Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37J0POB’S
VYkpainu «[Ipo nmpoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX MOIPABOK)
23.05.2023 Ne 939

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«ROSY-D: [locmimkeHHs] MPOJOBKEHHs JIIKYBaHHS JJIsS TAIll€HTIB, K1 3aBEPIIMIN Y4acTh Y
MOTIEPEAHHOMY JTOCIIKCHHI OHKOJIOTIYHOTO 3aXBOPIOBAHHS 13 3aCTOCYBAaHHSAM JypBaiTymMaly i, 3a
OIIIHKOIO JIOCHIIHMKA, OTPUMAIOTh KJIIHIYHY KOPHUCTh BiJ TPOJOBKCHHS JIKYBaHHS», KO
nocmipkenns D4191C00137, sepcist 2.0 Big 24 cepras 2022 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

«Actpa3eneka Aby, llIsemnis / AstraZeneca AB, Sweden

[lepenik qocmimKyBaHUX JTKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

nypBanymad (MEDI4736; Durvalumab); koHueHTpar ans po3uuHy it iHDy3iid; 50 mr/mn
(mimirpam/minimitp); AstraZeneca AB, Sweden; AstraZeneca Nijmegen B.V., Netherlands; Almac
Clinical Services Limited, United Kingdom; MEDIMMUNE UK LIMITED, UNITED
KINGDOM,; Fisher Clinical Services PTE LTD, Singapore; Vetter Pharma —Fertigung GmbH
&Co. KG, Germany; AstraZeneca UK Limited, United Kingdom; Catalent CTS (Edinburgh)
Limited, United Kingdom; Fisher Clinical Services Inc.,USA; AstraZeneca Pharmaceuticals LP,
USA,; Fisher Clinical Services, Inc., USA; Eurofins Lancaster Laboratories, Inc, USA; Fisher
Clinical Services GmbH, Switzerland; Catalent Indiana, LLC, United States; Medimmune, LLC,
United States; Catalent Pharma Solutions Inc., United States; Medimmune Limited, United
Kingdom; Almac Clinical Services, United States; Fisher Clinical Services UK Ltd, United
Kingdom; AstraZeneca AB, Sweden

Binnosigansauii (1) 1oCcaigHUK (1)
Ta MicIie (s1) TpOBEACHHS
BUIIPOOYBaHHS B YKpaiHi

1) n.m.H., ipod., 3aB. kad. KpmwkaniBcbka A.€.

KomyHnanbHe HexomepliiiiHe mianpueMcTBo «lIpukapnaTchbkuil KIIHIYHUA OHKOJIOTTYHUN LIEHTP
[BaHO-®pankiBCcbKOi 007acHOi pagu», Xipypriuhe BigauieHHS Ne2, I[BaHo-@paHKIBChKUN
HAaIllOHAIBHUI MEMYHUMN YHIBEpCHUTET, Kadepa OHKOJIOrii, M. IBaHO-DpaHKIBCbK

2) nikap ITimsepOerpka A.B.

ObnacHe KOMyHaJbHE HEKOMEpLiHE MiANPHEMCTBO «BYKOBHHCHKMI KIIIHIYHUNA OHKOJOTIYHUI
LEHTP», CTPYKTYPHUM MiPO3/I1 KIIHIYHOI OHKOJIOT1i, M. UepHiBII1

3) K.M.H., 3aB. Bijyiii. Anmamuyk [".A.




2 MPOJOBXKEHHS AoaTka 1

Komynanene mignpuemctBo «KpHBOpPI3bKHI OHKOJIOTIYHMNA JucriaHcepy JHIMPONeTpOBCHKOi
obJyacHO1 panuy, XiMioTepaneBTUYHE BiaaiaeHHs, M. Kpusnii Pir

4) nikap Xonynesa JI.O.

KomyHanpHe HEKOMEpIiiiHE MiIMPUEMCTBO «3aKapmaTcChbKUi MTPOTUIYXJIWHHUMA  IICHTPY»
3akapnaTcbKoi 00J1IacHOI pajiy, XiMiOTepaneBTUYHE BIJJIJICHHS, M. YKropoJ

[Ipenapatu mopiBHSIHHS, BAPOOHUK
Ta KpaiHa

CynyTHi MaTepianu/mpenaparu
CYIyTHBOI Tepartii/fopuanina abo
¢i3udHa 0coba, sKa Ji€ 3a
JOBIPEHICTIO, SIKY HaJIaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJKYBAaHUX JTIKAPCHKUX 3ac001B
Ta CYMyTHIX MarepiaiiB

Havanbank dapManeBTHYHOIO YIPABJIiHHSA Tapac JIICKOBCbKHI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX MOIPABOK)
23.05.2023 Ne 939

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«[IpocriexTiBHE, OaraTolEeHTPOBE, PaHAOMI30BaHe, MOABiHHE ciime, IUane60-KOHTPOJIbOBaHE
nocmimxenns 11 ¢gasu mis nopiBHsHHS edexkTuBHOCTI Ta Oe3nekn MaciTuHiOy Ta 1uianedo npu
JiKyBaHHI TALIEHTIB 3 TSDKKOIO AacTMOIO, SKa HE KOHTPOJIOETHCS MEpOPaTbHUMH
KOpTUKOCTEpOigamMmy, Koa gociiukenns AB20003, sepcist 3.0 Big 25.10.2022

3asBHUK, KpaiHa

TOB «Cinepmxu ['noban Ykpaina»

CnoHncop, kpaiHa

AB Science, @paniis

[lepenik qocmimKyBaHUX JTKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

Macituni6 (AB1010; AB1003, macutuni6, MaciTuHiOy Me31s1aT, MaciTiHi0; MaciTuni0); TabneTku,
BkpuTi obosonkoro; 100 mr; Excella GmbH & Co. KG, Himeuyuuna; Eurofins Pharma Quality
Control, ®panmis;

[Tnane6o 1o Macituni0, TabnaeTku, BKpuTi obononkoro; Excella GmbH & Co. KG, Himeuunna;
Eurofins Pharma Quality Control, ®pamniiis;

Macituni6 (AB1010; AB1003, macuturi0, MaciTuHIOY Me31s1aT, MaciTiHiO; MaciTuri0); TaOJIeTKH,
BKpHTi obomonkor; 200 mr; Excella GmbH & Co. KG, Himeuyuuna; Eurofins Pharma Quality
Control, ®panuis;

[Tnae6o mo MacituHi0, Tabnetku, BKpuTi obononkor; Excella GmbH & Co. KG, Himeuunna;
Eurofins Pharma Quality Control, ®panmis

Binmosimaneawmii (1) gocaiqHuK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.m.H., mpod. Toer-Kopmuaceka ML

Komynanene HekomepuiiiHe minnmpueMctBo «lleHTpanbHa MicbKa KIIIHIYHA  JIIKApHS»
VYKropoJchkoi MICBbKOI pajiy, MyJIbMOHOJOTIYHE BiJijieHHs, JlepkaBHUI BUILMI HaBUaIbHUMN
3aKnaj «YKropoAchbKuil HalllOHAIBHUN YHIBEPCUTETY, Kadeapa BHYTPIIIHIX XBOPOO, M. YKropos
2) na.M.H., mpod. Pomionosa B.B.

KomynaneHe HekomepuiiiHe mianpueMcTBo «Micbka KiiHIYHa JikapHs Ne4y JIHIIpOBCHKOi
MICBKOI paju, Micbkuil LleHTp Mo JiKyBaHHIO NpPOQeciiHUX 3aXBOPIOBaHb, JIHIMPOBCHKUI
JepKaBHUM MEAUYHUN YHIBEpCUTET, Kadenpa BHYTPIIIHBOI MeAMIMHHA 2, Qrusiarpii,
npodeciifHux XxBopoO 1 KJIIHIYHOT iMyHOJI0r1i, M. JIHiTpo

3) k.Mm.H. [Texennko B.C.




2 MPOJOBKEHHS 10/1aTKa 2

MeauuHuii [EHTp TOBAapHCTBA 3 OOMEKCHOK BiIMOBIAANBHICTIO «CBpoiad», aMOyIaTopHO-
MOJIIKJIIHIYHE BiAaiIeHHsa, M. Kuis

4) n.m.H. locriomapebkwii 1.51.

KomyHnaneHe HekomepiiiiiHe mianpueMcTBo «TepHominibChka oOJlacHA KIIIHIYHA JIIKApHS»
TepHominbebkoi obxacHoi paau, OOmacHMN UEHTP KIIIHIYHOI IMYHOJIOTIi Ta aneproorii,
MyJBMOHOJIOTIYHE BiIIIeHHs, M. TepHOMiib

5) k.m.H. Kymitka FO.E.

KomyHnanpne HexomepiiiiHe mignpueMcTBO <«JIbBIBCbKE TepuUTOpiajibHE MeaudHe 00'eTHaHHS
«Kuniniuna JikapHsS TUJIAHOBOTO JIIKYBaHHs, peaOuTiTamii Ta MaliaTUBHOI JIOTIOMOTHY,
BIJIOKPEMJICHUH TIAPO3AUT «5-a JIKApHS», MyJIbMOHOJIOTIYHE BiIIiIICHHS, M. JIbBIB

6) mikap I'onuapyk O.B.

Komynanene mianpueMctBo «PiBHeHChKa oOnacHa KiiHiuHa JikapHsa iMeHi FOpis CemeHioka»
PiBHeHCHKOT 00651aCHOT paju, MyIbMOHOJIOTTYHE BiIIUICHHS, M. PiBHE

7) Aa.M.H., pod. AutsaTkoBchka €.M.

KomyHnanbHe HekomepiiiiHe mianpueMcTBo «KimiHiuHA JTiKapHSA MIBUAKOI MEAMYHOI JOTIOMOTH
JIHITPOBCHKOI MICBHKOI pajiy, aleprojoriYHuil eHTp, M. J{Hinpo

8) 3aB.Bia. I'ynaepraiino b.1.

KuiBchka KiTiHIUHA JIIKapHS Ha 3ai3HUYHOMY TpaHcnopTi Ne2 ¢unii «LleHTp oXOpoHHU 310pOB’s»
aKI[IOHEPHOT'0 TOBapUCTBA «Y KpaiHChKa 3aJ1I3HUL», YIbMOHOJIOTUHE BiineHHs, M. KuiB

9) k.m.H. JlurBunoBa T.B.

KomyHnanbHe HexoMepuiiiHe mignpueMctBo «KpuBopizbka Micbka JikapHs Nel6» Kpusopizbkoi
MICBKOI pajy, TepaneBTUYHE BIAJIIJICHHS, J[HIMPOBCHKUIN JepKaBHUN MEAUYHUN YHIBEPCHUTET,
kadenpa meniaTpii, ciMelHOI MEAMLMHU Ta KJIiHIYHOI Ja00OpaTOpHOI NIarHOCTUKU (DaKyJIbTETy
MiCIAIUIIIOMHOT ocBiTH, M. Kpuswuii Pir

10) k.m.H. BumnauBenbkwii L1

Komynanene nignpuemctBo «Jlikapus Nel» JXuTomupchkoi MICBKOI pajau, KOHCYJIbTaTHBHO-
nikyBanbHe BiagieHHs «HaykoBO-T0CTi THULBKHIA IEHTP», M. JKutoMup

11) x.m.H. )KoBanuk H.B.

JIikyBajbHO-/1IarHOCTUYHHUN IIEHTpP «3aKaprnaTChbKUi HEHTp XipypriyHUX 1HHOBAIH «AcTpamen»
TOBApUCTBA 3 OOMEXKEHOI0 BiAnoBimanbHICTIO «KITiHIKA 370pOBOT pOAMHHU «AcTpameny,
M. YKropoza




MIPOJIOBXKEHHS ToAaTKa 2

[IpenapaTty MOpPiBHAHHS, BAPOOHUK
Ta KpaiHa

CymyTHi MaTepianu/mpenaparu
CYMyTHBOI Tepanii/ropuaudHa abo
¢iznuna oco0a, sKa Jie 3a

* Min/mMaKc. TepMOMETPH;
» JlaGoparopui HabopH;
» TecTu Ha BariTHICTH;

JIOBIPEHICTIO, SIKY HaJlaB crioHcop un | * JIpykoBaHi wmatepianm: IHdopmamii mis mamienta Ta ¢opmu  iHGoOpMOBaHOI 3TojH,
3asIBHUK HA BBE3CHHS ONHUTYBAIBHUKH Ta 1HIIIE.

JIOCJTIJDKYBAHUX JIIKAPCHKUX 3aC001B

Ta CYMyTHIX MarepiajiB

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Tapac JISCKOBCbKUU

(miarmic) (Bnacue im’st [IPI3BULLE)




Jomarox 3

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX MOIPABOK)
23.05.2023 Ne 939

Ha3ga kiiniuHOro BUNpoOyBaHHS,
KOJI, Bepcis Ta aara

«[loxBiltHe ciine, paHIOMi30BaHe, IIane00-KOHTPOIbLOBAHE OCHiKEeHHs | ¢aszu 3 mepumm
3aCTOCYBaHHSIM TepopasibHoro npernapaty DF-006 y mroneid 1uist omiHKA 0€3MeKH, IEPEHOCUMOCTI
1 (apMaKOKIHETUKH TMICJIi NEPOPAIBLHOTO MPHUIOMY OIHOKPATHOI 103U 1 OaraTOKpaTHHX 103
npenapary DF-006 y 3mopoBux oci6 (Hactuna 1 1 Yactuna 2) Ta y Mami€eHTiB 3 XpOHIYHUM
rematutoM B (Uactura 3)», kox gocmimkerHs DF-006-1001, Bepcist 7.0 Big 01 6epes3nst 2023 poky

3asBHUK, KpaiHa

TOB «<APEHCIA EKCIIJIOPATOPI MEICIHY, Ykpaina

Cnoncop, kpaiHa

WremssH So IOanp baitorexnomomxi JIta. (Takoxk Bimoma sik kommnasis «/Ipar ®@apmy»), Kurait
/Zhejiang Yao Yuan Biotechnology Ltd. (also known as Drug Farm), China

[lepemix 1OCTiKyBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHHsI, BUPOOHHUK, KpaiHa

DF-006 (DF-006); po3umH s mnepopaibHoro 3actocyBaHHs (1mir/¢umakon); 20 MKr/mi
(mikporpam/minimitp); WuXi XDC Co., Ltd., Kuraii

[Tnane6o 10 DF-006, po3uwn st miepopaibHoro 3acrocyBanus (1 mur/daaxon); WuXi XDC Co.,
Ltd., Kuraii

Binmosinaneamii (1) 1ocmiqHuK (v)
Ta MicIie (s1) IpOBEACHHS
BUIIPOOYBaHHS B YKpaiHi

1) x.m.H. AHacraciii LA.

MennyHuii LEHTp TOBapUCTBAa 3 OOMEXEHOI BIAMOBIJANBHICTIO «ApeHcis Ekcruoparopi
Meniciay, BIAAII KIIHIYHUX TOCTIIKEHb, M. KuiB

2) nikap JloOpstHcbka M.A.

Komynanene HexkoMmepiiiiHe mnignpueMctBo «KuiBcbka Michbka KiiHIYHA JsikapHs Ne 12»
BUKOHaBUoro oprany KwuiBcbkoi Mickkoi pagu (KuiBcbkoi MichKOT1 AepikaBHOI aJMiHICTparlii),
BIIJIIJIEHHS HEBIIKJIQIHOI (€KCTpEeHOT) MeIn4YHO1 gornoMoru, M. Kuis

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa

CynyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topunyHa abo
¢iznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HaJIaB CIIOHCOP YH
3asBHUK Ha BBE3EHHS
JOCTIIPKYBaHUX JIIKAPCHKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA

Tapac JIICKOBChKHI
(Bnacue im’s [IPI3BUILE)

(migmc)




Jonmarox 4

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX MOIPABOK)
23.05.2023 Ne 939

Ha3ga kiiniuHOro BUNpoOyBaHHS,
KOJI, Bepcis Ta aara

«[IpoTOKON MPOIOBKEHHS JTIKYBaHHS MAII€HTIB, SKI MPOJIOBXKYIOTb OTPUMYBATH KOPUCTH BiJ
Tepamii 10pyTHHIOOM TIC/sA 3aBEpPIICHHS YYacTi y KIHIYHUX JOCTIKEHHSIX 10pyTHHIOY», KOX
nocmijpkenns PCYC-1145-LT, inkopniopoBanuii monpaskoio 2 Big 30 BepecHst 2022 poky

3asiBHUK, KpaiHa

Iinnpuemctso 3 100% ino3emuoo inBectuuicro «KAMK’FOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Pharmacyclics Switzerland GmbH, IlIBeiinapis

[lepenik qocmimKyBaHUX JTIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHsI, BUPOOHHUK, KpaiHa

[6pytuni6 / Ibrutinib (IMBRUVICA) (PCI-32765/IJNJ-54179060; IMBRUVICA, Ibrutinib);
karcyiu; 140 mr; Catalent Pharma Solutions, CIIIA; AndersonBrecon Inc. (PCI Pharma Services),
CIIIA; Xerimis, Inc., CIIIA; Biotec Services International Limited, BenukoOpuTasis

Binmosinaneamii (1) 1ocmiqHuK (¥)
Ta Micie (51) IpoBeICHHS
BUNIPOOYBaHHA B YKpaiHi

1) nikap Horaesa JI.1.

