CepTudukar COOTBETCTBUSA U

Denwdapm
Peitmc

aHanuisa

Hassaxwe NekapCTBEHHOro
cpegcTea:

Koa knueHnTa/ Bepeus:

AKTUBHbIN MHIPEAUEHT(bI):

ApTukyn Ne:
Homep cepwu:

Homep cepnu HepachacoBaHHOro
npoaykra:

Ne nuuyeH3nn Ha NpoU3BOACTRO.

EudraGMDP ccbinka Ha AOKYMEHT
Ne:

MpoussoacTBEHHAA
cneuvduraums’

TecTosas cneuudmkauusa Ne:

Nlata npowasoacTea:

Cpok rogHOCTH.

KonuyecTso BbiNYLUEHHON cepuu:

3asBneHne 0 cepTuunkaumu:

24. 120 en.

CepTundmkaTt COOTBETCTBNA

Crpanuua: 1
HaneuataHo: 21/10/19

Fyrranakc TabneTku S mr

Poccuiickan ®epepauvs

PervcTpaunoHHoe yaocroseperue Ne: JIN-000834
50 wr - Ty6a

651985 - 006

Mukocynbar MoHoruapar HaTpus Smr/tabneTka
HopmaTusHblit gokymeHT: J1M-000834-101011

314867
190966
190966

M15/292

45121

78823_P330AI0105

78823_P510A1030: kpome TeCTa «BHEWHWH BUA»

HO NN 000834 ~ 101011 (15/08/2019): Tonkko Ang TecTa
«onucaHue»

78823_P520ai0101
07.2019

07.2022

“ HacTOSLLMM NOATBEPXKAZI0, YTO BbilLeyKa3zaHHan MHpopMauua ABNAETCA [AOCTOBEPHON W
NpasUnbHOM, U UTO BCE CTaaUM NPOM3BOACTBA IAHHOM Cepun roToBOro Npenapara 6LInKM NPOBEAEHb)
B NONHOM COOTBETCTBUM C TpeGoBaHuaMn Haanexawen NpPoOU3BOACTBEHHOW NPAKTUKK MECTHOTO
opraHa perynuposaHus, TpeGosanuamu EC n B COOTBETCTBUM C TpeGoBaHNAMU PErVCTRAMMAHHOIO

yAOCTOBEPEHWsi CTpaHbi-nony4arens. OT4eTbl O NPOUIBOACTBE, ynakoeke U

cepuu 6binv NpoBEpEHbl N NPU3HAHBI COOTBETCTBYIOWHMH TpeGoBaHuam GMP. oot
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CepTudukar COOTBETCTBUA U aHanNu3a

Haasaxne nekapcTBeHHOro

cpeacrTBa:

ApTukyn Ne :314867
Homep cepuu : 190966
Homep cepun : 190966
HepacdacoBaHHOro

npoaykTa

TecToBan cneundukaums Ne:

MpouasoacTeeHHan cneundukauma Ne:

WcnbiTanue

Onucanwne

3anax
Paamepbl: auameTp
Pasmepbl: TONWMUHA

Bpems pacnaaa

TeepRocTb: cpefiHee 3HayeHue

TeBepAoCTb: MakcumansHoe
3Ha4eHue

TeepAoCTb: MUHUMANbHOE
3HayeHwne

OAHOPOAHOCTL A03UPOBAHUA

OAHOPOAHOCTE A03NPOBAHWNA

WUaenTucukaums DA 1773 (TCX)

Mytranakc Tabnetku 5 mr
Poccuitckas denepauvn

Kog knuexTa/sepcun: 651985 - 006

78823_P510AI030: kpome Tecta

«BHELHWA BUAY

HA NN 000834 — 101011 (15/08/2019):
TONBLKO ANA TECTa «OnucaHne»

78823_P520ai0101
78823_P330AI10105

Cneuwndukaumn

Bensle, Kpyrnuie, NNOCKOUUNUHAPUYeckue
TabneTkn €O CKOWEHHLIMU KpaaMK, Ha
oaHoW cTopoHe TabneTky BbIrpasnpoBaHo
«5L» no obe CTOPOHBLI pasaenuTensHon

pucku, npaktudecku Ges aanaxa.
NOYTK HEOLYTUMBbIA
Oxkono 7,0 Mm

Okono 2,5 mm

He 6onee 15 MUHYT (6 oTAENbHBIX

3Ha4eHui).

