Honaroxk 1

10 Haka3zy MiHicTepcTBa OXOPOHHU
310poB’sl YKpaiHu

04.04.2019 Ne 727

HazBa ki1iHIYHOTO
BUIIPOOYBaHHS, KOJI, BepCis Ta
nara

«baraTolieHTpoBEe TMPOCTEKTUBHE paHIOMI30oBaHe TMoABIWHO cmine pgocmimkeHHs Il ¢asm, mo mnpoBoautbes 3
BUKOPHCTAHHSAM JBOX Ianieb0 3 METOK OIIHKK €(EeKTUBHOCTI, MEPEHOCHMOCTI Ta O€3MeYHOCTI CYJONEHEMY IS
BHYTPIIITHROBEHHOTO BBEACHHS 3 TMOJAJBIINM IEPEX0JIOM Ha KOMOIHOBaHWH TMpemapar CyJIONEHEMY eT3aJ[POKCHUIY Ta|
MpoOeHeH Iy Ui PUIiOMY BCEPEIUHY B TOPIBHSHHI 3 €pTAlleHeMOM ISl BHYTPIITHLOBEHHOTO BBEICHHS 3 TMOJATBIINM
MepexoI0M Ha IUMPOQIIOKCAIIMH JJII MPUHOMY BcepearHy a0 KOMOIHOBAaHWMU MpernapaT aMOKCHUIIUIIIHY Ta KJIaBYJIaHOBOI
KUCJIOTH JJIsi NMPUHOMY BCEpPEIUHY IpH JIIKYBaHHI JOPOCIUX TMAalli€HTIB 3 YCKJIaJHEHUMMH 1H(EKLiIMU CEYOBUBIIHUX
nusixiBy, koa gociimkeHds [TO01-302, ocrarouna penakiiist Bix 04 gyepsus 2018 p.

3asBHUK, KpaiHa

TOB «I1I EC Al - Vkpaina»

CrioHCcOp, KpaiHa

«Itepym Tepanstotukc InTepuenrnn Jlimiten» [Iterum Therapeutics International Limited], Ipmanais

[Tepemnik moCTiKyBaHUX
ITiKapChbKUX 3ac001B JliIKapchKa
(dopma, 103yBaHHS, BUPOOHUK,
KpaiHa

Cynonenem (Sulopenem); MOPOLIOK [T pO3YUHY Uil BHYTpilIHbOBeHHUX 1H(Y31i; 1000 mr; «Savior Lifetec Corporationy,
TaiiBanb; «Almac Clinical Services Limited», Cnnonyuene KopomniBcTBo;

Cynonenemy er3zagpokcui/mpodenennn (Sulopenem etzadroxil; Probenecid); nBormaposi tabnetku 500/500 mr/mr; «Facta)
Farmaceutici S.P.A.», Itanis; «Almac Clinical Services Limited», Cionyuene KoposiBcTBo;
[Tnane6o no CynoneHneMmy er3afapokcui/mpodenenu; asouapoi Tabnetku; «Almac Clinical Services Limited», Crionyuene
KoposiBcTBo

BinmoBimanbauii (1) JOCTITHUK
(1) Ta micue (s1) MpoBeIEeHHS
BUNIPOOYBaHHA B YKpaiHi

1) nikap Iomyinsik S.B.

OO6nacHa KJTiHIYHA JIKapHS, ypOJIOT1uHE BiJAUIEHHS, M. IBaHO-DPpaHKIBCHK

2) n.m.H., ipod. Ctyce B.IL

Komynaneuuit 3aknan «/lHinponerpoBchka oOnacHa kiiHiuHA JikapHsA iM. L.I. MeunuxoBa», BianiieHHs yposorii Nel,
Jlep>kaBHUH 3aKnaj «JlHiMponeTpoBcbka MeMYHa akaaeMist MiHICTepCTBa OXOPOHHU 30pOB’sl YKpaiHu», Kadeapa ypoJiorii,
M. J{Hirpo

3) 3aB. Bix. [apnumo O.JL

KomynanbHa ycranoBa Llentpanbha micbka gikapss Nel m. XKutomupa, yponedposoriuae BiIIeH s, M. JKutomup

4) k.M.H. AHTOHSH .M.

KoMyHanbHe HekoMeplLiliHe MiaIpueMcTBO XapKiBChbKoi 001acHoi paau «O0macHUM MeTUYHUNA KITIHIYHUN HEHTP ypOoJIoTii i
Hedpostorii iM. B.I. [llanoBana», yponoriuyde BiaaineHHs Ne4; XapkiBcbka MeAMYHA akaJeMis HICISAMIIIOMHOI OCBITH,
Kadepa 3arajJbHOi, JUTSIUOI Ta OHKOJIOTIYHOI yposIorii, M. XapKiB

5) k.m.H. [Tanikans b.M.

[leHTpanpHa MiChbKa KIIHIYHA JIKapHs, XipypriuHe BiuuguieHHs Ne2, JlepskaBHMM BHIIMH HABYAJbHUN  3aKiaj




«YKropoJICbKUI HalllOHAJIbHUM yHIBEpCUTET», Kadeapa XipypriuHuX IUCHMILIIH (aKyJIbTeTy MICISIUIIIOMHOI OCBITH Tal
NTOYHIBEPCUTETCHKOI MIATOTOBKH, M. ¥Y>KIOpoJ

6) 3aB. Bia. Jlecusk O.M.

KomyHanbHe HekomepuiiiHe mianpueMcTBo «KiriHIYHA JIIKapHS IIBUAKOI MeAMYHOI Aormomord M. JIbBOBa», ypoJioriuyHe
BigminenHs, M. JIbBiB

7) n.m.H. Koctes @.1.

KomynanbeHa yctanoBa «Micbka kimiHiuHa jJikapHs NelO», ypomnoriune Bigainenns Ne2, Onechbkuid HalllOHATbHUN MEAMYHUI
yHIBEpCUTET, Kadeapa ypoJiorii Ta Hedpouiorii, M. Ozeca

8) k.M.H. ['oqneBcrka O.M.

KomyHanbHe HekoMmepliiiHe mianpueMcTBo «Michbka KJIIHIYHA JIIKapHS IIBUJKOI Ta HEBIAKJIATHOI MEAMYHOI JOMOMOTH
imeni npod. O.I. MemaniHoBay XapKiBCbKOI MICBKOi paju, Meplle TepaneBTUYHE BiAIUICHHS; XapKiBCbKa MEIHYHA|
aKazeMisi MICISAUIUIOMHOT OCBiTH, Kadempa Tepamii, Hedposorii Ta 3arajibHOI MPAKTUKH — CIMEHHOI MEIUIIMHU,
M. XapkiB

9) k.Mm.H. Caranp O.C.

KomyHanbHa ycTaHoBa «3amopi3bka o0jacHa KiIiHIYHA JiKapHsS» 3amopi3bkoi 00JacHOI pajau, ypOJIOTIYHE BiAJIUICHHS;
JlepxaBHull 3akiaja «3anopizbka MEIUYHA aKaJeMis MICISAMITIOMHOT OCBITH MiHICTEpCTBa OXOPOHHU 3/10pOB’S YKpaiHW»,
Kadeapa yposorii, M. 3anopixoks

[IpenapaTt MOPiBHSAHHS,
BUPOOHUK Ta KpaiHa

umnpodnoxcanun (Ciprofloxacin); kancynu; 500 mr; «Almac Clinical Services Limited», Crionyuene Kopo:aiBcTBo;
AMOKCHUIMITIH-KJIaByJIaHOBA ~ KUCJIOTa aAMOKCHUIWIIH-KJIaByaHoBa Kuciora 875 mr/125 mr (Amoxicillin  Trihydrate;
AMOKCUILIWIIH (Y (OopMI aMOKCHILIMIIIHY TPUTIIpaTy), KIaByJaHoBa KucioTa (y ¢opmi Kalilo KiaBylaHary); Kancyiau; 875/125
mr/mr; «Almac Clinical Services Limited», Crionrydene KopomiBcTBO;

Epranenem (Ertapenem Sodium); mopomok 1yist po3unHy [Uisi BHyTpilmHboBeHHUX 1HQY31H; 1000 mr; «Laboratoires Merck
Sharp & Dohme — Chibrety, ®@paHnitis;

[Mnane6o no Humpodnokcamuu ( Microcrystalline Cellulose); kancynu; «Almac Clinical Services Limited», Crionydene
KopouiBcTBO;

[Mmane6o 10 amokcuIIiH-KIaBysiaHoBa kuciota (Microcrystalline Cellulose); kancymu; «Almac Clinical Services
Limited», Cnonyuene KopouiBcTBO

CymyTH1 MaTepiayu/mpenapaTi
CYIyTHBOI Teparii

HavanpHuk Biainy 3 TUTaHb (papManeBTHYHOT AiSITHOCTI
JlemapramMeHTy BIIPOBaKEHHS pedopm T.M. JIsickoBCbKUI




Jonmatok 2

J10 Haka3y MiHicTepcTBa OXOPOHHU
310poB’sl YKpaiHu

04.04.2019 Ne 727

HasBa KJ1iHIYHOTO
BUITPOOYBaHHSI, KO, BepcCis Ta
nara

«bararomneHTpoBe, paHIOMi30BaHe, MOJBIHHE CIiime, IUaNe00-KOHTPOJIbOBAaHE MOCHiIKEeHHS (a3zu 2b y mapanenbHuX
rpynax Juisi OLIHKA e(pEeKTHUBHOCTI, OE3MEeYHOCTI Ta MEPEHOCHMOCTI IIEHEPUMOJly Yy MAII€HTIB 13 CUCTEMHUM YE€pBOHUM
BoBuakoM (CYUB) BiJg MOMIPHOTO 10 BHCOKOTO CTYIEHS aKTUBHOCTI», Koj pocmijukeHHs - 1D-064A202, Bepcis 1 Bix
30 nunHs 2018 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOKO BIJIIOBIJAJILHICTIO «®APMACBIOTIKAJI PICEPY ACCOVYIIUENUTC
VKPATHA» (TOB «®PA YKPAIHA»)

CrioHcop, kpaina

[dorsia Pharmaceuticals Ltd /Inopcis ®@apmacerorikan3 Jlta, LBeitnapis

[Tepemnik TOCTiHKyBaHUX
ITIKapChKHUX 3aC001B JIIKapChKa
(dbopma, 103yBaHHS, BUPOOHUK,
KpaiHa

[enepumon (ACT-334441) / Cenerimod (ACT-334441) (ACT-334441; Cenerimod); TabneTka BKpPHUTa IUTIBKOBOKO
o6osonkoro; 0,5 mr ; Corden Pharma GmbH, Himeyunna; PharmaKorell GmbH, Himeuunna;

[Mnane6o no Lenepumon (ACT-334441) / Cenerimod (ACT-334441), tabnerka BKpuTa IUTIBKOBOO 000510HKOIO; Corden
Pharma GmbH, Himeuunna; PharmaKorell GmbH, HimMeuunna;

[enepumon (ACT-334441) / Cenerimod (ACT-334441) (ACT-334441; Cenerimod); TabneTka BKpPHUTa IUTIBKOBOKO
o0ononkoro; 1 mr; Corden Pharma GmbH, Himeuunna; PharmaKorell GmbH, HimMeuunna;

[Mnane6o no Lenepumon (ACT-334441) / Cenerimod (ACT-334441), tabnerka BKpuTa IUTIBKOBOO 000510HKOI0; Corden
Pharma GmbH, Himeuunna; PharmaKorell GmbH, HimMeuunna;
Lenepumon (ACT-334441)/ Cenerimod (ACT-334441) (ACT-334441; Cenerimod); Ta0nerka BKpUTa ILIiBKOBOIO
o0osonkoro; 2 mr; Corden Pharma GmbH, Himeuunna; PharmaKorell GmbH, HimMeuunna;
[Mnane6o mo Llenepumon (ACT-334441)/ Cenerimod (ACT-334441), TabneTka BKpHUTA IUTIBKOBOKO 000J0HKOK; Corden
Pharma GmbH, Himeuunna; PharmaKorell GmbH, HimMeuunna;
Lenepumon (ACT-334441)/ Cenerimod (ACT-334441) (ACT-334441; Cenerimod); Ta0nerka BKpUTa ILIiBKOBOIO
o0osonkoro; 4 mr; Corden Pharma GmbH, Himeuunna; PharmaKorell GmbH, HimMeuunna;
[Mnane6o mo Llenepumon (ACT-334441)/ Cenerimod (ACT-334441), TabneTka BKpHUTA IUTIBKOBOKO 000J0HKOK; Corden
IPharma GmbH, Himeuunna; PharmaKorell GmbH, HiMeuurnna

BinnosimanbHuii (1) JOCTITHUK
(1) Ta Miciie (s1) TPOBEACHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.m.H., ipod. Abparamosuy O.0O.

KomyHanpHe HeEKoMepIliiHe MmianpueMcTBO JIbBiBCbKOi oOmacHOi pagu  «JIbBiBCchbka oONacHa KITHIYHA JIIKApHS,
peBmarosioriune BiniieHHs, JIbBIBCbKHI HalllOHAJBHUNA MenuuHuil yHiBepcuteT iMmeHi [lammna [Manmubkoro, kadenpal
BHYTpilIHb01 Meauiuan Ne 1, m. JIbBiB

2) k.M.H. binsiecpka HO.B.

Jlep>xaBHa yctaHoBa «HarioHanbHMI HaykoBuM I1eHTp «lHCTUTYT Kapmiosorii iMeni akamemika M.J. Crpaxecka»
HarionaneHoi akajgemii MeMuHUX HayK YKpaiHu, BiIT HEKOPOHAPHUX XBOPOO cepis Ta peBmarouiorii, M. Kuis

3) nikap 3s0uenko M.I'.




