JlomaTok 2
710 TEHJAEPHOI TOKYMEHTAIlli Ha 3aKyIIiBIIO:
33600000-6 ®apmanieBTriuHa mpoaykilis (Jlikapchbki 3acoou i 3a0€3MeUeHHS XBOPUX Ha
PO3CISTHUMN CKJIEpOo3, 6 JOTIB)

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

Jlor 1 - 33652000-5 AwnTtuHeomutacTuuHi 3acobu Ta iMyHoMoayistopu - Oxpemizymad
(Ocrelizumab), 300 mr, am., ¢ur., mmp. - 78 ox.;

a0t 2 - 33652000-5 AHTHHEOIUIaCTHYHI 3aco0M Ta iMyHOMoayisitopu - [Hrepdepon Oera-1b
(Interferon beta-1b), 0,3 mr, am., ¢a., wmp. - 405 ox.;

gotr 3 - 33652000-5 AHTMHeorutacTHuYHI 3aco0W Ta iMyHOMonynsTopu - Jumermndpymapar
(Dimethyl fumarate), 240 mr, Ta6:1., karc., npaxe - 26820 ox.;

70T 4 - 33652000-5 AHTHHEOIIAaCTHYHI 3acO0M Ta IMyHOMOAYIISATOPH - IMyHOTTIOOYIIiH JTIOAMHA
HopManbhuit (Immunoglobulins, normal human, for intravascular adm.), 10%, 50 m, am., ¢a., mmp.,
m1. - 1020 ox,.;

jot 5 - 33652000-5 AnTtuHeoriacTuyHi 3acodu Ta imyHomonynsaropu - Knaapub6in (Cladribine),
10 mr, Tabm., karnc., apaxe - 66 o.;

gotr 6 - 33652000-5 AHTHHEOIJIACTHYHI 3acCO0M Ta IMYHOMOIYJSTOPU - MeTHIIpenHi30I0H
(Methylprednisolone), 1000 mr, amit., ¢ur., mmp. - 51 og.

3acanvni eumozu:

1. Jlikapcbkuil 3aci6 moBUHEH OyTH 3apeecTpoBaHHMi B YkpaiHi. [[ns miaTBepkeHHS y4acHUK
HaJa€ 3aBIPEHy KOMII0 PEECTPaIifHOTO MOCBITYEHHS Ha JIIKApChKUiA 3aci0. Y pasi, SKIIO 10 3aKIHUCHHS
CTPOKY J1ii peecTpaliiiHoro mocBiAueHHs Ha JIIKAPChKUI 3aci0 3a/IUIIA€ThCA:

- menme 90 nHIB - 000B’s3k0Be HagaHHs komii nucta MO3 VYkpainu, abo ynmoBHOBaXXEHOTO
oprany, npo (akT NoJaHHA 3asBU PO MEPEPEECTPALiIO;

- B 90 AHIB 10 OJIHOTO POKY - 000B’SI3KOBE HaJaHHS TapaHTINHOIO JIMCTa 3asBHUKA IIPO T€, 110
10 MO3 Vkpainu, a0 ymoBHOBa)KEHOT'O Oprany, Oyze MoJaHo 3asBYy MPO MEpepeecTpaliio y NOpsaKY,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcbkuil 3aci0 TMOBMHEH MaTH I1HCTPYKLIIO JJIi MEIUYHOro 3acTtocyBaHHsA. Jlims
MIATBEP/KEHHS] YYaCHUKOM HAJA€ThCA KOMis IHCTPYKLI JUIsi MEIMYHOIO 3aCTOCYBAaHHS JIKapChbKOTO
3aco0y.

3. TepMiH mpUIATHOCTI JIKAPCHKOTO 3aCO0y HA MOMEHT MOCTaBKH MOBHHEH CTAHOBUTH HE MEHIIIC
75% abo He wMeHme 12 MiICAIIB BiJ BCTAaHOBJEHOTO IHCTPYKII€I0 TEpMiHYy mpuaatHocti. s
MIATBEPKEHHS YIaCHUK HAJla€ TapaHTIMHUN JTUCT PO TEPMIH MPUAATHOCTI.

4. CTpok MOCTaBKH TOBapy MOBUHEH CTAaHOBUTHU He Ouibiie 10 1HIB 3 1aTH OTpUMaHHS MUCHMOBOL
3asiBKH, ayne He mizHime 27.12.2024. JIns niaTBepAKeHHsI YYaCHUK HaJa€ rapaHTIMHMIA JTUCT MPO CTPOK
MIOCTaBKU TOBapY.