He meHee yem 25 N

He meHee yem 25 N

He meHee yem 25 N

Ycnoeue A (n=10 TabneTok)
OTtpensHble 3Havennn (%)

Ycnoeue A (n=10 TabneTok)

Donyctumoe 3Havenne (k=2.4) AOMKHO

6biTb He Bonee vem 15,0

CooTBeTCTBYET CTAaHAAPTY

Denbdapm
Penmc
Crtpanuua: 2

HaneuaraHo: 21/10/19

DNara npouasoacrea: 3/07/19

Cpok rogHocTtu: 07 2022
PesynbTar

CooTeeTrcTByeT

CooTBeTCTBYET
7.1 MM

2,3 MM
CooTeetcTByeT
OTtgenbHole
3HAYEeHURA:
333

4 4 4

32N

42N

28N

CooTeeTcreyeT

102.5 1006 99.3
100.3 101.9 101,5
99.8 976 99.3




CeptucmkaTt COOTBETCTBUA U aHaNu3a

MyrTanakc Tabnerku 5 mr
Poccuiickan ®eanepauus
Kop knuental/sepcun: 651985 - 006

Ha3BaHWe neKapCTBEHHOTO

cpeacrea:
ApTuryn Ne 314867
Homep cepuu : 190966
Homep cepum : 190966
HepacdacoBaHHOro

npoaykTa

Tectosas cneumdukaymna Ne:

MpouasofcTBeHHan cneundukayus Ne:

UcnbiTaHue

WaeHTuguKkauus DA 1773
(BIKX)

Konu4ecTteeHHoe onpeaenexHue
DA 1773 (B3XX)

MocTtopoHHKke npumecn: DA 1773
Ha C-La 401 Na (BIXKX)

MocropoHHue npumecy: DA 1773
Ha La 96 (B3XX)

MOCTOPOHHWE NPUMECH:
OTAENbHLIE HEW3BECTHbIE
NOCTOPOHHVE NpUMech (BIXKX)

MocTopoHHUE NpruMeck; Cymma
BCEX NOCTOPOHHWX Npumeced
(BIMKX)

78823_P510AI030: kpome TecTa

«BHELUHWIA BUA»

HA NN 000834 — 101011 (15/08/2019):
TONbLKO ANA TECTa «ONUCAHUEN»

78823_P520ai0101

Cneumcpukauus

CooTBETCTBYET CTARAapPTY

4,75 - 5,25 wmr/Tab.

He 6onee uem 0,5 %

He Gonee yem 0,2 %

He 6onee yem 0,2 %

He Gonee 4em 1,0 %

78823_P330AI0105

Aenedgapm
Peimc
Crpanuua: 3

Haneuatano: 21/10/19

Dlata npouseoactea: 3/07/19

Cpok rogrocTu: 07 2022
Pesynbrar

CootBetcreyer

5,05 mr/Tab.

<0,10 %

<0,10 %

<0,10 %

<0,10 %

MpumevanHus:

OueHka: CooTeeTcTayeT cneyndukauuu

“Nlata aHanusa:  21/10/19
AHanus Ne: 384391

Noanuck

KoHTponb kavectsa

Aude POITRINE
<noAZNvCcL>
22 Okr. 2019

..Caﬁod)“ poccuna”

Sanofi Russid AQ



Certificate of Conformance and Analysis <

Product:

Customer code - Version:

Active ingredient(s)-

Article Ho

Batch/Lot No :

Bulk B8atch No:

N° of Manufacturing Authorization
EudraGMDP Document Reference No.:

Manufacturing specification:

Testing specification

Date of Manufacture:

Expiry Date:

Batch quantity released:

-

Certification statement:

DELPHARM
Relms

Certificate of Conformance
Page: 1
Printed on:21/10/19
GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION
VMARKETING AUTHCRIZATION No : LP-000834
50 TUBE

651985 - 006

SODTUM PICOSULPHATE MONOKYDRATE SMG/TABLET

314867

190966

190966

M 15/292

45121

78823_P330AI10105

78823_P510A10301:except-Description”test

ND LP 000834-101011(15/08/2019):0nly for “Appearance” test
78823_P520a10101

07 2019

07 2022

24 120 UN

-—— T D LR I Y P T R R D D O

“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
local 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 bg;;ﬂuuu.;;gd and

The batch has been released by a Qualified Person”.

Qualified Person
Signature

Delpharm Reims
10 Rue Colorel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name :
Article No. .: 3148687
Batch/Lot No.: 190966
Bulk Batch No: 190966
Testing Specification

GUTTALAX TABLETS 5M3
Customer code - Version: 651985

RUSSIAN FEDERATION

78823 PS10A10301:except”Description”test
ND LP 000834-101011(15/08/2019):0nly for

78823_P520a10101
Marufacturing Specification No.: 78823_P330AI0105

Tests

W T T N e

Appearance

Qdour
Dimensions: Diameter
Dinensions: Thickness

Disintegration time

Resistance to crushing: mean
Resistance to crushing: maximum
Resistance to crushing: minimum

Uniformity of dosage units

Uniformity of dosage units

Identification DA 1773 (TLC)

Specificalions

- 006

e -

White ceolor, round. flat faced,

chamfered edge. tablets, engraved with
"5L" on either side from the break line
on one surface. practically odorless

Almost imperceptiole
About 7 0 mm
About 2.5 mm

NMT 15 minutes (6 single vzlues)

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 than 15.0

Corresponding to standard

DELPHARM
Relms

Page: 2
Printed on. 21/10/19

Date of Manufzcture: 3/07/1§

"Appearance” zest

Expiry Oate : 07 2022

Results

L L T L ]

Conforms

Conforms

7.0 nm

23 mm

Conforms

Individual values

3 3 3

4 4 4

32 N

42 N

28 N

Conforms

Individual values:
102.5 100.6 99.3
100.3 101.9 101.5
99.8 97.5 99.3
98.3

3.8

Conforms

\\
\
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DELPHARM
Reims

Certificate of Conformance and Analysis

Product Name : GUTTALAX TABLETS 5MG RUSSIAN FEDERATION Page: 3
Article No., .: 314867 Custorer code - Version: 651985 - 006 Printed on: 21/10/19
Batch/Lot No.: 190966
Butk Batch No: 190966
Testing Specification . : 78823 P510A10301 except Description-test Date of Manufacture: 3/07/1%
ND LP 000834-101011(15/08/2019):0nly for “Appearance® test
78823 P520a10101

Manufacturing Specification No.: 78823 P330A10105 Expiry Date . . 1 07 2022
Tests Specifications Results

Identification DA 1773 (HPLC) Corresponding to standard Cenforms

Active ingredient content: DA 1773 4 75 - 5.25 mg/tab 5.05 mg/tab

(HPLC)

Degradation products: Degraded DA 1773 Not more than 0.5 % <010 2

to C-La 401 Na (HPLC)

Degradation products: Degraded DA 1773 Not more Lhan 0.2 % <0.10 ¥
to ta 96 (HPLC)

Oegradation products. Each individual Not more than 0.2 % <0.10 %
unspecified degradation product (HPIC)
Degradation products: Sum of all Not more than 1.0 % <010 %

degradation products (HPLC)

Remarks:

Evaluation: Conforms with specifications

Date of Analysis : 21/10/19 Signature
No. of Analysis : 384391 Quality Control
Audc PO[TRINE

22 0CT, 2018 Um




UCMNbITATENBHASA NABOPATOPUA
000 UCNBLITATENbLHBIA LLEHTP "0APMOEOPOHA"

