Hopatok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUTIPOOYBaHb JTiKapChbKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX IOINPAaBOK /0
MIPOTOKOJTIB K/TiHIYHUX BUNTPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU JI0
nopatka Ne 3 1o Haka3zy MiHicTepcTBa
OXOPOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHS
2021 poky Ne 907»

24.05.2021 Ne 1012

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«OriHoBaHHS edeKTUBHOCTI Ta Oe3meuHocti ouHMx Kparenb T4030 TOpiBHSHO 3 OJHOO30BHM
niperiapatoM ['aHpopT® y mailieHTIiB i3 0uHOMO rinepTeH3ieto abo riaykomMor», Kof gociimpkeHHs LT4030-
301, Bepcis 1.0 Big 21 BepecHs1 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHosemHolo iHBecTHicio «AMK’FOBIA PIC YkpaiHa»

CnioHCOp, KpaiHa

Laboratoires THEA, France

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

T4030 (6imatompoct 0,01 % / tumoson 0,1 %) (T4030; Gimarompoct (bimatoprost); Tumosion (timolol
maleate)); ouHi Kparuti i3 ogHopa3oBoto #03010; 0,01 %; 0,1 %; Laboratoire Unither, France; Laboratoires
THEA, France; ACM PHARMA, France; ICARE, France




2 MPOJIOBXXEHHS AoAaTka 1

BianosigansHuii (i)
JIOCJTiIHYK (1) Ta MiclLie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) nikap IToex B.JI.

JIiKkyBa/IbHO-/1iaTHOCTUUHHI TIEHTP TPHWBATHOTO TMiATPUEMCTBA TPUBaTHa BUPOOHWYA (ipMa «ALUHYC»,
M. KponuBHULIbKUT

2) 3aB. Bigainennsm Cugop P.b.

KomyHanbHe mianpueMcTBo «BosmHcbKa o6macHa KiiHiuHa JikapHsS» BommHCbKOi o06macHOi pasy,
oTasbMOJIOTiuHe JIiKyBa/bHO-AiarHOCTUUHE BifAinieHHs, M. JIyLbK

3) nikap HikiTina JI.O.

ToBapucTBO 3 0OMEXeHOW BiAnoBiganbHicTIO «Meauunuii 1ieHTp OdranbMika», BifgineHHs CIiTKiBKH,
M. XapKiB

4) n.M.H., pod. 3aBropogHs H.T'.

Menuunuii 1neHTp ToBapucTBa 3 00MEXeHOIO BiAmoOBifanbHICTIO «Bi3yc», JiKyBasbHO-[iarHOCTHUHE
BigzisieHHs: Nel, M. 3anopixoKs

[Ipernapatu OpiBHAHHS,
BHUPOOHMK Ta KpaiHa

Fandopt® (6imaTompoct 0,03 % / Tumonon 0,5 %) (6imatompoct (bimatoprost, AGN192024); tumoson
(timolol)); ouni kparuti i3 ogHOpasoBoto f03010; 0,03 % 0,5 %; Eurofins Pharma Quality Control, France;
Allergan Pharmaceuticals Ireland, Ireland;

CynyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

dnyopecuiein Hatpito (Payopeciein Hatpito; (Fluorescein, Fluorescein Faure 0,5%, Sodium Fluorescein
0,5%); fluorescein); ouni kparuii i3 ogHOpa3oBoo Ao30t0; 0,5%; Eurofins Pharma Quality Control, France;
Excelvision - Annonay, France;

Oxkcubynpokainy — rigpoxnaopug —(Okcubynpokainy — rigpoxmopupg;  (Oxybuprocaine  hydrochloride
1,6mr/0,4mn); oxybuprocaine); ouni kparuti i3 ogHopa3zoBow zo3ot0; 1,6 mr /0,4 mn; Eurofins Pharma
Quality Control, France; Excelvision - Annonay, France

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




Hopartok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu 10 Haka3y MiHicTepcTBa OXOPOHU
3110poB’st YKpainu «[1po npoBe/ieHHs
K/TiHIYHUX BUTIPOOYBaHb JIIKapChKUX
3aco0iB Ta 3aTBepKeHHs CYyTTEBUX
TIOIIPaBOK /IO NPOTOKOJIIB K/IiHIYHUX
BUTIPOOYBaHb JIiKapChKUX 3ac0o0iB Ta
BHECEeHHs 3MiHM 710 fogaTtka Ne 3 10 Haka3y
MiHicTepcTBa OXOPOHHU 3[J0pPOB’Sl YKpaiHu
Biz 12 tpaBHsa 2021 poky Ne 907»
24.05.2021 Ne 1012

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«Bigkpure mocimkeHHs TIpozioBykeHHs ¢asu 11 a1 oliHKK JoBroTprBaoi 0e3meuHocTi Ta epeKTUBHOCTI
nperapaty PRM-151 y marjieHTiB 3 igionatnunuM snereHeBuM ¢iobpo3om (IJID)», KoA AOCITiKEHHS
WA42294, Bepcis 2 Big 17 nuctonaga 2020 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CrioHCOp, KpaiHa

«®. Xohbdmann-JIa Pom JIta» [F. Hoffmann-La Roche Ltd.], I1IBetiiapis

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

PekoM0OiHaHTHMI TTeHTpPAKCUH-2 MOAuHHA, Recombinant human Pentraxin-2, PRM-151, R0O7490677,
rhPTX-2 (RO7490677; Recombinant human Pentraxin-2); 160 Mr/8 ms CTepWIbHOTO pO3UMHY JJIsI
BHYTPIIITHBOBeHUX iHPY3iM; 20 mr/ma (mimirpam/minimitp); Patheon Manufacturing Services LLC, CIIIA;
Nelson Laboratories Inc, CIIIA; AGC Biologics Inc, CIIIA; F. Hoffmann-La Roche Ltd., IlIBeiitiapis;
Genentech Inc., CIIIA; GP Grenzach Produktions GmbH, Himeuunna; DHL Solutions Fashion GmbH,
HimeuunHa; Catalent Pharma Solutions LL.C, CIIIA; Catalent Germany Schorndorf GmbH, HimeuuuHa;
Almac Clinical Services, CIIIA; ALMAC CLINICAL SERVICES LIMITED, Benuka bpurtanisi; Fisher
Clinical Services GmbH, IlIBefitiapis;

[Tnaie6bo g0 PekomMOiHaHTHMI TIeHTpaKCHMH-2 mMOAWHH, Recombinant human Pentraxin-2, PRM-151,
RO7490677, rhPTX-2, 160 mMr/8 M CTepUILHOTO PO3UMHY [Jjisi BHYTPIllIHLOBeHUX iH(PY3iii; Patheon
Manufacturing Services LLC, CIIIA; Nelson Laboratories Inc, CIIIA; AGC Biologics Inc, CIIIA; F.
Hoffmann-La Roche Ltd., [Beiitapis; Genentech Inc., CIHA; GP Grenzach Produktions GmbH,
Himeuunna; DHL Solutions Fashion GmbH, Himeuunna; Catalent Pharma Solutions LLC, CIIIA; Catalent
Germany Schorndorf GmbH, Himeuunna; Almac Clinical Services, CIIIA; ALMAC CLINICAL
SERVICES LIMITED, Benuvika bputanisi; Fisher Clinical Services GmbH, I1IBeiiiiapis;




2 MPOJOBXKEeHHA J0oJaTKa 2

Bignosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. Kipeesa T.B.

KomyHanbHe HekoMepliitiHe minpueMcTBo «Micbka KiiHiuHa JiikapHs Nel6» JIHIMpOBCHKOI MiChKOI pajy,
TeparneBTUYHe Bifli/ieHHs 3 TMy/JbMOHOJIOTIYHUMHU JIi>KKaMu, [lepkaBHUM 3akiaj «/JHiMmpomneTpoBCbKa
Me[WuHa akaziemiss MiHicTepcTBa OXOpPOHHM 370pOB’S YKpaiHu», Kadegpa BHYTPIllIHBOI MeJULMHU 1,
M. IHinpo

2) uneH-kop. HAMH Ykpainu, A.M.H., npod. 'aBpuctok B.K.

HepxaBHa ycrtaHoBa «HarjioHanbHu#i iHCcTUTYT TU3iaTpii i mysneMoHosorii iM. @.I. fHoBCHKOro
HartioHanpHOI akajieMii MeIMYHUX HayK YKpaiHW», KMiHIKO-(hyHKIliOHa/IbHe BijineHHs, M. KuiB

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

—

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




HonaTok 3
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«GALACTIC-1 — Panpomi3oBaHe, Mo/iBiliHe ciirne, HaraTolieHTPOBe, rapasenbHe, Tiarie00-KOHTPOIbOBaHe
nocmimkenHs ¢as3u 2b B yuacHUKIB i3 izionaTrnuaum yiereHeBuM ¢ibpo3om (IJID), 110 BUBUae eheKTUBHICTD
Ta Oe3neky GBO0139, iHransuifiHoro iHribitopa rasekTwHy-3, I0 BBOJUTHCS Yepe3 CYXOIOPOIIKOBHIA
inranstop (CITI) mpotsarom 52 TwxHiB», Koj, gochimkeHHss GALACTIC-1, norpaBka 5.9 Big 24 nuctoraja
2020

3asiBHUK, KpaiHa

«biopaci, En-En-Ci», CIITA

CnoHcop, KpaiHa

«["anekto biotex Ab» (Galecto Biotech AB), [laHis

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

GB0139 (GB0139, GB0139/TD139, TD139; GB0139); kancym tBepai; 1,5 mr; «Antyit (Bepona) CPJI»
(Aptuit Verona SRL), Italy;

[Tnare6o 1o GB0139, kanicynu tBepi; 1,5 mr; «Antyit (Bepona) CPJI» (Aptuit Verona SRL), Italy;
GB0139 (GB0139, GB0139/TD139, TD139; GB0139); karicynu TBepfi; 5 mr; «Antyit (Bepona) CPJI»
(Aptuit Verona SRL), Italy;

ITnare60 1o GB0139, karicyu TBepi; 5 mr; «Antyit (Bepora) CPJI» (Aptuit Verona SRL), Italy




2 TPOJIOBXKEHHA J0JaTKa 3

Bignosigansuuii (i) 1) k.M.H. Creup P.B.
JIOCJTiTHYK (1) Ta Miclie KomyHanbHe HekoMmepljiliHe mianpuemMctBo «Micbka sikapHs Ne6» 3aropi3bkoi MickKOI  pajw,
(s1) mpoBejeHHS TeparneBTUYHe BiJJi/IeHHs, M. 3ariopixiKs

BUTIPOOYBaHHA B YKpaiHi | 2) 3aB. BigginenHnsm Cmosstamid O.11.

KomyHansHe HeKoMepijitiHe miarnpueMcTBo «OecbKa obacHa KiiHiuHa JjlikapHsi» OfiecbKoi 061acHoOl pajy,
IyJIbMOHOJIOTiuHe BifaineHHs, M. Ozeca

3) K.M.H. JIebeap K.M.

KomyHasibHe HeKoMepIjiliHe MiANPHUEMCTBO «XepCOHChKa MichbKa K/iHiuHa JiikapHs iM. €.€. Kapabeneria»
XepCOHCBbKOI MICBKOI pajy, MMyJibMOTeparneBTUYHe BiJflisieHHs, M. XepCOH

4) nikap Kytnuk H.B.

Meanunuii 1ieHTp «OK!KmiHik+» TOBapucTBa 3 0OMEXXEHOI BiJOBiJa/nbHICTIO «MiKHAPOJHUM iHCTUTYT
K/IIHIYHUX J0C/Ii)KeHb», CTaljioHapHe BifiIeHHs, BiAAUT Iy IbMOHO/IOTIT, M. KuiB

5) A.M.H., ipod. [[3t06mmk O.5.

HepxaBHa ycraHoBa «HauioHanbHuM iHCTUTYT TH3iaTpii i myneMoHosorii iM. ®.I'. fHOBChKOro
HarjionaneHoi akaziemii MeMYHMX HaykK YKpaiHW», BifjlileHHs TeXHOJOTiM /iKyBaHHSI HecreliiuHMX
3aXBOPHOBaHb JiereHb, M. KuiB

6) k.M.H. KnityHosa FO.O.

KomyHanbHe HekowmepljiliHe mianpuemMctBo «Micbka sikapHs Ne9» 3aropi3pkoi MickKOl  pajw,
TeparieBTUYHe BifisieHHs, M. 3aropixoKs

7) A.M.H., ripod. PogionoBa B.B.

KomyHaneHe HekoMmepLiiliHe miAnpueMcTBo «Micbka KiiHiuHa jikapHs Ned» [IHINPOBCHKOI MiCBKOI pajw,
MiCBKUI LIeHTp IO JIiKyBaHHIO TpodeciiHuX 3axBOpIOBaHb, [lep)kaBHUM 3akiaj «/lHiMporeTpoBcbka
Me/lMYHa akazieMiss MiHicTepcTBa 0XOpOHU 370pOB‘si YKpaiHu», Kadepa npodeciliHux xBopob Ta KiHiuyHOI
iMyHoJ10111, M. JIHITpo

8) a.M.H., npo@d. Cymiko B.O.

[HepxaBHa ycraHoBa «HallioHa/bHMM HayKOBMWM LIeHTp pafialjiiiHoi MeguuuHu HaijioHanbHOI akajemii
MeJUYHUX HayK YKpaiHW», Bifiii/ieHHs MYyJIbMOHOJIOTII BiAZiy Tepamii pafialliiHuX HacaiAkiB [HCTUTYTY
K/IiHIUHOT pafionorii, M. Kui

9) nikap Cupopuk H.HO.

KoMmyHanbHe HeKomeplLiiliHe MiJIpUeMCTBO «4-a MicbKa K/liHiuHa /ikapHs M. JIbBOBa», BifiJji/IeHHs 1eHHOTO
CTaLliOHapy 3 MYJIbMOHOJIOTIYHUMHU JIKKaMu, M. JIbBIiB




3 TPOJIOBXKEHHA J0JaTKa 3

IIpenapatu MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

KowmmaHisg, fika [i€ 3a [OBIPeHICTIO, Ky HaJaB CIIOHCOD UM 3asBHMK Ha BBe3eHHS [OC/IipKyBaHUX
NiKapChKUX 3aco0iB Ta cymyTHiX Martepianis: TOB «CMO-TPYIT YKPAIHA», TOB «Arenmnis «C.M.O.-
YkpaiHa», TOB «CMO-Ekcnpec»

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




HopnaTok 4
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«MixHapo/iHe, paHZiOMi30BaHe, MO/BiliHe cJiiTe, Talie00-KOHTPOILOBAHe AOCTiI)KeHHS 3 METOH OL[iHKU
BIUVIMBY LMK/JIOCWIIKATy LMPKOHIO HATPil0 Ha CepLeBO-CYAWHHI HAC/IiJKWA, MOB’Si3aHi 3 apUTMIE0 B
YYaCHUKIB 3 peLd/IMBYIOUOIO TiMepKalieMi€lo, sIKi 3HaXOASTbCS Ha XpoHiuHOMy remogianisi (DIALIZE-
Outcomes)», kog gocrimkenHs D9487C00001, Bepcist 1.0 Big 13 ciunsa 2021 poky

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnioHCOp, KpaiHa

AstraZeneca, AB, Sweden

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Luknocunaikar 1UpKOHit0 HaTpito (AZD7270; UUK/IOCWIIKaT LMPKOHIIO HAaTpil); TIOPOIIOK /IS
nepopanbHOi cycrnensii; 5 rpam; Sharp Corporation, United States; AndersonBrecon Incorporated, United
States; AstraZeneca Pharmaceuticals LP, United States; Fisher Clinical Services, Inc., United States; Fisher
Clinical Services, Inc., United States; AstraZeneca AB, Sweden / IlIBeris; Fisher Clinical Services UK
Limited, United Kingdom; AstraZeneca UK Limited - Macclesfield Development, United Kingdom;
Huknocunikat 1UpKOHit0O HaTpito (AZD7270; uUuK/IOCWIIKAaT LMPKOHIKO HATpil0); TOPOLIOK /sl
riepopanbHoi cycreHsii; 10 rpam; Sharp Corporation, United States; AndersonBrecon Incorporated, United
States; AstraZeneca Pharmaceuticals LP, United States; Fisher Clinical Services, Inc., United States; Fisher
Clinical Services, Inc., United States; AstraZeneca AB, Sweden / IlIBeriisi; Fisher Clinical Services UK
Limited, United Kingdom; AstraZeneca UK Limited - Macclesfield Development, United Kingdom;
[Tnare6o mo LuknocumikaT IUPKOHII0 HaTpit0 5 rpam (CWIikaTU3WpOBaHa MiKPOKPHUCTAJIiUHA 1[e/1F0/103a);
MOPOILIOK [ijisi TiepopasbHOi opanbHOi cycrensii; Sharp Corporation, United States; AndersonBrecon
Incorporated, United States; AstraZeneca Pharmaceuticals LP, United States; Fisher Clinical Services, Inc.,
United States; Fisher Clinical Services, Inc., United States; AstraZeneca AB, Sweden / IlIBeris; Fisher
Clinical Services UK Limited, United Kingdom; AstraZeneca UK Limited - Macclesfield Development,
United Kingdom;

ITnare6o g0 [uknocumikat HUPKOHii0 HaTpito 10 rpaM (cuitikaTh3upoBaHa MiKPOKPHCTa/TivHa 11e/TF0/103a);




2 TPOJIOBXKEHHS ojaTKa 4

TIOPOILIOK [T TiepopasibHOI opanbHOi cycrieHsii; Sharp Corporation, United States; AndersonBrecon
Incorporated, United States; AstraZeneca Pharmaceuticals LP, United States; Fisher Clinical Services, Inc.,
United States; Fisher Clinical Services, Inc., United States; AstraZeneca AB, Sweden / IlIBenis; Fisher
Clinical Services UK Limited, United Kingdom; AstraZeneca UK Limited - Macclesfield Development,

United Kingdom;
Bianosigansuuii (i) 1) 3aB. Bia. Nanymak O.B.
JOCJAHUK (U1) Ta Miclie KomyHanbHe mignpuemcTBo «/IHimporieTpoBchka o6sacHa KiiiHiyHa JjikapHsi iM. II. MeuHukoBa»
(s1) mpoBefeHHs [HinporieTpoBcbKoi 06macHOi pajy, BiAgineHHs Aianidy (XpOHIUHOro remojianily Ta am0y/1aTOPHOTO

BUMpoOyBaHHsA B YKpaiHi | Aiami3y), M. [IHinpo

2) p.M.H., npod. Konecuuk M.O.

HepxaBHa yctaHoBa «IHctutyT Hedposorii HallioHanbHOT akajemil MeJUUHUX HayK YKpaiHu», BiAjineHHs
ambyaTopHoi Hedposorii, Aianizy Ta IT-3abe3mneuenns, M. Kuis

3) 3aB. Bij. Konomiiuyk H.O.

KomyHanbHe HekoMmepljiliHe mMiANpUEMCTBO «KUIBCbKMI MIiCbKMM LIeHTp Hedposiorii Ta Aiamizy»
BUKOHABUOro opraHy KuiBcekoi micbkoi pagu (KuiBcbkoi MiChKOI /ep>KaBHOI aiMiHicTpallii), BiAgineHHs
rocritanbHol Hedposiorii Ta Aianizy Ne2, M. Kuis

4) K.M.H., 3aB. Bif. OBcbka O.T'.

KomyHaneHe HekomepLiliHe mifnpuemMcTBo «Mickka mikapHs NelO» 3arnopi3bKoi MiCbKOI paju, MiCbKUM
LieHTp Hedpororii Ta gianily, BiAgineHHs HedpoJiorii Ta Aianisy, M. 3anopiioKs

5) 3aB. HeHtpy binuk C./.

KomyHanbHe HekomepijitiHe mignpueMctBo KwuiBcbkoi ob6sacHOi pagu «KuiBcbka obsiacHa KiTiHiUHa
JlikapHs», LenTp aianizy, M. Kui

[Ipenapatu mopiBHAHHS, —

BHUPOOHUK Ta KpaiHa

CynyTHi —/—
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Hopatok 5
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUTIPOOYBaHb JTiKapChbKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX IOINPAaBOK /0
MIPOTOKOJTIB K/TiHIYHUX BUNTPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU JI0
nopatka Ne 3 1o Haka3zy MiHicTepcTBa
OXOPOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHS
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe BifkpuTe gociimkenHs dha3u 1b as orjiHku 6e3rneyHocCTi, TepeHoCUMOCTi, e)eKTUBHOCTI,
dapMakokiHeTHKM Ta ¢apMakoauHamiku miperiapaTy AEVI-007 y manieHTtiB i3 xBopoboro Crinna, 1o
pPO3BUHYJ/IACS y AopocyioMy Bili», Kog pocaigkeHHss AEVI-007-AOSD-101, Bepcis 3.0 Big 14 rpyzaus
2020 poky

3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIAIIOBIJAJIBHICTHO «®APMACBIOTIKAJI  PICEPY
ACCOYIIMENTC YKPAIHA» (TOB «®PA YKPATHA»)

CrioHcop, KpaiHa Cerecor, Inc. (Llepekop, Iuk.), CIITA

[Mepenik mocmimkyBanux | AEVI-007 (CERC-007, AEVI-007, MEDI2338; kamoTeckimab (camoteskimab), eHka3ekimab

JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

(encazekimab), kamiuTokiMab (camcitokimab), e3agenkimab (ezadelkimab), pemy3ekimab (remuzekimab)
Ta e3aBiKiMab (ezavilkimab)); miodinizoBaHuii mMopomok y ckasHOMY (akoHi /1T OZIHOPa30BOTO
BukopuctanHs; 50 mr; Catalent Indiana, LLC, CIIIA; Xerimis, Inc., CIIIA; Xerimis B.V., Higepiangu;
Xerimis Limited, CnionyueHe KopoJiiBcTBO

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) k.M.H. 'apmimn O.O.

HepxxaBHa ycraHOoBa «HallioHaibHUKM HayKOBUM LieHTp «IHCTUTYT Kapgiosorii iMeHi akajeMika
M./. Crparkecka» HarjioHanbHOI akajemii MeIMUHUX HayK YKpaiHW, BiJfi/l HEKOPOHAPHHUX XBOPOO cepiis
Ta peBmartoJiorii, M. Kuis

2) K.M.H. Tkauenko M.B.

KomyHanbHe mignpuemctBo «[losTaBchbka obOsiacHa KiiHiuHa smikapHs im. M.B. CkridocoBcbkoro
ITontaBchKOi 06/1aCcHOI pagin», O6/1acHUH JTiIKYBa/IbHO-/[iaTHOCTUYHKM PEBMATOIOTiUHKM 11eHTp, M. [TonTaBa
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IIpenapatu MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

1) JlabopaTtopHi Habopwy;
2) CynyTHi MaTepiany;
3) IpyKoBaHi MaTepiaiu

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHUYHOTO 3a0e3meueHHs

Onekcanap KOMAPIJA



HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CYTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIYUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Hakasy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panzomi3oBaHe, Mo/BitiHe ciire, 6araToIeHTPOBe JOC/iPKEHHs, 1[0 MPOBOAMTLCS 3 METOI JeMOHCTparlii
eKBiBa/leHTHOI e)eKTUBHOCTI Ta MOPiBHsSHHS Oe3reKy Ta iMyHOTeHHOCTi 6ioroibHoro JiKapchKoro 3acoby
Ycrekinymab (AVTO04) ta mpenapaty Ctenapa® y Malji€eHTiB 3 XPOHIUYHMM OJISIIIKOBUM TICOPia30M Bif
CepeHbOr0 [0 BaXKOrO CTYIEeHs TSDKKOCTI», Kop pocmimkeHHs AVTO04-GL-301, Bepcis 1.0 Bif
06 mucromaga 2020 poky

3asiBHUK, KpaiHa

TOB «BOPJIIBAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBotek CBicc AI'» (Alvotech Swiss AG), I1IBeliiapis

[Tepernik foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

AVTO04 (ycrekinymab) (AVT04; YCTEKIHYMARB); po3unH s iH’€KLili y 1ornepejHbOMY HallOBHEHOMY
mmpwuiii; 90 mr/mi; Alvotech hf., Iceland

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) A.M.H., ipod. AHapaiiko FO.B.

JIiKyBa/IbHO-IilaTHOCTUYHUM LIEHTP TIPUBATHOTO IiJNIPUEMCTBA «ACKJIeMii», TOMIK/IIiHIYHe BiJJileHHs,
M. YKropoz

2) 3aB. Bif. 'anarypuu O.M.

JIiKyBa/IbHO-ZIiaTHOCTUYHUWH LIeHTP TIPUBATHOTO TiJTIPUEMCTBA «ACKJ/Ielii», BifloKpeM/IeHU CTPYKTYpHHUM
nigpo3ain (Biaginenus) Nel, m. JIbBiB

3) nikap Mansik H.B.

Komynanbhe mignpueMcTBo «PiBHEHCHKHI 00/1aCHUI LIKipHO-BEHEpOJIOTiYHMM AucraHcep» PiBHEHCBKOI
obmacHoi paju, am0y/1aTOpHO-TIOJMIK/TiHIUHe BifiiiieHHs, M. PiBHe
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4) K.M.H. Myxuuyk B.B.

KomyHanbHe HekoMmepLiiiHe miAnpueMcTBOo «MiCbKUM IIKipHO-BeHepoJsoTiyHuM  gucrnaHcep  Ne2»
XapKiBCBKOI MiCBKOI pajiv, IUCIIaHCEPHE JlepMaTO-BeHepOoJIoTiyHe BifiieHHs, M. XapKiB

5) ronoBHui nikap [Tyrau M.M.

MeauuHui 1[eHTP TOBapuCTBA 3 OOMEXEHOI0 BiAmoBigambHicTIO «MeanuHa KiiHika «bmaromen»,
JIIKyBaJIbHO-ZIiarTHOCTUYHUH Tigpo3aia, M. KuiB

6) A.M.H. Pesniuenko H.HO.

BilicekoBuii rocritans (BiMicbkoBa yactHa A3309) BiliCbKOBO-MeIUYHOIO KIIiHIYHOTrO LieHTpy I1iBgeHHOrO
perioHy, TeparneBTHUYHe BifJi/ieHHs (3 MasataMu /1Jisi HEBPOJIOTiUHMX Ta lePMaTOBEHEePOIOTiUHUX XBOPHUX),
M. 3aropixKs

[Ipenapatu OpiBHAHHS,
BHUPOOHMK Ta KpaiHa

CTEJIAPA (YCTEKIHYMAB); po3uuH Ajis iH’€KLili y nonepeJHbOMY HarloBHEHOMY wrpuiii; 90 mr/mi;
Janssen Biologics B.V., Netherlands

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

—

I'eHepanbHMi AUpeKTOp /lupeKkTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hoparok 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«PaHg0Mi30BaHe, BifKpWUTe, 3 aKTUBHUM IIperapaToM TIOPiBHSHHS B SIKOCTi KOHTPOJIIO, 0OaraToLieHTpOBe
nocmimkensst dasu 111 asst oLiHky edeKTUBHOCTI Ta Oe3MeyHOCTi 3acToCyBaHHs 00iHyTy3ymMaly y TaijieHTiB
3 ePBMHHOI0 MeMOPaHO3HOI HedpornaTieto», Koz noctimkenHs WA41937, Bepcisi 1 Big 17 ceprins 2020 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOIO BioBiampHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

@. Xodpdmann-JIst Porw JITa, [lIBelitapis

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

OG6inyty3yma6 (Obinutuzumab, T'a3iBa®, Gazyva®); (RO5072759; o6iHyTy3ymab (obinutuzumab));
KOHI[eHTpAT /It PO3uuHY Auis iHdy3iit; 25 mr/mit; Pomr [diarHoctrke I'M6X, HimeuunHa;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHSA B YKpaiHi

1) nikap I'nymjak O.B.

KomyHanbHe mignpueMcTBo «/JHimporeTpoBchKa oOsacHa KiiiHiuHa sikapHs im. [.I. MeuHukoBa»
[uinporieTpoBcbKoi 06/1acHOI pasiy», BifAieHHS Aiamidy (XpOHIUHOrO reMoziajizy Ta amOyJIaTOpPHOTO
niamizy), m. [JHinpo

2) nikap Konowmiituyk H.O.

KomyHanbHe HeKoMepijifiHe miAnpueMcTBo «KUIBCbKUIM Micbkuii 1ieHTp Hedposiorii Ta Aiasmizy»
BUKOHaBYOro opraHy KuiBcbKoi MickKoi paju (KuiBCbKOI MiCBKOI ep»kKaBHOI afiMiHicTpallil), BiggineHHs
rocritanbHol Hedposorii Ta gianizy Ne2, M. Kui

[TIpenapatu MOPiBHSHHS,
BHUPOOHUK Ta KpaiHa

Takposimyc (Tacrolimus, ITporpad®, Prograf®); (RO0485337; Takpomimyc (tacrolimus).); TBep/i Karncymm;
0,5 mr; Acrennac Ipnang Ko., JIta., Ipnangis;

Takposimyc (Tacrolimus, ITporpad®, Prograf®); (RO0485337; Takposimyc (tacrolimus).); TBepAi Karicy/iy;
5 mr; Acremnnac Ipnang Ko., JIta., Ipaasgis
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CynyTHi
Marepiasu/nperiapaty
CyIyTHBOI Tepariii

KowmmaHisg, sKa i€ 3a JOBIpeHICTIO, Ky HaZlaB CIIOHCOP UM 3asBHUK Ha BBe3€HHs [JOC/Ii)KyBaHUX
niKapchKUX 3acobiB Ta cymyTHix MaTepianiB: TOB «®apmacodT».
JlabopatopHi goBiganku COVANCE;

JlabopaTtopHi ¢opmu 3anuty COVANCE;

JlabopaTtopui ipodopmu inBoiicie COVANCE;

Jlabopatophi Habopu COVANCE;

Hopatkosi naboparopHi marepiamu COVANCE;

Macku st 0671y,

AHTHCeNTUKY [J1 PYK, BOJIOT1 CePBETKU /I PYK;

X0J10/10Bi TIaKeTH;

[InsAmky aas Boay;

Pyuky;

[TpenMeTy A5 MOKpallieHHs] KOM(OPTY Ta CHY;
Prok3aku/CyMKu-MIilIKH;

CTtpiuka BUMIpIOBa/IbHA;

Mkamu SGA,;

OnuTyBabHUKH, CTUKEDU.

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




HonaTok 8
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«baraTolieHTpOBe, paHJOMi30BaHe, TO/BiliHe-CIire, T1alle00-KOHTPOIbOBaHe AOCTiiKeHHs a3 3 s
OLiHKM edeKTUBHOCTI Ta Oe3meuHocTi KomOiHarlii Tadacutamaby Ta JeHamiZioMiZy B TMOE€IHaHHI 3
DUTYKCMMAabOOM TIOpPiBHSHO 3 JIEHAiJOMiJOM Yy TIO€JHaHHI 3 pUTYKCUMabOM y TallieHTiB i3
peuavBytouoto/pedpaktepHoro (P/P) dosnikynspHoto niMbomoto Bix 1 go 3a crynens abo P/P nimdomoro
MapriHajbHOI 30HW», Kof nociaifpkeHHs INCMOR 0208-301, nporokos Bepciss 3 3 iHKOPIIOPOBAHOIO
rionpaskoro 2 Bif 16 rpygHs 2020p.

