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Bpoiitypa gocnignrka Tiragolumab RO7092284, penakiiis 7, Big kBiTHSI 2022 poOKYy, aHT/TiCHKOI0 MOBOIO;

3MiHa MiCIsl TPOBeIeHHsI K/TiHiUHOr0 BUTIPOOYBaHHST

byno

Craso

J.M.H., ipo¢. Yewyk B.€.
ToBapucTBO 3 0OMEXEHOI BiJIOBiZa/bHICTIO

J.M.H., ipo¢. Yewyk B.€.
MeuuHuil LIeHTP TOBApUCTBA 3 0OMeXeHOH

«MenuuHuii 1LeHTp iMeHi akajgemika FOpis
[TpokorioBuya CriibkeHKa», BIgZil  KIIHIYHUX
npocimimkenb Ne 1, KuiBcbka o6sacth, Kueso-
CBSTOLIMHCHKUM palioH, c. KamiTaHiBKa

3pa30K MapKyBaHHS y BWIJ/Isi OykieTa il MEePBUHHOI i BTOPUHHOI YIAKOBKU [OCIi/KYBaHOTO
ripertapaTy Tuparonymab 600 mr/10 my, Bepcist Bix 02 uepBHs 2022 poKy, YKpaiHCHKOIO Ta aHIJIiCHKOIO
MoBam¥; 3pa30K MapKyBaHHs y BUTJISZL OykseTa [yisi IepBUHHOI i BTOPUHHOI YIIaKOBKH JI0C/Ti/[KYBaHOTO
nperiapaTy Tuparonymab, 1040 wmr/6,5 mn i rianyponimasza, Bepcis Bim 01 uepBHsS 2022 poOKy,
YKpailHCBKOI0 Ta aHI/HCHKOI0 MOBamu; 3pa30K MapKyBaHHs y BUIJIsAAI Oykriera [Jisi TePBUHHOI i
BTOPUMHHOI YTAKOBKH [IOC/TiKYBAaHOTO mperapary ATe3omizymab m/i, 1875 mr/15 mi i riamyponizasa,
Bepcid Bif 01 uepBHsi 2022 poKy, YKpaiHCHKOIO Ta aHIJIIMCHKOK MOBaMH; 3pa30K MapKyBaHHS Y BUTJISAI
Oyk/eTa Jijis TIepBUHHOI i BTOPUHHOI YIAaKOBKU [OC/IHPKYBAHOTO Tperapaty ATe3o/izymad 1200 mr/20
M, Bepcisi Bif 03 yepBHs 2022 poKy, yKpaiHCBKOIO Ta aHIJ/iMCbKOW MoBamu; [lozaTok fo ¢dopmu
iHopMOBaHOI 3ro/ii Ha y4acTb y AOC/i/PKeHHi: 3rojla Ha aJlbTepPHATHUBHI Bi3UTU B paMKaXx JIOC/Ii/I)KeHHsI
MiJ, yac Kpusu B YKpaiHi, Bepcig 1.0 Big 27 uvepBHs 2022 poKy Ha OCHOBI Maucrep Bepcii lozatky zmo
¢opmu iH(pOpMOBaHOI 3rofj¥ Ha ydacTb y [OC/i/)KEHHi: 3rojla Ha ajnbTepHAaTUBHI Bi3UTU B paMKax
JOC/Ii)KeHHs Mif 4Jac Kpusu B YKpaini, Bepcia 2.0 Bix 15 uyepBHa 2022 poKy, YKpaiHCbKOX Ta
aHTTiMCPKOK0 MOBaMU; 3ajlyueHHs [J0JaTKOBOI BUPOOHWUOI [iNSHKU AJisi JOC/IiZ)KyBaHOTO JIiKapChKOTO
3aco0y Arte3omizymab n/mi, 1875 mr/15 mi i rianyponiza3a: Roche Diagnostics GmbH, Sandhofer StralSe
11, 68305, Mannheim, HimeuunHa

BiZITIOBIZJa/IbHICTIO «ApeHcis Excriioparopi
Mepicin», Bigain KJIiHIYHUX JOCTipKeHb, M. KuiB




2 TPOZIOBXKeHH fojartka 1

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2147 Bif 04.10.2021

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

«PA3A Ib, BIOKPUTE, BATATOLUEHTPOBE [JOCJII>KEHHA [OJid BWU3HAYEHHSA
OIITUMAJIBHOI 703 3 METOIO OLIHKU ®APMAKOKIHETUKM, BE3IIEYHOCTI TA
[IEPEHOCMMOCTI IIAMIKIPHOI'O BBEJEHHSI KOMBIHAILII THUPATOJIYMABY 1
ATE3OJ/II3YMABY ¥ IMALIEHTIB 3 MICHEBOIIOLIMPEHMMUN ABO METACTATUUYHUMU
[TYXJIMHAMW», GP43365, Bepcis 4 Big 21 )xoBTHS 2021 poky

3asiBHUK, KpaiHa

TOB «Apencis Exkcriiopatopi Megicin», YKpaiHa

CrioHcop, KpaiHa

@. Xobdmanu-JIa Pom JIta, [Isetitapis / F. Hoffmann-La Roche Ltd, Switzerland

CynyTHi
Marepiaau/mpernaparu
CYIYTHBOI Tepamnii

B.o. renepajsibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX
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3miHa Ha3BU Ta agpecu CrioHCopa:

Byno Crano
«Mepk LWapn eHp Aoym Kopn.», podipHe nignpuemctso | TOB Mepk LWapn eHg Aoym (Merck Sharp & Dohme
«Mepk eHp Ko., IHk.», CLUA, (Merck Sharp & Dohme | LLC).

Corp., a subsidiary of Merck & Co., Inc., USA), Agpeca: 126 Icr JliHkoaeH aBeHro, r/c 2000,
Appeca: Mepk /[lpaiis, 1, niomroBa ckputbka 100, M. | Pageii, Hoto Dxepci, 07065, CIIIA (126 East

Baitrxayc-Creniu, wrar Heto-[bkepci, 08889-0100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ
CIIA (One Merck Drive, P.O. Box 100, Whitehouse | 07065, USA).

