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 HAIAXOAXKEHHHI  MIXKHAPOJHOTO  MOBiTOMJIEHHS
peryasitopuoro  oprany Iloabmi  NePL/II/136/01 miomo  BUSIBJICHHS
HEBIIMOBIIHOCTI BMMOraM HOPMATHBHHMX [JOKYMEHTIB 32 TOKA3HUKOM
«3oBHimHiA Burasa» cepii E0486E, E0486B, A0486A, A0486C, A0486D,
A0486F, A0486G, maprii A243688 Jjikapcbkoro 3aco0y, mo oQiumiiHoO He
BBO3HBCH HA TEPUTOPII0 YKpaiHU, 3 METOK AKTHBHOI NMPOTHilI NMOIIHPEHHIO
JiKapCcbKHUX 3aC00iB, 3 OIJISy HA Te, 10 TAKA MPOAYKIIA € He0e3NMeYHO Ta
MOK€ HeCTH 3arpo3y JKUTTHO Ta 30pPOB K0 HaceJeHHA — 3a00pOHAETBHCHA
peadtizanisi, 30epiraHHsi Ta 3aCTOCYBaHH JIKapPCbKOI0 3aC00y:

- MEDOXA (Prednisonum) Smg, Taéaerku, Ne20, Nel00, cepiit E0486E,
E0486B, A0486A, A0486C, A0486D, A0486F, A0486G, maprii A243688,
BupoOHMUTBA Formula Pharmazeutische und chemische Entwicklungs GmbH,
HimeyunHa, mo odiniliHo He BBO3UBCH HA TEPUTOPII0 YKpPaiHH.

/Poznopsooicenns Hepocnixcayncou Nel39-001.3/002.0/17-26 6io 16.03.2026/.

1.2. Ha migcraBi HagxomkeHHs iHgopmanii Big Il «®apmarpeia» (iucT
Bix 11.03.2026 Nel35S) moao Biakauky cepii 020724, cepii 040724 nikapcbKkoro
3aco00y — 3a00pOHSIETHLCA peaJtizanis, 30epiraHHs Ta 3aCTOCYBAHHA JIKAPCHKOI0
3aco0y:

- JEBOITPO®, po3uun aist indys3iii, 500mr/100mt; mo 100M1 y KoHTeliHEpi;
no 1 KoHTeiliHepy B IMOJIieTHJIEHOBOMY makeTi B KkopoOui, cepii 020724,
pupoOHuuTBa JIII «®apmarpeiin», YkKpaiHa (peecTpaniiiHe MOCBiIYeHHSA
NeUA/11924/01/01);

- JEBOITPO®, po3uun aist indy3ii, S00mr/100mi1; o 150Mu1 y koHTeliHepi;
no 1 koHTeiiHepy B 110J1ieTm1_|‘|£I U]gIaKeTi B KopoOui, cepii 040724,
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pupoOHuurBa JIII «®apmarpeiin», YKpaiHa (peecTpauiiiHe IOCBiIYeHHHA
NeUA/11924/01/01).
/Poznopsooicenns [epowcnixcayncou Nel40-001.3/002.0/17-26 6io 16.03.2026/.

1.3. Ha miacraBi HaAXOM:KEeHHS MIKHAPOJAHOIO TOBITOMJIEHHSI BiJ
peryasitopuoro  oprany I'pemii NeGRE/II/02/01 momo  BUSIBJIEHHS
HeBiANMOBIAHOCTI cnenmudikaniaM 3a noxkazHukom «HeBizoma momimka» cepii
8211799 uaikapcbkoro 3aco0y, mo o¢iuniiiHO He BBO3MBCS Ha TePUTOPII0
YKkpaiHu, 3 MeTOH aKTHBHOI NPOTHAIl NMOIIMPEHHIO JIKapCbKUX 3aco0iB, 3
oryisily Ha Te, 0 TAaKa NMPOAYKUIA € He0e3NMe4YHOK Ta MOKe HeCTH 3arposy
JKMUTTIO TA 370POB K0 HaceJieHH — 3a00pPOHSIETLCA peaJtizailisi, 30epiranHsi Ta
3aCTOCYBaHHS JIIKAPCHKOIo 3aco0y:

- RIVAROXABAN 20mg, ta0uerku, cepii 8211799, Bupoonuursa Mylan
Laboratories Ltd, o ogiuiiino He BBO3UBCS HA TEPUTOPiI0 Y KpPaiHM.

