Honatok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYxpaiau «[Ipo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B,
3aTBEPUKECHHS CYTTEBUX MOMPABOK Ta
BHECEHHS 3MiH /10 Haka3zy MiHicTepcTBa
OXOpOHU 370poB’st YKpainu Bix 20 TpaBHs
2022 poxy Ne 863»

31.05.2022 No 907

Hassa kniniyHOTO
BUNIPOOYBaHHS, KO/,
Bepcis Ta gara

«PanmomizoBaHe, MOBIMHE CITile, TUIale00-KOHTPOIBOBAHE TOCHIIKCHHS (Da3u 3 ISl OI[IHKY €EKTUBHOCTI,
0€3MEeYHOCT] Ta MePEHOCUMOCT] BalbOEHA3MHY SK JI0OJAaTKOBOI Tepallii y MaIi€eHTIB 13 MU30(PEHIE0», KO
nocmipkenns NBI-98854-ATS3019, 3 inkopniopoBanoro nonpaskoro 1.0 Bix 15 BepecHst 2021 poky

3asBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«Hpropokpun Baiiocaencis, Ink.» (Neurocrine Biosciences, Inc.), CIHA

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

BansOenasun (BanbOenasuny tozmiar, NBI-98854, NBI-98854 Ditosylate IR, IHI'PELLIA®); kamncynu;
20 mr; Mayne Pharma Inc., USA; Clinigen Clinical Supplies Management Inc., USA; Clinigen Clinical
Supplies Management GmbH, Germany; Eurofins Lancaster Laboratories, Inc., USA;

wiane6o 10 BansOenasun (BanbbOenasuny to3miat, NBI-98854, NBI-98854, Ditosylate IR, IHPELILIA®);
kancynu; 20 mr; Mayne Pharma Inc., USA; Clinigen Clinical Supplies Management Inc., USA; Clinigen
Clinical Supplies Management GmbH, Germany; Eurofins Lancaster Laboratories, Inc., USA;

BansOenasun (BanbOenasuny toszmiar, NBI-98854, NBI-98854 Ditosylate IR, IHI'PEIIIA®), kamcynu;
40 mr; Mayne Pharma Inc., USA; Clinigen Clinical Supplies Management Inc., USA; Clinigen Clinical
Supplies Management GmbH, Germany; Eurofins Lancaster Laboratories, Inc., USA;

wiane6o 10 BansOenasun (BanbbOeHasuny tosmnar, NBI-98854, NBI-98854 Ditosylate IR, IHPELLIA®);
kancynu; 40 mr;  Mayne Pharma Inc., USA; Clinigen Clinical Supplies Management Inc., USA;
Clinigen Clinical Supplies Management GmbH, Germany; Eurofins Lancaster Laboratories, Inc., USA,

Binmosimansamii (1)
JTOCTIAHUK (1) Ta Miclie
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) ren. nupexTop Bonomyk A.€.

Komynansue Hexomepiiiitne mianpueMcTBo «OneChbKUid 00IaCHUN MEIUYHUN IIEHTP TICUXIIHOTO 3/I0POB’ s
Opnecbkoi obmacHoi paau, BigaiieHHs Ne6 (donosive), Bigainenus Nel2 (xinoue), M. Oneca

2) n.M.H., ipod. CxpunHikoB A.M.

Komynanwshe mianpuemctBo «O0macHui 3akiaj 3 HaJaHHs cuxiaTpudHoi jonomoru [lonraBebkoi obmacHOT
pazuy, KIHOYE TOCTPE 3araJbHONCUXIaTPUYHE BUIIIIICHHS 5-0, YOJIOBIYE TOCTPE 3araJIbHONICUXIaTPUIHE
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BinmineHHs 2-a, [lonTaBchkuil nepkaBHUNM MEIMYHHUNA YHIBEPCHTET, Kadeapa mcuxiaTpii, HapKoJIOTii Ta
MeauuHol ncuxomorii, M. [TonTasa

3) ren. qupexrop Kosanenko B.B.

KomyHnanbhe HekomepIiiiHe miAnprueMcTBO XapKiBCbKOi 00acHOi paan «O0nacHa KiliHIYHA MICUXiaTpUYHA
nikapHst Ne3», IcUxiaTpUYHE BIAAUICHHS IEPBUHHOTO MICUXOTUYHOTO €301y, M. XapKiB

4) nupexrop [Nanamapuyk I1.B.

KomyHasibHe HekoMeplliiiHe MiIIpUeMCTBO «XEpCOHCHKMI OONacHUI 3akiajx 3 HaJaHHSA IMCHUXIaTPUYHOL
JOMIOMOTH» XepCOHChKOI 00JIacHOI pajau, 4OJIOBide rcuxiarpuuHe BiajaiaeHHs Ne3, kiHOYe mcuxiaTpuyHe
BigminenHs Nel0, m. XepcoHn, c. CrenaHiBka

5) n.m.H., mpod., rupeKTop, 3aB. Biaaity JliHcbkuii 1.B.

JepxaBHa yctaHoBa «IHCTUTYT HeBpoJIOrii, cuxiarpii Ta Hapkonorii HAMH Ykpainuy, Biai1 HeBiIKIa HOT
ncuxiarpii Ta Hapkoyiorii Ha 0a3i BIIIUICHHS KIIHIYHOi, COMIaJbHOI Ta JWTSIYOI IICHUXiaTpii,
M. XapKiB

6) x.m.H. [lenncos €.M.

Komynansne HexomepiiiiHe mignpueMcTBo «OOnacHa KiiHIYHA ncuxiaTpuyHa JikapHs KipoBorpaiacekoi
001acHOi paauy, ICUXOHEBPOJIOTIYHE AUCIIaHCepHE BiaaiieHHs, cMT. Hoe, M. KponuBHHUIIbKHI

7) n.m.H., mpod. Bunuuk M.I.

Komynanene HekomepuiiiHe mimnpuemctBo «lIpukapnarcbkuii 007MacHUM KITIHIYHMNA HEHTP TICUXIYHOTO
310poB's IBaHO-PpaHKIBCbKOI 00JACHOT paam», cralioHapHe BiIUIeHHS Ne7 IIaHOBOrO JIiKyBaHHS 3
repiaTpuyHUMU JixKKaMu, M. [Bano-DpaHKiBChK

8) ren. aupexrop Mymuk M.L

KomynaneHe HexomepuiliHe mignpueMcTBo «lIpukaprnarcbkuil 0OJacHUM KIIHIYHUNA LEHTP IMCHUXIYHOTO
3/10pOB's IBaHO-®paHKiBCHKOT o0nacHoi pann», KOHCYJIbTaTUBHA HOJIKITIHIKA,
M. IBaHo-®paHKiBCbK

9) nupextop Kocenkosa I.B.

KomyHnanbHe HekomepiiiiiHe mianpueMcTBo «Yepkachbka obOjacHa TNcHXiaTpuyHa JikapHsA Yepkachkoi
o0jacHOi paau», KOHCYJIbTaTUBHO-IIarHOCTUYHUNM MIAPO3AUT MO aMOyJaTOPHOMY OOCIyrOBYBaHHIO
HaceneHHa Yepkacbkoi 00acTi B CKiIai NpuiMalbHO-KOHCYJIBTaTUBHOTO BiAIUIeHHs, M. CMija, Yepkacbka
o0racTb

[IpenapaTtu mopiBHSAHHS,
BUPOOHHUK Ta KpaiHa
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CymnyTHi —
MaTepianu/mpenaparu
CYNYTHBOI Teparmii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHUX




Jomarok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYxpaiau «[Ipo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKUX 3aCO0IB,
3aTBEPUKECHHS CYTTEBUX MOMPABOK Ta
BHECEHHS 3MiH JI0 Haka3zy MiHicTepcTBa
OXOpOHU 370poB’st YKpainu Bix 20 TpaBHs
2022 poxy Ne 863»

31.05.2022 No 907

Hassa kniniyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«[loxBiltHe ciime, paHAOMIi30BaHe, IIAe00-KOHTPOJIBLOBAHE, OAraTOIEHTPOBE MOCTiKeHHS 3 (as3u, 1o
MIPOBOAMTHCS y MApaNeNbHUX TPYIax sl OLIHKU O€3MEYHOCT1, IEPEHOCUMOCTI Ta €(peKTUBHOCTI JIIKAPCHKOTO
3aco0y Tpammcon® Lukmo™ (TixpoKcHIponis- B -IUKIOAEKCTpHH) y 1031 2000 MI/KT MacH Tijia y moeJHaHHi
31 CTaHJApTHOIO Tepari€lo MOPIBHSIHO 3 IUaned0 y MO€JHAHHI 31 CTAaHAAPTHOKO TEpaIi€ld y Malli€HTIB 3
xBopo6oro Himana-ITika Tam Cly»

3asBHUK, KpaiHa

TOB «Bopmnnpaiin Kiminikan Tpainc YKPy

CnoHncop, kpaiHa

Iukso Tepanprotuks, k. (Cyclo Therapeutics, Inc.), United States

[Tepenik qocmimKyBaHUX
JKapChKUX 3aC00iB
Jikapceka ¢popma,
JI03yBaHHs1, BUPOOHUK,
KpaiHa

Tpanmcon® IMukno™ (Trappsol® Cyclo™)®™; Trappsol Cyclo; rigpokcunporin- [ —IHKIOAEKCTPUH
(Hydroxypropyl-B-cyclodextrin); po3uun mus indysiit y ¢makonax 100 mur; 250 mr/mu; Berkshire Sterile
Manufacturing Inc., USA;

[Tnarne60 qo0 Tpanmcon® [ukimo™ (Trappsol® Cyclo™)™®); (matpito xiopus pozuur 0,45 % ms indysiii);
po3unH s iHOY3iit B iHdy3iiiHomy wmimky 500 wmu; Baxter Healthcare Corporation Plant, NC;
Baxter Healthcare Limited, United Kingdom,;

Binmosimansamii (1)
JTOCJTITHUK (M) Ta MicCIIe
(s1) mpoBeeHHS
BUIIPOOYBaHHs B YKpaiHi

1) x.m.H. ITiukyp H.O.
Hamionanena gursua cnoemiamizoBaHa JikapHi «OXMATIAUT» MO3 Vkpaiau, Lentp opdanamx
3aXBOpIOBaHb, M. KuiB

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

CynyTHi MaTepianu:
- Coipomertp (Spirometer MIR, SpiroBank 11 Basic 91102);
- [Inanmer (Capture Tablet Device Model: Dell Latitude)

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Homarok 3

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYxpaiau «[Ipo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKUX 3aCO0IB,
3aTBEPUKECHHS CYTTEBUX MOMPABOK Ta
BHECEHHS 3MiH /10 Haka3zy MiHicTepcTBa
OXOpOHU 370poB’st YKpainu Bix 20 TpaBHs
2022 poxy Ne 863»

31.05.2022 No 907

Hassa kniniyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PannomizoBane, Bigkpure, 6araroreHTpoBe AocuimpkenHs ¢asu 111 miarpumyBansHOi Teparii KOMOIHALIIEO
nypOIHEKTeAMHY Ta are3odi3ymaldy B MOPIBHSAHHI 3 MOHOTEpami€lo are3oiizymaboM y MAali€eHTIB 3
JpiOHOKIIITHHHUM pakoM JIeTe€Hb IMi3HBbOI CTail Michs IHAYKIIIHHOI Tepamii mepmioi JiHil 32 TOMOMOTO0
KapOOIJIaTHHY, €TONO3KUY Ta aTe30J1i3yMady», kon gociimkenHs GO43104, Bepcis 3 Bin 03 rpynus 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MekeHOI0 BianoBiganpHicTIO «Pom Ykpainay

CnoHcop, kpaiHa

®. Xoddmann-JIs Pom JItn, [Belimapis

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Jlyp6inexrenun  (Lurbinectedin, ZEPZELCA); RO7508182; SUB190540, PMO01183, PM1183;
nyp6inekteaun (lurbinectedin); mopomok mist pozunnHy st iHGY3ii; 4 mr; bakcrep Onkonomki I'MOX,
Himeuunna;

Atesomizyma6 (Atezolizumab, Tenentpuk®, Tecentrig®); (RO5541267, RO5541267/F03; 1380723-44-3,
RO5541267, MPDL3280A); ate3omi3zymab (atezolizumab); KOHIIEHTpAT AJIs pO3UHHY JUTs iHDY3iid; 60 Mr/mit,
Pom Jliarnoctuke 'M6X, Himeuunna; ®.Xopdmann-JIs Pou JIta, HIeiiapis

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) a.M.H., npod. bonnapenko .M.

KomyHnanbHe HekoMmepliiiiHe mianpueMcTBo «Micbka kiliHigHA JikapHS Ned» JIHIMPOBCHKOI MICBKOI paj,
XiMiOoTepaneBTHYHE BIJIUIEHHS 3 ICHHUM CTalliloHapoM, JIHIPOBCHKU 1epKaBHUN MEAUYHUIN YHIBEPCUTET,
kadenpa oHKOJIOTIT Ta MeAMYHOI paaiosorii, M. J{Hinpo

2) 3aB. BinauieHHsM boiiko B.B.

