Jomatox 1

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Onosnenuii [Ipotokon, ¢dinameaa Bepcis 8.0 Bixm 01 ymcromaga 2022 p., aHMIHCHKOIO MOBOIO;
Omnosnennii IIporokon, ¢inampHa Bepcis 9.0 Bim 19 rpyans 2022 p., aHIITIHCBKOI0 MOBOIO;
[ndopmaris s yaacHuka ta popma iHhopMoBaHOT 3ro/Id Ha YIacTh IJIs OaThKiB, (piHATBHA BEPCist
5.0-UA(UK) Bin 13 kBitHa 2023 p., yKkpaiHCbKOI0 MOBOIO; [H(oOpMais s ydacHUKa Ta Gopma
iH(hOopMOBaHO1 3roJIu Ha y4acTh A 0aThKiB, ¢piHanbHa Bepcis 5.0-UA(RU) Bin 13 kBitHsa 2023 p.,
pociiicpkoro MoBoIO; [H(pOpMalis 11 yaacHuKa Ta opMa iHPOPMOBAHOI 3Tr0/IM HA y4acThb JUIS TiTEH
14-17 poki, ¢inansHa Bepcis 4.0-UA(UK) Big 13 kBitHa 2023 p., YKpaiHCBKOIO MOBOIO;
Iadopmarnis mis ydacHuka Ta Gopma iHGOpPMOBaHOI 3roau Ha ydacTh ais gited 14-17 pokis,
¢inanpHa Bepcis 4.0-UA(RU) Bin 13 kBitHa 2023 p., pociiicekoro MoBowo; [Hdopmaris s
ydacHuKa Ta (Gopma iHPOpMOBAHOI 3roaW Ha y4acTh Ui miteid 12-13 poki, diHampHa Bepcis
4.0-UA(UK) Big 13 kBiTHs 2023 p., yKpaiHChKOIO MOBOIO; [H(opMallia 11 yuyacHuka ta Gopma
iH(popMOBaHOi 3rou Ha ydacTb s aiteit 12-13 pokis, ¢pinansHa Bepcis 4.0-UA(RU) Big 13 kBiTHS
2023 p., pociiicekoro MOBOIO; [H(opMmarist [y yuacHUKa Ta popma iH(HOPMOBaHOI 3TOAM HA Y4acCTh
i aiten 6-11 pokis, pinansHa Bepcis 3.0-UA(UK) Bix 13 kBiTHs 2023 p., yKpaiHCbKOIO MOBOIO;
Indopmanis s ydacHuka ta Gopma 3roau Ha ydactb (1u1s aiteit 6—11 pokiB), piHambHA Bepcis
3.0-UA(RU) Bix 13 xBitHs 2023 p., pocilickkoio MOBOIO; [Hpopmartis i popma 3roiu Ha y9acTs s
NapTHEPKH yJacHUKA JIOCIIIKEHHs y pa3i nepediry BariTHOCTI 3 BIAXWIEHHAMH a00 HapOIKEHHS
JTUTUHU 3 TOPYUIEHHSM CTaHy 3710poB's, ¢iHanbHa Bepcis 2.0-UA(UK) Big 13 xsitas 2023 p.,
YKpaiHChKOI0 MOBOIO; [H(hopMmartist 1 popma 3rofu Ha y9acTh ISl TAPTHEPKH YIaCHUKA JTOCII1I>KEHHS
y pa3i mepeliry BariTHOCTI 3 BIAXWJICHHSIMU a00 HapOIKEHHS JUTUHU 3 TMOPYLICHHSIM CTaHy
3n0poB's, (inansHa Bepcis 2.0-UA(RU) Big 13 kBiTHs 2023 p., pociiickkoro MOBOIO; [HhopMmartis 1
¢dopma 3roau Ha ydacTh JUIsl MapTHEpa YYAacHUIN JOCTKEHHS y pasi mepediry BariTHOCTI 3
BIJIXWJIEHHSIMU 200 HapO/>KEHHS AUTHUHU 3 OPYLIEHHSAM CTaHy 3710poB's, (hiHaIbHA Bepcis
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2.0-UA(UK) Big 13 xBitas 2023 p., ykpaiHcbkoi0 MOBOIO; IH(dopMmariist i popma 3roam Ha yyacTb
JUTSI TTApTHEpa YYaCHUIT TOCHIKEHHS y pa3i mepediry BariTHOCTI 3 BIIXWICHHSIMHU a00 HApOHKCHHS
JUTHHU 3 TIOPYIIEHHSM CcTaHy 310poB's, ¢inansHa Bepcia 2.0-UA(RU) Bixg 13 ksitaa 2023 p.,
pociiicekoro MoBoto; [Hdopmartis Ta dhopma iHGopMOBaHHOT 3roAM Ha BiOIp JOMATKOBIO 3pa3ka
KpOBI 3 METOIO0 OTPUMAaHHS HOBHX JaHHUX IPO 3B’S30K IeHiB Bamoi 1uTuHM 3 ii 3aXBOPIOBAHHSM i
JOCIIJKYBAaHUM JIiKapcbkuM 3acobom, ¢inanbHa Bepcis 2.0-UA(UK) Bix 13 ksitaa 2023 p.,
YKpaiHChKOI0 MOBOIO; [H(opMartis Ta hopma iHHOpMOBaHHOT 3roAM HA BIIOIP TOAATKOBOTO 3pa3Ka
KpOBI 3 METOIO0 OTPUMAaHHS HOBHX JAHHUX IPO 3B 30K reHiB Bamoi 1uTuHM 3 ii 3aXBOPIOBAHHSM i
JOCTIKYBaHUM JiKapcbkuM 3acobom, ¢inanbHa Bepcis 2.0-UA(RU) Big 13 xBitas 2023 p.,
pociiicbkoro MOBOIO; [IpotoBkeHHS TepMiHy MPOBEACHHS KIIHIYHOTO BUIIPOOYBaHHS B YKpaiHi 10
30 Bepecus 2025 poky

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1016 Bix 06.05.2019

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«JocnimkenHsa eheKTUBHOCTI Ta Oe3neku 3acTocyBaHHs npenapaty ComamnanuTtad (Somapacitan)
OJMH pa3 Ha TIDKICHb y TOPIBHSAHHI 3 HIOJCHHUM 3acTOCYBaHHAIM mpemnapary Hopaitporin®
(Norditropin®) y mite#t 3 mpedinurom ropMoHy pocty», NN8640-4263, dbinanbaa Bepcis 7.0 Bifg
22 motoro 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpainay

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

[ndopmamiitnuii ucTOK marieHta 1 ¢opma iHbopmoBaHOi 3roau, Bepcis 7.0 Bim 24 OepesHs
2023 poky (aHrmiiCbKOIO, YKpaiHCBKOIO Ta pociiicbkoro MoBamu); OHoBieHa Bepcis [locke
JOCITIDKYBAHOTO Jiikapcbkoro 3aco0y IMU-838-RC, tabnerku, S mr / 15 mr / 22.5 mr / 30 mr /
45 mr (IMU-838 Tablets produced utilizing Roller Compaction) (Vidofludimus Calcium (1IM90838)/
Binodyaimyc kanbuiro (IM90838)), Bepcis 13 Bin 16 mrotoro 2023 poxy (IMPD IMU-838-RC
Tablets 5 mg / 15 mg / 22,5 mg / 30 mg / 45 mg); OHoBnena Bepcis J[ocke AOCTIKYBAaHOTO
nikapcekoro 3aco0y Ilmane6o mias IMU-838 (Vidofludimus Calcium Tablets / Bimodmynimyc
KaJbIlito, TabseTkn), Bepcis 8 Bix 16 ciunst 2023 poky (IMPD Placebo For IMU-838 Tablets
(Vidofludimus Calcium Tablets), version 8 dated 16 January 2023); bpourypa nocnigauka Bepcii 8.0
Bix 17 Gepesns 2023 poky (aHIITiHCEKOI0 MOBOIO); BHECEHHS YTOYHEHHS 10 KOy JOCHIKYBaHOTO
nikapcbkoro 3acody IMU-838, tabnerku 5 mr, 15 mr, 22,5 mr, 30 mr: IMU-838-RC ((Vidofludimus
Calcium (IM90838) / Binodmynimyc kanbiiro (IM90838))

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 230 Bix 30.01.2019

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«PannomizoBaHe, MoJBilHE ciine, maanedo-KOHTPOIbOBaHe, 0araToleHTPOBE AOCTIIKEHHS (a3u
2 nnst omiHKM BruiMBy npenapary IMU-838 Ha akTHBHICTH 3aXBOPIOBaHHS, SIKa BUMIPIOETHCS 3a
pe3yabTaTaMi MarHiTHO-pe3oHaHcHOi ToMorpadii (MPT), a Takoxx 6e3MeUHICTh 1 TEPEHOCUMICTh Y
MAalIEHTIB 3 PpEeUUAMBYIOUUM-pEMITYI0UMM po3scisHuM  ckiiepo3oM (PPPC) (EMPhASIS)»,
P2-IMU-838-MS, Bepcis 4.1 Bing 23 rpynans 2022 poky

3asiBHUK, KpaiHa

Toapuctso 3 oomexxenoro BianosiganpHicTIO «BEPYM KIJITHIKAJI PICEPY», Ykpaina

CnoHcop, kpaiHa

«Immynik ATy, Himeuunna / Immunic AG, Germany

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIAICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

bpomypa nocmigauka JIJI3 Endoprymad Bemotun (Enfortumab Vedotin; ASG-22CE), Bunanus
12 Big 21 mororo 2023 poky, aHIIiHCHKOIO MOBOIO; Ykpaina, MK-3475-905, Bepcis 4.01 Big
19 kBiTHsa 2023 p., yKpaiHCHKOIO MOBOIO, 1H(GOpMAIIiS Ta TOKYMEHT PO 1H(GOPMOBAaHY 3roay IS
narfienta; OHOBIIEHI 3pa3ku MapKyBaHHS Jikapcbkux 3aco0iB MK-3475 ta Endoprymad Benorun
(Enfortumab Vedotin): MK-3475 Kit, Bepcis 2.0 Bix 25 xBiTHs 2023 pOKy, aHTJIHCHKOI Ta
ykpaincpkoro MoBamu; MK-3475 Vial, Bepcis 2.0 Bim 25 kBiTHs 2023 poky, aHTIIHCBKOIO Ta
ykpaincekoro MmoBamu; Enfortumab Vedotin Kit, Bepcis 2.0 Bix 20 irotoro 2023 poky, aHIIIIHCBKOI0
Ta yKpaiHchkoro MoBamu; Enfortumab Vedotin Vial, Bepcis 2.0 Bim 20 motoro 2023 poky,
3MiHA Ha3B Ta MiCIlb TPOBEJICHHS KIIHIYHOTO

aHIIMCBKOI0 Ta YKPaiHCHKOIO MOBaMH;
BUIIPOOYBAHHS:

