JlomaTok 2
710 TEHJAEPHOI TOKYMEHTAIlli Ha 3aKyIIiBIIO:
33600000-6 dapmarieBTHYHA ITPOAYKITis
(JIixapchbki 3aco0u JIJ1s1 XBOPUX Ha CIIHAJIBHY M'S30BY aTpodito, 2 J0Ta)

Indopmartis mpo HeoOXimHI TEXHIYHI, SKICHI Ta KUIbKICHI XapaKTepUCTUKH IpenMeTa
. . K%
3aKyIMiBIIi.

Jlot 1 - 33661000-1 Jlikapceki 3aco0u juisi JTiKyBaHHS XBOpoO HEpBOBOiI cuctemu - HyciHepceH
(Nusinersen), 12 mr, ¢u1., amir., mmp. - 16 ox.;

aot 2 - 33661000-1 Jlikapcbki 3aco0u 1is JiKyBaHHS XBOpOO HEpBOBOi cucTemu - Pucauruiam
(Risdiplam), 60 mr, 1., amm., mmp., mism. - 287 ox.

3acanvui gumozu:

1. Jlikapcekuii 3aci0 moBuHEH OyTH 3apeecTpoBaHWil B Ykpaini. s miaTBepKeHHS y4aCHHUK
HaJa€ 3aBipeHy KOIiI0 PEECTPAIiifHOrO MOCBIIYEHHS Ha JIKapChkuil 3acib. Y pasi, K0 A0 3aKiHYCHHS
CTPOKY Jlii peecTpariitHoro MOoCBiTYEHHS Ha JIIKAPChKUIA 3aCi0 3aTHIIAEThC:

- meHie 90 nHiB - 000B’s3koBe HamaHHsa komii aucta MO3 Vkpainu, abo ynoBHOBa)KEHOTO
oprany, po (akT moJaHHs 3asBH PO IEPEPEECTPALLIIO;

- Big 90 QHIB 0 OHOTO POKY - 000B’SI3KOBE HA/IaHHS rapaHTIMHOIO JKCcTa 3asiBHUKA IPO TE, 1110
10 MO3 Vkpainu, a0 yrmoBHOBa)KEHOTO OpraHy, Oyze MOJaHO 3asBY MPO MEPEPEECTPALII0 Y MOPAIKY,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapchkuii 3aci0 TOBHHEH MaTH IHCTPYKIIIO [UIS MEIWYHOTO 3acTocyBaHHs. Jlms
HiATBEP/KEHHS] YYACHUKOM HAJIA€ThCs KOMisl IHCTPYKIIT JUIsI MEIMYHOIO 3aCTOCYBAaHHS JIIKApChKOTO
3aco0y.

3. TepMiH NpUAATHOCTI JIKAPCHKOT0 3ac00y Ha MOMEHT IOCTaBKU MMOBHUHEH CTAHOBUTH HE MEHIIIE
75% abo He MeHmie 12 MiCAIIB BiJ BCTAaHOBJIEHOTO I1HCTPYKLIED TEPMIHY mpuaaTHOCTI. Jlis
HiATBEP/KEHHs YYaCHUK HaJla€ TapaHTIHHUM JTUCT IPO TePMiH MPUIATHOCTI.

4. CTpoK MOCTaBKH TOBApY MOBUHEH CTAaHOBUTH HE Oinbie 10 MHIB 3 1aTH OTPUMAaHHS MUChbMOBOT
3asBKH, aje He mi3Hime 27.12.2024. JIns nigTBepKeHHs YYaCHUK HaJa€ rapaHTiiHUNA JMCT IpO CTPOK
MOCTaBKU TOBapy.

5. Jlikapchkuii 3aci0 MOBHHEH OyTH BHECEHHM JIO PEECTPY ONTOBO-BIAMYCKHHUX LIIH Ha JIKapChKi
3aco0u abo 70 peecTpy BIAOMOCTEH N[00 TPAHUYHHUX ONTOBO-BIAMYCKHUX IIH Ha JEsAKl JIKApChKi
3aco0u, 0 3aKyMOBYIOTHCSA 3a OOKETHI KOIUTH Ta MiJIAraloTh pedepeHTHOMY I[iHOYTBOPEHHIO, B
pamkax BukoHaHHs ToctaHOoBH KMY Bin 02.07.2014 Ne 240 «[IutaHHs JeKJIapyBaHHS 3MiHH OITOBO-
BIJIMMYCKHUX IiH Ha JiKapchki 3acobm» Ta moctaHoBu KMY Big 03.04.2019 Ne 426 «IIpo pedepenTtHe
IIHOYTBOPEHHS Ha JesKl JIKapchbKi 3aco0u, IO 3aKyNoOBYIOThCA 3a OrwoJKeTHI Komrtu». Jlus
HiATBEPXKEHHS YYaCHUK HaJla€ KOIII0 BUTATY 3 BiAnoBigHoro Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3aci0 MoBHHEH OyTH BHECEHUM 110 HallioHanbHOro mepesniky OCHOBHUX JIIKAPChKUX
3aco0iB, B paMKax BHKOHaHHS moctaHoBu KMY Big 25 Oepesns 2009 Ne 333 «Jleski nuTaHHS
JIEP’)KaBHOTO PETYJIIOBaHHS I[iIH Ha JIKApChKl 3aco0M 1 BUPOOM MEIWYHOTO TMpU3HAYCHHs». s
HiATBEP/XKEHHS YYaCHUK HaJla€ KOMito BUTATY 3 HalioHabHOTO nepeniKy OCHOBHHX JIIKapChbKHUX 3ac00iB.

