JonaTox Ne 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHUX 3aC001B

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, mMmojaBiiiHE crine, IIane00-KOHTPOJILOBAHE, OAraTOIEHTPOBE MAOCTIKEHHS 3 METOI0
MOPIBHSHHS €(PEKTUBHOCTI Ta O6€3MeYHOCTI KOMOIHOBAHOTO 3aCTOCYBaHHS OyaecoHimay 4 Mr y HOBIii (opmi
CYMO3UTOPIiB 13 MeECAIa3MHOM JUIS [EePOPATBHOTO TPHMOMY Ta MOHOTEpaIii MecaJa3uHOM s
[epOPaIbHOTO MPUIHOMY y TAIEHTIB 13 TOCTPUM BHUPAa3KOBUM KOJITOMY», Kox mociimkeHas BUS-5/UCA,
dinanpHa Bepcis 2.0 Big 10 cepmast 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeKeHO0 BianmoBiganbHicTIO «OCT VKPAIHA»

CrnioHcop, kpaina

p. @ansk @apma ['m6X, Himequnna (Dr. Falk Pharma GmbH, Germany)

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

Byneconin; (bynenodanbk®); CAS-51333-22; Oyneconin; cymosuropii; 4 mr; Ip. ®anpk Popma I'mM6X,
Himeuunna;
[Tnaue6o no byneconin (bynenodansk®), cynozuropii; Hp. ®anpk @opma 'M6X, Himeuunna

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

1) 3aB. Bia. Xogacenko O.M.

Komynanene mianpueMctBo «/lHinponerpoBchka oOnacHa KiiHiyHa JikapHs iM. LI MeuHukoBay
JlHinponeTpoBCchKOi 001acHOT pau», BIJAUIEHHS TaCTPOEHTEPOIIOrii Ta renaroniorii, M. JIHinpo

2) k.M.H. Konecnuxk LII.

KomyHanpHe HekoMepIiiiHe miAnpueMcTBO «MichKa JiKapHs €KCTPEHOI Ta MIBUAKOI METUYHOI JTOIOMOIH
3amnopi3bkoi MicbKoi pau, xipypriude BigauieHHs 3 uentpom LIIKK, M. 3anopixxs

3) n.m.H., ipod. Jopodeer A.E.

ToBapuctBO 3 OOMEXEHOK  BIJNOBIANBHICTIO  «YKpAiHCbKO-HIMEIBKUI  MPOTHBHUPA3KOBHMA
ractpoenTteposoriunuii uentp «BIK-KUIB», menuunuii nenrp, m. Kuis

4) x.M.H. Omiitauk O.L

KomyHnanpHe HekomepuiliHe mignpueMctBo «Micbka JikapHs Ne6» 3amopi3bkoi MICbKOi  paju,

racTPOCHTEPOJIOTIYHE BiATIICHHS, M. 3alOPIXKs

5) mikap FOpkiB A.€.

KomyHnaneHe HekoMmepiitHe mianpueMcTBo «Onecpka obsiacHa KiliHiYHa JikapHsS» Onecbkoi 06J1acHOi paj,
MOJIIKJIIHIYHE BigaiaeHas, M. Oneca

6) k.M.H. Jlanienko O.I".

KomynanpHe Hexomepiiiiine mianpueMctBo «Mickka kiiHiuHA jikapHs Ne2 imeni mpod. O.O.IllamimoBay




XapKkiBCbKOI MICBKOI pajii, MPOKTOJIOTTYHE BiIIIICHHS, M. XapKiB

7) 3aB. Bin. Kopengosuu B.C.

KomyHnansHe Hexomepiiiiine mignpuemMctBo «OOmacHa kmiHiYHa JikapHs iM. O.®. ['epbadeBCbKOro»
JKutoMupcebkoi 00J1acHOT paiy, TaCTPOSHTEPOJIOTIYHE BiAIIEHHS, M. JKutoMup

8) x.M.H. [Torutboukin €.1.

Mennunuii nentp TOB «AIALIEHTP», ractpoeHTepoioriyie BiiaiIeHHs, M. 3amopixoKs

9) k.mM.H. Tomamkesuy I'.1.

[TpuBaTHE Maie miANPUEMCTBO, MeTUUHUHN HeHTp «Ilynbey, TepaneBTHYHE BiAiICHHS, M. BiHHALA

10) x.m.H. Kiznosa H.M.

Komynanene HekomepiiitHe mianpueMcTBo «BinHuIbKa oOsacHa kiiHiuHa Jikapas iM. M.L. Iluporosa
Binaunekoi oOnacHOi paam», OOJIACHHMH CIElialli30BaHUN KIIHIYHMA TacTPOCHTEPOJIOTIYHUN IICHTP,
M. Binauns

[Ipenapatu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

Canodanpk®; Salofalk®; CAS: 89-57-6; mecanasuH; rpaHyld racTpOPE3UCTEHTHI MPOJOHTOBaHOI ii; 3 T;
Hp. ®anpk Dopma 'm6X, Himeuunna

CynyTtHi
MaTepianu/mpenaparu
CYIyTHBOI Teparii

Kommanisi, sika nie 3a JOBIpeHICTIO, SKy HaJaB CHOHCOP YM 3asBHHK Ha BBE3CHHS JIOCITIHKYBaHUX
JiKapchKux 3aco0iB Ta cymyTHiX Marepiani: TOB «ABIHEKC YKPy;

CrepuibHi 1aboparopHi Habopu 1 Bizury 0;

Crepunbai 1abopaTtopai Habopu a1 B1 Ta B6;

CrepunbHi 1a0opaTopHi Habopu a1 B2 Ta B4;

CrepuibHi 1aboparopHi Habopu 115 B3 ta BS;

Ha6opu Calex Cap;

Konreitnepu mist 3a60py ceui;

[Tpobipku ams 3a00py ceui 10 mut;

TecTu Ha BariTHICTh Ha BU3HAYEHHS XOpioHIYHOTO roHagoTpominy B ceui (HCG urine pregnancy tests);
Tect-cmyxku mist ceqi (Combur9 urine dipsticks);

[ItatuBu 11 POOIPOK U1 BU3HAYEHHS MBUAKOCTI ocimants eputpouutiB (ESR rack for S-Sedivette®);
AJTIOMIHI€BI SIMKK 3 MIHOIUIACTOM 3 6-Ma oxosomkyrounmu nakeramu (Styrofoam boxes ThermoPlus 10
incl. 6 cooling bags);

TepmoOoxcu A BiIpaBKy 3pa3kiB 3 KBiTHs 1o BepeceHs (Thermobox Eco Cool);

Tepmobokcn  ams  BigmpaBkd — 3pa3kiB 3 koBTHS 1o  Oepesenr  (DHL  Overpack);
PexBi3utHi (hopMU JUIsl TPAHCHIOPTYBAHHS 3pa3KiB NP KIMHATHIN TeMIepaTypi Ta OX0JI0KEHUX 3pa3KiB;
[HCTpYKIIT A7 MIATOTOBKY 3pa3KiB JIJIsl BUBO3Y;

3asiBKU TUISL 3aMOBJICHHS nabopaTOpHUX HabopiB
Ka6eni S-video, RCA and BNC Ta mpuctpiii 111 00poOKH Bijic0300paskeHHs 3 €HI0CKOIIa,

[Tpuctpoi st 3axoreHHs 300paxxenHs 3 USB kaGenem 1s 3’€JHaHHS 3 HOYTOYKOM;

HoytOyku nms 3anucy eHJOCKOMIYHUX 300pakeHb, MEPEXKEBl afanTepH, IMIHYPU JKHUBJIEHHS 0 HOYTOYKa,




\ (hIeMKN-HAKONMUYyBavi, TECTOBI CTOPIHKH

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 2
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Panmomi3zoBaHe, TOJBIMHE ClIille, MIare00-KOHTPOJILOBAHE IOCTIKEHHS IS OIIHKA €(PEKTUBHOCTI Ta
6e3neunocti HeMounizyMaly (CD14152) y naiieHTiB 3 aTONIYHUM JEPMATUTOM BiJl IOMIPHOTO IO Ba)KKOTO
CTyIleHsI TsDKKOCTi», ko mociimkenHs RD.06.SPR.118169, monpaBka 05 mns Ykpaiam Big 09 mrotoro
2021p. no nporokony RD.06.SPR.118169, Bepcis 6.0 nist Ykpainu Big 09 motoro 2021p.

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaiHa

langepma C.A., lIBeiinapist

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHs, BUPOOHUK,
KpaiHa

Hemomizymad (CD14152) 30 wmr (CD14152; CD14152/CIM331; pekoM0OiHaHTHE T'yMaHi30BaHE
MOHOKJIOHAJIbHE AHTHUTINIO, IO PO3IMi3Hae, OJOKye 3B’s3yBaHHsA 3 perentopoMm intepieinkiny IL-31); 1
HOTIEPEIHBO 3aIIOBHEHUI OIHOPA30BHUil TBOKaMepHUiA mimpuil, mo Mictutb 30 Mr Hemonizymady (CD14152)
y BHUIUISL JTI0(iTi30BaHOr0 MOPOLIKY Uil MPUTOTYBaHHs po3unHy [uist in’ekii; 30 mr; Nuvisan France
SARL, ®panmis; Vetter Pharma-Fertigung GmbH & Co. KG (Langenargen Manufacturing Plant),
Himeuuuna; Vetter Pharma-Fertigung GmbH & Co. KG (Ravensburg Mooswiesen Plant), HimeuunHa,
Vetter Pharma-Fertigung GmbH & Co. KG (Ravensburg Manufacturing Plant), Himeuunna; Vetter Pharma-
Fertigung GmbH & Co. KG (Helmut-Vetter-Strasse Plant), Himeuunna; Catalent Germany Schorndorf
GmbH, Himeuunna; Chugai Pharma Manufacturing Co., Ltd. (Kiyohara-Kogyodanchi), fnonis; Chugai
Pharma Manufacturing Co., Ltd. (Ukima), SnoHis;

[Tnane6o no Hemomizymab (CD14152) 30 mr, 1 momepenHbO 3alOBHEHHMH OJIHOPA30BUN JBOKaMEpHUM
mmnpul, mo wmictuth 30 mr Hemomizymaby (CD14152) y Burmsiai nio¢ini30BaHOTO MOPOLIKY  JUIs
NPUTOTYBaHHS pO34MHY s iH’exirii; Nuvisan France SARL, ®panuis; Vetter Pharma-Fertigung GmbH &
Co. KG (Langenargen Manufacturing Plant), Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG
(Ravensburg Mooswiesen Plant), Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG (Ravensburg
Manufacturing Plant), Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG (Helmut-Vetter-Strasse
Plant), Himeuunna; Catalent Germany Schorndorf GmbH, Himewyuunna; Chugai Pharma Manufacturing Co.,
Ltd. (Kiyohara-Kogyodanchi), SInonisi; Chugai Pharma Manufacturing Co., Ltd. (Ukima), SInonis

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS

1) k.m.H. Anekcanapyk O./1.
JlikyBanbHO-TIaTHOCTUYHUIN IIEHTP TOBAapUCTBA 3 OOMEXKEHOK BIAMOBIAANBHICTIO «MeIeKke IITICY,
MOMIKJIIHIYHE BiAAUICHHS, [BaHO-DpaHKIBCHKHMI HaIllOHAJLHUW MEIWYHUN yHIBEpCHTET, Kadeapa




BUNPOOYBaHHS B YKpaiHi

JIepMaToJIoTii Ta BeHeposorii, M. IBano-dpaHKiBCbK

2) nikap Hopuenko JL.A.

KoMmyHnansHe HEKOMEpIIiiiHE MiANPUEMCTBO «XepCOHChKa MichbKa KiiHIYHA JikapHa M. A. 1 O. TpomiHux»
XepCcoHCHKOI MICHKOT paii, KOHCY/IbTaTUBHA MoikiiHika Nel, M. Xepcon

3) n.m.H., ipod. dromron A.J.

Komynanene mignpuemctBo «OONacHU IIKIpHO-BEHEPOJIOTIYHUN JTUcCTaHcep» JIHIMPOMeTpOBCHKOT
obOnacHOi panu, nAeHHu#M crauioHap, /JlepkaBHuil 3akian «/lHimpomeTpoBchka MeIUYHA —aKajeMis
MinicTepcTBa OXOpPOHU 310pOB’° st YKpainm», kadeapa MKipHUX Ta BEHEPUIHHUX XBOp0oO, M. J{HIITpo

4) n.m.H. Pesnivenko H.IO.

BiiicekoBHii TocmiTanb (BificbkoBa yactuHa A3309) BiliCbKOBO-MEIMYHOTO KIIIHIYHOTO IIeHTpY [liBIeHHOrO0
perioHy, TepaneBTUYHE BiIIUICHHA (3 MajlaTaMH ISl HEBPOJIOTIYHUX Ta JEPMaTOBEHEPOJIOTIUHUX XBOPUX ),
M. 3amopizoKs

5) nikap JlutBunenko b.B.

Komynanene HekomepiiiiHe mianpreMcTBo «KHiBcbka MichbKa KIIIHIYHA IIKIPHO-BEHEPOJIOTIYHA JTIKAPHS
Buxonapuoro oprany KuiBcbkoi micbkoi paau (KuiBchkoi MiChbKOi JepKaBHOT aJIMiHICTpaIlii), MOMIKIIiHIKA 3
KaOiHeTaMmu creriamcTis, M. Kui

6) n.m.H., mpod. Anapamko FO.B.

JlikyBanbHO-/IIarHOCTHYHUI LEHTP NPUBATHOTO MIiANPHEMCTBA «ACKIEMiii», MOJIKIiHIYHE BiIIIICHHS,
M. YKropoza

7) 3aB. Bix. ["amarypuy O.M.

JIikyBaJIbHO-/11arHOCTUYHUI LIEHTP MPUBATHOTO MiANPHEMCTBA «ACKIEMiN», BITOKPEMIIEHUI CTPYKTYpHHA
migpo3ain (BimaiaeHns) Nel, m. JIbBiB

8) n.m.H. Makypina I'.1.

HaBuanbHO-HayKOBUN MeAMYHUHN LIEHTP «YHIBEPCUTETChKA KIIIHIKa» 3a0pi3bKOT0 AEPKABHOTO MEIUYHOIO
YHIBEPCHUTETY, BIJIIJICHHS MYJIbTUMOAIBHOT MaTOJIOr11, 3anopi3bKuil 1ep»KaBHUA MEIUYHUNA YHIBEPCUTET,
Kadeapa aepMaTOBEHEPOJIOrii Ta KOCMETOJIOTIT 3 KypCOM JI€pMaTOBEHEPOJIOTII 1 €CTEeTHYHOI MEIUIIUHU
®IIO, M. 3anopiAKs

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

— /=

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 3
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure OararomeHTpoBE MOCTIDKEHHS (hasu 2, MO0 TPOBOAMTHCS B OJHIA TPy, JJIS OIIHIOBAHHS
dbapMaKOKiHETHKH, OE3MEYHOCTI, MEPEHOCHMMOCTI Ta aHTUMIKOOaKTepianbHOI aKTUBHOCTI THpernapary
TMC207 y noennanHi i3 3actocyBanHsM cymyTHix npernapariB (CII) mpotu TyOepKynbo3y i3 MHOKUHHOIO
nikapcbkoro ctiiikictio (Th-MJIC) mpu nikyBaHHi1 [iTe#t 1 mianiTkiB BikoM Bijg 0 micaniB 1o < 18 pokiB i3
HMiATBEp/UKCHAM  a0o  KWMoBipHUM  JiereHeBuM  Th-MJIC», kom  mocmimkenns TMC207-C211,
1HKOpropoBaHuii nonpaskoto 7, Bix 02 6epesns 2020 poky

3asiBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EeMHOIO iIHBECTHITIEIO «AVIK’TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Janssen-Cilag International NV, Belgium

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

TMC207 (Bedaquiline Fumarate, JNJ-16175328-AEP; (1R,2S)-1-(6-bromo-2-methoxy-3-quinolinyl)-4-
(dimethylamino)-2-(1-naphthalenyl)-1-phenyl-2-butanol compound with fumaric acid (1:1)); Tabnerka; 20
mr; Recipharm Pharmaservices Pvt. Ltd., India; Janssen Research & Development, A Division of Janssen
Pharmaceutica NV, Belgium; Johnson&Johnson Private Limited, India; Fisher Clinical Services, USA,
Fisher Clinical Services GmbH, Switzerland

Bianosiganbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) a.m.H., mpod. binoropresa O.1.
HepxxaBHa ycraHoBa «HarioHanpHMH 1HCTUTYT ¢Tu3iaTpii 1 mynsMoHosorii iM. @.I'. SHOBChKOrO
HamionaneHoi akageMii MEJUUHUX HayK Y KpaiHU», BIIAUIEHHS QuTsA40i (pTusiarpii, M. Kuis

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

Ouaekcanap KOMAPIIA




HonaTox Ne 4

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

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baraTonieHTpOBe, paHIOMi30BaHe, MOJBIHHE CIiIe, TUIale00-KOHTPOIbOBAHE, 3 MapalieIbHUMH T'PylaMu
nochipkeHHs 3 ¢a3u 3 BIIKPUTUM TEpiOAOM NPOAOBXKEHHS JIKYBaHHS ISl OLIHKH e(eKTHUBHOCTI 1
0€3MeYHOCTI TepopanbHOro 3acTtocyBaHHA puib3adpyruHiOy (PRN1008) y mopocnamx Ta MiMITKIB 3
MEPCUCTYIOUOI0 a00 XpOoHIUHOIO iMyHHOIO TpombouuToneHieto (ITII)», kon mocmimxenns PRN1008-018,
21 ciuns 2021 p., Bepcis 1.2

3asiBHUK, KpaiHa

ToBapuCTBO 3 0OMEKEHOIO BiAMOBITAIbHICTIO «MEI[HEPIC VKPAIHA»

CrnioHcop, kpaina

«[Tpunnunis biodapma Iuk.», CIIA (Principia Biopharma Inc., USA)

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcebka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

puib3abpytuHi6 (Rilzabrutinib) (PRN1008; puns3abpyTtuni6 (Rilzabrutinib)); kamnera; 400 mr; PCI Pharma
Services, Inc. (Biotec Services International Limited), BemukoOpuranis; PCI Pharma Services, Inc.
(Millmount Healthcare Limited), Ipnanmis; Patheon Inc. (part of Thermo Fisher Scientific), Kanana; PCI
Pharma Services, Inc. (AndersonBrecon Incorporated), CIILIA; PCI Pharma Services, Inc. (AndersonBrecon
Incorporated), CILIA;

ianebo 1o puib3adpytuHi6 (Rilzabrutinib) (400 mr manity); kamneta; PCI Pharma Services, Inc. (Biotec
Services International Limited), BenukoOputanis; PCI Pharma Services, Inc. (Millmount Healthcare
Limited), Ipnanais; Patheon Inc. (part of Thermo Fisher Scientific), Kanana; PCI Pharma Services, Inc.
(AndersonBrecon Incorporated), CIITIA; PCI Pharma Services, Inc. (AndersonBrecon Incorporated), CIITA

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeIEeHHS
BUNIPOOYBaHHs B YKpaiHi

1) 3aB. nentpom Ycenko ['.B.

KomyHnaneHe HexoMmepuiiiHe mignpueMcTBo «Michka KiliHIYHA JikapHs Ned» JIHIMPOBCHKOI MICBKOI paj,
MICBKUI TE€MATOJIOTIYHUN IEHTP, M. J{HImpo

2) n.Mm.H., ipod. Ky3emina I'.I1.

Komynanene minnmpuemctBo «KpuBopisbka Michbka KiiHIuHa JiikapHa Ne2» Kpuopi3pkoi Micbkoi pajw,
TepaneBTHUHE BinaiuieHHs, [lepxaBHuil 3aknan «JlHimpomeTpoBChbKa MeOUuYHA akajaemis MiHicTepcTBa
OXOPOHHM 3710pOB'st YKpainuy», kadenpa Teparrii, KapaioJorii Ta ciMeitHoi menuiuan, M. Kpuswuit Pir

3) kepiBHHK LeHTpY Muxanbceka JI.B.

Kniniyna mikapas «®eodanis» [lepkaBHOTO ympaBlliHHA CHpaBaMy, IEHTP TreMaTojorii, XiMioTepamii
remMo0J1acTo31B Ta MpoMeHeBoi Tepamnii, M. Kui

[Tpenapatu mopiBHIHHS,




BHPOOHMK Ta KpaiHa

CynytHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

TOB «Arenuis «C.M.O.-Ykpaina», TOB «CMO-Jlorictuka», TOB «CMO-I'pyn Ykpaina».
* CareFree Thermometer

* Blood Pressure Monitor (BPM M3)

* 12-lead ECG (ELI-230)

* -20C Freezer (FV20-140 230V)

* Incubator (IL10)

» Temperature Logger Service CE

* Bench-top Centrifuge (Medifuge)

* Personal Scale

* Refrigerator (RF-140 230V)

» Apple MFi Lightning to 3.5mm Headphone Jack Adapter

» Headphones

* Face Mask

* Noodle Charging Cable

* Tower of Power 2200 mAh Power Bank

* entiektponHi onutyBadbHUKA (ePRO tablets): Samsung Galaxy Tab A 8” (model no. SM-T387V).
* TEPMOMETPH IS BUMIprOBaHHs TemrepaTtypu Tisa (body thermometers)

* 1abopaTopHi Habopu

* IpyKOBaH1 MaTepiaan

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NMeYeHHS Onexkcanap KOMAPIJA




HonaTok Ne 5
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[IpocriekTrBHE, OaraTONEHTPOBE, IOBTOCTPOKOBE JOCIIDKEHHS 3 OIIHKH Oe3Meku Ta e(EeKTHBHOCTI
Hemonizymady (CD14152) y naifieHTiB 3 aTOMIYHUM JI€PMATUTOM BiJ] IOMIPHOTO JI0 TSYKKOTO CTYIEHS», KOJ
nocmimkenas RD.06.SPR.118163, monpaBka 05 mis Ykpaiam Bim 09 mororo 2021 p. 10 mpoTOKOITY
RD.06.SPR.118163, Bepcis 6.0 mis Ykpainu Big 09 motoro 2021 p.

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaiHa

langepma C.A., lIBeiinapist

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

Hemomnizymab (CD14152) 30 mr (CD14152; Hemomizyma0); 1 momepeiHbO 3allOBHEHHN OHOPA30BHIA
JBOKaMepHHA mmpuil, o Mictuth 30 Mr Hemonizymaoy (CD14152) y Burmsii j1iodis1i30BaHOrO MOPOIIKY
JUIs mpurotyBaHHs po3umHy st iv’ekmii; 30 mr; Nuvisan France SARL, ®panmis; Vetter Pharma-
Fertigung GmbH & Co. KG (Langenargen Manufacturing Plant), Himeuunna; Vetter Pharma-Fertigung
GmbH & Co. KG (Ravensburg Mooswiesen Plant), Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG
(Ravensburg Manufacturing Plant), Himeuyunna; Vetter Pharma-Fertigung GmbH & Co. KG (Helmut-
Vetter-Strasse Plant), Himeuunna; Catalent Germany Schorndorf GmbH, Himeuunna; Chugai Pharma
Manufacturing Co., Ltd.( Kiyohara-Kogyodanchi), fmonisi; Chugai Pharma Manufacturing Co., Ltd.
(Ukima), SAnoHis;

[Tnane6o no Hemomnizymad (CD14152) 30 mr, miodinizoBaHUN MOPOIIOK JUIsl IPUTOTYBaHHS PO3UMHY JUIS
in’exmii; Nuvisan France SARL, ®panmis; Vetter Pharma-Fertigung GmbH & Co. KG (Langenargen
Manufacturing Plant), Himeuuuna; Vetter Pharma-Fertigung GmbH & Co. KG (Ravensburg Mooswiesen
Plant), Himeuyunna; Vetter Pharma-Fertigung GmbH & Co. KG (Ravensburg Manufacturing Plant),
Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG (Helmut-Vetter-Strasse Plant), Himeuunna;
Catalent Germany Schorndorf GmbH, Himewuuuna,; Chugai Pharma Manufacturing Co., Ltd.( Kiyohara-
Kogyodanchi), Anownis; Chugai Pharma Manufacturing Co., Ltd. (Ukima), SnoHis;

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicCIe
(s1) mpoBeEeHHS
BUMIPOOYBaHHs B YKpaiHi

1) k.m.H. Anekcarapyk O.]1.

