Jomatox 1

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocmigauka Tiragolumab RO7092284, penakuis 7, Big kBitHs 2022 poKy, aHTIIIICEKOI MOBOIO;
3MiHa Miclig IPOBEICHHS KJI1HIYHOTO BUIIPOOYBAHHS !

byno

Cramno

I.M.H., ipod. Yemryk B.€.
ToBapucTBO 3 OOMEKEHOIO BiJIIOBIAATBHICTIO

I.M.H., ipod. Yemyk B.€.
Menuyauii LEHTP TOBapuUCTBA 3 OOMEKEHOIO

«MenuuHnuii  1eHTp IMeHiI akaaemika FOpis | BIAMOBITANBHICTIO «ApeHcis Excrmmoparopi
[TpokomoBuya CrikeHKay, BIIUT KIIHIYHUX | Memiciny, BIIIUT KIHIYHUX JOCTKEeHb, M. KuiB
mocaimkedb Ne 1, KuiBcbka oOnacte, Kueso-
CATOMMHCHKHI paiioH, ¢. KamitaHniBka

3pa30k MapKyBaHHS y BUIVIA1 OyKJIeTa JIs IEPBUHHOI 1 BTOPUHHOI YIIAaKOBKHU JIOCIIAKYBaHOTO IIpenapary
Tuparomyma6 600 mr/10 mut, Bepcis Bix 02 uepBHs 2022 poKy, YKpaiHCBKOIO Ta aHTJIIHCHKOI0 MOBAMH;
3pa30Kk MapKyBaHHS y BUTJISA1 OyKJIeTa /1jisi IEPBUHHOI 1 BTOPUHHOI YIIAKOBKHU JOCIIIKYBaHOTO IIpenapary
Tuparonymab, 1040 mr/6,5 mu 1 riamyponinasa, Bepcis Big 01 uepBHs 2022 poky, YKpaiHCBKOIO Ta
aHIJIIMCbKOI0 MOBaMH; 3pa30K MapKyBaHHS y BUIJISAI Oykjera Al MEepBUHHOI 1 BTOPUHHOI YNaKOBKU
JOCJIIJDKYBAHOTO TpemnapaTy Ate3omizymad m/mi, 1875 mr/15 mu 1 rianyponigasa, Bepcist Big 01 yepBHs
2022 poky, yKpaiHChKOIO Ta aHIJIIHChKOK MOBaMM; 3pa30K MapKyBaHHS Y BUIJISII OykieTa JUis HepBUHHOI
1 BTOPUHHOI yIIaKOBKH JIOCIIKyBaHOTo npenapary Ate3zonizymad 1200 mr/20 mui, Bepcist Bijx 03 uepBHs
2022 poky, yKpaiHChKOIO Ta aHIUIIHChKOI MoBaMu; JlogaTok 10 ¢dopmu iHPOPMOBAHOI 3TOU HA Y4aCTh Yy
JOCTIPKEHHI: 3r0/1a Ha aJIbTEPHATHBHI BI3UTH B paMKax JIOCHIJDKEHHS MiJ 4ac Kpu3u B YKpaiHi, Bepcis 1.0
BiJ 27 yepBHs 2022 poky Ha ocHOBI MaiicTep Bepcii Jlogatky 10 ¢popmu iHHOPMOBAHOT 3o HA y4acThb y
JOCTIPKEHHI: 3r0/la Ha aJIbTePHATHBHI BI3UTH B paMKax JOCHIJDKEHHS MiJ Yac Kpu3H B YKpaiHi, Bepcis 2.0
BiJ 15 uepBHs 2022 poky, YKpaiHCHKOIO Ta aHIIIMCHKOI0 MOBaMM; 3alydeHHS JOJaTKOBOI BUPOOHHUYOI
JUISTHKY JJIS TOCTIIKYBAHOTO JIIKApChKOTO 3aco0y Ate3onizymad m/mr, 1875 mr/15 mu 1 riamyporinasa:
Roche Diagnostics GmbH, Sandhofer Stra3e 11, 68305, Mannheim, Himeuunna




2 MIPOJIOBXKEHHS Joaartka |

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 2147 Bix 04.10.2021

HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«DPA3A Ib, BIAKPUTE, BATATOLUEHTPOBE JOCJIJDKEHHA JUUIA BU3HAYEHHS
OITUMAJILHOI 03U 3 METOIO OIIHKU ®APMAKOKIHETUKHW, BE3IIEYHOCTI TA
INEPEHOCUMOCTI MIJIKIPHOIO BBEJEHHS KOMBIHALIII THUPATOJIYMABY 1
ATE30JII3YMABY V¥V MALIEHTIB 3 MICHEBOIIOUIMPEHUMU ABO METACTATUYHHWMU
[TYXJIMHAMMy, GP43365, Bepcis 4 Bin 21 sxoBTHs 2021 poky

3asBHUK, KpaiHa

TOB «Apencis Excruioparopi Memiciny, Ykpaina

CnoHcop, kpaiHa

®. Xopdmanu-JIs Pomr JIta, IIseiinapis / F. Hoffmann-La Roche Ltd, Switzerland

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jupekropary

dhapmaneBTHYHOrO0 3a0e3Me4YeHHsI

Isan 3AZIBOPHUX




JlopaTok 2

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

3wmina Ha3Bu Ta aapecu CrioHcopa:

byno Crajo
«Mepk Hlapn enx J[doym Kopm.», mouipue | TOB Mepk Llapn enn Joym (Merck Sharp &
mianpuemctBo «Mepk enn Ko., Ink.», CILA, (Merck | Dohme LLC).
Sharp & Dohme Corp., a subsidiary of Merck & Co., | Aapeca: 126 Ict Jlinkonsn aBento, n/c 2000,
Inc., USA), Pageit, Heto Jxepci, 07065, CIIIA (126 East
Anpeca: Mepk paiis, 1, nomroBa ckpunbka 100, M. | Lincoln Ave., P.O. Box 2000, Rahway, NJ
Baiirxayc-Creitmn, mrat Hero-/[xepci, 08889-0100, | 07065, USA).
CIIA (One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)
Bporrypa gocmigauka Pembrolizumab (MK-3475), sunansst 22 Big 13 tpaBust 2022 poky, aHIJIIHCHKOO
MoBo1o; Ykpaina, MK-7339-007, Bepcig 07 Big 05 nunus 2022 p., ykpaiHCbKOIO MOBOIO, iH(opMaris Ta
JTIOKYMEHT TIpo 1H(GOpMOBaHy 3rojly AJis Talli€eHTa, CTBOPEHA Ha OCHOBI I100ainpHOTO 11adiaony st MK-
7339-007, Bepcis 07 Bin 10 uepBus 2022 p., a TakoX Ma0JIOHY, 3aTBEPIXKEHOr0 /Ui YKpaiHH, Bepcis BijJ
27 uepBHs 2022 p. yKpaiHChKOIO MOBOI; Ykpaina, MK-7339-007, sepcis 02 Big 05 mumas 2022 p.,
YKpaiHChKOIO MOBOIO, 1H(pOpMAaliMHUN JUCTOK 1 JOKYMEHT Mpo iH(GOPMOBaHy 3rojy Ha MaiOyTHe
OloMeTuvHe JOCIIKEHHS, CTBOPSHHI Ha OCHOBI MI00ansHOTO madiony 1t MK-7339-007, Bepcis 02 Bix
06 uepBHs 2022 p., a TakoX IIa0JIOHY, 3aTBEpAKEHOro i YKpaiHu, Bepcis Bif 27 uepBHa 2022 p.
yKpaiHChKO0 MOBOIO; YkpaiHa, MK-7339-007, sepcist 01 Bix 05 mumas 2022 p., yKpaiHCBKOIO MOBOIO,
iH(popMallist Ta JOKYMEHT Ipo iHPOpPMOBaHyY 3roJy JUis MallleHTa Ha HaJaHHS 3pa3ka MyXJIMHHOI TKaHUHH,
CTBOpEHa Ha OCHOBI ritobanpHOTOo madnony st MK-7339-007, Bepcis 02 Bix 10 wepBus 2022p.; OHOBICHI
3pa3ku MapKyBaHHs Jikapchkux 3aco0iB MK-3475 (Pembrolizumab) ta MK-7339 (Olaparib): MK-
3475_Kit, Bepcis 2.0 Bix 03 yepBus 2022 poky, aHTJICEKOIO Ta yKpaiHchkoro MoBamu; MK-3475 Vial,
Bepcis 2.0 Bix 03 wepsusa 2022 poky, aHTITIHCBKOIO Ta ykpaiHcbkoro MoBamu; Olaparib_Bottle, Bepcis 2.0
BiJ 25 Oepe3ns 2022 poky, aHIIIHCHKOIO Ta YKPaiHCHKOI0 MOBaMU; 3MiHa B1ANOBIJAIBHOIO JOCHTIIHUKA!




