3AKJIIOYEHME (TOATBEPXKIEHUE)

0 COOTRETCTBHH CEPHY MM IAPTHH JIEKApCTBEHHOTO npenapara TpeGOBAHUAM,
YCTAHOBNEHHBIM TIPH €0 rocyAapcTBeHHO! perncTpaliy
NeSME-122-0421 ot 26.04.2021

| Toproeoe naumeHoBaHUE Cwmekra®
| | MexnynapogHoe HeNaTCHTOBAHAOS HaEMeHOBaHHe CMeKTHT. HMOKTasipHYecKui
| | (rpynnupoounOe HAK XUMIHECKOE) ) .
JlekapeTaennas gopma MOPOIIOK /ISt IPHIOTOBNEHHA CYCNEHIKK
1 nna npuema BHYTPb [anenscHHOBLIHA]
JoanpoBKa 3r

(opma BEIMYCKA (mepBuuHan YMNAaKOBKa, xonuuecTso | TIOPOIIOK ML IPHFOTORICHHA CYCTICH3UH
nekapcTeeHHO# QopMsl B NepBUYHOf YMAaKOBKE, | JUIA NpHEMa BHYTPb [anenecuroBbii], 3
KONHYECTBO NMEPBAHHOM YHAKOBKH B noTpelHTENBCKOR (naxernx) 3,76 rx 10 (mauka KapTOHHAA)
ynaxomcc,__xomnnemam) '

| [ Homep cepuu (naprun): 104809

| [ O6men cepun (mapTHK) 41328

|| [aTa npou3BOCTEa 10/03/202.1

|| [ara oxoHvaHHs £pOKa FOMHOCTH 29/02/2024

|| HanvenobaHue H'axpec npouaaonﬂ'renx-(c yxajanHeM Bodyp Uncen Mnpnactpu, Opanins (Bce
| eranuit.npoussoneTBa) CTAmMM TIPOH3BOJCTBA)

| Homep v mata DErHCTPALMOHHOTO Y XOCTOBEPEHUSA ITIN015155/0] ot 08.04.2008

| Homep HOPMATHEHOW AOKYMEHTAUHH HJI ITNO15155/0 l.-1502"l'9 ot 15.02.2019,

| " Vawenenue No. 1 0112.03.2019,

; Hamenenue Ne2 0T 12.08.2019,

: Hsmenenue Nel o106.07.2020
Usnenenue:Ned ot 04.03:2020
Hanmenexne No5 ot 17.06.2020

| HaumeroBaHHe W alipec ICPHATCIA erCTpaLMOHHONO WICEH KOHCBIOMEP XEJICKEA,
| ynocToBepenus paxuns / [PSEN CONSUMER

“ HEALTHCARE, France

65 Quai Georges Gorse 92100 Boulogne-
Billancourt, France

| HanmeHoBaHHE W NpOR3IBOAUTEND akTHBHOA  (BIX) CMEKTAT AMOKTADAPHUECKHH (Bobyp
| cyBerantwiu (i) ‘ Wncen Wunactps, PpaHuus)

HacroamuM 5 TMOATBEPXAALD, YyTO nexapcmennmﬂ Tipenapar Cumexta® Cepus V04809
NpOKIBOACTBA Boyp Mncen Vunactpy, dpannus  (BCe CTANHE NpOH3BONCTEA) COOTBETCTBYET
TpeGOBARMAM, YCTAHOBJICHRLIM pH. €r0.TOCY8PCTBEHHON PErHCTPALHH: HAII NO015155/01-150219
ot 15.02.2019, Wsmeneune Ne oT 12.03.2019, Hamenerue Ne2 ot 12.08:2019, Vamenenne Ne3: T
| 06.07.2020, Hamenere:Ned or04:03 HOTMFHBEREI AT 17.06.2020.

A0 ©upma UB «MPOTEK»

| T Mockea, ya. Yepmancuan, A2
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L[Bcaufo{ir IPSEN Industrie
rue d'Ethe Virton
28100 Dreux

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

G

)

Koirrpojupyemas ccpu/Inspection lot : 040000262851
Howep cepum MIICEH/APSEN batch number ; U04809

[lata npowsoacTea/Manufacturing date ; 10/Mar/2021
Cpoxk romuoctw/Expiry date : 29/Feb/2024
Cevinka na ceundukawmo/Specification reference : 032341/11.0

