33600000-6 ®apmaneBTuHa npoaykuia (Jlikapcebki 3acoou s
NMALIEHTIB 3 PIAKICHUMH XBOPO0aMH KiCTKOBO-M'sI30BOI CHCTEMH Ta CIIOJIYYHOI
TKaHWHH, 12 J0TiB)

1. OOIrpyHTYBaHHSI TEXHIYHHX Ta AKICHHX XapaKTEPUCTHK NpeaMeTa
3aKYIiBJIi**:

[adopmariiss mpo HEOOXiAHI TEXHIYHI, SAKICHI Ta KUIbKICHI XapaKTEPUCTHKHU TMpeaMeTa
3aKymiBii. *

Jlot 1 - 33632000-9 Jlikapceki 3aco0M JUIst JIIKYBaHHS 3aXBOPIOBaHb OMOPHO-PYXOBOTO
anapaty - Agamimyma6 (Adalimumab), 20 mr / 0,2 mi, am., ¢ut., mmp. - 468 o.;

70T 2 - 33632000-9 Jlikapcbki 3aco0u Uisl JIIKyBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
amapaty - Agamimyma6 (Adalimumab), 40 mr / 0,4 mu, am., ¢ut., mmp. - 988 ox.;

7ot 3 - 33632000-9 Jlikapcbki 3aco0u Uisl JIIKyBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
amapaty - Agamimyma6 (Adalimumab), 40 mr / 0,8 mu, amm., ¢ur., mmp. - 108 ox.;

70T 4 - 33632000-9 Jlikapcbki 3aco0u Uisl JIIKyBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
anaparty - Eranepuenrt (Etanercept), 25 mr, ammn., ¢, mmp., pydka - 24 ox.;

70T 5 - 33632000-9 Jlikapcbki 3aco0u Uis JIIKyBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
anapaty - Eranepuent (Etanercept), 50 mr/mia no 1 mu, amrr., ., mp., pydka - 140 ox.;

7ot 6 - 33632000-9 Jlikapcbki 3aco0u Uis JIIKyBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
amapaty - Tommnizymab (Tocilizumab), 162 mr / 0,9 mn, ammn., ¢., mmp. - 60 ox.;

7ot 7 - 33632000-9 Jlikapcbki 3aco0u Uisl JIIKyBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
amapaty - Ynagarutunio (Upadacitinib), 15 mr, Tabur., karc., apaxe - 840 og.;

7ot 8 - 33632000-9 Jlikapcbki 3aco0u Uis JIIKyBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
amapaty - Putykcuma6b (Rituximab), 500 mr / 50 mu, amrr., ¢a., mmp. - 27 ox.;

70T 9 - 33632000-9 Jlikapcbki 3aco0u Uisl JIIKyBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
anaparty - ['onimymab (Golimumab), 100 mr, ami., do., mmp. - 49 ox.;

aot 10 - 33632000-9 Jlikapcbki 3aco0u AJis JIIKyBaHHS 3aXBOPIOBAHb OIOPHO-PYXOBOTO
anapaty - Hinrenani6 (Nintedanib), 100 mr, Tab:., kanc., npaxe - 300 ox.;

jot 11 - 33632000-9 Jlikapcbki 3aco0u AJis JIIKYBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
anapary - Cekykinyma0 (Secukinumab), 150 mr, amm., ¢u., mmp. - 31 ox.;

7ot 12 - 33632000-9 Jlikapcbki 3aco0u AJis JIIKYBaHHS 3aXBOPIOBaHb OIOPHO-PYXOBOTO
amapaty - Todamutuni6 (Tofacitinib), 5 mr, Tabm., karmc., apaxe - 3304 o.

