Jonatok 1
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
02.06.2021 Ne 1102

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«locmimkennss 1/2 dasu 3acrocyBanHsi mnepopainbHoro iHriditropy TRK maporpekTiniOy y mnarieHTiB
JUTSYOTO BIKY 3 IMPOTPECYIOYMMH COJIIHUMH MyXJIMHAMH a00 TIEPBHHHUMHU ITyXJIMHAMH IEHTPATbHOI
HEpBOBOI cucTemMu», kon aociimkeHHs No. BAY 2757556 / 20290, sepcis 12.0 Big 21 xBitHsS 2020;
JlokanpHa nornpaska 110 [Ipotokomny, Bepcist 1.0 Bix 18 ciuns 2021

3asiBHUK, KpaiHa

TOB «baiiepy», Ykpaina

CrnioHcop, kpaina

baiiep Konceromep Kep ATl', llIBeiinapis

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

BAY 2757556; Jlaporpektini6; LOXO-101, VITRAKVI (BAY 2757556; Larotrectinib sulfate); Tsepaa
kancyna; 25 mr; baitep AI' (bepain), Himeuunna; ®@imep Knikan Cepicec 'MBX (Fisher Clinical Services
GmbH), Himeuyuuna; ®imep Kiikan Cepsicec 'MBX (Fisher Clinical Services GmbH), Ilseiiuapis; Ilen
dapmacerotukan Kiikan Cepsicec TOB (PCI; Penn Pharmaceutical Services Ltd), Crnoaydene
KoponiscrBo; baitep A" (bepnin), Himeuuunna;

BAY 2757556, JlapotpekTinio; LOXO-101, VITRAKVI (BAY 2757556; Larotrectinib sulfate); 2% Po3uun
Juls BHYTpimHbOro 3actocyBaHHs; 20 mr/mi; baiiep AI' (bepnin), Himeuunna; ®imep Knikan Cepsicec
I'MBX (Fisher Clinical Services GmbH), Himeuunna; ®imep Kiikan Cepricec 'MBX (Fisher Clinical
Services GmbH), Illseiinapis; Ilen ®apmackrotukan Kmikan Cepsicec TOB (PCI; Penn Pharmaceutical
Services Ltd), Cnionnyuene KopomnisctBo; baitep AT" (bepnin), Himeuunna; Baiiep AI" (bepmin), Himeuunna;
BAY 2757556; Jlaporpektini0o;, LOXO-101, VITRAKVI (BAY 2757556; Larotrectinib sulfate); Tsepaa
karicyia; 100 wmr; Baiiep AI' (Bepnin), Himewunna, ®imep Kikan Cepsicec I'MBX (Fisher Clinical
Services GmbH), Himeyuuna; ®imep Kiikan Cepsicec I'MBX (Fisher Clinical Services GmbH),
HIseiinapis; Ilen dapmacwrotukan Kiikan Cepeicec TOB (PCI; Penn Pharmaceutical Services Ltd),
Cnonyuene Kopomnisctso; baitep Al (bepnin), Himeuunna

Bianosiganbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeIEeHHS
BUINIPOOYBaHHs B YKpaiHi

1) nixap Kizuma P.B.

KomyHnaneHe HekomepiiiiHe mignpuemMctBo JIbBiBCbKOi  oOnacHOi  panu
creriani3oBaHui JUTSYUNA MEAUYHUHN [IEHTP», XipypriuHe BiaAlIeHHs, M. JIbBIB

2) k.M.H. Kimumnrok I.1.

Kninika HanionanbHOTO 1HCTUTYTY paKy, HAYKOBO-AOCIIHE BIAUIEHHS AUTA401 OHKOoorii, M. Kuis

«3axiAHOYKpaTHCHKHI
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IIpenapatyu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

Jlabopartopui Habopu Kosanc Ink. Jlabopatopi (Covance Inc. Laboratory), Illseiimapiss Mo3aik
Jla6opatopic (Mosaic Laboratories. LLC), CIIA

Kommanis, sika gie 3a JOBIPEHICTIO, SIKy HaJaB CIIOHCOp YHM 3asBHUK HAa BBE3CHHS JOCIHIHKYBaHHX
nikapchkuX 3aco0iB Ta cymytHix Mmarepiamis: TOB «ATEHIISI «C.M.O.-YKPAIHA» («S.M.O.-
UKRAINE» AGENCY» LLC)

I'enepanbuuii nupexrop Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




JonaTtox 2

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
02.06.2021 Ne 1102

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«[loxgiiiHe ciime, MPOCIIEKTHBHE, paHIOMI30BaHe, IIaie00-KOHTPOJIbOBAHE, 0araTOEHTPOBE JOCIiIKSHHS
Il dasu, 1m0 mpoBOAWTHCA 3 METOH OMiHKK edexkTuBHOCTI Ta Oe3meku Llesipa (Cevira®) y marieHTiB 3
[EPBIKAILHOIO TICTOJIOTIYHO MiATBEP/KEHOI0 BUCOKO BUPAXKEHOIO TUIOCKOKIIITUHHOIO 1HTpaeHiTe ialbHO0
neorutaziero (HSIL)», kon nocmimxenus YHGT-CEV-R1, Bepcis 1.0 Big 24.04.2020

3asiBHUK, KpaiHa

Onepa Kontpakr Picepu Opranizerimia CPJI, Pymynis/Opera Contract Research Organization SRL,
Romania

Crnoncop, kpaiHa

Acipic MeniTexk Ko., JIta., (Asieris MediTech Co., Ltd), Kuraii

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

IleBipa (Cevira®) (inTerpoBana KoMmOiHallist Jikapcbkoro 3aco0y Cevira® ta Bupody Cevira® CL7) (P-
1206, APL-1702); rexcuiamiHOJEBYJIHATY TiIpOXJIOPHJ, TI'CKCHIaMIHOJNEBYJIIHAT); Ma3b (IHTErpoBaHa
KOMOiHaIis Jikapchkoro 3aco0y (masp) ta BupoOy); 100 mr/2r; 5 %; Fisher Clinical Services GmbH,
Himeuunna;

I[Tnare6o mo Ilesipa (Cevira®) (inTerpoBana KomOiHallis Jikapchbkoro 3aco0y Cevira® ta Bupody Cevira®
CL7), ma3p (iHTerpoBaHa koMOiHarlist Jiikapchbkoro 3aco0y (ma3sp) Ta BupoOy); Fisher Clinical Services
GmbH, Himeuunna

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) nikap CinenbHikos I.B.

KOMYHAJIBHE  IIAIPUEMCTBO  «BOJIMHCBKUM OBJIACHUM MEJHWYHUNA  I[EHTP
OHKOJIOT'Ti» BOJIMHCBKOI OBJIACHOI PAIU, oHKOriHeKonoriune Biginesns, M. JIyrpk

2) nikap IlinBepOerpka A.B.

OBJIACHE KOMYHAJIBHE HEKOMEPIIMHE ITIITPUEMCTBO «bYKOBUHCHKIUI KJITHIYHUIA
OHKOJIOTTYHUI LIEHTP», OHKOTiHEKOIOTi YRy CTPYKTYpHHMIA migposain, M. YepHiBmi

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

— JlabopaTopHi HabopH Ta IHCTPYKITIT SISl 3aCTOCYBaHHS;

— TecTH Ha BariTHICTb;

— [Hdopmaniitni Matepianu Ui MPOBEIEHHS AOCTIKEHHS (1I0/IEHHUK MaI[lEHTA TOILO)
Kommanis, sika Jii€ 3a TOBIpEHICTIO, SIKY HaJaB CIIOHCOP Y 3asBHUK Ha BBE3CHHS JOCIIPKYBAaHUX
NiKapchKUX 3aco6iB Ta cymyTHix Matepiani: TOB «IMIT-JIOTICTUKA YKPATHA»

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3Me4eHHS Ounexkcanap KOMAPIJA




JonaTox 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
02.06.2021 Ne 1102

HasBa kiiHi9HOTO «PannomizoBaHe, NoJBiliHE ciine, mane00-KOHTPOJILOBaHE, OaraToOlEHTPOBE JIOCTIKCHHS ¢a3u 2b mis

BHUIPOOYBaHHS, KO, OIIIHKK €(EeKTHUBHOCTI, OE3MEYHOCT] 1 MEPEHOCUMOCTI JIIKyBaHHS TepopanbHUM mpenapatom AZD9977 i

Bepcis Ta Jara JanariiIo3MHOM Y Malli€HTIB 3 CEPIIEBOIO0 HEJAOCTATHICTIO 3 (PpaKIIi€l0 BUKUIY JIiBOTO nuTyHOuKa (DOBJIL)
HIKYe 55% Ta XpOHIYHOK XBOpOOOI HUPOK», kKox nociimkenas D6402C00001, Bepcis 2.0 Bix 06 OBTHS
2020 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrnioHcOp, KpaiHa «Actpa3eneka Aby, llIBemnis / AstraZeneca AB, Sweden

[Mepenik pocmimkyBanux | AZD9977 (AZD9977; AZD9977); xancynu; 15 mr; AstraZeneca AB, IlIsemis; AstraZeneca AB, IlIsertis;

JKapChKHX 3ac00iB AstraZeneca AB, Illsewis; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services UK Limited,

Jikapcbka hopma, Benuka Bpurtanis; Fisher Clinical Services Pte Ltd, Cunramnyp;

J03yBaHHS, BUPOOHUK, AZD9977 (AZD9977; AZD9977); xancymnu; 50 mr; AstraZeneca AB, IlIsemis; AstraZeneca AB, IlIseriis;

KpaiHa AstraZeneca AB, Ilseuis; Fisher Clinical Services Inc., CHIA; Fisher Clinical Services UK Limited,

Benuka bpuranis; Fisher Clinical Services Pte Ltd, Cunramyp;

AZD9977 (AZD9977; AZD9977); kancynu; 100 mr; AstraZeneca AB, IlIgeriist; AstraZeneca AB, IlIgeris;
AstraZeneca AB, Ilsemis; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services UK Limited,
Benuka Bpuranis; Fisher Clinical Services Pte Ltd, Cunramnyp;

Hanarmidnosun/Dapagliflozin (Janarnignosun/Dapagliflozin; Dapagliflozin Propanediol; Jamarmigo3un
npomnangion/Dapagliflozin -~ Propanediol;  lamarmidmosun  mpomanmion  moworiapar/  Dapagliflozin
Propanediol Monohydrate; FORXIGA™; FARXIGA™; BMS-512148-05; BMS512148); tabnetku; 10 mr;
AstraZeneca AB, IlIsemwis; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services UK Limited,
Benuka Bputanisi; AstraZeneca UK Limited, Benuka bpuranisi; Fisher Clinical Services Pte Ltd, Cunramyp;
Bristol-Myers Squibb Manufacturing Company, CIIIA; AstraZeneca Pharmaceuticals LP, CIIIA; Eurofins
Biopharma Product Testing Ireland Limited, Ipaanmis;

[Tnane6o mo AZD9977; xancynu;, 15 mr; 50 mr; 100 mr; AstraZeneca AB, Ilsemis; AstraZeneca AB,
[Isenist; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services UK Limited, Benuka Bputanis;
AstraZeneca UK Limited, Benuka bpuranis; Fisher Clinical Services Pte Ltd, Cunramyp;

[Tnare6o mo Jamarmidaosuny; tadbnerku; AstraZeneca AB, Iseris; Fisher Clinical Services Inc., CIIIA;
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Fisher Clinical Services UK Limited, Benuka Bbpuranis; AstraZeneca UK Limited, Benuka bpuranis;
Fisher Clinical Services Pte Ltd, Cunramyp; AstraZeneca Pharmaceuticals LP, CILIA; Eurofins Biopharma
Product Testing Ireland Limited, Ipaanais; Confab Laboratories, Inc./Laboratoires Confab Inc, Kanana

Binnosinansuuii (i) 1) k.m.H. Kapnenko O.L
JOCITITHUK (M) Ta MicIe KomyHnansHe HekoMepitiiiHe mianpueMcTBo «KuiBchbka Michbka KiliHiuHA JikapHs Ne 1) BUKOHABUOTO OpraHy
(s1) mpoBeeHHS KuiBcwkoi mickkoi paau (KuiBchbkoi MichKol ep:kaBHO1 aamMinicTparlii), Kapaionoriune Biaainerns, M. Kuis

BUIpoOyBanHs B Ykpaini | 2) k.M.H. ['ono6opoapko B.1.

JlikyBaJIbHO-TIarHOCTUYHUIN IIEHTP TOBAapUCTBAa 3 OOMEXKEHOIO BIANMOBIMANBHICTIO «[liM MemumuHmy,
KOHCYJIbTaTUBHO-A1arHOCTUYHE BifaiieHHs, M. Ofeca

3) nikap IIpoxopos O.B.

KomynansHe HexomepliliHe mignpueMcTBo «Mickka kiiHiuHA JikapHs Ne 27» XapkiBchbKO1 MICBKOT paju,
Kap1i0JIOTIYHE BIJIIJICHHS JJIs XBOPUX Ha 1H(APKT MiOoKapay, M. XapKiB

4) nikap Pynenko JI.B.

KomyHnanpHe HekoMmepiiiiiHe mignpueMcTBO «KuiBchbka MichbKa KINIHIYHA JIIKApHS MIBHUIAKOT MEIUYHOT
nornoMorn» BukonaBdoro oprany KuiBcekoi Mickkoi paau (KuiBchkoi MichKO1 AepxkaBHOI aaMiHicTpaiii),
KapaioJjoriyae BiaiieHns, M. Kuis

5) k.m.H. bependyc B.41.

KomyHanpHe HEeKoMepliiiHe MiITPUEMCTBO «4-a MiChbKa KJIIHIYHA JIKapHs M. JIbBOBay», BIAJIIJICHHS AEHHOTO
CTallloHapy 3 Kap/Ai0JIOTITYHUMH JII’KKaMu, M. JIbBiB

6) n.m.H., mpod. Bakamrok LIT.

KomyHnaneHe HekomepiiiiHe mianpueMcTBo «IBaHO-PpaHKIBCbKMNA OOJACHUN KIIHIYHMNA KapAioJO0TiyHHM
ueHTp IBano-®dpankiBcbKkoi 007acHOI paau», BIIAUIEHHS XPOHIYHOI 1IeMiuHOi XBopoOu cepis, M. IBaHO-
®paHKiBCHK

7) n.m.H. Pynuk 10.C.

JHepxaBHa ycranoBa «HamionansHuit iHCTUTYT Teparnii imeHi JI.T. Manoi HanionanbHOiT akagemii MEAUYHUX
HayK YKpaiHW», BIAAIT KJIiHIYHOI (apmakosorii Ta (apMakoreHeTMKH HeiH(EeKUIMHUX 3aXBOPIOBAHb,
M. XapkiB

8) n.m.H., mpod., 'upina O.M.

JIikyBasIbHO-/11arHOCTUYHHUM LEHTP TOBApUCTBA 3 0OMEKEHOIO BIANOBIAAIBbHICTIO «JIiKyBaIbHO-
JiarHoCTHYHHUM 1eHTp «AnoHic [limocy, amOynaTopre BigauieHHs, M. Kui
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[Ipenapatu mopiBHSAHHA, | —
BUPOOHUK Ta KpaiHa

CynytHi —/—
Marepiaiau/mpenapaTu
CYIYTHBOI Tepartii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3MeYCHHS Onexcannp KOMAPIJA




Jonartox 4
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
02.06.2021 Ne 1102

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Kniniyae mocmimkerns ¢asu 1b 3 OGararokpatHuM yBeaeHHSM 3pocTarouoi jgo3u mpenapary EQO01 y
MaIi€HTIB 13 CHCTEMHUM YEPBOHMM BOBYAKOM 13 aKTUBHUM MpOiepaTUBHUM JIOMyC-HEDPUTOM uu Oe3
HBOTOY, K011 nociimkenHs EQ001-19-002, Bepcis 3.0 Bix 22 mumast 2020 poky

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

CrnioHcop, kpaina

«ExBimtiym, [ak.» (Equillium, Inc.), CIIIA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHS, BUPOOHUK,
KpaiHa

Itomizymad (Bmab 600; EQO01); EQOO01; Itolizumab; miodinizoBanuii MOPOMIOK Ui MPUTOTYBaHHS
po3uuny s in’ekuii y utakoni; 100 mr\mur; Biocon Biologics India Limited, Iaais

Binmosinaneauii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) x.m.H. binsBepka 10.B.

Kninika /lepxaBHoi yctaHoBu «HamioHanbHuil HaykoBUM HEHTp «IHCTUTYT KapJioJiorii iMeHI akajeMika
M.J1. Crpaxecka» HamionanbHoi akazeMii MEIMYHUX HayK YKpaiHH, BT HEKOPOHAPHUX XBOpPOO ceplid,
peBmaroJiorii Ta Tepamii, M. Kui

2) n.m.H., ipod. Hynap 1.O.

KomyHnaneHe HekomepuiiiHe mignpueMctBo «KuiBCbkuil MicbkMi IeHTp Hedposnorii Ta giamizy»
BUKOHaBYOro oprany KuiBchkoi mickkoi panu (KuiBcbkoi MICBKOI JepKaBHOI aJMIHICTpaIliil), BiTIICHHS
He(poJIoTii Ta MEPUTOHEANBHOTO Jianizy, M. KuiB

3) n.m.H., ipod. Konecank M.O.

JepxxaBHa ycranoBa «IHcTutyT Hedponorii HanionaneHoT akafemii MeAMYHUX HayK YKpaiHU», BiIAUICHHS
Hedposorii, giam3y ta [T-3a6e3neuenns, M. Kuis

4) n.m.H., npod. Ky3pmina I'.I1.

Komynanene minnmpuemctBo «KpuBopisbka Michbka KiiHIuHa JiikapHa Ne2» Kpuopi3pkoi Micbkoi pajw,
KapJioJIOTIYHE BUUIUIEHHS 3 pEeBMATOJIOTIYHMMHU JiKKamu, JlepkaBHuil 3aknan «/[HimpomerpoBchka
MeauyYHa akajemis MiHicTepcTBa 0XOpOHM 370poB'st YKpainu», kadeapa Teparii, KapAloJorii Ta ciMerHoi
MeIUIUHY (PaKyJIbTeTy MiCASAUIIIOMHOI OCcBiTH, M. KpuBwii Pir

5) a.m.H., ipod., CmistH C.1.

