pah, g

JTEP)KABHA CJIYKFBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJACTI

npoB. CeiTimunoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3€HOI0 B YKPaiHy JiKapcLKOro 3acody

23.10.2023 Ne 51917/23/10

IMOJIIYM® EKCIIPEC

(HaMEHyBaHHS IKAPCHLKOTO 3ac06y 3TiHO 3 PEECTPAIHIM TTOCBITIEHHAM)
Ta0JIeTKH, 10 IHCHEPryIOTHLCA B POTOBii NOPOXKHMHI, 0 2 M 10 6 TaG1eToK y Ouaicrepi; mo 1
0.1icTepy B KapTOHHIil ynakoBui

(dopma BuTyCKy, N03yBaHHS, BU IAKYBAHHS JiKAPCHKOTO 3aco0y)

Homep peecrpanititoro nocsimaenns UA/9831/02/01 crpox i peecrpanitinoro moceiguenss 01.01.2099
Cepisa nikapcrkoro 3acoby Ne 3CV2121 KinekicTe BBe3eHOTO JliKapchkoro 3acoby 49680

Bupobnuxk JUKHTJI Konceromep Xenc (@panc) CAC, Opanuis

(HaliMeHyBaHHA BEUPOGHHKA JiKapcHKOTO 3aco6y, KpaiHa MOXO/KEHHA)

BeeseHo B Ykpainy ToBapuerBo 3 00MexkeHOI0 BiTNOBINAILHICTIO " Iaxoncon i [xoHcoH
Yxpaina', inenr. kox: 35893512

(HaiiMeHyBaHHs Ta ko1 3a €JIPTIOY ropunuasoi ocobu abo Npi3BHUINE, iM's, 10 6aTteKoBi ¢izsuaHOT
0CO0M - mANpHeEMIL, ii Micle MPOXHUBAHHS Ta PeeCTPANiHHH HOMep 00J1ik0BOT KapTKH IUTATHHKA
noxatkis abo cepis Ta HoMep macopTa)

IIporokoa BisyansHoro korTposio Bix 23.10.2023 Ne 3340/1.

3a pesyibTaTaMH JEpHKABHOTO KOHTPOIFO  BCTAHOBJICHO, IO JKapcekud 3aci6 BBeseHo B VkpaiHy 3

AOTPUMAHHSAM BHMOT 3aKOHOJABCTBA OO 3a6e3MeUeH s SKOCT] TKapChKIX 3aC00iE.

Ipuna ITAJIAMAP
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EFRM-0004238 rev,2

Manufacturer / Bupotuui: INTL Consumer Health (France) SAS 7 JUKHTA Koucsiomep Xenc (bpanc) CAC

Address { Anpeca: Domaine de Maigremont. Val-de-Reuil, 27100 France 7 flosen e Merpesion, Ban-ne-Proit, 27100, thpanuis
Manufactyring Authorization aumber / Hovep mitensii ana supeSmeso! aisanaocri: 22 232

Phane/ Tesedon: + 33 232 6] 7200 Fax Gawe: + 33 2 32 61 7297

Product Nume: THasa aposvkry:
Product Code ¢ Kot npoaykty:
Satch nuntber * Homep copii;

Manufacturing date Jara supodnintsa;

Spectfication’ Cnensdinanis:

QUALITY CERTIFICATE/ CEPTHMIKAT 8KOCTI
{MODIUM® EXPRESS. 2 MG 6 UA AMORIYM® EXCAPEC, I MIM 6 YKP

9586502}
JON2E2H
2023 3 4
year’ ingrth day-
pis ML HIIL AL

PR-GE7226 Rev 10

Released batch quantity / Posip gumvwennt 49650

Copi:
Aot 1'ARThesa pevorika 1

[.ocal Produst Name:
ORBALHRA HAIBA APOAYRTY:

Loperamide HOI: flonepasiay

Fiapoxiepsil

BAODIUMBEENYPRESS:
IMOIY M &EKCHPEC

Potency Cuas il 2 mg’ 2w

Importing countryKpalna iMiupiep Ukraine Yxrpaina
Expiry date: Jota 2026 2

BAKTHHCHHA CTPOKY _

_ e YV CAL: mongly

l"E[C}H;Id THOWLTES pil{ NG HE

Market Awthorization 7 PeecTpaliiine LAMBIHO2D]

THOCH LIS HIR

Packaging type size
Poip o THI HAKYBIHES!
B KOG YIRKOBL

l“/jlfz

6 tabs 1n the blister; 1 blister n a cardboard
package’ fo 6 rabneron y Gmereps; vo | Saigrepy

Pharmaceuticat forsm flixapeika dopaa:  Oredispersible wablets 2 mg TaGsenion,
WO AHSTIPIVIITRCE 8 POTORIi

