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Version: 1
Kotrrponupyemas cepuw/Inspection lof : 040000268032 Koa marepuana/Material Code : 101729ZRU
Honcp copin UTICEH/IPSEN baich number : ulL1177 Hanmcuonanse apmnkyna/dricle name : ®OPJIAKC TIOP, 10T 20 TTAK.
Jlara npoussoacTsa/Manyfacturing date » 15/Junj2021
Cpok ronnoctwExpiry date : 31/May/2024
Ceutnka na cneundukamuo/Specification reference : 032349/9.0
Ipouesypa/Procedure : 32130
Henwmanne/Test Mevon/Method Hopmuy/Specification Pesyastate/Result  Exmiuug/ Unit
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3aNAXOM AMEABCHHA M rpeindpyTa, Jerxo
Ouncanie pacTBOpHMBIit B BOIC
Appearance B“?;”u:,m A white or almost white powder having an odour] C%mgg“
reminiscer: of orange and grapefiuil, Jreely
soluble in water
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O IHHAOCTE D EN I A TION
Ha Xpomatorpasme HCILITYEMOTO pacTaopa
noiskHe 0GHAPYXKHBATHCS MATHO, TIO
[10/IOMEHIIO, HETCHCHBHOCTH OKPACKY B
BENHMHHS COBOARAMOLISS C NATHOM maxporona
ﬁmﬁ;}g TeX 4000 #0 XOMATOTPAMME CTARAAPTHOIO CootsercTsyer
TLC pacteopa A COMPLIES
The spot obtained with the test 10 be examined is
similar In position, intensity and size lo the spot
obtained with the reference solution a
Bpeats yAcpXHBAHUS OCHORHOMO KA Ha
XpOMATOTPAMME HCTILITYOMOTO PacTROpa
J0/IKHO COOTBETCTBOBATE BPCMCHA
E::f;:f::a? l‘e:;;r;pouuuaf;:?l yACPKMBARNA NHKA MAKPOrona 4000 na CooTpeTcTBY T
SEC Gd“"’ﬁ”’fm o XPOMATOrpaMM¢ CTAHARPTHOIO pacTecpa COMPLIES
The retention time of the solution to be examined|
is identical to that of the reference solution.
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Acidity or alkalinity e <0.25m! 0.IMNaOH e

9.66-10.
gf:i"m sving Enp.®apu. 2.9.5 56-10,68 10.06 E
A Ph, Eur. 29.5 g
BHEBL BRI 5w
K 15%

Om':oponuom g el Enp.&dapu. 2.9.5 On 20 sachets : not more than 2 sacheis deviale
Uniformity of mass Ph.Eur, 2.9.5 B Gy erih: BIVOD Thdd #- 7.5 %

and none deviates by more than +- 15 %.
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Maxporon 4000 Fen~-nponKkaonias 9.50-10.50
Macrogol 4000 xposarorpadus
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Konrpmitupymn cepun/fnspection lot : 040000268032 Kon marcpuans/Material Code : 1017292RU
1

Hoxnep vfrprm WIICEH/IPSEN batch monber : U11177 Hasmenonaime apruxyna/Article name : GOPJIAKC IIOP. 10 T 20 [TAK.

This certificatc wes compiled by 2 validated laboratory information system and comes without genuine signatures. The approval was daone in the
laboratory information system by means of traceable electronic signatures.

i
Danuuiii ceprupuxar GsU1 cOCTABICH panXAMpoRARHON NaGopaTopHOR HH{OPMAIHOHHOR CHCTCMOR B BEIMYCKACTCA (3 pyKONHCHBIX NIOAMHCER,
Cepraaxar yTBCpRACH B naoparopsoli HEGOPMAIORHON CHCTCMC NOCPCJICTBOM NCKTPORHLIX NOANHCCH.

