Sy ENEKTPOHHUM NIANUCOM )

33600000-6 ®apmaneBTHYHA MPOAYKIList
(JIlikapcbKi 3aco0H 1JI XBOPHUX Ha CHiHAJbHY M's130BY aTpodilo, 2 J10Ta)

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

Jlor 1 - 33661000-1 Jlikapceki 3acoOu AJjig JIKyBaHHS XBOpPOO HEPBOBOI
cuctemu - Hycinepcen (Nusinersen), 12 mr, ¢a., amm., mmp. - 16 ox.;

gor 2 - 33661000-1 Jlikapceki 3aco0u it JIIKyBaHHS XBOpPOO HEPBOBOI
cuctemu - Pucaumiiam (Risdiplam), 60 mr, ¢ui., ammn., mimp., misur. - 287 o.

3acanvui sumoeu:

1. Jlikapcbkuit 3aci6 moBuHEH OyTH 3apeecTpoBaHuil B Ykpaini. [luns
MIATBEP/KCHHSI YYaCHUK HAJIa€ 3aBIPEHY KOMIIO PEECTPAIifHOTO MOCBIIUYECHHS Ha
JiKapchKUi 3aci0. Y pasi, SAKI0 A0 3aKIHYCHHS CTPOKY [ii peecTpariiHoOro
ITOCBITYCHHSI Ha JIIKAPCHKUI 3aCi0 3aJIUIIA€ThCS:

- menme 90 gHIB - 000B’s3K0Be HamanHs komii jgucta MO3 Ykpainu, abo
YIOBHOBAXEHOT'O OpraHy, Mpo (akT MOJaHHs 3asBU PO MePepeeCTparlio;

- Big 90 AHIB A0 OAHOrO POKY - OOOB’SI3KOBE HAJIaHHS TapaHTIMHOrO JIMCTa
3asiBHUKaA 1po Te, o 10 MO3 Vkpainu, a0o ynmoBHOBa)XEHOr0 opraHy, Oyze moJaHo
3asBY PO MepepeecTpallito y nopsaky, BusHaueHomy MO3 Vkpainu.

2. Jlikapcekuiéi 3aci® TMOBUMHEH MaTU IHCTPYKIIO I MEIUYHOIO
3acTocyBaHHA. [l MIATBEpIKEHHS YYACHUKOM HAJA€TbCs KOMisl 1HCTPYKLIT st
MEJMYHOI0 3aCTOCYBAHHSI JIIKAPCHKOTO 3aC00Y.

3. TepMmiH NmpUAATHOCTI JIIKAPCHKOTO 3acO0y HAa MOMEHT MOCTAaBKM TMOBHWHEH
CTaHOBUTH He MeHme 75% abo He MeHme 12 MicAliB BiJ BCTaHOBIEHOTO
IHCTPYKIIIEIO TEpMiHY TPHUAATHOCTI. JI7s MIATBEpIKEHHS Y4YaCHUK HaJae
TapaHTIMHKUKN JTUCT TIPO TEPMIH MPHUIATHOCTI.

4. CTpoK TOCTaBKM TOBapy MOBHHEH CTAaHOBHTH HE Oumbmie 10 mHIB 3 matw
OTpUMAaHHS MHCHMOBOI 3asBKH, aje He mi3Hime 27.12.2024. Jlns miarBepHKeHHS
YYaCHHUK HAJa€ TapaHTIMHUHN JIUCT TTPO CTPOK MOCTABKU TOBAPY.

5. Jlikapcbkuil 3aci0 NOBUHEH OYyTH BHECEHUM JI0 PEECTPY ONTOBO-BIAMYCKHHUX
I[IH Ha JIIKapChki 3aco0u abo A0 PEeecTpy BIIOMOCTEN II0JI0 TPAHUYHHUX OMTOBO-
BIJIMTYCKHUX LIH HA JIESKI JIKapChKi 3aCO0M, 110 3aKyMOBYIOTHCA 3a OIOJIKETH1 KOLITH
Ta MIATalTh peEepeHTHOMY I[IHOYTBOPEHHIO, B paMKaX BHKOHAHHS IOCTAHOBU
KMY Big 02.07.2014 Ne 240 «IlutanHs AcekjapyBaHHsS 3MiHU ONTOBO-BIIIMYCKHHUX
I[IH Ha JIKapchKi 3acobm» Ta mocrtaHoBu KMY Bim 03.04.2019 Ne 426 «IIpo
pedepeHTHE MIHOYTBOPEHHS Ha JEsIKI JIKapChKi 3aco0M, IO 3aKYIOBYIOTHCS 3a
OromkeTHi KomTw». JIns MATBEpIKEHHS YYaCHUK HAJa€ KOMI BUTATY 3
BiamoBigHOTO Hakazy MO3 Ykpainu.
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6. Jlikapcekuil 3aci0 MoBMHEH OyTH BHECEHHWM 10 HarioHaJbHOTO Meperiky
OCHOBHHMX JIIKapChKUX 3aco0iB, B paMKax BUKOHaHHA mnoctaHoBu KMY Big 25
oepesns 2009 Ne 333 «/lesiki mUTaHHS AEPKABHOTO PETYJIIOBAHHS I[iH Ha JIKAPCHKI
3aco0u 1 BUPOOM MEIUYHOTO TpHU3HA4YeHHs». JIJI1 MiATBEpIKEHHS yYaCHUK HaIae
KOMito BUTATY 3 HallloHanbHOTO mepeniKy OCHOBHHX JIIKAPChKUX 3aCO01B.