Station, New Jersey, 08889-0100, USA)

Bpoirypa mocnigarka Pembrolizumab (MK-3475), Buganns 22 Big 13 TpaBHs 2022 poKy, aHIVIiCHKOIO
MOBOMO; Ykpaina, MK-7339-007, Bepcis 07 Big 05 munusa 2022 p., yKpaiHCbKOIO MOBOMO, iH(popMaLis Ta
JIOKYMEHT TIpo iH(opMOBaHy 3rofy A/ TMalfieHTa, CTBOPeHa Ha OCHOBi ryiobanbHOro 1mabnony aas MK-
7339-007, Bepcis 07 Big 10 uepBHs 2022 p., a TaKOX 111a0/I0OHY, 3aTBep/KeHOro A/l YKpaiHu, BepcCis Bif
27 uepBHa 2022 p. yKpailHCBbKOIO MOBOMX; YKpaiHa, MK-7339-007, Bepcig 02 Bim 05 ymunua 2022 p.,
YKpaiHCbKOIO MOBOIO, iH(opMaliiHu{ /JUCTOK i AOKyMeHT mpo iHpopmoBaHy 3rofy Ha MalOyTHE
GiomenuuHe AOCITiKEeHHS], CTBOPEHHUI Ha OCHOBI TJ100abHOro 11absiony aas MK-7339-007, Bepcis 02 Bifg
06 uepBHs 2022 p., a TakoX I11ab/IOHy, 3aTBep/yKeHOro [ YKpaiHu, Bepcisi Bifg 27 uepBHs 2022 p.
YKpalHCBbKOI0 MOBOM; YKpaiHna, MK-7339-007, sepcisa 01 Big 05 yunHa 2022 p., yKpaiHCBKOK MOBOLO,
iH(opMaLlig Ta JOKYMeHT Npo iH(opMOBaHy 3rofy /1S NaljieHTa Ha HaJlaHHs 3pa3Ka ITyX/IMHHOI TKaHWHH,
CTBOpeHa Ha OCHOBi rnobanpHoro miabmony ans MK-7339-007, Bepcis 02 Bim 10 uepBHs 2022p.;
OHoBJeHi 3pa3Kky MapKyBaHHS JiKapcbKux 3acobiB MK-3475 (Pembrolizumab) Ta MK-7339 (Olaparib):
MK-3475_Kit, Bepcia 2.0 Big 03 uepBHa 2022 poky, aHIVIIMCBKOIO Ta YKpalHCbKOKW MoBamu; MK-
3475_Vial, Bepcis 2.0 Big 03 uepBHsa 2022 poKy, aHI/TiMCBHKOO Ta YKpaiHCcbKor0 MoBamu; Olaparib_Bottle,
Bepcist 2.0 Big 25 Gepesnst 2022 poky, aHIJIIMCBKOIO Ta YKPaiHCHKOIO MOBaMu; 3MiHa BiZMOBifa/ibHOTO
JOC/TiTHUKaA:




TMPO/IOB)KEHHs [joiaTKa 2

byno

CraJso

3aB. LjeHTpoM byxTees /1.C.

KomyHanpbHe ~ HekoMepliiliHe  MiZJNPUEMCTBO
«O6nacHui 1[eHTP OHKOJOTii», 06MacHUi 1[eHTp
Mamouiorii, M. XapkiB

sikap Otyenawm H.M.
KomyHanbHe  HekoMmepLiiiHe  MiZNIPUEMCTBO
«Ob6nacHUl TIeHTP OHKOJOTii», 06/MacHUi 1[eHTp
MamoJiorii, M. XapKiB

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2487 Big 17.12.2019

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«docnimkenns a3y 2 osarmapuby y koMOiHalii 3 memOpostizymaboM y MaijieHTiB 3 paHillle JiKOBaHUM
PO3TMOBCIO/IKEHUM PAaKOM 3 MYTalli€lo reHa y cucTeMi roMosioriudoi pekoMmbiHarjitiHoi perapariii (HRRm)
OHK Ta/abo 3 mopyuieHHsM romosioriyHoi pekombOinanii (HRD) [OHK», MK-7339-007, 3
iHKopriopoBaHoto norpaskoro 04 iz 04 cepniHs 2021 poky

3asBHUK, KpalHa

ToBapucTBO 3 00MeXxeHO0 BinoBiganpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», nouipre nianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX
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Hoparok Ayt YKpaiHu /10 TIPOTOKO/TY KIIiHIUHOTO BUMpPoOyBaHHs, Bepcis 1 Big 20 uepBHsi 2022 poky
aHTTINCHKOI0 MOBOI; MapkyBanHsi 1 ¢dakony 10 mn ypBamymaby (MEDI4736) KonueHtpary st
po3unnHy ans iHdy3ii. 50mr/ma (500 wmr/dnaakoH), Bepcis 2.0 Bix 10 Bepecus 2019p.; MapkyBaHHS
nakyBaHHs1 10 ms1 lypBanymaby (MEDI4736) KonueHTpaTy aisi po3uuHy s iHGy3ii. 50mr/mu (500
mr/dakoH), Bepcist 2.0 Big 10 Bepechst 2019p.; MapkyBanHs 1 diakony 10 ma JypBanymab (MEDI4736)
KonueHtpaT assi po3uuny aas iHdysii. 50mr/ma (500 mr/dnaakon), Bepcisi 1.0 Big 06 TpaBHs 2022p.;
MapkyBannst makyBanHs 10 mn [ypanymab (MEDI4736) KonueHTpar Asisi po3umHy A iHQy3ii.
50mr/mn (500 mr/¢nakon), Bepcist 1.0 Big 06 TpaBHs 2022p.; 3MiHa Ha3BU MicCLisi TIPOBeJieHHS K/TiHIYHOTO
BUIPOOYBaHHS:

bysio Craino

3aB. Bia. [lleBns C.II. 3aB. BiA. [lleBus C.II1.

BiHHUIbKMI 00/1acHUM KTiHIYHWIA OHKOsIoTiuHMY | KoMyHanbHe — HeKoMepliiliHe  TIiATPUEMCTBO
JMcTiaHcep, BifineHHs Ximioreparii, M. Binauis | «[ToaiibCbKUl perioHa/ibHUM LIEHTP OHKOJIOTIT
Binnuipkoi  obmacHoi  Pagu»,  BiggineHHs
ximioTepartii, M. BiHHuLA

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 545 Big 19.05.2017

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«PaHgomi3oBaHe, OaraTorieHTpoBe, BifKpuTe, TOpiBHsMBHe AocmimpkeHHs III dasu s BU3HAUEHHS
edekrtuBHOCTI [lypBasymaby um KombOiHarii [ypBanymaby i Tpemenimymaby y KomOiHarii 3
TJIATUHOBMICHOIO XimioTeparii€ro y repiiii fiHii JiKyBaHHS TMAl[i€eHTiB 3 TIOIMPeHUM JpPiOHOKTITUHHUM
pakowm JiereHiB ([IPJI) (KACIIIAH)», D419QC00001, Bepcis 6.0 Big 16 ciuns 2020 p.

