AEPJKABHA CJIYKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMMH Y KHIBCBKII OBJIACTI

npos. Ceitnuunoi Hazii, 3, m.Kuig, 02099, ten/¢axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
MPo SKICTh BBE3€HOro B YKpaiHy JikapcbKoro 3aco0y
08.07.2024 Ne 33244/24/10
IMOJIYM®

(HaliMeHyBaHHs Jlikapcbkoro 3aco0y 3riJIHO 3 peecTpauiifHUM NOCBiAYEHHSM)
Kancyau no 2 mr; mo 20 xancya y 6Jicrepi; o 1 6Jicrepy B KapToHHi#H mauui

(¢dopma BHycKy, 103yBaHHS, BUJ MaKyBaHH Jlikapcbkoro 3aco0y)
Howmep peecrpauiiinoro noceinguenns UA/9831/01/01 crpox aii peectpauiiinoro nocsinyenns 01.01.2099
Cepis nikapchkoro 3acofy Ne 4DV1031 KinbkicTs BBe3eHOr0 Nikapcbkoro 3acoby 62688

Bupo6Huk JODKHTJI Konceiomep Xenc (Opanc) CAC, Opanuis

(HaliMeHyBaHHSA BUpOOHHUKa Jlikapchkoro 3acofy, KpaiHa MOXOIKEHHS)

BseseHo B YkpaiHy ToBapucTBo 3 o6MexkeHoI0 BixnoBigaabHicTIO "' IxkoHcoH i [IzkoHCcOH
VYkpaina'', inent. xkon: 35893512

(HaltMeHyBaHHA Ta koA 3a €JIPITOY opuauusoi ocobu aGo npispuiue, iM's, no 6aTbKOBI
¢i3znuHOT 0coOH - nianpuemu, 1i Miclle MPOXXHBAHHA Ta PEECTpaLiiiHUI HOMep 061iKOBOT
KapTKH TUIaTHUKA NOAATKiB a60 cepis Ta HOMEp NacnopTa)

IpoTokoa BisyansHoro koutpomio Bia 03.07.2024 Ne 1906/1.

3a pesynbraTaMd JepXKaBHOTO KOHTPOJIKO BCTAHOBJIEHO, ILO JHKapchbKHi 3aci0 BBe3eHO B YkpaiHy 3
AOTPHMAHHSAM BUMOr 3aKOHOJABCTBA 1010 3a0e3NeueHHs AKOCTI iKapchbKHX 3ac06iB.

A @j/ Bixtop CTE®KIBCHKUH

TIANAC (iniviany Ta npizanuie)

R\
3ipa M.



1/2

Manufacturer /- Bupobunx: INTL Consumer Health (France) SAS / JDKHTJI Koncsiomep Xeac {@pauc) CAC
Address / Aapeca: Domaine de Maigremont. Val-de-Reuil. 27100 France / Jomes ae Merpevon, Ban-ze-Pioit. 27100,
EFRM-0004731 rev.2.0 Opanuis
Manufacturing Authorization number / Homep aitemsit 33% eupoSuuyof ginnenocti 2022_235 1 2
Phone/ Teaegon: + 33 2 32 61 7200 Fax/ daxe: + 33 2 32 61 7297
QUALITY CERTIFICATE/ CEPTH®IKAT AKOCTI

