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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 migcraBi HaaxomxenHs nosBizomienns Bix 18.06.2026
Ne(04-13/20/4515/26 mono BUAABJICEHHA B 00iry (ajbcu(iKoOBaHHMX JTIKAPCbKHUX
3ac00iB, 3 MapKyBaHHSIM BHpPOOHUKAa Novartis, 3 MeTO AKTHBHOI NMPOTHMIIl
nomupenHo gaabcndikoBaHuX JiKapCbLKUX 3ac00iB, 3 OIVIsIy HA Te, [0 TaKa
NPOAYKUiA € He0e3MeYHOI Ta MOXKe HeCTH 3arpo3y JKUTTI0O Ta 310POB IO
HaceJleHHsI — 3a00poHA€TbCH peanidamisi, 30epiraHHsi Ta 3aCTOCYBaHHA
dpanbcudikoBaHUX JIKAPCHKUX 3aC00IB:

- JAKAVI 20mg (Ruxolitinib), Tadgerkm Ne56, cepii AVTS0,
3 MApKyBaHHAM BHUPOOHHKA Novartis;

- JAKAVI 15mg (Ruxolitinib), Tadomerkm NeS6, cepii SGL04,
3 MapKyBaHHsSIM BUpoOHuMKa Novartis.

/Posznopsioicenns Jlepocrixcayacou Ne297-001.2/002.0/17-26 sio 19.06.2026/.

IIpn BHsBJEHHI 3pa3kiB BKa3aHMX JIKAPCBKHUX 3aC00iB BIKUTH 3aXO01H
040 BWJIYyYeHHs IX 3 00iry HLIsIXOM 3HHMINEHHS 200 TNOBEPHEHHH
N0CTA4YAJIbHUKY.

2. 103BII IOHOBJIEHHA OBIT'Y

2.1. Ha miacraBi MO3UTHBHUX Pe3YJbTATIB 10JATKOBOIO JOCJiKeHHS,
nposeneHoro micass mnepenakyBaHHst cepii N25338C jikapcbkoro 3aco0Oy,
BHCHOBOK 11010 sikocTi Big 10.06.2026 Ne26/1981), aucra Jlep:kaBHOI CJayx0H 3
JIKAPCHKHUX 3aC00iB Ta KOHTPOJK 32 HAPKOTMKAMH MO0 MOMKJIUBOCTI

1 JleprxaBHa city:K6a 3 JIKApCHKIX 3aCOBIB Ta KOHTPOIIO 32
“*: HADKOTHKaMK y XMeJIbHHUIIbKIi 06acTi
(% No145-01.1/02/05.23-26 Bin 22.06.2026
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peanizamii Bix 22.05.2026 Ne5154-1.3/2.1/17-26 — 103BOJISAE€THCS TMOHOBJICHHS
00iry JiikapcbKoro 3acooy:

— AUAKJIO-®, kpamiai ouHi, 0,1%, mo Smua y d¢uiakoHi-KpanebHHUII;
no 1 ¢paakony-kpaneabHuui B naumi, cepii N25338C, supoonnursa CEHTICC
DOAPMA IIBT.JITU., Ingis (peectpauniiine mocBixuennss NeUA/2905/01/01).

/Piwenns npo nonosnenns ooiey nikzacooy [lepaciixciysicou
Ne295-001.2/002.0/17-26 6io 19.06.2026/.

[ToBigomnennst [lep>kaBHOT cimyk0u 3 JIKapChKUX 3aco0iB Ta KOHTPOIIO 3a
HapKOTUKaMHU y XMenbHULbKIA oOnacti Ne44-01.1/02/05.23-26 Big 20.02.2026
(mo3ullisl) — BIAKJIMKAETbCS.

YBAT'A!

1. Jdepaxiaikciay:;k0a BHOCHUTHh YTOUYHEHHSI Y CKACYBAHHS PO3MOPSIKEHHS
Bix 17.06.2026 N0293-001.2/002.0/17-26 (IloBimomJienHsi lepskaBHOI cayxOum 3
JIKAPCHKHUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKaMH Yy XMeJbHHUUbKIN 00JacTi
Nel143-01.1/02/05.23-26 Big 19.06.2026), nmpo 3a0opoHy peaJizauii, 30epiranas
Ta 3actocyBaHHd Jikapcbkoro 3acod0y ACKOPIJII EKCIIEKTOPAHT, cupomn,
pupoOHnuTBa I'menmapk ®@apmaceroruxkans Jita., Ingis, B yacTuHi naKkyBaHHs
JIKapCBKOro 3aco0y, a came, CJIiJl YUTATH:

JIKapPCbKOIro 3aco0y ACKOPLI EKCIIEKTOPAHT CHUPOII;
mo 100 mu a6o mo 200 mu y miactukoBux ¢uiakonax; nmo 1 ¢guiakony pasom 3
MIpHHM KOBINAa4YKOM Yy KAPTOHHIi YyNakoBWi, BCiX cepiii, BHUPOOHUITBA
I'neamapk ®@apmacsiotukan3 Jlrta.,, Ingia (peecTpaumiiiHe TOCBiTYeHHS
NeUA/8670/01/01).

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
29.06.2026p. 3 BiAMOBIIHMMM JOKYMEHTAMH. BiamoBigajbHiCTh 32 BUKOHAHHS
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

T'anna TAJIAITYYK 66-01-07



