33600000-6 dapmauneBTuuHa npoaykiuis (Jlikapcobki 3acodu 115 3a0e3ne4eHHs
XBOPHUX HA PO3CisiHMII CKJIepo3, 6 J0TiB)

1. OOrpyHTYBAHHS TEeXHIYHHMX TA AKICHHX XaPAKTEPUCTHK NpPeaMeTa
3AKVHIBJI* *:

Jlor 1 - 33652000-5 AHTHHEOMJIACTUYHI 3aCO0M Ta IMYHOMOIYJSITOPU
Oxpenizyma6 (Ocrelizumab), 300 mr, am., ¢ur., wmp. - 78 ox.;

aor 2 - 33652000-5 AHTHMHEOMJIaCTUYHI 3acO0M Ta IMYHOMOIYJSITOPU
Intepdepon Oera-1b (Interferon beta-1b), 0,3 mr, amr., ¢ur., mmp. - 405 ox.;

aor 3 - 33652000-5 AwnTHHEOMmJIACTUYHI 3aco0M Ta IMYHOMOIYJSITOPU
Jumetnndymapat (Dimethyl fumarate), 240 mr, Ta6:m., karc., apaxe - 26820 ox.;

aor 4 - 33652000-5 AHTHMHEOMJIaCTUYHI 3acO0M Ta IMYHOMOIYJSITOPU
ImyHornmoOynin  smoguan  HopManbauid  (Immunoglobulins, normal human, for
intravascular adm.), 10%, 50 mn, amr., ¢., wmp., mi. - 1020 ox.;

aor 5 - 33652000-5 AwnTHHEOmIacCTU4YHI 3aco0M Ta IMYHOMOJIYJISATOPH -
Knaapu6in (Cladribine), 10 mr, Ta6:m., xarc., apaxe - 66 ox.;

aor 6 - 33652000-5 AmnTHHEOmJIAacCTU4YHI 3aco0M Ta IMYHOMOJIYJSATOPH -
Metunmpeanizonon (Methylprednisolone), 1000 mr, am., ¢, mmp. - 51 o.

3acanvui sumoeu:

1. Jlikapcbkuii 3aci0 moBMHEH OyTH 3apeecTpoBaHuid B Ykpaini. s
MiATBEP/UKEHHST YYaCHUK HaJla€ 3aBIPEHY KOIIIO PEECTPalifHOTO TOCBITYEHHS Ha
JTiKapchKUi 3aci0. Y pasi, SKIO0 10 3aKiHYCHHS CTPOKY il peecTpaliiiHoro
MOCBITYEHHS Ha JIIKAPCHKHUH 3aci0 3aTUIIAEThCS:

- MeHme 90 gHIB - 000B’s3koBe HamaHHs Komii nucta MO3 VYkpainu, a6o
YIIOBHOBA)KEHOT'O Oprany, npo ¢GakT MoJgaHHs 3asBH MPO MEPEePeeCTPallio;

- Big 90 mHIB 10 OJHOTO POKY - OOOB’SI3KOBE HAJIaHHS TapaHTIHHOTO JIMCTa
3asiBHUKA TIpo Te, 10 10 MO3 Ykpainu, abo ynmoBHOBaXEHOT0 OpraHy, OyJe mogaHo
3asiBy PO MepepeecTpalio y nopsaky, BusnadeHomy MO3 Vkpainu.

2. Jlikapcekuii 3acid TOBMHEH MaTH IHCTPYKIIO IS MEIUYHOTO
3actocyBaHHs. [lisi MiATBEpIKEHHS YYaCHUKOM HANA€ThCA KOMIiS 1HCTPYKINT IS
MEIUYHOTO 3aCTOCYBAaHHSA JIIKAPCHKOTO 3aC00Y.

3. TepmiH mpUAATHOCTI JIKAPCHKOTO 3ac00y HAa MOMEHT TOCTAaBKH TMOBHWHEH
CTaHOBUTH He MeHmie 75% abo He MeHme 12 MicAliB Bi BCTaHOBIEHOTO
IHCTPYKIIIEI0 TepMiHY TpHAATHOCTI. JIms TIATBEp/DKEHHS yYaCHUK HAJIae
rapaHTIHHAN JTUCT PO TEPMIH MPUTATHOCTI.