KomyHnasipHe HekoMepliiiHe MmiInpueMcTBO «Yepkachbkuil 00JacHUN OHKOJIOTIYHHMM JHCIIaHCcep
Yepkacbkoi obmacHoi pamm», OONMacHUi JIKYBalIbHO-IIarHOCTUYHHMNA T'€MaTOJOTIYHUH IEHTD,
M. Uepkacu

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

Jlep>xaBHa ycTaHoBa «IHCTUTYT maTosorii KpoBi Ta TpaHcdysiiHOT MeauuuHu HarioHanbHOT
akaJieMii MEIMYHUX HAyK YKpaiHuy», BIIIUICHHS reMarosorii, M. JIbBIB

3) 3aB. uentpom Ycenko I'.B.

KomynaneHe HekomepuiiiHe mianpueMcTBo «Micbka KiiHIYHA JikapHs Ned» J[HImpoBCBHKOT
MICBKOI pajii, TeMaToJIOTiYHe BiAaiieHHs, M. JIHIIpo

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

CynyTHi MaTepiaau/npenapaTu
CYIyTHBOI Teparlii/fopuindHa abo
¢bi3udHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY Ha/1aB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JIOCITIJKYBAaHUX JIIKAPCHKUX 3aC001B
Ta CYIyTHIX MaTepiajiB

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA

Tapac JIICKOBChKHI
(Bnacue im’s [IPI3BUILE)

(migmc)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Onosnenuii IIporokon, ¢inansHa Bepcis 10.0 Bim 20 rpyans 2022 p., aHTIIACHKOI MOBOIO;
Iadopmaris mius yuacHuka ta ¢opma inhopMoBaHoi 3roau Ha ydacth (s niteit 12-13 pokiB),
¢inanpaa Bepcis 3.0-UA(UK) Big 04 xBiths 2023 p., ykpaiHChKOIO MOBOM; IHdopmartis mis
ydacHHKa Ta ¢opma iHpopmoBaHOi 3roau Ha y4acth (i nmiteit 12-13 poki), dinanbHa Bepcis
3.0-UA(RU) Big 04 kBiTHs 2023 p., pociiicbkoio MOBO; [H(hopMmaliis i yyacHuKa Ta popma
iHpopmoBaHoi 3roan Ha ydacth (s miteir 14-17 poki), ¢imampHa Bepcis 3.0-UA(UK) Big
04 xBiTHs 2023 p., ykpaiHcbKkor0 MOBOIO; [H(opMartis ans yuacHuka ta popma iHpopmMoBaHoi 3roau
Ha yvacTh (mis gitedt 14-17 poki), ¢inanena Bepcis 3.0-UA(RU) Bim 04 keitas 2023 p.,
pociiicbkoro MoBoMO; [H(opmaris 11 yyacHuka Ta dopMa iHPOPMOBAHOI 3rOAM Ha y4acThb (s
OatbkiB), pinanpHa Bepcis 8.0-UA(UK) Bix 04 kBitHs 2023 p., ykpaiHChKOIO MOBO; [HpOpMaItis
s ydacHuka Ta ¢opma iH(opMoBaHOI 3roau Ha ydacTh (Ansi OaTbKiB), (iHaIbHA Bepcis
8.0-UA(RU) Bix 04 xBiTHs 2023 p., pOCiiiCbKOIO MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1265 Bix 05.06.2019

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«JlocmikeHHs. 3 Mig0opy 03 JUIsl OLIHKM €(PEeKTHBHOCTI 1 O€3MeKM 3aCTOCYBaHHS Ipenapary
Comananuran (somapacitan) oJMH pa3 Ha THUXJAEHb y MOPIBHSAHHI 3 3aCTOCYBAaHHSAM IpernapaTy
Hopaitponin® (Norditropin®) oiuH pa3 Ha JeHb Y JIITEH 13 3aTPUMKOIO POCTY, 10 OyJIM HApOIXKEH]
MaJuMHU IS TECTAIliiHOTO BIKY Ta HE HAa3JOTHAIM Y 3pOCTI O BIKYy 2 POKH Ta CTapIie,
NN8640-4245, ¢pinanpHa Bepcis 8.0 Big 08 6epesns 2022 p.

3asiBHUK, KpaiHa

TOB «Hoso Hoprick Ykpainay

CnoHcop, kpaiHa

Novo Nordisk A/S (Denmark)

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIAICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



JlomaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

InenTudikamist CyTTEBOI MOMPABKU

OnoBieHui MpoTOKOI KIiHIYHOTO BUMpoOyBanHs NN7415-4311 (Explorer 7) «EdektuBHicTh Ta
Oesrieka mpodigakTHYHOro 3actocyBaHHs KoHum3ymaly y mamieHTiB 3 remodimiero A um b,
YCKJIaTHEHOIO 1HTi0iTOpamMuy, (hinamsHa Bepcis 9.0 Bix 27 bepesns 2023; Ononenuit gogatok I 1o
MPOTOKOJYy nociipkeHHs, (inanpHa Bepcis 14.0 Bim 13 Ciuns 2023, aHMIHCHKOI MOBOIO;
Indopmanis ans yaacuuka i @opma 3ro Ha yyacTh sl Jopociux, ¢inansHa Bepeis 6.0-UA(UK)
Bix 11-KBitHs-2023, ykpaincbkoro MoBoto; [HbopMmaris g ydacHuka i dopma 3rojid Ha y4acTh
st nopociux ¢inaneHa, Bepcis 6.0-UA(RU) Bix 11-KBitHs-2023, pociiicbkoro MoBot0; [HopMmartis
Ui yyacHuka 1 @opma 3roau Ha ydacTth A 0aTbkiB, GinanbHa Bepeis 6.0-UA(UK) Bix 11-KBitHs-
2023, ykpaiHcpkor MoBoro; IH(opmartis mist yaacHuka i @opma 3roau Ha y4acTh Juis OAaTbKiB,
¢inanpHa Bepcis 6.0-UA(RU) Bix 11-KBitHs-2023, pociiickkoro MoBoto; [Hpopmartis ans yuacHuKa
ta Popma 3roAM Ha y4acTh y JAOCHipKeHHI i mimmTkiB (14—17 pokiB), ¢inampHa Bepcis
6.0-UA(UK) Bin 11-KBiTHs-2023, ykpaiHcekoro MoBoro; IHdopmanis ans ydacHuka ta @opma
3roJI Ha y4acTh Yy AOCHIpKeHHI st miamiTkiB (14—17 pokis), ¢ginamsHa Bepcis 6.0-UA(RU) Big
11-KBiTHs-2023, pociiicbkoro MoBoIO; IHopMmaris 11 yuacHuka Ta @opma 3roid Ha BUKOPUCTAHHS
3pa3KkiB KpoBi Jis MaiOyTHIX mociimkens, ¢inampHa Bepcis 5.0-UA(UK) Big 11-KsiTasa-2023,
yKpaiHChbKOIO MOBOI0; [H(opMmartis s yuacHuka Ta dopma 3rou Ha BUKOPUCTAHHS 3pa3KiB KPOBi
Ui MaOyTHIX JochipkeHb, (iHampHa Bepcis 5.0-UA(RU) Big 11-KsiTHS-2023, pociiicbkoro
MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 2487 Bix 17.12.2019

Ha3Ba kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta faTa

«EdextuBHicT, Ta Oe3meka mpoduIakTUYHOrO 3actocyBaHHd KoHIM3ymMaly y TMali€HTIB 3
remodinietro A uyu b, yckiagHenoro inriGitopamm», NN7415-4311, ¢inansHa Bepcis 7.0 Big
18 wepBHs 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpainay

CnoHcop, KpaiHa

Novo Nordisk A/S (anist)

Havanbuuk ®dapManeBTUYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(mimmc) (Bnacue im’st [IPI3BUILE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Indopmarris ns nmarieHTa Ta iHhOpMOBaHa 3rojia Ha y4acTh Y HAYKOBOMY JOCHiKeHH], Bepcis 11.0
s Yipainu Big 16 ciuns 2023 poky, yKpaiHCBKOIO Ta pOCiiChKOI0 MOBamHU; [HdopMmariitauii muct
MalieHTa CTOCOBHO il B yMoBax maHaeMmiuHoi cutyamii (Takoi sk COVID-19) abo mix dac
TeONOJITHYHOI KpU3H B YKpaiHi, SiKa BIUTMBAE HAa y4acTb y JOCIiIKeHH], Bepcist 2.0 ans Ykpaiau
Bix 16 ciunsg 2023 poky, yKpaiHCBKOKO Ta pOCIHCEKO0 MOBaMH

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 490 Bix 05.05.2017

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonienTpoBe, TpuBaie momoBxkene nociipkeHHs III ¢a3sum 3 omiHkm Oe3mevyHOCTI Ta
edextuBHOCTI YmnanauutuHiOy (ABT-494) y maiieHTiB 3 BHpa3KoBHUM KoiiTom», M14-533, 3
IHKOPIIOPOBaHUMHU AJMIiHICTpaTUBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (tuteku mns Kanamm), 9 1 10 Ta
[Tonpaskamu 0.01, 1, 2, 3,4, 5, 6 ta 7 Bix 30 6epe3ns 2022 poky

3asiBHUK, KpaiHa

«E066Bi biodapmackrotikans 'm6X», [lIBelinapis

Cnoncop, kpaiHa

AbbVie Inc., USA

Havanbunk ®apManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



JonaTtok 8

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX TOMPABOK)

23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

OHOBJIEHUH MPOTOKOJI KJIiHIYHOTO BUMNpoOyBaHHs M16-045, Bepcisa 7.0 Big 13 rpyanas 2022 poky;
Iadopmaris mia mamieHta Ta iHQoOpMOBaHa 3roja Ha y4acThb y HAayKOBOMY JOCIIJKEHHI Ta
HEO0OOB’SI3KOBOMY JOCIIIKEeHH1, Bepcist 6.0 st Ykpainu Big 16 ciunst 2023 poky, yKpaiHCBKOIO Ta
POCICBKOI0 MOBaMH; 3pa30K MapKyBaHHS JIOCHIKYBAHOTO JIIKAPCHKOTo 3aco0y YmaganmuTuHiO
(ABT-494) 15 mr, TabneTku, BKPUTI IUTIBKOBOIO 000710HKOI0, 100 TabieTok, yKkpaiHCbKOK MOBOIO;
3pa3ok MapKyBaHHS JOCITIDKYBaHOTO JiKapchkoro 3aco0y Ymnamanutuai6 (ABT-494) 30 wr,
TaOJICTKH, BKPUTI IJIIBKOBOKO 00010HKOIO, 100 TaG1eToK, YKpaiHChKOK MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1896 Bix 27.08.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PanomizoBaHe, MOABIHE ciine, TIane00-KOHTPOIbOBaHe NociipkeHHs Da3u 3 s OLIHKH
npenapaTy ynagainuTHHIO y MiATITKIB Ta JOPOCIHX MAIli€EHTIB 3 TOMIPHUM Ta TSHKKUM aTOMIYHUM
nepmatutom», M16-045, Bepcis 6.0 Big 28 ciuns 2021 poky

3asiBHUK, KpaiHa

«E60Bi biopapmacsrotikansz 'mOX», IIBeiinapis

CnoHcop, KpaiHa

AbbVie Inc., USA/ E066BI [uk., CIITA

Havanbuuk ®dapManeBTHYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jonatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX TOMPABOK)

23.05.2023 Ne 939
InenTudikariis cyTTeBoi monpaBku | 3MiHa MICISl IPOBEACHHSI KJIIHIYHOTO BUIIPOOYBaHHS:
BYJIO CTAJIO
Bacuneus B.B. nikap Bacurens B.B.
bararonpodinsHuii MEIUYHUI ueHtp | JlikyBabHO-IiarHOCTUYHUHN LIEHTP TOBAPUCTBA
OnecbKoro HAI1OHAJILHOT'O MEIMYHOIO | 3 OOMEKEHOI  BIANOBIJANBHICTIO  «/JlimM
YHIBEPCUTETY, PEBMATOJIOTIYHE BIIMIJICHHS, | MEIUIITHIY, amMOyJIaTOPHO-TIOMIKIIIHIYHE
M. Oneca Bigminennsa, M. Oneca

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1468 Bim 21.11.2017

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta JaTa

«PannmomizoBane, mnojaBiHe cuine gocmipkeHHs, Il da3su, s nNOpiBHAHHA mpenapary
VYnagauntuni6 (ABT-494) 3 nnane6o Ta 3 aganiMmyMaOboM y Malli€HTIB 3 aKTUBHUM I1COPIATUYHUM
apTpUTOM, sIKI MalOTh B aHaMHE31 HeaJleKBaTHY BiJMOBiAb MPUHAWMHI HAa OJWH HEOIOJOTIYHHMIA
XBOpoOo-Moaudikyrounii nporupeBmarnyanii npenapat (XMITPIT) — SELECT — PsA 1», M15-572,
3 IHKOPMOPOBAaHUMH aJIMiHICTpaTUBHUMHU 3MiHamH 1, 2, 3,4, 5, 6 [ansa ['onkonry (KuTait)], 71 8 Ta
[Tonpaskamu 1, 1.01 (st VHP kpain) 2, 3, 4, 5, 6 Ta 7 (1u1s Beix kpaid kpim Anonii) Big 30 ciuss
2021 poky

3asiBHUK, KpaiHa

«E066Bi Biodapmackrorikans ['m6X», [lIselnapis

Cnoncop, kpaiHa

AbbVie Inc., USA

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

InenTudikaiist CyTTEBOI MOMPABKU

Bpomrypa mocmimauka RO5532961 (Ipatasertib, GDC-0068, G-035608), Bepcis 14, Bim depBHs
2022 poky, aHriiicbkor MoBOIo; [H(opMariiiHuii TrcTOK NanieHTa i hopMa iHPOPMOBAHOI 3r01H,
I'pyna 1, mms Ykpainu, Bepcis 3.0 Bim 21 Oepe3nss 2023 poxy, Ha OCHOBI MakcTep-Bepcii
Iadopmariitnoro nuctka namienta i ¢Gopmu iHndopmoBanoi 3roau, Bepcis 3.0 Bim 21 OepesHs
2023 poKy, aHIITIHCHKOIO Ta YKpaiHChKOK MoBaMu; JlogaTok 1o [HpopmamiiHOro JUCTKA MallieHTa
i ¢popmu iHdopmoBanoi 3roau, ['pyma 1, nns Ykpaiam, Bepcis 3.0 Big 21 6epe3ns 2023 poky, Ha
OCHOBI MaiicTep-Bepcii [HpopmariitHoro aucTKa namiesTa i popmu iHdhopmoBaHoi 3roau, Bepcis 3.0
Bix 21 Oepesnst 2023 poky, aHTTIICHKOI0 Ta YKpaiHChKOO MoBaMu; JlonaTok a0 IHdopmamiiiHoro
JTUCTKa manieHTa i gopmu iHbopMoBaHOi 3roau: 3rojia Ha allbTEPHATUBHE MPOBEACHHS BI3UTIB Y
paMKax JOCII/DKEHHS B YMOBaX POCIHCHKOTO BTOPTrHEHHS B YKpaiHy, st Ykpainu, Bepcis 2.0 Bix
18 kBiTHs 2023 poky, Ha OcHOBI Maiictep-Bepcii Jomatky 1o @opmu iHPOPMOBAHOI 3roau IS
nocmimxenns GP42658, Bin 16 mucronana 2022 poky, aHTTIHCHKOIO Ta YKPaTHCHKOI0 MOBaMH; 3MiHa
B1JIMOBIAAJILHOTO JIOCJIITHUKA Ta MICI[sl MPOBEACHHS KIIIHIYHOTO BUIIPOOYBAHHS:

BVYJIO CTAJIO

nikap Hoponina M.B.

MeauyuHuil LIEHTp TOBApUCTBA 3 OOMEKEHOIO
BIAMOBIJANBHICTIO «ApeHcis ExcruiopaTopi
Menicig», BIAAUI KIHIYHAX  JOCHIIKEHD,
M. Kuis

K.M.H. bornapenko I0.M.