JlikyBanbHO-/TIaTHOCTUYHUIN IIEHTP TOBAapUCTBA 3 OOMEXKEHOI0 BIIMOBIJANBHICTIO «MeIeKke ILITICY,
MOMIKJIIHIYHE BigauUieHHs, [BaHO-DpaHKIBCHKHI HaIllOHAJbHUNW MEIWYHUNA YyHIBEpCHTET, Kadeapa
JIepMaToJIorii Ta BeHepoJIorii, M. [BaHO-DpaHKiBCHK

2) mikap Hopuenko JILA.




KomyHnansHe HEKOMEpITIHHE MANPUEMCTBO «XEPCOHChKA MichKa KiliHIuHA jJikapHs iM. A. 1 O. Tponiaux»
XepCcoHCHKOI MICHKOT paiu, KOHCY/IbTaTUBHA MoikiiHika Nel, M. Xepcon

3) n.m.H., ipod. droaron A.JI.

Komynanene mignpuemctBo «OONacHU IIKIpHO-BEHEPOJIOTIYHUN JUcTaHcep» JHIMPONmeTpOBCHKOT
oOnacHOi panu, nAeHHu#M crauioHap, /JlepkaBHuil 3aknan «J/[HimporeTpoBcbka MeOUYHA —aKaJeMis
MinicTepcTBa OXOpPOHH 310pOB’° st YKpainm», kadeapa MKipHUX Ta BEHEPUIHHUX XBOP0oO, M. J{HIITpo

4) n.m.H. Pesniuenko H.1O.

BiiicbkoBuii TocmiTanb (BificbkoBa yacTuHa A3309) BiliCbKOBO-MEIMYHOTO KIIHIYHOTO eHTpY [liBAeHHOTO
pErioHy, TepaleBTUYHE BIAIIJICHHS (3 TajgaTamMu JijIsi HEBPOJIOTIYHHUX Ta JIEPMATOBEHEPOJIOTIYHUX XBOPHX),
M. 3amopizoKs

5) nikap JIutBunenko b.B.

Komynanene HekomepiiiiHe mianpreMcTBo «KuiBcbka MichbKa KITIHIYHA IIKIPHO-BEHEPOJIOTIYHA JTIKAPHS
BUKOHaBYOro oprany KuiBcbkoi Mickkoi paau (KuiBchkoi MichKOi Iep>KaBHOI aaqMiHICTpallii), MOMIKIIiHIKA 3
KaOiHeTamu crneriamcTis, M. Kui

6) a.M.H., npod. Auapamko FO.B.

JIikyBaJIbHO-/11arHOCTHYHHUH HEHTP MPUBATHOTO MiIPUEMCTBA «ACKIICi», TOTIKIIHIYHE BiIIIICHHS,

M. YKTropoJ

7) 3aB. Bix. ["amarypud O.M.

JIikyBaJIbHO-/11arHOCTUYHUI LIEHTP MPUBATHOTO MiANPHEMCTBA «ACKIEMiNH», BITOKPEMIIEHUH CTPYKTYpHHMA
migpo3ain (BimaiaeHns) Nel, m. JIbBiB

8) n.m.H. Makypina I'.L.

HaBuanbHO-HayKOBUN MeAMYHUMN IIEHTP «YHIBEPCUTETChKA KIIIHIKa» 3a0pI3bKOro A€pP>KaBHOI'O MEAMYHOTO
YHIBEPCHUTETY, BIIJIJICHHS MYJIbTUMOAAIBHOI MATOJOT11, 3anopi3bKuil IepKaBHUM MEIUYHUNA YHIBEPCUTET,
Kadeapa aepMaTOBEHEPOJIOrii Ta KOCMETOJIOTIT 3 KypCOM JI€pMaTOBEHEPOJIOTII 1 €CTEeTHYHOI MEIUIIMHU
@I10, M. 3anopixoks

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenapaTi
CYIYTHBOI Tepamii

— =

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Homatok Ne 6

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX I1OIPABOK)
01.04.2021 Ne 614

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Panmomi3zoBaHe, MOJBIMHE Ciine, IUIAale00-KOHTPOIbOBAHE OAraTOLEHTPOBE JOCITIDKEHHS 3 da3u, sKe
MPOBOAMTHCA y TapaielbHUX TIpylax 3 METOI OIIHKM epeKTUBHOCTI Ta Oe3meku mpemnapaty KarXT y
JIOPOCIUX TAIIEHTIB 3 mu30oppeHiero 3a kpurepismu DSM-5, rocmiTanizoBaHUX 3 TOCTPUM ICUXOTUIHUM
posnagomy», kon gocaimkenHs KAR-009, Bepcis 1.0 Big 27 ceprnst 2020 poky

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaiHa

Karuna Therapeutics Inc., United States (CIIIA)

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

KarXT 50/20 (KarXT; KarXT; xanomeline and trospium; KarXT; xcaHoMmeniH Ta TpOCIIIO XJIOPHUA);
karcyna; S0mr xanomeline/20mr trospium, 50 mMr kcanomenid /20 mr Tpocmito xjiopua; Catalent Pharma
Solutions, LLC, USA;

[Tnane6o mo KarXT 50/20, kancyna; Catalent Pharma Solutions, LLC, USA;

KarXT 50/10 (KarXT; KarXT; xanomeline and trospium; KarXT; xcaHomeniH Ta TpOCHIIO XJOPHJ);
karcyna; S0Mr kcanomedni /10mr Tpocmiro xnopun; Catalent Pharma Solutions, LLC, USA,;

[Tname6o mo KarXT 50/10, kancysna; Catalent Pharma Solutions, LLC, USA;

KarXT 62.5/15 (KarXT; xanomeline and trospium; KarXT; kcaHoMemiH Ta TpOCIHiIO0 XJOpHI); Karcyma;
62.5mr kcanomernin /15mr tpocmiro xmopu; Catalent Pharma Solutions, LLC, USA,;

[Tnane6o mo KarXT 62.5/15, kancyna; Catalent Pharma Solutions, LLC, USA

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeIEeHHS
BUNIPOOYBaHHs B YKpaiHi

1) a.m.H., mpod. [Migkoputos B.C.

Jlep:xaBHa ycTaHoBa «IHCTUTYT HeBpoJjoOrii, ncuxiaTpii Ta Hapkosorii HamioHanpHOI akazgemii MeIUYHUX
HayK YKpaiHu», KIiHiKa BIAAUTY KJIIHIYHOI, COMAIIBHOT Ta JUTSAYO] reuxiaTpii, M. XapKiB

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

Komynansne mianpuemctBo «OOmacHWi 3akian 3 HaJaHHA TcuxiaTpudHoi gomomoru [lonmTaBchkoi
o0acHoi paan», 2-A ToCTpe 3arajbHO ICUXiaTpUYHE YOJIOBIUE BifijeHHd, 5-b roctpe, crnokiliHe, 3arajibHO
NICUX1aTpUYHE KIHOYE BIIIUICHHS, YKpaiHChbKa MeIUYHAa CTOMATOJIOTIYHA akajemis, kadenpa ncuxiarpii,
HaApKOJIOTii Ta MenuyHoi rcuxodorii, M. [TonraBa

3) k.M.H. braxesuu 10.A.

Komynanene nexomepuiiine minnpuemctBo «Kuiniyna mikapHs «IICUXIATPISI»» BuUKOHaBYOrO OpraHy
Kwuiscbkoi micekoi paan (KuiBcbkoi MiChbKO1 JepKaBHOI afaMiHICTpallii), IIEHTP MEPBUHHOTO TICUXOTHUYHOTO




€mi30/Ty Ta CY9acCHHX METOMIB JiKyBaHHs, M.KuiB

4) 3as. Bix. ®insir HO.0.

KomyHnanpHe HekoMmepiliiiHe mianpueMcTBo JIbBIBCbKOT oOjacHOi pamu «JIbBiBCchka oOnacHa KiIiHIYHA
MICUXiaTpUYHA JTiKapHs», BigaiieHHs Ne 25, m. JIbBiB

5) nupexrop Kocenkosa 1.B.

Komynanene HekomepiiiiiHe mianpueMcTBo «Yepkacbka obOinacHa mcuxiaTpuyHa ikapHs Yepkacbkoi
obsacHo1 paany, )xiHoue BimaiaeHHs Nel 1, gonosive Bigaiienns Ne 12, Yepkacbka 001, M. CMmina

6) ren. nupexrop Kosanenko B.B.

KomyHansHe HEKOMEpIIiiHE TMiANPUEMCTBO XapKiBChbKOi 00sacHOT pagu «O0acHa KJIiHIYHA MCUXiaTpUYHa
nikapas Ne3y, cuxiaTpiuyHe BiUIUICHHS IEPBUHHOTO IICUXOTHYHOTO €Mi30/1y, M. XapKiB

7) n.m.H., pod. Jlincekuii 1.B.

KomyHnaneHe HekoMmepIliiiHe mianprueMcTBO XapKiBChKOi 00yacHOi paau «O0macHa KiIiHIYHA MICUXiaTpUYHA
nikapHs Ne3», 3-Te rncuxiaTpudHe BiIIUICHHS I JOPOCIHX, M. XapKiB

8) n.m.H. Mopo3 C. M.

Komynanene mianpuemctBo «JlHimponeTpoBchka obOnacHa KiiHiyHA JikapHs iM. LI MeunukoBay»
JuinporeTpoBchkoi 00macHOl  pagw», OOJACHUM [EHTP ICUXOCOMATHYHHMX pO3JdaaiB  Ha 0asi
MICHXOHEBPOJIOTIYHOTO BiJUTiIICHHS, M. J{HIMpo

9) romn. nikap [Tanamapuyk I1.B.

KomyHanbHe HekoMmeplliiiHe miInpueMcTBO «XepCOHChKUM OOJacHUM 3akiaja 3 HaJaHHS IMCUX1aTpUYHOI
JIOTIOMOTH» XEPCOHCHKOT 00JIACHOI pajiu, YoJIOBIUe NcuxiarpuyHe BiaauieHHs Ne3, KiHOYe TCcuXiaTpuyuHe
Bigainenns NelO, c. CrenaniBka, M. XepcoH

10) k.m.H. CepebpennikoBa O.A.

KomyHaneHe HekoMepliiiHe miAnprueMcTBO «BiHHUIbKA 001acHa KITIHIYHA TICHXOHEBPOJIOTIYHA JIIKAPHS 1M.
akaj. FOmenka BinHubkoi 001acHOT panny, 3MmimiaHe (4ojoBiue Ta xiHove) BiaaiaeHHs Ne2, BiHHUIIbKUT
HallloHaJIbHUHM MeauuHui yHiBepcuteT iM. M1 Iluporosa, kadenpa ncuxiarpii, HapKoJIOTii Ta ICUXOTeparii
3 KypCcOM MICISAUIUIOMHOI OCBITH, M. BiIHHHIIsS

11) 3aB.Bia. BiteOchka T.B.

KomyHnaneHe HekoMmepuiiiHe mianpueMctBo «KuiBcbka Micbka TIICHXOHEBpOJIOTIYHA JikapHs Noe2y
Buxonapuoro oprany KuiBcbkoi mMickkoi paau (KuiBcbkoi MiChKOi ep:kaBHOI aJMiHICTpaIlii), CTallioHapHe
BigmimenaaNel, M. Kuis

12) k.m.1 3akans K.1O.

KomyHnanene HekomepiiiiHe mianpueMcTBo JIbBiBCbKoi oOnacHoi pamu «JIpBiBcbka oOnacHa KIiHIYHA
TICUX1aTpUYHA JIIKapHs», BiAAeHHs Ne20, M. JIbBiB

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi

— /=




Marepiaiau/mpenapaTu
CYIyTHBOI Tepartii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 7
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC001B

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«PannomizoBaHe, MojBiiiHE ciine, M1ane00-KOHTPOIbOBAHE AOCTIIKEHHS 11 OOTPYHTYBaHHS KOHIICTIIIT
1010 OIHKM e(eKkTUBHOCTI Ta Oe3meku 3actocyBaHHs SAR443122 (imribitropa RIPK1) y mamienTiB 3
HIArOCTpUM a00 AUCKOINHUM/XPOHIYHUM IIKIPHUM YE€PBOHUM BOBYAKOM CEPEAHBOTO 1 TSHKKOTO CTYIICHSI,
kox nociimkerast ACT 16404, sepcist 1 Big 11 rpyaus 2020 poky

3asiBHUK, KpaiHa

TOB «Canogi-ABenric Ykpaina»

CrnioHcop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic permiepin € aeBesonMan, Opaniris)

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

SAR443122 (SAR443122; 2125450-76-0; SUB198211; eclitasertib; exmitaceptu6); TBepaa karcya; 100
mr; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inma Ha3sa — sanofi-aventis Recherche &
Developpement), France; Sanofi US Services Inc (inma nassa - Sanofi U.S Services Inc.), USA; Piramal
enterprises limited (Piramal Enterprises Limited), India; Fisher Clinical Services (inmma ua3Ba - Fisher
Clinical Services Inc.), USA; Creapharm Clinical Supplies, France;

rtane6o 10 SAR443122 (mnare6o no SAR443122); Teepna kancyma; SANOFI-AVENTIS RECHERCHE
& DEVELOPPEMENT (inmra nassa — sanofi-aventis Recherche & Developpement), France; Sanofi US
Services Inc (inma HasBa - Sanofi U.S Services Inc.), USA; Fisher Clinical Services (inma Ha3Ba - Fisher
Clinical Services Inc.), USA; Creapharm Clinical Supplies, France

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeIEeHHS
BUNIPOOYBaHHs B YKpaiHi

1) nixap JlutBunenko b.B.

KomyHnaneHe HekomepiiiiHe mianpueMcTBo «KuiBcbka MichbKa KIIIHIYHA IIKIPHO-BEHEPOJIOTIYHA JIIKApHS»
BHUKOHaBYoro oprany KuiBcbkoi Mickkoi paau (KuiBchbkoi MiChKOi JIep:kaBHOT aMiHICTpallii), OJIKIIiHIKA 3
kaOiHeTaMu cremiamcTis, M. Kui

2) nikap CaBuyk JI.M.

KomyHnanene HexomepuiiiHe mignpuemMctBo «LleHTpanbHa Michbka KiiHIYHA JiKapHs IBaHO-DpaHKiBCHKOI
MICBKOI paJiny», peBMaTOJIOT1YHE BIIIUICHHS, M. IBaHO-DpaHKIBChK

[Ipenapatu nopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepiaiau/mpenaparu

- 1abopaTopHi Habopu;
- oto xamepa Canon;




\ CYIYTHBOI Tepamii \ - elIeKTPOHHI 1moaeHHuKH (MoOLTpHUH npuctpiiit BLUEBIRD SF550).

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHS Oaekcanap KOMAPIIA




JlonaTox Ne 8

110 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, MojBiiHE cline, mianedo-KOHTPOIbOBAHE JOCIIDKEHHS Ga3u 2 Ist OIliHKYA e()eKTUBHOCTI
ta Oe3neku SAR441344, wmonokimoHanbHOTO aHTHUTINA A0 aHTtaro”icra CDA40L, y mamieHtiB 3
PEIUIUBYIOYMM PO3CITHEM CKJIepo3om», kox nociimkenHs ACT16877, Bepcis 1 Bim 26 mucromana
2020 poky

3asiBHUK, KpaiHa

TOB «Canodi-ABenTtic Ykpaina»

Cnoncop, kpaiHa

sanofi-aventis recherche & developpement, France (Canogi-ABenTic pemiepin e aesenonMan, OpaHitis)

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

SAR441344 (SAR441344; 2515463-86-0; SAR441344); Po3uun mis in'exuiid (mo 300 mr y durakoHax
o6’emom 2 mi); 150 mr/mm; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inma Ha3zBa —
sanofi-aventis Recherche & Developpement; Sanofi R&D), France; Sanofi-Aventis Private Co. Ltd.,
Budapest Logistics and Distribution Platform (imma wassa — sanofi-aventis Private Co. Ltd., Budapest
Logistics and Distribution Center), Hungary; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter
Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany;
sanofi US Services Inc., USA; Vetter Development Services USA, Inc., USA; Sanofi US, USA; SGS Life
Sciences, SGS Canada Inc.,, Canada; Fisher Clinical Services Inc., USA; SANOFI-AVENTIS
RECHERCHE & DEVELOPPEMENT (inma nasBa — Sanofi-Aventis Recherche & Developpement),
France; Genzyme Corporation, USA; BioReliance Corporation, USA ; Bionique Testing Laboratories, Inc,
USA;

mwiane6o 10 SAR441344; Po3umn ana in'ekuii y ¢nakonax; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inma na3a — Sanofi-aventis Recherche & Developpement; Sanofi R&D), France;
Sanofi-Aventis Private Co. Ltd., Budapest Logistics and Distribution Platform (inma na3sa — sanofi-aventis
Private Co. Ltd., Budapest Logistics and Distribution Center), Hungary; Vetter Pharma-Fertigung GmbH &
Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH
& Co. KG, Germany; sanofi US Services Inc., USA; Vetter Development Services USA, Inc., USA; Sanofi
US, USA; SGS Life Sciences, SGS Canada Inc., Canada; Fisher Clinical Services Inc., USA;

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS

1) k.m.H. ['ono6opoapko A.A.
KomyHnaneHe HexoMmepuiiiHe mianpueMcTBo «Opecbka obiacHa KiiHIYHa JikapHs» Onecbkoi o6sacHOi
paauy, BIIIIIEHHS Helpoxipyprii, M. Ozxeca




BUNPOOYBaHHS B YKpaiHi

2) k.m.H. JJopomenko O.O.

JlikyBanbpHO-miarHocTHYHUH 1eHTp «Heiipo I'modan» ToBapucTBa 3 oOMexeHO0 BiAnoBiaaabHicTIO «Heiipo
I'mo6aiy, nikyBanbHO-podIIaKTHIYHUN Tiapo3ail, ¢. Kpuxisii, M. IBaHo-DpaHKiBCHK

3) n.m.H. Kansoyc O.1.

KomynaneHe mianpuemMcTBo «JIHimporeTpoBchka oOjacHa KiiHiyHA Jikapas iM. [ . MeuynukoBay»
JuinpornerpoBchKkoi 0bmacHoi paay, BiaginenHs HeBposorii Nel, JlepskaBHuil 3aknan «J/{HimponeTpoBchka
MenudHa akanaemis MO3 Ykpainny, kadenpa HeBposiorii, M. [[Hinpo

4) x.m.H. JlekomiieBa €.B.

HepxaBHa ycTraHoBa «IHCTHTYT HEBpoOJIOTii, rmcuxiarpii Ta Hapkosorii HarioHanpHOi akagemii MEAMYHHX
HayK YKpaiHw», Biamin ¢QyHKIioHanbHOI HeWpoxipyprii 3 rpymnowo maromopdosorii, BiIIiIeHHS
¢byHKIIOHaTBbHOT HEHPOXIPYprii Ta MapOKCU3MaIbHUX CTaHIB, M. XapKiB

5) n.m.H., mpod. Mockosko C.I1.

Menuunuii EHTp TOBapuUCTBa 3 OOMEKEHOIO BiINOBigalmbHIiCTIO «Meanynuii 1eHTp «Camoremy,
JIKyBaJTbHO-PO(UIAKTUIHUHN BiaL, M. BiHHUISA

6) n.m.H., mpod. Herpuu T.I

Komynanene Hekomepiiiiine mianmpueMcTBo JIbBiBChKOi oOmacHOi pamu «JIpBiBchbka oOnacHa KIiHIYHA
JKapHs», HEBPOJIOT1UHE BiIiJIeHHS, M. JIbBIB

7) k.Mm.H. [Tactopa .M.

XapkiBChbKa KJiHIYHA JIIKapHSA Ha 3ali3HUYHOMY TpaHcnopTi Nel ¢imii «LleHTp OXOpoHH 3710pOB s»
aKI[IOHEPHOT'O TOBAPHUCTBA «YKpaTHChKa 3aTI3HUILIS», 3-€ HEBPOJIOTIYHE BIIUICHHS, M. XapKiB

8) mikap IIpumena B.B.

KomyHaneHe HekoMepiiiiHe mnignpueMctBo «OOnacHa kiiHiyHa JikapHa iM. O.®. I'epbaueBcbKOro»
JKutoMupcbkoi 0651acHOT paay, HEBPOJIOTIYHE BiJAiIeHHS, M. JKutomup

9) k.M.H. XaByHka M. 4.

KomyHaneHe HekoMepliiiHe MiANpUEMCTBO «5-a MicbKa KIIHIYHA JIIKapHS M. JIbBOBa», HEBPOJIOTIYHE
Biaainends, M. JIbBiB

[Ipenapatu nopiBHSHHA,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

— =

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA Ouaekcanap KOMAPIIA




JonaTox Ne 9

10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

VERDICT: «PanmomizoBaHe, KOHTPOJIbOBaHE BUIPOOYBAaHHS JJIsi BU3HAUCHHSI ONTHMAJBHOI I Teparii
IIPU aKTUBHOMY BHPA3KOBOMY KOIiTi», koJ nociixeHHss RP1706, Bepcis 04 Big 05 tpaBus 2020 poky.

3asiBHUK, KpaiHa

TOB «biomanacy, Ykpaina

CrnioHcop, kpaina

«Pobaprc Kuinikan Tpaitanc [nk.»/ Robarts Clinical Trials Inc., Kanaga

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

EntuBio (Benmonizymal)/ Entyvio (Vedolizumab) (Benonisymad (Vedolizumab)); mnopomok amus
KOHIIEHTpATy I po3uunHy st iHQy3ii; 300 mr/mn; Takeda Pharmaceutical Company Limited, Smownis;
Hospira, Inc., CIIIA; Patheon Italia S.P.A., ITamis;

Entusio (Bemomizymab)/ Entyvio (Vedolizumab) (Vedolizumab); po3unH ais iH’€KIii B aBTOIHXEKTOPI;
108 wmr/0,68 wmi; Vetter Pharma-Fertigung GmbH&Co. KG, Himeuunna; Vetter Pharma-Fertigung
GmbH&Co. KG, Himeuunna; Vetter Pharma-Fertigung GmbH&Co. KG, Himeuunna; Vetter Pharma-
Fertigung GmbH&Co. KG, Himeuunna; Takeda Austria GmbH, Asctpis

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

1) k.m.H. Bym3ak 1.5.

Kninika /[lepxkaBHoi ycTaHoBU «IHCTHTYT ractpoeHTeposorii HarioHanbHOT akazemii MeIUUHUX HayK
VYkpaiam», BiIAIT 3aXBOPIOBaHHA NUTYHKY 1 JBaHAAUATHOANOI KUMKW, JlepkaBHWH  3aKiaj
«/lHinporneTrpoBchka Menu4Ha akaaeMis MiHicTepcTBa OXOpPOHHM 370poB’s YKpaiHu», Kadeapa Tteparii,
KapA10JI0Tii Ta CIMEHHOT MeIMLIMHN (aKyJIbTETy MiCASUIIOMHOI OCBITH, M. J[HINpO

2) n.m.H. Yormeii 1.B.