MIPOJIOBXKEHHS 10AaTKa 2

«O06nacHU TEHTP OHKOJIOTI», 00JIacHUN HEHTP
MamoJIorii, M. XapkiB

byno Crano
3aB. entpoM byxtees JI.C. nikap Otuenam H.M.
Komynanene  HexomepmiiiHe — mianmpueMcTBo | KomyHanbHe — HeKoMepiiiiHEe — HiANPHEMCTBO

«O0nacHUN TEHTP OHKOJIOTIi», O0JacCHUIN HEHTP
MamoJorii, M. XapkiB

Howmep Ta nara Haka3sy
MO3 1010 3aTBEPIXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 2487 Bing 17.12.2019

Ha3zsa xiriniunoro
BUNIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Jocnimkenns ¢asu 2 omanapudy y komOiHamii 3 nemOposaizymaboM y MaIieHTIB 3 paHille JTIKOBaHUM
PO3MOBCIOPKEHUM PAaKOM 3 MYTAI[I€I0 TeHa Y CUCTEMI TOMOJIOTIYHOT pekoMOiHaiiHoi perapariii (HRRm)
JHK Tta/a60 3 nopymenusm romosnorignoi pekomOinanii (HRD) ITHK», MK-7339-007, 3 iHKOpropoBaHOIO
nomnpaskoro 04 Big 04 cepras 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMexkeHo0 BianoBigansHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk Hapn Eng Hoym Kopm.», nouipae mignpuemctso «Mepk Enn Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasbHoro qupexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHs

Isan 3AZIBOPHUX




JlonaTok 3

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

Honarok ans YkpaiHU 0 MPOTOKONY KIiHIYHOTO BumnpoOyBanHs, Bepcis 1 Big 20 yepBHs 2022 poky
aHTIChKOI0 MOBOIO; MapkyBanHsa 1 ¢duakony 10 mn [ypamymady (MEDI4736) Konuentparty mis
po3unny i iHGY3il. S0mr/mur (500 mr/dmakon), Bepcis 2.0 Bim 10 BepecHst 2019p.; MapkyBaHHS
nakyBanHsi 10 mn Jypeanymalby (MEDI4736) Konnenrpaty mis po3unny g iHQy3ii. SOmr/ma (500
mr/aakon), Bepcis 2.0 Big 10 Bepecus 2019p.; Mapkysanust 1 ¢utakony 10 mu Jlypsanymad (MEDI4736)
Konnentpar ans po3uuny anst iHpysii. S0mr/mn (500 mr/¢unakon), Bepcis 1.0 Big 06 tpaBHs 2022p.;
Mapkysanns nakyBanas 10 M {ypsanyma6 (MEDI4736) KontenTpar st po3duuny Juis iHy3ii. SOMr/m
(500 wmr/dnakon), Bepcis 1.0 Big 06 TpaBHs 2022p.; 3mMiHAa Ha3BU MICIS MPOBEACHHS KIIHIYHOTO
BUIIPOOYBaHHS

byno Crano

3aB. Big. Llesus C.I1. 3aB. Bia. llesns C.I1.

Binnunpkuit o0nacHuil K1iHiuHMHM oHKosoriyHMi | KomyHanbHe — HekoMepliiiHe  HiANPHEMCTBO
JUcrnaHcep, BIAIIeHHs XiMioTepanii, M. Binauns | «[loainbcbkuil perioHaqbHUM LEHTP OHKOJIOTIT
Binaunpkoi  obmacHoi  Pamm»,  BiggiieHHS
ximioTepanii, M. BiHHHIISI

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 545 Big 19.05.2017

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PannomizoBane, OaraTtoleHTpoBe, BiOKpuTe, MopiBHsUIbHE nochimkeHHs |l ¢asu ans BusHaueHHs
epextuBHocTi [lypBamymaOy um komOinauii J[[ypBanymalby 1 TpemenimymaOy y KomOiHamii 3
IUTATUHOBMICHOIO XIMIOTEpaIli€ro y MepuIiil JiHii JiKyBaHHS Mali€HTIB 3 MOIIMPEHUM JIpiOHOKIITHHHUM
paxowm JsiereniB (JPJI) (KACITIAH)», D419QC00001, Bepcis 6.0 Bix 16 cians 2020 p.

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»




MIPOJIOBXKEHHS J1oAaTKa 3

Cnoncop, kpaina

AstraZeneca AB, Sweden

CymnyTHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHs

Isan 3AZIBOPHUX



Jonmatok 4

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

OmnoBrnena Bepcis npoTtokoiy, Bepcist 4.1 Big 21 Gepesns 2022; Ononena Bepcis bpomypu nociinnuka
JOCJTIJDKYBAHOTO JIiKapchkoro 3aco0y Macituni6, Bumanns 2022 v1.0 Big 7 xBitHa 2022; OHOBieHA
[adopmaris st nanienta ra ®opma iHpopmoBaHoi 3roau, Bepeis 3.0 Big 23 rpyaas 2021 p (ykpaiHCBKOIO
Ta POCiiChKOI0 MOBaMH ); BKiIIOUEHHS 10JIJATKOBOTO Miclisl POBEICHHS KIIHIYHOTO BUIIPOOYBAHHSL:
Ne I1.1.B. BigmoBigaapHOrO HOCIIIHUKA

/o Hazpa micuis mpoBeieHHs! KJIIHIYHOTO BUITPOOYBAaHHS

1. | mikap Jlerka M.B.

Komynanene mimnpuemMctBo  «PiBHEHCHKHMI — 0ONacHUi  coemiainizoBaHMid — JHCHAHCEP
paaianiifHOro 3aXUCTy HaceJIeHHs» PiIBHEHCHKOI 001aCHOT pau, LIEHTP KIIIHIYHOT HEBPOJIOTii Ta
PO3CISIHOTO CKJIepo3y, M. PiBHe

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 333 Bin 17.02.2022

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«96-THKHEBE, IPOCTIEKTUBHE, OaraTOLEHTPOBE, paHI0Mi30BaHe, OABIHHE Cllille, M1ale00-KOHTPOIbOBaHEe
JOCTKeHHs 3 ¢a3u 17 MOpIBHSAHHS €()EeKTUBHOCTI Ta Oe3MeKH TUTpyBaHHS 103U MacituHiOy 1o 4.5
MI/KI/n00y B OPIBHSAHHI 3 MJ1ane0o MpH JiKyBaHHI NAII€HTIB 3 NEPBUHHO-TIPOrPECYIOYNM 200 BTOPUHHO-
IPOrPECYIOUMM PO3CISTHUM cKiiepo3oM 0e3 3aroctperby, AB20009, sepcis 1.0 Big 13.08.2021

3asiBHUK, KpaiHa

TOB «Cinepmxu I'pynn Ykpaina»

CnoHcop, kpaina

AB Science, ®panirist

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jomatok 5

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

OnoBiieHa Bepcis bpomrypu mociigHUKA JOCTIIKYBAHOTO JIiKapCchKoro 3acoby MaciTuHiO, BUIaHHS
2022 Bepcis 1.0 Big 7 xBiTHs 2022; BkiItoueHHS JOJATKOBUX MICIb IPOBEICHHS KJIIHIYHOTO BUIPOOYBaHHS:
Ne I1.1.B. BigmoBigaaIpHOrO HOCIIIHUKA

/o Hazpa micuis mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1 nikap Motpiuyk O.O.

