Hopatok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«[TpocniekTHBHe paH/IOMi30BaHe MO/BiliHe cJiine TUIalEeb0-KOHTPO/IbOBAHE /[BOETarHe, 0araToOIlEHTPOBE
JOCTiKeHHSI 3 BiZIKDUTHUM [IOJIAaTKOBUM TIepio/loM [/l BUBUeHHSI e()eKTUBHOCTI Ta Oe3reKu mperiapaTy
NT 201 mif yac MiKyBaHHS CITAaCTUYHOCTI M’s13iB HWKHIX KiHI[iBOK Y ZiTel Ta MiJJIiTKiB i3 11epe6paibHUM
napasiueM», Koz gocaigkeHHs M602011072, Bepcis 1.0 Big 03 Bepechs 2021 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CrioHCOp, KpaiHa

Mepii @apmacerotikams 'm0 X, Himeuunna (Merz Pharmaceuticals GmbH, Germany)

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

NT 201 (NT 201; 6otyniniunuii HelipoToKcuH TUIy A (6e3 KomruieKcoyTBoprolounx 6inkiB) / botulinum
neurotoxin type A (free of complexing proteins), Botulinum-Toxin Type A, Clostridium Botulinum
Neurotoxin Type A (150 kD), free from complexing proteins (incobotulinumtoxinA), BoNT/A, NT 101,
XEOMIN®, XEOMEEN®, BOCOUTURE®); mnopomok s INpUrOTYyBaHHS DPO3UMHY JJI IH'€KLIIH;
200 opgunuib; Merz Pharma GmbH & Co. KGaA, Himeuunna; Merz Pharmaceuticals GmbH, HimeuunHa;
[Tnarie6o mo NT 201, mopoiiok Assi MPUrOTYBaHHS Po3uuHy [1s iH'ekuili; Merz Pharma GmbH & Co.
KGaA, Himeuunna; Merz Pharmaceuticals GmbH, HimeuunHa

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

1) K.M.H. MuxaiineHko B.€.

LlenTp MeauKo-coljianbHOI peabimiTamii gitelt «/Iutsumii peabimitanifinuii 1eHTp iMeHi Bopuca JliTBaka
OpecpKoro obsiacHoro OsmarogiiHoro ¢doHay peabinitanii giTe-iHBamifgiB «MalOyTHE», MTiKyBaIbHO-
JiarHOCTHUUHe BiaaineHHs, M. Opeca

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepianu/ripernapaTu
CyTyTHBOI Tepariii

- JTabopaTopsi Habopu (Eurofins Central Laboratory B.V., Hizepianan)

- Tect Ha Bu3HaueHHs1 BariTHOcTi (Eurofins Central Laboratory B.V., Hizepnangn)
- Tepmobokcu (Inmark Extreme Ambient Shipping Box)

- IpykoBaHi MaTepianu (aBiaHak/iaHi, 6;1aHKH Ta iH.)

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHYHOT0 3a0e3meueHHs

IBan 3A/IBOPHUX




Hopartok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«PanoMi30BaHe, mo/BiliHe cimie, TUIale00-KOHTPOIBOBaHe AOC/IiKEHHS 3 TiJ00py 103U Y TapasieibHIX
rpynax fjisi OL[iHKK edeKTuBHOCTI, Oe3meuHocTi Ta TmiepeHocumocTi mpermapary BI 1291583 mpu
3acTocyBaHHi 1 pa3 Ha J00y MpoTAroMm IrjoHaiMeHIe 24 TWKHIB y Mal[i€HTiB 3 OPOHXOEKTaTUUHOMO
XBOPO00IO», Ko pociimpkerHs 1397-0012, Bepcis 1.0 Big 12 xoBTHs 2021 poky.

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Bepinrep Inremsxaiim PIIB I'm6X ta Ko KI', ABctpisi (Boehringer Ingelheim RCV GmbH & Co KG,
Austria)

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

BI 1291583 (BI 1291583; BI 1291583); Tabnetku; 1 mr; Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany / HimeuuuHa; Corden Pharma GmbH, Germany / HimeuunHa; Almac Clinical Services Limited,
United Kingdom / Benuka Bputanis; Almac Clinical Services (Ireland) Limited, Ireland / Ipnangis;
Almac Clinical Services LLC, USA / CrionyueHi IlITati AMepuKy;

[Tnare6o mo BI 1291583 1 mr (Masit, Llemrono3a mikpokpucramiuda, MarHito cTeapaT); TabyeTKy;
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / HimeuunHa; Corden Pharma GmbH, Germany /
HimeuurHa; Rottendorf Pharma GmbH, Germany / Himeuunna; Almac Clinical Services Limited, United
Kingdom / Benvka BpuTtanisi; Almac Clinical Services (Ireland) Limited, Ireland / Ipnangis; Almac Clinical
Services LLC, USA / CnonyueHni IIItatu AMepukuy;

BI 1291583 (BI 1291583; BI 1291583); Tabnetky; 2,5 mr; Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany / HimeuurHa; Corden Pharma GmbH, Germany / Himeuunna; Almac Clinical Services Limited,
United Kingdom / Benuka bpuranis; Almac Clinical Services (Ireland) Limited, Ireland / Ipnanpgis;
Almac Clinical Services LLC, USA / CnionyueHi IlITatn AMepuky;

[Tnae6o mo BI 1291583 2,5 mr (Mawit, Ilemono3a MikpokpucTaniuHa, MarHito creapar); TabiaeTkuy;
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / Himeuunna; Corden Pharma GmbH, Germany /
HimeuurHa; Rottendorf Pharma GmbH, Germany / Himeuunta; Almac Clinical Services Limited, United
Kingdom / Benuka bpuTanisi; Almac Clinical Services (Ireland) Limited, Ireland / Ipnangis; Almac Clinical
Services LLC, USA / Crionyueni llItatn AMepuky;

BI 1291583 (BI 1291583; BI 1291583); Tabsetku; 5 mr; Boehringer Ingelheim Pharma GmbH & Co. KG,
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Germany / HimeuyunHa; Corden Pharma GmbH, Germany / HimeuyuuHa; Almac Clinical Services Limited,
United Kingdom / Benuka Bbputanis; Almac Clinical Services (Ireland) Limited, Ireland / Ipnangis;
Almac Clinical Services LLC, USA / CnionyueHi IlITati AMepuku;

[Tnae6o mo BI 1291583 5 mr (Manirt, Ilemrono3a MikpokpucTamiuHa, MarHito creapar ); TaO/IeTKu;

Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / Himeuunna; Corden Pharma GmbH, Germany /
HimeuurHa; Rottendorf Pharma GmbH, Germany / Himeuunna; Almac Clinical Services Limited, United
Kingdom / Bemuika BpuTanist; Almac Clinical Services (Ireland) Limited, Ireland / Ipnangisi; Almac Clinical
Services LL.C, USA / Crionyyeni lIlTati AMepuku

BignosiganeHutii (i)
JIOCTiHUK (M) Ta MicLie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H. Kypuk JI.M.

HepxaBHa ycrtaHoBa «HaruioHanbHui iHCTUTYT (TUsiatpii i mysaeMoHonorii iM. ®.I'. fIHOBCchKOrO
HarjionaneHoi akafiemii MeguuHUX HayK YKpaiHu», BijfiieHHs OpPOHXOOOCTPYKTHBHUX 3aXBOPIOBaHb
JiereHb, M. KuiB

2) A.M.H., npo@. [NamHoBa K.1O.

KomyHanbHe HekomepLiiiHe migrnpuemMcTBO «Micbka KiiHiuHa yikapHs Ned» JIHINPOBCHKOI MiCBKOI paju,
MICBKUW LIeHTP IO JIiKyBaHHK MNpPO¢eciiHUX 3aXBOPIOBaHb, KOHCYJIbTaTUBHO-ZJiarHOCTUUHE BiJ/i/leHHS,
[HINMpOBCHKUY [lepyKaBHUM MeJUUHUM YHiBepcUTeT, Kadezapa npodeciiHux xBopob, KiiHiuHOi iMmyHoTOTiT i
KJIiHiYHOI (hapmakoJiorii, M. /IHinpo

[Iperniapaty MOpiBHSHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopatok 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«OCHOBHHUH TIPOTOKOJI PaH/J0OMi30BaHOr0, T1aleb0-KOHTPO/ILOBAHOTO K/IiHIUHOTO JJOC/i/IXKEHHS [eKiTbKOX
BapiaHTiB Teparii CHCTeMHOro YepBOHOIO BOBYakKa 3 IHTepBEeHL[iIMHUM [J0ZaTKOM baraTolleHTpoOBe,
paHj0Mi30BaHe, MO/BiliHe Criine, T1aleb0-KOHTPO/IbOBaHe KIIiHIUHE JOC/TiKeHHs 2 a3y B Mapasie/ibHUuX
rpynax 3 JBOMa TiKaMH /Jis1 OLiHKA e(eKTUBHOCTI Ta Oe3MeyHoCTi [JOC/iyKyBaHOTO mperapaTy
LY3361237 y nikyBaHHI LjoOHaliMeHIlle TIOMIpHO aKTMBHOI'O CHUCTEMHOI0 YepBOHOI'O BOBYAaKa Yy [JOPOC/IHX
Tali€HTiB», Koz, pocrimkens: J1V-MC-IMMA, (3 iHKOpIIOpOBaHO0 TMOMPaBKoIo (&) BifJ 22 BepecHsi
2021 poky) 3 iHTepBeHLiHUM foaaTtkoM J1V-MC-BTO01 (3 iHKOpriopoBaHO MOINPaBKOK
(a) Bim 22 BepecHs 2021 poky)

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CAy, [11BeliLiapis

CrioHCOp, KpaiHa

Eni Jlinni ean Komnani, CIIIA / Eli Lilly and Company, USA

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka opMma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

LY3361237 (LY3361237; LA531, Anti B- and T- Lymphocyte Attenuator (BTLA) Antibody, LY900024;
LY3361237); po3uuH ans in’ekuiit; 75 mr/mn (300 mr/ 4mn); Patheon Italia S.P.A., Italy /IlaTeon Itamis
C.IT.A., Itanisi; KBI Biopharma, Inc., USA/KBI Biodapma Iuk., CIIIA; Catalent Germany Schorndorf
GmbH, Germany /Karanent [Ixepmani Illopumopd I'M6X, Himeuyumna; Almac Clinical Services, USA
/Anmak Kninikan Cepgicec, CIIIA; Catalent Pharma Solutions, LLC, USA/Kartanent ®apma CoJitoimHCc,
JUJIC, CIIIA; Fisher Clinical Services GmbH, Switzerland /®imep Kninikan Cepgiciz I'm6X, IlIBetitjapis;
Fisher Clinical Services UK Limited, United Kingdom /®imep Kninikan Cepgiciz FOK JlimiTug,
Bemkob6puTanist; Fisher Clinical Services, Inc., USA/®imep Kninikan Cepgicis, [Hk., CIIIA;