/Posznopsooicenns Jlepocnixcayarcou Nel41-001.3/002.0/17-26 sio 16.03.2026/.

1.4. Ha miacraBi Haaxo{:KeHHs1 iH(opManii Big yYNOBHOBa:KeHOI
Jaboparopii (iuct Big 09.03.2026 Ne745/24.7-26) miogo BCTaHOBJIEHHS (PaKTy
He3a0e3Ne4YeHHs] TapaHTii SAKOCTI JIKapCcbKOro 3aco0y MeToJdaMH KOHTPOJII)
SIKOCTI 32 nmokasHukoM «Penykyroui mykpu» cepii OR24002 nikapcbkoro 3aco0y
— 3a00pOHAETHLCA peaJi3anis, 30epiraHus Ta 3acCTOCYBaHHA JiKapCbKOro 3aco0y:

- BOKACEIT JIbOAAHUKHU avoassnuku (AnejabcuH) Ne24, mo 12
JbOASIHUKIB y Ouicrepi, mo 2 OJiicrepu B KapTOHHIN KopoOui, BCix cepii,
BupoOHunTBa Makcon Xearkep IIBT. JIT/., Inxis (peecTpauiiiHe nocBig4yeHHs1
NeUA/3109/01/01).

/Po3znopsooicenns Jlepocnixeayarcou Nel42-001.3/002.0/17-26 sio 16.03.2026/.

1.5. Ha miacraBi Haaxoa:KeHHs1 iH(opManii Big yYNOBHOBasKeHOI
Jgadoparopii (yiuer Big 09.03.2026 Ne745/24.7-26) m040 BCTaHOBJEHHA (aKTy
He3a0e3Ne4YeHHs] TapaHTii SIKOCTI JIKapCbKOro 3aco0y MeTodaMH KOHTPOJII)
SIKOCTI 32 moka3sHukoMm «Penykyrwoui nykpmw» cepii HL24001 sgikapcbkoro 3aco0y
— 3a00pOHAETHLCA peaJi3anis, 30epiraHHs Ta 3aCTOCYBaHHA JIKapPCbKOro 3aco0y:

- BOKACEIIT JBbOAAHUKHN avoassnuku (MenoBo-JIumonni) Ne24, no
12 aboasiHMKiB y OJjicrepi, mo 2 OJicrepu B KapTOHHIil KopoOwi, Bcix cepiid,
pupoOHunTBa Makcon Xearkep IIBT. JIT/., Inxis (peecrpauiiine nocBig4yeHHs1
NeUA/3107/01/01).

/Po3znopsooicenns Jlepocnixeayarcou Nel43-001.3/002.0/17-26 sio 16.03.2026/.

1.6. Ha migcraBi HaaxomxeHHss iHopmaunii Bix YIOBHOBa’KeHOL
Jgaboparopii (iuct Big 09.03.2026 Ne745/24.7-26) miogo BCTAHOBJIEHHS (PAKTy
He3a0e3MeyeHHs TapaHTii fAKOCTI JIKApChKOro 3aco0y MeTrogaMu KOHTPOJIIO
SIKOCTi 32 MoKasHUKOM «Penykyroui nyxkpu» cepii ME24003 gikapcbKkoro 3acooy
— 3a00pOHAETHLCA peaJi3anis, 30epiraHHs Ta 3aCTOCYBaHHA JIKAPCbKOro 3aco0y:
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- BOKACEIT JIBOAAHUKU avoasinukun (M'satHo-EBkasinroBi) Ne24,
no 12 aboassHUKIB y OJicTepi, mo 2 OJicTepu B KAPTOHHI KOpoOIi, BCix cepiid,
BupoOHunTBa Makcon Xearkep IIBT. JIT., Inxis (peecTpauiiine nocBiguyeHHs1
NeUA/3108/01/01).
/Poznopsooicenns [epowcnixcayncou Nel44-001.3/002.0/17-26 6io 16.03.2026/.