Komynanbne HexoMepiiiae mianpueMctBo «lleprra Uepkachka MichKa JTiKapHs», HEBPOJIOTIYHE
BiIIeHH, M. Yepkacu

2 I.M.H., ipo¢. Mockosko C.II.

MenuyHuii [EHTp TOBAapUCTBAa 3 OOMEKEHOIO BiJITOBIIATBHICTIO
«Canmroremy, JTIKYBaIbHO-IPOGDITAKTHIHUNA BT, M. BiHHUIS

«MenuuHui  TEHTP

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2243 817 05.10.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«[IpocnekTuBHe, OaraTolleHTPOBE, paHIOMIi30BaHEe, IMOJBIHHE ciine, IUIaleb0-KOHTPOIbOBAHE
nociimkenHs |l ¢pa3u B mapanenbHUX rpynax, 3 METOIO OLIHKM €(EeKTUBHOCTI Ta Oe3neKH MaciTHHIOY y
KOMOIHAIT 3 PUIIY30JI0M y MOPIBHSAHHI 3 TIane60 y KoMOiHaLli 3 pHIy30J0M NpH JIKyBaHHI MAaLIEHTIB 3
6iuauM amiotpodiganm ckaepo3oM (BAC)», AB19001, Bepcist 7.2 ROW Bin 23 ceprast 2021

3asiBHUK, KpaiHa

TOB «Cinepmxu I'pynn Ykpaina», Ykpaina

Cnoncop, kpaina

AB Science, ®panirist

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3A/IBOPHHUX




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa BiAMOBIAAIBLHOTO IOCIIAHUKA MICIIsl IPOBEJICHHS BUIPOOOBYBAaHHS:

byno

Craino

K.M.H. [llynsra H.B.

KomyHnaneHe  HekoMepliliiiHe  HiANPUEMCTBO
XapkiBcbkoi obOnacHOi pagu «OOsacHa aWTSIYA
KJIIHIYHA JIKapHS», €HJOKPHHOJIOT1UHE
BIJUTUICHHS 3 TIIaTPUIHUMH JIDKKAMH JUIS JTITCH
3  PIAKICHUMH  3aXBOPIOBaHHSAMHU  (IICHTD),
M. XapkiB

K.M.H. Onikieako O.JI.

KomyHaiibHe  HEKOMEpIiiiHE  MiANPHEMCTBO
XapkiBcbkoi obOnacHOi pamm «OOmacHa auTs4da
KJIIHIYHA JKapHS, €HJOKPHHOJIOTIUHE
BIJUTUICHHS 3 TIEAIaTPUIHUMH JIDKKAMHA JUIS JITCH
3  PIAKICHUMH  3aXBOPIOBaHHSAMHU  (LIGHTD),
M. XapkiB

Howmep Ta nara Hakasy

Ne 1265 Big 05.06.2019

MO3 11010 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«JdocnixkenHs 3 migbopy J03M Ul OLIHKM e(QEeKTUBHOCTI 1 O€3MeKH 3acTOCyBaHHS Npenapary
ComananuTan (SOmapacitan) oauWH pa3 Ha TIWXKACHb Y MOPIBHSIHHI 3 3aCTOCYBaHHSIM Ipenapary
Hopaitponin® (Norditropin®) oauu pa3 Ha [eHb y AiTe#l i3 3aTPUMKOI0 POCTY, IO OYIH HApOIKEHi
MaJIMMH JUTS TECTAIlITHOTO BiKY Ta HE Ha3J0THAIM y 3pOCTi 10 BiKy 2 poku Ta crapuie», NN8640-4245,
¢inanpHa Bepcis 8.0 Big 08 6epesns 2022 p.

TOB «HoBo Hopaick Ykpaina»

Novo Nordisk A/S (Denmark)

CynytHi —
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

3asiBHUK, KpaiHa

Cnoncop, kpaina

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AJ/IBOPHHUX




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

23.08.2022 No 1510

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa BiAMOBIAAIBLHOTO IOCIIAHUKA MICIIsl IPOBEJICHHS BUIPOOOBYBAaHHS:

byno

Craino

K.M.H. [llynsra H.B.

KomyHnaneHe  HekoMepliliiiHe  HiANPUEMCTBO
XapkiBcbkoi obOmacHoi pamu «OOmacHa auTsda
KJIIHIYHA JIKapHS», €HJOKPHHOJIOT1UHE
BIJUTUICHHS 3 TIIaTPUIHUMH JIDKKAMH JUIS JTITCH
3  PIAKICHUMH  3aXBOPIOBaHHSAMHU  (IICHTD),
M. XapkiB

K.M.H. Onikieako O.JI.

KomyHaiibHe  HEKOMEpIiiiHE  MiANPHEMCTBO
XapkiBcbkoi obOmacHoi pamum «OOnacHa auTs4ya
KJIIHIYHA JKapHS, €HJOKPHHOJIOTIUHE
BIJUTUICHHS 3 TIEAIaTPUIHUMH JIDKKAMHA JUIS JITCH
3  PIAKICHUMH  3aXBOPIOBaHHSAMHU  (LIGHTD),
M. XapkiB

Howmep Ta nara Hakasy
MO3 11010 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1016 Big 06.05.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«JlocipxeHHs eeKTUBHOCTI Ta Oe3neku 3acTocyBaHHs npenapary ComananuTas (Somapacitan) oaus pa3s
Ha TIDKICHB Y MOPIBHSHHI 3 MOJCHHUM 3acTocyBaHHAM mpenapary Hopaitpomin® (Norditropin®) y mitei

3 pedinurom ropmony pocty», NN8640-4263, dinansna Bepcis 7.0 Bix 22 motoro 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHncop, kpaiHa

Novo Nordisk A/S (Denmark)

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro gupexkropa Jupexkroparty

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JlonaTok 8

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

[adopmariitnuii TUCT marieHTa CTOCOBHO i B ymoBax mannemii (takoi sk COVID-19) abo iHmmx
BOKJIMBUX TIOMIH, sKI BIUIMBAIOTh HA y4acTh y HAociipkeHH [[HdopmariiHuii JuUCT a1 ydacHHUKA
KIIIHIYHOTO BHIIPOOYBaHH: |, Bepcis mist Ykpainu Big 26 6epesns 2022 poky, yKpaiHCEKOIO Ta POCIHCHKOIO
MOBaMHU

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta Jara

«bararonieHTpoBe, paHI0Mi30BaHe, O/BIMHE ciine, M1a11e60-KOHTPOIbOBAaHE JOBIOCTPOKOBE ITPOJIOBKEHE
JOCITIJKSHHS MATPUMYIOUO1 Tepartii it BUBYCHHS e()eKTUBHOCTI Ta Oe3neyHocTi Ynagauutunioy (ABT-
494) y nauienTiB 3 xBopoboro Kpona, sixi 3aBepinian gociuipkeHHs M14-431 uu M14-433%», M14-430, 3
IHKOPITIOPOBAaHUMH AIMIHICTpaTUBHUMU 3MiHamMu 5 Ta 6 1 [lonpaBkamu 1, 2, 3,4, 5, 6 Ta 7 Bix 16 nuctonana
2021 poky

3asiBHUK, KpaiHa

«E66Bi biopapmacsrotikan3 'm6X», [lIBeiinapis

CnoHcop, kpaiHa

AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTH
CYNYyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonmaTok 9

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmarniitnuii TUCT mamieHTa CTOCOBHO i B ymoBax manziemii (takoi sk COVID-19) a6o ixmmx
BOKJIMBUX TIOMIH, sKI BIUIMBAIOTh HA y4acTh y HAociipkeHH [[HdopmariiHuii JuUCT a1 ydacHHUKA
KIIIHIYHOTO BHIIPOOYBaHH: |, Bepcis mist Ykpainu Big 26 6epesns 2022 poky, yKpaiHCEKOIO Ta POCIHCHKOIO
MOBaMHU

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 341 Bix 26.02.2018

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta Jara

«bararonieHTpoBe, paHAOMi30BaHe, MOJBIHHE cllille, MIane00-KOHTPOJIbOBaHE 52-THKHEBE NOCIIIKEHHS
HiATPUMYIOUOi Ta BIAKPUTOI NPOJOBKEHOI Tepamii ais OMiHKH e(QEeKTHBHOCTI Ta O€3MeYHOCTI
picaHki3ymaly y mauieHTiB 3 XxBopoOoro Kpona», M16-000, 3 iHKOPIOpOBaHMMHU aJMiHICTPATHUBHUMHU
3minamu 1, 2, 4 ta monpaBkamu 1, 2, 3,4, 5,6, 7, 8 Ta 9 Big 26 xkBiTHs 2021 poky