KomyHnanbHe HekomepliiiiHe minnpuemMcTBo «lIpukaprnaTchbkuil KIiHIYHMI OHKOJOTiYHMM I1eHTp IBaHO-
®paHKiBChKOT 007aCHOT painy», Xipypriune BijauieHHs Ne2, [BaHo-®paHKIBChKHIM HalllOHAIBHUNA MEAUYHUN
YHIBEpPCHUTET, Kaeapa oHKoorii, M. IBaHO-DpaHKiBCHK
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3) 3aB. Bigainernasm Koo6zes O.1.

Komynanbne HekoMmepuiiiHe mianpueMcTBO «OOMacHUI LEHTP OHKOJIOTI(», OHKOXIpYpridHE BiJIiICHHS
OpraHiB TPYAHOI TOPOKHUHU, M. XapKiB

4) x.m.H. [Tominuyk J1.B.

MenuyHuii IIEHTP TOBapUCTBA 3 00OMEXEHOO BimoBinanpHicTIO «Kitinika Bepym Excriept», M. Kuis

5) mikap Cemeren 1O.B.

OO6macHe KOMyHaJbHE HEKOMEpIIHHE MiANPUEMCTBO «BYKOBHHCHKMI KIIHIYHMA OHKOJIOTIYHUHN IICHTPY,
CTPYKTYpPHUH TIAPO3/LI ACHHOTO CTalioHapy, M. YepHiBIIi

6) K.M.H., fou. [lInapux 5.B.

KomynaneHe HekoMepiliiiHe mianpueMcTBO JIbBIBChKOiI 00macHOT pamau «JIbBIBCBKUH OHKOJIOT1YHUH
perioHaNbHU JiKyBaJIbHO-11arHOCTUYHUI LIEHTP», BiAAUIEHHS XiMioTeparii, M. JIbBiB

7) nikap CinenpHikoB 1.B.

KomyHnanbHe mianpueMcTBo «BoJIMHCHKUE 00aCHUIT MEIUYHUN LEHTP OHKOJIOTi(» BosmHChKOi 00snacHOi
paji, OHKOJIOTIYHE XiMIOTEepaneBTUYHE BiTiIeHHs, M. JIyIbk

[Ipenapatu nopiBHSAHHS,
BUPOOHHMK Ta KpaiHa

CynytHi
Marepianu/mpenapaTu

CYIyTHBOI Tepartii

KOMHaHi}I, sAKa I[i€ 3a ,Z[OBipeHiCTIO, SAKY HaZlaB CIIOHCOP YU 3asIBHUK Ha BBC3CHHA ,Z[OCJ'IiI[)KyBaHI/IX J'IiKapCbKI/IX
3aco0iB Ta cymyTHix MarepianiB: TOB «®apmacodt»; TOB «Kopekc Ykpainay.
CynyTHi MaTepianu:

Jlaboparopui nHabopu COVANCE/Labcorp;

Ha6ip Induction C1D1;

Ha6ip Maintenance C1D1,

Ha6ip Main C1D3-Arm A only;

Ha6ip Labcorp - Tumor Tissue Visit;

Ha6ip Labcorp - Kit - Induction C2, C3, C4 Day 1,

Ha6ip Labcorp - Main C2, C3, C4, C8, C12, C16 D1;

Ha6ip Labcorp — Discontinuation;

Ha6ip Labcorp - Follow Up/Disease Progression;

HaGip Labcorp — RBR,;

biankn-3asBku;

PaxyHku-npodopmu,
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KonTeltHepu 11 TpaHCTIOPTYBaHHS MPEAMETHHX CKENEIb 13 25 MpeIMETHIUMH CKeNblsiMu SUPErFrost +;
[TinoImIacT JUCTOBUIA;

Konreiinepu 06’emom 60 mi1, o MicTsatb 70% eranod, i3 3anoBHeHHIM 30 MIT;

KownTteitnepu 06’emom 60 M, o mictate 10% neliTpanbauil 3a0ydepennii popmarin, 13 3anoBHeHHsaM 30
MU,

Kaceru mg 6ioncii TKaHUH KOBTI

Konreiinepu 06’emom 60 M1 17151 3pa3KiB i3 OpaHKEBUM KOBIIAUYKOM;

[TakeTn 3 3aCTIOKOI0-0JIMCKAaBKOIO Ta €TUKETKOO po Oil0JIOTTYHY HeOe3MeKy;
[TakeTy 3 MyXupyacToi IJIiBKH;

KaprtonHi kopoOku;

TpancnoptHi KOpoOKH;

[TakeTn ¢popmMalliHOBI, €TUKETKH;

ITaxeTn msg OiomTaris;

KepiBHuiTBa (Manyanu) Ta 1OKyMEHTH;

[Tnanmern Samsung Galaxy i3 3apsimHuM pucTpoeM abo 6€3 HbOTO.

3iekcTeniio (Ziextenzo, nerdinrpactum, pegfilgrastim); nerdinrpactum (pegfilgrastim); po3uun mmst in'exiiit
no 6 mr/0,6 M y nonepenHbo HanoBHeHoMY mmpwuii; 10 mr/min; Cannoz I'moX, Ascrpis (Sandoz GmbH,
Austria);

B.o. renepansHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Honatox 4

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYxpaiau «[Ipo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB,
3aTBEPUKECHHS CYTTEBUX MOMPABOK Ta
BHECEHHS 3MiH /10 Haka3zy MiHicTepcTBa
OXOpOHU 370poB’st YKpainu Bix 20 TpaBHs
2022 poxy Ne 863»

31.05.2022 No 907

Hassa kniniyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«KniniuHe BUIIPOOYBaHHS 3 OLIHKH Ol0EKBIBAJIEHTHOCTI JIKapChKuX 3aco0iB Oncampec, TaOIETKH, BKPUTI
IJTIBKOBOKO 000710HKOI0, 110 40 Mr, BUpoOHUIITBa AT «KUIBCHKUI BITAMIHHUI 3ABO/I», Ykpaina ta
Onmetek, TabJIeTKH, BKPUTI IITIBKOBOKO 000JI0HKOIO, 110 40 Mr, BupoOHHITBa «/laiui Cankio FOpoyn ['MOX»,
HimeuynHa B yMOBax OJHOpa30BOr0 MEPOPAIBHOTO NPUHOMY 370POBUMH J10OPOBOJIBLSAMU», KOA
nocmiukennss KVZ-OLST, sepcist 2.0 Big 27.04.2022

3asBHUK, KpaiHa

AT «KMIBCbKHMI BITAMIHHUM 3ABO/I», Ykpaina

CnoHncop, kpaiHa

AT «KUIBCBKMI BITAMIHHMIM 3ABO/1», Vkpaina

[Tepenik mocmimKyBaHUX
JKapChKUX 3aC001B
Jikapcbka ¢opma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

Oucampec (Olrpesartan medoxomil); Ta6erku, BKpUTI [1iBKOBOO 06010HKOI0; 40,0 Mr; AT «KUIBCHKHUN
BITAMIHHUWU 3ABO/I», Ykpaina

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHS B YKpaiHi

1) ron. mikap Aprum B.1.

MennyHuii IeHTp ToBapucTBa 3 oOMexeHoto BinosifanbHicTIO «Kiminika [HHODAP — Ykpaina [HHOBeiiTIB
®apwma Pecepuy, Uepnienbka 0011., HoBocenuipkuii p-H, ¢. bosiau

2) x.6.1. Cabko B.€.

bioanamituuna nadoparopist TOB «Knindapm», Kuisceka 00:1., M. IpniiHb

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa

Olmetec® (Olmesartan medoxomil); tabieTku, BKpUTI TUIiBKOBOKO 00o0soHKO0M0; 40,0 mr; Jlaiui Cankio
Opoyn I'M6X, HiMmeuunna

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jlonatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

[Tonosxenns Tepminy npugaraocti JJI3 Midenpucton 5 mr nmaprtii 20223 A1 no 04/2023; Tndopmaris ans
naiieHTa 040 MPHUHOMY IOCTiIKYBaHOTO JiKapchkoro 3acody Midenpucton 5 mr maprii 20223A1
yKpaiHChbKOI0 MOBOIO, Bepcisi 1.0 Big 07 kBitHs 2022 poky; [Hbopmaris Ans maimieHTa mMOA0 NpUioMy
JOCTIPKYBAHOTO JIIKapChKOTo 3aco0y Midenpucton 5 mr maprtii 20223 A1 pocilickkoro MOBOIO, Bepeis 1.0
Bix 07 kBiTHS 2022 poky; 3Mina Ha3Bu BupoOHuKa /JJI3 Midenpucron 5 mr 3 IDIFARMA DESARROLLO
FARMACEUTICO, S.L., Spain nra ARDENA PAMPLONA, S.L., Spain

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 516 Bin 22.03.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararonieHTpoBe, BIAKPUTE NOCHIIPKEHHS 3 OJIHIEIO I'PYIO0, 3 OLIIHKM O€3MeYHOCTI Ta €(PEeKTUBHOCTI
Mi(enpucToHy 5 MT JUIsl JTIKyBaHHS €HJOMETPI03y Y )KIHOK PENpPOyKTUBHOTO BIKY IPOTITOM JIBOX I[MKIIIB
teparnii TpuBaiicTio 24 TiwxHs koxuuit», CLI20001/Lita005, Bepcist 3.0 Big 20 sxoBTHS 2020 poxy

3asiBHUK, KpaiHa

TOB «O CI TI-I'JIOBAJI», Ykpaina

Cnoncop, kpaiHa

Litaphar Laboratorios S.L., Spain / Jlitagap Jlaboparopio3 EcEmn, Icnanis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHHUX




Jomarok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnenuii Ilpotokon kminiuHoro BumpoOyBanHs D2912C00003, Bepcis 5.0 Big 13 ciuns 2022 poky,
aHrIiiicbkol0 MoBoro; IHdopmaris ans mamienta i ¢opma iHpopmoBaHOi 3romu ans  YactuHm
1 BunpoOyBanHs, uis YKpainu, sepcis 3.0 Big 27 ciuns 2022 p. Ha ocHOBI Maiictep-Bepcii 3.0 Big 13 ciuns
2022 p., aHIMKACHKOIO Ta YKpaiHCbKOl0 MoBamu; Jlomatok mo Indopmamii s mamienta i gopmu
iHdopmoBanoi 3roau g Yactunu 1 BunmpoOyBanns, s Ykpainu, Bepcis 3.0 Bix 27 ciuns 2022 p. Ha
ocHOBI maiictep-Bepcii 3.0 Big 13 ciuns 2022 p., aHTTIIHCHKOI0 Ta YKpaiHCHKOIO MOBaMU; [H(opMais st
nanieHTa i popma iHpopmoBaHoOi 3roau Ayig YacTuHM 2 JOCITIKEHHS, 111 YKpainu, Bepcis 3.0 Big 27 ciuns
2022 poky Ha ocHoBi Maiictep-Bepcii 4.0 mns Yactunu 2 pmocmimkeras Bin 13 ciuas 2022 poky,
aHIJIMCbKOI0 Ta yKpaiHchbkolo MoBamH; Jlomatok mo IHdopmanii mis mamienta i gopmu iHGOPMOBAHOT
3roau A Yactunu 2 BUnpoOyBaHHsl, Ay YKpainu, Bepcist 3.0 Big 27 ciunsg 2022 poky Ha OCHOBI MaiicTep-
Bepcii 4.0 1 Yactunu 2 BunpoOyBanHs Bix 13 ciuns 2022 poky, aHITIHCBKOIO Ta YKPaiHCBKOIO MOBAaMU;
[Toci6ruk ms mamienta qis Jocmoimkenass APATURA: BuBuenHs meTo1iB JiikyBaHHsI acTMu Bepcist 1.0
BiJ 10 mucronana 2021 poky, yKpaiHCbKOIO MOBOMO; IH(opMariiiHuii TUCT 10 JMiKaps 1I0JJ0 HalpaBJIeHHS
namieHTiB y Jocnimxenuss APATURA Yactuny 2 Bepcis 1.0 Bix 30 nucronana 2021 poxy, yKpaiHCEKOIO
MoBoto; Peknamuuii mnakat ans Jdocmimkenns APATURA Bepcis 1.0 Big 30 nmcronaga 2021 poky,
YKPaiHCBKOK MOBOIO

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 3059 Bin 29.12.2020
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HasBa ximiHiuHOTO «PannomizoBaHe, MojBiiiHE cliinie, TUIAlE00 KOHTPOJIbOBaHE, OaraTolleHTpoBe AociimkeHHs ¢asu Ila 3
BUIPOOYBaHHS, KO/, BU3HAYCHHS ONTHUMAJILHOI 1031, Y IBOX YaCTHHAX, IS OIIHKKA €(EeKTUBHOCTI 1 0€3MEYHOCTI TPhOX PiBHIB
Bepcis Ta Jara N03yBaHHsI iHrasniHoro npenapary AZD1402, mo npuiiMaeTbes y (opMi cyxoro mOpoIIKy JABidi Ha 100y

MpOTIATOM 4 THXKHIB, Y JOPOCIHMX TAIll€HTIB 3 OpOHXIaJIbHOIO acTMOIO, SIKI OTPUMYIOTh CEpPEIlHI 03U
IHTAIALIHHUX KopTHKOCcTepoiniBy, D2912C00003, Bepcis 4.0 Bing 09 uepsHs 2021 poky

3asBHUK, KpaiHa TOB «APEHCIA EKCIUIOPATOPI MEJJICIH», Ykpaina
CnoHncop, KpaiHa Actpa3eneka Ab, IlIsenisi/AstraZeneca AB, Sweden
CymyTHi —