141074, r. Kopones, Mocoackan oBSnacTe, yn. Marapuma, 48, 8 (495) 511-01-10, www.farmoborona.ry, info@famoborona.ru
Axxpepmrayua Ne POCC RU.0001.210740
Ceprnpuump (= xaqecTsa a poorearcrend ¢ FOCT P UCO 9001-2015 {ISO 8001:2015)

Mpotokon ucnbitannii Ne 30504 ot 27.12.2019

1. O6beKT HCNBITaHHA

NexapcTaeHHLIA Npenapar

T'yTranakc Tabneteu 5 Mr 50 wr., TyBu nonunponunaxossie (1}, nauku

KAPTOHHbIE
2. Cepun 190966
3.Mopew Ao 07.2022
4. MpomasoauTens HaumsHoBaHve Denbdapm PeriMc
Crpana Gpanuyun
5. OcHOBaHWE ANA NPOBBASHUA HCNBITAHHWA 3anexa(Hanpasnenwe) Ne6 or 20.12.2019
6. Jaxazumk HaumenosaHve AO "CaHodm Poccna™
Anpec 125009, Mocxsa r, Teepcxan yn, AoM Ne 22
7. Or6op Axt orbopa obpasyos
ofpaauoce (womep 1 fava orbopa) St
Mecro otGopa Mocxoackas obnacte, r.0. Nogonsck, aepesHa Hosocenkw,
Teppuropusr TexHonapka, a. 10, crp. 1
HA Ha ot6op npukas Pocanpasnaasopa ot 07,08.2015 r. Ne5539 “06
YTBEPKOBHWN NOPRAKE OCYLIECTBNBHHA BLHIEOPOUHOTD KOHTPONA
Ka4eCTBA NexapCTBOHHBIX CPBACTB ANR MEAVLIKHCKORO
NPUMEHBHKA™

B. Metoap! MCnbiTaHWi (HOPMATHBHLIR

LOKYMOHT)

JIN 000834-101011, MaM. Ne 1 -6

9. Konvuecreo ofpaaya, ynakoeka v ee

COCTORAHWE

2 yn. Ba3 BHEWHWUX NPUIHAKOB NOBPEMAEHUA

10. [lata noctynnexws oGpasya

24.12.2019

11. latel NPpOBEABHUA UCNLITAHWA

24.12,2019 - 27.12.2018

12, PeaynbraThl HCNLITAHWA

Ne HavmeHoBarHe 3HaveHHe PHCTHK
Lol XAPAKTOPHCTHIN TpoSosanna no HA PesynsTaTsl HCIBTaHWA ]
i( 1 | Onwcanne Benwe, Kpyrnwoe, NNOCKOUNNMHAPUYECKKE
! 1a6N8TKAW CO  CKOWGHHDIMW  Kpasmu, Ha ofHOoA| Benwle, Kkpyrnwe, NNOCKOUWNHHAPHYECKWE
1 cTopoHe vabnervku BbirpaBuposaHo  aS5l» no; tabnerkm co CKOWEHHbIMH KpaaMmu, Ha
% obe CTOPOHD pasnenuTenLHoMl pucku, OAHOA CTOPOH® tabnerku BbirpaBHPOBAHO
; npaxTu4eckd Gaa aanaxa. «5L» no ofe  CTOPOHH pasnenuTenbHoR
WCnbiTaHue npoaaast BU3yansHo. PUCKM, NpaxTHyecky 683 aanaxa.
2 | Ynacoexa Mo 20wnu 50Tabnerox B  nonunponunexoeyio| Mo 50 TaGnerok B NONMNPONUNEHOBYIO
TyBy, YKynoperHyio NNacTkoBoi npobkoi. TyGY, YKYNOPEHHYIO NNACTUKOBOA
npobKon.
Ty6a c WHETpYKUKWBA no NPUMEeHEHHUIIO B
KBPTOHHYIO Navuxy.
3 | Mapiposxa MepanWyHAaR ynaxosxa MepewnyHan ynaxoeka

Ha 2TMKeTK®@ Ha  PYCCKOM  R3bIK@  YKalblBawoT:
Toprosoe HAMMEHOBAHHWE npenaparva c
npeaynpeaAnTEensHOR MBPKWPOBKOR ®,