3asiBHUK, KpaiHa

«E66Bi biopapmacsrotikan3 I'm6X», [lIBeiinapis

CnoHcop, kpaiHa

AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepasiibHoro nupexkropa Jlupekropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonarok 10

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

OnoBiieHu MpoTOKON KiiHIYHOTO nociimkenHs AC-058B202, pemakmis 12 Big 15 Oepesns 2022 p.;
CHHOIICHC OHOBJICHOTO MPOTOKONY KiiHiuHOTO AociimkeHHss AC-058B202, penakiis 12 Big 15 O6epe3ns
2022 p., ocTaTOYHUH MEPEKIIa/ 3 aHTIIIHCHKOT MOBH Ha YKpaiHChKY MOBY Bin 24 uepBHs 2022 p.; [Hpopmaris
JUIsL TalieHTa Ta (GopMa 3roJud Ha y4acTb Y JIOCHIJKeHHI octaTouyHa pemakmis 11.0 (ans ykpainchbkux
JOCIITHUIBKUX IEeHTPiB) Bia 17 uepBHs 2022 p., OCTATOUHUH MEPEKIIA] 3 aHTITIHCHKOT MOBH Ha YKPaiHChKY
MoBY Bia 13 numas 2022 p., ocTaTOYHUI Nepekiiaj] 3 aHrIiichKOl MOBH Ha POCICHKY MOBY Bif 13 mumHs
2022 p.; bpomrypa mns gocmigauka 3 npenapaty nmoHecumo (ACT-128800), penakmist 17 Bix 06 TpaBHs
2022 p.; KepiBHUIITBO 11010 MMPOBEACHHS JOCIIHKEHHS 11T 4ac 3HAYHUX MOTpsICiHb Bix 06 TpaBHsa 2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«baratonieHTpoBe paH10Mi30BaHe, OABIMHO CIIiNe TOCTIIKEHHS, 1110 TPOBOIUTHCS B MapaelIbHUX Tpynax
XBOPUX Ha pEUUJMBYIOUMNA PEMITYIOUUN PO3CISHHM CKJIEpO3 13 METOI0 BUBYEHHS OE€3MEYHOCTI,
NEepeHOCUMOCT] i e(heKTUBHOCTI mpernapary nmoHecuMo]l (aroicra peuentopiB S1P1 ans mepopaibHOro
NpUioOMY) TIpY TPUBAIOMY 3acTocyBaHHi B 1o3ax 10, 20 1 40 mr Ha 100y (TpoaoB)eHHS AocmipkeHHs AC-
058B201)», AC-058B202, penakuist 11 Bix 04 tpaBus 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC A-YKPATHA»

CrnoHcop, kpaiHa

Axtenion @apmacerotikans JIta, [lBeiinapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jomatok 11

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510
InenTudikarist cyrTeBOi 3MiHa Ha3BH Ta aJIPeCu CIIOHCOPA:
MOIPABKH byno Crano

«Mepk [Hapn enn Hoym Kopn.», nouipue
mignpuemctBo «Mepk enn Ko., Iak.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc.,USA)

Anpeca: Mepk [lpaii, 1, momroBa CKpUHBKa

100, ™. Baiitxayc-Creitmin, mrat Hero-/[xepci,
CIIA (One Merck Drive, P.O. Box 100,
Whitehouse  Station, New Jersey, 08889-
0100,USA)

TOB Mepk Ilapn eunx Joym (Merck Sharp &
Dohme LLC)

Anpeca: 126 Ict JlinkonwH aBento, 11/c 2000, Pageii,
Hero JIxepci, 07065, CIIIA (126 East Lincoln
Ave., P.O. Box 2000, Rahway, NJ 07065, USA)

Bpourypa nocnignuka Pembrolizumab (MK-3475), Bunanns 22 Bix 13 tpaBus 2022 poky, aHTITiHCHKOKO

MOBOIO; 3MIHA BIINOBIJAJILHOTO JOCHIIHUKA.:

byno Crano
3aB. BignutenasM Ko63es O.1. nikap Jleonosa B.B.
KomyHanbshe HEKoMepIliiiHe nignpuemMcTBo | KomyHanbHe — HekomepuiliHE — MiJNPHEMCTBO
«O6nacHU UEHTp OHKOJIOrii», OHKOXipypriuHe | «O0macHUH LEHTP OHKOJIOTI», OHKOXipypriuHe
BIUIUIGHHS  OpraHiB  TPyAHOI  TOPOXHHUHM, | BIAJUIEHHS  OpPraHiB  IpyAHOI  IOPOKHUHH,
M. XapKiB M. XapkiB

Howmep ta nata Hakasy
MO3 mono 3aTBEpIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1326 Bix 02.07.2021




2 MPOJIOBKEHHs oaarka 11

HazsBa kinigiyHOTO «Binkpure, pangomizoBane nocmipkeHHs |1l da3um mis BUBUEeHHS ¢dapMaKOKIHETHKHA Ta O€3MEYHOCTI
BUNIPOOYBaHHSA, KO/, nemMOposti3ymMaldy Ui MiJMIKIPHOTO BBEACHHS MOPIBHSAHO 3 MEeMOPOJi3ymMadoM JUIsi BHYTPIITHHOBEHHOTO
Bepcis Ta gaTa BBEJICHHS, B KOMOIHAIIIT 3 IBOXKOMIIOHEHTHOIO XIMIOTEpAITI€I0 MpenaparaMy IUIaTHHH, B SIKOCTI TEPIIOi

JMiHIT Tepamii A7 YYaCHUKIB 3 METACTAaTMYHUM IUIOCKOKIITHHHUM a00 HEIJIOCKOKIITHHHUM
HePIOHOKIITUHHUM pakoMm JereHiBy, MK-3475-A86, Bepcis 3 iHKOpIIOpoBaHOK mompaBkoro 04 Bix
31 Gepesns 2022 poky

3asBHUK, KpaiHa ToBapucTBO 3 0OMekeHoo BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, KpaiHa «Mepk lapn ean Hdoym Kopn.», nouipHe mianpuemctBo «Mepk enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepanii

B.o. renepanbHoro rupexkropa JIlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




JlonaTok 12

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

BUIIPOOYBaHb»
23.08.2022 No 1510
InenTudikaris cyrreBoi Bpomrypa nocnigauka JUIsl TOCIIHKYBaHOTO JIiKapchkoro 3aco0y ikneneptud (Bl 425809), Bepcis 12 Bix
MOIIPaBKU 08 uepBHs 2022 poky
Howmep Ta narta Haka3zy Ne 1265 Bix 23.06.2021
MO3 11010 3aTBEpAXKEHHS
KIIIHIYHOTO BHITPOOYBaHHS
HazBa kinigiyHOTO «PannomizoBane, nojBiiiHe crimne, mianedo-koHTponboBane nocuimxerss |1 hasu B mapanensHux rpymax
BUIIPOOYBaHHS, KOJI, JUTSI OLIIHKY €(peKTUBHOCTI Ta Oe3meuHocTi 3acTocyBanHs npernapaty Bl 425809 oxun pa3 Ha 100y mpoTsroM
Bepcis Ta gaTa 26-THOKHEBOTO Tepioy JIiKyBaHHs B nmaifieHTiB 3 mm3odpeniero (CONNEX-2)», 1346-0012, Bepcis 1.0 Bix
16 rpynus 2020 poky.
3asBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»
Cnoncop, kpaiHa «bepinrep Inrensxaiim PLIB I'M6X enn Ko KI'», ABctpis / Boehringer Ingelheim RCV GmbH & Co KG,
Austria
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Jonatok 13