KomyHasipHe HekoMmepIiiiHe miagnpueMcTBO « TepHONIbchKa YHIBEPCUTETChKA JIIKApHs» TepHOMUIBCHKOT
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00J1acHO1 paau, BIAITICHHS peBMaTOJIOrl, TepHONMIILCHKUI HAIllIOHATBHUN MEIMYHUNA YHIBEPCUTET IMEHI
[.51. T'op6aueBcrkoro MiHiCTepCTBa OXOPOHHU 3710pOB'st YKpaiHu, kadeapa BHYyTPIIHBOI MeauIIuHI Ne2,
M. TepHoOMiIb

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynytHi
Marepiaiau/mpenaparu
CYIYTHBOI Teparii

— =

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3MeYCHHS Oaexcanap KOMAPIJIA




JonaTok 5

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
02.06.2021 Ne 1102

Hasga xiiniuHOTO «[lonBiiiHo ciine, paHaoMi30BaHe, MIAIe00-KOHTPOJILOBAHE JOCIIPKEHHS 3 OJHOKPATHUM 1 0araToKpaTHUM

BHUIPOOYBaHHS, KO, 3actocyBaHHAM Tnipernapary AB-836, kancuaHoro iHriOiTOpa BipyCHOTO TemaTuTy B, mjis OmiHKKM HOro

Bepcis Ta Jara 0€3MeYHOCTi, IePEeHOCUMOCTI Ta (apMaKOKIHETUKH y 3A0POBUX YYaCHHKIB Ta B YYAaCHHKIB 3 XPOHIYHOIO
iH(ekiiero BipycHoro renatuty By, kox nocnimkenns AB-836-001, Bepcis 1.1 Bix 14 ciuns 2021 poxy

3asiBHHK, KpaiHa TOB «APEHCIA EKCIIVIOPATOPI MEJIICIHY, Ykpaina

CrnioHcop, KpaiHa Apbytyc biodapma Kopnopeiimn, CIIIA/ Arbutus Biopharma Corporation, USA

[Mepenik mocmimkyBanux | AB-836; kancymu; 25 mr mimirpam(u); Patheon Development Services, Inc., (Patheon) Part of Thermo

JKapChKHX 3ac00iB Fisher Scientific, CILIA; Pacific BioLabs, CIIIA; Yourway Transport Biopharma Services, CIIIA; Yourway

nikapcbka hopma, Transport Ltd, Benukoopuranisi; SanaClis s.r.o., CnoBanpka Pecriy0iika,;

JI03yBaHHSs, BUPOOHHUK, [Tnanie6o mo AB-836, kamcynu; 25 mr; Patheon Development Services, Inc., (Patheon) Part of Thermo

KpaiHa Fisher Scientific, CIIIA; Pacific BioLabs, CIIIA; Yourway Transport Biopharma Services, CIIIA; Yourway

Transport Ltd, Benukoopuranis; SanaClis s.r.0., CnoBanpska Pecry0iika,;
AB-836; tabnerku; 25 mr mimirpam(u); Patheon Development Services, Inc., (Patheon) Part of Thermo
Fisher Scientific, CIIIA; Pacific BioLabs, CIIIA; Yourway Transport Biopharma Services, CIIIA; Yourway
Transport Ltd, Benmukoopuranis; SanaClis s.r.o., Crnosarpka Pecry0Omika;
[Tnaie6o mo AB-836, Tabmetku; 25 mr; Patheon Development Services, Inc., (Patheon) Part of Thermo
Fisher Scientific, CIIIA; Pacific BioLabs, CIIIA; Yourway Transport Biopharma Services, CIIIA; Yourway
Transport Ltd, Benukoopuranis; SanaClis s.r.0., CnoBanpska Pecry0iika,;
AB-836; tabnerku; 100 mr mimirpam(u); Patheon Development Services, Inc., (Patheon) Part of Thermo
Fisher Scientific, CIIIA; Pacific BioLabs, CIIIA; Yourway Transport Biopharma Services, CIIIA; Yourway
Transport Ltd, Benmukoopuranis; SanaClis s.r.o., Crnosarpka Pecry0mika;
[Tnane6o no AB-836, tadnetku; 100 mr; Patheon Development Services, Inc., (Patheon) Part of Thermo
Fisher Scientific, CIIIA; Pacific BioLabs, CIIIA; Yourway Transport Biopharma Services, CIIIA; Yourway
Transport Ltd, Benuko6puTtanis; SanaClis s.r.0., Cnosaipka PecriyOitika
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Bianosinanbawmii (1) 1) k.m.H. Komomiiiuyk JILA.
JOCTITHHK (1) Ta MicIie MenuuHuil ICHTP TOBAPUCTBA 3 OOMEKEHOIO BINOBIIATBHICTIO «["apMOHIis Kpacuy, BIIITICHHS KITIHIYHUX
(s1) mpoBeeHHS BUNPOOYBaHb, M. KuiB

BUNIPOOYBaHHs B YKpaiHi

[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynytHi - laboratory supplies
MaTepianu/mpenapari
CYNYTHBOI Teparii

I'enepanbuuii nupexrop Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox 6
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
02.06.2021 Ne 1102

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Jocmimkenns 11 dazu nemoOponizsymady (MK-3475) koxHi 6 THKHIB y MAIIEHTIB 3 PEIMAUBYIOUYO0 a00
pedpakTepHOIO0 KIAaCHYHOI0 JIIM(POMOK XO/DKKiHA a00 y MAaI€HTIB 3 PeHHAUBYHOUOI0 ab0 pedpaKkTepHOIO
NEPBUHHOI0 MEIaCTUHAIBFHOI B- KpymHOKIMITHHHOIO JiMdoMoro», kon pocmimkenHs MK-3475-B68,
Bepcis 00 Bix 26 ciuns 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoI0 BinnoBiganbHicTI0O «MCJl Ykpainay

Cnoncop, kpaiHa

«Mepk lapn enn Joym Kopm.», nouipue mianpuemctBo «Mepk ena Ko., Ink.», CILIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHHUK,
KpaiHa

KITPYJJA® (KEYTRUDA®) (MK-3475; MK3475; SCH 900475; MK-3475 (Anti-PD-1); MK-3475 (aPD-
1); MK3; 02P106; Org 307448-0; Anti-PD1; MK-3475 (Anti-PD1); ITem6posnizymad (Pembrolizumab);
MK3475); crepuiabHUN PO3YMH JJIsl BHYTPIIIHBOBEHHHMX iH(Y3id; 25 mr/mi (Mimirpam/minigitp); MSD
International GmbH T/A MSD Ireland (Carlow), Ireland; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services
Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Werthenstein BioPharma GmbH,
Switzerland; Merck, Sharp and Dohme Corp., USA

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) k.M.H. Kyukosa O.10.

KomyHanpHe HekoMmepiiiiHe mianpueMcTBo «OONacHUN LIEHTP OHKOJOTIi», TeMaTOJIOTIYHE BiIIICHHS,
M. XapkKiB

2) a.M.H., ipo¢. Kpsiuok LA.

HarmionansHuM IHCTUTYT paKy, HAYKOBO-AOCIAHE BIIIIICHHS XiMioTeparlii reMo01acTo31B Ta aJi’ FOBAHTHUX
METO/IB JIIKYBaHHS, BIJJIIJICHHs OHKOT€MaToJIOr1i 3 CEKTOPOM a1 FOBAaHTHMX METO/IiB JiKyBaHHs, M. KuiB

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

- mabopaTopHi HabopH;

- min/max TepMoMeTpH.

Kowmmanis, sika mie 3a JOBIPEHICTIO, SIKY HaJaB CIIOHCOP M 3asBHUK HA BBE3E€HHS JTOCIIIKYBAaHHUX
JKapchKUX 3ac00iB Ta cynmyTHiX MarepianiB: TOB «Arennis «C.M.O.-Ykpainay

I'enepanbuuii fupexrop Aupexropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Honatox 7

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
02.06.2021 Ne 1102

Hasga xiiniuHOTO «PangomizoBane, moBiiHE ciine, aned0-KOHTPOIbOBAHE JOCTIKEHHS (a3u 3 A OLIHKU eeKTUBHOCTI

BHUIPOOYBaHHS, KO, Ta OE3MEeYHOCTI pijJeMaToBipa Yy HEMOBIAT Ta AiTed (BIKOM Bix > 28 mHIB 10 <5 POKiB) Ta 3roiOM Yy

Bepcis Ta Jara HOBOHApO/UKEHUX (BikoM < 28 AHIB), TOCHITaIi30BaHUX 3 MPHUBOIY rocTpoi iH(GEKIii TUXanbHUX IIISAXIB,
CIPUYMHEHOI pecripaTopHO-cuHIUTIaNbHUM BipycoMm (PCB)», xon mocmimkenus 53718678RSV3001, Bin
17.08.2020 p.

3asBHUK, KpaiHa «IHCCEH ®APMALIEBTUKA HBy, benbris

CrnioHcop, kpaina «IHCCEH ®APMAIIEBTUKA HB», benbris

[Mepenik mocmimkyBanux | PinmematoBip (JNJ-53718678, JNJ-53718678-AAA, JINJ-53718678-ZCL; 1383450-81-4; pinemaroBip);

JKapChKHX 3ac00iB [Moporiok uist MpUroTyBaHHs opaibHOI cycren3ii 1,569 r; 217,4 mr/T; Janssen Research & Development, A

Jikapcbka hopma, Division of Janssen Pharmaceutica NV, Bensrist; Penn Pharmaceutical Services Limited-, BeaukoGpurawis;

J03yBaHHsI, BUPOOHUK, Johnson and Johnson Private Limited (DBA Analytical and Pharmaceutical Development Center), Iunis;

KpaiHa Eurofins Pharma Quality Control -Les Ulis, ®panuis; Eurofins PHAST GmbH, Tepmanis; PHAST

Development GmbH & Co. KG, I'epmanis; Fisher Clinical Services GmbH., IlIsetinapis; Catalent CTS,
LLC., CHIA; Catalent Pharma Solutions, LLC., CIIIA; Fisher Clinical Services, CIIA; Janssen
Pharmaceutica NV, Bensrist; SK Biotek Ireland Limited, Ipnanmis;

Posunnnuk mis JNJ-53718678-ZCL (JNJ-53718678-ZCL-solvent; Pozuunnuk mis JNJ-53718678-ZCL );
Po3unnnuk st mpurotyBanus cycrensii 19,4 mur; 19,4 mur; Janssen Research & Development, A Division
of Janssen Pharmaceutica NV, benbrisi; Penn Pharmaceutical Services Limited-, Benuko6purasisi; Johnson
and Johnson Private Limited (DBA Analytical and Pharmaceutical Development Center), Iunis; Eurofins
Pharma Quality Control -Les Ulis, ®panuisi; Eurofins PHAST GmbH, T'epmanis; PHAST Development
GmbH & Co. KG, I'epmanis; Fisher Clinical Services GmbH., IIseitapis; Catalent CTS, LLC., CIIIA;
Catalent Pharma Solutions, LLC., CIIIA; Fisher Clinical Services, CIIA; Janssen Pharmaceutica NV,
beneris; SK Biotek Ireland Limited, Ipranmis;

iane6o g0 Pinemaroip (rumane6o no Pinemarosip); Ilopomiok [uis mpuUroTyBaHHS OpajibHOI CyCHEH3ii;
1,569 r; Janssen Research & Development, A Division of Janssen Pharmaceutica NV, bensris; Penn
Pharmaceutical Services Limited-, Benuko6puTrasist; Johnson and Johnson Private Limited (DBA Analytical
and Pharmaceutical Development Center), Iaais; Eurofins Pharma Quality Control -Les Ulis, ®panitis;
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Eurofins PHAST GmbH, I'epmanis; PHAST Development GmbH & Co. KG, T'epmanis; Fisher Clinical
Services GmbH., IlIsetinapis; Catalent CTS, LLC., CIIA; Catalent Pharma Solutions, LLC., CIIA; Fisher
Clinical Services, CIIIA; Janssen Pharmaceutica NV, Bensrist; SK Biotek Ireland Limited, Ipnanmis

Binnosinanbauii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeEHHS
BUNPOOYBaHHS B YKpaiHi

1) n.m.H., po., unen-xkop. HAMH VYkpaiau Apses M.JI.

KomyHnansHe HekomepiiiiHe mianpueMcTBo «Onmecbka oOjacHa IuTAYa KiIiHIYHA JikapHs» OpechKoi
00nacHOi paany, neAiaTpudHe BIIIUICHHS UTS TITEH paHHBOTO BiKy, M. Oneca

2) k.M.H. Makenonchka 1.B.

Komynanene HekomepiiiitHe mianpueMcTBo «Micbka qutsya KiiHiuHa JikapHa NeS» JIHIIpOBCHKOI MiCBKOT
panu, meaiaTpuyHe BiaAUIeHHS, M. J{HImpo

3) 3aB. Big. Kpaesa O.B.

KomyHansHe HekoMepIliiiHe MiIIpUEMCTBO «3amopi3bka oOMacHa KJIIHIYHA AUTAYA JKApHS» 3amnopi3bKoi
o0acHO pasu, TiarHOCTUYHO-O00KCOBaHE BIIUICHHS, M. 3aTOPIKKS

4) n.m.H. Cypkos /.M.

Komynanbehe mianpueMcTBo «JHIponeTpoBchKa 00JacHa AUTAYA KIIiHIYHA JIiKapHs» J{HITPOneTpoBChKOT
obJsacHO1 paany, iHpEKIiIHHO-00KCOBaHe BIIUICHHS, M. JIHITTPO

[Ipenapatu mopiBHSHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenapaTu
CYNYTHBOI Tepamii

— /=

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYCHHS Onexkcanap KOMAPIJA




JonaTox 8

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
02.06.2021 Ne 1102

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«MUPA30JI (MIRASOL): PannomizoBane, Bigkpute Jlocmimxkenns ®a3u 3, B SIKOMY MOPIBHIOETHCS
Mipserykcimab  CopaBranciH 13 OOpanoro  [ocmimaukom — Ximiotepamiero  IIporpecyrouoro
Bucokosnosikichoro Paky SleunukiB, Pesucrentnoro no IlpemapariB [lnarunum, IlepBunHHOTO
[TepuroneansHoro Paky ab6o Paky ®amiomieBoi Tpybu 3 Bucoxoro Excmpecieto Penentopa ®omnieBoi
Kucnoru Anbda.», kon gociimkenas IMGN853-0416, monpaska 1 Bix 09 rpyaas 2019

3asiBHUK, KpaiHa

AUK’IOBIA Biotek En-En-Ci» (IQVIA Biotech LLC), Crionyueni Illtatn AMepuku

CrnioHcop, kpaina

Imynoren, [ak., CIIIA (ImmunoGen, Inc., USA)

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Mipgetykcimal copaBTaHciH (mirvetuximab soravtansine; MIRV) (IMGN853; MipBetykciMal copaBTaHCiH
(SUB181124)); po3uun mns 16’ ekiit; 5.0 mr/mn — 20 mur/durakon; BSP Pharmaceuticals S.p.A., Italy; Almac
Clinical Services (Ireland) Limited, Ireland; Almac Clinical Services Limited, United Kingdom

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) a.m.u. Cyxin B.C.

Kninika J[lepxkaBHoi yctaHoBu «IHcTUTyT MemuuHoi paaiosiorii Ta oskojorii iM. C.UII. I'purop’epa
HanjonaneHoi akaseMii MEMUHUX HAYK YKpaiHW», BIJAUIEHHS paaialiiiHOi OHKOJIOTii, M. XapKiB

2) a.M.H., ipo¢. KpmxaniBebka A.€.

KomyHaneHe HekoMmepuiiiHe mnianpueMcTBo «lIpukapnaTcbkuil KIIHIYHUM OHKOJIOTIYHUM LeHTp IBaHO-
@pankiBchbkoi 007acHOi paauy», Xipypriune BiafaiaeHHs Ne3 (OHKOTIHEKOJIOTiYHE BiAlIEHHs), [BaHO-
@®paHKIBCHKUI HAI[IOHAIbHUM METUYHUN YHIBEPCUTET, Kadeapa OHKOJIOr1I, M. IBaHO-PpaHKIBChK

3) nupexrop [Tapamonos B.B.

KomyHansHe HekoMepIiiiiHe mianpueMcTBO «HYepKkachbkuil 00JacHUM OHKOJIOTIYHUH nucnaHcep Yepkachbkol
oOnacHoi panu», O0nacHUi HEHTP KIiHIYHOT OHKOJIOT1] (OHKOXIMiOTepaneBTUYHMI), M. Yepkacu

4) x.m.H. Pucniaesa J1.E.

JlikyBanbHO-11arHOCTUYHUH IIEHTP TOBAPUCTBA 3 0OMEKEHOI0 BiAMOBiNaNbHICTIO «Memike-peit [HTepHentHn
I'pym» Jlikapust i3painbebkoi oHkonorii «LISODy», BianineHHs KIIHIYHMX Ta HAyKOBHUX JOCIIIKEHb,
c. [Imrotn, KuiBceka 0611., OGyxiBChbKHUil p-H

5) nmikap 3y6 O.B.

KomyHasibHe HeKoMepLiitHe MianpueMcTBO «YepHIriBCbKUI MEAMYHHUM HEHTP Cy4acHOI OHKOJIOT11»
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UepHiriBcbKkoi 00J1aCHOT paiy, BIAIIJICHHS KJIIHIYHOT OHKOJIOTT 1 TiHEKosIorii, M. UepHiriB

6) k.m.H. [T sTHupka T.B.

