33600000-6 ®apmaneBTHYHA MPOAYKIList
(JlikapcbKi 3aco04 1JI XBOPUX HA OHKOJIOTIYHI 3aXBOPIOBAaHHS, 5 JI0TIB)

1. OOIpYHTYBAHHS TEeXHIYHUX Ta SAKICHHUX XapaKTepHUCTHK IpeaMeTa
3aKYHIiBJII**:

Jlot 1 - 33652100-6 AnTuHeornnactuyHi 3acodu - Anexktunio (Alectinib), 150
MT, TabJ1., Karc., npaxe - 8960 of.;

7ot 2 - 33652100-6 AnTuHeomnactuyHi 3acobu - bpuratuni6o (Brigatinib), 180
MT, TabJI., Karc., 1paxe - 2156 o.;

70T 3 - 33652100-6 AnTuHeoractuuHi 3acoou - Jlanpeotun (Lanreotide), 120
MT, amIL., ¢J., mmp. - 120 ox.;

not 4 - 33652100-6 Antuneoractuuni 3acobu - Omamapu6 (Olaparib), 150
MT, TabJI., Karc., apaxe - 14952 ox.;

gor 5 - 33652100-6 AmnxrtuneoriacTuuHi 3acobu - IlemOpomizymab
(Pembrolizumab), 100 mr, amm., ¢., mmp. - 2622 og.

3arajibH1 BUMOTH:

1. Jlikapcbkuii 3acid mnoBHHEH OyTu 3apeecTpoBaHuil B Ykpaini. Jlus
NIATBEP/KEHHSI YYACHUK HAJa€ 3aBIPEHY KOMIIO PEeECTPaliiHOTO MOCBIAYEHHS Ha
JiKapchbkuil 3acib. Y pasi, AKI0 J0 3aKIHYEGHHS CTPOKY i peecTpariiiHoOro
MOCBIJYEHHS Ha JIIKAPChbKUH 3ac10 3aJIUIIAETHCA:

- meHme 90 mgHIB - 000B’s3koBe HajmaHHs komii sucta MO3 VYkpainu, abo
YIOBHOBa)XEHOT'0 Oprany, npo ¢akT nofaHHs 3asiBU MPO NEPEPeecTparliio;

- Big 90 nmHIB 70 OJHOTO POKY - 0OOB’SI3KOBE HAJaHHS TapaHTIMHOTO JIMCTa
3asiBHUKA TIpo Te, 1m0 10 MO3 Ykpainu, abo ynmoBHOBa)XEHOT0 opraHy, Oyje moaaHo
3asBy MPO MEPEPEECTpAIliio y MOpsSAKy, BuzHaueHomy MO3 Ykpainu.

2. Jlikapcekuii 3aci0 TOBMHEH MaTH IHCTPYKIIO IS MEIUYHOTO
3acTocyBaHHA. [l MiATBEpIKEHHS YYaCHUKOM HAMA€THCS KOMiS 1HCTPYKINT st
MEJIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Yy.

3. TepmiH npUIATHOCTI JIKAPCHKOTO 3acCO0y Ha MOMEHT IOCTaBKH TMOBUHEH
CTaHOBUTH He MeHie 75% abo He wmeHme 12 MICSIIB BiJ BCTAaHOBJIEHOIO
IHCTPYKIIEID TEpMiHY HOpPUAATHOCTI. [l MIATBEpIKEHHS YYaCHUK HaJae
rapaHTIMHUI JTUCT PO TEPMIH MPUIATHOCTI.

4. CTpoK NOCTaBKM TOBapy MOBMHEH CTAaHOBUTH He Outblie 10 qHIB 3 gatu
OTpUMaHHS MHUCHMOBOI 3asBKH, aje He misHime 27.12.2024. Jlnsg miaTBepmKeHHs
YYaCHHMK HaJa€ rapaHTIMHUHN JIUCT PO CTPOK MOCTABKU TOBApY.