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa HAa3BU Ta aJpecy CIIOHCOpA:

byno Craisio
«Mepk Ilapn eng Joym Kopu.», mpouipue | TOB Mepk Illapn enn Joym (Merck Sharp &
mignpuemctBo «Mepk ena Ko., Imk.», CIIA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Anpeca: 126 Ict Jlinkosba aBento, ri/c 2000, Paseti,
Merck & Co., Inc., USA), Hero [Ixepci, 07065, CIIA (126 East Lincoln
Anpeca: Mepk /[lpaiis, 1, momrosa ckpunbka 100, | Ave., P.O. Box 2000, Rahway, NJ 07065, USA)
M. Baiirxayc-CreiimmH, mrar Hero-/Ixepci, CLLIA
(One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)
3MiHa MapKyBaHHS [IOCIKyBaHUX Jikapchbkux 3aco0iB: MK- 8189 or Placebo_and_Risperidone
or_Placebo_Blisterpack, sepcist 2.0 Bix 07 numast 2022 poKy aHTIIICEKOIO Ta YKPaiHCHKOK MOBaMH; 3pa3ok
CIIPOIICHOT0 MapKyBaHHS 3apeecTpPOBAHOTO B YKpaiHi JIIKAPCHKOTO 3aco0y, SKUH 3aCTOCOBYETHCS B
KJIiHiuHOMY BUNIpoOyBanHI MK-8189-008, Bepcis 2.0 Big 05 aunus 2022 p., yKpaiHCbKOIO MOBOIO

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«PangomizoBaHe, MoJBiitHE-CIIiNe, 3 TIAe00 Ta aKTUBHUM KOHTPOJIEM JIIKyBaHHs aociimkeHas 2b dazu
edpexTuBHOCTI Ta Oe3neunocti MK-8189 y namienTiB 3 roctpum emnizonom muzodppeniin, MK-8189-008, 3
1HKOpriopoBaHoto nonpaskoro 03 Bix 17 rpynus 2021 poky

3asBHUK, KpaiHa

TosapucTBO 3 0OMekeHoto BianoBiganbHicTIO «MCJl Ykpaina»

Cnoncop, kpaina

«Mepk lapn Eun JJoym Kopm.», nouipne nianpuemctBo «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Teparmii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3A/IBOPHHUX




Jonmarox 14

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510
InenTudikarist cyrTeBOi 3miHa Ha3BH Ta aapecu CrioHcopa:
MOIPABKH byno Crano

«Mepk [Hapn enn Hoym Kopn.», nouipue
mignpuemctBo «Mepk enn Ko., Iak.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA), Aapeca: Mepk [paiis, 1,
nomroBa ckpunbka 100, m. Baiitxayc-CreiimH,

TOB Mepk Ilapn eunx Joym (Merck Sharp &
Dohme LLC). Anpeca: 126 Ict JIiHKONBH aBeHIO,
n/c 2000, Pageii, Heto [Ixepci, 07065, CLLIA (126
East Lincoln Ave., P.O. Box 2000, Rahway, NJ
07065, USA)

mrar Hero-J[xepei, 08889-0100, CIHIA (One
Merck Drive, P.O. Box 100, Whitehouse Station,
New Jersey, 08889-0100, USA)

Bporrypa gocmigauka Pembrolizumab (MK-3475), sunansst 22 Bix 13 tpaBust 2022 poky, aHIJIIHCHKOO
MoBOI0; Ykpaina, MK-3475-587, Bepcis 02 Bixg 12 aunusa 2022 p., yKpaiHCbKOIO MOBOIO, iH(OpMaIis Ta
JOKYMEHT Tpo iH(GopMOBaHy 3rojly JUis Mali€HTa, CTBOPEHa Ha OCHOBI TiodanbHoro mabdmony MK-3475-
587_AMO1, Bepcis 1.04 Bix 10 uepBHst 2022 p., a TakoxX 11a0JIOHY, 3aTBEpPKEHOr0 sl YKpaiHu, Bepcis
Bix 27 yepBHs 2022 p. ykpaiHCbKOIO MOBOIO; Ykpaina, MK-3475-587, Bepcia 02 Big 12 mumas 2022 p.,
POCIHCHKOI0 MOBOIO, 1H(OpMAILis Ta TOKYMEHT Ipo iH(GOpMOBaHy 3roy i Malli€HTa, CTBOPEHA Ha OCHOBI
rnobanpHOTO mabnony MK-3475-587_AMO1, Bepcis 1.04 Bix 10 wepBust 2022 p., a TakoxX MIa0JIOHY,
3aTBEPKEHOT0 JUIsl YKpainu, Bepcis Big 27 yepBHs 2022 p. pociiicbkoro MoBoo; Ykpaina, MK-3475-587,
Bepcis 01 Big 12 nunus 2022 p., ykpaiHCBKOIO MOBOIO, iHOpMaIlis Ta JOKYMEHT PO 1HPOPMOBaHY 3rojly
JUISL TIALli€HTIB, SIKI MepeOyBaloTh Ha CIIOCTEPE)KEHH! A OILIHKH BI)KMBAHOCTI, CTBOPEHAa HAa OCHOBI
riiobansHOTO Mabdaony MK-3475-587, Bepcis 01 Bix 10 wepBHs 2022 p.; Ykpaina, MK-3475-587, Bepcis
01 Big 12 numus 2022 p., pociiicbko0 MOBOIO, 1H(pOpMALliS Ta JOKYMEHT Ipo iH(HOPMOBaHY 3roay IJis
NAIEHTIB, sIKI IepeOyBaloTh Ha CIOCTEPEXKEHH1 JJs OLIHKM BWXXHBAHOCTI, CTBOPEHAa Ha OCHOBI
rinobanbHoro mabiaony MK-3475-587, sepcis 01 Bix 10 uepBus 2022 p.




MPOJIOBXKEHHS toAaTka 15

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1326 Bix 02.07.2021

HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonienTpose, Binkpure, posmupene gociixenns |1 ¢pasu st BUBYEHHS TOBrocTpOKOBOI O€3MEKH Ta
e(hEeKTUBHOCTI y YYaCHHKIB 3 PO3MOBCIODKCHUMH MyXJIMHAMHU, SIK1 Y IaHUH Yac nepeOyBaroTh Ha JIIKyBaHHI
abo mijx crocTepexeHHsAM y TOCIIKEHHI 13 3aCTOCyBaHHAM meMOpoinizymady», MK-3475-587, Bepcis 3
1HKOp1iopoBaHoo norpaskoro 03 Bix 19 kBitHa 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoto BianoBiganbHicTIO «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn eng Joym Kopm.», nodipue mianpuemctso «Mepk enn Ko., [nk.», CIIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. resepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHHUX



Jlomatok 15

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

3wmina Ha3Bu Ta aapecu CrioHcopa:

byno Crayio
«Mepk Ilapn enx Joym Kopmn.», mpouipue | TOB Mepk Illapn enn Joym (Merck Sharp &
mignpuemctBo «Mepk ena Ko., Imk.», CIIIA, | Dohme LLC),
(Merck Sharp & Dohme Corp., a subsidiary of | Anpeca: 126 Ict Jlinkosnba aBento, ri/c 2000, Paseti,
Merck & Co., Inc., USA), Hero [Ixepci, 07065, CIIA (126 East Lincoln
Anpeca: Mepk [paii, 1, nomrosa ckpunabka 100, | Ave., P.O. Box 2000, Rahway, NJ 07065, USA).
M. Baiitxayc-Creiiin, mtat Heto-/Ixepci, 08889-
0100, CILIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA).
Bpourypa nocnignuka Pembrolizumab (MK-3475), Bunanns 22 Bix 13 tpaBus 2022 poky, aHTITiHCHKOKO
MoBOM; Ykpaina, MK-3475-A18/ENGOT-cx11/GOG-3047, Iudopmarris Ta TOKyMEHT Tipo iHGOpMOBaHY
3rony ans manierta, Bepcid 3.02 Bin 12 mumus 2022 p., ykpaiHCbKOIO MOBOIO; YkpaiHa, MK-3475-
Al18/ENGOT-cx11/GOG-3047, Tudopmaiiis Ta JOKYMEHT o iHGOPMOBAHY 3rOJy JJIS MaIliEHTa, BEpPCist
3.02 Big 12 munas 2022 p., pociiicekoro MoBow; Ykpaina, MK-3475-A18/ENGOT-cx11/GOG-3047,
[npopmarniitHuil TUCTOK 1 TOKYMEHT Ipo 1HPOPMOBAaHY 3roAy Ha MailOyTHe OloMeIUYHE IOCITIIKEHHS,
Bepcis 02 Big 12 nunas 2022 p., ykpaiHChKOI0 MOBOK; YKpaina, MK-3475-A18/ENGOT-cx11/GOG-3047,
[npopmaniitHuil TUCTOK 1 TOKYMEHT IpO 1HPOPMOBaHY 3roAy Ha MallOyTHe OloMeIUYHE JOCIIIKEHHS,
Bepcis 02 Big 12 nmunus 2022 p., pociicbKOI0 MOBOIO; 3pa3Ku MapKyBaHHS JIOCHIJKYBAHOTO JIIKapChbKOTO
3aco0y MK-3475: MK-3475_Kit_R, Bepcist 2.0 Big 26 kBitHs 2022 p., aHIIHCEKOIO Ta YKPaiHCHKOO
moBamu; MK-3475_Vial_R, Bepcis 2.0 Big 26 xBiTHs 2022 p., aHTIIHCEKOI0 Ta YKPaiHCHKOIO MOBaMU;
3pa3oK CHpOIIEHOT0 MapKyBaHHS 3apEECTPOBAHOTO B YKpaiHi JIKapChKOTo 3aco0y, SIKHI 3aCTOCOBYETHCS
B KiiHiuHOMY BHunpoOyBanHI MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 2.0 Bix 12 munus 2022 p.,
YKPalHCBKOI MOBOO




