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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. BABOPOHAECTHCA

1.1. Ha miacraBi HaaxoM:KeHHsA iHpopmaunili Big yYIOBHOBaXKeHOL
Jaboparopii (et Bix 26.02.2026 Ne2/241) cTOCOBHO HEeBIANOBIAHOCTI BUMOraM
METOiB KOHTPOJII0 SIKOCTI 32 MNOKa3HUKOM «(00'eM, 10 BHUTATAETHCHA»
(3anmxenuit) cepii 010724 gikapcbkoro 3aco0y — 3a00pOHSIETHCS peaJi3alis,
30epiraHHsi Ta 3aCTOCYBaHHS JIIKAPCbKOI0 3ac00y:

- JIEBOIIPO®, po3uuu mpias ingysid, 500mr/100mu; mo 100ma vy
KOHTelHepi; mo 1 KOHTelHepy B MOJIieTUJIEHOBOMY NaKeTi B KOpoOui, cepii
010724, BupoonuurBa Il «®Papmarpeiin», YkpaiHa (peecTpaumiiine
nocBiquenns NeUA/11924/01/01).

/Poznopsooicenns Hepocnixcayncou Nel15-001.3/002.0/17-26 6io 04.03.2026/.

1.2. Ha miacraBi HAAXOMKeHHS MI)KHAPOJHOIO TOBIIOMJIEHHSI BiJ
peryiasitopnoro oprany CIIA mogo BuSIBJIeHHSI HeBiANOBIAHOCTI YMOB
30epiranHsi JiKapcbKoOro 3aco0y, 3 MeTOKW AKTHBHOI NPOTHAII NMOIIMPEHHIO
JIKApCHhKHUX 3ac00iB, 3 OIVIsIAY HA Te, L0 TAaKa NMPOAYKUiA € He0de3NMeYHOK Ta
MOKe HeCTH 3arpo3y MKUTTI0O Ta 3J0POB 0 HaceJeHHS — 3a00pOHSETHCH
peaJtizanisi, 30epiranas Ta 3aCTOCyBaHHS JIKAPCHKOI0 3ac00y:

- UDENYCA (Pegfilgrastim) 6mr/0,6mi, po3umH aJs iH’€Kuid, maprii
2199821 (116 cepiii 3rigno 3 ronarkom), BupooHunTBa ACCORD BIOPHARMA
INC, CIIIA, mo odiniiiHo He BBO3MBCS HA TEPUTOPi0 YKpaiHM.

/Poznopsooicenns [epocnixcayncou Nel19-001.3/002.0/17-26 6io 04.03.2026/.

Ilpn BusIBJIeHHI 3pa3KiB BKa3aHUX JIKAPCHKHUX 3aC00iB BXKHUTH 3aX01H
1[0/I0 BUJIYYeHHS iX 3 00iry HLIsIXOM NOBEPHEHHS NMOCTAYAJIbHUKY/BUPOOHUKY
200 3HUIIICHH.
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1.3. Ha migcraBi HaaXOMKEHHSI  MIiKHAPOAHOIO  NOBIAOMJICHHS
Bin peryasTopnoro oprany bpasmiaii NeBR/Desvios de qualidade classe
11/419.1.0 mono Biakauky 3 o00iry cepii 24112378 aikapcbkoro 3aco0y, mio
oQiuiiiHO He BBO3UBCH HA TEPUTOPII0 YKpaiHU, y 3B’S3KYy 3 BHAABJIECHHAM
BHIMMHUX 4YACTOK Yy (UIaKOHI, 3 MeTOH AaKTHBHOI NPOTHAII NOIIHUPEHHIO
JIKApChKHUX 3ac00iB, 3 OIJISIY HA Te, II0 TAKA MPOAYKUiA € He0e3Me4YHOK Ta
MOKe HeCTH 3arpo3y JKUTTI0O Ta 3J0POB 0 HaceJeHHS — 3a00pOHSAETHCH
peaJiizamisi, 30epiraHHsi Ta 3aCTOCYBaHHS JIIKAPCHKOI0 3ac00Y:

- DIPIRONA (Metamizole) S00mg/ml, po3uun pjas iw’ekuii, mo 2mMJ B
amnyJax, cepii 24112378, supoonuursa HYPOFARMA - INSTITUTO DE
HYPODERMIA E FARMACIA LTDA, Bpa3uisi, mo odiuiiino He BBO3MBCS Ha
TEPUTOPil0 YKpaiHH.

