JlomaTok 2
710 TEHJAEPHOI TOKYMEHTAIlli Ha 3aKyIIiBIIO:
33600000-6 dapmanieTruHa mpoaykiis (Jlikapchki 3aco0u pi3Hi, 8 JTOTIB)

Indopmartis mpo HeoOXimHI TEXHIYHI, SKICHI Ta KUIbKICHI XapaKTepUCTUKU IpeaMeTa
. . xE
3aKyIiBIIi.

Jlot 1 - 33652100-6 AnTuHeomactuuHi 3acodu - Azanutuaut (Azacitidine), 100 mr, amr., ¢.,
ump. - 107 o,

a0t 2 - 33652100-6 AnTuHeorutactuuHi 3acodu - Jlazatuni6 (Dasatinib), 20 mr, Tabu1., karc., ap. -
360 on.;

aot 3 - 33652100-6 AntmHeomnacTuyHi 3acobu - boptezomi6 (Bortezomib), 2,5 mr, ami., ¢ur.,
ump. - 494 ox.;

aot 4 - 33652100-6 AutunHeorutacTuuHi 3acobu - I'impokcukap6amin (Hydroxycarbamide), 500
MT, TabJI., Karmc., ap. - 60000 og.;

ot 5 - 33652100-6 AntuneornacTudHi 3acoou - Ilomamimomin (Pomalidomide), 4 mr, Taon.,
Karc., 1p. - 1911 ox.;

70T 6 - 33652100-6 AnTHHEoIUIacTUYHI 3acobu - O0iHyTy3yMab (Obinutuzumab), 1000 mr, amr.,
Gba., mmp. - 342 ox.;

not 7 - 33652100-6 AnTuHeomacTHYHI 3aco0u - AHarpenin (Anagrelide), 0,5 mr, Tadi., karmc.,
ap. - 9000 ox.;

not 8 - 33652300-8 ImyHocynpecusHi 3acobu - Midoptuk (Mycophenolic acid), abo ekBiBaJICHT,
180 mr, Taba. - 166080 ox.

3acanvui gumocu:

1. Jlikapcbkuil 3aci0 moBUHEH OyTH 3apeecTpoBaHuUM B YKpaiHi. [[ns miaTBepIKeHHS yYacHHK
HaJa€ 3aBipeHy KOIII0 PeECTPaIliifHOrO MOCBIIYEHHS Ha JTIKapCchkuil 3aci6. Y pasi, K10 A0 3aKiHYEHHS
CTPOKY JIii peecTpaliifHOro MOCBITYEHHS Ha JIKAPChKUH 3aC10 3aUIIIAEThC:

- meHuie 90 nHIiB - 000B’s3koBe HajnaHHs Komii jucra MO3 VYkpainu, abo yrmOBHOBa)XEHOTO
oprasy, npo (axT nojaHHs 3asBU PO MEePEpPeeCTpalliio;

- Big 90 QHIB 10 OHOTO POKY - 000B’SI3KOBE HA/IaHHS TrapaHTIMHOTO JHCTa 3asiBHUKA IPO TE, 1110
1o MO3 VYkpaiau, ab0 ylmOBHOBaXEHOTO OpraHy, 0yJe MoJIaHO 3asBY MpO MEepepeecTpaliio y Mopsky,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcbkuii 3aci0 TMOBMHEH MAaTH IHCTPYKIIIO Ui MEIUYHOIO 3acTocyBaHHA. Jlis
HiATBEPKEHHS. YYACHUKOM HAJA€ThCs KOMis IHCTPYKIIT JUIsI MEIMYHOIO 3aCTOCYBAaHHS JIIKapChKOTO
3aco0y.

3. TepMmiH NpUAATHOCTI JIKAPCHKOT0 3ac00y Ha MOMEHT MOCTaBKM NOBHHEH CTAHOBUTH HE MEHIIIE
75% abo He MeHmie 12 MicsIiB BiJ BCTAaHOBJIEHOTO I1HCTPYKLIED TEpMiHYy MpuaaTHOCTI. Jlis
HiATBEP/KEHHS YYaCHUK HaJla€ TapaHTIHHUHN JTUCT PO TEPMiH MPUIATHOCTI.

4. CTpoK MOCTaBKH TOBApy IMOBUHEH CTAaHOBUTH He Oinbiie 10 MHIB 3 TaTH OTPUMaHHS MUCHhMOBOT
3asBKH. J71s MATBEp/HDKEHHS YUaCHUK HAJla€ rapaHTIHUN JIUCT PO CTPOK IMOCTABKH TOBApY.

5. Jlikapcbkuii 3acib MoBUHEH OyTH BHECEHUM J0 PEECTPY ONTOBO-BIAMYCKHUX IIH HA JIIKAPChKI
3aco0u, B pamkax BuKOHaHHs noctaHoBd KMY Bix 02.07.2014 Ne 240 «[IutanHsa AexiapyBaHHS 3MiHH
OTTOBO-BIIMMYCKHUX IIH Ha JIKAapChki 3acobm» Ta Hakazy MO3 Vkpainu Big 18.08.2014 Ne 574 «IIpo
3aTBep/KeHHs1 [loJOXKEeHHsT NMpo peecTp ONTOBO-BIANMYCKHMX IIH Ha JIKapchki 3aco0u 1 BHUpOOH
MEIUYHOTO TPU3HAYCHHS, TMOPSIOK BHECEHHS /IO HBHOTO 3MIH Ta (opM naexmapaiiii 3MiHH OINTOBO-
BIAIYCKHOI IIIHM Ha JIKApChKUM 3acid Ta BUPIO MEIUYHOTO NPU3HAUEHHSI», 3apPEECTPOBAHUUA Yy
Minicteperi roctuitii Ykpaiau 09.09.2014 3a Ne 1097/25874. ns miATBEpIDKEHHS YYaCHUK HaJae
KOMIIO BUTATY 3 BiAmoBigHOro Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3aci® moBUHEH OyTH BHECEHUM 110 HarioHaIpbHOTO mepesiky OCHOBHUX JIIKAPChKUX
3aco0iB, B pamMKax BHKOHaHHS moctaHoBu KMY Big 25 Gepesns 2009 Ne 333 «Jlesxi mutaHHs