KomyHanpHe HekoMepliiiHE MIANPUEMCTBO «YIKIOpPOJChbKa pailloHHa KIIHIYHA JIKapHS Y>KropoJChbKOT
paiioHHOi paau 3akapnaTcbKoi 00J1acTi», TepareBTUYHE BIAIIICHHS, M. YKIOpoJ

3) n.m.H. l'ocriomapcekwmin 1.51.

KomyHnaneHe HexomepliiiiHe mianpueMcTBo «TepHONIbChKAa YHIBEpCHUTETChKA JIKapHs» TepHOMiIbChKOT
obnacHoi paamn, OOMacHUN IEHTP TaCTPOSHTEPOJIOTIi 3 T'eMaToJIOTIE0, TACTPOSHTEPOJIOTIYHE BiIIIJICHHS,
M. TepHomiab

4) x.m.H. Kynuanya P.JL.

KomyHanbHe HEKOMepIIiiiHe miInIpueMCTBO «3anopizbka 0bJacHa KIIIHIYHA JIIKapHs» 3arnopi3bkoi 001acHoi
paau, BIJUTUICHHS TaCTPOCHTEPOJIOTTT 1 €HAOCKOTMI1, M. 3amOpikIKs




5) n.m.H. Mumuist K.M.

KomyHnanene HekomepliiiHe mignpueMctBo «Micbka ikapHs Ne9» 3amopi3pkoi MiCbKOI  pajaw,
racTpoXipypriuHe BiIIUICHHS, M. 3amOpIKKs

6) n.m.H., mpod. CranicnaBuyk M.A.

KomyHnansHe HekomepiliiHe mignpueMcTBO «BiHHuIbKa oOmacHa kmiHIYHA JikapHs iM. M.I. Iluporora
Binaunpkoi o6macHoi Pamw», oOnacHWiA criemiani3oBaHWUN KIIHIYHUM TacTPOSHTEPOJIOTIYHUN TEHTP,
M. Bigauns

7) x.m.H. Tomamkesuy I'.1.

KomyHnanpHe  HekoMmepliiiHe  mianpueMCTBO  «BiHHMIBKA  MichbKa  KimiHIYHa  JikapHs  Nely,
racTPOCHTEPOJIOTIYHE BiIIUICHHS, M. BIHHUISA

[Ipenapatu nopiBHAHHA,
BUpPOOHUK Ta KpaiHa

CynyTHi
MaTepianu/mpenapari
CYIyTHBOI Tepartii

Kommanis, sika jgie 3a JOBIPEHICTIO, SIKY HajaB CIIOHCOp YM 3asBHUK Ha BBE3CHHS JOCIIKYBaHHX
nikapchKHX 3aco0iB Ta cymyTHix MmatepianiB: TOB «CMO-I'PYII YKPAIHA», TOB «Arennis C.M.O.-
Yxpaina», TOB «CMO- JIOI'ICTUKA» («CMO»)

1) Habopwu s ennockorii CIMS;

2) JlabopaTtopHi Habopw;

3) JIpykoBani Marepiaiu;

4) TecT Ha BariTHICTH (+ KOHTEHHEp I cedi);

5) TpaHcOpTHI CYMKH (BKJIFOUAIOYH YITAKOBKU O1710T0 3aMOPOKEHOTO TEII0);

6) 50 remaro- mpeametHux ckenerp (in bulk);

7) OnHOpa30B1 pyKaBUYKH.

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYCHHS Onexkcanap KOMAPIJA




JonaTox Ne 10

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

Ta 3aTBEPKEHHSI CYTTEBUX MOMPABOKY

01.04.2021 Ne 614
HasBa kiHi9HOTO «PanmomizoBaHe, MojaBiiiHE cline, TUIane00-KOHTPOJIbOBAHE JOCTIDKEHHS 3 TMOJBIMHOIO IMITAIlI€l0, IO
BUIIPOOYBaHHS, KO/, MPOBOANTHCA y 3 mapalielbHUX Tpylax cepell Mallie€HTiB JUTS4oro BiKy Bix 10 mo 17 pokiB BKIIOYHO 13
Bepcis Ta Jara METOI0 OIIIHIOBaHHS e(peKTHBHOCTI Ta Oe3meuyHocti mpemaparie BG00012 1 BIIBO17 nmns mikyBaHHS
PEUAUBYIOYO-PEMITYIOUOTO PO3CISHOTO CcKiIepo3y», kon npociuimxenHs 800MS301, Bepcis 4 Bix
06 nucronana 2019 poky
3asiBHUK, KpaiHa ITinnpuemctro 3 100% ino3emHoro inBectuiiero «AMK’FOBIA PJIC Vkpainay»
CrioHCOp, KpaiHa Biogen ldec Research Limited, UK
[lepenik nocmimkyBanux | BGO0012 (Tecfidera) (Dimethyl fumarate; Dimethyl fumarate); kancyna; 120 mr; Vifor SA, Switzerland;
JKapChKHX 3ac00iB Almac Clinical Services LLC, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical
Jikapcpka opma, Services, USA; Fisher Clinical Services UK Limited, United Kingdom;
J03yBaHHs1, BUPOOHUK, [Tnane6o o BGO0012 (lactose monohydrate); kancyna; Vifor SA, Switzerland; Almac Clinical Services
KpaiHa LLC, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services, USA; Fisher

Clinical Services UK Limited, United Kingdom;

B1IB017 (Plegridy) (BI1IB017; Plegridy; PEGylated Interferon Beta-la; PEGylated Interferon Beta-1a);
pPO3UMH i 1H €KWil y momnepenHbo HamoBHeHomy mmpuui 0,5; 63 mkr (0,13 mr/min); Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter
Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany;
Almac Clinical Services LLC, USA; Fisher Clinical Services UK Limited, United Kingdom; Biogen
(Denmark)Manufacturing ApS, Denmark;

BIIBO17 (Plegridy) (BI1IB017; Plegridy; PEGylated Interferon Beta-la; PEGylated Interferon Beta-1a);
pO3UMH i 1H €KIii y mnomnepennbo HamoBHeHomy Immpuii 0,5; 94 mkr (0,19 mr/mn); Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter
Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany;
Almac Clinical Services LLC, USA; Fisher Clinical Services UK Limited, United Kingdom; Biogen
(Denmark)Manufacturing ApS, Denmark;

BIIBO17 (Plegridy) (BI1IB017; Plegridy; PEGylated Interferon Beta-la; PEGylated Interferon Beta-1a);
PO3YMH NSl 1H €KINIT y MOMEepeHhO HAMMOBHEHOMY ImpHIll s camoid'ekiiit 0,5; 125 mkr (0,25 mr/mon);




Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG,
Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co.
KG, Germany; Almac Clinical Services LLC, USA; Fisher Clinical Services UK Limited, United Kingdom;
Biogen (Denmark)Manufacturing ApS, Denmark;

[Tnane6o mo BIIBO17 (20 mM acetic acid/sodium acetate pH 4.8, 150 mM arginine hydrochloride, and
0.005% polysorbate 20); po3unH i iH’€KIiT y TOMEPEAHHO HATIOBHCHOMY IIMPHUIl (A1 CaMOIH'€KIIii);
Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG,
Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co.
KG, Germany; Almac Clinical Services LLC, USA; Fisher Clinical Services UK Limited, United Kingdom;
Biogen (Denmark)Manufacturing ApS, Denmark;

Bianosinanbawmii (i)
TOCTITHHK (M) Ta MicIie
(s1) mpoBeaCHHS
BUTNIPOOYBaHHs B YKpaiHi

1) n.m.H., npod. Bonomuna H.IT.

JlepxaBHa ycTaHoBa «IHCTUTYT HEBpoOJOrii, mcuxiaTpii Ta Hapkosorii HamioHampHOI akamemii MEIUYHUX
HayK YKpaiHuW», BIAJAUT ayTOIMyHHMX Ta JEreHEpaTUBHUX 3aXBOPIOBaHb HEPBOBOi cuctemu, LleHTp
PO3CISIHOTO CKIIEpO3y, M. XapKiB

2) n.m.H., npod. Herpuu T.1.

Komynanene HekomepiiiiiHe mianpueMcTBo JIbBiBCbKOi 0OnacHOi pamu «JIpBiBcbka oOiacHa KIIiHIYHA
JiKapHs», HEBPOJIOT1UHE BiIiJIeHH, M. JIbBIB

3) k.M.H. Makenoncbka [.B.

KomyHnaneHe HekomepiiiitHe mianpueMcTBo «Micbka quTa4a KiiHiuHa JikapHsa NeS» JIHIMpOBCHKOI MiChKOI
paau, HEBPOJIOTIYHE BIUIIJIEHHS MOJIOJIIOTO BiKY, M. J{HImpo

4) k.m.H. Kupruenko AT

KomyHanpHe mignpueMcTBO «/IHimporerpoBcbka o0OnacHa AuTAYa KIIIHIYHA JIKapHD» J{HIIpOneTpoBChKOT
o0acHoi pajiu, HEBPOJIOro-HEUpOXipypriuHe BijAiIeHHs, M. [{Hinpo

5) k.M.H. Kupuuenko B./JI.

KomyHaneHe HekoMepiiiHe mianprueMcTBO «BiHHUIbKA 001acHa KIIIHIYHA TICUXOHEBPOJIOTIYHA JIIKAPHS 1M.
akaj. O. I. FOmenka Binauupkoi ob6macHoi paan», uTsadye HeBposoriuyHe BiaieHHs Ne4, M. Binuuns

6) x.M.H. Maptuniok B.1O.

JepxaBuuit 3aknaj «YKpaiHCbKUN MeAMYHUHN IIEHTp peabimiTauii JiTeil 3 OpraHiyHUM YpaskeHHSM HEPBOBOL
cucteMu MiHiCTepCTBa OXOPOHM 3/10pOB’sl YKpaiHU», KOHCYJIbTaTUBHO-1arHOCTUYHE BiJijeHHs, M. KuiB
7) n.m.H. Kupunosa JL.T.

HepxxaBHa ycraHoBa «lHcTUTYT memiarpii, akymepcrBa i riHekosorii iM. akag. O.M. Jlyk’sHOBOi
HamionaneHoi akazemii MeAWYHMX HAyK YKpaiHW», BUIIIJIEHHS TICHXOHEBPOJOTIi Juisi JiTed 3
NepUHATAIBHOIO MATOJIOTIEI0 Ta OpaHHUMHU 3aXBOPIOBaHHSAMH, M. KuiB

8) 3aB. Bia. Kpumragosuu S.JI.

KomyHnaneHe HekomepiiiHe mianpueMcTBo «IBaHO-DpaHKiBChKa o0slacHa AUTAYA KIIiHIUHA JiKapHs IBaHO-
DpaHKIBCHKOT 00JIACHOT pajw», BUIIIIECHHS IS JITEH 3 ypaKeHHSIM IEHTPaJIbHOI HEPBOBOI CHCTEMH Ta




MOpYyIIECHHSM (DYHKITIT OIOPHO-PYXOBOTO anapary, M. [IBaHo-OpaHKiBChK

[Ipenapatu mopiBHSAHHA, | —
BUPOOHUK Ta KpaiHa

CynytHi —/—
Marepiaiau/mpenaparu
CYIyTHBOI Tepartii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHS Oaekcanap KOMAPIIA




Jonatox Ne 11

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
01.04.2021 Ne 614

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PangomizoBane BiakpuTe KiiHIuHe gociimkeHHs Pa3zum 3 komOiHamii AwmiBaHTamaly Ta Teparii
Kap6omnaruaom Ta [lemerpekcenom y nopiBHsHHI 3 KapOornarun-IlemeTpekcenom y mamieHTiB 3 MiCIICBO-
MOIIMPEeHUM a00 MeTacTaTUYHUM HEAPIOHOKIITUHHUM pPakoM JIET€Hb 3 MYTAlll€l0 PEeLenTopiB
emgepManbHoro (akropa pocry (EGFR) 3i BcraBkamu B ex3oni 20 (Exon 20ins)», ko I0CTiIKEHHS
61186372NSC3001, Bix 17.07.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILEBTUKA HBy, benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

AwmiBantamab, Amivantamab (JNJ-61186372, CNTO 4424; Amivantamab); po3zuun; 50 mr/ma, 350 mr, 7
wi; Cilag AG, Illseiinapist; Patheon Italia S.P.A., Itanis; Fisher Clinical Services, CIIIA; Fisher Clinical
Services GmbH, IlIseitmapis; Janssen Pharmaceutica NV, benbris

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

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

KomynansHe HexomepiriitHe mianpueMcTtBo «Micbka kimiHIYHA JikapHsS Nedy J[HIMPOBCHKOI MICBKOI pajH,
MICBKUH XiMIOTEpaneBTUUHUHN LeHTp, M. JHipo

2) k.M.H. Ocranenko 10.B.

HamioHanbHUH iHCTUTYT paky, BiAJIIJIEHHS MaJIOIHBa3UBHOI Ta €HJI0CKOMIYHOI XIpyprii, iIHTepBeHLIHHOT
paxiosorii, M. Kuis

[Ipenapatu nopiBHAHHA,
BUPOOHUK Ta KpaiHa

KAPBOIUTATIH-BICTA (Carboplatin); xouuentpar mis pozunny st iHgy3ii; 10 mr/mir; Akrasic Itamis
C.n.A., Itamis;

I[NEMETPEKCE/I-BICTA (Pemetrexed); mopomok nio¢ini3oBaHui Ui NPUTOTYBaHHS KOHLEHTPATY IS
po3umnny 1 iHDYy31i; S00 mr; Cinton Xicnanisa, C.J1., [cmanis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

— =

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 12
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC001B

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»MH
01.04.2021 Ne 614

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, MoABiiiHE ciine, TuTane0o-KoHTpoboBaHe, ¢asu |l mocmimkeHHs 3acTOCyBaHHS
aTe3o0iizyMady y moeaHaHHi 3 OeBanu3ymaboM abo 6e3 OeBanu3zymaldy y KOMOiHAIil 3 IUCIUIATUHOM Ta
reMuuTabiHOM y TAIIEHTIB 13 paHille HEJTIKOBAHUM TOUIMPEHHM pPAaKOM OUTiapHOTO TPaKTy», KOI
nociipkenas GO42661, Bepcis 2 Big 07 sxoBTHs 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiAnoBiganbpHicTIO «Pomr Ykpainay

Cnoncop, kpaiHa

®. Xoddbmann-JIs Porm JIta, [IBetinapis

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

ATteszomizymab (Atezolizumab, Teuentpuk®, Tecentriq®) (RO5541267, RO5541267/F03; 1380723-44-3,
RO5541267, MPDL3280A; arezomizyma6b (atezolizumab)); koHmeHTpar [uis  PO3YMHY  UIS
BHYTpimrHOBeHHUX 1HDY3ii; 60 mr/mi; Pomr [iarnoctuke ['M6X, Himeuunna; ®@.Xoddmann-JIs Pom Jltx,
[Betinapis;

besarmzymab (Bevacizumab, Asactua®, Avastin®) (RO4876646, RO4876646/F02; Oesaru3zymab
(bevacizumab)); koHIleHTpaT Al PO3UMHY Ul BHYTPIIIHBOBEHHUX iH(Y3ii; 25 mr/mi; Pomr [liarHocTuke
I'm0X, Himeuunna; ®.Xobdmann-JIs Pomr JIta, Hiseiinapis; @.Xodpdmann-JIs Pomr JItn, Lseinapis;
Jxenentek Iak., CIIIA;

[Tnane6o no bepanuzymaly; KOHIIEHTpAT Ui PO3YMHY /ISl BHYTpilIHbOBEHHUX 1HQY31i; @.XopdmanH-JIs
Pom JItn, HIseitnapis; . Xodbdmanu-JIs Porr Jita, Hselinapis

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeIEeHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H., pod. dyauivenko O.C.

HepxxaBHa ycraHoBa «IHCTUTYT 3aranpHOi Ta HeBiakianHoi Xipyprii iMeHi B.T. 3aiineBa HamionanbHoi
akajgemii MeAMYHUX HayK YKpaiHWy», BIAJIICHHS THIHHOI Xipyprii Ha 25 JIDKOK 3 MajaTol 1HTEHCHUBHOI
Teparmii Ha 6 KoK, XapKiBChbKa MEAWYHA aKaJeMist MiCIIIUIIIOMHOT OCBITH, Kadeapa OHKOJIOTIT Ta TUTSIY0i
OHKOJIOT11, M. XapKiB

2) nixap 3y6xos O.0O.

HepxaBHna ycraHoBa «HarioHanpHMII 1HCTUTYT Xipyprii Ta Tpancrutantonorii iM. O.0. Iamimosa»
HarmionansHo1 akajeMii MeIMYHUX HAYK YKpaiHu, BIAIIJICHHS OHKOIOT11, M. KuiB

3) k.m.H. [Ticerska MLE.

KomyHaneHe HekoMepuiiiHe MianpueMcTBO «OO0JacCHUM LEHTP OHKOJOTI», OHKOXIpYpridHE BiJAIICHHS
MEYIHKY Ta MiAMUTYHKOBOT 3aJI03H, M. XapKiB




[Ipenapatu mopiBHIHHS,
BUpPOOHUK Ta KpaiHa

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

Jlab6opatopni noBimuuku COVANCE;

Jlaboparopui popmu 3anury COVANCE;

Jlabopatopni npodopmu inBoiiciB COVANCE;

Jlaboparopui Habopu COVANCE;

Homarkogi maboparopui matepiamm COVANCE;

[Tnanmern/enekTponHi onuryBansHUKH Mason monens G450A1 ta cynyTHi Marepiaim;

Ananrepu ctpymy Dongguan Aohai Power Technology Co. Lts. momens A138-120150U-US2;

JloBiTHUKH 3 KOPHCTYBaHHS TUTAHIIETAME/CIIEKTPOHHUMU ONMUTYBAIbHUKAMH;
JloBiqHUKH Ta poOOYi 30IIHUTH.

Kommanis, sika mie 3a JOBIPEHICTIO, SKYy HaJaB CIIOHCOP YHM 3asBHUK HAa BBE3CHHS IOCIHIHKYBaHHX
JiKapchKUX 3aco0iB Ta cynyTHix marepianiB: TOB «®apmacodT», Ykpaina

I'enepanbunii nupexrop Jupexkroparty
(papmaneBTHUYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox Ne 13

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

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«AJanTuBHE, BIAKpUTE MOCTIKEHHA 2 (a3u 3 3aCTOCYBAaHHSIM MHOXXHHHHUX 103 3 iX 30UIbIICHHSM, IO
MIPOBOJIUTHCS JIJIsE OIIHKM €(eKTHBHOCTI, Oe3meku, rnepeHocumocti ta dapmakokineTnku AMB-05X npu
BHYTPIITHPOBEHHOMY BBEICHHI y MAIlI€HTIB 3 TEHOCHHOBIAIBHOKI TIraHTOKJIITHHHOKO ITYXJIMHOIO», KOJ
nociipkenas AMB-051-02, Bepcis 1.1 Big 12 nuctomana 2020

3asiBHUK, KpaiHa

TOB «EIxin», Ykpaina

Cnoncop, kpaiHa

AmMax Bio., Inc. («kAMMakc bio., [ak.»), CIIIA

[lepenix mocmimKyBaHUX
JIKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

AMB-05X (AMB-05X; AMG 820; m0iCbKe MOHOKIOHAJIbHE AaHTHTLIO O PEIENTOPIB KOJIOHIE
ctumymtorouoro ¢akropa 1 (CSFIR)); AMB-05X, po3unn ans indysid 3,0 ma y daakoni; 70mr/mi;
Emmken Iak (Amgen Inc.), CIIIA; AB® dapmacerorikan Cepsicec I'm0X (ABF Pharmaceutical Services
GmbH), Ascrpis;

Hatpiro xyopun ( BO5SXAO03; matpiro xyopun po3uuH Ui iH(QY3ii); po3umH 1 iHdy3id 100 mr y
KOHTeWHepax MOJIMEpHUX; AJIs MPUTOTYBaHHS PO3YMHY JOCIHIIKYBAHOTO JiKapchkoro mpenapaty AMB-
05X st BHYTpIIIHBOBEHHOI 1HQY31l (BHYTpilIHBROBEHHO KpamnenbHo) 9.0 mr/mi; TOB «lOpis —Dapmy,
Ykpaina

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

1) n.m.H., pod. dininenko B.A.

Jep:xaBHa yctaHoBa «IHCTUTYT marosorii xpedTa Ta cyrno0iB imM. npod. M. I. Curenka HAMH VYkpainuny,
BIJIIUT NTATOJIOTI CyryI00iB, M. XapKiB

2) k.M.H. MameTtner A.O.

KomynansHe HexomepiriitHe mianpueMcTBo «Micbka kimiHIYHA jJikapHs Ne6» JIHIMTPOBCHKOI MICBKOI pajiu,
BiJiIIeHHs TpaBMmartosorii Ta opronenii Nel, m. J{xinpo

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

— /=

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jonatox Ne 14
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«KuiniuHe BUIPOOYBaHHS 3 OUIHKY 010CKBIBAJICHTHOCTI JIIKapChKHX 3aco0iB [nimepis-M, tabierku, BKpUTI
060110HK010, TI0 2 Mr / 500 mr, Bupo6HuuTBa AT «KWIBCHKUU BITAMIHHUHN 3ABO/l», Ykpaina Ta
Amapun® M 2 mr / 500 mr, Tabnerku, BKpUTI 000JIOHKOIO, BHpOOHHMITBA «XeHAOK [HK.», PecmyOmika

Kopess B yMOBax OAHOpPa30BOro MepOPaIbHOIO MPUHOMY 3J0POBUMH J100POBOJIBLIAMUY, KO JOCTIIKEHHS
KVZ-GD_MF, Bepcis 2.0 Bix 25.02.2021

3asiBHUK, KpaiHa

AT «KWIBCHKMU BITAMIHHUM 3ABO/I», Vkpaina

CrnioHcop, kpaina

AT «KUIBCBbKMH BITAMIHHUM 3ABO/1», Vkpaina

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

Inimepis-M, Dnimenipuat+Merdopmin-KB (Metformin and sulfonamides; raimenipuny /merpopminy
rizpoxaopuy); TabneTku, BKpHTI ob6omonkoro; 2,0 mr/500,0 mr; AT «KMIBCBKUM BITAMIHHUM
3ABO/I», Ykpaina;

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

1) ron. mikap Aptum b.1.

Menuunuii 1eHTp TOBapucTBa 3 oOMexeHoro BignosijnanbHicTio «Kiminika IHHO®AP — Vkpaina
IanoBeiiTiB ®apma Pecepu», UepHiBenbka 0611., HoBocenuubkuit p-H, ¢. bosau

2) k.0.1. Jli6ina B.B.