MexXayHapoaHoe HenaTeHTOBAHHOES
HauMeHOBaHHE, NexapcTaEHHYW dopmy,
AO3IWPOBKY, «AnR npuema BHYTPbN,

xonwyectso  TaGnetox, cepwio, CPOK  TOOHOCTH

{ropex A[C),  norotun XOMNaHnK  (NaTuHCKUM

wpnToM). BO3IMOXKHO HAHGCOHHS

NPOM3BOACTBBHHLIX KOQOB,

Bropuunan ynaxkoexa

Ha KapTOHHOR nayke Ha PyceKom AJbiKe
YKA3ILIBAIOT:

Toprosoe HAWMBHOBAHKE Npenaparta [

npeaynpeanTanHod Mapkuposkoi ®,

Ha arvukeTxe Ha pyCCKOM R3bLIKE YKa3aHo!
TOProBo8 HAHMEHOBAHKE hpenapaTa ¢
npeaynpeauTencHOR Mapkiposkod ®,
MEXAYHAPOAHOS HENaTEeHTOBAHHOE
HaUMBHOBAHNE, NeKapcTaeHHan hopma,
A03NPOBKa, «ANA NPHEMA BHYTPRY,

yKa3aHo:
TOprosoe ’
C NpeaynpeanTensHOR MapKHpoBKo#

MNpoTokon ucnuiTalud Ne 3050u ot 27.12,2019

Cip.1wa2



UCNbITATENBbHAA NABOPATOPUA

141074, ¢t Kopones, Mocioecxan oSnacre. yn. Farapuua, 46a, 8 (495) 515-01-10, www. i

000 UCNLITATENbHbIA LEHTP "dAPMOBOPOHA"

a.cu, info@lar

Asxpapurauna Ne POCC RU.0001.210M140

T8 ka4 Tea B cooTeaTcTewm ¢ FOCT P UCO 9001-2015 (IS0 9001:2015)

Caprwduyup 3R CuCTaMa

MexagyHapoaHoe HeNaTBHTOBAKWKHO®
HaumeHOBaHKMe, NeKapCTBeHKYK dopmy,

AO3MPOBKY, «ANA  NpMeMa  BHYTPb®,  WAIBAHWE

W comepxaHwe  gefcTRylWero  BewecTas ]

Tabnerke, Kxonuuecreo rabnerox, ycnoaun

oTnycKka, YCNoBuAa XPaHBHHRA, lﬂ!DBA

npUMeHBHUEM
MHETPYKUMIOS,
neTed Macre»
roaHocT  (rogew
W cTpaWy
PUpMBI- n
WTpHX-KOA,
«3PPEKT
«AEWCTBUE
NUKTOrpaMma
NUKTOrpammbl,
MOHOMMAPaT»,
«PexomeHaye
ACINPOBAHKHA:
ner:
4-10 neT:

«NpuHKUMaeTch

B3

chaburenoHoro
cneayeT  npuHm
HOMb®,
apdexta
4acosn,

wpudTom).

Drpmbr-

PETHCTPaAaYHUOHHOTrO

«6-12

1-2 Tabnetkn
1/2 «

«Bpema
npenaparva
norormnn

NpOU3BOACTBeHH X KOA0B, 2D-k00a.

BHUMBTENbHO npouyuTaiTe
]