YHIBEpCUTET, Kadeapa ypoiorii, M. J{Hirpo

bYJIO CTAJIO

a.M.H, ipod. Ctycs B.IL. 1.M.H, ipo¢. Ctycs B.IL

KomyHnanbshe nignpuemMcTBo | KomyHanbHe M1JIPUEMCTBO
«/lHinporneTpoBchKa obyiacHa KJIiHIYHA | «/{HIMponeTpoBCchKa oOnacHa KJIiHIYHA
JKapHs M. LL MeuHukoBay | JiKapHS M. LL MeuHnKoBa»
JlHinponeTpoBChKOi o0nacHoi panuy, | JIHIIpOneTpoBChKOI obmacHoi panm»,
BIIUIEHHA ypojorii  Ne2  (oHKoJIOTiuHE), | BiAAIeHHsT yposiorii Ne2  (oHKojOriuHe),
JIHInpOBCHKMIA JIepKAaBHUMN MeanuHu# | JIHIMpOBCHKUN JIepKaBHUI MeIUIHUN

yHiBepcuTeT, Kadeapa xipyprii Nel Ta
ypoJorii, M. JIHiTpo

I.M.H., mpo¢. Craxoscbkuii E.O.

IOCIHiHE BiUTIIEHHS IJTACTUYHOT
PEKOHCTPYKTHUBHOI OHKOYpoJiorii, M. KuiB

HamionaneHuit  1HCTUTYT paky, HayKOBO-

Ta

I.M.H., mpod. CraxoBcekuit E.O.

lepxaBHe  HeKoMepLilHE  MNIAIPUEMCTBO
«HarioHanbHUH 1HCTUTYT paxky», HayKOBO-
OCIIITHE BIIIJIEHHS IJTACTUYHOT Ta
PEKOHCTPYKTHBHOI OHKOYpoJorii, M. Kuis
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Howmep Ta nara nakazy MO3 npo Ne 2006 Bix 02.10.2019

MIPOBECHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS, «PangomizoBane nocmimkenns I dha3u mist omiHky mUCTEKTOMIT B KOMOIHAITT 3 TIepionepaniiHumM

KOJI, Bepcis Ta gara 3aCTOCYBaHHAM NeMOpoi3ymady Ta Al OLIHKM IIMCTEKTOMIii B KOMOIHAIil 3 mepionepauiiHuM
3aCTOCYBaHHSM €H(opTymMady BEIOTHHY Ta MEMOpOIi3ymMady IMOPIBHSHO 3 MPOBEICHHSIM TUIBKH
IUCTEKTOMIT JUIsl YY9aCHUKIB 3 M S30BO-IHBa3MBHHM DPAaKOM CEYOBOTO MiXypa, SKUM HE MOXHA
MPOBOAUTH JIKYBaHHS IIUCIUIATUHOM a0o0 $AKi BIAMOBHWJIUCS BiJ JIIKYBaHHSA UHUCIUIATUHOM
(KEYNOTE-905/EV-303)», MK-3475-905, 3 inkoprmopoBanoto mompaskoro 08 Big 01 ysmcTonama
2022 poky

3asiBHUK, KpaiHa ToBapucTBo 3 0OMexkeHoro BianosiganpHicTIO «MCJl Ykpaina»

CnoHcop, kpaiHa TOB Mepk llapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

Havanbank @apManeBTHYHOIO YIPABJIiHHSA Tapac JIICKOBCbKHI

(migmic) (Bnacue im’st [IPI3BULLE)



Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

13.06.2023 No 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

OnoBneHuit mpoTokon kimiHiyHOro BHmpoOyBanHs SC-332A CLUSTOID® Dermatophagoides
pteronyssinus, Bepcis 2.0. Big 15.12.2022, anrmnilicbkoro MOBOI0; OHOBIIEHUH CHHOIICUC TPOTOKOITY
kimiHiyHOTO BHNpoOyBanHs CLUSTOID® Dermatophagoides pteronyssinus, Bepcis 2.0. Bix
15.12.2022, anrmilickkoro MoOBO0; OHOBIIEHE JOCHE OCIIIHKYBAIHHOIO JIIKAPCHKOTO 3aco0y
CLUSTOID® Dermatophagoides pteronyssinus, Bepcis 2.0. Big 15.12.2022, aHrniiicbKor0 MOBOIO;
3anydeHHs JOAATKOBUX MICI[b MPOBEJCHHS KIIHIYHOTO BUIPOOYBaHHS

Ne I1.1.B. BiAIOBIAILHOTO AOCIITHUKA

n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. | nupekrtop, k. Mmen.H. Hazapenko O.I1.

ToBapuctBo 3 oOMexeHOr0 BimmosinambHicTiO «KimiHiKa iMyHONIOTIi Ta aneproiorii
«DOPIIOCTy, m. Kuis

2. | mikap €pomenko ['.I1.

KomyHanbHe mianpueMcTBo «2-a MichbKa KiiHiuHa JikapHs loaTaBcbkoi MICBKOI paamn»,
JIOP Bigninenus, M. Ilonrasa

3. | mikap Jlucenko I.B.

KomyHnanbHe HekomepliiiHEe MiIIPUEMCTBO «3amopi3bka oOlacHa KIIIHIYHA JIIKapHS»
3amnopi3zbkoi 001acHOi paau, BIAAICHHS IMyHOJIOT1T, peBMAaTOJIOTIi 3 KypcoM XiMioTeparii,
M. 3anopixoKs

4. | 3aB. Bia. JIo3oma 1O.B.
Komynansue HekoMepitiiiHe mianpueMcTBo «Micbka kiiHiuHa JTikapHs Ne30» XapkiBChKOi

MICBKOI paJii, OTOJIAPUHTOJIOTIYHE BiJIUICHHS, M. XapKiB
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3MiHA BIAMIOBIAAJILHOIO JOCHITHAKA:

bYJIO CTAJIO

3aB. Big. Cmomnsamit O.11. B.0. 3aB. Bia. 'onra LA.
Komynanbne HekomepuiliHe mignpueMcTBo | KomyHampHe — HEKOMepLiliHE  MiANPHEMCTBO
«Opnecbka  obnmacHa  kiiHiuHA — JikapHia | «Onechka obnacHa KiiHiYHA JikapHsa «OpechKol

«OnecbKoi o0OJ1acHoOI paam», | 00JIacHOI paan», MyJIbMOHOJOTIYHE BIIIIJICHHS,
yJIbMOHOJIOTTYHE Bigainenss, | M. Oxeca
M. Oneca

Howmep ta nata makazy MO3 npo Ne 501 Bim 16.03.2023
MIPOBEACHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Haspa kiiniuyHoro BunpoOyBanHs, | «@a3a II-III BunmpoOyBaHHs nns OWIHKK e(EeKTHMBHOCTI Ta O€3MeKH MiAIIKIPHOI KJIacTepHOi

KOJI, BepcCis Ta maTa IMyHOTepaIii y Tari€edTiB, M0 CTPa)XJal0Th AJEPri€r0 Ha KA AoManrHporo mmry», SC-332A,
Bepcis 1.1 Biyx 21.09.2022

3asBHUK, KpaiHa POKCAJUI Meninin I'Mm6X, Himeuunna

CnoHcop, kpaiHa POKCAJIJI Meniuin I'm6X, Himeyunna

Havanbuuk ®dapManeBTHYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)



Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

[IpoTokon kiiHIYHOTO AOCciKeHHs, Bepcis 5.1 Bix 3 motoro 2023 poky (aHTIIHCHKOIO MOBOIO);
Iadopmaris g namienra ta ¢popma iHpopmoBaHoi 3roau, Bepeis 4.1 Big 09 TpaBus 2023 poky
(aHTIIHCHKOI0, YKPATHCHKOKO Ta POCIMChKOI0 MoBaMHM); OHOBiIeHa Bepcis [ocke mOCimKyBaHOTO
nikapcepkoro 3aco0y IMU-838-RC, tabnerku, 5 mr / 15 mr / 22.5 mr / 30 mr / 45 mr (IMU-838-RC
Tablets produced utilizing Roller Compaction) (Vidofludimus Calcium (IM90838) / Binodnynimyc
kasbirio (IM90838)), sepcis 13 Bix 16 mororo 2023 poky (IMPD IMU-838-RC Tablets 5 mg /
15 mg /22,5 mg / 30 mg / 45 mg); OnoBneHa Bepcis Jlocke T0CIIIKYBAHOTO JTIKAPCHKOTO 3aC00y
[Tnane6o mis IMU-838 (Vidofludimus Calcium Tablets / Bimodiayaimyc kanbiiito, TabieTku), Bepcis
8 Bix 16 ciuns 2023 poky (IMPD Placebo For IMU-838 Tablets (Vidofludimus Calcium Tablets),
version 8 dated 16 January 2023); Bpomrypa nocninnuka Bepcii 8.0 Bix 17 Oepesnst 2023 poxy
(aHrmiiicbkor0 MOBOI0); BHeceHHs YTOUHEHHS A0 KOIy JAOCHIKYBAaHOTO JIIKAPChKOIO 3aco0y
IMU-838, rtabnerku 22,5 mr: IMU-838-RC (IMU-838-RC Tablets produced utilizing Roller
Compaction)

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1773 Bix 20.08.2021

Ha3sBa kniHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«baratoueHTpoBe, paHJAOMi30BaHe, MOABIAHE CIIiMe, MIane00-KOHTPOIbOBAHE JOCTIIKEHHS IS
OLIHKM e(eKTUBHOCTI, Oe3nmedHocTi 1 mnepeHocuMocti mpenapary IMU-838 y mnamieHTtiB 3
MIPOTPECYIOYHM PO3CITHUM cKiiepo3omy, P2-IMU-838-PMS, Bepcist 5.0 Big 4 xoBtHs 2022 poky