5. Jlikapcbkuii 3aci® MoBUHEH OyTH BHECEHUM JI0 PEECTPY ONTOBO-BIAMYCKHUX IIH HA JIIKAPChHKI
3aco0u abo 110 peecTpy BiAOMOCTEH MO0 I'PAaHUYHUX ONTOBO-BIIMYCKHUX IIIH Ha JEAKI JIKapChKi
3aco0M, 110 3aKyNOBYIOTbCA 3a OMOJKETHI KOIUTH Ta MiAJIATaloTh pedepeHTHOMY I[IHOYTBOPEHHIO, B
pamkax BukoHaHHs moctaHoBu KMY Big 02.07.2014 Ne 240 «IlutaHHs nekiapyBaHHS 3MiHH ONTOBO-
BIIMMYCKHUX ITIH Ha JiKapchki 3acobm» Ta moctaHoBu KMV Bim 03.04.2019 Ne 426 «IIpo pedepentre
[IHOYTBOPEHHS Ha JEsKl JIKapchbKi 3aco0Hu, IO 3aKyMOBYIOThCA 3a OIO/DKeTHI KomTu». Jlms
MIITBEP/HKEHHS YYaCHUK HAJA€ KO0 BUTATY 3 BiNoBigHOTO Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3aci0 moBuHEH OyTH BHECEHUM J10 HarlioHanbHOTo nepesiky OCHOBHUX JIIKaPChKUX
3aco0iB, B paMmkKax BHKOHaHHs moctaHoBH KMY Bim 25 Oepesns 2009 Ne 333 «Jleski muTaHHS
Jep>KaBHOTO PETyYJIOBaHHS I[IH Ha JIKAPChbKI 3acO0M 1 BHPOOM MEAMYHOrO NpU3HA4YeHHs». s
MIITBEP/HKCHHS yYaCHUK HAJ/Ia€ KO0 BUTATY 3 HallloHaIhHOTO TIEpelliKy OCHOBHUX JIIKAPCHKUX 3aCO01B.



VY pa3i BiACYTHOCTI Jikapchbkoro 3aco0y B HamioHanbHOMY HepeniKy OCHOBHHUX JIIKapChbKHX
3ac00iB, YYaCHHUK HaJa€ KO0 BHCHOBKY YINOBHOBa)KEHOTO OpraHy 3 JEp>KaBHOI OIIHKA MEAMYHUX
TEXHOJIOTI Ha 3alpONOHOBAHMN JIIKAPCHKUH 3aci0, mpoBereHoi BiamoBigHO 10 BuMor Ilopsaky
MPOBEACHHS JICPXKABHOI OIIHKKA MEAUYHHMX TEXHOJIOTIH, 3aTBep/KEHOro mocrtaHoBoro KMV Bim 23
rpyaas 2020 Ne 1300 «IIpo 3arBepmxenns Ilopsaxy NpoBeNeHHS NEpKAaBHOI OLIHKH MEIHMYHUX
TEXHOJIOTii», 110 BKJIKOYajia MEepBUHHY Ta (axoBYy eKcIepTu3d. BHCHOBOK yIOBHOBa)XEHOTO OpraHy 3
Jep>KaBHOT OL[IHKKA MEIMYHUX TEXHOJIOTIN Ha 3alpOIIOHOBAHUM JIIKapChKHiA 3aci0 Mae MICTHTH O3UTUBHI
peKOMeH1altii.

7. O0OB’3K0OBE HAJAHHS YYACHHKOM OPHUTIHATY TapaHTIMHOTO JHCTA, HAJAHOTO OE3MOCepeIHBO
BUPOOHUKOM ab0 HOro yrmoBHOBa)KEHUM IPEACTAaBHUKOM B YKpaiHi (SKIIO y4YaCHUK HE € BUPOOHUKOM
TOBapy), SAKUH MIATBEPIKYE MOMIMBICTH MOCTABKU TOBApy, IO € MPEAMETOM 3aKyIiBIi, Y HEOOX1IHIN
KUTBKOCTI, SIKOCTI Ta y TEPMiHHU, BU3HAYCHI JIOKYMEHTAIII€10.

8. 3anpomoHoBaHUI TOBap MOBHHEH OyTH sAKiCHUM. sl MigTBEpIKEHHS MOCTaYalbHUK HAaJa€
ceprudikar BIAMOBITHOCTI, SKWA BUIAHUN BIIMOBIIHUM OpPraHOM 3 cepTHdIKallii, akpeIuTOBAaHUM
HAI[IOHAIBHUM OpraHoM YKpaiHW 3 aKpeauTalii, 1 sSIKHi miaTBepKye BCTAHOBJICHI BUMOTH JI0 TOBapiB,
poOiT 1 mociayr Ta (uu) OO’eKTIB, uepe3 sKi peami3yloThCs MOCIYrH, SKIIO Ie MnepeadayeHo
3aKOHOJAaBCTBOM YKpaiHu. B pasi, skmo e He nependadeHo 3aKOHOJABCTBOM YKpaiHH, HEOOXiaHO
HAJaTH BiAMOBIIHHUMA TUCT-PO3’ ICHEHHS.

9. Y4yacHHK TIOBHHEH HaJaTH 3aloBHEHY (OpMY TEHAEPHOI MPOMO3HIIi 32 MiJIMICOM KepiBHUKA
ab0 yNMOBHOBAXEHOTO IMpPEACTAaBHUKA MiANPHUEMCTBA, OpraHi3allii, ycTaHOBU Ta 3aBipeHy neyaTkoro (y
pasi HassiBHOCT1).

dopma TeH1epPHOI NPono3uuii

(Ha3Ba mporeMypu 3aKyIiBii)

Ne mory/ | HaiimeHnyBaHHS ipeMeTa TopriBenpHa Ha3Ba Bupo6nuk, kpaina OnuHUTA KimpkicTs,
3/m 3aKyIIBII/TOBapy TOBapy BHAMIpY oIl
(mocaza ocobu, o niamucye hopmy) (ILLB.)
(mignuc) M. IL.*

* BuMora mIOZI0 TE€YaTKH HE CTOCYEThCSI YYaCHHUKIB, sIKi 3MIHCHIOIOTH JiSUIbHICTH O€3 MeyaTKd 3TiHO 3 YHHHHUM
3aKOHOJIaBCTBOM.

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

Kuis 2024