[TpuBaTHe Maje NiANPUEMCTBO, MeIU4HUM LeHTp «Ilynbey», TepaneBTUYHE BiAUICHHS, M. BiHHUIA

4) n.m.H. Pexanos 1.1

KomyHanbHa yctaHoBa «3anopi3bka o01acHa KIliHIYHA JIKapHsS» 3arnopi3bKoi 00JIaCHOT painy, BiAIUIEHHS PeBMATOJIOTT 3
LIEHTPOM IMYHOO10JI0T14HO1 Teparii, M. 3anopixKs

5) nikap Pynoit K.B.

KomynanbHa ycraHoBa «OOnacHa kiiHIuHa JikapHs M. O.®. I'epbaueBchkoro» JKuromupcbkoi o6iacHOl pajw,
KOHCYJIbTaTUBHO-/11alrHOCTUYHA MOJIiKIiHIKa, M. JKutoMup

6) 1.m.H., npod. Cmisa C.1.

TepHOminbCcbKa YHIBEPCUTETCbKA JIIKApHsA, PEBMATOJIOTIUHE BiaguleHHs, J[lepkaBHUN BUILMI HaBYAJBbHUM 3aKiiaj
«TepHomninbChbkuil nep:kaBHUA MeanyHuil yHiBepcuteT iMmeHi [.SI. T'opOaueBcbkoro MiHicTepcTBa OXOPOHH 30pPOB’S
Ykpainny», xadenpa BHyTpimHboi Mequuuau Ne 2, M. TepHominb

7) n.m.H., pod. CranicnaBuyk M.A.

Binaunbka obnacHa kimiHiuHa JikapHs iM. M.I. IluporoBa, peBmarosoriuHe BiAdiieHHsS, BiHHUIBKUN HallOHATBHUN
MeanuHui yHiBepcuTeT iM. M.L.ITuporosa, kadenpa BHyTpimiHb01 MeauuuHu Nel, M. Binauus

[TpenapaTi MOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymyTHi MaTepianu/mpenaparu
CYMyTHBOI Teparmii

- JlJaGopaTopHi Habopu;

- [lpyxoBaHi Marepiainy;

- OOagHaHHS;

- JlonaTkoBi MaTepiaiy s KIIHIYHOTO BUIPOOYBaHHS

HavanpHuk Binauty 3 nuTaHb papMaleBTUYHOI JiSUIBHOCTI
JlemaptameHTy BIIpOBaKEHHS pedopm T.M. JIsckoBCbKUI




Homatok 3

10 Haka3zy MiHicTepcTBa OXOPOHHU
310poB’sl YKpaiHu

04.04.2019 Ne 727

HasBa KJ1iHIYHOTO
BUITPOOYBaHHSI, KO, BepcCis Ta
nara

«PanmomizoBaHe, TOJABiliHE ciine, TIANE00-KOHTPOJIbOBAHE 1 KOHTPOJIHOBAaHE AaKTUBHUM IIpPEMapaTOM TOPIBHSHHS,
0araToIeHTPOBE OCIIDKEHHS pParnacTiHENI0 sIK MOHOTepamii y MAalll€eHTIB 3 BEJIWKUM JICTIPECUBHUM PO3JTaJ0OM», KOJI
mocimipkeHHss RAP-MD-31, dinansHa Bepcis Bijg 24 kBitHs 2018 p.

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

CrioHcop, kpaina

Allergan Ltd., United Kingdom

[Tepenik qoCiTKyBaHUX
ITiKapChKUX 3ac001B JiKapchKa
(dbopMa, 103yBaHHS, BUPOOHUK,
KpaiHa

Rapastinel (pamacrtinens) (AGN-241659; Rapastinel); po3unn g iH'eKuiil y mnonepegHbO0 HamoBHEHOMY mmpuii; 150
mr/mi (450 mr/3mm); Baxter Pharmaceutical Solutions, LLC, USA; Allergan plc., US ; Allergan Pharmaceuticals, Ireland;
rmnane6o mo Rapastinel (pamactinens) ( water for injection and sodium chloride); po3unH nnst iH'eKIif y MONEpeaHbO
HaroBHeHOMY Immpuiti; Baxter Pharmaceutical Solutions, LLC, USA; Allergan plc., US; Allergan Pharmaceuticals, Ireland;

Biamoimaneuuii (1) AOCTITHUK
(1) Ta micuie (s1) MpoBeACHHS
BUITPOOYBaHHS B Y KpaiHi

1) k.M.H. [lemuenko B.A.

KuiBcbka MichbKa IICUXOHEBPOJIOTiYHA JikapHs No2, KOHCYyJIbTaTUBHUHN Bifaii, M. Kuis

2) ron. nikap Ilanamapuyx I1.B.

KomyHanbHuit 3aknajg «XepcoHCbka oOOJacHa ICUXiaTpU4Ha JKapHA» XepCcOHCHhKOi 001acHOi
rcuxiaTpuane BiauieHHs Ne3 Ta sxiHode nicuxiarpuyHe BimaiieHHs Nel0, m. XepcoH, c. CtenaHiBka

3) k.M.H. 3akans K.1O.

Komynansuuii 3aknaz JIbBiBChKoi 00macHOl panu «JIbBiBChKa 0OacHa KITIHIYHA TICUXIaTpUYHA JIIKapHs», BiaauieHHs No20),
M. JIbBIB

4) n.m.H., npod. Yaban O.C.

KuiBcbka KIIiHIYHA JiKapHS Ha 3amizHuuHOMY TpaHcmopti Ne 1 ®imii «llentp oxoponu 3m0poB’s» IlyGmiuHoro
AKITIOHEPHOTO TOBAPHCTBA « Y KPATHChKA 3aII3HUIIS», ICUXOHEBPOJIOTIUHE BifTiieHHs, M. KuiB

paau, dYoJIoBiue

[TpenapaTi MOpPiBHAHHS,
BHUPOOHHK Ta KpaiHa

Brintellix® (Brintellix®; Vortioxetine (BopTiokcetuHn); kancynu; 5 mr; H. Lundbeck A/S, Denmark; Eurofins Lancaster
Laboratories, Inc, US; Allergan plc., US; Allergan Pharmaceuticals, Ireland;

Brintellix® (Brintellix®; Vortioxetine (BopriokcetuH); kancynu; 10 mr; H. Lundbeck A/S, Denmark; Eurofins Lancaster
Laboratories, Inc, US; Allergan plc., US; Allergan Pharmaceuticals, Ireland;

Brintellix® (Brintellix®; Vortioxetine (BopriokcetuH); kancynu; 20 mr; H. Lundbeck A/S, Denmark; Eurofins Lancaster
Laboratories, Inc, US; Allergan plc., US; Allergan Pharmaceuticals, Ireland

rutane6o 1o Brintellix® ( Microcrystalline Cellulose and Hard Gelatin Capsule, Size DB-A, Swedish Orange ); karncynu;
Eurofins Lancaster Laboratories, Inc, US; Allergan plc., US; Allergan Pharmaceuticals, Ireland;

CymyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamii

JlaGoparopHi HabOPH;

okymeHnTu (ISF), mamiHOBaHi KapTKHW, JOBIIHMK aociimkeHHs (study reference manual), dbapmaneBTHYHUN MOCIOHHK




(pharmacy manual);

KopoOku a1 BiilIpaBKy 3pa3KiB;

JlonaTkoBi MaTepianu;

JlpykoBaH1 MaTepianu Jisl MalieHTIB (IIKaJy Ha [arnepoBoMy HOCIY);

Anapatu EKI', namip Ta enekrpoau;

HP X2 612 G2 mnanmerH.

KommaHnisi, sika Ji€ 3a JOBIPEHICTIO, Ky HaJaB CIIOHCOP YM 3asBHHUK Ha BBE3CHHS JIOCIIHKYBaHUX JIIKAPCHKHUX 3aCO0IB Ta
cynyTHix MatepianiB: TOB «Arenuis «C.M.O.-Ykpaina»»

HavanbHuk Biainy 3 muTaHb GpapManeBTUIHOIL JisSUTBHOCTI
JenaprameHTy BIpOBaKEHHS pedhopm T.M. JIsickoBCbKUI




Honarok 4

10 Haka3zy MiHicTepcTBa OXOPOHHU
310poB’sl YKpaiHu

04.04.2019 Ne 727

HasBa KJ1iHIYHOTO
BUITPOOYBaHHSI, KO, BepcCis Ta
nara

«bararomnieHTpoBe, paHAOMi30BaHe, MOJBIMHE clime, TUIale00-KOHTPOJIbOBaHE NOCTiMKEeHHS (a3 2 3 METOK OILIHKH
edeKTUBHOCTI Ta Oe3meuHocTi 3acrtocyBaHHsA mpemapary JTT-251 mnpotsrom 24 THXHIB MalleHTaMH 3 CEPIEBOIO
HEOCTATHICTIO 31 3HIKEHOIO (ppakiiiero BUKUIY», Kox gocaipkeHHs AT251-G-17-005, nonpaska 4, Bepcis 5.0 Big 06
BepecHs 2018 p.

3asBHUK, KpaiHa

ToBapuctso 3 O6mexeHoro BinnosinaneHicTio «KontpakTHo-/{ochinnumpka Opranizanis [nHHopapm-Ykpaina»

CrioHcop, KpaiHa

«Akpoc @apma [uk.», CIHA (Akros Pharma Inc., USA)

[Tepemnik moCmiKyBaHUX
ITiKapCchbKUX 3ac001B JliIKapchKa
(dopma, 103yBaHHS, BUPOOHUK,
KpaiHa

JTT-251, JTT-251 monohydrate, JTT-251 monorigpar (JTT-251; JTT-251); TabneTku, BKPUTI IIIBKOBOIO OOOJIOHKOIO TIO|
50 mr; 50 mr (mimirpam); Almac Clinical Services Limited, United Kingdom; Kawagoe Factory, Bushu Pharmaceuticals
Ltd., Japan; Misato Factory, Bushu Pharmaceuticals Ltd., Japan; Japan Tobacco Inc., Central Pharmaceutical Research
Institute, Japan; Japan Food Research Laboratories Saito Laboratory, Japan;

JTT-251, JTT-251 monohydrate, JTT-251 monorigpar (JTT-251; JTT-251); TabneTku, BKPUTI IIIBKOBOIO OOOJIOHKOIO TIO|
100 mr; 100 mr (mimirpam); Almac Clinical Services Limited, United Kingdom; Kawagoe Factory, Bushu Pharmaceuticals
Ltd., Japan; Misato Factory, Bushu Pharmaceuticals Ltd., Japan; Japan Tobacco Inc., Central Pharmaceutical Research
Institute, Japan; Japan Food Research Laboratories Saito Laboratory, Japan;

miane6o o JTT-251, JTT-251 monohydrate, JTT-251 moHorimpar; TaGiaeTKH, BKPUTI IUTIBKOBOKO 000I0HKOIO; Almac
Clinical Services Limited, United Kingdom; Kawagoe Factory, Bushu Pharmaceuticals Ltd., Japan; Misato Factory, Bushu
Pharmaceuticals Ltd., Japan; Japan Tobacco Inc., Central Pharmaceutical Research Institute, Japan; Japan Food Research|
Laboratories Saito Laboratory, Japan;

Binmosimanbauii (1) JOCTITHUK
(1) Ta micue (51) MpoBeIEeHHS
BUNIPOOYBaHHA B YKpaiHi

1) unen-kop. HAMH VYkpainu, 1.M.H., npod. [Tapxomenko O.M.

JlepxaBHa ycraHoBa «HamionanbHuii HaykoBuUM wLeHTp «lHcTuTyT Kapaionorii imeHi akagemika M.JI. Crpaxecka»
HarionansHOT akajieMii METUYHUX HayK YKpaiHu, BT peaHiMallii Ta iHRTeHCUBHOT Teparmii, M. Kuis

2) k.M.H. PemmoTsko /1.0.

MennyHui IIEHTP TOBapUCTBa 3 00MEXEHOI0 BiIOBIaNbHICTIO « Mennunuii ienTp «Koncuniym Meaikam», M. Kuis

3) n.m.H., npod. Bakamroxk L.I1.

Komynanbnuit 3aknan «IBaHo-®paHKiBChbKUI 001aCHUM KIIHIYHUM KapIioJOTiYHUN LEHTp», iH(apKTHE BiaaineHHs Ne2,
JlepxaBHull BUIIMM HaBuainbHUM 3aknaj «IBaHO-DpaHKIBCHKMI HAIlOHATBHUM MeIWYHHUM YHIBEpCUTET», Kadenpa)
BHYTPIIIHBOI MeIUITMHUA Ne2 Ta MeiceCTpUHCTBA, M. IBaHO-DpaHKiBChK

4) xk.m.H. Cugop H. .

BonuHchka o0siacHa KIIIHIYHA JTIKapHS, BIAJUIEHHS IHTEpBEHLIHHOI panionorii (peHTreHoXipypriynuii Osok Ne3),

M. JIyupk




5) k.M.H. Kapnienko O.1.

KwuiBcbka michka KiniHIYHA JikapHs Nel, BigauIeHHs HEBIAKIATHOT Kapaioorii, M. Kuis

6) 3aB. Bia. lllep6ak B.I1.

KomyHanbHe HexomepliiiHe HiANPUEMCTBO «BIHHUIBKUNA pErioHAJIbHUN KIIHIYHUM JIIKyBaJdbHO-A1arHOCTUYHUI ILIEHTD|
CepLEBO-CYJMHHOI MaTOJIOr1», KapJi0J0riuHe BIAIUICHHS JUIsl XBOPUX Ha iH(ApKT Miokapiay, M. BiHHuIs

7) nikap Kynuk A.B.