MaTepianau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Jonatok 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikarist cyTTeBOi
HONPaBKU

30UIbIICHAST KUTBKOCTI MAIli€HTIB, IO NMPUHAMAIOTh y4acTh y KIIHIYHOMY BHIpoOyBaHHI 3 128 mo 250
nariedTiB; OHoBieHa bpomrypa nocnignuka 3i6orenTtany, BuganHs 21 Bim 11 mucromanma 2021 poky;
OmnosiieHi po3aumu Jlocke TOCIIKYBaHOTO JIiKapchkoro 3aco0y 3i0otentan: A) Po3min «BBeneHHs» -
Introduction; Doc ID 004669183 v2.0 - 20 ciuns 2022 poky; b) Po3ain P.8. «Crabinpnicte»: Cekiist P.8.1
Stability for drug product; Doc ID 004435320 v6.0 Big 20 ciuas 2022 poky; Cexkmis P.8.1 Stability
Conclusion for drug product; Doc ID 004343145 v6.0 Bix 20 ciunst 2022 poky; Cekuis P.8.3 Stability Data
for Drug Product; Doc ID 004375925 v7.0 Big 20 ciuns 2022 poky; B) IMPD AZD4054 Zibotentan
“Previous clinical trial and human experience data” — Table 1 Edition 2 “Clinical IMPD Sections Cross-
referenced to Zibotentan IB”; I') Cekuis 2.6.1 Written Summary Introduction (Non-clinical written
summary introduction); Doc ID 004677477 Bin 28 xoBTHs 2021 poky; 1) Cekuis 2.6.2 Written Summary
Pharmacology; Doc ID 004664905 Bim 28 sxotHs 2021 poky; €) Cekmia 2.6.4 Written Summary
Pharmacokinetics; Doc ID 004664690 Bix 28 >xoBTHa 2021 poky; XK) Cekuis 2.6.6 Written Summary
Toxicology; Doc ID 004652368 Bix 28 xoBTHs 2021 poky; 3) Cekuis 2.6.7 Toxicology Tabular Summary;
Doc ID 004707472 Bin 28 xoBTHA 2021 poky; IlomoBkeHHS TepMiHYy HPUIAATHOCTI TOCITIIKYBaHOTO
JiKapchKoro 3aco0y 3i00TeHTaH, kancynu, o 0,25 mr ta 1,5 mr 1o 24 micsuis; BkitoueHHS 10JaTKOBOTO
MICIISl IPOBEJCHHSI KJIIHIYHOTO BUIPOOYBaHHS:

Ne I1.I.b. BiMOBIJAIbHOTO AOCIITHUKA
/i HasBa micus mpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | n.m.H., pod. Ypbanouy A.M.

KomynansHe HekomepiriitHe mianpueMcTBO JIBBIBChKOI 001acHOi paau «JIbBIBCHKUN OOIacHUI
Jiep>KaBHUN KIIHIYHUNA JIIKYBAJIbHO-TIarHOCTUYHUN €HJOKPUHOJIOTIYHUM IIEHTP», MOJIKIiHIYHE
BijiIeHHs, M. JIbBiB
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Howmep Ta narta Hakazy Ne 1586 Bix 29.07.2021
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «baraToneHTpoBe, paHI0MI30BaHe, MOABIMHE CIIiNe, I1ane00-KOHTPOILOBaHE AOCTIKeHHS ¢a3u 2b, 1mo
BUNIPOOYBaHHSA, KO/, NPOBOJIUTHCA B TApalieIbHUX Tpylnax 3 METOI BHU3HAYEHHS Jiama3oHy /03, OLIHKH e()eKTUBHOCTI,
BepcCis Ta gaTa 0e3rmevHocTi Ta nepeHocumocti 3iborentany i Jlanarmidio3uny y mamieHTiB 3 XpOHIYHO XBOPOOOIO HUPOK

3 OI[IHIOBAHOIO MBHJIKICTIO KiIy00oukoBoi ¢inbTpartii (olLIK®D) Bix 20 mi/xs/1,73 M2 mo 60 mu/xB/1,73 M2»,
D4325C00001, Bepcis 1.0 Bix 14 Bepecust 2020 poxy

3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»

Crioncop, kpaina «Actpa3eneka Aby, [lIBemis / AstraZeneca AB, Sweden
CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. resepanbHoro rupexkropa JIupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Homarok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

Honatok nns cmaprdona AiCure yuacHUKIB TOCHIKEHH: TOKyMeHT st Kowmicii 3 muTaHb €TUKH, BepCis
1.0 Big 28 BepecHs 2021 poky, ykpaiHchkoro MoOBOw; Jlomarok s cmaprdona AiCure ydacHUKIB
nochimKeHHs: TokyMmeHT Ui Kowmicii 3 mutanb etukw, Bepeis 1.0 Bix 28 Bepecus 2021 poky, pociiicbKOI0
moBoto; Illkana maronmoriunmx MuMoBUIEHUX pyXiB (AIMS), Bepcis 1.0 Bim 14 cepmus 2017 poky,
yKpaiHChbKO10 MOBOIO BiJl 17 rpyaus 2020 poky; [llkana orfiHKK MaToJIOTiYHUX MUMOBLIBHUX pyXiB (AIMS),
Bepcis 1.0 Big 14 cepmast 2017 poky, pociiicbkoro MoBoto Big 05 ciuns 2020 poky; [llkana ominky akaTusii,
BUKIIMKAHOI Jikapcbkumu npemnaparamu (Llkana ominku akatusii bapuca [BAS]), ykpaiHChKOIO MOBOIO;
Hlkana mis OIMIHKKM akaTu3ii, BUKIMKAHOI Jikapchbkumu npemnaparamu (Illkana ominku axatusii baphca),
pociiicekoro MoBoto; Ikana aenpecii Kanrapi s xsopux Ha mmsodpenito (CDSS), Bepcist ykpaiHChKOIO
moBoto BiJ 30 kBiTHs 2021 poky; Llkana nenpecii Kanrapi ans xsopux Ha mmsodpenito (CDSS), Bepcis
pociiicbkoro MoBorO Bif 23 kBiTHSA 2021 poky; 3arajibHe KJIIHIYHE BPAKEHHS IIOAO CTYNEHS TSKKOCTI
3axBoptoBanHs (Clinical Global Iimpression-Severity of illnes, CGI-S), Bepcis 1.0 Big 27 xOBTHs
2021 poky, ykpaiHncbkor MoBoo BiJ 04 ciunsg 2022 poky; 3aranbHe KITiHIYHE BpPaK€HHs MpPO CTYIiHb
tspkkocTi (Clinical Global limpression-Severity, CGI-S), Bepcist 1.0 Big 27 xoBTHst 2021 poky, pociliCbKO0
MoBoto Bif 04 ciuna 2022 poky; Illkana ouinku TspkkocTi cyinuay KomymOilicbKoro yHIBEpCHTETY
(C-SSRS) Buxiani mauni/Bepcis mis orintoBanust, Bepcis Big 14 ciuns 2009 poky, yKpaiHChKOI MOBOO
Big 06 TpaBus 2014 poky; IlIkama ominku TspKKOCTI cyimuny Komymo6iiicekoro yriBepcurery (C-SSRS)
Buxinni nanni/Bepcis ans ouinroBaHHS, Bepcis Bif 14 ciuns 2009 poky, pociiicbkoio MOBOO BiJl 29 KBITHS
2014 poky; 3pa3ok 300pak€HHSI Ha €KpaHi eJeKTpOHHOro npuctporo Illkana OlIHKU TSKKOCTI CyiUAy
Konymbiiicekoro yHaiBepcutety (C-SSRS) Buxiani nanui/Bepcis s ouintoBanss, Big 10 rpymgHs
2021 poxy, yKpaiHCbKOIO MOBOIO; 3pa3oK 300pakeHHS Ha eKpaHi eJeKTpoHHOTro npuctporo Illkana ominku
TshKKOCTI cyinuny Komymbiiicekoro yHiBepcuteTy (C-SSRS) Buxinni nqanni/Bepcist Anst OIliHIOBaHHS, BiJl
10 rpynus 2021 poky, pociiicbkoro MoBoto; Illkana ominku Tspkkocti cyinuay KomymOificekoro
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yniBepcurety (C-SSRS) 3 MoMeHTY ocTtaHHBOTO Bi3HTy, Bepcis Bif 14 ciuns 2009 poky, yKpaiHCHKOIO
MoBoto Bing 06 TpaBHsa 2014 poky; Illkama ominku TspKkocTi cyimuay KoaymOiChbKOTO YHIBEPCHTETY
(C-SSRS) 3 MOMeHTY OCTaHHBOTO Bi3uTY, Bepcis Bix 14 ciuns 2009 poky, pociiChKO0 MOBOIO BiJl 29 KBITHSI
2014 poxy; 3pa3ok 300paKeHHS Ha €KpaHi eJeKTpOHHOTO NpucTporo  Illkama OIiHKH TSHKKOCTI CYiluILy
Konymb6iiicekoro yriBepcurery (C-SSRS) 3 momenTy ocrannporo Bizuty, Bijg 18 tpaBHs 2021 poky,
YKpaTHChKOI MOBOIO; 3pa30K 300pa’keHHs Ha eKpaHi eJeKTpoHHoro npuctporo  Illkana oumiHKH TSHKKOCTI
cyimuny KomymOitickkoro yaiBepcutery (C-SSRS) 3 MOMEHTY OCTaHHBOTO Bi3WTY, Big 18 TpaBHs
2021 poky, pOCIiCBKOI MOBOIO; 3pa3oK 300pakK€HHsI Ha €KpaHi eJeKTpoHHoro mpuctporo EQ-5D-5L
AHKeTa 0710 cTaHy 310poB’s, Bix 18 TpaBHs 2021 poky, yKpalHCHKOI MOBOIO; 3pa30K 300pakeHHS Ha
ekpaHi enekTpoHHoro npuctporo EQ-5D-5L Ankera moao crany 310poB’s, Big 18 tpaBusa 2021 poky,
pociiicbkor0 MOBOI0; OTNHUTYBabHUK JUIS OLIHKH BUKOPUCTAaHHS pecypciB oxoponu 3nopoB’s HCRU,
Bepcis Bia 21 numast 2021 poky, ykpainchkoro MoBoo Bij 04 ciung 2022 poky; OnuTyBaabHUK AJIs OLIIHKU
BUKOpUCTaHHA pecypciB oxoponu 310poB’ st HCRU, Bepcist Bix 21 mumast 2021 poky, pociiicbKOI0 MOBOIO
Bix 04 ciuns 2022 poky; MixHapoane Heifponicuxiarpuune iHTeps 10 MINI ans nociikeHb NCUXOTUYHUX
posnaniB, Bepcis ykpaincekoro MoBoro 7.0.2 Bim 11 rpymas 2020 poky; KopoTkuit MikHapomHUIA
HEHPONCUXIaTPUYHUN OMUTYBAJIbHUK [UIsI JOCHIKEHb NCHUXOTHUHUX 3axBopioBaHb (M.LN.L), Bepcis
pociticekoro MoBoto 7.0.2 Bix 11 ciuas 2021 poky; OnuTyBadbHHUK OTJIsAada JJIsl MIKATH MO3UTUBHUX Ta
HeratuBHUX cHHApoMiB (IQ-SCI-PANSS), ykpaiHcbkoro MoBOI; ONMTYBaJbHUK OIJIfaya JAJs IIKaIH
no3utuBHUX Ta HeratuBHUX cHHApoMIB (IQ-SCI-PANSS), pociiicekoro MoBoro; Illkama omiHkH
NO3UTHUBHUX Ta HeraTuBHUX cuHApoMiB (PANSS), ykpaincbkoro MoBoro; Illkana OIiHKM MO3UTHBHUX Ta
HeratuBHUX cuHIpoMmiB (DPopma PANSS QuikScore™), Bepcis Bin 19 mororo 2021 poky, pociiicbKor0
MoBOI0; KpuTepii OIIHKM 3a IIKaJOK MO3UTHUBHMX Ta HeratuBHUX cuuapoMiB PANSS, Big 05 BepechHs
2008 poky, yKpaiHCbKOIO MOBOIO; KpuTepii OIIHKHK 3a MIKaJIOK MO3UTHBHHUX Ta HETAaTUBHUX CHUHAPOMIB
PANSS, Bix 19 motoro 2021 poky, pociiickkoro MOBOI0; CTpykTypoBaHe KiiHIuHE 1HTEpB't0 - I[llkama
NO3UTHBHUX Ta HeratuBHUX cuHApoMiB (SCI-PANSS), Bepcis Bin 14 cepnus 2008 poky, yKpaiHCbKOIO
MOBOI0; CTpykTypoBaHe KiiHIYHE 1HTepB’t0 - Illkama mMO3WUTUBHUX Ta HEraTUBHUX CHUHIPOMIB
(SCI-PANSS), pociiicbkoro MOBOI0; 3pa3oK 300pakeHHsS Ha €KpaHi eleKTpoHHoro mpuctporo Illkama
MO3UTUBHUX Ta HeratuBHUX cuHIpoMiB PANSS), Bix 13 ciunsa 2022 poky, yKpaiHCbKOI MOBOIO; 3pa3ok
300pakeHHs Ha eKpaHi eleKTpoHHoro npuctporo_Illkana mo3uTUBHUX Ta HeraTUBHUX CUHIpOMiB PANSS),
BiJ 18 TpaBHs 2021 poky, pociiickkoro MoBoIo; [Tam’siTka 11010 3actocyBanHs miaiedo-konTposto (PCRS),
Bepcis 1.0 Bix 10 cepnus 2021 poky, Bepcist ykpaiHcbkoro MoBoto 1.0 Binx 04 ciunst 2022 poky; [1am’siTka
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po 3actocyBanHs miane6o-koHTpoto (PCRS), Bepcist 1.0 Big 12 ceprias 2021 poky, Bepcisi pociiCbKO0
MoBoto 1.0 Bim 04 ciuns 2022 poky; Ilam’sTka momo 3acrtocyBaHHs Iutaniebo-koHTposito — IlapTHep
yuacauka (PCRS-SP), Bepcist 1.0 Bix 12 cepriust 2021 poky, Bepcist ykpaiHcbkoro MoBoro 1.0 Bix 04 ciuns
2022 poky; ITam’siTka mpo 3acTocyBaHHs 1anedo-koHTpoto — [laptaep yuacauka (PCRS-SP), Bepcis 1.0
Big 27 BepecHs 2021 poky, Bepcis pociiicbkoro MoBoro 1.0 Bix 04 ciuns 2022 poky; lkana Henie3gaTHOCTI
[Muxana KopoTkuii onUTYBaIbHUK JJI CAMOCTIMHOI OLIIHKU HE/l1€3/1aTHOCTI, BEPCisl YKPaiHChKOIO MOBOIO
BiZ 27 TpaBHsa 2016 poxy; OnuTyBanbHUK 3 OLIHKY HeniesaaTHocTi [lnxana KopoTkuii onuTyBabHUK [T
CaMOCTIHHOT OILIIHKY HEeMI€3AaTHOCTI, BEPCisl pOCiicbKO0 MOBOIO Bif 27 TpaBHsa 2016 poxy; MoaudikoBaHa
mikana Cimncona — Auryca (MSAS), anrmiticekoro MoBorto; IlIkaiia ocobucToi Ta corianbHOi ePeKTUBHOCTI,
Bepcis aHrmicbkoro MoBoro Bif 02 BepecHs 2016 poky; bporrypa mono Habopy B JOCTiIKEHHS, Bepcis
2 Big 17 rpynns 2021 poky, ykpaiHCBKOIO MOBOIO; bpomrypa moao Habopy B TOCTIKEHHS, Bepcis 2 Bix
17 rpynus 2021 poky, pociiicbkor MOBOI0; BKIIIOUeHHS JOJATKOBUX MiCIlb TPOBEICHHS! BUTPOOYBaHHS !