[Tnae6o mo LY3361237 (Hartpitt Xnopua); po3uuH s iH’ekuii 50 mn y duakoni Nel; 0,9 %;
Catalent Germany Schorndorf GmbH, Germany /Katanent [Ixepmani Illopumopd I'm6X, HimeuunHa;
Almac Clinical Services, USA /Anmak Kninikan Cepgicec, CIIIA; Catalent Pharma Solutions, LLC,
USA/Karanent ®apma CoutoimHe, JIJIC, CIIA; Fisher Clinical Services GmbH, Switzerland /®imiep
Kninikan Cepgiciz I'm6X, Ilieedirapisi; Fisher Clinical Services UK Limited, United Kingdom /®immep
Kninikan Cepgici3 FOK Jlimituza, BenukooOputanis; Fisher Clinical Services, Inc., USA/®imep Krinikan
Cepgicis, Ink., CIIIA; Catalent CTS, LLC, USA/Katanent CTC, CIIIA; Catalent (Shanghai) Clinical Trial
Supplies Co., Ltd., China/KatanenT (ILlanxait) Kninikan Tpasin Camrinaiic Ko., JIta., Kuraii; Fresenius Kabi
Deutschland GmbH, Germany / ®peceniyc Kabi Joiuneng 'M6X, HimeuunHa
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BignosigansHuii (i)
JIOC/TiTHUK (M) Ta Miclie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) nikap Yymauenko I".A.

MenuuHuii 1]eHTP TOBapucTBa 3 O0OMeXeHOw BiAmoBigampHicTIO «Menoya-Kiinik», JikyBanbHO-
npodinakTuyHuii migpo3ain, M. Kuis

2) A.M.H., ipo@. fpemenko O.b.

KomyHanbHe HekoMepLiiliHe miAnpueMcTBo «KuiBcbka MichbKa KiliHiuHa iKapHs Ne3» BUKOHABUYOrO OpraHy
KuiBcbkoi Mmicbkoi paau (KuiBcbKoi MichbKoi fep)kaBHOI azMiHicTpariil), KapziojoriuHe BijineHHS 3
MajsiaTol0 iHTeHCHMBHOI Tepamii, B T.4. 3 JDKKaMd iH(apKTHOTO Ta peBMAaTOJIOTIYHOrO TMpodisito,
HarjionaneHuii MeguuHuid yHiBepcuteT iMeHi O.0. boromornbiis, kKadenpa BHYTPilIHbOT MeULIMHU No3, M.
Kuis

3) k.M.H. Tpuninka C.A.

KomyHa/ibHe HeKoMeplIjiliHe MignpueMCcTBO XapKiBCbKOI 00siacHOI pagu «OO0sacHa KiiHiuHa JliKapHs»,
KOHCYJ/IbTaTUBHA IOJIIK/IiHIKa, M. XapKiB

4) k.M.H. boiuyk H.C.

MenuuHul 1LIEHTP TOBApUCTBa 3 0OMe)KeHOIO BiAmnoBizanbHicTIO «EmenbBeiic Megikce», JiKyBa/lbHO-
npodinakTuyHuii migpo3ain, M. Kuis

5) A.M.H., ipod. Pekanos [I.T.

MeauuHuii [IeHTP TOBapUCTBa 3 0OMeXKeHO0 BifmoBifanbHicTIO «CyyacHa KiliHiKa», M. 3amopixoks

6) A.M.H., ipo@. CraHicnaBuyk M.A.

KomyHa/ibHe HEKOMepIiiiiHe MignpueMcTBO «BiHHMIIbKA 00slacHa KiiHiuHa jikapHs iMeHi M.I. ITuporoBa
Binnunpkoi o6macHoi Pazay», BHCOKOCIeI[iali30BaHUM KJIiHIUHUM 1L[eHTP peBMAaToJIOTii, OCTeoropo3y Ta
GiosoriuHoi Tepamii, BiHHUIIbKWI Hal[ioHa/IbLHUN MeguuHuM yHiBepcuTeT iM. M.I. TluporoBa, Kadezapa
BHYTPillIHBO1 MenIIMHU Nel, M. BiHHULIS

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/rperiapaTu
CyMyTHBOI Tepariii

* JlabopaTopHi Habopu — ¢ipmu LabCorp Ta BUTpaTHi MaTepiau /10 HUX.

* EnexTpoHHi npuctpoi eDiary 3 koMiuiekTytounmu MaTepianamu (miadieT Dell Latitude 7210/ T04J002).
Komnanisi, sika i€ 3a [JOBipeHiCTIO, fIKy HaZiaB CIOHCOP UM 3asBHUK Ha BBe3eHHs JOCIiPKyBaHHUX
JiKapchKUX 3acobiB Ta cynyTHiX MatepianiB: TOB «IMII Jlorictika YKpaiHa».

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«[Tnareb0-KOHTpO/IbOBaHe, MO/BilHe CJliTle, paHA0Mi30BaHe AocmimpkeHHs [V ¢a3u 3 BigMiHOMO Tepariii, 1[0
TIPOBOJUTLCS 3 METOH OL[iHKM e(eKTUBHOCTI LMKIOCWIIKaTy LMpKoHito Hatpito (LIH) ans KoHTposto
rinepkasiemii y maifieHTiB i3 CUMITOMaTHYHOIO CEpPILIEBOI0 HEJOCTATHICTIO Ta 3i 3HIKEHOI (pakKili€ro
BUKUJY, sIKi oTpuMytoTh cripoHosiakToH (REALIZE-K)», kon gocnimxennss D9480C00018, Bepcis 2.0 Bif
29 yepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeXeHO0 BifnoigansHicTi0 «JJABKOPIT KJTTHIKAJT JEBEJIOTIMEHT YKPAIHA»

CnoHcop, KpaiHa

«Actpa3eHeka Ab» [AstraZeneca AB], I1IBewis

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

Lluknocunikat 1upKoHito Hatpito, Lokelma, Sodium zirconium cyclosilicate (VO3AE10); nmopomok s
repopanbHOi cycrieHsii B caiie; 5r (rpam); Sharp Corporation, CIIIA; AndersonBrecon Incorporated(PCI),
CIIIA; AstraZeneca Pharmaceuticals LP, CIIIA; Fisher Clinical Services, Inc., CIIIA; Fisher Clinical
Services, Inc., CIIIA; AstraZeneca AB, I1IBeliis;

[MTnare6o o LuknocunikaT 1upkoHiro Hatpito (Lokelma, Sodium zirconium cyclosilicate) mopomiok st
nepopanbHOi cycrieH3ii B caie; Sharp Corporation, CIIIA; AndersonBrecon Incorporated(PCI), CILA;
AstraZeneca Pharmaceuticals LP, CIITA; Fisher Clinical Services, Inc., CIITA; Fisher Clinical Services, Inc.,
CIIIA; AstraZeneca AB, IlIBeris;

[luknocunikat LMpKoOHit0 HaTpito, Lokelma, Sodium zirconium cyclosilicate; (VO3AE10); nopoiok js
riepopanbHOi cycreHsii B caiiie; 10 r (rpam); Sharp Corporation, CIIIA; AndersonBrecon Incorporated(PCI),
CIIIA; AstraZeneca Pharmaceuticals LP, CIIIA; Fisher Clinical Services, Inc., CIIIA; Fisher Clinical
Services, Inc., CIIIA; AstraZeneca AB, I1IBeliis;

[MTnare6o o LuknocunikaT 1upkoHiro Hatpito (Lokelma, Sodium zirconium cyclosilicate) mopomiok st
nepopanbHOi cycrieH3ii B caie; Sharp Corporation, CIIIA; AndersonBrecon Incorporated(PCI), CILA;
AstraZeneca Pharmaceuticals LP, CIITA; Fisher Clinical Services, Inc., CIITA; Fisher Clinical Services, Inc.,
CIIIA; AstraZeneca AB, IlIBeris
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Bianosimanshuii (i)
JIOC/TiIHUK (1) Ta MiclLie
(s1) mpoBeJeHHs
BUIPOOYBaHHA B YKpaiHi

1) A.M.H., ipod., wi.-kop. HAMH Ykpainu [Tapxomenko O.M.

HepxaBHa ycraHOBa «HaillioHambHUM HayKOBUM 1IeHTp «IHCTUTYT Kapgiosorii iMeHi akajeMika
M.[.Crpaxecka» HarjioHasbHOI akazgemii MeJWUHUX HayK YKpaiHW, BifJin1 peaHiMallil Ta IHTeHCUBHOI
Teparii, M.Kuis

2) K.M.H. Murtianuy I'.1.

KuiBcbka K/liHIYHA JiiKapHs Ha 3a/1i3HUYHOMY TpaHCHopTi Ne2 @inii «lleHTp OXOpoHM 3[0pOB’S»
aKL[IOHepHOI'0 TOBAPUCTBA «YKpalHChKa 3a/li3HULIS», Bi|ji/IeHHS IeHHOr o cTaliioHapy, M. Kuis

3) A.M.H., npod. Ienyiiko B.M.

KomyHanbHe HekoMmepliiliHe MignpueMcTBO «Micbka KiiHiuHa mikapHs Ne8» XapkiBcbKoi MicbKOI pajw,
KapZioJioriuHe Bifi/liieHHs1 17151 XBOpUX Ha iH(apKT mMiokapga Ne2, M. XapkiB

4) n.M.H., npod. Bakamok LIT.

KomyHanbHe HekoMmepriiliHe TiAMpueMCTBO «IBaHO-MDpaHKIBCHKUIM 00/1aCHUM KTiHIYHUM KapZiosIoriuHuiz
1eHTp IBaHO-®PpaHKiBCbKOI 00/1aCHOI paan», BiAgineHHs XPOHIUHOI imemiuHoi XBOpoOHW cepii, IBaHO-
®paHKiBCbKUI HalliOHa/JIbHUM MeJWYHUN YHiBepcuTeT, KadeApa BHYTpiliHbOI MeAWLUHU Ne2 Ta
MeZICeCTPUHCTBA, M. IBaHO-PpaHKIiBChK

5) A.M.H., ipod. HApema H.I.

