33600000-6 ®apmanesTuHa npoaykuis (Jlikapcbki 3aco0m 1151 Nani€eHTIB
XBOPHX HA IOBEHUIbHIH PeBMATOIAHUI apTPUT,]l HAlIMEeHYBaHHS)

1. OOIpYHTYBAHHS TEeXHIYHUX Ta SAKICHHUX XapaKTepHUCTHK IpeaMeTa
3aKYHIiBJII**:

Todauutunibd (Tofacitinib), 5 mr, Tadm., kamnc., gpaxe - 2184 ox.

3acanvhi sumoau:

1. Jlikapcbkuit 3acid mnoBuHEH OyTH 3apeecTpoBaHuil B Ykpaini. Jlus
MIITBEP/KCHHsS] YYaCHUK HAJa€ 3aBIPEHY KOIIO PEECTPALIHOTO TOCBITYEHHS Ha
JiKapchbKUM 3aci0. Y pasi, AKI0 A0 3aKIHYEHHS CTPOKY [ii peecTpariiiHoro
MTOCBITYCHHSI HA JIIKAPCHKUH 3aCi0 3aJIMIIA€THCS:

- meHme 90 mHIB - 000B’s3koBe HamaHHsA komii ymcta MO3 VYkpainu, abo
YIOBHOBA)XEHOT'O Oprany, npo ¢GakT MoJaHHs 3asgBH MPO NEPEPEECTPaIliio;

- Big 90 mHIB A0 OJAHOTO POKY - OOOB’SI3KOBE HAJIaHHS TapaHTIMHOTO JIMCTA
3asiBHHUKA Mpo Te, o 10 MO3 Ykpainu, abo ynmoBHOBa)XXEHOT0 opraHy, Oyae mogaHo
3asiBy PO MEpEPEeeCTpallito y Nopsaky, BusHaueHomy MO3 Vkpainu.

2. Jlikapcbkuii 3ac10 MOBUHEH MAaTH IHCTPYKIIIO JJI1 MEAUYHOTO 3aCTOCYBAHHS.
JUist miATBEpIKEHHS YYaCHUKOM HANa€TbCd KOMis I1HCTPYKUID i MEIUYHOTO
3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Yy.

3. TepmiH mpuAaTHOCTI JIKApChKOro 3acOo0y HA MOMEHT NOCTaBKU TOBUHEH
CTaHOBUTH HE MeHIIe 75% abo He MeHIe 12 MicsI1IiB BiJl BCTAHOBJIEHOT'O IHCTPYKIIIEIO
TEepMiHy NpUAATHOCTI. [ MIATBEpIKEHHS YYaCHUK HaJla€ TapaHTIMHUN JIUCT TPO
TEPMIH MPUJIATHOCTI.

4. CTpoK MOCTaBKH TOBapy NMOBWUHEH CTAaHOBUTH He Oumbmie 10 gHIB 3 maTu
OTpUMaHHS TMMHCHMOBOI 3asABKH, ane He misHime 27.12.2024. Jlng miarBepmKeHHs
YYaCHHK HaJa€ TapaHTIMHUHN JIUCT PO CTPOK MOCTABKU TOBAPY.

5. Jlikapcbkuit 3aci0 MOBUHEH OYTH BHECEHUM J0 PEECTPY ONTOBO-BIIMYCKHUX
I[iH Ha JIKAapChKi 3aco0u abo 10 peecTpy BIAOMOCTEH MO0 TPAHUYHUX OMTOBO-
BIJIMYCKHUX I1H Ha JEsK1 JIKapChKi 3aCO0U, 110 3aKYyMOBYIOTHCS 3a OIOJIKETHI KOILITH
Ta NIATa0Th peepeHTHOMY I[IHOYTBOPEHHIO, B paMKaxX BHKOHAHHS MMOCTaHOBU
KMY Bix 02.07.2014 Ne 240 «[Iutanns nexyiapyBaHHS 3MIHH ONTOBO-BIAIMYCKHUX I1H
Ha JliKapchki 3acoom» Ta noctaHoBu KMV Bix 03.04.2019 Ne 426 «IIpo pedepentHe
LIHOYTBOPEHHS Ha JESK1 J1KapChKi 3aCO0H, 110 3aKyMOBYIOTHCS 3 OFOJIKETH1 KOIITH.
JIist miaTBEpIKEHHST YYaCHUK HaJa€ KO0 BUTATY 3 BiANOBIAHOro Hakazy MO3
Ykpainu.

6. Jlikapcekuit 3aci0 MOBHHEH OyTH BHECEHHMM J0 HallioHaJbHOTO TEeperiKy
OCHOBHHX JIIKAPCHKUX 3aC001B, B paMKax BUKOHaHHA octaHoBu KMV Bix 25 6epesns
2009 Ne 333 «/lesiki muTaHHS JAEPKABHOTO PETYIIOBAHHS IIIH HA JIIKAPChKI 3ac00M 1
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BUPOOU MEIUYHOTO MpU3HAYCHHs». [l MIATBEpIKEHHS YYaCHUK HAJA€ KOIIII0
BUTATY 3 HarioHanbpHOTO mepestiky OCHOBHHX JIIKapChKHX 3aCO01B.