No [1.I.B. BiMOBIJAIEHOTO JOCITITHAKA

/i Hazpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1. | nikap ®inseir FO.O.

Komynanbne HexomepmiiiHe mianmpueMcTBo JIbBiBchbKOi oOmacHOi pamm «JIpBiBCchbka oOnacHa
KJIIHIYHA MICUX1aTpUYHA JIiKapHsy, BiagineHas Ne25, m. JIbBiB

2. | ren. qupextop Muxaiimokosud O.K.

KomyHnanbHe HexoMmepuiiiHe mianpueMcTBo «Onecbka oOjacHa mNcuXiaTpuyHa JikapHs Ne2y
Onecpkoi obmacHOi pammy», ncuxiarpuude BiypauieHHs Nel6, Opecbka o6nacth, JIMMaHCHKHI
p-H, c. OnekcanjpiBka

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PangomizoBaHe, TOABIAHE CcIiMe, IJIANE00-KOHTPOIbOBAaHE JOCTIHKeHHS (a3su 3 g OLIHKH
e(eKTUBHOCTI, OE3MEYHOCTI Ta MEPEHOCUMOCTI BalbOCHA3MHY SIK JIOJAaTKOBOi Tepamii y Mali€HTIB i3
mm3ogppeniero», NBI-98854-ATS3019, 3 inkoproposanoro monpaskoro 1.0 Bix 15 BepecHs 2021 poky
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3asiBHUK, KpaiHa ITixnpuemctso 3 100% inosemuomo inBecTHuieo «AMK FOBIA PJIC Ykpaina»
Cnoncop, kpaiHa «Hpropokpun baiiocaencis, [ak.» (Neurocrine Biosciences, Inc.), CHIA
CynyTHi —

Mmarepianu/mpenapaTi

CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jomarok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907
Inentudikaris cyrreBoi OHOBIIEHUH MTPOTOKOJI KITIHIYHOTO BUIpoOyBaHHs, Bepcia 10 Bix 10 ciuns 2022 p.; Popma iHpopmoBaHOT
MOTPaBKU 3romu Bepcis Ui YKpaiHM YKpaiHCBKOIO Ta pociiichkoro MoBaMu Bin 24 mororo 2022 p. Ha ocHoBi

MozenbHOI (hopmu iHdopmoBaHoi 3roau mis nociimkenas WO30070 sepceist 10 Big 07 ciuns 2022 p.

Howmep Ta nata Hakazy Ne 1090 Bix 19.10.2016
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Hasga kiiHiyHOTO «bararoneHTpoBe paHaoMizoBaHe MIane0o-koHTpoaboBaHe nociimkeHHs I gasu atesonizymady (aHTH-

BUIIPOOYBaHHSI, KO/, PD-L1 aHTuUT1I0) B peKUMI MOHOTEpAMIi Ta B MOEJHAHHI 3 XIMIOTEpaIll€l0 HA OCHOBI IUIATUHHU Y MAlII€HTIB

Bepcis Ta JaTa 13 HEJIIKOBAaHOIO MICIEBO-TIOUIMPEHOI0 200 METacTaTUYHOIO YpPOTeialibHOI KapiuHomooo», WO030070,
Bepcist 9 Bin 9 6epesns 2021 p.

3asiBHUK, KpaiHa ToBapucTBo 3 00MexeHO0I0 BiANOBIAANBHICTIO «Pomr Ykpaina»

CnoHncop, kpaiHa ®.Xoddpmann-Jls Pour JItg (LLseitmapis)

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpaiau «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

bpomrypa nocnigauka Etpacimon (APD334), Bumanns 9.0 Bixg 17 nucromana 2021 poky, aHTIiCHKOO
MOBOI0; [HpopmamniiiHuit TMCTOK 1 popma 3roaum it goaaTkoBoro nociimkeHHs 1, Bepcis V6. 1UKR(uk)1.0
Bix 10 mrororo 2022 poky, mepekial ykpaiHcbkoro MoBo Bin 11 kBiTHs 2022 poky; [Hpopmariiinuii
aucToK 1 Qopma 3romm anms gomgartkoBoro gocmimkeHHs 1, Bepcis V6.1UKR(ru)l.0 Bix 10 mrororo
2022 poky, nepekiiaja pociiicbkoro MoBoto Bif 11 kBiTHs 2022 poky; [HbopMmarilinuii TUCTOK 1 popma 3roau
st monatkoBoro nociimpkenns A, Bepcis V3.1UKR(uk)1.0 Big 08 mrororo 2022 poky, mepekian
yKpaiHcbkor0 MOBoMO Bif 11 kBiTHaA 2022 poky; [Hdopmaniiinuii TUCTOK 1 hopMa 3rofu AJis 10JAaTKOBOTO
nocmimxenns A, Bepcis V3.1UKR(ru)1.0 Bixg 08 mororo 2022 poky, mepekial pociiicbKOI0 MOBOKO Bij
11 kBitHa 2022 poky; [HpopmariiiHuii mucTOK 1 popMa 3ro/iu Ha y4acTb y HEOOOB’ I3KOBOMY MallOyTHbOMY
HaykoBoMy nociimpkeHHl, Bepcist V1.1UKR(uk)1.0 Bix 28 mrotoro 2022 poky, mepekian yKpaiHCbKOIO
MoBOI0 BiJ] 25 Oepesns 2022 poky; Indopmariiiauii 1McToK 1 popma 3rojiu Ha y4acTh Y HEOOOB I3KOBOMY
MaliOyTHpOMY HaykoBomy pociimkeHHi, Bepcis VI1.1UKR(ru)l.0 Bix 28 motoro 2022 poky, nepexiiaj
pociiicbkoro MOBOO Bif 25 Oepesns 2022 poky; Omuc mnpo pexiamy, 1o Oyae po3MmilleHa B Mepexi
Facebook ta na BeG-cTopinmi EFCCA mnsa kpain-yuacHunpb €Bponu, Bepcis 1.0 Bim 29 nucromama
2021 poky, anrmiiicekoro MoBoto; [lepeknan ykpaincbkoro MoBoro Bij 21 mororo 2021 poky Omnucy npo
pekiamy, mo Oyne po3mimiena B mepexi Facebook ta ma Be6-cropinni EFCCA nmns kpaiH-ydacHHIIb
€ponu, Bepcis 1.0 Big 29 nucronana 2021 poky; Peknama 1 po3mimienss B mepexi Facebook Ta Ha Be6-
cropiaui EFCCA nns xpain-yyacHuus €Bponu, Bepeis 1.0 Big 17 nmucromaga 2021 poky, aHTIiMCbKOIO
MoBo1o; [lepeknan ykpaiHcbkoro MoBoto Bijg 21 mrotoro 2022 poky Peknamu ans po3MillieHHS! B Mepexi
Facebook ta nHa BebG-ctopinmi EFCCA nns xpain-ygachunes €Bpomu, Bepcis 1.0 Bix 17 amcromana
2021 poky




2 MpOJIOBXKEHHs noaaTka 10

Howmep Ta nara nakazy Ne 762 Bin 20.04.2021

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

Hasga ximiHiYHOTO bararoneHTpoBe, paH10Mi30BaHe, MMOIBIHHE CIIiTE TOCIIHKEHHS, 0 TIPOBOJUTHCS B ApAICIbHUX IPyHax

BUIIPOOYBaHHS, KOJI, JUTSL OI[IHKK €()eKTUBHOCTI Ta OE3MEeYHOCTI MEepOpaIbHOro eTPaciMOAy MPU HOro 3acTOCYBaHHI IS

BepcCis Ta gaTa IHIYKIIHHOI Ta MIATPUMYBAJIBHOI Teparmii Mpu JIIKyBaHHI aKTHBHOI XBopoOu Kpona Bij momipHOro 10
BaXXKOTO cTyneHs Tspkkocti, APD334-202, 3 inkopriopoBanoro nompaskoro 2.0 Big 11 gepBus 2020 poky

3asBHUK, KpaiHa [TinnpuemctBo 3 100% inozemHuoro inBecTuiiero «KAUK’FOBIA PJIC Ykpaina»

Crioncop, kpaina «Apena @apmacerotikans, [Hk.» (Arena Pharmaceuticals, Inc.), United States

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. resepanbHoro rupexkropa JIlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

[TpuBiTanpHuii nucT nmauieHTa, Bepcis 1.0 Big 17 moTtoro 2022 poky s YKpaiHu, yKpaiHCbKOIO MOBOIO;
®OPMA 3ASBKU HA BIJIIKOJAYBAHHS BUTPAT TA ITPABUJIA i 3AITOBHEHHS, Bepcis 1.0
Bin 17 motoro 2022 poky mia Ykpainu, ykpaincekoro mosoro; JIUCT ITTPO TUIATDKHY KAPTKY
PATIENTPRIMARY®, Bepcis 1.0 Big 17 arotoro 2022 poky st Ykpainu, ykpaiHcbkoro MoBoto; JIMCT
[TPO TVTATDKHY KAPTKY PATIENTPRIMARY®, Bepcis 1.0 Big 17 mrotoro 2022 poky ans Ykpainu,
anriiiicekoro MoBoro; POPMA 3I'O/I1 HA 3BIP TA BUKOPUCTAHHS INIEPCOHAJIBHUX JJAHUX,
Bepcis 1.0 Big 17 mororo 2022 poky nis Ykpainu, yKpaiHChbKOIO MOBOIO; BiTanbHui MHCT caiiTy, Bepcist
1.0 Bix 16 6epesnst 2022 poky, aHTIiHCBKOI0 MOBOIO; HaBuanbHi cnaiinu caiity, Bepcis 1.0 Big 16 Gepesns
2022 poky, aHIJIIHCHKOK MOBOIO

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2616 Bix 24.11.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PO3HMIMPEHE JOCIIDKEHHA ®A3M 1/2a 31 3BUIBIHEHHAM JAO3U JI1 OLIHKU
BE3INEYHOCTI, TIEPEHOCUMOCTI, ®APMAKOKIHETUKH, ®APMAKOJMHAMIKU TA
[TPOTUITY XJIMHHOI AKTUBHOCTI ITPEITAPATY PF-06873600 B SIKOCTI MOHOTEPAIIII TA Y
KOMBIHALII 3 EHJIOKPUHHOIO TEPAITICIO» , C3661001, nonpaska 7 10 npoTokomy Bix 07 yepBHs
2021 poky

3asBHUK, KpaiHa

[¢aitzep Iuk., CILIA

Cnoncop, kpaina

[¢aiizep Iuk., CILIA




2 MpOJIOBKEHHs noaarka 11

CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi bpomrypa mocminnuka Eftilagimod alpha (efti; IMP321), Bumanns 9.0 Bim 2 Oepesns 2022 poky,
MOTPaBKU AHTITICHKOI0 MOBOIO