3asiBHUK, KpaiHa

TOB «Bepym Kiinikan Picepuy», Ykpaina

CnoHcop, kpaiHa

«Immynik AT'y, Himeuauna / Immunic AG, Germany

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



JlopaTok 6

110 HaKazy MiHicTepcTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

13.06.2023 Ne 1072

InenTudikaiist CyTTEBOI MOMPABKU

Jlocke OCIHIKYBAHOTO JiKapchkoro 3acoOy, Po3gim 2.3 Berym, P.3.1. mikapcekuii 3aci6d
PD-0332991, karicynu, P.1. nikapcekuii 3acio @ynsectpanrt, P.3.1. nikapcbkuii 3aci6 @ynBecTpaHT,
P.1. nikapcekuii 3aci6 Llerykcumad, P.3.1. mikapcekuii 3aci6 Llerykcuma0, P.1. mikapcekuii 3aci6
Jlerpozon, P.3.1. mikapcekuii 3aci6 Jlerposon, Bepcis Big 14 O6epe3ns 2023 poky, aHTIIIHCHKOIO
MoBo10; OHOBiIeHHS Ha3Bu BUpoOHUKa Pfizer Inc., USA nmist qocmikyBaHUX JIIKapCHKHUX 3aC001B:
PD-0332991 (ITanbomuk:ii6), karncynu tBepAi, 75 mr; PD-0332991 (I1an6ouukimid), Kancyau TBEpi,
100 mr; PD-0332991 (ITan6omwukimi6), kancymnu tBepai, 125 mr; @ynBecTpaHT, po34uH JUIs iH’ €KIIH,
50 mr/mu; Herykcumad, pozuwnn s iHdysii, 5 mr/mr; Bymno - Pfizer Worldwide Research and
Development, USA ; Crano - Pfizer Inc., USA; 3anyuyenns Jlerpo3oiy, Tabierok mo 2,5 mr, sk
JOCTIKYBAHOTO JIIKApPChKOTO 3aco0y; 3aiaydeHHS BHPOOHUYMX IISHOK AJIs JTOCIIKYBAHOTO
nikapcekoro 3aco0y Jletposzoun, Tabnetku no 2,5 mr: Intas Pharmaceuticals, India; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, UK; Pfizer Inc., USA; Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Limited, UK; Almac Clinical Services Limited, UK; Almac Clinical
Services LLC, USA; Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany; 3pa3ok
MapKyBaHHs JiKapchbKoro 3aco0y Jlerposoun, Tabnerku no 2,5 mr, Bepcisa 1.A Big 25 ciuns 2023 p.
PI3HMMH 1HO3EMHUMH MOBAaMU Ta YKpAiHCBKOIO MOBOO; 3aJydeHHs J10/1aTKOBOI BUPOOHHYOT
TUISTHKY, BiAmoBigambHOi 3a Bumyck cepii, Pfizer Ireland Pharmaceuticals, Ireland s
JOCTIKYBAaHUX JIKapchkux 3aco0iB: PD-0332991 (ITanGouwmkii0), kancyiaud TBepai, 75 M,
PD-0332991 (ITanbouukini6), kancymu tBepai, 100 mr; PD-0332991 (ITanGorumkmni6), kamcynu
TBepai, 125 mr; dynBecTpant, po3uuH st 0 ek, SO mr/mur; Letykcumad, po3unH aiis iHY31H,
5 mr/mut; 301TBIIIEHHS 3aIJIAaHOBAHOI KITBKOCTI MaIieHTiB st Ykpainu 3 3 1o 4 ocid

Howmep Ta nata nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 531 Bix 26.03.2022

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta faTa

«[TIPOTOKOJI TTIPOAOBXXEHHS JIKYBAHHS YYACHUKIB KJIIHIMHUX JOCJIIDKEHD
[MAJIBOUKIIIBY, CIIOHCOPOM SKUX € KOMIIAHIA «II®AU3EP», A5481173,
OCTaTOYHUM NpoToKoJ, 17 nmucronana 2021 p.




MIPOJIOBXKEHHS ToAaTKa 6

3asiBHUK, KpaiHa

[aiizep luk., CIIA

CnoHcop, KkpaiHa

[1aiizep Ink., CIITA

Havanbuuk ®apManeBTHYHOI0 YIIPABJIiHHS

Tapac JSICKOBCbKHUM

(migmuc)

(Bnacue im’st [TIPI3BUILIE)




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Bporrypa mocmigHuka Ui JOCIIIKYBaHOTO JiKapchKoro 3acody Marmitentan (JNJ-67896062),
Buganns 19 Bin 02 rpyaus 2021 poky; Jonatok 1 Big 27 uepsust 2022 poky 1o bpourypu gocnigauka
JUTSL TOCITIDKYBAHOTO JTikapchkoro 3aco0y Martitentan (JNJ-67896062), Bunanus 19 Big 02 rpyaas
2021 poxy; bpomypa nmocmigHuka s JOCHIIKYBAHOTO JIiKapchkoro 3aco0y MariteHTan
(INJ-67896062), Bumanns 20 Big 02 rpyans 2022 poky; bporrypa gociigHuKa A5 0CIiKYBAaHOTO
nikapcekoro 3acody Cenekcimar (JNJ-67896049), Bumanns 17 Bim 07 mortoro 2022 poky;
[ndopmartis qist yuacHuka nociimxerss 1 @opma inbopmoBaHoi 3roau, Bepcis st Ykpainu 3.0 Big
06 6epe3ns 2023 poky, yKpaiHCHKOIO Ta POCIMCHKOI0 MOBaMH

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 254 Bin 08.02.2022

HasBa xiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«IIpocnexkTuBHe, BIAKpUTE, IIATGOPMHE JOCHIKEHHS 3 METOI MPOBEIEHHS HACTYIHOTO
JIOBFOCTPOKOBOTO CIIOCTEPEXEHHS 3a MallleHTaMH 3 JIETEHEBOIO TINEPTEeH31€l0, fAK1 paHille
npUiiMaly y4acTh y NMEpBICHUX iHTepBeHLIHHUX BUNpoOyBaHHax», NOPRODPAPUH3001, Bepcis
1.0 Big 02 yepsHst 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

«Anccen Papmanesruka HBy/ Janssen Pharmaceutica NV, benbris

Havanbuuk @apManeBTUYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [IPI3BUILE)



JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Jlokanpuuii pomatox Bepcis 1.0 Big 07.04.2023 mo Ilportokomy 02PDE2019 Bepcis 3.2 Bin
01.09.2022

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

Ne 390 Bix 25.02.2023

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«®aza II, noxsiiiHe ciine, paHIOMi30BaHe, IJIae00 KOHTPOJIbOBAHE, y MapalieIbHUX TpyIax,
JOCIIJKCHHSI 3 METOI0 BUBYEHHS eeKkTuBHOCTI, Oe3nednocti ta ¢papmakokineruku CPL500036
(iari6itop PDE10A) y mamieHTiB 13 roctporo ek3aiepoariieto mu3odpenii», 02PDE2019, Bepcis 3.2.
Bix 01 Bepecus 2022 poky

3asBHUK, KpaiHa

TOB «CT AKAJAEMIS», Ykpaina

CnoHncop, kpaiHa

Celon Pharma S.A., ITonsma

Havanbuuk @dapManeBTUYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [IPI3BUILE)



JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

13.06.2023 No 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoBeHUN MPOTOKOJI KiIiHIYHOTO BUIpoOyBaHHs 3 [lompaBkoro 2.0 Bim 09 ciuns 2023 poky,
aHIITIHChKOI0 MOBOI0; CHHOIICHMC TPOTOKOINIYy KiiHiuHOro BumpoOyBanHsi 3 Ilompaskoro 2.0 Bix
09 ciuns 2023 poky, yKpaiHCbKOK MOBOIO; bporrypa mociiHUKa Ha JTOCTIKYBAHUN JIKAapChKUI
3aci6 IlampeBmymad, Bumanus 20.0 Big 02 mucromama 2022 poky, aHTIIHCHKOIO MOBOO;
[npopmamiitnuii yMcTok TmamieHTa Ta ¢opma iHGopMoBaHOI 3roau A (a3 BIAKPUTOTO
PO3IIMPEHOTO OCIiHKEeHHs, Bepcist 2.1 s Ykpainu Big 15 mororo 2023 p., aHNTHCHKOK MOBOIO,
MepeKIIaj] yKpaiHChKO0 Ta POCIIChKOI0 MOBaMH

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 80 Bix 19.01.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta Jara

«3edipyc II: PannomizoBane, mojaBiiiHe ciirne, Mmiane00-KOHTPOJIbOBAHE KIIIHIYHE JTOCIIKCHHS
¢a3zu 3 3 MeTor OLIHKKM e(pEeKTUBHOCTI Ta Oe3neKku mpenapaTy nampeBiymald y MalieHTIB 3
imionatnuanM JereHeBuM (idposom (IJID)», FGCL-3019-095, 3 IMompaskoro 1.0 Bix 03 Oepe3ns
2021 poky

3asiBHUK, KpaiHa

TOB «BOPJIJIBAIJI KJITHIKAJI TPAIIC YKP»

CnoHcop, kpaiHa

«Pibpol’en, Ink.» (FibroGen, Inc.), Cnonyueni Illtatn AMepuku

Havanbank ®@apManeBTHYHOIO YNPABJIIHHSA Tapac JIAICKOBChbKHHA

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Onosnena cekuis Jlocee J1JI3 MK-6482: DRUG SUBSTANCE - S.4 CONTROL OF DRUG
SUBSTANCE, Bepcis 088X8D Big 30 6epe3ns 2023 p., aHMTIHCHKOK MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

Ne 767 Bin 02.04.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Binkpure, pangomizoBane gociikenHs 3 ¢aszu npemnapaty MK-6482 B nopiBHSHHI 3 penaparom
€BEpOJIIMYC Y YYaCHHUKIB 3 IMOIIMPEHUM HHUPKOBO-KIITUHHHM PAKOM, SIKUH MPOTpEecyBaB IiCIIs
nonepeansoi PD-1/L1 T1a VEGF-tapretnoi tepamii», MK-6482-005, 3 iHKOpHOpOBaHOIO
nonpaskoro 06 Bix 13 gumas 2022 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00Mex)eHo10 BinoBiganbHicTIO «MCJl YKpaiHnay

CnoHncop, kpaiHa

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

Havanbuuk @dapManeBTUYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [IPI3BUILE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoBIEHUH TPOTOKOJ KJIiHIYHOTO BUTIpoOyBaHHs, Bepcis 8 Big 08 6epesns 2023 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Panmomi3zoBaHe, MOABIMHE ciine, Tane0o-KOHTpoiaboBaHe nociimkeHHs ¢aszu Il 3 ominku
edekTUBHOCTI Ta Oe3meyHocTi KoMOiHaIii iHaBomicuOy 3 ManOOUHUKIIOOM Ta (QyIBECTPAHTOM Y
MOPIBHIHHI 3 KOMOiHAIII€I0 TUIanedo0 3 maadonuKIiooM Ta GyaIBECTPAaHTOM Y MAIIEHTIB 3 MYTAIli€0
reda PIK3CA, ropmon-peuentop-no3utuBHuM, HER2-HeraTMBHUM MiclieBO-IOUIMPEHUM abo
METAacTaTHYHUM PaKOM MOJIOYHOI 3am03u», WO41554, Bepcis 7 Big 21 sxoBtHs 2022 p.

