HonaTtok Ne 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
01.04.2021 Ne 614

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PaHioMi30BaHe, TIO/BikHe clile, TUIA[e00-KOHTPO/ILOBAaHe, OaraToOIleHTPOBe [OC/Ii/PKEHHS 3 METOH0
TIOPiBHSIHHS e(peKTUBHOCTI Ta Oe3reyHocTi KOMOIHOBaHOTO 3acTOCYBaHHs OyziecoHiny 4 Mr y HOBiM ¢opmi
CyTO3WTOpiiB i3 Mecana3svHOM /i T[epopajbHOrO TpUMOMY Ta MOHOTeparnii MecanasuHOM  [i/ist
MepopajbHOr0 NMPUMOMY y MAaLi€HTIB i3 TOCTPUM BHUPA3KOBUM KOJITOM», Kog mocaifpkeHHs BUS-5/UCA,
(inanbHa Bepcisi 2.0 Big 10 ceprnsi 2020 poky

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXeHO0 BifnosiganeHicTI0 «OCT YKPATHA»

CrioHCOp, KpaiHa

[p. ®anbk Papma I'M6X, Himeuunna (Dr. Falk Pharma GmbH, Germany)

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

byneconizn; (byaeHodansk®); CAS-51333-22; 6yaeconin; cymo3uropii; 4 mr; [p. ®ansk d®opma 'M6X,
HimeuunHa;

[Tnaue6o go Bygeconig (BygeHodansk®), cyno3uropii; Jp. Panek ®opma I'm6X, HiMeuurHa

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Biza. Xomacenko O.M.
KomyHanpHe mianpuemMcTBo «/IHimporeTpoBcbka o6jacHa KiiHiuHa fikapHs im. LI MeuHuKoBa»
[THinporeTpoBchbKoi 00/1acHOT paiu», Bifi[i/IeHHsI TaCTPOEHTEPOJIOTii Ta rernaroJiorii, M. JJHinpo

2) k.M.H. Konecnuk LIT.

KomyHansHe HekomepLiitiHe miAnpreMcTBO «MicbKa JliKapHs eKCTPeHOI Ta LIBUAKOI MeJUYHOI J10MOMOTH»
3anopi3bKoi MiCbKOI pagu, XipypriuHe BiazaiieHHs 3 neHtpoMm IIKK, m. 3anopixoks

3) A.M.H., ipod. Topodeer A.E.
0OMeKeHOr0

ToBapuctBo 3 Bi/ITIOBI/Ja/IbHICTIO «YKpaiHCbKO-HIMeLIbKUi  TIPOTUBUPA3KOBUM
racTpoeHTeposioriunmii 1eHtp «BIK-KUIBy, meguunuii nentp, M. Kuis

4) K.M.H. Ostitinuk O.1.

KomyHaneHe HekoMmepLiiHe mianpueMcTtBO «Micbka sikapHsi Ne6» 3aropispkoi MiCbKOi  pajw,

racTPOEeHTEPOJIOTiUHE BiJiIi/IeHHS], M. 3alOPiXOKs

5) nikap FOpkiB A.€.

KomyHasibHe HeKoMepIjitiHe migrnpueMcTBo «OecbKa ob1acHa KiiHiuHa JiikapHsi» OjecbKoi 061acHol pajw,
TO/IiK/TiHIYHe BiggiieHHs, M. Ofeca

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

KomyHasibHe HeKoMepiiiiHe mifnpuemMcTBo «Micbka KiiHiuHa jikapHs Ne2 imeni mpod. O.O.IllanimMoBa»




XapKiBCBKOI MiCbKOi pajik, MPOKTOJIOTiYHE BiJi/li/IeHHs], M. XapKiB

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

KomyHa/ibHe HeKoMepiiiiiHe mignpueMcTBo «O6sacHa KiiHiuHa sikapHsa iM. O.®D. T'epbaueBCHKOro»
JKutomupcrKoi 06/1acHOI pajiy, racCTpOeHTepoJIoriuHe BifaiseHHs, M. YKUToMup

8) k.M.H. [TorboHKiH €.1.

Meauunmii 1ieHTp TOB «IIALIEHTP», racTpoeHTeposioriuHe Bi/jfiieHHs], M. 3ariOpiKs

9) k.m.H. TomamkeBuu I'.1.

[TpuBaTHe Mase MmiJIPUEMCTBO, MeJUUHUI LieHTp «Ilyabc», TepaneBTHUHe BiAfineHHs, M. BiHHuULs

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

KomyHasibHe HeKOMepIjifiHe TiANpreMcTBO «BiHHUIPKA o0siacHa KiiHiuHa fikapHsi im. M.I. TTuporoma
Binauipkoi 06macHOi paguw», o0macHUM Crielfiami3oBaHW K/TiHIYHMKA TaCTPOEHTEPOJIOTIUHUM LIeHTp,
M. BiHHUILIS

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

Canodansk®; Salofalk®; CAS: 89-57-6; Mecana3uH; rpaHy/d TaCTPOPE3UCTEHTHI MPOJIOHTOBaHOI Ail; 3 T;
Ip. ®ansk Popma 'M6X, HimeuurHa

CymnyTHi
Marepianu/rperiapatv
CyMyTHBOI Tepariii

KommaHisi, sika fi€ 3a [JOBipeHiCTIO, sIKy HaZlaB CIIOHCOP UM 3assBHUK Ha BBe3eHHS JOCIi/PKyBaHUX
niKapchbKux 3aco6iB Ta cynyTHix MaTepianiB: TOB « ABIHEKC YKP»;

CrepunbHi 1abopatopHi Habopu jjis Bisury 0;

CrepunbHi 1aboparopHi Habopu 1151 B1 Ta B6;

CrepwuibHi 1abopaTopHi Habopu i B2 Ta B4;

CrepunbHi 1aboparopHi Habopu 115t B3 Ta B5;

Hab6opu Calex Cap;

Konretinepu a5 3a60py ceui;

[Tpo6ipku a5 3a60py ceui 10 mi;

TecTn Ha BariTHICTh Ha BU3HAUeHHs XOPiOHIUHOro roHagoTporniny B ceui (HCG urine pregnancy tests);
TecT-cmy»xku ajis ceui (Combur9 urine dipsticks);

[ITatvBu Asist mpoO6ipoK Ayist BU3HauUeHHs MBUAKOCTI ocizanHs eputpouuTiB (ESR rack for S-Sedivette®);
AnroMiHi€Bi SIUKA 3 TIHOIIACTOM 3 6-Ma 0X0/0/KyrounMu rakeramu (Styrofoam boxes ThermoPlus 10
incl. 6 cooling bags);

TepMoOOKcH Jjis BiiTIpaBKH 3pa3KiB 3 KBiTHs 110 BepeceHb (Thermobox Eco Cool);

Tepmobokcu  asist BiampaBKuM — 3pa3kiB 3 JkOBTHA 1o Oepesenr  (DHL ~ Overpack);
PekBisnTHi (hopmu /17151 TpaHCIIOPTYBaHHS 3pa3KiB MMPU KIMHATHIM TeMIiepaTypi Ta 0X0JIO/KeHUX 3pa3KiB;
[HCTpyYKUii A/19 NiATOTOBKY 3pasKiB /11 BUBO3Y;

3asiBKU JJist 3aMOBJIEHHS nabopaTopHUX HabopiB
Kabesi S-video, RCA and BNC Ta nipucTpiii Ay 00pobku Bifie0300pa’keHHsI 3 eHI0CKOTIa;

[MpucTpoi 15 3axorieHHs: 300pakeHHst 3 USB kabesiem /17151 3’€iHaHHS 3 HOYTOYKOM;

HoyTOyku fj1si 3anMcy eH/I0CKOMiuHUX 300pakeHb, MepeKeBi afanTepH, IIHYPH >KUBJIEHHs 10 HOYTOyKa,




| | (bremKu-HaKONMUyBaui, TeCTOBi CTOPiHKU

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
01.04.2021 Ne 614

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«PaHziomi3zoBaHe, Mo/BiliHe Crlire, M1ale00-KOHTPO/IbOBaHe AOC/I/PKEHHS [Jis OI[iHKK e(heKTHUBHOCTI Ta
6e3reyHocTi Hemomi3yma0y (CD14152) y maifieHTiB 3 aTOMiyHUM ZiepMaTUTOM Bifl TIOMipDHOTO /10 Ba)KKOTO
CTyNeHs1 TSKKOCTI», Kog mociigpkeHHs RD.06.SPR.118169, nmonpaBka 05 aas Ykpainu Big 09 mrororo
2021p. no mporokony RD.06.SPR.118169, Bepcis 6.0 ans Ykpainu Big 09 mroTtoro 2021p.

3asgBHUK, KpaiHa

TOB «IHC Pecepu YkpaiHa»

CrioHCOp, KpaiHa

langepma C.A., llBeliniapis

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

Hemonizyma6 (CD14152) 30 wmr (CD14152; CD14152/CIM331; pekoM0OiHaHTHe TyMaHi30BaHe
MOHOKJIOHa/IbHe aHTHUTL/IO, 10 PO3Mi3Ha€, O/IOKye 3B’s3yBaHHS 3 perienTopoM iHTepsedikidny IL-31); 1
TiorepeIHbO 3alIOBHEHWM OJHOPA30BHI ABOKAMEPHHH IIIPHII, 1[0 MicTUTh 30 Mr HeMostizymady (CD14152)
y BUIIsAAL /io(isi30BaHOr0 MOPOLLIKY [/ IPUrOTYBaHHS po3urHy s iH’ekuiii; 30 mr; Nuvisan France
SARL, ®paniis; Vetter Pharma-Fertigung GmbH & Co. KG (Langenargen Manufacturing Plant),
Himeuunna; 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), HimeuunHa; Catalent Germany Schorndorf
GmbH, Himeuuwna; Chugai Pharma Manufacturing Co., Ltd. (Kiyohara-Kogyodanchi), fnonisi; Chugai
Pharma Manufacturing Co., Ltd. (Ukima), fnoHis;

[Tnaiie6o go Hemomizymab (CD14152) 30 mr, 1 momepegHbO 3ariOBHEHHM OJHOPA30BHM TBOKaMePHHIM
mmputl, 1o wmictuth 30 Mr Hemonizymady (CD14152) y Burasgi miodini3oBaHOTO TIOPOIIKY ISt
TIPUTOTYBaHHs po3uuHy A iH’ekuiid; Nuvisan France SARL, ®paHiiis; 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), Himeuuuna; Vetter Pharma-Fertigung GmbH & Co. KG (Helmut-Vetter-Strasse
Plant), Himeuunna; Catalent Germany Schorndorf GmbH, Himeuunta; Chugai Pharma Manufacturing Co.,
Ltd. (Kiyohara-Kogyodanchi), fimonisi; Chugai Pharma Manufacturing Co., Ltd. (Ukima), fnonis

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUINIPOOYBaHHs B YKpaiHi

1) K.M.H. Anekcanzapyk O./].

JIikyBa/IbHO-/1iaTHOCTUUHAM LIEHTP TOBAapUCTBa 3 OOMEXeHOW BiAnoBifgampHiCTIO «MeZeKkc TUTHoC»,
noikniHiyHe BiagineHHs, IBaHO-PpaHKIBCbKUM HallioHa/bHUN MeAWUYHUN YHiBepcuTeT, Kadezapa
JlepMaToJIoTil Ta BeHepoJioTii, M. IBaHO-PpaHKIBCHK




2) nikap Hopuenko JI.A.

KoMyHanbHe HeKoMepLiiliHe MiANpHUEMCTBO «XepCOHChbKAa MicbKa KiiHiuHa jikapHs im. A. i O. TpomniHux»
XepCOoHCBKOI MiCBKOI pajy, KOHCYJ/IbTaTUBHA MOJ1iK/IiHIKa Nel, M. XepcoH

3) A.M.H., ipod. droatoH A. /.

KomynanbHe mignpuemMcTBo «O6acHUN  IIKipHO-BEHEPOJIOTiUHUN — JucriaHcep»  JIHImporeTpoBCHKOi
obmacHOl pajuW, [JeHHWM crairfioHap, Jlep)kaBHuMM 3aKiaf, «[IHINpONeTpOBChKAa MeAWYHa aKaJeMis
MiHicTepcTBa 0XOpOHH 3/10pOB’sl YKpaiHu», Kadepa MIKipHUX Ta BeHEPUYHKX XBOp00O, M. [THirpo

4) p.M.H. Pesniuenko H.FO.

BiiicbkoBuii rocrmitasnb (BiticbkkoBa yacTuHa A3309) BiliICbKOBO-MeAMYHOIO KJIiHiUHOTO LieHTpy [liBgeHHOoro
perioHy, TeparneBTUUHe Bifi/lijieHHs (3 MasaTaMu JJis HEBPOJIOTiUHKX Ta iepMaTOBEHePO/IOTiYHUX XBOPUX),
M. 3aropixoKs

5) nikap JlutBuHeHKo b.B.

KomyHanbHe HekoMepLiiiHe mignpueMcTBO «KHiBcbKa MichbKa KiTiHiUHA LIKipHO-BEHEepOJIOTiuHa JIiKapHs»
BuikoHaBuoro oprany KuiBcbkoi Micbkoi paau (KuiBcbKoi MickKol Aep>kaBHOI agMiHicTpallii), mosik/iHika 3
KabiHeTamu criertianictis, M. KuiB

6) A.M.H., npod. AHgpaiiko FO.B.

JIikyBa/IbHO-/IilaTHOCTUYHUM LIEHTP TIPUBAaTHOTO IiJINPUEMCTBA «ACKJeMii», TMOMIK/IiHIUYHe BiAiseHHs,
M. YKrOpO[,

7) 3aB. Big. ['anarypuu O.M.

JIikyBanbHO-/1iarHOCTUYHUM LIeHTP MPUBATHOTO MiANPUEMCTBA «ACKJIeMiii», BilOKpeM/IeHN CTPYKTYpPHUI
nigpo3ain (Bigginenns) Nel, m. JIbBiB

8) n.M.H. MakypiHa I'.I.

HaBuasnbHO-HayKOBUI MeIUUHUM LIEHTP «YHiBepCUTeTChKa K/IiHiKa» 3anopi3bKoro /1ep’kKaBHOr0 MeINYHOIr0
yHiBepCUTeTY, BifJiiIeHHsI My/IbTUMO/Ia/IbHOI MaToJ/IO0Tii, 3aropi3bKui Jiep)KaBHUM MeIUYHUN YHiBEDPCUTET,
Kadezpa JepMaTOBeHepoJorii Ta KOCMeToJioril 3 KypcoM JepMaTOBeHepoJiorii i ecTeTUYHOI MeJULIMHU
@I10, M. 3anopixxKs

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

——

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hopatok Ne 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
01.04.2021 Ne 614

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«Bigkpute OaraTol|eHTpOBe JOCTiMKeHHs1 a3y 2, 10 TIPOBOJUTHCS B OAHIN TPYII, A/ OLiHIOBAaHHS
(hapMakoKiHeTUKH, Oe3rmeuHoCTi, TepeHOCUMOCTI Ta aHTHUMiKoOakTepialbHOI aKTMBHOCTI TperiapaTy
TMC207 y noegHaHHi i3 3acTocyBaHHsAM cynyTHiX niperiapatiB (CIT) mpotu Ty6epKy/ibo3y i3 MHOXXUHHOIO
nikapcekoro crivikictio (TB-MJIC) nipu nikyBaHHi AiTei i migaiTkiB Bikom Big 0 micsniB go < 18 pokiB i3
nmigTBep/pkeHUM  abo  HiMoBipHMM  JlereHeBuM Th-MJIC», «kop — mocnmimkenHs TMC207-C211,
iHKOpriopoBaHuii morpaBkoro 7, Bi 02 6epesnst 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHicto «AMK’FOBIA PIC YkpaiHa»

CrioHCOp, KpaiHa

Janssen-Cilag International NV, Belgium

[Tepenik gocmimKyBaHUX
MiKapChKUX 3acobiB
nikapcbka opMma,
JI03yBaHHSI, 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)); Tabsetka; 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

Bianosimansuuii (i)
JIOCJTIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUINIPOOYBaHHs B YKpaiHi

1) A.M.H., pod. binoropiesa O.1.
HepxaBHa ycraHoBa «HarjioHanbHuii iHCcTUTYT (QTU3iaTpii i mnysemoHosorii iM. @.I'. $IHOBChKOro
HarionanbHoi akazieMii MeJUUHUX HayK YKpaiHW», BiAjiseHHs: quTsyoi ¢pTusiatpii, M. Kuip

IIpemnapatu TIOpiBHSAHHS,
BHUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JUpeKkTopary

(apmaneBTHYHOT0 3a0e3meueHHs

Onekcanap KOMAPIJA




Hopatok Ne 4

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
01.04.2021 Ne 614

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«bBararolieHTpOBe, paH/I0Mi30BaHe, MOABiliHe cJiire, Mialeb0-KOHTPOJ/IbOBaHe, 3 Tapase/bHUMU TpyIaMu
JocripkeHHsT 3 a3y 3 BiJKPUTUM TMepiofioM TMPO/OBXKEHHS JiKyBaHHS [Jis OL[iHKA e(eKTUBHOCTI i
0e3MeyHOCTi MepopasbHOrO 3aCTOCYBaHHs pUIb3adpyTuHiOy (PRN1008) y mopociux Ta MiJjliTKiB 3
MepCUCTyI0U0r0 abo XpoHiuHO iMyHHOI TpombormroneHiero (ITII)», kox mocmimkenHs PRN1008-018,
21 ciyns 2021 p., Bepcis 1.2

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeKeHOI0 BifnosiganpHicTI0 «MEIIIEVIC YKPATHA»

CnoHcop, KpaiHa

«[Ipunumnis biogapma IHK.», CIIIA (Principia Biopharma Inc., USA)

[Tepesnik foC/imKyBaHUX
niKapcbKuX 3aco0iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

punb3abpyTuHi6 (Rilzabrutinib) (PRN1008; punp3abpytuni6 (Rilzabrutinib)); karinera; 400 mr; PCI Pharma
Services, Inc. (Biotec Services International Limited), Bemukobpuranisg; PCI Pharma Services, Inc.
(Millmount Healthcare Limited), Ipnangisi; Patheon Inc. (part of Thermo Fisher Scientific), Kanaga; PCI
Pharma Services, Inc. (AndersonBrecon Incorporated), CILIA; PCI Pharma Services, Inc. (AndersonBrecon
Incorporated), CILIA;

rnaie6o go puib3abpytuHi6 (Rilzabrutinib) (400 mr maniTy); Karutera; PCI Pharma Services, Inc. (Biotec
Services International Limited), Bemmko6puranis; PCI Pharma Services, Inc. (Millmount Healthcare
Limited), Ipsmanzis; Patheon Inc. (part of Thermo Fisher Scientific), Kanaga; PCI Pharma Services, Inc.
(AndersonBrecon Incorporated), CIITA; PCI Pharma Services, Inc. (AndersonBrecon Incorporated), CIITA

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTNIPOOYBaHHS B YKpaiHi

1) 3aB. LjleHTpOM YceHKo ['.B.

KomyHanbHe HekoMepLiliHe miAnpueMcTBo «MicbKa KiiHiuHa JikapHs Ned» [IHINPOBCBKOI MiCBKOI pajw,
MiCbKWI TemMaToJIOTiuHUM LIeHTp, M. [JHirpo

2) A.M.H., npod. Ky3bmina I'.I1.

KomyHanbHe migrnpueMcTBo «KpuBopi3bka MicbkKa KiiHiuHa JiikapHsi Ne2» KpuBOpi3bKOI MiCbKOI pajw,
TeparieBTUYHe BiAjineHHs, [lep)kaBHUM 3aknaf «/lHinponeTpoBcbKa MeAuuHa akazemis MinicTepcTBa
OXOPOHH 3/I0pOB'st YKpaiHu», Kade/ipa Tepariii, Kap/iosorii Ta cimeliHoi MeauiuHu, M. KpuBuii Pir

3) KepiBHUK LileHTpPy Muxanbcbka JI.B.

Kniniuna nikapusi «®eodanisi» [lep)KaBHOrO yIipaB/iHHSI CIIpaBaMH, LIeHTP TeMaToJiorii, ximioTeparil
remo6/1acTO3iB Ta MpoMeHeBoi Tepariii, M. KuiB

IIpemnapatu TIOpiBHSAHHS,
BHUPOOHMK Ta KpaiHa




CynyTHi TOB «Arenuisi «C.M.O.-Ykpaina», TOB «CMO-Jlorictuka», TOB «CMO-I'pyn YkpaiHa».
MaTepianu/ripernapaTu * CareFree Thermometer

CyIyTHBOI Teparil * 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

* esilekTpoHHI onutyBanbHUKK (ePRO tablets): Samsung Galaxy Tab A 8” (model no. SM-T387V).
* TEPMOMETPH [I7Is1 BUMipIOBaHHs TeMriepatypu Tisia (body thermometers)

* JabopaTopHi Habopu

* IPyKOBaHi Marepiaau

I'enepanbHuii AUpeKTOp /lUpeKkTopaTry
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
01.04.2021 Ne 614

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«[TpocnekTBHe, 0OaraTOI|EHTPOBE, JOBIOCTPOKOBE [JOC/TiMKEHHS 3 OI[iHKH Oe3rneku Ta e(heKTUBHOCTI
HemosmmizyMa0Oy (CD14152) y marjieHTiB 3 aTOMiuYHUM JepMaTUTOM Bi/l TTIOMiPHOTO /10 TSDKKOTO CTYTIEHS», KO
nocnipkenHs RD.06.SPR.118163, nomnpaBka 05 gnsa Ykpainu Big 09 mororo 2021 p. g0 TpOTOKOTY
RD.06.SPR.118163, Bepcis 6.0 anas Ykpainu Big 09 ymrotoro 2021 p.

3asgBHUK, KpaiHa

TOB «IHC Pecepu YkpaiHa»

CrioHCOp, KpaiHa

langepma C.A., llBeliniapis

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

Hemonizymab (CD14152) 30 mr (CD14152; Hemomizyma6); 1 moriepefHbO 3ariOBHEHMM OHOpa30BUH
JBOKaMepHUH mmmpwuil, 1m0 Mictutb 30 Mr Hemosnizymady (CD14152) y Burmsizgi /iodisi3oBaHOTO MOPOIIKY
J7IsT TIDUTOTYBaHHs po3uuHy A7s1 iH’ekiiii; 30 mr; Nuvisan France SARL, ®paniiisi; Vetter Pharma-
Fertigung GmbH & Co. KG (Langenargen Manufacturing Plant), HimeuurHa; Vetter Pharma-Fertigung
GmbH & Co. KG (Ravensburg Mooswiesen Plant), Himeuuuna; 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), fAnonisi; Chugai Pharma Manufacturing Co., Ltd.
(Ukima), AmnoHis;

[Tnarie6o mo Hemomizymab (CD14152) 30 mr, miodinizoBaHuid MOPOIIOK /il TIPUTOTYBAHHS PO3UUHY /IS
in’ekuini; Nuvisan France SARL, ®panuis; 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),
HimeuuriHa; Vetter Pharma-Fertigung GmbH & Co. KG (Helmut-Vetter-Strasse Plant), HimeuuuHa;
Catalent Germany Schorndorf GmbH, Himeuunna; Chugai Pharma Manufacturing Co., Ltd.( Kiyohara-
Kogyodanchi), fAAnonisi; Chugai Pharma Manufacturing Co., Ltd. (Ukima), fnoHis;

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) K.M.H. Anekcanzapyk O./].

JIikyBa/IbHO-/1iaTHOCTUUHAM LIEHTP TOBAapUCTBa 3 OOMEXeHOW BiAnoBigampHiCTIO «MeZeKkc TUTHoC»,
nolikniHiyHe BiagineHHs, IBaHO-PpaHKIBCbKUM HallioHa/lbHUN MeAWUYHUN YHiBepcuTeT, Kadezpa
JlepMaroJIorii Ta BeHepoJIorii, M. IBaHO-PpaHKiIBCbK

2) nikap Hopuenko JI.A.

