33600000-6 ®apmanesTuHa npoaykuis (Jlikapcbki 3aco0m 1151 Nani€eHTIB
XBOPHX HA CHCTEMHY CKJepoAepMilo, 2 j10Ta)

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

jot 1 - 33632000-9 Jlikapchki 3aco0M 1Sl JIIKyBaHHSI 3aXBOPIOBaHb OMOPHO-
pyxoBoro anapary - Touunizymab (Tocilizumab), 162 mr / 0,9 mu, amm., ¢u., mmp. - 8
o1l.;

7ot 2 - 33632000-9 Jlikapchki 3aco0uM ISl JIIKyBaHHSI 3aXBOPIOBaHb OMOPHO-
pyxoBoro anapaty - Hintegani6 (Nintedanib), 150 mr, Ta6:., kanc., apaxe - 180 ox.

3azanvhi sumozu:

1. Jlikapcbkuit 3aci6 moBuHEH OyTu 3apeecTpoBaHuil B Ykpaini. J[lns
MiATBEP/KCHHST YYaCHUK HAJa€ 3aBIPEHY KOMIIO PEECTPAIiiHOTO MOCBIIUYCHHS Ha
JiKapcekuii 3aci®. Y pasi, SKImo 10 3aKiHYeHHS CTPOKY [ii peecTpariitHoro
MOCBITYEHHS HA JIKAPCHKUH 3aC10 3aIUIIAETHCS:

- merme 90 gHIB - 000B’s3k0Be HamaHHs komii jgucta MO3 Ykpainu, abo
YIOBHOBA)XEHOT'O OpTaHy, Mpo GakKT MOoJAaHHS 3asiBH MPO TEPEPEECTPAIIilo;

- Big 90 AHIB A0 OAHOrO POKY - OOOB’SI3KOBE HAJIaHHS TapaHTIMHOrO JIMCTa
3asiBHUKaA 1po Te, o 10 MO3 Ykpainu, ado yHoBHOBa)XEHOr0 opraHy, Oyze moJaHo
3asBYy IPO MepepeecTpallito y Nopsaky, BusHaueHomy MO3 Vkpainu.

2. Jlikapcekuit 3aci0 MOBUHEH MaTH IHCTPYKINIO JIJII MEIUYHOI'O 3aCTOCYBAHHSI.
JUist miATBEpIKEHHS YYaCHUKOM HANA€ThCAd KOMis 1HCTPYKUIL JJIi MEIMYHOTO
3aCTOCYBaHHS JIIKApChKOTO 3ac00y.

3. TepMmiH mpUAATHOCTI JIIKAPCHKOTO 3acO0y HAa MOMEHT MOCTAaBKH TMOBHWHEH
CTaHOBHUTH He MeHIIe 75% abo He MeHIe 12 MicsIIIB BiJl BCTAHOBJICHOT'O IHCTPYKITIEIO
TEepMiHy TpUAATHOCTI. [ MiATBEpIKEHHS yYaCHUK HAaJla€ TapaHTIWHUN JIUCT PO
TEPMIiH IPUIATHOCTI.

4. CTpoK TOCTaBKM TOBapy MOBHHEH CTAaHOBHTH HE Outbmie 10 mHIB 3 matw
OTpUMaHHS MHUCHMOBOI 3asBKHU, aje He mi3Hime 27.12.2024. Jlns miaTBepaKeHHS
YYaCHHK HAJa€ TapaHTIMHUHN JIUCT MTPO CTPOK MOCTABKU TOBAPY.

5. Jlikapcbkuit 3aci0 NOBMHEH OYyTH BHECEHUM JI0 PEECTPY ONTOBO-BIAMYCKHHUX
I[IH Ha JIIKapChKi 3aco0u abo A0 peecTpy BIIOMOCTEH II0JI0 TPAHUYHHUX OMTOBO-
BIJIMYCKHUX I1H Ha JIEsK1 JIIKapChKi 3aCO0H, 110 3aKYIMOBYIOTHCS 3a OIOJIKETHI KOIITH
Ta MIATa0Th pedepeHTHOMY I[IHOYTBOPEHHIO, B paMKaX BHMKOHAHHS MOCTAHOBU
KMY Bix 02.07.2014 Ne 240 «IlutanHs nexiapyBaHHS 3MiHH ONTOBO-BIAIYCKHHX I1H
Ha JiKapchki 3acoOu» Ta moctanoBu KMY Big 03.04.2019 Ne 426 «IIpo pedepenTtHe
I[IHOYTBOPEHHS Ha JESK1 JIKapChKi 3aCO0H, 110 3aKyTOBYIOTHCS 3a OFOJKETH1 KOIITHY.
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Jlist miaTBEep/KEHHS YYaCHUK HaJae KOIMII0 BUTATY 3 BiAMOBiAHOro Hakazy MO3
Ykpainu.

6. Jlikapcekuii 3aci0 MOBMHEH OyTH BHECEHWM 10 HarioHaJbHOTO meperiky
OCHOBHHX JIIKAPCHKHX 3aC001B, B paMKax BUKOHAHHS TocTaHoBu KMV Binx 25 6epesns
2009 Ne 333 «/lesiki muTaHHS AEP>KaBHOTO PETYJIOBAHHS IIH Ha JIIKapChKi 3aco0u 1
BUPOOM MEIMYHOrO MNpU3HAYECHHs». [l MIATBEp/KEHHS YYAaCHHK HAJA€ KOIIII0
BUTATY 3 HanioHanbHOro nepesniky OCHOBHMX JIIKapChKHUX 3aCO01B.