ROPOKHHBL, o 2

TESTS / TECTH

X e R s

REQUIREMENTS / BHMOTH

AT

RESULTS / PE3YALTATH

i, Abpeargngy -
{Dine

faore o saflsie 011000 Boimopy

White 1o offswhite, cireular. freeze-dned ablet’ Kpvrai atohinitosani radaersi 801

Ceomplyv Bianogiaac

2. Diameter’ Jliosetp

A 163 s ¢ ar

3. Identifieation active:

operamide HPLEO .
e vinisaing. onepasiay
IBEPX

test and standurd solutions’

Compliance with the retention times of lepermnide peak in the chromatograms of the

Bilnoniagiets 400y YIPHMYBHHLA NIKY JIOUUPAMILY N SPOMITOMAM
AOCTHAA VBEHOTO T CTRHAANTIOND BOIMHIIR

3.6 Mk

Comply Bignomcoe

14 [dentiAcation sotive:

Loperapsife DAD

HACH NUPINGIHL AOBCPAMERY

JML

A il s fn

SECHUY =2 HA

Lompurison of reference and sample maximum wavelength must be botween = 2 nny?
Hopistisens StukCHMYAN J08KHIR X1 CIRMARPTY Ta PRy posmimo Sy s

Comply Bopesd wre

5. Assay i._-ﬂiﬁe:'nméde
hydrochlonde -

KWK HE 31 S anenig 93 8- LO3,10% of label ¢t 95 090105 0%, pid sassacsor sismmor U820
nanepayLey riapoxsepiay

&. Degradation compannds: Individual specitied! [Iperyx i‘ililpﬂ'iiiil,'i}".‘ ]EIJiE;Hi;ljr'iliihEli f;i’{t’.‘umi;ﬁi‘i"ii

61 RODI515 :mt miare than E}::'}"_I Coe Db, 1k 0.2 7y <f) 1%

:612 ROZ1 169 | .{‘-EIJT more .ﬂ;aﬁ.i},l% ‘e Biskie, wiw G2 0 o «<6.1% o
6.3 ROSI659 roL more than 8,2% - 3¢ Giibwe, ik 0.2 “ <0 1%

6.4 RO38425

ot Mo than 0,29 7 v Simhiue, i U2 %y

6.5 ROGUZH4

D%

He GUibite, Hik 0.0 7

POATA TIHH Y

ot tore than (0.2%, - | L b <) .1 .“f.‘u
6.6 Any unspecified degradation
vompounds’ byvas-giuit _
. L - ¥ EoRe o puat : & =
Hecner i KaanIIE P01y not more than 0,2%s - ne Sme, gik 1.2 % <), 1%y

E

8.7 Total degradation compeund,

JC VM NPOIVRTI PO Ly not more than 1,5% -

e

Re Giaswme, 1w 1.5 %

<{). 1%

<l[}K0Hc0H
HxoHCOH

Ykpaina»

Py Qs A 194

Jd.10 45 @L/




FERM-0004238 rev 2

Manufacturer / Bapodui: INTL Consumer Health (France) SAS ¢ JUKHTH Koucnomep Xeie {Qpanc) CAC
Address 7 Aupeca: Domaine de Maigremeont, Val-de-Reuit, 27100 France ! Bomen se Merpemon. Ban-ae-Pioil, 27100, Grpaning

Manulaciuring Auihorization number  Homep sivewsii ana BpoSaiiot aiankHocTi: 223 a8

Phone’ Tenedion: + 33 2 32 61 7200 Fax/ Gake: + 332 12 61 7297

Product name’ Hagsa npoaykry:  IMODIUM® EXPRESS, 2 MG 6 UA /IMOAIYME EKCIUPEC, 2 MI" 6 YKF

Product Code/ Koanpugyery:  9586502)
Baich numiber’ Hoyep cepil: ICV2138
U —— 20023 3
v ] ad W
h ami actrmg date’ Hava . s
HHDOUHIELTRY; niKk SUCHUL

Poteriey 17 Cuna ad 1:

porting couniry / Kpaiun iapoprep:

4
dﬂ}c:
i f

Expiry dat

& ara sakinyedys

CTPURY IPHAATRUCTE:

7

[

2 mg’ 2 s

Ukeraine Yepaina

7. Disumregration / Poypazanss

fiot more than 14 357 we Giasiee, nig 10 ¢

18 Water determination / Bitinagenits o1

nol more than 7.5% 7 e Siasiue, ik 7.5%

2626 2
vear’ L
M AHCRE D,
I 8¢
4,7%

9. Unifornmity of dosage units” OasopiasicTs gusomanrsix
SAHHHD

Meets the requirements of Ph. Eur* 2,949/ [Tosguen

HEANMOBLLITH BHsoray Erp, Bapa® 2.0.40)