KomyHanpHe HEKOMEpITIHHE MiAMPUEMCTBO «XMEJIbHUIIBKUNA 00JIACHUHA MPOTHITYXTMHHUHN IIEHTPY
XMeIBHUITBKOT 00JIACHOT pajay, TIHEKOJIOTIYHE BiIIITICHHS, M. X MEJIbHUIIbKHHA

[Ipenapatyu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

Kenikc (Caelyx) (moxcopyOiluHy TigpoXJIOpua); KOHIEHTpAT I po3uuHy mus indysiid; 50 mr/25 mu
2 mr/mit; GSK Manufacturing, Italy; Almac Clinical Services Limited, United Kingdom;

[Maxmitakcen (Paclitaxel) (makmitakcen); KOHIEHTpAT s po3dnHy aas iHdysii; 100 mr/16,7 mir; 6 mr/mi,
Hospira Australia Pty Ltd, Australia; Almac Clinical Services Limited, United Kingdom;

Tonotekan (Topotecan) (TomoTekaH); KOHIEHTPAT JUIsl po3uuny A iHdy3ii; 4 mr/4 mo; 1 mr/ mi; Accord
Healthcare Limited, United Kingdom; Almac Clinical Services Limited, United Kingdom;

CynyTHi
MaTepianu/mpenapari
CYIYTHBOI Teparii

— /=

I'enepanbunii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




JonaTok 9

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnenuii [Tporokon NN7415-4307, pinanbna Bepcis 5.0 Big 25 6epe3ns 2021 p., aHTIIHCEKOI0 MOBOIO;
Honarok 1 mo IIporoxomry NN7415-4307, dinansna Bepcis 5.0 Big 25 6epe3ns 2021 poky, aHTIIIHCHKOIO
MoBoro; OnoBneHa bpomrypa Hocniganka Konmmusymad, nmpoektr NN7415, 'emodinist A yckiamgHeHa abo
HeyckiagHeHa iHriditopamu no OVIIL, I'emodinis B ycknaanena abo HeyckiiagHeHa iHriGiTopamu 10
®IX, Buganna 10, ¢inamsHa Bepcis 1.0 Big 17 Gepesns 2021 p., aHrmiiicekor0 MoBOO; OHOBICHHIMA
Honatok 1 «Nonclinical Study Tabulations», ¢inansna Bepcis 1.0 Big 17 6epesns 2021 poky no bpourypu
Hocniganka Konnmzyma0, npoekt NN7415, I'emodinist A yckiagHeHa abo HeyCKIagHeHa iHTi0iTopamu
no OVIIL, I'emodinis B ycknagnena abo HeyckiagHena iHriditopamu no ®IX, sumanns 10, octaTouHa
Bepcis 1.0 Bix 17 6epesns 2021 p., anrmiiicekoro MoBoro; OHoBienuii Jlogatok 2 «Summary of Clinical
Data from Completed Clinical Trials», ¢inansna Bepcis 1.0 Bim 17 6epe3ns 2021 poky o bpomypu
Hocniganka Konnuzyma0, npoekt NN7415, I'emodinist A yckiagHeHa abo HeyCKJIagHeHa iHTi0iTopamu
no OVIIL, I'emodinis B ycknagnena abo HeyckiagHeHa iHriditopamu no ®IX, suganns 10, ocraTouHa
Bepcis 1.0 Bix 17 6epesnst 2021 p., aHTITIICHKOIO MOBOIO;

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 38 Big 11.01.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«EdexTuBHICTh Ta Oe3neka npoduiakTuuHOro 3acrocyBanHs KoHuuszymaly y maiieHTiB 3 remodiaiero A
yu b, He yckiiaaneHoro iHriditopamuy, NN7415-4307, dinansna Bepcis 4.0 Big 06 mumnas 2020 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHcop, kpaiHa

Novo Nordisk A/S ([Hanis)

CynyTHi
MaTepiaau/mpenapaTu
| CyIyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHH Ounexkcanap KOMAPIJA




Honatok 10

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Onosnennii [Iporokon NN7415-4311, dinansua Bepcis 6.0 Bix 25 6epe3ns 2021 p., aHTIIHCBKOI0 MOBOIO;
Honarok 1 mo IIporoxomry NN7415-4311, dinansna Bepcis 6.0 Big 25 6epe3ns 2021 poky, aHTIIIHCHKOIO
MoBoro; OnoBneHa bpomrypa Hocniganka Konmmusymad, nmpoektr NN7415, 'emodinist A yckiamgHeHa abo
HeyckiagHeHa iHriditopamu o O VI, IN'emodinia B ycknaanena abo HeyckiagHeHa iHriOiTopamMu 10
®IX, Buganna 10, ¢inamsHa Bepcis 1.0 Big 17 Gepesns 2021 p., aHrmiiicbko0 MOBOw0; OHOBICHHN
Honatok 1 «Nonclinical Study Tabulationsy», ¢pinansna Bepcis 1.0 Bixg 17 Gepesns 2021 poky no bpomrypu
Hocniganka Konnmzyma0, npoekt NN7415, I'emodinist A yckiagHeHa abo HeyCKIagHeHa iHTi0iTopamu
no OVIIL, I'emodinis B ycknagnena abo nHeyckiagaena inridiropamu go ®IX, suganns 10, ocraTouHa
Bepcia 1.0 Bix 17 G6epesns 2021 p., anrmilicekoro MoBoro; Ononenuit Jlogarok 2 «Summary of Clinical
Data from Completed Clinical Trials», ¢inansna Bepcis 1.0 Bim 17 6epe3ns 2021 poky no bpourypu
Hocniganka Konnuzyma0, npoekt NN7415, I'emodinist A yckiagHeHa abo HeyCKJIagHeHa iHTi0iTopamu
no OVIIL, I'emodinis B ycknagnena abo HeyckmagHeHa iHriditopamu no ®IX, suganns 10, ocraTouHa
Bepcis 1.0 Bix 17 6epesnst 2021 p., aHIIHCHKOI0 MOBOIO

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2487 Bin 17.12.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«EdexTuBHICTh Ta Oe3neka npodurakTHUHOro 3actocyBaHHs KoHnu3zymaly y maiieHTiB 3 remodiiiero A
yn b, ycknanneHoto inriditopammu», NN7415-4311, ¢inansHa Bepcis 4.0 Big 08 nmumnus 2020 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

Cnoncop, kpaiHa

Novo Nordisk A/S (anist)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Oaexkcanap KOMAPIIA




Jonatok 11

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnena KopoTka xapakTepuCcTHKa JOCIIIKYBAHOTO JIiKapchKoro 3acody Metorpekcar, Bin 10 ceprus
2020 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 403 Bix 04.05.2016

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, noxasiitHe cmine mocmimxeHHs Il ¢asu nns mopiBHAHHA mpemapaTy YHaaalWTUHIO
(ABT-494) y Burnsai MoHOTepamii OAWMH pa3 Ha JeHb 3 MeToTpekcaToM y BUTJISAI MOHOTepamii y
MAIIEHTIB 3 CEPEIHBOTHKKOIO Ta TSKKOI0 (JOpMaMU aKTHBHOTO PEBMATOiTHOTO apTPUTY, L0 paHille He
OTpUMYyBaJI MeToTpekcaTy, M13-545, 3 inkopropoBanumMu AnmiHictpatuBHUMHU 3MiHamu 1, 2, 3 1 4 ta
ITonpaskamu 1, 2, 3,4, 5, 6, 7 ta 8 Bix 03 rpynns 2020 poky

3asBHUK, KpaiHa

«E60BI1 biopapmacsrotikanz 'mOX», IlIBeitnapis

Crnoncop, kpaina

E66Bi Iak, CIIIA / AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounekcanap KOMAPIJA




Jonatok 12
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnenunit po3ain 3.2.S «/locmimxyBana peuosuna JNJ-67864238-AA)» Hocwe JJJI3 Bix 01.10.2019 p.;
OnoBnenuii posain 3.2.P «Jlikapcekuii 3aci6 — JNJ-67864238-AAJ Ttabnetkm» J[locwe [JI3 Bix
21.04.2020 p.; OnoBnenwit po3min 3.2.P «Jlikapcekuii 3acid6 — rturane6o Ttabmetku» Jlocke JIJI3 Bin
24.09.2019 p.; 306imbineHHs TepMiHY HOpUAATHOCTI 10 36 MmicsamiB mus JNJ-67864238 (IJNJ-67864238-
AAJ), Tabnetku BKkpuTi 06010HK010, 300 MT, Ta [Inane6o go JINJ-67864238, TabneTku BKpUTI 000JTIOHKOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 1246 Bix 26.05.2020

Hassa xiiiniyHOrO
BUIIPOOYBaHHSI, KO/,
Bepcis Ta JaTa

«bararomeHTpoBe, paHAOMI30BaHEe, TMOJBIMHE CIime, MMIaned0-KOHTPOIbLOBAHE KIIIHIYHE OCIIIKECHHS-
wiargpopma 2 ¢daszu, mo BHUBYAE €PEKTHBHICTh Ta OE€3MEYHICTh JIKYBAaHHS MAalli€HTIB 3 aKTHUBHOIO
xBOpoOoro KpoHa Bijg moMipHOro 10 Baxkkoro crymeHs TsoKkocTi. PRISM. OcHoBwmil KimiHIYHHN
npotokon PLATFORMPACRD2001. JlomaTok mojo cneun(iyHoro MeToay JiKyBaHHS 3 KOHKPETHUM
mpernapaToM 10 OCHOBHOTo KkiiHigHOrO mpoTtokonry PLATFORMPACRD2001, PRISM-SCARLET.
IIpotokon 67864238PACRD2001, 2a ¢a3za», PLATFORMPACRD2001, 67864238PACRDZ2001,
PLATFORMPACRD2001; 2 ¢a3a 3 monpaBkoto 2 Bix 17.09.2020 p. ta onoBneHHuit [logarok momo
crienn(iyHOrO METOy JIIKYBaHHS 3 KOHKPETHUM IpenaparoM npoTtokoiy 67864238PACRD2001; da3a 2a
3 nonpaskoro 4 Big 14.12.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Jonatok 13

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKapPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnenuit mpotokon 1002-043 3 iHKOpIIOpOBaHOK MonpaBkor 5 Big 24 BepecHs 2020 poky; bpomrypa
nocnigauka bemnenoinna kucinora (ETC-1002), Bumanns 16.0 Bix 10 rpyaas 2020 poky, aHTIIIHCHKOIO
MoBoto; IHdopmamiitnmii nmctok 1 ¢opma iHbopmoBanoi 3romu, Bepcis V8.1UKR(uk)1.0 Bix
12 nuctomanma 2020 poky, mepekian ykpaincbkoro MoBoro Bia 05 mororo 2021 poky; IHpopmariiinuit
aucTok 1 gpopma indopmosanoi 3roam, Bepcis V8. 1UKR(ru)1.0 Bix 12 nucromana 2020 poky, nepexiian
pociiicbkoro MoBoro Bifg 05 mrortoro 2021 poky; IHdopmaniiinuii nucTok Ui maiieHta Ta Gopma
iHpopMOBaHOi 3roaM IOJO0 HEOOOB’SI3KOBOI MOCIYT'M 3 HAJACWIAHHA TNAIlleHTaM HaraJyBaHb 3a
nornomororo CMC-1moBijloMmyieHs a00 MOBIAOMIIEHb €JIEKTpOHHOIO mommToro, Bepcis V8. 1UKR(uk)1.0 Bix
13 mucromana 2020 poky, mepekiaa ykpaiHCbKor MoBOI0 Bia 05 srotoro 2021 poky; IHpopmariiinuit
JUCTOK JUIsl mamieHTa Ta (opma iHGOPMOBaAHOI 3roAu MO0 HEOOOB’SI3KOBOI MOCIYTM 3 HAJICHJIAHHS
narieHTaM HaragayBaHb 3a jgonoMororo CMC-moBimomieHb abo IMOBIIOMIIEHb €IEKTPOHHOIO MOMUITOIO,
Bepcia V8.1UKR(ru)1.0 Big 13 nuctonmaga 2020 poky, mepekiaa pociicbkoro MoBoro Bij 05 yororo
2021 poky; Indopmaniiinuii OronereHp i mnanieHTa, BuaaHHs npucssueHe COVID-19, Bepcis 2.0,
Bepecerb 2020 poky [V02 UKR(uk)], mepexman ykpaincbkoro MoBoio Bia 05 sxoBTHs 2020 poky;
[npopmaniiinuii OrosiereHp AN manieHTa, BugaHHs, npucBgueHe COVID-19, Bepcis 2.0, BepeceHb
2020 poky [V02 UKR(ru)], nepeknan pociiicbkoro MoBoto Bia 05 xoBTHsA 2020 poky; Jluct no yuacHuka
nocaimkenHs, sepcis 2.0 Big 15 xoBTHs 2020 poky, mepekiaa ykpaiHCbkoro MoBow Bif 09 mororo
2021 poky; Jluct g0 yyacHuKa focmikeHHs, Bepcis 2.0 Bix 15 sxoBTHA 2020 poky, nepekia pociiicbkoro
MoBoto Bix 09 mororo 2021 poky; 3acobu [uist JOIOMOTH TMalli€EHTaM 1 3acO0M 1HIUBIYaIbHOTO 3aXUCTY
(313) Bix xoponaBipycHoi xBopobu COVID-19 ans mamientiB B qocnimkenHi CLEAR Outcomes, Bepcist
02 Bix 30 BepecHs 2020 poky, nepekia] ykpaiHcbkoro MoBoo Bij 10 mororo 2021 poky; [ndopmaniiianii
OronereHp Juis marienrta, Bunyck 17, Bepcis 1.0, rpynens 2020 poky [VO1 UKR(uk) 01], ykpaincbkoro
MoBow; I[H(dopmaniitamii Oronerenp i mamieHTiB, Bumyck 17, Bepcis 1.0, rpymens 2020 poky
[VO1 UKR(ru) 01], pociiicekoro MoBoto; [Hpopmariiitnuii Oronerens 1 namieHTa, Bumyck 18, Bepcis 1.0,
rpynens 2020 poxy [VO1 UKR(uk) 01], ykpaincbkoro MoBoto; [HpopMaLiiiHuil OroeTeHp Ui Mali€HTiB,
unyck 18, Bepcis 1.0, rpynens 2020 poxy [VO1 UKR(ru) 01], pociiicbkoro mMoBoto; [Hpopmaniinuit
OroneTeHb Ui namieHTa, Bunyck 19, sepcis 1.0, rpynens 2020 poky [VO1 UKR(uk) 01] , ykpaincbkoro
MOBOI0; [H(opmartiiiamii OrosieTeHb IS marieHTiB, BUImyck 19, sepcis 1.0, rpynens 2020 poky
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[VO1 UKR(ru) 01], pociiicbkoro MoBorw; IHdopmariiiinuii OroeTeHb s namienta, Bumyck 20, Bepcis
1.0, rpynens 2020 poky [VOl UKR(uk) 01], ykpaincpkoro MoBorw; IH(opmamiiitauii OroneTeHb s
namienTiB, Bunyck 20, Bepcis 1.0, rpyaens 2020 poky [VO1 UKR(ru) 01], pociiicbkoro MOBOIO

Howmep ta nara Hakasy
MO3 mo/10 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 545 Big 19.05.2017

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PangomizoBaHe, MOABIWHE CIIiIe, IUIANEe00-KOHTPOIbOBAHE JAOCIIHKEHHS IS OIIHKH il OemmenoiqHol
kuciotu (ETC-1002) Ha mosiBy TSKKHX CEPIIEBO-CYAMHHUX SIBHI y TALI€HTIB i3 CEPIEBO-CYAHHHOIO
XBOpP00O0I0 200 3 BUCOKMM PU3UKOM ii BUHUKHEHHS, K1 HE IEPEHOCATH JiKyBaHHsS cTaTuHaMuy, 1002-043,
3 IHKOPITOpOBaHOIO ronpaskoro 4 Bix 19 rpyaas 2019 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO IHBECTHIIIEIO «AVK'IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

«Ecnepion Tepamn’totike, Ink.» (Esperion Therapeutics, Inc.), CILIA

CynyTHi
Marepiaiau/mpenapaTu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Onexkcanap KOMAPIJA




Honartok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

Inentudikaris CyrTeBoi
MOTIPaBKH

BxmtoueHHs 101aTKOBUX MiCIlb IPOBEICHHS KIIIHIYHOTO BUIIPOOYBAHHS

Ne I1.1.B. BiAIOBIMAJILHOTO HOCHITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1 I.M.H., mpod. Boponkos JL.T'.

Kninika nepkaBHOi ycraHoBH «HamioHanbHUMI HayKOBUHM HEHTp «HCTUTYT Kapzioiorii iMeHi
akagemika M.J[. Crpaxecka» HauionanbHoi Akagemii MeOUYHHMX HayK YKpaiHM, BiIIia
CepIIeBOi HEJTOCTAaTHOCTI, M. KuiB

2 K.M.H. ManuHoBcbkuii 51.B.

Komynanene HekoMepuiliHe mianpueMcTBo «O0MacHUN MEIUYHUN LEHTP CEePIEBO-CYIUHHUX
3aXBOPIOBaHbY»  3amopi3bkoi  00JacHOI  paaM, BIJIUICHHS CEpLeBOl  HEeIO0CTaTHOCTI,
M. 3anopixKs

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannomizoBaHe, MOBIiHE cllille, M1ae00-KOHTPOIbOBAHE, 0AraTOIICHTPOBE NOCTiKeHHs (azu 2b s
OIIHKHA €(EeKTHUBHOCTI, OE3MEYHOCTI 1 MEPEHOCUMOCTI JIIKYBaHHS TepopaibHUM mpenapatom AZD9977 1
nanariiJo3MHOM Yy TALi€HTIB 3 CEepIEBOI0 HEJOCTaTHICTIO 3 (pakiiero BUKUIY JIBOTO IITyHOUKA
(®BJII) mmxye 55% Tta XpoHiYHOIO XBopoOow HHpok», D6402C00001, Bepcis 2.0 Big 06 >KOBTHS
2020 poky
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3asBHUK, KpaiHa TOB «ITIAPEKCEJI Ykpaina»

CrnioHcop, kpaina «Actpa3eneka Aby, IlIBemis / AstraZeneca AB, Sweden
CynytHi —

Marepiaiau/mpenaparu

CYIYTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0€e3MeYCHHS Oaexcanap KOMAPIJIA




Jonartok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Marepianu 1711 y9acHHUKIB AociipkeHHs: OnuTyBanbHUK «Barie 370poB’s 1 caMonodyTTs. 3aXBOPIOBAHHS
HUpoK 1 skicth KuTTa (KDQOLTM-36), Bepcis 1, 2000 pik, yKpaiHCbKOIO Ta POCIHCHKOI MOBaMH;
OnuryBambHUK «3arajbHe BpaKEHHS TMalli€eHTa TMPO CTYMIHb TSHKKOCTI CHUMIITOMIB — CEpIEBOi
HEJOCTaTHOCTI», YKpaiHChbKOIO Ta pociiickkoro mMoBamu; KC Ankera 3 Kapaiomionarii (Micto Kan3zac)
(KCCQ), Bepcis Big 18 kBiTHa 2008 poky, yKpaiHChKOW0 MOBOI; OnpocHHK 10 Kapauomuonatuu (I"opox
Kanzac) (KCCQ), Bepcis Big 09 tpaBus 2008 poky, pociiicekoro MoBoI0; [Hpmariitna Gpoirypa Mmoo
BeO-caliTy HaBiramiifHOT mporpamu 3a/uis OTpHUMaHHS iH(OpPMOBaHOI 3roaM mamieHTa, «AstraZeneca
D6402C00001 MIRACLE Consent Navigator», Bepcis 1.0, ykpaincbkoro moBoro; HudopmarmonHast
Opomrtopa o BeO-caiite «Hapuramus no nHGOpMHUpPOBAaHHOMY coriacuio», «AstraZeneca D6402C00001
MIRACLE Consent Navigator», Bepcis 1.0, pociiicbkor0o MOBOr0; JIMCTOK 3 migKa3KaMH MO0
BuKopucranHs roauHauka Apple Watch «Comunnuk Apple Watch Ta 3actocynok namienra AZ Miracle
D6402C00001», pemakiis 1.0, yKpaiHChbKOIO MOBOIO; PeKOMEHIAIMU MO0 HCIOJIL30BaHUIO yacoB Apple
Watch «Apple Watch u AZ Miracle — npunoxenune maruenta D6402C00001», Bepcist 1.0, pociiicbkoro
MOBoOW0; [H(opMariiHuiA JUCT 100 BHKOPHCTAHHS OHJAWH momaTtky s marienta AZ Miracle
(AZMiracleStudyStrings) Big 14 BepecHst 2020 poky, yKpaiHCBKOIO Ta poOCiiicbkor MoBamu; JIMCTOK 3
miJKa3KkaMu 1070 BUKOPHCTaHHs OHiaiH momatky aiast namientra AZ MIRACLE (HF), «3acrocyHok
narienra AstraZeneca MIRACLE D6402C00001», penakuis 1.0, ykpaiHchkor0 MOBOIO; PekomeHmamm
[0 HUCIMOJIb30BaHuI0 mpuiaoxenus s nanpenta AZ MIRACLE (HF), «AstraZeneca MIRACLE —
npwioxkenrne naruenra D6402C00001», Bepcist 1.0, pocilickkoro MOBOIO; JIMCTOK 3 MMigKa3KaMU IIOI0
BUKOpHUCTaHHs kuuMKa s cHy Withings «AstraZeneca MIRACLE kumumoxk jutst cay D6402C00001»,
penakuis 1.0, ykpaiHChKOIO MOBOIO; PekoMeHmaluu 1Mo WCIoJib30BaHHIO KoBpHKa juist cHa Withings
«Kospuk mns caa AstraZeneca MIRACLE D6402C00001», Bepcist 1.0, pociiicbkoto MoBow; [HCTpyKIIii
JUIS TIALI€HTIB 110JI0 CAMOCTIIHOr0 300py 3pa3KiB BIOMa, YKPATHCHKOIO Ta POCIHCHKOI0 MOBAaMHU.
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Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta gaTta