KoMyHansHe HeKOMeplLiliHe MiJIPUEMCTBO «XepCOHChbKA MiCbKa KiiHiYyHa JiikapHs iM. A. i O. TponiHux»




XepCoHCBbKOI MiCBKOI pajy, KOHCYJ/IbTaTUBHA MOJ1iK/IiHIKa Nel, M. XepcoH

3) A.M.H., ipod. droatoH A. .

KomyHanbHe mignpuemcTBo «O6sacHUN  IIKipHO-BEHEPOJIOTiUHUN — JUcriaHcep»  JIHImporeTpoBCHKOi
obmacHOl paju, [JeHHWM crairfioHap, Jlep)kaBHuMM 3aKyiaf, «[IHINpONeTpOBChKAa MeAWUYHA aKaJeMis
MiHicTepcTBa 0XOpOHH 3/10pOB’sl YKpaiHu», Kadepa MIKipHUX Ta BeHEPUYHUX XBOp00O, M. [THirpo

4) p.M.H. Pesniuenko H.FO.

BiiicbkoBuii rocrmitasnb (BiticbkkoBa yacTuHa A3309) BiliICbKOBO-MeAUMYHOIO KJIiHIYHOTO LieHTpy [liBgeHHoro
perioHy, TeparneBTUUHe Bifi/lijieHHs (3 MasaTaMu JJis HEBPOJIOTiUHKX Ta /iepMaTOBEHePO/IOTiYHUX XBOPUX),
M. 3aropixoKs

5) nikap JlutBuHeHKo B.B.

KomyHaneHe HekoMepLiiiHe mignpueMcTBO «KHiBcbKa MichbKa KiTiHiUHA LIKipHO-BEHEpOJIOTiuHa JIiKapHs»
BUKOHaBUOro oprany KuiBcbkoi mickkoi paju (KuiBcbKoi MichKOI Aiep>kaBHOI aiMiHiCTpallii), MoiK/iHiKa 3
KabiHeTamu crieriianictis, M. KuiB

6) A.M.H., npod. AHgpaiiko FO.B.

JIikyBa/IbHO-/1ilarHOCTUYHUH 1|eHTP MPHUBATHOIO MiINPUEMCTBA «ACKJ/IeMil», MOJiK/IiHiUHe BiAiieHHs,

M. YKTOpO[,

7) 3aB. Big. ['anarypuu O.M.

JIikyBasbHO-/1iarHOCTUYHUM LIeHTP MPUBATHOTO MiANPUEMCTBA «ACKJIeMiii», BilOKpeM/IeHn CTPYKTYpPHUIN
nigpo3ain (Bigginenns) Nel, m. JIbBiB

8) n.M.H. MakypiHa I'.I.

HaBuanbHO-HayKOBUI MeIMUHUM LIEHTP «YHiBepCUTeTChKa KIiHiKa» 3anopi3bKoro /1ep’kKaBHOr0 MeIMYHOr0
yHiBepCUTeTY, BifJliIeHHsI MyJ/IbTUMO/Ia/IbHOI MaToJ/IO0rii, 3aropi3bKui Jiep)KaBHUM MeIUYHUM YHIBEDPCUTET,
Kadezpa JepMaTOBeHepoJorii Ta KOCMeToJioril 3 KypcoM JepMaTOBeHepoJiorii i ecTeTWYHOI MeJULIMHU
@I1O, M. 3anopixxKs

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

——

I'eHepanbHuil AMpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




Honatok Ne 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
01.04.2021 Ne 614

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«Pan/0Mi30BaHe, TOABIMHE ciimne, Tiane00-KOHTPOIbOBaHe OaraTOIIEHTPOBe JOCTiKeHHS 3 da3u, sKe
MIPOBOJIUTHCS Y Tapajie/IbHUX Ipyrax 3 MeTO OIiHKM edeKTMBHOCTI Ta Oe3reku nperapaty KarXT y
JIOPOC/IUX TIALiEHTIB 3 IM30(¢peHieo 3a KputepisMu DSM-5, rocmitanizoBaHUX 3 TOCTPUM TICUXOTUUHUM
po3nagom», Kox aociimkeHHs KAR-009, Bepcist 1.0 Big 27 ceprias 2020 poky

3asgBHUK, KpaiHa

TOB «IHC Pecepu YkpaiHa»

CrioHCOp, KpaiHa

Karuna Therapeutics Inc., United States (CIIIA)

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

KarXT 50/20 (KarXT; KarXT; xanomeline and trospium; KarXT; KcaHOMesiiH Ta TpOCIIil0 XJIOPUJ);
Karicysa; 50mr xanomeline/20mr trospium, 50 Mr kcaHomesin /20 mr Tpocrito xsopuj; Catalent Pharma
Solutions, LLC, USA;

[MTnare6o mo KarXT 50/20, karicysa; Catalent Pharma Solutions, LL.C, USA;

KarXT 50/10 (KarXT; KarXT; xanomeline and trospium; KarXT; KcaHOMesiiH Ta TpOCIIil0 XJIOPUJ);
Karicysa; 50Mr kcaHomernis /10mr Tpocrito xsopuj; Catalent Pharma Solutions, LLC, USA;

[Tnaue6o go KarXT 50/10, karicyna; Catalent Pharma Solutions, LLC, USA;

KarXT 62.5/15 (KarXT; xanomeline and trospium; KarXT; kcaHoMesiH Ta TPOCIit0 XJIOpW[); Karcy/a;
62.5Mr KcaHoMeJtiH /15mr Tpocmito xnopuz; Catalent Pharma Solutions, LLC, USA;

ITnane6o mo KarXT 62.5/15, kanicysa; Catalent Pharma Solutions, LL.C, USA

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTNIPOOYBaHHS B YKpaiHi

1) A.M.H., pod. I[TigkopuTor B.C.

[epxaBHa ycraHoBa «IHCTUTYT HeBpOJOrii, mcuxiaTpil Ta HapkoJiorii HarfioHanbHOI akazemii MegUUHUX
HayK YKpaiHW», K/iHiKa BiiI/Ty K/IiHIYHOT, COLia/IbHOT Ta AUTSAYOI TicuxiaTpii, M. XapKiB

2) A.M.H., npo¢. CkpunHikoB A.M.

KomyHanbHe mifgnpuemMctBo «O6siacHM 3ak/iafi 3 HaJaHHsA TICUXiaTpUYHOI JAomoMoru IlonTaBCchKOl
obJtacHOI pagu», 2-A rocTpe 3arajbHO TICUXiaTpUUHe YO/IOBiUe BiffineHHs, 5-b roctpe, criokiliHe, 3arajbHoO
ricuxiaTpuuHe >KiHOUe BijJiieHHs], YKpaiHCbKa MeJWuYHa CTOMATOJIOTiuHa akajeMis, Kadezapa TcuxiaTpii,
HAapKOJIOTil Ta MeJUYHOI 1cuxoJorii, M. ITonraBa

3) K.M.H. briaxxeBuu FO.A.

KomyHnaneHe HekomepuiliHe mianpuemcTtBo «KiiniuHa sikapHs «[ICUXIATPISI»» BuMKOHaBUOro opraHy
KuiBcbkoi Mickkoi paau (KuiBcbKoi MicbKoi ep>kKaBHOI aiMiHiCTpallii), LIeHTp NMepBUHHOTO MCUXOTUYHOIO
eM1i30/1y Ta Cy4aCHUX METOZIB JIiKyBaHHs, M.KHiB




4) 3ag. Big. ®inbL FO.O.

KomyHasibHe HeKoMmepijitiHe TmianpreMcTBo JIbBiBCbKOI 0oOsiacHOI pazu «JIbBiBCbKa obOsiacHa KiTiHiuHa
TICUXiaTpUYHA JIiKapHs», BiaaiieHHs Ne 25, M. JIbBiB

5) nupekTtop Kocenkosa I.B.

KomyHanbHe HeKoMepijiliHe miAnmpreMcTBO «Uepkacbkka oOjacHa TicuxiaTpuyHa JiikapHs YepkachKoi
obmacHol pagu», xiHoue BiggineHAs Nell, yonoBiue BiggineHas Ne 12, YUepkacbka 06:1., M. Cmina

6) ren. nupektop KoBanenko B.B.

KomyHasibHe HeKOMepIliiiHe miAnpueMcTBO XapKiBChbKOi 06/acHoi pagu «Ob1acHa KiliHiYHA McUxiaTpyuyHa
sikapHst Ne3», ricuxiaTpyuuHe BifiZii/IeHHsI [IepBUHHOIO IICUXOTUYHOIO €130y, M. XapkKiB

7) A.M.H., ipod. Jlincbkuii 1.B.

KomyHa/ibHe HeKOMepIliiiHe MiAnmpueMcTBO XapKiBChbKOI 006/1acHOi pagu «O6/acHa KiliHiUHA TICUXiaTpyuHa
JiikapHs Ne3», 3-Te TicCMXiaTpUUHEe BiAfi/I€HHS AJ1s1 JOPOCUX, M. XapKiB

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

KomyHasnbHe mignpuemMcTBo «/IHiMporieTpoBcbka obsiacHa KiiHigHa sikapHsi im. I.I. MeuHukoBa»
[HinporeTpoBcbKoi  00/acHOi  pagu», 0OOJIacCHUN ILIEHTP TICMXOCOMAaTHMUHMX pO3/afiB  Ha 0a3i
TICUXOHEeBPOJIOTiYHOr0 BifiIeHHs, M. JIHIrpo

9) ron. nikap ITanamapuyxk I1.B.

KomyHasibHe HeKOMepIiiiiHe MTiIPUEMCTBO «XepPCOHCHKUM 00/IaCHWM 3aK/aj 3 HaJlaHHS TICHXiaTpPUUHOL
JIOTIOMOTH» XepCOHChKOI 00/1acHOi pajid, Yo/IoBiUe rcuxiaTpuuHe BiagineHHs1 Ne3, )XKiHOUe TCHUXiaTpUUHe
BiaaiieHHst Nel0, c. CTenaHiBKa, M. XepCOH

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

KomyHasibHe HeKoMeplliliHe TTiAPUEMCTBO «BiHHMIIbKA 00/1acHa K/TliHiYHA TICUXOHEBPOJIOTiUHA JTiKapHS iM.
akaz. FOmenka BiHHMIbKOT 06/1aCHOT pajju», 3MilllaHe (UoJioBiue Ta KiHoue) BigziseHHs Ne2, BiHHUIbKUIA
HallioHa/IbHUM MeInuHUM yHiBepcuteT iM. M.I. ITuporosa, kadeapa rcuxiatpii, HapKo/orii Ta ncuxoTrepanii
3 KypCOM MiC/IUTIVIOMHOI OCBIiTH, M. BiHHHMLIS

11) 3aB.Biz. BiTebcbka T.B.

KomyHanbHe HekomepLiiiHe mignpueMcTBO «KuiBcbka Micbka TICMXOHeBpOJIOTiuHa JjikapHs Ne2»
BuikoHaBuoro oprany KuiBcbkoi micekoi paau (KuiBcbKoi MichbKoi ZiepkKaBHOI aZiMiHicTpallii), cTaljioHapHe
BiaaineHHsiNel, m. Kuis

12) k.M.H 3akanbs K.FO.

KomyHanbHe HeKoMmeplijiliHe mignpreMcTBo JIbBiBCbKOiI o6siacHOI pagu «JIbBiBcbKa 0OsacHa KiTiHiuHa
NCUXiaTpUYHA JliKapHs», BiaaisieHHs1 No20, M. JIbBIiB

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianu/rpenapaTu

——




| CyMyTHBOI Tepariii |

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hopatok Ne 7
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
01.04.2021 Ne 614

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«Panzomi3zoBaHe, moBiiiHe criine, miarie60-KOHTPOIBOBaHe JOCTIKeHHs /i7i1 OOrpyHTYBaHHSI KOHLIETILIil
0710 OL[iHKK edeKTUBHOCTI Ta Oe3meku 3actocyBaHHs SAR443122 (imribitopa RIPK1) y marnjieHTiB 3
migroctpuM abo JUCKOIJHUM/XPOHIUHUM LIKiDHUM YePBOHHMM BOBUAKOM CEPEIHBOTO i TSDKKOTO CTYTIeHsD»,
Kog pocaipkenHs ACT16404, sepcis 1 Big 11 rpygus 2020 poky

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peliiepiil e fgeBenonmas, @paHiiis)

[Tepesnik foC/imKyBaHUX
niKapcbKuX 3aco0iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

SAR443122 (SAR443122; 2125450-76-0; SUB198211; eclitasertib; exnitacepti6); TBepzma karcysa; 100
mr; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inmia Ha3Ba — sanofi-aventis Recherche &
Developpement), France; Sanofi US Services Inc (inma Ha3Ba - Sanofi U.S Services Inc.), USA; Piramal
enterprises limited (Piramal Enterprises Limited), India; Fisher Clinical Services (inima Ha3Ba - Fisher
Clinical Services Inc.), USA; Creapharm Clinical Supplies, France;

rnaie6o 1o SAR443122 (rinarie6o g0 SAR443122); Teepaa karicyna; SANOFI-AVENTIS RECHERCHE
& DEVELOPPEMENT (inma Ha3Ba — sanofi-aventis Recherche & Developpement), France; Sanofi US
Services Inc (inma Ha3Ba - Sanofi U.S Services Inc.), USA; Fisher Clinical Services (inia Ha3Ba - Fisher
Clinical Services Inc.), USA; Creapharm Clinical Supplies, France

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTNIPOOYBaHHS B YKpaiHi

1) nikap JIuTBuHeHKO B.B.

KomyHanbHe HekoMepLiiiHe MmignpueMcTBO «KHiBcbKa MiChbKa KITiHIUHA LIKipHO-BEHEepOJIOTiuHa JIiKapHs»
BUKOHaBYOro opraHy KuiBcbkoi mickkoi pagu (KuiBcbkoi MichKoi fiepykKaBHOI afiMiHicTpallii), mosik/iHika 3
KabiHeTam# crierfiaicTi, M. KuiB

2) nikap CaBuyk JI.M.

KomyHanpHe HekoMmepliliHe MiAnpueMcTBO «lleHTpanbHa Micbka K/iHIYHA JikapHS IBaHO-®DpaHKIBCHKOL
MiCBbKOI paJii», peBMaTOJIOTiYHe Bifi/liyIeHHs], M. IBaHO-PpaHKiBChbK

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

- nabopaTopHi Habopwy;
- ¢oto kamepa Canon;
- eJIeKTPOHHI 10/1eHHUKH (MobipHME npuctpiti BLUEBIRD SF550).




I'enepanbHui JupeKkTop /upekTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA




HopnaTtok Ne 8

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
01.04.2021 Ne 614

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«PanziomizoBaHe, No/iBiliHe cirte, myiarie00-KOHTPOIbLOBaHe JOC/TiKeHHs (a3u 2 [1s OLliHKKU e(heKTUBHOCTI
Ta Oesneku SAR441344, MOHOK/IOHA/MLHOTO aHTHUTiAa [0 aHTaroHicta CD40L, y maijieHTiB 3
PeLMAUBYIOUMM DPO3CIIHUM CKJIepo30oM», Kox pociigxeHHss ACT16877, Bepcis 1 Bim 26 mucronaza
2020 poky

3asgBHUK, KpaiHa

TOB «Canogi-ABeHTic YKpaiHa»

CrioHCOp, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepin e feBesionMaH, @paHitis)

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

SAR441344 (SAR441344; 2515463-86-0; SAR441344); Po3uuH gns iH ekiivi (mo 300 Mr y ¢uiakoHax
06’emom 2 mn); 150 mr/mu; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHmia Ha3Ba —
sanofi-aventis Recherche & Developpement; Sanofi R&D), France; Sanofi-Aventis Private Co. Ltd.,
Budapest Logistics and Distribution Platform (inma Ha3Ba — 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 Ha3Ba — Sanofi-Aventis Recherche & Developpement),
France; Genzyme Corporation, USA; BioReliance Corporation, USA ; Bionique Testing Laboratories, Inc,
USA;

miare6o 10 SAR441344; Po3uuH ans iH eknii y ¢uakonax; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inia Ha3Ba — sanofi-aventis Recherche & Developpement; Sanofi R&D), France;
Sanofi-Aventis Private Co. Ltd., Budapest Logistics and Distribution Platform (inmia Ha3Ba — 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;

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUINIPOOYBaHHs B YKpaiHi

1) k.M.H. 'ono6opogpko A.A.

KomyHasbHe HekoMmepiiitiHe mianpueMcTBo «Opecbka obacHa KiiHiuHa mikapHsi» Opechkoi 006/1acHOI
paau», BiagineHHs: Helipoxipyprii, M. Ozneca

2) k.M.H. lopomesko O.0.




JIikyBasbHO-/liarHOCTUYHUMN LieHTp «Heiipo I'noban» ToBapucTBa 3 o6MexeHOr0 BifnoBifanbHicTio «Heiipo
['noban», mikyBanbHO-PodiTaKTUUHUM TTiApo3ain, c. Kpuxisii, M. IBaHo-®paHKiBCBK

3) a.m.H. Kansbyc O.1.

KomyHanbHe mifgnpuemMcTBo «J/IHiMporieTpoBcbka obOsiacHa kiiHiyHa smikapHsi im. 1. 1. MeuHuKOBa»
THInporeTpoBCchbKOi 00/1acHOI pajy, BiaginenHs HeBposiorii Nel, /lep>kaBHUE 3aK/a[ «/[HITpOreTpoBChbKa
MeauuHa akaziemMis MO3 Ykpainu», Kadezapa HeBposiorii, M. [JHirpo

4) K.M.H. JlekomrieBa €.B.

[epxaBHa ycraHoBa «IHCTUTYT HeBpOJOrii, rcuxiaTpil Ta HapkoJsiorii HarioHanbHOI akazgemii MeJUUYHUX
HayK YKpaiHu», Biagin ¢yHkiionansHoi Helipoxipyprii 3 rpymnoto mnaTomopdosiorii, BiagineHHs
(dbyHK1[i0oHa/TbHOT HeMPOXipyprii Ta MapOKCHU3MalbHUX CTaHiB, M. XapKiB

5) A.M.H., ipod. MockoBko C.II.

MeauuHUi 1[eHTP TOBapucTBa 3 0OMeXeHOW BiAmoBiganbHICTIO «Meguunuii 1eHTp «Camorem»,
niKyBanmbHO-TIpOdiTaKTUUHUM Biffin, M. BiHHUIS

6) a.M.H., npod. Herpuu T.I.

KomyHanbHe HekoMmepljiliHe mignpreMcTBo JIbBiBCbKOiI o6siacHOI pagu «JIbBiBcbKa oOsacHa KiTiHiuHa
JIIKapHs», HEBPOJIOTiUHe BifineHHs, M. JIbBIiB

7) K.M.H. [Tactopa I.M.

XapkiBcbka KiiHiUHA JikapHs Ha 3ani3HUYHOMYy TpaHcropTi Nel @inii «LleHTp OXOpoHH 370pOB s»
aKL[IOHEPHOTO TOBAPUCTBA «YKpAaiHCbKa 3a/li3HHULIs», 3-€ HEBPOJIOTiUHe BiJJi/leHHs, M. XapKiB

8) nikap INpuiena B.B.

KomyHasbHe HeKoMepiiiiiHe mignpueMcTBo «O6sacHa KiiHiuHa sikapHsa iM. O.®D. T'epbaueBCHKOro»
JKutomupceKoi 06/1acHOI paJiy, HEBPOJIOTiuHe BifaiseHHs, M. YKUTOMHD

9) k.M.H. XaByHKa M.{.

KoMyHanbHe HeKoMeplliliHe MiANPUEMCTBO «5-a MicbKa KiiHiuHa JjikapHsi M. JIbBoBa», HEBPOJIOTiuHe
BifzineHHs, M. JIbBiB

[Iperiapaty MOpiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

—

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 9

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
01.04.2021 Ne 614

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

VERDICT: «Panjjomi30BaHe, KOHTPOJIbOBaHe BUMPOOYBaHHS /Jisi BU3HaueHHsS ONTHMasbHOI L Teparii
TIpU aKTUBHOMY BHMPa3KOBOMY KOJIITi», Koz focaifjkeHHss RP1706, sepcist 04 Biz 05 TpaBHs 2020 poky.

3asiBHUK, KpaiHa

TOB «biomanac», YKpaiHa

CnoHcop, KpaiHa

«Pobaprtc Kninikan Tpaitanc Ink.»/ Robarts Clinical Trials Inc., Kanazga

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceka ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

EntuBio (Bemosnisymab)/ Entyvio (Vedolizumab) (Bemonizymab (Vedolizumab)); mopormok ajis
KOHLIeHTpaTy Ajsi po3uuHy Ans iH@y3iii; 300 mr/mi; Takeda Pharmaceutical Company Limited, fnoHis;
Hospira, Inc., CIIIA; Patheon Italia S.P.A., ITanis;

Entueio (Bemomizyma6)/ Entyvio (Vedolizumab) (Vedolizumab); po3uvH a5 iH’€KLIiii B aBTOiHKEKTOPI;
108 wr/0,68 wmn; Vetter Pharma-Fertigung GmbH&Co. KG, HimeuunHa; Vetter Pharma-Fertigung
GmbH&Co. KG, Himeuuuna; Vetter Pharma-Fertigung GmbH&Co. KG, HimeuunHa; Vetter Pharma-
Fertigung GmbH&Co. KG, Himeuunna; Takeda Austria GmbH, ABctpis

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.m.H. Byazak 1.41.

Kninika /lep)kaBHOI ycTaHOBU «IHCTUTYT ractpoeHTteposorii HauioHanbHOI akazemii MeAUUYHUX HayK
YKpaiHu», BifJin 3aXBOpHOBaHHSl ULUIYHKY 1 /[JBaHaJAUATHIANOI KUILKWA, [lep)KaBHUM  3aKiaj
«/IHinporieTpoBcbka MeJuuHa akajeMisi MiHicTepcTBa OXOpPOHM 370pOB’S YKpaiHuW», Kadejpa Tepariii,
KapZiosiorii Ta cimeitHOT MeAULIMHU (aKyIbTeTY IMiC/IAJUIIIOMHOT OCBiTU, M. [IHITIpO

2) p.m.H. Yomneii [.B.

KomyHanbHe HeKoMepljiliHe ITiINTPUEMCTBO « Y KIOpOZAChbKa paliOHHa KJ/iHiUHa JiKapHs Y>Kropo/CbKoi
palioHHOI pajiv 3aKapraTchKoi 006/1acTi», TeparieBTHUHe BiJli/IeHHs, M. Y>Kropo[

3) a.m.H. 'ociogapcekui 1.51.

KomyHanpHe HekoMepLliliHe MiANPUEMCTBO «TepHOMiNbCbKa YHIBEPCUTETChbKA JIiKapHs» TepHOMiIbCbKOL
obmacHoi pagu, O6/acHUM LIEHTP TaCTPOEHTEepOJIOTii 3 Ternaro/ori€lo, raCTPOEHTePOJIoTiuHe BiAgineHHs,
M. TepHorisb

4) k.m.H. Kynunanu P.JI.

KomyHanbHe HeKoMepIiiliHe TiAMprUeEMCTBO «3aropi3bka 0bslacHa KiTiHiYHa JliKapHsS» 3aropi3pKoi 06/1acHoi
pajy, BiJiliIeHHSI TaCTPOEHTEPOJIOTI] I eHJOCKOITiT, M. 3amopiXxoKs

5) A.M.H. Musuisg K.M.




KomyHaneHe HekoMmepljiliHe miAnpuemMcrBo «Micbka sikapH Ne9» 3amopi3bkoi MiCbKOI  pajw,
racTpoXipypriuyse BiJiJjiIeHHs, M. 3alIOPIKKS

6) A.M.H., ipod. CraHicnaBuyk M.A.

KomyHasibHe HeKOMepIiifiHe TiAnpueMcTBO «BiHHUIPKA o0siacHa KiiHiuHa mikapHsi im. M.I. TTuporoma
Binauipkoi obmacHoi Pagu», obnacHWii crierjia/i3oBaHUM K/IiHIUHMI TaCTPOEHTEPOJIOTIUHUM LIeHTp,
M. BinHuLs

7) k.M.H. Tomarukesnu I'.1.