KomyHanbHe HexomepliiiHe mignpueMcTBo «Yepkacbka obnacHa jikapHs YUepkachbkoi o0nacHOi paamw», KapIiojoriuHe
BiTIIeHHS, M. Yepkacu

8) I'oxn. nixap XKypoba C.B.

KomyHanbHe HEeKoMepLiliHe MiAnpueMcTBO «Yepkacbkuil 0bsacHUI Kapaionoriunuil neHTp Yepkacbkoi 06gacHOi paamw»,
BiJIIIEHHS] XPOHIUHO] 1IeMigHOi XxBopoOu cepiist, M. Uepkacu

9) x.m.H., mpod. Llemyiiko B.JA.

KomyHanbHe HekoMepliiiHe mignpueMcTBO «Micbka KiliHIUHA JikapHs Ne8» XapkiBChbKOI MICBKOI paju, KapIiojoridyHe
BIJUIUIEHHS 171 XBOpUX Ha 1H(papkT miokapaa Ne 3, XapkiBcbka MenuyHa AKajaeMis HICISIUIUIOMHOI OCBITH, Kadeapa
Kap10JI0Tii Ta PyHKI[IOHAIBHOI 1IarHOCTUKHU, M. XapKiB

10) n.m.H., mpod. Kosans O.A.

KomyHnanbHuil 3aknan «JlHIMPOBChKE KIIIHIYHE 00'€JHAHHS IIBUAKOI MEIMYHOI J0moMoru» JIHIMPOBCHKOI MICBKOT paju,
KapAl0JOTiYHE BUIJIIJICHHS 7S JIIKYBaHHS XBOpHUX Ha iHGapkT Mmiokapnaa Ne2, Jlep:kaBHuil 3akian «/lHIMpONeTpOBCHKA
Meau4yHa akazeMis MiHicTepcTBa OXOPOHU 370poB’ st YKpaiHuy», kadeapa BHYTpiiHboi Meauuau Ne3, m. JHimpo

11) k.M.H., nou. ['ommeBcrka O.M.

KomyHanbHe HekoMeplliiiHe mianpueMcTBo «MicbKa KiTiHIYHA JIIKapHs MIBUJKOT Ta HEBIAKIAIHOT MEMYHOI IOIIOMOTH M.
mpod. O.I. MemaninoBay XapkiBCbKOI MICHKOI pajy, KapHAioJoriuHe BiAAUIEHHs, XapKiBCbKa MeauuHa Akxaiemis
MiCISIAUIIIOMHOT OCBiTH, Kadenpa Teparii, Hedpoiorii Ta 3araabHOi MPaAKTUKU-CIMEHHOI MeTUITMHH, M. XapKiB

[IpenapaTt MOPiBHSAHHS,
BUPOOHHUK Ta KpaiHa

CymyTH1 MaTepiayii/mpenapaTi
CYIyTHBOI Teparii

mabopaTopHi HA0OpU Ta MaTepiaiy JJIsl TaKyBaHHS;
CKaHepH;
€MHICTB JUIS CE€Yl Ta TECTHA HA BariTHICTH

HavanpHuK Binainy 3 muTanp GapManeBTHYHOI AisTTBHOCTI
JenaprameHTy BIpOBaKEHHS pedopm T.M. JIsickoBCbKUH
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HasBa KJ1iHIYHOTO
BUITPOOYBaHHSI, KO, BepcCis Ta
nara

«/1OBrocTpoKOBE JOCHIPKEHHS, SIKE€ € MPOAOBKEHHSAM nociijpkeHb ¢a3u III 3 BUBYUEHHS rinomimigeMiuHUX 3aco0iB, 3
METOI0 OIIIHKM €()eKTUBHOCTI TPUBAJIOTO 3aCTOCYBAHHS 1HKJIICIpaHy HUISXOM HIAIIKIPHUX 1H €KIIH y Malli€eHTIB 3 BUCOKUM
CepLEBO-CYJJUHHUM PU3MKOM Ta mijgBuiieHuM piBHeMm xojectepuny JIITHIL. (ORION-8)», kox BunpoOyBanus MDCO-
PCS-17-05, rno6anpHa nonpaska 1 Big 01 nucromama 2018 p.

3asBHUK, KpaiHa

TOB «BOPJIJIBAIJ] KJITHIKAJI TPAIJIC VKP»

CrioHcop, KpaiHa

«3e Menecinc Komnani», CHIA (The Medicines Company, USA)

[Tepemnik moCmiKyBaHUX
ITiKapCchbKUX 3ac001B JliIKapchKa
(dopma, 103yBaHHS, BUPOOHUK,
KpaiHa

[ukmicipan Hatpito, [Hkmicipan, (Inclisiran, Inclisiran sodium) (ISA 247; Iukumicipan Hatpito, Iukmicipan, (Inclisiran,
Inclisiran sodium)); po3umH s iH’ekid iHKIicipan HaTpito 300 mr/1,5 mu (iHKTicipany 284 Mr) y monepeaHbo
HanoBHeHMX mmmpunax; 200 mr/mi; Corden Pharma, S.p.A., Italy; Yourway Transport Limited, United Kingdom; Yourway
Transport Biopharma Services, USA;

[Tnane6o no Iukmicipany Hatpito, po3uuH Juist iH exuiil (0,9% xmopuay HaTpiioo) y MONEpeAHbO HAMOBHEHMX IINPHLAX;
Corden Pharma, S.p.A., Italy; Yourway Transport Limited, United Kingdom; Yourway Transport Biopharma Services,)
USA

BiamoimaneHuii (1) AOCTITHUK
(1) Ta mictie (s1) MpoBeICHHS
BUITPOOYBaHHS B Y KpaiHi

1) nikap Joneus O.A.

MenuyHui IIeHTp JOYipHBOro MiAnpueMcTBAa «MeaudHe HayKOBO-TIpakTUYHEe 00’enHaHHA «Mendya» NpUBaTHOTO
AKITIOHEPHOTO TOBapHCTBa «XOJAMHTOBa KoMIaHis «KuiBMicbkOym», BiiieHHs Tepamii. M. Kuis

2) x.m.H. Koansos O.C.

Kminika Jlep>xaBHoi yctaHoBU «HarioHanpHII HAyKOBUHM IIEHTp pajliaiiHoi Mmeauiman HartioHabHOT akageMii MeTuIHIX
HayK YKpaiHw», BIIAIICHHS pafiaiiitHoi kapaiomnorii, M. Kuis

3) nikap Kynuk A.B.

KomynanbHuit 3aknman  «Yepkacbka obOnacHa JikapHsS Yepkacbkoi 00JacHOI paaW», KapIiojoTiyHe BiAIiIEeHHS,
M. Uepkacu

4) k.M.H. Mumanny I'.1.

KuiBcpka KiIiHIYHA JiKapHS Ha 3aii3HuYHOMY TpaHcrmopTi Ne2 ¢imii «entp oxoponu 3mo0pos’s» IIAT «Yxkpaincbka
BaJT3HULIS», BIUIUIEHHS IEHHOTO cTarionapy, M. Kui

5) k.m.H. Copokina 1.O.

MenuyHui LIeHTp MPUBATHOTO BMIOIO HABUAIBHOTO 3aKiany «IHCTUTYT 3arajibHOi MPAKTUKU — CIMEHHOI MEIUIITHWY,
M. KuiB

6) k.M.H. Ctenp P.B.

KoMmyHasibHa ycTaHOBa «6-A MichbKa KJIIHIYHA JIIKAPHS», TEPANEBTUYHE BIIAUICHHS, M. 3alOpiKKs




7) n.M.H., ipod. Lenyiiko B.J.

KomyHanbHe HexomepliiiHe mianpueMcTBo «Micbka KiiHIUHA jJikapHs Ne8» XapkiBCbKOi MICBKOI pajid, KapJi0JIOT14HE
BIJUTUICHHST 1711 XBopuX Ha iH(apkT Miokapaa Nel, XapkiBcbka MeIu4Ha akafemis MiCISAUIUIOMHOI OCBITH, Kadenpa
Kap110J10T11 Ta (yHKIIOHATIBHOT IarHOCTUKH, M. XapKiB

8) k.M.H. Baiina M.O.

3akapnaTChKUii 00JIACHUN KITHIYHUN KapA10JOTIYHUN JUCTIaHCcep, iHhapPKTHE BUIIIIICHHS, M. YKTOpo

[TpemapaTt MOPiBHSHHS, -
BUPOOHUK Ta KpaiHa

CymyTHi MaTepianu/mpenaparu
CYMyTHBOI Tepamii

HavanbHuk Biaainy 3 muTaHb GpapMaleBTUIHOI JisSTBHOCTI
JlemapTamMeHTy BIIPOBaKEHHS pedopm T.M. JIssckoBCbKUI
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HasBa KJ1iHIYHOTO
BUITPOOYBaHHSI, KO, BepcCis Ta
nara

«PanmomizoBaHe, OaraToleHTpPOBE, MOJBIHHO Ciine, MixkHapoaHe nociimkeHHs 11 ¢a3u 11 BUBUEHHS €PEKTHUBHOCTI Ta|
0e3nevyHOCTI KOMOIHOBAHOT Teparii JypBaayMaOoM 13 o1amnapiooM y MOPIBHSAHHI 3 MOHOTEPAIIEI0 AypBAIyMaboM y SKOCTI
MiATPUMYBAJIBHOI Teparlii y MaIieHTiB 3 HeIpiOHOKIITUHHUM pakoM JiereHiB IV cranii, Siki oTpUMyBaJId Tepariio MepuIof]
TiHIT, B SKUX XBOpoOa HE MporpecyBaja ICAs CTaHAAPTHOI XiMmioTeparii mpermapaToM IUIATHHH 3 JypBaaymMabom
(mocmimxernast ORION)y», kon gocmimkerass D9102C00001, Bepcis 2.0 Big 17 Bepecns 2018

3asiBHUK, KpaiHa

TOB «Koanc Kninikan enn [epienpysan Cepsice3y», Ykpaina

CrioHcop, kpaina

AstraZeneca AB, IlIsernis

[Tepenik qociiTKyBaHUX
ITiKapChKUX 3ac001B JiKapchKa
(dbopMa, 103yBaHHS, BUPOOHUK,
KpaiHa

Durvalumab (aypBanyma6) (MEDI4736; 1428935-60-7; MEDI4736); koHUeHTpaT Ajs po3uuHy ais iHQy3il; 50 mr/m;
Medlmmune Pharma, BV, Hinepnangu; Medlmmune Limited, BenukoOpuranis; AstraZeneca UK Limited,
BemukobOputanis; AstraZeneca AB, [lBeris

BiamoimaneHuii (1) AOCTITHUK
(1) Ta micuie (s1) MpoBeICHHS
BUITPOOYBaHHS B Y KpaiHi

1) n.Mm.H., npod. bonnapenko 1. M.

KomynanbHuit 3aknan «/lHinmporerpoBchka Mickka OararompodiabHa KiiHIYHA JikapHS Ne 4» JIHIIpONeTpOBCHKOI]
obOnacHO1 pamm», BiaUIeHHs xiMioTepamii, JlepxkaBHuii 3akian «JlHimpomeTpoBchka MeaWuHa akajaemis MiHiCTepCTBa
OXOPOHHU 3/10pOB’sl YKpaiHu», kadeapa OHKOIOTIi Ta MeAMYHOI pajioiorii, M. JJHinpo

2) K.M.H., 3aB. Bil. HaconoBa A.M.

JlepkaBHa yctaHoBa «lHcTHTYyT Menuunoi pamionorii imeni C.II. I'purop'eBa HAMH VYkpainw», BiIAIICHHS KIIiHIYHO]
OHKOJIOT1i Ta reMaToJorii, M. XapKiB

3) xk.m.H. Tpyxin /I.B.

KomyHnanpHa ycTtaHoBa «OnechbKuid 00JTACHUI OHKOJIOTTYHHUIA TUCIIAHCEP», CTAIllOHAp IEHHOTO Mepe0yBaHHs TUCIIaHCEPHO-
MMOJIKJIIHIYHOTO Bigainenus, M. Omeca

4) n.m.H., ipod. ['oteko €.C.

[lenTpanbHa Micbka KITiHIYHA JiKapHA, MIChKUIl OHKOJIOTIYHMH ULEeHTp, Jlep>kaBHHMI BHIIMA HaBYAJBHUM 3aKiay
«Yxropoacekuii HarioHanbHmi yHIBEpCcUTET», Kadeapa OHKOIOTIT Ta paaionorii GpakynabTeTy MiCASIUIUIOMHOI OCBITH Ta
NTOYHIBEPCUTETCHKOT MIATOTOBKHU, M. YKIOpOJ

5) k.M.H. Ypcon [".M.

JlikyBaJbHO-1IaTHOCTUYHUNA ~ LEHTP MNPUBATHOTO  MIANPHUEMCTBA NPUBATHOI  BUPOOHMYOI  ipMu  «AIHMHYCY,
M. KponuBHHALIBKUI

6) n1.M.H., mpod. Konecnik O. II.