Jlaboparopist papmakokinetuku (M. XapkiB) Il «/lepxaBHuil excnepTHuil eHTp MiHicTepcTBa OXOPOHHU
310poB’sl YKpaiHu», M. XapKiB

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

Amapun® M 2 mr / 500 mr (Metformin and sulfonamides; rinimenipuny /MeTdopMmiHy TiapoXJOpuIy);
TabseTku, BKpuTi 00ononkoro; 2,0 mr/500,0 mr; Xennok [uk., Pecny6nika Kopes

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

— /=

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




HonaTox Ne 15

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

[ToBue nocbe (IMPD) mocmimxyBanoro mikapcbkoro 3acody CSL112, Bepcis 9 Bim ciuns 2021 poky
AHTIIHCHKOI0 MOBOIO; 30UIbIIICHHS TepMiHy npuaaTHocTi [lnane6o no anomimonpotein A-I [apoA-I] 3 24
MICALIB 10 36 MICALIB

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2030 Big 07.11.2018

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, 6araToleHTPOBE, MOABIIHE Ciine, MmIaned0-KOHTPOJIbOBAHE JOCTIIKEHHS TPEThoi (a3u
y mapajelpHUX Tpynax s BHBUEHHs edekTuBHOCTI Ta Oesmeku mpenapary CSL112 y mamieHTiB 3
TOCTPUM KOpOHapHUM cunapomom», CSL112 3001, Bepcis 3 nompaskoro 1 Bix 10 BepecHs 2019 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI IEBEJIOIIMEHT YKPATHA»

Crnoncop, kpaina

CSL Behring LLC, United States

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 16

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC001B

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

OmnosinieHu#t mpoTokoi KiiHigyHoro BunpoOyBanHs SEP361-304, Bepcis 3.00 3 iHKOPIOPOBaHOIO CYTTEBOIO
nonpaBkoro 2.00 Bim 14 ciuas 2021 poxy; Cyrrea mompaBka 2.00 10 TpPOTOKOIY KIIIHIYHOTO
BurnpoOyBanus SEP361-304, sepcis 3.00 Bix 14 ciunsa 2021 poky; bpomrypa gociinnuka SEP-363856,
Bepcis 10.0 Bixg 14 rpymas 2020 poky, aHTIHCEKO0 MOBOIO; Jlomatok «JlokmmiHiuHI naHi» 10 bpomrypu
nocmiganka SEP-363856, Bepcis 10.0 Big 14 rpyans 2020 poky, aHIiiCbKO MOBOM; [H(MopManiiHuii
nucToK 1 popma iHdopmosanoi 3roau, Bepcis V5.0UKR(uk)1.0 Big 11 mororo 2021 poky, mepekian
yKpaiHChbKOI0 MOBOIO BiJ 23 motoro 2021 poky; Indopmaniiinuii muctok 1 popma iHPOPMOBAHOI 3ro/H,
Bepcist V5.0UKR(ru)1.0 Bix 11 smotoro 2021 poky, mepekiaj poCiHChbKOK MOBOIO Bia 23 JHOTOrO
2021 poky

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

Ne 662 Binx 16.03.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, MOABIMHE cIline JOCHIIKEHHS, L0 MPOBOJUTHCA 3 BHKOPHCTAHHSAM AKTUBHOIO
Ipernapary B SKOCTI KOHTPOJIIIO ISl OLIHKY JOBrOTPUBAIO] OE3MEYHOCTI 1 epeHocuMocTi npenapaty SEP-
363856 y mamientiB i3 mm3odpeniero», SEP361-304, Bepcis 2.00 3 iHKOPHOPOBAHOK CYTTEBOIO
noripaBkoro 1.00 Bix 16 BepecHs 2020 poky

3asBHHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIiEr0 «AMK TOBIA PJIC Yipaina»

Cnoncop, kpaiHa

«Cynosion ®apmaceroTikaiic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 17

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnienu#t mpoTokoi KiiHigyHoro BunpoOyBanHs SEP361-301, Bepcis 4.00 3 iHKOPIIOPOBaHOIO CYTTEBOIO
monpaBkoro 3.00 Big 26 ciuns 2021 poky; CyrreBa mompaBka 3.00 10 MOPOTOKONY KJIIHIYHOTO
BurnpoOyBanus SEP361-301, Bepcis 4.00 Bix 26 ciunsa 2021 poky; bpomrypa nocmignuka SEP-363856,
Bepcis 10.0 Bixg 14 rpymas 2020 poky, aHTIHCEKO0 MOBOIO; Jlomatok «JlokmmiHiuHI naHi» 10 bpomrypu
nocmiganka SEP-363856, Bepcis 10.0 Big 14 rpyans 2020 poky, aHIIiicbkor0 MOBOIO; [HbopMamiiHuii
nucToK 1 popma iHdopmosanoi 3roau, Bepcis V5.0UKR(uk)1.0 Bixg 18 mororo 2021 poky, mepekian
yKpaiHChbKOIO MOBOIO BiJl 24 mrotoro 2021 poky; [ndopmaniiinuii tuctok 1 popma iHPOPMOBAHOI 3ro/H,
Bepcisi V5.0UKR(ru)1.0 Big 18 motoro 2021 poky, mnepekiaj pOCiHChbKOK MOBOIO Bia 24 JHOTOTO
2021 poky

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

Ne 38 Bir 11.01.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, MoOBIMHE ciine, IUIalE00-KOHTPOIbOBaHe, OaraToOLEHTPOBE JOCHIIKEHHs, IO
MIPOBOAUTHCS B MapajelbHUX IPYyMNax, 13 3aCTOCYBaHHSM (DIKCOBAHUX 103 Ul OLIHKH €(EeKTUBHOCTI Ta
6e3neuynocTi npenapary SEP-363856 y martieHTiB 13 N30 PEHIEI0 Y TOCTPOMY NCUXOTHUYHOMY €Mi30/11»,
SEP361-301, Bepcis 3.00 3 iHKOpropoBaHOtO CyTTEBOIO TIotipaBkoro 2.00 Bixg 16 BepecHs 2020 poky

3asBHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIiEr0 «AMK TOBIA PJIC Yipaina»

Cnoncop, kpaiHa

«Cynosion ®apmaceroTikaiic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NMe4eHHS Ounexkcanap KOMAPIJA




JonaTox Ne 18

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

Ta 3aTBEPAKEHHS CYTTEBUX MONPABOK»
01.04.2021 Ne 614

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBnenuid mportokon npochimkeHHs EX9536-4388, ¢inanena Bepcis 6.0 Bim 04 ciuns 2021 p.
aHTIIichKkor0 MOBOIO; OHoBieHa bpomypa J[locmigaumka, Semaglutide subcutaneous administration,
Projects: NN9536, EX9536, Semaglutide s.c. 2.4 mg for Weight Management, Bunanus 6, ¢iHaabHa
Bepcis 1.0 Bixm 03 rpynusa 2020, anrmiiicekoro mMoBoto; [Hdopmaris ansa namienta ta @opma 3roau Ha
ydactb y pgocmipkeHHi, ¢inampaa Bepcis 5.0-UA(UK), Bim 22 ciuas 2021 p., yKpaiHCBKOIO MOBOIO;
[ndopmariis qst namienta Ta @opma 3rojid Ha y4acTh y AOCHiKeHHI, (inanpHa Bepcis 5.0-UA(RU), Bin
22 ciunsa 2021 p., pociiicekoro MOBo; IH(popmarist ydacHuka Ta (opma iHPOPMOBAHOI 3roau MPO
MOXUIMBICT ydacTi B jgociimkeHHs X COVID-19 (akTyanbHO JMie y BUINAIKAaX 3alydeHHS JI0
napanensHoro fgociimpkenas COVID), dinanbna Bepeis 1.0-UA(UK), Bix 22 ciuns 2021 p., yKpaiHCHKOIO
MoBo10; [H(opmaliist ydacHuka Ta ¢popma 1HPOPMOBAHOI 3TOJIM PO MOMKIMBICT YUaCTi B TOCIHIIKEHHSIX
COVID-19 (akTyanpHO JUIIC Y BUMAIKAX 3aJydeHHs 10 mapaiensHoro gociimkeHdas COVID), dinanpHa
Bepcia 1.0-UA(RU), Big 22 ciuns 2021 p., pociiicbkor0 MOBOIO

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

Ne 1962 Bix 29.10.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«SELECT - BrumMB ceMarnyTuay Ha ceplieBO-CYJMHHI YCKJIQHEHHS Y JIIOJeH 3 HaAJUIIKOBOIO Barowo ado
oxupiaaamy, EX9536-4388, dinansna Bepcist 3.0 Big 07 6epesns 2019 p.

3asBHHUK, KpaiHa

TOB «Hoso Hopaick Ykpaina»

Cnoncop, kpaiHa

Novo Nordisk A/S ([anis)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 19

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

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Honatok 1 Bixg 24.07.2020 p. no bpourypu nocniguuka JNJ-61186372 (AmiBantama0), Buaanua 4 Bin
03.03.2020 p.; Po3min 3.2.P [ocwke mociimkyBaHoro Jikapchkoro 3aco0y Jlazeprinio, Lazertinib (JNJ-
73841937, YH25448), tabnerku mia mnepopainbHoro mnpuitomy, 80 mr Bim 06.11.2020; 36inbiieHHS
TEPMiHY TPHIATHOCTI JOCITIKYBaHOTO JiKapcbkoro 3aco0y Jlazeptini0O, Lazertinib (JNJ-73841937,
YH25448), tabnetku st nepopanbHoro mnpuitomy, 80 mr 3 18 micsuiB 10 24 MicsmiB A KIIMaTHYHOT
308U | Ta 2; Ta 3 12 MmicsaniB go 18 micsaniB s kiaiMarnyaoi 308U 3 Ta 4; IHdopmarnis ans BaritTHOT
MapTHEpKU ydacHuKka naociimkeHHs Ta ®opma Indopmosanoi 3roau — I[Iporokon 73841937NSC3003,
Bepcia 1.0 pociiicbkoro MoBoro anst Ykpainu Bix 23.10.2020 p.; Iadopmanis s BariTHOi mapTHEPKH
yJacHMKa jaociipkeHHs Ta Popma iHdopmoBanoi 3roau — I[Ipotokon 73841937NSC3003, Bepcis 1.0
yKpaiHCbKOI0 MOBOO A Ykpainu Big 23.10.2020 p.; 3pa3ok 3HIMKIB ekpaHy «HapuanbHuil Monyinp i3
kopuctyBanHsi TutanmeToM», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcis 1.00
ykpaiHcbkoro MoBoro BiJl 11.09.2020 p.; 3pa3ok 3HIMKIB ekpaHy «Bka3iBku Ui MaiieHTa 10 MOYaTKy
ormutyBaHHs», eCOA Tablet Screenshots, Janssen 61186372NSC3001 -73841937NSC3003, Bepcis 1.00
ykpaincbkoro moBoro Bin 08.10.2020 p.; 3pa3ok 3HIMKIB eKkpaHy «BKka3iBKH JUIsi TMali€eHTa TMicis
3aBepiieHHs onutyBanusn», eCOA Tablet Screenshots, Janssen 61186372NSC3001 - 73841937NSC3003,
Bepcis 1.00 ykpaincbkoro Mmoot Bif 08.10.2020 p.; 3pa3zok 3HIMKIB ekpaHy «IHtepB’to EQ-5D-5L»,
eCOA Tablet Screenshots, Janssen 7384193 7NSC3003, Bepcisa 1.00 ykpaincbkoro moBoro Big 05.11.2020
p.; 3pazok 3HiMKiIB ekpany «lHTepB’ro QLQ-C30», eCOA Tablet Screenshots, Janssen
73841937NSC3003, Bepcis 1.00 yxpaincbkoro moBoro Bif 08.10.2020 p.; 3pa3ok 3HIMKIB ekpanHy «EQ-
5D-5L», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcist 1.00 ykpaiHCbKOIO MOBOIO BiJ
26.10.2020 p.; 3pa3ok 3HIMKIB ekpany «PGICy», eCOA Tablet Screenshots, Janssen 61186372NSC3001 -
73841937NSC3003, Bepcist 1.00 ykpaincbkoro moBoro Bij 08.10.2020 p.; 3pa3ok 3HiMKiB ekpany «PGISy,
eCOA Tablet Screenshots, Janssen 61186372NSC3001 - 73841937NSC3003, Bepcis 1.00 ykpaiHChbKOIO
MmoBoto Bix 08.10.2020 p.; 3pazok 3HiMKIB ekpaHy «NSCLC-SAQ», eCOA Tablet Screenshots, Janssen
7384193 7NSC3003, Bepcist 1.00 ykpaiacskoro moBoro Bim 01.10.2020 p.; 3pa3zok 3HIMKIB ekpany «QLQ-
C30», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcis 1.00 ykpaiHCBKOIO MOBOIO Bij




08.10.2020 p.

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 3059 Bix 29.12.2020

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«PangomizoBane kiiHiuHEe gociimkeHHs ®a3u 3 komOiHOBaHOI Tepamii AMiBanTamMabom Ta JlazepTiHioom
y nopiBHsAHHI 3 OcuMepTHHIOOM Ta y mopiBHsHHI 3 JlazepTiHiOoM sk mepiroi JiHii Tepamii y MarieHTiB 3
MICIICBO-TIOIIMPEHUM a00 METAacCTaTUYHUM HEIPIOHOKIITHHHUM PAKOM JIETeHb 3 MYTAI€I0 PEIEnTOpiB
emizepmanbHoro gaxkropa pocry (EGFR-myramiero)y», 73841937NSC3003, Bix 05.06.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CnoHcop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

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




JonaTox Ne 20

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

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

3uiMku ekpany enekrponHoro mojeHHuka: ACT eCOA Tablet Screenshots Tect 3 KoHTpomroBaHHS
actmu (ACT), Bepcis 1.00 Big 16 mucronana 2020p., yKkpaiHCEKOIO MOBOIO; 3HIMKH €KpaHy eJIEKTPOHHOTO
monenanka: ACT eCOA Tablet Screenshots Tect kontpomo Hang actmoro (ACT), Bepcis 1.00 Bix
15 rpynus 2020p., pociiicbkoro MOBOIO; 3HIMKH eKkpaHy enekTpoHHoro moaeHHnka: DLQI eCOA Tablet
Screenshots [Haekc OIIHKKM SKOCTI KUTTS MAIlI€EHTIB 3 JEPMATOJOTIYHUMH 3aXBOproBaHHsMH, Bepcis 1.00
Bix 16 muctonana 2020p., yKpaiHCHKOI0 MOBOIO; 3HIMKHM €KpaHy eneKkTpoHHoro moaeHHuka: DLQI eCOA
Tablet Screenshots OnuTyBanbHUK MO SKOCTI XKUTTS MAIIEHTIB 3 JIEPMATOJIOTTUHUMHU 3aXBOPIOBAHHSIMU,
Bepcis 1.00 Bix 15 rpymast 2020p.,pociiicbkor0 MOBOO; 3HIMKH €KpaHy €JIEKTPOHHOTO MIOJcHHHKA: EQ-
5D-3L eCOA Tablet Screenshots EQ-5D-3L Tablet version Ankera crany 3mo0poB’si, [lepeknan Ha
yKkpaiHcbKy MoBy Juist Ykpainu (Ukrainian version for Ukraine), Bepciga 1.00 Bin 16 nucromana 2020p.,
YKpaiHChKOI MOBOIO; 3HIMKH €KpaHy elleKTpoHHOoro monaeHHuka: : EQ-5D-3L eCOA Tablet Screenshots
EQ-5D-3L Tablet version OnuTyBagbHHUK PO CTaH 3/70pOB’si, Bepcist pociichkol0 MOBOIO ISt YKpaiHU
(Russian version for Ukraine), Bepcist 1.00 Bixg 15 rpynus 2020p.,pociiicbkor0 MOBOIO; 3HIMKH €KpaHy
enekTpoHHoro mojaeHHuka: PGAD eCOA Tablet Screenshots PGAD (3araiibHa OIliHKa CTYIEHS TAXKKOCTI
3axBoproBaHHs naiieHToM), Bepcid 1.00 Bix 16 nmucronaga 2020p., yKpaiHChKOIO MOBOIO; 3HIMKU €KpaHy
enektponHoro moaeHHuka: PGAD eCOA Tablet Screenshots 3aranbHa o1iHKa TSKKOCTI 3aXBOPIOBaHHS
nanieaToM (PGAD), Bepcis 1.00 Big 15 rpymns 2020p., pociiicbkOol0 MOBOIO; 3HIMKH €KpaHy
enektponHoro moaeHHuka: PGAT eCOA Tablet Screenshots PGAT (3aranpHa oIiHKa JiKyBaHHS
namieaToM), Bepcis 1.00 Big 16 mucronaga 2020p., ykpaiHChKOIO MOBOIO; 3HIMKH €KpaHy €JIEKTPOHHOTO
moxaennuka: PGAT eCOA Tablet Screenshots 3aranbha orinka jikyBanHsa nauieHToM (PGAT), Bepcis
1.00 Big 15 rpymas 2020p., poCiiCbKOIO MOBOIO; 3HIMKH €KpaHy €JIeKTpOHHOro ImojaeHHuka: POEM
eCOA Tablet Screenshots ITamienT-opieHTOBaHa OIliHKa ek3emu, Bepcis 1.00 Bix 16 nucronmama 2020p.,
YKpalHChKOIO MOBOIO; 3HIMKH eKpaHy enekTpoHHoro mojaeHHuka: POEM eCOA Tablet Screenshots
OnuTyBanbHUK JUIS CaMOCTIMHOTO 3alTOBHEHHS MallieHTaMu 3 ek3eMoto, Bepcist 1.00 Big 15 rpyans 2020p.,
pPOCIIICEKOI0 MOBOIO; 3HIMKH eKpaHy ejekTpoHHoro mioneHHuka: Subject SCORAD eCOA Tablet
Screenshots Ilokaznuk mnamienta 3a mkanoro SCORAD, Bepcis 1.00 Bim 16 mucromama 2020p.,




YKPaiHCbKOI0 MOBOIO; 3HIMKH €KpaHy enekTpoHHoro moaeHHuka: Subject SCORAD eCOA Tablet
Screenshots Yuacuuk nocnimkenass SCORAD, Bepcis 1.00 Bix 15 rpyaas 2020p., pociiicbKOK MOBOIO;
3HIMKH eKpaHy eneKkTpoHHoro mojeHHuka: TB Training Module eCOA Tablet Screenshots
TpenyBanbHUl MOIYyJb sl KOPUCTYyBaHHA IutaHmeroMm, Bepcis 1.00 Bim 16 mmcromama 2020p.,
YKpaiHCbKOI0 MOBOIO; 3HIMKH €KpaHy elleKTpoHHoro mozaeHHuka: TB Training Module eCOA Tablet
Screenshots Moayne HaBuaHHS MO BUKOpHCTaHHIO IutaHmeTy, Bepcis 1.00 Bim 15 rpymas 2020p.,
POCIiCBKOI0 MOBOIO; 3HIMKH €KpaHy enekrponHoro moaennuka: WPAI-AD eCOA Tablet Screenshots
OnuTyBaJbHUK 3 MPale3JaTHOCTI Ta MOTIPIICHHS MOBCAKIEHHOI MiSJIBHOCT: ATONIYHMN JI€pPMaTHT,
Bepcis 2.2 (WPAI:AD), Bepcisg 1.00 Bix 16 nucronaga 2020p., ykpaiHChKOIO MOBOIO; 3HIMKH €KpaHy
enektpoHHoro moaeHanka: WPAI-AD eCOA Tablet Screenshots OnuryBaJbHUK 10 3HUKECHHIO
Mpane3gaTHOCTI Ta MOPYIICHHIO MOBCSKIACHHOI MiSUILHOCTI: aromiuHui naepmatut, B2.2 (WPAIL:AD),
Bepcig 1.00 Bixm 15 rpymus 2020p., pociiChKOI0 MOBOI; 3HIMKH €KpaHy €JEKTPOHHOTO IOJCHHHKA:
HADS eCOA Tablet Screenshots Ankera mogo TpuBoru Ta jaemnpecii B kiiHiuHux ymoBax (HADS),
Bepcig 1.00 Big 22 xoBtHA 2020p., YKpaiHCHKOIO MOBOIO; 3HIMKH €KpaHy €JIEKTPOHHOTO IOJCHHUKA:
HADS eCOA Tablet Screenshots Kniniuna mkana orinku tpuBoru ta aemnpecii (HADS), Bepcist 1.00 Big
22 sxoBTHs 2020p., pOCiiiCEKOI0 MOBOIO

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

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«IIpocrniekTrBHE, 0araToleHTPOBE, JOBTOCTPOKOBE JOCTIHKEHHS 3 OIIHKKA Oe3meku Ta ePeKTHUBHOCTI
Hemounnizymady (CD14152) y nmarieHTiB 3 aTOMIYHUM AEPMATUTOM BiJ] IOMIPHOTO 1O TSDKKOTO CTYIEHS»,
RD.06.SPR.118163, mompaBka 05 mis VYxkpaiam Bim 09 motoro 2021 p. 10 TpoOTOKOIY
RD.06.SPR.118163, Bepcis 6.0 nns Ykpainu Bix 09 motoro 2021 p.

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

CrnoHcop, kpaina

lannepma C.A., HBeitapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0€e3Me4YeHHS

Ouaekcanap KOMAPIIA
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Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

3uiMku ekpany enektponHoro mojeHHuka: ACT eCOA Tablet Screenshots Tect 3 kKoHTpomroBaHHS
actmu (ACT), Bepcis 1.00 Big 16 mucronana 2020p., yKkpaiHCEKOIO MOBOIO; 3HIMKH €KpaHy eJIEKTPOHHOTO
monenanka: ACT eCOA Tablet Screenshots Tect kontpomo Hang actmoro (ACT), Bepcis 1.00 Bix
15 rpynus 2020p., pociiicbkoro MOBOIO; 3HIMKH eKkpaHy enekTpoHHoro moaeHHnka: DLQI eCOA Tablet
Screenshots [Haekc OIIHKKM SKOCTI KUTTS MAIlI€EHTIB 3 JEPMATOJOTIYHUMH 3aXBOproBaHHsMH, Bepcis 1.00
Bix 16 muctonana 2020p., yKpaiHCBKOI0 MOBOIO; 3HIMKHM €KpaHy enekTpoHHoro moaenauka: DLQI eCOA
Tablet Screenshots OnuTyBanbHUK MO SKOCTI XKUTTS MAIIEHTIB 3 JIEPMATOJIOTTUHUMHU 3aXBOPIOBAHHSIMU,
Bepcis 1.00 Bix 15 rpymus 2020p., pociiicbkor0 MOBOIO; 3HIMKH €KpaHy €JICKTPOHHOTO IMIoJeHHUKa: EQ-
5D-3L Tablet Screenshots Anketa ctany 310poB’s, Bepcig 1.00 Big 16 mucronama 2020p., ykpaiHCbKOIO
MOBOI0; 3HIMKH €KpaHy elleKTpoHHOro moaeHHuka: EQ-5D-3L Tablet Screenshots OnuTyBanbHuK 111040
crany 3710poB’s, Bepcid 1.00 Bix 15 rpyans 2020p., pociiicbkoro MOBOIO; 3HIMKH €KpaHy €JIEKTPOHHOTO
monennuka: Pain Frequency Intensity eCOA Tablet Screenshots UacTora Ta iHTEeHCUBHICTH 00J110, BEpCist
1.00 Bix 16 nuctonazna 2020p., ykpaiHCBKOIO MOBOIO; 3HIMKHM €KpaHy €JIeKTPOHHOIO LIOJeHHHKa: Pain
Frequency Intensity eCOA Tablet Screenshots Yacrora Ta inTeHcuBHICTH Oomto, Bepcis 1.00 Bix
15 rpynns 2020p., pociiicbkoro MOBOO; 3HIMKH eKpaHy enekTpoHHoro mojaeHHuka: PGAD eCOA Tablet
Screenshots PGAD (3aranpHa oOIliHKa CTyHEHsS TSXKKOCTI 3aXBOprOBaHHS mauieHToM), Bepcis 1.00 Bix
16 muctonana 2020p., ykpaiHCbKOIO MOBOIO; 3HIMKHU €KpaHy enekTpoHHoro mojaeHHuka: PGAD eCOA
Tablet Screenshots 3aranpHa owiHKa TSXKKOCTI 3axBoproBaHHs mauieHToM (PGAD), Bepcis 1.00 Bix
15 rpynns 2020p., pociiicbkoro MOBOIO; 3HIMKHU eKkpaHy enekTpoHHoro moaeHHuka: PGAT eCOA Tablet
Screenshots PGAT (3aranmpHa oliHka JikyBaHHsS maiieHToMm), Bepcis 1.00 Bim 16 muctomama 2020p.,
YKpalHChKOI0 MOBOIO; 3HIMKM ekpaHy enekTpoHHoro mojaeHHuka: PGAT eCOA Tablet Screenshots
3aranpHa oninka gikyBaHHs namieHToM (PGAT), Bepcist 1.00 Bix 15 rpyaus 2020p., pociiicbKOI0 MOBOIO;
3HiMKH ekpaHy enekTpoHHoro mofeHHuka: POEM eCOA Tablet Screenshots Ilamient-opieHToBaHa
ominka ex3emu, Bepcis 1.00 Big 16 mucromaga 2020p., yKkpaiHCBKOIO MOBOIO; 3HIMKU €KpaHy
enexktponHoro tmoneHHnka: POEM eCOA Tablet Screenshots OnuTyBaJIbHUK JUIsl CaMOCTIHHOTO
3allOBHEHHs NalieHTamMu 3 ek3eMoro, Bepcist 1.00 Bix 15 rpyans 2020p., pociiicbkoro MOBOIO; 3HIMKH