3asBHUK, KpaiHa

ToBaprcTBO 3 0OMEKEHOI0 BiAMOBIAANIbHICTIO «Pom Ykpaina»

CnoHncop, kpaiHa

@.Xoppmann-JIs Pomr JIta, HIseitmapis

Havanbuuk @dapManeBTUYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [IPI3BUILE)



JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

OnoBnena bpomypa nochmigauka 3 npemapary Openabpytunio (ICP-022), Bepcis 9.0B Bin
15 motoro 2023 p., aHrmiicekor0 MOBOIO; [HpOpMamidHUI JUCTOK I mamieHTta Ta (opma
iH(pOopMOBaHOT 3rOJM aHMIIHCHKOI MOBOIO 1is1 Ykpainu, Bepcis 3.0 Big 30 6epesns 2023 poky;
[adopmarniitauii ucToK I mamieHTa Ta GopMa iH(GOPMOBAHOI 3TOM AHTIIMCHKOI0 MOBOIO IS
VYkpainu, Bepcis 3.0 Big 30 6epesns 2023 poky. IlepeknaneHo ykpaiHCbKOO MOBOIO AJis YKpaiHU
06 xBiTH: 2023 poKy

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 645 Bin 16.04.2022

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararouentpose BigkputTe mociimpkeHHs (as3u I/11 3 BUBYECHHS HOBOTO IHTI0ITOpa THPO3UHKIHA3K
Bpyrona — openabpytuHiOy B mami€eHTIB i3 B-KIITHHHUME 3J0SKICHUMH HOBOYTBOPEHHSIMH,
ICP-CL-00107, Bepcis 5.0 Bix 30 nucronana 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 oOMexenoro BiamosimanbHicTIO «JIABKOPIT KIITHIKAJI JEBEJIOTIMEHT
YKPATHA»

CnoHcop, KpaiHa

«InnoKep ®apma [uk.» (InnoCare Pharma Inc.), CIITIA

Havanbuuk ®dapManeBTHYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa pocnigauka Omnamapu6 (Olaparib) (AZD2281, KU-0059436), Bunanns 22 Bix 26 ciuHA
2023 poky, aHrmiiicpkor0 MoBo1O; Ykpaina, MK-7339-006, Bepcis 00 Bix 07 kBitHa 2023 poky
YKPaiHChKOK0 MOBOIO, JOIIOBHEHHS 10 1H(oOpMaIlii Ta JOKYMEHTY IpO iH(POPMOBaHY 3roay I
marfieHTa s JIKyBaHHS IICJIsS TPOTPECYBaHHS XBOPOOH, YKpaiHChKOIO MoBoro; CrHcia
XapaKTepUCTHKa JiKapcbkoro 3aco0y mnopiBHsAHHS Amimta 100 mr / 500 Mr mopomok s
KOHIICHTpATY I po3unHy [t iH(dy3ii Bix 31 ceprast 2022 poKy, aHTITIHCEKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1593 Bix 09.07.2019

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Jocnimkennsa Il dasm nns memOponizymaby y komOiHamii 3 memeTrpekceoM / IMpernapaToM
IUIaTHHY (KapOorutaTiH abo MUCIUIATHH) 3 MOJAIBIINM BBEICHHIM IeMOpori3ymady y KoMOiHaii
3 MIATPUMYIOUMM JIKYBaHHSM ojarnapruOoM abo meMeTpeKceoM B SKOCTI Tepamii mepIuoi JiHii y
Malli€HTIB 13 METAaCTaTUYHUM HEIUIOCKOKIITHHHUM HEAPIOHOKIITUHHUM PaKOM JIETEHIBY,
MK-7339-006, 3 inkopnopoBaHoo nonpaBkoro 06 Big 07 xoBTHs 2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexxeHoto BianosiganpHicTIO «MCJ Ykpaina»

CnoHcop, kpaiHa

TOB Mepk Iapm ena JJoym, CIITA (Merck Sharp & Dohme LLC, USA)

Havanbank ®@apManeBTHYHOIO YNPABJIIHHSA Tapac JIAICKOBChbKHHA

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



Jonmarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Omnogsnena bpomrypa nociigauka o npenapary Olaparib (AZD2281, KU-0059436), Bepcist 22.0 Bifg
26 ciuns 2023 poky; Onomienmii Po3min 2.3 KiiniyHe BunpoOyBaHHS Ta MOMEPEIHINA TOCBIL
3aCTOCYBaHHs Ha JIIOASX (KJIiHIYHA (hapMakoJjoris, KiiHiYHa (apMaKOKIHETHKA, 3aCTOCYBAaHHS Ha
JFO/ISX Ta CIIBBIIHOIIEHHS PU3UK/KOPUCTH) JlOoChe Ha TOCTIIKYBaHUH Jikapchkuii 3aci6 Onanapud
(Olaparib, AZD2281, KU-0059436), Bepcist 21 Bix 08 mrororo 2023 poky; 3miHa Ha3B MiCIb

MPOBEICHHS KJIIHIYHOTO BUMPOOYBaHHS:

BYJIO CTAJIO
3aB. Bia., K.M.H. Ocranenko 10.B. 3aB. Bij., K.M.H. Ocranenko 10.B.
HamionaneHuii 1HCTUTYT paky, BinfineHHd | [lep>kaBHe — HEKOMeEpILiiiHE  MiJIPUEMCTBO

MaJIOIHBa3MBHOI Ta EHJOCKOIIYHOI Xipyprii,
IHTepBEeHLIHOT pagioorii, M. Kuis

«HamioHanbHUIA 1HCTUTYT paKy», BiIIUICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOI Xipyprii,
IHTEepBEHIIMHOI paaioorii, M. Kuis

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

HepxaBHa ycraHoBa «IHCTHUTYT 3arajbHOI Ta
HeBigkIaaHoi Xipyprii imeni B.T. 3aiinesa
HamjonanpHoi akagemii MEAMYHUX  HAyK
VYkpaiHny», BIJAUIEHHS XIpypriuHUX iH(EKii
Ta YCKJIAIHEHOI OHKOJIOTIYHOI MaTojorii Ha
25 nmiKOK 3 MaNaTol IHTEHCHBHOI Teparii Ha
6 nabkok, XapkiBcbka MeJHuYHA aKajaeMis
HiCIIS TUIUIOMHOT OCBITH, Kadeipa OHKOJIOTIT Ta
JIUTSY0T OHKOJIOT11, M. XapKiB

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

HepxaBHa ycraHoBa «IHCTHTYT 3arajibHOi Ta
HeBiakimaaHoi xipyprii imeni B.T. 3aiiuena
HamionaneHoi  akagemii MEIMYHUX  HAyK
VYkpaiHuy», BIIUIEHHS XIpYPridyHUX 1HQEKIii
Ta YCKJIAJHEHOI OHKOJIOT1YHOi MaTojorii Ha
25 niXKOK 3 ManaTol0 IHTEHCHBHOI Teparii Ha
6  JbKOK,  XapKiBCbKMIl  HalllOHAJIbHUN
MEIMYHUN YHIBEpCUTET, Kadeapa OHKOJOriI,
MpOMEHEeBO1  Tepamii, OHKOXIpyprii  Ta
MaJTiaTUBHOI JOTIOMOTH, M. XapKiB

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1012 Bix 24.05.2021




2 MPOJOBXKEHHS AojaTka 14

Ha3ga kiiniuHOr0 BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanmomizoBaHe, MojBiiHE clile, iane6o-KoHTpoaboBane, nociimkenns 111 ¢hasu miarpumyodoi
MoHOTeparrii onarmapudom y ydacuukis 3 BRCA Wild Type posnosciomkenum (FIGO cramis I11-1V)
CepO3HUM 200 CHIOMETPIOITHUM PAKOM SIEYHUKIB BUCOKOTO CTYIIEHIO 3JI0SKICHOCTI TCIIS BIAMIOBII1
Ha CTaHJIAPTHY IUIATHHOBMICHY XiMiorepamnito mepmoi miHii (MONO-OLAT1)», D9319C00001,
Bepeis 1.0 Bix 17 rpyans 2020

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

Havanbuuk ®dapManeBTUYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)




Jlomatok 15

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072
Inentudikariist CyrTeBOi MonpaBku | 3MiHa BIAMOBIIAIBLHOTO JOCTITHUKA:
BYJIO CTAJIO
k.M.H. Tpyxin JI.B. nikap Kpacuorpyzas FO.C.
Komynanene HexomepmiiiHe mignmpueMctBo | KoMyHanbHe HEKOMEpIiiiHE —ITiIIpUEMCTBO
«OnecbKkui perioHaIbHUMA kiaiHIYHUN | «OgechKuil perioHaIbHUMA KIIIHIYHAN
OPOTHITYXJIMHHUHN 1eHTp» Onechkoi 001acHOi | MPOTUIYXIUHHMNA HEeHTp» Opechbkoi 00JacHOol
paau, BijusIeHHs xiMiotepanii, M. Oneca paau, BijIIeHHs XiMiotepanii, M. Oneca
3MiHa Ha3BU Ta QJIPECH MICIsl MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS !
BYJIO CTAJIO
K.M.H. Octanenko 1O.B. 3aB. BiI., K.M.H. Ocranenxo 10.B.
HamionaneHuii 1HCTUTYT paky, BigauieHHs | [lepxaBHe — HEKOMeEpLiiiHE  HIAMPUEMCTBO
MaJIOIHBa3MBHOI Ta EHIOCKOMIYHOI Xipyprii, | «HamioHanpHui 1HCTUTYT paKy», BiJIUICHHS
1HTepBeHIIIHOT paaionorii, M. Kuis MaJIOIHBa3MBHOI Ta EHJOCKONIYHOI Xipyprii,
IHTepBEHIIIMHOT pasionorii, M. Kuis
Anpeca: Byn. 0. 3nanoBcrkoi 33/43, m. Kuis,
03022, Ykpaina