MeauuHui [IEHTp TOBAPUCTBA 3 0OMEXKEHOIO BIINOBIAANBHICTIO «OHKONadhy, NIeHHH cTallioHap, M. 3amopixKs




[TpenapaTu MOpPiBHAHHS,
BUPOOHUK Ta KpaiHa

Olaparib (omamapi6; omamapu6) (AZD2281; Olaparib; 763113-22-0; OLAPARIB; JIMHITAP3A); Tabnetku, BKpUT]
r1iBKoBOrO 000oHko10; 100 mr; AstraZeneca UK Limited, BenukoOputanis; AstraZeneca AB, llIBeris;

Olaparib (omamapi6; omamapu6) (AZD2281; Olaparib; 763113-22-0; OLAPARIB; JIMHITAP3A); Tabnetku, BKpUT]
MIiBKOBOIO 000s10HKOM0; 150 Mr; AstraZeneca UK Limited, BenukoOputanis; AstraZeneca AB, IlIBemis

rae6o a0 Olaparib (onamapi6; onanapu6) ( D-maniT, nemtonosa, Na kpoxmans riikonst, CTeapat MarHiro, ['inmpomMenosa,
Maxkporon / IIEI' 400, oxcua TuTaHy, KOBTHM OKCHJ 3aji3a, OKCHJ 3aii3a / OKCHAY YOpPHOro / OoKcuuy Qepocrnepmy,
ountenut H,O); TabneTku, BKpUTI m1iBKOBOIO 000510HK0I0; MedImmune Pharma, BV, Hinepnanan; Medlmmune Limited,
BemukobOputanis; AstraZeneca UK Limited, BenukoOputanisi; AstraZeneca AB, IlIBemis

CymyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepaii

JlaGoparopHi HabopH;
[Tnanmetn (ePRO — aiis 3armoBHEHHS ONUTYBAJILHUKIB MalllEHTaMU).
Kommnanis, sika /i€ 3a JTOBIPEHICTIO, Ky HaJaB CIIOHCOP YM 3asBHUK HA BBE3EHHS JIOCIIXKYBAaHUX JIKapChKUX 3ac00iB Ta

cynyTHix MatepianiB: «IMP logistics, Ykpaina»

HavanpHuK Biainy 3 muTaHp (GapManeBTHYHOI AisTTBHOCTI
JenapTameHTy BIpOBaKEHHS pedhopm T.M. JIsickoBCbKUH
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HasBa KJ1iHIYHOTO
BUITPOOYBaHHSI, KO, BepcCis Ta
nara

«PannomizoBane, nozgiitae ciine nociimkenns 11 ¢ga3u komOinarii nemopomnizymady (MK-3475) 3 abo 6e3 neHBaruHiOa
(E7080/MK-7902) y paniie HeIlKOBaHUX MAIIEHTIB 3 METACTaTUYHUM HepiOHOKTITUHHUM pakoMm jereHb (HJIKPJII) 3
nokasHukoM nponopuii nmyxnunau (TPS), oo 6inbie abo nopisuioe 1% (LEAP-007)», kon nocnimkxenas MK-7902-007,
Bepcis Big 09 nuctonaga 2018 poky

3asBHUK, KpaiHa

TOB «MCJl Ykpaina»

CrioHcop, KpaiHa

«Mepk lapn Enn Hoym Kopn.», nouipue ninnpuemctso «Mepk Exn Ko., Ink.», CILIA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

[Tepemnik TOCTiHKyBaHUX
ITIKapChKHUX 3aC001B JIIKapChKa
(dbopma, 103yBaHHS, BUPOOHUK,
KpaiHa

JleaBatuni6 (Lenvatinib) (JIleaBatuni6 (Lenvatinib); Lenvatinib (JleuBatuni6); E7080; MK-7902; JlenBimal
(LENVIMA/LENVIMA®), Kicrmuke (KISPLYX®), JlemBatuni6 wme3imat (Lenvatinib mesilate)); kamncymu; 4 wr
(mimirpam); Patheon Inc., Toronto Region Operations, Canada; Eisai Co., Ltd. Formulation Research, Pharmaceutical
Science&Technology, Japan; Kawashima Plant of Eisai Co., Ltd., Japan; Sunplanet Co., Ltd., Analysis Department, Honjo
Unit, Japan; Fuji Chemical Industries Co., Ltd., Gohkakizawa Plant, Japan; Eisai Limited, Japan; Almac Clinical Services,
USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services UK Limited, United Kingdom; Fisher
Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Merck Sharp & Dohme Corp. USA;
Werthenstein BioPharma GmbH, Switzerland; Catalent CTS (Edinburgh) Limited, United Kingdom; Catalent Pharma
Solutions Inc., USA; Catalent UK Packaging Limited, United Kingdom;

[Mnane6o no JlemBatuni6 (Lenvatinib) , kamcynu; Patheon Inc., Toronto Region Operations, Canada; Eisai Co., Ltd.
Formulation Research, Pharmaceutical Science&Technology, Japan; Kawashima Plant of Eisai Co., Ltd., Japan; Sunplanet
Co., Ltd., Analysis Department, Honjo Unit, Japan; Fuji Chemical Industries Co., Ltd., Gohkakizawa Plant, Japan; Eisai
Limited, Japan; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
UK Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Merck
Sharp & Dohme Corp. USA; Werthenstein BioPharma GmbH, Switzerland; Catalent CTS (Edinburgh) Limited, United
Kingdom; Catalent Pharma Solutions Inc., USA; Catalent UK Packaging Limited, United Kingdom,;

JleaBatuni0 (Lenvatinib) (Lenvatinib (JlemBatuni6); E7080; MK-7902; JlenBima (LENVIMA/LENVIMA®), Kicmmukc
(KISPLYX®), JlenBatuni6 mesimat (Lenvatinib mesilate)); kancymu; 10 mr (mimirpam); Patheon Inc., Toronto Region
Operations, Canada; Eisai Co., Ltd. Formulation Research, Pharmaceutical Science&Technology, Japan; Kawashima Plant]
of Eisai Co., Ltd., Japan; Sunplanet Co., Ltd., Analysis Department, Honjo Unit, Japan; Fuji Chemical Industries Co., Ltd.,
Gohkakizawa Plant, Japan; Eisai Limited, Japan; Almac Clinical Services, USA; Almac Clinical Services Limited, United|
Kingdom; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical
Services GmbH, Switzerland; Merck Sharp & Dohme Corp. USA; Werthenstein BioPharma GmbH, Switzerland; Catalent

CTS (Edinburgh) Limited, United Kingdom; Catalent Pharma Solutions Inc., USA; Catalent UK Packaging Limited,




United Kingdom,;

[Mnane6o no JlenBaruni6 (Lenvatinib), xancynu; Patheon Inc., Toronto Region Operations, Canada; Eisai Co., Ltd.
Formulation Research, Pharmaceutical Science&Technology, Japan; Kawashima Plant of Eisai Co., Ltd., Japan; Sunplanet
Co., Ltd., Analysis Department, Honjo Unit, Japan; Fuji Chemical Industries Co., Ltd., Gohkakizawa Plant, Japan; Eisai
Limited, Japan; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
UK Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Merck
Sharp & Dohme Corp. USA; Werthenstein BioPharma GmbH, Switzerland; Catalent CTS (Edinburgh) Limited, United
Kingdom; Catalent Pharma Solutions Inc., USA ; Catalent UK Packaging Limited, United Kingdom;

KITPYIA®, (KEYTRUDA®) (MK-3475; SCH 900475; MK3; 02P106; Org 307448-0; Anti-PD1; MK-3475 (Anti-PD1);
[TemOpomnizymad (Pembrolizumab); MK-3475); crepuiibHuil po3urH Uil BHYTPIIIHBOBEHHUX 1HPY31i; 25 Mr/mi (mimirpam/|
Miminitp); MSD International GmbH T/A MSD Ireland (Carlow), Ireland; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services Inc.,|
USA; Fisher Clinical Services GmbH, Switzerland; Merck Sharp & Dohme Corp. USA; Werthenstein BioPharma GmbH,
Switzerland

BinmoBimaneHuii (1) JOCTITHUK
(1) Ta micue (s1) MpoBeIEeHHS
BUNIPOOYBaHHA B YKpaiHi

1) 3aB. Bia. Kynsa6a .M.

UlikyBammbHo miarHoctuuHui 1eHTp TOB «CrhermiamizoBana kimiHiKa «JloOpuii TPOTHO3», OHKOJIOTIYHE BiAAUICHHS,
M. KniB

2) k.M.H. Tpyxin JI.B.

KomyHnanbHa ycraHoBa «Oecbkiii 00JaCHUN OHKOJIOTTYHHUM TUCTIaHCEpP», CTAI[lOHAp JEHHOTO NepeOyBaHHS TUCTIaHCEPHO-
MOJIIKJIIHIYHOTO BimmiienHs, M. Onxeca

3) nikap Kymuxk C.O.

ToBapucTBO 3 0OMEKEHOIO BiAMoBinanbHICTIO «Menuuauii ieHTp «BEPYM», M. Kuis

4) roun. nikap ITapamonos B.B.

KomyHanpHe HEKOMEpIIIHHE MANPUEMCTBO «YepKacbkuii 00JacHUN OHKOJOTIYHUM aucnaHcep» Yepkachkoi 00J1acHOI
pau, 00JacHUM LEHTP KIIHIYHOT OHKOJIOT1] (OHKOXIMiOTepaneBTUYHMA), M. Yepkacu

5) 1.M.H., ipod. bormapenko .M.

KomyHnanbHuit 3aknaj «/lHinponerpoBchka Micbka OararonpogiabHa KiiHiuHa JikapHs Ne4y JIHINIPponeTpoBChKOi 0071acHOT]
panuy», BiAJIUIEHHS XiMioTepamii, JlepkaBHuiMl 3aknan «/lHimpomeTpoBcbka Menu4Ha akajaeMis MiHIiCTEpCTBa OXOPOHHU|
310poB'st YKpaiHn», kadeapa oHKOJIOTIT 1 MeaudHoi paiosorii, M. J{Himpo

6) 3aB. Bia. Boiitko H.JI.

KuiBchbKuii MiChKUN KITHIYHUIA OHKOJIOTIYHUH IEHTp, BiAaineHHs xiMioTeparnii Ne 2, m. Kuis

7) K.M.H., 3aB. Bia. lnapuk S1.B.

KomynanbHuit 3aknaj JIbBiBcbKoi 00macHOi pagu «JIbBIBCHKUI OHKOJIOTIYHUIN perioHaJbHUM JiKyBaJIbHO-A1arHOCTHYHUIMI
LIEHTPY», BULIIJIEHHS XiMioTepartii, M. JIbBiB

8) 1.M.H. JIucenko C.A.

[TominbChKMii pETiOHAIBHUI IIEHTP OHKOJIOT1i, XiMIOTepaneBTUYHE BiAIUICHHs, BIHHWIBKUN HalllOHAJTHPHUN MEIUYHUN




yHiBepcureT iM. M.I. IIuporosa, kadenpa npoMeHeBo1 11arHOCTUKH, TIPOMEHEBOI Teparii Ta OHKoJOrii, M. BiHHUIA

9) 3aB. Bia. boiiko B.B.

Komynanbuuit 3axnan «lIpukaprnaTcbkuil KiiHIYHUE OHKOJOTiuHUM weHTpy», Il Xipypriune BimmiieHHs, M. IBaHo-
DpaHKIBChK

[TpenapaTi MOpPiBHAHHS, -
BUPOOHUK Ta KpaiHa
CymyTHi MaTepiaiu/npenapat |- 1adopaTtopHi HabopH;
CYMyTHBOI Teparmii - min/max TepMOMETPH;
- iH(Y31iHI TomMmH;
Kommanis, sika Ji€ 3a TOBIPEHICTIO, Ky HaJaB CIIOHCOP YM 3asSBHHMK Ha BBE3EHHS JOCIIDKYBAaHUX JIIKAPCHKUX 3acO0IB Ta
cynyTHix MatepianiB: TOB «Areniis «C.M.O.-Ykpaina»

HavanpHuK Biaaiay 3 muTaHb GapManeBTUYHOT AiSUTHHOCTI
JlemapramMeHTy BIIpOBaKEHHS pedopm T.M. JIssckoBCbKUI
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[nenTHdikaris CyTTeBOI

[OMPAaBKU

OHOBJICHUI TPOTOKOJN KIiHIYHOTO BHNpoOyBanHs Bepcis 4.0 Big 29 mmcromaga 2018 p.; OHOBIGHHMM NPOTOKOJ KIIHIYHOTO
BrnpoOyBaHHs Bepcis 5.0 Big 17 rpynus 2018 p.; 3MiHa Ha3BH MPOTOKOJY KIIHIYHOTO BHIIPOOYBAHHS:

byno Crano
PangomizoBane, Bigkpute, Oararonentpose aociuimxenns Il | PanmomizoBane, Binkpute, 6aratonentpose gocuimxenss 111 dazu
daszu [ypanymaby Tta Tpemenimymady B sxocti nepmoi | ypBanymaby ta TpemenimymaOy B SKOCTI mepmioi JiHil

JIKyBaHHS TAII€HTIB 3 TOMMPEHUM TEMaTOUCTIOIIPHUM PaKOM
(HIMALAYA)

JMiHIT  JIKyBaHHA  TAIIIEHTIB 3  HEPE3eKTa0CIbHUM
renaronemonsipauM pakom (HIMALAYA)

