JlomaTok 2
710 TEHJAEPHOI TOKYMEHTAIlli Ha 3aKyIIiBIIO:
33600000-6 dapmarieBTHYHA ITPOAYKITis
(JIikapchki 3aco0u 7151 JTIKYBaHHSI OHKOJIOTTYHHMX XBOPHUX, 32 JI0Ta)

Indopmartis mpo HeoOXimHI TEXHIYHI, SKICHI Ta KUIbKICHI XapaKTepUCTUKU IpeaMeTa
. . K%
3aKyIMiBIIi.

Jlor 1 - 33652100-6 AnTuHeoracTH4HiI 3aco0u - AGiparepon (Abiraterone), 250 mr, Taodm.,
Karc., apaxe - 79200 ox.;

not 2 - 33652100-6 AntuHeoruiacTuuHi 3acobu - AnektuHi0 (Alectinib), 150 mr, Tabx., kamc.,
npaxe - 5824 on.;

not 3 - 33652100-6 AnTuHeoractuyHi 3acobu - bpuraruni6 (Brigatinib), 180 mr, Tabu., karc.,
npaxe - 2772 on.;

not 4 - 33652100-6 AntureorutactuyHi 3acodu - 'editunio (Gefitinib), 250 mr, Tabm., karc.,
npaxe - 8760 o.;

7ot 5 - 33652100-6 AnTuHeorutactTiyHi 3acodu - ['ozepenin (Goserelin), 10,8 mr, amrr., ¢ur., mrp.
-918 on.;

7ot 6 - 33652100-6 AnTuHeoractuyHi 3acoou - [6anaponosa kuciora (Ibandronic acid), 50 mr,
Ta01., Karnc., apaxe - 42300 ox.;

ot 7 - 33652100-6 AntuHeorutactuuHi 3acobu - I6angponoBa kucnota (Ibandronic acid), 1
MI/MJI 10 6 M1, amit., ¢, mrp. - 3620 og.;

ot 8 - 33652100-6 AntuHeomacTHuHi 3acobu - ImatuHi6 (Imatinib), 400 mr, Tabx., kamc.,
npaxe - 3650 ox.;

7ot 9 - 33652100-6 AnTuHeorutactTiuHi 3acobu - Kambiiro ¢ominar (Calcium folinate), 10 mr/mi
o 10 mn, ami., ¢ur., mrmp. - 3450 ox.;

aot 10 - 33652100-6 AntuneonnactuyHi 3acobu - Kapbommarun (Carboplatin), 10 mr/mm mo 15
MJI, aMl., i, mmp. - 2410 ox.;

aor 11 - 33652100-6 AnTuneortactuyHi 3acodu - Omamapu6 (Olaparib), 150 mr, Ta6:m., Karc.,
npaxe - 12432 on.;

aot 12 - 33652100-6 AnTnHeorutacTiaHi 3acodu - [lemOponizymad (Pembrolizumab), 25 mr/m,
am., ¢m., mmp. - 1475 ox.;

not 13 - 33652100-6 ArtureorutactuuHi 3acobu - Temo3zomomia (Temozolomide), 100 mr, Tabm.,
Karic., rpaxe - 3150 ox.;

a0t 14 - 33652100-6 Autuneoriactuuni 3acodu - Temozomomin (Temozolomide), 250 mr, tabi.,
Karic., fpaxe - 2610 ox.;

7ot 15 - 33652100-6 AnTrHeomnactuyHi 3acoou - ®yneectpanTt (Fulvestrant), 50 mr/mut mo 5 mur,
am., ¢m., mmp. - 1824 ox.;

aot 16 - 33652100-6 AnTtrHeomnactuyHi 3acodu - Lucmnarun (Cisplatin), 1 mr/mi mo 100 mur,
amrt., ., mmp. - 2119 ox.;

aor 17 - 33652100-6 AnTtmrHeorutactnyHi 3acodm - ['emmurabin (Gemcitabine), 1000 mr, amr.,
¢, mmp. - 150 ox.;