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 9 811 02.01.2019

Hasga kiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannomizoBane, III ¢a3u, noagiiiHe ciine qocmiKeHHs KoMOiHanii TpacTy3ymaly, XiMioTeparii
Ta neMOposnizymMaldy y HMOpIBHSHHI 3 KOMOIHaIi€l TpacTy3ymaly, ximiorepamii Ta mianedo sk
tepanii nepmoi diHii y namieHTiB 3 HER2-mo3suTHBHOIO MeTacTaTHYHOIO aJ€HOKAPLIHMHOMOIO
nuTyHKy a0o 1noryHKoBo-ctpaBoximHoro 3'emnanHs (KEYNOTE 811)», MK-3475-811, 3
iHKopnopoBaHoo nonpaskoro 09 Bix 08 BepecHs 2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexkeHoto BianosiganpHicTIO «MCJ Ykpaina»

CnoHcop, kpaiHa

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

Havanbunk ®@apmManeBTHYHOIO YIPABJIIHHSA Tapac JIICKOBChKHI

(migmc) (Bnacue im’s ITIPI3BUILIE)



JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa nocninmauka TaBamanon (Tavapadon) epcis 4.0 Big 30 >xoBTHS 2022 p., aHTIIIHCHKOIO
MOBOIO; [locke mocimimkyBaHoro Jikapcbkoro 3aco0y TaBamanon (Tavapadon) Ta mamne6o, Bepcis
4.0 Bix 02 nmucronana 2022 p., aHMTHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1636 Bix 20.07.2020

Ha3ga xiiniuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Panomi3zoBaHe, MOBIHE cIuine, MmIane00-KOHTPOILOBAHE NOCTIKEeHHS (a3u 3 y mapajeabHuX
rpynax TpUBAIICTIO 27 THXKHIB 13 THYYKHUM IM1100pOM JTO3U JAJISl OLIHKH €EeKTUBHOCTI, OE3MEUHOCTI
Ta nepeHocuMmocTi TaBamagoHy y mamieHTiB 3 xBopoOoro IlapkiHcoHa Ha panHHIA cramii
(mocnimxennst TEMPO-2)», CVL-751-PD-002, Bepcis 3.0 Big 03 Bepecust 2021 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

Cnoncop, kpaiHa

Cepesen Tepamn'torikc, JIUJIC, CHIA [Cerevel Therapeutics, LLC, USA]

Havanbank ®apmManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmc) (Bnacue im’st ITIPI3BUILIE)



Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa pocnigauka Omnamapu6 (Olaparib) (AZD2281, KU-0059436), Bunanns 22 Bix 26 ciuHA
2023 poky, aHriiiicekoro MoBoro; Ykpaina, MK-7339-013, Bepcis 00 Bim 06 Bitasa 2023 p.,
YKpaiHCbKOI0 MOBOIO, JlOomMOBHEHHsI 110 iH(opMarii Ta TOKYMEHTY mpo iH()OpMOBaHYy 3TOay IS
MaIji€eHTa IMicisl TPOTPECYBAHHS 3aXBOPIOBAHHS; 3MiHA HA3BH MICIS TPOBEIACHHS KIIHIYHOTO
BUIIPOOYBAHHS:

bYJIO CTAJIO

K.M.H. Ocrtanenko 10.B. K.M.H. Octanenko 1O.B.

HamionaneHuii iHCTHTYT paky, BigminieHHs | [lepkaBHe — HEKOMEpLiHE  ITiIIPUEMCTBO
MaJIOIHBa3UBHOI Ta EHAOCKOMIYHOI Xipyprii, | «HamioHanpbHUIl 1HCTUTYT paky», BiAIIJICHHS
IHTepBeHIIIITHOT pagionorii, M. Kuis MaJIOIHBAa3MBHOI Ta EH/JIOCKOIIYHOI Xipyprii,
IHTepBEHIIHHOI paaioJorii, M. Kuis

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 80 Bix 19.01.2021

Ha3sBa kuiiHiuHOTO BUNpOOYBaHHS,
KOJ1, Bepcis Ta jara

«PangomizoBaHe, MojBiiiHE ciine, Tuianedo-KoHTpoiboBane nociimkenHs Il ¢asu mnsg ominku
nemOponizymady (MK-3475) y noeHaHHi 3 CyIyTHBOIO XIMIOIIPOMEHEBOIO TEPAII€I0 3 MOAATBIIUM
BBEJCHHSIM memMOponizymady 3 osamapubom (MK-7339) a6o 6e3 HHOTO y MOpIBHSHHI JIMIIE 3
CYIIyTHHOIO  XIMIOMPOMEHEBOIO Tepami€ld B YYacCHHKIB 3 HEIIOJAaBHO J1arHOCTOBAHHUM
JIOKaJi30BaHUM JpiOHOKIITHHHUM pakoM JereHiB (JIIPJI)», MK-7339-013, 3 iHKOprmopoBaHOIO
nonpaskoro 04 Big 12 BepecHst 2022 poky

3asBHHUK, KpaiHa

ToBapuctso 3 oomexkeHoto BianosiganpHicTIO «MCJI Ykpaina»

CnoHcop, kpaiHa

TOB Mepk Illapn ena Joym, CIIHA (Merck Sharp & Dohme LLC, USA)

Havanbunk @apmManeBTHYHOIO YIPABJIIHHSA Tapac JIICKOBChKHI

(migmc) (Bnacue im’s [IPI3BUILE)



JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa nocninmauka TaBamanon (Tavapadon) epcis 4.0 Big 30 >xoBTHS 2022 p., aHTIIIHCHKOIO
MOBOIO; [locke mociikyBaHoro Jikapchkoro 3aco0y Tasanamon (Tavapadon) Ta murane6o, Bepcis
4.0 Bix 02 nucronaga 2022 p., aHTHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 80 Bix 19.01.2021

Ha3ga xiiniuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanomizoBaHe, MoiBiiHE ciuine, mIane00-KOHTPOILOBAaHE MOCTiKEeHHS (a3u 3 y mapaielibHuX
rpynax TpUBAIICTIO 27 THXKHIB 13 THYYKHUM IM1100pOM JTO3U JAJISl OLIHKH €EeKTUBHOCTI, OE3MEUHOCTI
Ta TIepeHoCHuMOCTi TaBamagoHy B SKOCTI TOTIOMDKHOI Teparil y JOpOCINX MAIiEHTIB 3 XBOPOOOIO
[Tapkincona 3 MOTOpHUMH (IYKTyallisiMd, SKI OTPUMYIOTh JIKyBaHHS mpemnapatom JleBomoma
(mochimkenast TEMPO-3)», CVL-751-PD-003, Bepcis 3.0 Big 03 Bepechst 2021 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

Cepesen Tepan'totikc, JIJIC, CIIIA [Cerevel Therapeutics, LLC, USA]

Havanbuuk ®dapManeBTHYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)



JonaTok 19

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

bpomrypa mocmigauka CINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination),
Buganus 3 Big 11.08.2022 p.; Bpomypa nocnigauka CINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination), Bumanus 4 Bix 04.01.2023 p.; Indopmariis mis namienta ta Popma
iHpopmoBanoi 3romu — IIpotokon 64091742PCR3001, Bepcis 13.0 ykpaiHCBKOIO MOBOKO JUIS
VYkpainu Big 15.03.2023 p.; Indopmanist mis manienta ta @opma indopmoBanoi 3roau — [Iporokon
64091742PCR3001, Bepcis 13.0 pociiicbkoro MmoBoro aist Ykpaiau Bix 15.03.2023 p.; Indopmaris
st narienta ta ®Popma iHpopmoBaHoi 3rogu — IIporokon 64091742PCR3001, Bepcis 4.0
YKpaiHChKOI0 MOBOKO it Ykpaiaum Big 22.03.2023 p.; Indopmamis mns mamienta ta Popma
iH(hopmoBanoi 3roau — [Iporokon 64091742PCR3001, Bepcist 4.0 pociiickkoro MOBOIO /Ui Y KpaiHH
Bim 22.03.2023 p.; Iadopmanis ans namienra ta Popma iHpopmoBaHoi 3romu — IIporoxon
64091742PCR3001, Bepcis 3.0 ykpaincbkoro MoBoo it Ykpainu Bix 18.04.2023 p.; Indopmariis
mis namienta ta ®opma iHpopmoBanoi 3rogu — Ilporoxon 64091742PCR3001, Bepcis 3.0
pociiicekoro MoBoro ansi Ykpainu Big 18.04.2023 p.; Indopmamis mis namienta ta dopma
iHpopmoBanoi 3roau — IIporoxon 64091742PCR3001, Bepcis 4.0 ykpaiHCBKOIO MOBOIO JUIf
VYkpainu Big 17.05.2023 p.; [npopmaris ans naunienta tTa @Popma iHpopmoBanoi 3roau — [Iporokon
64091742PCR3001, Bepcis 4.0 pociiicbkkoro MoBowo uist Ykpainu Big 17.05.2023 p.; 3wmina
BIJIMOBIAAILHOTO JOCTIAHUKA Y MICIIi TPOBEIEHHS KJIIHIYHOTO BUMIPOOYBaHHS; 3MiHA Ha3BU MiCIIb
MIPOBEJICHHS KIIHIYHOTO BUIPOOYBaHHS

BYJIO CTAJIO
3aB. BiA. JIutBuH 1. B. nikap 3BoHapboBa H.I'.
KomynansHuit 3aKian «Kniniyamit | KomyHanbHe miaAnpueMcTBO «JIHIMPOBCHKUI
OHKOJIOTTYHHH JHcriaHcep» | o0JacHui KJIHIYHUI OHKOJIOTTYHHH
J{HITpONEeTPOBCHKOT obmacHo1 panu, | qucnancepy»  JIHITpoOmeTpoBChKOi  00JIaCHOI
BiJIIUIEHHS XiMioTepartii, M. J[Hinpo paan», OHKOXIMIOTEpareBTUYHE BiIAUICHHS,
M. JIHinpo




2 MPOJOBXKEHHS Ao1aTka 19

I.M.H., ipo¢. CraxoBcbkuii E.O. I.M.H., ipod. CraxoBcekuit E.O.
HamionanpHuid  1HCTUTYT paky, HaykoBo- | JlepkaBHe  HEKOMEpIiiHE  MiIMPUEMCTBO
JochiHe  BimmieHHs — 1uiactuuHoi  Ta | «HamioHanbHUE IHCTUTYT paky», HayKOBO-

PEKOHCTPYKTHUBHOI OHKOYpoJorii, M. Kuis JNOCTiAHEe  BIAAUIGHHS  IUJIACTHYHOI  Ta
PEKOHCTPYKTUBHOI OHKOYpoJorii, M. KuiB
n.M.H., mpod. Cakano B.C. n.M.H., pod. Cakano B.C.