2 MPOJIOBXKEHHS toAaTka 15

Homep Ta nata Hakazy Ne 1468 Bing 26.06.2020
MO?3 11010 3aTBEpIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

HasBa ximiHiuHOTO «PannmomizoBane, mnoxaBiiiHe cmine mochmimkenHs I ¢asu  ximiopamioTepamii y komOiHamii 3

BUNPOOYBaHHS, KO/, neMOpoJizymabom abo 6e3 HBOro IS JIIKyBaHHS JIOKAJBbHO PO3MOBCIOKEHOTO PaKy IIMHKH MaTKH 3

Bepcis Ta Jara BucokuM cryneneM pusuky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», MK-3475-A18/ENGOT-
cx11/GOG-3047, 3 inkopropoBanoro rnomnpaskoro 03 Bix 18 6epesns 2022 poky

3asBHUK, KpaiHa ToBapucTBO 3 0OMekeHoo BianoBiganbHIicTIO «MCJ] Ykpaina»

CnoHcop, kpaiHa «Mepk lapn Eun JJoym Koprm.», nouipue nianpuemcto «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoro fupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




JlonaTok 16

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510

InenTudikarist cyrTeBOi
HONPaBKU

3wmina Ha3Bu Ta aapecu CrioHcopa:

byno Crasio
«Mepk Ilapn enx Joym Kopmn.», mpouipue | TOB Mepk Illapn enn Joym (Merck Sharp &
mignpuemctBo «Mepk enx Ko., Iak.», CIIIA, | Dohme LLC).
(Merck Sharp & Dohme Corp., a subsidiary of | Anpeca: 126 Ict Jlinkosnba aBento, ri/c 2000, Paseti,
Merck & Co., Inc., USA), | Hero [Ixepci, 07065, CIIA (126 East Lincoln
Anpeca: Mepk [paiis, 1, nomrosa ckpunabka 100, | Ave., P.O. Box 2000, Rahway, NJ 07065, USA).
M. Baiitxayc-Creiiin, mtat Hero-/Ixepci, 08889-
0100, CILIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA).
Bpoirypa nocrnigauka Pembrolizumab (MK-3475), Buganus 22 Big 13 tpaBus 2022 poky, aHIIIHCHKOIO
MoBoOI; Ykpaina, MK-7339-006, [ndpopmarrist Ta ToKyMeHT TIpo iH(GOpPMOBaHY 3Ty JJIs MAIlieHTa, BepcCist
5.01 Bix 12 nunusa 2022 poky, ykpaiHCcbkor MOBo; Ykpaina, MK-7339-006, [ndgopmaris Ta JOKyMEHT
npo iHpopMoOBaHy 3roay /Ui nauieHTa, sepeid 5.01 Big 12 nunus 2022 poky, pociiicbKOI0 MOBOIO; 3pa3Ku
MapKyBaHHs TOCIIIDKYBaHHUX Jikapchkux 3aco0iB MK-3475 Ta Olaparib: MK-3475_Kit, Bepcist 2.0 Bix 21
yepBHs 2022 p., aHITIHCHKOO Ta yKpaiHchkoro MoBamu; MK-3475_Vial, Bepcis 2.0 Bix 21 uepsus 2022 p.,
aHTIichKOI0 Ta yKpaiHchkoro moBamu; Olaparib_Botle, Bepcis 2.0 Bix 08 nunus 2022 p., aHTIiHCHKOO Ta
YKpaiHCbKOIO MOBaMU; 3pa30K CIIPOIIEHOT0 MapKyBaHHS 3apEECTPOBAHOTO B YKpaiHi JIIKApCHKOTO 3aC00Y,
KM 3aCTOCOBYEThCS B KiiHIUHOMY BunpoOyBanHi MK-7339-006, Bepcis 2.0 Big 12 numus 2022 p.,
YKpaiHChKOI MOBOIO; 3MiHa KUIBKOCTI JOCHIKYBaHUX B YKpaiHi 31 125 no 120; 3MiHa BiANOBIJaNBHOTIO
JIOCHIITHUKA:

byno Craino

3aB. BignuenasM Koo63es O.1. nikap Jleonosa B.B.

Komynanene  HekomepuiiiHe — mianpuemctBo | KomyHanbHe — HekoMepliiiHE — MIJIPUEMCTBO
«O0nacHU LEHTP OHKOJIOTii», OHKOXipypriune | «OOJacHUI LIEHTP OHKOJOTi(», OHKOXIpypriuHe
BIIZIUIGHHS  OpraHiB TPyOHOI  TMOPOXHHUHM, | BIIIJICHHS  OpPraHiB  TpPyAHOI  HOPOKHUHH,
M. XapkiB M. XapKiB




2 MPOJIOBXKEHHsI toAaTka 16

Homep Ta nata Hakazy Ne 1593 Big 09.07.2019
MO?3 11010 3aTBEpIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ha3Ba ki1iHiuHOTO «docmimkenns Il ¢asu mns memOposizymaldy y koMmOiHarii 3 meMeTpekceoM / ImpemnaparoM IUIaTHHU
BUNIPOOYBaHHSA, KO/, (xapOorutaTiH 200 UCIUIATHH) 3 TTOAAIBIINM BBEICHHIM NeMOpoIi3yMady y KoMOiHAIIIT 3 MIATPUMYIOYHM
Bepcis Ta gaTa JIKYBaHHAM oylanapruOoM abo MeMeTPEKCEIOM B SIKOCTI Teparrii MepIioi JIiHil y TaIli€HTIB 13 METaCTaTUIYHUM

HETUTOCKOKJIITHHHAM HeIPIOHOKIIITUHHUM pakoM JereHiBy, MK-7339-006, 3 iHKopropoBaHOO TOMPABKOIO
05 Bix 23 rpynus 2021 poky

3asiBHUK, KpaiHa ToBapucTBo 3 0OMexeHo0 BianoBiganpHicTIO «MC/] Ykpaina»

CnoHncop, kpaiHa «Mepk lapn Eun JJoym Koprm.», nouipue nianpuemctBo «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoro rupexkropa JIlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Honatok 17

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510
Inentudikariist cyrTeBoi 3MiHa BiANOBIJAIILHOTO JOCHIIHUKA Y MiCIIl MPOBEIEHHS KIIHIYHOTO BUIIPOOYBAHHS !
MOTPaBKU byno Crano
3aB. Big. HanOaunsaa T.A. nikap Kigix S.T.

