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JEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH Y KIPOBOI'PAICBKIA OBJIACTI

By [Ipeo6paxencebka, 2, M. KpomuBauuskuii, 25006, ten/dakc: (0522) 32-14-41,
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KepiBHHKAM Ta YIOBHOBAKeHHM 0co00am
ANTEYHHUHX TAa MEAHYHHUX 3alc.r1anin
Kiposorpaacbkoi obaacri

Jlo yBaru Y moBHOBax<eHHX 0Ci0!

Hanaemo posnopsikeHHs JepkaBHOT ciy)0On YkpaiHM 3 JTiKapcbKHX 3ac0o0iB Ta KOHTPOIIO
3a HapKOTHKaMH 110/10 3a00poHH 00iry JikapcbKkoro 3aco0y.

3a_HasIBHOCTI, BKa3aHHX Yy PO3MOPSA/KEHHI JiKapchKUX 3aco0iB, MOBIAOMHUTH JlepaBHY
ciayx0y 3 JKapChbKHX 3aco0iB Ta KOHTpPONI 3a HapkoTHKamu y KipoBorpajacbkiil obnacti mpo
B)XKHTI 3aXOJIY 11010 BUKOHAHHS PO3IOPSIKEHHS.

[HdopMaliro HAIaBaTH HA MaNepoBHX HOCISX MOMITO0, 3a aapecoro: eyi. Ilpeobparncencoka,
2, m. Kponuenuywkuii, 25006, 3 101aTKaMH.

a) OpH BMIIIIEHHI B KAPAHTUH J10/1a€ThCs KOMis MpUOYTKOBOT HAKJIaIHOT;

0) npy NOBEPHEHHI NMOCTAYAIBHUKY J0/IAI0ThCS: KOIMisA MPHOYTKOBOT HaKJIaqHO1,

KOITisl HAKJIaJIHOT Ha [IOBEPHEHHS.

B) Y BHIIQJKY TMepejiadi BiIXOJIB JiKapchbkoro 3aco0y Ha yTuiizaniro abo 3HUILEHHS,
y JIBOTHXXHEBHUi cTpok moindopmyBaTH [lepxkaBHY ci1yx0y 3 JIIKapChbKHX 3ac001B Ta KOHTPOJIO 32
HapkoTHKamHu y KipoBorpazcbkii o61acTi Ta HazaTi Komiro NpuOyTKOBOI HAKJIaIHOL.

[Ip# HACTYMHHX MOCTaBKaX JIKapChbKHX 3aco0iB, BKa3aHMX Yy PO3MOPADKEHHAX, CyO’€KT
roCro/lapioBaHHs [IOBHHEH BXXMTH 3aXOiB 1oA0 3anobiraHHs npuabaHHs, peamisauii Ta
3aCTOCYBaHHS JIIKAPChKHUX 3ac00iB, 3a3HAUEHUX Y PO3NOPS/DKEHHSIX.

Y _BHNAAKY BIACYTHOCTI JIIKAPCBKUX 3ac001B, BKa3aHMX Y pPO3NOPA/DKEHHAX 4M JIMCTaX
Jepxiikcayx0u, BUANOBiAi B MHCHMOBOMY BHIVISII HAIABATH He NOTPiOHO.

OJHOYaCHO HAraayeMo, IO 3 PO3MOPSIDKCHHAMH Ta JHUCTaMH JlepkKiiKcnyxOH MoxHa
o3HalioMuTHCA Ha odiuiiiHoMy BeGcaiiTi [lepxkaBHol ciy6u YkpaiHH 3 JlikapChbKHX 3acobiB Ta
koHTponmo 3a Hapkotukamu  (https:/www.dls.gov.ua/) B posmim  PO3IIOPSJUKEHHSA
JEPXJTIIKCITYXBU.

Jonatok: Komist posnopsimkeHns JlepxaBHoi ciy0H YKpaiHu 3 JIiIKapcbKHX 3aC00iB Ta KOHTPOJIIO
3a HapKoTHKamHu Bix 30.04.2022 Ne 281-001.1/002.0/17-25 Ha 1 apk..