MenuuHuil LEHTp TOBApUCTBA 3 OOMEXKEHOIO
BIMMOB1HAJIbHICTIO «["apmoHis Kpacmy,
BIJIIUIEHHS KJIIHIYHUX BUIIPOOyBaHb, M. KuiB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2674 Bix 18.11.2020
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Ha3ga kiiniuHOr0 BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Binkpure, 6araToleHTpoOBE, y ABOX rpynax gociimkenns, Ib ¢asu ams ouinku papmakokiHeTHIHOT
B3a€EMOJIII JIIKApChKUX TpemnapariB JapojyTaMmija Ta imatacepriOa Ta OE3MEeKH 3aCTOCYBaHHS iX
KOMOIHAIIiT TPy KacTpaT-pe3UCTEHTHOMY PaKy mepeamixypoBoi 3ano3u», GP42658, Bepcis 1.0, Bix
14 cepniast 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

®. Xoddmannu-JIs Pomr JIta, [seiinapist / F. Hoffmann-La Roche Ltd, Switzerland

Havanbank @apManeBTHYHOIO YIPaBJIiHHS Tapac JIICKOBCbKHI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Onosnenuii [IpoTOKO KIIHIYHOTO TOCHIKEHHS, 1HKOPIIOPOBAHHMM IOMPABKOI 2 Bifg 22 KBITHS
2022 p., aHIiiiCbKOIO MOBOI; bpomrypa DociiIHWUKa TOCTIIKYBAaHOTO JIKApCHKOTO 3acoly
Coriknecrar (TAK-935), Bunanns 8 Big 13 ymmast 2022 p., aHITHCBEKOI0 MOBOK; BumnpasieHHs
1 Bix 28 nmumus 2022 p. mo bpourypu nociigHuKa T0CTiIKyBaHOTO JTiKapchbKoro 3aco0y CoTikiecraTt
(TAK-935), Bumanns 8 Big 13 munas 2022 p., aHTIiHCEKOI0 MOBOW; J[0ChE JOCIIIKYBAHOTO
nikapeekoro 3aco0y TAK-935, epcis 6.0 Big 03 tpaBHs 2022 p., aHTiCEKOI0 MOBOIO; Jlocke
nociimkyBaHoro Jikapebkoro 3aco0y TAK-935, Bepcis 7.0 Big 16 rpyans 2022 p., aHIUIIHCHKOIO
moBoto; TAK-935-3001 Tadopmanis ans mamieHnta ta ¢popma iHGopMOBaHOI 3roau, uid YKpaiHu,
aHTIIICHKOI0 MOBOIO, Bepcis 2.0 Bix 24 ciuns 2023 p.; TAK-935-3001 Indopmartis quist maimieHTa ta
¢dopma iHpOpMOBaHOi 3roau, A YKpaiHu, yKpaiHCHKOIO MOBOIO, Bepcis 2.0 Bix 24 ciuns 2023 p.;
TAK-935-3001 Indopmamis ansa mamieHTa Ta ¢dopma iHGOPMOBAHOI 3roau, uisl YKpaiHH,
pociiicekoro MoBoto, Bepcis 2.0 Bix 24 ciunst 2023 p.; TAK-935-3001 Indopmarnis mis 6aTbkiB i
¢dopma iHPOpMOBaHOI 3roau, A YKpaiHu, aHTJiiicbkoro MoBoto, Bepcis 2.0 Bix 24 ciuns 2023 p.;
TAK-935-3001 Indopmariis mis 6atekiB i popma iHpopMoBaHOi 3roau, it YKpaiHu, yKpaiHCHKOO
MoBoto, Bepcis 2.0 Bixg 24 ciuns 2023 p.; TAK-935-3001 Iadopmanis s GarbkiB 1 ¢dopma
iHbopMOBaHoOi 3roau, Uit Y KpaiHu, pociichKOr0 MOBOIO, Bepcis 2.0 Bix 24 ciuns 2023 p.; TAK-935-
3001 Tndopmauis ans mamieHta i Gpopma 1HPOPMOBAHOI 3roAM AJIS HEMOBHONITHIX AITeH BIKOM
14-18 pokiB, it YKpainu, aHTITHCEKOI0 MOBOO, Bepcist 2.0 Bix 24 ciuns 2023 p.; TAK-935-3001
Iadopmartis mis manieHTa i popma iHPOPMOBaHOI 3roAM JUIsl HETIOBHOMITHIX AiTed BikoMm 14-18
pokiB, g YKpaiHH, yKpaiHCbKOIO MoBoro, Bepcis2.0 Big 24 ciung 2023 p.; TAK-935-3001
Iadopmartis s manieHTa i popma iHGOPMOBAHOT 3roAM Ik HETIOBHOMITHIX iTeil BikoM Big 14-18
pokiB, s YKpaiHu, pociiickkoro MoBorw, Bepcis2.0 Bim 24 ciuns 2023 p.; TAK-935-3001
[ndopmariis ans nanieHTa 1 popma iHGOPMOBAHOT 3rou A MATOMITHIX JiTel BikoMm 10-14 pokis,
Ui YKpaiHu, aHraiicbkoio MoBoto, Bepeis 2.0 Bix 24 ciuns 2023 p.; TAK-935-3001 Indopmartis
JUTs TIatrieHTa 1 opma iHGOPMOBAHOT 3roIU I MATOITHIX iTel BikoMm 10-14 pokis, aiis Ykpainu,
YKpaiHChKOIO MOBOIO, Bepcis 2.0 Bix 24 ciuns 2023 p.; TAK-935-3001 [ndopmartis ans namieHra i
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dbopma i1HDOpMOBaHOI 3roau JuUisi MaNOJITHIX AiTedl Bikom Bixg 10-14 pokiB, mis YkpaiHu,
pociiicekoro MoBoto, Bepcist 2.0 Big 24 ciuns 2023 p.; TAK-935-3001 Indopmariis muis namieHTa i
dbopma iH(DOpMOBaAHOI 3roau Ui MaJOJITHIX AiTed BikoMm Big 6 mo 10 pokiB, mis YkpaiHw,
aHITCbKOI0 MOBOIO, Bepeis 2.0 Bix 24 ciunsa 2023 p.; TAK-935-3001 Indopmariist ans namieHTa i
dbopma iH(DOpMOBaAHOI 3roau Ui MaJOJITHIX AiTed BikoMm Big 6 mo 10 pokiB, mis YkpaiHw,
YKpaiHChKOIO MOBOIO, Bepcis 2.0 Bix 24 ciuns 2023 p.; TAK-935-3001 Indopmartis ais narienra i
¢dbopma iHDOpPMOBaHOT 3roau Ais MAJONITHIX AiTeid BikoMm Bix 6 mo 10 pokiB, mist YkpaiHu,
pociiicekoro MOBOIO, Bepcis 2.0 Bix 24 ciuns 2023 p.; eCOA xommanii «Kmapio» [HcTpykiii momo
po0OTH 3 pe3epBHOIO KOIi€r0 BeOCAlTy It torisiiaviB, qara HaObyTTa ynHHOCTI: 20 ciuns 2023 p.,
Bepcis 2.0, ykpaincekoro MoBoro; eCOA kommanii «Kiapio» I[HCTpykiii mo poOoTi 3 pe3epBHOIO
Kori€ero BeOcaiiTa st oci0, Mo 3AIMCHIOITEL AOTIISA, Aata HaOyTTs unHHOCTI: 20 ciuns 2023 p.,
Bepciss 2.0, pociiicbkoro MOBOW0; JIMCT-po3’saCHEHHS MO0 YTOYHEHHs iHdopmanii 1moao
BUKOPHUCTaHHA TPYOOK JUIS EHTEPAIbHOTO XapdyBaHHS 3 METOI0 BBEICHHS JIOCIIIKYBaHOTO
npenapaty, Bix 18 nucromana 2022 p., aHTIINHCHEKOI0 MOBOIO; JIMCT-pO3’sICHEHHS L1010 YTOUYHEHHS
iHpopMamii 1moa0 BUKOPHCTAHHS TPYOOK ISl SHTEPaJbHOrO XapuyBaHHS 3 METOI BBEICHHS
JOCTIKyBaHOTO Tpemnapary, Bia 18 muctonana 2022 p., ykpaiHChKOIO MOBOIO; JICT-p0o3’ sCHEHHS
100 YTOYHEHHS iH(opMaIlii o0 BUKOPHCTAHHS TPYOOK Uil eHTEPATBHOTO XapuyBaHHS 3 METOO
BBEJICHHS JIOCII)KYBaHOTO npenapary, Bif 18 nucromana 2022p., pociiickkoro MoBoro; TAK-935-
3001, IncTpykuii moao0 BBEAEHHS OCIHIIKYBAHOTO Ipenapary depe3 racTpoCTOMIUHY TpYOKy,
Tpyoky MIC-KEY abo etoctoHOoMiuHy TpyOKy, Bepcid 3.0 Bix 21 yepBHs 2022 p., aHITIICHKOI0O
MoBoro; TAK-935-3001, ImcTpykiii mmOA0 BBEACHHS JOCHIHKYBAHOTO TIpermapary depes
ractpoctoMiuny Tpyoky, Tpyoky MIC-KEY abo erocroHoMiuHy TpyOKy, Bepcis 3.0 Big 21 yepBHS
2022 p., ykpaincekoro MoBot; TAK-935-3001, IHcTpykmii momo BBEOEHHS JOCIIIKYBaHOTO
npernapary depes3 racrpoctoMiuny Tpyoky, Tpyoky MIC-KEY abo erocroHoMiuHy TpyOKy, Bepcis
3.0 Big 21 uepBHs 2022 p., pociiicbkoro MoBorw; IloBimomienHs mpo Te, mo anamiz AIAG
MIPOBOJIUTHCS HA KOKHOMY Bi3MTI, MiJl 4ac SIKOTO OTPUMYIOTh 3pa3KH JUIsl OLIIHKH (DapMaKOKIHETUKH
(®K) Tta (abo) cdapmaxonunamiku (D), Big 12 Bepecus 2022 p., yKpaiHCHKOI MOBOIO;
[loBinomnenust npo Te, mo aHaimi3 AIAG mpoBOAWTHCS Ha KOXHOMY BIi3HTIi, MiJ] Yac SKOTO
OTPUMYIOTH 3pa3ku s ouiHku (apmakokinetuku (PK) ta (abo) dbapmakonunamiku (P/I), Bia
12 BepecHs 2022 p., pociiicbkoro MoBoro; TAK-935-3001, JIuct Bix gociiiHuKa JiKapro 3arajibHO1
npaktuky, Bepeis 3.0 Bix 07 Bepecus 2022 p., anriiiicbkoro MoBoro; TAK-935-3001, Jlucr Bixg
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JIOCITITHUKA JIIKapIo 3arayibHoi mpakTuku, Bepcis 3.0 Bixg 07 Bepecus 2022 p., yKpaiHCHKOIO MOBOIO;
3pa3oKk TamepoBOro MIOACHHHWKA CMUISNTHYHUX HamaaiB Ta pEeecTpamii 3acTOCyBaHHS
JOCTIKYBAHOTO TpemnapaTy, yKpaiHCbKO MOBOIO, Bepcis 2.0 Big 28 mucronama 2022 p.; 3pa3ok
MarepoBOro MOJCHHUKA CyJJOMHHUX Hala iB Ta MPUHOMY JOCHTIPKYBaHOTO TIPETapary, pociiicbKoio
MoBoI0, Bepcis 2.0 Bix 28 nucronana 2022 p.; TAK-935-3001 JIuct no namienTa / nornsgada Dear
Patient-Caregiver Letter, ans Ykpainu, Bepcis 2.0 Bix 03 tpaBus 2022p., yKpaiHCHKOIO MOBOIO;
TAK-935-3001 Jluct no mamienrta / nornsgaya Dear Patient-Caregiver Letter, mns Ykpainu, Bepcist
2.0 Big 03 TpaBus 2022p., pociiicbkkoto MoBoro; TAK-935-3001 3pasok cropiHKH Yy
Facebook Facebook Copy, ms Ykpainu, Bepcisa 2.0 Big 03 tpaBus 2022 p., yKpaiHCbKOIO MOBOIO;
TAK-935-3001 3pasok cropinku y Facebook- Facebook Copy, mns Ykpainu, Bepcis 2.0 Bix
03 TtpaBusa 2022 p., pociiickkoro MoBor; TAK-935-3001 HampaBneHnHs Bij Jikaps 3arajibHOT
npaktuku_HCP Referral Card, mis Ykpainn, Bepcis 2.0 Big 05 tpaBus 2022 p., yKpaiHCBKOIO
moBoro; TAK-935-3001 Hanpasnenns Bix jdikapst 3aranbHoi npaktuku HCP Referral Card, mns
Vkpaiau, Bepcis 2.0 Big 05 TpaBus 2022 p., pociiicbkoro MoBotw; TAK-935-3001 3paszok
300pa)KeHHS Ha eKpaHi eNIeKTPOHHOTO IMIPHUCTPOIO JoMalIHboi cropinku Homepage Screenshot, s
VYxpaian, Bepcis 2.0 Bim 03 tpaBHs 2022 p., ykpaincekoro MoBow; TAK-935-3001 3pazox
300pa)KeHHS Ha eKpaHi eIeKTPOHHOTO IMPHUCTPOIO JoMalIHboi cropinku Homepage Screenshot, s
Vxpaian, Bepcis 2.0 Big 03 TpaBHs 2022 p., pociiicbkoro MoBorw; TAK-935-3001 3paszox
300paXeHHS Ha €KpaHi EeJEeKTPOHHOTo MpucTporo (MoOinbHOrO Tenedony) Mobile View
Screenshot, mis Ykpainu, Bepcist 2.0 Bix 03 tpaBus 2022 p., ykpaincskoro MoBoro; TAK-935-3001
3pa30k 300pakeHHS Ha €KpaHi eJIeKTPOHHOr0 MPUCTPoro (MoOibHOrO Tenedony) Mobile View
Screenshot, Bepcis 2.0 Big 03 tpaBHs 2022p., pociiickkoro moBow; TAK-935-3001 3pazok
€JIEKTPOHHOTI'0 JIUCTA TPYIH npaB 3axucty namienta PAG Email Copy, ans Ykpainu, Bepcis 2.0 Bia
03 TpaBus 2022 p., ykpaincskoro MoBor0; TAK-935-3001 3pa3ok eneKTpoOHHOTO JINCTA TPYIIH MIPaB
3axucty nauieHta PAG Email Copy, ans Ykpainu, Bepcis 2.0 Big 03 tpaBust 2022 p., pociiicbKO0
MoBoro; TAK-935-3001 IudopmamiitHuii JTHCT TPO JOCHIDKEHHS IIOJ0 3aXHUCTy TIpaB
naiientiB_Patient Advocacy Study Awareness Letter A4, s Ykpainu, Bepcis 2.0 Big 03 TpaBHS
2022p., ykpaincbkoro MoBoro; TAK-935-3001 Tadopmariifauii JUCT PO JOCTIHKEHHS 00
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3axucTy npaB manieHTiB_Patient Advocacy Study Awareness Letter A4, nns Ykpainu, Bepcis 2.0
Bim 03 tpaBHs 2022p., pociiickkoro MoBow; TAK-935-3001 bpomypa mis Habopy Ha
nocmikenns Study Recruitment Brochure, mist Ykpainu, Bepcis 2.0 Bim 05 TpaBus 2022 p.,
ykpaincbkoro MoBoto; TAK-935-3001 bpomrypa myis mabopy Ha gociimkenHs Study Recruitment
Brochure, st Ykpainu, Bepcis 2.0 Big 05 tpaBas 2022 p., pociiicbkoro MoBoro; TAK-935-3001
[TociOHMK aJ1st TOYATKY y4yacTi B AociikeHHi 3 po3kinagoM Study Welcome Guide with Schedule,
st Yipainu, Bepcis 2.0 Big 05 tpaas 2022 p., ykpaincbkoro MoBowo; TAK-935-3001 IMocioHuk
JUIST TIOYaTKy ydvacTi B jJociikeHHI 3 po3knaaoM Study Welcome Guide with Schedule, mus
VYkpainu, Bepcis 2.0 Bix 05 tpasus 2022 p., pociiickkoro moBoro; TAK-935-3001 3pa3zok iHpopmariii
BeO-caiity Website Copy, s Ykpainu, Bepcist 2.0 Bix 03 TpaBus 2022 p., yKpaiHChKOIO MOBOIO;
TAK-935-3001 3pasok indopmanii BeO-caiity Website Copy, mis Ykpainu, Bepcis 2.0 Bix
03 TpaBust 2022 p., pocilickkol0 MOBOIO; [lomOBXKEHHSI TEPMiHY HPUAATHOCTI TOCIIIKYBAaHOTO
nikapcekoro 3aco0y Cotikinecrar (Soticlestat, TAK-935), Tabaerku 20 mr ta 100 mr, 10 60 micsis;
[TomoBsxeHHs TEpMiHY IPUIATHOCTI TUIANed0 0 JOCIIIKYBaHOTO JiKapchKoro 3acody CoTikiecraTt
(Soticlestat, TAK-935), tabnerku 20 mr, go 60 wmicsuiB; 3alydeHHS TOJATKOBOI BUPOOHHUOT
JOUISTHKA  TECTYyBaHHsS CTaOUIBHOCTI Ta BHITYCKY JOCHIKyBaHOTro mpenapary CorikiecTar
(Soticlestat, TAK-935), tabnerku 20 mr, Sumika Chemical Analysis Service, Ltd. (SCAS), Japan;
3anydeHHsl JOJaTKOBOI BHPOOHUYOI MIJISHKM TECTYBaHHS CTaOUILHOCTI Ta BUITYCKY IUIanebo 110
nochimkyBaHoro mpemapaTy Cotikiecrar (Soticlestat, TAK-935), tabnerku 20 mr ta 100 wmr,
Sumika Chemical Analysis Service, Ltd. (SCAS), Japan; 3anydeHHsI AOJaTKOBUX BHPOOHUYMX
JUISHOK NaKyBaHHS Ta MapKyBaHHS JociijkyBaHoro npenapary Corikiectar (Soticlestat, TAK-
935), tabnerku 20 mr ta 100 mr, Ta BignmosigHux mianedo, Fisher Clinical Services UK Limited,
United Kingdom ta Xerimis Inc., United States (USA); 3miHa BiANOBiJaIbHOTO HOCIITHUKA Y MiCII1
MIPOBEJICHHS BUTTPOOYBAHHS
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«IBaHO-@paHKiBChKa 00JIaCHA AUTAYA KITIHIYHA
nikapHs [BaHo-®paHKIBCHKOI 00JaCHOT paany,

BIUTUIGHHA  JUIS  JIiTed 3  ypaKCHHSIMH
EHTPaTbHOT HEPBOBOL CHCTEMH Ta
MOPYIIEHHSAM  (QYHKIIT  OMOPHO-PYXOBOTO

arnapaty, M. IBano-®paHKiBCbK

BYJIO CTAJIO
k.M.H. [lensBa J1.10. 3aB. BiJl. Kpumradosuu S.J1.
KomynaneHe HekoMmepiiiiHe mignpueMctBo | KoMyHanbHe HEKOMEpIiHE —IiIIPUEMCTBO