3asgBHUK, KpaiHa

TOB «Cineoc Xejc YKpaiHa»

CrioHCOp, KpaiHa

IacaiiT KopriopeiiniH [Incyte Corporation], CIITA

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Tadacuramab (INCMORO00208), 200 wmr d¢umakon (INCMORO00208, MOR208, MORO00208;
INCMORO00208, MOR00208, MOR208, XmAb5574, tafasitamab-cxix, MP1-01; Tadacuramab); mopoiiok
JsT KOHLIeHTpaTy AJisi po3uuHy Ass iHdysi; 200 mr (Mizirpam); 200 mr daakoH; Boehringer Ingelheim
Pharma GmbH & Co KG (BI), Himeuuuna; Almac Clinical Services (Ireland) Limited, Ipnangisi; Almac
Clinical Services Limited, Benmukob6puTaHis;

wiarie6o o Tacdacuramadb (INCMORO00208) (disionoriuamii posunH, HaTpito xiopuay 0.9% (Hatpito
xynopuny-SEEM)); posumny gns iHdysiii; JV LLC Samarkand England Eco-Medical, Pecny6mika
Y36eKucTas;
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3enBiHa (neHamimomin) (nmeHamizomin, neHamizomig AganBo, Zelvina, Lenalidomide, Lenalidomide
ADALVO); kanicynu tBepfi; 5 mr (minirpam); Almac Clinical Services (Ireland) Limited, Ipnanais; Almac
Clinical Services Limited, Bemuko6puranis; Pharmadox Healthcare Ltd., Mansta; Mylan Laboratories
Limited, Ingiss; Lotus Pharmaceutical Co., Ltd., TaiiBaHb;

3enBiHa (neHamimomizn) (nmeHamizomin, neHamigomig ApanBo, Zelvina, Lenalidomide, Lenalidomide
ADALVO); kanicynu tBepzi; 10 mr (minirpam); Almac Clinical Services (Ireland) Limited, Ipnangis; Almac
Clinical Services Limited, Bemuko6puranis; Pharmadox Healthcare Ltd., Manbta; Mylan Laboratories
Limited, Ingiss; Lotus Pharmaceutical Co., Ltd., TaiiBaHb;

3enBiHa (neHamimomizn) (nmeHamizomin, neHamigomig ApanBo, Zelvina, Lenalidomide, Lenalidomide
ADALVO); kanicynu tBepzi; 15 mr (minirpam); Almac Clinical Services (Ireland) Limited, Ipnangis; Almac
Clinical Services Limited, Bemuko6puranis; Pharmadox Healthcare Ltd., Manbta; Mylan Laboratories
Limited, Ingis; Lotus Pharmaceutical Co., Ltd., TaiiBaHb;

3enBiHa (neHamimomin) (nmeHamizomin, neHamizomig AganBo, Zelvina, Lenalidomide, Lenalidomide
ADALVO); kanicynu tBepzi; 20 mr (minirpam); Almac Clinical Services (Ireland) Limited, Ipnangis; Almac
Clinical Services Limited, Bemuko6puranis; Pharmadox Healthcare Ltd., Mansta; Mylan Laboratories
Limited, Ingis; Lotus Pharmaceutical Co., Ltd., TaliBanb

Bianosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBefjeHHS
BUTIPOOYBaHHS B YKpaiHi

1) A.M.H., mpod. bougapenko .M.

KomyHaneHe HekomepLiiiHe migrnpuemMctBO «Micbka KiiHiuHa jikapHs Ned» JIHIMPOBCBKOI MiCBKOI pajw,
MiCbKWI XiMiOTeparieBTUUHUM LIeHTp, M. JIHinpo

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

KomyHa/bHe HeKoMepIiiliHe MiAnpueMCTBO «O0/acHUN 1LIEHTP OHKOJIOTii», T'eMaToJ/IoTiuHe BiJjlieHHs],
M. XapkKiB

[IpenapaTtu OpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/nperiapaty
CyMyTHBOI Tepartii

Tpykcuma® (putykcumab), 100 mr/10 mn dmakon (Purykcumab, Rituximab, TRUXIMA®, CT-P10);
KOHILIeHTpaT Jjisi po3uuHy naas iHdysik; 100 mr/10 ma daakon; 10 mr/ma (Mr/mn (Mminirpam/mininiTp));
Almac Clinical Services (Ireland) Limited, Ipnanzis; Almac Clinical Services Limited, BenvkobpuTaHis;
Baxter Oncology GmbH, HimeuunHa; Biotec Services International Ltd., Benuko6puTaHnisi; Biotec Services
International Ltd., BesiukoOpuTaHisi

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOT0 3a0e3meueHHsI Onekcanagp KOMAPIJA




HonaTok 9
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgoMi30BaHe, TojBiliHe cirime, TMale60-KOHTPOIbOBaHE [AOCTiHKeHHs Tiperiapaty BBT-401-1S mpwu
repopasibHOMY 3aCTOCYBaHHI y TALi€HTIB i3 BUPa3sKOBUM KOJIITOM CepefHbOr0 Ta BaXKKOI'O CTYIIeHs, 1110
BKJIIOYA€E BiZMOBiAb-aflaliTUBHY TOJABINHY ciliny a3y MOA0BXKEeHOro JiKyBaHHS», KO JOC/TiIPKeHHs
BBT401-UC-005, Bepcis 4 Big 14 rpyans 2020 p.

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CnioHCOp, KpaiHa

Bridge Biotherapeutics, Inc., Pecriy6iika Kopest

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

BBT-401-1S; BBT-401-1S; karicynu; 200 mr (minirpam); Shanghai STA Pharmaceutical Product Co. Ltd.,
Kuraii; Changzhou Syn TheAll Pharmaceutical Co., Ltd., Kutaii; Almac Clinical Services Limited,
Cnonyuene KopoJiiBCTBO;

[Tnate6o no BBT-401-1S (MikpokpucTasiuHa 1e/tos103a); Karcynd; Shanghai STA Pharmaceutical Product
Co. Ltd., Kurait; Almac Clinical Services Limited, CniosnyueHe KoposiBCcTBO

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. llleBuyk B.M.

[IpuBaTHe ITiIPUEMCTBO TpHBaTHa BUPOOHMUA (ipMa «AIMHYC», JiKyBaJbHO-AiarHOCTUUHUN IEHTP,
M. KponvBHULIbKUI

2) roJi. nikap ITyrau M.M.

MeauuHul 1IeHTP TOBapUMCTBAa 3 OOMEXEHOIO BiJmoOBifanbHICTIO «MeanuHa KiiHika «baromeny,
JIIKyBaJ/IbHO-ZIiarHOCTUYHUWH Tigpo3aia, M. Kuip

3) nikap ynsra [.®.

KomyHa/bHe MiNIpUeMCTBO «BoJsiMHCbKAa 00/lacHa KiTiHiuHa JiKapHsS» BosiMHCBKOI 00/1acHOi pajw,
xipypriuHe (eHJOKpWHHOI i abjOMiHa/IBHOI TATOMOTI) BifAi/IeHHS 3 TIPOKTOJIOTIUHUMM JIiKKaMH,
M. JIyLbK
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4) k.M.H. Jarenko O.T'.

KomyHanbHe HekoMepliiiiHe TiAnpueMcTBO «Micbka kiiHiuHa jikapHs Ne2 imeni mpod. O.O.IllanimoBa»
XapKiBCbKOI MiCbKOI pa/iv, MPOKTOJIOTIYHE Bi/i/li/IeHHsT, M. XapKiB

5) k.M.H. Heuunypenko T.b.

Meanunnii 1ieHTp «RCLIN Ukraine» ToBapucTBa 3 00MEXeHOI BiJnoBifanbHICTIO «Kapziokom»,
cmt. Ko3un, O0yxiBcbkuii p-H, KuiBcbka 0071.

6) nikap Jlorganiai T.I.

KomyHanbHe HekoMmepiiiiiHe mianpueMcTBo KuiBcbkoi ob6sacHOi paau «KuiBcbka o6acHa mikapHs»,
TeparieBTUYHe BiagineHHs, M. Kuis

7) nikap Map’sx T.B.

Kninika fep>kaBHoOI ycraHoBU «HarlioHanbHUI iHCTUTYT Xipyprii Ta TpaHcrianTosorii iM. O.0. IlaniMoBa»
HarjionaneHoi akazeMmii MeAMUHMX HayK YKpaiHW, BiJJiiieHHs1 JoomepaliliHol [iarHOCTUKU i
Bi/IHOBJIIOBA/IbHOI'O JIIKYBaHHs, M. KuiB

[Ipernapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi —/—
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

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




Honatok 10
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panzomi3zoBaHe, moOZBiMHe ciine, 1UIarie00-KOHTPOIbOBAaHE —JOCi/KeHHS (a3 2 [/ OL[iHKH
eheKTUBHOCTi,  0e3MeyHoCTi, TMepeHOCUMMOCTi, (apMakOKiHETMKHM Ta  0iosoriuHoi  aKTUBHOCTI
opeslabpyTHHIOy y MallieHTiB i3 peluAUBYIOUO-PEMITYIOUMM PO3CISTHUM CKJIEpPO30M», KOJ AOC/i/PKeHHS
ICP-CL-00112, Bepcis 3.0 Big 09 ciunst 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHosemHolo iHBecTHicio «AMK’FOBIA PIC YkpaiHa»

CnioHCOp, KpaiHa

InnoCare Pharma, Inc., USA

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Orelabrutinib (ICP-022; Orelabrutinib); tabnerka; 10 mr; WuXi STA Pharmaceutical Co., Ltd., China;
Changzhou SynTheAll Pharmaceutical Co., Ltd, China; Almac Clinical Services, United States;

ITnare6o go Orelabrutinib 10 mr, Tabnerka; WuXi STA Pharmaceutical Co., Ltd., China; Almac Clinical
Services, United States;

Orelabrutinib (ICP-022; Orelabrutinib); tabnerka; 50 mr; WuXi STA Pharmaceutical Co., Ltd., China;
Changzhou SynTheAll Pharmaceutical Co., Ltd, China; Almac Clinical Services, United States;

ITnare6o go Orelabrutinib 50 mr, Tabnerka; WuXi STA Pharmaceutical Co., Ltd., China; Almac Clinical
Services, United States;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) k.M.H. JlekomiieBa €.B.

HepxxaBHa ycraHoBa «IHCTUTYT HeBpoJiorii, ncuxiatpii Ta Hapkosiorii HarjioHanpHOI akazemii MeauuHUX
HayK YKpaiHu», BigJineHHs: G yHKLiOHaIbHOI HeHpOXipypril Ta mapoKCU3MaabHUX CTaHiB, M. XapKiB

2) K.M.H. ['ostobopogpko A.A

KomyHasmeHe HeKoMepiiiiHe migrnpueMcTBo «Opecbka obacHa KiiHiuHa JikapHsi» Opecbkoi o6acHOl
pazu», BiagineHHs Helpoxipyprii, m. Ofeca

3) K.M.H. XaByHKa M.f1.

KomyHasnbHe HekoMeplliliHe MiANPUEMCTBO «5-a MiCbKa KIIiHiUHA JjikapHs M. JIbBOBa», HeBpOJIOTiuHe
BigaiseHHs1, m. JIbBiB
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4) k.M.H. Yepke3 A.M.

KomyHasibHe HeKOMepIIiliHe MiIpUEMCTBO «3aropi3bKa 06/1acHa KiTiHiUHa JliKapHs» 3aropi3bKoi 06sacHoi
paau, BiagiieHHs: HeBpoJiorii Nel, M. 3anopixoks

5) a.M.H. Kans6yc O.1.

KomyHanbHe mignpuemMcTBo «/IHinporeTpoBcbka o6sacHa KiiHiyHa JjikapHsi iM. LI, MeuHukoBa»
THinporneTpoBCchKOI 00/1acHOi paau», BifgdineHHs HeBposorii Nel, lep>kaBHHM 3aK/af, «/IHIimporieTpoBChKa
MeryHa akaziemis MO3 Ykpainu», Kadezpa HeBposorii, M. [IHinpo

6) K.M.H. Mopo3 O.M.

[epkaBHa yCTaHOBAa «YKpalHCbKUM [lepKaBHUM HAyKOBO-JOCTIAHUM IHCTUTYT MeAUKO-COLia/IbHUX
nipobJieM iHBastiiHOCTI MiHiCTepCcTBa OXOPOHU 370POB s YKpaiHW», Bifii/ieHHs] HEBPOJIOTii Ta TIOrPaHUUHUX
cTaHiB, M. /IHinpo

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

MeauuHuii 1[eHTp TOBapucTBa 3 0OMekeHOW BiAmoBiganbHicTIO «Meguunuii 1eHTp «CamoTrem»,
JIIKyBa/IbHO-TIPO(iTakTHUHUM Bifzin, M. BiHHMIIS

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

_

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




HopaTok 11
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«foresiGHt: bararolieHTpoBe, paH/OMi30BaHe, 3 TMapajeJlbHUMHU TpyIamH, Ii1aleb60-KOHTPOIbOBaHe
(mopBiliHe cjlirle) Ta AKTUBHO-KOHTPOJIbOBaHe (BiKpUTE) [OC/i/pKeHHs e(deKTUBHOCTI Ta Oe3reku
IIIOTMPKHEBOTO 3aCTOCYBAHHSI JIOHAIercoMaTpoIlliHa B TIOPiBHSIHHI 3 Tulanebo, a Tako)k B TIOPIiBHSHHI 3
COMAaTOTPOMiHOM III0ZIeHHOTO 3aCTOCYBaHHS y [JOPOC/IUX 3 edilliTOM TOPMOHY POCTY», KOJ| JOCTiIKeHHs
TCH-306, Bepcis nporokoiy 2.0, Big 06 ceprias 2020

3asiBHUK, KpaiHa

Axuesnbciops JITa., Yropumsa

CnoHcop, KpaiHa

Acuenzic ®apma Enpokpinonomku iBixkn A/C, Hanisi (Ascendis Pharma Endocrinology Division A/S,
Denmark)

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Jlonanercomarporid (ACP-011); mopoiiok ajis iH'ekuiid; 12.1 mr (minirpam); Ascendis Pharma A/S, [aHis;
Vetter Development Services USA Inc., CIIA;

nane6o g0 JloHamercomarporid 12.1 mr (Misirpam); TOpOIIOK [yl pO34MHy AJisA iH'eKiiiid; Ascendis
Pharma A/S, [aHisi; Vetter Development Services USA Inc., CIIIA;

Jlonanercomarporid (ACP-011); mopoiiok ajis iH'ekuii; 24.2 mr (minirpam); Ascendis Pharma A/S, [aHis;
Vetter Development Services USA Inc., CIIA;

nane6o g0 JloHamercomarporiH 24.2 Mr (Mijirpam); TIOpPOILIOK Jjis pO34MHy AJisA iH'eKiiiid; Ascendis
Pharma A/S, [aHisi; Vetter Development Services USA Inc., CIIIA;

PO3UMHHMK — CTepW/IbHA BOZA [JIs1 iH’€K1Iil; Boja AJisl iH €KI[ii y TornepeHbO 3allOBHEHUX IUTIpUIiaX 1o 1
mi; Ascendis Pharma A/S, Janisi; Vetter Pharma-Fertigung GmbH & Co. KG, Germany;
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Bignosigansuuii (i) 1) a.m.H., ipod. Komicapenko FO.I.
JIOCJTiTHYK (1) Ta Miclie KomyHanbHe HekoMepliiiiHe MignpueMcTBO «KHUIBCbKUI MiCbKUM K/TiHIUHUM €HJOKPUHOJIOTIUHUN LIeHTP»
(s1) mpoBejeHHS BHUKOHaBUOro opraHy KwuiBcekol micbkoi pagy (KuiBcbKOI MiChKOI /ep>KaBHOI afMiHicTpaLlii), BiAiieHHsS

BUTNIPOOYBaHHs B YKpaiHi | 3arajibHOi eHJOKpUHHOI marosiorii, HarfioHaneHuii Memuunuii yHiBepcuTer imeni O.0. Boromosbiis,
Kadeapa eHgoKpUHOIOTiT, M. KHiB

2) k.M.H. TepexoBa I'.M.

HepxaBHa ycraHoBa «IHCTUTYT eHJOKpUHO/OTii Ta 06MiHy peuoBuH iMm. B.I1. Komicapenka HAMH
YKpainu», Bifiin 3arajbHOI eHJ0KPUHHOI raTosiorii, M. Kuis

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

KomyHanbHe HeKoMepijifiHe TiANpueMcTBO «BiHHUIbKWN 00/lacHUN K/TiHIYHWM BHCOKOCTIelliai30BaHUH
eH/JOKpPHUHOJIOTiUHUI 11eHTp BiHHMIbKOI o6macHoi Pagu», TepameBTHuHe BifzineHHs Ne2, BiHHUIbKUI
Hall[iOHa/IbHUM MeIuuHUM yHiBepcuteT iM. ML.I. [TuporoBa, kadenpa eHA0KpUHOOTiT, M. BiHHMLIA

4) K.M.H., 3aB. BiJ]. ['aBputok B.M.

KomyHanbHe HekoMmepliifiHe mignpuemMctBo «O6macHa KiiHiuHa JikapHsi IBaHO-®paHKiBCBKOI 006/1acHOT
pajin», eHZOKPUHOJIOTiuHe BijzineHHs, M. IBaHO-PpaHKIBCBK

[Ipenapatu OpiBHSAHHS, Hopgitponin FlexPro 5 mg/1.5 ml (Comatpormin (roxifgHa pekombinantHoi JHK, 1o npoaykyertscs B E.
BHUPOOHMK Ta KpaiHa coli)); 3.33 mr/mn minirpam(u)/mininitp; Ascendis Pharma A/S, Manis; Novo Nordisk A / S, laHis;
CynyTHi Biosioroiuni 3pa3ku

Marepiaau/mpenaparu 3pasKu 11i/IbHOT KPOBi (amMbieHTHi)

CYIyTHBOI Teparnil 3pa3Ku CMpOBATKU KPOBi (aMOi€eHTHI)

3pa3Ky CMpOBAaTKU KPOBI (3aMOpO>KeHi)

3pa3Ku 1ia3Mu KpoBi (aMOieHTHI)

CkJ/1siHI TpeIMETHI CTeK/a 3 Ma3KaMu KpOBi (aMOieHTHi)

Imrniopt

Jlonarnercomatporiid 12.1 mr I'PJI, Jlonarercomatporiit 24.2 mr I'PJI abo ruiarie6o JIoHanercomarporiny in
(1 ynmakoBKa MicTUTb 4 (py1akOHU /1J151 OJHOPa30BOTr0 BUKOPHUCTaHHS)

CrepunbHa Boza s iH’ekuin 1.0 mu (1 ynakoBka MiCTUTh 4 nonepeHbO 3alIOBHEHUX LITIPULA JJ1S
0/IHOpPa30BOr0 BUKOPHCTaHHS)

Norditropin® 5 mr/1.5mn FlexPro® (1 ynakoBka MiCTUTh 1 rornepeHbO 3all0BHEHY PYUKY /ISl
baraTopa3oBOro BUKOPHCTAHHS)
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JonoMixxHi MaTepianu

I'onku, Sterican® 21G x 1, 0.80x25mm

[rputwm as iv’ekuiid, 1 ma BD Plastipak timpuig

I'onkn, TSK Lab 30Gx1/4”, 0.30*6MM

Je3rHpiKyoui CTUPTOBI TaMIIOHU

I'onku, NovoFine 0,30 x 8mMm, 30G

[TosieTrIeHOBHI MakKeT Ha O/IMCKaBIIi (/151 TIOBePHEHHsST BUKOpUCTaHoro [1713)
JlabopartopHi Habopu

[TnanieTHuit npucTpiv eDiary (esleKTPOHHUM 10} €HHUK)

Min/Max TepMOMeTpHU ZJ1s1 KOHTPOJIIO TeMIlepaTypy 3pasKiB Y X0/I0JUIBHUKY
Min/Max TepMOMeTpH /IJIs1 KOHTPOJIIO TemIiepaTypu 3aMOPOKeHUX 3pa3KiB
Min/Max TepMOMeTpH /IJIsi KOHTPOJTIO TemriepaTypHoro 36epiranxs 1713
EKT anapatu

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA



HopnaTok 12

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«®aza I/Il, mocnifykeHHs TepLIOrO 3aCTOCyBaHHA y mtofei mpernapary TL-895 3 eckananiero Ao3u y
MaljieHTiB 3 peluAuBHUMU/pedpakTepHUMHM  B-KJTITHHHUMU  3/I0SKICHUMH  3aXBOPIOBAaHHSMM Ta i3
MO/anbIIMM 3aCTOCYBAaHHSIM Y TIAL[iEHTIB 3 pelUJuBHUAM/pedpakTepHUM XPOHIUHUM JIiM(OIUTapHUM
JIEMKO30M abo0 pernuauBHOIO/pedpakTepHOI0 APiOHOKTITUHHOK JiMGOIMTAPHOI JTiM(POMOIO», KO[
JocnigykeHHs MS200662_0001, sepcis 9.0 Big 29 xoBTHs 2020 poky

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeKeHOI0 BifnosiganeHicTI0 «MEITEVIC YKPATHA»

CnoHcop, KpaiHa

«Tenioc ®apma, IHk» [Telios Pharma, Inc.], CIIIA

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

TL-895 (M7583); Tabnetrku; 50 mr; CATALENT CTS LLC, CIITIA; CATALENT Pharma Solutions, CIIIA;
Fisher Clinical Services GmbH, HimeuunHa

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHsA B YKpaiHi

1) nikap Pomantok H.M.

KomyHa/ibHe HeKoMepIiiiiHe MiAnprueMCTBO «MuKo/aiBCchbKa 00/lacHa KiliHiUuHa JikapHs» MUKo/IaiBChKOi
ob/acHoOI pajiy, reMaToJIOTiuHe BifgineHHs, M. MUKoJ/IaiB

2) k.M.H. Kyukosa O.}0.

KomyHa/ibHe HeKoMepliiiiHe MiArnpueMcTBO «OO0/IaCHUI 1[EHTP OHKOJOTii», reMaToJIoTiuHe BifieHHs,
M. IHinpo

3) 3aB. LileHTpoM YceHKo [.B.

KomyHanbHe HekoMmepLiliHe miAnpueMcTBo «Miceka KiiHiuHa jikapHs Ned» [IHINPOBCBKOI MICBKOI pajw,
MiCbKWI IremMaToJIOTiuHUM LIeHTpP, M. JIHIrpo

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa
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CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

Kowmmanis, fika [i€ 3a [JOBIpeHICTIO, Ky HaJaB CIIOHCOD UM 3asBHMK Ha BBe3eHHS [OC/iKyBaHUX
niKapchKuX 3aco0iB Ta cymyTHix MatepianiB: TOB «Arentis «C.M.O.-Ykpaina», TOB «CMO-JloricTuka»,
TOB «CMO-I'pyn YkpaiHa»

I'enepanbHuii AUpeKTOp /lUpexkTopary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Onexkcangp KOMAPIJA




Honatok 13
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomisoBane, mogiliHe ciine, GaraTorjeHTpoBe (asu III mocsimkeHHs 3acTOCyBaHHS are30s1izymaly
(aaTE-PD-L1 anTHTiNI0) TpOTH T1alieb0 SIK a/’ FOBAHTHOI Tepartii y MaijieHTiB 3 M’sI30BO-iHBa3UBHUM PaKOM
CeYOBOI0 MixXypa BUCOKOTO PM3MKY 3 HasBHOK LUpKy/atorouor [JHK myx/nvHM micias LUCTeKTOMIi», KOz
nocnimpkenHs BO42843, Bepcis 2 Bij 05 mctonazaa 2020 p.

3asgBHUK, KpaiHa

ToBapHrCTBO 3 0OMeXXEeHOI0 BifiMoBifanbpHiCcTIO «Por YKpaiHa»

CnioHCOp, KpaiHa

@.Xodbdmans-JIs Pou JITa, [Belitapis

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Are3omizymab (Atezolizumab, TerenTpuk®, Tecentrig®) (RO5541267; RO5541267/F05, 1380723-44-3,
MPDL3280A; ate3onizymab (atezolizumab)); KOHIIeHTpAT A/ PO3UMHY AJisi BHYTPIlIHBOBEHHUX iHQY3ii;
60 mr/mn; @.Xodpdmanu-JIs Pow JITa, [Betitapisi; [IxeHenTek [Hk., CIIIA;

[Tnanie6o o Ate3osisymaly; KOHLIEHTpAT [/Isi PO3YMHY [ BHYTPIllIHbOBeHHUX iHDy3iit; @. XoddmanH-JIs
Pom JItg, [IBeliiiapis

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., pod AHTOHsH [.M.

KoMyHa/ibHe HeKoMepijifiHe miAnprueMcTBO XapKiBchbKoi 06s1acHOi paau «O6acHUM MeJUUHUN KITiHIUHUM
LeHTp ypoviorii i Hedposiorii imeni B.I. IllarnoBana», oHKOyposioriuHe BifiieHHs: Ne5, M. XapkiB

2) A.M.H., ipod. bonaapenko 1.M.

KomyHanbHe HekoMepLjitiHe mifnpueMcTBoO «Micbka KiiHiuHa JlikapHs Ned» JIHIMPOBCBKOI MICBKOI pazin»,
MiCbKUH XimMioTeparieBTUUHUM LIeHTp, M. JIHinpo

3) K.M.H. JInukoBcekuii O.E.

KomyHa/bHe HekoMepIjifiHe migrnpreMcTBo JIbBiBCbKOI o6sacHOI pazu «JIbBiBCchbKa ob/acHa KiliHiuHa
JIIKapHs», YPOJIOTiuHe BiJJieHHs, M. JIbBIB

4) k.m.H. Cakano A.B.

KomyHanbHe HekoMmepiiliHe mignpueMcTBO «KUIBCbKMM MICBKMM K/IIHIYHMM OHKOJIOTIYHUM LIEHTP»
BUKOHaBYOro opraHy KuiBcbkoi micbkoi pagu (KuiBCbKOI MiCBhKOI Jlep>KaBHOI afMiHicTpallii), yponoriuHe
BinzinenHs, [lepkaBHa ycraHoBa «IHctuTyT Yposioriit HAMH Ykpainu», Bifis1 oHKoypoJiorii, M. KuiB
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[TpenapaT MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepariii

JTabopatopHi goBigarku COVANCE;

Jlaboparopsi ¢opmu 3armuty COVANCE;

JlabopaTtopHi mpodopmu inBoiiciB COVANCE,;

Jlaboparopui Habopu COVANCE;

Hopatkosi marepiasiu COVANCE;

JlabopaTopHi foBigHUKY Natera;

JlaboparopHi ¢popmu 3anuty Natera;

JlabopaTopHi ipodopmu iHBoMCiB Natera;

JlabopaTopHi Habopu Natera;

Hopatkosi Matepianu Natera.

Komnanis, sika fii€ 3a JOBipeHiCTIO, SIKy Ha/laB CIIOHCOD UM 3asIBHMK Ha BBe3€HHS [JOC/IiPKyBaHHUX
JiKapChKUX 3acobiB Ta cymyTHiX MaTepiaiB: TOB «®apmacodhT»

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




Hopartok 14

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgomizoBaHe, mofBiliHe crine, TUIale00-KOHTPO/IbOBaHe [Jocyi/pkeHHs ¢asu Il ansa  oriHku
edeKTUBHOCTI Ta Oe3meuHOCTi aj’rOBaHTHOI Teparii are3osizymabom abo tuianiebo y KombOiHarjii 3
TpacTy3ymabomM eMTaHCMHOM Y mMailieHTiB i3 HER2-MO3UTMBHUM pakKOM MOJIOUHOI 3a/i03U 3 BHCOKUM
DU3MKOM peLuAuBY Tiic/s mepejonepaliliHoi Tepamii», Kof mochimkeHHs WO42633, Bepcis 1 Bifg
14 >xoBTHs 2020 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BiIoBiampHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

@. Xodpdmann-JIst Porw JITa, [lIBelitapis

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

ATte3zomnizymab (Atezolizumab, TereHTpuk®, Tecentrig®) (RO5541267; RO5541267/F03, 1380723-44-3,
RO5541267, MPDL3280A; atesonisyma6 (atezolizumab)); KoHLeHTpaT [/ pO3UMHY I
BHYTPIIIHbOBeHHUX iH(Y3iit; 60 mr/mi; Powr [JiarHoctrke I'm6X, HimeuunHa; [I>kenenTek [Hk., CIIIA;
[Tnaie6o mo Ate3omizymab (Atezolizumab, TerjeHTpuk®, Tecentriq®), KOHILIEHTpAT A/ PO3UMHY /ISt
BHYTPillIHbOBeHHUX iH(Y3iif; Porn [liarHoctuke I'm6X, Himeuunna; /Ixenenrek IHk., CILIA;

Tpactyaymab emtancuH (Trastuzumab emtansine, Kagcina®, Kadcyla®) (RO5304020; T-DMI,
trastuzumab-MCC-DM1, SUB35467, 1018448-65-1; Tpacty3ymab emraHcuH (trastuzumab emtansine));
TOPOIIIOK I/ KOHLIEHTpaTy AJisi po3uuHy A8 iHdy3iii; 160 mr; @.Xoddmann-J1s Pom Jita, [IBeliapis;
Tpacty3ymab (Trastuzumab, T'eprientuH®, Herceptin®) (RO0452317; rhuMAb HER2, Anti-HER,
glycosylated protein; Tpacty3yma0 (trastuzumab)); po3uun asis in’exiiiit; 120 mr/m; @.XodbdmanH-JIa Porm
JItn, IIBeliuapis




2 MPOJOBXKEeHHH fojarka 14

Bignosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. boraapenko .M.

KomyHanbHe HekoMepliiiiHe mianpueMcTBo «Mickka KiiHiuHa jikapHs Ned» [THINPOBCHKOI MiChKOI paju,
MiCbKWI XiMiOTepareBTUUHUM LIeHTp, M. JJHinpo

2) 3aB. nentpoM byxtees [1.C.

KomyHanbHe HekomepiiiiiHe mianpueMcTBo «O0macHUNA LEHTP OHKOJIOTii», 00/IaCHUM IIeHTP MaMoJIOrii,
M. XapKiB

3) nikap Ickivku /1.1

KomyHanbHe HekoMmepiiiliHe miarnpueMcTBo «O061acHUM KTiHIYHMA OHKOJIOTiuHME 11eHTp KipoBorpazcbkoi
obmacHoi pagu», XimioTeparneBTUuHe BifAiieHHs, M. KpormMBHULIbKHMI

4) k.m.H. Tapacenko T.€.

MeauuHuii 1[eHTp TOBapHMCTBAa 3 O0OMe)KeHOH BiAmoBifanbHiCTIO «MeauuHa KiiHika «IHHOBaLlis»,
BigzineHHs ximioTeparii, KuiBcbka 061acth, Buiiroposcekuid patioH, c. JIIOTix

5) nikap Kypoukin A.B.

KomyHanbHe HekomepiiiiiHe mignpuemMctBo Cymcbkoi obsacHoi pagu CyMmcbKuid 00/acHUM KITiHIUHUN
OHKOJIOTIUHMM [IMCIIaHCep, AUCIaHCepHe BiJJi/ieHHs 3 JeHHUM CTal[ioHapOM XiMiOTepareBTUYHOIro
nipodinto, CymMcbKul fAep>kKaBHUM yHiBepcuTeT, Kadepa OHKOJIOTIT Ta pagionorii, M. Cymu

6) a.m.H. OcuHcekui [.C.

KomyHanbHe HekoMepliiiiHe mignpueMcTBO «KUIBCbKUN MIChKUN K/IiHIUHKMN OHKOJIOTIYHUN LIeHTP»
BUKOHaBYOro opraHy KuiBcbKoi MickKoi pagu (KuiBCbKOI MiCBKOI Aep»kaBHOI aMiHiCTpaLlil), BigJineHHs
ximioTeparii fieHHOTO TIepeOyBaHHS XBOPHX, M. KUiB

7) nikap 3BoHapboBa H.TI'.