not 18 - 33652100-6 AnTuHeormacTiuHi 3acoom - ['emmuTadin (Gemcitabine), 200 mr, amir., ¢i.,
mmp. - 250 ox.;

aot 19 - 33652100-6 AnTHHEeomnacTu4Hi 3acodu - IpuHoTekan (Irinotecan), 20 mr/mut o 5 mut,
am., ¢, mmp. - 100 ox.;

aot 20 - 33652100-6 AnTuHEoIacTU4HI 3acobu - Ipunotekan (Irinotecan), 20 mr/mi mo 15 m,
am., ¢, mmp. - 100 ox.;

got 21 - 33652100-6 AnTuHeomnnacTu4Hi 3acobu - Jokcopy6inuu (Doxorubicin), 2 mr/mi o 50
MJI, aMIt., Qur., mrp. - 100 ox.;



a0t 22 - 33652100-6 AnTrHeomnacTuyHi 3acobu - JJokcopy6iuun (Doxorubicin), 2 mr/mia mo 25
MJ1, aml., ¢, mmp. - 100 ox.;

7ot 23 - 33652100-6 AnTrnHeomnactuyHi 3acobu - daroopoypanmn (Fluorouracil), 500 mr, amm.,
¢ba., mmp. - 2000 ogx.;

not 24 - 33652100-6 AntuneoruiactuuHi 3acobu - Etonmo3ua (Etoposide), 20 mr/mu mo 5 wu,
amit., ¢, mmp. - 100 ox.;

not 25 - 33652100-6 AntuneoruiactuuHi 3acobu - Emipydinma (Epirubicin), 50 mr, amm., ¢o.,
wp. - 100 ox.;

70T 26 - 33652100-6 AnTHHEeomIacTHyHi 3acobu - Kaneiito ¢omninar (Calcium folinate), 10 mr/mi
mo 5 M, am., ¢ur., mmp. - 750 ox.;

7ot 27 - 33652100-6 AnTunHeomactuyHi 3acobu - Kanpito ¢omninar (Calcium folinate), 10 mr/mi
o 3 M, am., ¢ur., mmp. - 750 ox.;

7ot 28 - 33652100-6 Antuneonnactuysi 3acodu - Hucrmarun (Cisplatin), 50 mr, amr., ¢ur., mmp.
-150 ox.;

not 29 - 33652100-6 AnTtureorutactuyHi 3acobu - Jlomerakcen (Docetaxel), 20 mr, amm., .,

mp. - 200 ox.;

not 30 - 33652100-6 AnTtureorutactuyHi 3acobu - Jlomerakcen (Docetaxel), 80 mr, amm., .,
mmp. - 100 ox.;

not 31 - 33652100-6 AnTtureorutactuyHi 3acobu - Binopen6in (Vinorelbine), 50 mr, ami., ¢.,
mmp. - 100 ox.;

not 32 - 33652100-6 AnTuHeoracTiuHi 3acodu - Merotpekcar (Methotrexate), 50 mr, am., .,
wmp. - 50 ox.

3acanvui gumozu:

1. Jlikapcbkuil 3aci0 MoBUHEH OyTH 3apeecTpoBaHUM B YKpaiHi. [[is miaTBepIKEHHS yYacHHUK
HaJa€ 3aBipeHy KOIII0 PeeCTPaIliifHOro MOCBIIYEHHS Ha JTKapchkuil 3acib. Y pasi, sSKII0 A0 3aKiHYCHHS
CTPOKY JIii peecTpaliifHOro MOCBITYEHHS Ha JIKAPChKUH 3aC10 3aJIUIIAETHCS:

- meHuie 90 nHiB - 000B’s3koBe HajxaHHs Komii jaucra MO3 VYkpainu, abo yrnoOBHOBaXEHOTO
oprany, po (akT moJaHHs 3asBH PO IEPEPEECTPALLIIO;