ekpany enektpoHHoro mojaeHHuka: Subject SCORAD eCOA Tablet Screenshots [loka3nuk mamienra 3a
mkanoro SCORAD, Bepcis 1.00 Bim 16 nucromaga 2020p., yKpaiHCHKOIO MOBOIO; 3HIMKH EKpaHy
enexktponHoro tmogeHHuka: Subject SCORAD eCOA Tablet Screenshots YwacHuk mociimKeHHS
SCORAD, Bepcist 1.00 Bix 15 rpymus 2020p., pocilicbkor0 MOBOIO; 3HIMKH €KpaHy EJIEKTPOHHOTO
monennnka: TB Training Module eCOA Tablet Screenshots TpeHyBanbHUN MOIYJb JUIsl KOPUCTYBaHHS
rtanmerom, Bepeis 1.00 Bix 16 mucronamga 2020p., yKpaiHChKOIO MOBOIO; 3HIMKH €KpaHy €JIeKTPOHHOTO
moneHanka: TB Training Module eCOA Tablet Screenshots Moayns HaBYaHHS 110 BHKOPHCTAHHIO
wranmery, Bepcist 1.00 Big 15 rpyans 2020p., pociiicbKol0 MOBOIO; 3HIMKH €KpaHy EJIeKTPOHHOTO
monenanka: WPAI-AD eCOA Tablet Screenshots OnuTyBaJIbHMK 3 Mpale3gaTHOCTI Ta MOTIPIICHHS
MOBCSAK/ICHHOI MisbHOCTI: AToniunuii nepmatut, Bepcis 2.2 (WPAIL:AD), Bepcia 1.00 Bix 16 nuctonana
2020p., yKpaiHCbKOIO MOBOI; 3HIMKH ekpaHy eiekTpoHHoro ImoaeHHuka: WPAI-AD eCOA Tablet
Screenshots OnuTyBambHUK MO 3HMKEHHIO MPAIE3JaTHOCTI Ta MOPYIIEHHIO MOBCSAKIEHHOI MiSUTBHOCTI:
atoniyHuil gepmatut, B2.2 (WPAIL:AD), Bepcia 1.00 Big 15 rpyaus 2020p., pociiicbkor0 MOBOIO; 3HIMKH
eKpaHy eJIeKTpoHHoro moaeHHnKa: Evening sleep diary eCOA Handheld Beuipsiii monenHuk cHy, Bepcis
1.00 Bix 16 mucronana 2020p., ykpaiHCHKOIO MOBOIO; 3HIMKH €KpaHy eIeKTPOHHOTO IIoJieHHHKa: Evening
sleep diary eCOA Handheld Beuipniii monenauk chy, Bepcis 1.00 Bix 15 rpyanas 2020p., pociiicbkoro
MOBOIO; 3HIMKH eKpaHy ejekTpoHHoro mojeHHuka: HH Training Module eCOA Handheld Screenshots
HaBuanpHuii MOIYy/b 13 KOPHCTYBAaHHS MOPTaTUBHUM MpucTpoeM, Bepceis 1.00 Bix 16 mucronana 2020p.,
YKpaiHChKOIO MOBOIO; 3HIMKH €KpaHy eleKkTpoHHoro moaeHauka: HH Training Module eCOA Handheld
Screenshots IlopraTuBHuil TpeHyBanbHUII Monaynb, Bepcis 1.00 Bim 15 rpymua 2020p., pociiicbkoro
MOBOIO; 3HIMKHM €KpaHy eseKkTpoHHoro mozeHHuka: Medication Diary eCOA Handheld Screenshots
[[loneHHuK HaHECEHHs Mpemnapary I MICleBOoro 3actocyBaHHs, Bepcis 1.00 Bix 16 mucromama 2020p.,
YKpaiHChKOIO MOBOIO; 3HIMKHM €KpaHy eJeKTpoHHoro mopaeHHuka: Medication Diary eCOA Handheld
Screenshots [l{onenHuk npuiiomy npenapartisB [Jig MicLIeBOro 3actocyBaHHs, Bepcis 1.00 Big 15 rpynns
2020p., pociiicbkOI0 MOBOIO; 3HIMKHM €KpaHy eleKTpOHHoro mojaeHHuka: Morning Sleep Diary eCOA
Handheld Screenshots PankoBuii moaennuk cHy, Bepcis 1.00 Big 16 mucronaga 2020p., yKpaiHCHKOIO
MOBOI0; 3HIMKHM €KpaHy eJeKTpoHHoro mojeHHuka: Morning Sleep Diary eCOA Handheld Screenshots
PankoBuii moaeHHuk cHy, Bepcis 1.00 Big 15 rpyaus 2020p., pociiicbKOIO MOBOIO; 3HIMKH €KpaHy
enextponroro mojaeHanka: PCS eCOA Handheld Screenshots PCS (kareropiitHa mikaia cBepOexy),
Bepcia 1.00 Bix 16 nucronana 2020p., ykpaiHCbKOIO MOBOIO; 3HIMKU €KpaHy €JeKTPOHHOI'O I[0/IEHHHKA:
PCS eCOA Handheld Screenshots Kareropiitna mkana mist oninku cepoexy (PCS), Bepcia 1.00 Bix 15
rpyass 2020p., pociichbKOI0 MOBOO; 3HIMKHU eKpaHy enekTpoHHoro moaeHauka: PGIC-P eCOA Handheld
Screenshots PGIC-P (3araigpHa ominka 3MiHH CBepOexy mariientom), Bepcis 1.00 Bim 16 nucromana
2020p., yKpalHCBKOIO MOBOI; 3HIMKM eKpaHy enekrpoHHoro mojenHuka: PGIC-P eCOA Handheld
Screenshots 3aranbHe BpakeHHs marlieHTa npo 3MiHU-cBepOik (PGIC-P), Bepcis 1.00 Bixg 15 rpyans
2020p., pocilichkol0 MOBOK; 3HIMKH ekpaHy enekTpoHHoro moneHHuka: PGIC-SD eCOA Handheld




Screenshots PGIC-SD (3aranpHa oIiHKa 3MiHH MTOPYIICHb CHY mamieHToM), Bepcis 1.00 Bix 16 nuctonama
2020p., yKpaiHCbKOIO MOBOK; 3HIMKH €KpaHy ejekTpoHHoro mojeHHuka: PGIC-SD eCOA Handheld
Screenshots 3aransHe BpakeHHs maiieHTa mpo 3Minu ctany—tnopymenus cHy (PGIC-SD), Bepcis 1.00 Big
15 rpynus 2020p., pocilicbkol0 MOBOIO; 3HIMKHM €KpaHy esekTpoHHoro mogenHuka: PGIS-P eCOA
Handheld Screenshots PGIS-P (3arajpHa omiHKa Mami€eHTOM TSDKKOCTI cBepOexky), Bepcis 1.00 Big
16 nmucronmana 2020p., yKpaiHCHKOIO MOBOIO; 3HIMKHU eKpaHy eiekTpoHHoro mojaennuka: PGIS-P eCOA
Handheld Screenshots 3aranpHe BpakeHHs MallieHTa PO TSHKKICTH 3axBoproBaHHS-cBepOiK (PGIS-P),
Bepeia 1.00 Big 15 rpyaas 2020p., pociiicbkor0 MOBOIO; 3HIMKH €KpaHy eleKTpoHHOro moaeHHuka: PGIS-
SD eCOA Handheld Screenshots PGIS-SD (3aranbsHa oIfiHKa TSYKKOCTI OPYIIEHb CHY Iali€HTOM), BEPCist
1.00 Big 16 muctomama 2020p., yKpaiHChKOI MOBOIO; 3HIMKH €KpaHy eJIeKTPOHHOTO mojeHHuka: PGIS-
SD eCOA Handheld Screenshots 3aranbHe BpakeHHsI Malli€HTa PO TSAKKICTh 3aXBOPIOBAHHS -
nopymenss cHy (PGIS-SD), Bepcist 1.00 Bix 15 rpyaas 2020p., pociiicbKOr0 MOBOIO; 3HIMKH E€KpaHy
enektponHoro mojaeHauka: SD NRS eCOA Handheld Screenshots Illogennuk SD NRS (momeHHHMK
MOPYUICHHS CHY 3a IU(POBOIO0 MKaIOK omiHku), Bepcist 1.00 Big 16 mucronana 2020p., yKpaiHCHKOIO
MOBOIO; 3HIMKU ekpany enekTpoHHoro moaeHHuka: SD NRS eCOA Handheld Screenshots Ilonennuk
nudposoi mkanu ominku nopymenHs cHy (SD NRS), epcis 1.00 Bixg 15 rpyaus 2020p., pociiicbkoro
MOBOIO; 3HIMKH ekpaHy enektpoHHoro moaeHHuka: HADS eCOA Tablet Screenshots Ankera om0
TpuBOTH Ta nenpecii B kiiHiyHUX ymoBax (HADS), Bepcis 1.00 Big 22 xoBTHS 2020p., yKpaiHCHKOIO
MOBOIO; 3HIMKU ekpaHy enekTpoHHoro moaeHHuka: HADS eCOA Tablet Screenshots Kminiuna mkana
ouinku Tpusoru Ta xaemnpecii (HADS), Bepcis 1.00 Big 22 xoBTHs 2020p., pociiicbko0 MOBOIO; 3HIMKH
ekpany enektponHoro moaeHHuka: PP - AP NRS Diary eCOA Handheld Screenshots monennuk PP - AP
NRS (110€HHUK OIIIHKK CepeIHbOI IHTEHCHBHOCTI CBEpOIHHS 3a IU(POBOIO HIKAIOK OIIHKH), BEepCis
1.00 Bix 16 mucronana 2020p., ykpaiHChKOI MOBOIO; 3HIMKU €KpaHy €JIeKTPOHHOro IojeHHuka: PP - AP
NRS Diary eCOA Handheld Screenshots [llonenauk PP — AP NRS, Bepcist 1.00 Big 15 rpynus 2020p.,
pociiicbkoro MOBOI0; 3HIMKH ekpaHy enekTpoHHoro moaeHHuKa: PP NRS eCOA Tablet Screenshots PP
NRS nix gac ckpuHIHTY (OL[IHKa MaKCHMaJIbHOTO CTYIEHS cBEpOexXy 3a HU(POBOIO IIKAJIOK OLIHKU Mij
yac ckpuHiHry), Bepcigs 1.00 Bix 16 mmcromaga 2020p., yKpaiHCHKOIO MOBOIO; 3HIMKH €KpaHy
enektpoHHoro mojeHHuka: PP NRS eCOA Tablet Screenshots Ckpuninr PP NRS, Bepcis 1.00 Bix
15 rpynus 2020p., pociicbKOI0 MOBOIO

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS




Ha3ssa xiiniuyHoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«Pangomi3zoBaHe, MOJBIMHE CIiNe, MIaNEe00-KOHTPOIbOBAHE JOCIIKEHHS JIs OLIHKKA €(EeKTUBHOCTI Ta
6e3neynocti Hemonizymaly (CD14152) y naiieHTiB 3 aTONMIYHUM AEPMATUTOM BiJ] IIOMIPHOTO IO BaXKKOTO
crynens TsokkocTi», RD.06.SPR.118169, monpaska 05 mis Ykpaiau Big 09 motoro 2021p. 10 mpoTokoIy
RD.06.SPR.118169, Bepcis 6.0 mns Ykpainu Big 09 motoro 2021p.

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaina

langepma C.A., lIBeitnapis

CynytHi
MaTtepiaiu/mpenaparu
CyIYTHBOI Tepamii

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS Ouaekcanap KOMAPIIA
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Inentudikarnis cyrreBoi 3MiHa Ha3BU MiCIlb MPOBEICHHS KIIIHIYHOTO BUIIPOOYBAHHS .
HOTPaBKH Byio Craino
K.M.H. JInuxkoscekuii O.E. K.M.H. JInukoscekuii O.E.
KomyHnaneHe  HekoMmepiiiiHe — mianpueMcTBo | KomyHaibHe HEKOMEpIIiiHe I IIPUEMCTBO
JIpBiBCHKOI 0OnacHoi paau «JIpBiBchbKa obOnacHa | JIbBiBChKO1 obOnmacHoi paau «JIbBiBChbKa obOiacHa
KIIHIYHA JTIKapHs», BIAAUICHHS ypoJjorii 3 | KIiHIYHA JIKapHs», YpOJOTridyHe  BiAJIJICHHS,

KabiHeTOM JTOTpUIICII, JIbBiBCHKUI
HAI[IOHAJILHUN MEIWYHUN YHIBEpPCUTET IMEHI1
Janwna [Nanuipkoro, kageapa yposorii, M. JIbBiB

JIbBIBCHKMI HAITIOHATHHUA MEIUYHUIN YHIBEPCUTET
imeni Jlanuna ["anunpkoro, kadenpa yposnorii,
M. JIbBIB

3aB. Bix. JluteuH [.B.

3aB. Bix. Jluteuu 1.B.

KomynansHuit 3aKian «Kniniynuit | KomyHaneHe — mignpuemMctBo  «J{HIMpOBCHKUM
OHKOJIOTTYHMM JucraHcep» JIHIMPONETpOBCHKOI | 00JaCHUM KIIHIYHUNA OHKOJIOTIYHMHA JuCHaHCEp»
obrmacHOi  panu, BiAAUIEHHS — XiMmioTeparii, | JIHITPONEeTpOBCHKOL obmacHo1 pann»,
M. J{Himpo OHKOXIMIOTepaneBTUYHE BiJIeHHsd, M. JlHinpo

Howmep Ta nara Hakaszy Ne 1896 Big 27.08.2019

MO3 om0 3aTBEpIKEHHS

KJIIHIYHOTO BUITPOOYBaHHS

HazBa kitiHiuHOTO «PannomizoBane, noxasiitHe ciine pocmikeHHs |l ¢a3u g omiHkK nepionepanifHOro 3aCTOCYBaHHS

BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

nemOponizymady (MK-3475) y xomOinamii

HEOAJ'IOBAHTHOIO  XIMIOTEparmi€lo MOPIBHAHO

3

TepionepariitHuM 3aCTOCYBaHHM IU1ane00 y KoMOiHaIlil 3 HE0a ' FOBAaHTHOKO XIMIOTEparmi€o B YYaCHUKIB
3 M'A30BO-1HBa3MBHUM PaKOM CEUYOBOTO MiXypa, MpUAAaTHUX Juid JiKyBaHHs nucruiatuHoMm (KEYNOTE-

866)», MK-3475-866, Bin 07 6epe3ns 2019 poxy.

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinanbHicTio «MCJl Ykpaina»




CrnoHcop, kpaina «Mepk llapn Eng Joym Kopm.», nodipue mianpuemctBo «Mepk Enpg Ko., Iak.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Ounexkcanap KOMAPIJA
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Inentudikarnis cyrreBoi
MOTIPaBKH

3amy4yeHHs J0AATKOBHUX MICI[b MPOBEACHHSI KJIIIHIYHOTO BUNPOOYBaHHS:
Ne I1.1.B. BiAIOBIZAJILHOTO JHOCHITHUKA
/1 Hazpa Micuisg mpoBeieHHS KIIHIYHOTO BUITPOOYBAaHHS

1. | n.m.H., pod AuToHsH [.M.

KoMyHanpHe HeKOMepIliiiHe mianpueMcTBO XapkiBcbkoi OoOmacHoi Pamm  «OO6macHuii
MEAWYHUN KIHIYHUA 1eHTp yposorii 1 Hedpororii imeni B.I. IllamoBanay», yponoriune
BijyTuteHHs NeS, M. XapkiB

2. | i.M.H., npod. bornapenko .M.

KomyHaneHe HekomepliiiiHe mignpueMcTtBo «Micbka KiiHIYHA jikapHs Nedy JIHIIpOBCHKOI
MichKOi pasiu, Micbkuil XiMIOTepaneBTUYHUHN LEHTp , M. J{HIITpo

3. | n.m.H. I'puropenko B.M.

JlepxaBHa ycraHoBa «IHctuTyT yposorii HamioHaneHoi akanemii MEIMYHUX HayK YKpaiHuy,
BIIJIIJT BIJIHOBHOI ypoOJOrii Ta HOBITHIX TexHosorid Ha 06a3i III ypomoriyHoro BimaineHHS
Kniniku 1Y «Iactutyt yponorii HAMH Vkpainny, M. Kuis

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«BigkpuTe, OTHOTPYINOBE, MOJATKOBE JOCTIKCHHS I 3a0e3medeHHs] TMPOJOBXKEHHS JIKyBaHHS
JapoJyTaMiJioM TAaIlieHTIB, SKi Oynu BKJIIOYEHI y TOMEPEaHi NOCHiJKeHHs Kommadii baiep.», BAY
1841788/ 20321, Bix 02 ciunsa 2020

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

CnoHcop, kpaiHa

baitep Konceromep Kep AT, [lIBeiinapis




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA
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3MiHa Ha3BH Ta aJIpecH MICI MPOBEIACHHS KIIHIYHOTO BUIPOOYBAHHS — BIAMOBINAIBHHUM JOCTIAHUK —

I'aunopuboB Auapiit MuxaiinoBuy:

byno

Craio

a.M.H. ['HInmopu6dos A.M.

MenuyHuii LEHTP TOBAapUCTBA 3 OOMEKEHOIO
BIiITIOB1HAJIbHICTIO «PeBMOTIEHTPY, BIJUTIT
KIIHIYHUX JOCIiIKeHb, M. Kuis

n.M.H. 'Hunopu6os A.M.

MeauuHuii [EHTP TOBApUCTBA 3 OOMEKCHOIO
BignoBimanpHicTIO «IHCTHTYT PeBM™Maromoriin,
BiA11 KITIHIYHUX JOCHIIKEeHb, M. Kuis

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

Ne 296 Bin 11.02.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomMizoBaHe MOPIBHSUIBHE JOCTIHKEHHS, IO MPOBOAUTHCS 3 METOIO OIIHIOBAaHHS B3a€MO3aMIHHOCTI
npemnapatiB PF-06410293 ta Xymipa® mpu ix 3acTocyBaHHI B KOMOiHaLlii 3 MpernapaToM METOTpeKcaT y
YYaCHUKIB JOCTIPKEHHS 13 aKTUBHHUM PEBMATOiTHUM apTPUTOM BiJ CEPEIHBOTO /10 BaXKOTO CTYIEHS
TsDKKOCTI», B5381012, dinanbHa Bepcist 3 iIHKOpIopoBaHoo nonpaskoro 1, Big 19 tpasus 2020 p.

3asiBHUK, KpaiHa

[aiizep [uk., CLIHA

CnoHcop, kpaiHa

[aiizep [uk., CIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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

Oaexcanap KOMAPIJA




HomnaTtox Ne 25

10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

[Hdopmariitnuii McToK mamieHTa i popma iHpopmoBanoi 3roau i yactuau 1 (BPJI) 1 wactuau 2 (Mb
IIMJT) nocnimkenns, Bepcist V11.0UKR(uk)1.0 Big 23 rpymas 2020 poky, nepekiiaj] yKpaiHChKOH MOBOIO
Bix 05 mrotoro 2021 poky; Indopmarniiinuii muctok naimienta i ¢gopma iHbGOpMOBaHOT 3roIu JJIsl YACTUHU
1 (BPJ) i1 wactuam 2 (Mb IIMJI) mocmimxenns, Bepcis V11.0UKR(ru)l1.0 Bix 23 rpymuas 2020 poky,
nepekian pociiicbkoro MoBoro Bif 04 motoro 2021 poky; Indopmaniiinuii nuctok namieHta ta Popma
iHpopmoBaHOi 3roaM IS YacTMHU 2 (MOHITOpMHT ©Oesmeku 3 mnpuBoxy I[IMJI) nociimxeHHs,
V9.0UKR(uk)1.0 Bixg 23 rpynus 2020 poky, nepekian ykpaiHcbkoro MoBoro Bia 04 mrororo 2021 poky;
[adopmarniitauii muctok namienra ta ®opma iHpopMOBaHOT 3roau IS YaCTHHU 2 (MOHITOPUHT O€3MEKH 3
npusoay [IMJI) nocnimxenns, V9.0UKR(ru)1.0 Bix 23 rpyans 2020 poky, nepekiaj pociiicbkoo MOBOIO
Bix1 04 motoro 2021 poky; 3MiHa Miclig TPOBEIEHHS BUITPOOYBAHHS

byno Crano
k.M.H. Hemra B.B. k.M.H. Hemra B.B.
I3 «BingginkoBa KiiHIYHA JTiKapHS cTaHlii | MequyHuii IeHTp TOoBapucTBa 3 OOMEKEHOIO
Janmopixxks - 2 Il  «IIpugHinpoBchKa | BIANOBIJANBHICTIO «["acTpoeHTepooriyHui
3aJI3HULSY, XIpypriuHe BiUIUICHHS, nentp «AHUBIJILTIM», M. 3anopixoks
M. 3anopixKs

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HazsBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«BigkpuTe pO3MHpPEHE MOCHTIKEHHS Ta MOHITOPUHT O€3MEKH y TAIll€HTIB 3 BUPA3KOBUM KOJITOM
CepeTHhOTO a0 BAaXKKOT'O CTYIEHs, sKi paHime Opamu y4acth y nocmipkeHHsx dasu I1/11l mpenapaty
eTporizymady», GA28951, Bepcis 9 Bix 12 motoro 2019 poky




3asBHUK, KpaiHa Iianpuemctso 3 100% inozemuoio inBectuiiecto «AMK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa «®D. Xobhdmannu-JIs Pomr JItay» (F. Hoffmann-La Roche Ltd), [lIBetinapis

CynytHi —
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Ouaekcanap KOMAPIIA




JlonaTok Ne 26

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

Ta 3aTBEP/DKEHHS CYTTEBUX TOMPABOKY

01.04.2021 Ne 614

Inentudikarnis cyrreBoi YTouHeHHS Ha3BU JOCIIIKYBAaHOTO JIKaPChKOT0 3aC00y:

MIOTPaBKU bYJIO CTAJIO
Hanarnigosun/Dapagliflozin  (Janarmidosun | Hanarmidnosun/Dapagliflozin (Jamarmidnao3ux
npomnanzion/Dapagliflozin Propanediol); | nponanmion/Dapagliflozin Propanediol); TtaGmerkw,
TaOJICTKH, BKPHUTI ILIIBKOBOKO 0000HKOIO; 10 | BKpUTI IUTIBKOBOKO 000OHKOIO; 10 Mr (Mmimirpam);
Mmr (minirpam); AstraZeneca AB, IlIBemis AstraZeneca AB, IlIBemis

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

Ne 187 Bin 05.02.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, MmojBiliHe ciiire, MIaneb0-KOHTPOJILOBaHE, OaraToleHTpoBe AociimkeHHs 2b dasu 3
nigbopy no3u npemnapary AZDS5718 y mamieHTIB 3 XpPOHIYHOIO XBOPOOOIO HHUPOK 3 IMPOTETHYPIEIO»,
D7551C00001, Bepcis 2.0 Bix 05 cepras 2020 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEIJI Vkpaina»

Cnoncop, kpaiHa

«Actpa3eneka Aby, llIBemis / AstraZeneca AB, Sweden

CynyTHi
MaTepiaau/mpenapaTru
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox Ne 27

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S

VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEPAKEHHS CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocnignuka JNJ-54767414 (napatymyma0), Bunanus 17 Big 17.12.2020 p.; Po3ain 3: fAxicth
JIOCh€ JOCIIKYBAaHOTO JTIKapchKoro 3aco0y Jlapatymyma0, cekiis Jikapchkuid 3aci0, Jlaparymymad mis
nigmkipHoro BeeaeHHs, 1800 mr, nucronax 2019; 36inblieHHss TepMiHy TPUIATHOCTI JOCIHIIKYBaHOTO
JikapchKoro 3aco0y Jlaparymyma0, mis miamkipHoro BBeneHHs, 120 mr/mi, 1800 mr, 15 M, 3 18 go 24
Mics1iB; 3MiHa BiANOBiAanbHOrO qociianuka y MIIB:

byno Crano
nikap [Tummnenxo I'.B. nikap Horaesa JLI.
KomyHnaneHe — HekoMmepuiiiHe — mianpueMcTBo | KomMyHasbHe  HekoMepliiiHe  MiANPHUEMCTBO
«Yepkacbkuit oOnacHM OHKOJIOTTYHUH | «YepKacbkuii oOnacHUM OHKOJIOT1YHHM
mucraHcep»  Yepkacbkoi  obmacHoi  pany, | aucmaHcep  YUepkachkoi  oOmacHoi  pamm»,
Ob6nacHuit JKyBaJIbHO-/11arHOCTUYHUH | oOnacHui JIKyBaJIbHO-/11arHOCTUYHUH
reMaToJIoriuHuM IeHTp, M. Yepkacu reMaToJIoOriYHuM eHTp, M. Yepkacu

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

Ne 84 Bin 17.01.2018

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«PannomizoBaHe OaraToleHTpOBE KIIHIYHE JOCHIDKEHHS 3 ¢a3u MOpIBHAHHA MIALIKIPHOTO Ta

BHYTPIITHLOBEHHOTO BBeJeHHS [laparymymaly y TAaIli€HTIB 3 pEUUANBHOI YU pedpaKkTepHOIO
MHOXHUHHOIO MieJToMor0», 54767414MMY 3012, 3 monmpaBkoro Amendment 4 Big 01.04.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JlonaTox Ne 28

110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

BxuroueHHs J0JJaTKOBOTO MicClisl TPOBEICHHS KJITHIYHOTO BUITPOOYBAHHS !

