ZHS

000 «H1ICEH KXK» /

LSOP-CHC-QA-12-FOR2-01
1PSEN CHC LLC :

AKJIIOYEHHE (IIOATBEPKAEHUE)
0 COOTBETCTBME CEPHU WA NAPTHH ACKAPCTECHHOrD Npenapate TpeGORAHKAM,
YCTAHOBICHEEIM IPH €10 rOCYAApCTBEHEOH peTucTpanuH

Ne FRT-134-0422 or 28.04.2022
ToproBoe HARMCHOBARNE doprpauc®
MexayHapoaHOS HENATEHTOBAHHOE BaHMEHOBAHKE
(rpyInMpOBOYROE Mt XHMAMECKOE) Mmcpo Ko
JlexapcTaeHHAR (opma NOPOLLOK 1A MPHIOTOBICHAN PacTBOPA ANd
npneMa BHYTPb
Jo3upopxa 64r
®opua BuIycka (OCpBHYHAN  YNAKOBKA, KOMUYECTBO

nexapcrseEHofl $opMEl B nepsHIHOH ynakoske, KONHYECTBO
NepBHYHOH  YynakoBkW B moTpebETensckodf  ynmakoBke,

Tlopowok 288 NPUrOTOBNEBHA PacTBOPa AN
npHEMa BRYTPs, 64 1 (naxetuk)
73,69 r x 4 (nayxa KapToRHax)

XOMILEKTEOCTS)

Homep cepun (napmin): W04912

O6BeM cepuu (napTiu) 4000

Jlara npon3sofcTEa 01.03.2022
JlaTa OXOHYAHKEA CPOKA NOAHOCTH 28.02.2025
Haumexopaune ¥ agpec IPOH3BOIHTENA (C YXA3aHHEM CTAXKT Bogyp Hncen Hnaactpu, Opanias
NpoH3BOACTEA) (Bce cTaauy npou3BoaCcTEA)

HoMep u aTa perucTpauloHEON YA0CTOBEDEHRS

11 N014306/01 or 17.08.2007

Howmep HOpMaTHBHOH JOKYMEHTALKH

HA I1 N014306/01-140819 ot 14.08.20189,
Hamerenne Ne 1 ot 19.08.2019,
Mamenenne Ne2 ot 03.03.2020,
Hamenenue Ne3 ot 31.01.2020,
Hamenenne Ned or 22.04.2020

HauMeHOBAHHE H aipec JepukaTesNa  PerHCTPAUHOHHOMD
YIOCTOBEPCHUA

HIICEH KOHCBIOMEP XEJICKEA, ®panuus
/ IPSEN CONSUMER HEALTHCARE, France

65 Quai Georges Gorse 92100 Boulogne-
Billancourt, France
HavmenoBaHye ¥ NPOHIBOANTEND aKTHBHOM (bIX) cyGcTaanuy Maxporon 4000
(uid) Jloy Kemnxan Kamnann, CIIA

HacromumyM s NOATBEMKAZIO, YTO NeKapcTeendnii npenapaT PopTpanc®, mOpoIMOK AAS NPHrOTOBJEHHS
paciBopa AAR mpHema BayTph cepun W04912 nponssoactea Bodyp Mncen HMunactpu, Gpanuus (Bce crauim

MpOM3BOACTEA) COOTBETCTBYET TPeGOBAHKAM, YCTAHOBNEHHBIM NPH ero rocysapcrsesnodl perwcrpamuir: HJ[ Il
N014306/01-140819 or 14 08 .2019, Hanenenne Ne 1 ot 19.08.2019, Hanmenenue Ne2 or 03.03.2020, HimeHerne
Ne3 ot 31.01.2020, Hamenenme Ne4 ot 22.04.2020.
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Beaufour IPSEN Industrie
rue d'Ethe Virton
28100 Dreux

ZIPSEN

FRANCE
TEL : +33 (0)2 37 65 46 00

Cepruthukar aHannia 1 COOTBETCTBUA
Certificate of Analysis and Compliance

KoHTponupyemsan cepus/Inspection lot : 040000283660

Homep cepun UMCEH/APSEN batch mumber : W04912

[ava nponssoncTea/Mamygactering date : 01/Mapf2022
Cpox roavoctw/Expiry date : 28/0e8/2025

Version: 1

Ko marepuana/Material Cade : 1023121RU

HauMoHOBaHWe BpTHRYNa/Ariicls name : GOPTPAHC NOP. 4 NAK

Cebinka Ha cneyMdnsaLmaSpeciication reference : 032353 / 13.0

TNpoyenypa/Procedure : 32155

WonuireHwe/Test Mevoa/Method HopwmbiiSpecification Peaynctarbl/Result . Epninua/Unit

XAPAKTEPUCTUKWGENERAL CHARACTERS

Tiaserw, conepwaiue Gansiil NOPoOK, Namo
Onucanns Busyanshii pacTOpUMbIi B BOfE.
Appearance Visual Sachets containing a w:: ‘j:mdmﬁﬂb mlubll.n COMPLIES
NOANVHHOCTW/IDENTIFICATION :

~OCHOBHO® NATHO HA XPOMATOIPAMME
VENLTYBMOrD 110 NONGREHO W

WHTEHCHBHOCTH USSTA fIOKHO COCTRETCTROBATS
M""“"'}f’gﬂm 11?{:‘ OCHOBHOMY RATHY W8 XPOMETOrpaMME CoovsatcTeyet
Macrogal CTaHQAPTHOND PECTBOPS COMPLIES

The spot obiained with the solusion io be examined ls

identical in position and intensity of colour to the spot

obtained with the solution

Kanua Qapm, 2.3.1 (veToa peaxiua
Potassium PhBur.2.0.1 method B ‘positive idensification i etk
Harpwa Eap. Papm, 2.3.1 (matog TlonoxATeNsHAR DOAKLIWA
Sodium PhEur.2.3.1 Method A ‘positive identification pctbpsiamind?
Knopas Ebp. ®apm. 2.3.1 (meTaa TionowMTEnLHAR PeasLivs
Chiorides Ph.Ewr.2.1.1 method B positive identification COMPLIES
Cynuarsl PopM. 2.3.1 TICRONWTRIT-HAR peakIiA
Sulfites Ph.Ewr2.3. methods A and positive dentification COMPLIES
I KapOOHETS! Eop. Papm. 2.3.1 TIOROMMTENMHAR POAKLYAR
ooz PhBur23.1 positive identification b
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Beaufour IPSEN Industric
ruc d'Ethe Virton

28100 Dreux

FRANCE

TEL : +33(0)237654600

ZIPSEN

CepTwchukaT aHanuaa n COOTBETCTBUA
Certificate of Analysis and Compliance

Version: 1

KoHTponupyemas cepus/nspection lot : 040000283660 Kog marepwana/Material Code : 1023121RU
Homep capun VUNCEH/IPSEN batch number : W04912

HaumeHasatine aprukyna/Article name : ®@OPTPAHC IOP. 4 NAK.

Wenbmanue/Test Mevog/Method Hopmu/Specification *Peaynbrare/Result  Enunnna/Unit
WCNbITAHARA/TESTS
CpeaHAn macca Eep.®apm, 2.8.9 T0.01-77.37 r
Average mars PhEw.2.9.5 73.25 P
Fa 20 naxeTwax: y 2 W3 20 NaxaTHKoE
RonyckaeTc oTknokeHue Gonea £ 7.5 %, UHA Y
O RHOPOAKDCTS NO MACCS Esp.@apm, 2.9.5 ogHoro 13 20 naveTYNoR He RONYCXABTCR
Uniformisy of mass Ph. Bwr. 29.5 omadkenne Gonea £ 15 % ; COMPLIES
: On 20 sacheis : not more than 2 sachets deviate from
the overage mass by mare tham & 7.5% and none :
deviales by more than & 13%.
HicnsiTyambiii pacTsop AorokeH Gams
MpoaparHocTs pacTeopa Esp. ®apm. 2.2.1 NPOIPAHLIM, K 810 ONANBCUSHLIMA HE AOTKHA
Clarity of solution Ph.Bur.22.1 onanactexumia Jrancsa l. COMPLIES
Sample solution i clear (<))
VAGNAITYSMBIA PECTEOP AOMKEH GhiTe
LisetHocTe pacreopa Eop. ®apm. 2.2.2 (meTon 1) GecuysaTHL, ¥ Gr0 OXPACKA HE ROMKHA
Coloration of solution Ph.Eur.22.2 Method Il npesLiLaTs OKPacKy Tanona B9, c“co' e UES:' i
Sample solution is colourtess (< BS)
pH Esp. 9apm, 2.2.3 70-80
pH PhEuwr,223 8.3
KONMMYECTBEHHOE ONPEAENERNE/ASSAY
Marporan 4000 lpaswmeTpuA B0.8-67.2 R
Macragol 4000 Gravimelry 633 #theoritical sachel
Arovnc-abeopBumonHan 0.694 - 0.808
Xnopug kanuA CNEXTPOMETPHA e
Potarsium chioride Atomic absorption 0.759 ghthearitical sachet
spectromelry :
i AYOMHO-3MUCCHOHHAR 2,663 - 3,005
Harpuit CNEKTPOMETPUA e
Mm Alomic emission specirometry| 2948 g/thearisical sachet
MNoTeHUMOMETRIYECKOE - 1.149- 1,335
Xnopuzast
TUTPOBAHNE rinaxaTvik
Chilorides Potentiometric tizration 1.2 ghtheoritical sachet
Cynucpar Harpna Gessopibii I'pasumeTpua 5.273-8.128 f
Ankydrous sodiwm sulfate Gravimeiry 5717 m&m,
1.554 - 1.800
Tvpo R NoTeHynomerpuyecxos
S g artorts | v

This certificate was compiled by a validated laboratory infofhiatdR QEQ'JT BKd comes withd
in the laboratory Information system by means of tracedile alaciopie. signalieRexan, 4.2

[anHbii ceprrgmkaT Guin cocTasnes mwmmﬁ%ﬁﬂﬁa WAgopHatvoreion cuchemp
nognucei. Ceprnimnkat yreepxaer 8 nabopaTopHoi WHPOPMELUMOHHOA CHCTAME NOCPeRCTBOM &

Dosage form/®opma shilycxa:

Page : 23
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Beaufour JPSEN Industrie s
P e v ZIPSEN
28100 Dreux ;
FRANCE A
TEL ; +33 (0)2 37 65 46 00 Cepucuxar aHanMsa N COOTBOTCTEMS
Certificate of Analysis and Conipliance

Version: 1
Kortponupyemas cepusdnspection lot : 040000283660 Kog marepuana/Material Code : 1023121RU
Homap capun UNCEH/APSEN batch number ; W04912 HauMexoaaHue aptukyna/Article name : SOPTPAHC MOP, 4 NAK.
Powder for oral solution in sachetTlopowox 4nA NpUroToBNEHKA pacTeopa AR NpHEMa BHYTPb :

==

f e o — ] !
We hereby certify that the above information is authentic and scum.Thé#mtdrofpmdmmxmnmamcusmdpmmw&am
in full compliance with the EU-GMP requirsments and with the specifications of the importing country Marketing Autorisation, The batch
processing, packaging and analysis records were reviewed and found to ba in compliance with EU-GMP. / Hactonuum nograepxaae,
4TO YKasaHHEA BhilUE MHCHOPMALIMA RAITAGTCA A0CTOBEPHOM 1 TOYHOA. Cepua 6bina npon3sefeHa, yNaxnsaKa W NpoTecTHpoBaHa b
cooTseToTEMM G TpeBoranuami GMP 1 cnelwdwkalMed CTpaHsi-nMnopTepa. [okyMeHTaLMA Ha NPOKIBOACTBO, YNAKOBKY U TECTVipOBaHUe
cepuy Guina NpoBepexa 1 NpnaHaHa cooTeeTcTaylowel CMP. :
Fotltmiﬁg test can be absent as it is carried out periodically/ CnegyiolLMe HCTIITAHMA MOTYT OTOYTCTBOBATS, TaK KK He NPOBOAATCA
PYTHHHO :
Microbiological quality! MuxpaBuonomyeckan uucroTa
SaknioueHme/Conclusion : Lot conforme / Batch Complies / Cmraemqye'ri cepia signoelgae
: Anexrponnan noanuce/Elecironic signature

OgobpeHa/dpproved by : Alexandra Pannetier as QUALIFIED PERSON

Data/Date : 17/Map/2022 17:15:42 (UTC)

Buinaxo/dssued by : Alexandra Pannetier

‘Rava/Date : 17/Map/2022 16:15:45 (UTC)

KOMWA BEPHA

AD UB MNPOTEK
Mockea, yn.HepmaHckan,a.2
Ten. +7(495)737-35-00
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Per Herps "'”'“"1"'.\ FLLSUGALGLNG
SCRBPOTBERBOLE FIPULINY 5 L0 VU BUROTO EERMCeuy

NO14.
{(HOMEP PErUCTPALIKOHHOTD ¥ A0CTOREPENNS :reuap;ruuunm npenanEra)

- TR N e e b e b e gy e D | e R e e e W e s -

"e‘:’:::““::::; a5 agldn [e“':"‘“"“" HNCEH KOHCBIOMEP XEJICKEA, Opanuns
Lpalpoid s i sk IPSEN consuwsa HEALTHCARE
,Jlltlpﬂ BEHHOIN Ilpﬂl'ﬂl 1a

ATPEC MCCYOHBXOWUCHMS ACHHA TCAR
[(B1a2¢ABLA) PEINCTPAUHONNOIC Y 20CTOBCPEHNR
.thpcncuuoro Hpﬂ'llpl'(l

a.‘hn TOCYARPCTBCHHOI perncrpaunu
|.l|tlnl PETBEHHEOIO NPEIAPRTA.

Cpox AeHCYBHSE PErHCTpAUEONLOre
l}flﬂl!‘l‘(bléplll!l‘ﬁ :m.apeﬂemloro npenspnra

France

LAATA BRECERUR NIMENIENHI B PerneTpaunoNnoe s
‘YAOCTOBEPEHHE NEKAPCTBEHROIO NPEAAPATA 19.08.2019
(RATA JAMEHLI PErHCTPAUNOEHOTG fo o il
YAOCTOBEPEHHA JIERAPCTBEHHOID npemapara}

l-'lu¢apu:uua 0 nper:scmupusanuou ncxapcncuuau npcna

- ——— *oms s =g

Toprosoe uaumenona uue ; d?op‘rpant@

Mexaynapoanoe uunrenronuuoc, u.m

[PYNBUPOBOII0E, HTH XHMEICCKO®

_Manvemonsuue

Jdexapcreennan ¢opm ¥ nopomox ANA TPHTOTORAEH KA pacrwpa rum upuLma
RHYTPh

Ilmupaua 6dr

P s e

Makporon

- o — . St b e e

- ———

ﬁa‘!eﬂ'lﬂll‘“ﬂ“ COCTAB K LMH‘MI:TBEHIIHH COI.'TIB ,!!Ei"l'ﬁymllllﬂ l(ﬂl[tt'l"li H lﬂﬁtﬂ'ﬂllﬂlﬂﬁ cocTas
BCHOHﬁNTCJIEHHl BCH“TB

“wakpoion 4000 64.00 r, B BCLWCCTBA (mnpuu xiopia, Kania mopua. HATPHA.
ruapoxapuunm HEIPHY Cywbm omnouuuﬂ uarpzm caxapuHar)

Popma BuInycKy (J!exapcrseumur ﬁcpna. -nopomou AN NPHIOTOANEIHR PACTBOPa ANd npucm

AOIHPUBKA, EPEHUHAH YIAKOBKE, KOAMYCCTBO BHYTPS, 64 r (naveTik) 73.69rx 4 (na}ma KapTOHHAR)

JACERPCrBeHHOR GOopMBI B HEPBHYHOH ]
YNAE08KE, KOIHYECTB0 NCPBHIHON YIRKOBKH B
NOTPedHTENLCKON YNaKoBKe, KOMAACKTHOCTS)

_.-......p_ -

KONMWUA BEPHA

AO UB MPOTEK
Mocksa, yn.YepmsaHckan, a.2
Ten. +7(495)737-35-00
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- CTpakiua 2 perncrpaitmoHHoro yaoetoeepenrns Ne 11 N014306:01

(ponisoncTBenHbIe MIOIAAKH, YHACTBY FOLUNT APORECCE BPOHIRDATTEA JEKAPCTEENIIOND
NPENApaTa, ¢ YKAIAHAEM CTAAMI NPOHIBONCTER, NUINIHIA U HAKTUYECKIUX 22pecos
MECTOHAXOKIEHHE

flpowigodumeas flce cmaduu npou ;aodenee) ! Buthyp Hncen Hugactps, ®panuus /
; { Reaufour Ipsen Industrie, France
Rue Lihe Virton, 28100 DREUX, France 3 "'”J:-&""’r% :
. o ;. ML ""-',:q}\'
s iR e anl )
{ ok e ey ok
Crarc-cekperaps - saMecTHTE S e P e a.B. Kocrennnkos
Munucrpa s e sl o
NOANC) ,’r‘!
e e
Sha ,'._.,-...ll'

KONWA BEPHA

AO LIB MNPOTEK
Mocksa, yn.HepmaHckan, 4.2
Ten. +7(495)737-35-00




