Konouene LapGoxHo
51100 Peiimc, $paHyun



HAensdapm
Peimc

Ceptudpukar coorBeTcTBMS U aHanK3a

HaszsaHnue nekapcreesHoro I'yrTanakc Tabnertku 5 mr Crpanuuya; 2

cpeacTea: Poccuitckas ®epepaiun

ApTukyn Ne 1314353 Kog knueHTa/Bepcus: 651983/004 HaneuaTtano: 31/10/18
Homep cepuin 181123

Homep cepun 181123

HepacdacoBaHHOrO

npoaykra

TecToBas cneundukauyus Ne: 78823 P510A10301 Hara npoinseoacTea:

21/08/18
Cpok rogHocTu: 08/2021

MNpouasoacTaexHas cneundmkaums Ne: 78823 P330AI0105

Ucnwitanue Cneuuchukaumn PezynsTar
Onucanve benble, kpyrnele, nnockoyrnusapnyeckue  CooTBETCTBYET
TAONETKU CO CKOLWEHHBLIMY KPAAMY, Ha
OfiHO# CTOpOHE TabneTkn BhIrpaBupoBaHo
«5L» no o6e cTopoOHBI pasgenuTenbHON
PMCKK, Ha APYrol CTOpoHe — NoroTun
PUpMEbI.
3anax AQMTY HEOLWWYTUMBIit CooTtBeTCTBYET
Pasmeps!: guamerp Okono 7,0 mm 7.1 MM
Paamepbl: Tonwu4a Okono 2,5 mm 2,3 Mm
Pacnagaemocts (6/18) Ycnosue A (n=6 Tabnerok) CooTeeTcrRyeT
He Gonee 15 muH.
Ycnosue B (n=6+12 TabneTok)
MuHUManeHo 16 eguHiy <= 15 MuH. OTaenbHble
3HAYEHNA:
3 4 4
55 6
TBepAOCTL: cpeaHes sHauyeHve He menee yem 25 N 38N
TBepAOCTbh: MaKCUMarneHoe He Menee yem 25 N 45N
3HaJYeHue
TeepaocTb: MUHUMANBHOE He merHee yem 25 N 31N
3HaveHwe
OnHOPOAHOCTL AO3MPOBAHUS Ycnosue A (n=10 TabneTok) CoorseTtcrayer

DA 1773 (UV) (EP)

OraentHole sHaveHust (%)

100.4 101,4 1004
100,2 100,1 974
883 994 101,3

99,6

OaHOPOAHOCTL A03UPOBAHKS Ycnosue A (n=10 TabneTok) 30
DA 1773 (UV) (EP) Honyctumoe sHaverue (k=2.4) QoMmxHO

EbiTh He Bonee vem 15,0
Wnentudukauna DA 1773 (TCX)  CooteeTcTByeT cranaapTy CooTBeTCTBYET
HnenTupukayna DA 1773 CooTeeTcTBYET CTaHAApTY CootreTcTBYET
(BIOXX)
KonuyecTeeHHOe onpepeneHne 4,75 - 5,25 mrirab. 5,00 mriTab.
DA 1773 (BIXKX)
MNocropoHHmne npumeck: DA 1773 He Gonee vem 0.5 % <0,10 %
Ha C-La 401 Na (BIMX)
MocToporKue npumecy: DA 1773 He Gonee yem 0,2 % <0,10 %
Ha La 96 (B3XX)
MocTopoHHne npumecy: He Gonee yem 0,2 % <0,10 %

OTAENbLHbIE HEU3BECTHBIE NPOAYKTHI
pasnoxenus (B3XX)



CepTudukar cooTBeTcTBMS U aHanu3a

HairaHue nekapcTeeHHOro
cpeAacTBa:

ApTukyn Ne 1314353
Homep cepun 1181123
Homep cepum 181123
HepachacOBaHHOIO

npogykTa

TectoBas creuwndrkauus Ne:

Fytranakc TabneTtku 5 mr
Poccuiickan deepauns
Kog knnenTa/Bepons: 651983/004

78823 P510A10301

MNpowssoacTBeHHas cneungmnkana Ne: 78823 P330A10105

Ucnbitarnue

MocropoHHue npumMecy:
OTRENbHBIE HEM3BECTHDbIE
NPOAYKTH pasnoxeHns (BIXX)
NocTopoHHKe npumecu:
OTAeNbHEIe HeU3BECTHbIe
NpoaykThl pasnoxennsa (B3XKX)
NocTopoHHue npumecy: cymma
BCEX NPOAYKTOR PA3NOKEHUS
{(BIXX)

MNpumevaHus:

Cneundmkaumn

He Bonee yem 0,2 %

He Gonee yem 0,2 %

He 6onee yem 1,0 %

Ouenka: CocTteetcryeT cneuugukalmmn

Hara akanusa; 31/10/18
AHanus Ne: 371484

Moanucs
KoHTpone kavecTsa

(noanunce)

Henbdpapm
Pe#mc
Crpanunua: 3

HanevaTtaHo: 31/10/18

Hata nponseoacrea:
21/08/18
Cpok rogHocti: 08/2021

Pesynbtar

<0,10 %

<0,10 %

<0,10 %

31.10.2018 3crens
Barnep



Certificate of Conformance and Analysis

Product:

Customer code / Version

Active Ingredientts)

Article No.:

Batch/Lot No

Bulk Batch No:

N® of Manufacturing Authorization:

Manufacturing specification:

festing specification:

late of Manufacture:

xpiry Date:

iatch quantity released:

PELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:31/10/18
GUTTALAX TABLETS 5MG
RUSSTAN FEDERATION
MARKETING AUTHCORIZATION No : LP-000834

20 TUBE

£51983 / 004

SODIUM PICOSULPHATE MONGHYDRATE SMG/TABLET
Normative Document: LP (00834-101011. Var.1 Var.?
314353

181123

181123

M 1B/292

78823_P330NAI0105

78823_P510ai0301

08 2018

68 2021

21,230 UN

mesczaz=e ===

ertification statement-

"I 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 compliance with the GMP requirements of the
Tocal Regulatory Authority. the EU and with the reguirements 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 closed prior to batch release
The batch has been released by a GQualified 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. : 314353
Batch/Lot No.: 181123
Bulk Batch No: 181173

Testing Specification .

Customer code / Version

RUSSTAN FEDERATION
651983 /004

. 7B823_P510ai0301

Manufacturing Specification No. - 78823_P330A10105

Tests

B i L Ty S,

Description

Odour
Dimensions: Diameter
Dimensions: Thickness

Hsintegration time (6/18)

lesistance to crushing: Mean value
‘esistance to crushing: Maximum value

esistance to crushing: Mininum value

niformity of dosage units : DA 1773
UV (EPY
niformity of dosage units : DA 1773

JVI(EP)

Specifications

n:::=======w======t====z==w==ﬂ===ﬁ==:=====

White .round.flat tablets with bevelied
edges.Dne side marked"SL /breakline/sL",
.Other side marked with Company symbol
Almost imperceptible

About 7.0 mm

About 2.5 mm

Reguirement A (n=6 tablets)

NMT 15 minutes

Requirement B (n=56+12 tablets)
At Yeast 16 values <= 15 minutes

Not Less Than 25 N
Net 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 than 15.0

DELPHARM
Reims

Page: 2
Printed on: 31/10/i8

Date of Manufacture: 21/08/18

Expiry Date : 08 2021

Conforms

Conforms

7.1 mm

2.3 mm

Conforms

Individual values:
3 4 4
5 5 &

38 N

45 N

31N

Conforms
Individual values:
100.4 101.4
100.2 100.1

98.3 99.4
99.6

100.4
97 .4
101.3

3.0




Certificate of Conformance and Analysis

Preduct Wame -
Articie No. .- 314353
Batch/lot No.: 181123
Bulk Batch No: 181123
Testing Specification |

Menufacturing Specification Ne. .

Identification DA 1773 (TLC)

Identification DA 1773 (HPLE)

Assay of DA 1773 (HPLC}

Degradation products: Degraded DA 1773

to C-Le 401 Na (HPLC)

Degradation products: Degraded DA 1773

to La 96 (HPLC)

Jegradation products: Fach individyal
dnspecified degradation product {HPLC)

Jegradation products: Each individua)
mspecified degradatign product (HPLE)

legradation broducts: Each individual
inspecified degradation product (HPLC)

legradation products: Sum of all
legradation products {HPL()

valuation: Conforms with Specifications

ate of Analysis . 31/10/18
). of Analysis 371484

BUTTALAY TARLETS sMg

RUSSIAN TEDERATION

Customer code / Version 551983 /004

78823_P510ai030]

78823 FA30AT0105

Specifications

Corresponding to standard
Corresponding to standardg
4.75 - 5.25 mg/tab.

Not More Than 0.5 &
Not Mere Than ¢.2 g
Mot Mare Than 0.2 3
Not More Than 0.2 g
Not More Than 0.2 g

Not Hore Than 1.9 4

Signature
Quality Contro?

Estelle WAGNTER

§10CT, 20

DELHARM
Reims

Page: 3
Printed an: 31710718

late of Manufacture: 21/08/18

Expiry Date . . . . pg 2021

Results

=:=======w==================:=

Coanforms
Conforms
5.00 mg/tab

<0.10 %

<0.10 2

<010 %

Fal

G.10 %
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