Ne I1.1.B. BiAIOBIZAJILHOTO JHOCHITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS
1. | nmikap BirkoBceka b.M.

KuiBcbka kimiHiUHA JiKapHS Ha 3aii3HHYHOMY TpaHcropTi Ne 1 ¢imii «lleHTp oXxopoHH
3JI0POB’s1» aKL[IOHEPHOI'O TOBAPUCTBA «YKpaiHChKa 3aI13HULISD», TPOKTOJIOTIYHE BIJILJICHHS,
M. KuiB

3MiHa Miclisl IPOBEAEHHS KJIIHIYHOTO BUMPOOYBaHHS:

byno Crano
k.M.H. Hemra B.B. k.M.H. Hemra B.B.
I3 «BigainkoBa KIiiHIYHA JIiKapHS cTaHlii | MequyHuii IEHTp TOBapHCTBa 3 OOMEKEHOIO
3anopikxkss - 2 JII  «[IpumgHinpoBchKa | BiJMOBIIATBHICTIO «["acTpoeHTepoIOTTUHII
3aJI3HULY, XIpypriuHe BiUIUICHHS, neHTp «AUBIJLTIM», M. 3anopixxs

M. 3anopixKs

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 300 Bix 22.05.2015

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«bararorieHTpoBe, paH/I0Mi30BaHe, MMO/BIHHE-cIIiNe, Taned0-KoHTpoboBaHe nociimkeHHs daszu 1 nns
OLIIHKK €(EeKTUBHOCTI Ta O€3MeYHOCTlI Mpenapary eTpoiii3yMad B AKOCTI 1HAYKIIT 1 MiATPUMYIOUYOTO
JiKyBaHHS NAaIli€eHTiB 3 XBopoOoto Kpona B akTuBHIA (asi Bil CEpelHBOrO 10 TSAKKOIO CTYIMEHS
BaxkocTi», GA29144, Bepcis 7 Bix 24 xBitHI 2019 poky

3asBHUK, KpaiHa

IianpuemcTso 3 100% inozemuoio inBecturieto «AMK'TOBIA PJIC Vipainay»




CrioHcop, kpaina «®. XODOMAHH-JISI POLLI JIT Iy, lseiinapis (F. HOFFMANN-LAROCHELTD, Switzerland)

CynytHi —
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS] Ouaekcanap KOMAPIIA




JonaTox Ne 29

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

BxuroueHHs J0JJaTKOBOTO Miclisl TPOBEICHHS KIHIYHOTO BUITPOOYBAaHHSI:

Ne I1.1.B. BiAIIOBITAILHOTO AOCIITHUAKA
/1 Hazpa micuisg mpoBeieHHs! KJIIHIYHOTO BUITPOOYBaHHS

1. | nmikap BirkoBceka b.M.

KuiBchka kiriHiUHA JIiKapHS Ha 3ai3HUYHOMY TpaHcropti Ne 1 ¢inii «LleHTp 0XOpOoHH 310pOB’sD»
aKI[IOHEpHOT0 TOBAPHCTBA «YKpaiHChKa 3aJli3HULIS», TPOKTOJIOT1UHEe BijaineHHs, M. KuiB

3MiHa Micus MPOBEACHHS KIIHIYHOTO BUIIPOOYBAaHHS !

byno

Cramno

k.M.H. Hemra B.B.

I3 «BigainkoBa KIIHIYHA JIKapHS CTaHIIIT
3amopixoks - 2 Il «[IpuaninpoBcbka
3aJII3HULI», XIpYpridyHe BIAIITICHHS,

M. 3anopixoKs

k.M.H. Hemra B.B.

MeauuHuil LIEHTp TOBApUCTBA 3 OOMEXKEHOIO
BiJITOBiAAIBHICTIO
LIEHTP <<APIBII[I.TIM», M. 3amopiKKs

«["acTpoeHTepooriuHui

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

Ne 300 Bix 22.05.2015

HazsBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Binkpure po3uMpeHe IOCIIHKEHHS 13 CHOCTEpEKEHHSM Oe3NeKH MalieHTiB 3 XBOpOOOK KpoHa B
aKTUBHIN (a3l BiJ cepeHbOro J0 TSHKKOTO CTYIEHS BaXKKOCTI, K1 paHillle MPUMaIl y4acTh y MPOTOKOII
erpomizymad daza Il gocmimrenns GA29144», GA29145, Bepcis 6 Bix 29 kBiTHS 2019 poky

3asiBHUK, KpaiHa

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

CnoHcop, kpaiHa

«®. Xopdpmann-JIs Pour JItay, llsetinapis (F. Hoffmann-La Roche Ltd, Switzerland)




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




HonaTox Ne 30

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

InenTudikamis cyrreBoi
HOTIPaBKU

Bbpomrypa nochmigaunka MK-8835; MK-8835A; MK-8835B, Bumanus 8 Bim 14 rpymas 2020 poky,
aHrImicpkor0 MoBor; MK-8835-059, Vkpaina, Bepcis 1.01 Big 04 mrororo 2021 poxy, yKpaiHCBKOIO
MOBOIO, iH(poOpMalis Ta JOKYMEHT Hpo iHGOpMOBaHY 3rofy s OAaTbKiB JAWTHHH/IIUIITKA, KUK Oepe
ydacTb y HaykoBomy nociikeHHi; MK-8835-059, Vkpaina, Bepcis 1.01 Big 04 mororo 2021 poky,
POCIHCBKOI0 MOBOIO, iH(OpMaIlis Ta JOKYMEHT Mpo iH(GOpPMOBaHY 3roay [uis OaThKiB JAUTHHH/IUTITKA,
AKUi Oepe yuyacTb y HaykoBoMy nociijpkeHHi; MK-8835-059, Vkpaina, Bepcis 1.01 Big 04 mrororo
2021 poky, yKpaiHCBKOIO MOBOIO, iH()OpMaIlisi Ta TOKYMEHT Mpo iHGOPMOBaHY 3roAy Ul MarienTta (s
MamieHTiB, Mo gocariu noBHOMITTA); MK-8835-059, Vkpaina, Bepcis 1.01 Big 04 mororo 2021 poky,
POCIHCHKOIO MOBOIO, iH(pOpMAITis Ta TOKYMEHT Mpo iHHOPMOBaHY 3roay s NamieHTa (Ui MaIi€HTiB, 110
JOCSITIIA TTIOBHOJTITTS)

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOTO BUNTPOOYBaHHS

Ne 2372 Bix 04.12.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe, MOABINHE Cline, paHJI0Mi30BaHe, IIale00-KOHTPOIbOBaHEe KiliHIuYHEe AociimkeHHs 11
dbasu i omiHku Oe3neku Ta epektuBHOCTI Epryrnidnosiny (MK-8835/PF-04971729) y niteit, BikoM Bix
10 mo 17 pokiB BKIIOYHO, XBOPUX Ha I[yKpoBHi niaber 2 tumy», MK-8835-059, 3 inkopnopoBaHOiO
nonpaskoro 01 Bix 11 yepBHsa 2020 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipue nignpuemcto «Mepk Eun Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox Ne 31

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

BxitoueHHs 101aTKOBOTO MICIIsl IPOBEICHHS KITHIYHOTO BUITPOOOBYBAHHS:
Ne I1.1.B. BiAIIOBITAILHOTO AOCIITHUKA
/1 Hazpa micuisg mpoBeieHHs! KJIIHIYHOTO BUITPOOYBaHHS

1. a.M.H., mpod. [Taceuxo H.B.

Komynanene HekomepiiiiiHe mianmpueMcTBO TepHOMiNbCbKOi paiionHoi pamu «TepHOmiIbChKa
[CHTpallbHA paiOHHA JIKapHA», MOMiKIiHIKa, TepHOMIIBCHKHMI HAOHAIBHUN MEIHMYHMIA
yuiBepcuter Imeni |.5I. T'opbaueBchkoro MiHicTepcTBa OXOpOHH 310pOB's YKpainu, kadeapa
BHYTpiIHb0i MeauuHu Nel, m. TepHomiib

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

Ne 187 Bin 05.02.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«26-TIKHEBE TOCTIKEHHS e(DeKTUBHOCTI Ta OE3MEKH MOTHKHEBOTO MPHHOMY THCYITIHY aiikoek (icodec)
y MOpPIiBHSIHHI 3 MIOJCHHUM puitoMoM iHCyniHy nermozek (degludec) y mamieHTiB 3 yKpoBUM JTiabeToM
2-T0 TUMy, SKi JIKYIOTbCS Oa3aJbHUM IiHCYJdiHOM 3 abo 0e3 3acToCyBaHHsS HEIHCYIiHOBHX
npotuniabernunux npenaparipy, NN1436-4478, sepcis 2.0, dinansHa, Bix 30 mucronana 2020 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHcop, kpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
MaTtepiaiu/mpenapaTi
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 32

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s

VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
01.04.2021 Ne 614

InenTudikamis cyrreBoi
HOTIPaBKU

3MiHa BiAMOBiAaNBHOTO JocmigHUKa Ta 3MiHa HazBu MIIB: Kuinika JlepkaBHOi ycTaHOBH «IHCTHTYT
MennyHoi paxiosorii ta onkosorii im. C.II. I'purop’eBa HamionanbHoi akageMii MEIUYHHX HayK
VYkpaiany, BiIIiJICHHS KIIHIYHOI OHKOJIOTI] Ta TeéMaToIorii, M. XapKiB:

byno Crano

J.M.H., Ipod. ‘HOHOBCLKa T.M.‘ nikap Myxwuyk [.B.

Kminika  JlepxaBuoi  ycranoBu  «Imcruryr | Kninika JlepsxaBHoi ycTaHOBU «IHCTHTYT MEAMYHOI
meauunoi pamiomorii  im. C.II. D'purop'esa | pamionorii ta onkojorii im. C.II. I'purop esa
HamionampHoi  akajemii  Memuunux — Hayk | HamionanbHol akazeMii MEIMYHUX HayK YKpaiHn»,

BIIMIIEHHS KJIIIHIYHOT OHKOJIOTII Ta TeMAaTOJIOrI],
M. XapKiB

Ykpaiau», BIIIIIEHHS KIIHIYHOI OHKOJIOTII Ta
reMaToJjorii, M. XapkiB

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

Ne 415 Bin 18.02.2019

HazsBa xiniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«IlonBiiiHe ciine, paHI0Mi30BaHe, aKTUBHO KOHTPOJIbOBAHE, B MapajielIbHUX IPyMax J0CHiKeHHs Ga3u 3
3 METOI0 MOpIBHSAHHA e(peKTUBHOCTI Ta Oe3meuHocTi 3acrocyBaHHs npenapaTy CT-P16 ta ABactumny,
cxpaleHoro B €C, 4Kk mepmoi JHII  JIKyBaHHS METAacTaTUYHOro abo  penuauBYIOUYOTrO
HETUIOCKOKJIITUHHOTO HeAPIOHOKIITUHHOTO paKy Jierenb», CT-P16 3.1, Bepcis 2.0 Big 14 yepsHs 2019 p.

3asBHHUK, KpaiHa

TosapuctBo 3 OOmexeHnow BinnosiganpHicTio «KoHTpakTHO-Jlocminuuipka Opranizauis IHHOpapM-
Ykpaina»

Cnoncop, kpaiHa

«IEJIJITPIOH, Iak.», Pecny6mika Kopes (CELLTRION, Inc., Republic of Korea)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

Ouaexcanap KOMAPIJIA




JonaTox Ne 33

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
01.04.2021 Ne 614

InenTudikamis cyrreBoi
HOTIPaBKU

OHoBJICHUH MPOTOKOJ KIIHIYHOTO TOCTiKeHHs Bepcis Homep 5.0 Big 25 ciuns 2021 poky; OHOBIeHa
bpomypa nocninauka Bepcis Homep 15.0, mata Bepcii 26 ciuns 2021 poky; OHoBieHa yactuHa 2.3 Jlocke
JOCTIKYBAaHOTO KIiHIYHOTO 3ac00y Ocimeptinid (AZD9291). TlonepenHi naHi KIIHIYHUX TOCIIHKCHb Ta
nochimkeHb Ha monax Big 3 motoro 2021 poky; Onobnena uvactuHa 2.6.6 Jlocke IOCHITKYBaHOTO
KJIiHIgyHOTO 3ac00y OcimepTinid (AZD9291). Hekniniunumii 3BIiT 3 TokcuKkomorii Bif 22 ciunst 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 1005 Bix 28.09.2016

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararorieHTpoBe paHIOMi30BaHEe MOJBiiHE ciimne mianedo KOHTPOJILOBAHE MOCTIKEHHA 3 da3zu s
OLIIHKM e(eKTUBHOCTI Ta Oe3neuyHocTi npemnapary AZD9291 y mopiBHsAHHI 3 Iianebo y Mali€eHTiB 3
HenpioHoKMTHHHUM pakoM Jserenb Ib-1IIA cranii Ta myrariero pernentopa emiepMalbHOTO (hakTopa
pPOCTY IpPU 3aCTOCYBaHHI MICJIs MOBHOI pE3eKIil MyXJIMHHM HE3aJeKHO BiJ MPOBEIEHHsS aJ FOBAaHTHOL
ximiorepanii (ADAURA)», D5164C00001, Bepcist 4.0 Bix 02 nunug 2020

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATIHA»

CnoHncop, kpaina

«Actpa3eneka Aby, [lIBemis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




JonaTox Ne 34

10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Bykner ansa mamieHnrta, ykpaiHCbKOIO MOBOIO uid YkKpainu, (iHanbHa Bepcis Big 10 motoro 2021 poky.
Byxkner nns manieHTa, Ha pociiicekiii MOBi st Ykpainu, ¢inansHa Bepcis Bix 09 mortoro 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PanomizoBaHe, OJBIMHE CIIiTe, TUIAe00-KOHTPOIHOBAHE JTOCIIKCHHS JJIT OOTPYHTYBaHHS KOHIISTIIIIT
1100 OLIHKU epeKTHBHOCTI Ta Oe3neku 3actocyBaHHsS SAR443122 (inridbitopa RIPK1) y mamienTis 3
MIATOCTPUM 200 AUCKOITHUM/XPOHIYHUM LIKIPHUM YEPBOHUM BOBYAKOM CEPEIHBOTO 1 TSHKKOTO CTYTIEHS,
ACT16404, Bepcis 1 Big 11 rpynas 2020 poky

3asiBHUK, KpaiHa

TOB «Cano¢i-ABenric Ykpaina»

CrnoHcop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic pemiepin e aeBenonMan, OpaHiris)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




HomnaTtox Ne 35

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikaris cyrreBoi
MOTIPaBKH

301IbLICHHS KIJIBKOCTI MAaLl€HTIB, Kl IPUAMATUMYTh y4acTh Y KIIHIYHOMY JOCHIKEHHI B YKpaini 3 80
pangomizoBanux (90 ckpuHoBanuX) 10 150 pangomizoBanux (160 CKpUHOBAHHX )

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2372 Bin 04.12.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PanmoMizoBaHe, TOJBIMHE CIiNe TOCHIPDKeHHS (a3d 3 3 aKTUBHUM KOHTPOJEM JUIS OIIHKH 1
MiATBEP/KEHHS. HE MEHINO1 eeKTUBHOCTI, Oe3neku 1 nepeHocumocti npemnapaty Ledenim/VNRX-5133
HDK Mpenapary JUisi aKTUBHOTO KOHTPOJIIO Y JIOPOCHIHX 13 YCKJIAQAHEHMMH 1H(MEKIISIMU CEYOBUBIAHMX
LUIAXIB, y TOMY 4uciai 3 roctpuM mienoHegpurom», VNRX-5133-201, 3 monpaskoro 2, Bepcig 3.0 Bifg
10 rpynus 2019 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHncop, kpaina

VenatoRx Pharmaceuticals, Inc., CIIIA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jomarok Ne 36

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEPKEHHS CYTTEBUX MOTPABOK)

01.04.2021 Ne 614
Inentudikaris CyrTeBoi EnextponHuit momeHHUK (TIOPSAIOK  3amOBHEHHS IIOACHHHWKY), Bepcis 5.0, 03 smcromana
MOINPaBKH 2020 yxpalHCBKOIO MOBOIO; ENEKTpOHHMI IIOJACHHUK (TIOPSIOK 3allOBHEHHS IIOJEHHUKY), Bepcis 5.0,

03 mucronana 2020, pociiickkoro MOBOIO; EnekTpoHHMIA 1M0/IeHHUK (TIOPSAOK 3allOBHEHHS LIOJICHHUKY),
Bepcis 5.0, 02 ymcromana 2020, aHTIHCHKOI MOBOIO; [10CiOHMK KOpHCTyBa4a MPUCTPOIO SICKTPOHHOTO
moJIeHHUKA sl yyacHuKka nociimkenHs Crimson 1 (MAA-304), Bepcis 1, 03 nmuctomama 2020poky,
YKpaiHChKOIO MOBOI0; [l0oCiOHMK KOpHCTyBada NPHCTPOIO EIEKTPOHHOTO IOJICHHHWKA Uil y4YacHUKA
nocaimkenns Crimson 1 (MAA-304), Bepcis 1, 03 nucromana 2020poxy, pociiickkoro MoBoto; [TociOHuK
KOPHCTYBa4a MPUCTPOIO €JICKTPOHHOTO IIOJACHHUKA JUIsl yuyacHuKa fociimkenHs Crimson 1 (MAA-304),
Bepcis 1.0, 14 Bepecus 2020poxy, aHrumiiicbkor0 MoBoi0; DiHajdbHI 3HIMKH €KpaHy eJIeKTPOHHOIO
moxaennuka (3usATi 05 mororo 2021poky, ¢iHaNbHE TeCTyBaHHS) Ha OCHOBI EJEKTpOHHMIA IIOIEHHHUK
(mopsAIOK 3amoOBHEHHsI LIOJCHHUKY), Bepcis 5.0, yKkpaiHChKOO MOBOI0; DiHaIbHI 3HIMKH €KpaHy
€JIEKTPOHHOrO IoAeHHUKa (3HATI 12 ciung 2021poky, diHanpHe TecTyBaHHS) Ha OCcHOBI EjexTpoHHUi
IIOZICHHUK (TIOPSIIOK 3aTIOBHEHHS II0JIEHHUKY), Bepcis 5.0, pociiicbkoto MoBO0; DiHaNbHI 3HIMKU €KpaHy
eJIeKTpOHHOrO ImoAeHHUKa (3HATI 02 motoro 2021poky, (iHambHE TecTyBaHHs) Ha OCHOB1 EnexTpoHHuit
IIOZCHHUK (MOPSAZOK 3allOBHEHHsS IIOAECHHUKY), Bepcia 5.0, aHrimilicekoro MoBorw; bpomrypa: “Uu
BUHUKaIOTh y Bac emizonu kpoBoteui, BUkimkaHi remodiniero?”, Bepcis ms Ykpainu 1.0 Big 14 ciuns
2021 poxy Ha ocHOBI Maiictep-Bepcii 2, 31 nunHs 2020 p., yKpaiHCBKOIO, pOCIHCHKOIO, aHTIIHCHKOIO
MoBamy; [IyTiBHUK ydacHuKa gociimkeHHs: Bepcis qist Ykpainu 1.0 Bix 14 ciuns 2021 poxy Ha OCHOBI
Maiicrep-epcii 3, 11 Bepecus 2020 poky, YKpaiHChKOIO, POCIMCHKOIO, aHTIIINCHKOI0 MOBaMH; JlOBITHHUK
JUIs TalieHTa 3 BBeJeHHA npemnapaty MarzAA, Bepcis 2.0 10 rpynus 2020p mnst Ykpaiau Bepeis 1.0
05 motoro 2021p, ykpaiHChKOIO, POCIHCHKOI0, aHTIIIHCHKOI0 MOBOIO; JIOBITHUK /TSl ydacHUKIB, Bepcis 3,
02 mrotoro 2021p., yKpaiHCBKOIO, POCIMCHKOIO, AHTIIHCHKOIO MOBOW; JIMCT-ToAsIKAa y4YacHUKaM
nocmipkeHHs, Bepcis 1, 04 mrororo 2021p., yKpaiHCHKOIO, POCIMCHKOIO, AHTIINHCHKOI MOBOKO; 3MiHA
BIIMOBIAAIBHOTO JOCIHUKA:

byno Crano

nikap [Iununenko I'.B. nikap Horaesa JL.I.
KomyHaneHe  HekoMepuiiHe  mianpueMcTBo | KomyHanbHe HEKOMepIliiiHe H1AIPUEMCTBO




«Yepkacbkuit obnacHui OHKOJIOTTYHHH | «Uepkacbkuii 00JlaCHUN OHKOJIOTIYHUHN AMCTIaHCED
mucnancep  Yepkacbkoi — obmacHoi  paamy», | Uepkachkoi  oOmacHOl  pammy, ObnacHuit
OO0macHu JKyBaJbHO-TIarHOCTUYHUH | JIKYBaJIbHO-11arHOCTUYHUI reMaToJIOTIYHUN
reMaToJIOTIYHUH eHTp, M. Yepkacu LEHTp, M. Yepkacu

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

Ne 310 Bix 23.02.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Jocnimkenns dazu I mst omiHkK eeKTUBHOCTI Ta OE3MEYHOCTI Map3enTakory aiabga (aKTHBOBAHOTO)
JUIS TAIMIKIPHOTO BBEACHHS IPH JIIKyBaHHI Ha BUMOTY Ta KOHTPOJIO €Mi30JliB KPOBOTEY y MAIIEHTIB 3
remodimiero A abo remodimiero B, 3 inridiropamu: nocmimkenns Kpimcon 1 [Crimson 1]», MAA-304,
[Tonpaska 1.0, 02 uepsHs 2020, JlokansHa nompaBka MAA-304, Bepcis 1.1 Binm 04 ciuns 2021 poky
(yiume st Ykpainn)

3asBHUK, KpaiHa

ToBapHrCTBO 3 0OMEKEHOIO BiAMOBIAAIbHICTIO «ME[[HEI?'IC VKPAIHA»

CnoHcop, kpaina

«Kertenict baitocaiiencus, Inkopnopeiiten» [Catalyst Biosciences, Inc.], CHIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Teparnii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox Ne 37

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikaris cyrTeBoi
MOTIPaBKH

3MiHa MicIlb MPOBEACHHS KIJIIHIYHOTO BUIIPOOYBAaHHS.

byno

Craio

k.M.H. Tomax H.B.