KomyHanbHe — mianpueMcTBOo  «/IHIMPOBCHKUE  00OMacHUM  K/TiHIYHMNA ~ OHKOJIOTIUHUM  AMCIIaHCEP»
[HinporneTpoBcbKOi 00/1aCHOI pag», OHKOXiMioTepareBTHYHe BifineHHs, M. [IHipo

[Iperniapatu OpiBHAHHS,
BHMPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CyIyTHBOI Tepariii

Jlaboparopui Habopu COVANCE;

[InaHmeT/enIeKTPOHHI ONUTYBa/IbHUKU Ta CYIyTHI MaTepiasy.

KowmrmaHisg, sKa fi€ 3a JOBIpeHICTIO, Ky HaZlaB CIIOHCOP UM 3asBHUK Ha BBe3€HHS JOC/Ii)KyBaHUX
JiKapchKUX 3acobiB Ta cymyTHiX MaTepianiB: TOB «®apmacodT»

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




Honmatok 15

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

PanymomizoBaHe, TOzBiliHe ciine, Tmaleb0-KOHTposiboBaHe, pociimkeHHs I ¢dasu miaTpumyrodoi
MoHOTeparii omnarapuboM y yuacHukiB 3 BRCA Wild Type po3snoeciomkernm (FIGO cragis II-1V)
BUCOKO/M(epeHIfilioBaHUM Cepo3HUM abo eHZIOMeTPioifHMM paKOM SIEUHUWKIB Tic/is BiAmoBigi Ha
CTaH/|JapTHY TUIaTUHOBMICHY ximioTepamnito nepiuoi fiiHii (MONO-OLA1), kog gocnigxenHs D9319C00001,
Bepcis 1.0 Big 17 rpygHsa 2020

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Ounamapu6 (AZD2281, JITHITAP3A™, olaparib, KU-0059436); TabseTku, BKPUTi IJTiBKOBOIO 000/IOHKOO;
100 mr; AbbVie Deutschland GmbH & Co. KG, Germany; ABBVIE, LTD, Puerto Rico; ASTRAZENECA
UK LIMITED — MACCLESFIELD DEVELOPMENT, United Kingdom; AstraZeneca AB, Sweden;
AstraZeneca AB, Sweden; FISHER CLINICAL SERVICES UK LIMITED, United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical Services
Inc., United States;

miare6o o Onamapu6 100 Mr (MaHiTO/I, MiKpOKPHCTa/TiUHA 11€/TF0/I03a, HATPiF0 KPOXMAJTBIJIIKOJIST, MarHii
creapaT. OGo/MOHKAa Taka X, SIK i B TabneTkax 3 [ifOUOI0 PEeUOBHHO0); TaOMeTKH, BKPUTI ILIiBKOBOIO
o6onoukor0; ASTRAZENECA UK LIMITED — MACCLESFIELD DEVELOPMENT, United Kingdom;
AstraZeneca AB, Sweden; FISHER CLINICAL SERVICES UK LIMITED, United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical Services
Inc., United States; PENN PHARMACEUTICAL SERVICES LIMITED, United Kingdom;

Omnanapu6 (AZD2281, JITHITAP3A™, olaparib, KU-0059436) (AZD2281; TabieTKu, BKPUTi TUIiBKOBOO
obosionkoro; 150 mr; AbbVie Deutschland GmbH & Co. KG, Germany; ABBVIE, LTD, Puerto Rico;
ASTRAZENECA UK LIMITED — MACCLESFIELD DEVELOPMENT, United Kingdom; AstraZeneca
AB, Sweden; AstraZeneca AB, Sweden; FISHER CLINICAL SERVICES UK LIMITED, United Kingdom,;
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Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical
Services Inc., United States;

miare6o o Onamapu6 150 Mr (MaHiTO/I, MiKpOKPHCTa/TiuHa 11e/TF0/103a, HATPiF0 KPOXMAJIbIJIIKOJISAT, MarHii
creapaT. O0Oo/MOHKAa Taka X, SIK i B TabneTkax 3 /ifOUOI0 PEUYOBHHO0); TaOMeTKH, BKPHTI IUIiBKOBOIO
obosonkow; ASTRAZENECA UK LIMITED — MACCLESFIELD DEVELOPMENT, United Kingdom;
AstraZeneca AB, Sweden; FISHER CLINICAL SERVICES UK LIMITED, United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical Services
Inc., United States; PENN PHARMACEUTICAL SERVICES LIMITED, United Kingdom;

BignosiganeHui (i) 1) 3aB.BiA., K.M.H. Octanenko FO.B.
JOCJIIHUK (M) Ta MicLie HarjioHamipHUM IHCTUTYT paky, BiJ/iIeHHS MajIOiHBa3WBHOI Ta eHJOCKOMIUHOI Xipyprii, iHTepBeHL[ilHOI
(s1) mpoBeeHHSI pagioJiorii, M. Kuis

BUTIPOOYBaHHA B YKpaiHi | 2) K.M.H. Azamuyk I".A.

KomyHanbHe mignpuemMcTBo «KpUBOpi3bKHIA OHKOJIOTiUHMI JAWcriaHcep» JIHiMporeTpoBChKOi 06s1acHOI
paau», XimioTeparieBTUUHe BiajinieHHs, M. KpuBuii Pir

3) A.M.H., npo¢. KprkaHiBcbka A.€.

KomyHanbHe HekomepiiiiiHe miAnpueMcTBO «[IpUKaprnaTCbKui K/IiHIYHWN OHKOJIOTiUHMKA LeHTp IBaHO-
dpaHKiBCBKOI 00/1aCcHOI pagu», Xipypriune BigziseHHs Ne3, IBaHO-PpaHKiBCbKUI Hal[iOHAILHUN MeJUYHUI
yHiBepcuTeT, Kageapa oHKoJoril, M. [BaHO-®PpaHKiBCbK

4) n.M.H., npod. bonzapenko .M.

KomyHanbHe HekoMmepLiliHe miAnpueMcTBo «MickKa KiiHiuHa JikapHs Ned» [IHINPOBCHKOI MiChKOI pajw,
XiMioTepaneBTUYHe BiJ/i/IeHHd 3 JIeHHUM CTaljioHapoM, M. JIHInpo

5) nikap benikoBa A.M.

MenuyHuli TIEHTP TOBapUCTBA 3 OOMe)KeHOK BifmoBifanpHicTIO «KoHcumiym Megikamn», KiTiHIKO-
KOHCYJIbTaTUBHe BijfineHHs1, M. KuiB

6) nikap 3y6 O.B.

KomyHanbHe HekoMepiiiliHe MiANPUEMCTBO «YepHITiBCbKMI MeAWUHHM L[eHTP Cy4acHOi OHKOJIOTii»
YepHiriBcekoi 061acHOI pasiv, BiffineHHs K/IiHiUHOI OHKOJIOTIT Ta riHekosiorii, M.UepHiris

7) A.M.H., ipo@d. Jyzaniuenko O.C.

[HepxaBHa ycraHoBa «IHCTUTYT 3aranbHOI Ta HeBiAkmagHOI Xipyprii imeni B.T. 3anuesa HarjionansHoI
akaziemil MeIMUHUX HayK YKpaiHu», BiAfineHHs THiMHOI Xipyprii Ha 25 /IDKOK 3 ManaTtor iHTeHCUBHOI
Tepariii Ha 6 /i>koK, XapKiBCbKa MeJJUUHa aKka/eMisl Mic/sAUIIOMHOI OCBiTH, KadeJpa OHKOJIOTIT Ta JUTSIUO01
OHKOJIOril, M. XapKiB




3 MPOJOBXKEeHHA JojaTtka 15

8) k.Mm.H. KamkosH A.B.
MeauuHul 1I€EHTP TOBApUCTBA 3 OOMEXEHOW BiAmoBifambHiCTIO «OHKO/Makb», OeHHWH CcTarjioHap,
M. 3arnopixKs

IIpenapatu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CyNyTHBOI Tepariii

—

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




HonaTok 16

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Bigkpure, GaraToleHTpoBe AOCTIHKeHHS 2 (a3u A/ OI[iHKK 6e3rmeuHocTi Ta eeKTHUBHOCTI Tpernapary
KRT-232 abo TL-895 y marjieHTiB 3 mienodibpo3om, siki paHillle He OTPUMYBaM JiKyBaHHS iHribiTOpaMu
sIHyC-KiHa3», koA nocnifykeHHss KRT-232-114, sepcis Big 17 yunzg 2020 poky

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeKeHOI0 BinosiganeHicTI0 «MEITEVIC YKPATHA»

CnoHcop, KpaiHa

«Kaproc Tepan'totikc, Ink.» [Kartos Therapeutics, Inc], CIIIA

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

KRT-232; KRT-232; tabnerku; 120 mr; CATALENT CTS LLC, CIIIA; CATALENT Pharma Solutions,
CIIIA; Fisher Clinical Services GmbH, HimeuuuHa;

KRT-232; KRT-232; tabnerku; 60 mr; CATALENT CTS LLC, CIIIA; CATALENT Pharma Solutions,
CIIIA; Fisher Clinical Services GmbH, HimeuuuHa;

TL-895; TL-895; Tabnerku; 50 mr; CATALENT CTS LLC, CIIIA; CATALENT Pharma Solutions, CIIIA;
Fisher Clinical Services GmbH, HimeuunHa

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap Ycenko I'.B.

KomyHanbHe HekoMepijiliHe TignpueMcTBO «MicbKa KiiHiuHa jikapHs Ned» [IHIMpOBCHKOI MiCbKOI pajan»,
MiCbKWI TremMaToJIOTiUHUN LeHTp, M. [JHInpo

2) A.M.H., ipod. Hsrins I.C.

[epxaBHa ycraHoBa «HarjioHanbHMM HayKOBMM LeHTp pagianivHol Mesuuuan HAMH  Ykpainw»,
BiJileHHsT pagialliiHoi OHKOTreMaroJioTii Ta TpaHCIUIaHTal[ii cTOBOYPOBHX KIITHH Biffiily rematosorii i
TPAHCIUIAHTO/IOTiT [HCTUTYTY K/IiHIUHOI pafiosorii, BiAiseHHs1 pafialiiHoi remarosorii, M. Kui

3) 3aB. BiJ. MeyibHUK Y.I.

KomyHnanbHe HekoMepLiliHe niAnpueMcTBo «KuiBcbka MichbKa KiliHiuHa jiKapHs Ne9» BUKOHABYOIrO OpraHy
KuiBcbkoi micekoi pagu (KuiBcbkoi MichKoi fJep)kaBHOI afiMiHicTpaliii), rematosioriuHe BiazisieHHs: Nel,
M. KuiB
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[TpenapaT MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

KowmmaHii, siKi #it0OTb 3a [OBIpeHiCTIO, fIKy HaJaB CIIOHCOpP YU 3asiBHUK Ha BBE3eHHs [OC/iJKyBaHUX
JiKapchKuX 3aco0iB Ta cymyTHiX MarepianiB: TOB «Arenuis «C.M.O.-Ykpaina»; TOB «CMO-JIoricTrka;
TOB «CMO-I'pyn YkpaiHa»

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




Honatok 17
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«TACTI-002 (Two ACTive Immunotherapeutics): bararoueHTpoBe, Bifkpute nocmimpkenHs ¢asu II y
TAI[ieHTIB 3 paHillle HeJTIKOBaHUM Heoriepabe/lbHUM ab0 MeTacTaTUUHUM HeJpiOHOK/TITUHHAM paKOM JiereHi
(HOPJT), abo peuuauBytounM PD-X pedpakrepuum H/IPJI, abo peLufuBYIOUMM UM MeTaCcTaTHUHUM
TJIOCKOK/TITHHHUM pakoM rosioBu Ta mmi ([TPTII), ski oTpuMyrOTh pO3UMHHMI peKOMOiHaHTHUI Oilok
LAG-3 edtunarimog anbda (IMP321) y kombGiHarjii 3 mem6posizymabom (anTtaronict PD-1)», Kop
nocrimkensss TACTI-002, Bepcist 3.1.1 dinanbHa, Bifg 11 6epe3ns 2021 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CrioHCOp, KpaiHa

Immutep S.A.S., @paHuis

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Edtunarimon anbda (IMP321; Edtunarimog anbda); Po3uuH A5 MiALIKIpHOI iH’€K1ii; oAHOpa30BUM
¢nakoH Ha 2,0 mn 3 1,2 Ma po3uuHy edrinariMmony anbda (25 Mr/mi) s miAmKipHol iH’ekuil; 25 Mr/mi;
Clinigen Clinical Supplies Management SA (Bigomuii sik Clinical Supplies Management Europe sa (en
abrege: CSM Europe sa)), benbrisg; WuXi AppTec Biopharmaceuticals, Kuraii;

[Temb6ponizymab, Kitpyma® (MK-3475; IlembOposnizymad); KoHijeHTpaT st pO3uuHy a1 iHQy3ii;
ogHopasoBuii (akoH Ha 10,0 mm 3 4,0 mMa po3uuHy rembpostizymady (25 Mr/mim) s TIPUTOTYBaHHS
PO3UMHY JJis1 BHYTpillTHbOBeHHO] iHdy3ii; 25 mr/mi; Clinigen Clinical Supplies Management SA (Bigomuii
sk Clinical Supplies Management Europe sa (en abrege: CSM Europe sa)), Bensrisi; MSD International
GmbH T/A MSD Ireland (Carlow), Ipnangis
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Bignosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. boraapenko .M.

KomyHanbHe HekoMepliiiiHe mianpueMcTBo «Mickka KiiHiuHa jikapHs Ned» [THINPOBCHKOI MiChKOI paju,
XiMioTepaneBTUUHe BiJ/i/IeHHs 3 IeHHUM CTaLl[ioHapoM, M. [IHirpo

2) a.M.H., npod. dyauivenko O.C.

HepxaBHa yctaHoBa «IHCTUTYT 3aranbHOi Ta HeBifkaagHoi xipyprii imeni B.T. 3aiiueBa HauioHanbHOT
akaziemil MeMUHUX HayK YKpaiHW», BiAfineHHs rHiliHOi Xipyprii Ha 25 /MDKOK 3 ManaTtorw iHTeHCUBHOI
Tepariii Ha 6 /i>koK, XapKiBCchbKa MeJJuuHa akajieMisi TiC/sAUTIIOMHOT OCBiTH, Kade/ipa OHKOJIOTIT Ta AUTAUOT
OHKOJI0Ti1, M. XapKiB

3) K.M.H. ¥Ypcon [."M.

JIiKyBa/IbHO-/1iarHOCTUYHHWIA 1[eHTP TPUBATHOTO MiJIIPUEMCTBA TIPUBATHOI BUPOOHUUOI ipMu «ALUHYC»,
M. KponvBHULIbKUI

[Ipenapatu OpiBHAHHS,
BHMPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

—

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




Hopnatok 18

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure paHzOMi30BaHe [JOCTi/PKEHHs 3 OL[iHKKM OioeKBiBa/IeHTHOCTI miKapCchKuX mpemnapaTiB «BIC-
AJTITEP», kancynu tBepgi o 10 mr/8 mr (TOB HB® «MIKPOXIM», Ykpaina) ta «[IPECTUJIOJI® 10
Mr/10 Mr», Tab/IeTKH, BKPUTI TUTiIBKOBOIO 000/10HKOI0, 110 10 mMr/10 mr (JIe JTabopatyap Ceps'e, ®paHiiisi) 3a
Y4YacTIO 3/I0POBUX 10OPOBOIBIIIBY», Koz mAocmimpkeHHss PRBS-TBE, sepcis 1.0 Big 18.11.2020

3asgBHUK, KpaiHa

TOB HB® «MIKPOXIM», YKpaiHa

CnioHCOp, KpaiHa

TOB HB® «MIKPOXIM», YKpaiHa

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

BIC-AJIITEP (6icomponon/mepuHzorpun); Karicysd TtBepAi; 10 mr/8 mr; TOB HB® «MIKPOXIM»,
YkpaiHa;

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bizx. Bosikosa B.O.

JlikyBasnbHO-AiarHOCTUUHUN  1leHTp TOBAPUCTBA 3 OBMEXEHORO BIATIOBIOAJIBHICTHO
«KJITHIKO-JIATHOCTUYHUMN HEHTP «®APMBIOTECT», craijioHapHe BijJifieHHs (TepareBTUUHe),
Jlyranceka 0671., M. PyGixkHe

2) 3aB. y1a6. Mamienko C.B.

bioananiTnuna maboparopis TOBAPUCTBA 3 OBMEXXEHOR BIATIOBIAAJIBHICTHO «KJIIHIKO-
JIATHOCTUYHMM IIEHTP «®APMBIOTECT», JlyraHcbKa 0671., M. Py6ixkHe
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[TpenapaT MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

I[MPECTUJIOJI® 10 mr/10 mr (6icomposon/mepuHornpu); TabaeTKy, BKPUTI TUTIBKOBOIO 000s10HKOO; 10
mr/10 mr; Jlaboparopii Ceps'e IngacTpi, @paHiiisi;

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

—

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




Honatok 19
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«baraTolieHTpOBe paH/OMi30BaHe BigKpuTe KiiHiuHe AocCmimkeHHs 2/3 ¢da3u 3 OLiHKU epeKTUBHOCTI Ta
Oe3meku ikcoBaHOi KOMOiHaIlil KeToposaky/miTogeHOHY/(heHMiBeprHit0 B TIOPiBHSHHI 3 aKTHBHUM
KOHTDPOJIEM y TAL[i€HTIB i3 O0O/JLOBUM CHH/IPOMOM TIC/sI XipypriyHOro BTPyuYaHHsI Ha OpraHaxX 4epeBHOI
TOPO’KHUHU Ta MaJioro Ta3y», Koz paociimkeHHss KPFO7-T, Bepcis npotokony 2.0 Big 22.02.2021 p.

3asgBHUK, KpaiHa

[TpAT «PapmaneBTruHa (hipMa «/lapHuLsa», YKpaiHa

CnioHCOp, KpaiHa

[MpAT «®apmareBTruHa (hipma «/lapHulis», YKpaiHa

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Heocractun® (ketoposiaky TpomeTtamid 10 mr /mitodeHony rigpoxmopug 10 mr /denmiBepunito 6pomiz 0,1
Mr); TabneTky, BKpUTi 000/10HKOO; [IpAT «@apmarieBtiuHa dipma «[lapHulis», YKpaiHa;

Heocrnactun® (ketoposiaky TpomeTamiH 15 Mr/mj /miTodeHOHY Ti[poxXnopuj, 5 Mr/mi /(eHniBepHHit0
o6pomiz 0,05 mr/mi); po3uuH s iH'ekiiif; [IpAT «PapmarieBTriuHa dipma «/lapautis», YKpaina

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. Ctycs B.IL.

KomyHanmeHe TiAnpueMcTBO  «/IHiMporeTpoBchbKa oO6slacHa KiiHiuHa JjikapHs im. LI
[HinporeTpoBchKOi 06/1acHOI pasin», yposoriuxe BigainenHs Ne2, M. [JHinpo

2) K.M.H. [llepemera P.3.

KomyHanbHe HekomepijiliHe mignpueMcTtBo JIbBiBcbKOI 06macHOI pagu «JIbBiBcbkKa obslacHa KiliHiuHa
JIiKapHs», BiiZi/IeHHs ypoJIorii, M. JIbBiB

3) K.M.H. Konechuk L.IT.

KomyHanbHe HekoMepilitiHe MiAnpueMcTBO «MicbKa JliKapHsl eKCTPeHOI Ta IIBUAKOI MeJMUHOI 0TIOMOTH»
3aropi3bKol MiCbKOI paju, BifzineHHs xipyprii 3 neHtpom HIKK, M. 3anopixoks

4) n.m.H. Yeuyra C.b.

KomynanbHe HekoMmepLjiviHe MiANpUeMCTBO «BiHHMIBKA MicbKa KiiHIUHa mikapHa «lleHTp martepi Ta
JATUHW», BiJJieHHs TIHEKOJIOrii 3 Ma/loiHBa3UBHMMM OrepaLjisiMi, M. BiHHULs

MeuHUKOBa»
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5) nikap fA3ukoB O.0.

JlikyBanbHO-iarHOCTUYHUIM LIEHTP «3aKapraTChbKUM LIeHTp XipypriuHux iHHOBaLiki «AcTpamez»
TOBapHCTBa 3 06MeKeHO0 Bi/iNoBifanbHiCcTI0 «KiHiKa 370pOBOi pouHU «ACTpaMe/», M. Y Kropo[

6) A.M.H., npod. AHTOHSH .M.

KomyHabHe HeKOMepIiiiiHe mignpueMcTBO XapkiBcbKoi O6acHol Pagu «O6macHUM MeIMUHUN KTiHIYHUN
1leHTp ypoJiorii i HedpoJiorii im. B.1. [IlanoBana», yposoriutde BifzisieHHs Ne5, M. XapkiB

[IpenapaTtu MOpiBHAHHS,
BUPOOHUK Ta KpaiHa

KETAHOB (keToponaky TpoMmeTamiH); TabneTku, BKpUTi o6osioHKor0; 10 mr; KK Tepanis AT, PymyHis;
KETAHOB (ketoposiaky TpoMeTamiH); po3uuH jy1s iH'ekuin; 30 mr/mit; KK Tepamist AT, PymyHis

CynyTHi
Marepianu/npernapaTy
CyNyTHBOI Tepariii

_

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




Honatok 20

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«[TopiBHsibHA OIliHKa e¢eKTUBHOCTI Ta mnepeHocuMocTi nperniapaty HopmoBen 1000, TabyeTku, BKPUTI
TTIBKOBOIO 060/10HKO!0, 110 1000 Mr, BupobuunTea AT «KMIBCKMIM BITAMIHHUIM 3ABO/I», YkpaiHa i
npernapaty [etpanekc® 1000 mr, TabeTKH, BKPUTI TTIBKOBOIO 000JIOHKOO, BUPOOHMIITBA «JIaboparopil
Cepp’e IngacTpi», ®paHLlis y MaLi€HTIB 3 XPOHIUHOK BEHO3HOK HEeJOCTaTHICTHO HWKHIX KiHLIIBOK», KOZ,
JocnigkeHHss KVZ-NMV, Bepcis 1.0 Big 03.04.2021 p.

3asiBHUK, KpaiHa

AT «KUIBCBKIM BITAMIHHII 3ABO/I», YKpaiHa

CnoHcop, KpaiHa

AT «KNUTBCHKII BITAMIHHUI 3ABO/I», YKpaiHa

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Hopmogen 1000, HopMOBey NEW; (Diosnzin, combinations); TabneTKy, BKPUTI TUTIBKOBOK 00O0JIOHKOIO;
1000 mr; AT «KMIBCEKMY BITAMIHHUUW 3ABO/l», YKpaiHa;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUNIPOOYBaHHs B YKpaiHi

1) k.M.H. BnatikoB I'.T".
Y «HatjioHanbHUM iHCTUTYT Xipypril Ta TpaHcmuiaHtosorii im. O.0. IllanimoBa» HarjioHanbHOI akagemit
MeJUUHUX HayK YKpaiHW», BiJi/ Xipypril MaricTpajJibHUX CyvH, M. KuiB

ITIpenapatu MOpPiBHSHHS,
BHUPOOHMK Ta KpaiHa

Hetpanekc® 1000 mr (Diosmin, combinations); TabneTkw, BKpHUTiI IUIiBKOBOIO 000s0HKOI0; 1000 Mr;
JlabopaTopii Ceps’e IHmacTpi, @paHiiis

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

—

I'enepanbHuil AUpeKTOp /JUpeKkTopary

(apmaneBTHYHOT0 3a0e3MeueHHs

Onekcanap KOMAPIJA




HopnaTok 21
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

No

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure paHjOMi30BaHe AOCTIPKeHHSI TOPiBHSUIbHOI (papMaKOKiHETHWKH, MepeHOCHMOCTi Ta Oe3reku
nikapcekux TperiapaTiB  «ATIEMTH®», cripeif HasanbHMii  fo3oBanuii, 3,5 wmr/mosy (TOB HB®
«MIKPOXIM», Ykpaina) Ta «NALBUPHINE HYDROCHLORIDE», po3uuH ans iH'ekuid, 10 mr/mn
(HOSPIRA INC, CIIIA) 3a yuacTio 30poBUX J0OPOBOJIBIIB», Kog mociimkenHs NLB-PhI, Bepcis 2.0 Bif
23.04.2021

3asiBHUK, KpaiHa

TOB HB® «MIKPOXIM», YKpaiHa

CnoHcop, KpaiHa

TOB HB® «MIKPOXIM», YkpaiHa

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

ATIEMIH® (nan6yQin); cripeii HasanbHMii fo30Banwmif; 3,5 Mr/go3y; TOB HB® «MIKPOXIM», YkpaiHa;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHsA B YKpaiHi

1) 3aB. Biz. Bosikosa B.O.

JlikyBanbHO-AiarHocTHYHMM  LeHTp TOBAPUCTBA 3 OBMEXEHOR BIAITOBIAAJIBHICTEO
«KJITHIKO-JIATHOCTUYHUN LIEHTP «®APMBIOTECT», CrarjioHapHe BiAJineHHs (TepareBTHUHe),
JlyraHcbka 06s1., M. PyGixue

2) 3aB. 1ab. Maienko C.B.

Bioananitruna naboparopiss TOBAPVCTBA 3 OBMEXEHOIO BIATIOBIJAJIBHICTIO «KJITHIKO-
JIATHOCTUYHMU HEHTP «®APMBIOTECT», JIyraHcbKa 0671., M. Py6ixHe

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

NALBUPHINE HYDROCHLORIDE (Han6ydin (20594-83-6)); po3uun s iH'ekuiii; 10 mr/mn; HOSPIRA
INC., United States; TOB HB® «MIKPOXIM», YkpaiHa;
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CynyTHi —/—
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




HopnaTok 22

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb
MKapChbKUX 3ac00iB Ta BHECEHHS 3MiHU /0
nopatka Ne 3 o Haka3sy MiHicTepcTBa
OXOpOHHU 3/10pOB’s1 YKpaiHu Bij 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«Bigkpute paHmOMi30BaHe [OC/I/PKEHHS 3 OI[iHKA 0iOeKBiBa/JIeHTHOCTi JIIKApCHKUX IIperiapaTiB
«TEH30KAP/l», karcynu 3 MojudikoBaHUM BUBiLIbHeHHsM TBepai, nmo 10 wmr/1,5 mr (TOB HB®
«MIKPOXIM», Ykpaina) Ta «kAPUDPAM® 1,5 mr/10 mr», TabneTku 3 MoAu(iKOBaHUM BHBiIbHEHHSIM, 10
1,5 mr/10 mr (Jle JIabopatyap Cepg'e, ®paHiiisi) 3a y4acTiO 3[0POBHX J0OPOBOJIBLI[IB MMPU OaraTopa3oBOMY
ripuiiomi HaTie», Koz aochigkeHHs AMIN-SS, Bepcist 1.0 Big 04.03.2021

3asgBHUK, KpaiHa

TOB HB® «MIKPOXIM», YKpaiHa

CrioHCOp, KpaiHa

TOB HB® «MIKPOXIM», YKpaiHa

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

TEH30OKAP/I (amnoaumin/iHfamnamiz); Kancyau 3 MoAudikoBaHUM BUBiIIbHeHHsSM TBepAi; 10 mr/1,5 wmr;
TOB HB® «MIKPOXIM», Ykpaina

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Biz. Bosikosa B.O.

JlikyBasnbHO-AiarHOCTUUHUN  1leHTp TOBAPUCTBA 3 OBMEXEHORKO BIATIOBIOAJIBHICTHO
«KJITHIKO-JIATHOCTUYHUMN LIEHTP «®APMBIOTECT», CrarjioHapHe BifjineHHs (TepareBTHUHe),
Jlyrauceka 0671., M. PyGixHe

2) 3aB. y1a6. Marienko C.B.

bioananiTnuna maboparopis TOBAPUCTBA 3 OBMEXXEHOR BIATIOBIAAJIBHICTHO «KJIIHIKO-
JIATHOCTUYHMM IIEHTP «®APMBIOTECT», JlyraHchbKa 06:1., M. Py6ixxHe

[TIpenapatu MOpiBHSHHS,
BHUPOOHUK Ta KpaiHa

APUDOPAM® 1,5 mr/10 mr (iHgamamia/amaoquriii); TabneTku 3 MoAudikoBaHUM BUBiIbHeHHsIM; 1,5 mr/10
mr; Jlabopatopii Ceps’e Ingactpi, ®paHris
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CynyTHi —/—
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




HonmaTok 23
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnosneHHs1 Bepcii Jlocke gocmipKyBaHoro Jiikapcbkoro 3acoby aas IMCgp100, Bepcist 12 Big 11 mortoro
2021 p., aHrnificbKor0 MoBOIO; [TofoBKeHHs TepMiHy npygaTHOCTI Tebentadycn (IMCgp100), 0,2 Mr/ma
3 24 micayiB fo 36 micsauiB npu temrepatypi +5° C £ 3 ° C;

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 9 Big 02.01.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanpomisoBane, Binkpute, 6ararouentpoBe dasu II mocstimkeHHs 6e3neku Ta eeKTUBHOCTI MperiapaTy
IMCgp100 B ropiBHsAHHI 3 JliKyBaHHSIM, BUOpaHuM AocaigaukoM y HLA-A*0201 nMo3suTUBHUX Mal[i€HTIB 3
TIOLLIVPEHO0 YyBeasbHOK MeJIaHOMOIO, [Ki paHillle He OTpUMyBa/iuv JiKyBaHHsA», IMCgp100-202, Bepcis
5.0 Big 31 6epesnst 2020p.

3asBHUK, KpaiHa

Cinrepakt 'M06X, HimeuunHa

CnoHcop, KpaiHa

Immunocore Ltd, United Kingdom

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Hopartox 24
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoeneHe [locke AOCTIPKyBaHOTO JTiKapchKoro 3acoby Tpemenimymab (MEDI1123), Bepcisi Big rpyass
2020p.

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 687 Big 21.06.2017
Ne 545 Big 19.05.2017
Ne 1388 Biz 08.11.2017

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«Mi>kHapoaHe, 0OaraToLeHTpPOBe, paHJOMi30BaHe, BifKpWUTe, TMOPiBHs/IbHE [OCTipKeHHs (a3 3 1o
BU3HaueHHIO edektuBHOCTI [ypBasymaby uu KombGiHarii [ypBanmymaby i TpemenimymaOy i3
IUVIATUHOBMICHOK ~ XiMmioTepari€ro aag  1-1  JiiHil  JiKyBaHHA  TMAL[i€HTIB 3  MeTaCTaTUYHUM
HepiobHOKmiTHHHUM pakoM JiereHiB (HKPJI) (POSEIDON)», D419MC00004, Bepcist 5 Big 20 KBiTHS
2020 poky;

«Panjjomi3oBaHe, GaraTorieHTpOBe, BifKpuTe, TOpiBHsIBHe AocmipkeHHs III da3m s BU3HAUEHHS
epexkrtuBHOCTI [lypBasiymaby um kKombiHarii [ypBanymady i Tpemenimymaby y komOGiHarii 3
MJIATUHOBMICHOIO XiMioTeparii€ro y mepiiii fiHii JiKyBaHHs Mal[ieHTiB 3 TIOMIMPeHUM [JPiOHOKTITHHHUM
pakowm JiereHis ([IPJI) (KACIIIAH)», D419QC00001, Bepcis 6.0 Big 16 ciuns 2020 p.;

«PanpomisoBane, Bigkpute, 6araToijeHTpoBe AocmimkeHHs 111 da3u JypBanymaby ta Tpemesnimymalby B
SIKOCTI TepLuoi JiHii /JiKyBaHHs Malli€HTIB 3 MOLIMpeHWM renatouemonsspHuM pakom (HIMALAYA)»,
D419CC00002, Bepcis 6 Big 20 cepriag 2019 p.