KoMyHanbHe — HekoMepljiliHe  MiANpUEMCTBO  «BiHHUMIIbKA  MicbkKa  KiiHiyHa  JjikapHi — Nelx,
racTPOEHTEPOJIOTiyHe Bif/liyieHHs,, M. BiHHULIS

[Iperiapaty MOpiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

KommnaHisg, fika [i€ 3a [JOBIpeHICTIO, Ky HaJaB CIIOHCOpP UM 3asBHMK Ha BBe3eHHS [0C/iJKyBaHUX
niKapchKUxX 3acobiB Ta cymyTHix Marepianis: TOB «CMO-TPYIT YKPAIHA», TOB «Arenyis C.M.O.-
Yxkpaina», TOB «CMO- JIOTICTUKA» («CMO»)

1) Habopu st engockomnii CIMS;

2) JlaboparopHi Habopw;

3) [IpykoBaHi MaTepianu;

4) TecT Ha BariTHiCTb (+ KOHTelHep /s ceui);

5) TpaHCMOPTHI CyMKHU (BK/TFOUAIOUM YTIAaKOBKU 0i/10T0 3aMOPO’KEHOT0 TeJi0);

6) 50 remato- ripegMeTHUX cKesiellb (in bulk);

7) OziHOpa30Bi pYKaBUUKH.

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(¢apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




HopaTtok Ne 10

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
01.04.2021 Ne 614

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«PaHziomizoBaHe, MOABiMHe cline, Male00-KOHTPOIbOBaHe MOCTIHKeHHsI 3 TIO/BIMHOIO iMiTalli€ro, 1[0
TIPOBOJUTLCA y 3 mapasie/lbHUX Cpylax cepej MalieHTIB AUTsA4oro Biky Bif 10 o 17 pokiB BK/IHOYHO i3
MeTOI0 OLliHIOBaHHS edeKTUBHOCTI Ta OesreuHocti mpernapariB BG00012 i BIIBO17 pns nikyBaHHS
peLIMBY0UYO-PEMITYIOUOTO PO3CiSIHOTO CKJepo3y», Koz —pociipkeHHs 800MS301, Bepcisi 4  Bif,
06 mucromaga 2019 poky

3asiBHUK, KpaiHa

ITigmpuemctso 3 100% iHo3emMHO0 iHBecTHiiclo «AMK’IOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Biogen Idec Research Limited, UK

[Tepesnik foC/imKyBaHUX
niKapcbKuX 3aco0iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

BGO00012 (Tecfidera) (Dimethyl fumarate; Dimethyl fumarate); karncyna; 120 mr; Vifor SA, Switzerland;
Almac Clinical Services LLC, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical
Services, USA; Fisher Clinical Services UK Limited, United Kingdom;

[Tnae6o no BG00012 (lactose monohydrate); karicyna; Vifor SA, Switzerland; Almac Clinical Services
LLC, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services, USA; Fisher
Clinical Services UK Limited, United Kingdom;

BIIB017 (Plegridy) (BIIBO17; Plegridy; PEGylated Interferon Beta-la; PEGylated Interferon Beta-1a);
po3uuH A5 iH’eKuii y monepegHb0 HamoBHeHomy wmpuili 0,5; 63 mkr (0,13 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;

BIIB017 (Plegridy) (BIIBO17; Plegridy; PEGylated Interferon Beta-la; PEGylated Interferon Beta-1a);
po3uuH A5 iH’eKuii y monepegHb0 HamoBHeHomy wmpuili 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;

BIIB017 (Plegridy) (BIIBO17; Plegridy; PEGylated Interferon Beta-la; PEGylated Interferon Beta-1a);
PO3uMH /151 iH €Kil y TomnepeJHbO HAaNlOBHEHOMY INMpUL Ajs camoiH'ekiit 0,5; 125 mkr (0,25 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;

[MTnae6o mo BIIBO17 (20 mM acetic acid/sodium acetate pH 4.8, 150 mM arginine hydrochloride, and
0.005% polysorbate 20); po3uuH A5 iH €KL y MornepeJHbLO0 HAlOBHEHOMY ILUTIPULI (/i CaMOiH'€KIIiif);
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;

BianosigansHuii (i)
JIOC/TiIHUK (1) Ta MicLie
(s1) mpoBeieHHSsT
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., pod. Bonommua H.IT.

[ep>xaBHa ycTtaHoBa «IHCTUTYT HEBpOJOrii, ncuxiaTpil Ta HapkoJiorii HarjioHasbHOT akazemii MeJUUHUX
HayK YKpaiHu», BIJil1 ayTOIMyHHUX Ta [ereHepaTWBHMX 3aXBOPHOBaHb HepBOBOI cucTtemu, LleHTp
PO3CisSIHOTO CK/Iepo3y, M. XapKiB

2) A.M.H., npo¢. Herpuu T.1.

KomyHanbHe HeKoMepljiliHe mignpreMcTBo JIbBiBCbKOi o06siacHOI pagu «JIbBiBCbKa 0O/iacHa KiTiHiYHa
JIIKapHS», HEBPOJIOTiuHe BiJ/ineHHs, M. JIbBIB

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

KomyHanbHe HekomepLiiiiHe miAnpueMcTBO «MicbKa AUTSYA KiIiHiUHA jiKapHSA Ne5» [IHIMPOBCHKOI MiCBKOT
pajy, HeBPOJIOTiUHe BiJJi/IeHHS MOJIOJLIOrO BiKy, M. IHIirpo

4) x.M.H. Kupruenko A.T.

KomyHanbHe TipueMcTBO «/IHIiNpomneTpoBcbka 00/acHa AWTSIYa KTiHIiYHA JTiKapHs» JJHITpOneTpoBCHKOi
obs1acHOi paay, HEBPOIOTO-HEUPOXipypriuHe BifjineHHs, M. [IHINpo

5) K.M.H. Kupuuenko B./I.

KomyHasibHe HeKoMepLiiliHe TTiAPUEMCTBO «BiHHMIIbKA 00/1acHa K/TliHiYHA TICUXOHEBPOJIOTiUHA JTiKapHS iM.
akag. O. I. FOmenka BiHHMIIbKOT 06/1acHOT pafiv», AUTsUe HeBpoJioTiuHe BifAiieHHS Ned, M. BiHHULs

6) K.M.H. MaptuHtiok B.1O.

[Hep>xaBHUH 3aKma[ «YKpailHCbKUN MeIMUHWN LieHTp pealbimiTalil AiTeil 3 opraHiuHUM ypakeHHsIM HepBOBOI
cucteMd MiHicTepCcTBa OXOPOHU 3710POB’S YKpaiHW», KOHCYJ/IbTaTUBHO-/1arHOCTAYHE BijzieHHs, M. KuiB
7) p.M.H. Kupuosa JL.T.

[epxaBHa ycraHoBa «IHCTUTYT TefiaTpii, akymepcrBa 1 riHekosiorii iM. akaz. O.M. JIyk’ssHOBOL
HauioHanbHoi akazemii MeAWMUHMX HayK YKpaiHW», BiJJileHHs TICUXOHeBpOJIOTil [/si [iTed 3
NepyHaTaabHOK MaToJIoTi€r0 Ta OpaHHUMU 3aXBOPIOBaHHAMU, M. KuiB

8) 3aB. Bij. Kpuiuragosuu f.J1.

KomyHasibHe HeKOMepIiiiiHe TianpueMcTBo «IBaHO-PpaHKiBCchbKa 00/1acHa AUTSYA KTiHIYHA JTiKapHS [BaHO-
dpaHKiBCbKOI 00/1aCHOI pasi», BiAJiNeHHs As [iTel 3 ypakKeHHSIM LIeHTPaJbHOI HEPBOBOI CUCTEMH Ta
nopyiieHHsM (GYHKILil OIOPHO-PYX0BOTO anapaTty, M. IBaHo-PpaHKiBCbK




[Tpenapat MOpPiBHAHHS, | —
BUPOOHUK Ta KpaiHa

CynyTHi —/—
Marepianu/rpernaparu
CYMyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry
(apmareBTHUHOTO 3a0e3MeueHHsA Onexkcangp KOMAPIJA




Hoparok Ne 11

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
01.04.2021 Ne 614

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PanzomizoBaHe Bigkpure KiiHiuHe gocmimpkeHHss @a3u 3 kKomOiHarii AmiBaHTamaby Ta Teparii
Kap6oruiatTuHoMm Ta [Temerpekcesom y nopiBHsHHI 3 Kap6oruiaTuH-ITeMeTpekcesioM y MaL[ieHTIB 3 MiclieBO-
NomvpeHM abo MeTacTaTUYHUM HeZIPiOHOKTITUHHUM pakoOM JiereHb 3 MYTaIli€l0  perienTopiB
ernifiepmanbHoro dakropa pocty (EGFR) 3i BcraBkamu B ek3oHi 20 (Exon 20ins)», KoA AOCTiAKeHHS
61186372NSC3001, Bix 17.07.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CrioHCOp, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», besnbris

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

AwmiBanTtamab, Amivantamab (JNJ-61186372, CNTO 4424; Amivantamab); po3uun; 50 mr/mn, 350 mr, 7
mn; Cilag AG, LBeiiuapisi; Patheon Italia S.P.A., Itanisi; Fisher Clinical Services, CIIIA; Fisher Clinical
Services GmbH, IlIBetitjapisi; Janssen Pharmaceutica NV, besnbrist

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

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

KomMyHanbHe HekoMeplliiiHe MigrpueMcTBO «Micbka KiiHiuHa jikapHs Ned» JIHINpOBCHKOI MiChKOI paju,
MiCBKHH XiMiOTeparneBTUUHUM LieHTp, M. [IHinpo

2) K.M.H. Ocrarienko HO.B.

HauioHanbHuM iHCTUTYT paky, BifiJjiiIeHHsI Ma/I0iHBa3UBHOI Ta eHJ0CKOMIYHOI Xipyprii, iHTepBeHLiHO1
pagionorii, M. Kui

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

KAPBOIIJIATIH-BICTA (Carboplatin); koHLleHTpaT AJs1 po3unHy AJs iH@y3ii; 10 mr/mi; AkraBic Itanis
C.n.A., Itanis;

IMEMETPEKCE/I-BICTA (Pemetrexed); mopoiiiok miodinizoBaHuii /151 MPUTOTYBaHHS KOHLIEHTpATy /st
po3uuHy A5 iHdy3ii; 500 mr; CinToH Xicnanis, C.J1., IcriaHis

CymnyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

——

I'enepanbHuii AupeKTOp /lUpeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopatok Ne 12
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/KeHHsI CYyTTEBUX MOIMPaBOK» U
01.04.2021 Ne 614

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«PanziomizoBaHe, TOABiMHe citine, Talle00-KOHTpPOIboBaHe, a3 Il JocmimKeHHST 3aCTOCYBaHHS
aTe30/1i3yMady y moeaHaHHi 3 OeBaiusymabom abo 6Ge3 Geanm3zymaby y KomOiHallii 3 LUCTIATUHOM Ta
reMijuTabiHOM Yy TIAI[iEHTIB i3 paHillle HeMiKOBAaHWM TMOIIMPEHUM PpakoM OiiapHOTO TpakTy», KO
nocnimpkenHs GO42661, Bepcis 2 Big 07 »xoBTHs 2020 p.

3asgBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKeHO0 BifmoBifanpHiCTIO «Por YkpaiHa»

CrioHCOp, KpaiHa

@.XodbdmanH-JIg Pour JiTa, [Belitapis

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

Are3onizymab (Atezolizumab, TerenTpuk®, Tecentrig®) (RO5541267, RO5541267/F03; 1380723-44-3,
RO5541267, MPDL3280A; ate3onisymad (atezolizumab)); KOHIIeHTpaT [jis  pPO3UMHY IS
BHYTpIllTHOBeHHUX iH(DY3iit; 60 mr/mit; Pornr iarHoctuke I'mM6X, HiMeuurHa; @.Xoddmann-JIs Porr Jita,
[ITBeliniapis;

bepaim3ymab (Bevacizumab, ABactuH®, Avastin®) (RO4876646, R0O4876646/F02; Gepar3ymad
(bevacizumab)); KOHLIeHTpaT A/l pO3UMHY [/11 BHYTpPilIHbOBeHHUX iHQYy3iii; 25 mr/mi; Poin [liarHOCTHKC
I'm6X, Himeuunna; ®.Xodbdmanu-JIa Pow JIta, IIsefirjapis; ®.Xodbdmann-JIs Pomr Jita, IIBetitapis;
[xenenrek IHk., CIIIA;

[MTnate6o o Bepauyzymaly; KOHLIEHTpAT [JJis PO3UMHY /151 BHYTPilIHbOBeHHUX iHPY3iii; P.XoddmanH-JIs
Pouu JIta, IBetitapis; @.Xodpdmann-JIs Pou Jita, [IBetitapis

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTNIPOOYBaHHS B YKpaiHi

1) A.M.H., ipod. dyaniuenko O.C.

HepxaBHa ycTaHOBa «IHCTUTYT 3aranbHOi Ta HeBifkaagHoOi xipyprii imeni B.T. 3aiiueBa HartjioHanbHOT
akajieMii MeJMUHMX HayK YKpaiHW», BiJJi/ieHHs THiiiHOi Xipyprii Ha 25 7iKOK 3 Ma/saTor iHTeHCUBHOI
Teparii Ha 6 /i>koK, XapkiBCbkKa Me/IMYHa aKa/ieMisi Mic/IsaJUIIOMHOT OCBiTH, Kade/[pa OHKOJIOTIT Ta JUTSYOT
OHKOJ10Tii, M. XapKiB

2) nikap 3y6koe O.0.

HepkaBHa ycraHoBa «HallioHanbHUM iHCTUTYT Xipyprii Ta TpaHcriaHTosorii im. O.O. IllanimoBa»
HauionanbHO1 akazemii MeMUHUX HayK YKpaiHW, BiAJiJieHHsT OHKOJIOTiI, M. KUiB

3) K.M.H. [Ticenibka M.E.

KomyHanbHe HekoMmepLiiHe miarnpuemMctBo «OO0siacHUM LIEHTP OHKOJIOTii», OHKOXipypriuHe BiAinmeHHS
TeviHKY Ta MiILTYHKOBOI 3a/103U, M. XapKiB

[TpeniapaTi MOpPiBHSIHHS,




BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/mpernaparu
CyIyTHBOI Tepariii

JlaboparopHi poBigank COVANCE;

JIabopatopHi ¢hopmu 3aruty COVANCE;

Jlaboparopui npodopmu inBoriciB COVANCE;

JIabopatopHi Habopu COVANCE;

HNopatkosi nabopatopHi marepianu COVANCE;

[Tnanmern/eneKTpoHHI onuTyBanbHUKU Mason mozienib G450A1 Ta cynyTHI MaTtepiany;

Apanrepu ctpymy Dongguan Aohai Power Technology Co. Lts. mozgens A138-120150U-US2;

[oBigHUKH 3 KODUCTYBaHHS T/IaHILIEeTaMW/eJIeKTPOHHUMU OMUTYyBaJbHUKAMU;
HoBigHMKM Ta poboyi 301IUTH.

Komnanis,, sika fie€ 3a [JOBipeHICTIO, fIKy HaZlaB CIOHCOP UM 3asBHUK Ha BBe3eHHs [OCJIi)KyBaHHUX
niKapCchKUX 3acobiB Ta cynyTHiX MatepianiB: TOB «®apmacodT», YKpaiHa

I'enepanbHuil AUpeKTOp /JupeKkTopary
(¢apmaneBTHUHOrO 3a0€3neueHHA Onekcanap KOMAPIJA




Hoparok Ne 13

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
01.04.2021 Ne 614

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«ApanTuBHe, BiJKpUTe AOCTIHKeHHS 2 a3y 3 3aCTOCYBaHHSM MHOMKHMHHHUX [103 3 iX 30i/bllIeHHsM, 10
TIPOBO/IUTHCS /IS OLIHKK eeKTUBHOCTI, Oe3rneku, mepeHOCHMMOCTi Ta ¢apmakokiHetnku AMB-05X mpu
BHYTPILIIHbOBEHHOMY BBe/IeHHI y MAaL[i€HTIB 3 TEHOCUHOBIA/JbHOK TIraHTOK/IITUHHOK IyXJIMHOK», KO[
nocnipkenas AMB-051-02, Bepcist 1.1 Big 12 nucromnaga 2020

3asiBHUK, KpaiHa

TOB «E/IxiH», YKpaiHa

CnoHcop, KpaiHa

AmMax Bio., Inc. («<AMMakc bio., Iak.»), CIIIA

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceka ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

AMB-05X (AMB-05X; AMG 820; nrogcbke MOHOK/JIOHA/JbHE aHTUTLIO [10 peLenTopiB KOJIOHIE
ctumymorouoro aktopa 1 (CSF1R)); AMB-05X, po3uun pans iHdysid 3,0 mn y daakoni; 70mr/mi;
Emmxken THk (Amgen Inc.), CIITIA; Ab® dapmackrorikan Cepeicec 'M6X (ABF Pharmaceutical Services
GmbH), ABctpis;

HaTpito xsopuf, ( BO5XAO03; HaTpito xsiopuj, po3uvH s iHdys3ili); po3uuH gns iHdy3id 100 ma y
KOHTelHepax MOo/iMepHUX; [/l IPUrOTYBaHHSI PO3UMHY [OC/iPKyBaHOTO JliKapCchbKoro mpernapaty AMB-
05X fAns BHYTpilIHBOBeHHOI iH(Qy3ii (BHyTpimHboBeHHO KpamenabHo) 9.0 mr/mn; TOB «HOpis —®apm»,
YKpaina

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., ipod. Pininenko B.A.

HeprkaBHa ycTaHoBa «IHCTUTYT rarosiorii xpeOTa Ta cyrno6iB im. mpod. M. 1. Cutenka HAMH Ykpainn»,
Bizin marosorii cyrmo6is, M. XapkiB

2) K.M.H. MameTbeB A.O.

KomyHanbHe HekoMepLiiliHe miAnpueMcTBO «MicbKa KiiHiuHa JiikapHs Ne6» [IHINPOBCHKOI MiCBKOI pajw,
Bii/liyieHHsT TpaBMaToJ1oril Ta opTonenii Nel, m. /IHinpo

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

——

I'enepanbHuii AupeKTOp /lUpeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopartok Ne 14

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
01.04.2021 Ne 614

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«Kniniune BunpoOyBaHHs 3 OL[iHKK Oi0eKBiBa/eHTHOCTI JliKapChKUxX 3aco0iB ['imepisi-M, TabmeTku, BKpUTI
060710HK010, 10 2 Mr / 500 wmr, BupobuunTa AT «KUIBCHKII BITAMIHHUI 3ABO/l», Ykpaina Ta
Amapun® M 2 wmr / 500 mr, TabseTku, BKpUTi 000/I0HKOIO, BUPOOHUIITBA «XeHJ0K IHK.», Pecriybmika
Kopest B yMOBax O/IHOpa30BOI0 MEPOPabHOTO MPUHOMY 30POBUMHM [J0OPOBOJIBIIIMI», KO AOC/TiPKEHHS
KVZ-GD_MEF, Bepcis 2.0 Big 25.02.2021

3asgBHUK, KpaiHa

AT «KUIBCHKII BITAMIHHII 3ABO/I», YKpaiHa

CrioHCOp, KpaiHa

AT «KUIBCHKUI BITAMIHHUM 3ABO/I», Ykpaina

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

['nimepis-M, [nimenipua+Metrdopmin-KB (Metformin and sulfonamides; rmimenipuay /metdopminy
rigpoxnopuzy); TabneTku, BKpUTI o6omoHkow; 2,0 mr/500,0 mr; AT «KWMIBChKMII BITAMIHHUIA
3ABO/l», YkpaiHa;

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) ron. nikap Aptui B.1.

MeauuHuii LIeHTP TOBapucTBa 3 oOMexeHow BignoBiganeHicTIO «Kminika ITHHO®AP - YkpaiHa
InHoBetiTiB ®apma Pecepu», UepHiBeripka 0071., HoBocemmibkuii p-H, c. BosHu

2) k.0.H. Jli6ina B.B.

Jlabopatopist papmakokiHeTuku (M. XapkiB) [T «/lep>kaBHUM eKCITIePTHUH 11eHTp MiHicTepcTBa OXOpOHM
3[0pOB’s1 YKpaiHW», M. XapKiB

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

Awmapun® M 2 mr / 500 mr (Metformin and sulfonamides; rnimenipuzy /MeTdopMmiHy rifpoxsopuzy);
Tab/ieTKH, BKpUTi 060/10HK010; 2,0 Mr/500,0 mr; Xenzaok IHK., Peciy6sika Kopest

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

——

I'enepanbHuil AupeKTOp /lUpeKkTopaTry

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopatok Ne 15

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi [ToBHe pocke (IMPD) mocmimkyBaHoro jikapcebkoro 3acoby CSL112, Bepcis 9 Bim ciunsi 2021 poky
TI0IIpaBKU aHTJIIICbKOI0 MOBOIO; 30isbIeHHsT TepMiHy npugatHocTi [1narie6o no anominonpotein A-I [apoA-I] 3 24
MicsLiB 10 36 MicALiB

Howmep Ta gata Hakazy Ne 2030 Big 07.11.2018

MO3 wop0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOTO «PanziomizoBaHe, 6araTorieHTpPOBe, TIO/[BiliHe CJliTie, 1arie00-KOHTPOIbOBaHe AOCTiKeHHS TPeThoi (a3u
BUIIPOOYBaHHs, KO/, y TapasieJlbHUX Tpymax [jis BUBUeHHs1 epeKTHMBHOCTI Ta Oesneku mperiapaty CSL112 y marfieHTiB 3
BepCis Ta jara FOCTPUM KOpOHapHUM cuHzApoMom», CSL112_3001, Bepcis 3 nonpaskoro 1 Big 10 BepecHs 2019 poky
3asiBHUK, KpaiHa TOB «KOBAHC KJ/TIHIKAJT JEBEJIOTIMEHT YKPAIHA»

CrioHcop, KpaiHa CSL Behring LLC, United States

CynyTHi —

Marepianu/mpernaparu

CYTYTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 16

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHH TIPOTOKOJT K/iHiuHOTO BUripobyBaHHs SEP361-304, Bepcist 3.00 3 iHKOPIIOPOBaHOIO CYTTEBOIO
nonpaBkoro 2.00 Bix 14 ciunsa 2021 poky; CyrreBa norpaska 2.00 [0 IPOTOKO/IY K/IIHIYHOIO
BurnpobyBanHss SEP361-304, Bepcis 3.00 Bix 14 ciuna 2021 poky; bpoinypa mocnigavka SEP-363856,
Bepcis 10.0 Bix 14 rpygus 2020 poky, aHr/inceKorw MoBorwo; lopaTtok «[lokiiHiuHi faHi» g0 Bpomypu
nocnigauka SEP-363856, Bepcis 10.0 Big 14 rpyzans 2020 poky, aHrmiicbkoro MoBoro; IHdopmariiHui
mictok i ¢opma iHdopmoBaHoi 3rogu, Bepcisi V5.0UKR(uk)1.0 Big 11 mtororo 2021 poky, mepeknaf,
yKpaiHCbKOI0 MOBOIO Bif 23 mtotoro 2021 poky; IHpopMalitinuii mucTok i dopma iHdbopMoBaHoi 3roau,
Bepcis V5.0UKR(ru)1.0 Bix 11 motoro 2021 poky, mepeksaj, pPOCIMCBKOIO MOBOIO Bif 23 MHOTOrO
2021 poky

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PaHOMi30BaHe, MO/BiIMHe CJjlile [OCTI[PKEHHS, L0 TMPOBOAUTHCHI 3 BHUKOPUCTAaHHSIM aKTUBHOTO
Tiperiapary B SIKOCTi KOHTPOJIIO [Ijisl OL[iHKYM JJOBTOTPUBAJIOi O€3MevHOCTi i mepeHOCUMOCTi rpernapaTy SEP-
363856 y mauieHTiB i3 mmsodpenieto», SEP361-304, Bepcis 2.00 3 iHKOpPIOpPOBaHOK CYTTEBOIO
nioripaBkoro 1.00 Big 16 BepecHst 2020 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«CyHoBioH ®apMacekroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 17