/Po3znopsooicenns Jlepocrixcayarcou Nel16-001.3/002.0/17-26 sio 04.03.2026/.

Ilpn BuUsIBJIeHHI 3pa3KiB BKAa3aHMX JIKAPCHLKHX 3aC00iB BXKUTH 3aX01U
010 BHJIYYeHHs iX 3 00Iry HLISIXOM TOBEPHEHHS NOCTAYAJbLHHUKY 200

SHUIIICHHA.

2. TUMYACOBO 3ABOPOHAETHCA

2.1. Ha miacraBi HaQXO0AKeHHSI TEPMIHOBOIr0 nmoBigomJieHHs Bix 27.02.2026
Ne55-01.1/02.0/06.18-25 [depxaBHOI C1y:K0U 3 JIKAPCHLKHUX 32C00iB Ta KOHTPOJIIO
3a HapkoTMkamMu y PiBHeHCBHKIiil 00/1acTi Ta HEraTHBHOIO BHMCHOBKY ILI0J0
sikocTi Bix 26.02.2026 Nel3 JlabopaTopii 3 KOHTPOJIIO AKOCTI JIKAPCHKHUX 32C00iB
Ta MeAMYHOI NPOAYKIil /lep:kaBHOI CIYyKOM 3 JTIKAPCHKHUX 32C00iB Ta KOHTPOJIIO
3a HapkoTUKaMM y PiBHeHCBKIiil 00J1acTi CTOCOBHO HEBIAMOBIIHOCTI BHUMOram
METO/IiB KOHTPOJIIO SIKOCTi 32 MOKa3HUKOM «Onuc» (oxkpemi TadjJieTKM MaKTh
NMOMIKOJKeHY OO0OJIOHKY, TeMHi BKpPAIVICHHSI TAa HEOJHOPiAHe 3a0apBJIeHHA
noBepxHi) cepii 14253892A Jikapcbkoro 3aco0y — THMYacOBO 3a00POHSETHCS
peaJiizalisi Ta 3aCTOCYBaHHS JIIKAPCHKOIO0 3ac00Yy:

- PABIMAK, Ta6;1eTKH, BKPUTi 000JI0HK010, KHIIKOBOPO34YUHHi mo 20mr,
no 15 Tabaeroxk y OJaictepi, mo 2 OJiicrepym B KapTOHHIN ynakoBHi, cepii
14253892A, BupoOHMuTrBa Makieoac Papmacbrotrukajic Jlimiten, Ingis
(peectpauiiine mocBiguenns NeUA/3161/01/01).

/Po3znopsooicenns Jlepocnixeayarcou Nel18-001.3/002.0/17-26 sio 04.03.2026/.

2.2. Ha miacraBi HaIXO0AKeHHs TepMiHOBHMX moBigomuieHb Bix 25.02.2026
Ne Ne154.01.1/03.0/06.10-26, 156.01.1/03.0/06.10-26 [lep:kaBHOI cayx0u 3
JiKapCbKHUX 3aC00iB Ta KOHTPOJIIO 32 HApKOTHKaMHu Y M. KneBi Ta HeraTuBHMX
ceprudikariB  anamizy Bim 23.02.2026 Ne Ne0285, 0286 ynoBHOBaxkeHOI
Jaboparopii 1100 HEBIANMOBITHOCTI BHMOraM MeTOAIB KOHTPOJIO SIKOCTI 3a
NnoKkasHUKoM «MapkyBanus» (wpudrt bpaias: indopmanino HaHeceHO
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HeunTabeabHO) miasa cepiii 11257, 11255 aikapcbkoro 3acody — THMYacoBO
3a00pOHSIETHCA peaJtizanlis Ta 3aCTOCYBAHHS JIKAPCHKOI0 3ac00y:

- I'TIPOKOPTHU30H, ma3p 1%; mo 10r y ty6i; mo 1 Ty0i B KapTOHHIii
mavuni, cepi 11257, 11255, BupoonumurBa TOB «Apnimen», Pecmy0OJjika
Bipmenis (peectpauniiine nocBinuenns NeUA/19438/01/01).