B.o HaYaAbHHKA CAYKOH Haranis MYP3AK
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JEPXABHA CJIY/XBA YKPATHU 3 JITKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(Aepxaikciy:xoa)
npocrnext bepecreiicekuit, 120-A, m. Kuig, 03115, ten/dakc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kog €/IPTIOY 40517815

Ha Ne Bl

KepiBHukam cy0’€KTIB
rocnojapBaHHA, AKi 3aHMalOThCA
peaJiizanielo, 30epiraHHAM i

32CTOCYBAHHAM JIIKAPCBKHX 32C001B

KepiBHHKaM TepUTOPiaILHUX OPraHis
Hepaiikcayxou

PO3IIOPSIKEHHSE

Binnosinuo mo Koncruryuii Vkpainu, crareii 15, 22, 55 3axony YkpaiHu
«OCHOBY 3aKOHOJaBCTBa YKpaiHH TIpo OXOPOHY 3ACPOB'a», cTarteid 15, 21 3akony
Vkpainu «IIpo mikapchki 3acobu», [TonoxeHHs mpo JlepxaBHy ciyx0y Ykpainu 3
NKapchKHUX 3ac06iB Ta KOHTPOIIO 32 HAPKOTHKAMH, 3aTBEP/UKEHOTO HOCTAHOBOKO
KaGinery MinicTpie Vkpainu Bix 12.08.2015 No 647, Topsiiky 3A1MCHEHHA
J€PXKABHOTO KOHTPOIIO SKOCTi JiKApChKUX 3ac00iB, IO BBOSATHCSH B VYkpainy,
3aTBepKEHOTo TocTaHoBo0 Kabinery MinicTpip YkpaiHu Bix 14.09.2005 Ne 902,
nyHkTy 3.2.2 Ilopanky BCTaHOBICHHA 3aG0poHK (TMMYacoBoi 3a0opoHM) Ta
TIOHOBJEHHsI 00iry IKapchKuX 3acoGiB Ha TepUTOpil YKpaiHH, 3aTBEPHKEHOTO
pakasoM MiHicTepcTBa oxopoHu 310pos’s Ykpairu sig 22.11.2011 Ne 809 (3i
3MiHaMm), 3apeecTpoBaHOro MiHiCTepCTBOM foctanii Yepaiuu 30.01.2012 3a
Ne 126/20439, TIopsaKy KOHTPOIIO SKOCTI JIIKapChKHUX 3aco0iB I yac OINTOBOL Ta
pO3PIOHOI TOPTiBI, 3aTBEPIKEHOr0 HAKa30M MiHicTepcTBa OXOPOHH 30POB'S
Vipaian Big 29.09.2014 Ne 677, 3apeecTpoBanoro MiHicTepcTBOM IOCTHULI
Vxpainm 26.11.2014 3a N 1515/26292, [Mpapun yTwiisamii Ta 3HUINCHHA
NiKapCHKUX 3acobiB, 3aTBEP/UKCHHX HaKa30M MiHicTepcTBa OXOPOHH 30POB’S
Vkpainwu Bix 24.04.2015 Ne 242, 3apeecTpoBaHUX MiHicTepCTBOM IOCTHILIT Y KpartHU
18.05.2015 3a Ne 550/26995, Ha miacrasi inpopmartii 1Y «lleHTp rpoOMaICEKOro
smopos’ss MO3  Vkpaimm» (nmer  Bin  28.04. 2025 Ne 04-12/20/2641/25),
MiKHapoiHOro ToBifoMueHHs (Ref. RPQ/REG/ISF/Alert) iy 23.04.2025 Ne 2.2025
OO BHsBIEHHA B 00iry Ha Tepuropii KamepyHy Ta Hempaﬁiﬁma%g’kgmﬂ@m«ﬁa

BKHX 3aC00IB Ta
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npunatHocti 10/01/2027), H02605 (tepmin npugatrocTi 02/27), H026051 (Tepmin
npugatHocTi 01/26) danbcudikoanoro mikapcskoro 3aco0y HEALMOXY
Capsules 500 mg, 3  wMapkyBaHHAsM  BupobHuka  «MAXHEAL
PHARMACEUTICALS (India) Limited», Iazgis (boro nomaerscs).