Ocobnusi sumozu wiooo romie NeNe 1, 2:

3aKymiBist 3A1HCHIOETbCA ISl TALI€HTIB AUTAYOTO BIKY, SKI MaloTh Bary MeHme 30 Kr i
oubme 30 Kr Ta TPOAOBXKYIOTH Tepamiio Ol0JIOTIYHUM JIIKapchbKUM 3acoboMm  Xywmipa.
B3aemo3zaminnicTe (interchangeability) Oiocuminsipy 1O BiJHOIIEHHIO 10 pedepeHTHOro
(opuriHanbHOTO) JIKApChKOro 3aco0y mae OyTH 3a3HadeHa B I1HCTPYKIII 7SI MEIUYHOTO
3aCTOCYBaHHA JIIKapchbKoro 3aco0y abo MaroTh OyTH HaJaHi pe3ysibTaTH paHIOMi30BaHUX
KOHTPOJIbOBAHUX KJIIHIYHUX BUMPOOYBaHb 3 JOBEACHHS B3a€MO3aMIHHOCTI, IO BiJMOBITAIOTH
KepiBauurey FDA mo pemoHcTpanii B3aeMO3aMiHHOCTI 3 pedepeHTHHM mpernapaTtoM (abo
KepiBHUILITBY 1HIIOTO aBTOPUTETHOIO DPETYJISTOPHOTO OpraHy), 1 B SIKUX MIATBEPAKEHO, IO
MHOXHHHI TEPEKIIOUYCHHS MUK pepepeHTHUM IpernaparoM Ta JaHuM OlOCHMUIApOM He
NPU3BOIMIM 10 pI3HUII B  e(eKTUBHOCTI, Oe3meri, IMyHOT€HHOCTI, MapamMeTrpax
(apMakoKiHETHKH Ta/ab0 (papMakoJUHAMIKM B TPYIIl MAIi€HTIB, IO MiJJlaBalack MHOKXUHHUM
NEPEKIIIOUEHHSAM Ha O10CUMUISpP, MOPIBHAHO 3 TPYNOIO MAlll€HTIB, sKa M[POJOBXKYyBaja
OTpUMYyBaTH pedepeHTHUH mpenapar. 3BEpTaEMO yBary, 110 JIEMOHCTpaLis 010CUMUISIPHOCTI HE
O3HA4a€ JEMOHCTpallil B3a€EMO3AMIHHOCTI. YYaCHMK Ma€ HaJaTH KOMIK0 3BITY NpPO Take
NpoBe/IeHe KJIIHIYHE BUIPOOYBaHHS, METOIO SIKOTo Oyja came JeMOHCTpallisl B3aEMO3aMiHHOCTI.



3acanvhi eumozu:

1. Jlikapcekuii 3aci®6 moBUHEH OyTH 3apeecTpoBaHWi B YKpaiHi. [[ns miarBepKkeHHS
YYaCHHMK HAaJa€ 3aBipeHy KOIII0 PEeCTpaliifHOrO MOCBiJUEHHS Ha JIIKapchbKuil 3acib. Y pasi,
AKIIO JO 3aKIHYEHHsS CTPOKY [ii pEeecTpamiifHOro TIIOCBIMYEHHS Ha JIKAPChKUMA 3aciod
3aJIMIIAETHCS:

- meHme 90 pgHIB - 000B’s3koBe HamaHHs komii smcra MO3  Vikpainu, abo
YIOBHOBa)KEHOT'O OpraHy, npo (akT NOJaHHS 3asBU IPO MEPEePeeCTpPaLiio;

- Bix 90 mHIB 0 OJTHOTO POKY - OOOB’SI3KOBE HAJAHHS TapaHTIHHOTO JIMCTa 3assBHUKA TIPO
Te, mo no MO3 Vkpainu, ab0 yHOBHOBaXEHOTO OpraHy, OyJe IMOJaHO 3asBy IPO
nepepeecTpario y nopsaky, BuznadeHomy MO3 Ykpainu.

2. Jlikapcbkuii 3aci0 MOBMHEH MaTH 1HCTPYKLIIO IS MEAWYHOIO 3acTocyBaHHA. J[ns
MIATBEPPKCHHS yYaCHUKOM HAJAEThCS KOIMISl 1HCTPYKINT 1T MEIUYHOTO 3aCTOCYBaHHS
JIKapChKOTo 3ac00y.

