Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37J0POB’S
VYkpainu «[Ipo nmpoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aC0O0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHs 3MiHU 110 fojarka Ne 13 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 29 ceprast 2023 poky

No 1542

4.10.2023 Ne 1732

Ha3ga xiiniuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonieHTpoBe BigKpHUTE KIIiHIYHE AOCHIHKEHHS 3b (ha3u TpUBaiIoro nmpoaoBKEeHHS JTIKyBaHHS
Jlaparymymabomy, koa gocaimpkeras 54767414MMY 3030, 3 monpaskoro 1 Big 22.09.2022 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTHUKA HBy, benbris

CnoHcop, kpaiHa

«Auccen @apmanesruka HBy», benbris

[lepemix TOCTiKYBaHUX JTIKAPCHKUX
3ac00iB JiKapchka Gpopma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

Haparymyma6, Jlap3anekc (JNJ-54767414, daratumumab, DARA,; INJ-54767414, daratumumab);
KOHIIeHTpaT 11 po3unHeHHHs; 400 mr/20mi; 20mr/mit; Biogen Inc., CIIA; Samsung BioLogics
Co, LTD, Pecnyonika Kopes; Janssen Biotech, Inc., CIIIA; Charles River Laboratories, Inc.,
CIIIA; BioReliance Corporation, CIIIA; Cilag AG, IlIseitnapis; Baxter Pharmaceutical Solutions
LLC, CIIA; Fisher Clinical Services GmbH, Iseitnapis; Fisher Clinical Services, CILIA; Vetter
Pharma-Fertigung GmbH & Co. KG, Himeuunna; Janssen Sciences Ireland Unlimited Company,
Ipnannis; Janssen Biologics B.V., Hinepnanau; Janssen Pharmaceutica NV, Benbris;
Japarymyma0, dap3anekc (JNJ-54767414, daratumumab, DARA; JNJ-54767414, daratumumab);
pozunH; 1800 mr/15 min; 120 mr/mi; Fisher Clinical Services GmbH, Hlseiinapis; Fisher Clinical
Services UK Limited, Benuka bpuranis; Fisher Clinical Services, CILA; Cilag AG, LlIseiiuapis;
Biogen Inc., CIIIA; FUJIFILM Diosynth Biotechnologies Denmark ApS, Jlanis; Janssen Sciences
Ireland Unlimited Company, Ipnanmis; Janssen Biologics B.V., Hinepnanau; Janssen
Pharmaceutica NV, Benbris;

BignoBiganbHUi (1) JOCTITHUK (1)
Ta Miciie (51) IpOBEIeHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.m.H. Macnsk 3.B.

JepxaBHa ycTaHoBa «IHCTUTYT maTojorii KpoBi Ta TpaHcdysiiiHoi MemuiuHu HarioHanbHOT
akazeMii MeIMYHUX HayK YKpaiHwy», BIAIIJICHHS reMaTosorii, M. JIbBiB

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

KomyHnasipHe HekoMepuiiiHe mianpueMcTBo «O0IacHUM IIEHTP OHKOJIOTIi», reMaToJIOTivHe




2 MPOJOBXKEHHS JA0/aTKa |

BiJUTUICHHS, M. XapKiB

3) nikap Horaesa JI.1.

Komynanene Hekomepuiiine mianpueMctBo «KUIiHIYHHE IIEHTp OHKOJOTii, TIeMaToJIorii,
TPaHCIUIAHTOJIOTII Ta MaJiaTUBHOI JoroMoru Yepkacbkoi 001acHoi paauy, O0macHU JIiKyBaJIbHO-
JIarHOCTHUYHUN TeMaTOJIOTIYHUH IEeHTp, M. Uepkacu

4) nikap Omiiinuk [".A.

KomynaneHe HekomepiliiiHe mianpueMcTBO «BiHHHMIIbKa oOlacHa KIIHIYHA  JIKapHS
im. MLL. [Tuporosa Binanmpkoi o61acHoi Pagny, KiiHiuHE BUCOKOCTICIIAi30BaHE TEMATOIOTIdHE
BiaaiIeHHs, M. BiHHMIIA

5) mikap Ycenko I'.B.

Komynansne HekomepuiiiHe mianpueMcTBo «Micbka kiiHigyHa jikapHs Nedy JIHIIPOBCHKOI
MICBKOI paJii, TeMaTOoJIOTIvHe BiIUICHHS, M. JIHIPO

[TpemapaTu MOpiBHSHHS, BHPOOHUK
Ta KpaiHa

CymyTHi MaTepianu/mpenaparu
CYIyTHBOI Teparlii/fopuindHa abo
¢d13udHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY Ha/1aB CIIOHCOpP YU
3assBHHUK Ha BBE3CHHS
JOCIIJKYBAaHUX JTIKAPChKUX 3ac001B
Ta CYNyTHIX MaTepiajiB

Havanbuuk @apManeBTUYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHs 3MiHU 110 fojarka Ne 13 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 29 ceprast 2023 poky

No 1542

4.10.2023 Ne 1732

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[TopiBHsUTBHA OIlIHKA €PEKTUBHOCTI Ta MepeHocuMOocCTi npemnapaty [likocynbdar-KB, kancymm
M’siki o 7,5 mr, BupoOHHMITBa AT «KUIBCbKNI BITAMIHHUN 3ABO/M», Ykpaina Ta
npenapary Dulcolax® Pico Liquid, po3umH 11 TepopalibHOTO 3aCTOCYBaHHSA S5 MrI/S M,
BupoOHunTBa «IHcrityro [le Anreni C.p.a», [Tanis y namieHTiB 3 QyHKIIOHATHHIM 3a[I0POM», KOJT
nociimkenns KVZ PCF, sepcis 2.0 Big 09.06.2023 p.

3asiBHUK, KpaiHa

AT «KWIBCBKWH BITAMIHHMIA 3ABO/1», Vkpaina

CnoHcop, kpaiHa

AT «KUIBCBbKHI BITAMIHHMIA 3ABO/», Vkpaina

[Tepenik 1oCiAKyBaHUX JIKAPCHKUX
3aco0iB Jikapcbka Gopma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

Hikocynsdar-KB (Harpiro mikocymnsdar); kancymn M’ski o 7,5 mr; 7,5 mr; AT «KUTBCHKUM
BITAMIHHNU 3ABO/]», Ykpaina

Binnosigansauii (1) 1oCcaigHUK (1)
Ta MicIie (s1) IpOBEACHHS
BUIIPOOYBaHHS B YKpaiH1

k.M.H. Camoiinosa C.O.

KuiBcbka KiTiHIYHA JIIKapHS Ha 3aji3HUYHOMY TpaHcnopTi Ne2 ¢imii «LleHTp oXopoHH 310pOB’ si»
aKI[IOHEPHOTO TOBApUCTBA «YKpaiHChbKA 3ai3HUIT», TEPANeBTUYHE BIIIJICHHS TMOJIKIIIHIKH,
M. KuiB

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa

Dulcolax® Pico Liquid (Hatpito mikocysbdar); opaibHuii po3daus 5 mr/5 mit; 7,5 mr; Icrityro ne
Amxeni C.p.u., Itamis




2 MPOJOBXKEHHS 10/1aTKa 2

CymyTHi MaTepianu/mpenaparu —
CYMyTHBOI Tepamnii/ropuaudHa abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJlaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JTIKAPCHKUX 3aC001B
Ta CyMyTHIX MarepiaiiB

Havanbuuk ®dapManeBTHYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 cepmust 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Hoga Bepcis bpomypu nocnigauka (IB) mis Jlonanercomarporniny, Bepcis 10.0, Bin 06 rpyans
2022 p., aHTTIiHCHKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 928 Bin 15.05.2018

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«enliGHten: BbararouentpoBe, ¢aza 3, moBrorpuBaje, BIAKPUTE JOCTIDKEHHS OO BHUBYCHHS
6e3neku Ta eextuBHOCTI pemnapaty ['PJI TransCon, skuii BBOIUTHCS OJIMH pa3 Ha THXKIEHB AITSIM
3 pedinurom TopMoHY pocty ([AI'P), mo 3aBepmuiam ydacTh y MONEPEAHHOMY KITHIYHOMY
nocmimkenti I'PJI TransCony», TransCon_hGH_CT-301EXT, Bepcist 2.0 (rio06anpHa momnpaska 1)
Bia 29 ciuns 2020 poky

3asiBHUK, KpaiHa

Axknensciops JITa., Yropimna

Cnoncop, kpaiHa

Acuenaic ®apma Enpokpinonomku JliBixka A/C (Ascendis Pharma Endocrinology Division A/S),
Janis

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 cepras 2023 poky Ne 1542
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