[Hdopmaris Ta dopma 3roau Uis JOPOCIMX YYaCHHUKIB JOciikeHHs, JIokanbHa Bepcis HoMep 4 ans YKpaiHM yKpaiHCHKOIO Ta
pociiicbkoro MoBamu, nara Bepcii 08 ciuns 2019 poky - Ha ocHoBi Mactep Bepcii Homep 4 Bin 18 rpyaus 2018 poky, Honmatky 1
Mactep Bepcii Homep 4 Bin 30 muctonama 2018 poky ta lomatky 2 Mactep Bepcii Homep 4 Bix 30 mucronama 2018 poky; JlomaTok 1o
(dopmu iHPOPMOBAHOI 3ro/IM 1010 TEHETHYHOTO TOCiiKeHHs JIokanbHa Bepcis HoMep 2 uid YKpaiHu yKpaiHChKOIO Ta POCIHCBHKOIO
MoBamHu, fata Bepcii 08 ciunsg 2019 poky - Ha ocHoBi Mactep Bepcii Homep 2 Bia 30 nucrtonana 2018 poky; JlonmoBuenus no Gpopmu
iH(OPMOBaAHOI 3ro/IM — BapiaHTH BiAKIMKaHHS 3roau JlokansHa Bepcist 11 Ykpainu HoMep 2.0 yKpaiHChKOIO Ta POCICHKOI0 MOBAMH,
mata Bepcii 08 ciuas 2019 poky - Ha ocHOBI Mactep Bepcii Homep 2.0 Bix 30 mucromana 2018 poky; Indopmariis Ta Gpopma
iHhOPMOBAHOI 3roAM HAa HAlaHHS JaHWX BariTHOI MapTHEPKH TOPOCIOTO ydacHHWKa HociipkeHHS JlokambHa Bepcis HOMep 2 IS
'YkpaiHu yKpaiHChKOIO Ta pOCiichKOr0 MoBamH, faTa Bepcii 08 ciuns 2019 poky - Ha ocHoBi Mactep Bepcii Homep 2 Bia 30 nucronana
2018 poky

Homep Ta mata Hakasy
MO3 oo
BaTBEP/KEHHS
KJITHIYHOTO
BUIIPOOYBAHHS

Ne 1388 Bim 08.11.2017

Hassa xiiHiyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gara

«PanmomizoBane, Bigkpurte, OaratoreHTpoBe mochimpkenHs III ¢asu JlypBanmymaOy Ta TpemeniMmymaOy B SKOCTI TEpINOi JIiHIT
ITIKyBaHHS TMAIi€HTIB 3 Hepe3ekTabenbHuM remnarouemoisspauM pakom (HIMALAYA)», kox nocnimkenns D419CC00002, Bepcist 3.0
Bix 23 ciuns 2018 poky

3asBHUK, KpaiHa

TOB «ACTPA3BEHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

CynyTHi
MaTepiajau/mpenaparu




CyIyTHBOI Teparii |

HavaneHuk Bigiy 3 mutanb papManeBTUIHOI AiSUTEHOCTI
JlemaptamMeHTy BIpOBaKeHHS pedopm T.M. JIssckOoBCBKUH
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[nenTudikaris cyTreBoi
MOTPaBKH 3anmyueHHs JOAATKOBHX MICIb MPOBEACHHS KJIIHIYHOTO BUMPOOYBaHHS:
No I1.1.B. BigmOBIZAILHOTO JOCHIIHHKA
n/m HasBa miciist mpoBeIeHHs KITHIYHOTO BUMTPOOYBAHHS

1. | n.m.H., npod. Buaauk M.I.

Ob6nacHa nicuxoHeBpoJoriuna jikapHs Ne3, imgginenns Nel, JIBH3 «IBaHo-®paHKIBChKUN HAllIOHABHUNA MEIUYHUN
yHIBepcUTET», Kadeapa rneuxiatpii, HAPKOJIOT1i Ta MEANYHOI NICUX0JI0Tii, M. IBaHO-DpaHKIBChK

2. | A.M.H., ipod. Bonommn-I"anonos [.K.

JlepxaBHa YctaHoBa «lHCTUTYT HeBposorii, mcuxiaTpii Ta Hapkosorii HamioHanpHOI akagemii MeIUYHUX HAyK
Ykpainwy, BiIT HeHpoiHDEKIIiA Ta pO3CITHOTO CKIepo3y, M. XapKiB

3. | k.M.H. bnaxxesuu 10.A.

Tepuropiansae meanyae o0 eqHanns «llcuxiatpis» y micti Kuesi, LleHTp HOBHX MeTOJIB JiKyBaHHS Ta peadimiTamii
TICUXOTHYHUX CTaHiB, BuLIieHHs 29 (yonosive), BimauienHs 30 (xinoue), M. Kuin

4. | k.M.H. Yepke3 A.M.

KomyHanbHa yctaHoBa «3anopi3bka o0JlacHa KJIIHIYHA JiKapHs» 3anopi3bkoi 001acHOi paau, BIAIUIEHHS HEBPOJOTIT
Nel, m. 3anopixokst

Howmep Ta nata Hakazy [Ne 1960 Bix 29.10.2018

MO3 mon0

BaTBEPKEHHS

KJIIHIYHOTO

BUIIPOOYBAHHS

IHa3Ba xy1iHIYHOTO «®aza 3b 0OaraTolEHTPOBOTO, PaHIOMI30BAHOTO, MOABIWHO CIIIOTO, MIANE00-KOHTPOIHOBAHOTO TOCHIKEHHS MO0 OIlIHKH,

BUNIPOOYBaHHA, KO,  [(0e3neku JiKyBaHHs [liMaBaHCEpPMHOM Yy JOpPOCIMX Ta JIOJEH NOXMJIOro BIKYy 3 HEWPONCHXIaTPUYHUMHU CHUMITOMAaMHU,

Bepcis Ta JaTta MOB'SI3aHUMU 13 HEUPOAeTeHEPATUBHUM 3aXBOPIOBaHHIMY, Ko aociimkerass ACP-103-046, ¢pinansHa Bepcist 1.0 3 mompaskoro 4
Bix 1 TpaBHs 2018p.

3asBHUK, KpaiHa TOB «BOPJIJIBAIJ] KJIIHIKAJI TPAIIC YKP»

CrioHcop, kpaina «AKAJITA ®apmackrorikans [uk., CIITA» (ACADIA Pharmaceuticals Inc., USA)

CynyTHi -

MaTepiajau/mpenaparu




|cynyTHLO'1' Tepamii |

HauanpHuk BigauTy 3 muTaHb (papMameBTHIHOI JTiSTTEHOCTI
JlemapTamMeHTy BIIpOBaKEHHS pedopm T.M. JIsckoBCbKUI
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MONPABKU

OHoBIiIeHUH TpOTOKOJN KiiHIYHOTO BuIpoOyBaHHs Ne BAY 80-6946 / 17833 Bepcis 6.0 3 iHTerpoBaHoro mnomnpaskoro 06 Bif
25 Bepecus 2018; Hocnimkenns 17833, Indopmanis ans nauienta i popma iHpopmoBanoi 3roau, Bepcis 4.0 i Ykpainu Binx 23
muctomana 2018 p. ykpaiHChKOIO MOBOKO Ha OCHOBI [H(opmamii mns mamienta / Gopmu iHGOPMOBAaHOT 3roAu OCHOBHOTO
nocimkenns, Bepcii 4.0 ans Ykpainu Big 16 mucronana 2018 p. (RB daza III); Jocnimkenns 17833, [ndopmartis 1is maimieHTa
1 hopMma iH(popmoBaHoi 3roau, Bepcis 4.0 nns Ykpainu Bia 23 nuctonana 2018 p. pociiicbkoro MOBOIO Ha ocHOBI [Hpopmanii s
natienTa / ¢opMu iHHOPMOBAHOI 3roJIM OCHOBHOTO AOCHiKEeHHs, Bepcii 4.0 g Ykpainu Bin 16 mucronana 2018 p. (RB ¢a3a
[11); docmimkennsa 17833, Indopmanis pist namienTa i popma inpopmoBanoi 3roau, Bepcis 4.0 s Ykpainu Big 23 nucTtonaja
2018 p. ykpaiHChbKOIO MOBOIO Ha 0cHOBI [H(opmarii 11 nmauienTa /Gpopmu iHPOpMOBaHOT 3r0AM OCHOBHOI'O JOCIIJKEHHS, Bepcii
4.0 s Ykpaiau Bim 16 muctomama 2018 p. (R-CHOP daza II1); Hocaimkennst 17833, Indopmariis ans namienta i Gopma
iHpopMoBaHoi 3roau, Bepcis 4.0 1 Ykpainu Bix 23 nucronana 2018 p. pociiicbkoro MOBOIO Ha OCHOBI [H(opMmaltii s nanieHTa
dhopmu iHGOPMOBAHOT 3rOAM OCHOBHOTO JociiKeHHs, Bepcii 4.0 st Ykpaiau Big 16 nmucronaga 2018 p. (R-CHOP ¢dasza I11);
Jlocnimpkenns 17833, onosneHa iHopmanis ans nariedta i ¢opma iHpopmoBaHoi 3roau, Bepcist 2.0 ans Ykpainu Big 23
mcronana 2018 p. yKpaiHCbKOIO MOBOIO Ha OCHOB1 OHOBJIEHOT iH(oOpMaIlil 11 nauieHTa 1 popmu 1HPOPMOBAHOI 3roJu, Bepcis
2.0 nns Yxpainu Big 16 nucronana 2018 p. (RB dasza III); Jocmimkenns 17833, onosnena indopmaris s namienra i gpopma
iHpopMoBaHoi 3roau, Bepcid 2.0 s Ykpainu Big 23 nucronana 2018 p. pociiicbkoro MOBOIO Ha OCHOB1 OHOBJIEHOT 1H(opMalii
Ui naunieHTa i popmu iHpopMoBaHoi 3roau, Bepcist 2.0 i Ykpainu Bia 16 nmucronana 2018 p. (RB ¢a3za III);
Jlocnimxenns 17833, onoBneHa iHGopManis ans naumieHTa 1 ¢popma iHpopmoBaHOi 3roau, Bepcis 1.0 mna Ykpainu Big 23
mucronana 2018 p. YkpaiHChKOIO MOBOIO Ha OCHOBI OHOBIJIEHOT iH(opMaii A namienra i GopmMu iHPOPMOBAHOI 3roAH, Bepcis
1.0 mna Ykpainum Big 16 mucronaga 2018 p. (R-CHOP ¢aza II1); Jocmimkenns 17833, onoBieHa ingopMariis il TaIi€HTa i
¢dopma indopmoBanoi 3romau, Bepcia 1.0 mis Ykpainu Bin 23 nucronana 2018 p. pociiicbkoro MOBOIO Ha OCHOBI OHOBJICHO]
iH(popMarii 11t nanienTa i Gopmu iHGopmoBaHoi 3roau, Bepcist 1.0 nnsg Ykpainu Big 16 nucronana 2018 p. (R-CHOP ¢aza I1I);
[HeTpyKuis s 3actocyBaHHs: [Hpopmanist nis nauientiB [peanizon EKCAJI Tabnerku 20 Mr niroya pedoBUHA: MPEAHI30H
Ui YKpaiHu YKpaiHChKOIO MOBOIO IEpeKiiaj 3 HIMELbKOi [HcTpykuii ais 3actocyBaHHs: [Hdopmariisa ans nauieHTiB [Ipeanizon
I'EKCAJI tabnetku 20 Mr airoya peyoBHHA: MPEJIHI30H BiJl CEPIHS 2017 p; Inctpykuis ans 3actocyBaHHs: [Hpopmartis
st anienTiB [peanizon TEKCAJI tabnetku 20 Mr giroua pedyoBUHA: MPEIHI30H I YKpaiHU POCIHCHKOI0 MOBOIO TEpeKyaj 3
HimMenbkoi [HCTpykuii s 3actocyBanHs: IHdopmaris mia nauientis Ipeanizon 'EKCAJI tabnetku 20 Mr girouya pedyoBHHA:
npeaHizon Bixg cepmHs 2017 p; ChopomieHe nocke Jikapcebkoro 3aco0y Mabrtepa Big 30 TpaBusa 2018; ChporneHe 1ocke
mikapcekoro 3aco0y JleBakT® Bix 07 6epesnst 2018; Crporene gocke Jikapcbkoro 3acody Luknodpochamina in 29 uepsus 2016;
CripoliieHe oche JIiKapchKoro 3aco0y JlokcopyOiuH Bij 02 yepsHs 2016; CrpolieHe J0Che JIIKapChbKOTo 3aco0y
Binkpuctun Big 08 uepsus 2018; Crpoirene noche gikapebkoro 3aco0y [Ipeanizon '[EKCAJI Bix cepmast 2017

Homep Ta nara Hakasy

Ne 1542 Big 06.12.2017




MO3 om0
3aTBEPKCHHS
[KIIIHIYHOT'O
BUIIPOOYBaHHSI

Hassa xkjIiHI4YHOTO
BUITPOOYBaHHSI, KOJI,
Bepcis Ta 1aTa

«®Daza I, panmomizoBaHe, MOJBIMHE clille, KOHTPOJIbOBaHE, OaraToleHTpoOBEe nociimkeHHs iHriOiTopa PI3K komanmiciby 3
BHYTPIIIHLOBEHHUM IIIJIIXOM BBEJEHHS B KOMOIHalIi 13 CTaHAApTHOIO IMYHOXIMIOTepami€lo B TMOPIBHSAHHI 3 CTaHIApTHOIO
IMyHOXIMIOTEpaIli€l0 y TAalli€HTIB 3 PElMIMBOM  1HIOJEHTHOI HexopkkiHcbkoi JimMdpomu (iIHXJI) — CHRONOS-4», xon
mocmikeHHss Ne BAY 80-6946 / 17833, Bepcis 5.0 3 inTerpoBanoro nonpaskoro 05 Big 14 cepmas 2017