KomyHnaneHe  HekoMepiliiiHe  HiANPUEMCTBO
«Micpka mikapHsi Ne2» 3amopi3bKoi MiChKOT
paay, HEBPOJIOTIYHE BIUTIICHHS, M. 3aITOPIOKS

k.Mm.H. Tomax H.B.
MenuyHuii [EHTp TOBApUCTBA 3 OOMEKEHOIO
BignosigansHicTIO «IHET-09%», M. 3amopixoks

I.M.H., ipod. Cokomona JI.L
KuiBchbka Micbka KiiHIYHA  JikapHa  Ned,
HeBpoJoriydae BimmineHHs Neo2, HamioHanpHMIA
meanunuii yHiBepcutetT iMeHi O.0. boromonblis,
kadenpa HeBpoorii, M. Kuis

n.M.H., npod. Cokomnona JI.I.

MenuyHuid [EHTP TOBapHCTBA 3 OOMEXKCHOIO
BignoBimanpHicTIO «Menoya-KitiHiky, JTiKyBambHO-
npodimakTuaHui miaposnia, M. Kuip

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

Ne 2487 Bin 17.12.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«MixHapoaHe, 6araToIeHTPOBE, paHI0Mi30BaHe, IMOJBIMHE CIIiIe, I1ale00-KOHTPOIbOBAHE JOCIIIKEHHS
¢da3u 3 B mapanenbHUX Ipynax y Hali€HTIB 13 peuuaAuBHUMHU GopmaMu poscisiHoro ckieposy (PPC) s
OLIIHKYU e(peKTUBHOCTI, 0€3M1eYHOCTI Ta NIEPEHOCUMOCTI IJIaTHpaMepy aueTaTy J1eno, BHYTPIIHbOM S30BO1
iH’€KIIiT MPOJIOHTOBAHOI i, IKa BBOJUTHCSA OJMH pa3 KOxHI YoTupH THXHI» , Mapi GA Depot Phase 111 —

001, Bepcis 01 Big 01 kBiTHS 2019 poky

3asBHHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIIAJIBHICTIO «®APMACBIOTIKAJT = PICEPY
ACCOVHIMENUTC YKPATHA» (TOB «®PA YKPATHAY)

Cnoncop, kpaiHa

Mapi Pharma Ltd., [3paine

CynyTHi
MaTepiaau/mpenapaTru
| CyIyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




JonaTox Ne 38

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocnigauka (Ycrekinymab(ustekinumab) FYB202), Bepcis 4.0 Bim 12 mrortoro 2021p.,
AHTITIHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1636 Bix 20.07.2020

Ha3ssa xiiiniyHOro
BUINIPOOYBaHHS, KO/,
Bepcis Ta JaTa

PannomizoBane, moBiiiHe ciine AoCTipKeHHs (Ba3u 3, 1m0 MPOBOAUTHCS B MapAICIbHUX IPyHax 3 METOIO
MOPIBHSAHHS €(QEeKTUBHOCTI, OE€3MEeKHM Ta IMYHOI€HHOCTI 3alpOolOHOBAHOIo O010MOAIOHOTO JIIKAPCHKOTO
3aco0y Ycrekinymadb FYB202 Ta npenapara Ctenapa y mami€eHTiB 3 OJIAIIKOBUM TICOPIa30M CEPEIHBOTO
Ta BaXKKOTro cTymneHs Tsokkocti, FYB202-03-01, ¢inansha Bepcis 1.0 Big 30 ciuns 2020p.

3asiBHUK, KpaiHa

TOB «BOPJIJIBAMJI KJITHIKAJI TPAIIC YKP»

CrnoHcop, kpaina

«bioex I'M6X», Himeuunna (bioeq GmbH, Germany)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




HomnaTtox Ne 39

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S

VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Jluct nns mamieHTa, IO NMPOAOBXKYE Y4acThb y KIiHIYHOMY BunpoOyBaHHi, Bepcis 1.0 Bim 09 mrororo
2021p., aHITHCHKOI0 MOBOIO, TIEpEKiIal YKPaiHChKOIO Ta POCIHCHKOI0 MOBaMU; JIMCT 1S mamieHTa, 1o
3aBepUIMB y4acTh y KJIiHIYHOMY BUIpoOyBaHHi, Bepcis 1.0 Big 09 mororo 2021p., aHIIIHCEKOI0 MOBOIO,
MePEeKIIa] YKPaiHChKOIO Ta POCIHCHKOI0 MOBaMH

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 767 Bin 02.04.2020

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararonieHTpoBe, MOJBIMHE CIlille, PaHAOMI30BAHE JOCIIDKEHHS, L0 HPOBOAUTHCA Yy HapanesbHUX
rpynax 3 METOI0 BUBYEHHS (PapMaKOKIHETHUKHU, €PEKTHUBHOCTI, O€3MEKH Ta IMYHOT'€HHOCTI y MAalli€HTIB 3
XPOHIYHUM OJSIIKOBUM IICOpia30M BIJ MOMIPHOTO 1O TSDKKOTO CTYMEHs, SIKI OTPUMYIOTh Ipemnapar
Xymipa®, Ta y maiieHTiB (abo MOPIBHSHO 3 MalliEHTaMHU) 3 XPOHIYHUM OJISIIKOBUM IICOpPia3oM Bif
MOMIPHOTO /10 TSDKKOTO CTYIEHS, SKI 3HaXOAAThCS y CTalli MOBTOPHOIO MEpPEeXoay BiA JIKyBaHHS
npenaparoM Xymipa® Ha mikyBaHHA npenaparoM AVT02 3 HacTyNHOIO MOAOBKEHOI (a30i0 BUBUCHHS
oesmeku AVT02 (ALVOPAD-X)», AVT02-GL-302, Bepcis 3.0 3 iHKOPIIOPOBAHOI TOMPABKOW 2 Bi
03 cepnns 2020 p.

3asBHUK, KpaiHa

TOB «BOPJIJIBAM/JI KJITHIKAJI TPAIJIC YKP»

CnoHcop, kpaiHa

«AnBotek Csicc AI'» (Alvotech Swiss AG), llIBeitapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Onexkcanap KOMAPIJA




Jonatox Ne 40

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC001B

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Hocke pocmikyBaHoro jikapcbkoro 3aco0y EG12014 (Trastuzumab) (IMPD): posmin "EG12014
Jlikapceka CyOcrtanmis / Drug Substance", pemakmist 3.0 Bim 31 ciuas 2021 p.; posmin "EG12014
(Trastuzumab) ANTI-HER2 RECEPTOR ANTAGONIST Jlikapcekiii mpemapar / Drug Product",
pemakimiss 3.0 Big 31 ciuas 2021 p.; po3min "EG12014 (Trastuzumab) ANTI-HER2 RECEPTOR
ANTAGONIST Ouinka kopucti Ta pusuky / Benefits and Risk Assessment", penakmis 3.0 Big 31 ciuns
2021 p.

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

Ne 1399 Bin 27.07.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararonieHTpoBe paHAOMI30BaHE NOJBIMHO CIIill€ TOPIBHAJIBHE JIOCHIKEHHS €QEeKTUBHOCTI Ta
6e3neunocti npenapaty EG12014 (tpactyzymady «Eitp/lxenikc») 1 'epuentuHy® npu npoBeAeHHI
Heoas 'tIoBaHTHOI Tepamnii mamieHTkaM i3 HER2-mo3uTuBHMM pakoM MOJIOYHOI 3a703W PaHHBOI CTamii y
MIOEJJHAHHI 13 CUCTEMHOIO TEpali€l0 Ha OCHOBI MpernapaTy aHTpalUKIiHOBOro psny 1 makmitakceny (111
¢daza kimiHivHUX Aociimpkers)», EGC002, ocrarouna penmakimist 3rigHo 3 [TonpaBkoro 4 Big 02 Gepe3Hs
2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«EipIxenike Inkopropeiiten» (EirGenix, Inc.), TaiiBanb, Pecriy0mnika Kurait

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 41

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

3amy4yeHHs J10AaTKOBOTO MICIS TPOBECHHS KIIHIYHOTO BUIPOOOBYBaHHS:

Ne I1.1.B. BiAIIOBITAILHOTO AOCIITHUAKA
/1 Hazpa micuisg mpoBeieHHs! KJIIHIYHOTO BUITPOOYBAaHHS
1 3aB. Bifg. €Hrosarosa B. A.

Komynanene Hekomepiiiine mianpueMctBo «Michka kiiHiuHa Jikapas Ne9» JIHImpoBChKOL
MICBKOT paJiy, AUTSIYE CHIOKPUHOIOTIYHE BiUTUICHHs, M. JIHITpO

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

Ne 2777 Bix 02.12.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«EdexTuBHICTh Ta Oe3neka MpUoMy MEpOpaTbHOTO CeMarjiyTHy y MOPIBHSAHHI 3 Iuianelo y AiTei Ta
MUTITKIB 3 I[yKPOBUM Jia0eToM 2-To THUIlY, SKi JIIKYIOThCSI MET(OPMIHOM Ta/abo OGa3aJbHUM 1HCYIIHOM.»,
NN9924-4437, dinansHa Bepceis 1.0 Big 20 tpaBas 2020 poky.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHcop, kpaiHa

Novo Nordisk A/S (Denmark)

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JlonaTox Ne 42

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocnmignuka ans qociiakyBaHoro Jikapcekoro 3acody BAY 86-5321 (admibepcent), Bepcis
15.0 Big 05 mororo 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2110 Bix 16.09.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Panmomi3zoBaHe, 3 MOJMBIMHUM MAacKyBaHHSM JOCIIDKCHHS 3 ()a3w 3 aKTUBHUM KOHTPOJIEM ]ISl OILIHKH
e(peKTUBHOCTI Ta Oe3MeKH BHUCOKUX 103 admibepcenTy B NAalli€HTIB 13 HEOBACKYJSPHOK BIKOBOIO
Makynoauctpodiero», 20968, sepcis 2.0 Big 14 mororo 2020 poky.

3asiBHUK, KpaiHa

TOB «(ITAPEKCEIJI Vkpaina»

CrnoHcop, kpaina

Bayer AG, Germany/ baitep AI', Himeuunna

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




JonaTox Ne 43

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S

VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

[Tocibnuk 3 eCOA (cucteMa OIiHIOBaHHS Pe3y/IbTATiB JIKYBaHHS 3 €JIEKTPOHHUM 30UpaHHIM JaHUX) AJIS
narientiB, Bepcis 1.0 Bim 21 rpymas 2020 poky, ykpaincekoro MoBoro; Ilocionuk 3 eCOA (cuctema
OLIIHIOBAHHS PE3YJIbTATIB JIKYBaHHS 3 €JIEKTPOHHUM 30MpaHHSAM JIaHUX) A7 MalieHTiB, Bepcis 1.0 Bixg
21 rpyanst 2020 poxy, pOCiiiCBKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2674 Bix 18.11.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[loxBiiiHe ciine, paHIOMI30BaHe, KOHTPOJIbOBAHE AKTMBHUM IpEnapaTroM JIOCHiKeHHS ¢a3u 3 B
napajeabHUX Tpymnax Juls MOpiBHAHHA e(peKTHUBHOCTI Ta Oe3nmeuHocti npenapariB CT-P39 i Kcomap y
MAIIEHTIB 13 XPOHIYHOIO CIIOHTAHHOIO KPOIMMB’SHKOI0, Y SKMX 30€piraloThCsi CUMITOMH, HE3BAXKAIOUM Ha
nikyBaHHs H1l-anturicraminaumu npenaparamu», CT-P39 3.1, Bepcis 2.2 Bix 04 nmucronana 2020 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

CELLTRION, Inc., Republic of Korea

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexkcanap KOMAPIIA




Jonatox Ne 44

10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

OnoBnieHuit mpoTokon KiiHiYHOrO BurpoOyBanHs SEP361-303, Bepcis 3.01 3 1HKOPIOPOBaHOIO
HecyTTeBor0 mompaBkoro 2.00 Bim 25 ciuas 2021 poky; HecyrreBa mompaska 2.00 10 MOpOTOKOITY
kiiHiyHoro BunpoOyBanHs SEP361-303, Bepcis 3.01 Bix 25 ciuns 2021 poky; bpomrypa nocnignuka SEP-
363856, Bepcis 10.0 Big 14 rpyaas 2020 poky, aHTTHCHKO MOBOIO; JlomaTok «JlokimiHIYHI JaHi» 0
Bpomrypu nmocminnuka SEP-363856, Bepcis 10.0 Bim 14 rpymus 2020 poky, aHTIIHCHKOI MOBOIO;
Indopmaniiiamii nucrok i Qopma iHpopmoBanoi 3roau, Bepcis V5.0UKR(uk)1.0 Bim 18 mrororo
2021 poky, nmepekiaa yKpaiHCbKOK MoBOI0 Bin 24 motoro 2021 poky; Indopmamiitamii auctok i popma
inpopmoBanoi 3roau, Bepcis V5.0UKR(ru)1.0 Bix 18 motoro 2021 poky, mepekiian pociiChbKO MOBOIO
BiJ 24 mrotoro 2021 poky

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

Ne 38 Bix 11.01.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure po3mupene AOCHiPKEHHS A OLIHKKA 0e3MeuHO T Ta epeHocuMocTi npenapaty SEP-363856
y MmamieHTiB 13 mm3odpenieroy, SEP361-303, Bepcis 3.00 3 iHKOPIIOPOBaHOIO CYyTTEBOIO TonpaBkoro 2.00
BiJ 16 BepecHs 2020 poky

3asBHHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIiEr0 «AMK TOBIA PJIC Yipaina»

Cnoncop, kpaiHa

«Cynosion ®apmaceroTikaiic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




HomnaTtox Ne 45

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

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosinienu#t mpoTokoi KiiHigyHoro BunpoOyBanHs SEP361-302, Bepcis 3.00 3 iHKOPIOPOBaHOIO CYTTEBOIO
nonpaBkoro 2.00 Bim 26 ciuas 2021 poxy; Cyrrea mompaBka 2.00 10 TpPOTOKONTY KIIIHIYHOTO
BurnpoOyBanus SEP361-302, Bepcis 3.00 Bix 26 ciunsa 2021 poky; bpomrypa gocmignuka SEP-363856,
Bepcis 10.0 Bixg 14 rpymas 2020 poky, aHTIHCEKO0 MOBOIO; Jlomatok «JlokmmiHiuHI naHi» 10 bpomrypu
nocmiganka SEP-363856, Bepcis 10.0 Big 14 rpyans 2020 poky, aHIIiicbkor0 MOBOIO; [HbopMamiiHuii
nucToK 1 popma iHdopmosanoi 3roau, Bepcis V4.0UKR(uk)1.0 Bixg 18 mororo 2021 poky, mepekian
yKpaiHChbKOIO MOBOIO BiJl 24 mrotoro 2021 poky; [ndopmaniiinuii tuctok 1 popma iHPOPMOBAHOI 3ro/H,
Bepcist VA.OUKR(ru)1.0 Big 18 motoro 2021 poky, mepekiaj poCiHChbKOK MOBOIO Bia 24 JHOTOTO
2021 poky

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

Ne 38 Bir 11.01.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, MoOBIMHE ciine, IUIalE00-KOHTPOIbOBaHe, OaraToOLEHTPOBE JOCHIIKEHHs, IO
MIPOBOAUTHCS B MapajelbHUX IpyIax, 13 3aCTOCYBaHHSM (DIKCOBAHMX 103 JUIS OLIIHKH €()EeKTHBHOCTI Ta
6e3neuynocTi npenapary SEP-363856 y martieHTiB 13 N30 PEHIEI0 Y TOCTPOMY NCUXOTHUYHOMY €Mi30/11»,
SEP361-302, Bepcis 2.00 3 iHKOpropoBaHOt0 CyTTeBOO TIoripaBkoro 1.00 Bix 16 BepecHs 2020 poky

3asBHHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIiEr0 «AMK TOBIA PJIC Yipaina»

Cnoncop, kpaiHa

«Cynosion ®apmaceroTikaiic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3Me4YeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 46

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosniena Opormrypa agociinHuka 3 npenapary Ksuzaptuni0, Bepcis 15.0 Big 29 ciuns 2021 poky;
HonatkoBa ¢opma iHGOPMOBAaHOI 3roAM ydacHHKA Ha IUCTAHLIAHY MEPEBIPKY NaHUX IS YKpaiHH
aHTIIChbKOI0 MoOBOr, Bepcis 1.0 Bim 12 motoro 2021 p.; JlomatkoBa dopma iHGopmMoBaHOT 3rogau
yJaCHHMKA Ha JUCTaHIIIHY NMEPEeBIpKY JaHUX s Y KpaiHU aHTIIIHCHKO0 MOBOIO, Bepeis 1.0 Bix 12 motoro
2021 p., mepekiageHo Ha yKpaiHCbKy MoBY 11 Ykpainu 17 motoro 2021 p.; JomatkoBa ¢opma
iHpOpMOBaHOi 3roJIM y4acHUKa Ha JUCTAHIIIHY MEpeBipKy NaHUX I YKpaiHUu aHTIIIHCHKOI MOBOIO,
Bepcis 1.0 Bix 12 mrotoro 2021 p., mepexiaaeHo Ha pociiicbky MOBY aist Ykpainu 17 mororo 2021 p.

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

Ne 423 Bin 12.04.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

IongiitHe cmine, MIane00-KOHTPOIbOBAaHE JOCHKEHHS (a3 3 Uil BHMBUYEHHS 3aCTOCYBaHHS
KBU3apTHUHIOY y TO€IHAHHI 3 IHIYKIIMHOI 1 KOHCOMIAAIIHHOI XIMIOTEpAIi€ro, a TaKOX Y BHIJISII
NIPOJOBXKEHHs Tepamii y mnamieHTiB BikoM Bif 18 nmo 75 pokiB i3 Bmepuie BusiBieHum FLT3-ITD-
MO3UTHUBHOIO TOCTporo MienoinHow neiikemiero (QUANTUM First), AC220-A-U302, Bepcis 6.0 Bin
28 xoBTHA 2020 poky

3asBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI JIEBEJIOIIMEHT YKPATHA»

CnoHcop, kpaiHa

Haitiui Cankio, [ak., [Daiichi Sankyo, Inc.], Cnonyueni [lItatn Amepuku

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jonatox Ne 47

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
01.04.2021 Ne 614

InenTudikamis cyrreBoi
MONIPaBKU

BxutoueHHs JOAaTKOBOTO MICIIsl POBECHHS KITHIYHOTO JJOCIIKSHHS:

M. JIpBIiB

Ne I1.1.B. BiAIOBIIAILHOTO JOCIITHUKA
n/n Ha3Ba micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS
1 a.m.H. Cracumug O.B.

HepxaBHa ycranoBa «lHCTUTYT maTosorii KpoBi Ta TpacH(y3iiiHOi menuuuuu HamioHanbHoOT
aKajeMii MeIMYHUX HayK Y KpaiHW», BIUIIIEHHS 3araibHOI Ta TeéMaToJIOTi9HOI Xipyprii,

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

Ne 2107 Bix 17.10.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Omiaka mpenapary pekomoOinanTHoro ¢akropa IX, APVOI101, y giteii, xBopux Ha remModinito B, skum
paHile MpoBOAMIOCS JIIKYBaHHA AaHOro 3axBoproBaHHsI», APV0101-903, penaxuis 3.0, monpaska 2 Bif

29 nunns 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»

CnoHcop, kpaiHa

«Menekcyc @apma, [nk.» [Medexus Pharma, Inc.], CILIA

CynyTHi
MaTtepianu/mpenaparu
CYIYTHBOI Tepamii

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

Ounexkcanap KOMAPIJA




JonaTox Ne 48

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S

VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Jlucr indopmamii s mnamienta Ta Popma iHGOpMOBaHOI 3rogM Ha y4acTb Yy KIIHIYHOMY
nocmimkenni Bepcis 1.1 Bixg 25 ciuns 2021 nHa ocHoBi Mactep-Bepcii mist Ykpaiau 1.1 Big 22 rpymss
2020 (yxpaiHCbKOIO Ta pociiickkoro MoBamu); Jluct indopmanii ans namienta ta @opma iHPopMOBaHOT
3roJd Ha Y4YacTh y KIiHIYHOMY nociimkeHHi (IHreHcuBHmii BinOip 3paskiB Ha PK) Bepcis 1.1 Bix
25 ciuna 2021 Ha ocHoBi Mactep-Bepcii mius Ykpainu 1.1 Bim 22 rpyans 2020 (ykpaiHCbkow Ta
POCIHCHKOI0 MOBaMH )

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

Ne 1849 Bix 11.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe, 11ane00-KOHTPOJIbOBaHE, MOJBIMHE ciine AociikeHHS 3 (a3u, B TphOX rpynax, 3
METOI0 OILIIHKHM Oe3MeKd Ta e(eKTUBHOCTI BUKOPUCTAHHS HOBOTO Ipernapary TipOKOPTH30HY aleraTy,
cynosutopii, 90 Mr, siKi BBOJIATH 3a JIOMOMOTOI0 arulikatopa [yt cyno3utopiie Sephure® oxauH i 1Ba pazu
Ha JIeHb, y NMAIIEHTIB 3 BUPA3KOBUM KOJIITOM IpsiMoi kumkuny», CHS1221, Bepcis 1.5 Big 03 arotoro 2020

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpaina»

CrnoHncop, kpaiHa

Cristcot HCA LLC («Kpictkot Eitu-Ci-Eit En-En-Ci»), USA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