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»
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CrioHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




HonmaTok 25
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBneHa bpoinypa pgocnignvka 1o mnperapatry TEV-50717 / deutetrabenazine (SD-809) /
neyretpabenasun (SD-809) / AUSTEDO, Bepcis 11 Big 05 >xoBTHsS 2020 p., aHIJIiHCBKOIO MOBOIO;
OnoBnieHe Jlocke JoCTipKyBaHOro jikapchbkoro 3acoby TEV-50717 / deutetrabenazine (SD-809) /
neyretpabenasuH (SD-809), Bepcisi 3.0 Bix ciuna 2021 p., aHr/iiCbKO0 MOBOIO; 3pa30K MapKyBaHHs
JIOC/TiI)KyBaHOTO JliKapcbkoro 3acoby ans mportokony TV50717-CNS-30081, [eyretpabenasuH, 60
Tabsetok y rrseurti, (Almac ID: L20021169LAF), Big 15 mtotoro 2021 p., yKpaiHCbKOIO MOBOO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«BigkpuTte, MOBroCTPOKOBe [OC/TiMKeHHsT Oe3MeYHOCTi, TepeHOCUMOCTi Ta e(eKTUBHOCTI mMperapary
TEV-50717 (neyteTpabeHasuHy) AJis1 JIiKyBaHHs AWCKiHe3ii Ha (oHi 1lepeOpasbHOTO Tapanivuy y giTed Ta
nigniTkiB (Bigkpure gociimkenHss RECLAIM-DCP)», TV50717-CNS-30081, norpaBka fjo npotokosny 03
Big 23 yepBHs 2020 p.

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

TeBa bpengin ®apmacerotikan I[Ipogakrc Ap enp [i, Ink / Teva Branded Pharmaceutical Products R&D,
Inc, USA

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupekTopary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




HonaTok 26
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenuii [IpoTtokon KniHiuHOrO AociipkeHHsi, Bepcisg 2.0 Big 17 rpygHs 2020 poKy aHIJIiMCBKORO
MOBOI0; MixkHapoaHa bporiypa gocmigHMKa [JOC/TiZpKyBaHOTO Jiikapcbkoro 3aco0y ABarpomborar
Mmarneat, Bepcisi 16 Big 11 rpyans 2020 poky aHriificbkoro MoBo; [H(opMmartjiiiHuii nvcTok i dhopma
indbopmoBaHoi 3roau s 6aTbKiB, Bepcis 2.0 ansg Ykpainu Big 05 Gepe3ns 2021 poKy yKpaiHCBKOIO Ta
pociiicbkoro MoBamy; IHdopmariitinuii McToK i dopma iHpopmMoBaHOI 3rofu /51 AOPOC/IOTO MallieHTa,
Bepcii 2.0 pans Ykpainm Big 05 Oepe3nsi 2021 poKy YKpaiHCBKOIO Ta POCIHCBKOIO MOBaMH;
Indopmariiiinuii mMcToK i dopma iHpopMoBaHOI 3roAu [/si HEMOBHOJIITHIX TallieHTiB (14-17 pokiB),
Bepcist 2.0 st Ykpaiau Big 05 6epesHst 2021 poky yKpaiHCHKOIO Ta POCiHCHKOI0 MOBaMH

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

Ne 422 Big 10.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paHZiOMi30BaHe MOABIMHO ciline TuIaleb0-KOHTPO/bOBaHe BUIIPOOyBaHHS (a3u 3b B
rapasie/lbHUX Tpyrnax 3 TMOJAaJbIIO BiKPUTOK pO3IIMpeHor (a3orw [/ OLiHKKM edeKTUBHOCTI Ta
6e3reuyHocti ABaTpomborary /s JiKyBaHHSI TPOMOOI[UTOIEHI] B MALi€HTIB JUTSUYOrO BiKy 3 iMyHHOMO
TPOMOOILIUTOMEHI€0 MPOTATroM >6 micsiiiB», AVA-PED-301, Bepcis 1.0 Bix 24 uepBHs 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIOBIJAJBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Dova Pharmaceuticals, Inc., CIITA

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuil AUpeKTOp /JUpeKkTopary

(apmaneBTHYHOT0 3a0e3MeueHHs

Onekcanap KOMAPIJA




HonaTtok Ne 27
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBrieHa Bepcisi mpoTokosy mocmimpkenHs WIL-31, Bepcis 08 Big 01 Gepe3ns 2021 poky (e ass
Ykpainu); OHoBneHa Bepcisg bpomypu gocnignuka, Bepcig 19 Big 15 mortoro 2021 poky mnpernapaTy
BIJIATE, nopowok nas po3uuHy Anas in’ekuiin 500 MO Tta 1000 MO y dnakoni; OnHosineHi
Indopmariiinuii mictok ta @opma iHpopmoBaHoI 3roau AJisi MooAux ofel 14 -17 pokis, Bepcis gs
Yxkpainu 05.00, Big 09 6epe3nst 2021 p. yKpaiHCBKOIO Ta pocitickkoro MoBamu; OHoBeHi [Hpopmariis asist
OaThKiB marjieHTa Ta ®opMma iHdbopmoBaHoi 3roau, Bepcisa ans Ykpainu 05.00 Big 09 6epe3ns 2021 poky
YKpalHCbKOIO Ta pocilickkoro MoBamu; OHoBreHi IHdopmatis ans maijieHta Ta Popma iHdopmoBaHOT
sroau, Bepcis gns Ykpaiau 05.00 Big 09 Gepe3nst 2021 poky yKpaiHCBKOIO Ta POCIHCBHKOIO MOBaMM;
YTouHeHHs Ha3BU KpaiHW 3asBHUKA: Bysno - «Epromesn ITiEnCi», Bemukobpuranis; Crano - «Epromes
[TiEnCi», CrionyueHe KopoJiiBCTBO

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

Ne 568 Big 27.02.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«KJITHIYHE AOCHII>KEHHA [JIA OLIHKN E®EKTMBHOCTI TA BE3IIEKU IIPEITAPATY
BIUTATE (WILATE) IIPU TIPO®UIAKTUYUHOMY JIIKYBAHHI ITALIEHTIB 3 XBOPOBORO
BUUTJIEBPAHIA, AKI PAHIIIE JIIKYBAJIUCSH», WIL-31, Bepcis 06 Big 26 atororo 2020 poky (Jiuiie
JUIs1 YKpaiHu)

3asgBHUK, KpaiHa

«Eprome I[TiEaCi», CrionyueHe KopoJiiBCTBO
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CrioHcop, KpaiHa Oxkracdapma AT [Octapharma A.G.], I1IBeiiriapis

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




Hoparok Ne 28
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBnieHU TIPOTOKOJ1 KJiHiuHOTO BuripoOyBaHHS BAY2976217/21170 Bepcis 2.0 3 iHTerpoBaHOIO
riornipaBkoto 1 Bif 29 BepecHst 2020; 21170 Indopmatiis A/ naijienta i @opma iHpopmMoBaHOi 3rofu st
OCHOBHOI'0 JocmifkeHHs 3i ctaHgaptHorwo PK/D/], Bepcis 2.0 Big 10 rpyzaus 2020 p. mnsa YkKpaiHu
yKpalHCBKOK MOBOIO Ha 0a3i ocHOBHOI Bepcii IHdopmariii Ans marienta i ®opmu indhopmoBaHoOi 3roau
IJII OCHOBHOTO JocCdimkeHHs1 3i ctaHaapTHor PK/P/I, Bepcis 2.1 Big 16 nucromaga 2020 p ; 21170
IHdopmariist asis narjieHTa i ®opma iHbopMoBaHOI 3rofu ISl OCHOBHOTO [OC/IiKeHHs 3i CTaHAapTHOIO
OK/D/, Bepcisa 2.0 Bixg 10 rpygus 2020 p. ans YKpaiHd pocilicbKOr0 MOBOO Ha 0a3i 0CHOBHOI Bepcii
IHdopmariii s naiiedta i @opmu iHGoOpMOBaHOI 3oy Ajisi OCHOBHOT'O [OC/Ii/PKeHHs 3i CTaHAApTHOIO
OK/D/1, Bepcis 2.1 Big 16 mucronaza 2020 p.; 21170 Indopmatiis as natiedta i @opma iHbopmoBaHoi
3roAu JJ/11 OCHOBHOI'O JOCTimKeHHs 3 ajibTepHaTUBHOIO PK/D/I, Bepcis 2.0 Big 10 rpygusa 2020 p. pns
YKpaiHu yKpaiHChKOH MOBOO Ha 6a3i ocHoBHOI Bepcii IH¢opmariii asis narjienta i @opmu iHhopMoBaHOT
3roAu [Ji1 OCHOBHOTO JOCJipKeHHs 3 anbTepHathBHOO PK/D/I, Bepcis 2.2 Big 16 ymvcronaza 2020 p.;
21170 Indopmariis ans maiiedHta i dopma iHGopMoBaHOI 3rofy [AJii OCHOBHOI'O JOC/i/KEHHS 3
anvTepHatuBHOIO DK/®/], Bepcis 2.0 Bix 10 rpyans 2020 p. Ans YKpaiHu pocilichbKol MOBOIO Ha 0Oa3i
ocHoBHOI Bepcii [Hdopmartiil g5 naijieHTa i ®opmu iHbopMoBaHOT 3roAu AT OCHOBHOTO JTOC/Ti/I)KeHHS 3
anbrepHatuBHOIO DK/®/I, Bepcisi 2.2 Bixg 16 mucromaga 2020 p.; 21170 Indopmarjis s maijieHTta i
®opma iHbopMOBaHOI 3ro[u y BUMA/Ky BariTHOCTI i HapO/pKeHHs AUTWMHU [/ y4aCHHL]i )KiHOUOI CTarTi
Bepcis 2.0 Big 10 rpygust 2020 p. A YKpaiHu yKpaiHChKOIO MOBORO Ha 6a3i ocHOBHOI Bepcii IHdopmariii
J1s1 ratjieHTa i @opmu iHQOPMOBAHOI 3roAM Y BUMA/KY BariTHOCTI i HApPOJKeHHSI AUTHUHU /ISl YYaCHULI
KiHouoi cTati Bepcis 2.0 Big 01xkoBTHs 2020 p.; 21170 IHdopmawis ass naieHnTa i @opma iHpopmoBaHoi
3ro/Iv y BUIA/KY BariTHOCTI 1 HAPOJyKeHHS AUTUHM /11 yYaCHULIL >KiHOUoi cTari Bepcis 2.0 Big 10 rpyans
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2020 p. A YKpaiHU pOCiMCbKOI0 MOBOIO Ha 0a3i ocHOBHOI Bepcii I[Hdbopmatiii g1s narjieHta i @opmu
iHopMoOBaHoOi 3roAy y BUMAJKy BariTHOCTI i HApO/)KeHHs AUTHUHU [Jis yYacHULi )KiHouoi cTaTi Bepcis 2.0
Bifg OLxoBTHs 2020 p. ; 21170 Indopmariis ans natjienta i Popma iHpopMoBaHOI 3rou y BUIAAKY
BariTHOCTI I HApO/)KeHHs JUTWHU /Il yYaCHHUKa 4o0si0Biuoi craTi Bepcis 2.0 Big 10 rpygusa 2020 p. gnas
YKpaiHu yKpaiHChKOI MOBOO Ha 6a3i ocHoBHOI Bepcii [Hpopmatii /15 narjienta i @opmu iHpopmoBaHoi
3rofi y BUMAJKY BariTHOCTI i HapOJpKeHHs AUTUHU [JI1 yYaCHMKa 4o0JioBiuoi ctaTi Bepcis 2.0 Bim 01
>koBTHS 2020 p.; 21170 IHdopmariisi ans narjieHTa i @opma iHbopMoBaHOT 3ro/id y BUMAAKy BariTHOCTI i
HapO/)KeHHs1 JUTWHU JJI1 yyacHUKa 4osoBivoi crarti Bepcis 2.0 Big 10 rpygus 2020 p. gnas YkpaiHu
pociiicbKor0 MOBOIO Ha 06a3i ocHOBHOI Bepcil [Hpopmariii 15 narjienta i ®opmu iHQopMoOBaHOI 3rogu y
BUMNA/Ky BariTHOCTI i Hapo/pKeHHsl JWUTHWHHU [/ y4aCHUKa 4osioBiuol crati Bepcid 2.0 Big 01 >KOBTHsS
2020 p.; 21170 — Jluct 3 nogsakoro Bepcis 1.0 Bixg 23 kBiTHa 2020 p. yKpaiHCbKOO MOBO0O; 21170 — JIncT 3
nozskow Bepcisg 1.0 Big 23 kBiTHsa 2020 p. pociiickkoro MoBOw0; OHOB/EHe [OChbE AOC/TiIKyBaHOTO
nikapcbkoro 3acoby (BAY 2976217) Bepcis 3.0 Big 06 nucronazga 2020

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Biz 16.09.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«LICA dakropy XI asis 3HWKeHHST TPOMOOTWYHMX SIBUIL] Yy TAL{i€EHTIB i3 TepMiHaJbHOI CTaJi€ro
XpOHiIUHOI XBOpOOM HUPOK Ha fianisi: ¢asa 2, pangomizoBaHe, Mo/BiliHe ciiine, Maleb0-KOHTPOILOBaHEe
JIOCTimKeHHs1 Oe3mekH, (apMakoKiHeTHKH Ta (apMakoJUHaMiKM MHOXUHHMX 7103 BAY 2976217»,
BAY?2976217/21170, Bepcisi 1.0 Bix 09 6epe3nst 2020

3asgBHUK, KpaiHa

TOB «batiep», YkpaiHna

CnoHcop, KpaiHa

baitep AI', HimeuurHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




Honatok 29
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBNieHU# TIPOTOKO/ KiTiHIYHOTO BUTpoOyBaHHa M19-944, Bepcis 4.0 Big 29 rpyausi 2020 poky;
Indpopmariisi g maijieHta Ta iHdopMoOBaHa 3roJla Ha ydYacTb Yy HAyKOBOMY [IOC/Ii/PKeHHI Ta
Heo0OB’SI3KOBOMY JIoC/iKeHHi, Bepcis 4.1 ans Ykpainu Big 12 kBiTHS 2021 poky, yKpaiHCBKOIO Ta
POCiMICBbKOI0 MOBaMH

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

Ne 296 Big 11.02.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[Tporpama paHAOMi30BaHMX, I1ale00-KOHTPO/ILOBAHUX TO/ABIMHUX CMMUX JOCTiIKeHb (asu 3 s
OLiHKA e(deKTUBHOCTI Ta Oe3meyHocTi YmaganuTuHIOy y [JOPOC/IMX TALEHTIB 3 aKCiaJlbHUM
CrioHAuI0apTpuTomM», M19-944, Bepcis 3.0 Big 01 motoro 2020 poky

3asgBHUK, KpaiHa

E66Bi biodapmacktorikansz 'M6X, [IIBetirapis

CrioHcop, KpaiHa

AbbVie Inc., USA / E66Bi Ink, CIITA

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Honatok 30
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoB/leHMI TPOTOKOM K/iHiuHOro BUrpoOyBaHHsi M14-433 3 iHKOpHOpoBaHMMU AMiHiCTpaTUBHUMU
3MiHamu 1, 2 ta 3 i [TonpaBkamu 1, 2, 3, 4, 5 Ta 6 Bizg 24 BepecHs 2020 poky; [HdbopMaLlisi AJis naijieHTa tTa
iHopMOBaHa 3ro/ja Ha y4acTb Y HAyKOBOMY ZAOCJIi/)KeHHi Ta HeOOOB’I3KOBOMY OC/TiI)KeHHi, Bepcis 6.1
st Ykpainu Big 16 6epe3nst 2021 poky, yKpaiHCBKOIO Ta POCIMCbKOIO MOBaMH; 3MiHa aJjpecH 3asiBHUKA
KJIiHiyHOro BUmnpoOyBaHHs - «E60Bi biodapmaceroTikan3 I'moX», IlIBetirapis:

BYJIO CTAJIO
Hetixodmrpacce 23, 6341 m. baap, LlIBetijapis Anvre IlTaiinxay3sepiutpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) [IBetitiapist (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«bararorieHTpOBe, paH/I0Mi30BaHe, MOABiMHe cire, 11arie00-KOHTPOIbOBaHe IOC/Ti/PKEHHS iHYKIIHHOT
Tepartii /711 BUBYeHHs1 eheKTUBHOCTI Ta Ge3reuHocTi YnagauutuHioy (ABT-494) y naiieHTiB 3 XBOpo060i0
KpoHa Biz cepeiHbOBaXKKOI 10 BayKKOI (hOpMU aKTUBHOCTI, y SIKUX BMHMK/IA HeaJileKBaTHA BiJTOBiJb 4uu
HerepeHOCUMICTb CTaHJapTHOI Ta/abo GiosoriuHoi Teparmii», M14-433, iHKOpriopoBaHMii TorpaBKamu 1,
2, 3,4 1a 5 Big 29 kBiTHs 2020 poky

3asiBHUK, KpaiHa

«E66Bi biodapmachktoTikanz 'M6X», I1IBeiiiapis
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CrnioHcop, KpaiHa AbbVie Inc., USA

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




Hopnatok 31
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoB/IeHHWI TPOTOKOJ KJiHiuHOTO BUMpoOyBaHHs, Bepcis 3 Bixg 02 sucromaga 2020 p.; Popma
iHdbopMoBaHoi 3roau, Bepcis 3.0 A1 YKpaiHM yKpaiHCBKOIO Ta pOCiicbKOr0 MoBaMmu Bif 21 kBiTHa 2021
p. Ha ocHoBi MogensHoi ¢opmu iHdopmoBaHoi 3rogu Asis pociigkeHHs GO41717, Bepcii 3 Big 09
mucronaza 2020 p.; ®Popma iHdpopMoBaHOi 3rou MPECKPUHIHTY: Ha BU3HaUeHHs piBHA ekcrpecii PD-L1y
MyX/MHHIU TKaHWHI, Bepcis 3.0 Ay YKpalHU YKpalHChbKOIO Ta POCiMCbKOK MOBamH, Bif 21 kBiTHS 2021 p.
Ha ocHoBi MogenbHOI hopmu iHDOpPMOBaHOI 3roAu NpecKpuHiHry Ass gocaimkenHs GO41717, Bepcii 3
Biz 09 nucronazga 2020 p.

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

Ne 1360 Biz 10.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, nozBikiHe ciine, nalebo-KoHTposiboBaHe dasu I gocsimkeHHs Tiparoaymaly (aHTH-
TIGIT anTHTiNI0) B KOMOiHaLii 3 aTe30/1i3ymMaboM y ropiBHSHHI 3 1y1anie60 B KoMOiHarlii 3 aTe3o0/1izymabom
y Mal[ieHTiB i3 paHille He/JiKOBaHUM MIiCI|eBO-TIOIIMPEHUM Hepe3eKTabelbHUM abo MeTacTaTUYHUM
PD-L1-celeKTUBHUM HepiOHOK/TITHHHUM PakoM JiereHb», GO41717, Bepcis 2 Big 8 TpaBHs 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BinoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




HopnaTok 32
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Ckpinmotu onuryBanbHuKa: UCSD-SOBQ (Meguunuii LieHTp yHiBepcutety Kamigophii B Can-/liero
(UCSD) IIporpama peabisiTatiii mpu xBopobax JyiereHiB ONMUTYBa/bHUK 11 OL[iHKH 3aUIIKH), Bepcist 1.0
Big 04 ciuns 2021 p. ykpaiHCBKOHO MOBOIO i YKpaiHu; TecT i3 6-XBHJIMHHOK X0Jb00H0 — THITOBI
iHCTpYKLil Ta Tif0aAbOPIOBaHHS YKPaiHCHKOIO MOBO; TecT i3 6-XBWJIMHHOIK X0Ab0OI0 — THUIOBI
iHCTpYKUii Ta mif0a[bOprOBaHHs POCIHCHKOK MOBORO; JIUCT [0 /TiKaps 3arajabHOI pakTHKY, Bepcist 1.0 Bif
11 Bepecns 2020 poky. [lepeknazeHo ykpaiHcbKoro 04 ciuns 2021 poky; KapTtka narjienta koropra A i B,
Bepcis 4.0 Big 18 motoro 2021 p., aHrnilicbkkoro MoBoro; KapTka narjieHta koropta A i B, Bepcis 4.0 Bix
18 mortoro 2021 p. TlepeknajeHO Ha yKpaiHCBKY MOBY /st YKpainu_23 mororo 2021 p.; Kaptka
naiieHta koropta A i B, Bepcis 4.0 Bix 18 mortoro 2021 p. [lepeknafieHO Ha POCIMCHKY MOBY [i/isi
Ykpainu_23 motoro 2021 p.; Kaprtka mauienta koropra C, Bepcis 4.0 Bim 18 motoro 2021 p.,
aHrJjiicekoro MoBoto; KapTka martjienta koropta C, Bepcis 4.0 Big 18 mortoro 2021 p. [lepeknazeHo Ha
YKpalHCbKy MOBY n1s1 YKpaiHu 23 motoro 2021 p.; Kaprtka mnaijienta koropra C, Bepcis 4.0 Bif
18 motoro 2021 p. IlepeknazeHo Ha pocCifickKy MOBY Ansi YKpaiHu_23 motoro 2021 p.; 3amydyeHHs
I0/JaTKOBOT'O MiCLisl POBe/IeHHsI K/TiHIYHOTO BUTTPOOYBaHHST:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. I.M.H., npod. Cymko B.O.
Hep>xaBHa ycrtaHoBa «HallioHa/bHHANM HAayKOBUM LIeHTP pajialidHol MeguuyHA HarioHanbHOL
akaziemil MeMyHUX Hayk Ykpainn» (HHLIPM), BigaineHHsi my/abpMOHOMOrII BifAiny Teparii

pafianiiHux HaomigKiB [HcTuTyTYy KiiHiuHOI pagionorii HHIIPM, m. KuiB
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«Bigkpure mocmimpkeHHs mpogoBkeHHs dasu Il gna  ouiHKu  poBrotpuBanoi  GesnevHoCTi  Ta
edektuBHOCTI Tiperiapaty PRM-151 y maijieHTiB 3 imiornatuuHum JiereHeBUM ¢ibpo3zom (IJID)»,

WA42294, Bepcis 2 Big 17 mucromnaga 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

«®. Xopdpmanu-JIs Pour JIta» [F. Hoffmann-La Roche Ltd.], HIBeiiapis

CynyTHi
MaTepianv/ripernapaTi
CyIyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupekTopary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA



Honatok 33
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBieHMi MPOTOKO/ KiiHiuHOro BUrpobyBaHHs B7541007, ocrtaTouHa Bepcisi mpoTokony, [TonpaBka 2
Bi 1 BepecHsi 2020 poKy, aHI/iMCBbKOIO MOBOI; [HpoOpMaliliHMiI UCTOK mMallieHTa Ta Qopma
iH(opMOBaHOi 3ro/ii Ha y4acThb y KJIiHiYHOMY AociipkeHHi, Bepcis 04 Big 09 kBitHsa 2021 ais Ykpainu
aHTJIiChbKOIO, YKPaiHCBbKOIO Ta POCiHiCbKOWO MoBamu (Ha OcHOBi Matictep-Bepcii 06 Bix 18 BepecHs
2020 p.); B7541007_KepiBHULITBO 3 BUKOPUCTAHHS [JOMAIIIHBOTO €/IeKTPOHHOIO II0JleHHHWKAa KOHTPOJIIO
310poB'si, KopoTke KepiBHULITBO, Bepcisi 1 Bif 29.10.2020 anrniiicbkoro moBoro; B7541007_dopaTok [0
KOPOTKOT0 KepiBHULTBA, Bepcis 1 Bif 20.11.2020 aHr/1iliCbKO MOBOIO

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

Ne 1360 Biz 10.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHzOMi30BaHe, TO/BiliHe CJiime, M/1ale00-KOHTPOIbOBaHe AOC/iKeHHs (a3u 20 3
nmizbopoM ONTUMa/JbHUX [03 [/ OL[iHIOBaHHS edeKTUBHOCTI, Oe3meuHocTi W QapMaKOKiHETHKH
npeniapaty PF-06480605 y gopoc/iMx ydYacHMKIiB i3 BMPa3KOBHUM KOJIITOM TOMIpHOTO ab0 Ba)KKOTO
crynenst TSDKKOCTi», B7541007, ocraTtouHa Bepciss npoTokosy Bif 18 ymnHs 2019 poky

3asgBHUK, KpaiHa

[N¢atizep Iuk., CIITA

CnoHcop, KpaiHa

[aitzep Iuk., CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Honatok 34
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikaiiis cyrreBoi ®opma iHpopMOBaHOI 3roAud [Jis TIPOBeJeHHS MarHiTHO-pe30HaHCHOI ToMorpadii y 3740poBUX
TOTIPaBKH noOpoBOJIBINB /it KBamidikarii gocmigHUIBKOrO 1eHTpy, Bepcis 1.0 s YKpaiHM yKpaiHCBKOHO Ta
pociiicekoto MoBamu Bif 04 Gepesnst 2021 p. Ha ocHoBi MaticTep-Bepcii ¢popmu iHPOpMOBaHOi 3rogu /st
nocmigxkenHs BN42083, Bepcis 1, Big 18 TpaBHs 2020 p.; [J03Bi1 Ha BHUKOpPUCTaHHS Ta Ilepejauy
MeinyHOl iH(dopMallii 3a3HaueHOl B ONMUTYBalbHUKY «Pe3yabTaT BariTHOCTI Ta MeAnWYHa iH(opMaljisi mpo
CTaH 3710pOB’Sl HEMOBJIAATU TPOTACOM IEepLIOr0 POKY >XUTTS», Bepcis 1.0 g YKpaiHM yKpalHCBKOK Ta
pociiicekoro MoBamu Bif 04 Gepe3nsi 2021 p. Ha ocHoBi matictep-Bepcii g1 mocsimkenHss BN42083,
Bepcisi 1.0, Big 30 xksiTHa 2020 p.; BkaroueHHS [JOAATKOBUX MIiCI[b TIPOBEJEHHS KJ/iHIYHOTO

BUTIPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS
1 K.M.H. Kmuta O.I1.

KomyHanbHe HekomepiiitiHe mianpueMcTBo Cymcbkoi obsacHoi pagu «CymcbKa obsacHa
K/IiHiUHA JIiKapHsI», perioHalbHUM LIeHTP AiarHOCTHMKU Ta JIiKyBaHHSI PO3CisSIHOTO CK/Iepo3y Ha
6a3i HeBpoJioriuHoro BiagineHHs: KomyHanbHOrO HeKomepijitHOTO mianpueMcTBa CyMCbKOI
obsacHoi pagu «CymcbKa obsiacHa KiTiHiyHa JiikapHsi», M. CyMu

2 K.M.H. JIekomuieBa €.B.

Hep>xaBHa ycTaHoBa «IHCTUTYT HeBpoJIOrii, mcuxiaTpii Ta Hapkosiorii HarjioHanbHOI akazeMii
MeJMUHUX HayK YKpaiHw», BifjineHHs ¢yHKI[ioHaIbHOI HeMpoXipyprii Ta mapokcu3ManabHUX
CTaHiB, M. XapkiB

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

KomyHanbHe HekoMepiiitiHe mianpueMcTBo «MickKa sikapHsi Ne2» 3ariopi3bkoi MiCbKOI pajy,
HEBPOJIOTIYHe Bi/I/IiJIeHHs, M. 3alOPiXOKs
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2554 Big 09.11.2020

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«baraTolieHTpOBe, paH/|0Mi30BaHe, TMO/BiliHe Cjimne, KOHTPObOBaHe AociimkeHHs dasu IIIb ansa ouinku
edeKTUBHOCTI, 6e3reyHocTi Ta dapMaKOKiHETUKM BUILIMX /03 OKpesizymaly y AOpOC/IUX 3 MepPBUHHUM
MIpOrpecyruuM po3CissHUM cKiiepo3om», BN42083, sepcia 1 Big 19 tpasua 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BinoBifambHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkropary
(hapmaneBTHYHOrO 3a0e3neueHHs

Onexkcangp KOMAPIJA



Honatok 35
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi ®opma iHdopmoBaHOI 3roau A1 HeoOOB’SI3KOBOTO MiAJOC/i/PKeHHsT OioMapKepiB CITUHHOMO3KOBOI
TIOTIPaBKU piaunu (CMP) no nportokony BN42082, Bepcis 1.0 ans YkpaiHu yKpaiHCbKOIO MOBOMO Bif 04 Gepe3Hs
2021 p. Ha ocHoBi MaiicTep-Bepcii ¢popmu iHpopmoBaHoi 3roau Ass gocaigkeHHs BN42082, Bepcis 1, Bif
18 TpaBHsa 2020 p. PopmMa iHpopmMOBaHOI 3roAu Ajis TIPOBeZieHHs] MarHiTHO-pe30HaHCHOI ToMorpadii y
30pOBUX J00pOBOMBLIB i KBamidikaiii gocmigHULbKOTO 1LeHTpy, Bepcis 1.0 ans  Ykpainu
YKpalHCBKOIO Ta pocilickkoo MoBamu Bif 04 Gepe3nsi 2021 p. Ha ocHoBi Maiictep-Bepcii ¢dopmu
indopmoBaHoi 3rogu ans gochimkeHHs BN42082, Bepcis 1, Big 18 TpaBHs 2020 p. [lo3Bin Ha
BHUKODHWCTaHHs Ta Tepeayy MeAW4yHOI iHdopMmallii 3a3HaueHOi B OMUTYBa/NbHUKY «Pe3ysbTaT BariTHOCTI
Ta MeZiMuHa iH(dopMaLllisi PO CTaH 3/J0POB’ sl HEMOBJISITU MIPOTSTOM TIEPLLIOT0 POKY XXUTTsi», Bepcis 1.0 ans
YKpaiHu yKpaiHChKOIO Ta pociiicbkoro MoBamu Bif 04 Gepesns 2021 p. Ha ocHoBi MaticTep-Bepcii jjis
nocaimpkenas BN42082, Bepcis 1.0, Big 30 kBiTHs 2020 p.; BkItoyeHHsT 401aTKOBOrO MiCLisl TIPOBE/IeHHS
KJIiHIUHOTO BUTIPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. n.M.H. Kanmsoyc O.1.

KomyHanbHe mianpueMcTBo  «/IHirporeTpoBcbka obOsiacHa KiiHiyHa JiikapHs im. LI
MeuHUKOBa» [IHINpONeTpOBCHKOI 00/1acHOi paau», BiagineHHs HeBposorii Nel, [lep>kaBHHIA
3aknag «[HinpomneTrpoBchbka MeauuHa akageMis MO3 Ykpainu», Kadegpa HeBpoJorii,
M. [IHinpo
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«baraTolieHTpOBe, paH/|0Mi30BaHe, TMO/BiliHe Cjimne, KOHTPObOBaHe AociimkeHHs dasu IIIb ansa ouinku
eheKTUBHOCTI, Oe3meuyHOCTi Ta (hapMaKOKiHETHMKH BMILNMX 703 OKpesizymMaly y JOpOC/IHX TAIli€EHTIB 3

peLuAUBYOUMM PO3CIIHUM CKilepo3oM», BN42082, sepcis 1 Bif 19 tpasHa 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMEXXEHOI0 Bi/noBifambHicTIO «Por Ykpaina»

CnoHcop, KpaiHa

@&. Xoddbmann-JIs Pom JIta, [IBelitiapis

CynyTHi
MaTepianv/ripernapaTi
CyIyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupekTopary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA



HonaTok 36
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiClisl TTPOBe/IeHHS K/IiHIYHOTO BUTTPOOYBAHHS:
byno Crano

I.M.H., pod. Kusk FO.T'. I.M.H., pod. Kusik FO.T'.