Howmep ta nata Hakazy Ne 1966 Big 15.09.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa xmiHigHOTO TACTI-003 («/IBa akTuBHI IMyHOTEepameBTHYHI 3acoOm»): baraToneHTpoBe, BiIKpHUTE, paHIOMi30BaHE
BUIIPOOYBaHHS, KO/, nocmijpkeHHs 1 ¢a3u g oniHKM 3acTocyBaHHS po34MHHOrO riopuaHoro 6inmka LAG-3, eprunarimony
BepcCis Ta Jata anbda (edptu; IMP321), y komOiHanii 3 nemOposizymadbom (anraronicrom PD-1) nist mepruoi miHii Tepanii

MAI[iEHTIB 3 HEPe3eKTa0EeNbHOI PEUHUIUBHOI ab0 METACTaTUYHOK IUIOCKOKIITUHHOK KapIMHOMOIO
rojou Ta i (ITKKI'TID), TACTI-003, Bepcis 1.3 Big 05 >xoBTHs 2021

3asBHUK, KpaiHa TOB «Apencis Excrumoparopi Memiciny, Ykpaina
CnoHncop, kpaiHa Immutep S.A.S. / Immyten C.A.C., ®paniist
CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jomarok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINIPOOYBaHb JIIKAPCHKHUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

bpomrypa nocmignuka Omamapu6 (Olaparib) (AZD2281, KU-0059436), Bumanns 21 Binm 31 ciuns
2022 poKy, aHTIIIHCHKOI MOBOIO

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2107 Big 17.10.2019

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Jocmimxenns I11 pazu mus nemOponizymady y komOiHarii 3 KapOoIuIaTHHOM / TaKCaHOM (TIaKITiTaKkces abo
Ha0-TaKIiTaKkceN) 3 NOJAJIbIINM BBEJICHHIM I1eMOpoi3yMady y KOMOiHaLIi 3 MIATPUMYIOUUM JIKYBaHHAM
oslannaprOom abo 6e3 HbOT'0 B SIKOCTI Tepallii MepIIoi JiHii y HalleHTIB 13 METaCTaTUYHUM INTIOCKOKJIITUHHHUM
HenpiOHokmiTHHHUM pakoMm JserediB (HAKPJI)», MK-7339-008, 3 inkoprnopoBaHoto nonpaBkoro 04 Bix
22 xoBTtHA 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo0 BianoBiaaabHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepk lapn Enn JJoym Kopm.», nouipne nianpuemctso «Mepk Eng Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepasibHoro n1upexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpourypa mocnigauka anst 10CHiIKyBaHOTO Jikapchkoro 3aco0y Beneroxinakc (ABT-199), Bepcis 14 Bin
14 ciuns 2022 poky

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUNIPOOYBaHHS

Ne 422 Bin 10.03.2021
Ne 248 Bix 09.03.2017

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«baratonieHTpoBe paHIOMI30BaHE BIAKPUTE AOCHIIKEHHS a3u 3 Uid BHBUCHHS BEHETOKJIAKCY Ta
JeKCaMeTa30Hy y MOPIBHSHHI 13 TOMaJiIOMIZIOM Ta JeKcaMeTa30HOM Y maiieHTiB i3 t(11;14)-mo3uTuBHOI0O
peuuIMBHOIO a00 pePpakTEepHOI0 MHOXHHHOIO MienoMoro», M13-494, Bepcis 10.0 Bim 31 cepmHs
2021 poky;

«baraTolueHTpoBe, paHI0Mi30BaHe, MOABIHHE CIIiNe JOCHIiKEHHS (a3u 3, y IKOMY BUBYAETHCSI O0PTE30Mi0
Ta JeKcaMeTa3oH y KOMOiHaIii 3 BEHETOKJIakcoM a0o Tuianebo y Mali€HTiB 3 peuuguBHOIO abo
pedpakTepHOI0O MHOKHMHHOIO MI€JIOMOIO 3 UYTJIMBICTIO J0 1HTI01TOPIB MpoTeacoM ado y Malll€HTIB, K1 HE
OTPUMYBAJIM JIIKyBaHHs iHri0iTopamMu mpoteacom», M14-031, 3 iHKOpHOpPOBaHOIO AIMIHICTPATUBHOIO
3miHo0 1 1 [Tonpaskoro 0.01 (tineku ana @panitii), Micuesoro [lonpaskoro 1 ans Anownii ta I'mobansauMu
[TompaBkamu 1, 2, 3,4, 5,6, 7 ta 8 Bix 16 rpynns 2020 poky

3asiBHUK, KpaiHa

«E66Bi biopapmacsrotikan3 'm6X», [lIBeiinapis

CrnoHcop, kpaiHa

E66BI Ink, CIIIA / AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Honatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHS
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

[adpopmarnis g1 mamienta Ta iHGOpMOBaHa 3rojJa Ha y4acTh y HAyKOBOMY JIOCHIJDKEHHI Ta
HEOOOB SI3KOBOMY A0cCHiKeHHI, Bepcia 12.0 ans Ykpaiam Bixg 24 ciuns 2022 poky, YKpaiHCBKOIO Ta
pociiicbkoro MoBaMu; [HpopMmariiina kapTka namienta, Bepeis 4.0 s Ykpainu Bing 07 sxoBTHA 2021 poky,
YKPATHCHKOIO Ta POCIHCHKOI0 MOBaMHU

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 403 Bix 04.05.2016

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, noxasiiiHe ciine gocnipkeHHs Il ¢asum ans nopiBHAHHS mpenapaTy YnaaauuTHHIO
(ABT-494) y Burnsai MoHoOTeparlii OJMH pa3 Ha JIeHb 3 MeTOTpeKcaToM y BUTJIsIII MOHOTEpaIii y HalieHTiB
3 CEPEIHBOTSHKKOIO Ta TSHKKOIO (hopMaMH aKTHBHOTO PEBMATOITHOTO apTPHUTY, IO paHilIe He OTPUMYBaJIH
MeToTpekcaT», M13-545, 3 inkopnopoBanumu AmiHicTpaTuBHUMU 3MiHamu 1, 2, 3 14 Ta [TonpaBkamu 1,
2,3,4,5,6,7 ta 8 Big 03 rpyanst 2020 poky

3asiBHUK, KpaiHa

«E60BI1 biogpapmacsrotikan3 I'moX», lIBeitnapis

Cnoncop, kpaiHa

E60BI Ink, CILIA / AbbVie Inc., USA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jomarok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikarist cyTTeBOi
HONPaBKU

3MiHa BiAMOBIAAILHOTO IOCIIAHUKA Ta MiCIlsl IPOBEICHHSI KJIIHIYHOTO BUIIPOOYBaHHS:

byno Crano
k.M.H. Copokina [.O. K.M.H. boituyk H.C.
Mennynunii HECHTP IPUBaTHOTO BUIIOTO | MeIMYHUIT LEHTP TOBApUCTBA 3 OOMEKEHOIO
HaBYAJILHOTO  3akiany  «lHCTHTYT  3arajibHOI | BiJJaOBITAIBHICTIO «Enenpsetic Memikey,
MIPAKTHUKH - CiIMEITHOT MeuIHN», M. KuiB JTIKYBaJIbHO-IPO(DIaKTHYHMH 1mi1po3ia, M. Kuis

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1468 Big 21.11.2017

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, nojsiiiHe ciine gociiymkeHHs, I ¢a3u, nns nmopiBHSHHS mpenapary YnaaauuTuHIO
(ABT-494) 3 miane6o Ta 3 aganiMyMaOoM y MAI[iEHTIB 3 aKTUBHUM IICOPIATHYHUM apTPUTOM, SIKi MAlOTh B
aHaMHe31 HeaJeKBaTHY BIANOBIAb MpPUHAMMHI Ha OAMH HEOIONOTiYHUN XBOPOOO-MoauDiKyrounit
npotupeBmMatnyauid npenapat (XMIIPIT) — SELECT — PsA 1», M15-572, 3 iHKOpIOpOBaHUMHU
azaMiHiCcTpaTUBHUMH 3MiHamu 1, 2, 3, 4, 5, 6 [mns onkonry (Kurait)], 7 1 8 ta IlonmpaBkamu 1, 1.01
(uis VHP kpain) 2, 3,4, 5, 6 Ta 7 (quist Beix kpaid kpiMm Anowii) Big 30 ciunsg 2021 poky

3asiBHUK, KpaiHa

«E66Bi biopapmacsrotikan3 I'm6X», [lIBeiinapis

Cnoncop, kpaina

AbbVie Inc., USA

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Honatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907
Inentudikaris cyrreBoi 3MiHa CrOHCOpA KIIHIYHOTO BUIMIPOOYyBaHHA 3 «Auiepras Jlimiten», Benukoopuranis (Allergan Limited,
MOTPaBKU United Kingdom) na «E66Bi Iuk.», CIIIA (AbbVie Inc., USA); [loBimomieHHs Nami€eHTOBI PO 3MiHY

crioHcopa, Bepcis 2.1 Bix 27 ciung 2022 poky, yKpaiHCHKOKO Ta pOCIHCHKO0 MOBaMH

Howmep ta nara nakasy Ne 2616 Bim 24.11.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Hasga kiiHiyHOTO «Binkpute nocmimpkenns Il ¢a3u 3 OIiHKK JOBrOCTPOKOBOI OE3MEYHOCTI MEPOPAIBHOIO 3aCTOCYBAHHS
BUIIPOOYBaHHSI, KO/, JIHAKJIOTUAY B AiTeH 13 pyHKUIOHANBHUM 3akpernoM (P3) abo CMHAPOMOM MNOJIPa3HEHOTO KHUILIEYHHKA 13
Bepcis Ta JaTa 3akpenoM (CIIK-3)», LIN-MD-66, nonpaska EU-2 Big 07 ceprus 2020 p.

3asiBHUK, KpaiHa «E60BI1 biogpapmackrotikan3 I'moX», lIBeitnapis

CnoHcop, Kpaina Allergan Ltd., United Kingdom

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jomarok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpaiau «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907
Inentudikaris cyrreBoi 3MiHa crOHCOpa KIIiHIYHOTO BUIMPOOyBaHHs 3 «Aumepral Jlimiten», Benukobpuranis (Allergan Limited,
MOTPaBKU United Kingdom) na «E66Bi Iuk.», CIIIA (AbbVie Inc., USA); [loBimomieHHs Nami€eHTOBI PO 3MiHY

crioHcopa, Bepcis 2.1 Bix 27 ciunsa 2022 poky, yKpaiHCHKOI Ta POCIHCHKO0 MOBAaMH

Howmep Ta nata Hakazy Ne 2554 Bin 09.11.2020
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Hasga kiiHiyHOTO «bararonieHTpoBe, paHnOMi30BaHe, MOABIMHE ciine, MIanedo-KOHTPOIbOBaHE IOCHIKeHHs ¢a3u 3 B

BUNPOOYBaHHS, KO/, napajielbHUX Tpynax 3 OIIHKH Oe3nmeyHocTi ¥ e(dEeKTHMBHOCTI JIHAKIOTULY TPU TMEPOPATLHOMY

Bepcis Ta JaTa 3aCTOCYBaHHI y JIiTeH BikoM 6—17 pokiB, 1110 CTpaXkKAa0Th Ha pyHKUIoHAIBHMH 3anop (P3)», LIN-MD-64,
Bepcis EU-3 Big 08 cepras 2020 p.

3asiBHUK, KpaiHa «E66Bi biopapmacsrotikan3 'M6X», [lIBeiinapis

CnoHcop, kKpaina Allergan Ltd., United Kingdom

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jomarok 19

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

3MiHa CrOHCOpA KIIHIYHOTO BUIMIPOOYyBaHHA 3 «Auiepras Jlimiten», Benukoopuranis (Allergan Limited,
United Kingdom) na «E66Bi Iuk.», CIIIA (AbbVie Inc., USA); [loBimomieHHs Nami€eHTOBI PO 3MiHY
croncopa, Bepcia 2.1 Bim 27 ciuns 2022 poky, yKpaiHCBKOIO Ta POCIHCHKOIO MOBaMH; 3allyuyeHHs
JI0JJATKOBOT OpraHi3arlii, SIKii CIIOHCOp JeNieryBaB cBOi 000B’sI3kM Ta (hYHKIIi1, TOB’sA3aHi 3 TMPOBEICHHIM
KiiHiyHoro  BumpoOyBanHs — «SMO UK  Limited», mo g€ B  Ykpaini  uepe3
TOB «CMO-TPYII YKPATHA», TOB «Arenmis «C.M.O.-Vkpaina», TOB «CMO-JloricTuka»

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2616 Bix 24.11.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«6-TKHEBe 0araTOLICHTPOBE paHAOMI30BaHE MOABIMHE CIIMNE IJIane00-KOHTPOIbOBAHE JOCTIHKEHHS B
napaiejabHMX Tpynax 3 BUBUEHHS e(EeKTHBHOCTI M Oe3nedHoCTi KapumnpasuHy y aiteil (BikoM Big 10 go
17 pokiB) mpu JiKyBaHHI JENPECUBHUX €MI30[1B, IOB’S3aHUX 3 OINOJIIPHUM poznaaoM [ tumyy,
3112-301-001, nmonpaska 2 Big 19 mortoro 2021 p.