Komynanene  HekomepmiiiHe — mianmpueMcTBO | KomMyHanmbHe — HEKoMepiiiiHE  HiAPHEMCTBO
«O0nacHUi IEHTP OHKOJIOTI(», OHKOyposoriune | «O0macHUN LEHTP OHKOJOTii», OHKOYPOJOTiYHE

BiJUTUICHHS, M. XapKiB BiJUTUICHHS, M. XapKiB
Howmep Ta nara nakazy Ne 636 Bin 22.03.2019
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
Ha3zga kiinigHOTO «PangomizoBaHe, Manebd0-KOHTPOJIbOBAHE, MOJBIMHE Clline KIiHIYHE AOCTipKeHHs 3 ¢da3u mpemnapary
BUIIPOOYBaHHSA, KO/, Hipanapu6 y xomb6inauii 3 AOiparepoHa AneratoM Ta IlpenaHizoHom y mopiBHsAHHI 3 AGipaTepoHa
BepcCis Ta Jata AneratoMm Ta IlpenHi30HOM AJis JIIKYBaHHS MAlliEHTIB 3 METACTaTUYHUM PAaKOM INEPEAMIXYpPOBOI 3aJI03U»,
64091742PCR3001, 3 monpaskoto 6 Bix 30.09.2021 p.
3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris
CnoHcop, kpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris
CynyTtHi —
Mmarepianu/npenapaTH

CyNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




Jonatok 18

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

BUIIPOOYBaHb»

23.08.2022 No 1510
Inentudikariist cyrTeBoi Honarok 1 no bpormypu gocnigauka 3 npemnapaty ManuteHTas, Big 27 smmas 2022 poky
MIOTIPaBKH
Howmep ta nata Hakazy Ne 2006 Big 02.10.2019
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HasBa xmiHi9HOTO bararonieHTpoBe, OJHOTPYIOBE, BIIKPUTE, MOCIIIHPKCHHS 3 OI[IHKK JOBIOCTPOKOBOI OE3IEKH TMpernapary
BUIIPOOYBaHHS, KO/, MarTenTaH y naii€HTiB 3 JIETEHEBOO TIMEPTEH31€I0, K1 paHillIe JIIKyBalucs mpemnapatoM MaluTeHTaH B
BepcCis Ta Jata kniaiyaux gocmimkenusx (UMBRELLA), AC-055-314, cxBanena Bepcist 8 Bix 05 cepmast 2021 poky
3asBHUK, KpaiHa ToBapuctBo 3 oomesxenoro BianosigansHicTIO «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT VKPATHA»
CnoHncop, kpaiHa Axtemion @apmackrotikaic JIta. [Actelion Pharmaceuticals Ltd], [lIBetinapis
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Jonarok 19

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

23.08.2022 Ne 1510

Inentudikariist cyrTeBoi Bbpomrypa nociaigauka SIMPONI (golimumab), Bumanns 23 Big 23.05.2022 p.; Po3’sscHeHHsI 10 TIPOTOKOITY
MOTIPABKU KIiHigHOTO BUpoOyBanHs Bix 01.06.2022 p.

Howmep ta nata Hakazy Ne 2237 Big 18.10.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiinigHOTO «bararonienTpoBe, paHaoMizoBaHe, MOJBIHHE clline, Mmianed0 KOHTPOJIbOBAaHE KIIIHIYHE JOCIHIPKEHHS 2a

BUIIPOOYBaHHS, KOJI, dasu s OIiHKM e()EeKTUBHOCTI Ta OE3MEeYHOCTI NPHU3HAYEHOI MIAMIKIPHO KOMOIHOBaHOi Teparrii

BepcCis Ta Jara rycenpkymaly Ta rojiMyMaly y Mamie€HTiB 3 aKTUBHUM 1icopiaTuaaumM aptpurom», CNTO1959PSA2003, 3
nonpaskoro 1 Bijx 06.10.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris

Cnoncop, kpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




Honarok 20

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

BUIIPOOYBaHb»

23.08.2022 No 1510
Inentudikariist cyrTeBoi bpomrypa nocnigauka Omnikanony (BIA 9-1067), Bunanns 14.0 (enektponna Bepcist 4.0) Bixg 20 yepBHS
MOTPaBKU 2022 poKy, aHTJIIHCHKOI MOBOIO
Howmep ta nata Hakazy Ne 1722 Big 11.08.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HasBa xmiHiuHOTO «PannomizoBane, MojABiiHE ciine, mianedo-KOHTpoiboBaHe aociikeHHs Gas3u |11 B mapanensHux rpymax
BUIIPOOYBaHHS, KO/, JUTSL OLIIHIOBaHHS €()EeKTUBHOCTI Ta O€3MEUHOCTI OIMIKAMNOHY SK J0JaTKa 0 cTa0lIbHOI Teparii JIeBOO0IO0I0
BepcCis Ta Jara (L-momnoro) B koMOiHai1 3 iHridiropom nomna-aekapookcunazu (1K) y nmamieHTiB i3 HOYaTKOBOIO CTaIIER0

imiomatnyHoi xBopoOu [lapkiHCcOHA; 3 BIAKPUTUM JOJATKOBUM nociimkeHHsM», BIA-91067-303, Bepcis
2.0 3 iHKOpIIOpOBaHOO NomnpaBkoo 1 Big 16 moToro 2021 poky

3asBHUK, KpaiHa IignpuemctBo 3 100% inosemuoro inBectuiieio «AMK’FOBIA PJIC Ykpainay»
CrioHCcOp, KpaiHa BIAL — Portela & Ca, S.A., Portugal

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jonatok 21

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510
Inentudikariist cyrTeBoi 3MiHa BiANOBigaIbHOrO aocuignuka y MIIB:
MOTPaBKU byno Crano
3aB. Big. HanOaunsaa T.A. nikap-onkosnor Kimik S.I°.

Komynanene  HekomepmiiiHe — mianmpueMcTBO | KomMyHanmbHe — HEKoMepiiiiHE  HiAPHEMCTBO
«O0nacHUi IEHTP OHKOJOTIi», OHKOoyposoriune | «O0macHU LEHTP OHKOJIOTii», OHKOYPOJOTiYHE

BiJUIUJICHHSI, M. XapKiB BiJIiJICHHS, M. XapKiB
Howmep Ta narta Haka3zy Ne 2777 Bin 02.12.2020
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
Hasga kiiHiyHOTO «PannomizoBaHe, mianed0-KOHTPOIbOBAHE, MOJBIMHE ciine KIiHIYHE AOCHiPKeHHS 3 da3u mpenapary
BUIIPOOYBaHHSI, KO/, Hipanapu6 B koMOiHanii 3 abipaTepoHa aleTaToMm Ta IpeJHI30HOM Yy MOPIBHSHHI 3 adipaTepoHa aleTaToM
Bepcis Ta JaTa Ta MPEAHI30HOM JUIs JTIKYBaHHS MAlll€HTIB 3 METACTaTHUHUM KacTpaT-4yTJIMBUM PAKOM IepeaMiXypoBOi

3aimo3u (MCSPC) 31 mKiIMBOIO TePMiHATHFHOK a00 COMATHYHOIO MYTAIli€l0 TeHIB, IO BIAMOBITAIOTH 32
penapariito nuisxoMm romomnoriyHoi pexomOinamii (HRR)», 67652000PCR3002, 3 IlompaBkoro 2 Bix

25.10.2021 p.
3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris
CnoHncop, kpaiHa «IHCCEH ®APMAIEBTUKA HB», benbris
CynyTtHi —
Mmarepianu/npenapaTi

CyNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYxpaiau «[1po 3aTBepIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

23.08.2022 No 1510

Inentudikariist cyrTeBoi
MIOTIPaBKH

3MiHa BiANOBIJAIBHOIO JOCHIIHUKA Y MiCIIl MPOBEIEHHS KIIHIYHOTO BUIPOOYBAHHSI:

byno

Craio

I.M.H., po¢. Ammaa J1.O.

JllepxaBHa ycraHoBa «HarioHanpHMIA  THCTHTYT
¢Tuziarpii 1 mymepmoHonorii iM. D.I. fAHOBCHKOTrO
HarmionansHoi akamemii MeAWYHUX HayK YKpaiHm»,
BITUIGHHST TIarHOCTHKHW, Tepamii Ta KIHIYHOI
(hapmakoJorii 3aXBOprOBaHb JiereHb, M. Kuip

K.M.H. Mockaienko C.M.