«PangomizoBane, MoBiiHE ciime, mIane00-KOHTPOIbOBAHE, OaraTOIEHTPOBE MOCTiKEHHS (azu 2b s
OIIHKU €()eKTUBHOCTI, O€3MEYHOCTI 1 IEPEHOCHMOCTI JIKyBaHHS NepopalbHuM mpenapatom AZD9977 i
nanariiIo3MHOM Y TMAlli€HTIB 3 CEpPLEBOI0 HEIOCTATHICTIO 3 (PAKIi€l0 BUKUAY JIBOrO MITyHOYKA
(®BJII) Hmxye 55% Tta xpoHiuHOIO XBOopoOor HHpok», D6402C00001, Bepcis 2.0 Big 06 >KOBTHS
2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

«Actpa3eneka Aby, lIBenis / AstraZeneca AB, Sweden

CynyTtHi
MaTepiaiu/mpenapari
CYNYTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jonatok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

Inentudikarist cyrTeBoi
MOTIPaBKH

OHOBJIEHUH TPOTOKOJT KIIIHIYHOTO BUIpoOyBaHHA M15-555 3 iHKOpIOpOBaHMMH AJIMIHICTPAaTHBHUMU
sminamu 1, 2, 3, 5,7, 8,9, 10 Ta 11 i [lonpaBkamu 1, 2, 2.02, 3, 3.02, 4, 5, 5.02, 6 ta 7 Bix 04 rpyaHs
2020 poky; Indopmaris mis namienta Ta iHpopMOBaHa 3rojja HA y4acTh Y HAyKOBOMY JOCTIPKEHHI Ta
HEOOOB’sI3KOBOMY JociipkeHHi, Bepcist 11.1 mis Ykpaiau Big 28 kBiTHS 2021 poky, yKpaiHCBKOIO Ta
POCIHCHKOIO MOBaMH.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 403 Binx 04.05.2016

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBane, mojBiiiHe ciine gocmipkeHHs, 11 ¢asu, 11 mopiBHAHHA mpenapary YmnaaaluuTHHIO
(ABT-494) y Burnani MoHoTepamii 3 METOTPEKCATOM, Y MAalll€HTIB 3 CEPEAHBOTSKKOI abo THKKOIO
(¢opMaMH aKTUBHOTO PEBMATOIHOTO apTPHUTY, 3 BIICYTHICTIO aJ€KBAaTHOI BIJNOBIJI Ha METOTPEKCaT»,
M15-555, 3 inkopniopoBaHUMH AAMIHICTpaTUBHUMU 3MiHamu 1, 2,3, 5,7, 8,9, 10 ta 11 1 [TonpaBkamu 1,
2,2.02,3,3.02,4,5,5.02 Ta 6 Big 30 uepBus 2020 poxy

3asBHUK, KpaiHa

«E66B1 biopapmackrotikans ['m6X», [lIBeiapis

Crnoncop, kpaina

AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIIHIYHHX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

Inentudikaris CyrTeBoi
MOTIPaBKH

Ckpinmoru «PRESORS (ckpunidr) + BIUIMB Ha MIKJIYBaJbHUKA» YKPAaiHCHKOI MOBOIO Il YKpaiHH,
Bepcia 1.0 Big 21.01.2021 p.; Ckpinmotu «OnutyBanbHuK PRESORS (ckpuHiHT) + mUTaHHS PO BIUIMB
Ha ocoOy, IO JOTsAae» pociiicbkoro MOBoOro 1isi Ykpainu, Bepcis 1.0 Big 21.01.2021 p.; Ckpinmotu
«PRESORS (Ha BUXigHOMY piBHI IIepea NpUHMaHHIM JI03H1)» YKPaiHChKOIO MOBOIO JJIsi YKpaiHH, BepcCis
1.0 Big 21.01.2021 p.; Ckpinmotru «OnutyBansHuk PRESORS (Buxiguwii cran 10 mnpuilMaHHS
mpernapary)» pociichbKoro MOBoOO it Ykpaiau, Bepcis 1.0 Bix 21.01.2021 p.; Ckpinmotu «PRESORS (na
BUXIJHOMY pIBHI Micls NpuUAMaHHSAM 703W) + BOnuB Ha mikilyBaJbHUKa» YKPaiHCHKOIO MOBOIO JIJIst
VYxpainn, Bepcist 1.0 Big 21.01.2021p.; Ckpinmoru «OnutyBanbHuk PRESORS (Buximuuii cran micis
NpUPMaHHAM Ipenapary) + NUTaHHS HOPO BIUIMB Ha ocoOy, IO JOMIIAJAE» POCIHCHKOI0 MOBOKO IS
VYkpainu, Bepcis 1.0 Big 21.01.2021p.; Ckpinmoru «PRESORS (Bpanii)» ykpaiHCBKOIO MOBOIO IS
VYkpainu, Bepcis 1.0 Bix 21.01.2021 p.; Ckpinmotu «OnutyBanbHuk PRESORS (3amoBHIoBaTH BpaHiii)»
pociiicekoro MOBOrO it Ykpainu, Bepcis 1.0 Big 21.01.2021 p.; Ckpinmoru «PRESORS (yBeuepi) +
By Ha mikiyBaJIbHUKa» YKpaiHCbKOIO MOBOMO i Ykpainu, Bepcis 1.0 Bix 21.01.2021 p.; CkpiHIIOTH
«OnuryBanbHuk PRESORS (3amoBHIoBatH BBeuepi) + MUTaHHS MPO BIUIMB Ha 0COOY, IO JOTJISIIAE»
pociiicbkoro MoBoro i Ykpainu, sepcist 1.0 Big 21.01.2021 p.; Cxpinmoru «PRESORS (nepen caom) +
BnnuB Ha mikiayBanbHUKa» YKpaiHCbKOIO MOBOMO Juist YKpainu, Bepcis 1.0 Bix 21.01.2021 p.; Ckpinmoru
«OnutyBanbHUK PRESORS (3amoBHIoBaTH mepes CHOM) + MUTAaHHS PO BIUIMB Ha 0CO0Y, IO JIOTJISIAE )»
pociiicbkoro MoBow s Ykpainu, Bepcis 1.0 Bim 21.01.2021p.; CkpiHmorun «3anmuTaHHS OO
MpUIMaHHS JOCIIPKYBAHOTO Mpenapary» yKpaiHCbKOIO MOBOIO A Ykpainu, Bepcis 1.0 Big 21.01.2021
p.; Ckpinmorn «/lociiykeHHsT NPUMHATHOCTI Ta CMAaKOBUX SKOCTEH JOCHIPKYBAaHOTO JIKapChKOTO
npenapaTy» pociicbkoro MoBor A Ykpainu, Bepcis 1.0 Big 21.01.2021 p.; Ckpinmoru «lHpopmaris
po MIKJIyBaJIbHUKA» YKPaiHChKOIO MOBOIO Juid Ykpainu, Bepcis 1.0 Big 21.01.2021 p.; CkpiHIIoTH
«Iunopmaris npo ocoly, MO IOTIsAae» POCiicbkoro MOBOO Juist YKpainu, Bepcis 1.0 Bix 21.01.2021 p.;
Ckpinmotu «Janssen 53718678RSV3001 Other Subject Facing Text» ykpaiHCbKOI0 MOBOIO JUIsl YKpaiHHy,
Bepcis 1.0 Bixm 21.01.2021 p.; Ckpinmoru «Janssen 53718678RSV3001 Other Subject Facing Text»
pociiicbkoro MoBoto st Ykpaiau, Bepcis 1.0 Bim 19.01.2021 p.; Cxpinmoru «lllogeHHUK HaBYaHHSI
YKpaiHChKOI0 MOBOIO Juisl YKpainu, Bepcist 1.0 Big 21.01.2021 p.; Ckpinmoru «HaBuanbHUI MOAYIb)
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pociiicbkkor0 MOBOIO it YKpainu, Bepcist 1.0 Big 21.01.2021 p.; MapkyBaHHS Ha IUIaHIIET, Janssen
DAISY 53718678RSV3001, ykpaiHChkol0 MOBOIO 11 YKpainu, Bepcis 1.0; MapkyBaHHS Ha TUIAHIIET,
Janssen DAISY  53718678RSV3001, pociiickkoro MoOBow sl YKpainu, Bepcis  1.0;
«Jormsmau. Koportkuii mocionmk. Janssen 53718678RSV3001 (DAISY)» ykpaiHCBKOIO MOBOKO IS
Vkpaian, Bepcist 1.0; «Ocoba, mo gorasgae. KopoTke OBiIKOBE KEpIBHHUIITBO Janssen
53718678RSV3001 (DAISY)» pociiicekoro MoBow s Ykpainu, Bepcis 1.0.; Kaprka-monska
yKpaiHCbKOI0 MOBOI0; KapTka-nojaska pociiicbKoro MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PangomizoBaHe, TMOABIMHE clie, IIANEe00-KOHTPOIbOBAaHE MAOCHIKeHHS (a3su 3 I OLIHKH
e(eKTUBHOCTI Ta OE3MEeYHOCT] pijeMaToBipa y HEMOBJIAT Ta AiTel (BiKoM Bix > 28 nHiB 10 < 5 pokiB) Ta
3roJIoM y HOBOHApOIXKeHUX (BikoM < 28 JHIB), FOCMITATi30BaHUX 3 IPUBOY IOCTPOi 1H(PEKIiT JUXaTbHUX
IUISXiB, CIPUYMHEHOI pecmipaTopHO-cuHImTIansbauM  Bipycom (PCB)», 53718678RSV3001, Bix
17.08.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Crnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJA




Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

Inentudikaris CyrTeBoi BxmtoueHHs 101aTKOBUX MiCIlb IPOBEICHHS KIIIHIYHOTO BUIIPOOYBaHHS |
MOTIPaBKH

Ne I1.1.B. BiAIOBIMAJILHOTO HOCHITHUKA

/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1 | x.m.H. JIutBuHOBa T.B.

Komynanene mianpuemctBo «KpuBopizpka Mickka kiiHiuHa JikapHs Ne 8» KpuBopizpkoi
MICBKOI paju, neaiaTpuyHe BiagiieHHs, J[HIMPOBCHKUIN Nep)KaBHUM MEIUYHUN YHIBEPCHUTET,
kadeapa memiarpii, CiMEHOT MEIUIIMHYU Ta KIIIHIYHOT J1a00paTOPHOI IarHOCTUKU (aKyIbTETy
MICIAIUIUIOMHOI OCBITH, M. Kpuswii Pir

2 | n.mH., ipod. Hesroma LI

KomyHaneHe HekoMepLiliHe mianpueMcTBo «BiHHMIIbKA 00acHa KiIiHIYHA TUTsI4Ya iH(peKiiHa
nikapHs Binaunbkoi oOnacHOi paau», 1HQeEKUiHHO-OOKcoBaHe BiIAUIEHHS, BiHHMIBKUI
HallloHaIbHUI MenuuHuil yHiBepcuteT iM. M.L. TluporoBa, xadeapa AUTSYMX THPEKIIHHUX
XBOp0O, M. BiHHUIIS

3 | a.M.H., mpod. CwmisH O.L

KomynansHe Hexomepriiiine mianpueMcTBo «Jlutsda wiiHiuHa JjikapHs Cstoi 3iHaAimm»
Cymcbkoi Micbkoi panu, iHGekuiiine BiaauieHHs Nel, CymMcbkuil aep:kaBHUI yHIBEPCHUTET,
kadenpa neiatpii, M. Cymu

Howmep Ta nara Hakazy —
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
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Hasga xiiniuHOTO «PangomizoBaHe, mOJABiiiHEe ciine, TIANe00-KOHTPOIbOBaHE JAOCHiKEHHS (asum 3 i OuiHKH

BHUIPOOYBaHHS, KO, e(eKTUBHOCTI Ta 0E3MEYHOCTI plIeMaToBipa y HEMOBJIAT Ta AiTeH (BIkOM BiJ > 28 qHIB 70 < 5 pOKiB) Ta

Bepcis Ta Jara 3roJIOM Y HOBOHApOKEHUX (BiKOM < 28 JTHIB), TOCIITaIi30BaHUX 3 MIPUBOAY TOCTPOI iH(EKIIi JUXaTbHUX
NUSIXIB, CHPUYMHEHOI pecmiparopHo-cuHIMTIabHUM Bipycom (PCB)», 53718678RSV3001, Bin
17.08.2020 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HBy, benbrist

CnoHcop, kpaina «IHCCEH ®APMAILIEBTUKA HB», benbris

CynyTHi —

Marepiaiau/mpenaparu

CYITYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0€3MeYCHHS Oaexcanap KOMAPIJIA




Jonatok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikanis cyrreBoi 3any4eHHs JOAATKOBUX MICIb IPOBEJACHHS KIIHIYHOTO BUIPOOYBAHHS |
MTOIIPaBKH Ne I1.1.b. BiAmIOBIAAILHOTO JOCHIIHUKA
n/n HasBa micus nmpoBeeHHs KITIHIYHOTO BUIPOOYBaHHS

1 | mikap Cxubano C.A.

Mennuauit  nentp  «Ox!KiiHik+»  ToBapucTBa 3  OOMEKEHOI  BIIIOBITAIBHICTIO
«MDKHApOAHHUIA THCTUTYT KIIHIYHUX JOCIHIKCHBY, BT TaCTPOSHTEPOJIOTII Ta TemaToiorii
CTaIlioHApHOTO BijyIiIeHHs, M. KuiB

2 | mixap FOpkiB A.€.

KomynansHe Hekomepiiiiine mianpueMcTBo «Opecbka obiacHa KiiHIYHA mikapHs» OnechbKoi
00J1acHOT painy», 00JaCHUI racCTPOSHTEPOJIOTIYHUH IICHTP, MOMIKTiHIYHE BiyIieHHs, M. Oneca
3 | x.m.H. [TorbonkiH €. L.

Menuunuii  1eHTp  ToBapucTBa 3  OOMEKEHOI  BIANMOBIAANBHICTIO  «JlialleHTpy,
racTPOCHTEPOJIOTIYHE BiUIICHHS , M. 3alIOPIAOKsS

4 | 3aB. BigauieHHsSM 300piBchkuit .M.

KomyHnaneHe HekoMmepuiiiHe mianpueMcTBo JIbBiBcbkOi oOmacHOi panu «JIbBiBChbKa oOsiacHa
KJIIHIYHA JIIKapH», Xipypriude BiauieHHs Nel, m. JIbBiB

5 | mixap Pimxo S.®.

KomyHnansHe HEKoMepIliiHEe MiIMPUEMCTBO «3akapriarcbka oOjacHa KIHIYHA JIIKapHS 1MEHI
Annpis  HoBaka» 3akapnarchkoi o00nacHOi paau, TacTPOSHTEPOJIOTiUHE —BiJALICHHS,
M. YKropoJ

6 | k.m.H. TomamkeBuy I'.1.

KomyHaneHe HekoMeplliiiHe MianpueMcTBO «BiHHUIBKA MichbKa KiiHIYHA JikapHs Nely,
racTpOEHTEPOJIOTiuHe BiAIIICHHS, BIHHUIIbKMI HAIllOHAIBHUI MEIUYHUIN YHIBEpPCUTET IMEHI.
M.I. ITuporosa, kadeapa nponeaeBTUKYA BHYTPIITHBOI METUIIMHY, M. BiHHUIIS
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

PannomizoBane, moBiifHE ciirne, miane00-KOHTpoaboBane nociimkenHs 11 ha3u 3 ananTUBHUM THU3aiiHOM
3 Metoro ominku npemnapary LY3471851 (NKTR-358) y naiieHTiB i3 aKkTHBHHM BHPA3KOBHUM KOJIITOM BijI
MOMIpPHOTO J10 TspKKOTo nepediry, JIP-MC-KFAH, Bepcis 3 monpaskoro (a) Bix 18 nmuctonama 2020 poky

3asBHUK, KpaiHa

«Eni Jlinmi Bocrok CAw, IlIBelinapis

Cnoncop, kpaiHa

Euni Jlinmi enn Komnani, CHIA / Eli Lilly and Company, USA

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Onexkcanap KOMAPIJA




Jonatox 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

Inentudikaris cyrTeBoi
MOTIPaBKH

OHOBJIEHUH TIPOTOKOJ KJIIHIYHOTO BHMpoOyBaHHS M16-000 3 iHKOPHIOPOBAaHUMH aJMiHICTPATHBHUMH
sminamu 1, 2, 4 ta mompaBkamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Bix 30 nucromana 2020 poky; [adopmarist ams
naiieHTa Ta iHpopMoOBaHa 3rojla Ha y4acTh Y HAYKOBOMY JIOCIIIJDKEHHI Ta HEO0OB I3KOBOMY JTOCIIIIPKECHHI,
Bepcia 7.0 mnms Ykpainm Big 17 Oepesnst 2021 poky, YKpaiHCBKOIO Ta pPOCIMCHKOIO MOBaMHu; 3MiHA
BIJINMOBIJAJILHOTO JIOCJIITHUKA Ta 3MiHA HA3BU MICIS IPOBEACHHSI KJIIIHIYHOTO BUMPOOYBaHHS:
byno Crano

nikap Mapxesuu LJL|

Memnunuii niearp «Ox!KoiHik+» TOBapucTBa 3
00MEXEHOI BIAMOBIMANBHICTIO «MIDKHAPOIHUMA
IHCTHTYT KJTIHIYHUX JOCITIKCHbY, TEPAIIEBTUYHE
BIIJIIJIEHHST 3 TaCTPOSCHTEPOJIOTIYHUMH JIKKaMH,
M. KuiB

nikap [apunna H.IT.
Mennunuit uentp «Ox!Kiinik+» ToBapucTBa 3
00MEXEHOI0 BIAMOBIMANBHICTIO «MiXKHAPOIHUMA
IHCTUTYT  KIIHIYHUX  JIOCHIJDKCHBY»,  BIIIUI
racTPOEHTEPOJIOTII Ta renarToorii CTalioHAPHOTO
Bigminenss, M. Kuis

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 341 Bi126.02.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«baratoueHTpoBe, paHA0MI30BaHe, MOJBIMHE Clline, MIane00-KOHTPOJIbOBaHE S2-THKHEBE JAOCIIIKEHHS
HNIATPUMYIOYOi Ta BIJKPUTOI MPOAOBXKEHOI Tepamii A8 OIIHKM e(QEeKTHMBHOCTI Ta Oe3Ne4HOCTI
picaHkizymMaly y mamieHTiB 3 xBopoOoto Kpona», M16-000, 3 iHKOPIOPOBAaHUMH aJIMiHICTPATHBHUMHU
3miHamu 1, 2, 4 ta monpaBkamu 1, 2, 3,4, 5, 6 Ta 7 Big 29 munas 2020 poky