- Big 90 QHIB 10 OZHOTO POKY - 000B’SI3KOBE HA/IaHHS TrapaHTIMHOTO JHCTa 3asiBHUKA IO Te, 1110
1o MO3 VYkpaiau, ab0 yIOBHOBaXEHOTO Oprany, Oyae IoJIaHO 3asBY MPO MEepepeecTpaliio y MopsKy,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcpkuii 3aci0 TOBMHEH MaTH IHCTPYKIIIO Ui MEIUYHOTO 3acTOoCyBaHHA. Jlis
HiATBEPKEHHS] YYACHUKOM HAJA€ThCs KOMis IHCTPYKIIT JUIsI MEIMYHOIO 3aCTOCYBAaHHS JIIKapChKOTO
3aco0y.

3. TepMmiH NpUAATHOCTI JIKAPCHKOT0 3ac00y Ha MOMEHT IOCTaBKU MOBHHEH CTAHOBUTH HE MEHIIIE
75% abo He MeHmie 12 MiCsIIB BiJ BCTAaHOBJIEHOTO I1HCTPYKLIED TEepMiHYy mpuaaTHocTi. Jlis
MiATBEP/KEHHS YYaCHUK HaJla€ TapaHTIHHUHN JTUCT PO TEPMiH MPUIATHOCTI.

4. CTpoK MOCTaBKH TOBApY MOBHHEH CTAaHOBUTH HE Oinbiie 10 IHIB 3 1aTH OTPUMaHHS MUCHhMOBOT
3asBKH, ajne He mizHime 29.12.2023. J{ns migTBepKeHHs YYaCHUK HaJa€ TapaHTiHHUNA JUCT IpO CTPOK
MOCTaBKH TOBapy.

5. Jlikapcbkuii 3aci0 MOBUHEH OYTH BHECEHMM JO PEECTPY ONTOBO-BIANMYCKHHUX I[iH Ha JIIKAPChKi
3aco0u abo 70 PeecTpy BIAOMOCTEH N[00 TPAHUYHHUX ONTOBO-BIAMYCKHUX IIH Ha JEsAKi JKapChKi
3aco0u, IO 3aKyMOBYIOTHCS 3a OIO/KETHI KOIUTH Ta MiJIATaloTh pedepeHTHOMY I[iHOYTBOPEHHIO, B
pamkax BukoHaHHs ToctaHOoBH KMY Bin 02.07.2014 Ne 240 «[IutaHHs JeKJIapyBaHHS 3MiHH OITOBO-
BIJIMMYCKHUX I[iH Ha JiKapchki 3acobm» Ta moctaHoBu KMY Big 03.04.2019 Ne 426 «IIpo pedepentHe
IIHOYTBOPEHHS Ha JAesKl JIKapchbKi 3aco0u, IO 3aKylNoBYIOThCA 3a OrwoKkeTHI Komrtu». Jlus
MiATBEPKEHHS YYaCHUK HaJla€ KOIII0 BUTATY 3 BiAnoBigHoro Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3aci6 moBuHEH OyTH BHECEHUM 110 HarioHanpHOTO TepesiiKy OCHOBHHUX JIIKAPChKHUX
3aco0iB, B paMKax BHKOHaHHS moctaHoBu KMY Big 25 Oepesns 2009 Ne 333 «Jleski nuTaHHS
JIEP’)KaBHOTO PETYJIOBaHHS I[iIH Ha JIKApChKli 3aco0M 1 BUPOOM MEIWYHOTO NpHU3HAaueHHs». s
HiATBEPKEHHS YYaCHUK HaJla€ KOMiio BUTATY 3 HamioHanbsHOro nepeniky OCHOBHHX JIIKapChbKHUX 3aC00iB.



