Jopatok 2
710 TeHAEPHOI TOKYMEHTAIIli Ha 3aKYIIBIIIO:
33600000-6 ®apmaneBTUYHA TPOAYKIIS
(Jlixapceki 3acobu 11t 3a0e3neueHHs XBOPUX Ha PO3CITHUM CKIIEpO3, 2 J10Ta)

Inpopmaniss mpo HeoOXimHI TEeXHIUHI, SKICHI Ta KUIBKICHI XapaKTepPUCTHUKU MpeaMera
. . k%
3aKyIiBIII.

Jlor 1 - 33652000-5 AHTHMHEOIUIACTHYHI 3aco0M Ta iMyHOMoOmyisTopu - Okpernizymad
(Ocrelizumab), 300 mr, amm., ¢a., mmp. - 37 o.;

7ot 2 - 33652000-5 AHTHHEOIUTaCTHYHI 3aC00M Ta IMyHOMOJYJISATOPH - IMYHOTIIOOYIIH JTFOAMHA
Hopmaneuuii (Immunoglobulins, normal human, for intravascular adm.), 10%, 50 mux, amm., ¢o., wmp.,
. - 960 o

3azanvui gumoau:

1. Jlikapcbkuil 3acid moBHHEH OyTH 3apeecTpoBaHui B YkpaiHi. [[ns miaTBepIKeHHS y4acHUK
HaJa€e 3aBIpeHy KOTIIO PEECTPAIIMHOTO MOCBITYEHHS Ha JTIKApChKUi 3aci0. Y pasi, SKIO 10 3aKiHYCHHS
CTPOKY Jii peecTpaIiftHOro MOCBITYEHHS Ha JIKAPChKHUM 3aCi0 3aTUIITAETHCS:

- menme 90 gHIB - 000B’s3k0Be HamaHHs Komii jucta MO3 Vkpainu, abo ymOBHOBaKEHOTO
oprasy, mpo (axT MOJJaHHS 3asSBH PO TIEPEPEECTPAILIFO;

- Bix 90 AHIB 10 OJTHOTO POKY - 00OB’SI3KOBE HAJIaHHS TApAaHTIHHOTO JIMCTA 3asBHUKA MPO TE, 10
10 MO3 Vkpainu, abo ymoBHOBa)KEHOTO Oprany, OyJe MoJlaHO 3asiBY MPO MEepepeecTpaliio y MopsaKy,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapchkui 3aci0 TIOBUHEH MATH IHCTPYKIIO JUIS MEAUYHOTO 3acTtocyBaHHS. Jyst
MIATBEPPKCHHS YYaCHUKOM HAJA€THCS KOIIS IHCTPYKIII JUIT MEIUYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y.

3. Tepmin npUAATHOCTI JIKApCHKOTO 3ac00y HA MOMEHT IMOCTAaBKH MIOBUHEH CTAHOBUTH HE MCHIIIC
75% abo He wMmeHme 12 wMicAliB Bil BCTAaHOBJIEHOTO IHCTPYKIIE TEepPMIHY NpuaaTHOCTL. Jlis
MIATBEP/HKCHHS YIaCHUK HaJa€ rapaHTIMHUN JUCT PO TEPMIH IPUIATHOCTI.

4. CTpok MOCTaBKU TOBapy NOBUHEH CTAHOBUTH He OUIbiIe 10 AHIB 3 JaTH OTPUMAaHHS MUCHMOBOL
3asBKH, ane He mizHime 29.12.2023. st minTBepKEeHHs YYaCHUK HaJla€ TapaHTIMHUN JUCT IIPO CTPOK
MIOCTaBKHU TOBapy.

5. Jlikapcekuit 3aci0 MOBHMHEH OyTH BHECEHHUM JI0 PEECTPY ONTOBO-BIAMYCKHHUX IIiH Ha JIIKApChKi
3aco0u abo 70 peecTpy BIIOMOCTEH IMIOAO TPAaHUYHHMX OINTOBO-BUIIMMYCKHMX IIIH Ha JEsAKi JIIKapChKi
3aco0M, 10 3aKYMOBYIOTHCS 3a OMO/KETHI KOIITH Ta MiUISIraloTh peepeHTHOMY I[IHOYTBOPEHHIO, B
pamkax BukoHaHHsa noctaHoBu KMV Big 02.07.2014 Ne 240 «IlutanHs AekiapyBaHHS 3MiHH OINTOBO-
BIIMYCKHUX I[IH Ha JiKapchKi 3acobu» T1a moctaHoBu KMY Bixg 03.04.2019 Ne 426 «IIpo pedepenTHE
IHOYTBOPEHHA Ha JesKl JIKapchbki 3aco0HM, IO 3aKylNOBYIOThCS 3a OOKeTHI komtu». Jlis
MIATBEP/HKCHHS YIaCHUK HAJIa€ KOIIiI0 BUTATY 3 BiAMOBiqHOTO Hakasy MO3 Ykpainu.