OHoBileHUH  MPOTOKON  KIiHIYHOrOo  BunpoOyBanHs  MI16-000 3  iHKOPHOPOBAaHUMH
aJIMiHICTpaTUBHUMU 3MiHamu 1, 2, 4, 6 Ta monpaskamu 1, 2, 3,4, 5,6, 7, 8,9 ta 10 Big 16 rpynus
2022 poky; IlpomoBikeHHST TepMiHY MPOBENEHHS KJIIHIYHOrO BHUIPOOYyBaHHS B VYKpaiHi [0
31 6epesnst 2026 poky; [Hpopmaris s manieHTa Ta iHGOpMOBaHa 3ro/ia HA y4acTh Y HAYKOBOMY
JOCTIIKEHH1 Ta HE00O0B SI3KOBOMY J0CIiKeHH], Bepcis 9.0 nns Ykpainu Big 24 motoro 2023 poky,
YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH; [HCTpyKIii 3 BBEACHHs picaHKizymMaly y ¢hopmi po3uuHy B
NoTNepeIHbO HamoBHeHUX mmmpunax (IHCTpykuii 3 3acTocyBaHHS — mpenapaT A HiALIKIPHOTO
BBeJIeHH:), Bepcis 2.0 Bix 12 ciuns 2023 poky, ykpaiHCbKOIO Ta pociiicbkoro MoBamH; [lloneHHNK
BBEJICHHS JOCIII/PKYBaHOT'O Mpernapary Ta poBEJEHHs TECTY Ha BariTHICTh BJOMA, (hiHaiIbHa Bepcis
4 Bin 09 mororo 2023 poky, yKpaiHCBhKOIO Ta pociiicbkoro MoBaMu; OHOBIIEHUHN pO3aUT «SKICTbY
Jlocke nocHiKyBaHOro Jikapchkoro 3aco0y Picankizymad (ABBV-066), Bepcis 2.0 H Big
16 motoro 2023 poky; BxiroueHHS HOJATKOBOTO JIOCHIPKYBAHOTO JIIKAPCHKOTO 3aco0y:
Picankizyma6 (ABBV-066), 600 mr/10 mi (60 Mr/mi), KOHLEHTpAT AJIs IPUTOTYBAHHS PO3UMHY JUIS
1H(y31H, y ¢uakoHax (BupoOHuku: Patheon Italia S.P.A, Itanmis; SGS Institut Fresenius GmbH,
Himeuunna,; AbbVie Deutschland GmbH & Co. KG, Himewunna; AbbVie Inc., CIIA;
A&M STABTEST GmbH, Himeuunna; SGS Analytics Switzerland AG, IlIseiinapis; Charles River
Laboratories Germany GmbH, Himeuunna; AbbVie Biotechnology, Ltd., [lyepro-Piko, CILIA);
3pa3ok MapKyBaHHS JIOCITIDKYBaHOTO JIiIKapchkoro 3aco0y Picankizymab (ABBV-066)
600 mr/10 mi (60 Mr/mi), KOHLIIEHTpPAT ISl IPUTOTYBAaHHS PO3YMHY IS 1HPY31H y diaakoHi, Bepcis
B 21 rpyans 2022 poky (BHYTpIlIHE MaKyBaHHA) (YKpaiHCHKOIO MOBOIO); 3pa3oK MapKyBaHHS
JOCITIDKYBAHOTO JIIKapchbkoro 3acody Picankizymad (ABBV-066) 600 mr/10 mm (60 wmr/mm),
KOHIIGHTPAT JUIsl IPUTOTYBAaHHS PO3YMHY A 1H(Y31H y diakoHi, Bepeis Bix 16 rpynus 2022 poky
(30BHIIIHE TaKyBaHH:) (YKPaiHCHKOIO MOBOIO)




2 MPOJOBXKEHHS 10/aTKa 4

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 341 Bin 26.02.2018

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«bararonienTpoBe, paHIOMI30BaHe, IOJBiifHE cilille, IIAIe00-KOHTPOJIbOBAHE S2-THKHEBE
JOCIIJKEHHST MIATPUMYIOUYOi Ta BiIKPUTOI MPOAOBKEHOI Tepamii A OIIHKK e(pEeKTUBHOCTI Ta
0e3reyHoCTl picaHkizyMaly y marieHTiB 3 xBopoOoro Kpona», M16-000, 3 iHKOpIIOpOBaHUMHU
aJIMiHICTpaTUBHUMU 3MiHamu 1, 2, 4 ta nomnpaBkamu 1, 2, 3, 4, 5, 6, 7, 8 Ta 9 Bim 26 KBiTHA
2021 poky

3asiBHUK, KpaiHa

«E60Bi biodapmacerorikam3 'm6X», [lBeiinapis

CnoHcop, kpaiHa

AbbVie Inc., USA

Havanbank @apManeBTHYHOIO YIIPaBJIiHHS Tapac JIICKOBCbKHI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)




JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 cepras 2023 poky Ne 1542
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

OnosiieHu# MpOTOKOI KIiHIYHOTrO BunpoOyBaHHs M16-011, Bepcis 6.0 Big 13 6epesns 2023 poky;
[IpomoBkeHHs TEpMiHY IPOBEICHHS KIIiHIYHOTO BUNpoOyBaHHs B YKpaiHi 10 31 rpyans 2026 poky;
[ndopmaris mis namienta Ta iHGOpMOBaHA 3roja Ha y4acThb y HAyKOBOMY JOCHI/KEHHI Ta
He000B’ I3KOBOMY JOCHiKeHH1, Bepeis 6.0 st Ykpainu Big 01 tpaBus 2023 poky, yKpaiHCEKOO Ta
pociiicbkoro MoBamHu; [H(popMaIiiiHU THUCT MallieHTa CTOCOBHO il B yMOBaX MaHIeMIYHOI CUTYyaIlil
(takoi sk COVID-19) abo Oynap-KOro HaJ3BUYallHOTO CTaHy, SKUIl BIUIMBAa€ Ha y4yacTb Yy
nocmikeHHl [IHdopmaifHuil TUCT 171 y4acHUKA KJIIHIYHOrO BUIIpOoOyBaHHs|, Bepcis 2.0 s
Vkpainu Bix 7 kBiTHA 2023 poKy, YKpaiHChKOIO Ta pociiickkoro MoBaMH; [lonatok g0 [npopmoBanoi
3roy JUld TPOJIOBKEHHs JIKYBaHHS ydacHHMKIB BuUNpoOyBaHHS (IIpomomkeHHS po3mupeHoi
YacTUHU JiKyBaHHs), Bepcia 1.0 mns Ykpainu Big 27 Oepesns 2023 poky, yKpaiHCBKOIO Ta
pociiicekoro MoBaMu; OHOBIIEHHH po3aln «SkicTe» Jloche MOCHIKYBAHOTO JIIKAPCHKOTO 3ac00y
Picankizymab (ABBV-066), Bepcist 5.0 E Bix 13 xBitHs 2023 poky; BxirodeHHs 101aTKOBOTO
JIOCIIIJKYBAHOTO JIiKapchkoro 3aco0y: Picankizymad (ABBV-066) 150 mr/1,0 ma (150 mr/mmn),
MOTNEePEeIHHO HATTOBHEHUH IIIPHIL 13 pO3UMHOM s 1H €Kil (BupoOHuKkH: AbbVie Biotechnology,
Ltd., ITyepro-Piko, CIIIA; AbbVie Deutschland GmbH & Co. KG, Himeuunna; AbbVie Inc., CIIA;
AbbVie Bioresearch Center Inc., CILIA; A&M STABTEST GmbH, Himeuunna; Charles River
Laboratories Germany GmbH, Himeuuuna; SGS Institut Fresenius GmbH, Himeuunna; Labor LS
SE & Co. KG, Himeuyunna); 3pa3ok MapKyBaHHS JOCJTIDKYBAaHOTO JIIKaPCBKOTO 3aco0y
Picankizymab (ABBV-066) 150 mr/1,0 mn (150 mr/mut), momepeiHbO HAMOBHEHWE MINPHIL i3
po3urHOM IS iH’ €Ki, Bepcisd Bix 13 mortoro 2023 poky (BHYTpIlIHE MaKyBaHHS), YKPaiHCHKOIO
MOBOIO; 3pa30K MapKyBaHHS JIOCIIKYBAaHOTO JiKapchbkoro 3aco0y Picankizymad (ABBV-066)
150 mr/1,0 mu (150 mr/mit), monepeiHbO HATIOBHEHUH IIMPHUII 13 PO3ZYHMHOM JUIS 1H’ €KIIil, BEpCis Bl
17 mororo 2023 poky (30BHIIIHE TAKYBaHHs), YKPATHCHKOK MOBOIO




2 MPOJOBXKEHHS 10/1aTKa 5

Howmep Ta nara nakazy MO3 npo Ne 1896 Bix 27.08.2019

MIPOBECHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Ha3pa kiiniunoro BunpoOyBanns, | «PanpomizoBane nojaiiiHe ciine gociimpkerns 11 dhas3u, nis nopiBHsHHS npenapaTy Picankizymab

KOJI, BepcCis Ta JaTta 3 muanebo y maIiedTiB 3 akTUBHUM TmcopiatuaHuM aptputoMm (IIcA), ski maroTh B aHamHe3l
HeaJleKBaTHY BIJIMOBiIb TPUHANMHI Ha OAWMH XBOPOOOMOIU(DIKYHOUHUH MPOTUPEBMATHUHUI
npenapar (XMIIPII) a6o ioro nmenepenocumicts (KEEPSAKE 1)», M16-011, Bepcis 5.0 Big
01 nmucromana 2021 poky

3asiBHUK, KpaiHa «E60Bi biodapmacerorikam3 'm6Xy, lIBeiinapis

CnoHcop, kpaiHa AbbVie Inc., USA/ E66Bi Iuk., CIITA

Havanbank @apManeBTHYHOIO YIIPaBJIiHHS Tapac JIICKOBCbKHI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)




JlomaTok 6

110 HaKazy MiHicTepcTBa OXOPOHH 370POB’ S
VYkpainu «I[Ipo mpoBeaeHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 29 ceprnst 2023 poky Ne 1542
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpaBKU

OHOBIIEH] PO3JUIH JOChE TOCIIIKYBAHOTO JIIKApChKOro 3aco0y Llukimocummikar UpKOHI0 HATPIIO,
MOPOIIOK JUTSt TepopaibHOi cycnensii: Introduction; P.3 Manufacturer of drug product; P.5.Control
of Drug product; P.8 Stability for Drug Product (Dossier Doc ID-005117360), Bepcis 1.0 Big
11 TpaBust 2023 p.; 30iMbIICHHS TEPMiHY MPHIATHOCTI JOCIIIKYBaHOTO JIIKAPCHKOTO 3aco0y
[uknocunikat MUPKOHII0 HATpitO 2.5 r/rpaM(a), HOPOLIOK IS IEPOpalibHOT CyCcHeHsii y caile Bij
36 mo 48 wmicsmiB; 30UTBIIEHHS TEPMIHY MPHAATHOCTI JIOCIIHPKYBAHOTO JIIKAPCHKOTO 3acoly
Huknocunikat nupkoHito HaTpiro 0.25 r/rpam(a), MOPOLIOK [Tl TEPOPalIbHOI CYyCIeH3il B Karcynax,
10 pO3KpHUBarOThCH BiA 36 10 48 MicauiB; 30UIbLIEHHS TEPMiHY MPHUAATHOCTI JOCIIIKYBAaHOTO
Jikapcebkoro 3aco0y Llukinocuiikar nupkoHito Hatpito 0.125 r/rpam(a), mopomok Ajs mepopaabHoi
CycCIeH3ii B Karcynax, 1o po3KpuBaroThes Bia 24 1o 36 micsiis; bporrypa nociaigHuka 3 mpemnapary
LUKJIOCHIIIKAT LMPKOHII0 HaTpito, BuAaHHA 12 Bix 04 TpaBHs 2023 poKy aHITIHCEKOI0 MOBOIO; 3MiHa
HallMEHYBaHHsI 3asiBHUKA B YKpaiHi:

BYJIO CTAJIO
TOB «JIABKOPII KJITHIKAJI | TOB «DOPTPIA JEBEJIOIIMEHT
JEBEJIOIIMEHT YKPATHA» YKPATHA»

3MiHa Ha3BU BHPOOHWYOI MUISHKM Ui JOCHIDKYBAaHOTO JiKapchbkoro 3acoOy Llumkimocummikar
LUPKOHIIO HaTpio 2.5 r/rpam(a), MOpOILIOK Ui MepopaibHOi cycneHsii y camte, L{ukiocumikar
LIUPKOHII0 HAaTPito S5 r/rpam(a), MOpOIIOK JiIsl MepOpaIbHOI CYCeHsii y cale:

BVYJIO CTAJIO
Sharp Corporation, CIIIA Sharp Packaging Services LLC, CIIIA




2 MPOJOBKEHHS 10/1aTKa 6

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1804 Big 15.08.2019

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcisi Ta aara

«Bigkpure mOCHiDKEHHS I OIHKM Oe3meyHocti Ta edekruBHocTi I[IMH y miteit 3
rinepkaniemieoy, D9481C00001, Bepcist 7.0 Bix 10 ciuns 2023 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJOIIMEHT YKPAIHA»

CnoHncop, kpaiHa

Actpa3eneka Ab, [lIBeris

Havanbuuk dapManeBTUYHOI0 YHPABIiHHS Tapac JSICKOBCbKHUI

(miarmic) (Bnacue im’st [IPI3BULLE)




Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 cepmust 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

[ndopmantiss s ydacHuKa gociipkeHHs Ta PopMa 3roJu Ha BUKOPHCTaHHS 3pa3KiB KPOBi IS
MaiOyTHIX focmikens, ¢pinanpHa Bepeis 6.0-UA(UK) Big 26-JIunus-2023, ykpaiHCHKOIO MOBOIO;
[ndopmaniss s ydacHuKa gociipkeHHs Ta PopMma 3roJu Ha BUKOPHCTaHHS 3pa3KiB KPOBi I
MaiiOyTHIX nociimkens, ¢pinanpHa Bepeis 6.0-UA(RU) Big 26-JIunaa-2023, pociiichKol0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2487 Bin 17.12.2019

Ha3sBa kuiiHiuHOTO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«EdextuBHicT, Ta Oe€3meka mnpoduIakTUYHOrOo 3actocyBaHHS KoHnu3ymaly y TMali€eHTiB 3
remodinietro A uyu b, yckiagnenoro inriditopamm», NN7415-4311, ¢inansHa Bepcis 9.0 Big
27 bepesns 2023

3asiBHUK, KpaiHa

TOB «Hoso Hoprick Ykpaina»

CnoHcop, kpaiHa

Novo Nordisk A/S (Jlanis)

Havanbank ®@apManeBTHYHOIO YNPABJIIHHSA Tapac JIAICKOBCbKHI

(migrmc) (Bnacue im’st [IPI3BUILE)




Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Bbpomrypa gochigHMka JOCHiIXKYBaHOTrO Jikapcbkoro 3aco0y JNJ-17000139 (I'emuitaGin
(Gemcitabine) 225 mr, cuctema iHTpaBe3ukanbHOi qoctaBku (TAR-200)), Bepcis 7.0 Bing 14 kBiTHS
2023 poky aHrniiceKko0 MOBOO; [H(hopManiiiHuii TUCcTOK narieHTa Ta popMa iHHOPMOBAHOT 3TOAH
s Ykpainu, Bepceist 4.0 Bix 03 tpaBus 2023 poKy yKpaiHCHKOIO Ta POCiiicbkor0 MoBaMu; OHOBIICHE
Hocke pocnimxyBaHoro Jjikapcbkoro 3acody JNJ-17000139 (I'emuitabin (Gemcitabine) 225 wr,
cucrema iHTpaBe3ukanbHoi noctaBku (TAR-200)), Bepcist 12.0 Big kBiTHS 2023 poKy aHTIIHCHKOIO
MOBOIO; 3aJy4eHHs J10/aTKOBOI BUPOOHMYOI AUISHKU JUIS JOCHIJKYBAHOI'O JIIKAPCHKOTO 3ac00y
JNJ-17000139 (I'emmitabin  (Gemcitabine) 225 wMr, cucrema IHTPAaBE3UKAJIBbHOI JOCTAaBKU
(TAR-200)): Eurofins Biolab Srl, Itamis; 3amy4eHHst 101aTKOBOTO JOCTIPKYBaHOTO JTIKAPCHKOTO
3aco0y Ilerpenimad (Cetrelimab) (JNJ-63723283; [lerpenimad), 360 mr (30 mMr/mi), po3uuH ajis
indy3iii; BupoOHuku: Janssen Pharmaceutica, Bembrisi; Baxter Pharmaceutical Solutions, LLC,
CIIA; Pace Analytical Life Sciences, LLC, CIIA; Janssen Sciences Ireland Unlimited Company,
Ipnangis; PPD Development Ireland Ltd., Ipnannis; Eurofins Biopharma Product Testing Ireland
Limited, Ipnanmis; Fisher Clinical Services, CIIIA; Fisher Clinical Services GmbH, IlIseiinapis;
Fisher Clinical Services UK Limited, BenukoO6putanis; Catalent CTS, LLC, CIIIA; Catalent Pharma
Solutions, LLC, CIIA; Catalent Germany Schorndorf GmbH, Himewunna; Jlocke H0CTiIKYyBaHOTO
nikapcbkoro 3aco0y JNJ-63723283 (Llerpenimab (Cetrelimab)) (360 mr (30 Mr/mi), po3uuH aiis
iHQy3ii), Bepcia 5 Bix kBiTHI 2023 poKy, aHMIIHCBKOIO MOBOIO; 3pa3oK MapKyBaHHs
JIOCITIKYBAHOTO JIiKapchbkoro 3aco0y JNJ-63723283 (Llerpenimab (Cetrelimab)) 360 mr (30 mr/mur),
po3uuH 1uia iHQY3iH, Bepcis 1 Big 03 TpaBHs 2023 poky aHITiHCHKOIO MOBOIO Ta Bepcis 1 Bifn
04 TpaBHs 2023 poky yKpaiHCBKOIO MOBOIO




2 MIPOJIOBXKEHHS J01aTKa 8

Howmep Ta nara nakazy MO3 npo Ne 516 Bing 22.03.2021

MIPOBECHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Ha3pa kiiniuHorO BUnpoOyBaHHs, | «baratoneHTpoBe paHaoMi3oBaHe AOCHIKeHHs (a3u 3 s OIiHKH e(EKTUBHOCTI IMperapaTry

KOJI, Bepcis Ta gara TAR-200 B xomb0inamii 3 merpeniMaboM y MOPIBHAHHI 13 CYIYTHBOIO XiMiOpaaioTepami€io B
YYaCHHKIB 13 M’SI30BO-IHBa3MBHOIO YpPOTEIMAIBHOI KapIMHOMOK CEYOBOTO MiXypa, SKUM HE
MPOBOJIMIIA paAMKalbHy muctektoMmito», 17000139BLC3001, 3 monpaBkoto 3 Bix 17 amcromana
2022 poky

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIAAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVIIMENTC YKPAIHA» (TOB «®PA YKPATHA»)

Crnoncop, kpaina Janssen Pharmaceutica NV («Succen ®apmarniesruka HBy), benbris

Havanbuuk ®dapManeBTUYHOI0 YHPABIiHHS Tapac JSICKOBCbKHUI

(miarmc) (Bnacue im’st [IPI3BULLE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

OHOBJIEHUH NPOTOKOJ KIIHIYHOTO BUIIPOOYBaHHs SL-372A nmociifkyBaHOTO JIKapChKOTo 3ac00y
SULGEN® Spray D. pteronyssinus, Bepcis 3.0 Bim 07.06.2023 poky, aHIIIIHCBKOIO MOBOIO;
OHOBJIEHUH CHHOIICUC TPOTOKONY KIIHIYHOro BunpoOyBaHHa SL-372A  nocniaxyBaHOTO
nikapcekoro 3acody SULGEN® Spray D. pteronyssinus, Bepcis 3.0 Big 07.06.2023 poky,
YKpaTHCBKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1111 Bix 19.06.2023

HasBa kiiHIYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«®a3za II-1II BunpoOyBaHHA 1 OLIHKK €(EeKTUBHOCTI Ta Oe3MeKu CyOIiHIBaIbHOT IMyHOTepamii y
MAIi€HTIB, M0 CTPAXKAAIOTH ANEPTi€l0 Ha KIIMIA JOMAamHboOro muiry», SL-372A, Bepcis 2.0 Big
24.01.2023 p.

