33600000-6 dapmaneBTHYHA MPOAYKIList
(JIikapcbki 3ac00u 1u1st 3a0e311e4eHHs XBOPHUX HA PO3CIAHUI CKIIepo3,
1 HaiiMeHyBaHHS)

1. OOGrpyHTYBAHHS TEeXHIYHHX TAa AKICHUX XAPAKTEPHUCTHK IpeaMera
3AKVHIBJI* *:

Knaapu6in (Cladribine), 10 mr, Ta6:1., karc., apaxke - 53 of.

3acanvui sumoeu:

1. Jlikapcbkuit 3aci0 moBuHEH OyTH 3apeecTpoBaHuii B VYkpaini. Jns
HiATBEP/KEHHSI YYAaCHUK HaJa€ 3aBIPEHY KOIIO PEECTPALIMHOIO MOCBIAYEHHS Ha
Jikapchbkuil 3acid. Y pasi, SKIO [0 3aKIHYEHHS CTPOKY [li peecTpaliitHoro
MOCBIIYEHHS Ha JIIKaPChKUM 3aC10 3aMUIIAEThCS:

- menme 90 aHIB - 000B’s3K0Be HajaHHs komii gucta MO3 Vkpainm, a6o
YIIOBHOB)XEHOT'O OpraHy, nmpo (akT MOJAaHHS 3asBH PO MEPEPEECTPAIIIFO;

- Big 90 1HIB 0 OJHOTO POKY - 0OOB’SI3KOBE HaJaHHS TapaHTIMHOTO JIKCTA
3asiBHUKA TIpo Te, mo 10 MO3 Ykpainu, abo yImoBHOBaXXEHOT'O OopraHy, Oyjie moJIaHo
3asIBY MPO MEePePeeECTPalliio y MOps Ky, BusHaueHoMy MO3 Vkpainu.

2. Jlikapchkuii 3aci0 TIOBUHEH MaTH I1HCTPYKIKO JUIS  MEIUYHOTO
3actocyBaHHS. J[s mMiATBEpIPKEHHS YYAaCHUK HaJa€ KOMIKO IHCTPYKUIl s
MEIMYHOI0 3aCTOCYBaHHS JIKapChKOIro 3ac00y.

3. TepmiH TPHUIATHOCTI JIIKAPCHKOrO 3ac00y HA MOMEHT MOCTaBKU MOBHHEH
CTaHOBUTU He MeHme 75% abo He MeHme 12 MicsIiB Bi YCTaHOBJIEHOIO
IHCTPYKII€I0 TEpMIHY MNpuaatHocTi. J[as migTBep/KEeHHS yYacHUK  HAJaae
rapaHTIiHUN JTUCT 11010 TEPMIHY IPUIATHOCTI.

4. CTpoKk MOCTaBKM TOBapy IMOBUHEH CTaHOBUTH He Ounbmie 10 mHiB 3 gaTu
OTpPUMAaHHS TTUCHMOBOI 3asBKU. JIJIsI MATBEP/KEHHS YYaCHUK HaJa€ TapaHTIHHUM
JIUCT IIOAO0 CTPOKY IMOCTaBKH TOBApY.

5. Jlikapcekuii 3aci0 MOBMHEH OyTHM BHECEHHM JjJ0 HalioHampHOTO KaTaiory
IiH, B paMKax BUKoHaHHS moctaHOBH KMV Bix 04.04.2025 Ne 439 «/leski nmutanHs
JEepP>KaBHOTO PETYIIOBAaHHS IIIH Ha JIKapChKi 3aco0m», a HOro BapTICTh HE Mae
MEPEeBUIIYBAaTH 3aJIEKJIapOBaHy I[iIHy Ha JIKapChbKUM 3acid, 3 ypaxXyBaHHAM
MMOCTAYaTbHUIIBKO-30yTOBUX HQJA0aBOK Ta IOAATKy Ha JOJaHy BapTiCTh. Jlms
MIATBEPKEHHS YYaCHUK HAJA€ KO0 BUTATY 3 BianmoBigHOro Hakasy MO3 Vkpainu.

6. 3ampornoHOBaHUI Y9aCHUKOM JTIKAPChKUM 3aci0 MOBUHEH OyTH BHECEHUH 0
HarionanpHOro Tmepeniky OCHOBHUX JIIKapChKUX 3ac00iB, B paMKax BUKOHAHHS
noctanoBu KMV Big 25 Oepesns 2009 No 333 «Jleski muTaHHS Jep:KaBHOTO
PETYIIOBaHHS I[iH Ha JIKAPCHKI 3acO0M 1 BUPOOW MEIUYHOTO TpHu3HAYeHHS». s



MIATBEPIKEHHS YYaCHUK HaJa€e KoMt BUTATY 3 HalloHanbHOro nepeniky OCHOBHUX
JKapChbKUX 3aCO0IB.