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHU IPOTOKOJ KiHiuHOTO BuripobyBanHs SEP361-301, Bepcist 4.00 3 iHKOPIIOPOBaHOIO CYTTEBOIO
norpaBkoro  3.00 Bixm 26 ciuns 2021 poky; CyrtreBa morpaBka 3.00 [0 MPOTOKO/Y KIIIHIYHOTO
BurnpobyBanHss SEP361-301, Bepcis 4.00 Bix 26 ciuna 2021 poky; bpoinypa mocnigavka SEP-363856,
Bepcis 10.0 Bix 14 rpygus 2020 poky, aHr/inceKorw MoBorwo; lopaTtok «[lokiiHiuHi faHi» g0 Bpomypu
nocnigauka SEP-363856, Bepcis 10.0 Big 14 rpyzans 2020 poky, aHrmiicbkoro MoBoro; IHdopmariiHui
mictok i ¢opma iHdopmoBaHoi 3rogu, Bepciss V5.0UKR(uk)1.0 Big 18 mtororo 2021 poky, mepeknaf,
yKpaiHCbKOI MOBOIO Bif 24 mtotoro 2021 poky; IHdopmarlitinuii mucTok i dopma iHdbopMoBaHoi 3roau,
Bepcig V5.0UKR(ru)1.0 Big 18 mtotoro 2021 poky, mepekiaj pOCiMCbKOHO MOBOK Bif 24 JOTOrO
2021 poky

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane, ToABiliHe citinie, TUIale00-KOHTPOBOBaHe, 0araToOLIEHTPOBe AOCTiPKEHHS, IO
MPOBOJUTLCA B Mapasie/lbHUX Tpymax, i3 3aCTOCYyBaHHSAM (PiKCOBaHMX 03 /ISl OL[iHKK e(eKTUBHOCTI Ta
6e3meunocTi npernapaty SEP-363856 y maijieHTiB i3 mm3odpeHi€lo y TocTpoMy NCUXOTUYHOMY ermi3ofi»,
SEP361-301, Bepcis 3.00 3 iHKopniopoBaHow cyTTeBOO nonpaBkoro 2.00 Big 16 BepecHst 2020 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«CyHoBioH ®apMacekroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 18

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/PKEHHsI CyTTEBUX MOIMPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuii mpoTokon pocaifpkeHHs EX9536-4388, dinanbHa Bepcis 6.0 Big 04 ciuna 2021 p.
aHr/ifickkoro MoBoro; OnHoBieHa bpoiypa [HocrmigHuka, Semaglutide subcutaneous administration,
Projects: NN9536, EX9536, Semaglutide s.c. 2.4 mg for Weight Management, BuziaHHs 6, ¢iHanbHa
Bepcisi 1.0 Big 03 rpyaust 2020, aHrmiicbkoro MoBoro; [HdopmMariisi Ans maijienta Ta Popma 3rogu Ha
ydacTb y AochiimkeHHi, ¢inanpHa Bepcis 5.0-UA(UK), Big 22 ciunsi 2021 p., yKpaiHCHKOI MOBOIO;
Indopmariisi a5 marienta Ta Popma 3rofu Ha y4acThb y AocIipkeHHi, ¢iHanbHa Bepcis 5.0-UA(RU), Big
22 ciyng 2021 p., pociiickkoro MoBow; IH@opmaliisi yuacHuka Ta ¢opma iHboOpMOBaHOI 3rofu Mpo
MOXUIUBICTE yuacTi B gociimpkeHHsix COVID-19 (akTyanbHO Jvie y BHUIAJKaxX 3aJydyeHHsS [0
napasenbHoro gociimpkeHHss COVID), ¢inansHa Bepcist 1.0-UA(UK), Big 22 ciuns 2021 p., yKpaiHCBKOIO
MOBoOMO; [H(opMmallist yuacHrKa Ta gopma iH)OPMOBAHOI 3roiu MPO MOXK/IUBICTL YUacTi B AOCTiIyKeHHSIX
COVID-19 (akTyanbHO /vIlle Y BUMa/Kax 3aJyueHHs 4o napaneabHoro gocaimpkeHHs COVID), ¢ginanbHa
Bepcis 1.0-UA(RU), Big 22 ciuns 2021 p., poCiiiCbKOIO MOBOIO

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«SELECT - BIUTMB ceMaryTUzly Ha CepLeBO-CYAMHHI YCK/IaJHEeHHs y JIFofiel 3 Ha//IUIIKOBOIO Baror abo
oxupinnsam», EX9536-4388, dinanbHa Bepcis 3.0 Big 07 6epesns 2019 p.

3asgBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CrioHcop, KpaiHa

Novo Nordisk A/S ([JaHis)

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOTO 3a0e3meueHHsI Onekcanap KOMAPIJA




Hopmatok Ne 19

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/)KEHHSI CYTTEBUX MOMNPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopatok 1 Bix 24.07.2020 p. ao Bpomypu gocrignvuka JNJ-61186372 (AmiBantama0), BuiaHHs 4 Bif
03.03.2020 p.; Po3gin 3.2.P [locke AocmimpKyBaHOTO JiKapchKoro 3acoby Jlaseprtinib, Lazertinib (JNJ-
73841937, YH25448), Tabnetku ansi mepopanbHoro mipuiiomy, 80 mr Big 06.11.2020; 306isbiieHHsS
TepMiHy TPUIATHOCTI [JOCTi/PKYBaHOTO JIiKapcbKoro 3aco0y Jlaseprtini6, Lazertinib (JNJ-73841937,
YH25448), Tabnetku [ miepopanbHOro npuiiomy, 80 mr 3 18 MicsiiB g0 24 MicCAL[iB A/ KTiMaTHYHOL
30HM 1 Ta 2; Ta 3 12 MicauiB go 18 micsiiB s kiiMaTtuuHoi 30HU 3 Ta 4; [HdopMallis A BariTHOI
napTHepPKW ydacHUKa fociifpkeHHs Ta Popma IHdopmoBanoi 3rogu — Ilpotokon 73841937NSC3003,
Bepcisi 1.0 pociiicbkoro MoBoro s Ykpainu Bif 23.10.2020 p.; IHdopmMaiiisi Ajis BariTHOI MapTHePKU
ydacHuKa gocniifkeHHs Tta Popma iHdopmosaHoi 3roau — IIpotokon 73841937NSC3003, Bepcis 1.0
YKpaiHCbKOIO MOBOM A1 YKpainu Bif 23.10.2020 p.; 3pa3ok 3HiMKIB ekpaHy «HaBuanbHuii MogyJib i3
KopUcTyBaHHsl TuiaHietrom», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcis 1.00
yKpalHCbKO0 MOBOKO Bif 11.09.2020 p.; 3pa3ok 3HIMKIB ekpaHy «Bka3iBKM [/ maljieHTa [0 I104aTKy
ornutyBaHHsi», eCOA Tablet Screenshots, Janssen 61186372NSC3001 -73841937NSC3003, Bepcis 1.00
yKpalHCbkoo MoBow Bif 08.10.2020 p.; 3pa3ok 3HIMKIB ekpaHy «BkasiBKU [ TaLji€HTa IMic/s
3aBeplilieHHs1 onuTyBaHHs», eCOA Tablet Screenshots, Janssen 61186372NSC3001 - 73841937NSC3003,
Bepcig 1.00 ykpaiHcekoro MoBoro Bif 08.10.2020 p.; 3pasok 3HIMKIB ekpaHy «IHTeps’r0 EQ-5D-5L»,
eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcist 1.00 ykpaiHcbkoro MoBoto Bif 05.11.2020
p.; 3pa3ok 3HIMKIB ekpaHy «IHTep’to QLQ-C30», eCOA Tablet Screenshots, Janssen
73841937NSC3003, Bepcist 1.00 ykpaiHcekoro MoBoro Bif 08.10.2020 p.; 3pa3ok 3HIMKIB ekpaHy «EQ-
5D-5L», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcis 1.00 ykpaiHCbKOIO MOBOIO Bif
26.10.2020 p.; 3pa3ok 3HiMKiB ekpaHy «PGIC», eCOA Tablet Screenshots, Janssen 61186372NSC3001 -
73841937NSC3003, Bepcis 1.00 ykpaiHceKoro moBoro Bif 08.10.2020 p.; 3pa3ok 3HiIMKIB ekpaHy «PGIS»,
eCOA Tablet Screenshots, Janssen 61186372NSC3001 - 73841937NSC3003, Bepcis 1.00 ykpaiHCbKOO
MoBoto Big 08.10.2020 p.; 3pa3ok 3HiMKiB ekpaHy «NSCLC-SAQ», eCOA Tablet Screenshots, Janssen
73841937NSC3003, Bepcist 1.00 ykpaiHncbkoro moBoro Bif, 01.10.2020 p.; 3pa3ok 3HIMKIB ekpaHy «QLQ-
C30», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcisi 1.00 ykpaiHCEKOIO MOBOIO Bif
08.10.2020 p.




Howmep ta faTa Hakasy Ne 3059 Big 29.12.2020

MO3 1070 3aTBep/I>KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «PaHgomizoBaHe KiiHiuHe gocsimkenHs da3m 3 kombiHoBaHOI Tepariii AMiBaHTaMaboMm Ta JlazepTiHibom

BUTIPOOYBaHHs, KOZ, y nopiBHsiHHI 3 OcumepTrHiOOM Ta y mopiBHsHHI 3 Jla3epTiHiOOM sIK mepioi JiiHii Tepartii y marfieHTiB 3

Bepcid Ta jjaTa MiCIieBO-TIOIIMPeHUM abo MeTacTaTUYHUM He/[piOHOK/IITUHHMM DaKOM JieTeHb 3 MYTalli€l0 peliernTopiB
ernigepmanbHoro dakropa pocty (EGFR-myTattiero)», 73841937NSC3003, Bix 05.06.2020 p.

3asiBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CrioHcop, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benerisa

CynyTHi —

Marepianu/mpernaparu

CYIYTHBOI Tepamnii

I'enepanbHui JupeKkTop /upekTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA




HopaTtok Ne 20

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/)KEHHSI CYTTEBUX MOMNPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

3HiMKU ekpaHy esnekTpoHHOro ujogeHHuKa: ACT eCOA Tablet Screenshots TecT 3 KOHTpOIHOBaHHS
actmu (ACT), Bepcisa 1.00 Big 16 mucronaza 2020p., yKpaiHCBbKOX MOBO; 3HIMKU eKpaHy eJIeKTPOHHOT'O
mjogeHHrka: ACT eCOA Tablet Screenshots Tect konTposto Haza actMmor (ACT), Bepcisi 1.00 Bia
15 rpyans 2020p., pocificbkoro MOBOIO; 3HIMKM eKpaHy eneKTpoHHoro mjofeHHHKa: DLQI eCOA Tablet
Screenshots [HAeKC OIiIHKY SIKOCTi YKUTTS MALiEHTIB 3 epMaTO/IOTiYHUMH 3aXBOPHOBaHHSIMM, Bepcis 1.00
Biz 16 ymmcronazga 2020p., yKpaiHCbKOK MOBOR; 3HIMKM eKpaHy eleKTpOHHOro wwogeHHuka: DLQI eCOA
Tablet Screenshots OnMUTyBasbHUK MO SKOCTI »KUTTS TAL[i€EHTIB 3 1epPMaTO/IOTiUHMMH 3aXBOPHOBaHHSIMH,
Bepcisg 1.00 Bix 15 rpyans 2020p.,pocilicbkor0 MOBOO; 3HIMKM eKpaHY eJIeKTPOHHOTO I1jo/leHHHKa: EQ-
5D-3L eCOA Tablet Screenshots EQ-5D-3L Tablet version AHkeTa ctaHy 370poB’s, [lepeknas Ha
yKpaiHcbKy MoBy Ans Ykpainu (Ukrainian version for Ukraine), Bepcisi 1.00 Big 16 mucromaza 2020p.,
yKpaiHCbKOIO MOBOMO; 3HIMKHU eKpaHy efieKTPOHHOro IofeHHuKa: : EQ-5D-3L eCOA Tablet Screenshots
EQ-5D-3L Tablet version OnuTtyBasbHUK TPO CTaH 370pOB’s, Bepcis pocilicbkoro MOBOIO /151 YKpaiHU
(Russian version for Ukraine), Bepcisg 1.00 Big 15 rpyans 2020p.,pociiicbko0 MOBOI; 3HIMKU eKpaHy
enekTpoHHoro 1jofeHHNKa: PGAD eCOA Tablet Screenshots PGAD (3aranbHa OLliHKa CTyTIeHS TSDKKOCTI
3axBOpIOBaHH maijieHToMm), Bepcisi 1.00 Bix 16 nuctonaga 2020p., yKpaiHCbKOIO MOBORO; 3HIMKU €KpaHy
eneKTpoHHOTO 11ioZieHHUKa: PGAD eCOA Tablet Screenshots 3arasibHa oO1fiHKa TSDKKOCTI 3aXBOPIOBAHHS
naiientom (PGAD), Bepcis 1.00 Bix 15 rpyans 2020p., pociiicbkor0o MOBOH; 3HIMKU eKpaHy
enekTpoHHoro mjogeHHUKa: PGAT eCOA Tablet Screenshots PGAT (3aranbHa OLliHKa JIiKyBaHHS
nauieHTom), Bepcis 1.00 Bix 16 nucronaza 2020p., yKpaiHCHKOK MOBOR; 3HIMKHM eKpaHy e/IeKTPOHHOIO
mogeHHrka: PGAT eCOA Tablet Screenshots 3aranbHa oifiHKa JiikyBaHHs1 maiieHToM (PGAT), Bepcis
1.00 Big 15 rpyaHs 2020p., pociiiCbKOO MOBO; 3HIMKM eKpaHy eleKTpOHHOro iiofeHHHKa: POEM
eCOA Tablet Screenshots IlarjienT-opieHTOBaHa oijiHKa ek3emwu, Bepcisg 1.00 Bix 16 mucromaza 2020p.,
yKpaiHCbKOIO MOBOIO; 3HIMKU ekpaHy eieKTpoHHOro IojeHHuka: POEM eCOA Tablet Screenshots
OnuTyBabHUK /151 CAaMOCTIMHOTO 3ari0BHEeHHS MallieHTamMu 3 ek3eMoto, Bepcis 1.00 Big 15 rpyans 2020p.,
POCIHICbKOI0O MOBOIO; 3HIMKU eKpaHy efeKTpoHHoro miofeHHHKa: Subject SCORAD eCOA Tablet
Screenshots Tloka3Huk maifieHta 3a 1mKanolo SCORAD, Bepcis 1.00 Bix 16 mucromaza 2020p.,
YKpaiHCbKOIO MOBOIO; 3HIMKM eKpaHy eneKTpoHHoro IjojeHHHKa: Subject SCORAD eCOA Tablet




Screenshots Yuacuuk pgociimkenHs SCORAD, Bepcis 1.00 Big 15 rpyans 2020p., pocificbkKo0 MOBOIO;
3HIMKM eKpaHy esieKTpoHHOro 1ogeHHuka: TB Training Module eCOA Tablet Screenshots
TpeHyBanbHUII MOZY/Ib [J11 KOPUCTYBaHHA IaaHuweToM, Bepcis 1.00 Big 16 mucromaza 2020p.,
YKpaiHCbKOIO MOBOIO; 3HIMKM eKpaHy eneKTpoHHoro ujofeHHuKa: TB Training Module eCOA Tablet
Screenshots Mozynb HaBUYaHHSI T0 BUKOPHCTaHHIO TulaHiiety, Bepcisi 1.00 Big 15 rpyans 2020p.,
POCIHICbKOI0 MOBOM; 3HIMKU eKpaHy esnekTpoHHoro mjojeHHUKa: WPAI-AD eCOA Tablet Screenshots
OnuTyBanbHUK 3 TMpale3laTHOCTI Ta MOTIpIIeHHs MOBCSIK/EHHOI MAisiIbHOCTi: ATOMIUHWUN JepMaTuT,
Bepcis 2.2 (WPAI:AD), Bepcis 1.00 Big 16 mucronaza 2020p., yKpaiHCbKOIO MOBOIO; 3HIMKH €KpaHy
enekTpoHHoro 1iofeHHHKa: WPAI-AD eCOA Tablet Screenshots OmNUTyBaJbHUK TIO 3HWXEHHIO
rpaiie3/laTHOCTI Ta TOPYLIeHHIO TOBCSKAEHHOI [is/IbHOCTI: aromiuHui Jepmatut, B2.2 (WPAI:AD),
Bepcig 1.00 Big 15 rpyaus 2020p., pociliCbKOH MOBOW; 3HIMKH €KpaHy e/IeKTPOHHOTO I0ZileHHUKA:
HADS eCOA Tablet Screenshots AHkeTa 11070 TpuBOTM Ta jernpecii B KiiHiunux ymoBax (HADS),
Bepcisg 1.00 Big 22 xoBTHSA 2020p., YKpaiHCbKOIO MOBOIO; 3HIMKM €KpaHy €JIeKTPOHHOTO ILOJeHHUKA:
HADS eCOA Tablet Screenshots Kniniuna mikana orjinku TpuBoru Ta jernpecii (HADS), Bepcis 1.00 Bix
22 xoBTH#A 2020p., pOCiliCbKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«ITpocriekTBHe, 6araTOLIEHTPOBE, OBFOCTPOKOBE [JOC/TiPKEHHS 3 OL[iHKA Oe3reku Ta epeKTUBHOCTI
Hemosi3yma0y (CD14152) y maijieHTiB 3 aTOMIYHAM /I€PMAaTUTOM Bifl IOMipDHOTO /I0 TSDKKOTO CTYTIEHSI»,
RD.06.SPR.118163, mnonpaBka 05 pmag VYkpainu Big 09 motoro 2021 p. [0 TNPOTOKOMY
RD.06.SPR.118163, Bepcis 6.0 s Ykpainu Bizg 09 mrotoro 2021 p.

3asgBHUK, KpaiHa

TOB «IHC Pecepu YkpaiHa»

CnoHcop, KpaiHa

Tangepma C.A., lIBelitiapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA
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Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

3HiMKU ekpaHy esnekTpoHHOro ujogeHHuKa: ACT eCOA Tablet Screenshots TecT 3 KOHTpOIHOBaHHS
actmu (ACT), Bepcisa 1.00 Big 16 mucronaza 2020p., yKpaiHCBbKOX MOBO; 3HIMKU eKpaHy eJIeKTPOHHOT'O
mjogeHHrka: ACT eCOA Tablet Screenshots Tect konTposto Haza actMmor (ACT), Bepcisi 1.00 Bia
15 rpyans 2020p., pocificbkoro MOBOIO; 3HIMKM eKpaHy eneKTpoHHoro mjofeHHHKa: DLQI eCOA Tablet
Screenshots [HAeKC OIiIHKY SIKOCTi YKUTTS MALiEHTIB 3 epMaTO/IOTiYHUMH 3aXBOPHOBaHHSIMM, Bepcis 1.00
Biz 16 ymmcronazga 2020p., yKpaiHCbKOK MOBOR; 3HIMKM eKpaHy eleKTpOHHOro wwogeHHuka: DLQI eCOA
Tablet Screenshots OnMUTyBasbHUK MO SKOCTI »KUTTS TAL[i€EHTIB 3 1epPMaTO/IOTiUHMMH 3aXBOPHOBaHHSIMH,
Bepcis 1.00 Big 15 rpygus 2020p., pocificbKor0 MOBOIO; 3HIMKM €KpaHY e/1eKTPOHHOrO Ijo/ieHHUKa: EQ-
5D-3L Tablet Screenshots Anketa ctaHy 370poB’s, Bepcis 1.00 Big 16 muctonaza 2020p., yKpaiHCBKOHO
MOBOI0; 3HIMKHU eKpaHy efieKTpoHHOro IofeHHuKa: EQ-5D-3L Tablet Screenshots OnuTyBasbHUK 1070
cTaHy 370poB’s, Bepcis 1.00 Big 15 rpyans 2020p., pocilicbKo0 MOBOO; 3HIMKM €KpaHy eleKTPOHHOIO
mozeHHuKa: Pain Frequency Intensity eCOA Tablet Screenshots YacToTa Ta iHTeHCHBHICTb 60J1t0, BepCist
1.00 Big 16 mucrtonaza 2020p., yKpaiHCHKOK MOBOK; 3HIMKM eKpaHy eleKTPOHHOIO Ij0/leHHHKa: Pain
Frequency Intensity eCOA Tablet Screenshots Yactora Ta iHTeHcHBHiCTH 6osto, Bepcis 1.00 Bifg
15 rpygns 2020p., pocilicbkor MOBOIO; 3HIMKU eKpaHy efieKTpoHHoro 1ozeHHrKa: PGAD eCOA Tablet
Screenshots PGAD (3aranbHa OIfiHKa CTyTeHsl TsDKKOCTI 3aXBOpPIOBaHHS TMaijieHToM), Bepcis 1.00 Bix
16 mucromaga 2020p., yKpalHCBKOIO MOBOIO; 3HIMKU €KpaHy eleKTpOHHOro mjogeHHuka: PGAD eCOA
Tablet Screenshots 3arasbHa oLliHKa TsDKKOCTI 3axBoptoBaHHs mnarjieHToM (PGAD), Bepcis 1.00 Bifg
15 rpygust 2020p., pocilicbKOl0 MOBOI; 3HIMKHU ekpaHy eneKTpoHHOro mozgeHHruka: PGAT eCOA Tablet
Screenshots PGAT (3aranbHa OIfiHKa JiKyBaHHs TmaijieHToM), Bepcisi 1.00 Big 16 mucromaza 2020p.,
YKpaiHCbKOIO MOBO; 3HIMKM eKpaHy esieKTpoHHOro IjojeHHUKa: PGAT eCOA Tablet Screenshots
3aranbHa oljiHKa JiKyBaHHs mnauieHToM (PGAT), Bepcisi 1.00 Big 15 rpygus 2020p., poCiiicCbKOI0 MOBOIO;
3HIMKM eKpaHy eyieKTpoHHOro 1jofeHHuKa: POEM eCOA Tablet Screenshots IlaijieHT-opieHTOBaHa
oniHka eksemu, Bepcia 1.00 Bix 16 mmcromaza 2020p., yKpaiHCBKOIO MOBOIO; 3HIMKM eKpaHy
enekTpoHHoro ujogeHHuKa: POEM eCOA Tablet Screenshots OmnuTyBanbHUK JJii CaMOCTIMHOTO
3aroBHEHHS NallieHTamu 3 ek3emoro, Bepcisi 1.00 Bix 15 rpyans 2020p., pociiicbKO0 MOBO; 3HIMKU
eKpaHy efnieKTpoHHoro 1jo/ieHHuKa: Subject SCORAD eCOA Tablet Screenshots IToka3HuK maiji€eHTa 3a




