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JIEPXKABHA CJTIYKBA YKPAIHU 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
JAEPKABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTUKAMM Y XMEJBbHUIBKIN OBJIACTI

JIsBiBCBKE IOCE, 10/1, M. XMempHUIBKMH, 29016, Ten/dake: (0382) 66-01-07
e-mail: dIs.km@dls.gov.ua, Koxg €JIPIIOY 37098188

KepiBankam cy0’ekTiB rocnogapoBaHHs,
JiKYBAJbHO-NPOQIIAKTHYHHX 3aKJIA/TIB,
sIKi 3aliMal0ThCsl peaJiizanicio
(ToprisJiero), 30epiraHHAM Ta MeIUIHUM
3aCTOCYBAaHHSAM JIIKAPCHKHUX 32c00iB
(3a ciUCKOM)

IHOBIJOMJIEHHSA

1. PAJIBCHUDIKALIA

1.1. Ha migncraBi HaAXOM:KeHHSI MiKHAPOJAHOI0 TNOBIIOMJIEHHSI BiJ
peryasitopHoro oprany bpasuiii NeBR/Falsificaca0/449.2.0 mono BusiBJIeHHS B
00iry cepii P22686 dpanbcudikoBaHOro JikapcbKoro 3acody, 3 MeTO aKTUBHOIL
NPOTHAII MOIIMPEHHIO JIKAPCHKHUX 3aC00iB, HIIAXH HAAXOIKEHHSI Ta YMOBH
30epiraHHsi SIKMX HEBiIOMI, BH3HAYMTH SAKICTb Ta O0€3MEeYHICTh JKHX
HEMOKJIUBO, 3 OTJISIIY HA Te, [0 TAKA NMPOAYKIif € He0e3MeYHOI0 Ta MOKe HECTH
3arpo3y SKHTTIO Ta 3/0POB K0 HAacCeJIeHHsI — 3a00pOHSIETLCH peaJtizailis,
30epiraHHs Ta 3acTOCyBaHHA PaabCH(PIKOBAHOIO JIKAPCHKOT0 3ac00y:

- DYSPORT® 500 U (Botulinum toxin type A), JiodijizoBanuii mopomoxk,
cepii P22686, 3 mapkyBannsim Ipsen Farmaceutica Ltda.

/Posznopsioacenns Jlepocrixcayarcou Ne408-001.001/002.0/17-26 io 27.08.2026/.

1.2. Ha migncraBi HaAXOM:KeHHSl MiKHAPOJHOI0 MOBIIOMJIEHHSI BiJ
peryastopuoro oprany bpa3suiaii NeBR/Falsificacio0/448.1.0 moao BusIBJIeHHSA
B 00iry cepii 10008808 ¢anbcudikoBaHOro JiKApCHKOro 3acody, 3 MeTOI0
AKTHBHOI NPOTHIIl MOUIMPEHHIO JIKAPCbKHUX 32C00iB, HIJIAXH HAJAXOMAKECHHA Ta
YMOBH 30epiraHHsi sIKMX HeBIIOMi, BU3HAYUTH SIKICTH Ta 0e3MEYHICTh SIKHX
HEMOKJIUBO, 3 OTJISIIY HA Te, 1[0 TAKA NMPOAYKIif € He0e31eYHOI0 Ta MOKe HECTH
3arpo3y JKUTTI0O Ta 3/0POB K0 HAaceJleHHA — 3a00pOHSIEThCSI peaJtizamis,
30epiraHHs Ta 3acTOoCyBaHHA PaabCHPIKOBAHOIO JIKAPCHKOT0 3ac00y:

- TRODELVY (Sacituzumab govitecan), acenTtu4yHo 00po0JeHi
NapeHTepajJibHi po3unHu Majaoro o06'emy, cepii 10008808, 3 mapkyBaHHsAM
BupoOHuka GILEAD SCIENCES INC, Kaxidopnis.

/Posnopsioacenns Jlepocrixcayarcou Ne409-001.001/002.0/17-26 6io 27.08.2026/.
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IIpn BusiBJIeHHI 3pa3KiB BKa3aHOIO JIKapCbKOro 3aco0y BKMTH 3aXO01H
00 BHWJIYYeHHs IiX 3 00iry NILIAXOM 3HHUIIEHHS 200 NOBEPHEHHS
NMOCTAYAJIbHUKY.