Cuomply/Biznosizae

16, Dissolution ¢ Pormisienxe

Q=75% tn 15 minutes! Q=75%, gepey 1§ xpunns

Conmply/Bigsiosiiue

11, Microbiclogical purity’ Mixpofiionoriuns suetora

P TAMO** {Toral Aerobic Microbial County’
FarRARNA KIABLKICTE aCpafaix MIKPOOPraHi IMiE

not meie Gran 10 CFUg product 7 ue Biasre, mix 10 KY O

BPOLIVETY

Comply/Bianosinne

R TYMO**(Total Combined Yeasts Moulds
Count} 3araimua KBILKICTL APERGEORNX £ BACHABUY
Tpadie

not more than HPCFU 2 product 7 5 Siapi., Hiw (0¥ KY O

APOAYKTY

bl

Lomphy Biogtam 1o

F1.3 Specified microovganisms Escherichia colis

Absence Eschertehia colitn | g product Bincyraic s

Complv'Biinosiae

_F{“;'_tcu;ttizilmi Mispoopriningg Escherichia colit#® Pacherichia coli v | v npoayvkry
CONCLUSION/BHCTIOROK Accepted’Biannsi e

This bateh was veleased by the Qualified Person/ila copit GVAa SHINVIIEHA YIORHORARCHMG nrodmn:

Date of batch welease*® %, 2023 8
AXTA suEYCKRY CopiTt A, year nyuth,
MK LN TS

Certification statements / 3anes upo copruginanim;

11
day

PriwEL

kidhian CARRE 16572313

{Name of Qualified Person b Yaoanoeasenoi Qcodh)

We hereby certify that the above information on English language is anthentic and accurage. This batch of product has becn manufactiyred, including
packaging lahelling and quality control atthe above mentioned site(s) in full compliance with (he GMP requireiments of the local Regzulatory Authority and with

the specifications in the Marketing Authorization uf the Imporung eountey. 1

in complinnen with G,

ELress & saceiasvio, o naseienn Be IDUpMALLR AT KO RIGROI) C I0CFGRIPHORK | TotHar. LI cepho nnoay iy By sinodaedn { BIKIHOY 10BN
X E PUAYRTY Oy

he bateh processing, packaging and analysis records were reviewed and Tound 10 be

HARYBAHHA MAPKYBIIA} 10 HPOBLATHO KOUTROIL 1T AROCTL B0 BINUSIA3NAUCHIE Titb L] Y II0BHIT BIANORLHOCT 3 BIMorag GMP, BCTAHOBASHIAH MICUSRR

PErFARTORHHA OPrao, 4 TaROW BIANOALIHY 10 cucundiruulit Micuenoro peryas roproro OPFAHY 1V BLUIOBLINOCT] 3L CreunBinaLicio 10 peectpauiiisor

Cergoureg kpaini-tvmoprepa. Npotokos sppofiniures, BAKYRAIHY Ta 8HAARIR NCPLTIFHYTO T BOINOBACHS BUIGORL IS (6 sintoran GMP,

This Quahity certificate has been pricted and signed on -

Lleit ceprinhiat sxooTi 5YB porIpyRoBatnii T8 niTGea:

Comments / Kosenrapi:

¥ Current publication’ s pesasits

#* Test frequency: Monitoring Irequency aflowed fevery 10th batchwith 2 minimum of one bateh per year}, based on a imicrebiological risk

2023
year

PIg

1§

BEHHT
SHUALL

4
day”
ASNE

CBBCSAHNL

Hepowendern konrpori: Jlorvetism MePICIHHCTE RUINTPONI (KoM [0-0 Copin, T8 58 SIERUIe ounic) CEPIt HA PIK) HA HLICTABE GIIHKI ALIKDOSIONOrIUIOro

PIHIRY.

*#*"Date of batch refease™ is a date when specific bateh was cortified in full compliance with the GMP requirements and eflecuonically signed for approval by

Qualiticd Person at validaied computerized system of production site “lara sunyexy cepit - aara kose zaua cepia Hyn

sxor HBI 14 satsepamens Y nosnosawenow Ocoboo uumxan CAEKTPUNHONG HEANNCY B BILAQBANTE KOMIVIOTEPHITE CICTeME BHPOOHHYIOY 2 THK

Signature ol the Qualified Person.
Thoue Ynosuorakenot Ovod:
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MIHICTEPCTBO OXOPOHMU 3/1I0POB’SI YKPAIHU

Bya1. M. I'pymescekoro, 7, M. Kuie, 01601, Ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kog €JIPIIOY 00012925
Ha Ne BT

