CepTudukat cCOoTBETCTBUA U

Aenwgapm
Peiimc

aHanuia

HaasaHve nekapcTeeHHOro
cpefcTea:

Kog knuenTal Bepcus:
AKTUBHBIW WHTPEaAWEHT{b!):
ApTukyn Na:

Homep cepuu:

Homep cepuv HepacthacoBaHHOro
npoAayKTa;

N2 nMueH3un Ha NPoU3BOACTED:

EudraGMDP ccbinka Ha AOKYMEHT
Ne:

Mpon3B0ACTBEHHAR
cneungmkaumns:

TecTtoman cneuwndukauma Ne:

Nara npoussoacTsa
CpoK rogHocTH:

KonuyecTteo BLINYLLEHHON CEPUK:

CeptudhukaTt cooTBeTCTBUA

Ctpanuua: 1
HanevaTaHo: 23/10/19

FyTranakc TaGneTkm 5 mr
Poccuiickas ®enepauun
PeructpauwnonHoe yaoctoeepeHue Ne: N1M-000834

50 wr - Ty6a

651985 - 006

MukocynbdbaTt MmoHOrMAPAT HaTpua Smr/Tabnetka
314867

191028

191028

M16/292

45121

78823_P330A10105

78823_P510AI1030: kpome TecTa «BHEWHWA BUA»

HAO Jirt 000834 — 101011 (15/08/2019). Tonbko AnA TecTa
«onucaHue»

78823_P520ai0101

3anBnexune o ceprudukauum:

" HacToswum noaTeepiaato, YTo BbilleyKasaHHan g opmaums ABnseTcs AocToBepHd
NpaBUNbHOW, U 4TO BCE CTaAUM NPOU3BOACTBA AAHHOW CepuM roToBOro Npenapara Ot
B NONHOM COOTBETCTBUM ¢ TpeGosaHnamMn Haanexawen npouseoACTBEHHON NPaKTUKWAES
opraxa perynnposanus, TpeGosaHuamn EC 1 B cooTBETCTBUK G TpeGOBaHUAMK perncTpaLNaL
YAOCTOBEPEHUs CTpaHbl-nonyvatena. OT4eTel O NPOUSBOACTBE, YNAKOBKE W KOHTPONE Kajuedba: . ¢« .«
cepun 6K NPOBEpPEHSL! M NPU3HaHBLI COOTBETCTRYILWMMK TpeGosaHuam GMP. JlioGele OTKNOHERWSA
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Peitmc, ®paHumns 18 Hoab 2019 .



Ceptudukat COOTBETCTBUA U aHaNU3a

Ha3BaHue nexapcTBEHHOro
cpeacraa:

ApTukyn Ne 1314867
Homep cepun : 191028
Homep cepun 2191028
HepacthacoBaHHOTO

npoaykra

TecToeas cneyudiukayua Neo:

MpoussoacTeeHHan cneyudunkauma Ne:

UcnbiTaHune

Onucakune

3anax
Paamepb!: gvameTp
Paamepbl: TonwkHa

Bpems pacnapa

TeepaoccTs: cpeaHee 3HaveHve
TeepaccTs: MakcumaneHoe
3HaJeHne

TeepaccTs: MUHWUMANBbHOE
3HaveHune

OAHOPOAHOCTb AO3UPOBAHMA
DA 1773 (UV) (EP)

OAHODOAHOCTb AO3NPOBaAHNA

Wgentudpukaumna DA 1773

Upentudukaumna DA 1773
{B3XX)

Fytranakc Tabnetku 5 mr
Pocenickan depepauus
Koa knuenTa/sepcun: 651985 - 006

78823 _P510A1030: kpome TecTa
«BHELUHWA BUA»

HA N 0600834 — 101011 (15/08/2019):

TONBKO ANA TecTa «onucaHne»

78823_P330A10105

Cneunduxaums

benwie, kpyrible, NROCKOUMNNHAPUYECKnE

TabneTky CO CKOLLEHHBIMK KpaAaMK, Ha

0AHOI cTopoHe TabneTku BblfpaByUpPOBAaRO

«5L» no obe CTOPOHLI pasgenuTensHOR
pucku, npakTu4yecku Hes sanaxa.