KomyHanpHa MickKa K/iHiYHA JikapHs mBHAKOI | KoMyHanibHe — HekoMepliiiiHe — MiATIPUEMCTBO
MeJWYHOI JOTNOMOTIM, KapziosoriuHe BiagiieHHs | «KiiHiuHa JIiKapHS IIBUJIKOL MeJUYHOI
i iH(apKTHUX XBOPUX, JIbBiBChKMI | lonmoMoru M. JIbBOBa», BiffisieHHs Kapaiosorii
HaijioHanbHMiI MeJuuHWIM yHiBepcuTeT iMeHi | Ta  perepdy3iiiHoi  Tepamii,  JIbBiBCbKMiA
Hanwna  Tanmunpkoro,  kKadeapa — ciMeliHol | HallioHaMbHUM MeUYHUM  yHiBepCUTET iMeHi
MeAULIMHU (aKy/IbTeTy MiCASAUIUIOMHOI ocBiTH, | Januna  lanuipkoro, kadeapa — ciMelHol
M. JIbBiB MeIMLMHNA (aKy/IbTeTy MiCasAUIVIOMHOI OCBITH,
M. JIbBiB

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

Ne 1962 Biz 29.10.2018

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«SELECT - BIuMB ceMariyTUy Ha CepLIeBO-CYAWHHI YCK/IaZHEeHHs Y JIFofel 3 Ha/[/TIIKOBOIO Baror abo
o>kupiHHsaM», EX9536-4388, dinanbHa Bepcis 6.0 Big 04 ciuns 2021 p.

3asBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»
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CrioHcop, KpaiHa Novo Nordisk A/S ([aHis)

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




HonaTtok Ne 37
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTrO BUTIPOOYBaHHS:
Ne [1.1.b. BigmoBifasbHOro AOC/IIIHUKA
n/n HasBa miclis TpoBe/ieHHs K/TiHIYHOTO BUTMPOOYBaHHS

1. J.M.H., npo¢. Kpsiuok [.A.

HarjioHa/lbHUI iHCTUTYT paKy, HayKOBO-AOCJIiIHe BijfijieHHs XimioTeparii reMo6/acTo3iB Ta
a/i’FOBaHTHUX MEeTO/IB JIIKyBaHHS, BIJ/Ji/IeHHd OHKOreMaToJIOril 3 CeKTOpOM aj FOBaHTHUX
MeTOZIB JIiKyBaHHs, M. Kuis

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«baraTolieHTpOBe paHZIOMi30BaHe BiAKpuUTe [OC/i/PKeHHs (a3u 3 [/ BUBUEHHSI BEHETOK/IAKCy Ta
JleKcaMeTa30HY Yy MOPiBHSHHI i3 MOMastijoMiZioM Ta ieKcaMeTa30HOM Y maljieHTiB i3 t(11;14)-mo3uTUBHOIO
peLArBHOIO ab0 pedpakTepHOI MHOXHUHHOK MieoMow», M13-494, Bepcis 8.0 Bix 30 sumnHS
2020 poky.

3asgBHUK, KpaiHa

E66Bi biodapmacetorikansz 'M6X, [IIBetirapis

CrioHcop, KpaiHa

AbbVie Inc., USA / E66Bi Ink, CIITA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

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




HonaTok 38
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi 3ayueHHs I0AATKOBUX MiCITb IPOBE/IEHHsT BUITPOOYBaHHS:
TIOTIPABKU No [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 | nikap Ckubano C.A.

Menvunuii  ueHTp  «Ok!KniHik+»  ToBapuctBa 3  00MeXeHOI  BiANOBiZaabHICTIO
«MDKHapOJZHUM IHCTUTYT K/IIHIYHUX AOC/I[PKeHb», BiJi raCTPOEHTEepOosIorii Ta renaTosiorii
CTaLliOHApHOrO BifAiseHHs, M. KuiB

2 | a.M.H., mpod. Onapin O.A.

KomyHasibHe HeKoMepLiiliHe MiAnpueMcTBO XapKiBcbkoi 061acHoi pagu «O6macHui rocitaib
BeTepaHiB BiiHW», TeparieBTUUHe BiaaineHHs: No2, M. XapKiB

Howmep Ta faTa Haka3sy Ne 762 Big 20.04.2021
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Has3ga kmiHiuHOro «bBaraTolieHTpOBe paH/0Mi30BaHe IIalieb60-KOHTPO/IbOBaHe TMOABiMHe crime gocsipkeHHs da3u 2a, 10
BUTIPOOYBaHHS, KO/, MIPOBOJIUTHCS. B TIapasie/lbHUX Tpyrax /i BUBUeHHs e(eKTUBHOCTI Ta 0e3MeuHOCTi TepopaibHOro
BepCis Ta fjaTa 3acTtocyBaHHs1 miperiapatry AMT-101 y maijieHTiB i3 BHUPAa3KOBHUM KOJITOM CepefHbOro abo TSHKKOTro

cryneHs», AMT-101-202, sepcis 2.0 Big 08 yepsHs 2020 poky.

3asiBHUK, KpaiHa TOB «biomanac», YkpaiHa




2 MPOJOBXKEeHHA JojaTka 38

CrioHcop, KpaiHa «Enmnatig Mosnekstosiap TpaHcropt [HK.»/ Applied Molecular Transport Inc, CIIIA

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




Honatok 39
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/ieHU# TIPOTOKOJT KitiHiuHOTO BUnpoOyBaHHs, Bepcisi 10 (Koroprta C) Big 09 motoro 2021 p.; ®opma
indopmoBaHoi 3roau Ajis maijieHTiB Koroptu C, Bepcis 4.0 ans YKpaiHu yKpaiHCHKOIO Ta POCiHCHKOIO
MoBamH Big 19 Gepesnst 2021 p. Ha ocHoBi mogenbHOi ¢dopmu iHGOpPMOBAHOI 3rofu /s TAal[ieHTiB
koroptu C, Bepcid 5 Big 08 mrororo 2021 p.

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

Ne 211 Big 07.02.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[Togsitine cnine TUIalE00-KOHTPO/ILOBAHe paHAoMizoBaHe a3y III gociimkeHHs imaracepriOy y
KOMOiHaI[il 3 TaK/JiTakcesloM B SKOCTi JIKyBaHHS /il TIALIEHTIB 3 TeHHUMU TOPYLIeHHIMHA
PIK3CA/AKT1/PTEN B rpymi MicijeBoMnommpeHoro abo MeTacTaTUUHOT0, TIOTPiHO-HETaTUBHOTO PaKy
MOJIOYHOI 3a/i03u abo B rpymi ropMoH-mo3uThBHOrO, HER2-HeratMBHOro paky MOJIOUHOI 3ai03u»,
C040016, Bepcisi 9 (Koropra C) Biz 20 BepecHst 2019 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Pou JIta (LBetitapis)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 40
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa BiZAMOBiZaBPHOTO [OCTIAHMKA y Miclli TIpOBe/leHHs BHUMpOOyBaHHS Ta 3MiHAa Ha3BU Micls
TpOBe/IeHHS KTiHIUHOTO BUTIPOOYBaHHS:

byno Crasno

3aB. Biz. [Mapkesiy LJ1 nikap Ckubaso C.A.
Meanunnii nieHTp «Ok!KiiHik+» ToBapuctBa 3 | Meauunuii 1ieHTp «OK!KiiHik+» TOBapucTBa 3
0OMEXKEHOI0  BiZINOBiIa/IbHICTIO «MiKHapojHUii | OOMEXEHOI0  BiJNOBiZa/NbHICTIO  « MbKHapOgHUI
IHCTUTYT KMiHIYHUX JOC/IPKeHb», TepareBTUuHe | IHCTUTYT  K/MHIYHMX — [JOCTI/PKeHb»,  BiJJin
BigineHns, M. Kuis racTpOeHTEepOJIOrii Ta renaToJIoril CTal[ioHapHOTO
BifzinenHs, M. Kuis

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

Ne 1207 Big 25.06.2018

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanoMizoBaHe, mozBiliHe ciime, T1aleb0-KOHTPO/BOBaHe /IOC/IHKeHHs Y TapaiefbHUX rpynax ¢asu
2A nns oriHKK edekTHBHOCTI Ta Oe3meuHocTi mepopanbHOi dopmu mnpenapatiB PF-06651600 ta PF-
06700841 B sKOCTi iHAYKIIiiHOI Tepariii Ta BiKpUTe po3LIMpeHe JTiKyBaHHs MallieHTiB 3 XBopoboto KpoHa
cepefiHbOTO abo Ba)KKOTO CTyIeHs TsDKKOCTi», B7981007, diHanbHa Bepcis 3 iHKOPIIOPOBaHOIO
rioripaBkoro 4, Bix 20 mucronaza 2020 p.

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa




2 MpoOBXKeHHd fojartka 40

CrioHcop, KpaiHa ®aiizep Iuk., CIIA

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




Hoparok 41
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3ay4eHHs1 I0/IaTKOBUX MiCLlb TIPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 3aB. Bii. MenbHUK Y.1.

KomyHaneHe HekomepLiliHe mianpueMcTBo «KuiBcbka MicbKa KiliHiyHa JiikapHs Ne9»
BUKOHABYOro oprany KuiBcbkoi mickkoi pagu (KuiBcbKoi MichKOI ZiepkKaBHOI agMiHicTpatlii),
remaroJioriude BiggisieHHs Nel, M. KuiB

2 nikap Pomanrok H.M.

KomyHaneHe HeKoMepijiliHe TiAnpueMcTBO «MuKoMaiBcbka o6/acHa KiTiHiuHa JTiKapHs»
MuKosiaiBCcbKOi 00/1acHOT pa/iy, remMaTo/IoriyHe BifineHHs, M. MuUKosaiB

3 3aB. Bi. Camypa b.b.
KomyHanbHe HekomepIjiiiHe TANPUEMCTBO «3amopi3bka o00sacHa KTiHIiYHA JTiKapHS»

3ariopi3pKoi 06/1acHOI pajiy, reMaTo/IoTiuHe BifiiiieHHs1, M. 3aTOpPiXOKs

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2674 Biz 18.11.2020




2 MPOJOBXKeHHA fojaTKa 41

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PanzpomiszoBane, mojBiliHe crine, Tuialebo-KoHTpo/boBaHe a3y 3 JOCTiKeHHs akanabpyTuHiOy y
KOMOiHarIjii 3 putykcumabom, muknodochamizioMm, AOKCOpyOil[UHOM, BiHKDUCTHHOM Ta TPEHi30HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y mnaiiieHTiB
BiKOM <65 poOKiB i3 paHillie HenikoBaHOIO [W(y3HOI B-BeMMKOKIITUHHOIO IiM(OMOI0, 1110 BUHUK/A 3
KJIITUH HerepmiHanbHOTO 11eHTpy», ACE-LY-312 (D8227C00001), Bepcist 2.0 Big 01 munHs 2020 poky

3asaBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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




Hoparok 42
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Miclisi IpOBe/IeHHsI KJIiHIYHOTO BUIMPOOYBaHHS:
byno Crano

I.M.H., ipod. 'nunopubos A.M. I.M.H., ipod. I'uunopubor A.M.

ToBapucTBO 3 00OMeXeHOIO BiANoBifanbHiCTIO | MeIMUHME 1[€eHTP TOBAapUCTBA 3 OOMEXEHOIO
«PeBMOLIeHTp», BIA/I K/IIHIYHUX JOCII/PKeHb, M. | BiAMNOBIJANBHICTIO  «IHCTUTYT  peBMarToJIorii»,
Kuis Bigain KaiHivHux gociipkeHb Nel, m. Kui

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 287 Big 31.03.2016

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«PanpomisoBane, mogBitiHe ciine pocuimkenHs, 111 ¢a3u, s MOpiBHSHHS TperiapaTy YTaJal[UTUHIO
(ABT-494) 3 nnaije60, y Talli€HTIiB 3 CePeAHbOTSIKKOIO ab0 TSPKKOIO (hopMaMK aKTHBHOT'O PEBMATOIIHOTO
apTpUTY, 1[0 OTPUMYIOTh CTaHAAPTHI CUHTETHUHi XBOpPOOO-MOu(iKyrOUi MPOTUPeBMaTUUHi TperapaTu
(ccXMIIPIT) B cTabiibHIM [03i Ta He AOCATM afeKBaTHOI BiamoBigi Ha ccXMIIPIT», M13-549, 3
inkopriopoBanrnmu mornpaBkamu 0.01 (tineku ana Kanagu), 1, 1.01 (tineku s Kopei), 1.01.01 (Tinbku
nnsi Kopei), 2, 2.01 (tiieku anasi Kopei), 2.02 (tineku gns Kanagu), 3, 4, 5, 6, 6.01 (gns VHP-kpaih,
JIuteu Ta 'petii), 7 Ta 8 Big 25 muctomnaga 2020 poky

3asgBHUK, KpaiHa

«E66Bi BiodapmacktoTikan3z 'm6X», [IBetitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA




2 MPOJOBXKEeHH J0ojaTKa 42

CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




Honatok 43
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

CkpiHIIOTH onuTyBanbHUKaA: [HImM TematuuHuii TekcT (Other Subject Facing Text), Bepcisg 2.0 Bix
09 6epe3Hs 2021 p. pociiicbKOI0 MOBOIO /iJisi YKpaiHU

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, TMOABiMiHe ciiine, TUIale00-KOHTPO/IbLOBAHE MAOCTiMKeHHs ¢a3d 3 [  OLHKU
edekTMBHOCTI Ta Oe3meuHocTi 3actocyBaHHs PRM-151 y marjieHTiB 3 ifiomaTHYHUM JiereHeBUM
¢hibpo3zom», WA42293, Bepcis 3 Bizg 13 mictomnaga 2020 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CrioHcop, KpaiHa

«®. Xoddmann-JIs Poru JIita» [F. Hoffmann-La Roche Ltd.], ITIBetitiapis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJA




Honatok 44
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

CkpiHIIOTH onuTyBanbHUKaA: [HImM TematuuHuii TekcT (Other Subject Facing Text), Bepcisg 2.0 Bix
09 6epe3Hs 2021 p. pociiicbKOI0 MOBOIO /iJisi YKpaiHU

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure pochimkeHHsT TiposoBKeHHS a3 Il asia  omiHKKM #oBroTrpuBasoi  6e3meuHOCTi Ta
edektrBHOCTI mperapaty PRM-151 y mnauieHTiB 3 igionatnuHuM JiereHeBUM ¢ibpo3om (IJID)»,
WA42294, Bepcis 2 Big 17 nmucronaza 2020 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CrioHcop, KpaiHa

«®. Xoddmann-JIs Poru JIita» [F. Hoffmann-La Roche Ltd.], ITIBetitiapis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJA




Honatok 45

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb

JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0

nopatka Ne 3 o0 Haka3sy MiHicTepcTBa

OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs

2021 poky Ne 907»
24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa MiClisl TPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHS:

Byso

Crano

J.M.H., ipod. 'armopubor A.M.

ToBaprcTBO 3 00MeEXEeHOI Bi/IIOBifaIbHICTIO
«PeBMOLIEHTp», BIAJIT K/IHIYHUX [JOC/iJKeHb,
M. KuiB

J.M.H., ipod. I'anmopubor A.M.

MenuuHU 1[eHTP TOBapUCTBA 3 OOMeKeHOI
BIAMOBIJA/MBbHICTIO  «IHCTUTYT  peBMaTOJIOTii»,
Bimin KaiHiuyHUX gocaimkedb Nel, M. KuiB

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«[Tporpama paHAOMi30BaHMX, I1al[e00-KOHTPO/ILOBAHUX TO/ABIMHUX CMMUX JOCTiKeHb (asu 3 s
YnagaimtuHiOy y [JOpOC/IMX TALiE€HTIB 3 aKCiaJlbHUM

OLIIHKK e(heKTUBHOCTI Ta Oe3meuHoCTi

CIIoOHAWI0apTpUTOM», M19-944, Bepcis 3.0 Big 01 motoro 2020 poky

3asBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis

CrioHcop, kpaiHa

«E66BI Ink», CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA



HonaTtok 46

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb

JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0

nopatka Ne 3 o0 Haka3sy MiHicTepcTBa

OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs

2021 poky Ne 907»
24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa MiclLisi IpOBe/IeHHsI KJIiHIYHOTO BUMPOOYBaHHS:

Bbyno

Craso

I.M.H., ipod. 'nunopubos A.M.

ToBapuCcTBO 3 0OMEXEeHOIO Bi/INOBiaMbHICTIO
«PeBMOLIEHTD», BiAIi/I K/IIHIYHUAX JOC/iIKEHb, M.
Kuip

I.M.H., ipod. I'uunopubor A.M.

MeauuHUN 1]eHTP TOBAapHCTBA 3 OOMEXEHOIo
BIAMOBIJA/IBHICTIO  «]HCTUTYT  peBMaTOJIOrii»,
Bifain KaiHivHux gociipkeHb Nel, m. Kuis

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 403 Big 04.05.2016

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«PanpomisoBane, mogBitiHe ciine pocsimkenHs, 111 ¢a3u, s MOpiBHSHHS TperapaTy YTafal[UTUHIO
(ABT-494) 3 mnaiebo Ta 3 ajganiMymaboM, y MallieHTIB 3 CEpeAHbOTSIKKOI ab0 TSDKKOIO (hopmMaMu
aKTUBHOTO PEBMATOi[JHOTO apTPUTY, II[0 OTPUMYIOTh CTabL/IbHY 0a3uCHY Tepariil0 MeTOTPEKCATOM Ta He
JOCAT/IM afleKBaTHOI BiAMNoBiAi Ha Hei», M14-465, 3 iHKOpPIIOpoBaHOK AMiHICTpaTMBHOK 3MiHOKO 1 Ta

ITonmpaBkamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5 Ta 6 Big 22 kBiTHs 2020 poKy

3asgBHUK, KpaiHa

«E606Bi BiodapmacktoTikan3z 'm6X», I1IBetijapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

Onekcanap KOMAPIJA



Hopatok 47
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Marepianu pasia nauieHTiB: IloBigjomneHHs A/ yuyacHuKa pociijpkeHHsi, ®PiHanpHa Bepcis 1.0 Bifg
15 6epe3ns 2021 poky, yKpaiHCHKOO Ta POCiiCEKOI0 MOBaMH

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 70 Bif 31.01.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30BaHe mo/BiliHe ciiime Mialeb0-KOHTPOIbOBaHe OaraTOLIEHTPOBE JOCTiIKeHHs ¢a3u 2b, 1o
MIPOBOAUTRECS y TapajeflbHUX TPyNax 3 MeTOK OLiHKK Oe3meyHocTi Ta e(eKTMBHOCTI 3aCTOCYBaHHS
nipeniapaty JNJ-64304500 y mariieHTiB 3 xBopo6oto KpoHa B akTHBHIl (a3i BiJ cepeHbOro /10 BaXKKOTO
crynenst TSDKKOCTi», 64304500CRD2001, 3 iHKopnopoBaHOK 1ionpaBkoto 6 Big 04 mrotoro 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«SHcceH-Cinar IntepHerinn HB», Benbris/ Janssen-Silag International NV

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 48
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3asy4eHHsi I0IaTKOBOTO MiCLisl TPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHS B YKpaiHi:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1. I.M.H., ipo¢. [irtsp B.A.

KIT «/InirporieTpoBcbka o0/acHa AWTsSYa KiliHiUHA JiiKapHsi» JIHiMporeTpoBCchKoi 061acHOT
pasu», eHZ0BifeoXipypriuHe BifziieHHs, [IHIMIPOBCHKUN [ep>KaBHUM MeAUUHUK YHIBEpCHUTeT,
Kadeapa quTs4oi Xipyprii, opToneAii Ta TpaBMaTtoJorii, M. JIHinpo

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Big 02.12.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PaH[i0Mi30BaHe, KOHTpPO/IbOBaHE 3a /ONIOMOIOK) AaKTWBHOIO IIperapary IIOPiBHSHHS, KJIiHIUHe
nmocimkenss 111 ¢as3u ayia BuBueHHs1 Ge3reyHocTi Ta edektuBHOCTI MK-1986 (Temusomniay docdaty) y
MarfieHTiB BiKOM Bifl HapopkeHHS A0 <12 pokiB 3 roctpumu OakTepianbHUMHU iHGMEKIiIMU MIKipyA Ta
LIKIpHUX CcTPYKTYp», MK-1986-018, 3 inKkopriopoBaHoto nonpaskoro 04 Bizg 03 >xkoBTHs 2019 poky.

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa

«Mepk Illapn Exng OJoym Kopm.», gouipHe nianpuemctso «Mepk Enp Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTy

(apmaneBTHYHOTO 3a0e3meueHHs

Onexkcangp KOMAPIJA




HopnaTtok 49
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikaris cyTreBoi Ckpinmotu anketu CAT, Bepcisg 1.00 Big 23 Gepesnsi 2021 poKy ykKpaiHCbKOH MOBOI; CKpiHIIIOTH
TI0IIpaBKU BeUipHbOTO IrofleHHMKa, Bepcis 1.00 Big 23 OGepe3nst 2021 poKy YKpaiHChKOIO MOBOR; CKpiHIIOTH
BeUipHBOTO I[0/IeHHUKa (BCTaHOBUTH curHamu), Bepcisi 1.00 Big 25 Gepesnsi 2021 pokKy yKpaiHCHKOIO
MOBO; CKpIiHIIOTH aHKeTH cTaHy 3710poB’s (EQ-5D-5L), nepeknas Ha yKpaiHCbKY MOBY AJi1 YKpaiHH,
Bepcis 1.00 Big 23 Gepe3ns 2021 poky; Ckpinmoru anketd EXACT, Bepcis 1.00 Big 23 6Gepe3sHs
2021 pokKy yKpaiHCbKOI MOBOK; CKpIHILIOTA ONUTyBajbHMKA rocritamo CB. ['eoprig mysg OLIHKH
nipobsiem 3 guxanHsaM (SGRQ), Bepcis 1.00 Big 23 6epesnsi 2021 poky yKpaiHCbKOH MOBO!O; CKPiHIIIOTH
HaBYa/IbHOT'O MOZYJIIO i3 KOPUCTYBaHHS IOPTaTUBHUM NpUCTpoeM, Bepcist 1.00 Big 17 rpyzaus 2020 poky
YKpalHCbKOK0 MOBOIO; CKpIHIIOTH HaBYaJbHOTO MOJY/ i3 KOPUCTYBAaHHSI NOPTATUBHUM IPUCTPOEM
(HeoboB’s13K0BMIA), Bepcis 1.00 Big 23 Gepesnst 2021 poky yKpaiHCbKOIO MOBOR; CKPIiHIIOT TIPHUCTPORO
nns 3aroBHeHHs jofieHHUKIB (ERT eCOA Handheld for Bluebird SF550) Big 2017 poky; OHoBneHui
IHdopmaritinuii McToK yyacHrMKa Ta @opmMa iHopMoBaHOI 3ro/ii Ha y4acTb y He00OB’SI3KOBOMY B3SITTi
3pa3KiB 1 36epiraHHsi GiosloriuHMX MaTepiamiB KiiHiuHe aociimkeHHs 3 kogom CLI-06001AA1-05,
nocnigxkenHs PILLAR, Bepcis 1.1 Big 08 motoro 2021 p. Ay YKpaiHu aHT/IilCbKOK MOBOO; OHOB/IEHUM
Indopmariitiamii McTOK yyacHrKa Ta @opmMa iHhOpMOBaHOI 3ro/ii Ha y4acTh y He0OOB’I3KOBOMY B3SITTi
3pa3KiB /1 30epiraHHsi GiosioriuHuMxX MarepianiB KiiHiuHe gocmimkeHHs: 3 kogom CLI-06001AA1-05,
nmocnigxkenHs PILLAR, Bepcis 1.1 Big 08 motoro 2021 p. ans YKpaiHM yKpaiHCbKOK MOBOR; OHOB/IeHa
bpomypa gocnignvka 3 npenapaty CHF6001 DPI (koa mokymenty CLI-CHF6001-1B-00545), Bepcis 4.0
Big 09 GepesHst 2021 p., aHTJ/IIHCHKOIO MOBOIO

Homep Ta gata Hakazy Ne 833 Big 28.04.2021
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS




2 MPOJOBXKEeHHA JojaTka 49

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«52-TwKHeBe, paHZOMi30BaHe, TIO/BiliHe cCJiire, 3 TOABIMHUM MacKyBaHHSIM, 3 KOHTpoJieM Tuiariebo Ta
aKTUBHHUM KOHTpojeM gochimkeHHss (Poduyminact, Hanipecn® 500 MKr), 1[0 TPOBOAWUTHCS B
napasieJlbHUX Tpyrax 3 MeTOH OLiHKUA edeKTHBHOCTI Ta Ge3meuHocTi gBox f03 mpernapaty CHF6001 y
(dhopMi cyxoro TOpOLIKY JJIsl iHTasIsIiH, 10 A0AATHCS [0 MiATPUMYOUOi MOTpPiiHOT Tepariii y maijieHTiB
i3 XpOHIUHMM OOCTPYKTHBHUM 3axBOpHOBaHHsM JjiereHb (XO3JI) Ta xpoHiuHuM OponxiTom», CLI-
06001AA1-05, Bepcis 1.0 Big 20 ynmcronazga 2020 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

«K’e3i ®apmatjeBtiui C.1m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHMil AUpeKTOp /lUpeKkTOopaTy
(apmaneBTHUHOTO 3a0e3MeueHHA Onexkcangp KOMAPIJA




HopnaTtok 50
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Ykpaina, MK-8189-008_ Bepcis 1.01 Big 24 6epe3nst 20201 poky, yKpaiHChKOIO MOBOIO, [H(hopMariist Ta
JIOKyMeHT TIpo iHdopMoBaHy 3rofly s mnatilieHTa; -YKkpaiHa, MK-8189-008_ Bepcist 1.01 Bix 24 6epe3ns
2021 poky, pociiicbkoro MOBOIO, IHpopMmaliist Ta JOKyMeHT Tipo iHdbopMoBaHy 3roay Ajs naijienTa; [llkana
MO3UTUBHUX Ta HeratMBHUX cuHzapomiB PANSS_ Kpurepii onjinky, Bepcis: «MRL184338_MK8189-
008_PANSS Rating Criteria_V1_Ukrainian (Ukraine)_090ct2020», a1 YKpaiHd yKpaiHCbKOK MOBOIO;
[Ilkajma  MO3WUTMBHUX Ta  HeratTuBHUX  cuHApoMiB  PANSS_ Kpurepil  oLjiHKM, Bepcis:
«MRL184338_MK8189-008_PANSS Rating Criteria_V1_Russian (Ukraine)_090ct2020», ansi Ykpainu
POCiICBKOI0 MOBOIO.

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

Ne 422 Big 10.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Panziomi3zoBaHe, moiBitiHe-cJIine, 3 Maledo Ta aKTUBHUM KOHTPOJIEM JTiKyBaHHS A0OCTipKeHHs 26 da3u
edexTrBHOCTI Ta Ge3neunocti MK-8189 y mnarieHTiB 3 roctpum emizogom mm3odpenii», MK-8189-008, 3
iHKOpriopoBaHoo TioripaBkoro 02 Biz 24 mucronaza 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BiimoBigampHiCTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa

«Mepk Illapn Exng OJoym Kopm.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTy

(apmaneBTHYHOTO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopatok 51
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

ImenTudikailis cyTreBoi Ckpinmiotu anket CAT, Bepcisi 1.00 Bix 23 6epe3ns 2021 poky ykpaiHCbKOH MOBO; CKpiHILIOTU
TMOTpaBKU BeuipHbOTO I10ZleHHrKa, Bepcis 1.00 Big 23 Oepe3ns 2021 poky yKpaiHCBKOH MOBOw; CKpiHILIOTH
BeUipHBOIO I[O/IeHHUKA (BCTAaHOBUTH curHamu), Bepcis 1.00 Bix 25 Gepe3nss 2021 poKy yKpaiHCHKOIO
MOBO; CKpIiHIIOTH aHKeTH cTaHy 3710poB’si (EQ-5D-5L), nepeknaj Ha yKpaiHCbKY MOBY A/l YKpaiHW,
Bepcig 1.00 Big 23 Gepe3ns 2021 poky; Ckpinmotu aHketd EXACT, Bepcis 1.00 Big 23 Gepe3sHs
2021 poky yKpaiHCbKOK MOBOR; CKpIiHIIOTH ONMTyBaJbHUKa rocmitaato Cs. I'eoprig [ias OLIHKY
nipo6siem 3 guxanHsaM (SGRQ), Bepcis 1.00 Big 23 6epesnsi 2021 poky yKpaiHCbKOH MOBOIO; CKpPiHILIOTH
HaBYa/IbHOTO MOJYJIIO0 i3 KOPUCTYBaHHS MOPTaTUBHUM NpUcTpoeM, Bepcist 1.00 Big 17 rpyans 2020 poky
YKpalHCbKOI0 MOBOIO; CKpIHILIIOTH HaBYaJbHOI'O MOAY/IO i3 KOPUCTYBaHHS ITOPTaTUBHUM IIPUCTPOEM
(HeoboB’s13k0BUIA), Bepcis 1.00 Big 23 Gepesnsi 2021 poky yKpaiHCbKOIO MOBOR; CKPIiHIIOT TIPHUCTPORO
nns 3aroBHeHHs 1jofeHHUKIB (ERT eCOA Handheld for Bluebird SF550) Big 2017 poky; OHoBeHui
Indopmariitiamii McTOK yyacHrKa Ta @opmMa iHhOpMOBaHOI 3roii Ha y4acTh y He0OOB’I3KOBOMY B3SITTi
3pa3kiB /151 30epiranHs 6iosioriuHMX MaTtepiamiB y KaiHiuHOMY mociimkeHHi 3 kogom CLI-06001AA1-04,
nocnimkenHs PILASTER, Bepcis 1.1 Big 08 mtororo 2021 p. i YKpaiHM aHTJIiACBKOH MOBORO;
OnoBnenuii [HdopmauiliHuii McToK yuyacHuka Ta Popma iHpopmoBaHOI 3rofd Ha yuacTb Y
Heo0OB’I3KOBOMY B3STTi 3pa3KiB /s 30epiraHHsi 6iosorivHMX MaTepiasiB y KIiHIUHOMY AOC/Ti/PKeHH 3
kogom CLI-06001AA1-04, nocnigxenus PILASTER, Bepcia 1.1 Big 08 mortoro 2021 p. ana YKpaiHu
yKpaiHCbKOr0 M0oBOI0; OHoB/ieHa bporypa gocnignuka 3 npenapaty CHF6001 DPI (kog nokymenty CLI-
CHF6001-IB-00545), Bepcis 4.0 Big 09 6epe3ns 2021 p., aHI/TiiCbKOK MOBOO

Howmep Ta faTa Haka3y Ne 833 Big 28.04.2021
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS




2 MPOJOBXKEeHHA JojaTKa 51

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«52-TwKHeBe, paHZOMi30BaHe, MO/BilHe cJiime, Tuialeb0 KOHTPOJBOBAaHE [JOC/i/KEHHs y TlapanelbHUX
rpymnax 3 MeTol0 OI[iHKK e(eKTUBHOCTI Ta 6e3meuHocTi ABoX 03 miperiapaty CHF6001 y dbopmi cyxoro
TOPOIIKY AJIsl iHrassLii, 0 AOAAIThHCS 0 MiATPUMYHOYOi TOTPiiiHOI Tepariii y MaljieHTiB i3 XpOHIYHUM
00OCTPYKTHBHMM 3axBOpIoBaHHsIM JiereHb (XO3JI) Ta xpoHiuaum 6ponxiTom», CLI-06001AA1-04, Bepcist
1.0 Big 20 nucronazga 2020 poky

3asaBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«K’e3i dapmarieBtiui C.rm.A.» [Chiesi Farmaceutici S.p.A.], ITanis

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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




HonaTtok 52
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoB>KeHHsT TPUBAJIOCTI KJIiIHIYHOTO BUIPOOYBaHHS B CBiTi Ta B YKpaiHi fio 27 TpaBHs 2022 p.

