Jopatok 2
710 TeHAEPHOI TOKYMEHTAIIli Ha 3aKYIIBIIIO:
33600000-6 ®apmanieBTuyHa mpoaykilis (Jlikapcbki 3acoOu i MAIIEHTIB 3
PIAKICHUMH XBOPOOaMU KiICTKOBO-M'SI30BOi CUCTEMU Ta CIOJIYYHOI TKAHUHHU, 4 JIOTH)

Inpopmaniss mpo HeoOXimHI TEeXHIUHI, SKICHI Ta KUIBKICHI XapaKTepPUCTHUKU MpeaMera
. . K%
3aKyIIBIII.

Jlot 1 - 33632000-9 Jlikapchki 3aco0u A7 JTIKyBaHHS 3aXBOPIOBaHb OTIOPHO-PYXOBOTO amapary -
VYmnananutuni6 (Upadacitinib), 15 mr, ta6m., karc., apaxe - 840 ox.;

not 2 - 33632000-9 Jlikapchki 3aco0u [uist JIIKyBaHHS 3aXBOPIOBAHb OTIOPHO-PYXOBOTO arapary -
Hinrenani6 (Nintedanib), 100 mr, Tab., karc., apaxe - 300 ox.;

not 3 - 33632000-9 Jlikapchki 3aco0u [uist JTIKyBaHHS 3aXBOPIOBAaHb OTIOPHO-PYXOBOTO arapary -
Cexykinymab (Secukinumab), 150 mr, amm., du., mmp. - 31 ox.;

not 4 - 33632000-9 Jlikapchki 3aco0u [uIs JIIKyBaHHS 3aXBOPIOBaHb OTIOPHO-PYXOBOTO arapary -
Todanutuni6 (Tofacitinib), 5 mr, Tabn., karnc., gpaxe - 3304 o.

3azanvhi 6umozu:

1. Jlikapcbkuii 3acid moBuHEH OyTH 3apeecTpoBaHui B Ykpaini. /s minTBepIKeHHS y4acHUK
HaJa€e 3aBIpeHy KOTII0 PEECTPAIIMHOTO MOCBITYEHHS Ha JTIKApChKUi 3aci0. Y pasi, SKIO 0 3aKiHUYCHHS
CTPOKY Jii peecTpaIifHoOro MOCBITYEHHS Ha JIKAPChKHM 3aCi0 3aTUIITAEThCS:

- menme 90 nHIB — 000B’sa3koBe HamaHHs komii aucta MO3 Vkpainu, abo ymOBHOBa)KEHOTO
oprany, mpo ¢GakT IMoJaHHs 3asiBU PO TePEPEECTpaIriio;

- Bix 90 mHIB 10 OAHOTO POKY — 0OOB’SI3KOBE HAJaHHS TapaHTIMHOTO JINCTA 3assBHUKA TIPO TE, IO
10 MO3 Vkpaiau, ab0 yImoBHOBa)XEHOTO OpraHy, Oyze MoJaHo 3asBY MPO MEepPEepeecTpaiio y mopsaKy,
Bu3HaueHoMy MO3 Vkpainu.

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

3. TepmiH mpuUIaTHOCTI JIKAPCHKOTO 3ac00y Ha MOMEHT MOCTaBKH MOBUHEH CTAHOBUTH HE MEHILIE
75% abo He wMeHme 12 wicaliB Bil BCTAaHOBJIEHOTO IHCTPYKIIE TepMIHYy NpuaaTHoOCTL. [l
MIATBEP/DKEHHS YIaCHUK HaJa€ rapaHTIiHUN JUCT PO TEPMIH IPUIATHOCTI.

4. CTpok MOCTaBKU TOBapy MOBUHEH CTAHOBUTH He OUIbiie 10 AHIB 3 JaTH OTPUMAaHHS MUCHMOBOL
3asBkH, ane He mizHime 29.12.2023. s miaTBep KEeHHS YYaCHUK HaJla€ TapaHTIHHUN JUCT IIPO CTPOK
MIOCTaBKU TOBapYy.

5. Jlikapcbkuii 3aci6 MOBUHEH OyTH BHECEHUM JI0 PEECTPY ONMTOBO-BIAMYCKHHUX IIiH HA JIIKapChKi
3acobu abo 70 peecTpy BimoMocTed IMIOJ0 TPaHUYHUX ONTOBO-BIAMYCKHUX I[iH Ha JAEAKl JIKapChKi
3aco0M, 110 3aKYMOBYIOTHCSA 3a OMOKETHI KOIITH Ta MUISAraloTh pedepeHTHOMY I[IHOYTBOPEHHIO, B
paMKax BUKOHAHHS IOCTaHOBU KMY BIX 02.07.2014
No 240 «IlutanHs nexiapyBaHHS 3MIHM ONTOBO-BIANYCKHUX IIIH Ha JIKapchki 3acoOuW» Ta MOCTaHOBU
KMV Bin 03.04.2019 Ne 426 «IIpo pedepeHTHE LIHOYTBOPEHHsS Ha JesAKl JIIKapchki 3aco0u, IO
3aKyMOBYIOThCS 3a OIO/DKETHI KowmTu». g MiATBep/KEHHS YYacHMK HAJa€e KOIMI BUTATY 3
BignoBigHOro Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3aci0 moBuHeH OyTH BHECEHUM /10 HallioHaIbHOTO nepeltiky OCHOBHMX JIIKapChbKUX
3aco0iB, B paMkax BHUKOHaHHS mnoctaHoBU KMV Big 25 Gepesns 2009 Ne 333 «Jleski nmuTaHHA
JIepKABHOTO pETYIIOBaHHS IiH Ha JIKapcbki 3aco0M 1 BHUPOOM METUYHOTO NpHU3HA4YeHHs». Jms
MIATBEP/UKEHHS YYaCHUK HaJa€ KOMilo BUTATY 3 HallioHanbHOTO mepesiky OCHOBHHX JIIKAPChKHX 3aCO0IB.