mkamoro SCORAD, Bepcia 1.00 Bix 16 symcronaza 2020p., yKpaiHCBKOIO MOBOHO; 3HIMKU eKpaHy
enekTpoHHoro 1ogeHHuKa: Subject SCORAD eCOA Tablet Screenshots YuacHUK [gocmifkeHHS
SCORAD, Bepcig 1.00 Bix 15 rpyausa 2020p., poCiliCbKOI0 MOBO; 3HIMKM €KpaHy eJIeKTPOHHOTO
mogeHHuka: TB Training Module eCOA Tablet Screenshots TpeHyBanbHUM MOAY/b [7Is1 KOPUCTYBAHHS
riaHeroM, Bepcis 1.00 Big 16 ymucronaza 2020p., yKpaiHCBbKOIO MOBOMO; 3HIMKU €KpaHy e/IeKTPOHHOIO
mogeHHuka: TB Training Module eCOA Tablet Screenshots Moaynb HaBYaHHS 1O BUKOPUCTAHHIO
nnaHwety, Bepcis 1.00 Big 15 rpyans 2020p., poCiiiCbKOXO MOBO; 3HIMKM €KpaHy e/IeKTPOHHOTO
mogeHHuka: WPAI-AD eCOA Tablet Screenshots OnuTyBanbHUK 3 TMpale3JaTHOCTI Ta MOTipIlIeHHs
MOBCSAKAEHHOI JisTbHOCTI: ATomniuHui aepmatut, Bepcisi 2.2 (WPAI:AD), Bepcist 1.00 Big 16 nucTonaza
2020p., yKpaiHCbKOI MOBOI; 3HIMKU eKpaHy eneKTpoHHoro IozeHHuka: WPAI-AD eCOA Tablet
Screenshots OnUTyBasbHUK MO 3HW)KEHHIO Tpalie3faTHOCTI Ta MOPYILIEeHHIO MOBCSKAEHHOI [is/TbHOCTI:
aToniuHuii gepmatut, B2.2 (WPAI:AD), Bepcis 1.00 Big 15 rpyans 2020p., pocilicbkkor0 MOBOIO; 3HIMKU
eKpaHy esleKTpoHHOro 1joZieHHuKa: Evening sleep diary eCOA Handheld BeuipHiii 11j0/ileHHUK CHY, Bepcisi
1.00 Big 16 mucronaza 2020p., yKpaiHCbKOK MOBOIO; 3HIMKM eKpaHy eJIeKTPOHHOTO 1jo/ieHHrKa: Evening
sleep diary eCOA Handheld Beuipniii ujosjeHHuK cHy, Bepcisi 1.00 Bix 15 rpyans 2020p., pocificbKoro
MOBOMO; 3HIMKHM eKpaHy esieKTpoHHoro ImozeHHuka: HH Training Module eCOA Handheld Screenshots
HaBuasnbHul MoOAy/b i3 KOPUCTYBaHHSI OPTaTUBHUM NMPUCTpPoeM, Bepcis 1.00 Big 16 mucronaza 2020p.,
yKpaiHCbKOIO MOBOMO; 3HIMKHU eKpaHy esieKTpoHHoro mjogeHHuKa: HH Training Module eCOA Handheld
Screenshots IlopratuBHMII TpeHyBanbHUIT MoAy/b, Bepcisi 1.00 Bixg 15 rpyans 2020p., pociiicbkoro
MOBO; 3HIMKM eKpaHy esneKTpoHHoro ujogeHHuKa: Medication Diary eCOA Handheld Screenshots
[ITofeHHUK HaHeCeHHs Tperapary [Jisg micLeBoro 3acrocyBaHHs, Bepcis 1.00 Big 16 mucronaza 2020p.,
YKpaiHCbKOI0 MOBO; 3HIMKHM eKpaHy efeKTpoHHoro ujofeHHuKa: Medication Diary eCOA Handheld
Screenshots I1JofleHHUK MPUIIOMY TIperapaTiB Jjis MiclieBoro 3actocyBaHHs, Bepcis 1.00 Big 15 rpyaHs
2020p., poCiliCbKOI0 MOBOI; 3HIMKU eKpaHy eneKTpPOHHOro ujojeHHuKa: Morning Sleep Diary eCOA
Handheld Screenshots PankoBwuii 1jogeHHuk cHy, Bepcis 1.00 Big 16 sucronaza 2020p., yKpaiHCbKORO
MOBOMO; 3HIMKHM eKpaHy e/leKTpOHHOro IozZeHHuka: Morning Sleep Diary eCOA Handheld Screenshots
PankoBuii mogeHHUK cHy, Bepcisi 1.00 Big 15 rpyans 2020p., pocilicbKO MOBOR; 3HIMKU eKpaHy
esiektpoHHOTO 1jo/ileHHMKa: PCS eCOA Handheld Screenshots PCS (kareropiiiHa 1ikama cBepOexy),
Bepcis 1.00 Bixg 16 ymucrornaga 2020p., yKpaiHCbKOKO MOBORO; 3HIMKM €KpaHy e/IeKTPOHHOIO I0/leHHUKA:
PCS eCOA Handheld Screenshots KareropiiiHa mikana s orfinku cBep6exxy (PCS), Bepcist 1.00 Big 15
rpy s 2020p., pociiicbkoro MOBOI0O; 3HIMKU eKpaHy efieKTpoHHOTO 1jofeHHrKa: PGIC-P eCOA Handheld
Screenshots PGIC-P (3arasbHa orjiHka 3MiHM cBepbexy maiieHTom), Bepcis 1.00 Big 16 mucromaza
2020p., yKpaiHCbKOIO MOBOIO; 3HIMKM eKpaHy eneKTpoHHoro IjofeHHuka: PGIC-P eCOA Handheld
Screenshots 3aranbHe BpakeHHs marijieHTa mpo 3miHU-cBepbOiX (PGIC-P), Bepcisi 1.00 Bixg 15 rpyzass
2020p., pocilicbkkoro MOBOW; 3HIMKU eKpaHy eneKTpoHHoro IjojgeHHuKa: PGIC-SD eCOA Handheld
Screenshots PGIC-SD (3arasbHa o1jiHKa 3MiHM TOpYylleHb CHY maijiieHToM), Bepcisi 1.00 Big 16 nuctomnaza




2020p., yKpalHCbKOIO MOBOIO; 3HIMKU eKpaHy eyieKTpoHHoro IogeHHuka: PGIC-SD eCOA Handheld
Screenshots 3aranbHe BpakeHHs MallieHTa rpo 3miHu cTaHy—nopyiieHHs cHy (PGIC-SD), Bepcis 1.00 Bif
15 rpygns 2020p., pocCiliCbKOIO MOBOIO; 3HIMKU eKpaHy eleKTpOHHOro mjofeHHuka: PGIS-P eCOA
Handheld Screenshots PGIS-P (3arasbHa OILiHKa TIAIliEHTOM TsDKKOCTI cBepOexxy), Bepcis 1.00 Bifg
16 mucronaza 2020p., yKpaiHCbKOI0 MOBOR; 3HIMKM eKpaHy ejleKTpOoHHOro mozaeHHuka: PGIS-P eCOA
Handheld Screenshots 3arambHe Bpa)keHHsI TaIfiEHTa IMPO TSDKKICTb 3axBoproBaHHs-cBepOiXK (PGIS-P),
Bepcis 1.00 Big 15 rpygust 2020p., pocilicbKoro MOBOR; 3HIMKM eKpaHy e/IeKTPOHHOrO 1oZeHHuKa: PGIS-
SD eCOA Handheld Screenshots PGIS-SD (3arasbHa oOLjiHKa TSDKKOCTI TIOpY1lieHb CHY Tal[iEHTOM), Bepcisi
1.00 Big 16 /mucromnaga 2020p., yKpaiHCbKOIO MOBOIO; 3HIMKMU eKpaHy eJIeKTPOHHOIO LioZieHHuKa: PGIS-
SD eCOA Handheld Screenshots 3aranbHe Bpa)keHHs TMalfieHTa TIPO TSDKKICTb 3aXxBOPIHOBAHHS -
nopyiueHHsi cHy (PGIS-SD), Bepcig 1.00 Big 15 rpyanst 2020p., poCiiiCbKOIO MOBOIO; 3HIMKH €KpaHy
enektpoHHoro 1jogeHHrka: SD NRS eCOA Handheld Screenshots IJomennnk SD NRS (ijoseHHUK
MOpYLIEeHHsI CHY 3a LM(POBOIO IIKaIow OLiHKK), Bepcig 1.00 Bix 16 mucromaga 2020p., yKpaiHCbKORO
MOBOMO; 3HIMKHU ekpaHy enekTpoHHoro mozeHHuka: SD NRS eCOA Handheld Screenshots IlogeHHuk
udpoBoi 1IKaau ouiHKu mopyiieHHsi cHy (SD NRS), Bepcis 1.00 Bix 15 rpyans 2020p., pociiicbKoro
MOBOMO; 3HIMKU eKpaHy eyieKTpoHHOro ujogeHHuKa: HADS eCOA Tablet Screenshots Ankera 11070
TpUBOTM Ta Jenpecii B kiaiHiyHMX ymoBax (HADS), Bepcia 1.00 Big 22 >koBTHs 2020p., yKpaiHCBKOIO
MOBOMO; 3HIMKHU ekpaHy enekTpoHHoro mogeHHrka: HADS eCOA Tablet Screenshots KininiuHa mikana
ouinku TpuBoru Ta genpecii (HADS), Bepcist 1.00 Big 22 >xoBTHs1 2020p., poCiiiCbKOI0 MOBOO; 3HIMKH
eKpaHy enekTpoHHoro 1joseHHuKa: PP - AP NRS Diary eCOA Handheld Screenshots mogennuk PP - AP
NRS (o/ileHHUK OL[iHKM Cepe/HhOI iHTeHCHBHOCTI CBepOiHHS 3a LU(POBOIO IIKA/IOK OLiHKH), BEpCis
1.00 Biz 16 nmucronaza 2020p., yKpaiHCBKOI MOBOR; 3HIMKU eKpaHy eJIeKTPOHHOrO 1jo/ieHHrKa: PP - AP
NRS Diary eCOA Handheld Screenshots Illogenauk PP — AP NRS, Bepcist 1.00 Big 15 rpyaus 2020p.,
POCIHICBbKOI0 MOBOH; 3HIMKHU eKpaHy esieKTpoHHOro mogeHHrKa: PP NRS eCOA Tablet Screenshots PP
NRS mif yac cKpuHiHTY (OL[iHKa MaKCMMalbHOTO CTYIeHs CBepOexy 3a 1H(MPOBOO IITKAIOK OL[iHKH ITiJ|
yac ckpuHiHry), Bepcis 1.00 Biz 16 mucromaza 2020p., yKpaiHCbKOK MOBOH; 3HIMKU eKpaHy
enekTpoHHoro 1mozeHHuka: PP NRS eCOA Tablet Screenshots Ckpuninr PP NRS, Bepcis 1.00 Bix
15 rpyans 2020p., pociiicbKor0 MOBOIO

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomisoBane, noBiliHe ciiirne, Tuialeb0-KOHTPOILOBAHE [NOCTIHKEHHS [/is OL[iHKK e(heKTHUBHOCTI Ta
6e3meuHocTi HeMoJtizymaby (CD14152) y narjieHTiB 3 aTOIMIYHUM IEPMAaTHTOM Bifi TOMipHOTO ZI0 BaKKOT'O
cTynens TsoKKocTi», RD.06.SPR.118169, nonpaska 05 gjs Ykpainu Big 09 arororo 2021p. 10 IpOoTOKOILY
RD.06.SPR.118169, Bepcis 6.0 gnst Ykpainu Big 09 mororo 2021p.




3asBHUK, KpaiHa TOB «IHC Pecepu YkpaiHa»

CnoHcop, KpaiHa lanpgepma C.A., IIBelinapis

CynyTHi —
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOpP /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA
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Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Ha3BU MiCIlb POBe/IeHHs K/TiHIUHOTO BUTIPOOYBaHHS:

Byso Craino

K.M.H. JInukoBcekuii O.E.

KoMyHanbHe ~— HeKoMeplliliHe  MiATNPUEMCTBO
JIbBiBCBKOI 06/acHOI pagu «JIbBiBChKa obracHa
K/IiHIYHA JIKapHs», BijAileHHd ypoJsorii 3
KabiHeTom JITOTPUIICIT, JIbBiBCHKMM
Hal[iOHaIbHUM MeJUUHUM yHiBepcuTeT iMeHi
HNanuna Tamuipkoro, Kadeapa yponorii, M.

K.M.H. JInukoBcekuii O.E.

KomyHnanbHe HeKoMepIliliHe MiATIPUEMCTBO
JIbBiBChKOi OOsacHOT pagu «JIbBiBcbka oOsiacHa
K/IiHIYHa JliKapHsd», YpOJOriuHe  BifJileHHd,
JIbBIBCHKUI HAl[iOHA/IbHUM MeJUYHUMN YHIBEPCUTET
imeni lanuna "anuipkoro, kKadeapa yposorii,

M. JIbBiB

JIbBiB

3aB. BiA. JlutBuH [.B. 3aB. Bif. JIutBuH [.B.

KomyHanbHui 3aKmaz «Kniniunnk | KomyHanpHe — miAnpueMCTBO  «[IHIMPOBCBHKUM
OHKOJIOTiYHMM JucriaHcep» JIHIMpomeTpoBChKOI | 00acHUM KJTiHIUHUI OHKOJIOTiUHUM [ucriaHcep»
obmacHOi  paau, BiggineHHs — ximioreparrii, | JJHITPOTIETPOBCHKOT obmacHoi pagu»,
M. [IHinpo OHKOXiMiOTeparieBTUUHe BiffiseHHs1, M. JIHinpo

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTIiHIUHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sa ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PaHngomizoBaHe, nozBiliHe criine gociimkenHs I ¢asu A1s oLiHKY MepiornepaljiiiHOro 3acTOCYBaHHS
nemOposnizymaby (MK-3475) y kombiHailii 3 HeoaA'toBaHTHOIO XiMioTeparti€l0 TIOpiBHSHO 3
riepionepariiiHiM 3aCTOCyBaHHsIM T1arie00 y KoMOiHallii 3 Heoa'FtoBAHTHOK XiMiOTeparli€lo B yUaCHUKIB
3 M'SI30BO-iHBa3MBHUM PakOM CEUYOBOIO MiXypa, npujaTHuX A/ fikyBaHHs LucriatuHoM (KEYNOTE-
866)», MK-3475-866, Bif 07 6epe3nst 2019 poky.

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXxXeHOI0 BifnoBifampHicTI0 « MC/] YKpaiHa»

CrioHcop, KpaiHa

«Mepk Ilapn Exg Joym Kopm.», gouipse nianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &




Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUHOrO 3a0€3neueHHA Onekcanap KOMAPIJA




Hopatok Ne 23

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi 3a/TyueHHs IOAATKOBUX MiCIb POBEeIEHHs K/IiHIYUHOT'O BUITPOOYBaHHS:
TIOTIPaBKU Ne [1.I.b. BignoBiasbHOrO AOC/IIAHUKA
n/n Has3Ba micus ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. | A.M.H., npod AHTOHSsH .M.

KomyHa/ibHe HeKoMepIiiiiHe MiAnpueMcTBO XapkiBcbkoi Ob6sacHoi Pagu  «Ob6sacHui
Me/IMYHUM K/iHIYHUKM LeHTp ypoJorii i Hedposorii imeni B.I. IllanoBana», ypoJsoriuxHe
BiazinieHHs1 No5, M. XapkiB

2. | A.M.H., npo¢. bongapenko .M.

KomyHanbHe HekoMmepLiiiiHe MignpueMcTBO «Micbka KiiHiuHa JikapHsi Ned» JIHIMpOBCBHKOI
MiCbKOI pagy, MicbKui XiMiOoTepaneBTUYHUM LeHTP , M. JIHInpo

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

[HepxxaBHa ycTaHoBa «IHCTUTYT ypoJiorii HarjioHanbHOI akafeMii MeJUUHUX HayK YKpaiHW»,
BifiZi1 BifHOBHOI yposorii Ta HOBiTHiIX TexHosoTi Ha 6a3i III yponoriuHoro BifmineHHsS
Kniniku 1Y «Iacturyt yposiorii HAMH Ykpainw», M. KuiB

Howmep Ta fara Haka3y Ne 2777 Bip 02.12.2020
MO3 o0 3aTBepAKeHHSs
KJTiHIYHOTO BUTIPOOYBaHHS

Ha3ga kniHiuHOro «BigkpuTre, ogHOrpYyIiOBe, AOAATKOBE MOCTIMKEHHS [y 3abe3reueHHs] TIPOJIOBKEHHs JIiIKyBaHHS
BUTIPOOYBaHHs, KOJ, JApOyTaMiZIoM TIALli€eHTiB, sKi OynM BK/IIOUEHi y TorepeiHi Aoc/ifkeHHs Kommadii Baiiep.», BAY
BepCisi Ta jara 1841788/ 20321, Big 02 ciuna 2020

3asBHUK, KpaiHa TOB «bauep», YkpaiHa

CrnioHcop, KpaiHa bariep Konceromep Kep AT, IlIBenniapis

CynyTHi —




Marepianu/mpenaparu
CYIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hopatok Ne 24

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ)KeHHs CyTTEBUX ITOIPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi 3MiHa Ha3BW Ta a/ipecy MiClil TIPOBe/leHHs K/IiHiuHOro BUTMPOOYBaHHS — BiATIOBifanbHUNA JOCTiIAHUK —
TI0IIpaBKU 'auopuboB AHpivi MuxaiioBuy:
bysio Craino
I.M.H. ['Hrunopu6or A.M. I.M.H. 'Hrmopubor A.M.
MeguuHuii 1]eHTP TOBapucTBa 3 O00OMeXeHO | MelWyHM L€eHTP TOBAapUCTBA 3 0OOMEKeHOI
BiZIMOBIJa/IbHICTIO «PeBMOLIEHTD», Biaain | BignoBiganeHicTiO  «IHCTUTYT  PeBmatosiorii»,
KJIIHIYHUX JOCTipKeHb, M. KHiB BiJI/Ti1 KMIHIYHUX AOCTiI)KeHb, M. KHiB
Howmep 1a faTa Hakasy Ne 296 Big 11.02.2020
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS
Hasga kj1iHiuHOrO «PaH0Mi30BaHe TOPiBHAJIbHE [JOCTiIKEHHS, 110 MPOBOAUTHCSA 3 METOH) OLIIHKOBAaHHSI B3a€MO3aMiHHOCTI
BUTIPOOYBaHHS, KO/, nipernapatiB PF-06410293 ta Xywmipa® rpu ix 3acTocyBaHHI B KOMOiHallii 3 TiperapaToM MeTOTPeKCaT Y
BepCisi Ta jara YYaCHUKIB JOC/I)KeHHSI i3 aKTUBHMM DPEBMAaTOIiHUM apTPUTOM BiJl CepefHbBOrO [0 Ba)KKOrO CTYIIeHS
TsDKKOCTi», B5381012, diHanbHa Bepcisi 3 iHKOPIIOpoBaHO mornpaBkoto 1, Bif 19 TpaBHs 2020 p.
3asgBHUK, KpaiHa [Ngarizep Iuk., CILIA
CrioHcop, KpaiHa [Naiizep Iuk., CIITA
CynyTHi —
Marepianu/mpenaparu

CYIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUYHOrO 3a0€3neueHHA Onekcanap KOMAPIJA




Hopmatok Ne 25

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

[HdopmariitiHuil MCTOK TaljieHTa i ¢popma iHdopmoBaHoi 3roau A yactudu 1 (BP) i vactuau 2 (Mb
[TMJT) pocnimxenns:, Bepcis V11.0UKR(uk)1.0 Big 23 rpyans 2020 poky, nepek/aj yKpaiHCbKOK MOBOIO
Bif 05 moToro 2021 poky; IndopmariiiiHuii TMCTOK MatlieHTa i popma iHDOpPMOBaHOI 3roAu /sl YaCTUHU
1 (BP) i vactunu 2 (Mb I[IMJI) pocnimkenns, Bepcig V11.0UKR(ru)l1.0 Big 23 rpyznus 2020 poky,
repeksaj, pociiicbkkoro MoBoro Bif 04 motoro 2021 poky; IHdbopmauilinuii 1ucTok maijieHta Ta Popma
inbopmoBaHOi 3rogu i uyacTUHMA 2 (MoHiTOpUHr Oe3reku 3 mipuBoAy IIMJI) pociifkeHHS,
V9.0UKR(uk)1.0 Big 23 rpygus 2020 poky, nepeksnaj, yKpaiHCbKO0 MOBoo Bif 04 mtotoro 2021 poky;
IHdopmariitinuii McTOK mnatjieHTa Ta Popma iHpopMoBaHOi 3rosu /Jist YaCTUHU 2 (MOHITOPUHT Oe3reku 3
npusogy [IMJT) pocnimxkenns, V9.0UKR(ru)1.0 Big 23 rpyass 2020 poky, nepek/aj poCiiicbKoro MOBOIO
Bif 04 motoro 2021 poky; 3MiHa MicCLisl TIpPOBeZieHHsI BUTIPOOYBaHHS:

byso Craino
K.M.H. Herita B.B. K.M.H. Hertita B.B.
I3  «BigminkoBa KiiHiuHa JiKapHd CTaHiii | MeJuUHUIA IIeHTP TOBApHUCTBA 3 OOMEKEHOM0
3anopixoka - 2 [OII  «[IpyugHinpoBCcebKa | BiAMOBiJaJbHICTIO «["acTpoeHTepoJioriuHumii
3a/1i3HULIS», XIpypriyHe BifJi/IeHHs, eHTp «AVBIILTIM», M. 3anopixoks
M. 3ariopixoKs

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«BigkpuTe po3iMpeHe AOCTIPKeHHS Ta MOHITODUHT Oe3reKd y TMalli€HTiB 3 BUPA3KOBUM KOJITOM
cepeHBOTO abo Ba)KKOTO CTYTIeHs,, sIKi paHiumie Opanu y4acTb y gocmimkeHHsix ¢asu II/I11 mpemapaty
eTposisymab», GA28951, Bepcis 9 Biz 12 moTtoro 2019 poky

3asaBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»




CrnoHcop, KpaiHa «®. Xoddmanu-JIs Poru JIta» (F. Hoffmann-La Roche Ltd), [1IBeiitiapis

CynyTHi —
Marepianu/mpenaparu
CYyMyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHYHOTO 3a0e3neueHHs Onekcanap KOMAPIJA




Hopatok Ne 26

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi YTOUHEeHHsI Ha3BU JIOCTi/PKYBAHOTO JTiKapChbKOro 3acoby:

TIOTpPaBKU BYJIO CTAJIO
Hanarnidosun/Dapagliflozin  (Janarnidosun | Janarmiguiosus/Dapagliflozin (Janarmicdno3un
nipornianziion/Dapagliflozin Propanediol); | mpomaniosn/Dapagliflozin Propanediol); Tab6seTkwy,
Tab/eTK, BKPUTI TUTIBKOBOIHO 000/10HKOIO; 10 | BKPHUTI TUTIBKOBOKO 000/70HKOI; 10 Mr (mimirpam);
Mmr (minirpam); AstraZeneca AB, [lIBeljis AstraZeneca AB, IlIBewjis

Howmep ta faTa Haka3y Ne 187 Big 05.02.2021

MO3 o0 3aTBepAKeHHs

KJTIiHIUHOTO BUTIPOOYBaHHS

Hasga kiHiuHOrO «PanziomisoBaHe, TojBiliHe criime, T1aleb0-KOHTPO/IbOBaHe, OaraTOI[eHTPOBe AOCTiKeHHsT 2b da3u 3

BUTIPOOYBaHHs, KO/, nigbopy o3 mpernapatry AZD5718 y maijieHTiB 3 XpPOHiUHOH XBOPOOOH HHMPOK 3 TIPOTeiHypi€ro»,

Bepcid Ta jaTta D7551C00001, sepcis 2.0 Big 05 cepriag 2020 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa «Actpa3eneka Ab», IlIBelisi / AstraZeneca AB, Sweden

CynyTHi —

Marepianu/mpenaparu

CYIYTHBOI Tepamnii

I'enepanbHui JupeKkTop /upekTopary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Onekcangp KOMAPIIA




Hopatok Ne 27

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/KeHHSI CyTTEBUX MOIMPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporypa gociignuka JNJ-54767414 (mapatymyma0), Buganus 17 Big 17.12.2020 p.; Po3gin 3: Skicte
JIOCBE TOC/Ii/IKYBaHOTO JTiKapChbKOTo 3aco0y [lapaTymyma0, cekilisi ikapchbKui 3aci0, [TapaTymymab ajist
migmkipHoro BeefieHHs, 1800 mr, mictoraz 2019; 36inblieHHsT TepMiHY MPUIATHOCTI AOCTiHKYBaHOTO
mikapcbKoro 3acoby dapatymyma0, ans migmkipHoro BBeseHHs, 120 mr/mm, 1800 mr, 15 mn, 3 18 go 24
MicsLiB; 3MiHa BiAoBigansHOro gociigauka y MIIB:

Byso Craino
nikap Iumunenko I'.B. nikap Horaesa JI.I.
KomyHanbHe — HekomepliiiiHe — mianpuemcTBo | KoMmyHanbHe — HeKoMepljiliHe — MiJIIPUEMCTBO
«YepKacbKuii obsiacHu OHKOJIOTiuHMM | «YUepKacbKuii o6acHU OHKOJIOTIYHUU
gucriaHcep»  Yepkacbkoi  obsacHoi  pagw, | aucriaHcep — Uepkackkoi  o0macHOi  pazm»,
O6nacHuit NiKyBalbHO-AiarHOCTUYHUM | 0b6acHuM JIIKyBa/IbHO-Z1iarHOCTUYHU I
reMaToJIoriuHui 11eHTp, M. Yepkacu reMaToJIoriuHui 1jeHTp, M. Yepkacu

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 84 Bif 17.01.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe 6ararolleHTpOBe KJIiHiUHe [JocCimkeHHs 3 ¢a3u TOPiBHAHHSA MiAMKIPHOTO Ta
BHYTPIIIHLOBEHHOTO BBeZieHHs1 [lapaTymMmyma0y y TMal[ieHTiB 3 pe[UIUBHOI Y pedhpaKTepPHOIO
MHO>XMHHOIO Mi€noMoro», 54767414MMY 3012, 3 nonpaBkoro Amendment 4 Big 01.04.2020 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrisa

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii




I'eHepanbHHU# JUpeKTOp JJMpeKTopaTry
(apmaneBTHYHOTO 3a0e3neueHHs Onekcanap KOMAPIJA




HonaTtok Ne 28

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

BK/TIOUeHHSI I0ZATKOBOT'O MiCIsl TPOBeIeHHsI K/TiHIYHOr0 BUMPOOYBaHHS:

Ne [1.I.b. BignoBiasbHOrO AOC/IIAHUKA
n/n Has3Ba micus ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. | nikap BitkoBceka b.M.