KomyHasibHe HeKOMepIiiiiHe MimpueMcTBO «TepHomisibchbKa 00/lacHa KTiHiuHA JTiKapHs» TepHOMi/bChKOT
obylacHOI pajy, KapzionoriuHe BiagineHHs, TepHOMi/IbCHKUN HalliOHATBHUM MeAWUHWM YHiBEpCUTET iMeHi
I.41. TopbaueBcbkoro MiHicTepcTBa OXOpOHHM 37[0pOB'S YKpaiHW, Kadeapa BHYTpilHbOI MenuiHu Nel,
M. TepHorisib

6) sikap >Kyp6a C.B.

KomyHanbHe HeKkoMepliiiiHe MiAnpreMcTBO «UepkacbKuil obiacHUl KapAiosoriuHuid 1eHTp YepKachKoi
obsiacHOI paju», BifjiieHHs illleMiuHOi XBOPOOHM CepIis Ta HEKOPOHApPOTeHHUX 3aXBOPIOBaHb MiOKapy,
M. Uepkacu

7) n.M.H., ipo@. fAreHcebkuii A.B.

KomyHanbHe mignpueMcTBo «Meanune 00 eaHaHHs JIyI[pKOi MiChKOi TepUTOPUANbHOI T'DPOMajn»,
BosvHCcbKuM 06/1acHU LIEHTP Kap/1ioBacKY/IsIpHOI MaToIoTii, BifaineHHs: peabinitarii, M. JIyLbK

8) unen-kop. HAH Ykpainu, akagemik HAMH Ykpainu, a.M.H., npod. Pygenko A.B.

Kninika fgepkaBHOI ycTaHOBU «HallioHanbHUMIM iHCTUTYT ceplieBo-CyAMHHOI Xipyprii imeni M.M. AMocoBa
HauioHanpHOi akajeMii MeJWUHUX HayK YKpalHu», BiJ/Ii/IeHHs XIpypriyHOro JIiKyBaHHS IllIeMiyHOI
xBopobu cepuist, M. Kuis

9. k.M.H. [leTpoBcekutii P.B.

KniHiuHuiA 1iKyBasbHO-/1iarHOCTUYHUN 1[eHTP TOBAPHCTBA 3 0OMe)KeHO!0 BiAmoBifanbHicTI0O «CiMearpym»,
M. IBaHO-®PpaHKiBCHK
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10) nikap Baiiga M.®.

KomyHasibHe HeKoMeplLliliHe TIAPUEMCTBO «3aKapraTChKui 00acHUM KTiHIYHUNA LIEHTP Kapziosiorii Ta
Kapaioxipyprii» 3akapraTcbKoi 00/lacHOI pajiy, Crielliasi3oBaHe BiJi/IeHHS A9 XBOPUX 3 iH(apKTOM
MiOKap/ia, M. Y>Kropog,

11) k.m.H. PariHuK A.D.

KomyHasibHe HekoMepliifiHe TiArnpueMcTBo JIbBiBCbKOI 00/1acHOT pagu «JIbBiBChbKHM 00/1acHUN KITiHIUHUH

JIIKyBa/IbHO-/1iarHOCTUYHUM KapZioJ/IOTiuHUN LIeHTP», KapionoriuHe BifgzineHHs Nel, M. JIbBiB

12) nikap Pyzenko JI.B.
KomyHanbHe HekoMmepliiiiHe MiANpUeMCTBO «KHiBCbKa MiCbKa KJ/iHIYHA JiiKapHd IIBUJKOI MeJUYHOL

JIOTIOMOTH» BUKOHaBYoro opraHy KuiBcbkoi mickkoi paau (KuiBcbKoi MiChKOi /lep>KaBHOI agMiHicTpatlii),
KapziosnoriuHe BifineHHs (/11 XBopux Ha iHbapKT Miokapay), M. Kui

[Ipernapaty MOpiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hopatok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararolieHTpoBe, BiZIKpUTe, TIOAOB)KEHe MAOC/i[)KeHHSI [/l OL[iHKM JOBrOTPHBaioi e(eKTUBHOCTI Ta
Oe3reku JIoHarercoMaTporminy y gopociux marjieHTiB 3 [dediuyurom 'opmoHy PocTy», KOA AOCTimKeHHS
TCH-306EXT, Bepcisi nporokony 1.0, Big 21 BepecHs 2021

3asiBHUK, KpaiHa

Axuesnbciops JIta., YropiuHa

CnoHcop, KpaiHa

Acuenpic ®apma Enpokpinonomxu HiBixkH A/C (Ascendis Pharma Endocrinology Division A/S), laHis

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

Jlonanercomarpomnin; ACP-011; JloHamercomaTporniH; MOPOLIOK s iH'ekuin; 12.1 wmr (minirpam);
Vetter Development Services USA Inc., CIIIA;

Jlonanercomarpomnin; ACP-011; JloHarercomaTporiH; TMOPOLIOK M5 iH'ekUin; 24.2 mr (minirpam);
Vetter Development Services USA Inc., CIIIA;

Bozia Asist iH’ekuivt (Po3unHauk; SWFI — cTepusibHa Bofja AJ1d iH€KLil); BoAa /s iH’ €KL y TonepeJHbO
3arnoBHeHUX Hmpuiiax 1o 1 mii; Berrep @apma @eprirynir GmbH & Co. KG, HimeuunHa

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

1) n.m.H., ipod. Komicapenko FO.I.

KomyHanbHe HekoMmepiiitiHe MiAnpueMcTBO «KUIBCHKMM MiCHKUM K/TiHIUHAW €HJOKPUHOJIOTiUHUM LIeHTP»
BUKOHaBYOro opraHy KuiBcbKoi MickKOl pagu (KuiBCbKOI MiCBKOI Jep>KaBHOI afMiHicTpaLii), BigaineHHs
3araabHOI eHJI0KpUHHOI maTtoJsorii, HarjioHaneHuii meauuHuii yHiBepcuteT imeHi O.0. Boromouiblig,
Kadepa eHgokpuHoIOTiT, M. KuiB

2) K.M.H. TepexoBa ['.M.

HepxaBHa ycTaHoBa «I[HCTUTYT eHJOKpWHO/OTii Ta oOMiHy peuoBuH iM. B.II. Komicapenka HAMH
YKpaiHnu», BiJi/1 3arajibHOI eHAOKPUHHOI MaToJiorii, M. Kuis

3) A.M.H., ipod. Bracenko M.B.

KoMyHa/ibHe HeKOMepIliliHe ITiJITPUEMCTBO «BiHHUIIbKMM 00/1aCHUIM K/TiHIUHHUK BHCOKOCIIEeI[iaTli30BaHHUM
eH/IOKPUHOJIOTiUHUM 11eHTp BiHHMIBbKOI o6sacHoi Pagw», TepameBTHuHe BifgiseHHs Ne2, BiHHUIbKMIA
HallioHa/TbHUM MeuYHUM yHiBepcuteT iM. M.I. TTuporoBa, kadepa eH0KprUHOOTiT, M. BiHHULIS

4) K.M.H., 3aB.Bif. ["'aBpuatok B.M.
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KomyHasnbHe HekoMmepiiifiHe mignpueMcTBo «O6sacHa KiiHiuHa JjtikapHsi IBaHO-®DpaHKiBCHKOiI 006/1acHOT
paJiv», eHAO0KPHUHOJIOTIUHEe BifAineHHs, M. [BaHO-PpaHKIBCbK

5) A.M.H., ipod. BosbiioBa O.B.

HepxaBHa ycTaHoBa «IHCTUTYT eHJOKpuHO/OTii Ta oOMiHy peuoBuH iM. B.II. Komicapenka HAMH
YKpaiHu», HAayKOBO-KOHCY/IbTaTUBHUH Bifi/[in aMOy/1IaTOPHO-MOMIK/TiHIYHOT Ta MPO]i/IaKTTUUHOI JOTIOMOTH
XBOPUM 3 eHJJOKPHMHHOI0 MaTosIorieto, M. Kuis

6) A.M.H., ipod. XwxkHsk O.0.

TOB «HaykoBuii MeuHUIA LIeHTP — Baril sikap», eHI0KpUHOJIOTiuHKH KabiHeT, M. XapKiB

7) O.M.H., ipo. 3eniHcbka H.B.

YKpalHCbKUI HayKOBO-TIPaKTUYHUM LIEHTP eHJOKPWHHOI Xipyprii, TpaHCIIaHTaLlii eHZOKPUHHUX OpraHiB i
TKaHMH MO3 YKpainu, eHZ0KpHUHOJIOTiuHe BifzineHHs, M. KuiB

[Ipernapaty MOpiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

CynyTHi MaTepianu:

I'onku, Sterican® 21G x 1, 0.80x25mMm;

Mrnputwm s in’ekuiid, 1 ma BD Plastipak mmpuir;

Il'onxu, TSK Lab 30Gx1/4”, 0.30*6Mm;

ne3rHGbiKyoui CTMPTOBI TaMIIOHY;

I'onku, NovoFine 0,30 x 8mmMm, 30G;

[MonieTreHOBMI MakeT Ha O/TMCKaBILi (17151 TOBepHeHHsST BUKopucTaHoro [1J13);
JlabopartopHi Habopwy;

Min/Max TepMOMeTpHU [1J1s1 KOHTPOJIIO TeMIlepaTypy 3pasKiB Y XOJIOAUIbHHUKY;
Min/Max TepMOMeTpPHU 1/l KOHTPOJIXO TeMIiepaTypyu 3aMOPOKeHUX 3pasKiB;
Min/Max TepMOMeTpH /IJIsl KOHTPOJTIO TemriepaTtypHoro 36epiranns 1J13;
EKI" anapatu