3asiBHUK, KpaiHa

«E60BI1 biogpapmacsrotikan3 I'moX», lIBeitnapis

Cnoncop, kpaiHa

«Annepran Jlimiten», Benukoopuranis (Allergan Limited, United Kingdom)

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHHUX




Homarok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINIPOOYBaHb JIIKAPCHKHUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907
Inentudikaris cyrreBoi Omnosnene [locbe mocmimkyBaHoro Jikapcekoro 3aco0y MK-4280A, Bepcis 07YZFC, Bin 11 motoro
MOTPaBKU 2022 p., aHTTICHKOI0 MOBOIO
Howmep ta nata Hakazy Ne 2616 Big 24.11.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HasBa xmiHigHOTO «Jocmimkennss 11l ¢azu MK-4280A (xombOinamist ¢asesenimady [MK-4280] 3 memOpomizymadbom
BUIIPOOYBaHHS, KO/, [MK-3475]) y nopiBHsIHHI 31 CTaHAapPTHHUM JIIKyBaHHSAM IIPH PaHIillIe BXKE JTIKOBAHOMY METACTATUYHOMY
BepcCis Ta Jata PDL1-mo3uTHBHOMY KOJOpEKTadbHOMY paky», MK-4280A-007, 3 inkopropoBaHoio mornpaBkor 02 Bif
17 BepecHs 2021 poky
3asBHUK, KpaiHa ToBapucTBo 3 oOMexeHoto BianoBiganpHicTI0O «MCJ[ Ykpaina»
CrnoHcop, kpaiHa «Mepk Hlapn eng Joym Kopm.», nodipue nianpuemctso «Mepk enn Ko., [k.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
CynyTtHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpaiau «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

bpomrypa nocmignuka Omamapu6 (Olaparib) (AZD2281, KU-0059436), Bumanns 21 Binm 31 ciuns
2022 poky, aHriiiicekor0 MoBow; Ykpaina, MK-7339-013, [adopmaris Ta JOKyMEHT mpo iHPOPMOBaHY
sroay aJis namienTa, Bepeist 03 Big 25 kBiTHsA 2022 p., yKpaiHChKOIO MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 80 Bix 19.01.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBane, TOJBIiiHE crine, Iuane0o-KoHTpodaboBaHe npocuifkenHs Il ¢asu ang  omiHku
nemOponizymady (MK-3475) y moeaHaHHI 3 CYNyTHBOIO XiMiOIPOMEHEBOIO TEPAIi€l0 3 IMOJATbIIHM
BBEJICHHSM neMOpostizymaly 3 onanapubom (MK-7339) abo 6e3 HbOTO y MOPIBHSHHI JHIIIE 3 CYMYTHHOIO
XIMIOIIPOMEHEBOIO ~ Tepami€el0 B  yYaCHUKIB 3  HENIOJAaBHO JIarHOCTOBAaHUM  JIOKaJll30BaHUM
npi6HOKIITUHHUM pakoM JereHiB (JIAPJI)», MK-7339-013, 3 inkopmnopoBaHoro mnomnpaBkoro 03 Bifg
16 nmunug 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo0 BianoBiaanbHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepk lapn Enn JJoym Kopm.», nouipne nianpuemctso «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlogaTok 22

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINIPOOYBaHb JIIKAPCHKHUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907
Inentudikaris cyrreBoi Bbpomrypa nocnigauka AB-729, Bepcis 5.0, Bix 08 nucronaaa 2021 poky, aHrmiicbkor0 MoBo; bporrypa
MOTPaBKU nocmigauka ATI-2173, Bepcis 4.0, Big 05 ciuns 2022 poky, aHTIIIHCHKOI MOBOIO
Howmep ta nata Hakazy Ne 310 Big 23.02.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiiniunOTO «®Paza 2A, pangomizoBaHe, MOABIHHE ciline, TANE00-KOHTPOILOBAHE, 0araTOUEHTPOBE JAOCHIHKEHHS 3
BUIIPOOYBaHHS, KO, BHU3HAUEHHS ONTHMAJbHOI JO3M Ml OIiHKUA Oe3meyHocTi Ta edexTuBHOCTI mpemapary ATI 2173 y
BepcCis Ta Jata KOMO1HaIli1 3 TeHO(OBIpY IU30NPOKCUITY (PyMapaToM y Malli€HTIB 3 XPOHIYHOIO 1HPEKIIIEI0 BIPYCY T€aTUTy
B ta y nauienTiB 3 koiHdekieto Bipycy renatuty D», ANTT201, Bepcis 3.0, [Tonpaska 02, Bix 10 BepecHs
2021 poky
3asBHUK, KpaiHa TOB «(APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina
CrnoHcop, kpaina AnTioc Tepanesrike Iak., CIIIA / Antios Therapeutics, Inc., USA
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jomarok 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINIPOOYBaHb JIIKAPCHKHUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

Honarok 1 Bix 14 kBitHa 2022 p. no UIIT/®I3 Bepcis 2.0 anrmiiicbkoro MoBorw; lomarok 1 Bix 14 kBiTHA
2022 p. go UIIT/®I3 Bepcis 2.0 ykpaiHCbKOIO MOBOIO; 3rojaa Ha 30ip Ta 00poOKYy NMEepCOHANBHUX JaHUX
YKPaTHChKOK MOBOO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«52-THKHEBE, paHJOMi30BaHe, MOBiiHE cilile, MIanedo KOHTPOJIbOBAHE JOCIHIIKEHHS y MapajelbHuX
rpyrax 3 METOI OIIHKM ePeKTUBHOCTI Ta Oe3mevyHocTi 1Box no03 npenapary CHF6001 y ¢opmi cyxoro
HOPOUIKY JJIS IHTaIALiH, 110 JOJAI0ThCs A0 MIATPUMYIOUOi MOTPiHHOI Teparlii y MalieHTiB 13 XpOHIYHUM
OOCTpYKTHBHHUM 3axBoproBaHH:M JjiereHb (XO3JI) Ta xponiuanm 6ponxitom», CLI-06001AA1-04, Bepcis
2.0 Bix 03 tpaBus 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeskeHO0 BifnoinansHicTo «JIABKOPIT KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

Cnoncop, kpaiHa

«K’e3i ®apmanestiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itais

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honarok 24

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

Honarok 1 Bix 14 kBitHa 2022 p. go IIT/®I3 Bepcis 2.0 anraifickkoro MoBoro; Jlomatok 1 Bixg 14 kBiTHS
2022 p. go UIIT/®I3 Bepcis 2.0 ykpaiHCbKOIO MOBOIO; 3rojaa Ha 30ip Ta 00poOKYy NMEepCOHANBHUX JaHUX
YKPaTHChKOK MOBOO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«52-THXKHEBE, paHIOMI30BaHe, MOJBIHHE cilile, 3 MOJBIHHUM MacKyBaHHSAM, 3 KOHTpOJEM Iulanebo Ta
aKTUBHUM KOHTpoJsieM nociipkenHs (Poduyminact, Jamipecn® 500 MKr), 1110 MPOBOAUTHCS B TApAJIETbHUX
rpynax 3 METOI OLIHKU e(peKTUBHOCTI Ta Ge3neuHocTi ABox 103 npenapaty CHF6001 y dopwmi cyxoro
MOPOILKY JJIsl 1HTaJISIIH, 10 T0AA0THCS 10 MIATPUMYIOYOi HOTPiiiHOT Teparii y Hali€eHTiB 13 XpOHIYHUM
O0OCTpYKTHBHMM 3axBoproBaHHAM JjereHb (XO3JI) Ta xponiuaum 6ponxitom», CLI-06001AA1-05, Bepcis
2.0 Big 03 tpaBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeKEHOI0 BifnoBiganbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CnoHncop, kpaiHa

«K’e31 @apmanentiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jomarok 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosinena 6pomypa nocnigauka Retifanlimab (takox Bigomuit sk MGAO012 a6o INCMGAO00012), Bepcis
8.0 Bim 10 mucromama 2021 p.; OnoBiena CP-MGAZ271-06, Indopmamis mis mamienta ta (opma
iHhopMoBaHOi 3roau s YKpaiHu YKpaiHCBKOIO Ta POCIMCHKOI MOBaMHu, octaTouHa Bepcis 4.0 Bin
31 6epesnst 2022 p. Ha OCHOBI MakcTep-Bepcii s €Bporr aHTIiHCHEKOI0 MOBOIO, ocTaTouHa Bepcist 4.0 Bif
28 moToro 2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1326 Bin 02.07.2021

Ha3zsa xiriniuHoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute pocmipkeHHs (a3u 2 s OUIHKKA €HOOdiTy3ymal0y B koMOiHamii 3 perudaniimadbom abo
teboTenimMaboM y Tepuiiid JiHIl JIIKyBaHHS TMAIlEHTIB 3 PEHUAUBYIOYMM a00 MeETacTaTUYHUM
IUIOCKOKJIITUHHUM pakoM rojiosu Ta mui», CP-MGA271-06, nonpaska 1, Bix 16 rpyaus 2020

3asiBHUK, KpaiHa

ToBapuctBo 3 oomexeHoro BianosiganpHicTIO «KLIP Ykpaina»

CnoHncop, kpaiHa

Makpo/Ixenike, [nk. (MacroGenics, Inc.), CHIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepasbHoro n1upexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jomarok 26

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHS
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

JomnoBHeHHs 10 iH(popMaliiiHoro juctka ta Gopmu iHbopmoBaHoi 3roau, Bepcis VI1.0UKR(uk)1.1 Bin
31 OGepesns 2022 poky, mepeknan ykpaiHcbkoro MoBor Bing 04 TpaBHs 2022 poky; JlomoBHEHHS 10
iHdopmaniitHoro nuctka Ta (opmu iHdopmoBanoi 3romu, Bepcis V1.0UKR(ru)l.l Bim 31 Oepesus
2022 poky, mepekiaj pociicbkoro MoBoro Bin 04 TpaBus 2022 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUNIPOOYBaHHS

Ne 38 Big 11.01.2020

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PangomizoBaHe, ToOHBIiiHE cline, IUIaNe00-KOHTPOJIbOBAHE, 0araToleHTPOBE TOCHIKEHHS, IO
IPOBOJIUTHCSA B MapajielbHUX IpymNax, 13 3aCTOCYBaHHAM (IKCOBAaHMX 703 JUIs OLIHKHU €(pEeKTHBHOCTI Ta
6e3neunocTi npenapaty SEP-363856 y nariieHTiB 13 MM30pPEHIEI0 Y TOCTPOMY TICUXOTUYHOMY €ITi30/11»,
SEP361-301, Bepcis 4.00 3 iHKOpropoBaHOIO CyTTeBOIO nonpaskoro 3.00 Bix 26 ciuns 2021 poky

3asBHUK, KpaiHa

[TigmpuemcTBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«CyHnoioH ®apmacsroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CHIA

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Homarok 27

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

JomnoBHeHHs 10 iH(popMaliiiHoro juctka ta Gopmu iHbopmoBaHoi 3roau, Bepcis VI1.0UKR(uk)1.1 Bin
31 Oepe3ns 2022 poky, mepekiian yKpaiHChbKOr MoBoio Bin 04 tpaBHs 2022 poky; JlomoBHEHHS [0
iHdopmaniitHoro nuctka Ta (opmu iHdopmoBanoi 3rogu, Bepcis V1.0UKR(ru)l.l Bim 31 Oepesus
2022 poky, mepekiaj pociicbkoro MoBoro Bin 04 TpaBus 2022 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Big 11.01.2020

HazsBa xiiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PangomizoBaHe, ToOHBIiiHE cline, IUIaNe00-KOHTPOJIbOBAHE, 0araToleHTPOBE TOCHIKEHHS, IO
IPOBOJUTHCSA B MapajelbHUX Ipylax, i3 3aCTOCYBaHHAM (PIKCOBaHMX 103 JJIS OLIHKM €(pEeKTHBHOCTI Ta
6e3neunocTi npenapary SEP-363856 y marieHTiB i3 MM30(QpEHI€I0 Y TOCTPOMY IICUXOTHYHOMY €Mi30.1i»,
SEP361-302, Bepcis 3.00 3 iHKOpIopoBaHOIO CyTTeBOIO nonpaskoro 2.00 Bix 26 ciuns 2021 poky

3asBHUK, KpaiHa

[TigmpuemcTBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«CynosioH ®apmacsroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CHIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jomarok 28

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpaiau «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907
Inentudikaris cyrreBoi JomnoBHeHHs 10 iH(popMaliiiHoro juctka ta Gopmu iHbopmoBaHoi 3roau, Bepcis VI1.0UKR(uk)1.1 Bin
IIOIIPABKH 31 Gepesnst 2022 poky, mepekian ykpaiHCbkoro MoBow Bifg 04 tpaBHs 2022 poky; JlomoBHeHHsS 10

iHdopmarniitHoro nuctka Ta Gopmu iHdopmoBanoi 3roau, Bepciss V1.0UKR(ru)l.l Bim 31 Oepesus
2022 poky, mepekiaj pociicbkoro MoBoro Bin 04 TpaBus 2022 poky

Howmep ta nata Hakazy Ne 38 Big 11.01.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa xmiHiYHOTO «Bigkpure po3mmpenHe JOCTIKEHHS TS OIIHKH 0e3IIeYHOCTI Ta mepeHocuMocTi npenapary SEP-363856
BUIIPOOYBaHHS, KO/, y HarieHTiB 13 mu3odpenieron, SEP361-303, Bepcis 3.01 3 iHKOPIOPOBaHOO HECYTTEBOIO Monpaskoro 2.00
BepcCis Ta Jata BiJ 25 ciunga 2021 poky