3asiBHUK, KpaiHa

POKCAJUI Meninia 'M6X, Himeuunna

CnoHcop, KpaiHa

POKCAJUI Menimin I'M6X, Himeuunna

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

3MiHa Ha3BU MicCLisl IPOBEICHHsI KJIIHIYHOTO BUITPOOYBaHHSL:

bYJIO

CTAJIO

K.M.H. ['punienko ['.M.

KomyHnanbHe HeEKOMEpIliiiHE MiIIPUEMCTBO
«4-a MicbKa KJiHIYHA JikapHia M. JIbBOBay,
peBMaTOJIOTIYHE BiAIUICHHS, M. JIBBIB

K.M.H. ['punienko I'.M.

Bimokpemsienuii mimposnin  «4-a  JlikapHs»
KomynansHoro HEKOMEPIIIHHOTO
mignpuemMcTBa  «JIbBIBCBKE  TepUTOpiabHE
meauuHe o0’eqHaHHS «KimiHiyHa  JTiKapHS
IUIAaHOBOTO  JIIKYBaHHs,  peaOumitamii  Ta
NaNiaTUBHOI  JOTIOMOTH», PEBMATOJIOTIYHE
Biaainenas, M. JIbBiB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1896 Bix 27.08.2019

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBane nojgiiine ciine gocaimkenns 11 dasu, ag nopiBHsHHS npenapary Picankizymab
3 1anebo y MalieHTIB 3 aKTUBHUM IcopiaTHuHuUM apTputoM (IIcA), ski MaroTh B aHaMHe3l
HEaJIeKBaTHY BIAMNOBIIb NpPUHAHMHI Ha OAMH XBOPOOOMOIUGIKYIOUHI HPOTUPEBMATUYHUI
npernapat (XMIIPIT) a6o i#ioro nemepenocumicts (KEEPSAKE 1)», M16-011, Bepcis 5.0 Bix

01 mucromana 2021 poky

3asiBHUK, KpaiHa

«E60Bi biopapmacsiotikans3 I'm6X», llIBeiinapis

CrnoHcop, kpaiHa

AbbVie Inc., USA/ E66Bi Iuk., CIITA

Havanbank ®@apManeBTHYHOIO YIIPaBJIIHHSA

Tapac JIICKOBChKHI

(i armc)

(Bnacue im’st ITIPI3BUILIE)




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Omnosieni po3ainu Jlocke nociimxyBanoro Jikapcbkoro 3aco0y LY 3484356 Big tpaBus 2023 poky:
S.2 «Bupobuunrsoy, S.3.2 «Jlomimkny, S.4 «KoHTposk Aif04oi pedoBuHNY, S.7 «CTabUIBHICTEY,
P.5 «KonTpoas Haj JTiKapchKuM 3acobom», P.8 «CTabiapHICThY, aHTIIHCHKOI MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1326 Big 02.07.2021

HasBa kiiHIYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«EMBER-3: PangomizoBane, Binkpute pocmipkeHHs Il ¢a3u s mopiBHSHHS JiKyBaHHS
npenapatoM LY3484356 Ta mikyBaHHS EHAOKPHUHHOIO TEpAI€l0 3a BHOOPOM JOCTITHUKA Y
NAII€HTIB 3 MICLIEBO-TIOMIUPEHUM ab0 METACTATUYHUM PaKOM MOJIOYHOI 3aJI03M 3 MO3UTHBHUM
CTaTyCOM pELeNnTopiB ecTporeHy Ta HeraTuBHUM crarycoM HER2, sxi panime orpumyBanu
eHJIOKpUHHY Tepamnitoy, J2J-OX-JZLC, Bepcis 1.0 Bix 15 6epe3nst 2021 poky

3asiBHUK, KpaiHa

«Eni Jlinni Boctok CAy, llBeitapis

CnoHcop, KpaiHa

Eumi Jlimuni enn Kommani, CHIA / Eli Lilly and Company, USA

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Marepianu ans namientiB: «KKAPTA JIO3YBAHHSA. Iliatpumkay, Bepcis 2.0 Bim 26 yepBHS
2023 poky, YKpaiHChKOIO Ta pociiickkoro MoBamu; bpomypa narmientra «CTPAXJIAECTE HA
BUPA3KOBUI KOJIIT?», Bepcist 1.0 Bix 05 ueprs 2023 poKy, YKpaiHCHKOI Ta POCIHCHKOIO
moBamu; [TociOnuk yuacamka nociimkenass CONCLUDE, Bepcis 1.0 Bixg 05 wepBus 2023 poky,
YKpaiHCHKOIO MOBOIO; PyKOBOJICTBO M0 HMCCIeI0BaHUIO Ui MAUEHTOB, Bepeid 1.0 Big 26 depBHA
2023 poKky, PpOCIHCHKOIO MOBOK; BKIIIOUEHHS JOAATKOBOTO MICIS TPOBEIACHHS KIIHIYHOTO

BUIIPOOYBaHHS:
No I1.1.B. BiAIOBIHAIBLHOTO AOCIITHUKA
/o HasBa micus npoBeieHHs KIIIHIYHOTO BUIPOOYBaHHs

1. | mikap Bacununany JI.M.
[IpuBatHe Mane mianpueMcTBo, Meanunuil nentp «llynbc», TepaneBTUYHE BiJJIIJICHHS,
M. Bigaung

Howmep Ta nata nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2616 Bix 24.11.2021

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«Pangomi3zoBaHe, MOJBIMHE ciine, Tane00-KOHTPOJIbOBaHe KiiHIuHE aociikeHHs daszu 1 mis
OLIIHKM e(eKTUBHOCTI Ta 0€3MeYHOCTI KOOITONIMOY K 1HAYKIIHHOT Ta MiATpUMYIOUOi Teparlii B
YYaCHUKIB 3 aKTUBHHUM JIIBOOIYHMM BHUPA3KOBHM KOJIITOM MOMIPHOTO a00 TSKKOTO Tepediryy,

CSUC-01/21, Bepcis 2.1 Big 09 yepBus 2021 poky

3asBHHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

In/lexc @apmacrotikaiz Ab, llIeemis / InDex Pharmaceuticals, Sweden

HavanbHuk ®apManeBTHYHOT0 YIIPABJIiHHS Tapac JSICKOBCbKHM

(Tigmmc) (Bnacue im’st [IPI3BUILIE)



Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

3anmyyeHHS [JI0JaTKOBOi BHPOOHMYOI JUISHKH JUIS JOCHIKYBAaHOTO JIIKQpChKOro 3acoly
Hypanymad (MEDI4736) 50 mr/mi koHIIEHTpaT uist po3dnHy s iH(y3ii: Catalent Indiana LLC,
CIIA; OnoBieHe MapKyBaHHS JOCIHIPKYBaHOro Jiikapcbkoro 3aco0y ypsaaymad (MEDI4736)
50 Mr/MII KOHIIGHTpAT JJIs po3unHy JUis iHQYy3ii (carton and vial labels), Bepcist 1.0 Bixg 06 TpaBHs
2022 poky; 3MiHa HaliMEHYBaHHs 3asBHUKA B YKpaiHi:

bYJIO CTAJIO
TOB «JIABKOPIT KJITHIKAJI | TOB «POPTPIA JEBEJIOIIMEHT
JEBEJIOIIMEHT YKPAIHA» YKPAIHA»
Howmep Ta nata nakazy MO3 npo Ne 727 Bin 04.04.2019

MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBaHe, OaratoleHTpOBE, MOABIWHO ciine, MibKHapoaHe maocuimkeHHs I dasum mis
BHUBYEHHS €(EKTHBHOCTI Ta Oe3neyHoCcTi KOMOIHOBaHOI Tepamii qypBalymMaOoM i3 osamapiooM y
MOPIBHSIHHI 3 MOHOTEpAMi€l0 TypBaTyMaOOM Y SKOCTI MIATPUMYBaJbHOI Tepamii y MaIli€HTIB 3
HEIPIOHOKIITUHHUM pakoM JereHiB IV cranii, sSiki OTpUMYBalIM Tepamilo MEepUIoi JiHii, B SKUX
XBOpo0a He porpecysaia micis CTaHAapTHOI XIMioTeparii mpenapaToM IJIaTHHU 3 1ypBaTyMadom
(mocaimxerast ORION)», D9102C00001, Bepcis 5.0 Bix 09 rpyans 2021 poky

3asBHHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, IlIsenis

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(mimmc) (Bnacue im’st [IPI3BUILE)



Jomatok 14

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB A
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Omnosniena bpomrypa gocnigHuKa MO MIpenapary HMUKIOCHIIKAT HUPKOHit0 Hatpito (AZD7270),
Bepcis 12 Bix 04 TpaBus 2023 poky