«IBaHO-®pankiBChKa 00JaCHA IUTSAYA KITIHIYHA
nikapHs [BaHo-®paHKIBCHKOI 00JIaCHOT paany,

BIIUTUIGHHS  JUIS  JITed 3  ypaKCHHSIMH
EHTPaIbHOT HEPBOBOL CHCTEMH Ta
MOpPYIIEHHSM  (QYHKIIT  OMOPHO-PYXOBOTO

anapary, M. IBano-DpaHKIBChK

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«baraToleHTpoBe, paHIOMi30BaHe, MOJBIHHE Clime, IUIane00-KOHTPOJIbOBAHE OCIIIKCHHS B
napajelbHUX TPYyIax i OMIHKK e€(eKTUBHOCTI, Oe3rmeyHocTi Ta nepeHocuMocTi CoTikiecrary B
SIKOCTI JOJATKOBOI Teparii y MaieHTiB AUTAYOro Ta MOJOJ0ro BikKy 13 cunapomom [pase (CL)»,
TAK-935-3001, inimianeaa Bepcis Big 23 6epe3ns 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoro BinnosinansHicTio «KoHTpakTHO-ZlocmigHunbka OpraHizaris
[HHOapm-Ykpaina»

CnoHcop, kpaiHa

Takena Jlesemonment Centep Awmepikac, Iuk. (TJIC Awmepikac) (Takeda Development Center
Americas, Inc.(TDC Americas))

Havanbank ®apManeBTHYHOIO YIPAaBJIIHHSA

Tapac JIAICKOBChbKHHA

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoOBIEHUH TPOTOKOJ KIIHIYHOTO BHIpoOyBaHHs, Bepcis 10 Big 27 mororo 2023 p.; dopma
iHpopmoBanoi 3roau, Bepcist 10.0 mis Ykpainu ykpaincbkoro moBoro Bif 06 kBitHsa 2023 p. Ha
OCHOBI1 MoJIeTIbHO1 (hopmu 1HPOpMOBaHOI 3roau ais gociimkeHHs GO40241 (IMpower030), Bepcis
10 Big 27 motoro 2023 p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 928 Bin 15.05.2018

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«IloxsiitHe cmine, OaraTomeHTpoBe, paHAoMizoBaHe gociimkeHHs III ¢asm nmng  omiHkM
e(eKTUBHOCTI Ta Oe3MeKN HEeoa ' TOoBaHTHOI Tepamii aTe30i3ymadoM abo mianedo B KoMmOiHaIii 3
XiMioTeparni€ro Ha OCHOBI MpenapariB IUIATUHU y MAIIEHTIB 3 onepadenbHUM HEIPIOHOKITITHHHIM
paxowm serens 11, IIIA i BuGipkoso IIIB craniin, GO40241, Bepcis 9 Big 28 motoro 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeE)KEHOI0 BiAnoBiganbHIcTIO «Pomr Ykpaina»

CnoHcop, kpaiHa

®.Xodbdpmann-JIs Pomr Jlta, [seiuapis

Havanbuuk ®dapManeBTUYHOTO YHPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)



Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX TOMPABOK)

23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa nocnigauka ImopyBika® (I6pyruni6), JNJ-54179060, Bepcist 16 Big 09 rpyans 2022 p.,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Bigkputre mpoIOBKEHE MOCHIKEHHS Y MAalli€HTIB BIKOM 65 pOKIB 1 crapiie 3 XpOHIYHUM
aimdonurapHuM JierikozoM (XJIJT) abo mpidHOKIiITHHHO JiMboruTapHoro iMdpomoro (IJIT), ski
Opanu yuyacth y gocuimkenHi PCYC-1115-CA (i6pyTtuniO y MOpPIBHSHHI 3 XJIOPaMOYLIUIIOM)»,
PCYC-1116-CA , Bepcis 3 monpakoio 4 Big 10 xoBtHs 2022p.

3asBHUK, KpaiHa

ToapuctBo 3 OOmexeHnorw BinnmosinansHicTio «KoHTpakTHO-/locmigaumpka OpraHizaris
IaHObapM-Ykpainay

Cnoncop, kpaiHa

Pharmacyclics, LLC, USA

Havanbunk ®@apManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmc) (Bnacue im’st [TIPI3BUILIE)
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

InenTudikamist CyTTEBOI MOMPABKU

Bpomypa nocmignuka mikapcbkoro 3aco0y SAR442168 (Tonebpyruni6), Bepcis Nell Bix
02 oepesns 2023p., anrmiicbkor0 MoBor; OcHOBHa iH(oOpMAaIis Mpo JOCTiKeHHS 1 (opma
iHpopmoBanoi 3roau, Bepcia 13 Bixg 27 motoro 2023p., aHrmiiicbkoro MoBoIo; IHdopmartis s
namieHTta ta ¢opma iHPOpMOBaHOI 3roau, Bepcis mius Ykpainm Nell, Bim 16 Oepesnst 2023p.
(ra ocHoBi OcHOBHOI iHpOpManii po mociimkeHHs 1 popmu iHGOpPMOBaHOI 3roam, Bepcis 13 Bix
27 motoro 2023p.), ykpaiHChbKOI0 MOBOIO; [H(opMmaris mist namieHTa i hpopma iHPOPMOBAHOI 3r0/H,
Bepcis juia Ykpaimm Nell, Big 16 Oepesns 2023p. (ma ocuoBi OcHoBHOi iH(popMmarii mpo
JOCITIDKEHHS 1 opmu iHDopMoBaHOi 3roau, Bepeis 13 Bixg 27 motoro 2023p.), pociiicbKOIO MOBOIO;
3MiHa Ha3BU Miclisg IPOBEICHHS BUMPOOYBAHHS:

bYJIO CTAJIO
K.M.H. XaByHKa M. K.M.H. XaByHKka M.S1.
KomynaneHe Hekomepuiiine mnianpuemMctBo | KomyHanbHe HEKOMEpIiiHE MiAIPUEMCTBO
«5-a Micbka KiiHIYHA JikapHsA M. JIbBOBaw, | «JIbBIBChKE TepUTOpiaJIbHE MEIUYHE
HEBPOJIOTIYHE BiA1I€HHS, M. JIbBIB o0’enHanHs  «KiiHIYHA JiKapHS IJIAHOBOTO

JIKyBaHHS, peaOumirtamii Ta MaxiaTUBHOL
JIOTIOMOTH», BIAOKPEMJICHHHM MIApO3AUT «5-a
JlikapHsi»,  HEBPOJOTIYHE  BIIAUICHHS 3
MEJIMYHOI0 peaduiTaiieto, M. JIbBIB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 2554 Bix 09.11.2020

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBane, MOABIMHE CIIiNE TOCTKeHHS 3 dha3u 411 BUBUEHHS €()eKTUBHOCTI Ta 0€31MeYHOCTI
npenapaty SAR442168 y mnopiBHSHHI 3 IU1aneb0 B YYaCHHMKIB 3 TEPBHHHO-TIPOTPECYIOUUM
po3scisinuM ckiepo3zom (PERSEUS)», EFC16035, 3 monpaskoto 10, Bepcis 1 Big 12 rpyans 2022p.

3asiBHUK, KpaiHa

TOB «Cano¢i-ABentic Ykpaina»

CnoHcop, KpaiHa

Genzyme Corporation, USA ([xen3aiim Kopnopeitu, CIITA)

Havanbuuk dapManeBTUYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(mimmc) (Bnacue im’st [IPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Omnosnena bpomrypa nocnigauka mis npenapaty CK-301 (Kocubenima0), Bepcist 7.0 Big 19 ciuns
2023 poky, aHriiiicbkoro MoBOt; OnHoBneHwit I[HpopmaniiiHuii TUCTOK mamieHta Ta (opma
iHopmoBanoi 3roau, Bepcist 5.0 mus Ykpaiau Bix 28 motoro 2023 p., Ha ocHOBI MacTep-Bepcii 11
Bix 09 mororo 2023 p., aHTTIHCHKOI MOBOIO Ta TIEPEKIIa] YKPATHCHKOIO Ta POCIHCHKOI0 MOBAMH BiJT
21 6epesns 2023 poky; 3MiHa Ha3BH MiCLlb IPOBEACHHS KJIIHIYHOTO BHUIPOOYBAHHS Ta BHILOTO
MEJMYHOTO HABYAJILHOTO 3aKjaay; 3MiHA BiAMOBIJAIBHOTO JOCITIHAKA Ta MICIS TPOBEICHHS

KJIIHIYHOTO BUMPOOYBaHHS:

bYJIO

CTAJIO

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

JepxaBHa ycTaHoBa «IHCTHTYT 3arajabHOi Ta
HeBigkIaaHoi Xipyprii imeni B.T. 3aiinesa
HamionaneHoi akagemii MEAMYHUX HAyK
Vkpainuy», BIAAUIEHHS THIHHOI XIpyprii Ha
25 nmiXKOK 3 MaNaTol IHTEHCHBHOI Teparii Ha
6 nbkok, XapkiBcbka MeJHuYHA aKajaeMis
HiCISTUTUTOMHOT OCBITH, Kadepa OHKOJIOTIi Ta
JTUTSAYO0T OHKOJIOT11, M. XapKiB

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

HepxaBHa ycraHoBa «IHCTHTYT 3arajbHOi Ta
HeBigkIaaHoi Xipyprii imeni B.T. 3aiiuesa
HamionaneHoi  akajgemii MeAMYHUX  HAyK
VYkpainu», BIAIIICHHS XIPYpPriuHUX 1HQEKIIH
Ta YCKIAQJHEHOI OHKOJIOTIYHOI MAaToyIorii Ha
25 NDKOK 3 MajaTol IHTEHCUBHOI Tepamii Ha
6 abkok, XapKiBCBKMA  HaIllOHAJTBHUUN
MEIUYHUN YHIBEPCUTET, Kadeapa OHKOJIOTII,

KITTHIYHHHA OHKOJIOT1YHHIA JUCTIaHCED,

OHKOTOpakaJbHe BijuIeHHs, M. Cymu

OpOMEHEBOI  Tepamii,  OHKOXipyprii  Ta
NajJ1iaTUBHOI JOITOMOTH, M. XapKiB
nikap Kypoukin A.B. nikap Kypoukin A.B.
KomynaneHe HekomepuiiiHe mianpueMctBo | KoMyHanbHe HekoMmepliiiHe —MiJIPUEMCTBO
CymMmcbkoi obmacHoi pagu Cymcbkuit oomacHuii | Cymcekoi  oOmacHoi  pamu  «CyMChKHI

oOJacHU KJIIHIYHUNA OHKOJIOTIYHHUNA IIEHTP»,
OHKOTOpakaJibHe BijiieHHs, M. Cymu
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I.M.H., ipod. IBamyk O.1. nikap IlinBepOenpka A.B.

O6nacHe KOMYHaJIbHE HekoMmepiitae | O0acHe KOMYHaJIbHE HEKOMepIliiHe
miAnprueMcTBO  «ByKOBUHCHKUH — KJIIHIYHUM | mignpueMcTBO  «ByKOBHHCBKHMI  KIIIHIYHUH
OHKOJIOTIYHUH IEHTPY», XIpypriuHe BIIIIJICHHS | OHKOJIOT1YHHUMA LEHTP, CTPYKTYpPHUI
Nel, Bumuii gepxaBHUN HaBYANbHUUN 3aKiaj | MiAPO3ILT KJIIHIYHOT OHKOJIOTI],
VYkpainu «ByKOBUHCBKHUI nepkaBHu# | M. YepHiBIli

MEIWYHUNA YHIBEpCUTET», Kadenpa OHKOJIOTii

Ta pamaiojorii, M. YepHiBIiii

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 662 Bin 16.03.2020

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Binkpure OararornentpoBe nociimkenns | dasu 3 eckamamiero go3u mpenapary CK-301 mpu
BHYTPIIIHFOBEHHOMY BBEJICHHI B PeXKHMi MOHOTEpaIii NamieHTam i3 3armyneHuMu GopMaMu paKy»,
CK-301-101, Bepcis 3 iHKopriopoBaHo mornpaBkoro Ne 5 Bin 14 cepmas 2020 poky

3asBHUK, KpaiHa

TOB «KJITHIYHI BUITPOBYBAHH», Ykpaina

CnoHncop, kpaiHa

UYeknoiiat Tepamn’totike, [HK., CIIIA (Checkpoint Therapeutics, Inc., USA)

Havanbuuk ®dapManeBTHYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [IPI3BUILLE)
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoOBIEHUH TIPOTOKOJ KIIHIYHOrO BUIpoOyBaHHs, Bepcis 6 Big 08 mrororo 2023 p.; OHoBiIcHa
dopma iHpopmoBaHoi 3roau, Bepcis 5.0 st YKpainu ykpaiHChbKOr0 MOBOIO Bif 23 Gepesns 2023 p.
Ha ocHogi maiictep-Bepcii ¢hopmu inhopmoBanoi 3roau s pociipkenass GN41791, Bepcis 6, Big
25 ciung 2023 p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 2554 Bix 09.11.2020

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepCis Ta Jara

«BATATOLIEHTPOBE PAHJIOMI3OBAHE ITOABIVHE CJIIIIE JOCJIIKEHHS ®A3U 11T Y
ITAPAJIEJIbBHUX TPYIIAX 3 IIOJBIMHUM KOHTPOJIEM IUIALIEBO JJISI OLIHKHU
EOEKTHUBHOCTI TA BE3IIEYHOCTI OEHEBPYTUHIBY I[TOPIBHAHO 3
OKPEJII3YMABOM VYV JOPOCJIMX ITAHIEHTIB 3 ITIEPBUHHUM IIPOI'PECYIOUUM
PO3CIAHUM CKJIEPO30M», GN41791, Bepcis 4 Bia 15 Bepechs 2021 p.

3asiBHUK, KpaiHa

ToBapucTtBo 3 0OMexkeHO010 BiAnoBiAanbHICTIO «Pomt Ykpaina»

Cnoncop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIeituapis

Havanbunk ®apManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Onognena Oporrypa nociigauka s nepryzymady (RO4368451), Bepcis 22 Big motoro 2023 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1403 Big 14.06.2019
Ne 1399 Bin 27.07.2018

Ha3ga xiiniuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararomneHTpoBe, B OJHIA TpyIli CXEMH JIKYBaHHS, BIJKPUTE MPOIOBKEHE JOCIIHKCHHS
nepry3ymady B pekuMi MOHOTeparlii abo y komMOiHamii 3 IHIIMMH TPOTUIIYXJIMHHUMU 3aC00aMH Y
MAIi€HTiB, OO0 paHille NpUAMAIM yYacThb y BHUMNPOOYBAaHHSAX NepTy3ymMaly, CIIOHCOPOM SIKHX
Buctynana kommanis Xoddman-Jla Pomry, M0O29406, Bepcis 3.0 Bin 14 nucromama 2019 p.;
«PanmomizoBane, OaratoreHTpoBe, Binkpute, nociimkenns 11 ga3u 3 1BoMa rpynamu JIiKyBaHHS
JUTSL OLIIHKY (DapMaKOKIHETUKH, €(PEKTUBHOCTI Ta OE3IMEeKH MiAIIKIPHOTO BBEIeHHS (DIKCOBaHO1 1031
KOMOIHOBaHOI JIiKapchbKoi GpopMu mepTy3ymady 3 TpacTy3ymMaOoM B MOEAHAHHI 3 XiMiOTepamier y
nanienTiB 3 HER2-mo3uTuBHMM paHHIM pakoM Mojo4HOI 3ano3u», WO040324, Bepcia 2.0 Big
12 xoBtHs 2018 p.;

«PannomizoBaHe, OaratoleHTpoBe, MOJBiliHe-cline, MIane00-KOHTPOJIbOBAHE MOCHIIHKEHHS, Yy
SIKOMY IOPIBHIOIOTBCS XIMIOTepalis IUII0C TpacTy3yMad Iuroc Iuianebo Ta XimioTepamis IUTFOC
TpacTy3ymal IUTIOC MepTy3yMad, 110 MPU3HAYAIOThCS Y SKOCTI aj’ FOBAHTHOI Teparii y MalieHTiB 3
ornepadbenbHUM HER2-no3utuBHuM IIEPBUHHIM pakoM MOJIOYHOT 371031,
BIG 4-11/BO25126/TOC4939¢g, Bepcis E Bin 30 Bepecus 2021 p.