NOYTH HEOLYTUMBII
Oxkono 7,0 Mm
Okono 2,5 Mm

He 6onee 15 MuHyT (6 OTAEMNBHBIX
3HAYEHURA).

He meHee yem 25 N
He meHee yuem 25 N

He meHee yem 25 N

Yenosue A (n=10 TabneTok)
OtaenbHble 3Haqvenuns (%)

Ycnoeue A (n=10 TabneTok)
Honyctumoe aHaqeHue (k=2.4) noNKHO
6biTb He Bonee yem 15,0
CooTBeTCTBYET CTAaHg4apTy

CooTBETCTBYET CTaHAAPTY

Hensdapm
Peiimc

Crtpanvua; 2

HanevaTtaHo: 23/10/19

Lata nponseoacTtea:
2210719

Cpok rogHocTu: 07 2022
PesynbTar

CooreeTcrByer

CoorseTcreyer
7,1 MM

2.3 MM

CootBeTCTBYET
OtpenbHble
AHAYEHUSR:
255
566

38N
42N

35N

CooTeeTtcTBYET
98.1 101.8 996
99.2102.8 99,7

99. L B8 &




Ceptudukat COoTBEeTCTBUA U aHanNu3a Aenbdapm

Penmc
HazBanmne nekapcTBEHHOro FyTranakc Tabnerku 5 mr Crpanuua: 3
cpencTBa: Poccuitckan Pegepaumns
ApTukyn Ne 1314867 Kon knuenta/Bepcus: 651985 - 006 HanevataHo: 23/10H19
Homep cepun 191028
Homep cepun 1 191028
HepacthacoBaHHOIC
npoaykTa

TecTopan cneuudrkauns Ne: AaTa npouseoacTea:

78823_P510Al030: kpome TecTa

«BHELUHWA BNAY» 22107119
HO NN 000834 — 101011 (15/08/2019):
TONLKO ANA TECTA «ONUCAHWE»
MponseoacTBeHHaa cneyudukaums Ne: 78823_P330AI10105 Cpok rogHocti; 07 2022
WcnbiTaume Cneuncpuxaumn PezynbTar
KonuyecTeeHHDe onpeaenedue 4,75 - 5,25 mritab. 4,97 mr/tab.
DA 1773 (BOXX)
MoctopoxHne npumecu: DA 1773 He Gonee yem 0,5 % <0,10 %
Ha C-La 401 Na (B3XX)
MNMocTopoHHKe npumecn: DA 1773 He bonee vem 0,2 % <0,10 %
Ha La 96 (B3XKX)
MocTopoHHue He Gonee yem 0,2 % <0,10 %
APUMEeCK.0TAENbHLIE HEU3IBECTHLIE
NocTopoHHKE npumecs (BIHX)
MNocTopoHHKe npuMeck: cymma He 6ones yem 1,0 % <0,10 %
BCEX NOCTOPOHHUX NpuUMecesi
(BIMX)
MpumeyaHus;
“Ouenka: CooTeeTtcTayeT cneundukauum
Aarta ananuwza;  23/10/19 Moanuce
AHanus Ne: 384385 KoHTponb kavecTsa

Aude POITRINE
<MOANHCH>
23 Oxr. 2019




UCTMbITATENBbHAA NABOPATOPUA
000 UCNBITATENLHLIAN LIEHTP "®APMOBOPOHA"

141074, r. Kopones, Mocroscran obnacte, yn. Farapuna, 46a, 8 {495) 511-01-10, www.