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopatok 6

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«PA3A I, BIIKPUTE HEPAHAOMI3OBAHE OOCJIIKEHHA ¥ OBOX I'PYIIAX 3 METORO
OXAPAKTEPU3YBATH BIIJIUB MOIN®IKALIIN PAIIIOHY XAPUYBAHHS HA OBYMOBJIEHY
[HABOJIICUBOM T'TIEPTVIIKEMIKO TA OLIHUTU ITOTEHIIAJI IHABOJIICUBY IHAYKYBATU
CYP3A4 13 BACTOCYBAHHAM MIOA30OJIAMY AK MAPKEPHOI'O CYBCTPATY ¥ ITALIIEHTIB 3
[HKYPABEJIbBHUMUW METACTATUYHVMMU COJJIIJHUMU ITIYXJIMHAMU, HAKI PAHIIIE
OTPUMYBAJIM UMCJIEHHI (>2) JITHII TEPAIIII», kog gocnimxenns GP43040, ocratouna Bepcisi 1.0
BiJ 24 cepniHs 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEICIH», YKpaiHa

CnoHcop, KpaiHa

@. Xodhdmann—JIs Pom JIta, Befitapisi / F. Hoffmann-La Roche Ltd, Switzerland; Genentech, Inc. is a
wholly owned subsidiary of Roche; «/Ixenenrek, IHk.» [Genentech, Inc.] ue mouipHs KommaHdisi, 1110
riepeOyBa€e y MOBHi BjacHOCTi KommaHii Poiir [Roche]

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

InaBosticu6 (IHABOJIICHUE , Inavolisib) (InaBomicu6 (IHABOJIICUB, Inavolisib; GDC-0077; GDC0077;
RO7113755; RO711-3755-F09); InHaBosicu6 (Inavolisib; GDC-0077; GDCO0077; RO7113755;
RO711-3755-F09); TnaBosticu6 (Inavolisib)); TabseTku BKpuUTi MTiBKOBOIO 00070HKOW; 3 Mr; Genentech,
Inc, CIITA; DHL Solutions Fashion GmbH, Himeuunna; Catalent Pharma Solution LLC, CIITA; Catalent
Germany Schorndorf GmbH, Himeuuwnna; Fisher Clinical Services GmbH, IlIBeiitiapisi; Fisher Clinical
Services UK Limited, Benukobpuranis; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services Ltd,
Bemkobputanist; Almac Clinical Services LLC., CIIIA; Catalent CTS, LLC, ( Kansas city), CIIA;
F. Hoffmann-La Roche AG, IlIgeiiriapis; Pharmaceutical Research Associate Group B.V., Hizepnanmy;
InaBosticu6 (IHABOJIICUB, Inavolisib) (InaBomicu6 (IHABOJIICUE , Inavolisib; GDC-0077; GDC0077;
RO7113755; RO711-3755-F09); InHaBosicu6 (Inavolisib; GDC-0077;, GDCO0077; RO7113755;
RO711-3755-F09); InaBosticu6 (Inavolisib)); TabseTku BKpuUTi MTiBKOBOIO 000/70HKOW; 9 mr; Genentech,
Inc, CIIIA; DHL Solutions Fashion GmbH, Himeuunna; Catalent Pharma Solution LLC, CIITA; Catalent
Germany Schorndorf GmbH, Himeuuwnna; Fisher Clinical Services GmbH, IIBeiitiapisi; Fisher Clinical
Services UK
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Limited, BemukoOpurtanisi; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services Ltd,
BemkobpuTanist; Almac Clinical Services LLC., CIIIA; Catalent CTS, LLC, ( Kansas city), CILIA;
F. Hoffmann-La Roche AG, IlIgeiirjapisi; Pharmaceutical Research Associate Group B.V., Hizepnanmy;
Migazonam (MIJA30OJIAM, Midazolam) (Migazonam (MIJA3OJIAM, Midazolam); Miga3onam
(Migazonamy rigpoxsopia; Midazolam Hydrochloride; Midazolam); Miga3onamy rigpoxsopig (Midazolam
Hydrochloride)); po3uun ass in’ekuiii/indysiii 5 mr/mn (no 1 mn y ¢uakoni); 5 mr/mn; Siegfried Hameln
GmbH, Himeuunna; HBM Pharma s.r.o, CnoBauunta; Pharmaceutical Research Associate Group B.V.,
Hinepnaugu

BignosiganeHutii (i)
JIOCTiHUK (M) Ta MicLie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) A.M.H., mpo¢. Yeinyk B.€.
MenuuHUl LIEHTP TOBApUCTBA 3 0OMeXKeHOI0 BiAMOBifambpHICTIO «ApeHcisi Ekcriioparopi Megicin», Bigain
KIHIUHUX A0CTipKeHb, KuiBcbka 0071., CBATOIIMHCHKUH p-H, . KarmiTaHiBKa

[IpenapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

* 1JabopaTopHi Habopw;

* Kommnekryroui marepianu Dexcom G6 i mobinbHi npuctpoi 3 gogatkom CGM (Samsung A10 Model #
SM-A105X);

* Hoyt6yk lenovo.

Kommanisi, sika [i€e 3a JoBipeHicTIO, SIKy HaJaB CIIOHCOD UM 3asiBHUK Ha BBE3€HHS J0C/Ii/KyBaHHX
nKapCchKUX 3acobiB Ta cymyTHiX MatepianiB: TOB «®apmacodT», Ykpaina (Farmasoft LLC, Ukraine) Ta
TOB «CAHAKIJIIC», Ykpaina (SanaClis LLC, Ukraine).

B.o. revepanbHoro jupexkropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopatok 7
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«PaH[i0Mi30BaHe, BiJKpUTE, KOHTPOJIbOBAHE 3a JOIMOMOrOK aKTMBHOIO Tperapary MOPIBHSHHS KIIiHIYHe
nocmimkenns 111 da3u a1s meMbpostizymaby mopiBHsIHO 3 1y0O/eTHOIO XiMioTepariiero Ha OCHOBI TJIATHHU K
JKYBaHHS TIEPIIIO] JTiHii /I yYaCHHIIb i3 PO3MOBCIO/PKEHOI0 a00 PeLIMBYIOUO0 KAapIMHOMOIO €HZIOMETpist
3 gedinuroM cuctemu penapailii HecriapeHux ocHoB IHK (dMMR) (gocnigxenns KEYNOTE-C93/GOG-
3064/ENGOT-en15)», kog mpocnimkenHs MK-3475-C93/GOG-3064/ENGOT-enl5, Bepcis 00 Bim 22
BepecHs1 2021 poky.

3asgBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifmoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn Exg Joym Kopn.», nouipne nianpuemctBo «Mepk Eng Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

[Membpomnizymadb (MK-3475) (MK-3475; SCH 900475; MK-3475 (aPD-1); SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); Pembrolizumab; MK3475;
KITPYIA; KEYTRUDA; KITPYJA®; KEYTRUDA®); crepwIbHHN DO3UMH [/l BHYTPIIIHBOBEHHUX
indys3iit; 25 mr/mn; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical
Services UK Limited, United Kingdom; Merck Sharp & Dohme Corp., United States; Werthenstein
BioPharma GmbH, Switzerland; MSD International GmbH T/A MSD Ireland (Carlow), Ireland; Merck
Sharp & Dohme Corp., United States; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland;
Merck Sharp & Dohme (UK) Limited, United Kingdom

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

1) 3aB. BiaginenHsm Boiitko H.JI.

KomyHaneHe HekoMepijiliHe TmignpueMcTBO «KUIBCbKMN MiCbKUM K/IIHIYHUN OHKOJIOTIYHUM LIEHTP»
BUKOHaBYoro opraHy KwuiBcbkoi Micbkoi paau (KuiBcbkoi Micbkoi Jiep)kaBHOI — afMmiHicTpatiiii),
ximioTepaneBTrhuHe BigaineHHs Ne 2, M. Kuis

2) K.M.H. [T satHu1bKa T.B.

KomyHanbHe HeKOMepLiliHe MiJTPUEMCTBO «XMeJbHULBKUA 007acHUN TMPOTUIYXJIMHHUM — LIEHTP»
XMenbHULILKOT 00/1aCHOT pajiv, OHKOTiHEKOJIOTiuHe BifiiiieHHs], M. XMeTbHULIbKUH

3) n.M.H. CyxiH B.C.
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Kninika [lepkaBHOI ycTaHOBU «IHCTUTYT MefuuHOl pagiosiorii Ta onkosorii im. C.II. I'purop’esa
HarjioHanbHoi akazieMii MeJUUHKX HayK YKpaiHW», BifjiifieHHs1 pafialiiHoi OHKO/IOTii, M. XapKiB

4) n.M.H., npod. KpmwkaHiBceka A.€.

KomyHanbHe HekoMmepliiiiHe MiAnpueMcTBO «[IpyMKapnaTCbKuil KIIiHIYHMM OHKOJIOTiUYHMM LeHTp IBaHO-
dpaHkiBCbKOi 00/1acHOI pasn», XipypriuHe BigzineHHs Ne3 rOpMOHO3a/JIeKHUX TMYXJHH Yy JKiHOK, IBaHO-
@dpaHKiBCbKUI HallioOHabHUM MeJUUHWM yHiBepCUTeT, Kadeapa OHKOJOril, M. IBaHO-PpaHKiBCbK

5) k.M.H. [lTanskoBa M.IO.