3asiBHUK, KpaiHa

ToBapucTtBo 3 0OMexkeHO010 BiAnoBiAanbHICTIO «Pomt Ykpaina»

Cnoncop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIeituapis

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa pocnigauka Omnamapu6 (Olaparib) (AZD2281, KU-0059436), Bunanns 22 Bix 26 ciuHA
2023 poky, aHITHCBKOI0 MOBOW; Ykpaina, MK-7339-012, Bepcis 00 Big 10 Gepesns 2023p.,
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. Octanenko 10.B. 3aB. BiJ., K.M.H. Ocranenko 10.B.
HamionaneHuii iHCTHTYT paky, BigminieHHs | [lepkaBHe — HEKOMEpILiHE  ITiIIPUEMCTBO
MaJIOIHBAa3MBHOI Ta EHJOCKOMIYHOI Xipyprii, | «HarioHanbHUl 1HCTUTYT paKy», BIAIIJICHHS
IHTepBeHIIIITHOT pagionorii, M. Kuis MaJIOIHBAa3MBHOI Ta EH/JIOCKOIIYHOI Xipyprii,
IHTEepBEHLIMHOI pagioorii, M. Kuis

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1468 Bix 26.06.2020

HasBa xiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«Hdocmimxenns I pazu nem6ponizymady (MK-3475) y kom6iHalii 3 CymyTHBOIO XIM1OIPOMEHEBOIO
Tepami€io 3 MOJABIINM BBEACHHSIM MeMOposiizymaly 3 onamapudboM abo 6e3 HbOro MOPIBHSHO 3
CYNyTHBOIO XIMIOIPOMEHEBOIO TEpAaIi€lo 3 MOAANBIINM BBEACHHAM IypBalyMaly B yYacHHUKIB 3
HeornepadeNbHUM JIOKAIbHO PO3MOBCIOKEHUM HEAPIOHOKIITUHHUM pakoM JereHiB III cramii
(HAPJD)», MK-7339-012, 3 inkopnopoBaHoto nonpaskoro 07 Bix 11 sxoBTHA 2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 obmexxeHo10 BianosiganpHicTIO «MCJ Ykpaina»

CrnoHcop, kpaiHa

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

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

OnoBnenuii [IpoTOKOI KIIHIYHOTO TOCHIIKEHHS, 1HKOPIIOPOBAHHWMA TONMPABKOK 2 Bifg 22 KBITHS
2022 p., aHriiicbkol0 MOBOIO; bporrypa gociiiHUKa TOCTIIKYBAHOTO JIKapChbKOTO 3aco0y
Coriknecrar (TAK-935), Buganns 8 Big 13 mmmas 2022 p., aHriiicbkor0 MOBOI0; BunpapieHnns 1
Bix 28 mumnHs 2022 p. no bpourypu nocmigHuKa JOCTIKYBaHOTO JiKapchkoro 3aco0y CoTikiecraTt
(TAK-935), Bumganns 8 Big 13 smunas 2022 p., aHDTHCHKOI0 MOBOM; J[0ChE MOCIIIKYBAHOTO
nikapeekoro 3aco0y TAK-935, epcis 6.0 Big 03 tpaBHs 2022 p., aHTIICEKOI0 MOBOO; Jlocke
nociimkyBaHoro Jikapeskoro 3aco0y TAK-935, sepcis 7.0 Big 16 rpyans 2022 p., aHMIiChKOO
MmoBoto; TAK-935-3002 Iadopmanis ans mamieHta ta ¢popma iHGOpMOBaHOT 3roau, uid YKpaiHu,
aHTIIICHKOI0 MOBOIO, Bepcis 2.0 Bix 24 ciuns 2023 p.; TAK-935-3002 Indopmartis puist maiieHTa ta
¢dopma iHpOpMOBaHOi 3roau, A YKpaiHu, yKpaiHChKOI0 MOBOIO, Bepcis 2.0 Big 24 ciuns 2023 p.;
TAK-935-3002 Indopmamis ans mamieHTa Ta ¢dopma iHGOPMOBAHOI 3roau, uisl YKpaiHH,
pociiicekoro MoBoto, Bepcis 2.0 Bix 24 ciunst 2023 p.; TAK-935-3002 Iadopmaris mis 6aTbkiB i
¢dopma iHPOpPMOBaHOI 3roau, 1 YKpaiHu, aHTJiiicbkoro MOBoO, Bepcis 2.0 Big 24 ciuns 2023 p.;
TAK-935-3002 Indopmariis mis 6aTekiB i popma iHpopMoBaHOi 3roau, it YKpaiHu, yKpaiHCHKOO
MoBoto, Bepcis 2.0 Big 24 ciuns 2023 p.; TAK-935-3002 Iadopmauis g G6arbkiB 1 ¢dopma
iHpopMoOBaHoOi 3romu, s YKpaiHu, pociiicbkor MOBOIO, Bepcis 2.0 Bix 24 ciuns 2023 p.; AK-935-
3002 Tudopmauis ans namieHta i Gpopma 1HPOPMOBAHOI 3roAM AJI HEMOBHONITHIX AITeH BIKOM
14-18 pokiB, st YKpainu, aHTTHCEKOI0 MOBOO, Bepcist 2.0 Bix 24 ciuns 2023 p.; TAK-935-3002
Iadopmaris mis manieHTa i popma iHbOpPMOBaHOI 3roAM sl HETIOBHOMITHIX fiTel Bikom 14-18
pokiB, g YKpaiHH, yKpaiHCbKOIO MoBoro, Bepcis 2.0 Big 24 ciung 2023 p.; TAK-935-3002
Iadopmartis s manieHTa i popma iHPOPMOBaHOI 3roAM ISl HETIOBHOMITHIX AiTed BikoMm 14-18
pokiB, s YKpaiHu, pociiickkoro MoBorw, Bepcis2.0 Bim 24 ciuns 2023 p.; TAK-935-3002
[ndopmariis ans nanieHTa 1 popma iHGOPMOBAHOT 3rou A MATOMITHIX JiTel BikoMm 10-14 pokis,
Ui YKpaiHu, aHraiicbkoio MoBoto, Bepceis 2.0 Bix 24 ciuns 2023 p.; TAK-935-3002 Indopmartis
JUTs TIatrieHTa 1 opma iHPOPMOBaHOT 3roIv I MATOITHIX aiTel BikoMm 10-14 pokis, ayis Ykpainu,
yKpaiHChbKOIO MOBOIO, Bepcis 2.0 Bix 24 ciuns 2023 p.;TAK-935-3002 Iudopmaris it namieHTa i
dhopma 1HGOPMOBaAHOT 3rOU I MATIOMITHIX JiTel BikoMm 10-14 pokiB, miis YKpaiHu, pociiicbKOr0
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MoBoro, Bepcist 2.0 Bix 24 ciuns 2023 p.; TAK-935-3002 Indopmamis mis namienta i ¢popma
iHpopMOBaHOT 3ro/Iu I MaJIOJITHIX AiTeH BikoM Bix 6 10 10 pokiB, mist YKpaiHu, aHTIIHCHKOO
MoBOI0, Bepcis 2.0 Bixg 24 ciuns 2023 p.; TAK-935-3002 Iadopmamist mis mamienTa i ¢popma
iH(popMOBaHOT 3rou A1 MaJOJITHIX AiTeH BikoM Bix 6 10 10 pokiB, ais Ykpainu, yKpaiHCBKOIO
MoOBOIO, Bepcis 2.0 Big 24 ciuns 2023 p.; TAK-935-3002 Iudopmamist mis marieHTa i ¢popma
iH(hOpMOBaHOT 3rou /Il MAIONITHIX JiTe BikoM Bing 6 mo 10 pokiB, mist YKpaiHu, pociiCbKO0
MoBoto, Bepcis 2.0 Big 24 ciuns 2023 p.; eCOA kommnanii «Knapio» I[HCTpykmii momo podotu 3
PE3EPBHOIO KOITiE€I0 BeOCAWTY IS 0TI adiB, naTa Ha0yTTs unHHocTi: 20 ciuns 2023 p., Bepcis 2.0,
ykpaincbkoro MoBow; € COA kommanii «Kmapio» IHcTpykiii mo poOOTI 3 pPe3epBHOIO KOMIE0
BeOcaiiTa iyist 0ci0, 1o 3MIMCHIOIOTE JOTJIsII, qaTa Ha0yTTs unHHOCTI:20 ciuns 2023 p., Bepcis 2.0,
POCiiicbKOI0 MOBOIO; JIMCT-p03’ ICHEHHS II0/I0 YTOYHEHHS 1H(OopMallii 00 BUKOPUCTAHHS TPYyOOK
JUIs EHTEPAIBHOTO Xap4yyBaHHS 3 METOIO BBEJICHHS JTOCIIIKYBaHOTO TIperapary, Bix 18 naucromana
2022 p., aHIMCHKOI MOBOKO; JIMCT-po3’siCHEHHS 1100 YyTOYHEHHs iH(opmalii 1040
BUKOPHUCTaHHA TPYOOK Ui EHTEPAIbHOTO Xap4yyBaHHS 3 METOI BBEICHHS TOCIIIKYBaHOTO
npenapaty, Bix 18 nmucromana 2022 p., ykpaiHCbKOIO MOBOIO; JIMCT-PO3’ACHEHHS L1010 YTOUYHEHHS
iHpopMamii 1moI0 BUKOPHCTAHHS TPYOOK /JIsi SHTEPAJBHOIO XapuyyBaHHS 3 METOK BBEICHHS
JOCTiKyBaHOTO Tpemnapary, Big 18 mmcromama 2022p., pociiicekoro moBorw; TAK-935-3002,
[HCTpyKIIT 1040 BBEACHHS OOCIIKYBAHOTO IpernapaTy 4epe3 racTpoCTOMIUHY TpPYOKy, TpyOKy
MIC-KEY abo erocroHomiuHy TpyOKy, Bepcis 3.0 Bix 21 yepBHs 2022 p., aHIIIIHCBKOI0 MOBOIO;
TAK-935-3002 TacTpykmii momo BBEICHHS JOCHTIDKYBAHOTO IpermapaTy 4yepe3 racTpOCTOMIUHY
TpyOky, TpyOky MIC-KEY abo erocronomiuny TpyOky, Bepcis 3.0 Bim 21 uepsus 2022 p.,
ykpaincekoto MoBoto; TAK-935-3002, IacTpykiii moao BBEIEHHs JOCIIKYBAaHOTO TIpernapary
gyepe3 racTpocToMidny TpyOky, Tpyoky MIC-KEY a6o etoctoHomiuHy TpyOKy, Bepcis 3.0 Bifg
21 gepBHs 2022 p., pocilicbkoro MOBO1O; [ToBinoMieHHs npo Te, mo a"aniz A1AG npoBoauThcs Ha
KO’KHOMY BI3UTI, Il Yac SIKOr0 OTPUMYIOTh 3pa3ku i ouiHku (apmakokinetuku (PK) ta (a6o)
¢dapmaxonunamiku (DJ]), Bix 12 BepecHs 2022 p., ykpaiHcbkoro MOBOO; [10BiIoMIIEHHS TIPO Te€, 1110
ananiz A1AG nmpoBoIuTbCS Ha KOXKHOMY BI3MTI, IiJ{ Yac SIKOTO OTPUMYIOTh 3pa3Kd JUIsl OLIHKU
¢dapmaxokinetuku (OK) ta (abo) papmakogunamiku (DJ1), Bix 12 Bepecus 2022 p., pociicbKor0
MoBoto; TAK-935-3002,JIucT Bia AOCHITHUKA JIIKApIO 3arajibHOi MpakTUKH, Bepcis 3.0 Bifg
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07 Bepecns 2022 p., aarairicbkoro MmoBor; TAK-935-3002, JIuct Bix gociaigHUKA JTIKApIO 3araibHOT
npaktuku, Bepcis 3.0 Bix 07 BepecHs 2022 p., yKpaiHChKOIO MOBOIO; 3pa30K MarepoBOro M0AeHHUKA
eNUINITUYHUX HAaIaJiB Ta peecTpalii 3acTOCyBaHHS JOCIIIKYBAaHOIO IMpenapary, yKpaiHChKOIO
MOBOI0, Bepcist 2.0 Big 28 muctomana 2022 p.; 3pa3ok manepoBoro MoACHHUKA CYJOMHHUX HamaIiB
Ta MPUHAOMY JOCITI/DKYBAHOTO TMperapaTry, poCiiChKor MOBOI0, Bepcis 2.0 Bim 28 nmcromana
2022 p.; TAK-935-3002 Jluct no mamienta / pormsgada Dear Patient-Caregiver Letter, mns
VYkpainu, Bepcis 2.0 Big 03 tpaBas 2022 p., ykpaiacskoro MoBor0; TAK-935-3002 Jluct o mamienTta
/ mornsimada Dear Patient-Caregiver Letter, nns Ykpaiaum, Bepcis 2.0 Bim 03 Ttpaus 2022 p.,
pociiicekoro MoBo10; TAK-935-3002 3pasok cropinku y Facebook Facebook Copy, mis Ykpainu,
Bepcis 2.0 Bim 03 TpaBus 2022 p., ykpaiHcekoio MoBoi0; TAK-935-3002 3pa3ok CTOpiHKH Yy
Facebook Facebook Copy, mns Vkpainu, Bepcis 2.0 Bim 03 tpaBas 2022 p., pOCIHCHKOIO
MoBo10; TAK-935-3002 Hamnpasnennst Bin mikapst 3aranbHoi nmpaktuku HCP Referral Card, mis
VYkpainu, Bepcis 2.0 Bix 05 tpaBas 2022p., ykpaincbkoro MoBoto; TAK-935-3002 HanpasiieHHs Bij
mikaps 3aransHoi npaktuku HCP Referral Card, nns Ykpainu, Bepcis 2.0 Big 05 tpaBusa 2022 p.,
pociiicbkoro MoBOI0; TAK-935-3002 3pa3ok 300pakeHHST Ha €KpaHi EIEKTPOHHOTO IPUCTPOIO
nomaitHboi cropinku Homepage Screenshot, ans Ykpainu, Bepcis 2.0 Bix 03 TtpaBus 2022 p.,
ykpaiacbkor0 MoBor0; TAK-935-3002 3pa3ok 300pakeHHS HAa €KpaHi CJIIEKTPOHHOTO MPHCTPOIO
nomanrHboi cropinku_Homepage Screenshot, nns Ykpainu, Bepcis 2.0 Big 03 TtpaBus 2022 p.,
pociiickkoro MoBOI0; TAK-935-3002 3pa3ok 300pakeHHS Ha €KpaHi EJIEKTPOHHOTO IPUCTPOIO
(mobinmpHOTO Tenedpony) Mobile View Screenshot, st Ykpainu, Bepcis 2.0 Big 03 tpasusa 2022 p.,
ykpaiHchkoro MoBOI; TAK-935-3002 3pa3zok 300pakeHHS Ha €KpaHi €IeKTPOHHOTO IMPHUCTPOIO
(mobinmpHOTO Tenedony) Mobile View Screenshot, st Ykpainu, Bepcis 2.0 Big 03 tpaBus 2022 p.,
pociiicekoro  MOBOIO; TAK-935-3002 3pa3ok e€NeKTpOHHOTO JIMCTa TPYNH TMPaB 3axUCTY
narienta PAG Email Copy, nns Ykpainu, Bepcig 2.0 Bix 03 TpaBHs 2022 p., yKpaiHCBHKOIO
MoB010; TAK-935-3002 3pa3ok eneKTpOHHOTO JHcTa rpymnu npaB 3axucty namienta PAG Email
Copy, mns VYkpainu, Bepcia 2.0 Big 03 tpaBHs 2022 p., pociiicekoro MoBoro; TAK-935-3002
[Hdopmartiiinuii TUCT MpPo AOCTIHKEHHS MO0 3aXHUCTy TpaB mamieHTiB Patient Advocacy Study
Awareness Letter A4, nna Ykpainu, Bepcis 2.0 Bix 03 tpaBHa 2022 p., yKpaiHCHKOIO MOBOIO;
TAK-935-3002 IadopmaniiHuii JTUCT PO JOCITIIPKEHHS OO0 3aXUCTy TpaB TamieHTiB Patient
Advocacy Study Awareness Letter A4, nns Ykpainu, Bepceist 2.0 Big 03 tpaBus 2022 p., pociiicbKoI0
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MoB010; TAK-935-3002 bpomrypa mist Habopy Ha nociipkenHs Study Recruitment Brochure, mis
VYxpainu, Bepcig 2.0 Bix 05 tpaBusa 2022 p., ykpaincekoro MoBor0; TAK-935-3002 Bpomrypa mmst
Habopy Ha mocmimkeHHs Study Recruitment Brochure, nns Yxkpainu, Bepcis 2.0 Big 05 TpaBHs
2022 p., pociiicbkoro MoBO10; TAK-935-3002 TlociOHMK Ui MOYATKy yd4acTi B JOCHIDKEHHI 3
poskimanom Study Welcome Guide with Schedule, s Ykpainu, Bepcis 2.0 Big 05 tpasus 2022 p.,
ykpaincpkoro MoBOI0; TAK-935-3002 [IlociOHMK it MOdYaTKy yd4acTi B JOCHIJKEHHI 3
posknagoMm Study Welcome Guide with Schedule, ans Ykpainu, Bepcis 2.0 Bix 05 tpasust 2022 p.,
pociiicekoro MoBor0; TAK-935-3002 3pasok indopmartii Be6-caiity Website Copy, mis Ykpainw,
Bepcia 2.0 Big 03 tpaBus 2022 p., ykpaincekoro MoBoro; TAK-935-3002 3pasok indopmariii BeO-
caiity Website Copy, ans Ykpainu, Bepcia 2.0 Big 03 TtpaBHs 2022 p., pocCiiicCbKOIO MOBOIO;
TAK-935-3002 3pa3zok momrykoBoi Ta MexiitHoi pexkiaamu Ad Copy, s Ykpaiau, Bepcis 2.0 Bin
03 tpasus 2022 p., ykpaincskoro MoBo10; TAK-935-3002 3pa3ok mourykoBoi Ta MeIiiHOT peKIamMu
Ad Copy, nns Ykpainu, Bepcis 2.0 Big 03 tpaBus 2022 p., pociiicbkoro MoBoro; TAK-935-3002
3pa3zok pexiaMHux 300paxeHb Ad Images, nns Ykpainu, Bepcis 2.0 Bim 03 tpaBus 2022 p.,
ykpaiacbkor0 MoBOrO; TAK-935-3002 3pazok pexmamuaux 300paxeHs Ad Images, mns YkpaiHu,
Bepcis 2.0 Big 03 tpaBust 2022 p., pociiicbkoro MoBor; TAK-935-3002 3pa3ok Bka3iBOK I0]I0
obi3HanocTi Tpo 3axucT npaB_Advocacy Study Awareness Listing, mist Ykpainu, Bepcis 2.0 Bix
03 tpaBus 2022 p., ykpaincskoro MoBoto; TAK-935-3002 3pa3ok Bka3iBOK 11040 0013HAHOCTI PO
3axuct npaB_Advocacy Study Awareness Listing, nns Ykpainu, Bepcis 2.0 Big 03 tpasus 2022 p.,
pociiicbkoro MOBOIO;I10/TOBXKEHHSI TepMiHY HPUIATHOCTI JOCIIAKYBAHOTO JIIKAPCHKOTO 3aco0y
Coriknecrar (Soticlestat, TAK-935), tabnetku 20 mr ta 100 mr, no 60 wmicsiis;IlogoBxeHHs
TEpPMiHY MPUAATHOCTI miarnedo 10 AOCTiKyBaHOTO Jikapcbkoro 3aco0y Cortiknectat (Soticlestat,
TAK-935), tabnerku 20 mr, 10 60 Mics1iB;3amy4yeHHs 101aTKOBOT BUPOOHUYOT TUISTHKY TECTYBAHHS
cTaOLIBHOCTI Ta BHUIYCKY jociijkyBaHoro mpemnapary Cotiknecrar (Soticlestat, TAK-935),
tabnetku 20 mr,Sumika Chemical Analysis Service, Ltd. (SCAS), Japan;3anyuyeHHst 101aTKOBOI
BUPOOHMYOT TUISIHKY TECTYBAaHHS CTa0UIbHOCTI Ta BUMTYCKY IUTAle00 A0 JOCHIKYBAaHOT O ITpenapary
Coriknecrar (Soticlestat, TAK-935), Tabierku 20 mr ta 100 mr, Sumika Chemical Analysis Service,
Ltd. (SCAS), Japan;3anyueHHsi 10JAaTKOBHX BUPOOHWYMX IUISTHOK MaKyBaHHS Ta MapKyBaHHS
nociipkyBanoro npenapary Coriknecrat (Soticlestat, TAK-935), tabnetku 20 mr ta 100 mr, Ta
BigmoBigaux rmiareo6o, Fisher Clinical Services UK Limited,United Kingdom Tta Xerimis Inc.,
United States (USA); 3miHa BiANOBIJAJIBHOTO JAOCIITHUKA Y MICLII TPOBEICHHS BUTPOOYBAHHS:
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«IBaHO-@paHKiBChKa 00JIACHA AUTAYA KIIHIUYHA
nikapHs [BaHo-DpaHKIBCHKOI 00JIACHOT paan»,