Jep>KaBHOTO PETYNIOBaHHS I[iH Ha JIKAapchbKi 3aco0M 1 BHPOOM MEIMYHOTO MpU3HAYeHHs». s
MIITBEP/HKEHHS yYaCHUK HAJA€ KO0 BUTATY 3 HallioHaIpbHOTO mepesiiky OCHOBHUX JIIKAPChKUX 3aC001B.

VY pa3i BigCYTHOCTI Jikapchkoro 3aco0y B HamioHaibHOMY TNepeniKy OCHOBHHUX JIIKapChKHX
3ac00iB y4yaCHMK HaJa€ KOIiI0 BHUCHOBKY YIIOBHOBaXCHOI'O OpraHy 3 JEp>KaBHOI OIIIHKKM METUYHHUX
TEXHOJIOTI Ha 3alpolOHOBAaHWH JKapChbKHil 3aci0, MPOBEACHOTO BiAmoBiAHO 10 BUMOT [lopsaky
MPOBEACHHS JICPXKABHOI OIIHKA MEAUYHHX TEXHOJIOTIH, 3aTBep/KeHOro moctaHoBoro KMV Bim 23
rpyaas 2020 Ne 1300 «IIpo 3arBepmxenns Ilopsaxy NpoBeIAeHHS NEpKABHOI OLIHKH MEIUYHUX
TEXHOJIOT1i.

7. O00B’s13K0BE HAJaHHS YYaCHUKOM OPUTIHANy TapaHTIMHOTO JINCTA, HAJaHOTO Oe310CepeIHbO
BUPOOHUKOM ab0 HOro ymoBHOBa)KEHUM IPEACTAaBHUKOM B YKpaiHi (SKIIO yYaCHUK HE € BUPOOHHKOM
TOBapy), SKUH MIATBEPIXKYE MOMIIMBICTH MOCTABKU TOBApy, IO € MPEAMETOM 3aKyHiBIi, Y HEOOXiIHii
KUTBKOCTI, SIKOCTI Ta y TEPMiHHU, BU3HAYCHI JIOKYMEHTAIII€10.

8. 3anpomoHoBaHUi TOBap MOBHHEH OyTH sikicHUM. [lJis MiATBEpKEHHS MOCTAa4YalbHHUK HaJae
ceprudikar BIIMOBITHOCTI, SKMA BUIAHUN BIAMOBIIHUM OPraHOM 3 cepTHdIKallii, akpeIuTOBAaHUM
HAI[IOHAIBHUM OpraHoM YKpaiHW 3 aKkpeauTaiii, i sIKUil miaTBepKye BCTAHOBJICHI BUMOTH JI0 TOBapiB,
poOiT 1 mocayr Ta (uu) OO0’eKTIB, uepe3 sKi peadi3yloThCs TMOCIYTH, SKIIO IIe MependadyeHo
3aKOHOJIAaBCTBOM YKpainu. B pasi, skimo me He mependadyeHo 3aKOHOMABCTBOM YKpaiHM, HEOOX1THO
HAJaTH BIAMOBITHUMI TUCT-PO3’ ICHEHHS.

9. Y4YacHHK NOBHHEH HaJaTH 3amoBHEHY (OpMY TEHIEpPHOI MPOIO3UIIii 3a MiAMUCOM KepiBHUKA
abo yNMOBHOBAXEHOTO IMPEACTAaBHUKA MiANPUEMCTBA, OpraHizailii, yCTAHOBHU Ta 3aBipeHy IedaTkor (y
pasi HassiBHOCT1).

dopma TeH1epPHOI NPOoNo3uuii

(Ha3Ba mpOIIeyPH 3aKYITIBIIL)

Ne mory/ | HaiiMeHyBaHHS IpeIMeTy TopriBenbHa Ha3Ba Bupo6nuk, kpaina OnuHUTA KimpkicTs,
3/m 3aKyIIBIII/TOBapy TOBapy BHAMIpY oIl
(mocaza ocobu, o miamucye hopmy) (ILLB.)
(mignuc) M. IL.*

* BuMora mIOZI0 TE€YaTKH HE CTOCYEThCS YYacCHHKIB, SKi 3JIHCHIOIOTH IisUIbHICTh 0€3 MeyaTKd 3TiJHO 3 YHHHUM
3aKOHOJIaBCTBOM.

** VY pasi HasgBHOCTI B TEXHIUHIi YacCTHHI MOCWJIAaHHA Ha KOHKPETHY TOPIiBeJbHY MapKy uu (ipMmy, mkeperno
MOXO/KEHHsI 200 BUPOOHHMKA — YUTATH 3 BUPA30M «a00 €KBIBAJICHT».
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