3asiBHUK, KpaiHa

«E60BI1 biopapmacsrotikanz ['mOX», [lIBeitapis

CnoHcop, kpaiHa

AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Oaexkcanap KOMAPIIA




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa mochinnuka mis denedpyrunioy (RO7010939, GDC-0853), Bepcis 10 Bixg rpyans 2020 p.;
®dopma iHpopMOBaHOi 3roau, Bepcist 3.0 s YKpaiHu yKpaiHChKOO Ta pOCiHChKO0 MOBaMU Bix 05 KBITHS
2021 p. Ha ocHoBi MaiicTep-Bepcii ¢popmu iHDopMoBaHOi 3roau utst nociimpkenas GN41791, Bepceis 3, Bin
09 Bepecus 2020 p.; Kaptka yyacHuka gociimkeHHs, Bepcis 1 Big 24 ceprus 2020 poky, yKpaiHChbKOIO Ta
pociiicekoro MoBamu; JlojaBaHHA anbTEpPHATHBHOTO BUPOOHMKA JIOCIIKYBAaHUX JIIKAPCHKUX 3ac00iB
O®enebpytuni6 mo 100 Mmr, TabneTku, BKPHUTI IUTIBKOBOIO 000JoHKOIO Ne64 Ta mmamebo 2 10
®enebpyTuHiOy, TaONeTKH, BKPHUTI IUTIBKOBOIO 00010HKOI0 Ne64 - Pecidapm Jleranec C.JL.IO. Kamne
Ceepo Ouoa 13, Jleranec 28914, Icnanis; JlomaBanus 3pa3ky mapkyBaHHs @eneOpytunié mo 100 wmr,
TaOJETKH, BKPUTI TUTIBKOBOIO 000JI0OHKOIO 200 miane6o Ne64, yKpaiHCHKOIO MOBOIO albTEPHATHBHOTO
BupoOHuka Pecidapm Jleranec C.JL.IO. Kamne Cesepo Ouoa 13, Jleranec 28914, Icnanis; OHOBIEH1
PO3AUIN TOChE JTOCIIKYBaHUX JTIKapChbKUX 3aco0iB GereOpyTunio (2.1.P.2 Pharmaceutical Development,
2.1.P.3.1 Manufacturer(s), 2.1.P.5.4 Batch analyses, 2.1.P.8.1 Stability summary and conclusion, 2.1.P.8.3
Stability data, 2.1.A.2 Adventitious Agents Safety Evaluation) Ta renepuune nnane6o 10 GpeHeOpyTHHIOY
(2.1.P.3.1 Manufacturer(s), 2.1.P.5.4 Batch analyses, 2.1.P.8.1 Stability summary and conclusion,
2.1.P.8.3 Stability data, 2.1.A.2 Adventitious Agents Safety Evaluation) Bix 06epe3nst 2021 p.; OHoBneHuit
PO311LT AOCHE JOCTIIKYBaHUX JIIKApChKUX 3ac00iB u1anedo 10 GpeHedpyTuHioy, okpenizymad Ta mianedo
710 okpenizyma0y Bix 6epesns 2021 p.: 2.1.P.3 Manufacturer(s)

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2554 Bix 09.11.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«BATATOLIEHTPOBE PAHJIOMIZOBAHE IIOJBIMHE CJIIIE JOCJIKEHHS ®A3M 11 Y
IMAPAJIEJIbBHUX TPYIAX 3 TIOJBIMHUM KOHTPOJIEM IDIALIEBO JJI1 OIIHKU
E®EKTUBHOCTI TA BE3IIEYHOCTI ®EHEBPYTHHIBY TTIOPIBHAHO 3 OKPEJII3YMABOM VY
JOPOCJIMX MAHIEHTIB 3 TIEPBUHHUM ITPOI'PECYIOUMM PO3CIIHUM CKJIEPO30My,
GN41791, Bepcis 3 Bin 09 BepecHs 2020 p.
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3asBHUK, KpaiHa

ToBapucTBO 3 0OMEKEHOIO BiAMOBiAaIbHICTIO «Pom Ykpainay

Cnoncop, kpaiHa

®. Xodpdmann-JIs Pom JItn, [IBeiimapis

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

I'enepanbuuii fupexrop Aupexkropary

(dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Oaekcanap KOMAPIIA



JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Jocwe mocaimkyBaHoro Jikapcbkoro 3aco0y BAY 1841788 Bepcis 028 Big 04 Gepesns 2021; Bpomrypa

Hocnignuka Bepcis 6.0 Bix 04 6epe3ns 2021 pazom 3 mpuMITKOO 10 AoKyMeHTa Bepcis 1.0 Big 19 6epe3ns
2021

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Bigkpure, OJHOTPYNOBE, IOJATKOBE JIOCTIDKEHHS JUIsl 3a0e3MEYCHHS IPOJIOBXKCHHS JTIKYBaHHS
JIapoJlyTaMiJioM TMalli€HTiB, sKi Oyl BKJIIOYEHI Yy TMOMEepenHi IociifykeHHs KommnaHii baifep.»,
BAY 1841788/20321, Big 02 ciumsg 2020

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

CrnoHcop, kpaina

baiiep Konceromep Kep AT, IIBeiinapis

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTok 23
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnenuit po3zain P.8 «CrabinpHICT» 13 3BiTaMu 31 cTabubHOCTI JlOCKE JOCHIKYBAHOTO JIIKAPCHKOTO
3aco0y YmnamanutuHio (ABT-494), Bepcis 6.0 G UA Bin 24 6epe3ns 2021 poky; [logoBxkeHHsT TepMiHY
MPUIATHOCTI JJOCIIKYBAHOTO JTiKapChKOTo 3aco0y YnagauutuHio (ABT-494), tabnerku (ER-All) 7,5 mr,
110 60 MicswiB

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 48 Big 19.01.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«baratoneHTpoBe, paHAOMI30BaHe, IOJBIMHE cCiine, IUIane00-KOHTPOJIbOBAHE MOCHIDKCHHS 3 OLIHKH
0e3meyHocTi Ta eeKTHBHOCTI npenapary Ynamgauutuaid (ABT-494) mis iHgyKnidHOT Ta mMiaTpUMyH0Yoi
Tepanii y Mali€HTIB 3 CePeIHbOTKKOI0 a00 TSKKOI (popMaMu aKTMBHOTO BHPA3KOBOTO KOJNiTy», M14-
234, 3 iHKOpIIOpOBaHUMH AMiHICTpaTUBHUMU 3MiHamu 1, 2 1 3 (tuteku ans Kananm) ta IlonmpaBkamu
0.01,0.02, 1, 2, 3,3.01, 4, 5 ta 6 Bixg 31 nunus 2020 poxy

3asiBHUK, KpaiHa

«E60BI1 biopapmacsrotikanz ['MOX», llIBeitnapis

Cnoncop, kpaina

AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Honatok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Onosnenuit po3zain P.8 «CrabinpHICTB» 13 3BiTaMH 31 cTabuibHOCTI JlOChe AOCHIHKYBAHOTO JIIKAPCHKOTO
3aco0y Ymanauutuni6 (ABT-494), Bepcis 11.0 C UA Big 24 Gepesnst 2021 poky; IlomoskeHHs TepMiHy
MPUIATHOCTI JTOCIIKYBaHOTO JIiKapchKoro 3aco0y Ynamanutunio (ABT-494), tadbnerku (ER-all) 7,5 wmr,
110 60 MicswiB

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1465 Big 08.08.2018
Ne 1465 Bix 08.08.2018
Ne 2110 Bix 16.09.2020
Ne 296 Bin 11.02.2020

Ne 1468 Bixm 21.11.2017
Ne 1896 Bix 27.08.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararonienTpoBe, paHIOMI30BaHE, IMOJABIIiHE ciine, IUIale00-KOHTPOJIbOBAaHE  JIOBIOCTPOKOBE
MIPOAOBXKEHE JIOCHIDKEHHS MIATPUMYIOYOi Tepamii JUisi BHUBYEHHS €QEKTHUBHOCTI Ta Oe3NeYHOCTI
VnananutuniOy (ABT-494) y namienTiB 3 xBopooorw Kpona, siki 3aBepmmnu gociimxeHs M14-431 uu
M14-433», M14-430, inxkoprnopoBanuii mompaBkamu 1, 2, 3, 4 Ta 5 Big 29 xBitHa 2020 poky;
«baratoueHTpoBe, paHJI0Mi30BaHe, MOBINHE ciine, T1aned0-KOHTPOJIbOBAHE TOCHTIKEHHS 1HAYKIIHHOT
Tepamii 17151 BUBUEHHs e(heKTUBHOCTI Ta 6e3neuHocTi YnagauutuHioy (ABT-494) y naiieHTiB 3 XBopoOoIO
Kpona Bif cepeqHbOBa)KKOi 10 BaXKOi (pOpMHU aKTUBHOCTI, Y SIKMX BMHMKJIa HEaJleKBaTHA BIJINOBLAb YU
HENepeHOCUMICTh CTaHJIapTHOI Ta/abo Giosoriynoi Tepamii», M14-433, inkopnopoBaHuii monpaBkamu 1,
2, 3,4 1a 5 Big 29 xBitHs 2020 poky;

«Bingkpute nocmimkenns 3b $ha3u 3 OIiHKH NPOIOBKEHHS Teparil yagauuTHHIOOM Y JOPOCIHX TaIliEHTIB
3 aTOMIYHUM JIEPMATUTOM BiJl TIOMIPHOTO JIO BaXKOTO CTYIEHS TSDKKOCTI, SIKI 3aBEPIIMIIM JIKYBaHHS Y
Mexax gociimpkenHs M16-046», M19-850, Bepcis 5.0 Big 07 ciuns 2021 poky;

«IIporpama paHIOMI30BaHUX, IUIANE00-KOHTPOIHOBAHUX TMOJBIMHUX CIIMHUX TOCHIKeHb ¢azu 3 i
OLIHKA e(peKTUBHOCTI Ta Oe3mevyHocTi YmHajauuTHHIOy y JOpOCIHMX TMAIi€HTIB 3 aKClaJbHUM
cnoHuioaptputomy», M19-944, Bepcis 3.0 Bix 01 mororo 2020 poky;

«PangomizoBane, mojBiiiHe ciine gociipkeHHs, |l ¢a3u, nns nopiBHSAHHA npenapary YmnagaluTHHIO
(ABT-494) 3 mnamne6o Ta 3 ananiMyMaOoM y MAIi€HTIB 3 AKTUBHUM TICOPIaTHYHUM apTPUTOM, SIKi MAIOTh B
aHaMHe31 HeaIeKBaTHY BiNOBIIb MPUHANMHI Ha OJIMH HEO10JI0TTYHUN XBOPOOO-MOAU(IKYIOUHIA




2 MIPOJIOBXKEHHS Jj0/1aTKa 24

nporupeBMarnuaunii  nipenapar (XMIIPIT) — SELECT — PsA 1», M15-572, 3 iHkopmopoBaHUMHU
aJMiHICTpaTUBHUMU 3MiHamu 1, 2, 3, 4 1 5 ta [TonpaBkamu 1, 1.01 (st VHP kpain) 2, 3, 4, 5 ta 6 Big 15
tpaBHs 2020 poky;

«PanmomizoBaHe, OJBIlHE clIine, TUIane00-KOHTPOIbOBaHEe HocCiikeHHss Da3u 3 i OLIHKH Mpenapary
yIaJalUTHHIO y MTITKIB Ta JOPOCIUX MAI[IEHTIB 3 MOMIPHUM Ta TSHKKHUM aTOMIYHUM JIEPMATHTOM),
M16-045, Bepcis 5.0 Bix 29 kBiTHs 2020 poky

3asiBHUK, KpaiHa «E60Bi biopapmacsrotikan3 ['MmOX», [lIBeitnapis
Croncop, kpaina AbbVie Inc., USA

CynyTtHi —

MaTepianu/mpenapari

CYNYTHBOI Teparii

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




JonaTtok 25
70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnennit po3zain P.8 «CrabinpHICTB» 13 3BiTaMM 31 cTabuIbHOCTI JlOChe AOCIIKYBAHOTO JIIKAPCHKOTO
3aco0y Ynaganutunio (ABT-494), Bepcia 6.0 E UA Bin 24 Gepesnst 2021 poky; IlomoBxkeHHST TepMiHY
MPUIATHOCTI JJOCIIKYBAHOTO JTiKapChKOTo 3aco0y YnagauutuHio (ABT-494), tabnerku (ER-All) 7,5 mr,
110 60 MicswiB

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 490 Bix 05.05.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararouentpose, TpuBasie noaoBxkeHe gochimkeHHs Il dasu 3 omiHku 6e3nmedHocTi Ta ehEeKTHBHOCTI
Ynagauutunioy (ABT-494) y mamienTiB 3 BupazkoBuM Komitom», M14-533, 3 iHKOpHOpOBaHUMHU
AnmiHicTpaTUBHUMU 3MiHamu 1, 3, 5, 6, 7 1 8 (Tineku aiia Kananu) ta [lonpaskamu 0.01, 1, 2,3, 4,512 6
BiJ 31 nunua 2020 poky

3asiBHUK, KpaiHa

«E066B1 biopapmackrotikan3 ['m6X», [lIBeiinapis

Crnoncop, kpaina

AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




JonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

3MiHa Ha3BU MiCllb IPOBEICHHS KIIHIYHOTO BUPOOYBAaHHS:

byno

I.M.H., ipo¢. Makenoncekuii 1.O.

KomyHnanpuuit  3aknmag  «JlHIDponeTpoBChKUIA
CICIIaTi30BaHAA KIIHIYHUA MEIUYHUN EHTP
MaTepi Ta JUTHHH 1M. npod. M.D.PynueBay
JHinporeTpoBchbkoi 00JIACHOI paad, KIIHIKO-
JIIarHOCTHYHE BiAAUIeHH, M. JIHITIpO

Crano
J.M.H., ipo¢. Makenoncekuit 1.O.
KomyHnanbhe HiAPHUEMCTBO
«/IHIpOTIeTPOBCHKU I crieniaai30BaHui

KJIIHIYHUA MEAUYHHH LIEHTP Matepi Ta JUTHHHU
iMm. mpodp. M.®D. PynueBa» JIHIIpomeTpoBCHKOL
o0OJracHO1 paam, KJIIHIKO-1arHOCTUYHE
BiyIIeHHs, M. J{Hinpo

3aB. BiJl. Pynosa O.1.

KomyHnaneHa ycTtaHoBa «3amopi3bka oOacHa
KJIIHIYHA JUTs4a JIKapHsa» 3arnopi3bkoi 00sacHoi
panu, KapA10peBMaTOJIOTIUHE BIJIIUICHHS,
M. 3amopixoKs

3aB. Bia. Pynosa O.L

KomyHnanbHe  HekoMepIliiiHE  HIANPUEMCTBO
«3arnopi3bKka obJlacHa KIJIIHIYHA JUTSYa JIIKApHs»
3anopi3bKoi obacHo1 panu,
KapAiopeBMAaTOJIOT4He BiIITIEHHS,
M. 3anopizoKs

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1849 Bix 11.08.2020

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannmomizoBaHe, OaratoleHTpoBe, MOJIBiiiHE cIiime, mianedo KOHTPOJIbOBaHE, B MapalelibHUX TPyMax,
KOHTPOJIbOBaHE 3a TOMISAMH KJIIHIYHE JOCTI/DKEHHS 3 TOCTIJOBHUM BKIIOUEHHSIM TPYI, 3 TEPioioM
BIJIKpUTOTO TIOJOBXKEHOTO JIKYyBaHHS JJs OLIHKK €(EeKTUBHOCTI Ta Oe3MeyHOCTi CeJeKcimary, siK
JIOTAaTKOBOI Teparlii 10 CTaHAapTHOI CXeMH JIIKYBaHHS y JiTeH BIKOM BiJ >2 10 <18 pOKiB 3 JEre€HEBOIO
aprepianbHoIo rineprensieto», AC-065A310, Bepcis 4 3 monpaskoro Amendment 2 Bix 13.10.2020p.

3asBHHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris
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CnoHcop, kpaina

«IHCCEH ®APMAIEBTUKA HBy, benbris

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

Ouaekcanap KOMAPIIA



Jonatok 27

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX ITOIPABOK»
02.06.2021 Ne 1102

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnmimnuka JNJ-61186372 (amivantamab), Buganus 5 Bim 08.03.2021 p.; «A 1o, sk icHye
IHIIMH TAXiA 70 JTIKyBaHHS PaKy JIereHb, Ha KU BH xBopiere?», 61186372NSC3001- UKRO3, Bepcis
1.0 Bim 17.07.2020 p., yKpaiHCHKOIO MOBOIO; «AJBTEpPHATUBHUHN MiJIXiA [0 JIKyBaHHS paKy JETreHbY,
61186372NSC3001- RUUO3, Bepcis 1.0 Big 17.07.2020 p., pociiicbKOI0 MOBOIO; «A M0, SK ICHYE 1HIIHNA
MiOXi1 70 JIKyBaHHS paKy JIereHb, Ha kUil BU xBopieTe?», 61186372NSC3001- UKRO6, Bepcist 1.0 Bix
17.07.2020 p., YKpaiHCBKOIO MOBOIW; <«AJBTEPHATUBHUIN MiAXiJ 1O JIKYBaHHS pPaKy JIET€HbY,
61186372NSC3001- RUUO06, Bepcia 1.0 Bim 17.07.2020 p., pociiicbkkoro MoBow; «lHpopmariiHui
Oronetenp mociimkerHs», 61186372NSC3001- UKR23, Bepcis 1.0 Bim 17.07.2020 p., yKpaiHCBKOIO
MoBOI0; «IH(opmariliHuii OroJIeTeHh PO JociipKeHHs», 61186372NSC3001- RUU23, Bepcis 1.0 Bin
17.07.2020 p., pociiicekoro MoBoto; @izuune GpynkuionyBanas — Koportka gopma 8c — 7 auiB, PROMIS
SF v2.0, ykpaincekoro mMoBoro Bif 14.12.2020 p.; Hlonenne ¢ynkuionyBanus — Kopotka ¢opma 8c. 7
nHiB, PROMIS, pociiicbkoro MoBoto Big 21.07.2019 p.; 3pa3zok 3HiIMKIB ekpaHy «HaBuanbHuil Moaynb 13
KOPUCTYBaHHS IulaHIIeToM», Bepcis 1.00 ykpaincekoro MoBoto Bix 11.09.2020 p.; 3pa3ok 3HIMKIB €KpaHy
«HaBuanbHUIl MOy b 13 KOpUCTYBaHHS IUTaHIIETOM», Bepcid 1.00 pociiicekoro moBoto Big 11.09.2020 p.;
3pa30k 3HIMKIB ekpaHy «Bka3iBKM Ui Halli€eHTa O MOYaTKy ONUTYyBaHHs», Bepcis 1.00 ykpaiHCbKOIO
MoBoto Bix 08.10.2020 p.; 3pa3ok 3HIMKIB eKkpaHy «BuxinHi 1HCTpyKuUli Ans maimieHta», Bepcis 1.00
pociiicekoro MoBoto Bix 09.10.2020 p.; 3pa3ok 3HIMKIB ekpaHy «Bxka3iBku Ui malli€eHTa Micis
3aBepIICeHHs onuTyBaHHs», Bepcia 1.00 ykpaincpkoro moBoro Bif 08.10.2020 p.; 3pa3ok 3HIMKIB €KpaHy
«Kinuesi 1HCTpYKIiT uis marieHTay, Bepcia 1.00 pociiicekoro Mmoot Big 09.10.2020 p.; 3pa3ok 3HIMKIB
expany «EQ-5D-5Ly, Bepcis 1.00 ykpaincbkoro MoBoto Bif 26.10.2020 p.; 3pa3ok 3HIMKIB ekpaHy «EQ-
5D-5Ly, Bepcisa 1.00 pociiicbkoro MoBoto Bix 26.10.2020 p.; 3pa3zok 3HIMKIB ekpaHy «IHTepB’to EQ-5D-
5Ly, Bepcis 1.00 ykpaincbkoro MoBoto Bij 05.11.2020 p.; 3pa3ok 3HIMKiIB ekpaHy «IHTepB’10 EQ-5D-5Ly,
Bepcis 1.00 pociiickkoro MoBor0 st Ykpaiau Big 26.10.2020 p.; 3pa3ok 3HIMKIB exkpany «QLQ-C30»,
Bepcia 1.00 ykpaincekoro moBoro Bif 08.10.2020 p.; 3pa3zok 3HiMKiB ekpany «QLQ-C30», Bepcis 1.00
pociiicekoro MoBoto Bia 09.10.2020 p.; 3pasok 3HiMKIB ekpanHy «laTepB’to QLQ-C30», Bepcis 1.00
yKpaiHcbkoro MoBowo Juist Ykpainu Bijg 08.10.2020 p.; 3pa3ok 3HIMKIB ekpany «lHTeps’to QLQ-C30»,
Bepcis 1.00 pociiicbkoro MoBoto st Ykpainu Big 09.10.2020 p.; 3pazok 3HiMKIB ekpany «PROMIS PFy,
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Bepcisa 1.00 ykpaincekoro MoBoto Bix 18.12.2020 p.; 3pa3ok 3HiMKIB ekpany «PROMIS PF», Bepcis 2.00
pociiicbkoro MoBoIO Bix 16.10.2020 p.

Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 614 Bix 01.04.2021

HasBa kjiHI9HOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe BifkpuTe KiIiHIYHE gocmikeHHs @®a3um 3 komOiHamii AwmiBantamaby Ta Tepamil
Kap6omnatunom Ta Ilemerpexcenom y mopiBHsHHI 3 KapOornarun-Ilemerpekcenom y mnami€eHTiB 3
MICIIEBO-TIOIIMPEHUM a00 METAaCTaTUYHUM HeIpiOHOKIITUHHUM PAaKOM JIET€Hb 3 MYTAIi€I0 PEIenTOpiB
emigepmanbHoro (akropa pocry (EGFR) 3i BctaBkamu B ex3oni 20 (Exon 20ins)», 61186372NSC3001,
Bin 17.07.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HBy», benbris

CrnoHncop, kpaina

«IHCCEH ®APMAIEBTUKA HBy, benbris

CynyTtHi
MaTepianu/mpenapari
CYNyTHBOI Teparii

I'enepanbuuii nupexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTok 28

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KIIIHIYHHX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa nocninanka MK-3475, sunanns 20 Bix 08 6epesnst 2021 poky, aHTIIHCHKOI0 MOBOIO; bpornrypa
nocmigauka MK-1308A, Bumanns 1 Big 26 mrororo 2021 poky, aHrIiHCbKO MOBOM; bporrypa
nocmigauka Belzutifan (MK-6482), Bunanns 8 Big 25 motoro 2021 poky, aHTIIIHCHKOI0 MOBOIO; YKpaiHa,
MK-6482-012, Tndopmariis Ta TOKyMeHT 1po iHPOpMOBaHyY 3roay i maiieHnta, Bepcis 02 Bix 12 kBiTHs
2021 p. ykpaiHCBKOIO MOBOIO, CTBOPEHa Ha OCHOBI TiobanbHOro mabiony, Bepcis 1.01 Big 25 Oepesns
2021 p., a Takoxx 1Ia0JOHY, 3aTBEpP/PKEHOrO Al YKpaiHu, Bepcis Big 15 ciuna 2021 p. ykpaiHCBKOIO
MoBOI0; Ykpaina, MK-6482-012, [udopmaris Ta TOKyMeHT 1po iHPOPMOBaHY 3roly JUIs MAIiEHTa, BEPCis
02 Bixg 12 kBiTHs 2021 p. pociiickkOl0 MOBOIO, CTBOPEHA Ha OCHOBI rio0anbHOro mabnony, Bepeis 1.01
Bix 25 Oepe3ns 2021 p., a Takox maloHyY, 3aTBEp/PKEHOTO JUIs YKpainu, Bepcis Bix 15 ciuns 2021 p.
POCIiiCbKOI0 MOBOIO.

BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

Howmep Ta nara Hakasy Ne 762 Bin 20.04.2021

MO3 mo10 3aTBEPIKEHHS

KJIIHIYHOT'O BUITPOOYBaHHS

Hasga kiiHiuHOTO «Binkpure, pannomizoBaHe pgocmipkeHHs |l ¢asm ans omiHku edexkTHBHOCTI Ta Oe3MeYHOCTI

nemOponizymady (MK-3475) y kom0inarii 3 6enzyrudpanom (MK-6482) ta nenBatunioom (MK-7902),
a6o MK-1308A y komOiHarllii 3 JIeHBaTUHIOOM HOPIBHIHO 3 MEMOPOJi3yMaOoM 1 JIGHBaTUHIOOM B SIKOCTI
nepmoi JHIi Tepamii AJii YYaCHUKIB 3 PO3MOBCIOJIKEHOIO CBITVIOKJIITUHHOIO HHUPKOBO-KIITHHHOIO
kapruHomoro», MK-6482-012, 3 inkopnopoBaHoto nonpaskoro 01 Big 26 ciunsg 2021 poky

3asBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaansHicTIO «MCJ Ykpaina»

CnoHcop, kpaiHa

«Mepk apn exn Joym Kopm.», nodipae nianpuemctBo «Mepk ena Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
| CyIyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi JNJ-53718678, BkasiBku i3 3acrocyBanus, 53718678RSV3001-UKR15, Bepcis 2.2 ykpaiHChKOIO MOBOIO
MTOIIPaBKH Bim 17.08.2020 p.; IucTpykmii 3 go3yBaHHS  JAociHimpkKyBaHoro mnpemnapary JNJ-53718678,
53718678RSV3001-RUU15, Bepcis 2.0 pociiicbkoro MoBoto Bix 17.08.2020 p.; BrimrodeHHS 101aTKOBOTO
MICIIs TPOBECHHS KIIHIYHOTO BUIPOOYBaHHS !

No [1.I.B. BiIMOBIJAIEHOTO JOCITITHAKA

/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1 I.M.H., mpod. Makeesa H.I.

KomyHnaneHe HekoMepuiliHe MiANpHEMCTBO «Micbka KIiHIYHA [uTs4da JiikapHs Nel6y
XapKiBCbKOI MICBKOI pajiv, MeaiaTpuvHe BiIIUICHHS, XapKIBChbKUA HAI[IOHAIBHUA MEIUYHHMA
YHIBEpCHUTET, Kadenpa nemiarpii Ne2, m. Xapkis

Howmep Ta nara Hakazy —
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOTO BUNTPOOYBaHHS

Ha3ssa xiiniunoro «PannmomizoBaHe, MOABiMHE cIine, IUIale00-KOHTPOIbOBAHE HOCHiMKeHHs (a3 3 A OIiHKHK

BUIIPOOYBaHHS, KO/, e(eKTUBHOCTI Ta 0€3MEeYHOCTI pijIeMaToOBipa Y HEMOBJIAT Ta JiTell (BIKOM Bif = 28 1HIB A0 < 5 pOKIB) Ta

Bepcid Ta Jara 3roJIOM Y HOBOHapOKEHUX (BiKOM < 28 JIHIB), FOCIITaII30BaHUX 3 MPUBOAY TOCTPOi iH(EKLIT TUXaIbHUX
NUIAXIB, CIPUYMHEHOI pecmipaTopHO-cuHIMTIaNbHEM Bipycom (PCB)», 53718678RSV3001, Bix
17.08.2020 p.

3asBHUK, KpaiHa «IHCCEH ®APMAIEBTUKA HBy», benbris

CnoHcop, kpaiHa «IHCCEH ®APMAIEBTUKA HBy, benbris

CynyTHi —

MaTtepiaiu/mpenapaTu

| CyIyTHBOI Teparii
I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Oaexkcanap KOMAPIIA




Honatox 30
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa nocmignuka MK-3475, Bumanns 20 Big 08 Oepesnss 2021 poky, aHIIIKHCHEKOIO MOBOIO;
[Hdopmarris Ta JOKyMEHT IIpo iHPOPMOBaHY 3roay Juisl naiienta, Bepcis 06 Bix 12 kBitas 2021 poky, mis
VYxpainu, yKkpaiHChKOI0 MOBOIO; [H(opMmariist Ta JOKYMEHT Mpo iHPOPMOBaHY 3roy JJIs MAIlieHTa, BEpCis
06 Bix 13 xBitHa 2021 poky, s YkpaiHu, pociiicbkoro MOBO; [I00BKEHHS TPUBAIOCTI KIIHIYHOTO
BUIIPOOYBaHHS B CBITI Ta B YKpaiHi 10 08 ceprus 2024 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 9 Bin 02.01.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PanmomizoBane, lll da3m, moxasiitHe ciime mociipkeHHS KOMOiHAIil Tpacty3ymaly, XiMmioTeparii Ta
nemMOpoizymMady y HOpiBHSAHHI 3 KOMOiHali€ro TpacTy3ymaly, ximiorepamii Ta Iuianebo sk Teparii
nepmoi miHiIT y mamieHtiB 3 HERZ2-mo3uTMBHOIO MeETacTaTHYHOI aJCHOKAPIIMHOMOIO MNUIYHKY a0o
nuTyHkoBo-cTpaBoxigHoro 3'eqHanHs (KEYNOTE 811)», MK-3475-811, 3 iHKOpIIOPOBaHOO MONPABKOIO
06 Big 07 nmunuHs 2020 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

CnoHncop, kpaina

«Mepk lapn Enn Joym Kopn.», nouipre nianpuemctso «Mepk Enpg Ko., Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Honatok 31
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Honatok Nel Bin rpyass 2020 p. go O6pomrypu nocmigauka s anektuHioy (RO5424802), Bepcis 11 Bin
BepecHs 2020 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Binkpure, pannomizoBane gocuimkenus |l da3zu nns ominku edekTHBHOCTI Ta Oe3Meku aleKTUHIOY B
SAKOCTI aJ'TOBaHTHOI Tepamii B MOPIBHSHHI 3 aJ'IOBaHTHOIO XIMIOTEpami€lo mpenapaTaMd Ha OCHOBI
IUIATUHU Y TALI€HTIB 3 HEIPIOHOKIITUHHUM pakoMm JiereHb cramii IB (myxmuaum > 4 cm) - 1A,
MMO3UTUBHUM MIOJI0 KiHA3W aHATUTACTUYIHOI JTiM(pOMH, 3 TTOBHOIO pe3eKIfiero myxymHan», BO40336, Bepcis 5
Bix 26 nmucromana 2019 p.;

«PannomizoBane, OaratoueHTpoBe, (a3u 3, BiAKpUTE AOCHIIKEHHS aleKTHUHIOY y TOpIBHSAHHI 13
KPU30THHIOOM MpH JIIKYBaHHI HMOUIMPEHOI0 HEAPIOHOKIITUHHOIO paKy JiereHb, MO3UTUBHOIO /0 KiHa3U
aHATUIACTUYHOI JTiM(OMHU, 3 IPUBOJIY SKOTO paHillle HEe MPOBOIUIOCS JIiKyBaHH», BO28984, Bepcis 6 Bix
04 muctonana 2019 p.

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo0 BianoBiAanbHICTIO «Pomt Ykpaina»

Crnoncop, kpaina

«®D. Xopdpmann-JIa Pour JIta» (F. Hoffmann-La Roche Ltd), [lIBefinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




JonaTok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosiiena Bepcist bpomrypu nocnigauka, Buganas 2020 Big 10 6epesns 2021; 3mina Micus MpoBeICHHS
KJIIHIYHOT'O BUIIPOOYBaHHS:

byno Crano
I.M.H., ipod. Cearenko T.B. I.M.H., ipod. Cearenko T.B.
Menu4yHuii TEHTp NPUBATHOTO MiJNPUEMCTBA | MeIWYHUN WEHTP TNPHUBATHOTO IIiIMPUEMCTBA
«/13epkanoy», m. JHinpo «/I3epkanoy, JKyBaJIbHO-MTPODITAKTUIHHHA
miApo3ail 3 KaOiHeTaMH JepMaTOBEHEPOJIOTa,
M. JIHITIpO

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 703 Bix 23.06.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«baraTtouieHTpoBe, TMPOCHNEKTHBHE, paHIOMI30BaHe, TMOJBIiHE ciine, IUIane00-KOHTPOIbLOBAHE
nocmijpkeHHs |l ¢asu, mo npoBoauThes NPOTAroM 24 THXKHIB 3 MOXIIUBICTIO MOJOBXKEHHS TEPMiHY
JIKYBaHHS, Y JBOX MapajelibHUX Tpylax 3 paHIOMi3alli€lo MAalli€eHTIB y chiBBIOHOWIEHH] 1:1, 3 mMeroro
OLIIHKM e(EeKTUBHOCTI Ta Oe3MEeKH MepopabHOrO0 MAaciTHHIOY y MOPIBHSHHI 3 Mianedo MpH JiKyBaHHI
MAIIEHTIB 3 MOBUIBHO MPOrPECYIOYUM CUCTEMHUM Ta 1H/I0JIGHTHUM CUCTEMHHMM MACTOLIMTO30M 3 TSKKUMU
CUMIITOMAaTUYHHUMH IPOSBaMH, PE3UCTEHTHUM JI0 ONTHMANbHOI CUMNTOMAaTW4HOI Tepamii», AB15003,
Bepcis 5.0 Bix 18 rpynns 2019

3asiBHUK, KpaiHa

TOB «Cinepmxu ['pynn Ykpaina», Ykpaina

CnoHcop, kpaiHa

AB Science, ®panis

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jonatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnenuii nporokon APD334-302, 3 inkopnopoBanor mnompaskoro 3.0 Big 22 miotoro 2021 pokys;
bpomypa nocnigauka Etpacimon (APD334), suganusa 8.0 Bim 09 mmcronaga 2020 poky, aHTIIIHCHKOIO
MoBot0; [HdopMmariiinuit muctok Ta dopma 3roau, Bepcis VA.OUKR(uK)1.0 Bix 08 kBitHs 2021 poky,
nepeKyiaj ykpaiHchbkoro MoBolo Bin 15 kBitHa 2021 poky; Indopmamiiiauii nuctoxk Ta dopma 3roau,
Bepcist V4.0UKR(ru)1.0 Big 08 xBiTHs 2021 poky, mepekian pociiicbkoro MoBO Bix 15 kBitHs 2021
poky; Hocbe HdocaimkyBaHoro mikapcbkoro 3aco0y Erpacimon, Bepcia 14 Bin 10 mucronaga 2020 poky,
AHTJIHCHKOI0 MOBOIO; JOJaBaHHS OOOB’SI3KiB BTOPHMHHOI'O TAKyBaHHS TOTOBOTO JIIKAPCHKOTO 3aco0y
BupoOHMuMM minsakam Xerimis Inc., USA, Xerimis Ltd, United Kingdom, Marken Germany GmbH,
Germany, Xerimis B.V., The Netherlands, PCI Pharma Services, USA

Howmep ta nata Hakasy
MO?3 110710 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1896 Bix 27.08.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBane, TO/ABINHE cIiine, TUIae00-KOHTPOJIbOBaHe, |2-THKHEBE MoCHiKeHHs (a3zu 3 mis
OLIIHKA e(eKTHBHOCTI Ta OE3MEeYHOCTI eTpaciMOoAy B MAII€HTIB 3 aKTUBHUM BHUPA3KOBUM KOJIITOM BiJ
MTOMIPHOTO JI0 BAXKOTO CTymHeHs TsokkocTi», APD334-302, 3 inkopriopoBaHor momnpaskor 2.0 Big 07
motoro 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK'IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

«Apena dapmacsrotikans, [Hk.» (Arena Pharmaceuticals, Inc.),United States

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIIHIYHHX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi 3MiHa Ha3BU Miclsg IPOBEICHHS KJIIHIYHOTO BUIPOOYBAHHS:
MIOIPaBKH Bbyno Crano
K.M.H. Bacunbena JI.1. K.M.H., Bacunbena JI.I.
KomyHanene nianpueMctBo | KomyHanbhe HiAPHUEMCTBO

«/IHIPOTIETPOBCHKUI ~ OOJIacCHWI  KIIIHIYHUHN | «/{HIMPONIETPOBCHKUI ~ OOJIACHWHA  KIIIHIYHHAN
LEHTP KapI10JIoTii Ta KapAioXipyprii» | IeHTp KapIioJorii Ta KapAioxipyprii»
JIHIIpOneTPpOBCHKOI 001acHOT pajmy, BiIUICHHS | JIHITPOIeTpoBChKOi 00IaCHOT pauy, BiIIIIICHHS
Kap1i0JIoTi, Jlep>xaBHMI 3aKjaj | KapaioJiorii, JIHITPOBCHKHIA Jep>KaBHUI
«JlHIpoTIeTPOBCHKA MeanYHa aKajeMis | MEAMYHHUHA yHIBEpCUTET, Kadeapa BHYTPIIIHBOL
MiHicTepcTBa OXOPOHH 3JI0POB‘S  YKpaiHwy», | Meauiuuu 3, M. JIHinpo

kadenpa BHYTpimHLO1 MeTuIIMHY 3, M. JHITpO

Howmep ta nata nakazy Ne 310 Big 23.02.2021
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Hasga kiiHiuHOTO «bararornieHTpoBe, 3 OAHMM pYKaBOM JIIKYBaHHS, BIIKpHUTE, JOBrOTpUBAJIEC KIIHIYHE JOCITIJKEHHS
BUIIPOOYBaHHS, KO/, criocrepekeHHs1 6e3nedHocTi Cenekcinary y y4yacHHUKIB, skl Opajid y4acThb Yy MOINEPEeIHbOMY KITHIYHOMY
Bepcid Ta Jara nocmipkenHi Cenekcinaryy, 67896049PUH3001, 3 ITonpaskoto 1 Bix 08.12.2020 p.

3asBHHUK, KpaiHa «IHCCEH ®APMAIEBTUKA HBy», benbris

Cnoncop, kpaiHa «IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi —

MaTepiaau/npenapaTu

| CyIyTHBOI Teparii
I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jonatok 35

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

BrmroueHHS T0JJaATKOBOTO MiCIIsl TPOBEICHHS KITHIYHOTO BUITPOOYBAHHS .