BIIUTUIGHHA  JUISL  JiTed 3  ypaKCHHSIMH
EHTPaTbHOT HEPBOBOL CHCTEMH Ta
MOPYIICHHSAM  (QYHKII  OMOPHO-PYXOBOTO

arnapaty, M. IBano-®paHKiBCbK

BYJIO CTAIJIO
k.M.H. [lensBa J1.10. 3aB. Bix. Kpumradosua S.J1.
KomyHnaneHe HekomepiiiiiHe mignpuemMcTBo | KoMyHaapbHe HEKOMEpIIHHE —iANPHEMCTBO

«IBaHO-®paHKiBChKa 0OJACHA AUTAYA KITIHIYHA
nikapHs [BaHO-PpaHKIBCHKOI 00J1aCHOT paamny,

BIITUIGHHS IS JITed 3 ypaKCHHSIMH
IIEHTPaJIbHOI HEPBOBOI CHCTEMH Ta
MOpYIMIEHHSM  (QYHKII  OMOPHO-PYXOBOTO

anapary, M. IBano-®paHKiBCbK

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1966 Bix 15.09.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararoneHTpoBe, paHIOMi30BaHe, MOJBIHHE CIiNe, IUIane00-KOHTPOJILOBAHE OCIIIKCHHS B
napanelbHUX Tpymax AJis OIIHKK e(deKTUBHOCTI, Oe3neyHocTi Ta nepeHocuMmocTi CoTikiecrary B
SIKOCT1 TOJATKOBOT Tepallii y ManieHTiB JUTIYOTO BiKYy Ta AOPOCIUX i3 CHHIpoMoM JIleHHOKkca-I"acTo
(CJII)», TAK-935-3002, inimianbHa Bepcis Big 24 6epesns 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BinnosiganeHicTio «KoHTpakTHO-Jlocmignuneka Oprasizaiis
IHHOQapM-YKpaiHa»

CnoHncop, kpaiHa

Takena [lesemonment Cenrep Awmepikac, Iuk. (TJIC Awmepikac) (Takeda Development Center
Americas, Inc.(TDC Americas)), United States of America

Havanbunk ®apmManeBTUYHOTO YNIPAaBJIiHHSA

Tapac JSICKOBCbKHUI

(Bnacue im’st [IPI3BUILE)

(Tigmmc)
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Marepianu 11 mamientiB: Motusartiiina nmucrtiBka «Jlocmimkenns ®@azu [ SERENA-2» Big rpyaas
2022 poky, YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

Ne 1636 Bix 20.07.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«SERENA-2: PannomizoBaHe, BiIKpUTE, y MapalelbHUX Tpymax, 0araToleHTPOBE TOCIIHKEHHS
¢dazu 2 mopiBHAHHS e(eKTUBHOCTI Ta Oe3MeYHOCTi mHepopanbHOro mpemnapary AZD9833 i
OynBecTpanTa y kiHOK 3 momwupeHuM ER-nozutuBHuM HER2-HeratuBHUM pakoM MOJIOYHOT
3ano3m», D8530C00002, Bepcis 5.0 Bix 15 Bepecust 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

Actpa3eneka AB, llIBenis / AstraZeneca AB, Sweden

Havanbuuk dapManeBTUYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [IPI3BUILE)
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VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939
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bpomypa mpociignuka Vibostolimab (MK-7684)/MK-7684A, Bumanus 11 Big 31 ciuns 2023,
aHITHChKOI0 MOBOIO; YKpaina, MK-7684A-003, Indopmarist Ta TOKyMEHT Ipo iHPOPMOBaHY 3roLy
Ut martieHTa, Bepeis 1.02 Bix 24 6epesns 2023 p. ykpaiHcbKkoro MOBOIO; Ykpaina, MK-7684A-003,
JlonoBHeHHS 110 iH(OpPMAIi Ta TOKYMEHTY Ipo iHGOpMOBaHY 3roy JUIsl MAIli€eHTa JUis JIIKYBaHHS
Ticis mporpecyBaHHs XxBopoOu, Bepcis 01 Bix 27 mrotoro 2023 p. ykpaiHCEKOIO MOBOIO; 3MiHA Ha3BU
Ta aJIPECH MiCIIS TPOBEICHHS KJITHIYHOTO BUITPOOYBAHHS

BYJIO CTAJIO

3aB. BiJl., K.M.H. Ocranenko 10.B. 3aB. Bij., K.M.H. Ocranenko 10.B.
HamionaneHuii 1HCTUTYT paky, BiafineHHd | [lepkaBHe — HEKOMepLiliHE  MIAIPUEMCTBO
MaJIOIHBa3MBHOI Ta EHJOCKOIMIYHOI Xipyprii, | «HamioHampHUI 1HCTUTYT paKy», BiAIUIEHHS
IHTepBEeHLIHOT pagioorii, M. Kuis MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOI Xipyprii,
IHTepBeHLIiHOI paaioorii, M. Kuis

Anpeca: Byn. 0. 3nanoBcekoi 33/43, m. Kuis,
03022, Ykpaina

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 762 811 20.04.2021

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«bararonenTpoBe, panaoMizoBaHe, nozsiitHe ciine gocnimkeHHs 11 ¢pazu komOinanii MK-7684 3
nemOpomizymadom (MK-7684A) nopiBHSIHO 3 MOHOTEpaIli€ro MeMOpoIIi3yMadoM B SIKOCTI MepIioi
miHil Tepamii U1 ydacHUKIB 3 PD-L1-mo3uTHBHUM MeTacTaTUYHUM HEIPIOHOKIIITUHHUM DPAaKOM
nerediB» (KEYVIBE-003), MK-7684A-003, 3 inkopropoBanoro momnpaskoro 04 Bix 08 mucromama
2022 poky

3asBHHUK, KpaiHa

ToBapuctso 3 oomexkeHoto BianosiganpHicTIO «MCJ Ykpaina»

CrnoHcop, kpaiHa

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

Havanbunk @apmManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChKHI

(mimmc) (Bnacue im’st [IPI3BUILE)



JlomaTtok 22

110 HaKazy MiHicTepcTBa OXOPOHH 370POB’ S
VYkpainu «I[Ipo mpoBeaeHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

3MiHa Ha3B MiCIlb MPOBEACHHS KIIHIYHOrO BUIIPOOYBaHHS; 3MiHA aapecd MiCIsl IPOBEICHHS

KJIIHIYHOTO BUIIPOOYBaHHS:

MaJIOIHBa3MBHOI Ta EHJOCKOIIYHOI Xipyprii,
IHTepBEHLIHOT pagioorii, M. Kuis

BYJIO CTAJIO
K.M.H. Octanenko 1O.B. k.M.H. Ocranenko 1O.B.
HamionaneHuii 1HCTUTYT paky, BiamineHHd | [lepkaBHe — HEKOMepLiliHE  MIAIPUEMCTBO

«HamioHanbHUIA 1HCTUTYT paKy», BiIUICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOI Xipyprii,
IHTEpBEHIIIHOI pasioorii, M. Kuis

Anpeca: Byn. 0. 3ganoBcekoi 33/43, m. Kuis,
03022, Ykpaina

I.M.H., ipod. KpmkaniBcbka A.€.
KomyHnaneHe HekoMepuiiiHe MiANPHEMCTBO
«[IpukapnaTcChKuil KIIHIYHUH OHKOJOTTYHHMA
neHTp IBaHo-®dpankiBchkoi 00macHOl paguy, |
Xipypriude BianineHHs, IBaHo-DpaHKIBCHKUIA
HaI[lOHAJIbHUI MEIUYHUI YHIBEPCHUTET,
kaeapa onkouorii, M. IBaHo-dpaHKiBChK

I.M.H., ipod. KpmxkaniBcbka A.€.
KomyHanbHe HEKOMeEpIiifHE MiIIPHEMCTBO
«[IpukapnaTchbkuii KIIHIYHUN OHKOJOT1YHHIA
neHTp IBano-®OpaHKIBCHKOI 00JaCHOT paju»,
Xipypriuae BITIIEHHS Nel, IBano-
O®OpaHKIBChKUA ~ HAIIOHAIBHUN  MEIUYHUN
yHIBepcHuTeT, Kadenapa onkosorii, M. IBano-
®paHKIBCHK

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 662 Bix 16.03.2020

Ha3ga kiiHiuHOrO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannomizoBane, moaBiliHe-ciine kiiniyHe gociimkeHHs 11 dasu nemOponizymady (MK-3475) ta
ximiorepanii (XP abo FP) B mopiBHsHHI 3 miane6o ta ximiortepamiero (XP ab6o FP) B skocti
HEOAa'IOBAaHTHOTO / aj'TOBAaHTHOTO JIIKYBaHHS MAIll€HTIB 3 a/JCHOKApIUHOMOIO IIIYHKY Ta
NUTyHKOBO-cTpaBoxigHoro  3‘emHanHs  (LLIC3)  (KEYNOTE-585)», MK-3475-585, 3
iHKOpnopoBaHoo nonpaskoro 09 Bix 24 ceprust 2022 poky




2

MPOJOBXKEHHS J0/1aTKa 22

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo10 BianosiganpHicTIO «MCJl YKpainay

CnoHcop, KkpaiHa

TOB Mepk Ilapn ean Hoym, CIIIA (Merck Sharp & Dohme LLC, USA)

HavanbHuk ®apManeBTHYHOI0 YIIPABJIiHHS

Tapac JSICKOBCbKHUM

(migmuc)

(Bnacue im’st [TIPI3BUILIE)




Jomatox 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoOBIEHUH TIPOTOKOJ KIIHIYHOrO BUIpoOyBaHHs, Bepcis 6 Big 08 mrororo 2023 p.; OHoBiIcHa
®opma iHpopmoBaHoi 3roau, Bepcis 3.0 st YKpainu ykpaiHChbKOI0 MOBOIO Bif 28 Gepesns 2023 p.
Ha ocnoBi Maiictep-Bepcii ¢dopmu iHpopmoBaHoi 3roau st pociipkenass GN41851, Bepcis S Bin
07 mrororo 2023 p.; 3MiHa BIiANMOBINATBHOTO MJOCHITHHKA Yy MICHi TPOBEACHHS KIHIYHOTO
BUIIPOOYBAHHS:

BYJIO CTAJIO
a.M.H. Kupnuenko AT nikap 3axapoa JLA.
Komynanene HexomepiiiiHe mignmpueMctBo | KoMmyHanbHe HEKOMEpIiiHE —ITiIIPUEMCTBO
«Micbka KIIIHIYHA JiKapHs Nel6» | «Micbka KIIIHIYHA JiKapHs Nel6»
JHINpOoBChKOi  MICBKOI  pamu, BimmiaeHHs | JIHIMPOBCHKOI MICBKOi pajad, HEBPOJIOTIUHE
HeBpouiorii, M. JIHinmpo BiTIICHHS, M. JIHINpo
Howmep Ta nata nakazy MO3 npo Ne 762 Bin 20.04.2021

MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

HasBa xiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«BATATOLIEHTPOBE PAHJIOMI3OBAHE ITOABIVHE CJIIIIE JOCJIIKEHHSI ®A3U 1T Y
ITAPAJIEJIBHUX TPYIIAX 3 IOJBIMHUM KOHTPOJIEM IUIALIEBO JJISI OLIIHKH
E®EKTHUBHOCTI TA BE3ITEYHOCTI ®EHEBPYTUHIBY I[TOPIBHAHO 3
TEPUDJIYHOMIZIOM VY JIOPOCJIMX TMALIEHTIB 3 PEHU/IVMBYIOUYUM PO3CISAHUM
CKJIEPO30M», GN41851, Bepcis 4 Big 14 Bepechs 2021 p.

3asiBHUK, KpaiHa

ToBapucTso 3 0OMexkeHO010 BianoBiAanbHICTIO «Por Ykpaina»

CrnoHcop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIseituapis

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Jonatok 24

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX TOMPABOK)

23.05.2023 Ne 939

Inentudikaris cyrreBoi nmonpaBku | Ykpaina, MK-3475-641, JlonoBHeHHs 10 iHpOpMAIii Ta JOKYMEHTY PO 1HPOPMOBaHY 3TOy IJIS
narfienra, Bepcist 00 Bix 11 xBiTHS 2023 p., yKpaiHCHKOIO MOBOIO; 3MiHa HAa3BH MICIS IPOBEACHHS
KJIIHIYHOTO BUNPOOYBaHHS:

BYJIO CTAJIO

I.M.H., ipod. Ctyce B.IL. I.M.H., ipod. Ctyce B.IL

KomyHnanbHe nianpueMcTBo | KomyHanbhe HiAPUEMCTBO
«/IHimporeTpoBCchKa obnacHa KIiHIYHA | «J[HITpOTETpOBChKa obJyacHa KJIIHIYHA
JKapHs im. LL MeuHuKoBay | JiKapHs M. LL MeunukoBa»
JIHITpONETPOBCHKOT obacHo1 panu, | JIHITpOmeTpoBChKOL obnacHo1 paau,
BijieHHs  yposorii  Ne2  (oHKoJoriune), | BimmineHHss ypojorii  Ne2  (oHKosoriune),
JIHITPOBCHKHI JIEp>KaBHUHN MeauIHUi | JIHITPOBCHKHIA JepKaBHUI MEOUYHUN
yHIBepcUTeT, Kadeapa ypoiorii, M. J{Hirnpo yHiBepcuTeT, kadeapa xipyprii Nel Ta

ypouiorii, M. JIHinpo

Howmep Ta nara nakazy MO3 npo Ne 833 Big 28.04.2021
MPOBEJICHHS KIIHIYHOTO

BUITPOOYBAHHS

Ha3sBa kniniunoro BunpoOyBanHs, | «PangomizoBane, noasiiine ciine ngociipkeHss I pasu nem6ponizymady (MK-3475) y komOinarii

KOJI, Bepcis Ta Jara 3 EH3&JIyTaMiZIoM IMOPIBHAHO 3 EH3AIyTaMiioM 3 IUIaneb0 y Y4YacHHKIB 3 METacTaTHYHUM
KacTpalliiiHo- pe3ucteHTHUM pakoMm nepeamixypoBoi 3ano3u (mCRPC) (KEYNOTE-641)»,
MK-3475-641, 3 inkopnopoaHoo nonpaskoro 08 Big 02 nucronana 2022 poky

3asBHUK, KpaiHa ToBapucTBO 3 0OMexeHot0 BianoBiganbHicTIO «MCJl Ykpainay

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

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(migmc) (Bnacue im’s [IPI3BUILE)



Jomatox 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoBeHUH MPOTOKOJ KIiHiYHOTO BUIpoOyBaHHs D4325C00001 3 iHKOPHIOPOBaHOIO MOIPABKOIO
3 Big 22 Gepesns 2023 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