5. Jlikapcekuit 3aci0 MOBHMHEH OyTH BHECEHUM J0 PEECTPY ONTOBO-BIIIMYCKHUX
I[IH Ha JIKapChKi 3aco0u abo /10 peecTpy BIAOMOCTEH MO0 TPAHUYHUX OMTOBO-
BIJIMMYCKHUX IIIH Ha JEsAK1 JIKapChKi 3aCO0H, 0 3aKYIOBYIOTHCS 3a OFOJKETHI KOIITH
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Ta MIATaITh pedepeHTHOMY I[IHOYTBOPEHHIO, B paMKaxX BHKOHAHHS MOCTAHOBU
KMY Big 02.07.2014 No 240 «IlutanHs nexnapyBaHHS 3MIHH ONTOBO-BIIITYCKHHX
IIIH Ha JiKapchKi 3acobm» Ta mocraHoBu KMY Bim 03.04.2019 Ne 426 «IIpo
pedepeHTHE MMIHOYTBOPEHHS HA JESKi JIKapChKi 3aco0u, MO 3aKyMOBYIOTHCS 32
Oro/keTHI KomTw». JIns MIATBEPIKEHHS YYaCHUK HAJa€ KOMIK BUTATY 3
BiMoBiAHOTO Hakazy MO3 Ykpainu.

6. Jlikapcekuil 3aci0 moBMHEH OyTH BHeceHMM 10 HamioHaibHOro mnepesiky
OCHOBHHUX JIKapChbKUX 3aco0iB, B paMKax BHUKOHaHHsS mnoctaHoBu KMY Big 25
oepe3ns 2009 Ne 333 «/lesiki MUTaHHS AEPAKABHOTO PETYJIIOBAHHS I[IH HA JIKAPCHKI
3aco0M 1 BUPOOM MEIWYHOTO TpH3HA4YeHHs». JIJIS MiATBEp/DKEHHS y4YaCHUK HaJae
KOITiF0 BUTATY 3 HalioHaapHOTO Mepesiiky OCHOBHUX JIIKAPCHKUX 3aC001B.

VY pa3si BiACYTHOCTI JliKapchKoro 3aco0y B HaiioHansHOMY nepesniky OCHOBHUX
JIKapChKUX 3ac001B, YYaCHUK HAJa€ KOMII0 BHUCHOBKY YIOBHOBA)KEHOT'O OpraHy 3
JIEp>KaBHOI OIIIHKA MEAMYHMX TEXHOJIOTIH Ha 3alpONOHOBAHMM JIKApChKHM 3acio,
IPOBENCHOI BIAMOBIAHO 10 BUMOT [lopsimky mpoBeAeHHS JEp>KaBHOI OIIHKH
MEJUYHUX TEXHOJIOTIH, 3arBep/pKeHoro moctaHoBoro KMYVY Bim 23 rpymus 2020
Ne 1300 «IIpo 3arBepmikenns I[lopsaky mpoBeneHHs AEpKaBHOI OLIIHKH METUYHHUX
TEXHOJIOTIi», M0 BKJIIOYAJIa TEpBHHHY Ta (axoBy ekcnepTtu3u. BuCHOBOK
YIOBHOBO)XCHOTO OpraHy 3 Jep)KaBHOI OIIIHKM MEAWYHHX TEXHOJIOTiM Ha
3aMpONOHOBAHMI JIIKAPChKUI 3210 Mae MICTUTH MTO3UTHUBHI PEKOMEH Iallli.

7. OOOB’A3KOBE HAaJlaHHd YYaCHUKOM OpHUTiHaJy TapaHTiHOro JHCTa,
Ha/IaHOTO Oe3MmocepeIHO BUPOOHUKOM a00 HOTO YIIOBHOBAKCHUM MPEACTABHUKOM B
VYkpaini (SKIIO YYaCHUK HE € BUPOOHUKOM TOBApy), SIKUM MiATBEPIKYE MOXKIUBICTD
MIOCTaBKH TOBApy, IO € MPEAMETOM 3aKyIiBJi, Y HEOOX1IHIM KUIBKOCTI, SIKOCT1 Ta Y
TEPMIHH, BUBHAYCHI JOKYMEHTAIIIEIO.