VY pas3i BiJIcyTHOCTI JiikapchKoro 3aco0y B HarioHansHOMY TIEpestiKky OCHOBHHUX
JIKapChKUX 3ac001B, YYaCHUK HAJA€ KOO BUCHOBKY YMOBHOBa)KEHOT'O OpraHy 3
JIepKaBHOI OIIIHKM MEJUYHUX TEXHOJOTIH Ha 3ampOrNOHOBaHHWH JTiKapchKuil 3aciO,
IPOBECHOI BiAMOBIAHO 10 BuUMOr Ilopsiaky mnpoBeAeHHS JEp>KaBHOI OLIHKH
MEJIMYHUX TEXHOJIOT1H, 3aTBepkeHoro noctaHoBoo KMV Big 23 rpyans 2020 Ne
1300 «IIpo 3arBepmxenHs Ilopsnky npoBeaeHHS IEp>KaBHOI OIIHKKA MEIMYHHUX
TEXHOJIOT1i1», 10 BKJIIOYaJa TEpBUHHY Ta (axoBy ekcneptu3u. BucHoBok
YIOBHOB)XEHOTO OpraHy 3 JIepKaBHOI OINIHKM MEAWYHMX TEXHOJIOTiM Ha
3ampONOHOBAHMH JIIKApChKUH 3aci0 Mae MICTUTH TTO3UTHUBHI PEKOMEH IaIIii.

7. O00B’sI3KOBE Ha/laHHS YYACHUKOM OpPUTIHATY TapaHTIHOTO JIMCTa, HAJAHOTO
0e3rnocepeIHbO0 BUPOOHUKOM a00 MOro YMOBHOBaXXEHHUM MPEACTABHUKOM B YKpaiHi
(SIKII0 YYaCHHUK HE € BAPOOHUKOM TOBApY), SIKAW MIATBEPIKYE MOKIIMBICT IOCTAaBKU
TOBapy, IO € MPEIMETOM 3aKyMiBiIl, Y HEOOX1IHIM KUIBKOCTI, AKOCTI Ta y TEPMIHH,
BHU3HAYEHI IOKYMEHTAIIEI0.

8. 3amporoHOBaHUM TOBap MOBHHEH OyTH AKICHUM. J[1s miaTBeppKeHHsS
NocTa4aJlbHUK Hagae cepTudIKaT BIAMOBIAHOCTI, SKUH BHJIAHUN BIAMOBIIHUM
opraHoM 3 cepru(ikamii, aKpeAUTOBAHMM HAI[IOHAIBHUM OpPraHOM YKpaiHu 3
aKpeIuTaIlii, 1 SKUi MiATBEPKY€E BCTAHOBJICHI BUMOTH JI0 TOBapiB, pOOIT 1 MOCIYT Ta
(un) o0O0’eKTiB, dYepe3 SAKI peani3yloTbCs TMOCIYTH, SKIO 1€ mepeadadyeHo
3aKOHOJABCTBOM YKpaiHu. B pa3i, fSKkimo 1e He mnependadyeHo 3aKOHOJIABCTBOM
VYkpainu, HeoOXiTHO HaIaTH B1ATIOBITHUN JTUCT-PO3’ ICHCHHS.

9. YyacHUK TOBHMHEH HAJaTH 3aloOBHEHY (OopMy TEHIEPHOI MPOMO3MIi 3a
HiAMICOM KepiBHUKA a00 YIIOBHOBAXEHOT'O MTPEICTaBHUKA MANIPUEMCTBA, OpraHizaiii,

YCTaHOBHM Ta 3aBIPEHY MEYaTKOIO (y pa3l HassBHOCTI).
dopma TeH1epHOI MPoNmo3uuii

(Ha3Ba mporeypH 3aKyIIiBIIi)

Ne mory/ | HaiimenyBaHHS peaMeTa TopriBenpHa Ha3Ba Bupob6nuk, kpaina OpuHuts KinmpkicTs,
3/m 3aKyIIiBJIi/TOBapy TOBapy BUMIpY oIl
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(mocazna ocodwu, o nianucye Gpopmy) (TLLB.)
(migmuc) M. I1.*

* Bumora mo1o me4yaTky He CTOCY€EThCS YIaCHUKIB, SIKi 3AIMCHIOIOTE iSIbHICTD 0€3 IMeYaTK! 3TiTHO 3 YUHHAM
3aKOHOJABCTBOM.

** Y pasi HaIBHOCTI B TEXHIYHIM YaCTHHI MMOCHIAHHS Ha KOHKPETHY TOPTiBEJIbHY MapKy 4u (GipMy, IKEpesio
MOXO/KEeHHS 200 BUPOOHMKA — YUTATH 3 BUPA30M «a00 €KBIBAICHTY.

2. Po3mip OI0IKETHOr0 NPHU3HAYEHHS 32 KOIITOPHCOM 200 OYiKyBaHAa
BAPTICTL NpeMeTa 3aKVIiBJIi:

160 797,08 rpu (Cto mricTaecaT TUCSY CIMCOT JEB'SHOCTO ciM rpuBeHb 08
komiiiok), 3 IIJIB, 30xpema:

aot 1 -71 785,28 rpu (CiMaecsaT oJiHa TUCSYA CIMCOT BICIMAECST IT'SITh TPUBEHb
28 KOMiNoK);

ot 2 - 89 011,80 rpu (BicimaecsaT neB'sTh TUCSY OJWHAALSATH TpUBEHb 80
KOITIOK).

[lenapTameHT OXOPOHW 340p0B’A
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