M. KuiB

KuiBcbka KiiHiYHA JliKapHSi Ha 3ami3HMYHOMY TpaHcnopTi Ne 1 ¢inii «LleHTp oxoponu
30pOB’s1» aKL[IOHEPHOI'O TOBAPUCTBA « Y KpaiHChKa 3a/1i3HULIS», [IPOKTOJIOrIYHe Bif/ileHHs,

3MiHa MiCList IPOBe/IeHHSsT K/IiHIYHOTO BUITPOOYBaHHS:

byso

Crano

K.M.H. Hemira B.B.

O3 «BigminkoBa kiiHiYHA JIiKapHA  CTaHLiL
3anopixoks - 2 OII  «IIpugHinpoBcbKa
3a/1i3HULIS», XIpypriuHe BiJJi/eHHS,

M. 3aropixoKs

K.M.H. Hertita B.B.

MeguuHuid LeHTP TOBAapUCTBa 3 OOMEXeHOIo
BiINMOBIJa/TbHICTIO «["acTpoeHTepo/ioriuHmiA
eHTp «AVBIJILTIM», M. 3anopixsks

Howmep Ta fata Hakasy
MOQO3 110710 3aTBepyKeHHs
KJIiHIUHOTO BUTIPOOYBaHHS

Ne 300 Big 22.05.2015

Hasga k1iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«bararorieHTpoBe, paHO0Mi30BaHe, TIO/BiliHe-C/IiIe, My1ae00-KOHTPOIboBaHe AoCipKeHHsT da3u 111 s
OLIIHKK e(heKTUBHOCTI Ta Oe3rmeuHOCTi mperapary eTposidymMad B SKOCTi iHAYKIfi i MiATpUMyOUOro
MiKyBaHHSI TaLieHTiB 3 XxBopoboto KpoHa B akTuBHiW ¢a3i Bif cepegHbOTO [0 TSHKKOTO CTYTIEHS
BaXXKOCTi», GA29144, Bepcis 7 Bij 24 kBiTHsA 2019 poKy

3asaBHUK, KpaiHa

ITignpuemcrso 3 100% iHosemHolo iHBecTHLiclo «AMKTOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

«®. XOPDPMAHH-JIA POILI JITI», Iseiuapis (F. HOFFMANN-LAROCHELTD, Switzerland)




CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 29

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

BK/TIOUeHHSI I0ZATKOBOT'O MiCIsl TPOBeIeHHsI K/TiHIYHOr0 BUMPOOYBaHHS:

/11

Ne [1.I.B. BigrioBifasbHOrO AOC/IIAHUKA
Has3Ba micuis mpoBeieHHsT K/TiHIYHOTO BUIPOOYBaHHS

1. | nikap BitkoBceka b.M.

KuiBcbKa KiiHiuHa fiKapHs Ha 3a1i3HMYHOMY TpaHcnopTi Ne 1 ¢inii «IleHTp oxopoHu 310poB’si»
aKI[iIOHEPHOT'O TOBAPUCTBA «YKPATHCHKA 3a/1i3HULIsI», MPOKTOJIOTIYHE Bi/lTiieHHs, M. KU1iB

3MiHa MicCLisl TIPOBe/IeHHsI K/TiHiUHOTO0 BUTMIPOOYBaHHS:

Byno

Craso

K.M.H. Herita B.B.

O3 «BigminkoBa k/iHIiYHA JiiKapHS CTaHLii
3anopixoks - 2 Ol «IIpupHinpoBCcbKa
3aJ1i3HULIS», XipypriuHe BiJ/ileHHS,

M. 3anopidOoKs

K.M.H. Herita B.B.

MenuyHull 1[eHTP TOBAapUCTBA 3 0OMeKeHOIo
Bi/INTOBi/la/IbHICTIO «["acTpoeHTeponoriuani
1eHTp «AVBIIL.TIM», M. 3amopixks

Howmep Ta faTa Haka3y
MO3 o0 3aTBepAKeHHSs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 300 Big 22.05.2015

Ha3sga k1iHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«Bigkpure po3mmpeHe JOC/iPKeHHSI i3 criocTepe)keHHSAM O0e3reKu TIalfieHTiB 3 XBOpoOO KpOHa B
aKTUBHIM (pa3i Bifi cepeIHHOTO 10 TSYKKOTO CTYIIeHsI Ba’KKOCTI, sIKi paHillie puiiMaiy yuyacThb y MPOTOKOJI
eTpostizymab dasa I gocmimkenas GA29144», GA29145, Bepcis 6 Big 29 kBiTHsa 2019 poky

3asiBHUK, KpalHa

ITignpremcTBo 3 100% iHo3emHoI0 iHBecTuLiclo «AMKFOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

«®. Xodpdmann-JIs Pou JITg», [Betinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi




Marepianu/mpenaparu
CYIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Honarok Ne 30

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

bpomypa pocnigauka MK-8835; MK-8835A; MK-8835B, Buganusa 8 Big 14 rpygHa 2020 poky,
aHricbkoro MoBoto; MK-8835-059, Ykpaina, Bepcisi 1.01 Big 04 mrotoro 2021 poky, yKpaiHCBKORO
MOBOIO, iH(popMallisi Ta JOKYMeHT mpo iHhopMOBaHy 3rofy Ais OaTbKiB AWTHHW/MIJITKA, KUK Oepe
y4acTb y HaykKoBoMy pocitigkeHHi; MK-8835-059, Ykpaina, Bepcis 1.01 Big 04 mororo 2021 poky,
POCiHICbKOI0 MOBOMO, iH(bOpMaLlisi Ta IOKYMeHT TIpo iHhOopMOBaHy 3rofy st 0aTbKiB AUTHHW/IIIJTITKA,
KUl Oepe yuyacTb y HaykoBomy pnocmimkeHHi; MK-8835-059, Ykpaina, Bepcisi 1.01 Big 04 mroToro
2021 poky, yKpalHCbKOIO MOBOIO, iHopMalLlisi Ta JOKYMeHT TIpo iHpopMOBaHy 3rofly [/is naijieHTa (4/s
nawjienTis, o gocarny noBHoiTTd); MK-8835-059, Ykpaina, Bepcis 1.01 Big 04 motoro 2021 poky,
POCiliCBKOI0 MOBOIO, iHopMallisi Ta JOKYMeHT Tpo iHhopMOBaHy 3rofy /s MailieHTa (/7151 Tal[i€eHTiB, 1110
JlOCST/IA TTOBHOJIITT)

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2372 Big 04.12.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorieHTpoBe, MoABilHe Cilie, paHAOMi30BaHe, TUIale00-KOHTPO/IbOBaHe KiIiHiuHe mocimpkeHHs I11
da3su a5 ouiHky Oe3neku Ta edekTUBHOCTI EpTyrmidnosiny (MK-8835/PF-04971729) y miteii, BikoMm Bif
10 go 17 pokiB BK/IHOYHO, XBOPUX Ha LYKpoBWM fiaber 2 Tury», MK-8835-059, 3 iHKOopropoBaHOO
nonpaBkoro 01 Big 11 yepBHst 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO « MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp [Joym Kopr.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry
(¢apmaneBTHUHOTO 3a0e3nMeUeHHs Onekcanap KOMAPIJA




Hopmatok Ne 31

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi BK/TIOUeHHSI I0ZATKOBOT'O MiCIsl TPOBeIeHHsI K/TiHiYHOTO0 BUIPOOOBYBaHHS:
TIOTIPaBKU Ne [1.I.b. BignoBiasbHOrO AOC/IIAHUKA
n/n Has3Ba micuis mpoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. I.M.H., ipog. ITaceuko H.B.

KomyHanbHe HeKOMepLiiiiHe MiJIpueMCTBO TepHOMiIbChKOI palioHHOI pagu «TepHominbCcbKa
LleHTpa/lbHa palOHHA JIIKapHs», TIOJIK/IiHIKa, TepHOMibCbKUM HAL[iOHA/JIbBHUM MeJAUYHUN
yHiBepcureT imeni I./1. ['opbaueBcbkoro MiHicTepcTBa OXOpOHM 37[0POB'S YKpaiHu, Kadezpa
BHYTPIIIHBO1 MeguuHU Nel, M. TepHOIIIb

Howmep ta fata Haka3y Ne 187 Big 05.02.2021

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Ha3sga ksiHiuHOTO «26-TKHEBe JJOC/Ti/KeHHsT e(heKTUBHOCTI Ta Oe3reku M0THKHEBOro MpUHoMy iHCY/TiHy aiikozek (icodec)

BUTIPOOYBaHHS, KO/, y TIOPiBHSIHHI 3 I[0/IeHHUM MPUHOMOM iHCy/iHy germofek (degludec) y marjieHTiB 3 IyKpoBUM [liabeToM

Bepcid Ta jarta 2-ro Tumy, sKi JIiKyroTbCa 0a3asbHUM iHCyniHOM 3 abo 6e3 3acTocyBaHHSI HeiHCYJ/liIHOBUX
npoTuiabeTHuHMX npernaparie», NN1436-4478, Bepcis 2.0, diHanbHa, Big 30 muctonaza 2020 p.

3asiBHUK, KpaiHa TOB «HoBo Hopgick Ykpaina»

CrnoHcop, KpaiHa Novo Nordisk A/S, Denmark

CynyTHi —

Marepianu/mpernaparu

CYTYTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA Onexkcangp KOMAPIJA




HonaTtok Ne 32

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa BiJMNOBIZA/IBHOIO AOC/aiAHUKA Ta 3miHa HasBu MIIB: KiiHika [lepskaBHOI yCTaHOBU «IHCTUTYT
MeaUuHOI pagiosiorii Ta onkosorii im. C.II. I'purop’eBa HarjioHambHOI akazemii MeIUUHUX HaykK
YKpainu», Bifi/liJIeHHs K/IiHIYHOI OHKOJIOT1I Ta reMaToJIorii, M. XapKiB:

Byno Crano

I.M.H., ipod. |HOHOBCI:Ka T.M.| nikap Myxuuyk [.B.

Kninika  [lepkaBHoi  yctaHoBu  «IHctutyt | KniHika [lep)kaBHOI yCTaHOBY «IHCTUTYT MeAUYHOL
MeauuHoi  pagionorii  im. C.II. Tpurop’esa | pagionorii Ta onkonorii im. C.II. I'purop esa
HarfioHanpHoi  akazemii  Meguunux — Hayk | HaljioHaabHOI akajeMii MeJMUYHHX HAayK YKpaiHW»,

BiZilisIeHHs K/TIHIYHOT OHKOJIOTII Ta remMaToJIoril,
M. XapkKiB

YKpaiHu», BiAJiJIeHHS K/IHIYHOI OHKOJIOTii Ta
reMaTosIorii, M. XapkiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 415 Big 18.02.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TozBiliHe ciiine, paHOMi30BaHe, aKTUBHO KOHTPOJ/IbOBaHe, B NapaseqbHUX Ipynax JOC/TiKeHHs (a3u 3
3 MeTOX TIOPiBHSHHS edeKTUBHOCTI Ta Ge3reuHocTi 3actocyBaHHs miperiapaty CT-P16 Ta ABacTuny,
cxBasleHoro B €C, K 1mepmioi JiHil  JTiKyBaHHA METACTaTUYHOrO abo  peLUJUBYIOUYOTO
HETUTOCKOK/TITHHHOTO He/IpiOHOK/TITUHHOTO paKy Jyieredb», CT-P16 3.1, Bepcis 2.0 Big 14 yepeHs 2019 p.

3asaBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHor BianosizanbHicTio «KoHTpakTHO-[ocmigHuibka Opranisatis IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa

«JEJIITPIOH, Tuk.», Pecriy6sika Kopest (CELLTRION, Inc., Republic of Korea)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary

(¢apmaneBTHUHOrO 3a0€3neueHHA Onekcanap KOMAPIJA




Hopatok Ne 33

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/ieHUI MPOTOKOJ KiHIUHOTO Aoc/ifykeHHs1 Bepcis HoMep 5.0 Bif 25 ciung 2021 poky; OHoBieHa
bpouypa gociigHuka Bepciss HoMep 15.0, gaTta Bepcii 26 ciunsa 2021 poky; OHobiieHa yactvHa 2.3 locke
JOCTimKyBaHOoTro KiiHigHOro 3aco0y OcimepTinHib (AZD9291). TTonepesHi JaHi KIiHIYHUX AOC/TiIKEHb Ta
JocaipkeHb Ha mogax Bixg 3 ymotoro 2021 poky; OnHoBieHa vactvHa 2.6.6 Jlocke [OC/IIKYBaHOTO
KiiHiuHOTO 3ac00y OcimepTiHib (AZD9291). HekniHiuHuii 3BiT 3 TOKCHKOOTIT Bif 22 ciudst 2021 poky

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1005 Big 28.09.2016

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpoBe paHZOMi30BaHe MO/BilHe ciire T1aleb0 KOHTPOIbOBaHe AOCTipKeHHS 3 da3u mjis
OL[iHKM e(eKTUBHOCTI Ta Oe3meuHocTi mpemapaty AZD9291 y mopiBHSHHI 3 mianebo y mMaijieHTiB 3
He/IpiOHOK/TITHHHUM pakoMm Jjeredb IB-IIIA crazii Ta MyTarji€eto peljenitopa eriziepMasbHOTO (hakTopa
pPOCTY IIpM 3aCTOCYBaHHI MiC/Is TOBHOI pe3eKLii IyXJIMHYM He3aJe)XHO BiJl MpOBeJeHHsl aj FOBaHTHOI
ximioTeparii (ADAURA)», D5164C00001, Bepcis 4.0 Big 02 munas 2020

3asaBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

«Actpa3eneka Ab», IlIserjis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




Hopatok Ne 34

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi BykneT pAsis manji€HTa, YKpaiHCbKOIO MOBOIO [/1s1 YKpaiHu, ¢iHanbHa Bepcis Big 10 motoro 2021 poky.
TIOTIPaBKU BykneT j1s matlieHTa, Ha pOCifichKili MOBI /i1 YKpainu, diHambHa Bepcis Bif 09 motoro 2021 poky

Howmep ta fata Hakasy —
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «PanziomizoBaHe, no/BitiHe ciiine, miarie60-KOHTPOILOBAHE JOCTiPKEHHS [/ OOrpyHTYBaHHSI KOHLETILIiT

BUTIPOOYBaHHS, KO/, 070 OL[iHKK edeKTUBHOCTI Ta Oe3meku 3actocyBaHHs SAR443122 (inribitopa RIPK1) y marjieHTiB 3

BepCisi Ta jara MigrocTpyuM abo AMCKOITHUM/XPOHIUHUM IITKiDHUM UePBOHUM BOBUAKOM CEepPeHbOTO i TSHKKOTO CTYTIeHSI»,
ACT16404, Bepcis 1 Big 11 rpyaas 2020 poky

3asiBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»

CrnioHcop, KpaiHa sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepii e feBeiornMaH, ®paHifis)

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopmatok Ne 35

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»

01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

36i/ibIIeHHsT KiTbKOCTI TIAI[iEHTIB, sIKi MPUMMAaTUMyTh Y4acTh Y KJIiHIYHOMY J0C/Ti/KeHHI B YKpaiHi 3 80
panzomizoBaHux (90 ckpuHoBaHuX) 0 150 paHgomizoBaHux (160 CKppHOBaHUX)

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2372 Bip 04.12.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHzioMi30BaHe, TMOABiliHe ciine AOCHiKeHHs a3 3 3 aKTUBHUM KOHTpPOJeM [l OL[iHKM i
TiiTBepKeHHs1 He MeHILoi eeKTUBHOCTI, Oe3neku i nmepeHocumocTi npernapary Lledernmim/ VNRX-5133
HDK TpernapaTty [JJjisl aKTHUBHOTO KOHTPOJIIO y [OPOC/IUX i3 YCKIaJHEHUMM iH(EeKLisMA CeuOBUBIJHUX
LUIAXIB, Y TOMYy 4MCJi 3 TocTpuM mienoHegputom», VNRX-5133-201, 3 nonpaBkoto 2, Bepcisi 3.0 Bif
10 rpyzns 2019 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

VenatoRx Pharmaceuticals, Inc., CIIIA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HonaTtok Ne 36

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/KeHHsI CYTTEBUX I1OIPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

EnekTpoHHMI 1I0JeHHUK (TIOPSIAOK  3arlOBHEHHsl IOJeHHUWKY), Bepcis 5.0, 03 snucromaza
2020 yxpaiHCbKOIO MOBOM; EjleKTpoHHMI 110JeHHUK (TIOpSZIOK 3allOBHEHHS IOJEeHHKMKY), Bepcig 5.0,
03 mucromaza 2020, pociiickkoro MOBOIO; ENeKTpOHHMIA 1110/IeHHUK (TTOPSZI0K 3aTlOBHEHHS L[O/IEHHUKY ),
Bepcis 5.0, 02 mucronaga 2020, aHrnilicbkoro MOBO; [T0CiOHMK KOpUCTyBaua MPUCTPOIO eIeKTPOHHOTO
I0JeHHUKa /s yuacHuKa fociimpkeHHs Crimson 1 (MAA-304), Bepcis 1, 03 nmucromaza 2020poky,
yKpaiHCbKOI0 MOBOI; IToCiOHMK KOpHUCTyBaua IPUCTPOIO €JIEKTPOHHOTO IIOZIEHHWKA /IS yYaCHUKa
nocrimkenss: Crimson 1 (MAA-304), Bepcis 1, 03 mucronaza 2020poky, pocitickkoro MoBoro; TTociOHUK
KOpUCTyBaya MPUCTPOI0 e/IeKTPOHHOTO L[0/IeHHUKa /i1 yuyacHUKa gocaifpkeHHs Crimson 1 (MAA-304),
Bepcisi 1.0, 14 BepecHss 2020poky, aHI/ilCbKOIO MOBOH; PiHanbHiI 3HIMKKA €KpaHy e/leKTPOHHOTO
mogeHHuKa (3HaTi 05 motoro 2021poky, ¢iHasbHe TecTyBaHHsI) Ha OCHOBi EJjieKTpOHHHWI I0ZleHHUK
(MopsiloK 3aroBHEHHs1 WIOJleHHUWKY), Bepcisi 5.0, ykpaiHCbKOIO MOBOw; PiHalbHiI 3HIMKUA eKpaHy
€JIeKTPOHHOTO 1joJileHHHKA (3HATI 12 ciunsa 2021poky, ¢iHanbHe TecTyBaHHS) Ha OCHOBi EneKTpoHHMI
10/leHHUK (TIOPSIIOK 3arlOBHEHHS 1[0/IeHHUKY ), Bepcisi 5.0, pociiicbkoro MoBot0; DiHabHi 3HIMKU eKpaHy
eJIeKTPOHHOT O 11jo/ieHHUKa (3HATI 02 moToro 2021poKy, ¢diHanbHe TecTyBaHHs) Ha OCHOBiI EnekTpoHHMI
I0JleHHUK (TIOPS/JOK 3ariOBHEeHHs IOJeHHUKY), Bepcisg 5.0, aHrmikicekoro MoBorw; bpomiypa: “YHu
BHUHUKalOTh Y Bac emi3zogu KpoBoTeui, BUK/IuKaHi reModiniero?”, Bepcis ans Ykpainu 1.0 Big 14 ciuns
2021 poky Ha ocHoBi Maiictep-Bepcii 2, 31 nunHsa 2020 p., yKpaiHCbKOI, POCIMCHKOO, aHIJIiCHKO0
MoBamy; [1yTiBHUK ydacHUKa fgociifpkeHHs: Bepcig ansa Ykpainu 1.0 Big 14 ciuns 2021 poky Ha OCHOBI
Maiictep-Bepcii 3, 11 BepecHst 2020 poKy, yKpaiHCbKOIO, POCiMCbKOI0, aHIJIiChKOI0 MOBaMu; Jl0oBiJHUK
[1s TaLjieHTa 3 BBefleHHs rperapaty MarzAA, Bepcia 2.0 10 rpyans 2020p gns Ykpainu Bepcig 1.0
05 motoro 2021p, yKpaiHCHKOIO, POCiCHKOI0, aHI/TiMCHKOI0 MOBOM; JIOBiJHUK /17151 yUaCcHUKIB, Bepcis 3,
02 motoro 2021p., yKpalHCbKOI, POCIMCHKOI), aHI/IIMCHKOI MOBOI; JIMCT-TIOZASKa y4YaCHUKaM
JociimpkeHHs, Bepcis 1, 04 motoro 2021p., yKpaiHCHKOIO, POCIMCBHKOI, aHIVIIMCHbKOI MOBOH; 3MiHa
BiZINOBIJa/IbHOTO AOC/IiJTHHKA:

byso Crano
nikap IMumunenko I'.B. nikap Horaesa JI.I.
KomyHanbHe ~ HekoMmepliiiHe — mianpueMmctBo | KomyHanbHe HeKoMeplJiliHe MiATIPUEMCTBO
«YepKacbKui obsiacHu OHKOJIOTiuHMH | «YepkacbKuii 00acHUY OHKOJIOTiUHUM HCITaHCep




JTUCTIaHCep
O6nmacHu

YepkacbKoi

obsacHOi  paau»,
JIIKyBaJIbHO-/11arHOCTUYHUM

reMaToJIOTiUHUM 11eHTp, M. Yepkacu

Yepkacbkoi  0bOsacHOI
JIIKyBaJIbHO-/1iarHOCTUYHU M
LieHTp, M. Yepkacu

pazn», O6nacHui
reMaToJIOTiUHUN

Howmep ta faTa Haka3y
MO3 11070 3aTBep/I>KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sa ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«docnimkenns dasu 111 anst orfiHKY eeKTUBHOCTI Ta Oe3meyHOCTi Map3enTakory anbda (aKTHBOBAHOTO)
JJ/Is1 TIALIKIPHOrO BBeZleHHs MPU JIIKyBaHHI Ha BMMOI'Y Ta KOHTPOJIIO eIi30/iB KpOBOTeU Y IaLli€HTIB 3
remodinieto A abo remodiniero B, 3 iHribitopamu: gocmimkennss Kpimcon 1 [Crimson 1]», MAA-304,
ITonpaeka 1.0, 02 yepBHs 2020, JlokaneHa nonpaBka MAA-304, Bepcis 1.1 Big 04 ciuna 2021 poky

(nuie Ay YKpaiHu)

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeKeHOI0 BifinosifanbHicTio «MEITEVC YKPATHA»

CnoHcop, KpaiHa

«KertenicT Batiocatiencus, Inkoprniopeiites» [Catalyst Biosciences, Inc.], CIIIA

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

I'enepanbHui AupeKTop /lupexkTopary
(hapmaneBTHYHOr0 3a0e3neueHHs

Onexkcangp KOMAPIJA




Hopatok Ne 37

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBeP/KeHHs CYyTTEBUX I1OINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa MiclLlb TIPOBe/ieHHsI K/TiHiUHOTO BUMPOOYBaHHS:

Byno Crasno

K.M.H. Tomax H.B. K.M.H. Tomax H.B.