VY pasi BiJICyTHOCTI JiikapchbKoro 3aco0y B HarioHansHOMY niepesiiky OCHOBHHUX
JIKapChbKUX 3ac001B, YYaCHUK HAJA€ KOIMII0 BUCHOBKY YMOBHOBa)KEHOTO OpraHy 3
JIEp’KaBHOI OLIIHKA MEAMYHHMX TEXHOJIOTIH Ha 3alpONOHOBAHMM JIKapChKHM 3acio,
MPOBEJEHOT BIAMOBIAHO 10 BUMOTr [lopsiaky TmpoBeIeHHS AEp:KaBHOI OIIHKU
MEJIMYHUX TEXHOJIOT1H, 3aTBepkeHoro noctaHoBoto KMV Big 23 rpyans 2020 Ne
1300 «IIpo 3arBepmxenHs [lopsiaky mnpoBeneHHS IEp>KaBHOI OIIHKM MEIMYHUX
TEXHOJIOT1i1», 10 BKJIIOYaJlla TNEpBUHHY Ta (axoBy ekcneptu3u. BucHoBok
YIOBHOB)XEHOTO OpraHy 3 JIepKaBHOI OI[IHKM MEAMYHMX TEXHOJIOTIM Ha
3aMpONOHOBAHMI JIIKApChKUM 3ac10 Mae MICTUTH TTO3UTHUBHI PEKOMEH IaIlii.

7. OOOB’s3KOBE HaJaHHS YYaCHUKOM OpHTIHANYy TapaHTIMHOTO JIKCTa,
HaJaHOTO Oe3MmocepeIHbO0 BUPOOHUKOM a00 MOT0 YIIOBHOBaKEHUM MPEICTABHUKOM B
VYkpaiHi (SKIIO Y4aCHUK HE € BUPOOHUKOM TOBApy), IKUW MIATBEPIKYE MOXKIUBICTh
NOCTaBKH TOBApy, IO € MPEAMETOM 3aKyMiBJl, Y HEOOXIHIA KUIBKOCTI, SIKOCTI Ta y
TE€pPMIHU, BUBHAUEHI JOKYMEHTALIEIO.

8. 3amporoHOBaHMM TOBap MOBHUHEH OyTH AKICHUM. /[l miaTBepKeHHS
NoCTa4aJlbHUK Hajae cepTudikaT BIAMOBIIHOCTI, SKWUH BHIAHUN BIAMNOBIAHUM
opranoM 3 ceprtudikailii, aKpeIUTOBAHUM HAI[IOHATLHUM OpraHoM YKpaiHu 3
aKpeIuTallii, 1 SKui MiATBEPXKY€ BCTAHOBJIEHI BUMOTH JI0 TOBapiB, pOOIT 1 MOCIYT Ta
(un) 00’ekTiB, uepe3 Kl peal3yloThCs TOCIYTd, SKIIO 1€ MnepeadadyeHo
3aKOHOJIABCTBOM YKpaiHu. B pasi, skmo 1e He mnepeadayeHO 3aKOHOJaBCTBOM
VYkpainu, HeoOXiTHO HaIaTH B1ATOBIIHUN JTUCT-PO3’ ICHEHHS.

9. YyacHUK MOBHHEH HAJaTH 3alOBHEHY (OpMy TEHACPHOI MPOIO3HIII 3a
MiIUCOM  KepiBHMKAa ab0  YIMOBHOBaXEHOTO TMpEJCTaBHUKA  IiIIPUEMCTBA,
oprasisaiiii, yCTaHOBH Ta 3aBipeHy Me4yaTKoIo (y pa3l HassBHOCTI).

dopMa TeHIePHOI NPONMO3UILii

(Ha3Ba mpoIeIypH 3aKyIIiBIIi)

Ne noty/ | HaiimenyBanus npenmera TopriBenbHa Ha3Ba Bupoonuk, OnuHuns KimpkicTs,
3/ 3aKyIIiBJIi/TOBapy TOBapy KpaiHa BHUMIpY Ol
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(mocana ocobw, 1o mgnucye hpopmy) (ILLB.)
(miamuc) M. IL*

* BuMora mo/10 e4YaTK: He CTOCY€EThCS YYACHUKIB, SIKi 3[1HCHIOIOTH isIbHICTh 0€3 MEYaTKU 3TiTHO 3 YHHHUM
3aKOHOJABCTBOM.

** Y pasi HasBHOCTI B TEXHIYHIM YaCTHHI NOCHJIAHHS HAa KOHKPETHY TOPTiBeJIbHY MapKy 4 (ipMy, JKeperno
MTOXOJKCHHs a00 BUPOOHUKA — YHTATH 3 BUPA30M «a00 CKBIBAICHT.

2. Po3mip 0rOAXkeTHOr0 NPU3HAYEHHH 32 KOIITOPHCOM a00 O4iKyBaHA
BAPTICTh NpeiMeTa 3aKyNiBJIi:

116 474 410,21 rpu (Cto MmICTHAMIATh MUIBHOHIB YOTHPUCTA CIMIIECST
YOTUPH TUCAY1 YOTHPHUCTA JIeCATh TpuBeHb 21 xomiiika), 3 IIJAB, 30xpema:

a0t 1 - 42 052 684,16 rpua (Copok Bl MUTbHOHA M'ATAECAT JIB1 TUCSAY1 IIICTCOT
BICIMJIECSIT YOTHPHU IpUBHI 16 KOMINHOK);

not 2 - 74 421 726,05 rpu (CiMaecar 4oTUpPU MIJIbHOHA YOTUPUCTA JBATUATH
OJIHa THCSIYa CIMCOT JBAJILSITh IIICTh TPUBEHb 05 KOMIMOK).
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