3 METOI0 aKTHBHOI NpOTUAil MomupeHHIO (ianbcu(ikOBaHUX JHKAPCHKUX
3ac00iB, 110 MOXXYTh CIPUYMHUTH PO3BUTOK XBOpoOHW a0 HEHANEXHE JNiKyBarH,
HECTH MOTEHILIiiHy 3arpo3y XKUTTIO Ta 30POB’I0 HACeJIeHHS i € HeOe3MeYHUMHU:

3ABOPOHSAIO peanizauito, 36epiranns Ta 3acTocyBaHHs cepiii 023011,
HO02605, HO026051 danscudikoBanoro iikapcekoro 3acody HEALMOXY
CAPSULES 500 mg, 3 wmapkyBanHsam BupoOHuka «MAXHEAL
PHARMACEUTICALS (India) Limited», Inais.

y0’eKTaM rocriofiaploBaHHsI, AKi 3AIMCHIOIOTH peai3auito, 30epiranHs Ta
3aCTOCYBaHHA JIKapCbKUX 3aco0iB, HEBIAKIAJHO, IMICHA OACPXKaHHA [aHOTO
PO3NOPAIKEHHS, IEPEBIPUTH HASBHICTH BUILIEBKA3aHUX Cepiid JTKapChKOTo 3aco0y,
BXKHUTH 3aXOHH IIONO BHJIYYEHHS iX 3 00iry LIIIXOM 3HHILCHHS a00 NOBEpHEHH:
M0CTaYalbHAKY/BUPOOHKMKY, MpPO 10 TMOBLAOMHUTH TEPUTOPIAIBHUNM Opra
Hepxnikenyx6u. V pasi 3HMIIEHHS BIJXOJIB IpernapaTry B ABOTIDKHEBHH CTPOK
HalpaBUTH 1O TEpUTOpialibHOTO oprany JlepKmikcayxOu Komiro akra mpo
3HUILIEHHS BIAXOAiB JiKapChKOro 3acoly.

KoHTposib 3a BUKOHaHHAM JaHOTO PO3MOPSIDKCHHA  3AiACHIOIOTH
TepuTOpiaNbHi opranu Jlepximikciyx0u Ha BIANOBINHIM TepuTOopii.

HeBHKOHAHHS [AHOrO PO3MOPSIKEHHS TATHe 3a CO0OI0 BiINOBiAANbHICTH
3riJIHO 3 YHHHUM 3aKOHOJaBCTBOM Y KpaiHU.

Kormii faHoro po3mopsiKeHHs HapaBieHi:
MIiHICTEPCTBO OXOPOHU 310POB'd YKpaiHu;
JIT « AepxaBuuii excneptauit neHTp MO3 Ykoainm».

TosioBa Poman ICACHKO

Hina YOPHEHBKA, Ten.(044) 422-55-76 (133)
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Medical Product Alert N°2/2025
Falsified HEALMOXY (Amoxicillin) Capsules 500mg identified in the
WHO African Region

Alert Summary

This WHO Medical Product Alert refers to four batches of falsified HEALMOXY Capsules 500mg. The falsified products
have been detected in Cameroon and the Central African Republic, and were reported to WHO in March 2025.

The active pharmaceutical ingredient in genuine HEALMOXY capsules is amoxicillin: it is an antibiotic used to treat a variety
of bacterial infections, including middle ear infections, pneumonia, skin infections, dental infections, and urinary tract
infections.