., Infoddf b a0

Axxpagurtauma Ne POCC RU.0001.210040

8 BuM ¢ FOCT P UCO 9091-2015 (150 9001:2015)

MpoTtokon ucneiTaHuia Ne 3054u ot 27.12.2019

1. OBbeKT ucnuiTaHui NexapcTeesHLIA npenapar
lMyTranakc Tabnetim 5 mr 50 wr., Tybw nonunponuneHoesie {1), navku
KapTOHHbIE
2. Cepua 191028
3. M'open o 07.2022
4, Nponasogurent HanmeHnoBaHue Nenvdapm Pelimc
CrpaHa DpaHymua
5, OcHoBanve ANA NpoBSASHWA UCBTAHNH 3anexa({HanpaeneHwe} Ne6 ot 20.12.2019
6. 3axamk HaumeHosaHua AO "Canocm Pocown”
Appec 125008, Mocxea r, Teepckan yn, aom Ne 22
7. Ot6ap AxT ot6opa ofipasuos
ofipaation (HoMep 1 aata ot6opa) 60120122019

Meacro ot6opa Mockosckan ob6nacTb, r.o. ogonsck, Aepesqa HOBOCENKH,
Tepputopun Texvonapka, a. 10, c1p. 1
HA na orGop npukaa Pocagpasnapnsopa or 07.08.2015 r. Ne5539 "06

NPUMEHSHUA™

YTBEPKASHAN NOPANKA OCYLECTENEHUA BLIBOPOUHOIO KOHTPONA
Ka4ecTea NeKapCTBEHHLIX CPEACTE ANA MEAMLUHCKOID

ACKYMBHT)

8. Meroab MensITaHHA (HOPMATHBHLIR

N 000834-101011, uam_ Ne 1 -6

COCTORHHWE

9. Kennyecteo ofpasua, ynakoska n ee

2 yn. Bea BHEWHWX NPUIHAKOR NOBPENIEHWA

10. flata noctynnexus oGpasya

24.12.201¢9

11. [laTe NpOBEAEHHA UCNATAHWMI

24,12,2019 - 27.12.2019

12. PeayneTaThl UCNBITAHWA

Ne HaumeHosaHe 3Ha4EHWA XADAKTEPHCTI,
/o XAPaKTePUCTHI TpeBosaxua no HE| PaayneTartol MCRbITaHUA
1 | Onucanwe Benwe, KpYyrnee, NNOCKOUKWNWHAPHYECKHE
TabneTin G0 CKOWBHHBIMM  KPaAMM, Ha  OAHOW| Benste,  XpYrnbe, MNNOCKOYUNMKAPHYECKWE
cropoke  TaGneTkw  BeirpaswposaHo  «5L»  nol Tafnerkm  co  CKOWEHHLIMK  KpaaAMmu, Ha
o6e CTOPOHN pas3fenuTenbHoN pucku,| oaHod  cropoHe  TaBneTkM  BHIrPaBUPOBAHO
npakThqecks Goa aanaxa. «5L» no ofe  cTOpOHMW pasfAenuTensHOR
WcnbiTanme NPOBOSAT BHAyankbHo. PUCKM, NpaKTUecku 6e3 aanaxa.
2 | Ynaxosxa Mo 20won  50vabnetox B  noavnponunexosyiel [lo 50 TabneTox B NOANNPONUNEHOBYID
TyGy, YKyNOpeHHy10 NnacTHkoBoi NPoGKoii. TYGY, YKYNOPEHHYIO NNECTUKOBOR
npoGKo#,
TyBa € MHCTPYKYHER NG APUMAHOHMK B
KAPTOHHYIO NAYKY.
3 | Mapxuposka MNepavyHan ynakopka MNepauunan ynakoska
Ha ATUKBTKE Ha PYCCKOM AJLIKE YKBILIBAWT!| Ha 3TUKETKE HA PYCCKOM RALIKE YKAZAHO!
Toprosoe HAaNMEHOBAHNKE npenaparta ¢| Toprosoe HauMeHOBaHWe NpenapaTa ¢
npeaynpeanTenLHON MapKWPOBKOWA ®.| npeaynpeautenskoi MapMpoBKoR ©,
MERAYHADOAHOS HeNaTewuTosaHuoel ynanonnos HENATEHTORAHHOE

HAUMEGHOBANNE, NeKapcTEEHHY KD bopMy,
AV3NPOBKY, «anA npuema BHYTPpb#,
konu4ecteo  tabnetok, cepMd, CPOK  FOAHOCTH
(rogen Aol noroTun KOMNAaHWK (naTHHCKHM
wpwdrom). BoaMOXHO HaHeCcaHHe

NPON3BOGCTEEHHEX KOA0B.