3asiBHUK, KpalHa

TOB «ACTPA3EHEKA YKPATHA»




2 TIPOZIOBXKEHHS 10/ aTKa 3

CrioHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —
Marepianu/mpernaparu
CYIyTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/ieHa Bepcis npoTokoy, Bepcis 4.1 Big 21 6epesnst 2022; OHoBeHa Bepcisi bporypu gocigHuKa
JOCTTi[KyBaHOTO JIiKapchbkoro 3acoby Macituni6, Buganns 2022 v1.0 Big 7 keitHa 2022; OHoBeHa
Indopmarjisi ans marienta ta dPopma iHdopmoBaHoi 3roau, Bepcisi 3.0 Bix 23 rpyans 2021 p
(YKpalHCBKOIO Ta pOCIMCHKOI MOBaMH); BK/HOUeHHSI [OJAaTKOBOTO MiClis TIPOBeJieHHsSl K/iHiUHOTrOo
BUTNPOOYBaHHS:

Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TiAHUKA

/1 Ha3Ba Micuist ipoBe/ieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1. | nikap Jlerka M.B.

KomyHasnbHe  mignpueMcTBO  «PiBHeHChbKWM  OO/lacHMM  Crieljiali3oBaHUM  JUCITaHCep
pajialiiiHOro 3aXMCTy HacejeHHs» PiBHeHCbKOI 00/1acHOI pajiy, 1[eHTP K/IiHiYHOI HeBPOJIOTii
Ta PO3CiSIHOTO CK/1epo3y, M. PiBHe

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 333 Big 17.02.2022

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jjata

«96-TIKHeBe, TIPOCIIeKTUBHe, OaraToljeHTpOBe, paHJOMi3oBaHe, IIOZBiliHe cutirte, TiIaie6o-
KOHTPOJIbOBaHe MA0C/i/pKeHHsS 3 a3y [y TOpiBHSHHS e(peKTMBHOCTI Ta 0e3MeKu TUTPYBaHHS 103U
Macituniby mo 4.5 mr/kr/moby B TmOpiBHSIHHI 3 Tmiauebo Tpu JIiKyBaHHI Mal[i€HTiB 3 TepBUHHO-
MIPOrpecyrurM abo BTOPUHHO-TIPOTPECYOUMM PO3CisiHUM CKjiepo3oM 0e3 3aroctpeHb», AB20009, Bepcis
1.0 Bz 13.08.2021

3asgBHUK, KpaiHa

TOB «Cinepgxu I'pynn Ykpaina»

CrioHcop, KpaiHa

AB Science, ®paHiiis

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii




B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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OHoBnieHa Bepcis bpolrypu AocmigHWKa AOCTIKyBaHOTO JIiKapchbKoro 3acofy MacituHib, BuaaHHS
2022 Bepcis 1.0 Big 7 xBiTHa 2022; BkatoueHHS [JOAATKOBUX MICLb MPOBEAEHHS KJ/IIHIUHOIO
BUTNIPOOYBaHHS:

Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA

/1 Ha3Ba Miciist ipoBe/ieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1 sikap Motpiuyk O.O.

KomyHaneHe HekoMepLiliHe MiANPUEMCTBO
HEBPOJIOTiYHe BifJisieHHs, M. Yepkacu

2 J.M.H., ipo¢. MockoBko C.II.

MeuuHul 1IeHTP TOBapyMCTBa 3 OOMEXKeHOI  Bi/IMOBi/janbHICTIO
«CamoTemM», TiKyBaJbHO-TIPOMiTaKTUUHUN Bifii, M. BiHHMIIS

«[lepmia Yepkacbka MiCbKa JIIKApHS»,

«MeyuHUM  LIEHTP

Howmep Ta fara Haka3sy
MO3 wofo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Big 05.10.2020

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjata

«[IpocniekTiBHe, OaraTolLleHTpOBe, paHJOMi30BaHe, TIOJBiliHe crirme, TUIalle00-KOHTPOIbOBaHE
pocmimkerss 111 ¢as3m B mapanenbHUX TPyIax, 3 METOO OL[iHKM e(eKTUBHOCTI Ta Oe3reky mMaciTuHiOy y
KOMOiHallii 3 puIy30/i0M y MOPiBHSAHHI 3 T/1aieb0 y KoMOiHaIlil 3 puIy30/10M MpH JIiKyBaHHI MAlli€HTIB 3
6iuanM amiotrpodiuaum cknepo3om (BAC)», AB19001, Bepcist 7.2 ROW Biz 23 ceprast 2021

3asiBHUK, KpaiHa

TOB «Cinepgxu ['pynn Ykpaina», YKpaiHa

CnoHcop, KpaiHa

AB Science, ®paHLiis

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. reHepanbHOrO fupeKkTopa Jlupekropary



(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX
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3MiHa BiZIMTOBiaTbHOTO TOC/TiIHAKA MiCIIsl TPOBeZIeHHs] BUPOOOBYBaHHS:

byso Craino

K.M.H. [lynera H.B. K.M.H. OHikieHko O.JI.

KomyHaneHe  HekomepLiiiHe  mianpueMcTBO | KoMyHanbHe — HeKOMepLiiiHe  MiJPUEMCTBO
XapkiBcbkoi obsacHoi pagu «OO6sacHa auTsua | XapKiBcbkoi obmacHoi paau «O6macHa guTsida
KJ/IiHIYHa JIIKapH$», €H/JIOKPUHOJIOTiYHe | K/IiHIYHa JIIKapHS», €H/JOKPHHOJIOTiuHe
Bifi/li/ieHHs 3 Me/[iaTpUYHUMU JIDKKaMU JJis iTeld | BifJineHHs 3 refiaTPUUHUMMU JIDKKaMU [I/1s1 [liTed
3  PpiAKICHMMH  3axXBOPHOBaHHAMM  (L€HTp), | 3  PiJAKICHUMH  3aXBOPHOBaHHAMM  (L|€HTD),
M. XapkiB M. XapkiB

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1265 Big 05.06.2019

Has3sa k/tiHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docmimkenHs: 3 migbopy /[03u A/ OWiHKA edeKTUBHOCTI i Oe3meku 3aCTOCyBaHHSI TIperapary
ComananuraH (somapacitan) OAMH pa3 Ha TWXKJAEeHb y IIOpPiBHAHHI 3 3aCTOCYBaHHSIM [perapaTy
HopaitponiH® (Norditropin®) oavH pa3 Ha AieHb y JiTeld i3 3aTPUMKOIO POCTY, 1[0 Oyl HapoyKeHi
MaJIMMH [ TeCTalliiHOTrO BiKy Ta He Ha3[0THa/M Yy 3POCTi A0 BiKy 2 poKu Ta cTapiue», NN8640-4245,

dinanpHa Bepcis 8.0 Big 08 6epesns 2022 p.