KuiBcbkuii MiCbKMH KIIIHIYHUN OHKOJOTiuHMMA | KOMyHanbHe HEKOMepIiiiHe —MiImpueMCTBO
LEHTp, YypoJjoriune BimaiaeHHs, JlepkaBHa | «KMIBCHKUI MiCHKHMI KITIHIYHHH OHKOJIOTTYHUI
ycranoBa «lHCTHUTYT yponorii HamionanpHOi | IEHTp» BUKOHABYOro oprany KwuiBchkoi
akajgemii MeIMYHUX HayK YKpaiHu», Binain | micbkoi panu (KuiBchkoi Michkoi AepaBHOI
oHkoypoJorii, M. KuiB aJMiHICTpalii),  ypoJIOTiYHE  BiJIiICHHS,
JepxaBHa yctaHoBa «[HCTUTYT ypoJorii iMeHi
akagzemika O.0. BozianoBa HamionansHoi
akajemii MEIMYHUX HayK YKpaiHu», BiJII
oHKoypouiorii, M. KuiB

Howmep ta nata nakazy MO3 mipo Ne 636 Big 22.03.2019
MIPOBEJICHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Ha3Ba kininiuHoro BunpoOyBanHs, | «PangomizoBaHe, miane00-KOHTPOJIbOBAHE, MOJBIMHE CIliNe KIIHIYHE IOCHIKeHHS 3 ¢dasu

KOJI, Bepcis Ta jara npenapary Hipanapu6 y komb6inanii 3 AbiparepoHa AneratoM Ta [IpeqHi30HOM y MOpIBHSAHHI 3
Abiparepona AuneratoMm Ta [IpenHi30HOM Ui JIIKyBaHHSI MAlI€HTIB 3 METACTaTUUYHUM pPaKkoM
nepeaMixypoBoi 3aso3u», 64091742PCR3001, 3 monpaskoto 6 Big 30.09.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAIIEBTHUKA HBy, benbris

CnoHcop, KpaiHa «IHCCEH ®APMAIIEBTUKA HBy, benbris

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(i gmc) (Bnacue im’st [TIPI3BULILE)




Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Onorneni po3aum 3.2.P.2.3 Manufacturing Process Development, 3.2.P.3.2 Batch Formula,
3.2.P.3.3 Description of Manufacturing Process-Process Controls, 3.2.P.5.4 Batch Analyses,
3.2.P.8.1 Stability Summary and Conclusion, 3.2.P.8.3 Stability Data Jlocke mocmimxyBaHOTO
nikapceekoro 3aco0y MK-3475 Pembrolizumab SC, Bepcist 089JRG Bix 27 xsitHsa 2023 poky,
aHTIiiCchKOI0 MOBOIO; [1oOBXKEHHS TepMiHY MPUAATHOCTI JOCHIIKYBAHOTO JIKApCHKOTO 3aco0y
Pembrolizumab SC 3 24 micsiiB g0 36 micsimis

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1326 Bix 02.07.2021

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Binkpure, pangomizoBane gociimkeHns I ha3u mis BuBYCHHS papMaKOKIHETHKY Ta OE3MEYHOCT1
neMOpourizymMaldy  Juis  MIOIMIKIPHOTO  BBEIACHHS IOPIBHSHO 3 MEMOpONi3ymMaOoM IS
BHYTPIIIHBOBEHHOT'O BBECHHS, B KOMOIHAIli] 3 IBOXKOMIIOHEHTHOIO XiMiOTepaIiero npenapaTamu
IUIaTUHHU, B SIKOCTI MEpIIOi JiHIT Tepanii AJi1 yYaCHUKIB 3 METaCTaTUYHUM IUIOCKOKJIITUHHUM a0o0
HEIUIOCKOKJIITUHHUM  HEJpPIOHOKIITMHHUM  pakoM JereHiBy, MK-3475-A86, Bepcis 3
1HKOpriopoBaHoto nornpaskoio 06 Bix 25 ciuns 2023 poky

3asiBHUK, KpaiHa

ToBapucTtBo 3 00MexeHoo BianoBiganbHicTI0O «MC/I Ykpaina»

CnoHcop, KpaiHa

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

Havanbuuk @apManeBTUYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [IPI3BUILE)



JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Onosnenuii [Ipotokon kiminiuHOTO BHNpoOyBaHHs D2912C00003, Bepcis 8.0 Bim 24 Oepesns
2023 poky, anrmiiicekoro MoBoto; @opma ominroBanHs, Bepcis 1.0 Bix 24 ciuns 2023 poky, m1010
oHoBJyieHHsI bpomypu nocmiganka AZD1402, Bepcis 6, Big 15 rpyaas 2021 poky, aHTIIHCBEKOIO
MoBoto; [Hdopmaris mns mamienta i popma inpopmoBanoi 3roau ais Yactuau 1 BUpoOyBaHHS,
s Ykpainu, Bepcist 5.0 Bix 25 kBiTHS 2023 poky, Ha ocHOBI Maiictep-Bepcii 5.0 Bix 17 kBiTHS
2023 poky, aHTTIHCHKOIO Ta YKpaiHChKOIO MoBamu; Jlogartok no [Hdopmarii ais namierTa i popmu
iHdopmoBanoi 3roau ans Yactunu 1 BumpoOyBanHs, Ui YKpainu, Bepcis 5.0 Big 25 KBiTHA
2023 poxy, Ha ocHOBI Maiictep-Bepcii 5.0 Bix 17 xBiTHs 2023 poKy, aHIIIIHCHKOIO Ta YKPaiHCHKOIO
MoBaMu, [Hhopmartis s marienTa i popma iHpopmoBaHoi 3roau 1yt YacTrHY 2 JOCIIIKEHHS, 115
VYkpainn, Bepcis 7.0 Bim 25 kBiTHs 2023 poky, Ha ocHOBi Maiictep-Bepcii 8.0 mis Yactunu
2 nmocnimxenns Big 05 kBitHs 2023 poky, aHITIHCHKOIO Ta yKpaiHCbKOO MoBamu; JlogaTok o
Iadopmarii st narienta i popmu iHGopMOBaHOi 3roau 11 YacTuHY 2 TOCHTIDKEHHS, I YKpaiHu,
Bepcis 7.0 Big 25 kBiTHA 2023 poky, Ha ocHOBI Maiictep-Bepcii 8.0 ans Yactunu 2 moCHiKEHHS Bijl
05 xBiTHs 2023 poKy, aHIJIIICHKOIO Ta YKPaiHChKOIO MOBaMH

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 3059 Bix 29.12.2020

HasBa xiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, MojBiiiHE ciine, Mmianedo KOHTPOIbOBaHe, OaraToleHTpoBe JOCTiKEeHHS (a3u
[Ia 3 BU3HAUE€HHS ONTUMAJIBHOI O3H, Y JIBOX YaCTHHAX, JJIs OLIHKH €()EeKTUBHOCTI 1 O€3MeUHOCTI
iHTrasuiiHoro npenapary AZD1402, mo npuiimMaetscst y GopMi CyXoro Mopolky JBidi Ha 100y
MPOTArOM 4 THXKHIB, Y JJOPOCIUX MAIlI€HTIB 3 OPOHX1aJbHOIO aCTMOIO, K1 OTPUMYIOTh cepe/iHi a0o
BHCOKI JIO3H IHTASIIHHUX KOPTUKOCTEPOiniBy, D2912C00003, Bepcis 7.0 Bix 03 cepmast 2022 poky

3asBHHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

Actpa3eneka Ab, llIBernisi/AstraZeneca AB, Sweden

Havanbunk @apmManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChKHI

(mimmc) (Bnacue im’st [IPI3BUILE)



JlogaTok 22

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

3MiHa BiAMOBIIAIILHOTO JIOCIIIHUKA Ta Ha3BU MICISl IPOBEACHHS BUIPOOYBaHHS:

BYJIO CTAJIO
3aB. Bij. JIutuH 1. B. nikap 3BoHapboBa H.T'.
KomyHaneHuit 3aKJaj «Kminiunuii | Komynanpae mignmpueMcTBo «JIHITPOBCHKUI
OHKOJIOT1YHUH qucriancep» | o0nmacHui KIIIHIYHUT OHKOJIOTTYHUHI
JIHIponeTpoBCHKOT obacHoi panu, | nucnancep» JIHIMpONeTpOBChKOI  00IacHOi
BIIIIICHHS XiMioTeparrii, M. JIHimpo paau», OHKOXIMIOTEepaneBTUYHE BiJIIJICHHS,
M. JIHimpo

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 422 Bin 10.03.2021

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta JaTa

«bararoneHTpoBe, BIIKpUTE TOCIIIKEHHS 3 OJHIEI0 TPYIOIO JUIs OLIIHKM JIOBIOTPUBANIOT OE3MeKH,
MIEPEHOCUMOCTI Ta €PEKTUBHOCTI OpiBapaneTaMmy B yYaCHUKIB JOCTIIKEHHS BIKOM BiJ 2 710 26 pOKiB
13 JUTS40I0 a0CAaHCHOIO emijernciero ado0 IOBEHIIbHOI a0caHCHOIO eminenciero», EP0132, 3
1HKOPIIOpOBaHOO nonpaskoro 2 Bijg 29 6epesnst 2021 poky

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium

Havanbunk ®@apmManeBTHYHOTO YNIPAaBJIiHHSA

Tapac JSICKOBCbKHUI

(mmimmic)

(Bnacue im’st [TIPI3BUILIE)




JlonaTok 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

bpomypa nocminauka Etpacimon (APD334), Bumanns 10.0 Bim 18 mucromaga 2022 poky,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

Ne 762 Bin 20.04.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararonieHTpoBe, paHIO0MI30BaHe, MOJIBIHE CIIiNe AOCITIIKEHHS, [0 TPOBOAUTHCS B MapaiebHUX
rpynax s OIIHKK e(QEeKTUBHOCTI Ta OE3MEeYHOCTI NEepOpaTbHOrO eTPaciMOAy NpHU HOro
3aCTOCYBaHHI JJisl IHIYKIIHHOI Ta MIATPUMYBAIbHOI Teparii Mpu JiKyBaHHI aKTHMBHOI XBOPOOH
Kpona Bix TOMIpHOTO 10 BaXXKOTO CTymeHs TskKocTi», APD334-202, 3 iHKOpIIOpOBAaHOIO
nonpaBkoro 2.0 Big 11 yepBust 2020 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUITIEIO «AVIK’TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

