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nupyesan cepunInspection lot : 040000257569

Houcep copun HIICEHAPSEN batch mumber : T23200

[Hata npouseoactsa/Manufacturing date : 17/Dec/2020
Cpox romiocrw/Expiry date : 30/Novi2023 :
Corsnxa na creunduxammno/Spec flcation reference : 0323491 8.0 ¢
Mpouenyps/Procedure : 32130/ 16.0
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HopmeySpecification
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reminiscent of orange and grapefruii, M
soluble in water

AomKEo OGHAPYIGIRATLCE NATHO, TIO; %,

NONOMKEHIIO, mcmnocmorpumu -

BOHMHHKE COPOAAAIOWED O DATHOM Maxporona |-

Ha XpoMATOIpaMME HCOBITYOMOIO pacTeopat |

Version : 1
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Pesyasrarst/Result
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Ensmaus/Unit

KitenoTHOCTS HRH MIENONEOCTS

Konopmderpua

The retention time of the solution 1o be f.rqinin;d.
is tdentical to that of the reference solution.
B,

m;;‘&%o TCX 4000 Ha XpoMETOrpaMMe cl'aammim Cogmeercinyer
| TLC pacreopa A 1 COMPLIES
| The spot oblained with the test to be mmlmdk i
i stmilar tn position, intensity and sise to the spiot
| obiained with the reference solution a »
| Bpeéata yaepuusanna OCHOBHOID INKa Ha :
| XPOMBTONPENME HCTOMITYEMOIO par:mpa i %
Maxporon 4000 Tem-NpoRxMOman RIS COTTRETCTINNTS "‘:':0?*' 3 Co;
Macrogol 4000 R i YACPHIME RN TZXA MAXPOTONE Ha' TRETCTRYET
SEC Gel filtration XPOMATOTPAMME CTAHZAPTHOTO PECTBONS - C:OMPUES

SEC Gel flrration |
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.l;cidiga or alkalinity Colorimsiry <=0.25 m! NaOHO.I M ' OMPLIES
Cpemiag Macca Es 9.66-10.68 ot :
: p.Dapn, 2.9.5 i ol e ; d
z{vcrage mass Ph. Eur. 2.9.5 3 { 10.17 s
| 2/20 ynarosox — u¢ Gonee & 15%9!29‘&--‘ 3
ynaxosox — He Gonee = 15 % = [ i

?M"j“’i"":"”“ 10 a0 Esp.bepys,29.5 | On 20 sachets : mot more than 2 sachets deviate|  CooractoTsyer

i o PhEur. 2.9.5 Jrom the average mass by more than +- 7.5% | COMPLIES
| and norte drviates by more t}wt +- 15 %.
} » ™ "
KOJIMYECTBEHHOE OITFENEJIEHUE /4554 Ty
Maxporon 4000 Tens-nporExaoman
Mmga! 4000 xpomarorpadua
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Kowrponupyesas cepus/Inspection lot : 040000257569 Kon marepnana/Material Code : IG]Tm 1 .
Homep cepun HIICEH/PSEN baich number : T23200 Hanexosanue spraxyns/Ariicle name : FORLAX 10G 20SACH RU
This certificals was compiled by a validated lsboratory information system aad comes without genuing signm The. -approval was done in the
laboratory information system by means of traceable clectronic signatures. §

Hawmnit ceprudeocar Guin cocranacy sammmsposansol natoparoprolt uugopsamonnoi ceremolt h nptnycmm 503 py*omicHEIX no/mcelt.
Cepruduxar yracpaacs 8 maboparopnoll mudopMammorEoll CHCTCME NOCPCACTROM SMCKTPOMERX nomwl 5
Rl
Dosage form/@opma BrImycra: o 5_
Powder for oral solution in sachet/TIopOmOK A/ NPHIOTOBICHMS PACTEOPA M8 DPHEMR BHYTPE : o
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compliance with the EU-GMP requircments and with the spesifications of the importing country Marketing - Avtorisation. The batch processing,
packaging and analysis records were reviewed and found to be in complisnce with EU-GMP. IHmsmné.&nmw,mymmmc
m@ommmmmolzmﬁ.&pu&mmmynmumuﬂs mmwmwctpwolmu()wu
m@mﬁmmmaﬂommnwmmymmnwmmmmnnm
coorserersyomei GMP, ;
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Fnllowingwmuabmunumbdompmwidwmmemmmmm%mm#mpmo:
Microbiological quality/ MuixpoGnonorieckas wicToTa

b 5
3axmoucune/Conclusion : Lot conforme / Batch Complies / Coomsemcmayem ‘:;:!,:.-'. '
Bnexrpounas nonmick/Electronic signature - ;
OnoGpeno/dpproved by : Edouard Auzemery as PERSONNE gUAUFIEE F'QUALIFIED PERSON
Jara/Date : 08/an/2021 10:28:38 (UTC) 3 :
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3AKJIIQYEHME. (nommanM)
O COOTBETCTEIM CepUHt; MIHIAPTHH JNEKAPCTBERHOTD: npenaxmm@eﬁoaaunm,
YCTaHOBJIEHHEIM-IIDH ero FOCYXapCTBEHHOMN pers
NeFOR-11-0221 07%:05:02:2021