3asgBHUK, KpaiHa

TOB «HoBo Hopgick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Hoparok 7
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3MiHa BiZIMTOBiaTbHOTO TOC/TiIHAKA MiCIIsl TPOBeZIeHHs] BUPOOOBYBaHHS:

byso Craino

K.M.H. [lynera H.B. K.M.H. OHikieHko O.JI.

KomyHaneHe  HekomepLiiiHe  mianpueMcTBO | KoMyHanbHe — HeKOMepLiiiHe  MiJPUEMCTBO
XapkiBcbkoi obsacHoi pagu «OO6sacHa auTsua | XapKiBcbkoi obmacHoi paau «O6macHa guTsida
KJ/IiHIYHa JIIKapH$», €H/JIOKPUHOJIOTiYHe | K/IiHIYHa JIIKapHS», €H/JOKPHHOJIOTiuHe
Bifi/li/ieHHs 3 Me/[iaTpUYHUMU JIDKKaMU JJis iTeld | BifJineHHs 3 refiaTPUUHUMMU JIDKKaMU [I/1s1 [liTed
3  pigKicCHUMU  3aXBOpDIOBaHHSMM  (LIEHTp), | 3 ~ PiJKICHUMU  3aXBOpIOBaHHSIMH  (L|eHTp),
M. XapkiB M. XapkiB

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1016 Big 06.05.2019

Has3sa k/tiHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«ocnimkenHs: eheKTUBHOCTI Ta Oe3meku 3acTocyBaHHsI mperniapaty ComamauuTad (Somapacitan) oauH
pa3 Ha TWXK/eHb Yy MOPIiBHSIHHI 3 II0ZleHHUM 3acTocyBaHHsM nipernapaty HopaitponiH® (Norditropin®) y

Jiteit 3 geditirom ropMmoHy pocty», NN8640-4263, ¢inanbHa Bepcis 7.0 Big 22 motoro 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopgick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. renepa/sibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0€3MeueHHA

Isan 3A/IBOPHUX




HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopMmariifiHuii JTUCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx
BOK/MBUX TMOJil, fKi BI/IMBAalOTb Ha ydyacTb y AociifkeHHi [IHdbopmauiliHuii nucT [1s y4yacHHKA
KJTiHIUHOTO BUTIPOOYBaHHs], Bepcis Ay YKpaiHu Bif 26 6epesHst 2022 poky, YKpaiHCbKOIO Ta POCIHCHKOIO
MOBaMH

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1465 Big 08.08.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpoBe, paHAOMi30BaHe, TMOABiMiHe (ciine, 1UIale00-KOHTPOIBOBAHE  /JOBTOCTPOKOBE
MPOJIOBXKEeHe AOC/Ti)KeHHsT TATPpUMYIoUoi Teparii fAJii BUBUeHHS eQeKTUBHOCTI Ta Oe3rmeuyHoCTi
YnagatutuHiby (ABT-494) y nauientis 3 xBopoboro KpoHa, siki 3aBepiumiu gociimkeHAass M14-431 un
M14-433», M14-430, 3 iHKopriopoBaHUMU AMiHiCTpaTUBHUMU 3MiHamu 5 Ta 6 i [TorpaBkamu 1, 2, 3, 4,
5, 6 Ta 7 Bim 16 muctonazga 2021 poky

3asaBHUK, KpaiHa

«E66Bi Biodapmacbtotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopMmariifiHuii JTUCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx
BOK/MBUX TMOJil, fKi BI/IMBAalOTb Ha ydyacTb y AociifkeHHi [IHdbopmauiliHuii nucT [1s y4yacHHKA
KJTiHIUHOTO BUTIPOOYBaHHs], Bepcis Ay YKpaiHu Bif 26 6epesHst 2022 poky, YKpaiHCbKOIO Ta POCIHCHKOIO
MOBaMH

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 341 Big 26.02.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpOBe, paH/OMi30BaHe, TIO/BiliHe CJiire, I/1a1le00-KOHTPOIbOBaHe 52-THXKHEBE AOCITiPKeHHS
nigTpUMyrodyoi Ta BigKpUTOi TIpPOJOBXKeHOi Tepamii A7 OLIHKA edeKTUBHOCTI Ta 6e3rmeuHoCTi
picaHkizyma0y y maiieHTiB 3 xBopob6or Kpona», M16-000, 3 iHKOPITIOpOBaHUMH aZiMiHiCTPaTUBHUMMU
3miHamu 1, 2, 4 Ta nonpaBkamu 1, 2, 3,4, 5, 6, 7, 8 Ta 9 Bix 26 kBiTHA 2021 pOKYy

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikans I'm6X», I1IBetitjapist

CnoHcop, KpaiHa

AbbVie Inc., USA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/ieHU# TIPOTOKOJ KiiHiuHOTO AocmigxeHHs AC-058B202, pepakuis 12 Big 15 Gepesns 2022 p.;
CHHOIICHC OHOBJIEHOTO MPOTOKO/Y KiiHiuHOTO mocimkeHHs AC-058B202, pepakiis 12 Big 15 Gepe3ns
2022 p., OCTaTOYHMU MepeKaaj 3 aHIJIIMCbKOI MOBM Ha YKpaiHCbKy MOBY Bif 24 uepBHsa 2022 p.;
[Hdopmatiisi A marieHTa Ta Qopma 3roAu Ha yuyacTb Yy JOC/i/PKeHHi ocTatouHa pepakiist 11.0 (ans
YKpaiHCbKMX JOCTIJHULBKUX L|eHTpiB) Bif 17 uepBHA 2022 p., oCcTaTOUHUM Nepekiaz, 3 aHI/IiMCbKOI MOBH
Ha yKpaiHCbKy MOBY Biz 13 nunnsa 2022 p., 0CTaTOUHMM Mepek/iaj 3 aHIJIiCbKOi MOBU Ha POCICBKY MOBY
Bif 13 nunua 2022 p.; bpouypa anis gocaifgHuka 3 npernapaty noHecumos, (ACT-128800), pepakuis 17
Biz 06 TpaBHs 2022 p.; KepiBHULITBO 1110/10 MPOBeAEHHS AOC/III)KeHHS IMiJi YaC 3HaUHUX MOTPSCiHb Bifg 06
TpaBHs 2022 p.