«Apena @apmaceroTtikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

Havanbank ®apmManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmc) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 24

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Onornena bpomypa nocmignuka muss MK-6194 (PT101), Bepcis 11 Big 31 Gepesns 2023 p.,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

Ne 1966 Bix 15.09.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannmoMizoBaHe ajanTHBHE TMOJABIHHE ciine  IUIane00-KOHTPOJIbOBaHE  0araToLEHTPOBE
nocmikeHHss (asu 1b s BUBYEHHS OE3MEYHOCTI, MEPEHOCHMOCTi, (HapMaKOKIHETHKH Ta
¢dapmakoauHamiku Oararopa3oBux a03 npenapaty PT101 y mamieHTiB 3 akTUBHHM BHPa3KOBUM
koiTom», PT101-201, monpaska 8, Bepcis Big 13 tpaBus 2022 poky

3asBHUK, KpaiHa

TOB «biomamnacy, Ykpaina

Cnoncop, kpaiHa

«[Tanmion TepambroTuke, [HK.», TOYipHS KOMIAHIs, 0 3HAXOAWTHCS Y IMOBHIM BlacHOCTI «Mepk
enna Ko., Ink.», Payeii, mrat Heto-/Ixepci, CIIIA (Bimomoi sik «MCJI» 3a mexxamu CrioaydeHHX
[Itarie Amepuku Ta Kananun) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck &
Co., Inc., Rahway, NJ, USA (known as MSD outside the United States and Canada), CIITA

Havanbank ®@apManeBTHYHOIO YNIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



JlongaTok 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

Onosnena bpomrypa mocmigHuka A Jikapcbkoro 3aco0y edrunarimon anbda, Bepcis 10.0 Big
16 mortoro 2023 poky

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1012 Bix 24.05.2021

Ha3ga xiiniuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«TACTI-002 (Two ACTive Immunotherapeutics): baratonenTpose, Binkpute gociimkeHss ¢aszu 11
y TMali€HTIB 3 paHillle HeTIKOBAaHUM HeonepadelbHUM a00 METaCTaTUYHUM HEAPIOHOKIITUHHUM
paxom nereni (HJIPJI), abo peunguBytounm PD-X pedpakrepanm H/IPJI, abo peunauByrounm 9u
METaCTaTUYHUM ITOCKOKIITUHHUM pakoM ronoBu Ta mui ([TPTL), sxi oTpUMYyIOTh pO3YMHHHIA
pexomOinanTHuil Oitok LAG-3 edrunarimon ansda (IMP321) y kombinamii 3 nemOporizymabom
(anraronict PD-1)», TACTI-002, Bepcis 4.1 dinansua, Big 8 yepBus 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 oOMexenoro BiamosimanbHicTIO «JIABKOPIT KIITHIKAJI JEBEJIOTIMEHT
YKPATHA»

Cnoncop, kpaiHa

Immutep S.A.S., ®panuis

Havanbank ®apManeBTHYHOIO YNPAaBJIIHHS Tapac JIAICKOBChbKHHA

(mmimmc) (Bnacue im’st [TIPI3BUILIE)



JlonaTok 26

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

bpomypa nocminnumka erenkanuernn (AMG 416), sumanns 11.0 Big 10 mrororo 2023 p.,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

Ne 2243 Bix 05.10.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, BigkpuTe, KOHTpojboBaHe aociimkeHHs Il ¢a3u ma ominkm eheKTUBHOCTI,
0e31meyHoCTi, (hapMaKOKiHETHKH Ta (papMaKoJMHAMIKH €TEeIKAILIETHIy IpH Horo 6araropazoBoMy
BBEJICHHI1 Yy JiTel BikoM Bif 28 AHIB 10 < 18 poKiB i3 BTOPUHHUM TilleprapaTUPe0o30M Ta XPOHIYHUM
3aXBOPIOBAHHIM HHPOK, SIKUM IIPOBOJIATH MIATpUMYIOUnii remoianisy», 20140315, inkopriopoBanuit
ronpaBkoro S Bij 12 xoBTHs 2022 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUITIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

«AmxeH IHk.» (Amgen Inc.), CIIA

Havanbank ®apmManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmc) (Bnacue im’st [TIPI3BUILIE)



Jonatok 27

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072
InenTudikariis cyrTeBoi monpaBky | 3MiHa BIANOBIIAJBLHOTO JOCIIAHUKA Ta Ha3BU MICIsl IPOBEACHHS KIIIHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO
3aB. Bij. JIutBun [.B. nikap 3BoHapboBa H.T'.
KomyHaneHuit 3aKJaj «Kminiunuii | Komynanpae mignmpueMcTBo «JIHITPOBCHKUI
OHKOJIOT1YHUH qucriancep» | o0nmacHui KIIIHIYHUT OHKOJIOTTYHUHI
JIHIponeTpoBCHKOT obacHoi panu, | nucnancep»  JIHIMPONETPOBCHKOI  00JIaCHOT
BIIIIICHHS XiMioTeparrii, M. JIHimpo paav, OHKOXIMIOTEparieBTMYHE BiIICHHS,
M. JIHimpo

Howmep ta nata nakazy MO3 mipo Ne 757 Big 04.07.2017
MPOBEJICHHS KJIIHIYHOTO

BUIIPOOYBAHHS

Hasga kniniyHOro BunpoOyBanHs, | «PaHmomizoBaHe MOABIMHO ciine mianedo-KOHTPOoIbOBaHe OaraTolEeHTPOBE AOCHIKEHHS 3 da3u 3

KOJ, BepcCis Ta JaTa OLIIHKY MIATPUMYIOYOi Tepanii HipanapruOoM y MaIlEHTOK 13 MOUIMPEHUM PAKOM S€YHHKIB, Y IKUX
OyJi0 3apeecTpOBaHO BiJNOBIJIb HAa TEpaIilo MepIloi JiHii 13 3aCTOCYBaHHAM XIMIOTEparneBTUYHUX
npemapaTiB Ha ocHoBi TwuiatuH», PR-30-5017-C, penakmis 7.0 3 [TonpaBkoro NeO6 Big 28 ciuHs
2022 p.

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa «TECAPO Inkopnopeiiten», CIIIA

Havanbank ®apManeBTHYHOIO YNPABJIIHHS Tapac JIAICKOBChbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



JlonaTok 28

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

bpomypa nocnignuka ocmimkyBanoro 3aco0y: LPRI-CF113 (pocnipenon 4 mr & JlpocnipeHoH
2.8 Mr TabneTkd IS MepopalibHOTO 3acTocyBaHHs), Bumanus 3.3 Big 3 mororo 2023 poky,
anrmicekor0 MoBoro (Investigator’s Brochure Investigational Drug: LPRI-CF113 (Drospirenone
4 mg & 2.8 mg oral tablets), Edition 3.3, 03-FEB-2023, English)

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 2426 Bix 05.11.2021

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararoueHTpoBe, MOJBIMHE ciille, paHa0Mi3oBaHe KiiHIYHE gociimkeHHs III ¢a3u mis omiHKu
epexTuBHOCTI Ta Oe3neunocti npemnapary LPRI-CF113 B mopiBHsHHI 3 miane0o mpu JIiKyBaHHI
€HJIOMETPi03y BIPOAOBXK 3 IHMKIIIB 3 MOJATBIINM BIAKPUTHM JIIKYBAaHHSIM BIIPOJOBXK 3 IHKIIIBY,
CF113-302, ocrarouna Bepcis 2.0 Bix 10 6epesns 2022 poky

3asiBHUK, KpaiHa

«Ckoyn Intepnentnn Al'», Himeuunna

CnoHcop, kpaiHa

«Yemo Pezepu C.JI.» (Chemo Research S.L.), Icnanis

Havanbuuk ®dapManeBTHYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)



JonaTox 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

13.06.2023 Ne 1072

InenTudikarist CyTTEBOI MOMPABKU

[IponoBKeHHsI TEpMiHY TPUBAIOCTI KIIiHIYHOTO BUNIPpoOyBaHHs B YKpaini 10 30 kBiTHs 2024 poKy;
3MiHa HA3BU MICIIS MPOBEACHHS KIIIHIYHOTO BUIPOOYBAaHHS:

bYJIO

CTAJIO

nikap Kypoukin A.B.

KomyHaneHe HekoMepLiiHe MiANPHEMCTBO
Cymcbkoi obaacHo1 pagu CymMcbkuii 00acHUM
KJIIHIYHUT OHKOJIOTTYHUHA JUCIIaHCeD,
OHKOTOpaKaybHe BijyiiyieHHs, M. CyMu

nikap Kypoukin A.B.

KomyHanbHe  HEKOMeEpIiiiHE  MiANPHEMCTBO
Cymcbkoi o0nacHoi paau «Cymcbkuii o6macHuN
KJIIHIYHUT OHKOJIOTTYHUI LEHTP»,
OHKOTOpaKaybHe BijytiieHHs, M. CyMu

I.M.H., noueHt Cusak JI.A.

HamionaneHuii 1HCTUTYT paKy, HayKOBO-
JOCTIAHEe BUIIIJICHHS XIMIOTeparii COJiTHUX
nyxiuH, M. Kuis

I.M.H., ipo¢. Cuak JI.A.

Jlep>kaBHE ~ HEKOMEpIiiHE  MiANPUEMCTBO
«HarioHanbHU# 1HCTUTYT paKy», HayKOBO-
JOCTiHe BIIIUICHHS XiMiOTepamii COJiTHUX
nyxyuH, M. Kuis

3MiHa BiANOBIAAIBHOIO JIOCIIAHUKA B MICIIi TPOBEJCHHS KIIHIYHOTO BUIPOOYBAHHS !