VY pa3i BiACYTHOCTI Jikapcbkoro 3aco0y B HallioHaibHOMY mepeniKy OCHOBHHUX JIIKapChKHX
3ac00IB y4acCHHK HaJa€ KOIi0 BHCHOBKY YIIOBHOBa)XEHOTO OpPraHy 3 JIEp>KaBHOI OI[IHKH MEIUYHHX
TEXHOJIOTI Ha 3alpoloOHOBAaHUM JiKapchKui 3acid / MeauyHH IMyHOOIONOTTYHMN mpenapar,
MPOBEJICHOTO BiAMOBIAHO 10 BuUMoOr Ilopsaky mpoBeaeHHS Aep>KaBHOI OIIHKK MEAMYHUX TEXHOJIOTIH,



3arBepkeHoro moctanoBoro KMV Bin 23 rpymus 2020 Ne 1300 «IIpo 3arBepmxenns [lopsaky
MIPOBEJICHHS JIePKaBHOT OI[IHKK MEIUYHUX TEXHOJIOT .

7. O0OB’s13K0BE HaJIaHHS YYaCHUKOM OpHTiHANy TapaHTIHOTO JIMCTa, HAJAHOTO Oe3MocepeTHbo
BUPOOHMKOM a00 HOTo YIMOBHOBA)XEHHUM NPEICTaBHUKOM B YKpaiHi (SKIIO0 yYaCHUK HE € BUPOOHHUKOM
TOBapy), SKUN MIATBEPHKYE MOMIIMBICTh MOCTaBKU TOBApy, L0 € MPEAMETOM 3aKYIMiBIi, Y HEOOXiAHIN
KUTBKOCTI, SIKOCTI Ta y TEPMiHH, BU3HAYCHI JOKYMEHTALIETO.

8. 3ampornoHOBaHMI TOBap MOBMHEH OYyTH SKiCHUM. J[JIs1 MiATBEpKEHHS MOCTAYaIbHUK HA/Iae
cepTudikaT BIINOBIAHOCTI, SKWUH BWAAHUH BIINOBITHMUM OpraHoM 3 cepTHdikamii, aKpeIuTOBaAHUM
HAI[IOHATBHUM OpraHoM YKpaiHu 3 akpeauTaiii, i IKuil miaTBeppKye BCTAHOBIIEHI BUMOTH JI0 TOBapiB,
pobiT 1 mocayr Ta (uM) OO’€KTiB, Uepe3 SKi peari3ylOThCs TIOCIYrd, SKIIO I mepeadadeHo
3aKOHOJIAaBCTBOM YKpaiHu. B pasi, AKkmo e He nepeadadeHo 3aKOHOJABCTBOM YKpaiHH, HEOOXiTHO
HaJaTy BIIMOBIAHUN JTUCT-PO3’ ICHEHHS.

9. YyacHUK MOBMHEH HAJAaTH 3alOBHEHY (OPMY TEHJEPHOI MPOMO3UIIi 3a MIAMUCOM KEpIBHHUKA
abo yIMOBHOBaXXEHOI'O MpEACTaBHMKA MIANPHEMCTBA, OpraHizallii, yCTAHOBU Ta 3aBIpeHy MeyaTKoio (y
pa3i HasiBHOCTI).

dopMa TeHAepHOI MPONo3uLii

(Ha3Ba mpoIIeypH 3AKYIIIBII)

Ne nory/ | HalimenyBaHHs npenmera TopriBesnbHa Ha3Ba BupobOHuk, kpaiHa OpuHuns Kinbkicts,
3/m 3aKyIiBJIi/TOBapy TOBapy BUMIpY o1.
(mocazna ocobu, wio miamucye hopmy) (ILLB.)
(miamnuc) M. IL.*

* Bumora MIONO MEYaTKH HE CTOCYEThCS YYACHHUKIB, SIKI 3/IIHCHIOIOTH JISUIBHICTh 0€3 MeYaTKH 3TiHO 3 YHMHHHUM
3aKOHOJABCTBOM.

** YV pasi HasBHOCTI B TEXHIYHIA YAaCTHHI TOCWJIAHHA Ha KOHKPETHY TOPriBeJbHY Mapky 4u ¢ipMmy, JHKEpeno
MOXO/KEHHsI 200 BUPOOHHMKA — YUTATH 3 BUPA30M «ab0 eKBIBAJICHT».

Kwuis 2023