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTolieHTpOBe paH/OMi30BaHe, MOZABIMHO Cjine [JOC/HiJpKeHHs, L0 IPOBOAUTHCS B MapaselbHUX
rpyrax XBOPHX Ha PeLUAVBYIOUMN PEMITYIHOUHM PO3CisIHUN CK/Iepo3 i3 MeTOr BHUBUEHHsS 0e3rneuHoCTi,
MepeHOCUMMOCTI ¥ e()eKTUBHOCTI Tperapary rnoHecumoy, (aronicrta peuenrtopiB S1P1 gy nepopanbHOro
MIpUiOMY) TIPH TPUBAJIOMY 3acTocyBaHHI B zo3ax 10, 20 i 40 mr Ha o0y (ITpOAOBXKEHHS [JOCTi[KeHHs
AC-058B201)», AC-058B202, peaakiiisi 11 Big 04 TpaBHs 2021 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

Axrenion ®apmaceroTikan3 JIta, [lBeiapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopaTok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BU Ta a/ipecy CIIOHCOopa:

byJsio

Cramno

«Mepk Iapnn eHp Hoym Kopm.», gouipHe
nignpuemMctBo «Mepk eHn Ko., Tak.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc.,USA)

Appeca: Mepk [lpatiB, 1, nomroBa ckprHbka 100,
M. Baiirxayc-CreliH, mwtat Hoeto-/Ixepci, CIIA
(One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100,USA)

TOB Mepk Wapn eHg Aoym (Merck Sharp & Dohme
LLC)

Appeca: 126 Icr JliHkosmbH aBeHro, I1/c 2000,
PaBeii, Heto [Ixepci, 07065, CIIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

bpomypa pocnigauka Pembrolizumab (MK-3475), Buganns 22 Big 13 TpaBHs 2022 poky, aHI/IiMCBKOIO

MOBOR; 3MiHa BiJIIOBi1a/IbBHOT0 AOC/IiAHUKA:

Bbysno Craino
3aB. BigginenHsm Ko63es O.1. Jjiikap Jleonosa B.B.
KomyHanbHe HeKoMepIliliHe nignpueMctBo | KoMyHanbHe ~— HeKOMeplliiHe — MiANPUEMCTBO
«O0nacHWiA LIEHTP OHKOJIOTil», OHKOXipypriuHe | «O6iacHU LIEHTP OHKOJIOTii», OHKOXipypriuHe
BiZili/IeHHA ~ OpraHiB  TIpyAHOI  IIOPOXHWUHM, | BiJi/IeHHS  OpraHiB TIpPYAHOI  I[OPOXXKHUHU,
M. XapkiB M. XapkiB

Howmep Ta fata Hakasy
MOQO3 110710 3aTBepyKeHHs
KJIiHIUHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021




2 MPOZIOBXKeHHs fojaTka 11

Has3ga k/iHiyHOTO «Binkpure, paHzomizoBaHe mociimkenHs III ¢asu ayia BuBueHHs (hapMaKOKiHETHMKH Ta 0Oe3reuHOCTi
BUTIPOOYBaHHS, KO/, nemMOposTi3ymMaly [J1st MiJIIKipHOTO BBeZIEHHS MOPIBHSHO 3 1MeMOpoJ1izyMaboM [ijisi BHYTPillTHbOBEHHOTO
BepCid Ta JjaTta BBe/IeHHs, B KOMOiHaLlii 3 /BOXKOMITIOHEHTHOIO XiMioTeparti€lo mpernapataMi IIJIaTUHH, B SKOCTi Tepiioi

miHii Tepamii g yYaCHWKIB 3 MeTaCTaTUYHMM IUIOCKOK/IITUHHMM ab0 HeTUIOCKOK/TiTUHHUM
HeZIpiOHOK/TITHHHUM pakoM JiereHiB», MK-3475-A86, Bepcis 3 iHKOpropoBaHOO mMornpaBkow 04 Bif
31 6epe3nsi 2022 poky

3asiBHUK, KpalHa ToBapucTBO 3 00MekeHOIO BifnoBiganbHicTI0 « MCJI YKpaiHa»

CrnioHcop, KpaiHa «Mepk Ilapn enp Hoym Koprm.», godipHe mignpueMmctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTTeBoi Bporiypa gocstigHuKa [jist 0C/TiKyBaHOTO JTiKapcbKoro 3aco0y ikmeneptuH (BI 425809), Bepcis 12 Bif
TOIpPaBKU 08 uepBHs 2022 poky
Howmep Ta gata Hakazy Ne 1265 Big 23.06.2021

MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «PanziomiszoBaHe, mojBiliHe crine, TUIaleb0-KOHTpo/bOBaHe gocmimkeHHs: I dasu B mapanenpHUX

BUTIPOOYBaHHS, KO/, rpyrmnax [/ OL[iHKH e(eKTUBHOCTI Ta Oe3rmeuHoCTi 3acTocyBaHHs Tipernapaty BI 425809 oauH pa3 Ha 100y

BepcCis Ta jara MpoTsAroM 26-TU)KHEBOTO Tepiofy /iKyBaHHs B mauieHTIB 3 mm3odpenieto (CONNEX-2)», 1346-0012,
Bepcis 1.0 Big 16 rpyans 2020 poky.