KomyHasibHe HeKoMepIiiiiHe mignpueMcTBo «O06IacHUM 1[eHTP OHKOJIOTii», OHKOTiHEeKOJIOTiuHe Bif[i/leHHs],
M. XapkiB

[Ipernapaty MOpiBHSAHHS,
BUPOOHUK Ta KpaiHa

Carboplatin Bendalis (Carboplatin; KapbomiaTvH); KOHLIeHTpaT [/ po3uuHy s iHdy3ii; 10 mr/mo;
Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical Services UK Limited,
United Kingdom; Merck Sharp & Dohme Corp., United States; Werthenstein BioPharma GmbH,
Switzerland; Fresenius Kabi Deutschland GmbH, Germany; Fresenius Kabi Deutschland GmbH, Germany;
Fresenius Kabi Deutschland GmbH Germany;

Carboplatin Kabi (Carboplatin; Kap6oruiaTis); KoHIleHTpaT /sl po3unHy s iHdys3ii; 10 mr/mia; Almac
Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical Services UK Limited, United
Kingdom; Merck Sharp & Dohme Corp., United States; Werthenstein BioPharma GmbH, Switzerland;
Bendalis GmbH, Germany;

Paclitaxel EVER Pharma (Paclitaxel; IlakmiTakcen); KOHLIeHTpaT AJi pO3UMHY AJs iHDy3iii; 6 mr/mi;
Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical Services UK Limited,
United Kingdom; Merck Sharp & Dohme Corp., United States; Werthenstein BioPharma GmbH,
Switzerland; EVER Neuro Pharma GmbH, Austria; EVER Pharma, Jena, GmbH Germany;

Cisplatin Teva® (Cisplatin; Lucnnatun; Lucrnatua-TeBa®); KOHLIEHTpAT AJisi PO3UMHY A/ iHQY3ii;
1 mr/mn; Pharmachemie B.V., Netherlands;

Cisplatin EBEWE (Cisplatin; Hucnnatun; LucninatnH-EBEBE®); KoHLleHTpaT A/l po3unHy AJis1 iHQy3il;
1 mr/mn; EBEWE Pharma Ges.m.b.H. Nfg. KG, Austria;

Cisplatin EBEWE (Cisplatin; Hucnnatun; HucninatnH-EBEBE®); KoHLeHTpaT A/l po3unHy AJis iHQy3il;
0,5 mr/mMn; EBEWE Pharma Ges.m.b.H. Nfg. KG, Austria;

Docetaxel EBEWE (Docetaxel; Houetakcen; onertakcen EBEBE ®); KoHLIeHTpaT [/s1 PO3UMHY AJIsi
iHdy3ii; 10,0 mr/mn; Ebewe Pharma Ges.m.b.H. Nfg. KG, Austria




3 TPO/IOB)KEHHS [jofaTKa 7

CynyTHi - nabopaTopHi Habopw;

MaTepianu/ripernapaTu - min/max TepMOMETPHU;

CYNyTHBOI Tepamnii - CKaHepH [IJisl 3UMTYBaHHs IITPUX-Ko/iB (Barcode scanners);
- eJIeKTPOHHI OMUTYBa/JIbHUKHU /IS NaL[i€HTIB;
- LeHTpudyry;

- IPYKOBaHi MaTepianuy;

- iHdy3iiiHi mommnu.

KommnaHisg, fka [i€ 3a [JOBIpeHICTIO, Ky HaJaB CIIOHCOp UM 3asBHUMK Ha BBe3eHHS [OC/IiJKyBaHUX
niKapchKuX 3acobiB Ta cynyTHix MaTepianiB: TOB «AreHuisi «C.M.O.-YkpaiHa»

B.o. renepanbHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOTrO 3a0e3nMeueHHsA Isan 3A/IBOPHUX




HopnaTok 8

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT K/iHiuHOTO BUNIPOOyBaHHs, Bepcist Ne 05 Biz 08 nmuctomnaza 2021; CTuc/ui BUKIa[
TIPOTOKOJTy KiiHiuHOTro BuUmpoOyBaHHs (cuHoricrc) D-PLEX 311, Bepcisi Ne 05 Big 08 nuctomaza 2021,
yKpaiHCbKOIO MOBOIO; [H(opmarliiiHuii nucToK maijieHTa i ¢dopma iHdopmoBaHoi 3roau, Bepcis 5.0 Bif
27 ciuns 2022 poky, yKpaiHCbKOHO MoBOO; IHdopMariiiHuii vcTok maijieHta i ¢opma iHdopmoBaHOi
srogu, Bepcisg 5.0 Big 27 ciuns 2022 poky, poCiiCBKOH MOBOR; 3alydeHHs TMOTOYHOI BHUPOOHHYOL
JINSHKA AocTigpKyBaHoro Jikapcbkoro 3aco0y [-TITJIEKC, crepusibHUE MOPOILOK [J/s1 TIPUTOTYBaHHS
nacty Ans immnanTanii: PolyPid Ltd.,, 18 Hasivim Street, Petach Tikva, 4917002, Israel 3amicTb
BupobOHMuOi AinssHku ABF Pharmaceutical services GmbH

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

Ne 2147 Bif 04.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[IpocnektrBHe, baraToHallioHanbHe, bararoijeHTpoBe, PanmomizoBaHe, KoHTposiboBaHe, IlozBiliHe
ciine pocmimkenHs 111 da3u 3 gBOMa rpymnamu 3 oLjiHKK eeKTUBHOCTI Ta Ge3reuyHocTi mipernapaty D-
PLEX, 110 BBOAUTBCSI OLHOYACHO 31 CTaHJAPTHUM JIIKyBaHHAM, B IOPIBHAHHI 3 KOHTPOJIBHOK I'PYIIOXO,
0 OJIep)Ky€ CTaHAapTHe JiKyBaHHsS, 3 MeTOH TMPOQi/JIaKTUKKU TMic/sionepaliiHux iHdekUii micis
abgomiHanbHUX Xipypriuaux Brpydanb», D-PLEX 311, Bepcist Ne 04 Big 19 ceprias 2020

3asiBHUK, KpaiHa

TOB «®apmakci», YKpaiHa

CnoHcop, KpaiHa

Kommnanis «[Tonillig JIta.» (PolyPid Ltd.), Israel

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopmatok 9

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBnieHWI TMPOTOKOJ/ KiiHiuHOTO AochifkeHHs: OSE-127-C201, Bepcis 2.0 Big 06 ciuns 2022 p.;
Indopmariifinuii uct nauieHTa i dopma iHdopmoBaHoi 3roau, YKpaina, Bepcis 2.0 Big 21 ciuns 2022 p.,
repeksiaj, yKpaiHCbKOK MoBOrO Bif 02 motoro 2022 p.; mepeknaj pocCiliCbKO MOBOIO Bif 07 mHOTOrO
2022 p.; Iadopmariitinuii guct maiiedTa i ¢opma iHdopmoBaHOI 3roau (3 JOCTiPKEHHSIM
dapmakokiHeTUKu), YKpaiHa, Bepcisg 2.0 Bix 21 ciunsi 2022 p., mepeknaj yKpaiHCbKOK MOBOIO Bif
02 motoro 2022 p.; mepeknaj pociiicbKoro MoBor Bif 07 moTtoro 2022 p.

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

Ne 2777 Big 02.12.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaHgomizoBaHe mozBiiHe citine mocmimkenHs II ¢da3u 3 oninku edekTuBHOCTI Ta 6e3meuHoCTi
3actocyBanHsi OSE-127 B mopiBHSHHI 3 T1aneb0 y TALi€EHTiB 3 aKTUBHHUM BHPA3KOBUM KOJIITOM
cepeHBOTO ab0 Ba)KKOTO CTYTIEHsI TSDKKOCTI, 3 Hee(eKTUBHICTIO UM HEIepPeHOCHUMICTIO TIoTiepeHbOTO
nikyBaHHs», OSE-127-C201, ocratouHa Bepcis 1.0 Big 15 uepBHs 2020 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

OCE ImyHoTeparnbtoTikc, CA, ®paniisg (OSE Immunotherapeutics, SA, France)

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




HopaTok 10

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHH TIPOTOKOJ KiTiHiuHOTO BUNpobOyBanHss MK-7655A-021, 3 iHKopriopoBaHoto TioripaBkoto 03 Bif
15 rpyansa 2021 poky, aHr/IiMcbKO0 MOBOMO; YKpaiHa, MK-7655A-021, Bepcis 01 Bix 06 ciunsa 2022 p.,
yKpaiHCBKOI MOBOIO, iHpoOpMaLlisi Ta JOKyMeHT mpo iHhopMoOBaHy 3rofy /s 0aTbKiB JUTHHH, sika Oepe
y4acTb y Aoc/ifpkeHHi; YkpaiHa, MK-7655A-021, Bepcist 01 Big 06 ciunsg 2022 p., poCiiiCbKOI0 MOBOIO,
iHdopMatlist Ta JOKyMeHT Tpo iHhopMOBaHy 3rofly AJisi OaThKiB JUTHHH, sSiKa Oepe yuacTb y JAOC/Ii/KeHH;
3anyueHHs1 JiKapchbKOro 3aco0y mopiBHsAHHST MetpoHiza3on (Metronidazole) 5 wmr/mi, po3uuH aAJst
iHdy3ii, mo 100 mn y nsiukax, KommaHii-Bupoonrka TOB "HOpis-®Papm”

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

Ne 1964 Big 26.08.2020

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

«Bigkpure, paHzioMi30BaHe, KOHTPO/IbOBaHe 3a JOIOMOIr0K aKTMBHOIO Iperapary KiliHiuHe JOCIipKeHHs
II/TIT da3u asist oLiHKYM Ge3reku, epeHoCMMOCTi, eeKTUBHOCTI Ta apmakokiHeTuku MK-7655A y giteit
BiKOM Bif HapomkeHHs 70 18 pokiB 3 migTBep/pkeHOW abo TIifI03pIOBAaHOI0 TPaMHEraTHBHO)
6akrepiasmbHOIO iHQekIiero», MK-7655A-021, 3 iHKopriopoBaHoto moripaBkoro 02 Bix 27 ceprus 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

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopaTok 11

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
04.05.2022 Ne 749

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBneni po3gimu 3.2.P. locke AocmipKyBaHOTO JikapchKoro 3acoby JNJ-67896062-AAA, TabneTky,
BKpUTi 000/10HKO0, 10 ™Mr, 37,5 Mr Ta 75 Mr Ta BifmosigHoro rarne6o Bix 08.11.2021 p.; ITogoBxeHHS
TepMiHY MPUJATHOCTI JOC/Ti[KYBaHOTO JliKapchbKoro 3acody JNJ-67896062, MarjiTeHTaH, TabJ€TKU BKPUTI
obosoHKo10, 37,5 Mr Ta 75 mr 10 36 micsiiB; bpomypa Jocaigauka JNJ-67896062 (macitentan), BuiaHHsS
19 Big 02.12.2021 p.; HdoBigHMK yuyacHMKa AocCigKeHHs, Bepcia 2.0 Big 16.12.2020 p. yKpaiHCBKORO
MoBOO; [JoBiZHMK yyacHUKa JociifpkeHHsi, Bepcisg 2.0 Big 16.12.2020 p. pocilickkoro MoBoro; JIuct
MOASAKM Y4YaCHUKY JocaigkeHHs, Bepcis 2.0 Big 16.12.2020 p. ykKpalHCbKOIO MOBOR; JIUCT TOASKU
yUaCHUKYy JociifpkeHHs, Bepcisi 2.0 Bixm 16.12.2020 p. pocilicbkkoro MOBOW; JIMCT mMalli€eHTy Bif
Jocniguvubkol rpymnd, Bepcig 1.0 Big 20.01.2020 p. ykpaiHCBKOH MOBORO; JIMCT mnaljieHTy Bij
Jocnigauibkoi rpymu, Bepcis 1.0 Big 20.01.2020 p. pocilicbkkoro MOBow; KapTka mnalili€eHTa 11070
HactynHoro Bi3uTy, Bepcig 1.0 Big 20.01.2020 p. ykpaiHCbKOO MOBOwO; KapTka marjieHTa 100
HAaCTyMIHOro Bi3uTy, Bepcis 1.0 Bix 20.01.2020 p. pociiicbKOI0 MOBOIO