VY pasi BiACYTHOCTI Jikapcbkoro 3acoOy B HarioHanbHOMY mepesniky OCHOBHHUX JIIKapChKHX
3ac00iB, Y4aCHUK HaJa€ KOMiI0 BHCHOBKY YIOBHOBa)XEHOTO OpPraHy 3 JepKaBHOI OI[IHKM MEIMYHHUX
TEXHOJIOTI Ha 3ampoNOHOBAaHUM JIIKapChKUM 3aci0, MpoBeAEHOi BIANOBILAHO a0 BuMor Ilopsaky
MIPOBE/ICHHS JIEpXKaBHOI OI[IHKM MEAMYHHMX TEXHOJIOTiH, 3aTBep/uKEHOro mnocraHoBoro KMV Bin 23
rpyaast 2020 Ne 1300 «IIpo 3arBepmxenHsi [lopsaky mpoBeieHHs OepKaBHOI OIIHKH MEIUYHUX
TEXHOJIOTii», 10 BKJOYaja MEPBUHHY Ta (PaxoBy ekcrepTu3n. BHCHOBOK YNMOBHOBA)XEHOT'O OpraHy 3
JIep>KaBHOI OLIIHKK MEIMYHUX TEXHOJIOTIH Ha 3aIPOIIOHOBAHUMN JIIKAPChKUH 3aCci0 Ma€e MICTUTH MTO3UTHBHI
pEeKOMeHIaIlii.



7. O60B’s13K0BE HAaJaHHS YYaCHUKOM OPUTiHANy TapaHTIMHOTO JKCTa, HaJaHOTO Oe3MocCepeHbO
BUPOOHHMKOM a00 HOro YIOBHOB)KEHUM TPEACTAaBHUKOM B YKpaiHi (SKIIO yYaCHUK HE € BHPOOHUKOM
TOBApy), SAKUN MIATBEPAKYE MOMIMBICTH MMOCTAaBKU TOBAapy, L0 € MPEIMETOM 3aKYHiBIi, Y HEOOXiIHiH
KUTIBKOCTI, SIKOCTI Ta y TEPMiHU, BU3HAYCHI JIOKYMEHTAIIIETO.

8. 3anpomnoHoBaHUI TOBap MOBHMHEH OyTH siKicHUM. /Ui MiATBEpIKEHHS MOCTAYaJbHUK HAJa€
ceprudikaT BIANOBITHOCTI, SKWA BUIAHUW BIANOBIIHUM OpraHoM 3 cepTUdiKallii, akpeIuTOBaHUM
HAI[IOHAIBHUM OpPraHoM YKpaiHW 3 aKkpeauTamii, i IKWi MiITBEp/Kye BCTAHOBJICHI BUMOTH 10 TOBAapiB,
pobiT 1 mocayr Ta (uM) OO’€KTIB, dYepe3 sKI peani3yloTbCs TOCIYTH, SKIIO 1€ IepeadadeHo
3aKOHOJABCTBOM YKpaiHu. B pasi, sKmo 1e He mependadeHo 3aKOHOMABCTBOM YKpaiHHW, HEOOXiTHO
HAJIaTH BiMOBIIHUHN TUCT-PO3’ ICHEHHSI.

9. Y4yacHMK NOBHMHEH HaJaTH 3alOBHEHY (OpMy TEHIEpHOI MPOIMO3UIIii 3a MiANUCOM KepiBHUKA
a00 YIMOBHOBa)XEHOTO MpEJCTaBHUKA MIAMPUEMCTBA, OpraHi3allii, yCTAHOBU Ta 3aBipeHYy MedaTkor (y
pasi HassBHOCT1).

dopma TeH1epHOI MPono3uuii

(Ha3Ba mporemypu 3aKyIiBii)

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

* BuMmora IIOIO MEYAaTKH HE CTOCYEThCS YYaCHHKIB, SKi 3MIHCHIOIOTH JisSUTBHICTH 0€3 MEYaTKH 3TiHO 3 YHHHUM
3aKOHOJABCTBOM.

** V pa3i HasBHOCTI B TEXHIUHIA YaCTWHI NMOCWJIAHHS Ha KOHKPETHY TOPTIBEIBHY MapKy 4d (ipMy, HKepelo
MTOXOJKEHHS a00 BUPOOHUKA — YUTATH 3 BUPA30M «a00 CKBIBAICHTY.

Kuis 2024