8. 3amporoHOBaHUW TOBap MOBHHEH OyTH AKICHUM. J[7s miaTBepHKeHHS
noCTa4albHUK Hagae cepTU(IKAT BiAMOBIAHOCTI, SKWUH BHIAHWN BIAMOBIIHUM
opraHoM 3 cepru(ikamii, aKpeIUTOBAHMM HAI[IOHAIBHUM OpPraHOM YKpaiHu 3
aKpeauTaIlii, 1 SKUil mMATBEPKY€E BCTAHOBJICHI BUMOTH JI0 TOBAPiB, pOOIT 1 MOCTYT Ta
(un) o0O0’ekTiB, dYepe3 SAKi peami3yloTbCs TMOCIYTH, SKIOO 1€ MepeadadeHo
3aKOHO/MABCTBOM YKpaiHu. B pasi, sSKkmo me He mnependadyeHo 3aKOHOJIaBCTBOM
VYkpainu, HeoOX1JHO Ha/JaTH BI1AMOBIIHUNA JTUCT-PO3’ ICHEHHS.

9. YyacHUK NMOBHMHEH HaJaTH 3alOBHEHY (OpMYy TEHAEPHOI MPOIO3MIII 3a
HIAMACOM  KEepiBHUKAa a00  yHNOBHOBAXKEHOTO MPEJICTaBHUKA  IMIANPHEMCTBA,
oprasizailii, ycTaHOBH Ta 3aBIpeHy Ne4aTKkoro (y pa3i HasiBHOCTI).

®opma TeHIepHOI NPONMO3ULLil

(Ha3Ba mpoLEAYPH 3aKYTIIiBIi)
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Ne noty/ | HaiiMenyBaHHs npeaMeTa TopriBesnbHa Ha3Ba Bupo6Huk, OnuHUIIS KinpkicTb,
3/l 3aKyIIiBJIi/TOBapy TOBapy KpaiHa BUMIpY o1l
(nmocazna ocobu, o nianucye Gopmy) (ILLB.)
(migmuc) M. I1.*

* Bumora 1o/10 evaTkyd He CTOCY€EThCS YYACHHUKIB, SIKI 3A1HCHIOIOTh AisIbHICTh 0€3 MeYaTKU 3TiAHO 3 YHHHUM
3aKOHOJaBCTBOM.

** Y pasi HasBHOCTI B TEXHIUHIH YaCTHWHI MOCHJIAHHS HAa KOHKPETHY TOPTiBEJIbHY MapKy 4 (ipMy, JKeperno
MMOXOJ[KCHHs 200 BUPOOHMKA — YMTATH 3 BUPA30M «a00 CKBIBAICHTY.

2. Po3Mmip O010JKeTHOr0 NPHU3HAYEHHS 32 KOINITOPHCOM Aa00 OYiKVBaHAa
BAPTICTL NpeMeTa 3aKVIiBJIi:

239 958 488,24 rpu (/[BicTi TpUALSTH AEB'ATh MUIBHOHIB JAEB'ATCOT M'ATIECST
BICIM THCSIY YOTHPHUCTA BICIMJIECAT BiCIM IpuBeHb 24 koniiiku), 3 IIJIB, 30kpema:

ot 1 -5 033 100,80 rpu (IT'ATh MUTBHOHIB TPUALATH TPU TUCSAYI CTO TPUBEHB
80 KomiioK);

70T 2 - 5 356 668,24 rpu (II'aTh MITBHOHIB TPHUCTA M'ATAECIT IIICTh THUCAY
IIICTCOT IIICTACCAT BiCIM I'PUBEHb 24 KOIINKN);

70T 3 - 3 594 205,20 rpa (Tpu MinbiioHa N'ITCOT JIEB'THOCTO YOTHPHU THUCSAU1
JBICTI I'ATh TpUBeHb 2() KOMIOK);

70T 4 - 20 078 293,20 rpH (IBaauarh MiIBHOHIB CIMIECAT BICIM THCSY JIBICTI
JIEB'STHOCTO TpH TpuBHI 20 KOMHOK);

gor 5 - 205 896 220,80 rpu (/BicTi m'STh MUTBHOHIB BICIMCOT JIEB'STHOCTO
IIICTh TUCSY JIBICTI ABAALUSATH rpUBEeHb 80 KOMINHOK).
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