Howmep Ta paTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2243 Big 05.10.2020

Has3sa k/1iHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«[TpocriekTBHe, paHZOMi30BaHe, II0/BiliHe Ciire, OaraToIleHTpPOBe, TuIaleb0 KOHTPOIbOBaHe, B
rapasie/ibHUX TpyIliax, ajalThBHe KiiHiuHe AociaifpkeHHs 3-i a3y 3 BiAKPUTUM TPOJOBXEHHSIM AJIsi
oLiHKKA edeKTUBHOCTI Ta Oe3revyHocTi MaijiTeHTaHy 75 Mr mpu HeomepabenbHii abo cTilikiii /
peLMAMBYIOUiM XPOHiUHil TpoMOoeMOoTiuHil sereHeBii rineprensii», 67896062CTP3001, 3 monpaBKow
4, Bepcis 6 Bix 16.12.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris




2 MpOJOBXKeHHs fojaTka 11

CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Hopatok 12

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi Bpouypa gocnignvka [JI3 BpiBapatieram (ucb 34714), Bepcis Bifg 24 motoro 2022 poky, aHT/IiNCBKOO
TIOIIPaBKU MoBo®0; CripoiieHa xapakrepuctuka /J1J13 Briviact, aHr/1iliCbKO0 MOBOKO
Howmep Ta fara Haka3zy Ne 422 Bizx 10.03.2021

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «bararorieHTpoBe, BiJKpUTe JOCTIMKEHHSI 3 OJHI€I0 TPYIOI /i OLJIHKM [JJOBFOTPHUBAJIOl Oe3MeKH,

BUTIPOOYBaHHS, KO/, MepeHOCHUMOCTi Ta e)eKTUBHOCTI OpiBapalleTaMy B yUaCHMKIB JOC/Ti/PKeHHS BiKOM Bif 2 10 26 poOKiB i3

Bepcid Ta jarta JUTSTY0r0 aOCaHCHOTO erijierniciero abo oBeHiIbHOIO abcaHCHOIO emisierniciero», EP0132, 3 iHKOpriopoBaHOw
rornpaBKoro 2 Biz 29 6epe3nst 2021 poky

3asiBHUK, KpaiHa [TignmpuemcTBo 3 100% iHo3eMHO0 iHBecTULjiero «AVK’HOBIA PZIC YkpaiHna»

CrnioHcop, KpaiHa UCB Biopharma SRL, Belgium

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Hopatok 13

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

36i/ibIIeHHsT TepMiHY TpUAATHOCTI 1iarie6o Ayist Tamasonapuby 0,25 Mr Karncy/m

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

Ne 1586 Bif 29.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

TALAPRO-3: PAHJOMI3OBAHE, IIOABIMHE CJIIIE JOCHIIKEHHA ®A3M 3, IO
[IPOBOJIUTECA 3 METOKO IIOPIBHAHHSA TAJIASOIIAPMBY B KOMBIHALIL 3
EH3AJIYTAMIJIOM TA IIJIALIEFO B KOMBIHALII 3 EH3AJIYTAMIZIOM Y YOJIOBIKIB 13
METACTATUYHMM T'OPMOHOUYT/IMBUM PAKOM IIEPEMIXYPOBOI 3AJIO3M 3
MYTALIEKO I'EHA DDR, C3441052, ocraTouHa pejakLis MPOTOKOJy 3 monpaBkoro 1 Big 20 BepecHs
2021 p.

3asaBHUK, KpaiHa

[Ngarizep Iuk., CIITA

CnoHcop, KpaiHa

[Ndaiizep IHk., CIIIA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopartok 14

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

JIuct-po3’sicHenHs Bif CnoHcopa o IIpotokony AB-729-202 crocoBHO m03W, Bif 20 ciunsa 2022 poky,
aHIJIIKNCbKO0 MOBOIO; JIuct-po3’sicHeHHs Bifg Cnoncopa fo [Ipotokony AB-729-202 CTOCOBHO
TeMIepaTypHUX TOKa3HUKiB, BiJ 20 ciuns 2022 poky, aHI/ilCbKO MOBOIO; [HpopMaLiiiH1il TUCTOK /11
@®opmu iHndopmoBaHoi 3rogu, OcHoBHa PI3, Ans Ykpainu, Bepcis 2.0, 22 ciuyns 2022 p., cTBopeHa Ha
OCHOBi Maiictep-Bepcii ocHoBHOI ®I3, Ocratouna Bepcisi 1.3, 05 ciuna 2022 p., aHr/IiMCBKOIO Ta
yKpaiHCbKor0 MoBamu; [ozaTok o IHdopmariitiHoro muctka ans @opmu iHdhopMoBaHoi 3rogu, OCHOBHa
@13, ans Ykpainu, Bepcis 2.0, 22 ciunsa 2022 p., cTBopeHa Ha OCHOBi MaricTep-Bepcii ocHOBHOI PI3,
Ocrarouna Bepcist 1.3, 05 ciung 2022 p., aHIVIIMCBKOIO Ta yKpaiHCbKOIO MOBamH; bpolrypa gociifHyKa
ChAdOx1-HBV, Bepcis 3.0, Big 01 kBiTHA 2021 poKy, aHrmiiicbkoro MOBOIO; bpoiirypa mocniigHuKa
ChAdOx1-HBYV, Bepcis 4.0, Big 27 kBiTHs1 2021 poKy, aHI/IiiCHKOI0 MOBOIO

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

Ne 645 Biz 16.04.2022

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«®a3a 2a, paHJ0Mi30BaHe, CJiire, 6araToleHTPOBe AOC/Ii/PKEHHS 3 BUBUEHHS KOMOiHarlii rpernapaTie AB-
729 1 VTP-300 y marjieHTiB 3 XpOHIUHUM renaTutoM B 3 BipycHow cymnpecieto», AB-729-202, Bepcis
1.0 Big 13 >xoBTHA 2021 pOKYy

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YKpaina

CrioHcop, KpaiHa

Apb6ytyc biodapma KopropeiiiiH, CIITA/ Arbutus Biopharma Corporation, USA

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopmatok 15

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpourypa gocnigarka RO5532961 (Ipatasertib, GDC-0068, G-035608), Bepcis 13, Big uepBHs 2021 poky,
aHTJIifickkoro MoBoto; [HdopMariitiHuii UCTOK maijieHTa Ta gopma iHdhopmoBaHOI 3roau, Tpyma 1, ans
Ykpainu, Bepcig 2.0 Bifg 27 ciuna 2022poky Ha ocHOBi [HQopMmalliiiHoro ivcTka mnaiieHTa (opmu
iHdopmoBaHoi 3rosu Bepcis 2.0 Bif 25 ciuns 2022 poky, aHI/TilCbKOI0 Ta YKPaiHCHKOH MOBaMU

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

Ne 2674 Bif 18.11.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«BigkpuTte, OaraTol|eHTPOBe, y ABOX Tpymax AociipkeHHs, Ib da3u gis ouiHkyd (apMakoKiHETHUHOT
B3aeMO/Iil JTiKapChKUX TperapariB JaposiyTaMizia Ta irnatacepriba Ta 6e3rmeKy 3aCTOCyBaHHS iX KOMOiHalii
[P KacTpaT-pe3uCTeHTHOMY paky IepesMixypoBol 3ano3u», GP42658, sepcis 1.0, Big 14 cepriHs
2020 poky

3asaBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», Ykpaina

CnoHcop, KpaiHa

@. Xobdmanu-JIa Pom JIta, IIBsetitapis / F. Hoffmann-La Roche Ltd, Switzerland

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hopatok 16

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporirypa gocsifHMKa A0CTipKyBaHOTO iKapcebkoro 3acoby CT-P13, Bepcisi 19.1 Big 6 ciunsa 2022 p.,
aHTTICLKOK MOBOIO; Bpolilypa moc/iiHUKa A0C/ipKyBaHOTo Jylikapcbkoro 3acoby CT-P13, Bepcis 19.0
Bif 23 rpyaHs 2021 p., aHI/1ilICBKOK MOBOIO

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

Ne 1896 Big 27.08.2019

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomiszoBane, miarie00-KOHTPOBOBaHe, TIOABiliHE cCjiine JocmipkeHHs ¢Gasd 3 A1 OL[iHKH
edektuBHOCTI i 6GesreuHocti mperapatry CT-P13 (CT-P13 SC), BBefeHoro MiJKipHO, B SIKOCTi
MiATpUMYrOYOi Tepariii MaiieHTiB i3 XxBopobor KpoHa cepeHROrO Ta Ba)KKOTO CTYTEHSI TSDKKOCTI»,
CT-P13 3.8, Bepcis 6.0 Big 03 cepriast 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHow BianoimanbHicTio «KoHTpakTHO-octiguunbka Opranisaiis IHHOdapM-
YKpaiHa»

CnoHcop, KpaiHa

LIEJIJITPIOH, Tuk., Pecniyosiika Kopes (ITiegenHa Kopest)/CELLTRION, Inc., Republic of Korea (South
Korea)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. renepansHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Iran 3A/IBOPHUX




Hopatok 17

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta

3aTBep/I’KeHHS CyTTEBUX MOMPaBOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporirypa gocsifHMKa A0CTipKyBaHOTO iKapcebkoro 3acoby CT-P13, Bepcisi 19.1 Big 6 ciunsa 2022 p.,
aHTTICLKOK MOBOIO; Bpolilypa moc/iiHUKa A0C/ipKyBaHOTo Jylikapcbkoro 3acoby CT-P13, Bepcis 19.0
Bif 23 rpyaHs 2021 p., aHI/1ilICBKOK MOBOIO

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

Ne 1246 Big 26.05.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomiszoBane, miarie00-KOHTPOBOBaHe, TIOABiliHE cCjiine JocmipkeHHs ¢Gasd 3 A1 OL[iHKH
edekTHBHOCTI i Oe3neuHocti mpenapaty CT-P13 (CT-P13 SC) ans miAlkipHOTO BBeZieHHS, B SIKOCTi
MiATPMMYIHOYOI Tepariil NaLji€HTiB i3 BUPa3KOBUM KOJIITOM CepeJHbOr0 Ta BaXKKOI'O CTYIIeHS TSKKOCTI»,
CT-P13 3.7, Bepcis 5.0 Big 04 cepriast 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHow BianoimanbHicTio «KoHTpakTHO-octiguunbka Opranisaiis IHHOdapM-
YKpaiHa»

CnoHcop, KpaiHa

LIEJIJITPIOH, Tuk, Pecriy6sika Kopes (ITiBgerna Kopest)/ CELLTRION, Inc., Republic of Korea (South
Korea)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

apMalneBTHYHOr0 3a0e3redyeHHs Iran 3A/IBOPHUX
p




HopaTok 18

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

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. A.M.H., tpo¢. Ceprienko A.M.