How to identify these falsified products
These products are falsified as they deliberately misrepresent their identity, composition, and source.

e Analysis of samples of the falsified HEALMOXY found the capsules did not contain the stated active ingredient,
specifically amoxicillin.

e At least two of the falsified products display inconsistent formats for manufacture and expiry dates. Dates on these
falsified products are displayed as day/month/year in eight digits (e.g., 10/01/2027).

Please refer to the Annex of this alert for full details of the falsified products.

Risks

These falsified products are unsafe and may pose significant health risks, particularly for severe infections or vulnerable
individuals. The falsified HEALMOXY is not efficacious and should not be used to manage bacterial infections. Amoxicillin
is an antibiotic that works by killing bacteria or preventing their growth. Without the active ingredient, these products would
not be effective in treating the infection, which could lead to the infection worsening or spreading. It is crucial to detect and
remove any falsified HEALMOXY from circulation to prevent harm to patients.

Advice to healthcare professionals, regulatory authorities and the public

Health-care professionals should report any incident of adverse effects, lack of therapeutic effect or suspected falsification
to the National Regulatory Authorities or National Pharmacovigilance Centre.

WHO advises increased surveillance and diligence within the supply chains of countries and regions likely to be affected by
these falsified products. Increased surveillance of the informal/unregulated market is also advised. National
regulatory authorities/health authorities/law enforcement are advised to immediately notify WHO if falsified products are
detected in their country. If you are in possession of any of these products, WHO recommends that you do not use them. If
you, or someone you know, has, or may have used, these products, or suffered an adverse event or unexpected side-effect
after use, seek immediate medical advice from a health-care professional or contact a poisons control centre.

All medical products must be obtained from authorized/licensed suppliers. If you have any information about the
manufacture or supply of these falsified products, please contact WHO via rapidalert@who.int.

WHO Global Surveillance and Monitoring System for Substandard and Falsified Medical Products
Please visit: https://www.who.int/health-topics/substandard-and-falsified-medical-products, or e-mail: rapidalert@who.int

Ref. RPQ/REG/ISF/Alert N°2/2025 | | 1


https://www.who.int/health-topics/substandard-and-falsified-medical-products
mailto:rapidalert@who.int
mailto:rapidalert@who.int

it @

o

World Health
rganization

April 2025

Annex: Products subject of WHO Medical Product Alert No. 2/2025

Product Name

HEALMOXY Capsules 500mg

e e MAXHEAL PHARMACEUTICALS (India) Limited
Identified in Cameroon
Batch 023011 023011 H02605
Expiry date 18/07/2025 10/01/2027 02/27
Healmoxy Capsules 500
Amoxicillin Capsules B
M.L. /Lic de Fab M.L. /Lic de Fab : 58
M.L. /Lic de Fab Batch No./Lot No.
Batch No/LotNo. Mfg. Date/ Date de Fab :
Exp. Date/ Date de Exp
NAFDAC Reg. No.
Available
Photographs

10 STRIPS OF 10 CAPSULES EACH :
10 PLAQUETTES DE 10 GELULESEN CARTON

WHO Global Surveillance and Monitoring System for Substandard and Falsified Medical Products
Please visit: https://www.who.int/health-topics/substandard-and-falsified-medical-products, or e-mail: rapidalert@who.int
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Product Name

HEALMOXY Capsules 500mg

Stated manufacturer

MAXHEAL PHARMACEUTICALS (India) Limited

Identified in Central African Republic
Batch H026051
Expiry date 01/26

Available Photographs

4’ 10STRIPS OF 10 CAPSULES EACH
' 10PLAQUETTES DE 10 GELULES EN CARTON

Amoxicillin Capsules BP 3

M.L. /Lic de Fab 5 58

Exp. Date/ Date de Exp : 01/2
NAFDACReg.No. : 04-4

Batch No./Lot No. : HO26)
Mfg. Date/ Date de Fab: 01/2

WHO Global Surveillance and Monitoring System for Substandard and Falsified Medical Products
Please visit: https://www.who.int/health-topics/substandard-and-falsified-medical-products, or e-mail: rapidalert@who.int
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