4. CTpoK MOCTaBKHM TOBApy NMOBUHEH CTAaHOBUTH He Oumbmie 10 gHIB 3 maTw
OTpPUMAaHHS THCHMOBOI 3asiBKH, ane He misHime 27.12.2024. Jlns miaTBepmKeHHS
YYaCHUK HaJa€ TapaHTIMHUI JIUCT NPO CTPOK MOCTABKU TOBApY.



5. Jlikapchkuii 3aci0 TOBUHEH OyTH BHECEHUM JI0 PEECTPY ONTOBO-BIAMYCKHUX
I[IH Ha JIKapchbki 3aco0u abo 10 peecTpy BIIOMOCTEH MO0 TPAaHUYHUX OMNTOBO-
BIIMMYCKHUX I1H Ha JIESIK1 JIIKAPChK1 3aCO0U, 110 3aKYMOBYIOTHCS 32 OOKETH1 KOIIITH
Ta MIAJIATAIOTh PEePEPEeHTHOMY I[IHOYTBOPEHHIO, B paMKaxX BUKOHAHHS MOCTAHOBH
KMY Bix 02.07.2014 Ne 240 «IlutanHs pexnapyBaHHS 3MIHHM ONTOBO-BIAMYCKHUX
IIH Ha JiKapchKi 3acobu» Ta moctaHoBu KMYVY Bim 03.04.2019 Neo 426 «IIpo
pedepeHTHEe MIHOYTBOPEHHSI Ha JEesAKl JIKApChKi 3aco0M, IO 3aKYIMOBYIOThCS 3a
Oro/KeTHI KowmTw». JIns MIATBEPIKEHHS YYaCHUK HAJAa€ KOMIIO BUTATY 3
BinnmoBigHOro Hakazy MO3 Ykpainu.

6. Jlikapcekuii 3aci0 moBuHeH OyTH BHeceHMM a0 HarioHanbHOro mepemniky
OCHOBHUX JIIKAPChKUX 3aco0iB, B paMKax BHKOHaHHS moctaHoBU KMY Big 25
oepe3ns 2009 Ne 333 «/lesiki mUTaHHS AEPAKABHOTO PEryJIIOBaHHS I[IH HA JIIKAPChKI
3aco0m 1 BUPOOM MEAMYHOTO TpU3HAYeHHS». ISl miATBep/KEeHHS yYacHUK Halae
Konito BUTATY 3 HalioHanbHOTo nepesniky OCHOBHHMX JIKapChKHUX 3aCO0i1B.

V pa3si BiICyTHOCTI JliKapchbKoro 3aco0y B HaiioHansHOMY mepesniky OCHOBHUX
JTKapchKUX 3ac00iB, yYaCHUK HaJa€ KOIiI0 BHUCHOBKY YIIOBHOBa)XEHOTO OpraHy 3
JICpP’KaBHOI OIIIHKA MEIMYHHUX TEXHOJIOTiN Ha 3alpONOHOBAHMM JIIKApCHKHK 3acio,
NPOBEJICHOT BIAMOBIIHO 10 BUMOT Ilopsaky mpoBeACHHS Jep)KaBHOI OIIHKH
MEJIUYHUX TEXHOJOT1H, 3aTBepkeHoro mocranoporo KMV Bin 23 rpynns 2020 Ne
1300 «IIpo 3arBepmxenHs I[lopsnky mOpoBeACHHS IEpPKABHOI OIIHKA MEIHUYHHUX
TEXHOJOTI», 10 BKJIIOYaJa TEpPBUHHY Ta (axoBy eKCIepTu3u. BHCHOBOK
YIIOBHOBAKEHOTO OpraHy 3 JIepKaBHOI OI[IHKM MEJAMYHUX TEXHOJIOTi Ha
3aIpOIIOHOBAHMM JIIKAPCHKUH 3aci0 Ma€e MICTUTH MO3UTUBHI PEKOMEHIAIT{1.

7. OOOB’A3KOBE HaJaHHA YYaCHUKOM OpUTIHAy TapaHTIMHOro JIHCTA,
HaJaHoro 6e3MmocepelHb0 BUPOOHUKOM 200 MOro YIOBHOBaKEHUM IMPEJCTABHUKOM B
VYkpaiHi (K10 y4aCHUK HE € BUPOOHUKOM TOBApY), SKUM MIATBEPIKYE MOKIUBICTD
IIOCTaBKHU TOBApy, IO € MPEJAMETOM 3aKyIMiBIli, Y HEOOXIHIM KUTBKOCTI, SKOCT1 Ta Yy
TEPMIHU, BU3HAUCHI JIOKYMEHTAIIEI0.