MPOTUITYXJIMHHUHN 1eHTp» Onechkoi 001acHoi
paauy, BiaaIeHHs XiMioTepanii, M. Oxeca

BYJIO CTAJIO
k.M.H. Tpyxin JI.B. nikap Kpacunorpyns FO.C.
KomyHaneHe HekomepuiiiHe mianpueMcTBo | KomyHanbHe  HekoMmepliiiHe  MIANPHEMCTBO
«OnecbKui perioHanbHUN kmiHivEnd | «OnechKuit perioHanbHUN KIIHIYHAT

MPOTUITYXJIMHHHUI 1IeHTp» Oaecbkoi oOmacHOi
paauy, BiaaIeHHs XiMioTepamnii, M. Oxeca

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1804 Big 15.08.2019




2 MPOJOBXKEHHS JA0/1aTKa 29

Ha3ga kiiniuHOr0 BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanmomizoBaHe, MOJBIHHE cCIile, 0araTOIEHTPOBE IOCHIKeHHs ekBiBaleHTHocTi (azu III y
napajelbHUX Tpynax Juisi TOpiBHAHHA e(eKkTUBHOCTI, Oe3meku, (HapMaKOKIHETUKH Ta
imynorennocti HD204 Ta ABacTuHY® Yy mTalli€HTIB 3 MeETaCTaTUYHUM abo0 pelUIUBHUM
HETIOCKOKJIITHHHUM HEJIPIOHOKIITHHHUM pakoM Jieredb», SAMSON-II, Bepcist 5.0 Bix 04 numnHs
2022 p.

3asiBHUK, KpaiHa

TOB «Kpomocdapma Ykpaina»

CnoHncop, kpaiHa

Prestige BioPharma Limited, Cinramyp

Havanbuuk ®dapManeBTUYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st IIPI3BUILE)




Jonatok 30

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoBeHUH MPOTOKOJ KiIiHIYHOTO BUnpoOyBanus M19-388, Bepcis 6.0 Bix 08 mrororo 2023 poky;
Bpomrypa mocmigHuKka AJist TOCHIKYBaHOTO Jlikapchkoro 3aco0y Beneroknake (ABT-199), Bepcis
15 Bim 13 ciuna 2023 poky; Iadopmariis mis mamieHTa Ta iHGOpPMOBaHA 3rojila Ha y4acTh y
HayKOBOMY JIOCHIDKeHHI, Bepcis 2.0 mus Ykpainu Big 25 Oepe3ns 2023 poky yKpaiHCBKOIO Ta
POCIHCHKOO MOBaMH

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1118 Bix 28.06.2022

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[IpotoBKEeHE TOCTIHKEHHS BEHETOKIIAKCY y TAII€HTIB, SIKi 3aBEPIIMIN Y9acTh Y IMONEPETHEOMY
KJIIHIYHOMY BHUIpPOOYBaHHI BeHeTokyiakcy», M19-388, Bepcis 5.1 (Tinbku ans YkpaiHu) Bif
06 uepBHs 2022 poky

3asiBHUK, KpaiHa

E66Bi biodgapmacerorikans 'm6X, [IBeiinapis

CnoHcop, kpaiHa

«E00BIi Ink», CIIIA / AbbVie Inc., USA

Havanbuuk ®dapManeBTHYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)



Honatox 31

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ S
Vxpainu «[Ipo 3aTBepHKEHHS CYyTTEBUX
MIOTIPABOK JI0 TPOTOKOJIIB KITHIYHUX

BUINIPOOYBaHb»
13.06.2023 Ne 1072

InenTudikamist CyTTEBOI MOMPABKU

Onosiienuit mpotokon kiiHigHOTO pocmimxkeras 17000139BLC3001, 3 mompaBkor 3 Bix
17 nucronama 2022 poKy aHTIIIHCHKOI MOBOIO; bporitypa mociiiHuKa JOCIiKYBaHOTO JTIKapChKOTO
3aco0y JNJ-63723283 (Llerpenimab (Cetrelimab)), pemakumiss 7 Big 12 sxoBTHZ 2022 poky
aHTIIIChKOI0 MOBO; [H(popmariiiHuii JTHCTOK marieHTa Ta ¢opma iHGOPMOBaHOT 3roau s
VYxpainu, Bepcist 3.0 Big 11 ciunsg 2023 poxy yKpaiHCBKOIO Ta poCiiicbKoi0 MOBaMH; ONUTYBaTIbHUK
«PGIC» («3aranbpHe Bpa)keHHsI Malli€eHTa PO 3MiHWY), BiJ 25 TpaBHS 2022 poKy YKpaiHCHKOIO Ta
pociiicekoro MoBamu; OmnutyBanbHUK «PGIS» («3aranbHe BpakeHHS MaIlieHTa IMPO TKKICTh
3aXBOPIOBaHHSY), Big 25 TtpaBHA 2022 poky yKpaiHCBKOIO Ta pOCIHCBKOIO MoBamu; Jloche
JOCTKYyBaHOTO JTiKapcbkoro 3acody JNJ-17000139 (I'emmitabin (Gemcitabine) 225 mr, cucrema
inTpaBesukanbHoi noctaBku (TAR-200)), (Bepcis 9.0) aHImCHKOI MOBOIO; 3aly4eHHS
JOJIATKOBOTO Tipernapary mopiBHsHHS ['emititabin Axkopa (Gemcitabine Accord), 100 wmr/mmn,
KOHIIEHTpAT AJIsl MPUTOTYBaHHS PO3UMHY Ul 1HQY3iH; BupoOHuKH: Janssen Pharmaceutica NV,
benpris; Fisher Clinical Services, Inc., CIIA; Fisher Clinical Services GmbH, IIseitapisi; Accord
Healthcare Polska Sp. z 0.0. Magazyn Importera, [Tonbma; Intas Pharmaceuticals Limited, [unis;
CrporieHe 10che JOCIHKYBaHOTO Jikapchkoro 3aco0y ['emiitadbin Akkopa (Gemcitabine Accord),
100 Mr/mii, KOHIEHTpAT Uil NMPUTOTYBaHHS PO34MHY U 1HQY31H, Bix 24 xoBTHS 2022 poky
aHTJINACHKOI0O MOBOIO; 3pa30K MapKyBaHHA IpernapaTy mnopiBHsSHHS ['emuitabin (Gemcitabine),
2000 mr (100 Mr/mi), KOHIIEHTpAT JJIs IPUTOTYBAaHHS po34unHy, Bepcis 1 Big 24 BepecHs 2020 poky
aHTIchKOI0 Ta Bepcis 1 Big 22 BepecHs 2020 poky yKpaiHCHKOO MOBaMH

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 516 Bix 22.03.2021

Ha3ga kiiHiuHOrO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«bararorieHTpoBe paHAOMi30BaHE IOCHIUKEHHS (a3u 3 A OLiHKM e(PEeKTHBHOCTI Ipenapary
TAR-200 B xomOiHalii 3 merpeniMaboM y TOPIBHSHHI 13 CYIYTHBOIO XIMIOpaIiOTEpamielo B
YYaCHUKIB 13 M S30BO-IHBa3MBHOIO YpOTETIANbHOI KapIMHOMOK CEYOBOTO MiXypa, SIKUM He
MPOBOAWIIN paguKalibHy mucTekTomio», 17000139BLC3001, 3 mompaBkoro 2 Bimg 02 cepmHs
2021 poky




2 MPOJOBXKEHHS AojaTka 31

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTIO «PAPMACBIOTIKAJI PICEPY
ACCOYIIIMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

CnoHncop, kpaiHa

Janssen Pharmaceutica NV («fnccen ®@apmanesruka HB»), benbris

Havanbank ®@apmManeBTHYHOTO YIIPABJIIHHSA Tapac JIICKOBChKHI

(i grmc) (Bnacue im’st ITIPI3BULIE)



JlonaTok 32

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
13.06.2023 Ne 1072

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoBieHUN MPOTOKOJ KiiHIYHOTO BHNpoOyBaHHs APG2575CU101, Bepcis 3.1 Bim 28 Oepesns
2023 (aHrmiicbKOI0 MOBOIO); 30UIBLICHHA TPHUBAJIOCTI JIKYBaHHS JOCHIKYBAaHOTO B PaMKax
npotokoiry APG2575CU101 g0 5 pokiB BiJ 1aTh BKJIOYEHHS OCTAaHHBOTO MarlieHTa; BKiroueHHs
OHOBJIEHOI JOMATKOBOI Iyl BunpoOyBanHs; bpomrypa mocmimnuka APG-2575, Bepcis 5.0 Bix
18.03.2023 anrmiiicekoro MoBOI0; JIucT iHGopmarii mis narieHTa Ta ®opma iHhopMoBaHOi 3roaU
Ha y4acTh Y AOCIIKEHHI, st Ykpaiau, Bepcis 5.0 Big 11 6epe3nst 2023 Ha ocHOBI MaiicTep-Bepcil
s €C 6.0 Big 10 6epe3ns 2023 (ykpaiHChKOIO Ta pociiicbkoro MOBOIO); [l{o/ieHHUK 3acTOCYBaHHS
nociipkyBaHoro npenapaty APG-2575, Bepcis 5 Bim 20 xBitHs 2023, mis YkpaiHu Ha OCHOBI
Cnoncop Bepcii 4 Big 19 xBitHa 2023 (ykpaiHCbKOIO Ta pociiicbkoro MoBoI0); IomeHHuk
3aCTOCYBaHHS JOCHTIKyBaHOTo mipenapary APG-2575 3 Mabrepa®, Bepcis 6 Big 20 kBitHs 2023,
s Ykpainu Ha ocHoB1 CrioHcop Bepcii S Bif 19 kBiTHS 2023 (yKpaiHCHKOIO Ta POCIHCHEKOI0 MOBOIO);
[lomeHHUK 3acTOCYBaHHS JOCHTiKyBaHOTO mpernapary APG-2575 3 Kamkenc®, Bepcis 6 Bin
20 xBiTHs 2023, 1 Ykpainu Ha ocHoBi CrioHcop Bepceii 5 Bix 19 kBiTHA 2023 (ykpaiHCBbKOIO Ta
POCIHCHEKOI0 MOBOIO)

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2110 Bix 16.09.2020

HasBa xiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«Hdocmixenns ¢asu Ib/Il 3actocyBanns npenapaty APG-2575 sk MmoHoTeparii abo B koMOiHaii 3
IHIIMMH JTIKaPCHKUMU TIpenapaTaMy Yy Malll€HTIB 3 PEelUIMBYIOYMMH Ta/abo pedpakTepHUMU
XpoHiUHUM JiMbouutapauM Jeitkozom (XJIJI)/apiOHOKIITUHHOI TiMGOIUTAPHOI TiM(OMOIO
(JJLJT) (SACRED)», APG2575CU101, Bepcis 2.2.1 Bix 31 ciuns 2023

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpaina»

CnoHcop, KpaiHa

Ascentage Pharma Group Inc. (Acentax ®@apma ['pym [uk.), CIHA

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(mimmc) (Bnacue im’st [IPI3BUILE)