Product Name/ Hazsa npoayxry: IMODIUM® CAPS 2 MG 20 UA /TMOJIVM® KATICY.TH 2 MI 20 YKP
[nternal batch number/
Pi ct ! 1 % i L .
roduct Code / Koa npoaykry 90081902 BuyTpisnill soyiep cepi B393771
Batch number / Homep cepri: 4DV1031 Potency 1/ Cuna it 1: 2 mg/ 2 Mr
Manufacturing date /Jata 10 4 2024 Expury date / Tepaun 3 2029
BupOﬁHHuT B&: daviaesr  monthMicaus  year/pik APHIATHOCTI: month/micaus  vearpix
Specification/ C kaLis: Market A ization / /9831:01/01
pecific neundirani PR-009354 Rev 19 arket Authorization . UA/983
eecTpauiiite nocsiJ4eH s
Released batch quantity / Posmip BanywcHoi 62688 Importing country / Ukraine/Ykpaina
cepii: “ Kpaiuna imnoprep:
Actif I/AxTusua peqoruna 1: Loperamide HCY/ JTonepanin rizpoxnopun
Local Product Name/’ IMODIUME/ Packaging type size/ 20 caps in the blister; | blister in a cardboard
Jloxankuas Ha3ga APOAYKTY: IMOAIYME Posmip 1a THA nakysanua: package/20 rancya v Gaicrepi, no 1 Snictepy s
KapTOHHIl nauut
Pharmaceutical form/ Jhixapcexa ¢gopuma: Capsules 2mg/ Kancynn 110 2 mr
TESTS/TECTH REQUIREMENTS / BHMOI'H RESULTS / PE3VbTATI
1. Appearance / White powder filled in capsules (size 4) with green cap and dark Complhy/Bizanostaae
Omitc grey body*/ Kancynn posmipos 4 i3 3¢1€H010 KPHUIEHKOIO Ta TEMHO]
CIPHM KOPNYCOM*, ART MICTATS NOPOWOK §17010 KOABOPY
2. ldentification active: Loperamide  jCompliance with the retention timnes of loperamide péak in the Comply/Bianosizae
HPLC/ chromatograms of the test and standard sotutions/

Lacutudicauis: aonepamiay BEPX BiaaopianicTs 4acy yTpuNyBakIA NIKY A0MCpaMIAY HA
XPOMATOrPani J0CHLLKYBAHOTO Ta CTAKAAPTHOO PO3UHAIS

3. ldentification active: Loperamide  {Compliance with the Rf vatue of loperamide spot in the Comply/Bianoriaae
TLC / chromatograms of the test and standard solutions /
Lienrndikanis: nonepasiay THIX Bianostanicts Beansnn R nagst nonepamiay #a xpomarorpast

JOCIUIKYBAHOIO T4 CTAHIAPTHOIO POIMHHIB
4. Assay Loperamide hydrochloride /' |95.0%-105.0% of the stated amount (1.9mg-2.1mg loperamide 100,5%
Kunbkiche Bisnavenus sonepamity  [hydrochioride per capsule)/
F1IPONIOPILIY 95.0%-105.0% 811 3aaBaenol KALKOCTE (1 9Mr-2 1 Mr aonepaminy

FLAPOXIIOPHAY ¥ KATICYIL)

3 Degradation compounds/ [lpoaysTi posnaay

5.1 Individual specific/ Tnansiayvaapai
cneigpdiyni.

RO21169 <02% <0,1%
R054659 <02% <0,1%
R0O58425 <02% <0.1%
R060204 <02% <0,1%
5.2 Individual unspecified/ <02% <0.1%
fH1nBiayanbhi wecnelndiuni

5.3 Degradation compounds: €07 %

Total/Mipoaykr poznaay Cyma

\ li g
T KYMEHTIB
JIOKYMEHT

o A -
diRa ~\:7,ff/
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Manutacturer / BupoBuux. INTL Consumer Health (France) SAS / JDKHTJ1 Kokchlomep Xenc (dpanc) CAC
Address / Aapeca: Domaine de Maigremont. Val-de-Reuil. 27100 France / [lomes ¢ Merpesok, Bazi-ae-Pioii, 27100.
Dparinis

Manufacturing Authorization number / Honep niuersis s supodumtoi aisaptocti: 2022_235 1 2

Phone/ Tenedou. + 33 2 32 61 7200 Fav/ ®axc + 33 2 32 61 7297

EFRM-0004731 rev.2.0

Product name/ Hasea npoaykry: IMODIUM® CAPS 2 MG 20 UA /IMOUYM® KATNCYJIH 2 MI" 20 YKP
Product Code/ Koa npoayxty , Internal batch number? B393771
900819021 Buytpiwniit HoMep cepii:

Batch number/ Homep cepii: 4DV1031 Importing country / Kpaiua ismnoprep. Ukraine/Yxpaina
Manufacturing date’ _ _
Hara BupoSunutea’ 10 4 2024  Expiry date/ Tepaiin 3 2029

davigens month yedr pix ﬂP".!l"lTHOCTi NOMhMICAUL  yearpik

MICHIL
Specification/Creudixauin: PR-009354 Rev 19 Market Authorization UA/9831:01:01
Pecctpautiitie nocriavenis.