JllepxaBHa yctaHoBa «HarioHanbHMI  IHCTUTYT
¢Tuziarpii i mymemoHozorii iM. ®D.I'. SHOBCBKOTO
HarmionanpHOi akamemii MeAWYHUX HayK YKpaiHm»,
BIJIIIIGHHST MIarHOCTHKH, Tepamii Ta KIiHIYHOL
(hapmakoJorii 3aXBOpIOBaHb JereHb, M. Kuis

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 3059 Bin 29.12.2020

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararonieHTpoBe paHAOMI30BaHE, MOJBIMHO

Ciime TOPIBHSJIBHE JOCIHIKEHHS Oe3Me4HOCTI

17§

e(EeKTUBHOCTI OMAJAIMKIIHY Ta MOKCH(]IJIOKCAIMHY, IO 3aCTOCOBYIOTHCS BHYTPIIIHBOBEHHO a0o
NepOPAbHO TPH JIIKYBaHHI JOPOCIHX MAII€HTIB i3 HETOCHMITAIbHOK OakTepianbHoro mHeBMoHiero (111D
daza kniniyanx BUnpoOyBanb)», PTK0796-CABP-19302, pexaxuis 5 Bin 19 mucronana 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTIAJILHICTIO «I1I EC AUI-YKPATHA»

CrnoHcop, kpaiHa

«[Taparex ®@apmacerotikan3 [ukopnopeiten» [Paratek Pharmaceuticals, Inc.], CILIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepasibHoro aupexkropa /lupekropary
(apManeBTHYHOTrO 3a0€3neYeHHsA

IBan 3A/IBOPHUX




JonaTok 23

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510
Inentudikariist cyrTeBoi 3MiHa BiANOBigaIbHOrO aocuignuka y MIIB:
MOTPaBKU byno Crano
3aB. Big. HanOaunsaa T.A. nikap Kigix S.T.

Komynanene  HekomepmiiiHe — mianmpueMcTBO | KomMyHanmbHe — HEKoMepiiiiHE  HiAPHEMCTBO
«O0nacHUi IEHTP OHKOJOTIi», OHKOoyposoriune | «O0macHU LEHTP OHKOJIOTii», OHKOYPOJOTiYHE

BiJUIUJICHHSI, M. XapKiB BiJUIIJICHHS, M. XapKiB
Howmep Ta narta Haka3zy Ne 1207 Bix 25.06.2018
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
Hasga kiiHiyHOTO «Jocnimxennsa 3 ¢a3u ansg ouiHKM epAadiTiHiOy y MOpPIBHSHHI 3 BIH(QIIYHIHOM a0o0 JOLETAKCEJIOM YU
BUNPOOYBaHHS, KO/, neMOpoJi3yMadoM y MAII€HTIB 3 MOIMTUPEHOI YPOTETiaTbHOK KapIHHOMOIO Ta OKPEMUMHU T€HETUIHUMH
Bepcis Ta JaTa abepauisMu penentopiB QaxkTopy pocty (idpobiactiBy, 42756493BLC3001, 3 mnompaBkoro 5 BiA
25.03.2021 p.
3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HBy, benbris
CnoHncop, kpaiHa Succen ®apmanestuka HB, benbris
CynytHi —
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHSI IBan 3A/IBOPHHUX




Jonartok 24

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

BUIIPOOYBaHb»
23.08.2022 Ne 1510
Inentudikariist cyrTeBoi Onosnenuii [Ipotokon kimiHiuHoro BunpooOyBanas IMCY-MS-001, Bepcis 1.1 Bix 25 kBitHa 2022 poky,
MOTPaBKU AHTITIHCHKOI0 MOBOIO
Howmep ta nata Hakazy Ne 475 Big 13.03.2022
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiiniuHOTO «docmimkennss /Il da3u 3 eckanamiero m03u/amanTUBHUM JIU3AHHOM Ui OIIHKMA OE3MEYHOCTI Ta
BUIIPOOYBaHHS, KO/, edextuBHocTi npernapaty IMCY-0141 y namieHTiB 3 penuANBYIOUO-PEMITYIOUUM PO3CISTHUM CKIEPO30M
BepcCis Ta Jara (PP-PC)», IMCY-MS-001, Bepcis 1.0, Bix 01 rpyznst 2021 poxy
3asiBHUK, KpaiHa TOB «(APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina
CnoHncop, kpaiHa IMCIC CA, bensris / IMCYSE SA, Belgium
CynytHi —
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTok 25

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

23.08.2022 Ne 1510

Inentudikariist cyrTeBoi
MIOTIPaBKH

Onosnenuit nmporokon (Bepcis 1.2 Bix 20.06.2022); Ononennit Cunoncuc 1o npotokonry (Bepceis 1.2 Bin
20.06.2022); BriroueHHs! T0JJATKOBUX MiCIlb IPOBEICHHSI KJIIHIYHOTO BUIIPOOYBaHHS:

No I1.1.B. BiAmIOBiJaJIBHOTO JOCHITHUKA
n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS
1 K.M.H. ['apToBcbka LL.P.

Komynansne Hekomepuiiine mianpuemctBo KuiBcekoi obmacHoi panu «KuiBcbkuii obmacHUi
OHKOJIOTIYHHH TUCTIAaHCEeP», IIEHTP TeMATOJIOT1] Ta TPAHCIIAHTAIli1 KICTKOBOTrO MO3KY, M. KuiB

2 K.M.H. KucenmroBa O.A.
Mennunuii nentp «OK!Kninik+» TOB «MikHapoaHUN THCTHTYT KIIHIYHUX JOCTIKEHBY,
CTalllOHapHe BIAIICHHs, BILIN remaTosorii, M. Kuis

3 mikap Ycenko I['.B.
KomyHnanbHe HekomepiiitHe mianpueMcTBo «Micbka KiiHiYHa JikapHsS Ne4y JIHInpoBCbKOT
MICHKO1 paJii, MICbKUW T€MaTOJOTIYHUN IIEHTP, M. J{HIpo

4 3aB. Bia. Pextman I'.b.
KomyHansHe HeKoMepIliiiHe MiANPHUEMCTBO «XMeIbHUIIbKA O0acHa JiKapHs» XMEIbHUIIBKOT
00J1aCHOT paJid, TeMATOJIOTIUYHE BUIIIJICHHS, M. XMEIbHUIIbKUI

5 I.M.H., mpo¢. CiBkouu C.O.

Komynanene HekomepliiiHe mnianpueMctBo «KuiBcbka Michbka KiiHIYHA JikapHs Ne 9y
BUKOHaBUOro oprany KuiBcekoi micbkoi paau (KuiBchkoi MiCBKOI Aep:kaBHOT aaMiHICTparlii),
KuiBchKkuii MICHKUH T€MaTOJOTIYHUN IEHTP Ha 6a31 remarosoriyHoro BixaiieHHs Nel, m. Kuis

6 k.M.H. Kaprabena O.A.
MeauuHuil 1IEHTp TOBapUCTBa 3 OOMEXKEHOIO BIANOBIAANBHICTIO «ApeHcis Excruioparopi

Meniciay, BiAaiI KIIHIYHAX JOCIIIKEHb, M. KUiB




2 MPOJIOBXKEHHS ToAaTKa 25

Homep Ta nata Hakazy Ne 333 Big 17.02.2022

MO?3 11010 3aTBEpIKEHHS

KJIIIHIYHOT'O BUNIPOOYBaHHS

Ha3ga xiiniunOTrO «Binkpute, OaraToeHTpoBe, Mi>KHAPOJHE TOCTIKEHHS €(PEeKTHBHOCTI, O€3MEUHOCTI Ta MEePEeHOCUMOCTI
BUNPOOYBaHHS, KO/, npenapary bioBen, BupoOHuntea TOB «biodgapma I[lmazma», y mopociux NaIi€HTIB 3 XPOHIYHOIO
Bepcis Ta gata NepBUHHOIO iIMyHHOIO TpoMOonurtoneriero (ITII)», 2021-BV-ITP-BP, Bepcis 1.1 Bix 16.09.2021

3asBHUK, KpaiHa TOB «bIOD®APMA TIJTA3BMA», Ykpaina

CnoHcop, kpaiHa TOB «BIO®APMA ITJIA3BMA», Ykpaina

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