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa «bepinrep Iurenpxaiim PIIB I'M6X enp Ko KI'», ABctpis / Boehringer Ingelheim RCV GmbH & Co KG,
Austria

CynyTHi —

MaTepianu/ripernapaTu

CYINyTHBOI Tepariii

B.o. renepansHoro jupekropa /JIupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 13
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 151

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BM Ta aZipecu CIIOHCOpa:

Bbyno

Cramno

«Mepk Iapnn eHp Hoym Kopm.», gouipHe
nignpuemctso «Mepk enzn Ko., Ink.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA),

Appeca: Mepk [lpaiiB, 1, nomroBa ckpuHbka 100,

TOB Mepk Illapn enp Hdoym (Merck Sharp &
Dohme LLC)

Appeca: 126 Ictr JlimkosbH aBeHto, m/c 2000,
Pageii, Heto [Ixepci, 07065, CIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,

M. Bairxayc-Crenmn, wtat Hero-/Ixepci, CHIA
(One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)

3MiHa MapKyBaHHS [OCJi/PKyBaHUX JIiKapchKux 3acobiB: MK- 8189_or_Placebo_and_Risperidone_
or_Placebo_Blisterpack, Bepcis 2.0 Big 07 numnHs 2022 poKy aHI/IIMCBKOK Ta YKpaiHCHKOIO MOBaMW;
3pa3oK CIpOLeHOro MapKyBaHHsI 3apeeCcTpOBaHOIo B YKpaiHi /ikapcbKoro 3acoby, sikMii 3aCTOCOBY€EThCS
B KiiHiuHOMY BunpoOyBanHi MK-8189-008, Bepcis 2.0 Big 05 mamast 2022 p., yKpaiHCHKOI0 MOBOIO

USA)

Howmep Ta faTa Haka3sy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 422 Bipn 10.03.2021

Hasga k1iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«Panziomi3oBaHe, no/BifiHe-cJiine, 3 m1aneb0 Ta aKTUBHUM KOHTPOJIEM JIiIKyBaHHS AoCTipkeHHs 26 da3u
edeKTUBHOCTI Ta 6e3neuHocti MK-8189 y maijieHTiB 3 rocTpuM eriizozioM iu3odpenii», MK-8189-008, 3
iHKopriopoBaHoto nornpaskoro 03 Bif 17 rpygua 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBiganpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn Exp Joym Kopr.», nouipHe nianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/rpernaparu
CYMyTHBOI Tepariii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3miHa Ha3BU Ta agpecu CrioHCopa:

byJsio

Cramno

«Mepk Iapnn eHp Hoym Kopm.», gouipHe
nignpuemMctBo «Mepk eHn Ko., Tak.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA), Anpeca: Mepk /[lpaliB,

TOB Mepk Ilapn ena Hoym (Merck Sharp &
Dohme LLC). Azpeca: 126 Ict JIiHKO/BH aBeH!o,
n/c 2000, PaBeli, Heto [Ixepci, 07065, CILIA (126
East Lincoln Ave., P.O. Box 2000, Rahway, NJ

1, momrtoBa ckpuHbka 100, M. Baiitxayc-Creiims, | 07065, USA)
wrat Hero-bkepci, 08889-0100, CIIIA (One

Merck Drive, P.O. Box 100, Whitehouse Station,

New Jersey, 08889-0100, USA)
bpomypa pocnigauka Pembrolizumab (MK-3475), Buganns 22 Big 13 TpaBHs 2022 poky, aHI/IiMCBKOIO
MOBOIO; YKpaiHa, MK-3475-587, Bepcist 02 Big 12 numnus 2022 p., yKpaiHCbKOI MOBORO, iH(opMallis Ta
JIOKYMEHT Ipo iH(pOopMOBaHY 3rofly J/is TaljieHTa, CTBOpPeHa Ha OCHOBI riobanbHoro 1absony MK-3475-
587_AMO1, Bepcist 1.04 Bix 10 uepBHs 2022 p., a TaKOXK 11a0/IOHY, 3aTBEPKEHOTO AJIsT YKpaiHu, BepCist
Bizg 27 uepBHs 2022 p. yKpaiHCbKOK MOBOW; YKpaiHa, MK-3475-587, Bepcia 02 Big 12 nunusg 2022 p.,
POCilicbKOI0 MOBOIO, iH(opMallis Ta JOKYMeHT mpo iH(OpMOBaHy 3rofy [/ Malli€eHTa, CTBOpeHa Ha
OCHOBi TyI06asmpHOrO 11abmony MK-3475-587_AMO1, Bepcis 1.04 Bix 10 uepeHs 2022 p., a TakoX
1m1ab/I0Hy, 3aTBepyKeHOro /sl YKpaiHu, Bepcis Bif 27 uepBHS 2022 p. poCilicbKOIO MOBOIO; YKpaiHa,
MK-3475-587, Bepcist 01 Big 12 nunusa 2022 p., ykKpaiHCBbKOIO MOBOO, iH(opMallis Ta JOKYMEHT Mpo
iHpopMOBaHy 3rofly [/ TALi€HTIB, sIKi MepeOyBarOTh Ha CIIOCTEpPe)KeHHi /s OLIIHKKA BW)KUBAHOCTI,
CTBOpPEHa Ha OCHOBIi ry106ampHOro mabnony MK-3475-587, Bepcis 01 Big 10 uepBHsa 2022 p.; YKpaiHa,
MK-3475-587, Bepcis 01 Big 12 jgumnHs 2022 p., pociiicbkoro MOBOI, iH(opMallisi Ta AOKYMeHT TIpO
indbopmoBaHy 3rofly /s TAlli€HTiB, SKi mepeOyBalOThb Ha CIIOCTEPEXXEHHi [/ OLIIHKM BW)KUBAHOCTI,
CTBOpEHA Ha OCHOBI ry100anbpHOTO mabmony MK-3475-587, Bepcis 01 Big 10 uepBust 2022 p.




2 TPOJIOBXKEeHHA ojaTtka 15

Howmep ta fata Haka3y Ne 1326 Big 02.07.2021

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «bararorieHTpoBe, BigKpuTe, po3mpene poctimpkeHHs 111 ¢a3u Ay BUBUEHHS TOBrOCTPOKOBOI Oe3reku

BUTIPOOYBaHHs, KO/, Ta e(eKTUBHOCTI y yUaCHHKIB 3 PO3MOBCIOKeHUMU MyXJWHAMH, sKi y JaHWUN uyac riepeOyBaioTh Ha

Bepcis Ta JjaTa MiKyBaHHi abo TIifi CrIoCTepeXKeHHSIM Y TOC/Ti/IXKeHHi i3 3aCTOCyBaHHSAM reMOpostisymady», MK-3475-587,
BepCist 3 iHKopriopoBaHoro nonpaBkoro 03 Bifg 19 kBiTHg 2021 poky

3asgBHUK, KpaiHa ToBapucTBO 3 0O6MekeHOr0 BifnoBiganbHicTIO « MCJI YKpaiHa»

CrnioHcop, KpaiHa «Mepk apn eng Joym Kopr.», gouipHe nianpuemctso «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3MeueHHsA IBan 3A/IBOPHUX




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3miHa Ha3BU Ta agpecu CrioHCopa:

byJsio Craso
«Mepk Wapn eHg doym Kopn.», godipHe nignpuemctso | TOB Mepk LWapn eHa Ooym (Merck Sharp & Dohme
«Mepk eHp Ko., IHk.», CLWWA, (Merck Sharp & Dohme | LLC),

Corp., a subsidiary of Merck & Co., Inc., USA), Appeca: 126 Icr JliHkonabH aBeHto, m/c 2000,
Appeca: Mepk [lpaiis, 1, nowrosa ckpunbka 100, | Papeii, Hbio [Dkepci, 07065, CIIIA (126 East

M. Baiitxayc-Crediu, mrat Hero-/xepci, 08889- | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
0100, CHIA (One Merck Drive, P.O. Box 100, USA).