Toprosog nkWMETOBARIE OQopraxc® ~
Mexayrapontoe HenaTeHTOBAHEOE HaUMEHOBAHHE .. Maxporom
(1hyhnAposoNkGe Hitn Xmuitisckoe) :
Jlekapereninan.dopua, ; nupomommm npumomm pamopa
g NpHENE BRY: "
Josuponka ' T N
' I'Ioppmoxms NEHTOTOBNEHKS pgcnopa

DopMa; BEIycka (NMEpBAYHAN. yIKOBKZ, KOMHICETHO, |
;um Tipuésa BryTp; 10 (naxerux) 10,17

ICKApCTBEHHOH. (opMEL B HepBuunON YnaKoRKe,;,
KOMHYECTRS NEPBRYHON ‘yNnaKkoBK: ¥ NOTpeOHTENnECKOH | x 20 (nauxe Kapronnas)
| YNaKoBKe, KOMILiekTHOETE) Gy
Homep cepru (mapTam)? . . 23200
‘O6vem cepit: (naprusy . =1 3 ' i = 6360
Jlara npou3soacTea 5 N——— .47!12@020
JleTa OkOHHEiA CPOKA TOAHOCTH: ; ' S30/11/2023
‘HapMenosaRke'y 8NpECTPOIBONATENS L“ ymanxeu _&o@xp Hi]gca Iﬁmag:xpu, 'Dpaﬂmm (Bca .
CTALHH npomoz;c‘rna_L CTANNM IPOHIBOACTBE)
‘Howmep u fiata pemmaﬁnomomynwmng_ggm TT N014670/01 -or 17:11:2008
HoMep HOpMaTHBHOI fOKYMEHTALHA HAIT NO.L!%,Q?QIOI—OQO‘JI 9 ot 09:07.2019,
Usmenerne™Ne 1ot 19,08:2019;,
Hamenenne No2 or:18.032020,
5 el Hsweierie No3-ot. 13:07.2020
Haumenosanite 1 anpec gepwatens peructpaunoitioro |  MIICEH KQHCLIOMEP XEJICKEA,
'YROCTOBEPCHUS Dpanitun /TPSEN CONSUMER
' HBALTHCARE, Frence.

65/Qual. Georges Gorss 92100 Boulogne-
Billancourt, France *
Maxpomn_gcacon .onmit u6X):

rHauucnoaaunc M Mpoissofutent axTHBHON, (mx)

| eyBeraitmsr, (uit) e { :
HacTodinuM. 2 noaTmepXmato, Yro JeKapiTBeHmEN Tpenapar J!)o_p‘aaxq@ Cepns. T23200
npoussoncTes Bodyp Mncen. Mnfiactpu, ‘®paiuus. (ace: cragus: upogasonma) SOOTEETCTRYET'
TpeGoRaitnsM, yCTaHOBNEHHEIM TIDH IO FOCY(ApCTBEHHOM: pemc‘rpa:z’hn 'H,u TINQ14670/01-090719
61 09.07.2019; Hamenerne Ne 1 or 19.08.2019, Msieriédue No2 pr 1.3 QB:ZOZO, Hamenenue Ne3 ot

T

13.07:2020,

Ynonnouow HHOS JILLO HE'BBOA B zpmaucmn G6opot =
ROEIMBODY P WIICEH HH, AGTPHMDS’ 07.20200 - -
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‘.ﬂl'ﬂ n;c:.upuacuuun pet :upuunu 17.11.2008
ACKAPCTHCHHOIG peuapat
;C POK ACHCTBHA PErucTPIUHOHIOIO
Ly_;gpgwscpgnun ACKAPCTHEHHOID NpeEnapala
f.’llra BHECEIIHS HIMeNEHil B perncTpauronnoe
'YAOCTOBCPETIHE NeKAPCTBENION0 NpenApars 19.08.2019
I(2872 3aMEHBI PErMCTPALHOHHOTD '
P_'.?pc:(q BEPENNR TCKAPCTBEHROI NPCNapaTa)

HHcpopmaum O IAPETHCTPHPOBAIIOM NEKAPCTBRILIOM Npenapare;

Gecepouno

Bl i

'Ta pronoe HAHMEHOBAKWE thopaaxe®

_Memaynapo.moe HCTIBTCHTOBANHOC, HAH
(FPYNNHPOBONROE, HITH XHMHYECKOE Makporoa
EIIHMGHOMIIH?

;J! tKaApeTEEHlan Qup:ua NOPOLIOK AStH NPUIOTOBNEIIHS PACTEOPA LIR NpHevd
i BHYTPL
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'H‘aqccrscnuun COCTAB M KOIMNECTBEHNLIN COCTAB neﬂcnynonmx BeUlecTE K KadecTRENILN COCTan
'RCMOMOFATEAhR A X BELLECTR

MIKpOr il 4000 10 00 I BCMOMOTATEN hHAME BSUISCTRA ( apaua'rmamp anemcnusaa—rpcﬁmpp)wum aa'rpmz
caxapumai) :

DopMa BLINYCKa 1.1enapﬂaeunan @opma, rnpowox A npnru-rumeuuu PACTROpA AI8 NpHEMA
A0INPOBKAE, HEPBUUHAY YTiaKonkd, konnueerRo  jsuyeps, 0 (nakermg) 10,17 v x 20 (naaxa kapronnas)
JICKAPCIBCHHOA PUPMBI B HEPBHYHBH

YNAKOBRE, KOJHYELTBO HEPBNYHOR YIAKOBKH B

NOTPETHTCALCKON YNAKOBKE, KOMILIEKTROCT b)
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