VY pa3i BiACYTHOCTI Jikapchkoro 3aco0y B HarioHanbHOMY mepeniKy OCHOBHHUX JIIKapChKUX
3ac00iB y4yaCHMK HaJa€ KO0 BHUCHOBKY YIIOBHOBaXEHOI'O OpPraHy 3 JEp>KaBHOI OIIIHKKM METUYHHUX
TEXHOJIOTIH Ha 3alpoNOHOBAaHHWM JKApChbKHiA 3aci0d, MPOBEACHOTO BiANOBiAHO 10 BUMOr Ilopsaky
MIPOBEACHHS JICPXKABHOI OIIIHKA MEIUYHUX TEXHOJIOTiHM, 3aTBep/yKeHoro moctaHoBoro KMY Big 23
rpyaas 2020 Ne 1300 «IIpo 3arBepmxenns Ilopsaxy NpoBEACHHS NEpKABHOI OLIHKH MEIUYHUX
TEXHOJIOT1i.

7. O60B’s13K0BE HaJlaHHS YYaCHUKOM OPUTiHANy TapaHTIMHOTO JIMCTa, HaJaHOTO Oe3MocepeHbO
BUPOOHUKOM a00 HOro ymoBHOBa)KEHHUM IPEACTaBHUKOM B YKpaiHi (AKIIO yYacCHUK HE € BUPOOHUKOM
TOBapy), SKUH MIATBEPIKYE MOMIIMBICTh MOCTABKU TOBApy, IO € MPEAMETOM 3aKyHiBIi, Y HEOOXiIHiH
KUTIBKOCTI, SIKOCTI Ta y TEPMiHU, BU3HAYCHI JIOKYMEHTAIIIETO.

8. 3anpomoHOBaHUI TOBap MOBHMHEH OyTH sSKiCHUM. [ MiATBEpKEHHS MOCTAYaJbHUK HAJa€
ceprudikar BIANOBITHOCTI, SKMA BUIAHWUN BIAMOBIIHUM OPraHOM 3 cepTHdIKallii, akpeIuTOBAaHUM
HAI[IOHAIBHUM OpPraHoM YKpaiHu 3 akpenuTamii, i IKWi MiITBEpKye BCTAHOBJICHI BUMOTH 10 TOBAapiB,
poOiT 1 mocayr Ta (uu) OO’€KTIB, uepe3 sKi peai3yloThCS TOCIYrH, SKIIO I mnepeadayeHo
3aKOHO/IABCTBOM YKpaiHu. B pasi, skimo me He mependadyeHo 3aKOHOMABCTBOM YKpaiHM, HEOOXI1THO
HaJaTH BiAMOBITHUMI TUCT-PO3’ ICHEHHS.

9. Y4yacHHK TIOBHHEH HaJaTH 3alOBHEHY ()OpMy TEHIEpPHOI MPOIO3MIIi 3a MiAMUCOM KepiBHUKA
abo yNMOBHOBAXXEHOTO MpEACTaBHUKA MIANPUEMCTBA, OpraHizailii, yCTAHOBH Ta 3aBipeHY IedaTkow (y
pasi HassBHOCT1).

dopma TeH1epHOI NPono3uuii

(Ha3Ba mporemypHu 3aKyiBii)

Ne mory/ | HaiimeHnyBaHHS peaMeTa TopriBenpHa Ha3Ba Bupo6nuk, kpaina OnuHUTA KimpkicTs,
3/m 3aKyIIBIII/TOBapy TOBapy BHAMIpY oIl
(mocaza ocobu, o miamucye hopmy) (ILLB.)
(migmuc) M. IL*

* Bumora mo/10 meyaTKu He CTOCYEThCS YYAaCHHKIB, SIKi 3JIMCHIOIOTH AISUIBHICTH O€3 IeYaTKH 3TiAHO 3 YHHHUM
3aKOHOJIaBCTBOM.

** VY pasi HasgBHOCTI B TEXHIUHIi YacCTHHI NMOCWJIAHHA Ha KOHKPETHY TOPriBeJIbHY MapKy 4u (ipmy, IpKepeno
MIOXO/KEHHsI 200 BUPOOHMKA — YUTATH 3 BUPA30M «ab0 eKBiBAJICHT».

Kuis 2023