Ne
n/n

I1.1.B. BiAmOBigaJIBLHOTO JOCHITHUAKA
HasBa micus nmpoBeeHHs KITIHIYHOTO BUIPOOYBaHHS

1 K.M.H. JIuca T.L
KomyHanbshe

0.®. I'epbayeBchkoro» KuTOMHPCHKOT 00JIaCHOT pajii, TEMATOJIOTIUYHE BIIIIICHHS 3 JIDKKAMHU
IHTeHCHBHOI Teparii, M. JKutomup

HEeKoMepIiiiHe  mianpuemctBo  «OO6iacHa  KIiHIYHA  JKApHA M.

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«Binkpure, 6aratoneHTpoBe NOCHiIKEHHs 2 (a3u /Ui OLIHKK Oe3MeYHOCTI Ta e(peKTUBHOCTI mpenapaTy
KRT-232 a6o TL-895 y nauieHTiB 3 Miesnoh16po3om, siKi paHillle He OTPUMYBAJIH JIIKYBaHHS 1HT101TOpamMu
saHyc-kiHa3», KRT-232-114, Bepcis Bia 17 nunus 2020 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MeEsKeHOI0 BianosinanbHicTio «MEJIITEMC YKPATHA»

CrnoHcop, kpaina

«Kaptoc Tepan'torike, [nk.» [Kartos Therapeutics, Inc], CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

Ounexkcanap KOMAPIJA




Jonatok 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa nmocnmigHuka nociimkyBaHoro sikapcbkoro 3aco0y YKP3089, Bepcis 15.0 Bim 09 mrororo
2021 poky aHTJIIHCHKOIO MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 700 Bix 24.03.2020

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«baraToleHTpoBe, BIIKPUTE, JOAATKOBE MAOCITI/DKECHHS, SKE IPOBOIAMTHCS JJIsS OLIHKH OC3MEeYHOCTI
JIOBIOTPUBAJIOI a1 FOBAHTHOI Teparii eHo0aMaToM y MaIi€HTiB i3 MEePBHHHO-TEHEPAIi30BaHUMH TOHIKO-
kioHIuHUMHU Hanagamuy, YKP3089C033, 3 nompaskoro 1 Bix 22 kBitHs 2019 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIJAJIBHICTIO «®APMACBIOTIKAJT  PICEPY
ACCOVHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

Crnoncop, kpaina

SK Life Science, Inc., CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Onexkcanap KOMAPIJA




Honatox 37

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomrypa nocnigauka Pomimmoctum (AMG 531) Buganss 16.0 Big 09 rpyaas 2020 poky, aHTITIHCHKOIO
MoBo10; OcHoBHa dopma iHbopmoBaHoi 3roau, Bepcis YKP 8.1 Bix 09 kBitHa 2021, ykpaiHChKOIO MOBOIO;
OcnoBHa (opma inpopmoBanoi 3roau, Bepcist YKP 8.1 Bix 09 xBitHs 2021, pociiicbKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2487 Bin 17.12.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PROCLAIM: PangomizoBane, mianed0-KOHTPOJIbOBAaHE, MOJBIMHO ciine AOCHiDKeHHS 3 dasm s
OLIIHKU POMIIJIOCTUMY TPH JIKyBaHHI BUKJIMKAHOI XIMIOTepari€o TPOMOOIMTONEH T y MaIi€HTIB, SKUM
MPOBOJIATH XIMIOTEpAIiio Ul JIIKYBaHHS HEPIOHOKIITHHHOTO paKy JIEreHb, paKy SEYHUKIB a00 paKy
MOJIOYHOI 3a51031u», 20170770, inkopriopoBanuii monpaskoro 7 Bix 08 yepBHs 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

«AmxeH [HK.» (Amgen Inc.), CIIIA

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jonatok 38

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa nocmigauka MK-3475, Bumanns 20 Big 08 Oepesnss 2021 poky, aHINIIKACHEKOIO MOBOIO;
[adpopmartis Ta mokyMeHT mpo iHpopMoBaHy 3roay mamieHTa, Bepcis 11.0 mis Ykpainu Big 12 kBiTHS
2021 p., yKpaiHCBKOIO Ta POCIHICHKOI0 MOBAMHU.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 1205 Bix 09.11.2016

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

PannomizoBane, Bigkpure pocmimkeHs [ ¢a3u mis omiHky epekTUBHOCTI Ta Oe3neKn meMOpoIizymady
(MK-3475) B koM0iHaIlii 3 akciTiHiIOOM B OPIBHSAHHI 3 MOHOTEPAITI€I0 CYHITIHIOOM SIK JIIKYBaHHS MEPIIOl
JiHI] y TAI€HTIB 3 JIOKAIBHO MPOTPECYIOUOr0 ab0 METacTa3yruor CBITIOKIITHHHOK KapITHOMOIO
uupku (KEYNOTE-426), MK-3475-426, 3 inkoprnopoBanoo nonpaskoro 18 Big 02 rpyans 2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BianoBianbHicTIo «MC/] Ykpaina»

CrnoHcop, kpaina

«Mepk Hlapn Eng Joym Kopr.», nouipue mignpuemctBo «Mepk Exn Ko., Iak.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

CynyTHi
Mmarepianu/mpenapaTu
CYMYyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




Jonatox 39

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomrypa nocmigauka Omnanapu6 (Olaparib) (AZD2281, KU-0059436), Bunanns 20 Big 21 ciunas 2021
POKY, aHTJTIIHChKOI MOBOMK; YKpaina, MK-7339-003, Taudopmartis Ta 1okyMeHT TIpo iH(GOpMOBaHY 3Toay
s manienta, Bepeis 02 Bim 13 xBitHa 2021 p. ykpaiHchkoo MOBOW; Ykpaina, MK-7339-003,
[ndopmariis Ta gokymMeHT mpo iHboOpMOBaHy 3rofay g maiienta, Bepcis 02 Big 13 xBitHa 2021 p.
POCICHKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1924 Bix 21.08.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBane, BiIKpuTe AOCHIHKEHHS 3 (a3u A OIiHKK e()eKTUBHOCTI Ta 0€3MeYHOCTI MOHOTEparii
onarnapruOom abo y komOiHalii 3 OeBanu3ymMaboM, y MOPIBHSAHHI 13 3aCTOCYBaHHIM OeBanu3ymady i3 5-
(¢TopypaluiioM y Mali€HTIB 3 HeonepadelbHUM a00 METaCTaTUUYHUM KOJIOPEKTaJIbHUM pakoM Oe3 O3HaK
IporpecyBaHHs XBOpoOH Micisl 1HAYKUIHHOI Tepanii nepioi JiHii 3a cxemoro FOLFOX (©OJIPOKC) y
noenuanHi 3 6eBanmzymadbom (LYNK-003)», MK-7339-003, Bepcist 3 iHKOopriopoBaHO TonpaBkoto 02
Big 13 kBitHs 2020

3asBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BianosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipre nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexkcanap KOMAPIIA




Honarox 40

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

BxitoueHHs JOAATKOBOTO MICIIsl POBEJCHHS BUIPOOYBaHHS:
Ne I1.1.B. BiAmOBigaJIBLHOTO JOCHITHUAKA
n/n HasBa micus nmpoBeeHHs KITIHIYHOTO BUIPOOYBaHHS

1 I.M.H., ipod. ['otbko €.C.

KomynaneHe HexomepliiHe mianpueMctBo «lleHTpanbHa Micbka KIIIHIYHA JIIKapHS»
YXKTopoachKoi MiChKOT paau, MichbKkuli OHKOJIOTIYHUH 1IeHTp, JlepkaBHUI BUINUN HaBYAIbHHUN
3aKia] «Y>KropoJChKMI HAaIllOHATBHHUIM YHIBEpCUTET», Kadelapa OHKONOTrIi Ta pajioorii
dakyapTeTy MICISAUIUIOMHOI OCBITH Ta JOYHIBEPCHUTETCHKOI MiATOTOBKH, M. Y>KIOpOJ

3MiHa BiAMOBITAIBHOTO JOCITITHAKA B MiCIIi TPOBEICHHS BUTTPOOYBAHHS:

byno Crano

3aB. BiJl. Kimimanos M.IO. nikap Tapacenko T.€.

MenuuHuii LEHTp TOBapUCTBa 3 OOMEXEHOI | MequuHui LIEHTp TOBapuUCTBA 3 OOMEXKEHOIO
BIMMOB1HAJILHICTIO «MenuuHa KJIIHIKA | BIAHOBIAAIBHICTIO «MenuuHa KJIIHIKA
«InHoBaisy, BigaeHHs ximiotepanii, KuiBceka | «[HHOBaIISY, BiAAUIeHHS XimMioTeparii, KuiBcbka
obnacth, Bumropoacekuit paiioH, c. JIroTik o0macth, Bumropoacekuit paiion, c. JIroTixk

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2243 Bix 05.10.2020

HazsBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Jocmimkennas ¢aszu 2 3acrocyBanns mnpermapaty INCBO086550 (imriditopa PD-L1 mms mepopanpHOTO
NpUHOMY) B YYaCHUKIB JOCIIPKEHHS 13 BUOPAaHUMM COJITHUMH MyXJIMHAMM, 110 PaHille He OTPUMYBAIIN
JIKyBaHHS IHTIOITOpaMH IMYHHHUX KOHTpOJIBHHX To4ok», INCB 86550-203, Bepcis 1 Big 01 kBiTHS
2020 poky




NpoAOBXKEHHs aoaarka 40

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVIK’TOBIA PJIC Ykpaina»

Cnoncop, kpaina

Incyte Corporation, United States

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbunii nupexrop JAupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

Ouaekcanap KOMAPIIA



Jonatok 41

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KITIHIYHHX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

30UTbIIICHHSI KUTBKOCTI JOCIKYBaHUX B YKpaiHi Big monepeaaro 3amianoanoi 3 500 1o 730 ocid

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2707 Bim 28.12.2019

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«52-TrkHEBE, 0araToIEHTPOBE, pPaHIOMI30BaHE, IMOABIMHE Ciine MociipKeHHs (a3zu 3 A OIIHKH
epexTuBHOCTI Ta Oe3nednocti nmpenapary GSK3196165 y kombinarii 3 METOTpeKcaToM y MOPiBHSAHHI 3
wianedo i TopanuTUHIOOM y MAIEHTIB 3 aKTUBHUM PEBMATOINHUM apTPUTOM CEPEAHBOrO Ta TSKKOTO
CTYHEHs, SIKI MaJi HEJJOCTAaTHIO BiAIMOBI/Ib HA JTIKyBaHHS MeToTpekcaTtom» , 201790 , 3 mompaskoro 02 Bix
21 ciuns 2020 poky

3asBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

Crnoncop, kpaina

GlaxoSmithKline Research & Development Limited, United Kingdom

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounekcanap KOMAPIJA




Jonatok 42
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa nocninanka MK-3475, sunanns 20 Bix 08 6epesnst 2021 poky, aHTIiHCHKOI0 MOBOIO; bpornrypa
nocimigauka Omanapu6, Bumanas 20 Bim 21 ciuas 2021 poky, aHMNKMCBKOIO MOBOIO; YKpaiHa,
MK-7339-007, Bepcist 04 Bim 09 kBitHa 2021 p., yKpaiHCHKOIO MOBOIO, iH(OpMaIlis Ta JOKYMEHT PO
iH(hopMoBaHy 3roay Ui nauienta; Ykpaina, MK-7339-007, sepcist 04 Big 09 xBiths 2021 p., pociiicbkoro
MOBOIO, 1H(OpMAITis Ta TOKYMEHT Ipo iH(GOpMOBaHy 3roy Juisd mamieHTta; Ykpaina, MK-7339-007, Bepcis
01 Bim 24 OGepe3ns 2021 p., yKpaiHCHKOIO MOBOIO, JOMOBHEHHS A0 iH(poOpMalii Ta JOKYMEHTY MpO
iHpopMOBaHy 3romy [UIS TAIli€HTa IS JIKYBaHHS IICIS TPOTPECyBaHHS XBOpoOW; YKpaiHa,
MK-7339-007, Bepcis 01 Big 24 Gepe3ns 2021 p., pociiicbkO0 MOBOIO, TONMOBHEHHS /0 iHpoOpMaIii Ta
JOKYMEHTY Ipo iH(POPMOBaHY 3rojly JJIs Malie€HTa ISl JIIKYBaHHS MiCIsI TPOrPECYBAaHHS XBOPOOH

Howmep ta nata Hakasy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2487 Bing 17.12.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHSI, KO/,
BepCis Ta JaTa

«ocnimkenHsa ¢asu 2 onarnapudy y komOiHamii 3 nemMOposii3yMaboM y Mali€HTIB 3 paHillle JIKOBaHUM
PO3IMOBCIO/DKEHUM PAKOM 3 MYTAIlI€I0 TeHa y CUCTEMI TOMOJIOTIUHOI pekomOiHariiHoi penapariii (HRRm)
JHK Ta/abo 3 mopymeHHsM romojorignoi pekombinamii (HRD) JHK», MK-7339-007,
3 iHKOopIiopoBaHoto nonpaskoro 01 Bix 09 Bepecus 2019 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoto BianoBinanbHicTIO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk lapn Enn Joym Kopn.», nouipne nianpuemctso «Mepk Eng Ko., IHk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jonartok 43
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Indopmaris ans namienra gocuimkenHs ta @opma [HpopmoBanoi 3roau A ydacTi y AOCHIIKEHH] s
BHKOPHUCTAaHHS B YKpaiHi, Bepcis Ne 12.0 ykpaiHChKOIO Ta poCiiiChbKOr0 MOBaMH Bix 22 kBiTHsA 2021 poky;
I[npopmarniiinuii  Oromerens, Bepcist 1  Bim 06 «kBiTHS 2021 poky yKpaiHCEKOK  MOBOIO
(1I3Y-MC-JPCF_PatientNewsletterPO Results vl Trans_Paper Ukrainian-UA_06Aprr2021 #EI1261718,
JPCF-UA-UK-NEWSLETTER-VS); HoBunHa po3cuika, Bepcis | Big 06 xBitHs 2021 poky pociiicbKoro
MOBOIO (I3Y-MC-JPCF_PatientNewsletterPO Results_ vl Trans_Paper_Russian-UA_06Apr2021
#E1261707, JPCF-UA-RU-NEWSLETTER-V5)

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1386 Bix 08.11.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«MonarchE: PangomizoBane, Bigkpure mocmimpkenas Il ¢asu tepamii abemariikiaioom B KoMOiHarii 3i
CTaHJApTHOIO aJ'IOBAHTHOIO TOPMOHOTEpami€l0 B TOPIBHAHHI 31 CTaHAAPTHOIO  aJl'FOBAHTHOIO
TOPMOHAJILHOIO MOHOTEpAIIEI0 Yy MAallI€HTIB 13 MOYAaTKOBOK CTAI€I0 TOPMOH-PELENTOP-MO3UTUBHOIO, 3
HEraTUBHUM PELEITOPHUM CTaTYCOM JIIOJICBKOTO €MiiepMaiIbHOro (akTopa pocTy 2-T0 THITy, aXBOBUX
TMPAaTHYHAX BY3JIiB TO3UTUBHOTO PAaKy MOJIOYHOI 303U BHCOKOTo pusuky», I3Y-MC-JPCF, 3
iHKOpropoBaHoto nonpaskoro (d) Big 25 uepsHs 2019 poky

3asiBHUK, KpaiHa

«Eni JIimm Boctok CAy, lBeiinapis

Crnoncop, kpaina

Emi Jlinmi enn Kommani, CIITA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

Ounexkcanap KOMAPIJA




Honatok 44
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

3MiHa TPUBAJIOCTI KIIIHIYHOTO BUIPOOYBaHHS B CBIiTI Ta B YKpaiHi 3 2-ro kBaptany 2021 poky mo 4-ro
kBaptany 2021 poky.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 687 Bix 21.06.2017

HazsBa xiniiHiyHOTO
BUIIPOOYBaHHS, KO/,

«MixHapoaHe, 0araToleHTpOBE, PaHIOMI30BaHE, BIIKPUTE, MOPIBHSUIBHE IOCHIIKEHHS ¢azu 3 1o
BH3HaUeHHIO edektuBHOCTI JlypBamymaOy uyum komOiHamii [lypBamymady 1 Tpemenimymaly i3
IUIATHHOBMICHOIO JIHIT

Bepcis Ta gaTa ximiorepamiero g 1-i JMIKyBaHHS TMAIl€HTIB 3  METacCTaTUYHHUM
uHeapioHokmiTHHEUM pakom JereHiB (HIKPJI) (POSEIDON)», D419MC00004, Bepcis 5 Big 20 KBiTHA
2020 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Crnoncop, kpaina

AstraZeneca AB, Sweden

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJA




Jonartok 45
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

3MiHa Ha3BM JIOCII/KYBaHOTO JIIKapcbkoro 3aco0y Ha Mobocertinib; Bpomypa mocmigHuka
JOCITIDKYBAHOTO JIiKapchkoro 3aco0y Mobocertinib, Buganns 5 Bim 24 Oepe3ns 2021p., aHTIIHCHKOIO
MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 767 Bin 02.04.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta Jara

«PanmomizoBane, 6aratoneHTpoBe, BigkpuTe gocuikeHds ¢asu |1 s omiaku eeKTUBHOCTI penapary
TAK-788 B sikocTi Tepamii nepioi JiHii y HOpiBHSAHHI 3 XiMiOoTeparni€ro Ha OCHOBI IpernapariB IUIATUHU Y
MAIi€HTiB 13 HEAPIOHOKIITHHHAM paKkoOM JIeTeHl 3 IHCepUidHMMHM MyTamisimu y 20-My €K30HI TeHa
penentopa emnigepmansHoro (aktopa pocty (EGFR)», TAK-788-3001, Bepcis i3 mompaBkoro 6 Big 22
cignas 2021 p.

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganpHicTio «KoHTpakTHO-Jlocminuunpka Opranizauis [HHOGapM-
Ykpaina»

CrnoHcop, kpaina

Minnenniym ®@apmaceroTikans, [Hk., CILIA (Millennium Pharmaceuticals, Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Oaexcanap KOMAPIJIA




Jonatok 46

70 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ st
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

301IbIIeHHS 3aIUIAHOBAHOT KUTBKOCTI JIOCTI/DKYBAaHUX JJIsl BKIIOYEHHS y KIIiHIYHE BHUNPOOYBAaHHS B
VYkpaini 31 150 g0 200

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 3059 Bix 29.12.2020

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«bararorieHTpOoBe, paHI0Mi30BaHe, MOABIHE cllille, KOHTPOJIboBaHe aociimkeHHs dasu IIIb mis omiHku
e(peKTUBHOCTI, Oe3rmeyHoCcTi Ta (PapMaKOKIHETHKH BHIIUX 03 OKpeni3ymMaldy y IOpOCIHX MaIli€HTIB 3
PELUANBYIOYUM po3cissHUM ckiepozom», BN42082, Bepcis 1 Big 19 tpasus 2020 p.