KoMmyHanmeHe ~ HeKoMeplliiiHe  miAnpuemMcTBo | MeauuHui 1IeHTP TOBapyMCTBA 3 0OMeXKeHOI0
«Micbka mikapHs Ne2» 3aropi3bkoi MickKoi | BigmoBigaabHicTiO «IHET-09», M. 3anopixoks
pajy, HeBPOJIOTiUHe BiJi/IeHHs, M. 3allOPIKS
J.M.H., ipod. CokoJsoBa JI.I. I.M.H., ipo¢. CokosnoBa JI.I.

KuiBchbka Micbka KiiHiuHa JlikapHs  Ned, | MeauuHuii 1IeHTP TOBapyMCTBA 3 0OMeKeHOI
HeBposioriuHe BigmineHHs Ne2, HauioHampHMI | BignoiganbHicTio «Menoya-KiiHik», mikyBanbHO-
MeguuHui yHiBepcuteT iMeHi O.O. Boromosiblg, | mpodisakTuuHuii nigposgin, M. Kuis

Kadezpa HeBposiorii, M. KuiB

Howmep ta faTa Hakasy
MO3 w040 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2487 Big 17.12.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jjaTa

«MixHapoziHe, baraToLieHTpOBe, paH/l0Mi30BaHe, Mo/BiliHe crirle, r/1areb0-KOHTPO/IbOBaHe [JOCTiPKeHHS
¢da3u 3 B mapasiesibHUX Ipymax y MallieHTiB i3 peluAuBHUMU (Gopmamu po3cisiHoro ckieposy (PPC) ass
OLIiHKM e(peKTHBHOCTI, 6e3MeyHOCTi Ta MepeHOCUMOCTI rIaTUpaMepy aLeTaTty Zero, BHYTPIllIHbOM s130BO1
iH’ €Kil TPOJIOHIOBaHOI Ail, sika BBOJUTHCS OJIMH Pa3 KOXKHI UOTUPH THXHI» , Mapi GA Depot Phase III —
001, Bepcis 01 Bixg 01 kBiTHs 2019 poKy

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIATIOBIJA/IBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYIIMENTC YKPATHA» (TOB «®PPA YKPATHA»)

CnoHcop, KpaiHa

Mapi Pharma Ltd., I3pains

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTy
(apmareBTHUHOTrO 3a0e3MeueHHA Onexkcangp KOMAPIJA




HopnaTtok Ne 38

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi Bpomypa gmocnmigavka (¥Ycrekinyma6b(ustekinumab) FYB202), Bepcis 4.0 Big 12 motoro 2021p.,
TIOIIPaBKU aHIJIIICBKOK MOBOIO

Howmep ta fata Hakasy Ne 1636 Big 20.07.2020
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO Panjomi3zoBaHe, mo/iBiliHe cJiimne goctifykeHHs (a3u 3, 1110 NPOBOAUTHLCS B Mapase/ibHUX rPynax 3 MeTOro

BUTIPOOYBaHHS, KO/, MOpiBHSAHHS e(eKTUBHOCTI, 0e3rMeKr Ta iMyHOT€HHOCTi 3arpONOHOBAHOTO 0iomMOZiO6HOrO JIiKapChKOTO

BepCisi Ta jara 3aco0y Ycrekinymab FYB202 ta mpenapata Crenapa y Maiji€HTiB 3 O/ISIIIKOBUM ICOPia30M CepesHbOro
Ta BaXXKOro cTyneHs TshKKocTi, FYB202-03-01, dinanbHa Bepcisi 1.0 Big 30 ciuns 2020p.

3asgBHUK, KpaiHa TOB «BOPJIZIBAV]T KJITHIKAJI TPAIJIC YKP»

CrnioHcop, KpaiHa «bioek I'mM6X», Himeuunna (bioeq GmbH, Germany)

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 39

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

JIvucT pni matlieHTa, 10 TMPOJIOBXKY€E ydyacTh Y K/iHiuHOMYy BurpoOyBanHi, Bepcis 1.0 Bix 09 mortoro
2021p., aHI/IIMCHKOIO MOBOIO, MepeK/a/, YKPaiHCbKOIO Ta POCIMCBKOK MoBaMu; JIMCT f1s maijieHTa, 10
3aBepIIUB y4acTh y KiiHiuHOMY BumnpoOyBanHi, Bepcisi 1.0 Big 09 mororo 2021p., aHI/IiCHKOI0 MOBOIO,
repek/aj, yKpalHCbKOIO Ta POCIHCbKOX MOBaMH

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraToLieHTpOBe, MOABiMiHE CJjline, paHAOMi30BaHe [OC/iPKEeHHs, 110 IPOBOJUTHCS y MapajenbHUX
rpyrax 3 MeTOI BHUBUYeHHsI (papMaKOKiHEeTHKH, e()eKTUBHOCTi, Oe3reKr Ta iMyHOTE€HHOCTI y MallieHTiB 3
XPOHIUHUM OJIAIIKOBUM T1COPia30M Bifi TMOMIPHOTO 0 TSDKKOTO CTYTIeHsl, SIKi OTPUMYIOThH TperapaT
Xymipa®, Ta y marjieHTiB (abo TMOpiBHAHO 3 MAal[ieHTaMH) 3 XPOHIUHWUM OJISIIKOBUM IICOpPia30M Bif
IIOMIDHOTO /10 TSDKKOIO CTyIleHs, §IKi 3HaxO[ATbCS Yy CTajil IMOBTOPHOIO Ilepexofy Bif JIKyBaHHS
nperiapatoM Xymipa® Ha JikyBaHHsI nperiapatoM AVTO02 3 HaCTYIHOI MOZJOBXEHOH (a30t0 BUBUEHHS
6e3neku AVT02 (ALVOPAD-X)», AVT02-GL-302, Bepciss 3.0 3 iHKOpIOpPOBaHOW TMOMPaBKO 2 Bif
03 cepriasg 2020 p.

3asgBHUK, KpaiHa

TOB «BOPJIZIBAV]T KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBotek CBicc AI'» (Alvotech Swiss AG), I1IBeiiiiapis

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




HopnaTtok Ne 40

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe pocnimkyBaHoro mikapcekoro 3aco0y EG12014 (Trastuzumab) (IMPD): po3zin "EG12014
Jlikapcbka Cyb6ctaniiiss / Drug Substance", pegakuis 3.0 Big 31 ciuas 2021 p.; po3ain "EG12014
(Trastuzumab) ANTI-HER2 RECEPTOR ANTAGONIST Jlikapcekiii miperapaT / Drug Product”,
pedakiis 3.0 Big 31 ciuna 2021 p.; posgin "EG12014 (Trastuzumab) ANTI-HER2 RECEPTOR
ANTAGONIST Ominka kopucTi Ta pusuky / Benefits and Risk Assessment", pegaxkiisi 3.0 Big 31 ciuns
2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1399 Big 27.07.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«bararolLeHTpoBe paH/ilOMi30BaHe TIO/BIMHO CJlifle TIOPiBHsJIbHE [IOC/i/)KeHHsI e(eKTUBHOCTI Ta
6e3meunocti mpernapaty EG12014 (tpacty3ymaby «Eiip/xeHikc») i T'eprentuHy® mpu TpoBeeHHi
Heoa/; ' roBaHTHOI Teparil nauieHTkaMm i3 HER2-1o3uTBHUM pakoM MOJIOYHOI 3a/103U paHHBOI cTajgil y
MOEHAHHI 13 CUCTEMHOK0 Teparii€rd Ha OCHOBI MperapaTy aHTpPaLUK/IiHOBOro pszay i nakmitakceny (III
daza kniHiuHMx mocmimkens)», EGC002, ocratouHa pefakiis 3rigHo 3 [TompaBkowo 4 Big 02 Gepe3ns
2020 p.

3asgBHUK, KpaiHa

TOBAPVICTBO 3 OBMEXEHOIO BIZITIOBITAIBHICTIO «I1I EC AI-YKPATHA»

CnoHcop, KpaiHa

«Enpxenikc Inkoproperiten» (EirGenix, Inc.), TaiiBanb, Pecriy6stika Kuraii

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hopmatok Ne 41

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»

01.04.2021 Ne 614
InenTudikatiis cyTreBoi 3aTyueHHs I0ZATKOBOT'O MiCI[sl TIPOBeZIeHHSI K/TiHIYHOT0 BUMPOOOBYBAHHS:
TIOTIPaBKU Ne [1.I.B. BigrioBifasbHOrO AOC/IIAHUKA
n/n Has3Ba micuis mpoBeieHHsT K/TiHIYHOTO BUIPOOYBaHHS

1 3aB. Bij. €HrosartoBa B. A.
KomyHanbHe HekoMepLiiiHe mignpueMcTBO «Mickka KiiHiuHa sikapHs Ne9» [IHINpOBCHKOI
MiCBKOI pajid, JUTAYe eHJAOKPUHOJIOriYHe BifdiseHHs, M. /THirnpo

Howmep ta fata Haka3y Ne 2777 Bin 02.12.2020

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «EdexkTuBHiCTh Ta Oe3reka MpuiioMy MepopajbHOr0 ceMarjayTHAy y TOpiBHSHHI 3 muiariebo y fiteit Ta
BUTIPOOYBaHHS, KO/, Mi/TTKIB 3 IyKPOBUM [iabeToM 2-ro THIy, sKi JIiKyIOTbCSI MeThOpMiHOM Ta/abo 6a3anbHUM iHCYTIHOM.»,
BepCisi Ta jara NN9924-4437, dinansHa Bepcis 1.0 Big 20 TpaBHs 2020 poky.

3asiBHUK, KpaiHa TOB «HoBo Hopgick YkpaiHa»

CrioHcop, KpaiHa Novo Nordisk A/S (Denmark)

CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

I'enepanbHui JupeKkTOop /upeKkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA




Hopatok Ne 42

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi Bporiypa gocmigHauKa [1si OC/TiKyBaHOTO JiKapchKoro 3acoby BAY 86-5321 (admibepcent), Bepcis
TIOIIPaBKU 15.0 Big 05 /motoro 2021 poky

Howmep ta fata Hakasy Ne 2110 Big 16.09.2020

MO3 o0 3aTBepAKeHHSs

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «PaHioMi30BaHe, 3 MOJBIMHUM MaCKyBaHHSIM JOC/i[KeHHs1 3 (a3u 3 aKTUBHUM KOHTPOJIEM [I/isl OL[iHKU
BUTIPOOYBaHHS, KO/, edeKTUBHOCTI Ta Oe3rekd BHUCOKUX /103 adibepcenTy B TaIlieHTiB i3 HEOBaCKYJSPHOK BiKOBOIO
BepCisi Ta jara MakyJsioauctpodieto», 20968, Bepcis 2.0 Big 14 motoro 2020 poky.

3asgBHUK, KpaiHa TOB «I[TAPEKCEJI Ykpaina»

CrioHcop, KpaiHa Bayer AG, Germany/ batiep AI', HimeuunHa

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOT0 3a0e3meueHHsI Onekcanagp KOMAPIJA




Hopatok Ne 43

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Moci6nuk 3 eCOA (cucTema OL[iHIOBaHHS Pe3yJ/IbTaTiB JiKyBaHHS 3 e/IeKTPOHHUM 30MpaHHSIM JIaHUX) /IS
naiedTiB, Bepcis 1.0 Big 21 rpygus 2020 poky, ykpaiHCbKOr MoBoto; ITocionuk 3 eCOA (cucrema
OLIiHIOBAaHHS pe3y/IbTaTiB JIIKyBaHHS 3 €JIeKTPOHHUM 30MpaHHSM AaHWX) [/ TaijieHTiB, Bepcis 1.0 Bif
21 rpypHs 2020 poKy, pOCiICbKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2674 Bif 18.11.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[loggiliHe ciiine, paHAOMi30BaHe, KOHTPOJIbOBaHe AaKTMBHUM IIperiapaToM [OCTi[)KeHHs (a3u 3 B
rapasie/lbHUX TPyTax [jis TOpiBHSHHS eeKTUBHOCTI Ta Oe3meuHocTi mpemnapaTie CT-P39 i Kcomap y
TAIfi€EHTIB i3 XPOHIUHOIO CITIOHTAHHOIO KPOIMMB’SHKOIO, Y SIKMX 30epiratoThbCsi CUMITTOMH, HE3Ba)KalOuW Ha
JikyBaHHs H1-anturicraminaumMu nipenapatammn», CT-P39 3.1, Bepcis 2.2 Bix 04 mucronaga 2020 poky

3asaBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

CELLTRION, Inc., Republic of Korea

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




Hopmatok Ne 44

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBneHWii MPOTOKON KiiHiyHOTO BUnpoOyBaHHs SEP361-303, Bepcis 3.01 3 iHKOpPIIOpOBaHOMO
HecyTTeBOrO TiormpaBkoro 2.00 Bix 25 ciuna 2021 poky; HecyrreBa mompaBka 2.00 10 mpoTOKOIYy
KiHiuHOrOo BUrpoOyBanHs SEP361-303, Bepcist 3.01 Big 25 ciuns 2021 poky; bporypa gocnigauka SEP-
363856, Bepcis 10.0 Big 14 rpyzansa 2020 poky, aHIJiMCBKOW MOBOM; lofaTok «/loKaiHIuHI AaHi» [0
Bpourypu pocnignuka SEP-363856, Bepcis 10.0 Bing 14 rpygusi 2020 poky, aHIJIiHCBKO MOBOIO;
Indopmariiinuii nuctok i ¢opma iHpopmoBaHoi 3roau, Bepcisi V5.0UKR(uk)1.0 Bix 18 mroTtoro
2021 poky, nepekmaj yKpaiHCbKOIO MOBOMO Bif 24 mrotoro 2021 poky; [HpopMartiiinuii ucToK i dopma
indopmosanoi 3roau, Bepcisi V5.0UKR(ru)1.0 Bix 18 moToro 2021 poky, nepek/aj poCiiiCbKOH0 MOBOHO
Biz 24 motoro 2021 poky

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«BigkpuTe po3impeHe 1OC/TiIPKeHHS /1S OL[iHKK 0e3MeYHOCTi Ta mepeHocuMocTi riperapaty SEP-363856
y natjieHTiB i3 mm3odpenieto», SEP361-303, Bepcist 3.00 3 iHKOpIIOPOBaHOK CYTTEBOIO TomnpaBKoro 2.00
Biz 16 Bepecns 2020 poky

3asiBHUK, KpaiHa

ITianpuemcTso 3 100% inosemHoro iHBecTHieto «AVIK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®apmacbioTikanc [HK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOTrO 3a0€3MeueHHA

Onexkcangp KOMAPIJA




Homatok Ne 45

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/KeHHSI CyTTEBUX MOIMPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHH IPOTOKOJ KiiHiuHOTO BUripobyBaHHs SEP361-302, Bepcist 3.00 3 iHKOPIIOPOBaHOIO CYTTEBOIO
nonpaBkoro 2.00 Bix 26 ciunsa 2021 poky; CyrtreBa norpaska 2.00 [0 IPOTOKO/Y K/IIHIYHOIO
BurnpobyBanHss SEP361-302, Bepcis 3.00 Bix 26 ciuna 2021 poky; bpoinypa mocnigavka SEP-363856,
Bepcis 10.0 Bix 14 rpygus 2020 poky, aHr/inceKorw MoBorwo; lopaTtok «[lokiiHiuHi faHi» g0 Bpomypu
nocnigauka SEP-363856, Bepcis 10.0 Big 14 rpyzans 2020 poky, aHrmiicbkoro MoBoro; IHdopmariiHui
mictok i ¢opma iHdopmoBaHoi 3rogu, Bepcisi V4.0UKR(uk)1.0 Big 18 mtororo 2021 poky, mepeknaf,
yKpaiHCbKOI MOBOIO Bif 24 mtotoro 2021 poky; IHdopmarlitinuii mucTok i dopma iHdbopMoBaHoi 3roau,
Bepcii V4.0UKR(ru)1.0 Bix 18 motoro 2021 poky, mepeksaj, pPOCIHCBKOIO MOBOIO Bif 24 mHOTOrO
2021 poky

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane, ToABiliHe citinie, TUIale00-KOHTPOBOBaHe, 0araToOLIEHTPOBe AOCTiPKEHHS, IO
MPOBOJUTLCA B Mapasie/lbHUX Tpymax, i3 3aCTOCYyBaHHSAM (PiKCOBaHMX 03 /ISl OL[iHKK e(eKTUBHOCTI Ta
6e3meunocTi npernapaty SEP-363856 y maijieHTiB i3 mm3odpeHi€lo y TocTpoMy NCUXOTUYHOMY ermi3ofi»,
SEP361-302, Bepcis 2.00 3 iHKopniopoBaHow cyTTeBOr0 nonpaBkoro 1.00 Big 16 BepecHst 2020 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«CyHoBioH ®apMacekroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 46

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnHoBnieHa Opoinypa AocmigHWKa 3 Tiperapaty Ksusaptuni6b, Bepcis 15.0 Big 29 ciuns 2021 poky;
HopatkoBa ¢opma iHpopMOBaHOI 3roiM yuaCHMKAa Ha [UCTaHLiliHYy TMepeBipKy [JaHUX [Jisi YKpaiHu
aHrjiicekoro MoBowo, Bepcisi 1.0 Big 12 mrotoro 2021 p.; HopatkoBa ¢dopma iHdopmoBaHOi 3roau
yJaCHUKa Ha AUCTaHL|iHY MepeBipKy JaHuX [/ YKpaiHu aHIJIiNCbKOK MOBOO, Bepcis 1.0 Big 12 mortoro
2021 p., mepeknaZieHO Ha YKpaiHCbKy MOBY s YkpaiHu 17 mrotoro 2021 p.; HojaTkoBa ¢opma
iHopMOBaHOI 3ro/i¥ yyacHUMKa Ha AMCTaHLiMHYy MepeBipKy JaHUX /s YKpaiHM aHTJIiCbKOI0 MOBOIO,
Bepcis 1.0 Big 12 moTtoro 2021 p., nepeksiajieHO Ha POCiHCbKY MOBY /51 YKpainu 17 mrotoro 2021 p.

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 423 Big 12.04.2017

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

[MopgitiHe crime, TUIAe00-KOHTPO/LOBAHE AOCHIHKeHHST a3u 3 /i1 BUBYEHHS 3aCTOCYBaHHS
KBU3apTHHIOY y TO€AHAHHI 3 iHAYKLIWHOIW i KOHCOJiJAliiHOI XiMiOTepari€l, a TakKoX y BWIVISA
MpOZOBXKeHHs Tepamil y mauieHTiB BikoM Bif 18 no 75 pokiB i3 Brnepuie BussieHum FLT3-ITD-
MO3UTHUBHOK TOCTpor0 MienoigHoto neiikeMiero (QUANTUM First), AC220-A-U302, Bepcis 6.0 Bif
28 xoBT1Hs 2020 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CnoHcop, KpaiHa

Hatiiui CaHkio, IHk., [Daiichi Sankyo, Inc.], Crionyueni IllTati AMepuKu

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 47

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikallis cyTreBoi Bk/1t0OUeHHs1 04aTKOBOT0 MiCLII MPOBeAEHHS K/IIHIYHOTO TOC/Ii/[PKEHHS

TIOTIPaBKU Ne [1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa micuis ipoBeieHHs1 K/TiHIYHOTO BUIPOOYBaHHS
1 A.M.H. CracuimH O.B.

HepxxaBHa ycTtaHoBa «[HCTUTYT martosorii KpoBi Ta TpacH(y3iiiHoi MeguiuHu HatioHanbHOT
akajeMii MeIMUHKX HayK YKpaiHW», BiJ/iiJIleHHs 3arajbHOI Ta reMaToJIOriuHol Xipyprii,

M. JIbBIB
Howmep ta fata Haka3y Ne 2107 Big 17.10.2019
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS
Ha3sga kiiHiuHOTO «Orjinka npenapary pekom6iHaHTHOrO (haktopa IX, APVO101, y giteli, xBopux Ha remodinito B, sikum
BUTIPOOYBaHHS, KO/, paHilile TPOBOAW/IOCS JIIKYyBaHHA JaHoro 3axsoproBaHHs», APVO101-903, pepakuis 3.0, norpaska 2 Bif
BepCisi Ta jara 29 yarias 2020 p.
3asBHUK, KpaiHa TOBAPMCTBO 3 OBMEXXEHOTO BIATIOBIJTAJIBHICTTO «I1I EC AN-YKPATHA»
CrioHcop, KpaiHa «Mepekcyc Papma, [HK.» [Medexus Pharma, Inc.], CIIIA
CynyTHi —
MaTepianu/rpenapaTu

CYINyTHBOI Tepariii

I'enepanbHui JupeKkTOop AupeKkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA




HonaTtok Ne 48

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

Jluct indopmauii ana mnagieHta Ta Popma iHPopMOBaHOI 3roAM Ha y4acTb y KJIHIYHOMY
JocmigykeHHi_Bepcig 1.1 Big 25 ciuna 2021_Ha ocHOBI MacTep-Bepcii Ana Ykpainu 1.1 Bifg 22 rpyaus
2020 (yxkpaiHCbKOIO Ta pOCiiicbkoro MoBaMHu); JIuct iHpopmarii Ay nauieHta Ta @opma iHpopmoBaHOi
3roZIM Ha ydacTb y KiiHiuHOMY pfocmiimkeHHi (IHTeHcuBHME Bifg0ip 3paskiB Ha PK)_ Bepcia 1.1 Big
25 ciuns 2021_Ha ocHOBi MacTtep-Bepcii ans Ykpainu 1.1 Big 22 rpyans 2020 (ykpaiHCbKOIO Ta
POCIHCBKOI0 MOBaMHM)

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaHgomizoBaHe, mialeb60-KOHTPOJ/IbOBaHe, TIO/BiliHe ciine Aoc/ifpkeHHsT 3 a3y, B TPhOX rpyrax, 3
METOI0 OLIIHKUA Oe3meku Ta eheKTUBHOCTI BHUKOPHCTAaHHS HOBOIO TIperapary TiZIpOKOPTH30HY arierary,
cyrniosuTopii, 90 Mr, siKi BBOAATH 3a JOMOMOIOI0 arulikaropa /s Cyno3utopiiB Sephure® oauH i ABa pasu
Ha JIEHb, Y MAI[i€EHTIB 3 BUPAa3KOBUM KOJIITOM npsiMoi Kuinkn», CHS1221, Bepcis 1.5 Big 03 mrotoro 2020

3asgBHUK, KpaiHa

TOB «Kpomocgapma YkpaiHa»

CnoHcop, KpaiHa

Cristcot HCA LLC («Kpictkot Eiu-Ci-Eii En-En-Ci»), USA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 49

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

JIuct-niosicHeHHst Bif 28 »oBTHa 2020 poKy aHIJ/iMCbKOI MOBOKO [0 TipoTokony MK-3475-992, 3
inkopriopoBaHoto mornpaBkoro 01 Bixg 30 Gepe3nsi 2020 poky; MK-3475-992_01_KepiBHULITBO 3 Bi3WTiB
nuist marfienta_Bapiadt 1: IucratiH yKpaiHCbKOIO MOBOO it YKpainu Big 30 6epesnst 2020 p.; MK-
3475-992_01_KepiBHULITBO 3 Bi3uTIiB Ajs naijieHTa_BapianT 1: [lucnyiatviH poCiiCbKOIO MOBOO /ISt
Ykpainu Big 30 6epe3nst 2020 p.; MK-3475-992_01_KepiBHUIITBO 3 Bi3uTiB A/is1 maijieHTa_BapiaHT 2: 5-
FU + MMC ykpaiHCcbKO0 MOBOIO 71t YKpainu Biz 30 6epe3ns 2020 p.; MK-3475-992_01_KepiBHHUIITBO
3 Bi3uTiB Jy1a marjienta_Bapiant 2: 5-FU + MMC pociiicbkoro MOBo0 i1t YKpaiau Big 30 Oepe3Hs
2020 p.; MK-3475-992_01_KepiBHu1[TBO 3 Bi3uTiB A5 maijieHTa_BapianTt 3: 'eMiuTabiH yKpaiHCHKOIO
MOBOIO i1 YKpainu Bim 30 Oepesnsi 2020 p.; MK-3475-992_01_KepiBHUIITBO 3 Bi3UTIB /s
narfienta_BapiaHT 3: 'emiuTtabiH pocificbKoro MOBOIO /i1 YKpainu Biz 30 6epesnst 2020 p.; 3miHa Ha3BH
MiCIIsI TTPOBe/IeHHsI K/TiHiUHOTr0 BUIIPOOYBaHHSI:

byno

CraJso

3aB. Bif. JIutBuH 1.B.