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 2426 Bix 05.11.2021

HasBa kiiHiuHOrO BUNpOOYBaHHS,
KOJ1, Bepcis Ta Jara

«MixHapoaHe, paHJOMi30BaHe, MO/BIHE clIile, MIaned0-KOHTposiboBaHe JociimkeHHs dasu 3 3
METOI0 OILIIHKM BIUIMBY IUKJIOCHJIIKATy LUPKOHIIO HATPiI0 Ha MPOTPECyouy XpOHIUYHY HUPKOBY
HegocratHicTh (XHH) y yuacnukis 3 XHH Ta rimepkaniemiero abo 13 pU3MKOM TilepKaIieMii»,
D9488C00001, nompaska 1, Bepcis 2.0 Bix 08 uepBHs 2022 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca, AB, Sweden

Havanbuuk dapManeBTHYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Bpomrypa nocninauka CHF10067 (zampilimab), Bepcist 2.0, Big 10 nunus 2023 poky, aHIUTIHCHKOIO
MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 1625 Big 14.09.2023

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJ1, Bepcis Ta Jara

«®aza Ib, pangomizoBaHe, MoOjBIHE ciine, MIae00-KOHTPOJIbOBAHE JTOCHIKEHHS 3 BHUBUYCHHS
0e3neku, MEepPeHOCHMMOCTI 1 (papMaKkOKIHETUKM MOHOKJIOHAIBHOTO aHTUTINa (mAb) micns
BHYTPIIIHLOBEHHOTO OJHOKPATHOT'O BBEJIEHHS B 3POCTAIOUMX 033X y MAIIEHTIB 3 1110MaTUYHUM
nereHeBuM (i6pozom», CLI-10067AA1-01, Bepcist 6.0 Big 06 nunHs 2023 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

«K'e31 @apmaueyrnui C.n.A.», ITams/[Chiesi Farmaceutici S.p.A, Italy]

Havanbuuk dapManeBTHYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jlomatok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y

InenTudikariis cyTTeBOi MOMpPaBKU

4.10.2023 Ne 1732
3MiHa Ha3BU MicCLsl IPOBEICHHSI KJIIHIYHOTO BUITPOOYBaHHSL:
BYJIO CTAJIO
nupektop Ilapamonor B.B. nupexrtop I[lapamonos B.B.

Komynanene Hexomepiiiine mignpuemMcTtBo | KomyHanpHe HEKOMepIiiiHE —MMiJIPUEMCTBO
«Yepkacbkuii obnacHui oHKOJIOTTYHMH | «KIiHIYHUKA TEHTP OHKOJIOTii, TIeMaToJIOrii,
mucnaicep  Yepkachbkol  0o0JlacHOT — paaw», | TPAHCIUIAHTOJIOTIT Ta IMaTiaTHBHOI JOMOMOTH

Ob6nacHuit LEHTP wiacTuyHoi, | Yepkackkoi o0nacHoi paau», O0nacHui HEeHTp

PEKOHCTPYKTUBHOI Ta MaJIOIHBAa3UBHOI | MJIACTUYHOT PEKOHCTPYKTUBHOI Ta

OHKoypoJorii, M. Yepkacu MaJIOIHBAa3MBHOI OHKOYpoJIorii, M. Yepkacu
Howmep Ta nara nakazy MO3 npo Ne 636 Big 22.03.2019

MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannmomizoBaHe, muaneb0-KOHTPOJIbOBAHE, MOJBIHHE CliNe KIIHIYHE MOCHikeHHs 3 ¢da3u
npenapary Hipamapu6 y xombOinarii 3 Abiparepona Aneratom Ta [IpenHi3oHOM y MOpiBHSIHHI 3
Abipatepona Anerarom Ta IlpeaHi3oHoM Juis JiKyBaHHS MAI[iEHTIB 3 METaCTaTUYHUM DPAKOM
nepenMixypoBoi 3amo3u», 64091742PCR3001, 3 monpaskoro 6 Big 30.09.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

Havanbunk @apmManeBTHYHOIO YIPABJIIHHSA Tapac JIICKOBChKHI

(migmc) (Bnacue im’s [IPI3BUILE)




Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Honatok 1o ¢hopmu iHHOPMOBaHOT 3roAM Mij Yac KPU30BOI CUTYaIll B YKpaiHi A JTOCHITKCHHS
BN42082, Bepcis 2.0 mis Ykpainu ykpaincekoro MoBoro Bif 10 cepmas 2023 p. Ha ocHOBI maiicTep-
Bepcii momarka 1 qo ®I3 mig yac kpu3oBoi curyarltii B Ykpaini, Bepcis 2 Big 28 numas 2023 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 3059 Bix 29.12.2020

HasBa kiiHIYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«bararoneHTpoBe, paHIOMi30BaHe, MMOJBIHHE Cllille, KOHTPOJIbOBaHe nociimkeHHs ¢as3u b ns
OIIHKM €(eKTHUBHOCTI, O€3MeYHOCTI Ta (PapMaKOKIHETUKH BUIIUX 03 OKpeNi3zymMady y JIOpOCIuX
NAIIEHTIB 3 PELUANBYIOUUM PO3CITHUM ckiiepo3om», BN42082, Bepcist 3 Bix 27 sxoBTHs 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00Me)KeHO0 BiAnoBiganIbHIcTIO «Pomr Ykpaina»

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Powr Jita, [seiuapis

Havanbuuk dapManeBTHYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jlomatok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

JHonatok 1o ¢hopmu iHHOPMOBaHOT 3roaM Mij Yac KPU30BOI CUTYaIlil B YKpaiHi A JTOCHITKECHHS
BN42083, Bepcis 2.0 mis Ykpainu ykpaincekoro MoBoro Bif 10 cepmus 2023 p. Ha ocHOBI maiicTep-
Bepcii nonatka 1 1o @I3 mix yac kpu3oBoi cutyarlii B Ykpaini, Bepcist 2 Big 28 numnus 2023 p.; 3miHa
HAa3BH MICIISI POBEICHHS KJITHIYHOTO BUITPOOYBAHHS:

bYJIO

CTAJIO

k.M.H. KocTrouenko A.B.

MenuyHuil LIEHTp TOBapUCTBA 3 OOMEXEHOIO
BianoBiganbHicTIO «Xenc KaiHiky, Meagnaaui
KIHIYHUA ~ TOCHITHUIBKUN — IEHTp, BLAILT
3arajgpHO1 Teparii, M. Binuuis

k.M.H. KocTrouenko A.B.

ToBapucTBO 3 00MEXEHOIO BiJIMOBIIANBHICTIO
«Menuunuii nentp Xenc Kminik»y, Meauuauit
KIHIYHAA ~ JOCTIAHUIBKUN  IEHTp, BT
3arajpHO1 Tepamii, M. BinHuns

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2554 Bix 09.11.2020

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta Jara

«baratonieHTpoBe, paHAOMI30BaHe, MMOJBIMHE CIine, KOHTPoJdboBaHe nociipkeHHs dazu Illb mis
OIIHKYU e(heKTUBHOCTI, 0€3MeYHOCTI Ta (apMaKOKIHETUKH BUIIUX 103 OKpeNizyMady y JTOpOCIUX 3
MIEPBUHHHUM MPOTPECYIOYNM pO3CiIHUM ckiiepo3om», BN42083, Bepcist 3 Big 28 »xoBTHs 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00Me)KeHO0 BianoBiganbHicTIO «Porr Ykpaina»

CnoHcop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIBeituapis

Havanbunk @apmManeBTHYHOIO YIPABJIIHHSA

Tapac JIICKOBChKHI

(migmc)

(Bnacue im’s ITIPI3BUILIE)




Jlomatok 19

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariist CyTTeBOi MOMpPaBKU

Bbpomrypa nmocnmimnuka, RO5541267, Tecentriq (Ate3onizymad/ Atezolizumab), Bepcis 20 Bifg
27 muns 2023 poky aHTIIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 2006 Bix 02.10.2019

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJ1, Bepcis Ta Jara

«Binkpure OarartoleHTpoBE MAOJATKOBE JOCHI[DKEHHS B TMAlll€HTIB, paHIlle BKIIOYEHUX [0
JOCTiKEeHHsT mpenapary ATe3onizymald, coHcopoM skoro € Genentech ta/abo F. Hoffmann-La
Roche Ltd (IMBRELLA B)», BO40729, Bepcis 6 Bix 23 ciunst 2023 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBITAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVYUIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd. /®. Xoddmanu-Jls Pour Jitx., [lIsetinapis

Havanbuuk dapManeBTHYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jlomatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariisi CyTTeBOI MOMPaBKU

Omnosiiene Jlocke 10CiIKYBaHOTO JIiIKapChKOro 3aco0y, cepneHb 2023 poky, aHTUTiIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 893 Bin 15.04.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«Bigkpure moaoBkeHE MOCHIPKEHHS YOMTyKcMMaly y MAalli€HTIB 13 pEeHUANBHUM PO3CISTHUM
ckiepozom», TG1101-RMS303, Bepcist 3.0 Big 19 rpymas 2022 poky

3asiBHUK, KpaiHa

TOB «KJITHIYHI BUTTPOBYBAHHS», Ykpaina

Cnoncop, kpaiHa

TiJ[>xu Tepanstotukc, [HK., CHIA (TG Therapeutics, Inc., USA)