Ne 1586 Bix 29.07.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararoueHTpoBe, paHA0Mi30BaHe, IMOBIMHE CIIIIE, 3 aAKTUBHUM KOHTPOJIEM, TOCIIKEHHS dasu 2b,
0 TPOBOAWTHCS B TapajellbHUX Tpynax 3 METOK BH3HAYCHHS [lama3oHy J103, OIIHKH
e(eKTUBHOCTI, Oe3meyHocTi Ta mepeHocuMmocTi 3i0oreHTaHy 1 [lamarniiao3uHy y Hali€eHTiB 3
XPOHIYHOIO XBOPOOOIO HUPOK 3 OIIHIOBAHOK MIBUAKICTIO KITy0oukoBoi ¢inbrparii (ollIKD) > 20
mi/xB/1,73 m2», D4325C00001, 3 inkopriopoBanoro nompaskoro 2 Bix 05 kBitHa 2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«Actpa3eneka Aby, [lIserrist / AstraZeneca AB, Sweden

Havanbunk ®@apManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmc) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 26

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

VYkpaina, MK-6482-012, Indopmartiis Ta TOKyMeHT npo iHGOPMOBaHY 3rojy JJIs Talli€eHTa, BEPCis
3.00 Bix 06 xBiTHs 2023 p. yKpaiHChKOIO MOBOIO; bpomrypa nocnimaunka MK-1308A, Buganss 4 Bifg
13 6epesnst 2023 poxy, aHTI1HCHKOI MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ga xiiniuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Binkpure, pangomizoBane mociimpkenas I da3u mns ominkm eekTHBHOCTI Ta O€3MEYHOCTI
nemOponizymady (MK-3475) y xomOinauii 3 Oemyrtudanom (MK-6482) Ta nenBaTuHIOOM
(MK-7902), abo MK-1308A y koMmO0iHamii 3 JICHBAaTWHIOOM TOPIBHAHO 3 MeMOpoizymMaboM i
JICHBATUHIOOM B SIKOCTI MEpIIOi JiHii Teparnii AJi1 yYaCHUKIB 3 PO3MOBCIOIKEHOIO CBITIOKIITUHHOIO
HUPKOBO-KIIITHHHOIO KapruHoMoro», MK-6482-012, 3 inkopmopoBaHoi momnpaBkoio 04 Bifg
12 BepecHs 2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexxeHoo BianosiganpHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

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

Havanbunk ®apManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



Jlomatok 27

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Onosnena bpomypa nocmigauka 3 npenapary MamutenTas, Buganns 20 Big 2 rpyanas 2022 poky;
Honarox 10 popmu indopmoBanoi 3roau it Ykpainu Bepcii 4 Big 21 Bepecust 2021 poky, Bepcis
1 Bix 10 Gepesns 2023 poky aHTIIHCHKOIO MOBOIO; Jlomatok mo0 ¢opmu iHGOpMOBaHOT 3roau s
VYxpainu Bepcii 4 Bix 21 Bepecust 2021 poky, Bepcis 1 Bix 10 Gepe3ns 2023 poky yKpaiHCHKOIO
MoBo10; Jlogarok 10 hopmu inpopmoBanoi 3roau s Ykpainu Bepcii 4 Bin 21 Bepecus 2021 poky,
Bepcis 1 Bixg 10 6epesns 2023 poky pociiicbKOI MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 2006 Bix 02.10.2019

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«baratorieHTpoBe, OIHOTPYIOBE, BIAKPUTE, IOCTIIKCHHS 3 OIIHKH JIOBIOCTPOKOBOI Oe€3MeKku
npemapaty MaluTeHTaH Yy TAIllEHTIB 3 JICTEHEBOIO TINEPTEH3i€l0, sKI paHille JIKYBaJIUCsS
npernapatoM ManutenTan B kiiHiuHUX pocaimxeHHsx (UMBRELLA)», AC-055-314, cxBaneHa
Bepcis 8 Bix 05 cepnns 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 obOmexenoro BiamosiganbHicTIO «JIABKOPIT KIJIIHIKAJI JAEBEJIOIIMEHT
YKPATHA»

CnoHcop, kpaiHa

Axrenion @apmacerotikaic JITa. [Actelion Pharmaceuticals Ltd], IIselinapis

Havanbunk @apManeBTHYHOIO YNIPABJIIHHSA Tapac JIAICKOBChbKHHA

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



JlomaTtok 28

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa pocnigauka Omnamapu6 (Olaparib) (AZD2281, KU-0059436), Bunanns 22 Bix 26 ciuHA
2023 poky, aHrmiiicbkoro MoBolo; Ykpaina, MK-7339-007, Bepcis 01 Bim 20 Gepesns 2023 p.,
YKPaiHChKOK0 MOBOIO, JOIIOBHEHHS 10 1H(oOpMaIlii Ta JOKYMEHTY IpO iH(POPMOBaHY 3roay I
narfienTa JUIst JiKyBaHHS MICIIsl IPOTPECyBaHHs XBOPOOHU, YKPaiHCHKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 2487 Bin 17.12.2019

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Jocnimkenns ¢asu 2 onanmapuly y kKoMOiHamii 3 memOpomnizymaboM y TAaIli€eHTIB 3 paHilie
JIKOBAaHUM PO3MOBCIOPKCHUM PAKOM 3 MYTAIli€l0 Te€HA Y CUCTEMI TOMOJIOTIYHOI peKOMOIHAIIHHOT
penapanii (HRRm) JIHK Ta/abo 3 mopymennsm romosnoriunoi pexomb6inamii (HRD) JTHK»,
MK-7339-007, 3 inkopniopoBanoto nornpaskoro 05 Bix 20 rpyass 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHoo BianoBiganbHicTI0O «MCJI Ykpaina»

CnoHcop, kpaiHa

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

Havanbuuk ®dapManeBTUYHOTO YHPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)



Jlomatok 29

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Bigmanenuii moneHHUK mpuiioMy npemnapaty, Bepcis 1 Big 30 ceprast 2021 poky yKpaiHCBKOIO
MoBoro Ha mincraBi Bepcii 1 Big 02 mumas 2021 poky (I6T-MC-AMAP_Remote Dosing
Diary_v1 Trans_Paper_ Ukrainian-UA 30Aug2021 #EI402033-ukUA); IllomenHuk peecrparii
BUKOPUCTAHHSA TIperapariB Ha aomy, Bepcis 1 Big 24 cepras 2021 poky pocCiiicbKOI0 MOBOIO Ha
migcrasi Bepcii 1 Bim 02 nunast 2021 poky (I6T-MC-AMAP_Remote Dosing Diary vl _Trans_
Paper_ Russian-UA_24Aug2021 #E1402033-ruUA)

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1753 Bix 06.08.2019

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararouenrpose, Binkpure, Ilomosxkene Jlocmimkenns III ®a3u mns Ouinku JloBrorpupanoi
EdexruBHocTi Ta besneunocti 3acrocyBanHs Mipikizymaly y IlamienTi i3 BupaskoBum Komitom
[Tomipuoro ta Tsoxkoro [Tepebiry (LUCENT 3)», 1I6T-MC-AMAP, 3 iHKOpIIOpOBaHOO MOMPABKOIO
(b) Big 21 gunns 2022 poky

3asiBHUK, KpaiHa

«Eni Jlinni Boctok CAy, llIBeitapis

CnoHcop, KpaiHa

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

Havanbuuk ®dapManeBTHYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 30

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

[ndopmaris ana ydacHuka gociipkeHHs /Dopma indhopmoBaHoi 3roau, OCHOBHE JOCIIKEHHS —
Koropra B 1 Koropra C, s Ykpainu, Bepcis 2.0 Big 19 kBiTHs 2023 poky, Ha ocHOBI Maiictep-
Bepcii [YJI/®I3, OcnoBue nochimkenns, Koropra B 1 Koropra C, Bepcis 2 Big 29 Oepe3ns
2023 poKy, aHTIINHCHKOIO Ta YKpalHChbKOI MoBamu; [H(opmaris mis ydacHUKA JTOCIIHKCHHS
/®@opmMma iHbopMoBaHoi 3roau, OcHoBHe aociimkeHHss — Koropra D, nns Ykpainu, Bepcis 2.0 Bifg
19 xBitHa 2023 poky, Ha ocHOBI Maiictep-epcii 1Y I/®I3, OcnoBue nocuimkenns, Koropra D,
Bepcis 2 Big 29 Oepesnst 2023 poky, aHTIIHCBKOIO Ta YKpaiHChbKOIO MoBamu; [Hdopmaris s
yuacHuKa pgociipkeHHs /@opma inpopmoBanoi 3roau, OcHoBHe nociimkenHs — Koropra E i
Koropta F, nns Ykpainu, Bepcis 2.0 Big 19 kBiTHs 2023 poky, Ha ocHOBI Maiictep-Bepcii IV [I/DI3,
Ocnosue nocnimkenns, Koropra E i koropra F, Bepcist 2 Big 29 6epe3ns 2023 poky, aHIITIHCEKOIO
Ta yKpaiHchbKo0 MoBaMu; Jluct-pos’scuenns Big 05 kBiTHs 2023 poky no [IpoTokony KiiHIYHOTO
BunpooyBanus BJT-778-001, Bepcis 1.0 Bix 28 »oBTHs 2022 pOKY, aHTIIIHCHKOI MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 742 Bin 17.04.2023

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«®Paza 1/2a, panaoMi3oBaHe, MIANE00-KOHTPOIbOBAHE JOCHIIKEHHS Ui OIIIHKK O€3MeKH,
MIEPEeHOCUMOCTI, (PapMaKOKIHETUKH Ta MPOTUBIPYCHOI akTUBHOCTI npenapaty BJT-778 y 3g0poBux
J0OPOBOJIBIIIB Ta MALIEHTIB 13 XPOHIYHOO 1H(EKII€0 BipyCy renaTuty B, BKIIIOYar0uu Mawi€eHTiB 13
XpoHivHOIO iH(DeKIier Bipycy rematuty Dy, BJT-778-001, Bepcis 1.0 Big 28 >xoBTHs 2022 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

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

Havanbuuk ®dapManeBTUYHOT0 YIPABIiHHS Tapac JISICKOBCbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jomatok 31

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

bpomypa nocmiganka SAR439774 — fitusiran, Buganus 11 Big 25 ciuns 2023 poky, aHTIIIHCHKOIO
MoBoro; LTE15174 Jluct no namienta, Bepcist 1.0 Bix 30 6epesnst 2023 poky, aHTIIHCEKOI0 MOBOIO;
LTE15174 Jluct no mamienta, Bepcis 1.0 Bim 30 Oepesns 2023 poky, YKpaiHCBKOIO MOBOIO;
LTE15174 Jluct no nanienTa, Bepcis 1.0 Bix 30 6epesns 2023 poky, poCiiichKOI MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1545 Bix 03.07.2019

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«ATLAS-OLE: Biakpurte AoCHiIKeHHS JOBIOCTPOKOBOI Oe3neku Ta edexTuBHOCTI DiTycipaHy y
narieHTiB 3 remodiniero A a6o B, 3 a6o 6e3 iHribiTopHUX aHTUTLI 10 (akTopy 3cimanus VIII abo
IX», LTE15174, Bepcis 05 Bix 12 sxoBTHs 2022 p.

3asiBHUK, KpaiHa

ToBapucteo 3 OOmexxeHoro BinnosinanehicTio «KonTpaktHO-Jocmigaunbka Opranizaiis
IHHOQapM-YKpaiHa»

CnoHcop, kpaiHa

Genzyme Corporation, USA/ JIxxen3aiim Kopnopeiimn, CIITA

Havanbuuk ®dapManeBTUYHOTO YHPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)



JlomaTtok 32

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

3MiHa KOHTPAKTHOI JOCIITHUIIBKOI OpraHi3ailii, BiAMOBIIaJbHOI 32 BUKOHAHHS BAXKJIMBUX 3aBJIaHb
y pamkax kiiHigHoro BunpoOyBanus 3 TOB «IIAPEKCEJI Ykpaina» na Ilinnpuemctso 3 100%
inozemuoro iHBecTutiero «kAUK’TOBIA PJIC Ykpaina»

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 254 Big 08.02.2022

Ha3ga xiiniuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Binkpure, po3mupeHe TOCTiKEHHS 3 OJHIEI0 TPYIOI0 JIKYBaHHS JUIsi BUBYCHHS TOBTOCTPOKOBOI
6e3neunocTi npemnapaty Bl 425809 npu npuiiomi oquH pa3 Ha 100y B Mali€HTIB 13 MIU30(pEHi€l0,
AKl 3aBepIIMIM ydacTh Yy momepenHix pocmimkennsx Il ¢dasum mnpenmapaty BI 425809
(CONNEX-X)», 1346-0014, Bepcis 1.0 Big 15 6epesus 2021 poky

3asiBHUK, KpaiHa

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

Cnoncop, kpaiHa

«bepinrep Inrenpxaiim PIIB I'm6X enn Ko KI'», ABctpist / Boehringer Ingelheim RCV GmbH &
Co KG, Austria, CT Disclosure & Data Transparency, Germany

Havanbuuk ®dapManeBTUYHOTO YHPABIiHHS Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [IPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX TOMPABOK)

23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Omnogsnena bpomrypa gocnignuka o npemnapaty bpasukyma6 (Brazikumab, MEDI2070, AMG 139),
Bepcia 9.0 Bim 22 uepBHs 2022 poKy aHIJIIMCHKOIO MOBOIO; 3MiHA HAa3BH MICIS HPOBEICHHS
KJIIHIYHOTO BUNPOOYBaHHS:

BYJIO CTAJIO

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

Mennunuii nieatp ToBapuctBa 3 oOMexxeHOr0 | ToOBapuCTBO 3 0OMEKEHOIO BiJIMOBINATBHICTIO
BianoBinanpHicTIO «Xenc Kniniky, Mennununii | «Meauunuit Leatp Xenc Kiinik», Meaunaauit
KIIHIYHUA ~ JOCTHIAHUIBKUN [EHTP, BIUIUT | KIIHIYHUN  JTOCIHITHUIBKUANA TCHTP, BT
racTPOCHTEPOJIONTI, rerarosorii Ta | raCTPOCHTEPOJIOTTII, rernarosaorii Ta
SHIOKpUHOJIOTIi, M. BiHHUIISA eHJIOKpUHOJIOTIi, M. BiHHUIISL

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2707 Bix 28.12.2019

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJ1, Bepcis Ta jara

«54-TrkHEeBe, 0araTtoleHTPOBE, paHJAOMI30BaHE, IMOABIHHE cline, IUIane00-KOHTPOILOBAHE
JOCHIJKeHHS a3y 2 B apajeabHUX Ipynax Jjs OLiHKY eeKTUBHOCTI Ta 6e3neku bpasukymaly y
MAIIEHTIB 3 BUPA3KOBUM KOJITOM BiJ CEPEIHBOTO O Ba)XXKOro cTyneHs akTuBHOCTI (Expedition
Lead-in)», D5272C00001 (ITonepeaniit kox 3151-201-008), monpaska 6, Bepcist 7.0 Big 10 6epesns
2022 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Honatok 34

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX TOMPABOK)

23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Jloche gocmimkyBaHoro Jikapcbkoro 3aco0y (IMPD) Pacritinib: Momyis 2 "Quality", pegakiist 12.0
Bix 29 Gepesns 2023 p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBAHHS

Ne 1849 Bix 11.08.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBane KoHTpoJboBaHe aochipkeHHs III ¢a3um 3 MeTow NOpIBHAIBLHOI OIIHKH
NaKpUTUHIOY Ta mpemapary 3a BHOOPOM JiKaps NpW JIKyBaHHI TAali€HTIB 13 TMEPBHHHUM
Mienodibpo3oM abo MienohiOpo3oM, IO PO3BUHYBCS MICHS CHPaBXKHBOI MONILUTEMIT YH
€CEHIIIaTbHOT TPOMOOLIUTEMIT, B SIKUX BiI3BHAYAETHCS TSHKKA TPOMOOIMTOIEHIS (PiBEHb TPOMOOIIHTIB
<50 000/mkm)», PAC303, penaxuis 2 Big 30 yepBus 2022 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOO BIJIIIOBIJIAJIBHICTIO «I1I EC A-YKPATHA»

Cnoncop, kpaiHa

«Ci Ti Ait bio®apma Kopnopeiimny» [CTI BioPharma Corp.], CIIA

Havanbunk ®@apManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmc) (Bnacue im’st [TIPI3BUILIE)