6 Dissolution / Poluuuenus Q=70% at 30 munites/ Q=70% 3a 30 xBHANK Comply/Bianosinae
7. Content uniformity Loperamide Meets the requirements of Ph Eur / Bianosi1ae anvoram Cep. Comply/Bianosinac

hydrochloride / Oanopianicers smicty | ®apm
AONEpaMily IAPOXNOPHIY

8. Microbiological purity/ MikpoGionoriuna unctora

8 1 TAMC** (Total Aerobic Microbial [< 10* CFU g product KYO £ npoayvkn Comply/Bianoriaae
Count) 3arantuu KiasKicTs acpodHIN

dakTepiit

§ 2 TYMC**(Total Combined < 107 CFU g product KYO'r aipoay kry Comply/Bianostiae

Yeasts/Moulds Count)/3arwisna
KITLKICTL IPLRLAKORUN TA TENCHARIX

tpudis
8.3 Specified microorganisms: Absence Escherichia coli in 1 g product/Bi:cyTuicrs Escherichia Comply/Bianosiae
Crewndiuni sikpoopragizmi** coli 8 1 £ npOIYRTY

Comments / Komentapi:

* Due to local regulatory and marketing requirements. the capsules may have a specific imprinting/ B 3a€410¢ 11 Bi1 BIMOF PCR ASTOPIIX OPIaniB Ta MAPKCTHATY.
KANCy Al MOKYTL MATH cacun@Giuuii siadntox

** Test frequency on product release: every batch until 3 successive batches pass. then every 10th batch with a nunimum of 1 batch per year/ Yac10ra nposeenss
BHTIPOOY BAHL NPH BIIVCKY . I8 KOKHOL CEPIL, HOKI HE OYIYTh OTPHMAIH TOSITHBHI PEIVARTATH s 3X cepril. (0TIM 8 Koxnoi 10-i cepii. ate ne Menme, wix |
cepii y pik

**"Date of batch release” is a date when specitic batch was centified in full compliance with the GMP requirements and ellectronically signed for approval by
Quahified Person at validated computenized system of production site //lata sinycky cepii - 2aTa koAl JaHa cepis Syna cepThlikoBaNA 8 NOBHII BLIIOBLANOCTI 10
auator HRIT o sarsepamena Y nosnosawenolo (C0G00 1ERxoM ek TPOHHONO MANNCY B BATIA0SUHIIL KOMIIOTCPHITT CHCTEMI BUPOOHHYOL TLTAHKN

CONCLUSION/BHCHOBOK Accepted/Bianoriaac
This batch was relcased by the Qualified Person/LLa cepis 6yia siinvinena ¥ NOBHOBAKSHOK . o
% s ’ @ taiezpu By y Killian Carré 165723B
ocodoi
{Name of Qualified Person/la's Y nosuosaxchol Qcotin)
Date of batch release***//lata 23 5 2024
BUUYCRY Cepl‘l"" ’ dayezes month.yicma  yearp

Certification statements / Jagna npo ceprudixanito:

We hereby certify that the above information on English language is authentic and accurate. This batch-of product has been manufactured, including
packaging‘labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP / LM 3 3acBifqyt0, (MO HaBeIEHA BINMNE IHDOPMALIR AHTAUTICHRKOK MOBOIO € 10CTOBIPHOIO | TOYHOIO Lo cepiio npoaykry Gyio Buipodneno
(BKAKOYQIOUL HAKYBAHHA/MAPKYBAHHA) TA ((POBEACKO KOHTPONL 1 AKOCTT HA BHILEIATHAYCHIT 1AHILUIE V IOBHIN BiANOBIAHOCTI 3 BuMorayy GMP. sctanoanenumu
MICHEBHA PeMYIIATOPHIIM OPrANOM, @ TAKOK BiZOBIAHO 20 clieuH@IKaiii MicLLeBOr0 PEMyISTOPHONO OPraKy i Y BIANOBIIHOCTI 3i celRikalicio 10
peccTpawiinoro cBigoursa Kpainu-imnoprepa. [IpoToKo M BHPOGHHLTBA. NAKYBAHHA Ta aHANI3IB NEPLISIAHTO TA BCTAHORACHO BIAHOBLTHICTS Binvioram GMP

This Quality certificate has been printed and signed on / Lleit

cepTiiKaT AKOCTI 6VB PO3IPYKOBaHHIE TA NiMHCARINI: 18 6 2024
day aeurn month. year pik
MiCsUB

Signature of the Qualitied Person/ [Tiannc Ynosuosaxkenot Ocodu.




JAEP)KABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMH V KHIBCHKIH OBJIACTI

npos. Ceitnmanoi Hanii, 3, mKuis, 02099, Tes/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €EIPTIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3eHOro B YKpaiHy Jikapebkoro 3acoly

12.02.2025 Ne 4539/25/10

IMOJAIYM®

(HaitMeHyBaHHS AiKapPCHKOTO 3ac0ByY 3rifHO 3 peecTpatifHUM NOCBIIICHHM)
Karncy no 2 mr, mo 20 xancya y 6Jicrepi; mo 1 6aicrepy B KapTOHHIM mavui

(topma BUITyCKy, TO3yBaHHs, BHX [AKYBAHHS TiKapchKoro 3aco0y)
Homep peectpauiitroro nocsimuenss UA/9831/01/01 crpok aii peectpamiitroro nocsizuenns 01.01.2099
Cepis mixapcrkoro 3aco6y Ne 4JV1901 KinpkicTh BBE3eHOTO Tikapchkoro 3acoby 40224

Bupo6uux JOKHTJI Konceromep Xenc (®panc) CAC, Opannis

(uaitMeHyBaHHA BUPOOHMKA JKapCHKOTO 3ac00y, KpailHa JIOXOIKCHHS)

Baesero B Vkpainy ToBapucTBo 3 00MexkeHO00 BimoBigaasnicTIO "/{K0HCOH i ZKOHCOH
Yxpaina'', inenr. kon: 35893512

(naiiMenyBauns Ta kox 32 €JIPTIOY ropuauuHoi ocobu aGo npissue, iM'a, o 6arskosi (isuanol
ocoby - mianpueMi, ii Micie npoXUBaHHA Ta peecTpaniiHuit HoMep 00miK0BOT KApTKH IIATHHKA
mofarkis aGo cepis Ta HOMep macropra)

IIporokon BizyansHoro koutpomo six 12.02.2025 Ne 0311/1.

3a pesymbTaTaMHM JIEPXKABHOrO KOHTPONEO BCTAHOBJIEHO, IIO JKApchkui 3acil BBeseHO B VKpaiHy 3
JAOTPUMAHHSAM BHMOT 3aKOHOJABCTBA IOJI0 3a0€3IIEUEHH A AKOCTI MiKapChKuX 3ac00iB.

Onera CPHOMERKO

(iubonie ra apiasne)

OH TN}

I %4 JhxoHcoH
~ 9%?\ Vipaina»

AN lnmnw&»wammmm &
. 358935



Manufacturer / Bupodmire: INTL Consumer Health (France) SAS 7 JUKHTIT Konewioaep Xene (Dpauc) CAC
Address / Aapeca: Domaine de Maigremont, Val-de-Reuil, 27100 France / Josten ac Merpeson, Baa-ue-Pioit. 27100.