2. 3ABOPOHACTHCA

2.1. Y 3B’A3Ky i3 3akiHYeHHSIM CTPOKY THM4YAacoBOI 3a00poHM —
3a00pPOHSAETHCA peaJtizanis, 30epiraHHs Ta 3aCTOCYBAHHA JiKAPCHKHUX 32C00iB:

- CAJIIWJIOBA MA3b, ma3b 2% mno 25r y Ty0ax jJaMiHATHMX B Nayili,
cepii 030724, pupoonuursa [IpAT ®dapmauesTudyna ¢padpuka «Biosa», YKpaina
(peectpauniiine mocBiguenns NeUA/6683/01/01).

/Po3znopsocenns Jlepocnixcayarcou Ne402-001.001/002.0/17-26 6io 26.08.2026/.

Ilpn BusIBJIeHHI 3pa3KiB BKAa3aHOI0 JIKAPCHKOr0 3ac00y B:KHUTH 3aX0aU
00 BUWJIYyYeHHS iX 3 00iry HILISXOM NOBEPHEHHS NMOCTAYAJbHUKY/BUPOOHHUKY
a00 3HUIIIEHHS.

2.2. Ha miacraBi HaaXoMKeHHsI MDKHAPOJXHOIO TIOBIAOMJIEHHSI Bil
peryiasitopnoro oprany Hivmeyuyunu NeDE BB 01/11/2026/0188/1 ctrocoBHO
Bigkiauky cepii F160456 (cepiss «in bulk» - 51225B) gikapcbkoro 3aco0Oy, y
3B’A3KyY 3 OTPMMaHHAM iH(popmamii Mm0J0 HEBIANOBIAHOCTI BHUMOram
HOPMATHBHMX JOKYMEHTIB Npenapary 3a NOKa3HUKOM «AKTHBHICTH JiNa3mw», 3
METOI0 AKTHMBHOI NPOTH/II NOMIHUPEHHIO JiKAPCHKHUX 32c00iB, 3 OIVIsIAYy Ha Te, 10
TaKa NPOAYKIlisi € HeOe3MeYHO Ta MOKe HEeCTH 3arpo3y KMTTIO Ta 30POB 10
HaceJleHHsI — 3a00poHsA€TbCH peanidamisi, 30epiraHHss Ta 3aCTOCYBaHHA
JIKapcbKOro 3aco0y:

- ME3UM® KAIICYJIA 10000, kancyad TBepai 3 KHIIKOBOPO3YHHHUMH
MiHi-Ta0seTkamu; mo 20 kamcya y Oanmi, cepii F160456 (cepis «in bulk» -
51225B), BupoOnunrBa Anep Papmacbroortikiac CPJI, Itania (peecrpamiiine
nocBiguenns NeUA/6763/01/01).

/Posnopsioacenns Jlepocrixcayarcou Ne403-001.001/002.0/17-26 6io 26.08.2026/.

23. Ha migcraBi HaAXOM:KeHHS  MI)KHAPOJAHOr0 TMOBIIOMJIEHHSA
Big peryasropnoro oprany Mopaanii NeJO/I/23/01 cTocoBHO BinkIuKy 3 00iry
cepii VLM44A Jikapcbkoro 3aco0y, mo o(iuniiiHo He BBO3UJIACH HA TEPUTOPIiIO
Ykpainu, y 3B’3Ky 3 OTPUMAHHAM iHGopmalil 11010 HEBIAMOBITHOCTI BUMOraM
HOPMATHBHUX JOKYMEHTIB pe3yJbTATIiB aHAJI3y [IeKCaMeTa30Hy, 3 MeTOI0
AKTHBHOI MPOTHAII NOIIMPEHHIO JIKapCbKUX 3aC00iB, 3 OIJIsIy HA Te, L0 TaKa
NPOAYKIlIA € He0e3NMeYHO Ta MOKe HEeCTH 3arpo3y SKUTTI0 Ta 310pPOB 10

HaceJIeHHsI — 3a00pOHSIETbCH peaJisamisi, 30epiraHHsi Ta 3aCTOCYBAHHS
JIKaApChKOro 3ac00y:
- TOBPAJIEKC®/ TOBRADEX EYE OINTMENT

(Tobramycin/Dexamethasone), ma3p ouHa; mo 3,5r y TyOi, cepii VLM44A,
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pupoOHuuTBa Hosapric Manypakrypinr HB, beasbrigs (peectpauiiine
nocBiTuenHs NeUA/2448/02/01).
/Poznopsooicenns [epocnixcayocou Ne404-001.001/002.0/17-26 6io 26.08.2026/.