Ouaekcanap KOMAPIIA




JonaTox Ne 49

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Jluct-nosiciennst Bix 28 xoBTHS 2020 poky aHrmiicbkor MoBow0 10 mporokony MK-3475-992; 3
iHkopniopoBanoro nomnpaskoto 01 Bixg 30 Gepesns 2020 poxy; MK-3475-992 01 KepiBHHITBO 3 Bi3UTIB
quig nanienta Bapiant 1: Hucnnatus ykpaincbkoro MoBoto uis Ykpainu Bin 30 Gepesns 2020 p.; MK-
3475-992 01 KepiBHunTBO 3 Bi3uTIB I mnamieHTa BapianT 1: [{ucruratiH poCiCBKOI0 MOBOO JUIS
VYkpainu Big 30 6epesns 2020 p.; MK-3475-992 01 KepiBHUITBO 3 Bi3UTIB AJis Haimienta Bapiant 2: 5-
FU + MMC ykpaincekoro MoBoro it Ykpainu Big 30 6epesnst 2020 p.; MK-3475-992 01 KepiBHunrso
3 Bi3uTiB Ans manieHTta Bapiant 2: 5-FU + MMC pociiicekoro moBoto s Ykpainu Big 30 Gepesns
2020 p.; MK-3475-992 01 KepiBHuurBo 3 Bi3uTiB /I manieHTa BapianT 3: ['emuunTabin yKpaiHCHKOIO
MoBoro it Ykpainm Bin 30 Oepesns 2020 p.; MK-3475-992 01 KepiBHMUTBO 3 BI3HUTIB JUIS
nanieHTa_BapianT 3: I'emuTaOin pociiicbkoro MoBoro uist Ykpainu Big 30 6epesns 2020 p.; 3miHa Ha3BU
MICIIsl TPOBEJCHHS KIIHIYHOTO BUIPOOYBaHHS:

byno Crano
3aB. Big. JIuteuu 1.B. 3aB. BiI., JIursuH 1.B.
KomyHnansHuit 3aKian «Kniniynuit | KomyHanbHe  mianpuemMcTBo  «J{HIMpOBCHKUMN
OHKOJIOTTYHUM JucraHcep» JIHIMPONETPOBCHKOI | 00JaCHUI KIIHIYHUM OHKOJIOTIYHUHN JHCIIaHCEp»
obnmacHOl panu, BIAAUICHHS XiMmioTeparii, M. | JIHITpONeTpoBChKOL obmacHo1 pann»,
JHinpo OHKOX1MIOTepaneBTUYHEe BiJIlJIeHHs, M. JIHinpo
3MiHa Ha3BM Ta aJpecy MICIS MPOBEJACHHS KJIIHIYHOTO BUMPOOYBaHHS:

BYJIO CTAJIO
roi. nikap Kpynsko C.1L rod. jikap Kpyneko C.1.
ToBapucTBO 3 0OMEKEHOIO BIAMOBIJAIBHICTIO | MeAMYHUI IEHTP TOBApUCTBA 3 OOMEXKEHOIO
«YKpalHCBKHI LEHTP TOMOTEpanii», | BIAMOBIAAIBHICTIO «YKpalHCBKUI LIEHTP
BITUIEHHS XiMioTepariii, M. KponuBHHUIIBKHUH, | TOMOTeparmii», BlJUTIIEHHS ximioreparii,
Byn. SntuHCcKa | M. KponuBHuubknui, Byi. fAntuacka 5-A




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

Ne 1143 Bix 15.05.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBaHe, TOJBiliHE ciine, IUIaNe00-KOHTPOIbOBaHE KiiHIYHE mochimkeHHs Il dasm s
BHBYCHHS €(EKTHUBHOCTI Ta Oe3reuHocTi nmemopoiizymady (MK-3475) y komOiHarii 3 XiMiompOMEHEBOIO
tepaniero (XIIT) y mopiBHAHHI jume 3 ximionpomeneBoro Tepamietro (XIIT) B ydacHUKIB 3 M’S130BO-
iHBa3uBHUM pakoM cedoBoro mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992, 3 iHKOpHIOpOBaHOIO
nonpaBkoro 01 Bix 30 6epesns 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMexeHo0 BianoBiganbHicTIO «MCJl YKpainay

Cnoncop, kpaiHa

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

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

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




Homarok Ne 50

110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
01.04.2021 Ne 614

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoBeHUHN TPOTOKOJ KiIiHIYHOTO AociimkeHHs 04, Bepcis 1 Bixg 17 rpyaus 2020p., aHTTiHCBKOI0 MOBOIO;
3MiHa Ha3BU MPOTOKOJY KIIHIYHOTO AOCIHIHKEHHS:
byno

Craio

Binkpure pangoMmizoBaHe HOCHiKeHHA 2 (asH,
110 TMPOBOAUTHCA 3 METOK MOPIBHSIHHS Teparii
SAR439859 1 eHmokpuMHHOI  MOHOTEparii,
BUOpaHOi JiKapeM, y TAalli€HTIB 3 €CTPOreH-
peLenTOp-IO3UTUBHUM, HER2-neratuBHuM
MICIIEBOMIOLIUPEHUM ab0 METacCTaTUYHUM PaKOM
MOJIOYHOI 3aJI03H, SKi paHime OTPUMYBAIU
TOPMOHAJIbHY TEpaIlio

Binkpure panmomizoBaHe nociipkeHHs 2 ¢asmy,
IO TMPOBOAMTHCS 3  METOK  TOPIBHSIHHSA
npenapaty — amueHectpant  (SAR439859) i
€HJIOKpUHHOI MOHOTeparii, BUOpaHOi JiKapeMm, y
NAIi€HTIB 3 €CTPOTeH-PElenTOP-TIO3UTUBHIM,
HER2-neratuBHUM  MICLIEBOIIOIIMPEHUM 200
METACTAaTUYHUM PAaKOM MOJIOYHOI 3aJI03H, SIKi
paHillie OTPUMYBAIM TOPMOHAIIbHY TEPaIiio;

BroiroueHHsT Ha3BU JOCHIKYBAHOTO JIKApChbKOTO 3aco0y — amileHecTpanT (amcenestrant); OcHoBHa
iHpopmamis mpo mociimkeHHs 1 Qopma iHpopmoBanoi 3romm, Bepcis 7 Bim 18 rpymus 2020p.,
aHricbko0 MoBoto; [Hpopmania ans namienTta i popma iHGopMoBaHOi 3roau, Bepcis i Ykpainu NeS
Big 12 ciuns 2021 p. (Ha ocHOBi OcHOBHOI iH(OpMarii mpo mociipkeHHs 1 Gopmu iHPOPMOBaHOI 3roy,
Bepcis 7 Bin 18 rpynus 2020p.) aHrmilichKoOr0, YKpaiHChKOK Ta pociiickkoro MoBamu; dopma 3roau Ha
MOJTANIBIIIE CIIOCTEPEKEHHS 3a BariTHICTIO U apTHEpKH, Bepcis 2 Bix 18 rpynus 2020p., aHTmiiichKor0
MoBolo; [H(opmarlig /Ui BariTHOI MapTHEPKU NalieHTa Ta ¢opMma iHGOPMOBAHOI 3roJu Ha IMOJAJbIIE
crioctepexenHs, Bepcis aast Ykpainu Ne2 Bix 13 ciunst 2021 p. (Ha ocHoBi @opmu 3ro[u Ha MOAANBIIE
CIIOCTEPEKEHHsI 3a BariTHICTIO JJsi mapTHepku, Bepcis 2 Bix 18 rpymus 2020p.), anrmiiicekoro Ta
yYKpaiHChbKOIO MoBaMH; [Hpopmaris as BariTHOT MapTHEPKH MAIliEHTa - yYaCHUKA JAOCIIKEHHS 1 popma
iHpOpMOBaHOi 3rou Ha MOAAJbBIIE CIIOCTEPEKEHH, Bepcis it Ykpainu Ne2 Bin 13 ciuns 2021 p. (Ha
ocHOBI @OpMH 3roAM Ha TOAAJBINE CIIOCTEPEKEHHS 3a BaTiTHICTIO JUIsI TapTHEpKH, Bepcis 2 Bix 18
rpyans 2020p.), pociiicbkoro MOBOIO




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

Ne 568 Bix 27.02.2020

HasBa kj1iHI9HOTO
BHITPOOYBaHHSI, KO/,
Bepcis Ta Jara

«Bigkpure paHAOMi30BaHE IOCIHIKCHHS 2 (a3u, M0 MPOBOJUTHCS 3 METOK TOPIBHSHHS Tepamil
SAR439859 1 eHmokpuHHOI MOHOTEparii, BHOpaHOi JiKapeM, y TAaIll€eHTIB 3 €CTPOreH-pelenTop-
no3utuBHUM, HER2-HeratuBHIM MicIieBONOIIMPEHNM 200 METACTaTUYHUM PAKOM MOJIOYHOI 3aJI03H, AKi
paHile oTpUuMyBaIu TopMOHaNIBHY Tepamito», ACT16105, mpotokoin 03, Bepcis 1 Bix 30 yepBus 2020p.

3asBHUK, KpaiHa

TOB «Canodi-ABenTic Ykpaina»

CnoHcop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABenTic pemiepin e aeBenonMan, OpaHiris)

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

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




JonaTox Ne 51

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

InenTudikanis cyrreBoi
HOTIPaBKU

OnoBieHuid mpoToKoI KiiHiYHOTO BUnpoOyBanHs MK-3475-859 3 inkoprnopoBaHoto nomnpaBkoro 03 Bix
11 ciuyas 2021 poxy, aHTriHCbKOI MOBOIO; [Hopmariss Ta JOKYMEHT Npo iH(GOPMOBAHY 3Toay s
narienra, Ykpaina, MK-3475-859, Bepcist 09 Big 29 ciunsg 2021 poky, ykpaiHCbKOI0 MOBO0O; [H(opMmarris
Ta JIOKYMEHT Mpo iHdopMOBaHy 3rofy uid mamieHta, Ykpaina, MK-3475-859, Bepcis 09 Bix 29 ciuns
2021 poky, pociiickkoro MOBOM; I[HpoOpMaIiiiHUi JTUCTOK 1 JOKyMEHT mpo iH(GOpPMOBaHy 3roay Ha
MaiiOyTHe OloMmenuuHe nociimkenHs, Ykpaina, MK-3475-859, sepcis 02 Big 03 Gepesns 2021 poky,
YKpaiHChKOI MOBOIO; [HGOpMaIiiHui JIMCTOK 1 JMOKyMEHT Tpo iH(OPMOBaHYy 3rojy Ha MalOyTHE
O0loMenuuHe nociuikeHHs, Ykpaina, MK-3475-859, Bepcis 02 Big 29 ciuna 2021 poky, pociiicbKoro
MOBOIO

Howmep ta nata Hakazy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 9 Bin 02.01.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBaHe, TOj/BIWHE ciine KIiHIYHE AochikeHHs (a3zu 3 memOponizymady (MK-3475) y
KOMOIHaIlii 3 XiMioTepali€ro y MOpiBHAHHI 3 Mmianebo y koMOiHalii 3 XiMioTeparni€eo B SIKOCTI JIIKyBaHHS
nepmioi miHil y mamiedtiB 3 HER2-neratuBHOMO, momepenHbO HETIKOBaHOIO, HEONepadOelbHOK abo
METacTaTUYHOI aJICHOKapIHOMO IUTYHKY abo ractpoesodareanbHoro 3’enHanus (KEYNOTE-859)y,
MK-3475-859, 3 inkopnopoBanoto nonpaskoro 02 Big 12 rpyaas 2019 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoto BianoBinaibHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

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

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 52

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa locninnuka Bepcis 15.0 Bix 05 mrotoro 2021

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 662 Bin 16.03.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«JlomaTkoBe IOCHIKCHHSI IS OIIHKH JOBTOCTPOKOBHMIX pE3YJIBTATIB JIIKYBaHHS TMAIliE€HTIB, SKi
OTPUMYBAIX JIIKYBaHHs BiJl peTHHONATIi HeAoHOmeHuXx y mociimkenHi 20090», No. BAY 86-5321 /
20275, Bepcia 2.0 Bix 27 snucromana 2019 poky 3 iHTerpoBaHoo Ilompaskoro 1 Bim 27 nmcromnana

2019 poky

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

CrnoHcop, kpaina

baiiep AT', Himeuunna

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS

Ouaexkcanap KOMAPIIA




JonaTox Ne 53

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa BIAIOBIAAIBLHOTO JOCTITHUKA:

bYJIO

CTAJIO

I.M.H., Ipod. ‘HOHOBCBKa T.M.\

HepxaBHa ycTaHoBa  «lHCTUTYT MeaHYHOL
paniozorii ta onkomorii im. C.II. I'purop’esa
HamionaneHoi — akazmemii  MEOUYHUX — HayK
Ykpaiau», BiAIIICHHS KITIHIYHOI OHKOJIOTIT 1
remaroJorii, M. XapkiB

nikap, ['ony6eBa JI.B.

JepxaBHa  ycraHoBa  «IHCTUTYT  MEIUYHOI
pamionorii Ta onkonorii im. C.II. I'purop’esa
HamionaneHoi akajgemii MeIMYHUX HayK YKpaiHu»,
BIAIIJIEHHS KIIHIYHOI OHKOJOril 1 I'eMaToJIOrii,
M. XapkiB

3MiHa KOHTaKTHOI 0ocoou CrioHcopa KITHIYHOTO BUIPOOYBAaHHS Ta KOHTAKTHOI 1H(OpMallii:

byno

Cramno

I1.1.b. konraktHOi ocoou: Olya Wright,
Konraktauit Tenedon: 001 561-569-7857,

®akc: 001 617 349 0707,

Anpeca €JIEKTPOHHOI HOLLITH:
owright@epizyme.com

I1.1.6. xoHtakTHOI oco6u: Christinne Villanueva,
MS

Konrakthuit renedon: 001 617 797 9092,
daxkc: 001 617 349 0707,

Anpeca €JIEKTPOHHOI MOIITH:

cvillanueva@epizyme.com

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2333 Bix 25.11.2019




Ha3ssa xiiniuyHoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«/lomatkoBe mocmipkeHHs Tpenapary Ta3zeMeTocTaT y Malli€HTIB, SSKUX OyJIO MepeBe/IeHO 13 OCHOBHOTO
nocnimkennss (TRuUST): Bimkpute momatkoBe mepeximHe mocnimkenHs», EZH-501, mompaBka 4.0 Binx
18 moToro 2020 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0GMEKEHOI0 BianosinanbHicTio «MEJITTENC

YKPATHA»

Cnoncop, kpaina

Enizum, [ak., CHIA (Epizyme, Inc., USA)

CynyTHi
MaTepianu/mpenapari
CYIYTHBOI Teparii

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




JonaTox Ne 54

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii npotokos 3 ITompakoro 2 Bix 15.12.2020 p.; 3miHa Ha3BH Miclisl IPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS!

byno Crano
reH. nupekrop 3inpoeponar .M. reH. aupektop 3imsoeponar .M.
Komynansuuit 3axnan KuiBcbkoi o0macHoi paau | KomyHanbhe HEKOMeEpIIiifHe I AMPUEMCTBO
«ObnacHe ncuxiaTpuaHO-HapKoyoriyHe Meauune | KuiBcpkoi o0mnacHoi paau «ObnacHe
00’ eHaHHAY, YosoBide BigaiaeHHsS Nel(, )xiHOYE | ICUXiaTPUYHO-HAPKOJIOTIYHE MEIUYHE
Bignimenusa Ne2, KuiBceka o0macTe, cMT. I'lieBaxa | 00'equanusgy, gonoside BimmimeHHs NelO, »xiHoue
Bigminenas Ne 2, KuiBcbka 00i1., cMT. I'teBaxa

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

Ne 2006 Bix 02.10.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpute, 3 OJHUM PYKaBOM JIIKYBaHHS MOJOBXEHHS MOJABIHHOTO CIINOro, paHJ0MI30BaHOTO, aKTHBHO
KOHTPOJbOBAHOTO, B TMapaliebHUX TpyNax KIHIYHOTO JOCHIMHKCHHS MaliNepuioHy MNaibMiTaTy
mectumicsiaHoi  aiiy, R092670PSY3016, COVID-19 [Homaroxk o mnportokony (IlompaBka 1) Bix
23.04.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 55

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

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnienuit mpotokon kiiHiyHOTrO ButipoOyBanHs: I8F-MC-GPGN 3 iHKopropoBaHO0 MOMPaBKOIO (C) Bif
12 mucromana 2020 poky, aHTIIHCHKOIO MOBOW; [HopMmaris mjis mamieHta gAociipkeHHs ta Dopma
[npopmoBanoi 3roam [Is ydacTi y JAOCHIDKEHHI A BUKOPUCTaHHA B YKpaiHi, Bepcis Ne 3.0
ykpaincpkoro MoBoto Bix 02 rpymas 2020 poky; Indopmamis ans mamieHta mochimkeHHs Ta Dopma
[ndopmoBanoi 3roau A ydacTi y HOCHIKEHH] AJsi BUKOPUCTaHHs B YKpaiHi, Bepcist Ne 3.0 pociiicbkoro
MoBoto Bix 04 Oepesnst 2021 poky; HomnoBueHHs (7) 10 mMpOTOKOMY KiiHIYHOTO AocmimxkenHs 18F-MC-
GPGN Bix 15 rpyaus 2020 poky, anriilicbkkoro MoBow; [Hdopmariis ans maiieHTa JOCHIIKEHHS Ta
®dopma [HpopMOBaHOT 3ro U Ha YIaCTh Y IOAATKOBOMY JIOCIII/KCHHI 110 A1a0eTUYHIN peTHHOIATIT, BEpCis
Nel.0 ykpaincbkoro MoBoro Bif 04 ciunsg 2021 poky; [Hpopmaris ans mamieHTa gocmipkeHHs Ta Popma
[HpopmoBaHOi 3ronu Ha yyacTh y J10AaTKOBOMY JOCIIIKEHHI 1O AlabeTuuHii petnHonarii, Bepcis Nel.O
pociiicekoro MoBoro Bifg 04 ciuns 2021 poky; Indopmamis s mamieHTa aociuipkeHHs Ta Popma
IadopmoBanoi 3romu ans 3abe3neyeHHs Oe3nepepBHOI ydacTi namieHTiB y gociimkenHi 18F-MC-GPGN
nig yac nagaemii COVID-19, Bepcis 1.0 ykpaincbkoro MoBoto Bif 18 mrotoro 2021 poky; Indopmartis mis
namieHTa gocnipkeHHs ta ®opma [ndopmoBanoi 3roau 11 3a0e3neueH s Oe3nepepBHOI y4acTi Malie€HTIB
y nocmijkenHi I8F-MC-GPGN mnin uvac mangemii COVID-19, Bepcis 1.0 pociiicbkoro MOBOIO Bij
18 moTtoro 2021 poky

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 700 Binx 24.03.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«JlocnipkeHHsa BIUIMBY mpenapaTy Tip3enaTii B MOPIBHSHHI 3 mpemapaToM [lynmarmyTuj Ha poO3BUTOK
3HaYHUX HECTPHUATIMBUX CEPLEBO-CYIMHHUX TMOJIA Yy TMAali€HTIB 3 LYKPOBUM Jia0eToM 2 THITY
(SURPASS-CVOT)», IBF-MC-GPGN, 3 inkoprniopoBanoto nonpaskoro (b) Bix 01 tpasust 2020 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Boctok CAy, [lBeitapis




CrnoHcop, kpaina Eni Jlinmi enn Kommnani, CILIA / Eli Lilly and Company, USA

CynytHi —
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS] Ouaekcanap KOMAPIIA




JlonaTox Ne 56

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S

VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Onosnenuii [IpoTOKO KIIHIYHOTO JOCIHIKEHHS, Ko mocmimkenns: Z-S02, Bepcis Ne 4 Big 15.03.2021
p.; OnoBnena Iudopmamis a1t HOOPOBONBLA, IO MPHWMAE y4acTh Yy KIIHIYHOMY JOCHIDKEHHI, Ta
[ndpopmoBana 3roga ykpaiHCHKOI MOBOIO, Koa mocmikeHHs: Z-S02, Bepcis Ne 4 Big 15.03.2021 p.;
OnoBnena Iadopmartis s AOOPOBOJIBIL, MO0 MPUUMAE YYacTh Yy KIIHIYHOMY JOCIHIKEHHI, Ta
IndopmoBana 3roja poCiichbKOO MOBOIO, Koa aociimkeHHs: Z-S02, Bepcigs Ne 4 Big 15.03.2021 p.;
Omnosiiena lauBinyansHa peecrpariiitia popma, koa gociimpkenns: Z-S02, Bepcis Ne 4 Bix 15.03.2021 p.;
Omnosnenuit Cunorncuc [IpoTokony KIiHIYHOTO AOCTIIKEHHS, KoA BunpooyBanus: Z-S02, sepcis Ne 4 Bif
15.03.2021 p.; 3miHa Ha3BU AOCIIIKYBaHOTO JIKApChKOTO 3aco0y: Oyno — [0yHOpM yibTpakam, Karcyiu
M’ski o 400 wmr, crano — I0ynpoden-310poB’s ynbrpakan, kancyiau M’ski o 400 mr.; TlogoskeHHS
TEPMIHY MPUIATHOCTI JOCIIHKYBAaHOTO JIIKAPChKOro 3aco0y I0yHOopM ynbTpakan, kancynu m’ski mo 400
Mr, 3 30 1o 36 micsauiB; OnoBnenuii po3ait 3.2.P.8 «CTabinbHICTE» AOCKE TOCTIIHKYBAHOTO JIKAPCHKOTO
3aco0y I6yHopm ynbTpakan, kancyau wm’ski mo 400 wmr, xox 114/CT/24/18/UA, Bepcis 08/2020;
OHOBJeHMH TEKCT MapKyBaHHS NEpBUHHOI ynakoBku (Ojicrep) Uil KIIIHIYHUX BHIPOOYBaHb
JIOCITIKYBAHOTO JIIKapchKoro 3aco0y I0yHopm ynbTpakan, kancynu M siki mo 400 mr, Bepcis 08/2020;
OHoBIIeHUH 3pa30K €TUKETKH Ui KITHIYHUX JOCHIDKEHb JOCIIHKYBAHOTO JIKapchKOro 3aco0y IoyHopm
yIbTpakar, Kancyiau m’sxi o 400 mr, Bepcist 08/2020.

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 296 Bin 11.02.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«KiHiuHe 1ociiKeHHS 3 OLIHKU 010€KBIBaJIEHTHOCTI IpenapaTiB [OyHOpPM yibTpakar, Karcyau M’siKi 1o
400 mr (Bupobnuk TOB “dapmaneBTuunHa KommaHis «310poB's», Ykpaina) Ta Ansin Yastpa dopre,
kancynmu M’ski mo 400 mr (BupoOuuk Pfizer Consumer Manufacturing ltaly S.r.l., Olaszorszag) y
3JI0pOBHX T0OPOBOJIBIIB MPU OHOPA30BOMY NpHiiomin, Z-S02, Bepcis nporokoy Ne 2 Big 10.12.2019

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiANOBiAaIbHICTIO «PapMarieBTHYHA KOMIaHist «370poB's», YKpaiHa




CrnoHcop, kpaina ToBapucTBO 3 00MEKEHOIO BiAMOBITABbHICTIO «DapMalieBTHUHA KOMITaHis «310poB's», YKpaiHa

CynytHi —
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS] Ouaekcanap KOMAPIIA




JonaTok Ne 57

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHUX 3aC001B

Ta 3aTBEPAKEHHSI CYTTEBUX MONPABOK»
01.04.2021 Ne 614

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnienu#t mpoTokoia kiiHiuHoro BunpodyBanHs GLPG3667-CL-112, dinansHa Bepcis 3.00 (ITompaBka
2), Bim 25 ciuns 2021 poky, aHTIiHCBKOIO MOBOIO; bpomrypa mocmigauka mis npemnapaty GLPG3667,
¢inanpHe BunanHs 3 Bix 24 rpyass 2020 poky, aHTTIHCHKOI MOBOIO

Howmep ta nata nakazy Ne 516 Bin 22.03.2021

MO3 11010 3aTBEpIKEHHS

KIIIHIYHOTO BUITPOOYBaHHS

HazsBa xiniHiyHOTO «PangomMizoBaHe, mOjABIHHE ciine, IUIane00-KOHTPOJbOBAHE JOCHIDKEHHS I OIlIHKH Oe3IeKH,

BUIIPOOYBaHHsI, KOJ, BepCis
Ta jaTa

neperocumocti Ta edekruBHOCTi Tpernapary GLPG3667 y marieHTiB 3 OJIAIIKONOIIOHNM TICOpia3oM
CEepeIHbOro Ta TSHKKOTOo cryneHio», GLPG3667-CL-112, ¢pinansaa Bepcis 2.00 Big 29 BepecHs 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CrnoHcop, kpaina

lNamamaroc HB/ Galapagos NV, Belgium

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