BTopuuHan ynakoska

Ha  kapTomHOo#  nadYke Wa  pYyccKOM  RAabKe
YKa3LIBAOT:

TOproace HAMMEHUBAHKE Npenapara c

NPSAYNREAUTENEHOR Mapkipoexced ®,

HAUMBHOBAHWE, NEKAPCTBaHHAA hopma,
A03VPOBKA, «ANA NPUEMS BHYTPbLY,
KoNuuecTeo TabneTtox, GepHIc, CPOK
FOAHOCT# (FOABH AO), NOTGTUN KOMNAHUW
{naTvHcHsM wpudTom),

NPOY3IBOACTBEHHLIE KOALI.

BTopHuHan ynaxoeka
Ha KapToHHOI Navke Ha PYCCKOM Rabike
yKasaHo:

TORFOBOG HauMmeHosaHWe npanapara

© NPEAYNPeANTENLHOR MapKUPOBKDA

NpoTokon weneiranyi Ne 30541 ot 27.12.2019

Crp.1ma2



NCNBITATENbHAA NABOPATOPUA

000 UCMBITATENbHbLIA LIEHTP "APMOEOPOHA"

141074, r. Kopones, Mockoacxas oBnacTe, yn. Farapuwa, 46a, 8 (495) 511.01.10, www.farmoborona.ru, info@farmoborona.ni

Axxpagutayma Ne PGCC RU.CO0.219N40

1 Ta Ka4ecTBa B cooTearcTawk ¢ FOCT P UCO 9001-2015 (1ISO 8001:2015)

Tabnerxke,
ernycka,
MPUHMEHEHMEM
WHCTPYKUMIO»,

aAeTeir MecTen,
rofiHoCTH

cTpany
Dupmup -

(roneH

]

wpudrtTom).

MeXAyYyHapoaAHOR

HaWMEHOBAHHE, neKapcTeeHHYKQ dopmy,
AC3IUPOBKRY, «ANA fapuemMa BHYTPBY, HA3IBAHVE
] conapxadHue AGﬁCTBYDlﬂeFO Bewecrea B

KONM4ecTeo

YCNOoBHA

«XpaHuTe B

UpMbI-

npovasecguTensa,

PErMCTPAYMUOHHOTO

WTpWX-KOA, «CnaButensHoe CpeacTBO»,
e IGPOEKT HAYTPO=», NUKTOTpPaMma
¢ DEVWCTBWE YEPE3 6-12 HACOB=»,
NUKTOrpaMMa a6-12 YACOB», TeMaTuyeckne
nukTOrpaMmel,  «lMpenapaT  cofepxuT  NaKTOIW
MOHOTMGPaT»,

ePekomenayeTch cneaylouwni PEXUM
AUINPOBEHWA:  BIPOCNbM M fgeTAMm  CTaplue 10
ner: 1-2tabnetkm B8 CyTKM; feTAM B BO3pacte
4-10 net: 112 - 1 raGnetka B CYTKW»,
allpuHvmaeTcn BHYTPb. ansa nony4eHwn
cnabuteneHore  athexta YTpeHHWe  Yack
cneayet  NPUHYMETL npenapat  HakaWyHe  Ha
HOMB Y, «Bpemn paszeuTun  cnabuTenbHoro
ahdexta npenapara cocTapnaer 6-12
Hacoe», noroTyvn KOMMNaHUy {NaTUHCKHM

NPovaBoACTEEHHLIX Koaos, 2D-koas.