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

CrioHcop, KpaiHa

baiiep AI', Himeuunna

CynyTHi
MaTepiaiau/mpenaparu
CYMYTHBOI Tepamii

HavanpHuK Biaainy 3 muTaHb GapMaleBTUIHOT AISUTHHOCTI
JlemapTamMeHTy BIIpOBaKEHHS pedopm T.M. JIsckoBCbKUI
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OnHoBileHU# NpOTOKO KiiHIYHOTrO AociiakeHHs MLNO0002SC-3030 inxkopnopoBanuii nonpaskoto 07 Bix 23 kBiTHS 2018 poky;
['mo6anena bpomrypa [ocmignuka Bepomizymad (MLNO0002), Bunanus 21 Big 01 uepBHs 2018 poky, aHIUIHCBKOIO MOBOIO;
['moGansHa bpomypa Hocnignuka Benonizymad (MLNO0002), Buganus 22 Bix 27 uepBHs 2018 poky, aHIIINHCHKOIO MOBOIO;
[HpopmoBana 3rona. 3roja Ha ydacTb Yy HaykoBomy pociipkeHHi, Bepcit V4.0UKR(uk)1.0 Bix 14 aucromaga 2018 poky,
nepexsia] ykpaiHcbkoro MoBoro Bif 21 rpyans 2018 poky; IHpopmoBana 3rona. 3roja Ha yyacTh y HAyKOBOMY JOCIIIKEHHI,
Bepcis V4.0UKR(ru)1.0 Big 14 nmuctomana 2018 poky, nepekiaa pociiicbkoro MoBoro Bif 21 rpyans 2018 poky; KepiBHULITBO
st yaacHuka nociimkenss [V0S UKR(uk)], ykpaincekoro moBotro; KepiBuunrso st yaacHuka pociimpkents [V0S UKR(ru)],
pociiicbkoro MoBo10; bpomrypa marmienta 3 mporpamu «Ominka 1 MiHiMizanis pusukis [IMJI (RAMP)», V14.0UKR(uk) Bix
03 snunus 2018 poky, mepexsian ykpaiHCbKo0 MOBOO Bia 16 ceprus 2018 poky; bpomnrypa mamienta 3 nporpamu «O1iiHKa i
MmiHimizanis pusukis [IMJI (RAMP)», V14.0UKR(ru) Big 03 nunus 2018 poky, nepekiaa pociicbkor MOBOIO BiJ 16 ceprHs
2018 poky; bpomrypa mamienta [V04 UKR(uk)], ykpaincekoro MoBoro; bpomrypa namienta [V04 UKR(ru)], pociiicbkor0 MOBOIO;
[HCTPyKIIT 13 3aCTOCYBaHHS aBTOIH €KTOpa s KIIIHIYHUX JoCikeHb BiJ ceprnHsa 2018 poky, mepekiaj yKpaiHCbKOI MOBOIO Bij
27 Bepecust 2018 poky; [HCTpyKIii 13 3aCTOCYBaHHS aBTOIH €KTOpa ISl KIIHIYHUX JOCIIIKEHb Bl CEPIIHS 2018 poxky,
nepekian pociichbkoro MoBolo Bij 27 BepecHs 2018 poky; [locke nocmipkyBaHoro jgikapcbkoro 3aco0y Bemonizyma0, Bepcis Bi
18 uepBHsa 2018 poky, aHTTIHCHKOI MOBOIO; 3alpOBAKCHHS JIIKAPCHKOiI (POPMHU TOCHIKYBAHOTO JIKAPCHKOTO 3ac00y:
Benonizymad ans iH’ekuidd, Ans OiAWKIpHOTo 3actocyBaHHs (Benomizymab m/mr), 108 mr/0,68 mi, po3umH 1uid iH €Kil B
aBTO1H €KkTOpl (BUpoOHMK: «Scandinavian Health Limited (SHL)», CIIA (B Munynomy «SHL Pharma LLC», CIIIA); 3pa3ok
MapKyBaHHs JOCIII)KYBaHOTO JiKapchbkoro 3aco0y Benomizymad, po3umH ans in’ekuid 108 mr B aBToin’ekTOpi 0,68 M,
YKpaiHCbKOIO MOBOIO; 3allyde€HHSI BUPOOHMYOI AUISHKH, BIANOBIJANBbHOI 3a BUITYCK/ TE€CTyBaHHs/ 30MpaHHS JOCIIKYBaHOIO
TikapchKoro 3acody Benonizymal, po3unH Uil iH’ €Ki B MOINEPEIHbO 3alOBHEHOMY LINpPHIN/ aBTOiH €KTOpi: «Scandinavian|
Health Limited (SHL)», CILIA (B Munynomy «SHL Pharma LLC», CIIIA); [TogoBkeHHSI TEpMiHY MPUAATHOCTI JOCIIKYBAHOTO
mikapcbkoro 3aco0y Benonizyma® no 30 micauiB; 3miHa HaliMeHyBaHHS 3asBHuKa 3: IliampuemctBo 3 100% iHO3eMHOIO
inBectuuiero «KpinTaitnc Ykpaina» Ha: ITiznpuemctso 3 100% inosemuoro insectuuieio «AMK’IOBIA PJIC Ykpainay

Howmep Ta nata Hakazy
MO3 mon0
BaTBEPKEHHS
KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 403 Bix 04.05.2016

Ha3Ba kiIiHIYHOTO
BUNIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«Bigkpure mocmimkeHHs ¢a3u 3b 1 OIMIHKH JOBTOCTPOKOBOI O€3MeyHOCTI Ta €(EKTUBHOCTI BEAOII3yMady I MiAMKIPHOTO
BBEJICHHS y MAII€HTIB 3 BHPA3KOBUM KOJITOM Ta XBOopoOoro Kponay, kox mocmimxenHss MLN0002SC-3030 inkoprnopoBaHHii

nmonpaBkoro 05 Bix 08 mucronana 2016 poxy




3asiBHUK, KpaiHa

[TigmpuemctBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’TOBIA PJC Ykpaina»

CrioHCcOp, KpaiHa

«Takena leenonment Centep FOpon JIta.» (Takeda Development Centre Europe Ltd.), CrionyueHe Kopos1iBCTBO

CynyTHi
MaTepianu/mpenapaTi
CYNyTHBOI Tepamii

HavanpHuK Binainy 3 muTaHp GapManeBTHYHOI AisUTEHOCTI
JlemapTaMeHTy BIIPOBAKEHHS peopM

T.M. JIackoBCHLKUN
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OHOBJIEHUH NPOTOKON KIIHIYHOrO JociimkeHHs A3921120 3 inkopnopoBaHoro mompaBkoro 1, Bin 06 Bepecus 2018 p.,

QHIITIHCBEKOI0 MOBOIO; [H(opMmamiiinuil muctok nauieHTa Ta @opma iHHOPMOBAHOI 3roJIM HAa Yy4acTh Y HAYKOBOMY JOCIIJKEHHI,

Mmaiictep Bepcist Bif 11 Bepecus 2018 p., Bepcia g Ykpainu 2.0 Big 07 nucromana 2018 p., aHIINACHKO0O, YKPaiHCBKOIO Ta
OCIICbKOI0 MOBaMHU

Howmep Ta nara Hakasy
MO3 om0
3aTBEPKCHHS
KJIIHIYHOT'O
BUITPOOYBaHHSI

Ne 1399 Big 27.07.2018

HasBa KIiHIYHOTO
BUIPOOYBaHHS, KO,
Bepcis Ta maTa

«PanmomizoBaHe, ToBiiHE clIille, MIAe00-KOHTPOIhOBAHE NOCHTIKeHHS 3-1 ¢a3u 3 BUBUEHHS €(EKTHUBHOCTI Ta OE3MEYHOCTI
TodaruTHIOy B MAIiEHTIB 3 aKTUBHUM aHKUI03yt0unM crioHIuiToM (AC)», kox aocmimkeHds A3921120, ginanpHa Bepcis Biff
22 mrotoro 2018 poky

3asBHUK, KpaiHa

TOB «Kuiniuni gocmipkeHHs AWKoH», YKpaina

CnoHcop, KpaiHa

Pfizer Inc., USA/ ®aiizep Iuk., CIIIA

CynyTHi
MaTepiaiu/mpenapaTi
CYMyTHBOI Tepamii

HavanpHuK Biainy 3 muTaHp (GapManeBTHYHOI AisTTBHOCTI

JlenaprameHTy BIpoBaKEHHS pedopm

T.M. JIackoBCcBEKUN




Honarok 13
10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727
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MONPABKU No I1.1.B. BiAIOBIAAILHOTO JOCHIIHUKA
/1 HasBa micus npoBeieHHs KIIHIYHOTO BUIPOOYBaHHS

1. |jmm.H., npod. IBanos B.II.
Bigaupkuii o0JacHU KIIIHIYHAKA TOCHITalbh BETEpaHiB BilHU, TepaneBTHYHE BigauieHHs Nel, BinHunbpkuit
HalioHATLHUHM MeanuHuid yHiBepcuTeT iMeHi M.I. TTuporosa, kadenpa BHyTpimHb0i Meauuuau Ne3, M. BinHuis

Homep Ta nara Hakasy
MO3 mono
BaTBEPKECHHS
KJITHIYHOTO
BUIIPOOYBAHHS

Ne 1960 Big 29.10.2018

Ha3Ba kiiHI4YHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«baratorieHTpoBe, paHAOMi30BaHe, IMOJBIMHE Cllille, TUIANe00-KOHTPOIbOBaHE JOCHIIDKEHHS (a3u 3, sKe NPOBOAMUTHCS B
napajeIbHUX IpyTax, JJas BUBYCHHS IHAYKUIHHOI Tepamii Mipiki3yMaOboM y TMali€HTIB i3 BUPA3KOBUM KOJIITOM B aKTUBHIiH cTasil
B1JI TOMIPHOTO JI0 Ba)KKOT'O CTYIICHSI, B IKMX CTaHJAapTHA Ta OloJioTiuHa Teparris Oyina Hee()eKTUBHOIOY», KO BUIIPOOyBaHHs 16T-
MC-AMAN, iz 13 6epesns 2018 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO36MHOIO iHBECTHIIIEIO «AVK’TOBIA PIIC Ykpaina»

CnoHcop, kpaiHa

Eli Lilly and Company, CIIIA

CyrmyTHi
MaTepianu/mpenapaTi
CYMyTHBOI Tepamii

HavanpHuK Binainy 3 muTaHp GapManeBTHYHOI AisTTBHOCTI
JenaprameHTy BIpOBaKEHHS pedhopm T.M. JIsickoBCbKUH
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bpomrypa Jocnignuka [limoxisip (JNJ-63623872), Bunanns 7 Bix 30 xoBTHs 2018 poky, aHriiiicekoro MoBoro; Posain 3.2.P.3.1
Jloche 1ocTiIKyBaHOTO JliKapcebkoro 3aco0y JNJ-63623872 Bin 13 nucronana 2018 poky, anrinilicekoro MoBoto; Po3nin 3.2.P.3.2
Jlochke mocaimkyBaHoro Jikapcbkoro 3aco0y JNJ-63623872 Bix 13 nucromana 2018 poky, aHriicbkor0 MoBoto; Po3min 3.2.P.3.3
Jloche 1oCTiIKyBaHOTO JliKapcebkoro 3aco0y JNJ-63623872 Bin 13 nucronana 2018 poky, anrinilicekoro MoBoto; Po3nin 3.2.P.5.1
Jlocwke nmocmimpkyBaHoro Jikapcbkoro 3acody JNJ-63623872 Bin 13 nucromama 2018 poky, aHrmilcbkor0 MOBOIO; Po3min
3.2.P.5.4 [locke nocmiKyBaHOTO JliKapebkoro 3aco0y JNJ-63623872 Bin 13 nucronana 2018 poky, aHIIIIHCHKOIO
MoBoto; Po3zmin 3.2.P.8 Jlocke mocmimkyBaHoro Jikapchbkoro 3aco0y JNJ-63623872 Bix 13 nucronaga 2018 poky, aHTIIIMCHKOIO
MOBOIO; BKIIIOUEHHS anbTepHATUBHOI BUPOOHMYOI NUISHKH, BIJAMOBIZANbHOI 32 BUPOOHHMIITBO Ta TECTYBAHHS JOCIIJKYBAaHOTO
imikapcekoro 3aco0y IlimoxiBip (JNJ-63623872) 300 mr: «JANSSEN-CILAG S.P.Ay, Itanis; BxitoueHHs albTepHATHBHOI
BUPOOHUYOI AUISHKY, BIAMOBIANBHOI 32 TECTYBAaHHs JIOCIIIXKYBaHOTO Jikapchkoro 3acod0y Ilimoaisip (JNJ-63623872) 300 mr:
«EUROFINS PHARMA QUALITY CONTROL — LES ULIS», ®paniis

Howmep Ta nata Hakazy
MO3 mon0
3aTBEPKEHHS
KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1960 Big 29.10.2018

Ha3Bsa kj1iHI4YHOTO
BUNIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«PangomizoBaHe, MOJBIMHE Ciine, Tane00-KOHTPOJIbLOBaHE, 0araTOEHTPOBE MOCHTIKEeHHS (a3u 3 3 OLIHKK €(PEeKTUBHOCTI Tal
OE3MEeYHOCTI MpenapaTy MmiMOMAIBIp Yy MOETHAHHI 31 CTAHJAPTHOIO TEPAIi€l0 B MAIIEHTIB MiJTITKOBOTO, JOPOCIOr0 Ta MOXHUIOTO

BiKy, 3 1H(EKIIi€o Tpuity A, SKUX HE OyJI0 TOCHITaI30BaHO Ta SIKI MAalOTh PU3UK BUHUKHEHHS YCKJIATHEHBY, KOJ JOCIIIKEHHS
63623872FLZ3002, Bin 11 BepecHst 2017 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3eMHOIO iHBECTHUIIIEIO «AVK’IOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«Succen @apmackrotika En.Bi.», bensris (Janssen Pharmaceutica NV, Belgium)