Whitehouse Station, New Jersey, 08889-0100,
USA).

Bpourypa pocnigavka Pembrolizumab (MK-3475), Buganns 22 Big 13 TpaBHs 2022 poKy, aHIVIiCHKOIO
MOBO10; YKpaiHa, MK-3475-A18/ENGOT-cx11/GOG-3047, Indopmaliis Ta JOKyMeHT Npo iHPOpMOBaHYy
sroAy A nauieHta, Bepcig 3.02 Bing 12 ymnug 2022 p., yKpaiHCBKOK MOBORO; YKpaiHa, MK-3475-
A18/ENGOT-cx11/GOG-3047, Indopmatiis Ta JOKyMeHT Npo iHGOpMOBaHy 3rofly [/1s MaLji€eHTa, Bepcis
3.02 Bix 12 nunuHs 2022 p., pociiiceKoro MOBOw; YkKpaiHa, MK-3475-A18/ENGOT-cx11/GOG-3047,
IHdopMaLiiiHui TMCTOK i ZOKYMEHT Ipo iHOpPMOBaHy 3rofly Ha MalOyTHE OiomeguuHe AOCITiIKeHHS,
Bepcig 02 Big 12 ymnug 2022 p., yKpaiHCbKOO MOBOM; YKpaiHa, MK-3475-A18/ENGOT-cx11/GOG-
3047, IndopmaniiiHuii JUCTOK i AOKyMeHT Tipo iH(GOpMOBaHy 3rofly Ha MaiOyTHe OiomeguuHe
JociipkenHs, Bepcia 02 Bix 12 munaa 2022 p., poCikCbKO0 MOBOR; 3pa3skv MapKyBaHHS JOCIiKYyBaHOIO
nikapcekoro 3acoby MK-3475: MK-3475_Kit_R, Bepcis 2.0 Big 26 kBiTHa 2022 p., aHIJiiCbKOIO Ta
ykpaiHcbkor0 MoBamu; MK-3475_Vial_R, Bepcis 2.0 Big 26 kBiTHa 2022 p., aHI/IiMCbKOIWO Ta
YKpalHCbKOIO MOBamM; 3pa30K CIPOILEeHOr0 MapKyBaHHS 3apeecTpOBaHOrO0 B YKpaiHi J1iKapcbKOro
3aco0y, SIKWH 3aCTOCOBYEThCS B KiiHiuHOMY BuripoOyBaHHi MK-3475-A18/ENGOT-cx11/GOG-3047,
Bepcid 2.0 Bix 12 nurHdg 2022 p., yKpalHCBKOI0 MOBOO




2 TPOJIOBXKEeHHA ojaTtka 15

Howmep ta fata Haka3y Ne 1468 Big 26.06.2020

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «PanziomizoBane, mozBiliHe ciinme gocmimkeHHs I ¢as3m  ximiopazgiorepamii y KomOiHarjii 3

BUNPOOYBaHHs, KOJ, nembposisymabom abo 6e3 HbOro /s JiKyBaHHs JIOKaJbHO PO3IMOBCIO)KEHOTO PaKy IIWMKM MaTKU 3

Bepcid Ta fjaTa BucokuM cryneHeM pusuky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», MK-3475-A18/ENGOT-
cx11/GOG-3047, 3 inkopriopoBaHoto 1rornpaBkoro 03 Biz 18 6epesns 2022 poky

3asgBHUK, KpaiHa ToBapucTBO 3 0O6MekeHOr0 BifnoBiganbHicTIO « MCJI YKpaiHa»

CrnioHcop, KpaiHa «Mepk lapn Exp Joym Kopr.», nouipHe nianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3MeueHHsA IBan 3A/IBOPHUX




HonaTok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 151

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3miHa Ha3BU Ta apecu CrioHCopa:

byJsio Craso

«Mepk Illapnm eny [oym Kopm.», pgouipre | TOB Mepk LWapn enp foym (Merck Sharp & Dohme

nignpuemMctBo «Mepk eHn Ko., Tak.», CIIA, LLC).

(Merck Sharp & Dohme Corp., a subsidiary of | AAPeca: 126 Icr JlinkonmbH aserto, n/c 2000,
Merck & Co., Inc., USA), PaBeii, Heto [Ixepci, 07065, CIIIA (126 East

Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,

eca: Mepk /[lpaii, 1, nmomroBa ckpuHbKa 100,
Azp pK [Ip p USA).

M. Baiitxayc-CretimH, wtat Heto-Ixepci, 08889-
0100, CHIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,

USA).

Bpoiiypa mocnigarka Pembrolizumab (MK-3475), Buganns 22 Big 13 TpaBHs 2022 poKy, aHIVIiMCHKOIO
MOBOI0; YKpaiHa, MK-7339-006, IHdopMmaliisi Ta JOKyMeHT Tpo iHpOopMOBaHy 3roAy AJis MaljieHTa, Bepcis
5.01 Big 12 nunnsa 2022 poKy, yKpaiHChKOK MOBOIO; YKpaiHa, MK-7339-006, Indbopmaiiis Ta 1O0KyMeHT
rpo iHbopMoBaHy 3rofy A/s mnaijieHTa, Bepcisi 5.01 Big 12 ymunHsa 2022 poky, pociiicbKOl MOBOI; 3pa3Ku
MapKyBaHHS OC/Ti/PKyBaHUX JliKapcbkux 3aco0iB MK-3475 ta Olaparib: MK-3475_Kit, Bepcis 2.0 Big 21
yepBHs1 2022 p., aHITiMCBKOIO Ta yKpaiHCbKO MoBamu; MK-3475_Vial, Bepcis 2.0 Big 21 uepBHs 2022
p., aHTJIifiCbKOIO Ta yKpaiHchbKoto MoBamu; Olaparib_Botle, Bepcis 2.0 Big 08 nurHs 2022 p., aHT/IiACBKO0
Ta YKpalHCbKOK MOBaMH; 3pa30K CIIPOLLEHOr0 MapKyBaHHs 3apeeCTPOBAHOr0 B YKpaiHi J1iKapCbKOro
3aco0y, sIKHM 3aCTOCOBYEThHCS B KiIiHiuHOMY BUIpoOyBanHi MK-7339-006, Bepcis 2.0 Big 12 murHs 2022
pP., YKpPaiHCBKOIO MOBOK; 3MiHa KUIBKOCTI [JOC/TipKyBaHMX B YKpaiHi 3i 125 pgo 120; 3miHa
BiZINOBIJa/IBHOTO AOC/IiJHHKA:

byso Crano

3aB. BigginenHsm Ko63es O.1. sikap Jleonosa B.B.