KomyHanbHui 3aKJ/1af, «KniHiuHMi
OHKOJIOTiYHMM AucrhaHcep» [IHIMPOIeTpoBChKOT
obmacHoi paau, BiAfiseHHS XiMmioTepamii, M.
HHirnpo

3aB. Bif., JIuteuH 1.B.

KomMyHanbHe  minpueMcTBO  «[IHIIPOBCHKUM
obacHUM KTiHIUHUN OHKOJIOTIUYHWM AMCITaHCeP»
JTHITIpOIIeTpOBCHKOL obsiacHoO1 paau»,
OHKOXiMiOTepareBTUYHe BiffineHHs, M. [THImpo

3MiHa Ha3BM Ta afipecy MiClisl MPOBe/IeHHsI K/TiHIYHOTO BUTTPOOYBaHHS:

BYJIO

CTAJIO

roJi. aikap Kpyneko C.1.

ToBapucTBO 3 0OMEXEHOI BiTIOBiANBHICTIO
«YKpaiHChKUM LIEHTp TOMOTepariii»,
BiffiieHHs1 XimioTeparii, M. KponmMBHULIbKUM,

ByJI. AntrHCcKa 1

roJi. aikap Kpynabko C.1.

MeanuHuii LeHTP TOBapucTBa 3 00OMEKEHOO
BiJTIOBiga/IbHICTIO «YKpaiHCbKUM LIEHTP
TOMOTepartii», Bifili/IeHHsA ximioTeparii,

M. KponuBHULIbKUH, By/. ANTUHCKa 5-A




Howmep ta faTa Hakasy
MO3 1070 3aTBep/I>KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1143 Big 15.05.2020

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjata

«PaHgomi3oBaHe, mozBiliHe crime, mIaleb0-KOHTPO/ILOBaHe KiiHiuHe mpocmimpkeHHs III dasu  gis
BUBUeHHs eeKTUBHOCTI Ta Ge3neuHocti membOpomizymaby (MK-3475) y kombiHariii 3 xiMionmpoMeHeBoro
tepanieto (XIIT) y mopiBHsHHI J/vile 3 xiMiorpoMmeHeBoro Tepari€to (XIIT) B yuacHUKIB 3 M’SI30BO-
iHBa3MBHUM pakoMm ceuyoBoro mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992, 3 iHKOpOpOBaHOO
rioripaBkoto 01 Biz 30 6epesns 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBifanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn Exp Joym Kopr.», nouipHe nianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/rpernaparu
CYMyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lupeKkTopaTry
(apmareBTHUHOTO 3a0e3MeueHHsA Onexkcangp KOMAPIJA




HonaTtok Ne 50

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/KeHHsI CYTTEBUX I1OIPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoOBeHUI TTPOTOKO KiHiYHOTro AociimkeHHs 04,

3MiHa Ha3BU NPOTOKOJIY KJIIHIYHOT'O AOC/IIIPKeHHS:

Bepcis 1 Bifg 17 rpyans 2020p., aHriliCbKO0 MOBOIO;

byso

Crano

BigkpuTe paHgomi3oBaHe fgociimpkeHHs 2 da3u,
IO TPOBOAUTHCS 3 METOK TIOPIBHAHHS Tepariii
SAR439859 1 eHAOKpMHHOI  MOHOTeparlii,
BUOpaHOi JlikapeM, y TAlli€EHTIB 3 eCTpOreH-
peLenTop-ro3UTUBHUM, HER2-HeraTuBHUM
MicrieBomomMpeHM abo MeTacTaTUUHUM PakoM
MOJIOYHOI 3a/1034, $Ki paHillle OTpUMYBa/IU
TOPMOHAJIBHY Teparito

BigkpuTe paHzoMi3oBaHe [ociipkeHHs 2 da3u,
0 TIPOBOJUTBCA 3  METOKH  IOPiBHSIHHSA
npenapatry  amueHectpaHT (SAR439859) i
eH/IOKPUHHOI MOHOTepariii, BUOpaHoi jikapeMm, y
MAaL{i€eHTIB 3 eCTpPOreH-peLienTop-rO3UTUBHUM,
HER2-HeraTMBHUM  MiCII€BOIIOILIMPEHUM  abo
MeTaCTaTUYHHMM PAaKOM MOJIOYHOI 3a/i03H, $IKi
paHilie OTPUMYBaJIi TOPMOHAJIbHY Tepartito;

BxiroueHHs1 Has3BU [OC/IIPKYBaHOI'O JIIKAPCHKOI'O

iHdopmatlis mpo fociimkeHHs i ¢opma iHpopmoBaHoi 3rogu, Bepcisi 7 Bix 18 rpyans 2020p.,
aHTJIilcbKOr MOBOMO; [HdopMariisi A1 narieHTa i dopma iHpopMoBaHoi 3roau, Bepcis Ay YKpaiHu Neb
Bif 12 ciuns 2021 p. (Ha ocHoBi OcHOBHOI iH(popMaLlii po AocstipKeHHs i popMu iHPOPMOBaHOI 3rofu,
Bepcist 7 Bifg 18 rpygus 2020p.) aHriiicbKoro, yKpaiHCHKOKO Ta pOCiKChbKO MoBaMmu; Popma 3roju Ha
roJlasibllle CIIOCTEPEXKEeHHS 3a BariTHICTIO /Ji1 apTHepKH, Bepcis 2 Bif 18 rpyans 2020p., aHrmiMCbKO0
MOBO10; IH(opMallis /s BariTHOI mapTHepKM maijieHTa Ta ¢opma iHopMoBaHOI 3roAu Ha TOAasbIie
criocTepe)keHHs1, Bepcis Ay YKpaiHu Ne2 Big 13 ciuns 2021 p. (Ha ocHoBi dopmu 3rofu Ha Tojasblie
CTIOCTepe)KeHHsI 3a BariTHICTIO A/ mapTHepkw, Bepcisi 2 Bix 18 rpyaus 2020p.), aHr/ilcbKoOw Ta
yKpaiHCbKOI0 MoBaMu; IHdopMaliist /i BariTHOI MapTHepPKH MaljieHTa - y4yaCHHKa J0C/i/pKeHHs i ¢popma
iHopMoBaHOI 3roZiu Ha Tojablile CrIOCTepeXXeHHs, Bepcist Ayig YKpainu Ne2 Big 13 ciuns 2021 p. (Ha
ocHOBI ®PopmM 3rofu Ha Iojasblie CIIOCTepeKeHHs 3a BariTHICTIO [y NapTHepKu, Bepcia 2 Big 18

rpyans 2020p.), pociliCbKOI0 MOBOHO

3aco0y — amiieHecTpaHT (amcenestrant); OCHOBHa




Howmep ta fata Hakasy
MO3 u100 3aTBep/I>KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 568 Big 27.02.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHs, KO/,
BepCisi Ta jjata

«BigkpuTe paHAoOMi30BaHe MAOCTiPKeHHS 2 (a3, 1[0 TPOBOAUTLCS 3 METOH TOpPIBHSHHS Tepariii
SAR439859 i eHmOKPUHHOI MOHOTeparlii, BUOpaHOi JjiKapeMm, y Tal[ieHTiB 3 eCTPOreH-perenTop-
no3utiBHUM, HER2-HeraTMBHUM MiclieBOMOIIMPeHUM ab0 MeTacTaTUUHUM PaKOM MOJIOUHO 3a/103H, sIKi
paHillle OTPUMYyBa/Ii rTOpMOHanbHy Teparito», ACT16105, nmporokon 03, Bepcis 1 Big 30 yepsHs 2020p.

3asiBHUK, KpaiHa

TOB «Cano@i-ABeHTic YKpaiHa»

CrioHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesionMaH, @paHiiis)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

I'enepanbHui JupeKkTop /upekTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA




HomaTtok Ne 51

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT KiTiHiuHOTO BUpoOyBanHs MK-3475-859 3 iHKopriopoBaHoro ToripaBkoto 03 Bif
11 ciuns 2021 poky, aHrIiMcbKOH MoBOIO; IHdopMarljisi Ta JOKYMeHT Tpo iHpOpMOBaHy 3rofy Ajis
naijieHTa, Ykpaina, MK-3475-859, Bepcisi 09 Biz 29 ciuns 2021 poky, yKpaiHCbKOK MOBOMO; [HdopMallis
Ta JJOKyMeHT Tpo iHpopMoOBaHy 3rofly Ajs maijieHTta, YkpaiHa, MK-3475-859, Bepcisi 09 Big 29 ciuns
2021 poky, pociiickkoro MOBOw; IHdopmaliliHui JUCTOK i JOKyMeHT Tpo iH(opMoBaHy 3roiy Ha
MaiibyTHe GiomenuuHe fmocmipkeHHs, YKpaiHa, MK-3475-859, Bepcis 02 Big 03 Gepe3ns 2021 poky,
YKpaiHCBKOK MOBOIO; [H(opMaliliHuii TMCTOK i AOKyMeHT mpo iHdopMoOBaHy 3roJy Ha MaiOyTHE
GioMeauuHe AocimKeHHs, YKpaiHa, MK-3475-859, Bepcisi 02 Big 29 ciuns 2021 poky, pocCiiiCbKorO
MOBOIO

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 9 Big 02.01.2019

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomiszoBaHe, mozBiiiHe citine KiiHiuHe fgocimKkeHHs a3 3 membOpostizymaby (MK-3475) y
KOMOiHariii 3 ximioTepari€to y rmopiBHSHHI 3 Tuialebo y KoMOiHarjii 3 XimioTepariero B SKOCTi JiKyBaHHS
nepiioi fiHii y mariedtiB 3 HER2-HeratvBHOMO, TOTepeHLO HETKOBAaHOW, HeorepabenbHow abo
MeTaCTaTUUHOIO a/eHOKapLMHOMOO LUTYHKY abo ractpoe3odareanbHoro 3’eqHanHs (KEYNOTE-859)»,
MK-3475-859, 3 inkopnopoBaHor nornpaBkoro 02 Big 12 rpyans 2019 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO « MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp [Joym Kopr.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry

(apMareBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Hopatok Ne 52

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi bpomypa Jocnigauka Bepcist 15.0 Big 05 motoro 2021
TMOTPaBKU
Howmep ta fata Hakasy Ne 662 Biz 16.03.2020

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «/JlogaTkoBe [OC/II)KeHHS [Jisi OLIHKA [JOBFOCTPOKOBUX pe3yJ/IbTaTiB JIIKYBaHHS TMAL[i€HTIB, SKi

BUTIPOOYBaHHS, KO/, OTpPUMYBa/IM JIIKyBaHHA BiJ peTHHONAaTii HejoHouleHUX y gocdimkeHHi 20090», No. BAY 86-5321 /

BepCisi Ta jara 20275, Bepcig 2.0 Bim 27 nucronaga 2019 poky 3 iHTterpoBaHoro [lompaBkoro 1 Bifg 27 mucronaza
2019 poky

3asgBHUK, KpaiHa TOB «batiep», YkpaiHa

CrnioHcop, KpaiHa baiiep AT', HimeuurHa

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 53

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Bi/INOBiIAILHOTO AOCTiIHHAKA:

bYJIO

CTAJIO

I.M.H., ipod. Mornoeceka T.M.|

[epxaBHa ycraHOBa «IHCTUTYT MeJUYHOL
paaiosiorii Tta onkosorii im. C.II. I'purop’esa
HanjjonaneHol  akazemii  MeAMYHUX — HayK
YKpainu», BiAJiIeHHS K/IIHIYHOI OHKOJIOTil i
reMaTosIorii, M. XapKiB

nikap, I'omy6eBa JI.B.

HepxaBHa  yctaHOBa  «IHCTUTYT  MeguUuHOL
pagiosorii Ta onHkosorii im. C.II. I'purop’esa
HauioHanbeHOI akajeMii MeJMUHMX HayK YKpaiHW»,
BiZi/liTeHHsT KJIIHIYHOI OHKOJIOTII i TremaroJiorii,
M. XapkKiB

3MiHa KoHTaKTHOI 0cobu CrioHcopa K/IiHiYHOTO BUIPOOYBaHHS Ta KOHTAKTHOI iH(hopMariii:

Byno

Craso

I1.1.b. koHTakTHOI 0Ccobu: Olya Wright,
Konrakthuii Tesiepon: 001 561-569-7857,

dakc: 001 617 349 0707,

Appeca eJ1IeKTPOHHOT TOLITH:
owright@epizyme.com

I1.I.B. konHtakTHOI Oocobu: Christinne Villanueva,
MS

KonrakTtHuii Tenedon: 001 617 797 9092,

dakc: 001 617 349 0707,

Apnpeca e/IeKTPOHHOI TIOLLTH:
cvillanueva@epizyme.com

Howmep Ta faTa Haka3y
MO3 o0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2333 Big 25.11.2019

Ha3sga k1iHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«[loflaTKOBe AOC/TiKeHHs TperiapaTy Ta3emMeTocTaT y Malli€HTiB, KX Oysi0 TepeBe/ileHO i3 OCHOBHOIO
nocnimkenHss (TRuST): Bimkpute nopaTkoBe mepexizHe gocaigkeHHs», EZH-501, nmonpaBka 4.0 Bif

18 mrotoro 2020 p.

3asiBHUK, KpalHa

ToBapuCTBO 3 06MeKeHO0 BifnoBifanpHicTIo «MEIIIEVIC




YKPATHA»

CrnoHcop, KpaiHa Emnisum, [Hk., CIIIA (Epizyme, Inc., USA)

CynyTHi —
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

I'eHepanbHui JupeKkTOp JupeKkTopary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Onekcangp KOMAPIIA




Honatok Ne 54

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii npotokos 3 ITonpaekoro 2 Bix 15.12.2020 p.; 3MiHa Ha3BU MiCLsl TIPOBe/IEHHS K/TiHIYHOTO
BUIIPOOYBaHHS:

byno Craso
reH. aupektop 3inbbepbsat I'.M. reH. aupekrop 3inbbepbsat I'.M.
KomyHaneHui 3akiag KuiBckkoi obsacHoi paay | KomyHanbHe HeKoMepLiiliHe MiATIPUEMCTBO
«O6macHe ncuxiaTpUuHO-HapKoJioriuHe MeauuHe | KHiBcbKO1 obmacHoi paau «Ob6mnacHe
00’€eiHaHHS», YosioBiue BigineHHs: Nel0, )XiHOUe | MCUXiaTpUUHO-HAPKOJIOTiUuHe Me[uyHe
BigginenHs Ne2, KuiBcbKa 06/macthb, cMT. ['/1eBaxa | 00'eqHaHHs», YomoBiue BiaginenHs NelO, >xiHoue
BigaineHHs Ne 2, KuiBcbka 0671., cMT. I'ieBaxa

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«Bigkpure, 3 0[HUM pyKaBOM JIiKyBaHHSI MMOZOBKEHHS TOJBIMHOTO CJIIMOro, paHAOMi30BaHOTO, aKTUBHO
KOHTDPOJIbOBAHOI0, B TMapajieJibHUX TIpyrnax K/IiHIYHOrO [JOCII)KeHHsl TMaslilepuiony MajbMiTary
mectuMicsuHoi  Aiit», R092670PSY3016, COVID-19 [omatok mo mnpotokony ([TompaBka 1) Bif
23.04.2020 p.

3asiBHUK, KpalHa

«IHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lupeKkTopaTry
(apmareBTHUHOTrO 3a0e3MeueHHA Onexkcangp KOMAPIJA




Hopatok Ne 55

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHUH IPOTOKOJT KiTiHiuHOTO BUTipoOyBaHHs: I8F-MC-GPGN 3 iHKOPIIOpOBaHOO TMOTMPABKO (C) Bif
12 mucromaza 2020 poky, aHI/iKCbKOIO MOBOMW; [HdopMmallis s maijieHTa AocmigkeHHs Ta Popma
IHpopmoBaHOi 3roau A/ ydyacTi y [OCHAIpKeHHi [jisi BUKOPWCTaHHS B YKpaiHi, Bepcis Ne 3.0
yKpaiHcbKor0 MoBoro Bif 02 rpygns 2020 poky; IHdopmaiis ans maijieHta focmigpkeHHsi Ta dopma
IHpopmoBaHoi 3roau /s yyacTi y AOCTipKeHHi /111 BUKOPUCTaHHS B YKpaiHi, Bepcis Ne 3.0 pocilicbKoro
MoBo1O Bifi 04 Gepe3nst 2021 poky; JlornoBHeHHs (7) 0 MPOTOKOJY KiiHiyHOro fochiimkenHs [8F-MC-
GPGN Big 15 rpygus 2020 poky, aHriildicekoro MoBor; [HdopMallisi As maiieHTa [OC/TiI)KeHHsl Ta
dopma [HpOpMOBaHOI 3roZiK Ha yUacThb y J0JAaTKOBOMY JOC/Ii/PKEHHI M0 /iabeTUUHil peTUHOIMATIi, Bepcist
Nel.0 ykpaiHcbkoro moBoto Bif 04 ciunsa 2021 poky; [Hdbopmaris ass nanieHTa gocsizkeHHs: Ta @opma
[HpopMOBaHOI 3roJu Ha yuacTh y [JOJIaTKOBOMY AOCTiIKeHHi 1o giabetuuHii petuHorarii, Bepcis Nel.0
pocilicbkkoro MoBow Bif 04 ciuns 2021 poky; IHdopmauis ans maijieHTta gociifkeHHsi Ta Popma
IndhopmoBaHoi 3roau /st 3abe3meueHHs: Oe3nepepBHOI yuacTi mauieHTiB y gociimkenHi [8F-MC-GPGN
i yac mangemii COVID-19, Bepcist 1.0 ykpaiHcbKor0 MOBoOtO Bif, 18 nmtotoro 2021 poky; IHdopmariis ans
narfieHTa gocsimkeHHs Ta @opma [HbopmoBaHoi 3rou /s 3abe3nedeHHs 6e3repepBHOI yuacTi MarjieHTiB
y nocnimpkenHi I8F-MC-GPGN mig yac mangemii COVID-19, Bepcisi 1.0 pociiicbkoro MOBOIO Bif
18 ymotoro 2021 poky

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 700 Big 24.03.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[JocnigkeHHs BBy miperniapary Tipsemnarif B IOpPiBHSAHHI 3 IperapatoM /JlynarjiyTuz Ha PO3BUTOK
3HAUHUX HECMPUATIUBUX CepleBO-CYJUHHUX TIOAIM Y TAI[i€eHTiB 3 I[yKpOBUM [iabeToM 2 THIY
(SURPASS-CVOT)», IBF-MC-GPGN, 3 inkopriopoBaHoto nornpaskoto (b) Bix 01 tpasns 2020 poky

3asgBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBelapis

CrioHcop, KpaiHa

Eni Jlinni eng Komnani, CIIA / Eli Lilly and Company, USA




CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 56

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuit [IpoTOKON KJIiHIYHOTO AOC/iMKeHHs, Kog AocaimkeHHs: Z-S02, Bepcis Ne 4 Big 15.03.2021
p.; OHoBneHa IHdopmarlisi a1 70OPOBOJIBI, 1[0 TPUAMAE ydacTh Yy K/IiHIYHOMY [JOC/i/PKeHHi, Ta
[HpopmoBaHa 3rofja yKpaiHCBKOIO MOBOMW, Ko nociimkeHHs: Z-S02, Bepcig Ne 4 Bim 15.03.2021 p.;
OnoBnieHa IHdopmanis asst 10OpOBOMBLS, IO TIPUMMAaEe ydyacTb Yy K/IiHIYHOMY [OCTi/PKeHHi, Ta
InpopmoBaHa 3rofia pocilicbKOIO MOBOIO, Koj AociimkeHHsi: Z-S02, Bepcisi Ne 4 Big 15.03.2021 p;
OmnogieHa IHAMBIAyanbHa peecTpaiiifiHa ¢popMa, Ko gociimkeHHs: Z-S02, Bepcis Ne 4 Big 15.03.2021 p.;
OnoBnenuti CuHoricuc ITpoToko/y KTiHIYHOTO AOCTiHKeHHSs, Ko/ BUNIpoOyBaHHs: Z-S02, Bepcisi Ne 4 Bif
15.03.2021 p.; 3miHa Ha3BU JOCTIPKYBaHOTO JIiKapChKOro 3acoby: Oysio — I6yHOpPM y/bTpakarn, Karcyiu
M’ski o 400 mr, crano — I6ynpodeH-3#0poB’s yibTpakar, Karcynad mM’ski mo 400 wr.; TTogoBxeHHs
TepMiHy TIPUJATHOCTI AOC/IiPKyBaHOTO JTiKapchbKoro 3aco0y I0yHOpM ysbTpakari, Karncyau mM’ski mo 400
mr, 3 30 mo 36 micsiB; OHoBiaeHui po3zia 3.2.P.8 «CTtabinbHiCTb» AOCHE AOCTIHKYBAHOTO JIIKADCHKOTO
3aco0y I6yHopm yabTpakam, Karmcynmu M’ski mo 400 wmr, kopm 114/CT/24/18/UA, Bepcis 08/2020;
OHOBNeHHE TEKCT MapKyBaHHS TIepBUHHOI yrakoBku (Osictep) fns KIiHIYHMX —BUIIPOOYBaHb
JIOC/Ti[)KYBaHOTO JTiKapChKOro 3aco0y I6yHopM ynbTpakar, Karcyad M’siki o 400 mr, Bepcis 08/2020;
OHOB/eHUH 3pa30K eTUKeTKH [t KMiHIYHUX JOC/TiKeHb AOCTiPKyBaHOTO JIiKapcbKoro 3aco0y I6yHopm
yJbTpakari, Karncyau M’ski o 400 mr, Bepcis 08/2020.

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«KiniuHe mocipKeHHs 3 OLiHKK 0i0eKBiBa/IeHTHOCTI TiperiapatiB I6yHOPM yJibTpakart, Karcy/ii M’siKi 1o
400 mr (BupobHuk TOB “dapmalieBTHUHA KOMITaHisi «3/10pOB'si», YKpaiHa) Ta AnBin Ynbrpa Popre,
Karicyniu M’ski o 400 mr (Bupobuuk Pfizer Consumer Manufacturing Italy S.r.l., Olaszorszag) y
3/J0POBUX JI0OPOBOJIBLIB MPH OJHOPA30BOMY IIpuiioMi», Z-S02, Bepcis mpotokosy Ne 2 Big 10.12.2019

3asaBHUK, KpaiHa

ToBapHCTBO 3 0OMEXXeHOI0 Bi/ToBifambHiCTIO «PapMalieBTUUHaA KOMTIaHis «3/10poB's», YKpaiHa

CnoHcop, KpaiHa

ToBapHcTBO 3 0OMEXXEHOI0 Bi/ToBifambHiCTIO «PapMarieBTUUHa KOMIIaHis «310poB's», YKpaiHa




CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 57

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
01.04.2021 Ne 614

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBeHui MpoToKo/ KiaiHiyHOro BUpoOyBanHs GLPG3667-CL-112, dinamsHa Bepcis 3.00 (TTonpaBka
2), Big 25 ciuns 2021 poky, aHraincekoro mMoBorwo; bpomrypa gocnigHuka ans npernapaty GLPG3667,
¢inanbHe BUgaHHs 3 Bif 24 rpyaHs 2020 poKy, aHI/TiCbKOH MOBOIO

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO, BepCisi
Ta JaTa

«PaHgomi3oBaHe, TO/BiMHe criime, T1arie00-KOHTPOIBOBAHE [OC/I/PDKeHHST U1 OI[iHKK 0Oe3reKw,
nepeHoCUMOCTI Ta edekTuBHOCTI TiperapaTy GLPG3667 y mallieHTiB 3 OasmkonozibHUM Ticopiazom
cepeHBOrO Ta TSHKKOTO cTyneHto», GLPG3667-CL-112, dinanbHa Bepcis 2.00 Big 29 Bepechs 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», YKpaina

CnoHcop, KpaiHa

lananaroc HB/ Galapagos NV, Belgium

CynyTHi
Marepianu/mpernaparu
CyIyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apMmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