3asiBHUK, KpaiHa Iixnpuemctso 3 100% iHo3emuom0 inBecTHIie0 «AMK TOBIA PJIC Vkpaina»

CrnoHcop, kpaina «CyHnoioH ®apmacsroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CHIA

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jomarok 29

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

JomnoBHeHHs 10 iH(popMaliiiHoro juctka ta Gopmu iHbopmoBaHoi 3roau, Bepcis VI1.0UKR(uk)1.1 Bin
31 Oepe3ns 2022 poky, mepekiian yKpaiHChbKOr MoBoio Bin 04 tpaBHs 2022 poky; JlomoBHEHHS [0
iHdopmaniitHoro nuctka Ta (opmu iHdopmoBanoi 3roau, Bepcis V1.0UKR(ru)l.l Bim 31 Oepesus
2022 poky, mepekiaj pociicbkoro MoBoro Bin 04 TpaBus 2022 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 662 Bin 16.03.2020

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PangomizoBaHe, MOJBIMHE CITITIE TOCHIIXKEHHS, 10 MPOBOAUTHLCS 3 BUKOPUCTAHHSIM aKTUBHOTO TIpenapary
B SIKOCTI KOHTPOJIIO JUIsS OLIHKU JOBrOTpUBaioi 0e3nedHocTi i nepenocuMocti npenapaty SEP-363856 y
narieHTiB 13 mu3odpenieron, SEP361-304, Bepcisa 3.00 3 iHKOpIOpOBaHOIO CYTTEBOO MonpaBkoro 2.00 Bif
14 ciuns 2021 poky

3asBHUK, KpaiHa

[TigmpuemcTBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«CyHnoioH ®apmacsroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CHIA

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 30

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINIPOOYBaHb JIIKAPCHKHUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikarist cyTTeBOi
HONPaBKU

Bpoirypa mociigHuKa JOCHIPKyBaHOTO JTikapcbkoro 3aco0y Brexpiprazole (OPC-34712), Bunanns 17 Bin
27 Bepecus 2021 poky; 331-10-234 Vkpaina Iudopmaniiinuit nuct 1 gopma iHPOpMOBaHOI 3rojau
yJacHHKA JOCIIDKEHHS, SIKOMY BUIIOBHIOETHCS 18 POKIB ImiJ yac ydacTi B JOCHiKeHHI, Bepcis 7.1 Bix
26 ciuns 2022 p. ykpaiHCbKOIO Ta pociiicbkoro moBamu; 331-10-234 Vkpaina Indopmarris ans 6aThKiB 1
dopma iH(opmoBaHoi 3roau, Bepcis 7.1 Big 26 ciuns 2022 p. yKpaiHCBKOIO Ta POCIMCHKOI0 MOBAaMH;
331-10-234 Vkpaina Indopmamiiiauii nuct Ta dopMa 3roau Ui yYaCHUKIB JOCHIDKEHHS BIKOM
13-14 pokiB, Bepcis 7.1 Bim 26 ciuas 2022 p. yKpaiHCBKOIO Ta POCIHCHKOI MOBAaMH;
331-10-234 Vkpaina Indopmamiitauii nuct ta ¢popma 3roau I y4aCHUKIB JOCHIKEHHS BikoM 14-17
pokiB (BKIIOUHO), Bepcis 7.1 Bix 26 ciunst 2022 p. yKpaiHCBKOIO Ta pociiicbkoro MoBamu; [TomoBkeHHS
TEpMiHY TPUBAJIOCTI AOCHIPKeHHS B YKpaiHi 10 31 rpynns 2024 poky; CrpolieHe J0cke Ui npenapara
MOPIBHSIHHS aHTJIINCHKOI0 MOBOIO; [H(opMmarllis mo10 npu3HAUYEeHHS Npenapary MOPIBHSIHHS B1Jl YEpBHS
2020 poky aHITiHCHKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1275 Big 06.07.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararonieHTpoBe paH10Mi30BaHe MMO/BiMHE ciine mianedo- Ta aKTHBHO-KOHTPOJIbOBAHE JOCHIKEHHS JUIs
OILIIHKM €()EKTUBHOCTI MOHOTEepamii OpeKCIHINpa3ogoM JUIsl JIKyBaHHS NiUITKIB (BikoM 13—17 pokiB) 3
mm3ogppeniero», 331-10-234, Bepcis 4.0 3 nonpaskoro 2 Bix 16 uepBHs 2020 poky

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»
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Croncop, kpaina Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ounyka ®apMachrOTIKI
Hesenonment enn Komepcimizeiny,, [ak.», CIIA)

CymytHi —

MaTepianu/mpenaparu

CYNYTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHUX




Honatok 31

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpPKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiH JI0 Haka3y MiHicTepcTBa
OXOPOHHU 310pOB’st YKpainu Bix 20 TpaBHSA
2022 poky Ne 863»

31.05.2022 Ne 907

InenTudikarist cyTTeBOi
HONPaBKU

3MiHA BiAIOBIAAIILHOTO JOCTITHUKA:

byno

Craio

K.M.H. boaperpka JILA.

JlepxaBHa ycTraHoBa <«IHCTUTYT T€pOHTOJOTIT
im. J.®. UYeborappoBa HAMH Vkpainwy,
KapAloJoriyHe BIIJUICHHS BIAAUTY KIIHIYHOI
¢iziomorii Ta marosyorii BHYTPIIIHIX OpTaHiB,
M. KuiB

k.M.H. [IlanoBanenko 1.C.

HepxaBua ycranoBa «lHcTUTYT TepoHTONOTI{
im. J.®. YeborappoBa HAMH Vkpainwy,
KapAloJoriyHe BIAUICHHS BIIAULY KIIHIYHOI
¢iziomorii Ta mWaToNOTii BHYTPIIIHIX OpTaHiB,
M. KuiB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 9 Bin 02.01.2019

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«PangomizoBaHe, TMOJBIHE cIine, IJIaNe00-KOHTPOIbOBaHE JOCHiKeHHs ¢a3u 3b amd  OliHKK
edpexTuBHOCTI Ta 6e3nexu npenapaty TRC101 y BHOBIIbHEHHI IPOrpecyBaHHs XPOHIYHOTO 3aXBOPIOBAHHS
HUPOK y TmaIieHTiB 3 MetabomiuauMm arumo3om», TRCA-303 (VALOR-CKD), 3 iHKOpIOpPOBaHOO

nonpaskoto 3 Big 02 cepras 2021 p.

3asBHUK, KpaiHa

TOB «BOPJIIBAIJI KJITHIKAJI TPAIIC YKP»

CrnoHcop, kpaiHa

«Tpaticina, Iak.» (Tricida, Inc.), USA.
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CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




JlonaTok 32

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

ITporokon kiiHigyHOTO nocmimkeHHs [6T-MC-AMAM 3 iHKOpPIIOPOBAaHOIO MOMPaBKOO (€) Big 23 IH0TOrO
2022 poky; [ndpopmanis mis namienta gocmimpkenas Ta @opma [ndhopmoBanoi 3rou ist BAKOPUCTAHHS B
VYkpaini, Bepcis Ne 7.0 ykpaiHcbkoro Ta pociiickkoro MoBamu Bia 15 kBiTHa 2022 poky; Crucna
XapaKTePUCTHKA JOCIKYBAHOTO JliKapchkoro 3aco0y Crenapa® Bix 12 mucronama 2021 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2372 Big 04.12.2019

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararouentpoBe, PanpomizoBane, Iloxsiiine cmine, Ilname6o- Ta AxtuBHO- KoHTponmboBaHe
Hocnimkenns III ®a3u mns Ouinku EdextuBHocti Ta besneunocti 3actocyBanHs Mipikisymady y
[MTamienTiB i3 XBopo6or Kpona [Tomiproro ta Tsoxkoro Ilepebiry», [6T-MC-AMAM, 3 iHKOPTIOPOBAHOIO
nomnpaskoo (¢) Big 01 kBiTHa 2021 poky

3asBHUK, KpaiHa

«Eni Jlinmi Boctok CAy, [lBeitnapis

CnoHncop, kpaiHa

Emi Jlinm enn Kommani, CIIA

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 33

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINIPOOYBaHb JIIKAPCHKHUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

OnHoBIIeHUH TIPOTOKON KiIiHIYHOTO BUNpoOyBanHs MK-3475-905, 3 inkopnopoBaHoio nomnpaBkoro 05 Bij
25 ciuns 2022 poky, aHTITIHCHKOI MOBOIO; 3MiHa Ha3BU mpoTtokory KB 3 «PangoMizoBaHe JTOCTIKEHHS
IIT da3u pist oniHKKM HUCTEKTOMII B KOMOiHaLIl 3 mepionepariiHuM 3acTOCyBaHHSAM neMOpolizymady Ta
JUTSL OI[IHKY IIMCTEKTOMIi B KOMOIHAIlIi 3 TIepionepamiifHuM 3aCTOCYBaHHSAM €HPOPTYMady BEJOTHHY Ta
neMOpoIi3yMady MOPIBHSHO 3 MPOBEIEHHSM TIJIbKUA LUCTEKTOMII /Ui YYaCHUKIB 3 M’SI30BO-IHBA3UBHUM
paKoM CE4OBOI'0 MiXypa, SKMM He MOHA mpoBoaAnTH JikyBaHHs nuciuiatuaoM (KEYNOTE-905/EV-303)»
Ha «PangomizoBane mocimimkenHs III ¢a3u mis omiHKM IucTekTOMii B KOMOIHAINT 3 IepionepamiiHum
3aCTOCYBaHHSM TIeMOpoJIi3yMaldy Ta I8 OLIHKK IUCTEKTOMiI B KOMOIiHAmii 3 TepionepaniiHuM
3acTOCYBaHHAM eH(OpTyMaldy BEIOTHMHY Ta MeMOpoii3ymMaldy TMOpPIBHSAHO 3 NPOBEAEHHSAM TUIbKH
LUCTEKTOMII JUIsl yYACHHUKIB 3 M’SI30BO-1HBa3MBHUM PaKOM CEYOBOT'O MIXypa, SKMM HE MOXHa IPOBOJUTHU
JTIKYBaHHS MUCILIATHHOM a0o0 sKi BiAMOBHIIKCS Bij jikyBanHs ruciatiaoM (KEYNOTE-905/EV-303)y;
VYxpaina, MK-3475-905, Bepcis 3.00 Big 06 kBiTHs 2022 p., yKpaiHCEKOIO MOBOIO, iH(OpMAILis Ta JOKYyMEHT
npo iHdopmoBaHy 3rony s maiieHTa; CkopoueHe JOChE JOCHIKYBAHOTO JIKapchbKOro 3acoly
endoprymad Begotun (Enfortumab Vedotin), Big Gepesns 2021 p., anrmiiicbkkoro MoBoro; [logoBxeHHs
TPUBAJIOCT1 KJITHIYHOTO JOCIIKeHHs B YKpaiHi Ta cBiTi 10 15 rpynns 2027 poky

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 2006 Bi7 02.10.2019




2 IIPOJOBXKEHHA JojaTKa 33

Ha3ga kiiniunOTrO «PangomizoBane nocmimkenus Il ¢asum s ominku mucrekromii B KoMmOiHamii 3 mepionepariitHuM
BUIPOOYBaHHS, KO/, 3aCTOCYBaHHSAM IeMOposi3ymady Ta Juisi OIIHKM IMCTEKTOMii B KOMOiHAIi 3 mepionepamiiHum
Bepcis Ta Jara 3acTocyBaHHAM eH(opTymMaldy BeNOTHHY Ta MeMOpoii3ymMaly TMOpPIBHAHO 3 NPOBEICHHSIM TUIBKU

IUCTEKTOMIT JJIsl YYaCHHKIB 3 M’SI30BO-1HBa3UBHUM PAaKOM CEUYOBOI'O MiXypa, IKHM HE MOKHA MTPOBOTUTH
mikyBanHs nucriatuaoM (KEYNOTE-905/EV-303)», MK-3475-905, 3 iHKOPIOPOBAHOK IOMPABKOO
04 Bix 14 xBiTHS 2021 poky

3asiBHUK, KpaiHa ToBapucTBo 3 06MexeHo10 BianoBigansHicTIO «MCJ] Ykpaina»

Croncop, kpaina «Mepk apn Exnn Joym Kopm.», nodipuae nianpuemctBo «Mepk Enn Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Honarok 34

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINIPOOYBaHb JIIKAPCHKHUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBiieHUH TPOTOKON KIiHIYHOTO BunpoOyBanHs 3 [lompaskoro 2 Big 25.10.2021 p.; [Hdpopmaris ans
narieaTra Ta @opma indpopmosanoi 3roau — [Ipotokon 67652000PCR3002, Bepcist 5.0 ykpaiHCHKOI MOBOIO
s Ykpainu Big 21.02.2022 p.; Indopmarnist as mamienta ta @opma iHpopMoBaHoi 3roau — [IpoTokosn
67652000PCR3002, Bepcis 5.0 pociiicbkoro MoBoro st Ykpainu Bix 21.02.2022 p.; Iadpopmanis mis
narieHta Ta ®opma iHPOPMOBAHOI 3ro U Ha y4acTb y mpeckpuHinry — [Iporokon 67652000PCR3002,
Bepcis 3.0 ykpaiHCbKOIO MOBOIO it YKpainu Big 16.02.2022 p.; Indopmarnis mist namienta ta @opma
iH(opMoOBaHOi 3ro/iu Ha ydacTh y npeckpuHinry — [Iporokon 67652000PCR3002, Bepcis 3.0 pociiickkoro
MoBOIO st Ykpainu Big 16.02.2022 p.; Bpomypa mocmigauka CINJ-67652000 (niraparib/abiraterone
acetate fixed-dose combination) Bumanus 2 Bix 03.08.2021 p.; Bporypa mocmigauka Niraparib (Zejula),
Bunanns 12 Big 23.06.2021 p.; bpomrypa nocninauka Niraparib (Zejula), Bunanns 13 Big 03.11.2021 p.;
Bbpomrypa nocminnuka JNJ-212082 3UTIT'A (abipatepona amerar), Bunanus 16 Big 11.06.2021 p.