Dosage i‘annr'%pua BRITYCKA:
Powder for oral solution in sachetTIopoLIOK AR NPATOTORACHIA pacTBOpa JUIA NPHEMA BHYTPh
i
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We heroby certify that the above information is authentic and sccuratc, This batch of product has been manufactured packaged and tested in full
compliance with the EU-GMP requirements and with the specifications of the importing country Marketing Autorisation. The batch processing,
packaging and analysis recards were reviewed and found to be in compliance with EU-GMP. / HacTosnun NOATBCHARIAAEN, YTO YKajamiad Bhluc
HEdropM aaaseTcs xoctonepuolt u Tounof. Cepus Guna mpousneliena, YNaxopaHa ¥ MPOTCCTHPOBAKA B COOTRETCTRMH C tpeSosanmamu GMP 1
cneuudrxameii CTPaiLsI-AMIIOPTEPS. JIoKyMeMTRIHMA HA NPOHIRCACTED, YNAKOBKY M TCCTHPOBANKC CCPHM GLUNA NIPOBSpEHa | NpiHaNa
cooTseTCTRYIOMCR GMP.

l-‘.ollowiﬁg test can be absent as it is carried out periodically/ CIcAyiOUIKE HCMLITAHUS MOFYT OTCYTCTROBATE, TAK KAK HE NPOBOASTCR PYTHHHO &
Microbiological quality/ MuxpoGsonornteckas SHCTOTE

l 3’mﬂ%¢md€omlmim : Lot conforme / Barch Complies / Coomeemcmeyem

‘ InexTponuas nopnwcw/Electronic signature

OnoGpeno/dpproved by : Cecile Le Moal as PERSONNE QUALIFIEE / QUALIFIED PERSON
[lata/Date : 30/Tun/2021 09:57:04 (UTC)

Buinano/ssued by : Cecile Le Moal

Hara/Date : 30/un/2021 09:57:06 (UTC)
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Huumeuonaume nepatens (R1aneuua) | WNCEH KOHCHIOMEP XENCKEA. Gpakiua
:MFR HEAI THCARE
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{Cpok nefcTOHSA PErHCTPIUHONHOTO _ Secopounio

IY10CTOBEENUR ACKAPCTBENNOTO NPCNap2Ta
‘flaTa BHECENHs HIMenelHii B perHCTpauBOHNOE
/yA0CTOBEpEHINE AEKAPCTBENIIONO npenapara 19.08.2019

(172 3aMEHBI PETHCTPAUHORHOTO
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Hrpopmauna o IAPETHCTPU POBAIHONM JIeKapCTeeioM NPEnapare.
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Mesaynapoanoe HCHATEUTOBRNHOC, HAH
(FPYNINHPOBOYROE. HIH XHMHUECKOC Makporoa
inanmenosaiine

JlexapeTaennan popma NOPOLIOK ANR NPHIOTOBRENA PACTEOPT LA npHeva
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I[CasecTBeNHbIN COCTAB M KOJIHISCTBEHBLIN cocTas mellCTBYW0mIX BEULECTB B KaqecToelnbii £0CTan
RCTTOMOTATEALRMY REINECTR

nakpot 0t 4000 10.00 r. BCROMOTATEARHRE BEUFECTRA (ApOMATHIATOPR AnenbLCAHOBO-rpelindpyToRLIA, HATPHA .
caxapuma) :
Mopma Beil YR (JEKAPCTAEHHAR dopma, FIO}K\IHOK TS AMNFOTORAEHKHA PACTROPA LI NpHEMA
A0IMPOBKA, HEPERYHAN YNAKDRKE, wonnuecTAo {Buytps, 10 ¢ (naxcrug) 10.17 v x 20 (11auKa KaproHHEs)
JCKaperBeHnni PUPMBL B nepBHYHOH

YNAKOBKE, KOIHYECTSA uepanyrOR YIAKOBKH B

nOTPeINTCAbCKOH YIIAKOBKE, KOMILIEK FHOTT b)

PexnRINTE HOPMATHBHOI nouym-aﬂmﬂon“ﬂOBﬁMT 19
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Crpanuua 2 peructpaunonnoro yaocrosepenns Ne 1 N014670/01

TpoHIBOACTBCHHBIC WINULIKI, YYATTRYIOWIHE B APOUECTE MPOHIBOACTEA JCKAPCTHCHIHOI O

ipenapaTa, ¢ YKasaHueM Crainil npoN3BOaCTBa, wajeanui ¥ GaKTHHCCKHX aapecos
MECTOHAXOARICHNN
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KOMNMWUA BEPHA