3. TepMiH mpUAATHOCTI JIIKAPCHKOTO 3aCO0y HA MOMEHT TOCTAaBKU IMOBHHEH CTAaHOBUTH
He MeHme 75% abo He MeHme 12 MicALiB BiJ BCTAHOBJIGHOTO IHCTPYKIEIO TEPMiHY
NpUAATHOCTI. JIJIs MATBEpKEHHS YYaCHUK HAJA€ TapaHTIHHUHN JIUCT PO TEPMiH MPUIATHOCTI.

4. CTpoK MOCTaBKHM TOBapy MOBHHEH CTAaHOBUTH He Ounbiue 10 nHIB 3 IaTH OTpUMaHHS
MUCBMOBOI 3asBKM, aje He mi3Hime 29.12.2023. Jlns miaTBep/uKEHHS YYacHUK Hajaae
rapaHTiiHUHN JTUCT PO CTPOK MOCTABKU TOBAPY.

5. Jlikapcekuii 3aci0 MoBMHEH OyTH BHECEHUM 0 PEECTPY OINTOBO-BIIMYCKHUX I[IH Ha
JiKapchKi 3aco0u abo A0 peecTpy BIAOMOCTEH MO0 TPAHUYHUX ONTOBO-BIAMYCKHUX IIH HA
JIesIK1 JTIKapChKi 3ac00M, 110 3aKyTMOBYIOTHCS 3a OFOPKETHI KOIITH Ta MIATAI0Th peepeHTHOMY
I[IHOYTBOPEHHIO, B paMkax BHKOHaHHS moctaHoBu KMY Big 02.07.2014 Ne 240 «Ilutanus
JeKJIapyBaHHsI 3MIHU ONTOBO-BIITYCKHHUX IIIH Ha JIKApChbKi 3aco0m» Ta moctaHoBU KMV Big
03.04.2019 Ne 426 «Ilpo pedepeHTHE IIHOYTBOPEHHS Ha JesKi JIKapchki 3aco0u, M0
3aKyMOBYIOThCS 32 OIOJDKETHI KOWITH». [l MiATBEpAKEHHS yYaCHUK HAJa€ KOIMIK BUTATY 3
BignoBigHoro Hakasy MO3 Ykpainu.

6. Jlikapchkuii 3aci0 moBuHeH OyTH BHeceHUM 110 HallioHanbHOro nepeniky OCHOBHUX
JKapChKUX 3ac00iB, B paMKax BUKOHaHHA noctaHoBu KMV Big 25 Gepesns 2009 Ne 333 «leski
MUTaHHS JIep)KaBHOTO PEryJIOBaHHS I[IH Ha JIKapchbki 3acodu 1 BHUPOOM MEAMYHOTO
npu3Ha4YeHHs». I MiATBEpKEHHSl YYaCHUK HAJa€ KOMiio BUTATY 3 HallloHalbHOTO mepesiky
OCHOBHUX JIIKAPCHKUX 3aC00IB.

VY pa3i BiACyTHOCTI JiKapchbkoro 3aco0y B HarioHaabHOMY THepeniKy OCHOBHUX
JIKapChbKUX 3ac00iB yYaCHUK HaJa€ KOMII0 BHCHOBKY YIMOBHOBA)KEHOTO OpraHy 3 JAepiaBHOI
OILIIHKY MEJIMYHUX TEXHOJIOT1M Ha 3alpOIOHOBAHUMN JIIKAPCHKUIA 3aCi0, MPOBEACHOTO BIAMOBITHO
no Bumor [lopsiaky mpoBemeHHS Nep)KaBHOI OLIHKA MEIUYHHUX TEXHOJIOTIH, 3aTBEPIKEHOTO
nocranoBoro KMV Bix 23 rpyaus 2020 Ne 1300 «IIpo 3arBepmxenns Ilopsinky mpoBeneHHS
JIeP>KaBHOT OLIIHKK MEIUYHUX TEXHOJIOT1i.