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 568 Big 27.02.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHzomi30BaHe, Mo/BiliHe ciine, 1are60-KOHTPO/IbOBaHe, OaraToLleHTpoBe AociifkeHHs ¢a3u 3b asis
OLiIHKMA e(eKTUBHOCTI Ta Oe3meku redarmikCcaHTy y JKiHOK 3 XPOHIYHMM Kalll/leM Ta CTPECOBUM
HeTpUMaHHsM ceui», MK-7264-042, 3 inkopriopoBaHoo noripaskoro 03 Biz 23 smcronazsa 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa

«Mepk Illapn Exng OJoym Kopm.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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




HopnaTtok 53
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

[Tog0B>KeHHST TPUBAJIOCTI K/TiIHIYHOTO BUMPOOYBaHHS B CBiTi Ta B YKpaiHi 7o 16 BepecHs 2021 p.

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2707 Big 28.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHzomi30BaHe, Mo/BiliHe ciine, 1are60-KOHTPO/IbOBaHe, OaraToLleHTpoBe AociifkeHHs ¢a3u 3b asis
OLiHKM e(eKTUBHOCTI Ta Oe3reky redartikCcaHTy y AOPOC/IUX YYaCHWKIB 3 HEIOZABHO BCTAHOBIEHUM
XpOHIYHUM KauieM», MK-7264-043, 3 inkopriopoBaHoro roripaBkoro 03 Big 25 nucroraga 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa

«Mepk Illapn Exng OJoym Kopm.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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




Honatok 54
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

MK-6482-012_3006paskeHHs1 Ha eJIeKTPOHHUX IiofleHHMKax s narjienTta («FKSI-DRS», «kEORTC QLQ-
C30», «<EQ-5D-5L Health Questionnaire»), Bepcisi 2.0 Big 08 6epe3nst 2021 poky, yKpaiHCbKOIO MOBOIO;
MK-6482-012_3006paskeHHs1 Ha eJIeKTPOHHUX I1lo/leHHUKax s narjienTta («FKSI-DRS», «<EORTC QLQ-
C30», «EQ-5D-5L Health Questionnaire»), Bepcist 2.0 Biz 11 6epe3ns 2021 poky, poCiiiCbKOI MOBOIO.

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpure, paHgomizoBaHe pocmimpkeHHs III ¢a3u gns ouinkd edekTuBHOCTI Ta Oe3meyHOCTI
nembponizymadby (MK-3475) y kombiHariii 3 6emsytudanom (MK-6482) Ta nenBatrnioom (MK-7902),
abo MK-1308A y kombiHarjii 3 jieHBaTUHIOOM TIOPiBHSIHO 3 11eMOpoJTi3ymMaboM i JieHBaTUHIOOM B SIKOCTi
repimioi JIiHii Teparii /i y4YaCHUKIB 3 PO3IOBCIO[KEHOK CBIT/IOK/IITUHHOI HUPKOBO-K/IITUHHOMO
KapuuHoMor», MK-6482-012, 3 inkopriopoBaHoto 1ionpaBkoro 01 Big 26 ciunag 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry

(apMareBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




HomaTtok 55
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

BxJ/1r0ueHHs1 J0AAaTKOBOTO MiCLisi TPOBeE€HHS K/IIHIYHOTO O0C/Ii)KeHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | a.m.H., ipog. ITamikoBchkuii B.M.
KomyHaneHe HekoMmepLjiviHe mignpuemMcTBo «MicbKka KiliHiuHa jikapHsi Ne3» YepHiBeLbKOI
MIiCBbKOI paJiid, HeBPOJIOTiYHe BifJisieHHs, M. YepHiBLi

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanzomizoBane, mozBiliHe crire fgociimkeHHs 3 da3u A1 BUBYEHHS] e(heKTUBHOCTI Ta Oe3rmeuHOCTi
niperiapaty SAR442168 y nopiBHsHHI 3 m1anebo B yYaCHHKIB 3 TIepBUHHO-TIPOIPECYHOUUM PO3CisTHUM
ckneposom (PERSEUS)», EFC16035, 3 nonpaBkoto 04, Bepcis 1 Bix 02 nucronazaa 2020p.

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/>xen3aiim Kopropetimn, CIIIA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /lUpeKTopaTry
(apmaneBTHYHOTO 3a0e3nMeueHHs Onekcanap KOMAPIJA




HomaTtok 56
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBnieHU# TIPOTOKOJ KiiHiuHOro BumpoOyBaHHsi ZN-c5-001, Bepcis 5.0 Bix 14 BepecHsi 2020 poky;
OnoBnena bpouypa mocniguuka ZN-c5, BuganHs 4.0 Big 02 uyepBHsi 2020 poky; OHoBnieHe [lockbe
JIOCTTiI)KyBaHOTO JliKapcbkoro 3acoby ZN-c5, karcynu 25 ta 100 mr s mepopasbHOTO 3aCTOCYBaHHH,
Bepcist 05 Bij 24 6epe3nst 2021; OHoB/ieHi faHi 3i cTabiIBHOCTI Ha JOCTIPKYBaHUM JIiKapChbKUi 3aci6 ZN-
¢5, karicymm 25 ta 100 Mr pans mepopasbHOTO 3acTocyBaHHs. OHOBeHHs1 TepMiHy 36epiranfs g0 30
MicswiB; 3anydyeHHsi ZN-c5-001_IllofgeHHUK yuyaCHWKA [OC/I)KeHHs1 AJjs Mpuiomy mpernapaty ZN-c5
nBiui Ha 100y_MmoHoTepartisi_Bepcis 1.0_19 tpaBHs 2020 p._ayia YKpaiHU_yKpaiHCHKOIO Ta POCIiHCHKOO
MoBamy; 3anyuyeHHss ZN-c5-001_ITlofeHHVK ydacHUKa AOCIiKeHHs 3 npuiioMy npenaparty ZN-c5 aBiui
Ha 700y y KombiHarii 3 manborukmibom_sepcist 2.0_09 uepBHs 2020 p._ans YKpaiHU_yKpaiHCHKOIO Ta
pociiicbKoro MmoBamu; 3anyueHHsi ZN-c5-001_®opma 3roiv Ha opraHisallito Moi30K /51 YKpaiHU_BepcCis
1.0_03 Bepecns 2020 p._ykpaiHCbKOIO Ta pociiicbkoro MoBamu; OHoBieHa [HpopMOBaHa 3rofia Ha yuacTb
y HayKOBOMY KJIiHIYUHOMY [AOC/i/KeHHi i 3rofla Ha BUKOPUCTaHHSI MeAUUHOI iHpopMariii Ta GiosioriuHmx
3pa3kiB_KombiHoBaHa Tepamis_gyis Ykpainu_Bepcisi 4.0 Bim 09 BepecHs 2020 p._yKpaiHCBKOIO Ta
pociticekkoro MmoBamu; OHOB/eHa [H(dopMOBaHa 3ro/la Ha yyaCTh Y HAYKOBOMY KJIiHIUHOMY AOC/TiAKeHH1
Ta 3rofla Ha BHWKOPHCTaHHS MeJuuHOI iHdopmariii Ta OionoriuHMx 3paskKiB_MOHOTepartis_ s
Yxpainu_sepcist 7.0 Bifg 13 xoBTHS 2020 p.,yKpaiHCBKOIO Ta POCIMCBKOK MOBaMy; 3anyueHHs1 ZN-c5-
001_dopma iHdbopmoBaHOi 3roau s BariTHoi mapTHepky_Bepcis 1.1_06 ciuns 2021 p._ans
YKpalHU_yKpaiHChKOI0 Ta POCIHCHKOIO MOBaMH; 3a/lyyeHHsSI [JOJATKOBOTO BUPOOHWKa [Jisi [it0uoi
PEUOBUHHU JIOCTi/PKYBaHOTO JiKapCchKoro 3acody ZN-c5, karcynu 25 ta 100 Mr pjs mnepopasbHOTO
3actocyBaHHs1 AcumueM Jlatid Caiin3 (Taxizubb) Ko., JIT/, Kuraii [Asymchem Life Science (Tianjin)
Co., Ltd, China]; 3anyueHHs [J0JaTKOBOTO BHWPOOHWMKA [ijis [if0UOi PEUOBMHH JIOC/IiPKYBAaHOTO
nikapceKoro 3acoby ZN-c5, karcynu 25 ta 100 mr a5t mepopasibHoro 3actocyBanHsi lanxait Cun3eOiin
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®apmacktortikan Ko., JIT/, Kurait [Shanghai SynTheAll Pharmaceutical Co., Ltd, China]; 3anyuenns
[I0JJaATKOBOTO BHUPOOHHMKA [I/Is1 AOC/Ii/PKYBAaHOTO JTiKapCchKOro 3aco0y ZN-cb5, karicymu 25 ta 100 mr asis
riepopasibHOrO 3actocyBaHHs [TiCiAi ®apma Cepgice3 Oratiio, JIJIC, Cnionyueni IlItatu Amepuku [PCI
Pharma Services Ohio, LLC, USA]; 3amydeHHsi [0JaTKOBOTO BUPOOHWKA [jis [IOC/Ii)KyBaHOTO
mikapcbkoro 3acoby ZN-c5, karicymu 25 ta 100 mr asisi mepopanbHoro 3actocyBaHHs [1iCiA#i ®apma
Cepgice3 [Ixepmani I'MBX, I'epmanis [PCI Pharma Services Germany GmbH, Germany]; 3amy4eHHs
iHdopmMatiii g1 matjieHTa (MCTOK-BKaAKa) Asis nipernapaty nopiBHsiHHA IBPAHC (IBRANCE®) 75 wr,
100 mr i 125 Big BupoOHuKa Pfizer, karcynu pAns TepopasbHOTO 3aCTOCYBaHHsS, YKPAaiHCHKOI Ta
POCiiiCbKOI0 MOBaMH; YTOUHEHHsI Ha3BU KpaiHW 3asBHUKA: Oyno «Epromen ITiEnCi», BenrkoOpuraHis,
crano: «Epromen ITIEnCi», Crionyuyene KoposiBcTBO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

daza 1/2 Bigkpure OaraTOLeHTPOBe [JOCJi/KeHHS Oe3reKu, IMepeHOCUMOCTi, (hapMaKOKiHETHKH Ta
MPOTUNYX/IMHHOI aKTUBHOCTI mperapaty ZN-C5, 1o Oyze 3acTOCOBYBaTUCS, SIK y BUIJISIZIi MOHOTepartii,
Tak i y KoMOiHarii 3 manborukiiboM, y mariedTiB 3 ecrporen-petentop (ER) no3utuBHuM Ta perjentop 2
eniziepmanbHoro ¢akropa poctry moavHu (HER2) HeraTvBHMM, MOLIMPEHWM pakOM MOJIOYHOI 3a/103H,
ZN-c5-001, Bepcis 4.0 Big 14 motoro 2020 poky

3asgBHUK, KpaiHa

«Eprome I[TiEaCi», CnionyueHne KoposiBcTBO

CnoHcop, KpaiHa

«3eHo Anbda IHK» [Zeno Alpha, Inc.], CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




HomaTtok 57
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnuTyBa/bHUK [ BUKOpPUCTaHHA  fAociigHukamu: ALL172399_3111-301-001_SCID-5_English
(US)_FINAL_2021_Jan_28, aHrnificbkoro MOBOI0; 3MiHa Ha3BM 3asBHUKA K/TiHIYUHOTO BUMPOOYBaHHS 3
TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesc YkpaiHa»

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2266 Big 12.11.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«[Toxsitine cire raieb0-KOHTPOIbOBaHe AOC/ipKeHHs KapinpasuHy B SIKOCTi /10/IaTKOBOI Tepartii /10
aHTHJeNpPeCaHTIB TIPY JIIKyBaHHI MAaL[i€HTIB 3 BEJIMKKMM JeTpPeCMBHUM DPO3/1aZioM, SIKi He Ma/id HaseHOI
BiAMOBIAl Ha JiKyBaHHA aHTHZernpecaHtamu», 3111-301-001, 3 iHKOpPIIOpOBaHOK TOMNPABKOK 3 Bif
27 manHg 2020 p.

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Allergan Limited, ¢inis kommanii Allergan Sales, LL.C, Benukobpuranist

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




HopnaTtok 58

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa

OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs

2021 poky Ne 907»
24.05.2021 Ne 1012

InenTudikaris cyTreBoi
TIOTIPaBKU

OnoBnenuii nipotokon fociimpkenHs CL3-95005-007, ¢inansHa Bepcisi 2.0 Bixg 30 rpyaus 2020 p., 3
IHKOpIIOpoBaHOKW CcyTTeBOK mnorpaBkor Nel.0 Bix 30 rpyzus 2020 p.; 3MiHa Ha3BU KIIHIYHOIO

BUTIPOOYBaHHS:

byJsio

Craso

«Bigkpute panzomizoBaHe pgociimkeHHs 11
(azuy, sike 1opiBHIOE TPUDIYPUIMH / TUTTipaLIAI
y  moegHaHHi 3 OeBanu3ymabom  Ta
MOHOTeparii€o TpUQGIypuaAuH / TUMiIpaLuI y
naijieHTiB i3 pedpakTepHUM MeTacTaTUYHUM
KOJIOPEKTa/IbHUM PaKOM»

«Bigkpure panmomizoBaHe gociimkenHsi III da3y,
sKe TIOpiBHIOE TPUPAYPUAUH / TUIlipaUWI Yy
MoeaHaHHI 3 OeBar3ymMaboM Ta MOHOTepArTi€ero
TpubAypuauH / TUMipaUuWn y Malji€eHTiB i3
pepakTepHUM MeTaCTaTUUHUM  KOJIOPEKTaJbHUM
pakoM (pocimpkenHst SUNLIGHT)»

[Hdopmariiiiauii ucTok i popma iHhopMOBaHOT 3roAM yyacHHUKaA, 10 A0AA0ThCs A0 NpoToKoay NeCL3-
95005-007 — INompaBka 1 — st HOBUX maLieHTiB — (hiHanbHa Bepcist/I.R.L.S. /TOI Big 25 6epesnsi 2021 p.
J1s1 YKpaiHu yKpaiHCbKor MoBOR; [HdopMaliitinuii muctok i dopma iHpopMoBaHOI 3rofiu yuacHUKa, 110
nopatotbest 0 TipoTtokony NeCL3-95005-007 — IlompaBka 1 — fjid HOBMX Talli€eHTiB — ¢iHambHa
Bepcist/I.R.I.S./TOI Big 25 6epe3nst 2021 p. gy YKpainu pocificbkoro MoBoto; [HdopmarLiiiHuii TUCTOK i
(dhopma iH(pOpMOBaHOI 3ro/i y4acHUKa, 1110 J0Aat0Thcsa Ao poToKony NeCL3-95005-007— IMomnpaBka 1 —
JUIsl TIAL{iEHTIB, 5IKi B)XKe OepyTh ydacTb y gocmipkeHHi - ¢iHampHa Bepcis/I.R.I.S./TOI Bix 25 6epe3ns
2021 p. png YkpaiHM yKpaiHCbKOHO MOBOW; IH(opmauiiHuii sucTok i ¢opma iHpopMoBaHOi 3rogu
y4yaCHHMKa, W0 AoAarTbcs A0 mpoTtokony NeCL3-95005-007— IlompaBka 1 — g marji€HTiB, Ki BxKe
OepyTb yuacTh y gociimkeHHi - ¢iHambHa Bepcis/I.R.I.S./TOI Bix 25 6epe3ns 2021 p. ans YkKpaiHu
pocilicbkoro MOBORO; [HpopMmariitiHuii ucToK i popma iHPopMOBaHOI 3ro/[M BariTHOI MapTHEPKH, 1[0
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noparoTbcs 0 TpoTokony NeCL3-95005-007 — IMompaBka 1 - dinanbHa Bepcis/I.R.I.S. /TOI Big 25
Oepe3nst 2021 p. g YKpaiHM yKpaiHCBKOH MOBOO; IH(opmarjitiHuii muctok i dopma indopmoBaHOT
3ro/Ii BariTHOI MapTHEePKH, 110 AoAatoThcs Ao npoTtokony NeCL3-95005-007 — IMonpaBka 1 - ¢iHanbHa
Bepcist/I.R.L.S. /TOI Big 25 6epe3nst 2021 p. asst YKpaiHu poCiiCbKOH MOBOIO;

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«Binkpure panzpomizoBane gocnimkeHHs 111 dha3u, sike mopiBHIOE TPUQUIYPUIUH / TUTIPALIWI Y TIOEAHAHHI
3 OeBaiu3ymMaboM Ta MOHOTepami€r0 TpUMIypUAMH / TUIipalWa y TIALi€HTIB i3 pedpakrepHUM
MeTaCTaTUYHMUM KOJIOpeKTanbHUM pakoM», CL3-95005-007, ®inanbHa Bepcida Bifg 10 uepsHs 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0O6MeXxXeHOI0 BifnoBigampHicTIO «KLIP YKpaiHa»

CnoHcop, KpaiHa

[HcTUTYT MidkHapogHuX HociimkeHb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®paHIiis

CymnyTHi
Marepianu/npenapaTy
CYyNyTHBOI Tepariii

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




HopnaTtok 59
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpomypa pocnigxkenHs AMEERA-5, Bepcis 3.0 Bixg 18 mucronmagma 2020 poky, yKpaiHCBKOKO Ta
pociticekkoro MoBaMu; @opma 3 KOHTakTHOIO iHdopmaiiieto naijienta AMEERA-5, ocrarouna Bepcisi 2.0
Bif 18 mucronaza 2020p., ykpaiHCbKOO MOBOIO; Popma KOHTaKTHOI iHdopMaii narjienta AMEERA-5,
octratoyHa pegakuisi 2.0 Bij 18 mucronazaa 2020p., pociicbKor0 MOBOIO; JIMCT-3anpoIlieHHs AJis Y4aCHUKIB
nmocrimkennss AMEERA-5, Bepcist 3.0 Big 11 6epe3ns 2020 p., ykpaiHcbkoro MoBow; AMEERA-5 JTuct-
3arpoliieHHs naiieHTy, pefakiis 3.0 Big 11 6epe3ns 2020 p., pociticbkkoro MoBoto; [TnakaT gocsimKkeHHs
AMEERA-5, Bepcis 2.0 Bix 18 mucromasa 2020 poky, YKpaiHCBKOIO Ta pOCIMCHKOIO MOBamy;
[Hdopmariittauil micTok, Bepcist 3.0 Bix 22 rpyans 2020 poky (romnpaBka 3 [0 MPOTOKOJTY), YKPaiHCHKOIO
Ta pociiicbkkoo MoBamu; KaprTka yuacHuka pociimpxkeHHs AMEERA-5 (EFC15935), Bepcisi 2.0 Big
5 6epe3nst 2021 poky, yKpaiHCHKOIO Ta POCiCEKOI0 MOBaMH

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

Ne 2917 Biz 15.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, OaraTolleHTpoBe, TIO/BiliHe cilire AocmifkeHHs 3 ¢a3u Tperapary amijeHeCTpPaHT
(SAR439859) y kombiHariii 3 manboruk/IiboM y OpiBHSIHHI 3 JIeTPO30/10M Y KOMOiHarlii 3 manbonukiioom
Ans nikyBaHHA mnauieHTiB 3 ER(+), HER2(-) pakoM Mo/04YHOI 3a/103M, §IKi paHille He OTpUMYBald
CHACTeMHOI0 NPOTUPAKOBOI'O JIKyBaHHS IOLIMPeHOro 3axsoproBaHHsaA», EFC15935, 3 momnpaskoro 03,
Bepcid 1 Big 16 rpygus 2020 poky

3asBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»
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CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic pelepii e feBesiornMaH, OpaHifis)

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




Hopnatok 60
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/bILIeHHs KiJTbKOCTi TaLli€HTIB, 1110 MPUHAMAlOTh Y4acTh Y BUIIPOOyBaHHI Ha TepuTopil YKpainu, 3 29 o
35 ocib.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«LICA daktopy XI asa 3HWKeHHS TPOMOOTUYHMX SIBHIL Yy TIAI[iEHTIB i3 TepPMiHA/bHOK CTaJi€ro
XpOHIUHOI XBOpOOM HUPOK Ha fiasi3i: ¢asa 2, paHgomizoBaHe, MO/BiliHe cJliTie, Myaleb0-KOHTPO/ILOBaHEe
JmocmimkeHHs: Oe3rneku, (apMakOKiHeTHKH Ta (papMakoJWHaMiKM MHOXWUHHUX 7103 BAY 2976217»,
BAY?2976217/21170, Bepcisi 1.0 Big 09 6epe3nst 2020

3asBHUK, KpaiHa

TOB «bauiep», YkpaiHa

CnoHcop, KpaiHa

baviep AI', HimeuunHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




HonaTtok 61
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3asy4yeHHs I0/IaTKOBOT'O MiCIIsl TPOBeZIeHHs] BUTIPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | nixap Mynuk M.I

KomyHanbHe HekoMmepliliHe mignpueMcTBo «[IpvkapnarcbKuii o6siacHUNA KIIiHIUHUI LIeHTp
TICUXiyHOTO 370pOoB’s1 IBaHO-PpaHKiBcbKOI 06/1acHOi paju», KOHCY/bTaTWBHA TIOMIK/IiHIKa,
M. IBaHO-DpaHKIBCHK

Howmep Ta fata Haka3sy
MO3 oo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2393 Biz 21.10.2020

Ha3ga kyiiHiuHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHfi0oMi30BaHe MOABiliHE Cilife JOC/I/PKeHHSl y TMapaielbHUX Cpylax 3 akKTUBHUM KOHTpOJIEM [Jis
OLiHKM e(eKTUBHOCTI BOPTIOKCETHMHY Y TOPiBHSIHHI 3 [ecBeHIa(akKCUMHOM Y [JOPOC/IMX TAIli€HTIB, 1110
CTPaXJal0Th Ha BeJMKWM [lelIPeCHBHUM p0371aJ i Malyd 4acTKOBY BiJITIOBiIb Ha Teparil0 CeJleKTUBHUMU
inribiTopamu 3BOpoTHOro 3axoruieHHsi cepoToHiHy (CI33C)», 18498A, Bepcis 1.0 Big 22 nmucromaza
2019 p.

3asgBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHs AMKOH», YKpaiHa
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CrnioHcop, KpaiHa X. Jlyupbek A/C, Hanist

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




HonaTtok 62
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikaiiis cyrreBoi 3MiHa Bi/INOBi1aIbHOTO [OC/TiIHMKA Ta 3MiHA HA3BH MiCLisl IPOBeIeHHS K/IiIHIYHOTO BUIIPOOYBaHHS:
TIONPAaBKU

byno Crasno

JIiKap |MapKeBHq I.JI.| nikap Hapunna H.IT.
Meanunnii neHTp «Ok! Krminik+» ToBapuctBa 3 | Meauunuii 1ieHTp «OK!KiiHik+» TOBapucTBa 3
00OMEeXeHOI BiJMoBifanbHicTI0 «MiKHapogHuii | 0OMeXKeHOr BijnoBifaneHicTI0 «MiKHapoAHUI
iHCTUTYT  KIHIYHMX — [JOC/Ti[PKeHb», [JeHHWM | IHCTUTYT  KIHIUHMX  [OC/Ti/PKeHb»,  BiJJis
crarjioHap, M. KuiB racTPOEHTEPOJIOTil Ta reraroJIorii cTalioHapHOTro
Binzinenns, m. Kui

Howmep ta faTa Hakasy Ne 636 Big 22.03.2019
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga k/iHiuHOrO «PanziomizoBaHe, OaraTorjeHTpOBe, TIO/IBiliHe CJIille, aKTUBHO KOHTPOJIbOBaHe KITiHIUHE JOC/TiKeHHs 2a
BUNPOOYBaHHs, KO/, ¢dasu B mapasesbHUX Tpyrax /[Aas [JoBefleHHs KOHLemMilil, BUBUeHHS e(deKTMBHOCTI Ta Oe3neuHoCTi
Bepcis Ta faTta KoMOiHOBaHOI Teparii TycesbkymMaboM Ta rosiMyMaboM B JTiKyBaHHI TAL[iEHTIB i3 cepeJHbOTO CTYTIEHS

TSDKKOCTI Ta TSDKKUM Hecrel[idiuHrM BHUpa3koBUM KomiTom», CNTO1959UC0O2002, COVID-19 doaaTok
Bif 14 tpaBHsa 2020 poky fo IIporokony kiaiHiuHoro gociaigkeHHsas CNTO1959UCO2002 3 momnpaBKoro
Amendment 2 Big 07.03.2019 p.

3asgBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», Benbris




MPOJOBXKEeHH J0ojaTKa 62

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

Onekcanap KOMAPIJA



HonaTtok 63

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb

JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0

nopatka Ne 3 o0 Haka3sy MiHicTepcTBa

OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs

2021 poky Ne 907»
24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

Indopmarisi ana natienta Ta ®@opma iHdopmoBaHoi 3rogu — Ilporokon 54767414MMY 3012, Bepcis
yKpaiHCbKOIO MOBOW i Ykpainu Big 16.03.2021, Bepcis 8.0; Indopmaris gis mnaiienta Ta @opma
indopmoBaHoi 3rogu — IIporokon 5767414MMY3012, Bepcisi pociiicbKOl0O MOBOIO [jisi YKpaiHU Bif

16.03.2021, Bepcis 8.0; 3mina Ha3eu MIIB, 3miHa BifnoBifansHoro gocaigauka y MIIB:

paaiosiorii imeni C.II. I'purop’eBa HarjioHanbHOI
akaziemii MeJMUHUX HayK YKpalHW», BiJJi/eHHS
KJIIHIYHOI OHKOJIOril Ta remarosiorii, M. XapkiB

Bysno Crano
I.M.H., Ipod. |H01'IOBCLKa T.M.| nikap 'omy6esa JI.B.
HepxaBHa ycraHoBa «IHcTUTyT MeauuHoi | [epkaBHa  ycraHoBa — «IHCTHUTYT — MeJMYHOI

paziosorii Ta onkosorii iM. C.II. I'purop’esa
HamionaneHol  akazemii  MeJWUHMX  HaykK
YKpaiHu», BiAJ/IeHHS KJIIHIYHOI OHKOJIOrii i
reMarosorii, M. XapkiB

Howmep Ta faTta Hakasy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 84 Big 17.01.2018

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanziomizoBaHe OaraTolleHTpOBe KJIiHiUHE [oc/imKkeHHs 3 ¢a3u TOPIBHAHHSA IAIIKIPHOTO Ta
BHYTpIlIHLOBEHHOTO0 BBeZieHHs1 [lapaTymymaly y TMal[i€HTiB 3 peluJuBHOI 4Yd pedpaKTepPHOIO

MHO>KUHHOI0 Miesiomoro», 54767414MMY 3012, 3 nonpaBkoto Amendment 4 Bizg 01.04.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris
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CrioHcop, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benvris

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




HonaTtok 64
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

YTouHeHHs ZI03yBaHHS OC/Ii/PKyBaHOTO JiKapCchKoro 3acoly cesnekcinar, JNJ-67896049; ACT-293987;
NS-304; Uptravi® (selexipag); TabneTku BKpuTi 06010HKOI0 200 MK

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2917 Biz 15.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpOBe, paH/OMi30BaHe, MO/BiliHe clire, Tyiarieb0 KOHTPOJIbOBaHe, B Mapaie/bHUX TPyMax, B
MOC/IiJOBHUX TPYIIax, aflalThBHe KJiHiUHe AocC/ifkeHHs1 3 a3y 3 HACTYITHUM BiIKDUTUM TMPOOBXEHUM
nepiofioM /ISl OLIIHKK e(eKTUBHOCTI Ta 0e3MeuyHOCTi JIiKyBaHHsS Ce/IeKCiraromM siK J[OTIOBHEHHS [0
CTaHZAPTHOI Tepariii y TarjieHTiB i3 HeonepabebHOI ab0 CTIHKOI / peLUAUBYIOUOO TiC/IsT XipypriuHOTO
Ta / abo iHTepBeHLIHHOTO JTiKyBaHHs XPOHIUHOI TPOMOOeMOOJiUHO0 JiereHeBo0 rinepreHsiero», AC-
065B302, 3 nonpaskow 3, Bepcis 4, Big 29.09.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hopnatok 65
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpoiypa gocniganka JNJ-67896049 / ACT-293987/ NS-304 UPTRAVI® (selexipag), BujanHs 16 Bif
02.02.2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanziomizoBaHe, GaraTorieHTpOBe, MOABiMHe cire, myiarieb0 KOHTPOJbOBaHE, B TapasielbHUX TIpyrax,
KOHTDPOJIbOBAHe 3a MOJiAMU KJ/IiHIUHe JOCIi[)KeHHSI 3 MOCJIiJOBHMM BK/IOUEHHSAM IpyM, 3 Tepiofom
BiJJKDUTOTO TIO/IOBKEHOT'O JIiIKYBaHHS [/I OLIHKA e(heKTHUBHOCTI Ta 0e3neuHoCTi cenekcinary, sk
ZIOAATKOBOI Teparii 0 CTaHJapTHOI CXeMHU JIiKyBaHHS y JiiTell BiKOM BiJ >2 10 <18 pOKiB 3 JiereHeBOw
apTepiasbHOIO rineptenHsieo», AC-065A310, Bepcis 4 3 nonpaBkoro Amendment 2 Big 13.10.2020p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTtok 66
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpomypa pocinignrka MK-3475, suganns 20 Big 08 6epesnsi 2021 poky, aHTJIiCBKOI0 MOBOIO; YKpaiHa,
MK-7684A-003, Indopmariisi Ta AOKyMeHT Mpo iH(opmoBaHy 3roAy [Js TallieHTa, Bepcisi 02 Bif
06 kBiTHs 2021 p. ykpaiHCbKOIO MOBOI; YkpaiHa, MK-7684A-003, Indopmaliis Ta JOKyMeHT Mpo
iHdopMoBaHy 3rofy AJisi maiieHTa, Bepcisi 02 Big 06 kBiTHs1 2021 p. pociiicbkoro MoBOIO; YKpaiHa, MK-
7684A-003, JonoBHeHHs1 [0 iHdopMalii Ta AOKyMeHTy Mpo iHdOopMoOBaHy 3roAy [Jisi TallieHTa AJis
NiKyBaHHS Tic/s mporpecyBaHHsi XxBopobu, Bepcis 01 Bix 29 6Gepesnst 2021 p. yKpaiHCBKOIO MOBOIO;
Ykpaina, MK-7684A-003, [doroBHeHHs [0 iH(opmalii Ta JOKYMeHTy Mpo iH(OpPMOBaHy 3roAy AJis
TnatieHTa Ji1s JTiKyBaHHS TiC/Ist TIporpecyBaHHsl XBopobwu, Bepcist 01 Big 29 Gepe3nst 2021 p. pociiicbkoro
MOBOI0;

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararorieHTpoBe, paHgOMi30BaHe, mMoABikiHe ciine pgocmimkeHHs III dasu kombiHarii MK-7684 3
nembposizymabom (MK-7684A) MOpiBHSIHO 3 MOHOTeparieo neMoposisaymMadoM B SKOCTi TepIoi JIiHil
Tepariii Ay yuacHUKiB 3 PD-L1-1I03UTUBHUM MeTacTaTUYHUM He/[piOHOK/IITHHHUM pakoM jereHiB», MK-
7684A-003, 3 inkopniopoBaHoto rnornpaBkoro 01 Big 28 mortoro 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk lapn enp Joym Koprm.», godipHe mignpuemctBo «Mepk eHf Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamnii

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




HonaTok 67
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

HNojaBaHHsl onUTyBalbHUKA AJs1 OLIHKMU siKocTi »kuTTs — Core 30, Bepcis 3 (QLQ-C30) Cuenapiit
ripoBejieHHs TesiehOHHOTO iHTepB 10, Bepcisi 2.0 yKpaiHCHKOIO Ta POCIMChKOK MOBaMU

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi3oBaHe, noBiiiHe criine, ranebo-koHTposiboBaHe (asu 111 gocsimkeHHs Tiparomymady (aHTU-
TIGIT anTHTiNI0) B KOMOiHaLii 3 aTe30/1i3ymMaboM y ropiBHSHHI 3 1y1aiie60 B KoMOiHarlii 3 ate3o0/1i3ymabom
y TaLi€HTiB i3 paHillle He/liKOBaHUM MiCL{eBO-TIOIIMPeHUM Hepe3eKkTabenbHUM abo MeTactaTuuHuM PD-
L.1-celeKTMBHUM HeIpiOHOKTIITHHHUM pakoM JiereHb», GO41717, Bepcis 2 Big 8 TpapHs 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 Bi/noBifambHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 68
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikaiiis cyrreBoi [Toj0B>KeHHs TepMiHy MPHIATHOCTI AOC/TiPKYBAaHOTO JTiIKapChKOTo 3aco0y AJIeKTHHIO TBepi Karcyau mo
TMOTpaBKU 150 mr 3 36 go 60 wmicsagi; OHoBnenuid po3zin P.8.1 «PestoMme 1110/j0 CTabi/IbHOCTI Ta BUCHOBKW»
(P.8.1_cmc374208) mocke AOCiPKyBAaHOTO JiKapchKoro 3acoly; OnHoBnenuid po3gin P.8.2 «Tepmin
MpUJATHOCTI Ta yMoBH 306epiranHsi» (P.8.2_cmc374209) mocbe OOCTiIKyBaHOTO JIiKapChbKOTO 3acoly;
OnoBnenuii po3gin P.8.3 «J[aui mpo crabimeHicTh» (P.8.3_cmc374210) [oche [OC/iPKYBaHOTO
MKapChKOTO 3aco0y

Homep Ta gara Hakazy Ne 1962 Biz 29.10.2018

MO3 o0 3aTBepKeHHs | -

KJTIiHIYHOTO BUTIPOOYBaHHS

Hasga kiHiuHOTO «Bigkpure, pangomizoBade pociimkeHHas 11 da3u ans omiHku edeKTUBHOCTI Ta Oe3reku aneKTHHiIOy B

BUMIPOOYBaHHs, KO/, SIKOCTi a/'tOBaHTHOI Tepariii B IOpIBHAHHI 3 a/'FOBAHTHOX XiMiOoTepari€r IiperiapaTaMd Ha OCHOBI

BepcCis Ta zara MJIATUHW Y TAL[iEHTIB 3 HEeAPIOHOKITITHHHUM pakoM JereHb ctafii IB (myxmmau > 4 com) - 1A,
MO3UTUBHUM I1]0/I0 KiHa3W aHarylaCTUYHOI liMm¢poMH, 3 TIOBHOIO pe3eKLieto myxauHu», BO40336, Bepcis 5
Biz 26 nucronazga 2019 p.;

«PanziomizoBaHe, OaraTorieHTpoBe, a3y 3, BigKpUTe MAOCTIPKEHHS aleKTHHIOy y TOpiBHSHHI i3
KPU30THHIOOM TIpU JIiKyBaHHI MOIIMPEHOT0 HepiOHOK/IITHHHOTO PAKy JiereHb, TIO3UTHBHOTO [0 KiHa3u
aHarjIaCTUYHOI JiMm(pomHU, 3 MPUBO/y SIKOT'O PaHillle He TPOBOAW/IOCS JiKyBaHHs», B028984, Bepcis 6 Bif,
04 ymmucromnaza 2019 p.