MeauuHUH 1IEHTP TOBApUCTBAa 3 0OMEXKEHOIO BiAmoBizanbHicTIO «OdTanbMosioriuHa KiiHika

npodecopa CeprieHka»,
M. BiHHuLg

BifiZiineHHs1 MiKpoxipyprii oka Ta 3arajbHOI 0O@TanbMOJIOrII,

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

Ne 132 Big 20.01.2022

Ha3sa k/1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«baraTouieHTpOBe, MOABiliHe ciine, paHAOMi30BaHe [JOcC/ipKeHHs a3y 3 /i OLiHKU e(eKTUBHOCTI Ta
6e3neuHocti mpernapary OPT-302 mpu iHTpaBiTpeanbHOMYy BBeZieHHI B KomOiHarjii 3 panibizymabom,
TOPiBHSHO 3 MOHOTepari€ro paHibizymaboMm, B y4YacCHHUKIB [OCTi/PKEHHSI 3 HEOBaCKY/SIPHOK BiKOBOIO
MakysipHORO fereHepauieto (HBM/1)», OPT-302-1004, Bepcis 1.0 Big 16 rpyans 2020 poky

3asgBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHolo iHBecTHIiel0 «AMK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa

OPTHEA LIMITED, Australia

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 19

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa BiZITIOBiZJaTbHOTO OC/Ti THUKA:

byno

CraJso

n.M.H. Ckopuii [1.1.

KomyHanpHe  HekoMepLiliHe  MiJNPUEMCTBO
«O6siacHUI LeHTP OHKOJIOTii», OHKOXipypriuHe
BiZili/IeHHs1 TeUiHKW Ta MiJIUIYHKOBOI 3asi03H,
M. XapKiB

K.M.H. Iliceribka M.E.

KomyHanpbHe  HekoMmepLiiiHe  MiJNPUEMCTBO
«O0bsacHAM 1[eHTP OHKOJIOTii», OHKOXipypriuxe
BiZili/IeHHsI TIeUiHKM Ta MiALUIYHKOBOI 3aJ03H,
M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1388 Big 08.11.2017

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomisoBane, BifkpuTe, baraTorjeHTpoBe AocaimkeHHs 111 ¢a3u [dypeanymaby ta TpemenimymaOy B
SIKOCTi Tepiuoi fiHil MiKyBaHHS MALli€HTIB 3 MOLIMPeHUM remnaTouentonaspHuM pakom (HIMALAYA)»,

D419CC00002, Bepcist 7 Bix 22 BepecHs 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CrioHcop, KpaiHa

AstraZeneca AB, Sweden

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoro gupexkTopa Jlupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 20

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi Bpourypa pgocnignuvka [J13 Etpacimog (APD334), Buganns 9.0 Big 17 nuctomaza 2021 poky,
TIOIIPaBKU aHIJIIICBKOK MOBOIO

Howmep ta fata Hakasy Ne 1896 Big 27.08.2019
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «BigkpuTe po3lIMpeHe AOC/IIKEeHHs eTpaciMOJy B MAaL[i€HTIB i3 aKTMBHUM BUPAa3KOBUM KOJIITOM Bif
BUTIPOOYBaHHS, KO/, TIOMIPHOTO [0 Ba)KKOro CTymeHsl TsKKOCTi», APD334-303, 3 iHKOpriopoBaHOrO IorpaBkor 3.0 Bif
Bepcid Ta jarta 07 TtpaBHs 2021 poky

3asiBHUK, KpaiHa Iianpuemctso 3 100% iHo3emHor0 iHBecTHIiel0 «AMK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa «Apena ®apmackroTtikans, [HK.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 21

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa gocnigauka HipceBimab (MEDI8897), Bumanns 5.1 Big 23 Bepechst 2021 poky, aHI/TiMCHEKOO
MoBo0; [HhopMariitinuit mucTok i popma iHbopmoBaHoi 3rogu s 6atbkiB, Bepcisi V3.0UKR(uk)2.0 Bix
07 Gepe3nst 2022 poKy, mepekiaj yKpaiHCbKOW MOBOIO Bif 21 Gepesnsi 2022 poky; IH(popmariifinmii
MCTOK i dpopma iHdopmoBaHoi 3roau Ans 6atekiB, Bepcis V3.0UKR(ru)2.0 Big 07 Gepe3nst 2022 poky,
riepeKsia/i pociiicbkoro MoBorO Bif 21 Gepe3ns 2022 poky; KapTka mojsku martjieHTam, Bepcist 2.0 Big 22
JIFOTOTO 2022 poky, ykpaiHCbKO MOBORO; KapTka rnozsiku natientam, Bepcig 1.0 Big 09 rpyans
2021 poKy, poCiiiCbKO0 MOBOIO

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

Ne 2237 Big 18.10.2021

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

«BigkpuTe, HeKOHTpO/JIbOBaHe [AOC/IiMKeHHs (a3u 2 3 3aCTOCyBaHHSIM OJHOPA30BOi /03U [AJIsl OL[iHKU
0e3revHOCTi Ta TIEPEHOCHMOCTi, ()apMAKOKiHETUKH Ta TOSBU aHTWTIN /IO TIperapary HipceBiMab y
IMyHOJIOTIYHO CKOMIIPOMETOBaHUX JiTer BIiKOM < 24 wMicauis», D5290C00008, 3 iHKOpIOpOBaHOMNO
rorpaBkoro 3 Bif 23 yepBHs 2021 poky

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

AstraZeneca AB, IlIBewis

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopmatok 22

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

Indopmariitiauii UCTOK i dhopma 3roau s 6atekiB, Bepcisi V2.0UKR(uk)2.0 Big 16 nrotoro 2022 poky,
repeKsiaZi yKpaiHCbKOK MOBOIO Bif 29 GepesHst 2022 poky; IHdopmariiiiHuii 11cToK i dopma 3roau s
6arbKiB, Bepcisg V2.0UKR(ru)2.0 Big 16 nrotoro 2022 poky, repeksaji poCiiicbkoro MOBOIO Bifi 29 Gepe3Hst
2022 poky

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

Ne 2333 Big 25.11.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, moABilMHe ciline, T/1alle00-KOHTPO/bOBaHe [JOCTIHKeHHsT Ga3d 3 A OL[iHKH
Oe3meuyHocTi Ta edekTHBHOCTI Tiperiapaty MEDI8897, MOHOK/IOHA/ILHOTO aHTUTI/IAa /10 PeCIipaTOpHO-
CHHLIUTIa/IbHOTO BIpPYyCYy 3 MOJOBXEHUM Mepiof0oM HariBBUBEJEeHHS, Y 340POBUX ITi3HIX HEJOHOLIeHUX Ta
noHowenux HemoBasaT (MELODY)», D5290C00004, inkopriopoBaHuii romnpaBkoro 1 Bif 1 motoro 2021

P-

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

MedImmune, LL.C, CIITA

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopatok 23

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

Indopmariitiauii UCTOK i hopma 3roau s 6atekis, Bepcisi V3.0UKR(uk)2.0 Big 25 nrotoro 2022 poky,
repeKsiaZi yKpaiHCbKOK MOBOIO Bif 19 Gepesnst 2022 poky; IHdopmariiiiHuii 11CTOK i opma 3roau s
6arbkiB, Bepcisg V3.0UKR(ru)2.0 Big 25 nrotoro 2022 poky, repeksaji pociiicbkoro MOBOIO Bifi 19 Gepe3Hst
2022 poky

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

Ne 2333 Big 25.11.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomi3oBaHe, To/iBiliHe CJTirle, KOHTPO/IbOBaHe TIperapaToM mMasiBi3ymab gocmimkeHHs dasu 2/3 ans
ouiHki Oe3neuHocti mpemapaty MEDI8897, MOHOK/IOHA/NBLHOTO aHTWTIZIA [0  PecIipaTOpHO-
CUHLMTIaIbHOTO BipyCy 3 TO/IOBKeHUM MepioJjoM HalliBBUBeJeHHS, y AiTel i3 BUCOKHUM CTyTeHeM PU3HKY
(MEDLEY)», D5290C00005, inkopriopoBaHuii morpaBkoro 1 Big 31 6epesnst 2021 poky

3asaBHUK, KpaiHa

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

CnoHcop, KpaiHa

MedImmune, LLC, CIITA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hopartok 24

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa gocmiguuka ansi niperiapaty Hiparmapu6 Niraparib (ZEJULA), Bepcisi 13, Big 03 sucromaga
2021 poky, aHrjiiiicbkoro MoBoro; dopma iHpopmoBaHOI 3rofu, ajanToBaHa AJisi KpaiHW Bepcisi /st
Ykpainu, Homep 4.0 Bix 28 Gepe3ns 2022 poky Ha ocHOBi Matictep-Bepcii @I3 5.0 Big 27 ciunsa 2022
POKY, aHIJIiICbKOIO Ta YKpaiHCbKOI0 MoBaMu; [lofaTok 1o dopmu iHpopMoBaHOi 3roJju, afjarnToBaHol /st
KpaiHu Bepcil s Ykpainu, Homep 4.0 Bix 28 6epe3ns 2022 poky Ha ocHOBi Matictep-Bepcii @13 5.0 Bif
27 ciuns 2022 poKy aHIJIIMCBKOIO Ta YKPalHCbKOK MOBaMH