3A0 ®upma UB «NMPOTEK»
Mocksa, yn. YepmsHcHan, 4.2
Ten. +7-495-737-35-00




3AKJIIQYEHUE (MOATBEPXKIEHUE)
0 COOTBETCTBHH CBprH 140} na'p'mﬁ J?eKapCTBe"HHON npenapara 'rpeﬁoaaaum,
YCTaHOBNEHHEIM IIPH €0 IOCYAaPCTBEHHOM PErHOTpalHK.
NeFOR-55-0921 ot 02.09.2021

| ToproBoé HaumeROBARHUE

-Popnaxc®

- MexayHapojiHOe HeNaTeéHTORAHHOE HAHMEHOBAHNE

Maxporon

(rpyTMHUpOBOYHOE UK XMUMHIECKOE)
 JlexapcTsenian dopma.
E

TIOPOLIOK JUIR NPATOTOBIEHHN PacTBOpa
Ang npHemMa BHYTpb

ﬂosnposxa

10r

'popma BbIycka (NEpBHYHAN ynaxonxa, KOJIHYECTBO
| nexapcTseHHOl (OpMEl B NEpBHYHOM  YNaKoBKe,

ITopoIok AR NPHEOTORNCHHR PacTBOpa
Ans npuema BHyTph, 10 r(naxétux) 10,17 r

| KOJIMYECTBO TICPBU4HOR yMaKkoBKH B noTpeburensciod x 20 (magxa KapTbHHAaA)
| ynaKoBKe, KOMIIEKTHOCTS) '
Howmep cepuu (naptun): ull177
' OfbeM CeprH (NapTuu) 35640
 IlaTa NpON3EGHCTEA 15.06.2021
| llata OKQHYAHHUA CPOKA FORHOCTH 31.05.2024
| HaumeHoBanue 1 aipec TPOHIBORUTENR {cryxasanueM Bagyp Uncen Mnnacrpu, Gpannus (Bee
' crannit npon3soacTea)  ¢TamHu NPOM3BOMCTEE)

' Homep ¥ fata perscTpauHoHHOro yaocTosepenus

I1 N014670/01 ot 17.11.2008

- HoMep. HOpMaTHBHON ZOKYMEHTAIHA

HII [T N014670/01-090719 o109.07.2019,
Hamernenne Ne 1 ot 19.08.2019,
Hamenenne-Ne2 ot 18.03.2020,
Hamenenne Ne3 ot 13.07.2020,
Hamenenne Ned ot 26.01.2021

HanmernoBanue ¥ aApec AepiKaTéls perdcTpaunonHOTO
YAOCTOBEPEHHSA

HUIICEH KOHCBIOMEP XEJICKEA,
dparus / IPSEN CONSUMER
HEALTHCARE, France
65 Quai Georges-Gorse 92100 Boulogne-
Billancourt, France

HaumenoBaHde M TIPOM3BOAMTENL AKTHBHOHA (B1x)
cyGcTanuuy (HiA)

.Maxporon (Knapast ITpoayxte
(Heitunenn) M'm6X, Fepmanus)

| 13.07. 2020, Uamenenue Ned ot 26.01.2021.

KOMWA BEPHA

I
;
g Ynon OMOYESHHOE JIHIO HE BBOA B IPaXRHCKB
|

Mockea, yn. YepmaMckan, 4.2

P u’a.u_; t EOOYP WICEH MHAACTPH ot 02.07.2021

Ten. +7-495-737-35-00

HacToRumMm £ ROATBEPK/AAK, WTO JEKApCTBEHHbIH fIpenapat ®opnaxc® Cepua Ul1177
nposseofcTsa Bopyp Wncen Munmactpu, Ppamuus (sce craauy NPOK3BOACTBA) COOTBETCTBYET
| TpeGoBaHHAM, YCTAHOBJCHHEIM [TPH €ro TOCYA@pCTBEHHOR PerueTpaLny: ‘HJI TIN014670/01-090719
ot 09,07.2019, Hamenerine Ne 1 6T 19.08.2019, Hamenenne.No2 ot 18.03.2020, Hsmencnne Ne3 ot

«MPOTEK»