3asgBHUK, KpaiHa ToBapucTBO 3 00MeXeHOI0 BiiNoBiAambHiCTIO «Por YKpaiHa»
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CrioHcop, KpaiHa «®. Xohdmann-JIs Porut JIta» (F. Hoffmann-La Roche Ltd), [IBeiiiapist

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




Hopnatok 69
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bbpomypa pocnigavka MK-3475, uganas 20 Big 08 Gepesnst 2021 p., aHI/IiMCbKOI0 MOBOR; YKpaiHa,
MK-3475-598, Bepcis 3.01 Big 06 kBiTHs 2021 p., yKpaiHCHKOIO MOBOO, iH(oOpMaLlisi Ta JOKyMeHT Ipo
iHdbopMoBaHy 3rofy A/ maijieHTa; Ykpaina, MK-3475-598, Bepcis 3.01 Bixm 06 ksitHs 2021 p.,
POCiliCbKOI0 MOBOIO, iHpopMallisi Ta JOKYMeHT TIpo iHhopMOBaHy 3rofly /s TalfieHTa

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

Ne 466 Big 13.03.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

Panyiomi3oBaHe mozBiiiHe cuire mociipkeHHs I da3u, mopiBHsAHHS KOMOiHarlii remoOpostizymady Ta
imimiMmymaby 3 KoMmbOiHarjiero memMOposisymady Ta muianiebo y paHillle He/JiKOBaHMX TAI[iEHTIB 3
METaCTaTUYHUM He/IpiOHOK/MTITHHHMM pakoM JiereHb 4 ctagii 3 PD-L1-nmosutrBHUMU nyxiuHamu (TPS
>50%)(KEYNOTE-598), MK-3475-598, 3 inkopriopoBaHoto mnornpaBkoto 06 Bifg 11 rpygas 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn Exa Joym Kopn.», gouipue nignpuemctBo «Mepk Exp Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITIA

CynyTHi
Marepianu/mpernapary
CYTIyTHBOI Teparii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry

(apMareBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




HopnaTtok 70
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/IeHUH TIPOTOKOJT K/TiHiYHOTO BUMpoOyBaHHs, Bepcist 9 Bix 9 6epe3ns 2021 p.; ®opma iHdhopmMoBaHOT
3roiu Bepcid Ajs YKpaiHM yKpaiHCbKOKO Ta pociiickkoro MoBamu Bifi 06 kBiTHs 2021 p. Ha ocHOBI
MozenbHOI hopmu iHdopmoBaHoi 3roau Bepcisi 9 Biz 08 moTtoro 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1090 Big 19.10.2016

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararorieHTpoBe paH0Mi30BaHe I1ale00-KOHTpoboBaHe AocmimkeHHs 111 da3u ate3onizymaby (aHTU-
PD-L1 aHTHUTi/I0) B peXXUMi MOHOTeparii Ta B IO€JHaHHI 3 XiMiOTepari€to Ha OCHOBI MJIATUHU Y TIALi€EHTIB
i3 He/lKOBaHOI MiCI[eBO-TIOIIMPEHOI0 ab0 MeTacTaTUYHOK YPOTeslia/bHOK KapIHOMOo», W030070,
Bepcid 8 Bixg 12 rpygus 2019 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBizampHICTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru JIta (LBetitapis)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HopnaTtok 71
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITTOBiIa/TbHOTO TOC/TiTHUKA B MiCIli MpOBe/ieHHsT BUMpoOyBaHHs; 3MiHa Ha3Bu MIIB:
byno Crano

JliKap |MapKeBHq I.JI.| sikap Llapuuua H.II.
Meauunnii neHTp «OK!Kiiik+» ToBapuctBa 3 | Meauunuii neHtp «Ok!KiiHik+» ToBapucTsa 3
0OMEXEeHOI0 Bi/NOBiJaNbHICTIO «MiKHapogHuUii | 0OMEXXeHOK BiANOBifanbHICTIO «MiKHApOJHUI
IHCTUTYT K/IIHIYUHUX JOCTipKeHb», M. KuiB IHCTUTYT  K/HIYHUX  JOCJIIPKeHb»,  BiJAin
racTpOeHTEepOJIOTil Ta renaToJIorii CTal[ioHapHOTO
BigzmineHHs, M. Kui

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 300 Big 22.05.2015

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«bBaraTolieHTpOBe, paH/[0OMi30BaHe, TO/IBilHe-CTiMe, T1alle00-KOHTPOIbOBaHe AocCTimKeHHs ¢a3u 111 mis
OL[iHKM eeKTHUBHOCTI Ta Oe3MeyHOCTi Tpernapary eTposiisymMab B fKOCTi iHAYKLii i MiATpUMYyKOYOro
NMiKyBaHHSI TIALiEHTiB 3 XxBopoboro KpoHa B akTuBHiM (a3i Bifg cepeaHbOTO 10 TSHKKOTO CTYIIEHS
Ba)XKOCTi», GA29144, Bepcis 7 Bif 24 kBiTHsA 2019 poky

3asgBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«®. XOODPMAHH-JIA POIII JITI», liseiuapis (F. HOFFMANN-LAROCHELTD, Switzerland)

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

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




HonaTtok 72
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITIOBiIaIbHOTO [IOC/TiIHMKA B MiClli TIPOBe/IeHHST BUTIPOOYBaHHSI:

Bysno Crano

K.M.H. |KJIiMaHOB M.I-O.| nikap Tapacenko T.€.

MeuuHWii 1|EHTP TOBapMCTBA 3 OOMeXXeHOw | MeJWuHul LIeHTD TOBAapUCTBA 3 OOMEXEeHOH
Bi/ITIOBiJa/IbHICTIO «MemuuHa K/IiHiKa | BiIMOBija/IbHICTIO «MepuyHa K/IHIKa
«IHHOBaLlis», BifieHHs ximioreparii, KuiBcbka | «[HHOBawis», BigginenHs ximiorepamnii, KuiBcbka
obmactb, BuiliropozicbKuii paiioH, c. JIFOTiX obacTh, BumiropojceKuii paiioH, c. JIroTix

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2006 Big 02.10.2019

HasBsa kjiHiuHOoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PaHsiomi30BaHe, BiikpuTe A0C/iKeHHs Pa3u 3 i3 BUBUEHHS iH’ €KI[iIITHOTO JiM0COMa/IbHOTO ipUHOTEeKaHY
(OHIBAM/IJ®) mOpiBHSHO 3 TONOTeKAHOM y TMALli€HTiB i3 /PiOGHOKTITMHHUM pakoM JereHi, sKuii
MporpecyBaB TiJ; yac abo Mmic/is Tepariii MepiIoi JTiHil Ha OCHOBI MpernapartiB maTuHW», MM-398-01-03-
04, Bepcis 7.0 Big 24 nmuctomnaga 2020 poky

3asgBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHolo iHBecTHLielo «AMK’FOBIA P/IC Ykpaina»

CnoHcop, KpaiHa

Ipsen Bioscience Inc., CHIA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

I'enepanbHui JupeKkTop /IupekTopary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Onekcangp KOMAPIIA




HopnaTtok 73
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITOBiIa/IbHOTO [TOC/TiIHMKA B MiCLli TIpOBe/ieHHsT BUTIPoOyBaHHS; 3MiHa Ha3Bu MIIB:

byso

Crano

JIiKap |MapK6BI/I‘—I I.JI.|
Mepnunuit neHTp «Ok!KitiHik+» ToBapucTBa 3
o0OMeXxeHOoI0 Bi/ITIOBiZA/TbHICTIO
«Mi>xHapoaHU IHCTUTYT KJ/TIHIYHUX
JIOC/TiHKeHb», M. KuiB

nikap [apuuna H.IT.
Meauunuii 1eHTp «Ok!KniHik+» TOBapucTBa 3
00Me)XeHOI  BiJINOBiJja/ibHICTIO  « MiKHapoaHuH
IHCTUTYT  K/IIHIYHUX  JOC/IKeHb», Bimin
racTpOEeHTEepOJIOril Ta reraroJsioril CTalioHapHOro
BignineHHs, m. Kuis

Howmep ta faTa Hakasy
MO3 1wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpute posivpeHe AOCTIPKeHHS Ta MOHITOPUHI Oe3reKu y Talli€eHTiB 3 BUPA3KOBUM KOJITOM
cepeiHLOTO ab0 Ba)XKKOTO CTYTIeHs, $IKi paHille Opamu ydacTtb y fgociimkeHHsx ¢asu II/II1 mpemnapaty
eTpoJstizymab», GA28951, Bepcis 9 Biz 12 mororo 2019 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CrioHcop, kpaiHa

«®. Xoddmann-JIs Porut Jita» (F. Hoffmann-La Roche Ltd), [IBeiiiapist
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CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




Hopatok 74
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBleHUH MpOTOKOJ/ KiiHiuHOro mocmigkeHHs ACE-536-MDS-002, nomnpaBka 3.0 Big 23 sroToro
2021 p., anrjiiicbkoro MoBoro; ACE-536-MDS-002, Indopmariis a5 nariedta i ¢opma iHdhopmoBaHoi
3ro[i aHTJIMCBKOI0 MOBOIO i YKpainu, Bepcis 5.0 Bim 19 6epesnsi 2021 p.; ACE-536-MDS-002,
Indopmarisi ans nauieHTa i Gpopma iHpopMoBaHOiI 3roju YKpaiHCHKOIO MOBOIO it YKpaiHu, Bepcisi 5.0
Big 19 6epesnst 2021 p.; ACE-536-MDS-002, Tudopmariis ai1s mnaiieHTa i ¢dopma iHpopmoBaHOi 3rogu
pociiicbKOr0 MOBOIO 151 YKpainu, Bepcis 5.0 Big 19 6epesns 2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, panmomizoBaHe gocmipkeHHss Pa3u 3 [ TOpPiBHSIHHS edeKTUBHOCTI Ta 6e3meuHoCTi
npenapaTty naycnaTtepuent (ACE-536) Ta enoetwuHy anba [js JiKyBaHHS aHeMii, CHpUYMHEHOI
mienogucryiacTiyHuMu cuazpomamu (M/IC) 3 ay»ke HU3bKUM, HU3bKUM ab0 MPOMDKHUM piBHEM PU3UKY
3a IPSS-R, y mamieHTiB, sKi paHille He OTpPUMYBa/d CTUMYJISTOPDH EPUTPOIIOe3y Ta TOTPeOyTh
nepesiiBaHHs eputpouutiB», ACE-536-MDS-002, monipaBka 2.0 Biz 1 cepriasg 2019 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6MmekeHow BigmnoBiganbHicTI0 «KOHTpPAaKTHO-OCTIIHUIBKA oOpradizaiis [HHO®apwm-
YKpaiHa»

CnoHcop, KpaiHa

Celgene Corporation, USA/ Cenmxen Koprnopeiiun, CIITA

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JUpeKkTopary
(apmaneBTHYHOT0 3a0e3MeueHHs Onekcanap KOMAPIJA




HonmaTok 75
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpourypa mocnigarka APG-2575, Bepcis 3.0 Big 18.03.2021 aHrniiicbKor0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«docnimkenns: da3u Ib/Il 3actocyBanHs npermapaty APG-2575 sk MoHoteparii abo B KomOiHariii 3
iHILIMMU JTiIKapCLKUMU TIperapaTamMy y MaLji€eHTiB 3 peliuJUBYIOUMMU Ta/abo pedpakTepHUMHU XPOHIUHHUM
nimdorurapauM Jieiiko3oM (XJIJT)/gpibHOKTiTHHHOIO "iMdoruTapHOto JsiMbomor (/1) (SACRED)»,
APG2575CU101, Bepcis 1.0 Big 18 rpyans 2019

3asBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

Ascentage Pharma Group Inc. (Acenrax ®apma I'pyn Iuk.), CIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




HonaTok 76

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

BK/IIOUeHHSs1 0AaTKOBOT'O MiClisl TPOBeIeHHsI K/TiHiUHOT0 BUMIPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1 [.M.H., Ipo@., 3aB. Kag. JliroBueHko T.A.

KomyHaneHe HekoMmepriliHe mignpueMcTBo «Micbka autgua jikapHi Ne 5» XapkKiBCbKOI
MicbKOi pagu, III puTsiye HeBposioriuHe Bif/ieHHs, M. XapKiB

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«bararorieHTpoBe, BiZIKpHUTe [OC/TiMKEHHsS 3 OJIHI€I0 TPYIIOH /s OI[iHKM [IOBrOTpPHBA/oi Oe3rnekwu,
repeHoCUMOCTi Ta eeKTUBHOCTI OpiBapaljeTaMy B YYaCHUKIB JOC/i/PKeHHsI BiKOM Bif 2 7o 26 pokiB i3
JTUTSIUOI0 abCAHCHOIO erTifierniciero abo FOBeHiTbHO0 abcaHCHOIO ertisiericiero», EP0132, 3 iHKOpriopoBaHOO
nioripaBkoro 1 Big 08 BepecHsi 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA P/IC Ykpaina»

CrioHcop, KpaiHa

UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJA




Honatok 77

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpouypa pocnignvka npenapaty HLX02, Bepcis 7.0 Big 26 motoro 2021 poKy, aHI/TilICbKOH0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 545 Big 19.05.2017

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«[ToxBitine crime, paHgOMi30BaHe, OaraTorieHTpoBe KiiHiuHe mociimkeHHs III dasu ayia mopiBHSIHHS
edeKTUBHOCTI i oLiHKKM Oe3reuyHocti Ta imyHoreHHocTi mperapary HLXO02, mo e 6Giocuminsipom
Tpacty3ymaly, Ta mnpemnapaty ['epuenTiH®, BupoOHMITBAa €C, 1[0 3aCTOCOBYIOTHCS TIPH paHille
HeJ/IIKOBaHOMY MeTacTaTUUYHOMY pakKy MosiouHoi 3amosu 3 HER2-rinepekcnpeciero», HLX02-BCO1,
Bepcig 5.0 Big 17 ymunug 2017 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Shanghai Henlius Biotech Inc., KuTaii

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 78

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikaiiis cyrreBoi BK/TIOUEHHST 10/IaTKOBUX MIiCIIb TTPOBEeZIEHHS] BUTIPOOYBAHHSI:
TIONPAaBKU
No I1.I.b. BiAmIOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 I.M.H., ipod., 3aB. Kad. Makapuyk O.M.

KomyHasibHe HeKoMepLiiliHe TATpUeEMCTBO «IBaHO-PpaHKiBCbKUI 00/1aCHUN TiepUHaTaTbHUN
1eHTp IBaHO-PpaHKiBCHKOI 00acHOI pagu», LleHTp TulaHyBaHHs cim’i, IBaHO-PpaHKiBCbKUM
Hal[iOHa/IbHUM MeJUUHUI yHiBepcUTeT, Kadeapa akyllepcTBa Ta IiHeKOJIOTii MiC/siAUIIOMHOL
OCBITH, M. IBaHO-®PpaHKiBCbK

2 I.M.H., 3aB. Bif. Ilyprsak C.O.

KomyHasibHe HekoMepLiifiHe mirmprueMcTBO JIbBiBCbKOI 00/1acHOT pajiu «JIbBiBChKUI 00/1acHUM
K/IIHIUHAW MepUHaTaJIbHUK L|eHTP», BiAfieHHs «PenpoAyKTUBHOIO 3[0pOB'S Ta IJIaHYBaHHS
ciM'i», JIbBIBCbKMM HalliOHa/bHUM MeAUYHUM yHiBepcuTeT imeHi [lanwna ["anuubkoro,

Kadenpa akylepcTBa, TiHeKoJiorii Ta mMepuHaTosoril (aKyabTeTy TMiC/IsSUIIZIOMHOI OCBITH,
M. JIbBIiB

Howmep ta fjaTa Haka3y Ne 2674 Big 18.11.2020
MO3 1woz0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS
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Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«bBaraTolieHTpOBe, paHZiOMi30BaHe, MOABiliHe CJiine, TUIale00-KOHTPO/IboBaHe Joc/impKkeHHs dasu Ila, 1o
TPOBOAUTLCS B Tapajie/ibHUX Tpyrax [jis TepeBipKd KOHIIeMiii 3 MeTO OL[iHKU e(eKTUBHOCTI Ta
6e3reynocti npernapaty TU2670 mpu mepopanbHOMY TPUMOMI B TIALIIEHTOK 3 O0sieM Bif moMipHOTO 110
TSDKKOT'O CTYIIEeHIO, TT0B’g3aHoro i3 eHgoMetpio3zom», TUC3PII-01, Bepcis 1 Big 07 TpaBHs 2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

TiumBio Co. Ltd, Republic of Korea

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHUHOTO 3a0e3MeueHHA Onexkcangp KOMAPIJA




HonaTok 79
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTrO BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1 [.M.H., ipog. JlitoBuenko T.A.
KomyHaneHe HekoMmepLiiiHe mignpueMcTBo «Micbka autdua jikapHs Ne 5» XapkiBCbKOI
MiceKoi pagy, III auTsiye HeBposioriuHe BifaineHHs, M. XapKiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBaHe, migTBepAKyroue, TO/BiliHe crire, TaLle60-KOHTPOIbOBaHe, OaraTolieHTpOBe
JOCTiIKeHHs Ti100py ONMTUMAbHOI 103U B Tapasie/lbHUX IPyTMax i3 2-eTalHUM aJalTUBHUM JIM3aiHOM i
paHJ0Mi30BaHOI0 BiZIMiHOIO [i/is OL[iHKK eeKTUBHOCTI, Oe3reyHoCTi Ta rnepeHocuMocTi OpiBapatieramy B
SKOCTi MOHOTeparii B MaI[ieHTiB y Bil[i Bif 2 g0 25 pOKiB i3 AWUTSYOK abCAHCHOW erisiericiero abo
IOBeHi/IbHOIO abcaHcHOW erinernciero», N01269, 3 iHKopriopoBaHow TomnpaBkoo 1 Bix 03 BepecHs
2020 poky

3asiBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHoro iHBecTHLielo «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Honatok 80
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

[Tpotokon B0661037 Indopmarisi ans 6atekiB Ta ¢(opma iHdopmoBaHoi 3roau, Bepcis 7.3.0 Bif
02 motoro 2021 p., ana YKpaiHH, yKpaiHCBbKOI Ta pociiickkoro moBamu; B0661037/BMS CV185-325
[HCTpyKUii /i 6aTBKIB i3 MPUrOTYBaHHS Ta 3aCTOCYyBaHHs mpernapary Amikcabad 0,1 mr, Karcymu, Iio
PO3KpHUBAIOTHCS, i3 pO3UMHEHHsIM Y pifnHi (BoAi abo MOIOuHil Ccymillri): /711 HOBOHAPOKeHUX. Bepcis 1
Big 29 ciunsa 2021 p., ykpaiHcekoto MoBoio; B0661037/BMS CV185-325 IHcTpykuis st GaTbKiB i3
MIPUTOTYBaHHS Ta [J03yBaHHS Tperapary AmikcabaH Karicy/u, 1o po3kpuBatoThcs 1o 0,1 mr, y piguni
(Bogi abo moJtouHilt cymiti): A5 HOBOHapopKeHUX. Bepcisi 1 Bif 29 ciuns 2021 p., pocifickKoro MOBOIO;
B0661037_Bbporrypa g1t Habopy marieHTiB_ Bepcis 5.0 Big 01 mororo 2021 p., yKpaiHCHKOH MOBOIO;
B0661037_ITnakat asia Habopy MarjieHTiB y JOC/ipKeHHs_AJis jikapiB_ Bepcis 5.0 Bif 29 ciunsg 2021 p.,
yKpaiHCbKOr MOBOw; B0661037: JIuct pmocnigHuky_Bepcis 4.0_29 ciung 2021 p., yKpalHCBKOIO MOBOIO;
ApmiHicTpaTHBHI 3MiHU ¥ YTOUHEHHs /10 TPOTOKOJy AociimkeHHss B0661037 mjono 06’emy KpoBi, 110
BifjOMpaeThes, Bif 27 ciuds 2021 p., aHTJIIACHKOI Ta YKpaiHChKOIO MOBaMH; 3MiHa 3asiBHUKA KJ/IiHIYHOTO
Bunpobysanns B Ykpaini 3 TOB «IHBEHTIB XEJIC YKPAIHA» na TOB «Cineoc Xenc YkpaiHa»

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

Ne 549 Big 27.08.2015

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHs, KO/,
Bepcis Ta JjaTa

«PanpomizoBaHe, BigKpuTe AOC/IPKeHHS] 3 aKTUBHUM KOHTpOJIEM JJisi OLIIHKKA 0e3MeyHOCTi Ta OMUCOBOL
eheKTUBHOCTI y TefiaTpUUHUX XBOPUX, SIKi TIOTPeOYIOTh 3aCTOCYBAaHHSI aHTUKOATYJ/ISTHTIB [T JTIKyBaHHS
BUIAJKIiB BeHO3HOI TpomboeMbostii», CV185-325/ B0661037, diHambHUI TTPOTOKO/ 3 iHKOPIIOPOBAHOIO
nioripaBkoro 7 Bif 12 mrotoro 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»




2 NpozoBXKeHHd fogartka 80

CrioHcop, KpaiHa Bpicron-Maiiepc CkBi66 IHTepHerHn KopropeiiH [Bristol-Myers Squibb International Corporation],
besnbris

CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamnii

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




HopnaTok 81
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bporypa docmigHnka goCTipKyBaHOTO jikapcekoro 3acoby 3amikactat (BIA 5-1058), Bepcisi 7.0 Bifg
11.02.2021 p., aHI/1iCBKOK MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 146 Big 21.01.2019
Ne 540 Big 07.03.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe GaraTolieHTpOBe [IOC/TiKEHHS [Jis1 BUBUEHHS (ApMaKOKiHeTHMKH, 0e3reuHoCTi Ta
eheKTHBHOCTI TperapaTy 3aMikacTaT K [0JaTKOBOI Teparii Mpu JiereHeBiil apTepianbHil rinepreHsil
(JIAT)», BIA-51058-201, ocraTouHa Bepcis 3.0 Big 12.05.2020 p.;

«Bigkpurte baraToleHTpOBe JOC/i/PKeHHS /I/Is1 OLiHKK Oe3reKku Ta e()eKTUBHOCTI MperiapaTy 3aMiKacTaT B
SIKOCTI a7’ FOBaHTHOI Teparlil IIpy TPpUBaJIOMY JIIKyBaHHi JiereHeBoi apTepianbHOi rineprensii (JIAI)», BIA-
51058-202, ocraroyHa Bepcis 3.0 Big 12.05.2020 p.

3asgBHUK, KpaiHa

«Ckoyn IntepHemnn Al'», HimeyurHa

CnoHcop, KpaiHa

Bial - Portela & Ca, S.A., IToptyraris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

dapMalieBTUUHOTO 3abe3reueHHs

Onekcangp KOMAPIJA




HopnaTok 82

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITIOBi1a/IbHOTO [IOC/TiIHMKA B MiCLli TIPOBe/IeHHs BUMPOOyBaHHS; 3MiHa Ha3Bu MIIB:

Bysno Crano

JliKap |MapKeBI/I‘-I I.JI.| nikap Japuuna H.IT.

Meguunuii nieatp «Ok!Kiinik+» ToBapuctBa 3 | Meauunmii nentp «Ok!KniHik+» ToBapucTsa 3
0OMEXXEeHOK Bi/IOBianbHicTI0 «MiHapogHuii | 00MeXKeHOr0 BifinoBifanbHiCTIO «MibKHApOAHUI
IHCTUTYT KTiHIUHUX AOCTipKeHb», M. KuiB IHCTUTYT  KMHIYHHX  JOCTiPKeHb»,  Bifin
racTpOeHTepOsIOril Ta renaTosorii CTallioHapHOTO

BigminenHs, M. Kuis

Howmep Ta fata Haka3sy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 300 Big 22.05.2015

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«Bigkpure po3ivpeHe [JOCTiMKEeHHSI i3 CIOCTepeXXeHHsIM Oe3MeKW TMaljieHTiB 3 XBOPOOOI KpOHa B
aKTUBHIiH (ba3i Biji cepeJHLOTO [0 TSPKKOTO CTYTIeHs] BXKKOCTI, sIKi paHillle MpyUiiMaiy y4acTb Y MPOTOKOJIi
eTpoJtizymab da3za III gocmimkenns GA29144», GA29145, Bepcis 6 Big 29 kBiTHs 2019 poky

3asaBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHLiclo «AMKTOBIA PIIC YkpaiHa»
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CrioHcop, KpaiHa «®. Xodhdmann-JIs Poru Jita», [Isetirapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




Honatok 83

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/bILIeHHsT 3aM/IaHOBAHOI KiIbKOCTi MalfieHTiB B YKpaiHi 3 27 10 45 ocib; YTOuHeHHs Ha3BU KpaiHU
3asiBHuka: byno - «Epromep ITiEnCi», BenukoOpuranisi; Ctamo - «Epromesn ITiEnCi», CrosmyueHe
KoposiiBcTBO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Kniniune pocnmimkenns Ila/Ilb  ¢asu  3actocyBanns mnperapaty NC-6004 vy komOiHawii 3
[Tembposi3ymMaboM y TALi€HTIB 3 PelUANBYIOUOK0 ab0 METAaCTaTUUHO TIOCKOK/TITHHHOI KapLIMHOMOO
TOJIOBM Ta LIMi, y SKUX JIiKyBaHHS IperapaTaMy TUIaTHHU ab0 CXeMOK0 3 3aCTOCYBAaHHSIM TIperapariB
TJIaTUHU BUsiBUI0csa HeeekTuBHUM», NC-6004-009, Bepcist 6.0 Big 04 uepHst 2020 poKy

3asgBHUK, KpaiHa

«Eprome I[TiEaCi», CrionyueHe KopoJiiBCTBO

CnoHcop, KpaiHa

HanoKeppiep Ko, JITa. [NanoCarrier Co, Ltd.], Anonis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 84
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Jluct nikapro Tpo HampaBieHHs1 TarfieHTiB, Bepcisi VO1 Big 01 6Gepe3ns 2021 poky, mepekiaj
yKpaiHcbKoro MoBor Bifi 30 Gepe3nst 2021 poky; IndopmatiiiHuii mUCTOK JocmimpKeHHs, Bepcis 01 Bif
15 mrotoro 2021 poky, yKpaiHCbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2487 Bip 17.12.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpure, baratolieHTpOBe, paHAOMi30BaHe AocsimkeHHs (a3u I1I, B sKOMy TOPiBHIOETHCS TIperapaT
NUC-1031 y nmoeaHaHHi 3 UACIIATUHOM i reMI[uTabiH y MoeAHaHHI 3 [UCTIATUHOM Y TIALiEHTIB i3 paHilie
He JIIKOBaHUM MiCI[eBO-TIOIIMPeHNM ab0 MeTacTaTUYHUM PAaKOM >KOBUHHX HuisixiB», NuTide:121, Bepcis
3.0 Big 15 xoBTHA 2019 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

NuCana plc, Benvika BputaHnist

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




HonaTok 85

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

[IpegmeTn ang yuacHukiB gocnigkeHHss SUCCOUR, Bepcis V1.0 Big 08 mrotoro 2021 poky, mepeknaz
yKpaiHCbKOI0 MOBOMO Bif 08 kBiTHs 2021 poKy (HaZaHHA yyaCHUKaM JIOC/Ii/PKeHHsI CYMKU-X0JI0JATbHUKA
Ji1si TpaHcnopTyBaHHs 1J13)

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararorieHTpoBe, paHJOMi30BaHe, TOZBiliHe cJiine, TUIAlEeO0-KOHTPO/ILOBAHE KITiHIUHE AOC/TiPKeHHS
¢dasu Il s ouinku edektuBHOCTi Ta GesneuHocti npernapaty CBP-307 y maiieHTiB i3 BHpa3KoBUM
kositoM (BK) cepegnboro ta Baxkkoro crymnensi», CBP-307CN002, Bepcis 5.0 Bix 17 rpyans 2019 poky

3asiBHUK, KpaiHa

ITianmpuemctso 3 100% iHo3emHoro iHBecTHLielo «AVK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Suzhou Connect Biopharmaceuticals, Ltd., China

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

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




HonaTok 86

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

ACT16877 OnuTyBanbHUKU [/1s1 MAL[iEHTIB Tpynu B/B BBeJeHHs1 (BykseT /s maijieHTa), YKpaiHCHKOIO
MOBOIO [Iyis1 YKpaiHu, (iHanbHa Bepcis Bif 26 6epesnst 2021p.; ACT16877 OnuTyBanmbHUAKY [ij1s Mal{ieHTa
rpynu B/B BBefleHHs (BykreT z/is mailieHTa), Bepcisi Ha pociiichKili MOBi s YKpainu, ¢iHasbHa Bepcis
BiJ 29 Gepe3nst 2021p.; ACT16877 OnutyBa/bHUKHU i TIALEHTIB Tpyny 1/il BBefeHHs (BykieT asis
naifieHTa), yKpaiHCbKOIO MOBOK [/ YKpaiHu, (iHambHa Bepcis Big 26 6epesnst 2021p.; ACT16877
OnuTyBaNbHUKY /i NaLli€eHTa rpynu 1/ii BBeAeHHs1 (BykreT Ajis matjieHTa), Bepcisi Ha poCiicbKiii MOBi
I YKpainu, ¢iHanbHa Bepcis Bif 29 Gepesns 2021p.