CynyTHi
MaTepiaiu/npenapaTi
CYMyTHBOI Tepamii

HavanpHuK Biainy 3 muTaHp (apManeBTHYHOI AisTTBHOCTI

JlenaprameHTy BIIpOBaKeHHs pedopm

T.M. JIackoBCcBLKUN




Honartok 15

10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727

Inentudikaris
CYTT€EBOI IIOIIPaBKU

3MEHIIeHHST KUTBKOCT1 BKIIFOUEHUX marieHTiB B Ykpaini 3 100 mo 50; IHcTpyKItisa 11 MEAMYHOTO 3aCTOCYBAHHSI JIIKAPCHKOTO
3aco0y CymyTHbBOI Tepamii Ui MalieHTiB pociiicbkoro Ta ykpaincbkoro MmoBamu «Ildaitzep» (Pfizer): Cyrent 12,5 mr xancynu B
TBepaii o0osioHIl; CyTeHT 25 Mr Kancyiau B TBepaiid obomnonui; CyteHt 37,5 mr kancyiau B TBepaiil o6osnonui; CyteHt 50 mr
Karcyiaun B TBepAid oOosonui.; OHoBieHo po3ain P 8.3 [lani mpo cTaOiiabHICTH JOCHIAKYBAHOTO JIKapChKOTO 3aco0y
CagouiTini0, TabneTku BKpUTI 00010HKOI. J[OChe MOCIHIKYyBAaHOTO JiKapchkoro 3acody CasomiTiHiO; OHOBIeHO po3ain P
8.1.A IlizcymMOK CTabGuUIBHOCTI Ta BHMCHOBOK IOJIO JAOCIHIPKYBAaHOTO JiKapchbkoro 3acoOy CaBomiTiHiO, TabIeTKH BKPHTI
00050HK010. JI0Ch€E TOCHIIKYBAHOTO JiKapchkoro 3aco0y CaomiTiHi0.; OHoBieHO po3ain P 8.1.B BucHoBok npo cTabuibHICT
JIOCHIJIKYBAHOTO JIiKapchbkoro 3aco0y CaBomiTiHiOy, TaOJaeTKu BKPHUTI OOOJOHKOIO. JlOChe MOCHIIXKYBAHOTO JIIKAPCHKOTO
3aco0y CaBoumitiHi0; OnHoBieHo po3nain P 8.1.C Ilman npomoBxkeHHS TepMiHY HPUIATHOCTI JOCIHIJKYBAHOI'O JIIKApPChKOIO
3aco0y CaBo:iTiHIO, TabMeTKH BKPHUTI 000JI0HKOK. JlOChe MOCHIKYBAaHOTO JiKapchkoro 3aco0y CaBomiTiHiO; 301IbIIEHHS
TEPMIHY IPHUIATHOCTI JOCI1HKYBAHOTO JIIKapchKoro 3aco0y CaBomiTiHiO 3 30 10 36 micsiiB

Howmep 1a nara
Haka3zy MO3 mono
3aTBEpIKEHHS
KJIIHIYHOTO
BUIMIPOOYBAaHHS

Ne 897 Bix 04.08.2017

Ha3ssa xminiuynoro
BUNIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«Bigkpute, paHIoOMi3oBaHe, MOPIBHIOBaJIbHE, OaraTOIEHTPOBE KIIHIYHE IOCTIKeHHS (a3u 3 OLiHKK e(EeKTHBHOCTI Ta
Oesnekn CaBomiTiniOy B mopiBHsAHHI 3 CyHiTiHIOOM y mnamieHTiB 3 MET-mo3uTHBHOIO, HeEolepaOenbHOI Ta JIOKAJIBHO-
MOMIMPEHOI0, ab0 METaCTaTHMYHOK NaNUIIPHOK HUPKOBO - KiIiTHHHOIO KapruHomow (mHKP)», kom mocmimkeHHS
D5082C00003, Bepcis 5.0 Big 03 cepmus 2018 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA VYkpaina»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepiaiu/mpenapaTa
CYNyTHBOI Tepamii

HavanpHuk Binauty 3 nuTaHb papMaleBTUYHOI JISUIBHOCTI
JlemaptameHTy BIIpOBaKEHHS pedopm T.M. JIsckoBCbKUI




Honarok 16

10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727

Inentudikaris
CYTTEBOI MONPABKHU

Bpomrypa nocnigauka mikapeekoro 3acody SAR440340/ REGN3500, Bepcis 3 Big 20 rpyans 2018 poky, aHTTIHCEKOI0 MOBOO

Howmep ta nara
Hakazy MO3 mozno
3aTBEPHKCHHS
KIIIHIYHOTO
BUIIPOOYBAaHHS

Ne 800 Bix 26.04.2018
Ne 1532 Big 21.08.2018

HasBa xiiniuHOTO
BUNPOOYBaHHS, KO,
BepcCis Ta Jara

«PannmomizoBane, mMOABifHE cIine, MWIANE00-KOHTPOIbOBaHE, 12-THKHEBE MOCHIHKCHHS Yy MapalelbHUX Tpynax Jyis
OOTpyHTYBaHHSI KOHIICTINii m0A0 epEeKTUBHOCTI, Oe3MeKku Ta mepeHocuMocTi 3actocyBaHHs SAR440340, nymimymaly Ta
crineHoro 3acrocyBaHHs SAR440340 3 mynirymaOoM y Mami€HTiB 3 aCTMOIO CEPEIHBOIO 1 TSDKKOTO CTYIEHs, SKa He
MIIIAETHCS HAJIGKHOMY KOHTPOJIO Ha Teparii iHramsmiiaumu koptukoctepoingamu (IKC) y xomOinarii 3 aronictamu [2-
aapenopeuentopis Tpusaioi aii (BAT)», kox nocnimkenus ACT15102, mpotokou 01, Bepcist 1 Bix 06 Bepecust 2018 p.;
«PangomMizoBaHe, MOJBIMHE cIIiMe, MIane00-KOHTPOIbOBAHE, B MapaleIbHUX Tpymnax, JOCTIHKEHHS OOTPYHTYBAaHHS KOHIICTIIIIT
JUIs  OUiHKM edekTuBHOCTI, Oe3nekn Ta mnepeHocumocTi SAR440340, y mamieHTiB 3 XpOHIYHUM OOCTPYKTHBHUM
3axBoproBaHHAM JiereHb (XO3JI) cepeHpOro Ta TSHKKOTO cTymneHs», koa nocmimkenas ACT15104, 3 monpaskoro 01, Bepcis 1
Bij 11 yepBHs 2018 p.

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic Ykpaina»

CnoHcop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic pemepui e aeBenonman, Opaniris)

CynyTHi

Marepianu/mpenapaTa

CYNyTHBOI Tepamii

Hauanpuuk BigauTy 3 muTanb (papManeBTUIHOI JiSTTEHOCT]

JlenaprameHTy BIpOBaJKeHHS pedopMm

T.M. JIssckoBCbKHUI




Honatox 17

10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727

Inentudikaris
CYTT€EBOI IIOIIPaBKU

OnoBnena Opormrypa gociinauka mo npemnapaty dypsaimymad (Durvalumab, MEDI4736) Bepcis 13 Bing 27 nuctomana 2018 p.;
Omnosnena Oporrypa gociiHuka no npenapary Tpemenimymad (MEDI1123, Tremelimumab) Bepcist 9 Bix 27 nucronana 2018
p.; Indpopmarist mpo mociipkeHHs Ta (hopma 3roau IS JOPOCIIHX, JOKaJIbHA Bepcist HoMep 7.0 mist YKpaiHu yKpaiHCBKOIO Ta
pociiicbkor0o MoBamH, jaata Bepcii 23 ciuns 2019 poky; Ha ocHoBi IHdopmauii mpo nocmimkeHHs Ta (GopMu 3roam AJs
nopociux, Mactep Bepcii Homep 6.0 Big 17 rpynns 2018 poky ta Jonatky 1 mo [ndopmartii mpo qocmimxeHHs Ta GOpMH 3ro1u
JUIst fopocnuX: rpadik mpoueayp, Mactep Bepcii Homep 2.0 Bin 29 6epesnst 2017 poky

Howmep ta nara
Hakazy MO3 mozno
3aTBEPHKCHHS
KIIIHIYHOTO
BUIIPOOYBAaHHS

Ne 687 Bin 21.06.2017

HasBa xiinigHOTO
BUNPOOYBaHHS, KO,
BepcCis Ta Jara

«MixHapoHe, 0araToleHTPOBE, paHI0Mi30BaHe, BIIKPUTE, MOPIBHUIbHE AOCHIHKEHHS (a3u 3 1Mo BU3HAUEHHIO €()eKTUBHOCTI
HypBaniymaly um komOiHarii ypBaiymaly i TpemenimymaOy i3 MJIaTHHOBMICHOIO XiMioTeparmiero s 1-1 JiHiil JiKyBaHHS
MAIIEHTIB 3 MeTacTaTHYHUM HeApiOHokIiTHHHUM pakom JiereniB (HIKPJT) (POSEIDON)»; kox nocmimxeras D419MC00004,
Bepcis 4 Bin 25 BepecHs 2018 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA VYkpaina»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

CynyTHi
MaTepiau/mpenapaTu
CYNyTHBOI Tepamii

HavanpHuk Biaainy 3 muTaHb GpapManeBTUYHOI JisSUTBHOCTI
JenaprameHTy BIpOBaKEHHS pedhopm T.M. JIsickoBCbKUI




Honatok 18
10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727
Inentudikaris [onennuk nanienta, Bepcist 1.0 Big 05 rpynus 2018 poky, anrmiiicbkoro moBoro; Illonennuk namienra, Bepcis 1.0 Big 05
CYTTEBOI MONPABKU rpyasst 2018 poky, nepeksiageHo YKpaiHChKOK MOBOIO it Ykpainu 25 ciuns 2019 poky; Lllogennuk narienra, Bepcis 1.0 Bin

05 rpynust 2018 poky, mepeksiaieHo PociichbKO MOBOIO Jist YKpainu 25 ciuns 2019 poky

Howmep Ta nara -
Haka3zy MO3 mono
3aTBEPKCHHS
KJIIHIYHOTO
BUIMIPOOYBAaHHS

Ha3zga kiiniuHOTO «Bigkpute mocmimxkeHHs (a3zu 2A 3 OMIHKK KIiHIYHOI epeKkTHBHOCTI Ta Oe3meuHocTi npenapaty RO5459072 B mikyBanHi
BUNPOOYBaHHSA, KO, | ICopia3y Bil CEpPEAHBOrO 10 TSHKKOTO CTyMHeHs», ko pociikenns BP40635, Bepcis 3 Bix 15 xoBtHs 2018 poky
Bepcis Ta gaTta

3asBHUK, KpaiHa TOB «Koanc Kninikan enn Iepienpysan CepBice3y, YKpaiHa
CrnioHcop, KpaiHa ®. Xoddmann-JIs Pomr JITa., [F. Hoffmann-La Roche Ltd], [1IBeiimapis
CynyTHi -

Mmarepiaau/npenapaTu

CYNyTHBOI Teparii

HavanpHuk Biaainy 3 muTaHb GpapManeBTUYHOL JisSUTBHOCTI
JenaprameHTy BIpOBaKEHHS pedhopm T.M. JIsickoBCbKUI




Honatok 19

10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727

Inentudikaris
CYTT€EBOI IIOIIPaBKU

Omnosnenuit [IpoTokon kiiHigyHOrO BUnpoOyBaHHs, Bepcis 6.0 Bix 21 nuctonana 2018 p.; @opma iHYOpMOBaHOT 3roau Bepcis
Juid YKpaiHu yKpaiHChKOIO Ta pociiicbkoro MoBaMu Bif 23 ciung 2019 p. Ha ocHOBI MojenbHOi popMu iHPOPMOBaHOI 3roau
Bepcis 6.1 Big 18 ciunsa 2019 p.; YTouHeHHs Ha3BH 3asBHUKA KIHIYHOTO AOCHipkeHHs B YKpaini: byno: TOB «Pomr Ykpaina»
Bij1 iMeHiI @.Xodbdmann-JIs Pom JIta; Crano: ToBaprucTBO 3 00MEKEHOIO BiANOBIabHICTIO «Pom Ykpainay»

Howmep ta nara
Hakazy MO3 mozno
3aTBEPHKCHHS
KIIIHIYHOTO
BUIIPOOYBAaHHS

HasBa xiinigHOTO
BUNPOOYBaHHS, KO,
BepCis Ta qaTa

«bararoreHTpoBe BIIKpUTE JOCHIKSHHS B OJIHIN TPyl CXeMH JIiKyBaHHS Ha 0a3i mepry3ymaly (mepry3ymad y koMmOiHaIii 3
TpacTy3ymaboM 1 TakcaHoM) y mepmriii JiHii Tepamii marmieHTiB 3 HER2-mo3uTuBHUM mnommpeHnM (METaCTaTUYHHM YU
MICIIEBOTIOIITMPEHUM ) PaKOM TPYIHOT 3a5103W», Ko gociipkeHHss MO28047, Bepcist 5.0 Bix 20 smcromana 2015 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiAMOBIaNbHICTIO «Pom Ykpainay

CrnoHcop, kpaiHa

@.Xobdmann-JIs Porr JIta, [Betinapist

CynyTHi
Marepianu/mpenapaTa
CYNyTHBOI Tepamii

HavanpHuk Binauty 3 nuTaHb papMaleBTUYHOI JiSUIBHOCTI
JlemaptameHTy BIIpOBaKEHHS pedopm T.M. JIsckoBCbKUI




Honarox 20

10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727

Inentudikaris
CYTTEBOI MONPABKHU

Bpomypa nocniganka CNTO1959 (guselkumab), Buganns 9 Bix 20.12.2018 p.