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, miuanebo0-KOHTPOIbOBaHE, TOABIMHE Cine KIiHIYHE AOCTiKeHHS 3 (a3u mpemnapary
Hipamapu6 B xombiHartii 3 abiparepoHa aneraTom Ta MpeaHI30HOM y TOPIBHSHHI 3 abipaTepoHa areTaToM
Ta MPEIHI30HOM JJIsl JTIKyBaHHS MAIli€HTIB 3 METACTATUYHUM KaCTPaT-4yTIHMBUM PaKOM IEpeIMiXypoBOi
3anmo3u (MCSPC) 31 mKIVTMBOO TEePMIHAIBHOIO 200 COMAaTHYHOI0 MYTAIlI€I0 TeHIB, 10 BIAMOBITAIOTH 3a
penapartito nuisxoMm romonoriyHoi pexomOiHamii (HRR)», 67652000PCR3002, 3 IlompaBkorwo 1 Bin
21.12.2020 p.
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3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTHUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAIEBTHUKA HB», benbris

CynyTHi
Mmarepianu/mpenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

Isan 3AZIBOPHUX



JonaTok 35

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B,
3aTBEPKCHHS CYTTEBHX IMONPABOK Ta
BHECCHHsI 3MiH JI0 HaKa3y MiHicTepcTBa
OXOpOHHU 310poB’st YKpainu Bix 20 TpaBHA
2022 poky Ne 863»

31.05.2022 Ne 907
Inentudikaris cyrreBoi OHoBIIEHUH MPOTOKOJ KIiHIYHOTO BUIpoOyBaHHs Bepcis 5.0 Big 18 kBiTHA 2022 (BHECEHO 3MiHH 0
MOTPaBKU npotokoxry KB Bepcis 4.0 Big 26 nucromama 2021)
Howmep ta nata Hakazy Ne 1012 Big 24.05.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiiniunOTO «bararornieHTpoBe paHIOMi30BaHE BIAKPUTE KITiHIYHE MOCHiKeHHS 2/3 (a3u 3 omiHKK e(pEeKTHBHOCTI Ta
BUIIPOOYBaHHS, KO/, Oe3mexku (QikcoBaHoi KoMOiHalii KeToposaky/miTodeHOHY/(peHIiBEpUHII0 B TMOPIBHAHHI 3 aKTUBHUM
BepcCis Ta Jata KOHTpPOJIEM Y MALlI€HTIB 13 00JbOBUM CHHAPOMOM IMICIsl XIpYpriyHOrOo BTPYYaHHS Ha OpraHax 4epeBHOT
nopoxHHUHHU Ta Masioro tazy», KPFO7-T, Bepcis 4.0 Big 26 nucronaaa 2021
3asBHUK, KpaiHa [TpAT «Dapmanestuuna ¢pipma «lapuursy, Ykpaina
CrnoHcop, kpaiHa [TIpAT «®apmanestuuna dipma «/lapuuusa», Ykpaina
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




HonaTtox 36

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYxpaiau «[Ipo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB,
3aTBEPUKECHHS CYTTEBUX MOMPABOK Ta
BHECEHHS 3MiH /10 Haka3zy MiHicTepcTBa
OXOpOHU 370poB’st YKpainu Bix 20 TpaBHs
2022 poxy Ne 863»

31.05.2022 No 907

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PannomizoBane pociimkeHHs (a3su 3 Ans MOpIBHSHHS JIOHKACTyKciMaOy TecupiHy B KomOiHamii 3
PUTYKCHMA0OM Ta IMyHOXIMIOTepamii y MaIlieHTIB i3 PeHHIMBYIOYOI0 a00 pedpakTepHOro audy3Howo B-
BenMKOKIITHHHOIO JiMdomoro (IBBKII) (LOTIS-5)», ko nocnimkenns ADCT-402-311, 3 nonpaBkoro 2 Bij
29 ciunst 2021 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIZAJIBHICTIO «PAPMACBIOTIKAJI  PICEPY

ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHAY)

CnoHcop, kpaiHa

ADC Therapeutics SA, llIpeitapis

[Tepenik mocmimKyBaHUX
JIKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHVIK,
KpaiHa

Jlonkactykcima® Tecupin (Loncastuximab Tesirine)/ ADCT-402 (ADCT-402; JlonkactykcimMab Tecupin
(Loncastuximab Tesirine)); Ilopormok s KOHIEHTpATy i po3uuHy aias iHdysiit; 5 mr/mum; BSP
Pharmaceuticals S.p.A., Italy; Fisher Clinical Services, CIIIA; Fisher Clinical Services GmbH, Himeuunna;
Fisher Clinical Services GmbH, [IIseiinapis;

TPYKCUMA (TRUXIMA)/Putykcumab (Rituximab) (Putykcumab (Rituximab)); Po3uun mis indysiit; 100
mr/10 mut; 500 mr/50 mur; 10 mr/mi; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services
GmbH, IIseitmapist; Celltrion Incorporated (Plant 2), Pecniyosnika Kopest; Biotec Services International
Limited, Cnonnyuene Kopomniscto; Biotec Services International Ltd., Crony4yene Kopomiserso; Millmount
Healthcare Limited, Ipnanmis;

Binmosimansamii (1)
JTOCTIAHUK (1) Ta Miclie
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. bormapenko 1. M.

Komynansne HekoMmepiitHe mianpuemctBo «Mickbka KiiHIYHA JikapHs Ned» JIHIMpoBChbKOi MICBKOT paau,
XiMiOTepaneBTUYHE BiIICHHS 3 ICHHUM cTallioHapoM, JIHIMPOBCHKUIA Aep:KaBHUI MEAMYHUM YHIBEPCUTET,
Kadepa OHKOJIOTIT Ta MeANYHOI pajioforii, M. [JxHinpo

2) x.m.H. [Tonomaprosa O.B.

KomynaneHe HekoMmepliiiHe mianpueMcTBo «KuiBChkHi MiChbKHH KJIIHIYHUN OHKOJIOTTYHUN HEHTPY




2 IIPOJIOBXKEHHS JojaTka 36

BUKOHaBYOro oprany KuiBcekoi micekoi paau (KuiBchkoi MichKoi jJeprkaBHOI aaMiHICTpallii), BIIICHHS
ximiorepanii Nel, m. Kui

3) nikap Kynsiba S1.M.

Mennunuii nentp ToBapucTBa 3 0OMEKEHOIO BIIMOBINANBHICTIO «ACKIEMIOH», CTalllOHAPHUHN MiAPO3aiTI,
Kwuiscbka 0071., Kueo-CBSITOMMHCBEKUH P-H, CEI0 X0A0CIBKa

4) n.m.H., ipod. Kpsuok LA.

HamionaneHuii iIHCTHTYT paKy, HaykoBo-mociiaHe BiUICHHS XiMiOTepallii reMo01acTo31iB Ta a1’ FOBaHTHUX
METO/IB JIIKyBaHHS, BIJIJICHHS OHKOI'€MaTOJIOT1] 3 CEKTOPOM aJ FOBaHTHUX METO/IB JiKyBaHHs, M. KuiB

5) n.m.u. CiBkoBuu C.O.

Komynanene HexkoMepuiiiHe mianprueMcTBo «KuiBchbka Michka KiniHIYHA JiKapHS Ne 9% BUKOHaBYOTO OpraHy
Kwuiscbkoi Michkoi paau (KuiBcbkoi MichbKoi epkaBHOT aaMiHicTparlii), KuiBcbkuit MichbKHiA TeMaTOIOTIYHUT
IIEHTp Ha 0a3i remMartosyoriyHoro BiyaiieHHs Nel, m. Kui

[Ipenapatu nopiBHAHHS,
BUPOOHHMK Ta KpaiHa

bennarurabin  (Bendacitabin)/ TemuuTabin (Gemcitabine) (Iemumrtabin y BHIVISIAI  TLAPOXJIOPHIY
(Gemcitabine as hydrochloride)); [Topomok st KOHIIEHTpATY UIsl po3unHy st iHQY3ii; 200 mr/diaakon;
1 r/¢nakon; 38 mr/mu; Fisher Clinical Services GmbH, Himeuuwna; Fisher Clinical Services GmbH,
[Befinapis; Actavis Italy S.p.A. (MI), Itanis;

Okxkcani-benpanic (Oxali-Bendalis)/ Ockanimnatun (Oxaliplatin) (Ockanimnatus (Oxaliplatin)); Po3uun ans
iHGy3ii; 50 mr/10 mor; 100 mr/20 mo; 5 mr/ mon; Fisher Clinical Services GmbH, Himeduuna; Fisher Clinical
Services GmbH, IlIseiinapis; Actavis Italy S.p.A. (MI), Itanis;

TPYKCUMA (TRUXIMA)/Putykcumad (Rituximab) (Putykcumab (Rituximab)); Po3uun ans indysiii; 100
mr/10 mi; 500 mr/50 mur; 10 mr/mi; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services
GmbH, lIseitnapis; Celltrion Incorporated (Plant 2), PecniyOnika Kopes; Biotec Services International
Limited, Cnonyaene KopomnisctBo; Biotec Services International Ltd., Cnonyuene KoponisctBo; Millmount
Healthcare Limited, Ipnannis;

Hexcametazon 4 mr GALEN® (Dexamethason 4 mg GALEN®) / [lexcamerazon (Dexamethasone)
(Hdexcamerason (Dexamethasone)); Tabnetka; 4 mr; Artesan Pharma GmbH & Co. KG, Germany;

CynyTHi
MaTepiajau/mpenapaTu

CYIYTHBOI Tepartii

1) CynytHi matepiany;

2) Jlaboparopui Habopu kommanii Neogenomics;

3) JIabopatopni Habopu kommnanii PPD;

4) Inanmern ePRO;

5) Anapar EKT;

6) JlpykoBani Mmarepianu (mamka JAOCHTITHHMIIBKOTO IeHTpa (mamka JOCHTiTHHIIBKOrO IeHTpa / 30ipHUK
iHCTpyKUiK/ KapTkul Ui nali€eHTiB)).

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX
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110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYxpaiau «[Ipo npoBeneHHs KIIHIYHUX
BHUIIPOOYBaHb JIIKAPCHKUX 3aC001B,
3aTBEPUKECHHS CYTTEBUX MOMPABOK Ta
BHECEHHS 3MiH /10 Haka3zy MiHicTepcTBa
OXOpOHU 370poB’st YKpainu Bix 20 TpaBHs
2022 poxy Ne 863»

31.05.2022 Ne 907
Inentudikaris BxuroueHHs JOJaTKOBOTO MiClisl TPOBEISHHS KIIHIYHOTO BUIPOOYBaHHS
CyTTEBOL No [1.I.B. BiMOBIJAIEHOTO JOCITITHAKA
MTOTIPABKH n/u Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. | mikap Cunopuk H.FO.
KomyHanpHe HeEKoMepliiHe MignpueMcTBO  «JIBBIBChKE

«bararonpodinpHa KIiHIYHA JIKApHS IHTEHCUBHUX METOIB JIKyBaHHS Ta MIBUAKOI MEIUYHOI TOMIOMOTH,
BiokpemsieHui miapo3ain «Jlikapas Cesiroro [lanTeneiiMona», neHTp Tepartii, OJ0K MyIbMOHOJOTI Ta
HaJaHHS MEJIUYHOI JOIOMOI'H MMalliEHTaM 3 MYKOBICIIH1030M, M. JIbBIB

TepUTOpiaibHE MEAWYHE 00’ €JHAHHSA

Howmep Ta nara
Haka3zy MO3
10710
3aTBEPKECHHS
KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3sBa kniniuHOTO
BUIIPOOYBaHHS,
KOJ, Bepcis Ta
Jata

«GALACTIC-1 — PannmomizoBaHe, TMOJIBiifHE ciine, OaraTOIEHTPOBE, MapajelibHe, IUIae00-KOHTPOIbOBAHE
JociikeHHs ¢a3u 2b B y4acHHMKIB 13 iionmatudyHuM JiereHeBuM (idpozom (LJID), mo BuBYae e(peKTHBHICTH Ta
6e3nexy GB0139, inransimiiiHoro iHri6iTopa rajJekTuHy-3, 110 BBOAUTHCS dyepe3 cyxonopoikoBuit inransrop (CIII)
npotsiroM 52 TuwxkHiBY, GALACTIC-1, Bepcis 6.9 Big 01 kBitHs 2021 poky

3asBHUK, KpaiHa

«biopaci, En-En-Ci», CILIA

Cnoncop, kpaina

«"anexro biorex Aby» (Galecto Biotech AB), Jlanist
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CymytHi —
Marepianu/mpenap
aTyu CyIyTHBOI
Tepanii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHUX