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

Ne 762 Bip 20.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«Bigkpure, paHgOMi30BaHe AOCTiMKeHHS [/ OLIHKM  BigHocHOi  6Giogoctymuocti (BJ) i
6ioeksiBanentHocti (BE) mpemnapariB y Burssigi kombiHariii i3 ¢dikcoBaHoto mo3oro (KP/) niparmapuby
rmoc abiparepony arjetat (AA) y TopiBHSHHI 3 HiparapuboMm i AA, 10 NTPU3HAYAIOTHCSA OZHOYACHO Y
BUIJIAZI MOHOIIperapariB, y UYOJIOBIKIB 3 pakoM IlepegMixXypoBol 3ano3u», 67652000PCR1001, Bepcia
ITonpaBeka 2 Big 19 kBiTHA 2021 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», YKpaina

CnoHcop, KpaiHa

Sfnccen PapmanieBTrika HB /Janssen Pharmaceutica NV , benbris

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 25

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

3aTBep/I’)KeHHS CyTTEBUX ITOINPAaBOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi [TofoB)KeHHsI TPUBAJIOCTI KJIiHIYHOTO BUNIPOOYBaHHs B YKpaiHi 0 31 rpyaHs 2022 poky
TIOTpPaBKU
Howmep ta fata Hakasy Ne 2707 Big 28.12.2019

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «52-TKHeBe, OaraTolleHTpOBe, paH/OMi30BaHe, MOABiliHe ciire AoCHimKeHHST ¢da3u 3 A9 OLiHKU
BUTIPOOYBaHHS, KO/, edekTrBHOCTI Ta Ge3neuHocti mpenapaty GSK3196165 y kombiHarlii 3 MeTOoTpeKcaToM y TIOPiBHSIHHI 3
Bepcid Ta jarta riarie6o i TohanuUTHHIOOM Yy TIALiEHTIB 3 aKTUBHUM PEBMAaTOIHHUM apTPUTOM CEepeJHBOr0 Ta TSDKKOTO

CTyIIeHs, sIKi Ma/iid HeloOCTaTHIO BiJTIOBi/Ib Ha JIIKyBaHHS MeToTpekcatom» , 201790 , 3 monpaskoro 02 Bif
21 ciuns 2020 poky

3asiBHUK, KpaiHa [TignpremcTBo 3 100% IHO3€MHOIO iHBECTULIE€rO «AVK’IOBIA PZIC Ykpaina»
CrioHcop, KpaiHa GlaxoSmithKline Research & Development Limited, United Kingdom
CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTtok 26

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
04.05.2022 Ne 749

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OmnossieHa bpoiirypa gocrignvka no mperiapary Olaparib (AZD2281, KU-0059436), Bepcis 21 Big 31
ciunst 2022 p.; Indbopmatiisi ipo gocniykeHHs Ta popma iHpopMoBaHOI 3ro/iy, ToKaabHa Bepcisi Homep 2.0
JUis YKpaiHM YKpaiHCBKOI0 MOBORO, fiata Bepcii 21 Gepe3Hs 2022 poky Ha ocHOBi Mactep Bepcii HoMep
3.0 Bix 15 moToro 2022 poky; Ononenuii Posgin 2.3 Krniniune BUnpoOyBaHHS Ta momepesiHiii JOCBif
3aCTOCYBaHHS Ha Jito[sx (K/IiHiuHa (papMakosorisi, KiiHiuHa dapMakoKiHeTHKa, 3aCTOCYBaHHS Ha JIFOZSX
Ta CIiBBiZJHOIIEHHSI PU3UK/KOPUCTh) JloChe Ha JOCTIPKyBaHUM mikapchKui 3aci6 Osamapub (Olaparib,
AZD2281, KU-0059436), Bepcis 20 Biz 11 moToro 2022 poky; 3miHa Ha3B MiCLib IPOBeZIeHHs K/IiHIYHOTO
BUTIPOOYBaHHS:

byno

Craso

I.M.H., npod. KprkaHiBckka A.€.

KomyHanpbHe  HekoMepliliHe  MiANPUEMCTBO
«[IpyKaprnaTcbKuii  K/IiHIYHUA  OHKOJIOTiUYHUMN
1eHTp IBaHO-®paHKiBChKOI 007acHOI  pagm»,
xipypriune BifisieHHs Ne3, IBaHO-®PpaHKiBChKUM
HalliOHa/IbHUI MeIMYHUIN YHiBepcuTeT, Kadespa
OHKOJIOT'i1, M. IBaHO-®PpaHKIBCbK

I.M.H., npod. KprkaHiBcbka A.€.

KomyHanbHe ~ HekoMmepLiiiHe  MiZNIPUEMCTBO
«[IpuKapraTcbkuii  K/IiHIUHUM  OHKOJIOTiUYHUMN
1eHTp IBaHO-®PpaHKiBChKOI 00/acHOT  pagm»,

xipypriune BiggiieHH: Ne3 TOpPMOHO3aI€XKHUX
NyXJIMH Y  JKIHOK, IBaHO-PpaHKiBCbKUM
Hal[iOHaJIbHUIM MeJUYHUW YHiBepcuTeT, Kadeapa
OHKOJIOril, M. IBaHO-PpaHKiBCbK

I.M.H., ipo¢. dyaniuenko O.C.

HepxaBHa ycTraHOBa «IHCTUTYT 3arajbHOI Ta
HeBifgkmagHoi xipyprii imeni B.T. 3aiiueBa
HarionanbHoi  akazemili  MeJWUHMX  HayK
Ykpainu», BigjineHHs THiliHOI xipyprii Ha 25
JIDKOK 3 TIajlaTOK0 IHTEeHCHUBHOI Teparii Ha 6
JIDKOK, XapkiBCbKa MeIUYHa aKajieMis
MiCASAUIIIOMHOI OCBiTH, Kadeapa OHKoJOTIl Ta
JUTSUOI OHKOJIOT 1, M. XapkKiB

I.M.H., ipod. Jyaniuenko O.C.

[epxaBHa ycTaHOBa «IHCTUTYT 3arajbHOI Ta
HeBigknagHoi xipyprii imeni B.T. 3aiiueBa
HarionanbHoi  akazgemili  MeJWUHHMX  HaykK
Ykpain», BiffineHHs1 xipypriunux iHdekuiil Ta
YCK/IaJIHEHOI OHKOJIOTIUHOI maToJiorii Ha 25
JIDKOK 3 TlajiaTOK) iHTeHCHMBHOI Tepariii Ha 6
JIDKOK, XapkiBCcbKa MeauyHa akazemis
TiC/IAIUTIIOMHOI  OCBiTH, Kadeapa OHKOJOTril Ta
JUTSAYO0I OHKOJIOTI, M. XapkiB




2 MPOJOBXKEeHHA JojaTka 26

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

«PanziomiszoBane, moBiliHe Ccriine, TM1alle00-KOHTPOMbOBaHe, aocimkeHds II1 ¢a3m miaTpumyrouoi
MoHoTepartii osarapu6om y yudacHUKiB 3 BRCA Wild Type posmnoeciomkenum (FIGO cragis III-1V)
cepo3HUM ab0 eH/JOMETPiOIZIHUM paKOM SIEUHHMKIB BMCOKOT'O CTYTIEHIO 37I0SIKiCHOCTI TiC/sI BiATIOBizZi Ha
CTaHZJAPTHY TJIaAaTUHOBMICHY xiMioTeparito nepiuoi aiHii (MONO-OLA1)», D9319C00001, Bepcis 1.0 Bix
17 rpygus 2020

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CrioHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. renepanbsHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Hopatok 27

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

IHdopmatiist mpo gocsiKeHHs Ta (opmMa iHhOpMOBaHOI 3ro/id, JioKaabHa Bepcisi HoMmep 3.0 s YKpaiHu
yKpaiHCbKOIO MOBOIO, faTta Bepcii 28 Gepesns 2022 poky Ha ocHoBi Mactep Bepcii Homep 5.0 Bim 10
nrotoro 2022 poky; 3a/ydeHHs 0JJaTKOBOT'0 MiClLis TTPOBe/IeHHS K/TIiHIYHOTO BUTTPOOYBAHHS:

Ne [1.1.b. BignoBiasibHOrO AOC/IIAHUKA
n/n Has3Ba micus ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. [.M.H., ipod. ®Pegnis O.1.

Ob6nacHe KOMyHa/lbHe HEKOMepIiiiiHe miAnpueMcTBO «YepHiBellbka o0/acHa K/iHiUHa

JIIKApHSI», MiIPO3/ia racTpoeHTepoJiorii, M. YepHiBii

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bBaraTolieHTpOBe, paHZOMi30BaHe, TIO/BiliHe CJiifle, y MapajelbHUX TpyMax, Iiarebo-KOHTPOIbOBaHe
3-uacTviHHEe JocCmipKeHHs (a3u 3 A AeMoHcTpalii edekTuBHOCTI Ta Oe3meku OeHpamizymaby y
naijieHTiB 3 eo3uHOdisbHUM racTputoM Ta/abo ractpoenteputoM (The HUDSON GI Study)»,
D3258C00001, Bepcig 4 Big 15 BepecHst 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HopmaTok 28

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
04.05.2022 Ne 749

InenTudikatiis cyTreBoi
TIOTIPaBKU

Marepianu s NaLfi€HTiB, 1110 CTOCYIOTHCS JOMOMDKHOIO iHCTPYMEHTY [/ KJIIHIYHOIO [OC/IiKeHHS
DIALIZE-Outcomes - Mmob6inbHOT0 AoAaTKy mij Ha3Boro Unify 2.1 Bepcis 2 Big 01 6epesnst 2021 poky st
YKpaiHu yKpaiHChKOIO MOBOW; Bukopucrants gozaatka Unify mig wac Baroro gocsmimpkenns Bepcist 1.2.1
Bizm 19 nmumug 2021 poky /151 YKpaiHy yKpaiHCbKOK MOBORO

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

Ne 1012 Bif 24.05.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«MiXHapo/iHe, paHj0Mi30BaHe, MO/BikHe cJiine, ryiarie60-KOHTPOIbOBAaHe JOCTiPKEHHS 3 METOI OL[iHKH
BIUIUBY LIMKJIOCU/IIKATy LIMPKOHIIO HATPil0 Ha CepLieBO-CY[AWHHI HAC/iJKW, [OB’f3aHI 3 apuUTMIE0 B
YUYaCHUKIB 3 peLWJMBYKOUOI TilepKajiemi€ro, $Ki 3HaXOAATbCS Ha XPOHIYHOMY TreMojiatisi
(DIALIZE-Outcomes)», D9487C00001, Bepcis 2 Big 05 aucronazga 2021 poky

3asaBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca, AB, Sweden

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




