Jonartok 2
710 TeHAEPHOI TOKYMEHTAIIli Ha 3aKYIIBIIIO:
33600000-6 ®apmanieBTiuHa poaykiis (Jlikapcehki 3aco0u AJist XBOPUX Ha
OHKOI€MaToJIOT14YH1 3aXBOpIOBaHHs, 11 J10TiB)

Inpopmaniss mpo HeoOXimHI TEeXHIUHI, SKICHI Ta KUIBKICHI XapaKTepPUCTHUKU MpeaMera
. . k%
3aKyIiBIII.

Jlot 1 - 33652100-6 AnTtrreorutactuyHi 3acobu - Asanutuaua (Azacitidine), 100 mr, amir., ¢ur.,

ump. - 1875 ox.;

mot 2 - 33652100-6 AnTmHeorutacTuuHi 3acobu - brmeominuu (Bleomycin), 15 OJl, amm., ¢.,
mmp. - 128 ox.;

mot 3 - 33652100-6 AntmrHeoruractuyHi 3acobu - bopre3omio (Bortezomib), 3,5 mr, amm., ¢,
ump. - 2135 ox.;

70T 4 - 33652100-6 ArtmHeorutacTuyHi 3acoou - Biakpuctun (Vincristine), 1 mr/mi, amr., ¢o.,
mmp. - 809 ox.;

mot 5 - 33652100-6 AnTHHeorutacTu4HI 3acodu - Ilurapabin (Cytarabine), 1000 mr, amm., ¢.,
mnp. - 841 ox.;

jot 6 - 33652100-6 AnTmHeorutactuuHi 3acobu - I{utapabin (Cytarabine), 100 mr, amir., ¢ur.,
mnp. - 2035 ox.;

nor 7 - 33652100-6 AnTtHHEorulacTH4HiI 3aco0m - bpeHTykcumalOy BemoTwH (Brentuximab
vedotin), 50 mr, amr., ¢a., mmp. - 120 ox.;

ot 8 - 33652100-6 AnTtuHeorutactuuHi 3acobu - IlemOponizymad (Pembrolizumab), 100 wr,
amit., ., mmp. - 100 ox.;

ot 9 - 33652100-6 AntmHeorutactuuHi 3acobu - EnptpoMOomnar (Eltrombopag), 50 mr, Tabm.,
Karc., npaxe - 1344 on.;

ot 10 - 33652100-6 AntmHeomactuuHi 3acodu - Beneroxmakc (Venetoclax), 100 mr, Tabm.,
Karc., apaxe - 16639 ox.;

aot 11 - 33652100-6 AntuHeomiactuyHi 3acobu - O6iHyTy3ymabd (Obinutuzumab), 1000 mr / 40
MJ1, aml., ¢ur., mmp. - 175 ox.

3azanvhi eumozu:

1. Jlikapcekuii 3aci®é moBuHEH OyTH 3apeecTpoBaHMil B YkpaiHi. JJis miATBEpKEHHS YY4aCHHK
HaJa€e 3aBipeHy KOIIIO PEECTPAIIMHOTO MOCBIMYEHHS Ha JTIKapChKUi 3aci0. Y pasi, SKIO 0 3aKiHYCHHS
CTPOKY [Iii peecTpaliifHOro MOCBiIYEHHS Ha JIKApChbKUH 3aci0 3aIHIIAETHCS:

- menme 90 aHiB - 000B’s3k0Be HadaHHA Komii nucta MO3 VYkpainu, ab0 ymoBHOBaKEHOTO
oprany, npo (akxT MoJaHHsd 3asBH PO MEepepeeCTPaLiio;

- Bi1 90 OHIB 0 OJTHOTO POKY - 00OB’SI3KOBE HAJaHHS rapaHTIMHOIO JMCTa 3asBHUKA PO TeE, 110
10 MO3 Vkpainu, abo ynmoBHOBa)K€HOI'O Oprany, Oyze M0JaHO 3asBY IPO MEPEPeeCTPaLiio y MOPAIKY,
Bu3HaueHOMy MO3 Vkpainu.

2. Jlikapcbkuil 3aci0 TMOBHMHEH MAaTH IHCTPYKIIO JUIi MEAWYHOro 3acTtocyBaHHS. [lnd
MIATBEP/UKEHHS YYaCHMKOM HAJA€TbCs KOMiSA IHCTPYKILIT JUIi MEIUYHOTO 3aCTOCYBAaHHS JIIKApChKOTO
3aco0y.

3. TepMiH IpUIATHOCTI JIKApChKOTO 3ac00y Ha MOMEHT MOCTaBKU MTOBUHEH CTAHOBUTH HE MEHILIE
75% abo He MeHme 12 MiCAIIB BiJ BCTAaHOBJIEHOIO IHCTPYKII€O TepMiHYy HOpuiatHocTti. Jns
MIATBEPKEHHS YYaCHUK HaJa€ TapaHTIiHUI JTUCT PO TePMiH NPUIATHOCTI.

4. CTpoK MOCTaBKH TOBapy MOBHHEH CTAaHOBUTHU He Ounbiie 10 AHIB 3 1aTH OTpUMaHHS MMCbMOBOL
3agBKH, aje He mi3Hime 29.12.2023. J{ns miaTBepKeHHs YYaCHUK HaJla€ TapaHTIMHUNA JHCT PO CTPOK
MIOCTAaBKH TOBapy.

5. Jlikapcbkuii 3aci0 MoBUHEH OyTH BHECEHHM JI0 PEECTPY ONTOBO-BIANYCKHUX I[iH Ha JIIKAPCHKI
3acobu abo 10 peecTpy BIIOMOCTEH IMI0JI0 TPAHUYHUX ONTOBO-BIAIMYCKHHX LIH Ha JESAKI JIKapChKi



3aco0u, IO 3aKyMOBYIOTHCS 3a OIO/DKETHI KOIITH Ta MAIATalOTh pedepeHTHOMY I[IHOYTBOPEHHIO, B
pamkax BukoHaHHs noctaHoBu KMY Big 02.07.2014 Ne 240 «IlutaHHs AekIapyBaHHS 3MiHH OINTOBO-
BIIYCKHUX I[iH Ha JIKapchKi 3acoOm» Tta moctanoBu KMY Bixg 03.04.2019 Ne 426 «IIpo pedepenTHE
IIHOYTBOPEHHS Ha JesKi JIKapchki 3aco0M, IO 3aKyMOBYIOThCS 3a OMOJUKETHI KomrTw». Jlns
MIATBEPKCHHS YYaCHUK HAJA€ KOIIII0 BUTATY 3 BiANMOBigHOTO Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3acid moBuHEH OyTH BHECEHNM /10 HalioHaIbHOTO Tepeltiky OCHOBHHX JIIKaPChKHUX
3aco0iB, B pamKax BHWKOHaHHsS moctaHoBu KMY Bim 25 Oepe3ns 2009 No 333 «Jleski muTaHHS
JCPKABHOTO PETYITIOBAHHS IIiIH Ha JIIKapchki 3aco0W 1 BHPOOM MEIUYHOTO NpH3HAYCHHs». Jlis
MIATBEPUKCHHS YYaCHUK HAJa€ KO0 BUTATY 3 HarioHabHOTO mepestiKy OCHOBHHX JIIKAPCHKHX 3aCO0IB.

VY pa3i BigcyTHOCTI Jikapchkoro 3aco0y B HarioHaimbHOMY TeperniKy OCHOBHHX JIIKapCHKHX
3ac00iB y4aCHHMK HaJa€ KO BHCHOBKY YIOBHOB2)KEHOTO OpraHy 3 JEpXKaBHOI OLIHKK MEIHYHUX
TEXHOJIOTI Ha 3alpoNOHOBAHMM JIIKapChKUM 3acid, MPOBENEHOro BIAMOBIAHO 10 BuUMOTr Ilopsinky
MPOBEJCHHS JCPXKABHOI OINIHKA MEIUYHUX TEXHOJIOT1H, 3aTBep/KeHoTo mnoctaHoBoro KMV Big 23
rpymas 2020 Ne 1300 «IIpo 3arBepmxenHs [lopsaxy NpoBeIEHHS epKaBHOI OIIHKKA METUYHUX
TEXHOJIOT1H».

7. O00B’s13K0OBE HAJaHHS YYaCHUKOM OPHUIIHATY TapaHTIMHOIO JIMCTA, HAJaHOTO Oe3rnocepeaHbo
BUPOOHUKOM a00 HOro ymOBHOBa)KEHHUM IpPEACTAaBHUKOM B YKpaiHl (SKIIO y4YacCHUK HE € BUPOOHUKOM
TOBapy), KU MIATBEP/HKYE MOXKIMUBICTH MOCTAaBKU TOBApY, IO € MPEAMETOM 3aKYMIBIl, y HEOOXiTHIN
KUTBKOCTI, SIKOCTI Ta Y TEPMIHH, BU3HAYCHI TOKYMEHTAIIIEIO.

8. 3anpornoHoBaHUIl TOBap MOBUHEH OyTH siKiCHMM. /[y mMiATBep UKEHHsS MOCTAYaJIbHUK Ha/lae
ceptu(ikar BIANOBITHOCTI, SKUM BUIAAHUNM BIANOBIAHUM OpraHoM 3 cepTudikailii, aKpeIUTOBaAHUM
HaI[IOHAJIbHUM OpraHoM YKpaiHW 3 akpeauTallii, 1 SKUi MiATBEp/KY€e BCTAHOBJIEHI BUMOTH J0 TOBApIiB,
pob6ir 1 mocayr Ta (uM) O0O’€KTIB, dYepe3 SAKI PEaT3yIOThCA TMOCIYTH, SKIIO Ie MepeadadeHo
3aKOHOJ/JIABCTBOM YKpaiHu. B pasi, skmio me He mepeadadyeHo 3aKOHOAABCTBOM YKpaiHW, HEOOXiTHO
HaJaTH BIMOBITHUHN JTUCT-PO3’ AICHCHHS.

9. Y4acHHMK NMOBHHEH HAJaTH 3allOBHEHY (POpMY TEHIEPHOI MPOIO3MIIIi 3a MiAMKCOM KEpIBHHUKA
a00 YIMOBHOBa)KCHOTO TPEJCTABHHUKA IMIINPHEMCTBA, OpraHizaiii, yCTAHOBU Ta 3aBIPEHY IeUYaTKow (y
pasi HasIBHOCTI).

®opma TeHAEePHOI MPONO3uILil

(Ha3Ba TIpOIIEYPH 3AKYITIBIII)

Ne nory/ | HalimenyBaHHs npenMera TopriBesbHa Ha3Ba Bupo6nuk, kpaina OnuHuIs KinbkicTs,
3/m 3aKyIiBJIi/ToBapy TOBapy BUMIpY ofl.
(mocama ocobu, mio mamucye hopmy) (ILLB.)
(miamuc) M.I1.*

* BuMora momo TMEYaTKH HE CTOCYETHCA YYACHHKIB, SIKi 3MIHCHIOIOTH MISUIBHICTH 0€3 MEYaTKH 3TiTHO 3 YHHHUM
3aKOHOJIaBCTBOM.

** YV pa3i HasgBHOCTI B TEXHIYHIA YaCTHHI IMOCWJIAaHHS Ha KOHKPETHY TOPTiBEIbHY MapKy 4m (ipMy, mIKepeno
TTOXOJKEHHS a00 BUPOOHUKA — YUTATH 3 BHPA30M «a00 CKBiBAICHT.

Kuis 2023