Havanbank @apmManeBTHYHOIO YNPaBJIIHHSA Tapac JIAICKOBChbKHI

(mmimmc) (Bnacue im’st [TIPI3BUILIE)



JomaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariisi CyTTeBOI MOMPaBKU

[TonoBxkeHHs TPUBATIOCTI KIIHIYHOTO BUMIPOOyBaHHS B YKpaiui 10 31 rpyaus 2024 poky

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1070 Big 14.05.2019

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«Jocnimkenns $a3u 3 3 OLIHKM 3acTocyBaHHs 10pyTHMHiIOAa B KOMOiHAIlli 3 BEHETOKIAKCOM Y
MaIieHTiB 3 MaHTiHHOKIITHHHOIO JiMdpomoro (MKJI)», PCYC-1143-CA, 3 iHKOPIIOPOBAHOIO
nonpaskoio 4 Bijx 16 BepecHst 2022 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3eMHOIO 1IHBECTHUIIIEIO «AVIK’TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Pharmacyclics LLC, CIIIA (BxoauTs B rpyny Kommasiid «AbbViey)

Havanbuuk ®dapManeBTHYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)



JlomaTtok 22

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Bbpomrypa nmocnigHuka nocnimkyBaHoro Jikapcbkoro 3aco0y Coriknecrat (TAK-935), Bunanus
9 Bix 12 mumas 2023 p., aarmiicekor0 MoBoto; eCOA kommanii «Kiapio» [HeTpykiii momo podotu
3 pe3epBHOIO KOMi€ BeOCalTy As AorisaadiB, Aata HaOyTTs ynHHOCTI: 20 ciuns 2023 p. Bepcis
3.0, ykpaincekor0 MoBor; eCOA xommanii «Knapio» IHCTpyKmii mo po0OoTi 3 pe3epBHOIO KOMIE0
BeOcaiiTa 1t 0ci0, 110 3A1MCHIOIT Ao, AaTta HaOyTTs unHHOCTI: 20 ciuns 2023 p., Bepcis 3.0,
POCICHKOI0 MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«baratouieHTpoBe, paHIOMI30BaHE, MOJBINHE cCIiine, TUIaned0-KOHTPOJIbOBAHE OCHIKEHHS B
napajeabHUX Tpynax AJisi OLIHKK e(peKTHUBHOCTI, Oe3neuHocTi Ta nepeHocumocti CoTikiecTary B
SIKOCT1 IOJJATKOBOI Teparii y MaIi€HTiB JUTAYOr0 Ta MOJIOJOTO BiKY 13 curapomom [pase (CH)»,
TAK-935-3001, inkoprnopoBanuii nompaskoro 2 Bij 22 kBiTHs 2022 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoro BinnosinansHicTio «KonTpaktHo-ZlocmigHunbka OpraHizanis
IaHOpapM-Ykpainay

CrnoHcop, kpaiHa

Takena [leBenmonment Centep Awmepikac, Ik, (TIC Awmepikac) (Takeda Development Center
Americas, Inc.(TDC Americas))

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jomatox 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariisi CyTTeBOI MOMPaBKU

bpomypa nociaigauka MK-1308A, Buganns S Big 07 cepras 2023 poky, aHTIiHCEKOK MOBOO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«Binkpure, panmomizoBane gociimkeHHs I da3um mns ominku epeKTHBHOCTI Ta OE3MEYHOCTI
nemOpomnizymady (MK-3475) y xomOinauii 3 6emsytudanom (MK-6482) ta nenBarunioom (MK-
7902), a6o MK-1308A y komOiHamii 3 JE€HBAaTMHIOOM TMOPIBHSHO 3 MeMOpoiizymMaboMm i
JIEHBATUHIOOM B SIKOCTI MEPILOT JIiHIT Teparii 111 yYaCHUKIB 3 PO3MOBCIOI’KEHOIO CBITJIOKIITUHHOIO
HUPKOBO-KJIITUHHOIO KapuuHoMowo», MK-6482-012, 3 iHkopmnopoBaHoi mnomnpaBkoio 04 Big
12 BepecHs 2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexxeHoo BianosiganpHicTIO «MCJI Ykpainay

CnoHcop, kpaiHa

TOB Mepk Ilapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

Havanbank ®@apManeBTHYHOIO YNPABJIIHHSA Tapac JIAICKOBCbKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Jlomatok 24

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariisi CyTTeBOI MOMPaBKU

[TomoBxeHHS TPpUBAIOCTI KIHIYHOTO BUMIPOOYBaHHs B YKpaiHi 70 25 ciuns 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 636 Bix 22.03.2019

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«ADVANCE EXTENSION BigkpuTe poO3IIMpEeHe AOCHIKEHHS 3 OIlIHKH JIOBFOCTPOKOBOI
e(eKTUBHOCTI Ta OE3MEUYHOCT] paliHEeNary B Malli€HTIB 13 JIETEHEBOIO apTePIlaJIbHOIO TIIEPTEH3IEI0N,
ROR-PH-303 (APD811-303), 3 inKopmopoBaHo nonpaBkoro 3 Bijg 28 uepHs 2019 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3eMHOIO 1IHBECTHUIIIEIO «AVIK’TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«lOmnaiiten Tepan’torike Kopropeiimmy (United Therapeutics Corporation), United States

Havanbuuk ®dapManeBTHYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)



Jomatox 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Bpomrypa mocnignuka Lenvatinib (E7080), Bunanus 20 Big 06 yepBHs 2023 poky, aHIUIIHCHKOIO
MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 2006 Bix 02.10.2019

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJ1, Bepcis Ta Jara

«PannomizoBane, Biakpure gociimkenHs Il ¢gasu memOponizsymady (MK-3475) y nmoennanHi 3
nenBatuHi60oM (E7080 / MK-7902) y nopiBHsAHHI 3 XiMiOTeparni€o MepIuoi JiHii JIKyBaHHS NpU
PO3MOBCIOKEHIN ab0 penuauByrouin kapuuaomi engomerpis (LEAP-001)», MK-7902-001,
3 iHKOpIiopoBaHoto nonpaskoio 06 Bix 08 nmunus 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTIO «MC/] Ykpaina»

CnoHcop, KpaiHa

TOB Mepk lllapn enn Hoym, CIIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk dapManeBTHYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jlomatok 26

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 Ne 1732

InenTHdikamist CyTTEBOI MOMPABKU

3MiHa HAa3BU MICIIS POBEICHHS KIIHIYHOTO JOCIDKEHHS:

bYJIO

CTAJIO

n.M.H. 'omoBuenxo O.1.

Menuunuii nieHTp ToBapucTBa 3 0OMEKEHOIO
BigmosiganeHIicTIO «Xenc Kimiaiky, Meguunnii
KIIHIYHUA ~ JTOCTITHWIIBKUA  LEHTP, BT
racTpOCHTEPOJIOT], reraTosorii Ta
eHI0KpUHOJIOrii, M. BiHHUIISA

n.M.H. 'omoBuenko O.1.

ToBapucTBO 3 0OMEKEHOIO BiAMOBIIAIBHICTIO
«Menuunuit LHentp Xenc Kniniky, Menuunuii
KIIHIYHUA ~ JTOCTITHUIIBKUA  ICHTP, BiIALI
racTpOEHTEPOIIOri], rernaTosorii Ta
eHI0KpUHoOJIOrii, M. BiHHUIIA

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHSI

No 1275 Bim 06.07.2018

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«bararoneHTpoBe paH0Mi30BaHe, MOABIHHO clIile, 1ane0o-KoHTpoaboBane nociimxerHs I ¢pazu
3 METOI0 OLIHKHM O3aHIMOAY AJis IpPUIOMY MEpOopalbHO NpPU NPOBEACHHI 1HAYKLINHHOI Tepamil
NarieHTaM i3 CepeAHbOTSDKKMM a0o0 TSKKMM nepedbirom xBopobu Kpona B axkTuBHIN ¢opmi
(mocmimkennast Ne2 3 ominkm iHAyKIidHOI Tepamii)», RPC01-3202, penakuis 6.0 Bix 14 ugepBHS
2021 p.

3asBHHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIIIOBIJTIAJIBHICTIO «I1I EC A-YKPATHA»

CnoHcop, KpaiHa

«Cenmxken Intepremran I Capny (Celgene International II Sarl), IlIseiapis

Havanbunk ®@apmManeBTHYHOIO YNIPABJIiHHSA

Tapac JSICKOBCbKHUI

(Bnacue im’st [IPI3BUILE)

(i gmc)




Jlomatok 27

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Hocke nocnimxyBaHoro Jikapcekoro 3aco0y (IMPD) BIT-778, Bepcis 1.1 Bin 23 uepsus 2023 p.,
AHTITIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 742 Bin 17.04.2023

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«®aza 1/2a, panmomizoBaHe, IUIANE00-KOHTPOILOBAHE JMOCTIHKEHHS I OIIIHKH O€3MeKH,
NEePEHOCUMOCTI, (hapMaKOKIHETUKH Ta MPOTHBIPYCHOT akTUBHOCTI npenapary BJT-778 y 3mopoBux
J0OPOBOJIBIIIB Ta MAIIEHTIB 13 XpOHIUHOIO 1H(EKIII€I0 BipyCy TenaTuTy B, BKiIIouarouu NaiieHTiB i3
XpOHIYHOO iH(eKuieo Bipycy rematuty Dy, BJT-778-001, Bepcis 1.0 Big 28 xoBTHs 2022 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

bmoxeit TepanbioTike, IHk. [Bluejay Therapeutics, Inc.], CIITA

Havanbuuk dapManeBTUYHOI0 YHPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



JlomaTtok 28

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y

InenTHdikamist CyTTEBOI MOMPABKU

4.10.2023 Ne 1732
3MiHa HAa3BHU MICIIh MPOBEACHHS KJIIHIYHOTO JOCIiPKSHHS:
BYJIO CTAJIO
3aB. Bia. byneko T.M. 3aB. HeHTpy byasko T.M.
KomyHnaneHe HekoMepiliiiHe mignpueMcTBo | KomyHanbHe HEKOMEpIiiiHE MigIpUEMCTBO
KuiBcbkoi obmacHoi pagn «KuiBchka obmacHa | KuiBcekoi obmacHoi paan «KuiBchka oOnacHa
KIIHIYHA  JIIKapHSA», TacTPOCHTEPOJIOTIYHE | KIIHIYHA  JIKapHS»,  KIHIYHUHA  LEHTpP
Bigminenus, M. Kuis TEPAIeBTHYHOTO podisio,

racTpoeHTepoJoriyHe BiaaiieHHs, M. Kuis

n.M.H. ['osoBuenko O.1.