Howmep ta nara
Hakazy MO3 mozno
3aTBEPHKCHHS
KIIIHIYHOTO
BUIIPOOYBAaHHS

Ne 1277 817 20.10.2017
Ne 1339 Big 30.10.2017

HasBa xiiniuHOTO
BUNPOOYBaHHS, KO,
BepcCis Ta Jara

«bararorieHTpoBe, paHIOMi30BaHe, MOJBIMHE cIiimne, IuIanedo KOHTPOJbOBAaHE KITIHIYHE JOCTIDKEHHS 3 (a3u IS OIiHKA
e(EeKTHUBHOCTI Ta OE3MEeYHOCTI rycelkymaly i MiAIMIKIpHOTO BBEJSHHS Yy JIIKyBaHHI MAIli€HTIB 3 aKTUBHUM IICOPIaTHYHUM
apTPUTOM, BKJIFOYAIOYU THX, IO PaHIIIe OTPUMYBAJIH JIiIKyBaHHA OlojoriyHuM arentoM(amu) antaronictom @HII-anbday, ko
nociikeHas CNTO1959PSA3001 3 mompaBkoro Amendment 1 Bix 25.01.2018 p.;

«bararorieHTpoBe, paHIOMi30BaHe, MOJBIMHE ciime, TuIanedo KOHTPOJbOBAHE KITIHIYHE JOCTIDKEHHS 3 (a3u IS OIiHKA
e(eKTUBHOCTI Ta OE3MEeYHOCTI MPU3HAYEHOTO MIAMIKIPHO TyCelKymMaly B JIIKyBaHHI TAIll€HTIB 3 aKTUBHHUM IICOPIaTUIHUM
aptputoM», kon gociimpkeHHss CNTO1959PSA3002 3 mompaBkoro Amendment 1 Big 23.01.2018 p.

3asiBHUK, KpaiHa

«SHccen @apmanieBrrka HBy, benbris

CnoHcop, kpaiHa

SAnccen @apmanetrka HB, Benbris

CynyTHi

Marepianu/mpenapaTa

CYNyTHBOI Tepamii

HHavanpHuk Biaaity 3 nuTaHb papMaleBTUYHOIL JiSIbHOCTI

JlenaprameHTy BIpOBaJKEeHHs pedopMm

T.M. JIssckoBCbKUI




Honartok 21
10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727
Inentudikaris Bpomrypa mocnimHuka qocimKyBaHOTO Jikapchbkoro 3aco0y RO4876646/Avastin® (bevacizumab), Bepcis 27 Bin JucTomana
CYTTEBOI MONPABKHU 2018 poky, aHTTIICHKOK MOBOIO
Howmep ta nara -
Hakazy MO3 mozno
3aTBEPKCHHS
KIIIHIYHOTO
BUIIPOOYBAaHHS
Ha3ga kiiHiuHOTO «Binkpute, pannomizoBane nocuimkeHHs 3i ¢a3u mpenapary Atesonizsymad (MPDL3280A, ANTI-PD - L1 anturino), B
BUNPOOYBaHH, KO/, | KoMOiHarii 31 cxemoro KapOGommatun -+Ilakmitakcen, 3 beBamu3zymabom abo 6e€3, y TOpPIBHSHHI 31 CXEMOK JIIKyBaHHS
BepcCis Ta Jara KapOomnarun + Ilaknitakcen+beBanuzymal y HaiBHUX A0 XiMioTeparnii Hami€HTIB 3 HEIUIOCKOKIITUHHUM HEJPiOHOKIITHHHUM
pakoM Jerenb [V craniin, koa mocmimkenas GO29436, Bepcis 7 Bia 24 sxoBTHsa 2018 poky
3asBHUK, KpaiHa Tosapucto 3 O6mexeHor BinnosinaasHicTio « KoHTpakTHO-Jlocaiagauipka Opranizamis InHodgapm-Ykpainay
CrnioHcop, KpaiHa F. Hoffmann-La Roche Ltd., («®. Xobdmann-JIs Pomr JItny), [lsetinapis
CynyTHi -
Mmarepiaau/npenapaTu
CYNyTHBOI Tepamii

HavanpHuk Biaainy 3 muTaHb GpapManeBTUYHOL JisSUTBHOCTI
JenaprameHTy BIpOBaKEHHS pedhopm T.M. JIsickoBCbKUI




Jonmaroxk 22

10 Haka3zy MiHicTepcTBa OXOPOHHU
310poB’sl YKpaiHu

04.04.2019 Ne 727

[nenTudikaris cyTreBoi
MONPABKU

OnoBnena bpomrypa mocmigauka, pemaxiis XVII Big 05 xotHs 2018 p.; Jluct yvachmky npociimkenas (Jlomatox mo
[HopmarniitHoro nauctka ta (GopmMu iHGOPMOBAHOI 3roAM HA ydyacThb Y JOCIIJDKEHHI Ui MiJUTITKIB BikoM 14-18 pokiB) s
Ykpainu, Bepcis 1.0 Bix 28 nuctonana 2018 p., nepexian Ha ykpaiHCbKy MOBY Bif 28 ciung 2019 p.; mepexiajg Ha pOCIHCBKY
MoBY Bix 28 ciuns 2019p.; Jluct yyacuuky nocnimpkenns (domatok no [npopmauniiiHoro nmuctka ta popmMu iHPOPMOBAHOI 3roau
Ha y4acTh y JOCIIKEHH] IS JopociuX) st Ykpainu, Bepcis 1.0 Big 28 nucromama 2018 p., nmepekiag Ha YKpaiHCbKy MOBY BiJl
28 ciuns 2019 p.; mepexsan Ha pociiickky MoBY Bif 28 ciuns 2019 p.; Jluct 6atbkam ywyacHuka pociimkeHHs (lomaTok o
[HpopmariitHoro nucTKa Ta GopmMu iIHPOPMOBAHOI 3TOAM HA YUacTh Y JOCIIIKEHH1 JUIsl 0aThKiB) A YKpainu, Bepcis 1.0 Big 28
micronaaa 2018 p., mepeksiag Ha yKpaiHChbKy MOBY Bif 28 ciuns 2019 p.; nepekiiag Ha pociiicbky MoBY Bia 28 ciunsg 2019 p.

Howmep Ta nara Hakasy
MO3 om0
3aTBEPKCHHS
KJITIHIYHOTO
BUIIPOOYBaHHSI

Ne 422 Bing 09.07.2015

HasBa KJIiHIYHOTO
BUIPOOYBaHHS, KO,
Bepcis Ta 1aTa

«IIpocriekTHBHE paHIOMI30BaHE MOJBIMHE Clline MmIanedo — KOHTPOJIhOBaHE OAraTOIEHTPOBE TOCIIHKCHHS NapajielibHuX TPy 3

BIIKPUTHM II€P10JOM JOCTIDKEHHS 711 BU3HaUYeHHs eextuBHOCTI 1 6e3neunocti NT 201 npu jikyBaHHI JIiTeH Ta MITITKIB (2-

17pokiB) 3 XpOHIYHOIO CiaJIOpe€ro, IO MPUYHHSAE 3aHETIOKOEHHS Ta AacOIOBAHOIO 3 HEBPOJOTIYHHUMM pO3JajaMu, Ta/abo
03yMOBOIO BIJICTATICTIO», Koa nociimkeHas MRZ60201 3091 1, Bepcis 2.0 Big 16 yepBHs 2016 p.

3asiBHUK, KpaiHa

TOB «Mb Ksect», Ykpaina

CrioHcop, kpaina

Mepu @apmaceroTikan3 'M6X, Himeuunna /Merz Pharmaceuticals GmbH, Germany

CynyTHi
MaTepiaiau/mpenaparu
CYNYTHBOI Teparmii

HavanpHuk Biaaiay 3 muTaHb GapMaleBTUIHOT AISUTHHOCTI

JlenapraMeHTy BIpOBaKeHHS pedopMm

T.M. JIssckoBCbKUN




Homarok 23

10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727

Inentudikaris
CYTT€EBOI IIOIIPaBKU

Bpomrypa nocnigauka, Bepcis 9.0 Bixm 04 Bepecust 2018 poky, aHTIIACEKOI0 MOBOIO; [H(popMariiHuii JTUCTOK 1 hopMa 3roju,
Bepcia V7.1UKR(uk)01 Bix 27 rpynus 2018 poky, nepexiiaj ykpaiHCbkoro MoBOIO Bif 25 ciung 2019 poky; Indopmariiinuit
TucTOK 1 ¢opma 3roau, Bepcis V7. 1UKR(ru)01 Bix 27 rpyaus 2018 poky, nepekiaa pociiicbkoro MoBoro BiJ 25 ciyns 2019
poky; Cxopouene J[ocke TOCIiKYBaHOTO JliKapchkoro 3acoby deiibda, Bepcis 4.0 Big ceprus 2018 poky, aHMTIHCHKOI MOBOIO

Howmep ta nara
Hakazy MO3 mozno
3aTBEPHKCHHS
KIIIHIYHOTO
BUIIPOOYBAaHHS

Ne 1962 Bix 29.10.2018

HasBa xiinigHOTO
BUNPOOYBaHHS, KO,
BepcCis Ta Jara

“IIpocniekTuBHE, 6AraTOLEHTPOBE, BIAKPHUTE, PaHIOMI30BaHe MOCHiKeHHS (Pa3u 3b/4 13 mepexpecHUM TU3aiHOM ISl OLIHKH
nepeHocHMOocTi Ta Gesmeunocti npenapatry ®EMBA, posBeneHoro B craHmapTHOMy ud Ha 50% 3MeHmEHOMY o0'eMi, i
BBEJICHHS 1H(Y311 3 MPUCKOPEHOIO MIBUJIKICTIO y MAali€HTIB 3 reModinieto A uu B 3 inribiropamu”, kox gocnimkenas 091501 3
IHKOpIIOpoBaHo10 nornpaBkoro 4 Big 07 6epesnst 2018 poky

3asBHUK, KpaiHa

Hignpuemctso 3 100% iHozemHuoro inBectumiero “AMK’FOBIA PJIC Ykpaina”

CnoHcop, kpaiHa

Baxalta Innovations GmbH, ABcTpis

CynyTHi
Mmarepiaau/npenapaTu
CYyNyTHBOI Tepanii

HavanpHuk Biaainy 3 muTaHb GpapManeBTUYHOI JisSUTBHOCTI
JenaprameHTy BIpOBaKEHHS pedhopm T.M. JIsickOoBCbKUI




Honarok 24
10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727
Inentudikaris Hocwe mociimkyBaHoro Jgikapcbkoro 3acody Pucnepunon ISM Bepcis 7.0 Bix 21 rpyaas 2018 poxy, aHTI1HCEKOI0 MOBOIO
CYTTEBOI MONPABKHU
Howmep ta nara Ne 703 Bix 23.06.2017
Hakazy MO3 mozno
3aTBEPKCHHS
KIIIHIYHOTO
BUIIPOOYBAaHHS
Ha3ga kiiHiuHOTO «baraTonieHTpoBe paHaOMi30BaHE MOABiiHE clline MIaned0-KOHTPOIbOBAHE JOCHIHKEHHS 3 METOI0 OLIHKU e(pEeKTHBHOCTI i
BUNPOOYBaHHS, KO/, | 0€3MEYHOCTI BHYTPIIIHBOM S30BUX 1H €K pucnepunony ISM® y marienTiB 13 3aroctpeHHsMm mm3odpenii (PRISMA-3)y,
Bepcis Ta gaTta ko pocaimkeHHss ROV-RISP-2016-01, Bepcis 7.0 Big 22 6epe3nst 2018 3 iHKOpnopoBaHOIO MmonpaBkoro 4.0
3asiBHUK, KpaiHa TOB «IHC Pecepu Ykpaina»
CrioHcop, kpaina Laboratorios Farmacéuticos ROVI, S.A. (JJabopaTtopioc ®@apmaceytukoc Posi, C.A.), Icnanis
CynyTHi -
Marepianu/mpenapaTa
CYNyTHBOI Tepamii

HavanpHuk Binauty 3 nuTaHb papMaleBTUYHOI JISUTBHOCTI
JlemaptameHTy BIIpOBaKEHHS pedopm T.M. JIsckoBCbKUI




Honartok 25

10 Haka3y MiHicTepcTBa OXOPOHHU
30poB’sl YKpaiHu

04.04.2019 Ne 727

Inentudikaris
CYTTEBOI MONPABKHU

301nbmIeHHs KUThKOCTI narieHTiB B Ykpaini 3 100 go 250 oci6 (150 ocib)

Howmep ta nara
Hakazy MO3 mozno
3aTBEPHKCHHS
KIIIHIYHOTO
BUIIPOOYBAaHHS

Ne 466 Bin 13.03.2018

HasBa xiiniuHOTO
BUNPOOYBaHHS, KO,
BepcCis Ta Jara

«SPIRIT 1: MixnaponHe, paHIOMi30BaHe, MOJIBiifHE CIIiMe, IUIae00-KOHTPOIhOBAHE MOCHIKEHHS (a3u 3 ais OIiHKU
e(eKTUBHOCTI Ta 0€3MEKN 3aCTOCYBAaHHSI PEIYTONIKCY pa30M 13 HU3BKUMU JI03aMHU €CTPaIioy Ta HOPETHHAPOHY aleTary Ta 6e3
HUX Yy KIHOK 13 00JIeM, TIOB'SI3aHUM 3 €HI0MEeTpPi030M», ko nociimkerHs MVT-601-3101, 3 monpaskoro 1 Big 12 6epe3ns 2018

POKY

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIIIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY ACCOYIIMEMTC
YKPATHA» (TOB «®PA YKPAIHA»)

CrnoHcop, kpaiHa

Myovant Sciences GmbH, IlIBeliapis

CynyTHi
Marepianu/mpenapaTa
CYNyTHBOI Tepamii

HavanpHuk Binauty 3 nuTaHb papMaleBTUYHOI JiSUIBHOCTI
JlemaptameHTy BIIpOBaKEHHS pedopm T.M. JIsckoBCbKUI