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

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, TMOABiMiHe ciiine, TUIAle00-KOHTPO/IbLOBAHE MAOCTiIKeHHs ¢a3d 2 [  OLHKH
edekTBHOCTI Ta Oe3reku SAR441344, MOHOK/IOHA/ILHOTO aHTHUTi/IA Ao aHTaroHicta CD40L, y naijieHTiB
3 peLUAUBYIOUMM PO3CiSIHUM CKyiepo3om», ACT16877, Bepcis 1 Big 26 nvcromnazga 2020 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»

CrioHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHo(i-ABeHTic peliiepiil e fieBesionMaH, @paHiiis)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOTO 3a0e3meueHHsI Onekcanap KOMAPIJA




Honatok 87

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBIeHUH MPOTOKO/ KiiHiuHOTO AochimkeHHs AC-058B202, pepakiisi 10 Big 19 >xoBtHs 2020 p.;
CHHOIICHC OHOBJIEHOT'O TIPOTOKOY KJIiHiuHOro goctimkeHHss AC-058B202, pemakuis 10 Big 19 »koBTHS
2020 p., ocTaTOYHUI TMepeKaaj 3 aHIJiNCHKOI MOBM Ha YKpaiHCbKy MOBY Bif 15 rpyzns 2020 p.;
IHdopmariisi a1s maijieHTa Ta gopma 3roJu Ha ydacTb y AOC/Tif>KeHHi, ocTarouHa pezakijisi 9.0 (ajs
YKpalHCbKUX AOCTiAHULBKUX LieHTPiB) Bif 05 kBiTHa 2021 p., oCTaTOUHUI TMepeK/a/ 3 aHIJikCbKOI MOBU
Ha yKpaiHCbKy MOBY BiJ 12 kBiTHs 2021 p., ocTaTOUHMM NepeKsiaj 3 aHI/IiMCbKOI MOBU Ha POCIHCBKY MOBY
Big 12 kBiTHA 2021 p.; [HpopmaliiiHMil TUCTOK ydyacHHMKa Ta ¢opma iHpOpMOBaHOI 3roZu Ha yuyacTb y
TeCTyBaHHI PoOOTH MarHiTHO-pe30HAaHCHOTO TOMorpada, OCTaTOYHA peakilisi aHI/IiHChKO MOBOIO 4.0
st YKpainu Bif 11 smrotoro 2021 p., ocTaTouHMIM repek/iaZi yKpaiHChKO MOBORO Bif 17 6epesns 2021 p.,
OCTaTOYHHUI TIepeKa/] POCiiCbKOI0 MOBOIO Bifi 17 6epesnst 2021 p.; JomaTok o iHbopMmatiii /1s narjieHTa
Ta (hopMHU 3rofv Ha y4yacTb Yy JOC/Ti>KeHHi, octatouHa pejakuis 1.0 ais Ykpainu Bif 11 mortoro 2021 p.,
OCTaTOYHWM TIePeK/Ia/ 3 aHI/TiHChKOI MOBM Ha yKpaiHCbKYy MOBY Bif 17 GepesHs 2021 p., ocTaTOUHHIA
repeksia/i 3 aHTJIiMCbKOI MOBY Ha POCifiCcbKy MOBY Bif 17 6epesnst 2021 p.; KapTka yyacHUKa K/IiHIYHOTO
nmocrimkenns AC-058B202, pemakiiis ais Ykpainu Big 02 Gepe3us 2021 p., oCTaTOUHUM Tepeknaj 3
aHTTIMCHKOI MOBU Ha YKpaiHCbKYy MOBY Bif 17 Gepesnst 2021 p., ocTaTouHH TiepeKIaj 3 aHIJIiACBKOT
MOBH Ha pOCilicbKy MOBY Bifi 17 6epe3nsi 2021 p.

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




2 MPOJOBXKEeHHA fojarka 87

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«barartolleHTpoBe paH/IOMi30BaHe, TIO/BiMHO CJlille [OC/i/I)KeHHs, 1[0 TIPOBOAUTHLCS B MapasebHUX
rpyrax XBOPHX Ha PelUAMBYIOUWM PeMITYIOUMi pPO3CisSHMI CK/Iepo3 i3 MeTOH BUBYEHHs 0e3MeyHOCTi,
MepeHoCuMOCTi ¥ e)eKTHBHOCTI TpenapaTy moHecumo/, (aroHicta petientopiB S1P1 a1 nepopanbHOro
MpYiioMY) TIpM TPUBAJIOMY 3acToCyBaHHI B f03ax 10, 20 i 40 mr Ha #oOy (TTpOOBKEHHST JOCITiPKeHHs
AC-058B201)», AC-058B202, octaTouHa pefakiisg 9 3 iHkopropoBaHoto IlorpaBkoro 8 Bif 14 TpaBHs
2020 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

AxTtenion @apmackrotikans JIta, [lBetiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHMil AUpeKTOp /lUpeKkTOopaTy
(apmaneBTHUHOTO 3a0e3MeueHHA Onexkcangp KOMAPIJA




Honatok 88

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoeneHa bporinypa gocnigauka [JNJ-67896049 / ACT-293987 / NS-304 UPTRAVI® (cenekcumnar)],
Bepcist 16 Bix 02 mortoro 2021 p.; [Hpopmallis A5 BariTHOI MapTHEPKU Y4aCHHUKA [OC/TiKeHHsl/0aThbKiB
BariTHOI mapTHepku Ta ®opma iHdopmoBaHoi 3roau A YKpainu, Bepcis 1.0 Bix 18 mororo 2021 poky.
[Mepeknag 3 aHrilcbkoi MOBU Ha yKpaiHChbKY Bif 01 kBiTHsa 2021 p.; mepeknaj 3 aHT/IiMCbKOI MOBU Ha
pocirceky Bif 01 kBiTHsA 2021 p.

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

Ne 1962 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[IpocnekTiBHe OaraTolleHTPOBe BiJKpUTe HeropiBHsIbHe AociifkeHHs II ¢a3u 3 MeTor0 BHUBUEHHs
Oe3reky, IMepeHOCUMMOCTi Ta (apMaKOKiHETUKUA CeJIeKCHIary B [iTeld 3 JiereHeBOK apTepiasbHO
rineprensieto», AC-065A203, ¢inanbHa Bepcis 6 Bif 5 »xxoBTHsA 2020 p.

3asgBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHa

CrioHcop, KpaiHa

Axrenion @apmacktoTikasc JIta., HIBetinapis (Actelion Pharmaceuticals Ltd, Switzerland)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOTO 3a0e3meueHHsI Onekcanap KOMAPIJA




Honatok 89

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

BK/TIOUEHHST I0/IaTKOBUX MICITh TPOBE/IEHHS K/TiHIYHOTO BUIPOOYBAHHSI:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1. | a.M.H., ipod. Herpuu T.I.
KomyHanbHe HekoMepljiliHe mignprueMcTBO JIbBIiBCbKOI 00sacHOi pagu «JIbBiBCchbKa 006JiacHa
KJIiHiUHa JIiKapHs», HeBPOJIoTiuHe BifgineHHs, M. JIbBiB, cMT. Benukuii JIto6iHb
2. | g.M.H., npo¢. Cmonaska B.I.

KomyHasnbHe HeKkoMepliiliHe mignpueMcTBo «O06siacHUI KMiHIYHUNA LIeHTp HeWpoxipyprii Ta
HeBpOJIOTii» 3akapraTcbkoi 00acHOi paju, BiffiieHHs [jepeOpOBacKy/ISIpHOI TaTOJIOTIi,
[ep>kaBHUM BUIIMM HaBUa/bHUM 3aK/IaJ, «Y)KTOPOJACHKWM HalliOHA/IbHUM yHIBepCUTET»,
Kadesipa HeBpoJIOTii, HelpoXipyprii Ta ncuxiaTpii, M. Y>Kropog

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sa kiiHiyHoro
BUTNIPOOYBaHHS, KO/,
BepCid Ta zarta

«BaraTolieHTpOBe, paHI0Mi30BaHe, MO/BiliHe CTilTe, TIae00-KOHTPOIbOBaHe JocyimkeHHs (a3u I1Ib mst
OLiIHKM e(heKTUBHOCTI Ta Oe3meuHocTi mperapaty Okpesi3ymad y /I0pOC/IMX TIAIliEHTIB 3 TIepBUHHO-
MPOrpecyr0unM po3CisiHUM ckiiepo3om», WA40404, sepcis 3 Big 04 ceprias 2020 p.
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3asiBHUK, KpaiHa TorapuctBo 3 OOMmexkeHow BianosigansHicTio «KonTpakTHO-ocmiguuipka Oprasizaifiss IHHOGapM-
YxpaiHa»

CrnioHcop, KpaiHa @. Xopdmann-JIs Pour JItg, IBelinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi —

MaTepianv/ripernapaTi

CyNyTHBOI Tepariii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHYHOTO 3a0e3MeUeHHs Onekcanap KOMAPIJA




Honatok 90

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

3miHa 3asBHMKA 3 TOB «Kniniuni gocrimpkenHs Aiikon» Ha TOB «AzaBaHcen KniHikan»

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2266 Biz 12.11.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«TocnipKeHHs 3 OLIIHKKM e(eKTUBHOCTI, 6e3MeYHOCTi Ta (hapMaKOKiHETUKH TIPY 3aCTOCYBaHHi Iperapary
IgPro20 (imyHornoOymiHy [Jii MiAMIKipHOTO BBefeHHs, Xi3eHTpa®) y /[JOpOC/AMX TMAI[iEHTIB i3
JepmaromiosutoM (M) - pocaimkennss RECLAIIM», IgPro20_3007, nonpaska 3 Big 21 aunHs 2020 p.

3asgBHUK, KpaiHa

TOB «ApBanceq Kninikan», YkpaiHa

CrioHcop, KpaiHa

CSL Behring LLC, USA / CiEcEn Bepinr EnEnCi, CIIIA

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJA




HopnaTtok 91
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

Kaptku st obroBopeHHsi iHdopMoBaHoi 3rogau, Bepcis [VO1 UKR(uk)] Big 15 mortoro 2019 poky,
YKpaiHCBKOH MOBO; KapTku gy obroBopenHsi iHpopmoBaHoi 3roau, Bepcisi [VO1 UKR(ru)] Big
15 motoro 2019 poky, pociiicbkoro MoBow; ITociOHMK i3 gocmimkeHHs s 6GaTekiB, Bepcis [VO1
UKR(uk)] Big 15 motoro 2019 poky, ykpaiHCBKOH MoBOO; ITociOHMK i3 mocsimkeHHs [/1s OaThKiB,
Bepcisi [VO1 UKR(ru)] Big 15 motoro 2019 poky, pociiicbkoro MOBOIO

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

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure GaraToleHTpOBe JOC/i/KeHHs (a3u 2, 110 MPOBOJUTHCS B OJHIM TPyI, A/ OLiHIOBaHHS
(hapMakoKiHeTUKH, Oe3MeYHOCTi, TIepeHOCUMOCTi Ta aHTHUMiKoOakKTepiabHOI aKTWBHOCTI TIperapaTy
TMC207 y noeaHaHHi i3 3acTocyBaHHsAM cymyTHix niperapaTi (CIT) npoTu Ty0epKy/bo3y i3 MHOXXUHHOIO
nikapcbkoto critikictio (TB-MJIC) nipu nikyBaHHi AiTelt i migniTkiB Bikom Big 0 micsauiB o < 18 pokiB i3
nigTBepyKeHUM abo MimMoBipHUM JiereHeBUM Th-MJIC», TMC207-C211, iHKOpIIOpOBaHUI TOMPaBKOIO 7,
Biz 02 6epesns 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Janssen-Cilag International NV, Belgium

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




HopnaTtok 92

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bk/1rOueHHs1 10/1JaTKOBOTO Miclisl IpOBeZieHHs BUNIPOOyBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1. [.M.H., ipo¢. CtaHicnaBuyk M.A.

KomyHasmeHe HeKOMepiliiiHe ITi[ITPUEMCTBO «BiHHUIIbKA 00/ilacHa KJIiHIYHA JIiKapHSA iM.
M.I. TluporoBa Binuunbkoi ob6macHoi Pagw», BuicokocrierjianizoBanuii KiiHiuauii LleHTp
peBMaToJIOorii, 0cTeornopo3y Ta OionoriyHoi Tepariii, M. BiHHULsS

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanzpomizoBane, mofBiliHe cjtine, TMIalle00-KOHTPObOBaHe, 0araTolleHTPOBe /IOC/i/KEHHS B
rapasieJlbHUX rpynax [jisi OLiHKU (papMakouHaMiKy, (papMakoKiHeTHKH, Oe3reyHOCTi Ta epeHoCHMOCTi
nperniapaty GLPG3970 mipu niepopa/ibHOMY 3aCTOCYBaHHI MPOTATOM 12 TWXKHIB y JOPOC/IMX MAL{I€HTIB 3
aKTMBHUM CHCTeMHUM uepBOHKUM BoBUakom», GLPG3970-CL-102, Bepcisi 1.0 Big 17 BepecHsi 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA P/IC Ykpaina»

CrioHcop, KpaiHa

Galapagos NV, Belgium

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJA




HonaTok 93

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aTIaHOBAHO] KiTbKOCTI IOC/TiZPKYBAHUX [I7ist BK/IFOUEHHSI y BUTIPOOYBaHHS B YKpaiHi 3 70 /10
95 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 9 Big 02.01.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PaH[i0Mi30BaHe BIJKpWUTe [NOC/II)KEeHHS 3 aKTUBHUM KOHTpOJIEM, L0 IPOBOAUTLCH 3 METOK OLIHKU
0e3rneyHOCTi, MepeHoCUMOCTi ¥ edeKTHBHOCTI adabilHy A7 BHYTPIIIHBOBEHHOTO / TIepOpajbHOTO
3aCTOCYBaHHSI TIPU JIiIKyBaHHI Mal[i€HTIB 3i cTadi/loOKOKOBUMH iHGeKI[isiMA KicToK abo cyrinobiB», Debio
1450-BJI-205, octaroyHa pegakiis 5.0 3 iHTerpoBaHoro ITorpaBkoro 2 Bif 14 xoBTHs 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AN-YKPATHA»

CnoHcop, KpaiHa

«[lebiodapm InTepHemrHn CA» [Debiopharm International SA], IlIBeiitiapist

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Honatok 94
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/IeHU# TIPOTOKO/ KiiHiuHOTO BUIpoOyBaHHs M14-430 3 iHKOpHOpoBaHMUMU AIMiHiCTpaTUBHUMU
3MiHamu 5 Ta 6 i [TonpaBkamu 1, 2, 3, 4, 5 Ta 6 Big 25 xoBTHs 2020 poky; [HbopmMariisi A1s marjieHTa Ta
iHpopMoBaHa 3rofia Ha yJacTb Y HayKOBOMY JIOC/Ii/KeHHi Ta HeoDOB’sS13KOBOMY /I0C/Ii/KeHHi, Bepcist 6.1
st Ykpainu Big 16 6epe3ns 2021 poky, yKpaiHCHKOIO Ta POCIHCbKOIO MoBaMH; 3MiHa aJjpecH 3asiBHUKA
KJ1iHiuHOTO BUTIPOOYBaHHS - «E66Bi biodapmacktoTikan3z 'M6X», [1IBeliiapis:
bYJIO CTAJIO

Hetixodmrpacce 23, 6341 ™. Baap, | Anbte IlTaiinxaysepiutpacce 14, 6330 Xawm,
[IBeiiiiapisi (Neuhofstrasse 23, 6341 Baar, | [lIBeiiiiapisi (Alte Steinhauserstrasse 14, 6330 Cham,
Switzerland) Switzerland)

Howmep Ta fata Haka3sy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 1465 Biz 08.08.2018

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«bararorieHTpoBe, paH/IOMi30BaHe, TOABiMHe ciine, 1UIAle00-KOHTPOIBOBAHE  /IOBTOCTPOKOBE
TPO/IOB)KEHe AOC/i/PKEeHHS TIATPUMYIOUOl Tepariii [yid BUBUEHHS e(heKTHBHOCTI Ta 0e3rneyHocTi
YnagarmtuHioy (ABT-494) y nartientiB 3 xBopoboro KpoHa, siki 3aBepimwig gocstipkeHHs M14-431 un
M14-433», M14-430, iHKopriopoBaHMi noripaBkamu 1, 2, 3, 4 ta 5 Big 29 kBiTHs1 2020 poKy

3asgBHUK, KpaiHa

«E66Bi biodapmackroTikan3 I'm6X», IlIBetitjapis
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CrnioHcop, KpaiHa AbbVie Inc., USA

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




HonmaTok 95
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikaris cyrreBoi
TIOTIPaBKU

Onosnenuii IIporokon kniHiyHoro BunpoOyBaHHsi ARGX-113-1902, Bepcis 4.0 Bix 07 ciuns 2021 p.,
aHITIMCPKOI0 MOBOIO; bBpoillypa AoC/IiHMKA OCTi)KyBaHOTO JiKapchkoro 3acoby ARGX-113
(efgartigimod), Bepcis 9.0 Big 27 nucromaga 2020 p., aHr/IiliCbKOIO MOBOIO; Bportypa pocmiigHvKa
nikapceKoro 3aco0y PekombGinaHnTHa riamyponigasa moauau PH20 (rHuPH20), Bepcis 9.0 Big 08 ciuns
2021 p., anrjiicbkkoro MoBotO; [Hdopmariist Ass maijieHTa Ta opma iHpopmMoBaHOI 3rofu s YKpaiHu,
aHIJIicbKO0 MOBOW, Bepcis 4.0 Bixg 23 motoro 2021 p.; IHdopmarijis ana mnaijieHTa Ta ¢opMma
iHdopMoBaHoi 3roau s YKpaiHH, YKpaiHCbKOI MOBOIO, Bepcisi 4.0 Biz 23 mortoro 2021 p.; Indopmariis
ISl TaljieHTa Ta ¢opMa iHdopMoBaHOI 3rogu Ajs YKpaiHd, poOCiiicbKoro MoBOw, Bepcisa 4.0 Bif
23 mortoro 2021 p.; COVID-19 [Joaarok Bepcis 3.0 Bix 23 motoro 2021p. go IHdbopmariii Asis naijieHta
Ta GopmMu iHbOpMOBaHOI 3roju A YKpaiHW, aHTJIiicCbkoro MoBoO, Bepcisi 4.0 Big 23 motoro 2021p;

COVID-19 [opatok Bepcis 3.0 Big 23 mororo 2021p. go Indopmanii ans maijieHta Ta (opmu
iHdopMoBaHoi 3roau A/ YKpaiHu, YKpaiHCbKOI MOBOMO, Bepcis 4.0 Big 23 motoro 2021p; COVID-19
Hopatok Bepcist 3.0 Big 23 motoro 2021p. ao IHdbopmariii Ay natjieHTa Ta popmu iHhopmMoBaHOI 3roau
Insi YKpaiHW, PpOCiicbkoro MoBoOro, Bepcisi 4.0 Big 23 mortoro 2021p; 3roza Ha TpoBeieHHS
TesieBi3uTy_Iloro/pkeHHs1 3asiBKM Ha TmipoBeZieHHs1 TeneBisuTy_Medable TeleVisit App Consent Bif
26 tpaBHs 2020 p., yKpaiHCbKOO MOBO; CHoBillleHHs narjieHTa npo TeseBi3UT eIeKTPOHHOK) TOIITOR0
Ta 3a joromoroio gopatky Televisit—_TeleVisit Patient App Notifications, Bepcisi 1 Big 11 TpaBHs
2020 p., yKpalHCBKOIO Ta aHTJ/IIMCbKOI0 MOBaMH; 3pa30K 300pakeHHsI Ha €KpaHi eJIeKTPOHHOTO TIPHUCTPOIO
Honatok nns npoBefieHHs1 TeneBi3uTiB aAss maijieHTa_TeleVisit Patient App Screenshots, Bepcis 1 Bif
14 Bepecns 2020p., ykpaiHcbKor0 MOBoM; Televisit: mocibnuk asst marjienta_Televisit Patient Guide, Biz
08 TpaBHa 2020 p., yKpaiHCbKOK MOBOIO; 3roJila Ha MpoBeleHHS TesieBi3uTy_lloro/pkeHHs 3asiBKM Ha
nipoBefieHHs1 TeneBisuty_Medable TeleVisit App Consent— Big 26 TpaBHs 2020 p., poCiliCbKOI0 MOBOIO;
CrioBilljeHHs TaljieHTa e/IeKTPOHHO0 ToIITor npo TeneBisuT Ta crioiujeHHs AozatkiB_Televisit Patient
App Notifications, Bepcis 1.0 iz 11 TpaBHs 2020 p., pociliicbKOI0 Ta aHT/TiMChKOI0 MOBaMH; 3pa30K




2 MPOJOBXKEeHHA JojaTka 95

300pa’keHHs] Ha eKpaHi eJIeKTPOHHOTO MPHUCTPoro_JlofaToK /s TpoBeieHHsT TeneBi3uUTiB [/ MaljieHTa

_Televisit Patient App Screenshots, Bepcis 1 Big 12 moTtoro 2021 p., pOCIMCHKOIO MOBOIO;
[MocibHuk Ay maiieHTa 1mogo pobotu 3 TeleVisit_Televisit Patient Guide, Bixm 08 TpaHs 2020 p.,
POCiliCbKOI0 MOBOIO; PekomeH/aLlii Ji/1s MaljieHTiB 111040 TPaHCIOPTYBaHHS [J0C/i)KYyBaHOT0O Mpernapary,
fioro 30epiraHHs B JOMaIllHiX yMOBaX i MOHITOPUHTY TemriepaTypH, Bepcisi 3.0 Big 08 rpyans 2020p.,
YKpaiHCBbKOI MOBOIO; PekomeH/jaLlii A5 MarjieHTiB 111010 TPaHCIIOPTYBaHHSA J0C/Ii[)KyBaHOro Iperapary,
fioro 30epiraHHs B JOMaIllHiX yMOBaX i MOHITOPUHTY TemriepaTypH, Bepcisi 3.0 Bixg 08 rpyans 2020p.,
POCiliCbKOI0O MOBOM; [HCTpPyKLjisi i3 caMOCTiiHOTO BBe/leHHsl Mperapary [Jjs Tal[i€eHTiB y paMKax
JocnigkeHHss ARGX-113-1902, sepcia 3.0 Big 23 ymotoro 2021 p., yKpaiHCbKOO MOBORO; [HCTpyKLjis i3
CaMOCTIMHOTO BBeJieHHs Mperapary /s MaliieHTiB y paMKax gochifgkeHHss ARGX-113-1902, Bepcis 3.0
Bifg 23 motoro 2021 p., pociiicbkkor0 MOBOIO; IHCTpPyKIIisi i3 CaMOCTIMHOrO BBeZieHHsSI MperapaTy Ajsi
nauieHTiB y pamkax gociigpkeHHs: ARGX-113-1902 — 180 mr/mn, Bepcis 4.0 Big 23 mororo 2021 p.,
YKpalHCbKOIO MOBOMO; IHCTpyKLisi i3 €aMOCTIMHOTO BBeJleHHSl IperapaTy JJis Malli€HTiB y paMKax
nocmimkenHs ARGX-113-1902 — 180 mr/mn, Bepcis 4.0 Big 23 mororo 2021 p., pociiicbKo MOBOIO;
JKypHan peectpaliii BBe/IeHHs [IOC/Ii/PKyBaHOTO JIiKapChbKOro 3acoly s marjieHTiB, Bepcis 3.0 Bix
07 ciuns 2021 p., ykpaiHCbKOO MOBOR; JKypHan peecTpauii BBeJeHHs JOC/iJpKYyBaHOTO JIiKapChKOrO
3aco0y s marjieHTiB, Bepcis 3.0 Big 07 ciuns 2021 p., pociliCbKOIO MOBOIO; 3alydyeHHs [J0JJaTKOBOTO
JocmimKyBaHoro Jylikapcbkoro 3aco6y ARGX-113/rHuPH?20, po3unH jj1s migmikipHUX iH’ekiii, 1 dgiakoH
i3 6 mn ARGX-113/rHuPH20, 180 mr/mn (Bupobuuku: Patheon Italia S.p.A, Italy; Lonza Drug Product
Services AG, Switzerland; Eurofins Lancaster Laboratories Inc., USA; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services GmbH, Germany); /locbe AOCTiKyBaHOTO JIiKapCbKOTO 3acoly
ARGX-113 with rHuPH20, posuuH a1 miAmikipHux iH’ekijiii, Bepcigs 3.1 Big 22 ciuns 2021p.,
aHTJIificbKOI MOBOIO;locke AociiKyBaHoro Jjikapcbkoro 3acoby ARGX-113 with rHuPH20 po3uun fist
MmigmKipHux iH’ekui, po3zain Appendices rHuPH20, Bepcis 3.1 Big 22 ciunsi 2021p., aHrailCbKOO
MOBOI0; JI0oCh€e ZOCTIHKYBaHOTO iKapchbKoro 3acoby ARGX-113, po3uuH Ay i’ ekuiii 180 mMr/mi, po3ain
Non-Clinical/Clinical, Bepcis 4.0 Big 05 ciunsi 2021p., aHIJiliCbKOIO MOBO; 3pa30K MapKyBaHHS /ISt
(bnakoHy J0C/iIKyBaHOTO JIiKapchKoro 3acoby ARGX-113/rHuPH?20, po3uuH ajia miAmKipHux iH’ eKiiii,
180 mr/mn, 3a mporokonom ARGX-113-1902, Big 21 rpyans 2020 p., yKpaiHCBKOK MOBORO; 3pa3ok
MapKyBaHHSI /I/is1 KOPOOKM JI0C/iKyBaHOro Jiikapckkoro 3acoby ARGX-113/rHuPH20, po3uuH ans
nigmkipaux in’ekuii, 180 mr/mn, 3a npotokosiom ARGX-113-1902, Big 21 rpygus 2020 p.

Homep Ta gata Hakazy Ne 1360 Big 10.06.2020
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS




3 MPOJOBXKEeHHA JojaTka 95

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure nipomoBxeHHs1 mociimpkeHHs ARGX-113-1802 a1 BUBUEHHS JOBTOCTPOKOBOI 6e3MeuHOCTi,
repeHoCcuMOCTi Ta edeKTUBHOCTI npenapaty Edraprtirimos PH20 a5 nmigikipHOro BBe/jeHHS y MaLli€HTiB
i3 XpPOHIUHOIO 3anajbHOI JleMi€efliHi3yrouor nosiHerpomnariero (X3IT)», ARGX-113-1902, Bepcis 3.0
Biz 26 TpaBHs 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OOMexxeHoro BigmosizanbHicTio «KoHTpakTHO-[ocmigauibka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

argenx BVBA, Belgium/ apmyxenkc BBBA, benbris

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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




HonaTtok 96

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onognenuti [Ipotokos, ocratrouHa Bepcis 6.0 Big 19 mrororo 2021 p., aHraiMicbKoro MoBoro; [TompaBka /10
[Ipotokony HoMep 12, ocraTtouHa Bepcis 1.0 Big 08 mororo 2021 p. go IIporokosny, ocratouHa Bepcis 5.0
Biza 11 mucronaza 2019 p., aHT/IIMCHKOK MOBOIO.

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 88 Big 11.02.2016

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PaHgjoMi30BaHe, Mi>kHapoJHe, 3 aKTHBHMM KOHTpoOJeM, (BiakpuTe), (TOABiiiHe ciiire) AOCTiIKeHHS 3
mizdopy /03U B MapasesbHUX TPyIax, 3 OLiHKK e()eKTUBHOCTI Ta Oe3MeuHOCTi 3aCTOCYBaHHS MperapaTy
NNCO0195-0092 oauH pa3 Ha TWXKJEHb Yy MOPIBHSAHHI 3 IL[OJE€HHWM 3aCTOCYBaHHAM IperiapaTy IOPMOHY
pocty (Hopaitponin® ®ekclIpo) y aiTeii npeny6epraTHOro Biky 3 AediliTOM TOPMOHY POCTY, Y SIKUX
paHilile He IPOBOAW/IACA Teparlis rperaparamu ropMoHy pocty», NN8640-4172, octatouHa Bepcid 5.0 Bif
11 mucronazma 2019 p.

3asBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 97

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

Omnosnenutii [Tpotokon, ¢inansHa Bepcis 7.0 Bif 22 motoro 2021 p., aHTAiMCbKOIO MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1016 Biz 06.05.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«TocnimkeHHs: eeKTUBHOCTI Ta Ge3rmeku 3acTocyBaHHs mpernapaTy ComananyTad (Somapacitan) ofuH
pa3 Ha TWX/eHb Yy TOPiBHSIHHI 3 II0ZeHHUM 3acTocyBaHHsM TiperapaTy HopzitponiH® (Norditropin®) y
Ziteu 3 gedinurom ropMmoHy pocty», NN8640-4263, ¢inanbha Bepcis 3.0 Big 01 munasa 2019 p.

3asgBHUK, KpaiHa

TOB «Hoo Hopzick YkpaiHa»

CrioHcop, KpaiHa

Novo Nordisk A/S (Denmark)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJA




HonaTok 98
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHMX BUTIPOOYBaHb
JKapChbKUX 3ac00iB Ta BHECEHHS 3MiHM [0
nopatka Ne 3 o0 Haka3sy MiHicTepcTBa
OXOPOHM 3/I0pOB’Sl YKpaiHu Biz, 12 TpaBHs
2021 poky Ne 907»

24.05.2021 Ne 1012

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnHoBieHu# MPOTOKOJ KiiHiuHOTo BUunpobyBanHsi ASR-TBE, Bepcis 3.0 Big 05.03.2021

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Biz 16.09.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute paH[OMi30BaHe [OC/TIPKEHHS 3 OI[iHKM 0ioeKBiBa/IeHTHOCTI dikcoBaHOI KOMOiHaLlii
«PO330Py», kancymu tBepai mo 75 mr/20 mr (TOB HB® «MIKPOXIM», YKpaiHa) B MOpiBHSIHHI 3
0JJHOUaCHUM TipuiiomMoM MoHorperiapatiB « KPECTOP», TabseTku, BKPUTI TUTIBKOBOIO 000I0HKOIO, 110 20
mr (Actpa3eneka FOK Jlimiten, Bemvka Bpuranis) Ta «TROMBYL», Tabnetku no 75 mr (Pfizer AB,
[IIBerris) 3a yuacTio 310poBHX 1006poBosbLiB», ASR-TBE, Bepcis 2.0 Big 11.08.2020

3asBHUK, KpaiHa

TOB HB® «MIKPOXIM», YkpaiHa

CnoHcop, KpaiHa

TOB HB® «MIKPOXIM», YKpaiHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