MenuyHuil LIEHTp TOBapUCTBAa 3 OOMEXEHOIO
BianmosiganbHicTIO «Xenc Kainiky, Meanaaui
KIHIYHUA ~ TOCHITHUIBKUN — IEHTp, BLAILT
racTpOEHTEPOJIOrii, renarosorii Ta
eHI0KpUHOJIOrii, M. BiHHUIISA

n.M.H. 'omoBuenxko O.1.

ToBapucTBO 3 0OMEXEHOIO BiJIMOBIIANBHICTIO
«Menuunuii nentp Xenc Kminik», Meauuauit
KIHIYHAA ~ JOCHIAHUIBKUN  IEHTp, BIIALT
racTpOEHTEPOJIOT1, renaToJiorii Ta
eHI0KpuHoJIorii, M. BiHHHIIL

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1275 Bix 06.07.2018

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«bararorieHTpoBe paH10Mi30BaHe, MOABIIHO ciine, Iianedo-KoHTposiboBane fociikenns I pazu
3 METOI0 OLIHKHM 03aHIMOJy JUIsl IEPOPAIbHOTO MPUHOMY MpU MPOBEIACHHI MIITPUMYIOYOi Teparii
MaIieHTam i3 CepeJHBOTSHKKUM abo TsHKKUM mepebirom xBopodu Kpona B akTuBHIN (Gopmiy,
RPC01-3203, ITonpaska 6.0 Bijx 16 6epesns 2023 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIIIOBIJIAJIBHICTIO «I1I EC A-YKPATHA»

CnoHcop, kpaiHa

«Cenmxen Intepuenni II Capn» (Celgene International II Sarl), IlIBetinapis

HavanbHuk ®apManeBTHYHOI0 YIIPABJIiHHS

Tapac JSICKOBCbKHMH

(Tigmmc)

(Bnacue im’st [TPI3BUILIE)




Jlomatok 29

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y

InenTHdiKaiist CyTTEBOI MOMPABKU

4.10.2023 Ne 1732
3MiHa HAa3BU MICIIh MPOBEICHHS KIIHIYHOTO JOCIiDKSHHS:
bYJIO CTAJIO
3aB. Bia. bynpko T.M. 3aB. HeHTpy byasko T.M.
KomynaneHe HekoMepiliiiHe mignpueMcTBo | KomyHanbHe HeKOMepIliiiHe MigIpUEMCTBO
KuiBcbkoi obmachoi pagu «KuiBchka obnacHa | KuiBcbkoi oOmacHoi paan «KuiBchka oOmacHa
KIIHIYHA  JIIKapHA», TacTPOCHTEPOJIOTIYHE | KIIHIYHA  JIKapHS»,  KIHIYHUHA  LEHTP
Bigminenus, M. Kuis TEpPaneBTUYHOTO podisio,

racTpeHTepoJioriyHe BiauineHHs, M. Kuis

n.M.H. ['osoBuenko O.1.

Menuunuii nientp ToBapucTBa 3 0OMEXEHOIO
BianosiganbHicTIO «Xenc KaiHiky, Meagnaaui
KIHIYHUA ~ TOCTHITHUIBKUN — IEHTp, BLAJILT
racTpOEHTEPOJIOrii, renarosnorii Ta
eHI0KpUHOJIOrii, M. BiHHUIIA

n.M.H. 'omosuenko O.1.

ToBapucTBO 3 0OMEXEHOIO BIJIMOBIIANBHICTIO
«Menununuii nentp Xenc Kminiky, Meananmii
KIIHIYHUA ~ TOCHITHUIBKUN — IIEHTp, BLAJLT
racTpOEHTEPOJIOrii, renarosiorii Ta
eHI0KpuHoJorii, M. BiHHuIIA

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1275 Bix 06.07.2018

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«lonatkoBe OaratoneHTpoBe Biakpurte gociimkeHHs I ¢da3u 3 MeTor OIIHKK 03aHIMOIY JUIS
MepOPaILHOTO MPUHOMY TPHU JIIKYBaHHI TAIIEHTIB 13 CEPEAHBOTSHKKAM a00 TSKKUM Tepedirom
xBopobu Kpona B aktuBHii popmi», RPCO1-3204, ITonpaska 6.0 Bix 16 6epesns 2023 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»

CnoHcop, KpaiHa

«Cenmxken Intepremran I Capny (Celgene International II Sarl), [lIseiapist

HavanbHuk ®apManeBTHYHOI0 YIIPABJIiHHS

Tapac JSICKOBCbKHM

(Tigmmc)

(Bnacue im’st [IPI3BUILIE)




Jomatok 30

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

Bpomrypa nmocnimauka RO5532961 (Ipatasertib, GDC-0068, G-035608), Bepcis 15, Bix uepBHs
2023 poKy, aHTITHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 2674 Bin 18.11.2020

Ha3Ba kiiHiuHOrO BUNPOOYBaHHS,
KOJ1, Bepcis Ta Jara

«Bigkpute, 6araToleHTPOBE, Y ABOX Tpynax A0CTimKeHHs, Ib ¢pa3u as oninku papMakoKiHETUYHOT
B3a€MOJIIT JIIKapChbKUX MpenapaTiB JapojyTamiia Ta imatacepTiOa Ta Oe3MeKH 3acTOCYBaHHS iX
KOMOIHAIIIT TPH KacTpaT-pe3UCTEHTHOMY paKy MepeaMixypoBoi 3aino3u», GP42658, sepcis 1.0, Bin
14 cepnns 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

@. Xoddmann-Jlst Pom JItn, Hseiinapis / F. Hoffmann-La Roche Ltd, Switzerland

Havanbuuk @apManeBTHYHOTO YIPABJIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 31

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariisi CyTTeBOI MOMPaBKU

[TomoBxeHHS TepMiHY ITPOBEECHHS KIiHIYHOrO BUIPOOyBaHHA B YKpaiHi 10 31 Oepe3ns 2024 poky

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 545 Big 19.05.2017

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannomMi3zoBaHe, o iBiitHe-CIIiNE, MJ1a11e00 KOHTPOJIbOBAHE, OAaraToleHTPOBE TOCTIKeHHS (a3u 3
3 OLIHKM OeHAaMycTHHY Ta putrykcumady (BR) okpemo y mopiBHAHHI 3 iX KOMOiHali€w 3
akanadbpytuHioom (ACP 196) y mamieHTiB 3 MaHTIHHOKJIITHMHHOIO JIM(OMOIO, fKi paHille He
orpumyBanu JikyBaHHs», ACE-LY-308, 3 inkopniopoBaHoto momnpaskoro, epcist 3.0 Bix 08 uepBHs
2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, KpaiHa

Acerta Pharma BV, Hinepnanau

Havanbuuk dapManeBTUYHOI0 YHPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



JlomaTtok 32

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpPaBKU

OnoBiieHU# TPOTOKON KiIiHIYHOTO BUNpoOyBanHs MK-3475-866, 3 iHKOPIOPOBAHOIO MOMPABKOIO
06 Bix 14 ceprmast 2023 poKy, aHTITIHCEKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 1896 Bix 27.08.2019

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«PannomizoBane, mnojasiiHe ciine pgociaypkeHHs Il ¢asu g ouiHkM mepiomepaniifHoro
3actocyBaHHa mnemOponizymady (MK-3475) y xomOiHamii 3 HE0aa''OBaHTHOIO XiMIOTepamiero
MOPIBHSIHO 3 TMeploNnepaliiHuM 3aCcTOCYBaHHSAM Ianedo y KoMOiHamii 3 Heo0aa'IoBaHTHOIO
XiMiOTepami€lo B yYaCHHKIB 3 M'A30BO-IHBa3MBHHM DPAKOM CEUOBOI'O MiXypa, MPUAATHUX IS
nikyBanHs nucratuaoM (KEYNOTE-866)», MK-3475-866, 3 iHkopriopoBaHOto morpaBkoro 05 Bij
04 ciuns 2023 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTIO «MC/I Ykpaina»

CnoHcop, KpaiHa

TOB Mepk Illapn enx Joym, CIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jomatox 33

110 HaKazy MiHicTepcTBa OXOPOHH 370POB’ S
VYkpainu «I[Ipo mpoBeaeHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 29 ceprust 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariis cyTTeBOi MOMpaBKU