Hpoucn%(pa/f’mceab:re :3219%

Kon marepuans/Material Cade : 1004578

Version: |

Hammenoparme apruxyna/Article nante : SMECTA ORANGE 3G 10SACHRU

Hcnsrranue/Test Mevon/Method Hopmui/Specification PeryavraTsvResult  Epurnua/Unit
" T ; AR P R = e . Y 1w
XAPAKTEPHCTHKWOEN, R s T ey
T1opoLLOK OT CEPORATO-HeMI0ro A0 CEPOBATO-
KOPH4HEBOTD K CCPORATO-OPAIKEROND LBETE
Omcane ¢ 3anaxoM oT cnaboro HecieUHpHUECKOro 4o
b OpraHonenTHYCCKHR c1a60ro BAHWILHOM CooteeTcTBYET
i Visual and olfaciory Greyish-white to greyish brown or greyish COMPLIES
orange powder, with a smell from weak non-
specific to weak of varilla
| TIA(paxTOrpaMMa COOTRETCTRY CT HTANDHHO
CuexTHT Andpaxums B AndpakrorpaMme
Diosmectite penrtrenosexnx ayvax | The X-ray diffraction spectrum is similar to that C?g;:;g‘gsa
X-ray diffraction of the reference.
P SRS, ———
T v AR z ; FT o
ACHBITARMA/TELY il s
Cpenins Macca — 3,57-3.95
Average mass E'B; fl.?x?f? ;?'5 373 ;
2/20 ynakosok— He Gonee £ 7.5 % 020
’ ynaxosok — ¢ Gonee & 15 %
3”'}:;.0130?] s el Esp.®apm. 2.9.5 On 20 sachets : not more than 2 sachets deviate CooTBeTCTBYCT
miforniity of mass Ph. Eur, 2.9.5 from the average mass by more than +- 7.5 % COMPLIES
and none deviates by more than +- 15 %.
£
T T TR e e i S IR0 AR & NTY 2
KOG THEAOE ORI I SR
MoTeps BeCa NPH CXHTAHHK Cnewsduxalina OTCyTCTBYET
coipu = A (%) Bineumusanme No specification. 7 “%
Loss an jgnition RM = 4 %) Weighing
|
Cvflcamr; _ I'passmerpas 2.85-3.15 sS4 s ni
D:o:mef.:rue Gravimetry glaverage sachet

This cen.:iﬁca:e wes compiled by a validated laboratery infomam&mwmmm ﬁ'ﬁi“,&."' atu

laboratory information system by means of traceable electronic signatures.

Dosage }orm!d:opus BHUTYCKE:

Powder for oral solution in sachetT]
|

|
Hannsth cepradikar Guin cOCTABACH pansHpoBaLKOi aaGopatopiiol 1
ce;rquém yraepxach » naboparopioit wH(OpMALMOHHOI CHCTEME MOCPEACTEOM 2NCKTPOHHBIX NoAnkceH,

KOMWUA BEPHA
3A0 ®upma UB «NMPOTEK»

Ten +7I—495-7°3;u3%5~00 ——

OPOLLOK /LA IPHIOTOBICINA PacTBOPA ANA npuema BHYTPb

jPagc 12

e T e A e

el ———
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Beaufour IPSEN Industrie
ruc d'Ethe Virton

28100 Dreux

FRANCE

TEL: 433 (0)237 6546 00

Version: |
Korrrpoanpyemaa cepun/Inspection lof ¢ 040000262851 Kon mareprana/Material Code : 1004578
Hontep cepiu HTICEH/APSEN batch number : U04809 Hawumenonasue apruxyna/Article name : SMECTA ORANGE 3G 10SACH RU

We hereby certify that the above information is autheatic and accurate. 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 betch processing,
packaging and analysis records were reviewed and found to be in compliance with EU-GMP, / Hacrosuust NOXTBEPIAACM, HTO yKazaiias Bhillic
wihopMatsA ABIReTCA RocTorepol i Toanol. Cepit GbUI8 NpOMIBEENA, YNIAKOBAKA H NPOTECTHPOBAKA B COUTBETCTEHE ¢ TpeGosannamu GMP 1
crciAdHKaIMei CTpaH-IMIopTepa. JIOKyMENTAIMR Ha NPOHIBOJICTEO, YNAKABKY H TecTHpoBaKHE cepHil GLlna npoBepeHa H Npu3Kana
coorsererpyromeit GMP.

Following test can be absent as it is carried out periodically/ Crcayioupse HoanTama MOTYT OTCYTCTEORATE, TAK kak HE NPOBOAATCA PYTHHHO |
Microl':iologicnl quality/ MuxpoGHonornyeckas YHcToTa

Jaxmoucane/Conclusion ; Lot conforme / Batch Complies / Coomeemcingyent
Snextponnan noanucs/Electronic signature
OnoGpeno/dpproved by : Rachel Mandrct-Atsarias as PERSONNE QUALIFIEE / QUALIFIED PERSON
Iere/Date : 02/Apr2021 12:34:45 (UTC)

Bunano/fssued by ; Catherine Foucault
Jara/Date : 02/Apr/2021 13:02:32 (UTC)