VY pa3si BiICyTHOCTI JTikapchKoro 3aco0y B HaiioHansHOMY mepesniky OCHOBHUX
JTIKapChKUX 3ac00iB, YYaCHUK HAJa€ KOMiI0 BHUCHOBKY YIIOBHOBR)KEHOTO OPTaHy 3
JIEP’KaBHOI OIIHKA MEAMYHHUX TEXHOJIOTIH Ha 3ampOTOHOBAHMMA JIKApCHKHM 3acio,
IPOBENCHOI BIAMOBIAHO 10 BuUMOr Ilopsaky mnpoBeaeHHS JE€p>KaBHOI OLIHKHU
MEJIMYHUX TEXHOJIOT1H, 3aTBepkeHoro noctaHoBoo KMV Big 23 rpynus 2020 Ne
1300 «IIpo 3arBepmkenHsa Ilopsaky nOpoBedeHHS IEP:KaBHOI OLIHKM MEIMYHUX
TEXHOJOTii», M0 BKIIOYala TMEpBUHHY Ta (axoBy eKCIepTH3u. BHCHOBOK
YIOBHOB)XCHOTO OpraHy 3 JIepKaBHOI OIIIHKM MEAWYHHMX TEXHOJIOTiM Ha
3aIPOIIOHOBAHUH JTIKAPCHKUM 3aC10 Ma€ MICTUTH TTO3UTUBHI PEKOMEHAAITIi.

7. O00B’s13KOBE HAJJAaHHS YYACHUKOM OpHUTIHATY TapaHTIHHOTO JINCTA, HAJIAHOTO
oe3nocepelHb0 BUPOOHUKOM a00 MOro YIOBHOBAKEHUM MPEICTABHUKOM B YKpaiHi
(SIKIII0 YYaCHHUK HE € BAPOOHUKOM TOBAPY), SIKAN MIATBEPIKYE MOKIIUBICTh MIOCTAaBKU
TOBapy, M0 € MPEIMETOM 3aKyMiBJi, Y HEOOXITHIM KUTBKOCTI, SKOCTI Ta y TEPMIHH,
BU3HAYECHI TOKYMEHTAIII€10.

8. 3ampomoHOBaHMI TOBap MOBHMHEH OyTH SKiCHUM. [l miATBEpIKEHHS
NOoCTaYaJlbHUK Haja€e cepTudIKaT BIAMNOBIAHOCTI, SKUNH BHAAHWN BIAMNOBIAHUM
opraHoM 3 cepru(ikanii, aKpeIUTOBAHMM HAI[IOHAIbHUM OpPraHOM YKpaiHu 3
aKpeauTalii, 1 AKUil MiATBEPIKY€E BCTAHOBJIEHI BUMOTH JI0 TOBAPIB, pOOIT 1 MOCTYT Ta
(un) 00’ekTiB, uepe3 Kl peali3yloThCsl TMOCIYTH, SKIIO0 1€ MnepeadadyeHo
3aKOHOJABCTBOM YKpaiHu. B pasi, skimo 1e He mnependayeHo 3aKOHOJAaBCTBOM
VYkpainu, He0O0X1THO HaJIaTH BIAMOBITHUM JIUCT-PO3’ ICHEHHS.

9. YyacHUK NMOBHHEH HaJaTH 3alOBHEHY (OpMy TEHACPHOI MPOIMO3UIII 3a
MIJIUCOM  KepiBHMKAa ab0  YIMOBHOBAXXEHOTO TMpEJICTaBHUKA  IIJIIIPUEMCTBA,
oprasizailii, ycTaHOBH Ta 3aBIpeHy Ne4aTKoo (y pa3i HassBHOCTI).

dopma TeH1epHOI MPONMO3uLii

(Ha3Ba mporeIypH 3aKyIIiBIIi)

Ne oty/ | HaiimenyBaHHs npeaMeTa ToprisenbHa Ha3Ba Bupobnuk, kpaina OnuHUILIS KinpkicTs,
3/m 3aKyMiBIIi/TOBapy TOBapy BUMIpY ofl.
(nmocazna ocodu, o nianucye Gpopmy) (ILLB.)
(migmmc) M. IL.*
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* BuMora mo/10 e4YaTK: He CTOCY€EThCS YYACHUKIB, SIKi 3[1HCHIOIOTH isIbHICTh 0€3 MEYaTKU 3TiTHO 3 YHHHUM
3aKOHOJABCTBOM.

** Y pasi HasBHOCTI B TEXHIUHIM YaCTHHI NOCHJIAHHS HA KOHKPETHY TOPTiBEJIbHY MapKy 4 (ipMy, JKeperno
MTOXOJKCHHS a00 BUPOOHUKA — YHTATH 3 BUPA30M «a00 CKBiBAICHT.

2. Po3mip OI0UKeTHOr0 NPHU3HAYEHHH 32 KOIITOPHCOM a00 OYiKYyBaHA
BaPTICTh NPeIMeTa 3aKVIiBJIi:

801 113,04 rpu (BiciMcoT ofHa THCSIYA CTO TPUHAALATH TpUBEeHb 04 KOMINKH),
3 [1JIB.
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