HenNaTeHTOBAHHOE

vabneTox, YENOBUA

ApaneéHna, «Nepen
BHMMATENBHO npouuTanTe
HBACCTYNHOM  ANA
AaTy

Ao},

npow3leoAcTBa, CpPOK

HOMED CEepPuH, HalsaHue

Bsnafensua  perucTpayun wu
Howmep

YOOCTORBEGpEeHWA,

BoaMoXHO HaHeceHve

®, MexayHapoAHOE HENaTEHTORAHKOS

HAWMEHOBAHWE, NEKAPCTBEHHAA
hopMa, A0IMPOBKA, «iNA NPUEMA
BHYTPEW, HA3BAHWE W COREPKaHVe
AefcTeylowero eeulgctea & Tabnetke,
KONMMECTBO TABNeToK, YCNOBUS DTNYCKA,
YCNOBUA XpaneHws, «epeg
NPYMEHEHWEM BHMMATENEHO NPOYHTaATe
WHCTPYKUWIOR, «XPaHnTL B HEOOCTYNHOM
ARA feTeA MECTer, AATa NPOW3BOACTRA,
CPOK rofHOCTYW {roOeH A0}, HOMep Cepuw,
Ha3BaHWe W CTpaHa npMel- BNAAEnbLa
perncTpauuy K ¢hvpMot- NPOUIBOAUTENS,
HOMEP PErucTPaLUOHHOMO
YAGCTOR@PEHUA, LUTPUX-KOR,
«CnabutensHoe cpeacreay, «IPPEKT
HAYTPO», nuktorpamma «JEACTBUE
YEPE3S 6-12 YACOBx», nukrorpamma «6-
12 YACOB», TemaTHdeckve
nuKTOrpammel, «Mpenapar conepxuT
NAKTO3bI MOHOTHAPAT»,
«PeKoMeHYeTCA Creayowmi pexwm
AD3MPOBAHKWA. B3POCNLIM W AETAM CTApWE
10 net: 1-2 vabneTku B CYTHW, DETAM B
soapacte 4-10 neT: 1/2 - 1 Tabnetka B
GyTiHs, «flpuHUMaeTCA BHYTpe. [inA
nony4eHKA cnatuTensHore 3thdexta B
YTREHHME Yachl CNeAYeT NPUHUMaTL
npenapart HakavyHe Ha Hovb», «Bpems
paasuTuA cnaburenwiore adubexta
npenapara coctapnaeT 6-12 wacobe,
NOrOTHA KOMNAHWM (NATHHCKUM

WpKchTOM), NPON3BOACTBEHHLIE KOALL.

4 | Cpox rogHoc™M Jroaa CooreercTeyev
JanioveHne: MpeaocTaBNeHHBIS obpaaun npenapara BHASPXNBAIT MENBITaRUA TpeboBaHWRA HOPpMAaTHUBHOFG AOKYMEHTa nn
000834-101011, uam, N2 1 - 6 NO NPOBEPAHHEIM NOKAIATENAM.
{ N
OTBBTCTEOHHE HONONHATONL Coprdeuar: 6adnSadee-2000-1df7-3a20-20925 18500 Waanosa WA,
Bnananey Msanosa Bpwa Angscanapossa
chmmmmn.oz.m )
. ™
PyxoopuTen
Eapmedma 101038530-6067-25¢2- 1780-947 20497505 Crenosa U.B.
HenbiTaTansHoll naSopaTopun Creauons Hpw:a Bnatusponsa
PeRcTesmranes © 11.02.2019 no 11.02.2020
% S
Mpumenanns:
1, BanHili NPOTOKORN HCNMTAHWA KACABTCR TONLKY 0BPA3L0D, NOABBDIHYTHIX ITWM HCTHITAHWAM,
2. 3anpewae e YacTMNHOE UNW NOAHOS KONUPOBaHHe, NEPANEYATKA NPOTOKONA 683 PaspalIBHUA MCNLITaTeNLHOR NaGopaTopum.
3. MenpiTatensyan naBopaTtopWA HE HBCET CTBETCTREHHOCTL 33 MHGOPMaLMIo 3aKaI4HKS, YKAIEHHYIO B nn1-8.
Mpotokon uenuiTaniil Ne 3054w or 27.12.2019 Crp. 2ma2






Certificate of Conformance and Analysis 2

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:23/10/19
Product: GUTTALAX TABLETS 5MG