npouWiaocAcTea,

XpaHuTte
+  Aary
ao),

HeZOLTYNHOM  Aans
cpok
HOMBP  CepuM,  Ha3BaHWe
perucTpauun

HoMep

snagenoya 3
povaeoamMTenA.
yaoctoBepeHusa,
«CnabutensHos
HAYTPO», nMKTOrpamMma

YEPE3 6-12 YACOB»,
YACOB», Temarvveckue
cofepxut

cpeacTBON,

«Npenapar naktoaul
TeA

poOGnbiM
B

cneaywouwHn pexum
[eTAM  cTapwe 10
ASTAM B  Bo3pacte
CYTKU»,

L]
CyTKH;
1 rabnerka
Ons

yTpeHHue

B
BHYTPb,
athgexra

MaTk

nonyuexwsn
8 4ackl

npenapar  HakaHyHe  Ha
cnabuTenbHoro
6-12

(NaTuMEKUM

Pa3IBUTHA
cocTaenner
KOMNaHuu

BoaMmoxHo HaHBC@HWE

®, MaXAYHapOAHOS HeNaTeHToBaHHOoe
HaWMBHOBAHUE, NeXapcTEeHHaR
thopma. noauposka, «Ana Nprema
BHYTPL*, Ha3BaHVe U CoAepKaHue
AevicTeyoWero gewecTaa B Tabnerke,
KonkyecTao Tabnerok, ycnoaus oTnycka,
YCnoewA xpaneHus, «Mepeqg
NPUMBHEHKEM BHUMATENLHO NPOYUTARTE
MHCTPYKUWIO», «XPaHUTb B HeAOCTYNHOM
4NnA AeTed MecTe», AaTa NPOM3IBOACTBA,
CPOX FOAHOCTH (fOAeH A0), HoMep cepuu,
Ha3BaHKa U cTpada dupmesl- Branensua
PerucTpauun u hvpMbi- Npou3BoAUTeNns,
HOMEp perucTpayuoHHOro
YAOCTOBEPEHNA, LUTPUX-KOA,
«CnabutensHoe cpeacTeos, «IGOEKT
HAYTPO», nukrorpamma «NEMCTBUE
HEPE3 6-12 YACOB», nuktorpamMma #6-
12 YACOB», TemaThieckus
NUKTOrpaMmel, «fpenapar conepxur
NAaKTO3Ll MOHOTHAPATY,
«PexomeHayeTCs Cneayiowni pexum
AC3MPOBAHMA: BIPOCHLIM U fETAM CTaplle
10 ner: 1-2 TabneTky B CYTKM; ABTAM B
Bo3pacte 4-10 net: 1/2 - 1 rabnerka 8
cyTku, «MpuHAMaeTcA sHyTps. [nA
nenyy4enys cnaburensHoro sdxbexta s
YTPBHHUE Yackl creayeT NpUHUMaTL
Npenapar HakaHyHe Ha HOMb», «Bpema
pasautua cnabutensHoro adxpexta
npenapara cocTasnaer 6-12 vacois,
NOroTHUN KOMMNAHWK (NaTHHCKUM
WPKPTOM), NPOKIBOACTEEHHLIO KOASE,

4 | Cpox roaHoo™M 3rona Cooreertcrayer
3axnoueHne:  Mpeaocrasnewnse  obpasys nNpenapara  BLIAEPKWBAIDT  WCNBTAHWA  TpeGosanuil HOPMATHMBHOIG  OKYMEHTa nn
000834-101011, mam. Ne 1 - 6 1o NposepeHtLIM NokalaTenam.

' ™
OTseTcTRSHHLIA UCNONHKTANDL Eoprudraar: 68dbbedcc-2600-1417-3a20- 20988 1 88500 Waanoea W.A.
Pragently Haavoss Hpune ANsecaraposd
.Eﬂ: 11.02 2019 no 11.02.2020
p " B
Fepmadwea: 10103853-b0b738(8-1780-04726457 588 Crenxosa U.B.
wenoraTensHod naSopatopun Crenwosa Howna B
Redicresrenes: ¢ 11.02.2019 % 1102.2020
e /
Npumesanua:

1. flannsiA NPOTOKON HCNBITAHWIA KACAATCA TONLXO 05YE o8, NOABAPIHYTRIX ITMM HCNbITAHHAM,

2. 3anpewasTcn LACTHHOR HNM NONHOS KONYPOBAHKE, NEPeNa4aTKa NPoToKoNa B5e3 PA3PBWEBHHUA UCNLITATENLHOA NaGopaTopun

a

enni-8.

3. UanmiTatensuan nabopaTopus HE HECeT 0Tee b 38 MHdh

MpoTokon

w e Y ¥

MenbiTaHwi Ne 3050m ot 27.12.2018

Crp.2m32