6. Jlikapcbkuii 3aci0 MOBUHEH OyTH BHECEHHM J10 HallioHanpHOTo nepesniky OCHOBHHX JIIKAPChKUX
3aco0iB, B paMKax BHKOHaHHS moctaHoBu KMY Big 25 OGepesns 2009 Ne 333 «Jleski nmuTaHHA
JIepKABHOTO PETYIIOBaHHS IiH Ha JIKapcbki 3aco0u 1 BHPOOM METUYHOTO NpHU3HA4YeHH». Jns
MIATBEP/UKEHHS YYaCHUK HaJa€ KO0 BUTATY 3 HalioHanbHOTO nepesiky OCHOBHHX JIIKAPChbKHX 3aCO0IB.

VY pa3i BiACYTHOCTI Jikapcbkoro 3aco0y B HallioHalibHOMY mepeniKy OCHOBHHUX JIIKapChbKHX
3ac00IB y4acCHHK HaJa€ KOIiI0 BHCHOBKY YIIOBHOBaXEHOTO OpPraHy 3 JIep>KaBHOI OIMIHKH MEIUYHHUX
TEXHOJIOTI Ha 3alpONOHOBAHMM JKApChbKUK 3acid, MPOBENEHOro BIiAMOBIAHO 10 BUMOT [lopsnaky
MPOBEJICHHS JIepP:KaBHOI OLIHKA MEAMYHUX TEXHOJOTIH, 3aTBepmKkeHoro moctaHoBoro KMYVY Bim 23
rpyaas 2020 Ne 1300 «IIpo 3artBepmxenHs [lopsaxy NpoBeIeHHS JepKaBHOI OLIHKKA MEIUYHUX
TEXHOJIOT 1.

7. O0O0B’s13k0BE HAJaHHS YYACHUKOM OPHUTIHATY TapaHTIMHOTO JIMCTA, HAJaHOTO Oe3MocepeHbO
BUPOOHUKOM a0 HOro YMOBHOBa)KEHHUM MPEACTABHUKOM B YKpaiHi (SKIIO y4acHUK HE € BUPOOHHUKOM



TOBapy), SKUN MIATBEPHKYE MOMIIMBICTH MOCTaBKU TOBApy, L0 € MPEAMETOM 3aKYIMiBIi, Y HEOOXiAHIN
KUIBKOCTI, SIKOCTI Ta y TEPMiHH, BU3HAYCHI JOKYMEHTALIETO.

8. 3amponoHoBaHM TOBap MOBHMHEH OYyTH SKiCHUM. J[JIsl MiATBEpKEHHS MOCTAYAIbHUK HA/a€e
cepTudikaT BIINOBIAHOCTI, SKUH BUAAHUI BIINOBITHMUM OpraHoM 3 cepTHdikamii, aKpeIuTOBaAHUM
HAI[IOHAIBHUM OpraHoM YKpaiHu 3 akpeauTaiii, i IKuil miaTBeppKye BCTAHOBJICHI BUMOTH JI0 TOBAapiB,
pobiT 1 mocayr Ta (uM) OO’€KTiB, Uepe3 SKi peari3ylOThCs IOCIYrd, SKIIO I mepeadadeHo
3aKOHOJIAaBCTBOM YKpaiHu. B pasi, Akmo ne He nepeadayeHo 3aKOHOJABCTBOM YKpaiHH, HEOOXiTHO
HA/IaTH BiAMIOBIIHUI TUCT-PO3’ ICHEHHS.

9. Y4acHUK MOBHHEH HAJaTH 3allOBHEHY (OpMY TEHIEPHOI MPOIO3UIIIi 3a MiAMUCOM KepiBHHKA
a00 YIMOBHOBa)XCHOTO TpEACTaBHUKA MiANPUEMCTBA, OpraHizailii, yCTAHOBM Ta 3aBipeHY IMe4aTkoio (y
pasi HassBHOCT1).

dopMa TeHAepHOI MPONo3uii

(Ha3Ba MPOIEAYPH 3aKYITiBIIi)

Ne nory/ | HailimenyBaHHs npenMera TopriBesnbHa Ha3Ba Bupo6nuk, kpaina OpuHuns KinbkicTs,
3/m 3aKyIiBJIi/TOBapy TOBapy BUMIpY o1.
(mocazxa ocobu, wio miamucye hopmy) (ILLB.)
(miamnuc) M. IL.*

* Bumora MO0 NEYaTKH HE CTOCYEThCS YYACHHUKIB, SIKI 3/IHCHIOIOTH JSUIBHICTh 0€3 MeYaTKH 3TiHO 3 YHMHHUM
3aKOHOJABCTBOM.

** YV pasi HasBHOCTI B TEXHIYHIA YaCTHHI TOCWJIAHHA Ha KOHKPETHY TOPTiBeJbHY Mapky 4u ¢ipMmy, HKEpeno
MOXO/KEHHsI 200 BUPOOHHMKA — YUTATH 3 BUPA30M «ab0 eKBIBAJICHTY.

Kwuis 2023