No P-

TOB «/IxxoHeon 1 JIsxoHCcON
Ykpaina»
ten. +380503904165

depxaBua cayxkba Ykpainu 3
JIKAPCLKUX 32c00iB Ta KOHTPOJIIO
34 HAPKOTHKAMU

DapmareBTHUHE ynpaBiinss MidicTepcTBa OXOPOHU 310pOB’S YKpaiHH pO3TIAHY IO
spepHeHHA TOB «/lxoncon i JlxoHcon VYxpaina», mo mie B iHTepecax 3asBHuka MakHin
IIponakrc Jlimiren, Bemuxa bpmranis, Big 23.01.2023 Ne 10254 1momo MOXIHMBOCTI
BHUPOOHUITBA, BUITYCKY, BBE3EHH Ta pealizamii rikapcpkux 3aco6is IMOIY M®, kancyiu mo 2
MI, peectpaniiine mocsiqenns Ne UA/9831/01/01, IMOJAIVM® EKCIIPEC, TabIeTKH, MI0
JUCTIEPIYIOTLCA B POTOBIN IMOPOXKHMHI, 110 2 MT, peecTpartiiine mocsiguenns Ne UA/9831/02/01,
MOTUIIYM®, tabneTku, BKpHUTI IIIBKOBOIO 060IOHKOIO, 0 10 MT, peectpartiiine IOCBITYEHHS
Ne UA/10190/01/01, no yacy 3aTBeppKeHHs 3MiH 0 peecTpanifiHux Marepiamis, 1o CTOCYIOThCS
3MIHY Ha3BU BUPOOHMKA, Ta IIOBI1IOMIIsE HACTYIIHE.

Bianosiguo no momoxeHb ab3ally cbOMOro MyHKTY 7 IHopsaaky nepyxaBHOl peecTpanii
(mepepeecTpanii) mikapchkux 3acobiB, 3aTBEPHKEHOTO TOCTaHoBO0 KMY Bin 26.05.2005 No 376,
3 METOI0 MaKCHUMAaNbHOIO CIIPUSHHA JOCTYIIHOCT] JUIS HACENCHHS YKpaiHUu Ta 3abe3nevyeHHs B
YMOBAX BOEHHOI'0 CTaHy HEOOXIIHUMH JTIKapChKuX 3aco6iB, 3 OIVIsaAy Ha Te, 1o 3asei Ne 14842
Bix 19.10.2022, Ne 14750 Bing 18.10.2022 ta No 14748 Bix 18.10.2022 Ha BHECCHHS 3a3HAYEHIIX
3MIH JI0 peecTpalliiHuX MarepialiB mofadi BIANOBIAHO XO BUMOT 3aKOHOAABCTBA, 3a3HAYCHI
3MIHH BXE 3aTBEPIUKEHI PETYJITOPHEM OpraHoM Kpainu BupobHHKa (Dpamiii), BIPOBAJKCHHS
3MIH HE MaTUME HEraTHBHOIO BIIUBY Ha SIKICTb, €EeKTHBHICTE Ta GesmeKy JKapChKOro 3acody,
HE 3a11€pe1y€eMO IPOTH BUPOOHUI(TBA, BUNTYCKY, BBE3CHHS Ta IOAANBLIOT peanizauil B Ykpaini no
3aKIHYCHHA TEPMIHY NPHUAATHOCTI JHKapChKMX 3acobis IMOJIIYM®, xancynux no 2 M,
peecTpaitiine mnocsigdenus Ne UA/9831/01/01, IMOJIVM® EKCIIPEC, TadneTku, mo
JHUCTIEPIYIOTHCS B POTOBIM MOPOXKHMHI, T10 2 MT, peecTpaniiine noceiguenns Ne UA/9831/02/01,
MOTHUIIYM®, TabneTku, BKPUTI INTIBKOBOKO 000IOHKO0, 110 10 MT, peecTpallifae nocsig4e s
Ne UA/10190/01/01, o wacy 3aTBepOKEeHHS 3MiH 10 peecTpaiiifHIX MaTepiatis, mo CTOCYIOThCS
3MiHM Ha3Bu BUpoOHuKa Ha «/XHTJI Komceromep Xemc (@panmis) CAC», Ha mincrasi
PeECTpaiiHAX JOKYMEHTIB B OCTaHHIN 3aTBepyKeHil pegakimil:

JloaTok:

mact TOB «/bxoncon i JIxkoncon Yikpainay, Big 23.01.2023 Ne 10254 — Ha 27 apK.

B.o. Havanbuuka
DapMaleBTHYHOTO YIIPaBJIiHHA

['yuan H.B. (nata.gutsal@gmail.com)

M ECTECCTED OXNCO0S 0006 R YT ks

24-04447112-23 8in 21.02.2023

WA DAt

MiHicTepcTRO OXORPCHKN 3H0POB'R YRpaitn
Ne24-04/4471/2-23 Big 21.02.2023