Omnosnenuii Ilpotokon (Bepcis 2.0 Big 11.08.2023 p.); OnoBnenuit CHUHONCHUC 1O TPOTOKOTY
(Bepcis 2.0 Big 11.08.2023); OnoBnena ®opma I[HdpopmoBanoi 3roau Ha y4acTh y KIIHIYHOMY
nocaimkenni (Bepceis 2.0 Big 11.08.2023) ykpaincekoro moBoto; OHoBiena @opma InhopmoBanoi
3roau Ha 00pOOKY Pe3yJIbTATIB PYTHHHOTO OOCTEKEHHS TUTHHH B paMKax KIITHIYHOTO JTOCITIKCHHS
(Bepcis 2.0 Bin 11.08.2023) ykpaincekoro moBoro; OHonena [P® (Bepcis 2.0 Bix 11.08.2023);
Omnosiiena bpomypa mocmigauka JI3 Pesormo6in (Bepcist 2.0 Bix 11.08.2023); 3mina 3aranbHOT
KUIBKOCTI gociiKyBanux B Ykpaini 10 400; 3miHa Ha3BU HOCIHIKCHHS:

bYJIO

CTAJIO

«Binkpute  OararoleHTpoBE  MDKHApOAHE
JIOCJIIJDKEHHS e()EeKTUBHOCTI Ta OE€3Me4HOCTI
JikapceKoro 3aco0y Pesormo6in (Human Anti-
D (rh) immunoglobulin) Bupo6uunTea TOB
«biopapma Ilmaszma», VYkpaiHa, y BariTHux
KIHOK B @aHTCHATAIIbHOMY Ta MOCTHATAJILHOMY
nepioli B PYTHHHIA KITIHIYHIA OpakTuii [uis
podiIaKTUKH pe3yc-ceHcuO1izaIii, 3
MIATPYIOK TOCHITKSHHs JeSKUX IapaMmeTpiB
(hapMaKOKIHETUKHY

«Binkputre 0GaraTOLEHTpPOBE  AOCITIIKEHHS
e(peKTUBHOCTI Ta OE€3MeYHOCTI JIKAPCHKOTO
3aco0y Pesorno6in  (Human Anti-D  (rh)
immunoglobulin) BUPOOHHMIITBA TOB
«biopapma Ilnazma», VYkpaiHa, y BariTHHX
KIHOK B aHTEHATAJIbHOMY Ta MOCTHATATHHOMY
nepiosii B PYTHMHHIA KITIHIYHIMA OpakTuii uis
npodiIaKTUKH pe3yc-ceHcuOinizaiii, 3
MIATPYIOK JOCHIKEHHS NESKUX IapameTpiB
(hapMaKOKIHETUKHY

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 893 Bin 15.04.2020




2 MPOJOBXKEHHS 10/aTKa 33

Ha3ga kiiniuHOr0 BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Binkpute 6araToreHTpoBE MIKHAPOIAHE JOCHTIKEHHS €()EKTUBHOCTI Ta OE3MEYHOCTI JIIKAPCHKOTO
3aco0y Pe3orno6in (Human Anti-D (rh) immunoglobulin) Bupo6uunrea TOB «biodapma [Tnazmay,
VYkpaiHa, y BariTHUX *IHOK B aHTEHATaJIbHOMY Ta IMOCTHATAJIILHOMY IEPio/i B pyTHHHIN KIIHIYHIN
MPaKTHII 17151 TPOQITAKTUKH pe3yc-CeHCHO1Ti3arii, 3 MArpyHnor AOCTIHKEHHS JSIKUX MapaMeTpiB
dapmakokinetukn», 1901-RH-BF, Bepcis 1.5 Big 04.11.2022 p.

3asiBHUK, KpaiHa

TOB «bBIOD®APMA TTJIABMA», Ykpaina

CnoHcop, kpaiHa

TOB «bIO®APMA TIJIA3BMAY, Ykpaina

Havanbuuk ®dapManeBTUYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)



Jlomatok 34

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 No 1732

InenTudikariisi CyTTeBOI MOMPaBKU

Omnosnena bpourypa nocninnuka npemnapaty biosen (Bepcist 1.3 Bin 31.08.2023)

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 333 Bix 17.02.2022

Ha3spa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta JaTa

«Bigkpure, OaraToleHTpOBE, MIKHAPOIHE JOCHIKCHHS e(eKTUBHOCTI, Oe3meyHocTi Ta
nepeHocumocTti penapary biosen, Bupoouuirrsa TOB «biodapma [1nazmay, y Jopociux maiieHTiB

3 XpOHIYHOI MEPBUHHOIO iIMyHHOIO TpoMmboruTonieHieto (ITIT)y», 2021-BV-ITP-BP, Bepcis 1.4 Bin
03.07.2023

3asiBHUK, KpaiHa

TOB «bIO®APMA IIJTA3BMA», YkpaiHa

CnoHcop, KpaiHa

TOB «bIO®APMA TIJIA3BMAY, Ykpaina

Havanbuuk dapManeBTHYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jomatox 35

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHs 3MiHH 710 fojaTka Ne 13 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 29 ceprst 2023 poky Ne 1542y
4.10.2023 Ne 1732

InenTHdikamist CyTTEBOI MOMPABKU

OHOBJIEHUH TPOTOKOJ KIiHIYHOTO BHUMpoOyBaHHS MK-3475-365, 3 iHKOPIIOPOBAHOIO MOIPABKOIO
13 Bin 13 Gepe3ns 2023 poky, aHIIICHKOIO MOBOIO; bpolrypa HOCHiTHUKA AOCHIIKYBAaHOTO
nikapcbkoro 3aco0y MK-7684/MK-7684A (Vibostolimab (MK-7684)), Bunanus 11 Big 31 ciuns
2023 p., anrmiicekoro MoBotw; bpornypa mocmigauka E7080 (nenBatuni6, (LENVIMA®,
KISPLYX®)), Bunanns 20 Big 06 uepsust 2023 poky, aHriiicbkoto MoBo1o; Ykpaina, MK-3475-365,
[ndopmariis Ta ToKymMeHT npo iHpopMoBaHy 3roay Juis nauienTa, Bepeis 2.00 Big 26 kBitusa 2023 p.,
YKpaiHChKOIO MOBoOI0; Ykpaina, MK-3475-365, indopmamiitauii JTHCTOK 1 JOKYMEHT TIPO
iHpopMOBaHy 3rofy Ha MailOyTHe OiomeanuHe aocnimpkeHHs, Bepcis 03 Binm 26 xBiTHa 2023 p.
YKPaTHCHKOI0 MOBOIO; 3alTydeHHs JOCTIDKYBAaHOTO JTiKapchbkoro 3aco0y MK-6482, tabnerku 40wmr,
A0Sl JIIKyBaHHS HOBOi KOrOpTH marieHTiB (koropta J); 3anydeHHs BHPOOHHYHMX JUISHOK
BIJMOBIANBHUX 33 BHUpOOHUITBO/MakyBaHHs/TecTyBanus JIJI3 MK-6482, Ttabnetku 40wmr:
MSD International GmbH T/A MSD Ireland (Ballydine), Ireland; Merck Sharp & Dohme LLC.,
Rahway, USA; Merck Sharp & Dohme LLC., West Point, USA; Eurofins Biopharma Product Testing
Ireland Limited, Ireland; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services
Inc., United States; Almac Clinical Services Limited, United Kingdom; Almac Clinical Services,
USA; bpomrypa nocmigauka MK-6482 (Belzutifan, WELIREG™), Bunanns 10 Big 19 rpymHs
2022 poky, aHTITIHCHKOI MOBOIO; Jlocke mociipKyBaHOTO Jikapchkoro 3aco0y MK-6482, Bepcis
08BJSN Big 09 uepsHs 2023 poky, anrmiiicekoro MoBoro; Cekiisa 2.6.2. «Dapmakomnoris», Po3ain
«JloxmiHiuHI (apMakoIOriuyHi Ta TOKCUKOJIOTI4HI JaH1», Bepcis 0SLRQY Big 27 ciuns 2021 poky,
anrmiiicekoro MoBoro; Cekiisi 2.6.4. «®apmakokinetuka», Bepcis 05Q6XQ Big 04 mmcromana
2020 poky, anrmiiicekoro MoBowo; Cekmis 2.6.6. «Tokcukonorisiy, Po3min «/loxminiuni
(apMakoJIOriyHi Ta TOKCHUKOJOTiyHI AaHi», Bepcigs 05QO0XP Bix 03 mororo 2021, aHrmiicbkoro
MOBOIO; 3pa30K MapKyBaHHsI IS JTOCIIPKYBaHOTO JiKapchkoro 3aco0y MK-6482, Bepcis 2.0 Bifx
07 mucronana 2022 poky; 301IbIIEHHS KUTBKOCTI TOCTiIKyBaHuX B cBiTi 3 1450 1o 1715
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Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1586 Bix 29.07.2021

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«Hocmimkenns Ib/Il ¢asm xombOiHOBaHOI Tepamii 3 memOpoizymadom (MK-3475) npu nikyBaHH1
METaCTaTHYHOT0 KacTpaliiHO-pPe3UCTEHTHOTO paKy nepenmixyposoi 3aio3u (MKPPII3) (KEYNOTE-
365)», MK-3475-365, Bepcist 3 iHKOpIopoBaHo0 monpaBkoro 12 Bix 29 6epesust 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00OMexkeHo10 BianosiganbHicTIO «MCJl YKpainay

CnoHcop, kpaiHa

TOB Mepk lllapn ena Joym, CIIA (Merck Sharp & Dohme LLC, USA)

Havanbank @apManeBTHYHOIO YIPABJIiHHSA Tapac JIICKOBCbKHI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)