7. OOOB’s3KkOBe HAJaHHS YYaCHMKOM OpHIiHAJy TapaHTIMHOroO JHUCTa, HaJaHOTO
Oe3nocepelHbO BUPOOHHUKOM a00 HOro ymOBHOBaXEHHM IPEICTAaBHUKOM B YKpaiHi (SKLIO
YYaCHHMK HE € BUPOOHHKOM TOBapy), SIKMM MIATBEPAXKY€ MOXKIUBICTh INOCTaBKU TOBapy, IO €
OpeAMETOM 3aKyMiBIi, Yy HEOOXIAHIA KIIBKOCTI, SKOCTI Ta y TEpPMIHHM, BHU3HAYCHI
JIOKYMEHTAIIIEIO.

8. 3anmpornoHOBaHWI TOBap MOBHHEH OyTH sSKiCHUM. [ MiATBEpIKEHHS MOCTaYaIbHUK
Hajae cepTtudikaT BIAMOBITHOCTI, SKUW BUIAHWKA BIAMOBIZHUM OpraHoM 3 cepTudikaiii,
aKpeJUTOBAaHUM HAIllOHAJIbHUM OpPraHoM YKpaiHW 3 aKpeauTailii, 1 SKUH MiATBEPAXKYE
BCTAHOBJIEHI BUMOTH JO TOBapiB, poOIT 1 mocnyr Ta (4u) 00’€KTiB, 4epe3 s[Ki peani3yloTbCs
MOCJIYTH, SIKIIO 1€ Mepe0aveHo 3aKOHOAABCTBOM YKpaiHu. B pasi, sikimio 1e He mepeadadeHo
3aKOHOJaBCTBOM Y KpaiHH, HE0OX1THO Ha/laTH BiIMOBIIHUI JIUCT-PO3’ ICHEHHS.

9. YuacHUK NMOBHMHEH HAaJaTH 3aloBHEHY (OpMy TEHIEPHOI MPOIO3HULii 3a MiJMUCOM
KepiBHMKa a00 YHNOBHOB@)XEHOTO NpEJCTaBHUKA IIIIPUEMCTBA, OpraHizalii, yCTaHOBH Ta
3aBIpEHy MevyaTKoIo (y pa3l HasiBHOCTI).



®opMa TeHIePHOI NPONO3UILil

(Ha3Ba MpoLEaypHU 3aKyHiBIII)

Ne noty/ HaiimenyBanns TopriBenpHa Ha3Ba Bupobnuk, OnuHUIA KinmpkicTs,
3/m npeamera TOBapy KpaiHa BHUMIpY oIl
3aKyIIiBJIi/TOBapy
(mocazma ocodwu, 1o nixnucye Gopmy) (IL.LB.)
(mimuc) M. IL.*

* BuMmora MIOA0 MEYaTKH HE CTOCYEThCS yYYaCHHKIB, SIKi 3IIMCHIOIOTH MisTIBHICTH O€3 MeYaTKH 3TiTHO 3

YUHHHUM 3aKOHOJaBCTBOM.

** YV pa3i HasgBHOCTI B TEXHIUHIA YaCTWHI TMOCHJIAHHS Ha KOHKPETHY TOPTiBEIbHY MapKy 4u ¢ipmy,
JDKEpeIIo MOXOPKEHHS a0 BUPOOHMKA — YUTATH 3 BUPA30M «abo eKBiBAICHTY.

2. Po3mip OI0MKeTHOr0 NMPU3HAYECHHS 32 KOIITOPHUCOM a00 OYiKYBAHA

BAPTICTh NPeIMeTa 3aAKVIIiBJIi:

18 874 735,25 rpu (BiciMHaaAIAT, MUTBMOHIB BICIMCOT CIMJIECST YOTHPHU TUCAUI
CIMCOT TPUIIATH IT'SITh TPUBEHD 25 KOMiioK), 3 TIJIB.