V¥ pasi BiICYTHOCTI 3allpONOHOBAHOTO JIIKapChKoro 3aco0y B HarioHansHOMY
Mepeiiky OCHOBHUX JIIKAPChKUX 3ac00iB, YYaCHUK HaJla€ KOIIK BUCHOBKY
YIIOBHOBAKEHOI'O OpraHy 3 JIepKaBHOI OILIIHKA MEAMYHUX TEXHOJOrid Ha
3apONOHOBAHUN JIIKAPCHKUM 3aci0, MPOBEAEHOI BIANOBIAHO 10 BUMOr [lopsnky
MPOBEJICHHS JAEPKABHOI OLIHKK MEAUYHHUX TEXHOJIOT1H, 3aTBEPP>KEHOr0 TOCTAHOBOIO
KMY Big 23 rpynus 2020 Ne 1300 «IIpo 3atBepmkenHst [lopsnky mnpoBeaeHHS
JI€p’KaBHOI OI[IHKM MEIMYHUX TEXHOJIOTi», 10 BKJIIOYanda MEpBUHHY Ta (HaxoBy
eKCIepTU3U. Y BUCHOBKY YINOBHOBAXXEHOT'O OpraHy 3 JEp>KaBHOI OLIIHKKM MEIUYHUX
TEXHOJIOT1 Mae OyTH BIICYTHS 1H(OpMAIlis, 0 3aKyMiBiIs JIIKAPCHKOro 3acoly 3a
BIJIMOBIHUM MOKA3aHHSM JJI1 BUKOHAHHS TaKUX MPOTpaM HE PEKOMEHAYEThHCA.

7. OOOB’s3KOBE HaJaHHA YYaCHUKOM OpHriHAJIy TrapaHTIMHOTO JIUCTAa,
HajiaHoro Oe3nmocepeIHbO BUPOOHUKOM ab0 HOTr0 YHOBHOBXKEHUM IPEICTABHUKOM B
VYkpaiHi (K0 Y4aCHUK HE € BUPOOHUKOM TOBapy), AKUH MiITBEPKY€E MOKIUBICTh
MOCTaBKHU TOBApY, IO € MPEIMETOM 3aKyIiBJi, Y HEOOXITHIA KITBKOCTI, SIKOCTI Ta B
TEPMIHU, BU3HAUCHI JIOKYMEHTAIIEIO.

8. YyacHHK TMOBMHEH HaJaTH 3aloBHEHY (OpMY TEHIEPHOI MPOMO3UIN 3a
OiAMMCOM  KepiBHMKAa a00  YNOBHOBaXEHOTO MPEACTaBHUKA MIiANPUEMCTBA,
oprasizaliii, yCTAaHOBH Ta 3aBIpEHY Me4YaTKOIO (y pa3l HasIBHOCTI).

dopma TeHIepHOT MPOTIO3UIIIi

(Ha3Ba npoueaypy 3aKyIiBIIi)

Ne HaiimenyBanHs npeamera TopriBesbHa Ha3Ba Bupo6nuk, kpaina OnuHuIs KinbkicTs,
nory/ 3aKyIiBJIi/TOBapy TOBapy BUMIpY o1.
3/l
rmocajia YIIOBHOBaXEHOI 0COOH M.IL * M AINAC Tpi3BUIIE, 1HIMIATH
y4acHHKa

* Bumora oo me4aTku He CTOCY€EThCS YIaCHUKIB, SIKi 3iHCHIOIOTH TisUTbHICTH 0€3 TIeYaTKH 3TiTHO 3 YHHHUM
3aKOHOJIaBCTBOM.

** VY pa3i HasIBHOCTI B TEXHIUHIN YaCTHHI TIOCHJIAHHS Ha KOHKPETHY TOPTiBEIbHY MapKy 4d (ipMy, HKEepeo
MTOXOJKEHHS a00 BUPOOHMKA — YUTATH 3 BUPa30oM “abo eKBiBaJeHT .

2. Po3Mmip OIOKETHOr0 NMPHU3HAYEHHH 32 KOIITOPHCOM a00 OYiKyBaHa
BAPTICTH NPeaAMeTa 3aKVIiBJIi:




2 450 182,05 rpu (/IBa MinbliOHA YOTUpPHUCTA M'SITAECAT TUCSY CTO BICIMIECAT
nBi rpuBHi 05 xomiiok), 3 ITJIB.