Jomatox 35

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Onosnenuii [Iporokon kimiHiyHOTO mocmimkeHHs ARGX-113-1902, Bepcis 6.0 Bim 28 BepecHs
2022 poky, aHriiiicbkoro MoBoto; [H(opmaris s namienta Ta Gopma iHpOpMOBaHOI 3roau A
VYkpainu, aHrIiicbKor0 MOBOTO, Bepcis 8.0 Bix 25 sxoBTHs 2022 poky; Indopmartis ams mamieHTa Ta
¢dopma iHGopMOBaHOI 3roam Ui YKpaiHHW, YKpaiHCBKOIO MOBOIO, Bepcis 8.0 Bim 25 KOBTHS
2022 poky; Indopmaris ansa namienta ta ¢popma iHGOpMOBaHOT 3roau s YKpaiHu, pOCICbKOIO
MoBoO¥0, Bepcis 8.0 Bix 25 xoBTHS 2022 poky; COVID-19 Jlomarok Bepcii C8.0 Bim 25 x0OBTHS
2022 p. no Indopmarnii mis namienta i dopmu iHGopmMoBaHOT 3roau uist YKpaiHH, aHTITIHCHKOIO
MOBO¥0, Bepcist C8 Bix 25 xotHst 2022 p.; COVID-19 [onatok Bepcii C8 Bix 25 xxoBTHS 2022 p. 10
[ndopmarii m1s nanienta i popmu iHGOpMOBaHOT 3rou Asl YKpaiHU, YKPaiHCHKOIO MOBOO, BEpCis
8.0 Bix 25 xxoBTHS 2022 p.; COVID-19 Jlomatok Bepcii C8 Bix 25 xoBtHs 2022 p. no [Hdopmamii
Ul marienTa i ¢gopmu 1HGOPMOBAHOI 3rofu I YKpaiHu, pocCiiicbkO MOBOM, Bepcis 8.0 Bif
25 xoBTHs 2022 p; ARGX-113-1902 IHdopmartis ams mamienTa ta gpopma iHGOPMOBAHOT 3TOTH JIJIS
normsiaviB it Ykpainu, Bepcis 4.0 Bim 22 BepecHs 2022 p., aHIIINCHKOIO MOBOIO;
ARGX-113-1902 Tndopmanis misa namienra Ta Gpopma iHbpopMOBaHOT 3roau AJsl AOTISAAYIB IS
VYkpainu, Bepcis 4.0 Bix 22 BepecHs 2022 p., ykpaiHcbkoro MoBo10; ARGX-113-1902 Indopmariis
JUIsl TarieHTa Tta ¢gopma iHGOpPMOBaHOI 3roaM s JIOTNAnayiB ans Ykpainu, Bepcis 4.0 Bin
22 BepecHs 2022 p., pociiicbkoro MOBOI0; Jlocke 10CiiaKyBaHOro Jlikapebkoro 3acody ARGX-113
with rHuPH20, po3umn nns nmigmkipHux iH’ekmiif, Bepcia 6.0 Bim 16 cepnua 2022 poky,
aHITChKOI0 MOBOIO; Jlocke mocimipkyBaHoro Jikapcbkoro 3acody ARGX-113 with rHuPH20,
PO3UMH I MIJIIKIpHUX 1H eKmii, po3nin «Appendices tHuPH20», Bepcis 6.0 Bix 16 cepmHs
2022 poky, aHTJIIHCHKOI MOBOIO; 3alyd4eHHsI JOJATKOBOI BUPOOHMYOI JUIbHUIII MaKyBaHHS Ta
MapKyBaHH JOCIIPKYBaHOTr o Jikapcbkoro 3aco0y Efgartigimod PH20 SC, Edrapririmon PH20 s
niamkipHoro BeBeaeHHs, Edrapririvon PH20 SC, ARGX113 PH20, ARGX-113 with rHuPH20,
ARGX-113/rHuPH20 (Efgartigimod alfa) pozunny ans migmkipaux in’exuiit 180mr/mn, Fisher
Clinical Services GmbH, Germany; CrioBitieHHs €JIEKTPOHHOKO TOIITOI MPO EIEKTPOHHY 3TOY
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narieHTa Ha teneBizuTH_TeleVisit Patient Screenshots, Bepcis 2 Big 11 TpaBas 2022, yKpaiHCHKOIO

MOBO10; CHOBIIIEHHS €JIIEKTPOHHOIO TOLITOK PO  EJIEeKTPOHHY 3roJy THallieHTa Ha
teneBizutu_TeleVisit Patient Screenshots, Bepcis 2 Bin 18 TpaBHs 2022, pocCiiicbKOIO MOBOIO;
Hapuanbshe Bizmeo nmpo camocrtiiine BBeneHHs [IJI3 (i3 3actocyBaHHAM anantepy), Bepcis 1.0 Bin
22 mororo 2022 p., ykpaiHCbKOIO MOBOI0; HaBuanmbHe Bijeo mpo camoctiiine BBeneHHs [1J13
(i3 3acTocyBaHHsAM anantepy), Bepcis 1.0 Bix 22 mortoro 2022 p., pociiickkoro MOBo10; HaBuanbue
Bizieo npo camocrtiitne BBeaeHHs [IJI3 (i3 3acTOCyBaHHSAM TOJIKH 3aMiCTh ajaanTtepy), Bepcis 1.0 Big
17 mortoro 2022 p., ykpaiHCbKOIO MOBOI0; HaBuanmbHe Bifeo mpo camoctiiiHe BBeneHHs [1J13
(13 3acTOCyBaHHSIM T'OJIKH 3aMICTh afantepy), Bepcis 1.0 Bix 17 mororo 2022 p., pociiicbKor MOBOIO;
Iadopmarriiina mucTiBka «30epiranHs JOCTIHKYBAHOTO IPerapary B JOMAIIHIX yMOBax», Bepcis 2.0
Bix 21 xBiTHA 2022 p., yKpaiHChbKOIO MOBOIO; [HpopMarttiiina aucTiBKa «30epiraHHs J0CiKyBaHOTO
mpenapary B JOMamHiX ymoBax», Bepcis 2.0 Big 21 xBitHs 2022 p., pOCIHCHKOIO MOBOIO;
PekoMenparii moao TpaHCHOPTYBaHHS, 30epiraHHs, MiATOTYBAaHHS Ta MiAUIIKIPHOTO BBEICHHS
JocmiKyBaHoro mpemapary edrapririvogy PH20 Bmoma, Bepcis 10.0. ykpaiHCBKOIO MOBOIO;
PexoMenpariii moao TpaHCHIOPTYBaHHS, 30epiraHHs, MiATOTYBaHHS Ta MiAIIKIPHOTO BBEIEHHS
JocipKyBaHoro npenapaty edrapririmony PH20 Broma, Bepcist 10.0. pocifickkoro MOBOIO; 3pa3ok
Jlucra Bif diKaps-TOCTiAHUKA CIMEHHOMY JIKaplo/JIiKaplo-CHelialicTy MIOA0 Malli€eHTa-y4yacHHUKa
KJIIHIYHOTO BUNIpoOyBaHHs, Bepcis 2.0 Bia 28 BepecHs 2022 poKy, YKpaiHChKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1360 Bix 10.06.2020

Hasga kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«Bigkpure mnpomoxkenns pocmipkeHHS ARGX-113-1802 nans BHBUYEHHS JOBTOCTPOKOBOI
0e31e4HOCT1, epeHocuMOcT1 Ta edekTuBHOCTI npenapary Edrapririmon PH20 nns miamkipHOro
BBEJICHHS Y MAIllEHTIB 13 XPOHIYHOIO 3alaIbHOIO JEMI€NiHI3ylo4oto nomineiponariero (X3/I1)»,
ARGX-113-1902, Bepcis 4.0 Bix 07 ciuns 2021 p.

3asBHUK, KpaiHa

ToapuctBo 3 OOwmexenoro BinnmosimaneHicTio «KoHTpakTHO-Jlocmigaumnpka Opranizaris
IaHOpapM-Ykpainay

CnoHcop, KpaiHa

argenx BVBA, Belgium/ apmxenkc BBBA, benbris

Havanbuuk dapManeBTUYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(mimmc) (Bnacue im’st [IPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

OHOBJICHHI MPOTOKOJ  KiiHiYHOro BumpoOyBanus MK-7902-014 (E7080-G000-320) 3
iHKopniopoBanoo momnpaskoro 07 Big 17 Oepesns 2023 poky, aHIIIIMCBKOI0O MOBOIO; YKpaiHa,
MK-7902-014 (E7080-G000-320), [omoBHeHHs a0 iH(pOpMALii Ta JOKyMEHTY Mpo iHGOPMOBaHY
3rofy AJIsl Tali€HTa Ui JIIKYBaHHS Micisl mporpecyBaHHs xBopoOu, Bepcis 1.00 Bim 04 kBiTHS
2023 p., yKpalHChKOIO MOBOI; 3pa3oK MapKyBaHHS Jikapcbkoro 3aco0y Calcium Folinate Kit,
Bepcis 2.0 Big 24 6epesnst 2023 poKy, aHIIIIHCHKOIO Ta YKPaiHCHKOI0 MOBaMU; 3pa30K MapKyBaHHS
nikapcekoro 3aco0y Calcium Folinate Vial, Bepcist 2.0 Bix 24 6epesnst 2023 poky, aHTTIIHCHKOIO Ta
yKkpaincpkoro MoBamu; OnoBienuid posain 3.2.P «DRUG PRODUCT» [locke mocimiaKyBaHOTO
mikapcekoro 3aco0y MK-7902, Bepciss 088WYP Bixg 30 6epesns 2023 p., aHIUINHCEKOI MOBOIO;
BruroueHHss nonmatkoBoro BupoOHmka Kambmiro ¢ominaty, 10 mr/mi, Fresenius Medical Care
Deutschland GmbH, Germany; 3MiHa Ha3BH MiCLsl IPOBECHHsI KJIIHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO

a.M.H., npod. Hynaigenko O.C.

HepxxaBHa ycraHOBa «IHCTUTYT 3araibHOI Ta
HeBIaKIaaAHo1 Xipyprii imeHi B.T. 3aiiuesa
HamionaneHoi akajgemii MeAMYHUX  HAyK
VYkpainny», BIAIIIEHHS XIPYpPriuHUX 1H(QEKIii
Ta YCKJIaJHEHOI OHKOJOTIYHOI maTojorii Ha
25 nKOK 3 MajaTrol 1HTEHCHBHOI Tepamii Ha
6 KoK, XapkiBCbKa MeEIWYHA aKaaeMis
TICIISIUITIOMHOT OCBITH, Kadeapa OHKOJIOTIT Ta
JTUTSY01 OHKOJIOTI1, M. XapKiB

a.M.H., npod. Hynaivenko O.C.

JepxaBHa ycraHOBa «IHCTUTYT 3arajbHOI Ta
HeBIAKIaaAHoi Xipyprii imeHi B.T. 3aiiuesa
HamionaneHoi akagemii MeAMYHUX  HAyK
VYkpainny», BIAIIICHHS XIPYypriuHUX 1HQEKIii
Ta YCKJIaJHEHOI OHKOJOTIYHOI maTojorii Ha
25 nKOK 3 MajaTrol IHTEHCHBHOI Tepamii Ha
6  mikok, XapKiBCbKUI  HalllOHATbHHMA
MEJAWYHUN YHIBEpCUTET, Kadeapa OHKOJIOrII,
OpoMeHeBOI  Tepamii, OHKOXIpyprii  Ta
NaJT1aTUBHOI JOMOMOT'H, M. XapKiB

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 2237 Bix 18.10.2021
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Ha3ga kiiniuHOr0 BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannmomizoBane nocmimkenns I ¢hazu st orinku epeKTUBHOCTI Ta OE3MEYHOCTI TEeMOpOoITi3yMady
(MK-3475) y kom0inanii 3 nenBaturioom (E7080/MK-7902) i ximioTeparti€ro MOpPIiBHSHO 3i
CTaHJApTHUM JIKYBaHHSAM B SIKOCTI MeEpLIOi JIiHIT Tepamii Ui YYacCHUKIB 3 METACTaTUYHOIO
KapIHHOMOIO0 cTpaBoxoay», MK-7902-014 (E7080-G000-320), 3 iHKOPIIOPOBAHO IOIPABKOIO
06 Bix 24 sxoBTHSI 2022 poKy

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHo10 BianoBiganbHicTIO «MCJl Ykpainay

CnoHncop, kpaiHa

TOB Mepk Ilapmn ean Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)




Jlomatok 37

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2023 Ne 939

Inentudikariisi CyTTe€BOI MOMPaBKU

Onosnenuii IIporokon (Bepcis 1.5 Bim 04.11.2022 p.); OnoBnennii CUHONICHC 10 MPOTOKOJTY

(Bepcis 1.5 Bim 04.11.2022); 3MmiHa IEHTpPaTi30BaHUX TEXHIYHUX
BHUKOPUCTOBYBATUCh I IPOBEJACHHS KIIHIYHOTO BHIIPOOYBAHHS

MpUMIIEeHb, 10 OyayTh
(;maboparopis), y SKUX

IIEHTPATI30BaHO OyIyTh BHMIpIOBATHCS a00 OIIHIOBATHCS OCHOBHI KPUTEpPii OMIHKH; 3aTy4CHHS
KOHTPAKTHOI JOCIHITHUIIBKOI OpraHi3allii, BiAMOBIJadbHOI 32 BUKOHAHHS BAXKJIMBHX 3aBIaHb Yy

aMKax KJIIHIYHOr0 BUIPOOYBaHHS:

M. IBano-®pankiBcbk, Byl llleBueHka,
volodymyr.galyuk@crgroupe.com.

TosapucTtBo 3 oomexeHow BianosinanbHicTIO «KKAPITATCBKA JOCIIAHULIBKA T'PYITA»,
49,

ten. +380508080983, en. momra -

3MiHa KOHTAKTHOT 0COOM CIIOHCOPA.:

bYJIO

CTAJIO

KepiBHuK YrpaBiaiHHS MEIUYHOTO CYIPOBOIY
TOB «BIODAPMA T1JIAZMAY,

JIOLIEHT, K.MEJI.H.

XKebenenko SApocnas I'eopriiioBud

KepiBHUK mpoekTy VYTpaBimiHHS KIIHIYHUX
BUNIPOOYBaHb Ta MEIUYHOTO  CYNPOBOJIY
TOB «bBIO®APMA TIJTA3MAY,

Kupunenko Bikropis FOpiiBHa

3anydyeHHs HOBUX BIJIMOBIIANIBHUX JOCIIIHUKIB/MICIIb POBEACHHSI KJIIHIYHOTO BUITPOOYBaHHS:

n/m

Ne I1.1.B. BiAIOBIAILHOTO HOCIITHUKA
Ha3Ba micus npoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | n.mH., npod. Tapan O.A.

KomyHasbHe HekoMeplIiiiHe MiAnpUeMCTBO «BIHHUIBKUHM MICHKHIM KITIHIYHHHA MOJIOTOBUMA
OynuHOK Nely, )kiHOYa KOHCY/IbTaIls, M. BiHHHIISI

2. | mikap bapnam JL.IO.

KomynansHe HekomepliiiHe mianpueMcTBo «BiHHHIIbKA MiChbKa KiliHIYHA JiKapHs «LleHTp
MaTepi Ta JOUTHUHW», BUIIIJICHHS JKIHOYOI KOHCYNbTAIlil Ta BIAAIIEHHS CHIUIBHOTO
riepeOyBaHHs MaTePl Ta HOBOHAPOKEHOTO, M. BiHHHIIS
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3. | a.m.H., nom. ['onwyapyk H.II.

KomyHnansHe HekoMmepiliiiHe mianpueMcTBO «KHIBCHhKHMI MICBKHI ITOJOTOBUN OYyIHHOK
Nel» BukonaBuoro oprany KwuiBcekoi wmicbkoi pamu (KuiBcbkoi MichKoi nep:kaBHOI
aaMiHicTpallii), KOHCYJbTaTUBHO-/IIarHOCTHYHE BiIIeHHs, M. KnuiB

4. | n.m.H., po¢. benrok B.O.

KomyHnansHe HekoMepiliiHe mianpueMcTBO «KUiBChKHMIA MICHKHMIA ITOJOTOBUH OYIWHOK
Ne3» BukonaBuoro oprany KwuiBcekoi wmicbkoi pamu (KuiBcbkoi MichKOi nep:kaBHOI
aaMiHicTpalii), BIAIIJIEHHS MaToJIorii BariTHUX nojioroBoro oyauaky Ne3, HarionansHui
Meananauid yHiBepcuteT iMeHi O.0. boromonbiis, kadenpa akymepcrsa i rinekoorii Ne3,
M. KuiB

5. | nmikap Snuk B.b.

KomyHnaneHe mianpueMcTBo «XMEIbHUIBKUNA  MICBKUNA TEpPUHATAIBHUNA  LEHTP»
XMeNbpHUIBKOT MICBKOT pajin, J)KiHOYa KOHCYJIbTaLlisl, M. XMEIbHUIIbKUHA

6. | mikap Adiituyk LT

Komynanbne HexomepmiiiHe miampueMcTBo «Yepkacbka obiacHa JikapHs Yepkachkoi
00J1acHOT paJiny, MOJIKIIIHIYHE BIIICHHS NTepUHATAIBHOTO IIEHTPY, M.YUepkacu

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUITPOOYBAHHS

Ne 893 Bin 15.04.2020

Ha3sBa kuiiHiuHOTO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«BigkpuTe OaraToneHTpOBE MIXKHAPOIHE JOCIIKEHHS €EKTUBHOCTI Ta 0€3MEYHOCTI JIKApPCHKOTO
3aco0y Pe3orno6in (Human Anti-D (rh) immunoglobulin) BupoGuunrsa TOB «biodapma [Tnazmay,
VYkpaiHa, y BariTHUX *IHOK B aHT€HAaTaJIbHOMY Ta MOCTHATAJIbHOMY NEpioJil B PYTUHHIN KIIHIUHIN
MPAKTHUL IS TPO(UIAKTUKHU pe3yc-ceHcuOi3anii, 3 MArpyno JOCHIKEHHS AeIKUX TapaMeTpiB
dapmaxokinetukny, 1901-RH-BF, Bepcis 1.4 Big 20.12.2021 p.

3asiBHUK, KpaiHa

TOB «bIO®APMA ITJTA3BMA», Ykpaina

CnoHcop, kpaiHa

TOB «bIO®APMA TIJIABMAY», Ykpaina

Havanbuuk @apManeBTUYHOT0 YHPABIiHHS Tapac JISICKOBCbKHI

(migrmc) (Bnacue im’st [IPI3BUILE)