/Poznopsooicenns [epocnixcuyncou Nel21-001.3/002.0/17-26 6io 05.03.2026/.

Ilpu BusiBJIeHHiI 3pa3KiB BKa3aHUX JIKAPCbKHMX 3aC00iB BKUTH 3aX0IH
100 BUJIYYEHHH iX 3 00iry HLJISIXOM NOMILIICHHS B KADAHTHH.

YBAT'A!

1. V 3B'a3ky 3 Haaxoa:KkeHHsiM iHpopmanii Bin BupoOHMka AILlC
JOB®DAP C.ILLA., ITanis, depaaikciay:k0a NOBiIOMJIS€ HACTYITHE.

His po3nopsiizkeHHsT NPO 3a00poHY peadizamii Ta 3aCTOCYBaHHS Bif
12.06.2025 Ne375-001.1/002.0/17-25 (IloBimomuiennss [depxkaBHOI Ciayk0m 3
JIKAPCHKHUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKaMH Yy XMeJbHHUUbKIN 00JacTi
Nel124-01.1/02/05.23-25 Bix 13.06.2025) moao Jgikapcbkoro 3aco0y HE@IKCUM-
BICTA, Ta0JieTKH, BKPUTI ILTIBKOBOK 000J10HKOKW, 10 400Mr, 110 5 TadjeTok y
Osicrepi, mo 1 ado 2 Oaicrepu B KapTOHHiH kopoOui, BupooHuuTBa «ALlC
JOB®AP C.IL.A.», Iraxia (peecrpauiiine nocBixyenus UA/19614/01/01),
He MOMMPIETHCA Ha cepil 25102324, 25102325, 25102421, 25102527, 25102528,
25102532, 25102533, 25102534, 25102543, 25102544, 25102545, 25102546,
25102547, 25102561, 25102562, 25102563, 25102564, mo BUTOTOBJEHI 3
BUKOPHCTAHHAM aKTHBHOro ¢apmaneBTuuyHoro inrpegienry (Cefixime),
BupooHuka A®I Qilu Antibiotics pharmaceutical Co. Ltd.

Ilpu HacTymHHX TOCTABKAX B)KUTH 3aX0Ad WIOAO0 3amno0iraHHs
NPUAOAHHI0, 3aCTOCYBAaHHIO Ta peaJi3amii JikapcbKUX 3ac00iB, HaBeJIeHUX B
MOBiIOMJIEHHI.

Pe3yabTaTH onmpamioBaHHA NOBiIOMJIEHHSI HAJAaTH NHCHBMOBO [0
Jep:xaBHOI ciy:k0u 3 JIKAPpCHLKUX 3aC00iB Ta KOHTPOJII 32 HAPKOTHKAMH Yy
XMeqbHULBKIA o0sacTi (29016 M. XmenbHuubkuii, JIbBiBcbke moce,10/1) mxo
13.03.2026p. 3 BiANOBIIHUMH JOKYMEHTAMHU. BilmoBigajbHICTh 32 BHKOHAHHSA
PO3MOPSIKeHb OKJIAJAETHCH HA KEPIBHUKIB Cy0’€KTIB rocnoaproBaHHs.

HeBukonanus posnopsiaxkeHns /[lepxxaBHol ciay:k0M TsrHe 3a co0010
BIAMOBIAAJIBbHICTD 3riJIHO 3 YUHHUM 3aKOHOJAABCTBOM Y KPaiHH.

HavanbHuUK ci1y:k0n Irop MIUVTTHYYK

I'anna TAJIAITYYK 66-01-07