EFRM-0004731 rev.2.0 Dpanuis
Manufacturing Authorization number / Homep ainensii xas Bupodnuuoi tisnsuocti: 2022 2351 2
Phone/ Testedon: — 33 2 32 61 7200 Fax/ Make: ~ 33 232617297
QUALITY CERTIFICATE! CEPTHOIKAT AKOCTI
Product Name’ Hasga npoityrTy: IMODIUM® CAPS 2 MG 20 UA /IMOUIYM® KATICYJIH 2 MT" 24 YKP

- nternal barch number .
Product Code ¢ Ko npoaykry: 900819021 l.n u?‘ {l ’l,v nu L I B438171
’ Bryrpiunifi nosep cepii:

Batch number / Howmep cepil: 4JV190] Potency 1/ Cuaa aii I 2mg 2 s
Manufacturing dale /f{ata 3 10 2024 Expiry date / Tepyiy 9 2029
m;poﬁumlrg;\: diyoacnn i CRIG e e upiiat HoeTh Mot s omEb  Yoar ik
Specification’ Crieundiranis. » Market Authorization ¢ UA9R3101-01L
PR-OOO3SE Rev 200y o e e
Peecrpauiiiiie n0CBITICHAA:
Released batch quantity / PoaMip grinyiienor 10224 limporting country ¢ Ukraine/Ykpuina
cepit: e Kpaiua istroprep:
Actil J/ARTHBHA PC1OBIHL | Loperamide HCIY Sonepamia rizpoxaopit
Local Product Name: IMODIUM®Y Packaging ype size 20 caps in the blister: 1 blister in a cardbuoard
JIoKANLHAs HABBA NPOAYKTY: IMOMIY MR PQasip T THIT TAKYBAHHS package/20 wancys ¥ Gsticrepiz no 1 Guicrepy 8
KaproHiii navui
Pharmaceutical forny Jlikapesra dopya: Capsules 2mg’ Kancysueno 2 aw
TESTS/ TECTH REQUIREMENTS / BHMOIH RESULTS / PE3YILTATH
1. Appearance / White powder filled in capsules (size 4) with green cap and dark Comply/Biarosiiac
Ore grey body®/ Kancyan poanpoat 4 i3 3eCHOI0 KPHIICHROIO Ta TCMHO
CIPHE KOPIYCOM™, KT AFCTATH DOPOLIOK DIOF0 KOIROPY
3 Identilication active: Loperamide  |Compliance with the retention fimes of loperamide peak in the Comply/Binnosizac
HPLC ¢ chromatograms of the test and standard solutions.
Laewtipizauis sonepasiny BEPX BiAoBIHICTS 4aCy YTPINYBAHHA HIKY JOUCPadiy Hi
RPOMATOPPAMI HOCALIAKYBAROMD TA CTAHAAPTHOIO POIIHHIB
3. Identification active: Loperamide  |Compliance with the RT value of loperamide spot in the Comply/Bianom nae
e/ chromatograms of the test and standard solutions -
Uierrndivauisn: ponepasixy THIX BiunosiasicTh Betanh RETAN A0TRPAMIAY HA XPONUTOFPAN
AOCALTRYBAHOTO T4 CTAHIAPTHOIO POIIHIB
4. Assay Loperamide hydrochloride ¢ 195.0%-105.0% of the stated amount {1.9mg-2. Ling loperamide 98.A4%
KinbKiCHe BUSHINCHHA [0MEpamiuy hydrochloride per capsule)’
FipOXIOpIAY 95.0%-105.0% 8z 3aneienol kiapkoeri (1.OMr-2. 1 Joneparidy
FEAPANAOPILLY Y KACYNT)

3. Degradation compounds/ [Tpozykrn poznaay

5.0 Individual specific/ InaminyansHi

crenHpivai
RO21169 0.2 % <0, 1%
R034659 £0.2 % <0,1%
ROS5842S < (0.2 %, EORRDS
RO6O204 <0.2% <0,{%
3.2, Individual unspecitied’ <0.2% <0.1%
TpBsinyasbil HecnRusdiuni
5.3 Demradation compounds: <07 % 5 <0.1%
Total/Iponyicry posnaay: Cysa 2

o)