RUSSTAN FEDERATION

MARKLTING AUTHORIZATION No : LP-000334

53 TUBE
Customer code - Version 651985 - Do6
Active Ingredient{s): SODIUM PICOSULPHATE MOMOHYDRATE SMG/TABLET
Article No 314867
Batch/Lot No 191028
Bulk Batch No 191028
N° of Manufacturing Authorization: M 15/292
EudraGMDP Document Reference No.: 45121
Manufacturing specification: 78823 P330A10105
Testing specification. 78823_P510AI0301:exceptDescriplion”test

NO LP 00C834-101011¢15/08/2019):0nly for “Appearance” test
78823 P520810101

Date of Manufacture: 67 2019
Expiry Cate: 07 2022
Batch quantity released 23,710 UN

o = mmm= == ECCC SN AR ASEIECOOOTENOEOSETE S

Certification statement:

“1 hereby certify that the above information is authentic and accurate and that &)1 the manufacturing stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of Lhe
local Regulatory Authority. the EU and with the reguirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packaging and anailysts records havisPEen reviewed and

The batch has been released by 2 Qualified Person”,

Qualified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



DELPHARN
Reims

Certificate of Conformance and Analysis

AUSSIAN FEDERATION
Version: 651985 - 086

fage: 2
Printed on: 23/10/19

Product Name : GUTTALAX TABLETS 5MG
Article No. _: 314867 Customer code
Batch/Let No.: 191028
Bulx Batch MNo: 191028
Testing Specification . Date of Manufacture: 22/07/1%

"Appearance” test

: 78823_PS10AI0301 exceptDescriptiontest
N LF 000834-101011{15/08/2019}:0nly for
78823 PH20a1010?

Marufacturing Specificalion No.: 78823 P33DAL0L(CS Fxpiry Date . 7 2022
lests Specificalions Results
Appearance white color, round. flat faced. Conforms
chamfered edge. tablets, engraved with
"SL" on either side from the break line
on one surface. practicaily odorless
Odour Almost imperceptible Conforms
Dimensions: Niameter About 7.0 mm 7.1 mm
Dimensions: Thickness About 2.5 mm 2.3 mm
Disintegration time NMT 15 minutes (& single velues) Conferms
Irdividual values:
2 5 5
5 6 b
Resistance to crushing: mean Not less than 25 N BN
Resistance to crushing: maximun Kot less than 25 N 42 K
Resistance to crushing: minimum Not less than 25 N 35 N
Uniformity of dosage units Requirement A {n=10) Conforms
Individual Values (%}
Incividual values:
98.1 101.8 59.6
99.2 102.8 ge.7
99.i 98.8 G6.5
101 5
Uniformity of dosage units Requirement & (n=10) 2.6
The acceptance value {k=2 4) must not
be greater than i5.0
Identification DA i773 (TLC) Corresponctng to stendard Confarms




Certificate of Conformance and Analysis 2,

DELPHARM
Relms

Product Name : GUTTALAX TABLETS SMG RUSSIAN FEDERATION Page: 3
Articie No. . : 314867 Customer code - Version 651985 006 Printed on: 23/10/19
Batch/Lot No.: 191028
Bulk Batcn No: 191028
Testing Specification . . .: 78823_P510A10301:except"ﬂescr1ption'test Date of Manufacture: 22/07/19
KD LP 000834-101011(15/08/2019) only for “Appeararce” test
78823_P520a10101

Manufacturing Specification No.: 78823_P330A10105 Expiry Date . . . .: 07 2022
Tests Specifications Results

Identification DA 1773 (HPLLC) Correspeonding to standard Conforms

Active ingredient content: DA 1773 4.75 - 5.25 mg/tab 4.97 mg/tab

(HRLC)

Degradation products: Degraded DA 1773 Not more than 0.5 & <0.10 &

to C-Ia 401 Na (HPLC)

Degradation products. Degraded CA 1773 Not more than 0.2 % < 0.0 %
to La 96 (HPLC)

Degradation products: Each indtvidual Not more than 0.2 % <0.10 %
unspecified degradation product (HPLC)

Degradation products: Sum of all Not more than 1.0 % < 0.10 %
degradation products (HPLC)

Evaluation: Conforms with specifications

Date of Analysis : 23/10/19 Signature

No. of Analysis : 184385 Quality Controtl
Aude POITRINE

23 0CT. 2019,