2.4. Ha miacraBi HaaXoMKeHHsI MDKHAPOJXHOIO TOBIZOMJIEHHSI Bil
peryasitopuoro oprany Ipaanaii NeIE/1/2026/02 ctocoBHO Bigk/JIMKYy 3 00iry cepii
25002 nikapcbkoro 3aco0y, mo odiniiiHo He BBO3MBCH HA TEPUTOPil0 YKpPaiHM,
y 3B’MI3KYy 3 OTPMMAaHHAM iH(opMauii 1010 IVIyTAHUHH 3 YIIAKOBKOIKO (YIIAKOBKA
3 mapkyBaHHaM «Ta0aerku Warfant 3mg» mictuna tadaerku « Warfant 1mg»),
3 METOI0 AKTHMBHOI NPOTH/ilI NOIIMPEHHIO JIKAPCbKHUX 3aC00iB, 3 OIVISIAy Ha Te,
10 TaKa MPOAYKIUisl € HeOe3MeYHOI Ta MOKe HECTH 3arpo3y KUTTIO Ta 310POB 10
HaceJleHHsI — 3a00poHsA€TbCH peanidaudisi, 30epiraHHss Ta 3aCTOCYBaHHA
JIKaApCHKOro 3ac00y:

- WARFANT 3mg (WARFARIN SODIUM), Ttaougerkn Nel00 vy
MOJIINPONJIEHOBOMY KOHTeliHepi, cepii 25002, BupoonuurBa Famar Italia S.p.A.,
ITanis.

/Poznopsooicenns [epocnixcuyscou Ne405-001.001/002.0/17-26 6io 26.08.2026/.

2.5. Ha miacraBi HaaXomMKeHHsI MIKHAPOJXHOIO TMOBIAOMJIEHHSI Bil
peryastopuoro oprany Kanmamm Ne2026-087680 crocoBHO Bigkiauky 3 00iry
cepii 100070495, 100068913 snikapcbkoro 3aco0y, mo oginiliHO He BBO3MBCH Ha
TEPUTOPiI0 YKpaiHu, y 3B’A3KY 3 MOK/IUBOI0 HASIBHICTIO CepPTPAiHy, 3 METOI0
AKTHBHOI NMPOTHAII NOIIMPEHHIO JIKapCbKUX 3aC00iB, 3 OIJIsIAY HA Te, IO TaKa
NPOAYKUiA € He0e3MeYHOI Ta MOXKe HeCTH 3arpo3y MKUTTI0 Ta 310POB IO
HaceJleHHsI — 3a00poHsieTbCsl peadizalisi, 30epiraHHs Ta 3aCTOCYBaHHA
JIKaApChKOro 3aco0y:

- TEVA-PREGABALIN CAPSULES 150mg (Pregabalin), kancyau TBepai
nmo 150mr, cepiii 100070495, 100068913, BupoOnunTBa Teva Canada Ltd,
Kanana.

/Po3nopsooicenns [eporcnixcayscou Ne406-001.001/002.0/17-26 6io 26.08.2026/.

2.6. Ha miacraBi HaaXomKeHHsI MIKHAPOJXHOIO TMOBIIOMJIEHHSI Bil
peryastopuoro oprany Tainanay NeTH/I1/2026/019 cTtocoBHO H0OpPOBiJILHOIO
BiAkiauKy 3 00iry cepii HMG24706, HMG24707, HMG25701, HMG25702,
HMG25704 aikapcbkoro 3aco0y, mo o¢giuiiiHo He BBO3WJIACH HA TEPUTOPIIO
Ykpainu, y 3B’A3KY 3 OTPUMAHHAM iHGopmalil 11010 HEBIAMOBITHOCTI BUMOramM
HOPMATHBHHMX [JOKYMEHTIB, 3 METOK AKTHMBHOI MNPOTHAIlI IOIIHPEHHIO
JIKAPCHhKHUX 3aC00iB, 3 OIVIsIY HA Te, L0 TAaKAa NMPOAYKUiA € He0e3NMe4YHOK Ta
MOKe HeCTH 3arpo3y JKUTTI0O Ta 3/J0pPOB 10 HAaceJleHHI — 3a00pOHSEThCS
peaJnizauisi, 30epiraHHsi Ta 3aCTOCYBaHHA JIIKAPCbKOr0 3ac00y:

- IVF-M HP 751U (HIGHLY PURIFIED HUMAN MENOPAUSAL
GONADOTROPIN), giodinizoBaHuii NMOPOMIOK IS PO3YMHY s iH'€KIiH,
cepii. HMG24706, HMG24707, HMG25701, HMG25702, HMG25704,
upoOHuuTBa LG CHEM, LTD., Kopes.
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/Po3znopsocenns Jlepocnixcayarcou Ne407-001.001/002.0/17-26 6io 26.08.2026/.

Ilpn BuUsIBJIeHHI 3pa3KiB BKa3aHMX JIKAPCHLKHUX 3aC00iB BXKUTH 3aX01U
010 BHJY4YeHHs iX 3 0O0Iry HLISIXOM TOBEPHEHHS INOCTAYAJbHHUKY 200

SHUIIICHHA.

3. ZO3BLJ1 ITIOHOBJIEHHSA OBIT'Y

3.1. Ha miacraBi 3BepHnenHs TOB «MEIJIEB» (aucr Big 11.05.2026
Ne1105/60), nmosuTuBHUX pe3yabTaTiB aociaigxeHnsa cepii 010325 gikapcbkoro
3aco0y (ceprudikar anamizy Big 25.08.2026 NeNel484), aucra [lep:kaBHoi
CJIY:KOM 3 JIIKAPCbKHUX 32C00iB Ta KOHTPOJIIO 32 HAPKOTHKAMM 00 MOKJIMBOCTI
peaqizamii Bix 19.11.2025 Ne986-001.3/002.0/17-25 — 103B0JISAE€THCS MOHOBJICHHS
00iry JikapcbKoro 3acooy:

— CHOUPT ETHUJOBUM 70%, po3unn 70%, mo 100ma y ¢aakoHax
noaiMepHux, cepii 010325, Bupoonuurea TOB «MEIJIEB», Vkpaina
(peectpaniiine mociguenns NeUA/17310/01/01).

/Piwenus npo nonosnenns ooiey nikzacooy [lepaiciixciyocou
Ne401-001.001/002.0/17-26 gio 26.08.2026/.

[ToBimomnenHs JlepkaBHOI ClIy’KOHM 3 JIIKAPCHKUX 3acO0IB Ta KOHTPOJIO 3a
HapKOTUKaMHU y XMenbHULBKIA obsacti Nel56-01.1/02/05.23-25 Big 14.07.2025
(mo3ullisl) — BIAKJIMKAETbCS.

Ilpu HacCTymHHMX TOCTABKAX BXUTH 3aX0Ad HIOAO0 3ano0iraHHs
NnpuI0aHHI0, 3aCTOCYBAHHI0O Ta peaJizanii JikapcbKHUX 3ac00iB, HaBeJIeHUX B
MOBiTOMJICHHI.

Pe3yabTaTH ONpaunioOBaHHST TOBIJOMJIEHHST HAaAATH MNHCBMOBO /10
Jep:xaBHOI cay:k0u 3 JIKAPCHLKHUX 3aC00IB Ta KOHTPOJII 32 HAPKOTHKAMH Y
XMeabHULBbKIH o0aacTti (29016 M. XMmeabHuubkuii, JIbBiBchbke mioce,10/1) go
03.09.2026p. 3 BinmoBiAHMMHM JOKYMeHTaMH. BianmoBigajbHicTh 3a BUKOHAHHS
PO3NOPA/IKEeHb MOKJIAJAETHCA HA KEPIBHUKIB Cy0’€KTIB rocnoiaproBaHHs.

HeBuxkonanns posnopsikeHns /[lepaxaBHol ciay:k0M TsrHe 3a co0010
BIANOBIAAJBbHICTD 3ri/IHO 3 YUHHUM 3AKOHOJAABCTBOM Y KPaiHH.

HavanbHuKk ciry:R0n Irop MIVITHYYK

I'anna TAJIAITYYK 66-01-07