8. 3ampomoHOBaHWI TOBap MOBWUHEH OyTH sKiCHUM. JIJIS MiATBEpIIKCHHS
NMOCTAYaJIbHUK Hagae cepTUudIKaT BIAMOBIAHOCTI, SKWUH BHIAHUN BIAMOBIIHUM
opraHoM 3 ceprudikailii, aKpeIUTOBAHHM HaIllOHATHLHUM OpraHoM YKpainu 3
aKpeauTaIlii, 1 IKUii MATBEPKY€E BCTAHOBIICHI BUMOTH JI0 TOBapiB, poOiT 1 MOCTYT Ta
(un) oO0’ekTiB, uepe3 SAKI peami3yloTbCsl TOCITYTH, SKIIO 1€ TMepeadadeHo
3aKOHOJaBCTBOM YKpaiHu. B pasi, skmo 1me He mnepeadadeHo 3aKOHOJABCTBOM
VYkpainu, HeoOXiTHO Ha/laTH BiAMOBIMHUHN JTUCT-PO3’ ICHCHHS.

9. YuacHMK TIOBHHEH HaJaTH 3aMoBHEHY (OPMY TEHIEPHOI MPOIO3UINi 3a
MIAMUCOM  KepiBHMKAa ab0  yIMOBHOBAXKEHOTO TPEICTaBHUKA  TMIAMPUEMCTBA,
oprasizailii, yCTAHOBH Ta 3aBIpEHY MEUYATKOIO (y pa3i HAsIBHOCTI).



dopMa TeHAepHOI MPONO3uLii

(Ha3Ba mporeaypHy 3aKyIiBIIi)

Ne mory/ | HaiimeHnyBaHHS npenMera TopriBenpHa Ha3Ba BupoOnuk, kpaina OnuHuns KinbkicTs,
3/m 3aKyIIiBJIi/TOBapy TOBapy BUMIpY on.
(mocana ocobu, 10 miAnucye hopmy) (ILLB.)
(mizmuc) M. IL.*

* Bumora o0 eyaTKH He CTOCYEThCS YUACHHUKIB, K1 3MIHCHIOIOTh TisUTbHICTD 0€3 eYaTKH 3TiHO 3 YAHHUM
3aKOHOJIABCTBOM.

** Y pasi HasIBHOCTI B TEXHIYHIH YaCTHHI IMOCWJIAHHS Ha KOHKPETHY TOPTiBEJIbHY MapKy uu (ipMy, JDKepeno
NIOXOJ/KEHHSI 200 BUPOOHHKA — YUTATH 3 BUPAa30M «a00 €KBiBaJICHT.

2. Po3Mip O0IOJUKETHOr0 NPH3HAYEHHS 33 KOIITOPHCOM a00 oOYiKyBaHa
BapTIiCTh MpeaMeTa 3aKVIiBJIi:

42 491 476,35 rpu (Copok [Ba MUTbHOHM YOTHPHCTA JACB'THOCTO OJHA THCSYA
YOTHUPHCTA CIMAECST MIICTh TPUBEHB 35 Komiiok), 3 IIJIB, 30kpema:

ot 1 - 11 724 544,26 rpu (OauHAAIATh MUIBHOHIB CIMCOT JIBaJAISITh YOTHPU
TUCAYI IT'ATCOT COPOK YOTHPH T'PUBHI 26 KOMIHOK);

ot 2 - 324 145,80 rpu (Tpucra nBaamsaTh YOTHUPH THCSYl CTO COPOK II'Th
rpuBeHb 80 KOMINHOK);

aot 3 - 11 158 729,20 rpa (OguHaauaTh MUTBHOHIB CTO M'SITASCAT BICIM THUCSY
CIMCOT JBaJILIATh I€B'ATh TPUBEHB 20 KOIIOK);

aot 4 - 11 603 754,60 rpa (OnuHAAIATS MUIBHOHIB IITICTCOT TPU THUCAY1 CIMCOT
I'ITAECAT YOTUPH TprBHI 60 KOMiOK);

aot 5 -7 649 779,50 rpu (CiM MITBHOHIB IIICTCOT COPOK JEB'ATH TUCAY CIMCOT
ciMJecAT JIeB'ITh TpuBeHb 50 KOMIHOK);

aor 6 - 30 522,99 rpa (TpuansaTs THCAY I'ATCOT ABAIIATH JBI TpuBHI 99
KOITIHOK).