QQ*},\‘%
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Manufacturer ¢ Bupomi: INTL Consumer Health (France) SAS 7 JEKHTJI Kouenronep Xenc (Dhpanc) CAC
Address / Agpeca: Domaine de Maigremont. Val-de-Reuil. 27100 France / [loven e MerpemoH, Bag-ae-Profi. 27100,
Dpanuin

Manufacturing Authorization number / Homep SiNeRsiT A BUpoBHIHOT KinibrocTi; 2022 238 b2

Phone’ Teaedon: ~ 33 2 32 61 7200 Fax/ ®axe: = 33232617297

EFRM-0004731 rev 2.0

Product name’ Haiga npoayxry: IMODIUM® CAPS 2 MG 20 UA AMOJUIYME KATICYAM 2 M 20 YKP
Product Code/ Ko npoayrTy: Internal batch number’ B438171
0081902 T
Baypiulniii HoMep cepli:
Batch number? Hontep cepii: 43V 1901 Importing country / Kpaisa iMropiep. Ukraine/Yxpaida
Manulacturing date’ o o
Hava sipodHmirea 31 10 3024  Eapiry date/ Tepan 9 2029
day et month Voot pik “}“14'1"\1'“('"3'“. Mot e YT Pk
MRRIL
Specification/Cnenudikauin: PR-009354 Rev 20 Market Authovization / JA983L 0101
PeceTpaiiitie MOCRUIHCHHN
6. Digsolution / Posuunenua Q=70% at 30 munites’ Q70% 3 30 xRt Comply/Bianosiaac
7. Content uniformity Loperamide Meets the requirements of Ph. Fur./ Bianorizac sroran ap. Comply/Bianorijae

hydrochloride / Qanopingictn syicry [GHT NN
AOREPANETY TLAPOSHOPIILY

§. Microbiological purity’ Mixpofiosoriuga anerora

8.1 TAMC*® (Total Acrobic Microbial | 107 CF
Count) 3araibHi KinLkicrs depofunx

‘w product KYOn poayiny (omply/Bianopiae

Gakrepifi

8.2 TYMC*¥(Total Combined < 10° CFU
Yeasts/Moulds Count) 3araibra
KETBKICTD APHRKOBHY T IWHCHABIX
rpudig

»product” KYQY nipiayriy (:'ﬂmply/Bij.u‘l()m,"ld(‘

8.3 Specified microorganisms’ Absonce Lscherichia cali in 1 g product/Biacyuicry Escherichia Comply/Bianosiac
Cueundinni aikpoopranimi** coli s | v apoaykry

Comnents / Konenapi:

* Due to local regulatory and marketing requirements, the capsules may have a specific imprinting/ B 3a1CKHOCTE BLT BUMOP PEry:simopumx OpraKis T MAPRCTIHTY,
KAHCYII MOKYTh MATH ClieHpitnii Binburor

=* Test frequency on product refeaser every bateh wntil 3 successive batches pass, then every [0th batch with a minimum of 1 bateh per year! Hacvora nposeacuist
BUTIPOGYBAHL HPIE BUAYCKY: 2958 KOAHOT Cepil. NOKH He DyayTh OTPUMAHT HOIHTHBHI PLIYIbTaTH 484 3x cepiil, qoTiM s Ko HoT 10-1 cepii. ane we mene, #ik 1
cepii y pix

et Dare of batch release” is a date when specific batch was certified in fulf compliance with the GMP requirements and etlectronically signed for approval by
Qualificd Person at validated computerized system of production site /lata Blutyery copii - 2T KAk faka cepin Dyia cept whikosata B 0RHIL BIANOBIHOCTI 20
austor HRIT 12 sarsepiicnn Y HOBHOBIRCHOK OcoBI0 LEANKOM EICKTPOHHOIG IHANHCY 8 RUIIOBANTT KOMU'KYTEPHITT CHOTENT BUPOTHIMOT RERUING

CONCLUSION/BHCHOBOK Accepled/Binosizac
This batch was relcased by the Qualified Person/Lla cepin Oyia sunywena Y HOBHOBHGKCHOKY . R ’
-~ Killian CARRE 1657238

(Name of Qualified Person/la's YrosrosaxeHoi Geodu)

Date of bateh release™* v ]lata 13 12 2024
BHAYCKY cepiit day acun mwndvekun yeas pes

S , s
Certification statements / 3asiga npo cepradiraniso: : 3§;§?*’~(}j\
We hereby certify that the above information on English language is a { 1‘&@‘6‘
packaging/labelling and quality control at the ahove mentioned site(s) I (fﬂ 3
specifications in the Marketing Authorization of the imponing country. vl
compliance with GMP. 7 Llua » JACHIAMYIO. IO HABCACHA BHILE IHPOPMA

bt product has been manufactured. including
Hrequirements of the local Regulatory Authority and with the
She and analysis records were reviewed and found to be in

) OCEORIPHOIO | TOUNOK). LUK Cepilo 11poaykTy dyso supobieno
(BICHOMAOMI AKYBAHHAMAPKYBAHHA) TA MPOBCUCHO KORTPOL T AR0CTE 1Ay

MICHCBIM PEIYNATOPHHA OPIAHOM, 4 TAKOK BLANOBLIR 10 cheutdiraniii sicudy SFRTOPHOTO Oprany i y BLNOBLIHOCTE 31 crreundiKaiicio 1o
peecTpaniitnoro CBiA0ITRA KpaiHu-iIopTepa. MpoToKoy BUPOSHHUTREA, IAKYBAHHA T4 AHATIIR FEPETIBIHYTO T4 BCTAHOBACHO BiznosiguicTs prnoras GMP,

This Quality certificate has been printed and signed on / Ueit

ceprudikat skocTi Sys POAPYKORAHIN T4 AMHCAHIE i 2 2125 e
day en month Y e J— “m(/,ﬂ.,vﬂ"'
AICHI g Mf««”“’"
™

Signature of the Qualified Person/ Tiame VaosHopaenatl (codit:




AEPIKABHA CJIY)KBA 3 JIIKAPCI)KI/IX 3ACOBIB TA AK HTPOJIIO 3A
HAPKOTI/IKAMI/I YV KHIBCBKIi OBJIACTI

npoB. Caitmmisof, Hapit, 3, MKmB 02099 ten/dakc: (044) 576- 40 41
E- ma11 dls. ko@dls gov ua, Kox €IIPHOY 37078774

Bi/ICHOBOK :
Npo AKICTh BBE3eHOI0 B chpamy JllKap(:LKOI‘O 3ac06y

02.01.2025 o | C Nee9sasns/o

IMOI[IYM@
(Hdumnynaﬂﬂx JIlKapCBKOTO 3aco6y 3rifEo 3 peecrpaulmmm nocmmemmm) :
KANCYJIH 10 2 Mr, 1o 20 kancyn y Gaicrepi; 1o 1 6icrepy B KapTomnn nayvui
((popma Bpmyclcy, [O3yBalHA, BUI naxyBamm mKapcm«)ro 3aco6y)

L

Homep peecrpautiiitoro NOCBifueHHs UA/983 1/01/01 CTpoK Aiiil peectpauiiiHoro l’IOCBlJl‘{eHH}I 0] 01.2099

Cepis nixapcnkoro 3aco6y Ne 4KV1141 _' ; Kinbiicrs s BBE3EHOT0 JiKapCLKOro 3aco6y 50688

Bupobuuk JI}KHTH Korxcmomep Xeie (CDpéHc) CAC, (DpaHLIi'g:'"

(Haumenyk AHHS BnpoGHmca AiKapcpKoro 3aco6y, x(pau{ noxo

,szcmm)

Breseno B Yipainy Tosapncmo 3 oﬁrylemenmo anosmanbmcwo "ﬂmoncon i xoncon

Yxkpaina', inenr. xox: 35893512
(HaHMCHyBaHHS{ Ta KOJ 3a CAPIIOY TOPHIMHHOT ocobn abo nplsm»xme iM's, mo GaThbKoBi Qizwunoi
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We hereby certify that the above information an English langui e
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