3asiBHUK, KpaiHa

ToBapucTso 3 0OMexeHo00 BianoBiAanbHICTIO «Pomt Ykpaina»

Crnoncop, kpaina

®.Xoppmann-JIa Pour JIta, HIseitnapis

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYCHHS Onexkcanap KOMAPIJA




Honatok 47

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo npoBeneHHs KITTHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

BrrrodueHHs J0JJaTKOBOTO MiCIIsl TPOBEICHHS! BUTIPOOYBAHHS !

Ne I1.1.B. BiAIIOBigaJILHOTO JOCHITHUKA
n/n HasBa micus mpoBeeHHs KIIIHIYHOTO BUIPOOYBaHHS
1 3aB. Bix. Ilmatonosa O.1.

KomyHanpHe HeKOMepIiiiHE MIiANPUEMCTBO «XEpCOHChKa MichKa KIIHIYHA JIKapHsS 1MEHI
Adanacigs i Onpru Tpomiaux» XepCOHCHKOI MICBKOI paau, OQPTAIBMOJIOTIYHE BiIUICHHS,
M. XEpCOH

Howmep ta nata Hakasy
MO?3 11010 3aTBEpHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1849 Bix 11.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

PannomizoBane mojiBiiiHe ciiine 6araToLEHTPOBE AOCHIKEHHs (a3u 3 11 nopiBHIHHS €(EeKTUBHOCTI Ta
6e3neunocTi npenapary FYB203, 3anpononoBanoro 6ioananora aduidbepcenty, Ta npenapaty Ainisa® y
MAIli€HTIB 13 HEOBACKYJSIPHOIO BikoBOW Makymomuctpodiero (MAGELLAN-AMD) , FYB203-03-01,
Bepeid 2.0 Bix 16 rpyans 2019 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Bioeq GmbH, Germany

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jonatok 48

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

30UTbIIICHHS] KIJTBKOCTI YYaCHHKIB JOCHIIPKeHHS B YKpaiHi BiJ mornepenHso 3amianoBanoi 3 300 go 500
ocio

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1924 Bin 21.08.2020

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

BararonenTpoBe, paHaomizoBaHe, MOABIMHE Ciile, 3 MOABIHHOIO IMITAII€I0, KOHTPOJILOBAHE AKTUBHUM
npenaparom, nociimpkerss 111 ¢a3u, mo npoBoANTHCS B MapaielbHUX IPyHax 3 OMiHKH €(eKTUBHOCTI Ta
0e3mevHOCTI eBOOpYTHHIOA y MOPIBHIHHI 3 TePUGPIYHOMIIOM B YYACHHUKIB 13 PELIUIUBYIOUUM PO3CISTHUM
ckaepo3om, MS200527 0080, Bepcis 2.0 Bix 27 mucronama 2020 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIie0 «AMK TOBIA PJIC Yipaina»

CnoHcop, kpaiHa

Merck Healthcare KGaA, Himeuunna

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYCHHS Onexkcanap KOMAPIJA




Jonatok 49

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

30UTbIIICHHS] KIJTBKOCTI YYaCHHKIB JOCTIPKEHHS B YKpaiHi Bi mornepenHso 3amianoBanoi 3 400 o 600
ocio

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1924 Bin 21.08.2020

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

BararonenTpoBe, paHaomizoBaHe, MOABIMHE Ciile, 3 MOABIHHOIO IMITAII€I0, KOHTPOJILOBAHE AKTUBHUM
npemaparom, nociimkerns 111 ¢ga3u, 1o mpoBOAUTECS B MapalieIbHUX TPYIax 3 OMIHKU e(DeKTHBHOCTI Ta
0e3mevHOCTI eBOOpYTHHIOA y MOPIBHIHHI 3 TePUGPIYHOMIIOM B YYACHHUKIB 13 PELIUIUBYIOUUM PO3CISTHUM
ckiepozom, MS200527 0082, sepcist 2.0 Big 09 rpymas 2020 poky

3asiBHUK, KpaiHa

ianpuemcTso 3 100% inozemuoro inBectuiicto «AMK IOBIA PIIC Ykpaina»

Crnoncop, kpaina

Merck Healthcare KGaA, Himeuunna

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYCHHS Onexkcanap KOMAPIJA




Jonarox 50
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIIHIYHHX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

dopwma iHPopMOBaHOi 3roau, Bepcis 3.0 w1 Ykpainu yKpaiHCHKOIO Ta POCIMCHKOK MOBaMH BiJl 27 KBITHS
2021 p. Ha ocHoBi maiicTep-Bepcii ¢hopmu iHhopMoBaHoi 3roau s gociimxeHHs YO42137, Bepcis 3 Bin
15 Bepecnst 2020 p.; J{03Bia Ha BUKOPUCTAHHS Ta Nepeaady MeIUYHOi iHpopmalii mpo BariTHICTb, Bepcis
2.0 nns Ykpainu ykpaiHCBKOIO Ta pocilicbkoro MoBamu Bin 27 kBiTHS 2021 p. Ha ocHoBi MaiicTep-Bepcii
¢dbopMu 3roau Ha HamaHHS iH(OpPMAIIii BariTHOK MAPTHEPKO JuIst jpociimkeras YO42137, Bepcist 2 Big
15 Bepecns 2020 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2917 Bix 15.12.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, mojBiiiHe ciine, Iuianedo-koHTposnboBane ¢asu |l mocmimkenHs ate3onizymady B
noeqHanHi 3 Tiparomymabom (aHTu-TIGIT anTHTiO) abo 6e3 Tiparomymaly Yy TMali€eHTiB i3
HEpPEe3eKTa0eNbHOI MICIEBO-TIOUIMPEHO0 IUIOCKOKIIITHHHOK KapLUHOMOIO cTpaBoxoay», Y 042137,
Bepcis 3 Bix 16 Bepecus 2020 p.

3asiBHUK, KpaiHa

ToBapucTso 3 0OMexxeHo0 BianoBiAanbHICTIO «Pomt Ykpaina»

Crnoncop, kpaina

®.Xoppmann-JIa Pour JIta, HIseitnapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jonatok 51
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

OnHoBJIeHU MPOTOKOJ KIIiHIYHOTO AocmikeHHss ANAM-17-21, ocratouna penakxuis 4.0, Big 22 Oepe3ss
2021 p.; CuHOIICHC OHOBIICHOTO MPOTOKOJY KIiHIYHOTO AociikeHHss ANAM-17-21, ocratroyHa penakitis
4.0 Bix 22 6epe3nst 2021 p., mepekyaa 3 aHTIIHACHKOI MOBH Ha YKpaiHChKy MoOBY Bif 14 kBitHs 2021 p.;
[ndpopmaris mis namienta ta Gopma iHpopmMoBaHOi 3roau, ocrarouyHa penakmis 2.0 mis Ykpainu Bifg
19 xBitHs 2021 p., OCTaTOUHUII MepeKIIaj 3 aHTITIHCHKOT MOBH Ha YKpaiHCbKY MOBY Bifx 22 kBiTHs 2021 p.,
OCTaTOYHUN TepeKsaj 3 aHMICbKkoi MOBUM Ha pociicbky MoBYy Binm 22 kBitHa 2021 p.; Teker
3aMUTaIbHUKA JJIS 3arajbHOl OLIHKY 3MIHM CTaHy 370poB’s marieHToM, peaakiiis No2.00 Bix 04 Gepe3Hs
2021 p., ocTarouHMii Mepekyiaj 3 aHTIIHChKOI MOBH Ha YKpaiHCbKy MOBY Bin 24 Oepesns 2021 p.,
OCTAaTOYHUN TMEpeKIa] 3 aHTJIHChKOI MOBHM Ha pOCiicbKy MOBY Bim 22 Oepesnst 2021 p.; Teker
3amuTaJbHUKA IS 3arajbHOi OLIIHKHU CTYNEHS BHUPAKEHHS CHUMITOMIB HalrieHToMm, peaakiis Ne2.00 Bif
04 6epesnst 2021 p., ocTaTOYHMIA TEPEKIIAa 3 AHIIIIHCHKOT MOBU Ha YKpaiHCBbKY MOBY Bijx 24 Gepesns 2021
p., OCTATOYHMH TepeKiaj] 3 aHIINHChKOI MOBM Ha pociiicbky MOBY BiJ 22 Oepesns 2021 p.; Jlocke
JOCTIKYBAHOTO JIiKapchbkoro 3acody Anamopeniny rigpoxnopun (HCl) (IMPD): posmin "Beryn" /
"Introduction", penakiis Big 24 6epe3ns 2021 p.

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1468 Bix 26.06.2020

Ha3ssa xiiniuyHoro
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«bararonieHTpoBe paHIOMi30BaHe, NOJBIHHO clline, mianedo-KoHTpoiaboBaHe nociimkeHHs Il ¢asu, mo
MPOBOAUTHCSI 3 METOI0 OLIHKM €(QEeKTUBHOCTI Ta O€3MeYHOCTI aHaMOpENiHy TiAPOXJIOPUAY, SKUN
3aCTOCOBYETHCS JIJIsl IOMIOBHEHHS Je(PIUTy MacH Tija Ta JIKyBaHHS aHOPEKCIi, 110 pO3BUHYNIHUCS Ha (OHI
MOIIMPEHOr0 HEAPIOHOKIITUHHOIO paky JiereHi B jgopociux mnauieHTiB», ANAM-17-21, ocrarouna
penakis 3.0 Big 04 mrotoro 2019 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»




MPOJOBXKEHHS 10JaTka 51

CnoHcop, kpaina

«XencunH Xenckea CAy» [Helsinn Healthcare SA], IlIBeiimapis

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

Ouaekcanap KOMAPIIA



JonaTok 52
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX ITOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
HOTIPaBKU

Ononenuit mportokon 1VIT15043, ¢inansra Bepcist 3 Bim 11 ciuas 2021 poky; 1VIT15043
[adopmariitauii muctok 1 popma iHGOPMOBAHOI 3roau I J0JIATKOBOTO AociimkeHHs, Bepeis 1.0 Big 01
kBiTHa 2021 p. ans YkpaiHu yKpaiHCBKOIO MOBOIO, Ha OCHOBI aHIIIKHCHKOI Maicrtep-Bepcii 1.0 ms
€pponu Big 19 6epesns 2021 p.; 1VIT15043  Tudopmaniiinuii 1UcTOK 1 hopMa iHPOPMOBAHOT 3TOAU TS
nonaTtkoBoro pociimkenns, Bepeis 1.0 Bix 01 xBitHs 2021 p. st Ykpainu pociiicbKor0 MOBOIO, Ha OCHOBI
aHTIIchKOi1 Maticrep-Bepcii 1.0 asa €Bpornu Bix 19 6epesnst 2021 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, nmojABiitHe crine, mianedo-KOHTPOIbOBaHE AOCHTIKEHHS /1711 BUBYCHHsI €(DEeKTUBHOCTI Ta
oesrieunocti mpemapary [mwxkektadpep® (KapOokcumanbroza 3amiza) s JIIKyBaHHS — CEPIIEBOT
HE/I0CTAaTHOCTI MpH 3aiizoaediunTHux craHaxy», 1VIT15043, ¢inansHa npadt Bepcis 2 s FDA Bin 29
nucronana 2018 p

3asiBHUK, KpaiHa

ToBapuctBo 3 oOMexeHoto BianoBiganbHicTIO «KLP Ykpainay

Crnoncop, kpaina

«Amepikan Pemxkent, [Hk.», CIHA (American Regent, Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jonatok 53

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

Inentudikaris CyrTeBoi
MOTIPaBKH

[adopmarris Ta JOKyMEHT Ipo iHGpoOpMOBaHy 3rody JJis mamienTa, Ykpaina, MK-7264-042, sepcis 01 Bix
30 xBitHsa 2021 poky, yKpaiHCBKOIO MOBOIO; IH(opmaris Ta AOKYMEHT mpo iH(GOPMOBaHY 3TOAy s
namieHTa, Ykpaina, MK-7264-042, Bepcis 01 Bim 30 kBiTHf 2021 poKy, pOCIHCHKOI MOBOIO;
[adopmariiinuii TMCTOK 1 TOKYMEHT Ipo iH()OPMOBaHYy 3roJy Ha MailOyTHE OlOMeAWYHE JOCIHIKEHHS,
VYkpaina, MK-7264-042, Bepcis 01 Big 30 xBitHa 2021 poky, ykpaiHChKOIO MOBOIO; [HhopmamiiHuii
JUCTOK 1 JOKYMEHT Mpo iH(GOpPMOBaHY 3roJy Ha MailOyTHe OlOMemuYHE IOCTiKEeHHs, YKpaiHa,
MK-7264-042, Bepcist 01 Bix 30 kBiTHS 2021 poKy, poCiiCEKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 568 Bix 27.02.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanmomizoBane, mojBiitHe ciine, mianedo-KOHTPOIbOBaHE, OaraToNEHTPOBE MOCTiKeHHS ha3u 3b mis
OLIIHKM e(eKTUBHOCTI Ta Oe3neku redamikcaHTy Yy IHOK 3 XPOHIYHMM KallJleM Ta CTPECOBHM
HeTpuMaHHsM ceui», MK-7264-042, 3 inkopriopoBanoto nonpaskoro 03 Bix 23 nucronana 2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BianoBiganbHicTI0O «MC/] Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipre nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Honatok 54

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
02.06.2021 Ne 1102

InenTudikamis cyrreBoi
MOTIPaBKU

OHOBJIEHUI TIPOTOKOJI KIIiHIYHOTO BHNpoOyBaHHS M16-066, inkoprnopoBanuii [Tormpaskamu 1, 2, 3 ta 4
Bix 01 >xoBTHs 2020 poky; AnmiHicTparuBHa 3MiHa 2 Bija 28 sx0BTHs 2020 poKy 10 MPOTOKOIY KIIHIYHOTO
BunpoOyBanast M16-066; 3MiHa Ha3BH MPOTOKOITY KIIIHIYHOTO BUIPOOYBaHHS:

byno Crano

«bararonieHTpoBe, paHAOMi3OBaHe, MOJBIHHE
ciime,  1UIaNEe00-KOHTPOJIbOBAHE  52-THIKHEBE
BiJIKpUTE MPOJIOBKEHE JIOCIKEHHS
MiATPUMYOYOT Teparii IS BUBYECHHS
epexTUBHOCTI Ta Oe3meuHocTi Picankizymaly y
MAaIi€HTIB 3 BHUPA3KOBUM KOJNITOM, Y SKHX

IIOJBIMiHE
52-THKHEBE

«baraToneHTpoBe, paHIAOMIi30BaHE,
ciine, TUIane00-KOHTPOIbLOBAHE
BIJIKpUTE MIPOJIOBKEHE JOCIIDKEHHS
HiATPUMYIOYOT Teparii TUTS BUBYEHHS
eexTHBHOCTI Ta Oe3meuyHocTi Picankizymaly y
TMALIEHTIB 3 BUPA3KOBUM KOJIITOM.

crioctepiraiacst  BIONOBIAb HA  IHAYKLIHHY
Tepanito y gociipkeHHi M16-067 abo M16-065»
[TonoBxeHHs nepioAy NpOBEACHHS KIIHIYHOTO BUIPOOYBaHHA B YKpaiHi 3 5 poKiB 6 MicCsIIB A0 5 pokiB 9
MmicaniB; [Hpopmanis 118 namieHTa Ta iHOpPMOBaHa 3roja Ha y4yacTb Y HAayKOBOMY JOCIIIKEHHI Ta
Heo00B’sI3KOBOMY Jocii/keHH1, Bepcist 4.0 nns Ykpainu Bin 25 nucronana 2020 poky, yKpaiHCBKOIO Ta
pociiicekoro MoBamu; HoBi 3amuranHs moaeHHuka it M16-067 ta M16-066, Bepcis 1 mis Ykpainu
yKpaiHChbKOI0 MOBOIO Bin 15 yepBHsa 2020 poky Ta Bepcis 1 mist YkpaiHu pocilicbkoro MOBOO Bia 16
yepBHs 2020 poky; [lloneHHNUK 103yBaHHS JIIKapChKOIo 3ac00y Ta MPOBEACHHS TECTY Ha BariTHICTh BIOMa
(M16-066, ITigmocrimkenns 1 / [lignocmimkenns 2), Bepcis 1.0 Big 21 sxoBTHs 2020 poky (YKpaiHCEKOO
Ta pocilickkoro MoBaMmu); [H(opmaliiiHa kapTka naimienTta, qocuimkenas M16-066, Bepcis Binx 01 xoBTHs
2020 poky, YKpaiHCBKOIO Ta POCIMCHKOI MOBaMH; 3MiHA aipecy 3asBHHUKA KIIIHIYHOTO BUIPOOYBaHHS -
«E60Bi biopapmacsrotikanz ['MmOX», [lIBeituapis:
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byno Craio
Heiixodmrpacce 23, 6341 m. baap, Ileeimapis | Anpre IlTaitnxaysepmrtpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) [Iserinapis  (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

BxmroueHHs 101aTKOBUX MICITh IPOBEICHHS KIIIHIYHOTO BUIIPOOYBaHHS:

Ne I1.1.B. BiAIOBIMAJILHOTO HOCHITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1 | x.m.H. KpaBuenko T.I.

Komynanene Hexomepuiline mianpueMcTBo «KuiBcbka Michka KiiHiuHa JikapHsS Nel8»
BUKOHaBYoro oprany KuiBcekoi mickkoi panu (KuiBcbkoi Michbkoi Jep:kaBHOT ajMiHicTparlii),
MIPOKTOJIOTIYHE BijyIisieHHs, M. Kui

2 | nmikap Jlormanini T.I.

Komynanene HexomepmiiiHe mignmpuemctBo KuiBchkoi oOmacHoi pamm «KuiBchka oOmacHa
JiKapHs», TepaneBTUYHe BiaaIeHHs, M. Kui

3 | reHepanpHuil qupexkTop Manuubka A.I1.

KomyHanpHe HekoMmepliliHE NIANPUEMCTBO «XEpCOHCbKAa MIChbKa KIIIHIYHA JIIKapHS
iM. €.€. Kapabenema» XepcoHCbKOi MICBKOI pajM, racTpoTepaneBTUYHE BiIJIUICHHS,
M. XEepCOH

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOTO BUNTPOOYBaHHS

Ne 2030 Bix 07.11.2018

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«bararorieHTpoBe, paHIOMI30BaHe, MOABIMHE ciime, M1aned0-KOHTPOJIbOBAaHE S52-THXKHEBE BIAKPUTE
MPOJIOBXKEHE JIOCIHIDKEHHS MMATPUMYIOYOi Tepamii s BUBYEHHS €(EKTUBHOCTI Ta O€3MEeYHOCTI
Picankizymaly y Maii€eHTIB 3 BUPa3KOBHUM KOJIITOM, Yy SIKHX CIIOCTepiranacsi BiANOBiAb Ha IHAYKLIHHY
Tepanito y mociimkerai M16-067 abo M16-065», M16-066, inkopriopoBanuii mornpaskamu 1, 2 ta 3 Bix
20 kBiTHS 2020 poKy

3asBHUK, KpaiHa

«E066B1 biodapmackrotikans ['M6X», [lIBeiapis




MPOJOBXKEHHS A0/1aTKa 54

Cnoncop, kpaiHa

AbbVie Inc., USA

CynytHi
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Ouaekcanap KOMAPIIA