KOMWA BEPHA

3A0 ®upma UB «MPOTEK»
Mocksa, ya. YepmaHckan, 4.2
Ten. +7-495-737-35-00

Page:2/2 V7-2.0
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[ NOI5155/01

{MOMEp pPerHCTPAUHONHOIO YA0CTOREPCHHS JICKAPCTBERKONO fIpenapara)

e

R

R YT FACE

lHumuenmmc AcpE2TENN (BIaNCTLUA)
'pericTPAlRBONNOro YAUCTOREPEHKA
EKAPCTBEINIOrD NPCHapaATa

HIICEH KOHCBIOMEP XEJICKEA, ©pauuus
IPSEN CONSUMER HEALTHCARE

Rt S

Aapec MECTOHAXOKICHHH JepaTena

(838ACAL1A) PETMCTPALKONHETD YAOCTOBEPCHHS 65 Quai Georges Gorse 92100 Buulogne-B:llancmm,

—

JEKRAPCTBERHOrO Mpenapara France
Aara rocyaapeTeennoli peruc puivy

lJIexapCTBENHOTO NPENapaTa e
Cpok jueAcTEHA PErRCTPALHORHBID T—

YaocTrauecpenuy JEKAPCTBENHOTO IpEnaparTa

Jata puccensy HIMEHCHUR B PECHCTPAUADRHOS
YAOCTOBEPLHHC JIEKANCTBEHHOTO MPenapuTa
(AaTa 3aMENbl PUTHETPAUNOHHOID
YAOCTOBEPEHUS NEKAPCTBENIION0 DpenapaTa) |

04.03.2020

Hudopuatua o 3aperHCTPHPOBAHHOM NEKAPCIECHHUN MpenapaTe:

Teproooe HaHMeHUBARRE ' Cmexta®

l
Memulpnﬂuoe HENATEHTOBAHNOE, HJH I
rpYNOUPOBOMHDE, HAW YHMHYECKOT
HAHMElIOBAHAE

Jlekapera¢nnan gupma

CMUKTHT AHOKTAIADHYECKHH

MOPOLIOK IAK [IPHIOTOBNEHIS CYCIeN3NH X NPHEMA

BHYTPL [anebeHHORRIH, BAHNINEILIE, KNYGHHUHM]

Mouposka ir

- s .
KavecTBenbiH CoCTaAB 0 KONNYECTBRUALIE cuCTAB QeBCTDYIOWIAX BEIECTB M Ka'leCTBENHbIA corTds
BCIOMOTaTe. ILIILIX BCIMECTR

CMEKTHT \MOKTa3apHecKHit 3.000 r, BCNOMOraTesbHAIL REIECTRA (BANMTHHS -/+/s, APOMATHIATOP
ANENBCHHUABIE: -/~-, APOMATH3AIOP BAHUNBIILIA: /-, apOMATI3ATOP KAYGHHUNEI; ~/=f |, AEKCTPO3LE
MOHOT HPET, HATPHA CAXapHHAT)

Popma Brinycka (aekapeTsennas dapma, !nopomnm ang npnm'romremut CYCIICHIHH A7d npuemu
HOIHPLBKI, NEPBHUNAN YNAKOEKA, KOHUECTBO  BHYTPb [ICARCHHOBLIA, DRHAABHBIA, KIyOHHWIHLIE], 3 1
AekaperseHnodl GOPMI B IepBHYHOM (nakernk) 3.76 r x 10/12/14/16/18/20/22/24/30 (nauka
YORKOBKE, KOJHUELCTEO MEPBHYHOH YNAKOBKH B |KAPTOHHDA)

PexnmauTel HopmMaTABHON AOKyMeH T

3A0 ®upma LB «MPOTEK»

Mocksa, yn. YepmaHcKan, 4.2

b rmiins” s

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




CTpanHLa 2 perncTpALOHIOr0 YAoCTOBepel i No T1 N015155/01

YEPOH SBOACTBCHRBIC NAOUWIANKK, YHACTDYIOUIHE B MPAUECCE NPOHIBOACTBA ALKAICTACHHOTO

npenapars, ¢ YKalnHiweM CTAInil NpoiinoacTsaa, naBasult u PAKTHUECKHX LIPECOB
MLCTUHRXOMIENHE

lpouzeodimens (Bee emaduw npotssodcmaa) Bodiyp Mncen Hapactpn, Ppaitmud /

Baufopr [psen Industrie, France
Rue Ethe Virtan 28100, DREUX, |'rance Moo 13Peo Ry,
R P‘t‘\-r:.-.,‘ & e,

3ameciureas Musncrpa

KOIMUA BEPHA

3A0 Pupma UB «NPOTEK»
Mockea, ya. YepmaKcKan, 4.2
Ten. +7-495-737-35-00