1.7. Ha miacraBi HaAX0J:KeHHsI TepMiHOBMX mnoBizomuienb Big 12.03.2026
NeNe187-01.1/03.0/06.10-26, 188-01.1/03.0/06.10-26 [depxxaBHoi cay:xom 3
JIKAPCHKHUX 32C00iB Ta KOHTPOJIO 32 HAPKOTUKAMHU Y M. KueBi Ta HeraTuBHUX
BHCHOBKIB moa0 sxkocri Bix 11.03.2026 NeNe25-279, 25-278 ynoBHOBaKeHOI
J1adopaTopii CTOCOBHO HEBIAMOBIIHOCTI BUMOIraM MeTOAIB KOHTPOJIKO SIKOCTi 32
MOKA3HUKOM «Omuc» (TadjieTKH MalTh MOIIKOMAKEHHSI MOKPUTTS Ta CKOJIH)
cepiii 14254127A, 14254116A Jsikapcbkoro 3aco0y — 3a00pOHA€ETHCH peaJisanis,
30epiraHHs Ta 3aCTOCYBAHHA JIKAPCHKOI0 3ac00y:

- PABIMAK, Ta0seTKki, BKPUTi 000JI0HKOK0, KHIIKOBOPO34YHMHHI 10 20MT;
nmo 15 tabsjerok y OJgicrepi; mo 2 OJicTepu B KAPTOHHI ymakoBUi, cepii
14254127A, 14254116A, Bupodnunrea Makieonc ®@apmacerotukaic Jlimiren,
Ingis (peecrpaniiine nociguenns NeUA/3161/01/01).

/Posznopsioaicenns Jlepocrixcayarcou Nel45-001.3/002.0/17-26 sio 17.03.2026/.

Ilpu BusiBJIeHHi 3pa3kiB BKa3aHUX JIKAPCbKHMX 3aC00iB BKUTH 3aX0IH
1I0/I0 BUJIYYEHHH IX 3 00iry LLISIXOM NOBEPHEHHS MOCTAYAJbHUKY/BUPOOHHUKY
200 3HUIIICHHS.

Ilpy HacTymHMX MOCTABKAaX BKUTH 3aX0Ad I1HOA0 3amodiraHHs
NnpuI0aHHI0, 3aCTOCYBAHHIO Ta peaJizanii JikKapcbKHUX 3ac00iB, HaBeJeHUX B
MOBiIOMJICHHI.

Pe3yabTaTH oOmpamioBaHHA NOBIIOMJIEHHSI HAJAaTH NHCHBMOBO [0
Jep:xaBHOI Cay:k0u 3 JIKAPCHLKHUX 3aC00IB Ta KOHTPOJIK 32 HAPKOTHKAMH Yy
XMeabHULBbKIH o0aacTti (29016 M. XmeabHuubkuii, JIbBiBchbke moce,10/1) go
25.03.2026p. 3 BiANOBIIHMMH JOKYMeHTaMH. BiagmoBigajgbHicTh 32 BUKOHAHHS
PO3NOPSA/IKEHb MOKJIAJAETHCA HA KEPIBHUKIB Cy0’€KTIB rocnoiaproBaHHs.

HeBuxkonanus posnopsaxeHns /[lepaxaBHol ciay:kO0M TsarHe 3a co0010
BIANOBIAAJIbHICTD 3ri/IHO 3 YUHHUM 3AKOHOJAABCTBOM Y KPaiHH.

HavanbHuK ciry:R0N Irop MIVITHYYK

I'anna TAJIAITYYK 66-01-07