KomyHanbHe ~ HekoMepliiiHe — mianpuemctBo | KomyHanbHe — HekoMepljiliHe — MiJTIPUEMCTBO
«ObsacHUN 1EHTP OHKOJIOTii», OHKOXipypriuHe | «O6/laCcHUI 1LIEHTP OHKOJOTii», OHKOXipypriuHe
BiZili/IeHHsA ~ opraHiB  TIPYAHOI  IIOPOXHUHM, | BiJJi/IeHHA  OpraHiB TIpPyAHOI  IOPOXKHUHHU,
M. XapkiB M. XapKiB




2 TPOJIOBXKEeHH lojaTka 16

Howmep ta fata Haka3y Ne 1593 Big 09.07.2019

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga k/1iHiyHOTO «docnimkenns 111 da3u ans mem6bpostizymaby y KombiHaljii 3 mieMeTpekceZioM / TperapaToM IJIaTHHU
BUTIPOOYBaHHSI, KO/, (kapbortaTiH abo0 LMCIUIATMH) 3 T[OAA/IbIIMM BBeJeHHsAM TmieMOposizymaOy y KoMOiHarjii 3
BepCid Ta JjaTta MiATPUMYOUMM JIIKyBaHHSIM OJiariaprOoM abo remMeTpeKce/loM B SIKOCTi Tepartii mepiioi /TiHii y TaiieHTiB

i3 MeTacTaTUUHUM HEIUIOCKOK/IITUHHUM He/piOHOKJTITHHHUM pakoMm JiereHiB», MK-7339-006, 3
iIHKOpnopoBaHoto nornpaBkoro 05 Bif 23 rpyaHs 2021 poky

3asgBHUK, KpaiHa ToBapuCTBO 3 00MeXkeHOr0 BifnoBizanbHicTI0 « MCJT YKpaiHa»

CnoHcop, KpaiHa «Mepk Illapn Exg Joym Kopmn.», gouipne nignpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3AIBOPHUX




Hopmatok 17

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTreBoi 3MiHa Bi/IITOBiIaIbHOTO TOC/TiIHMKA Y MiCIli TTPOBeIeHHsI K/TiHiYHOTO BUIPOOYBAHHS :
TIOIIPaBKU byno Crasno
3aB. Big. Hanbangsn T.A. nikap Kigix f.T".

KomyHanbHe ~ HekoMepliiiHe — mianpueMmcTBo | KomyHanbHe — HekoMepLiliHE — MiJTIPUEMCTBO
«O0siacHUN 1LIEHTP OHKOJIOTii», OHKOypoJoriuHe | «O06slacHUI LIEHTP OHKOJIOTil», OHKOYpOJIOTiuHe

BizitisieHHs1, M. XapKiB BifisieHHs1, M. XapKiB
Howmep Ta gata Hakazy Ne 636 Big 22.03.2019
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS
HasBa kiiHiuHOTO «PangomizoBaHe, m1arie60-KOHTPO/IbOBaHe, TO/BiMHe clinle K/iHiUHe qociipkeHHs 3 ¢a3u IperapaTy
BUTIPOOYBaHHs, KO/, Hipanapu6 y kombiHarjii 3 AbGiparepoHa Aneratom Ta IlpesHi3oHOM y mopiBHSHHI 3 AbGiparepoHa
BepCisi Ta jara Auneratom Ta [IpegHi30HOM AJid JiKyBaHHS TaLi€EHTIB 3 MeTaCTaTUYHUM PAaKOM MepeAMiXypoBOi 3a/1031»,
64091742PCR3001, 3 nornpaskoto 6 Big 30.09.2021 p.
3asiBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», bensrisa
CnoHcop, KpaiHa «IHCCEH ®APMALIEBTUKA HB», benbris
CynyTHi —
MaTepianu/ripernapaTu

CYINyTHBOI Tepariii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HopmaTok 18

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTreBoi Hopartok 1 no Bpomypu gociigHuka 3 npenapaty ManuTenTas, Bif, 27 aunHs 2022 poky
TIOTpPaBKU
Howmep ta fata Hakasy Ne 2006 Big 02.10.2019

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO BararolieHTpoBe, OHOTPYyTIOBe, BiJKpUTe, JOC/i/[)KeHHs 3 OLIiHKWA JOBrOCTPOKOBOI Oe3reKku rperapary
BUTIPOOYBaHHS, KO/, MauuTeHTaH y MaLji€eHTIiB 3 JlereHeBOIO TilepTeHsi€lo, AKi paHillle JiKyBa/lIucs IperapatoM MaljMreHTaH B
Bepcid Ta jarta kiiHiyaux gocnimpkenHsax (UMBRELLA), AC-055-314, cxsanena Bepcis 8 Big 05 ceprinst 2021 poky
3asiBHUK, KpaiHa ToBapucTBO 3 06MeXeHOI0 BifnoifansHicTI0 «JIABKOPII K/ITHIKAJI IEBEJIOIIMEHT YKPATHA»
CrioHcop, KpaiHa AxTtenion @apmackrotikanc JIta. [Actelion Pharmaceuticals Ltd], [LIBetijapis

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopatok 19

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTreBoi Bbpourypa pocnignvka SIMPONI (golimumab), Buganns 23 Big 23.05.2022 p.; Po3’scHeHHs [0

TI0IIpaBKU MIPOTOKOJTy KiliHiyHOTO BUNpo6yBaHHs Bif 01.06.2022 p.

Howmep Ta fara Haka3zy Ne 2237 Biz 18.10.2021

MO3 o0 3aTBepAKeHHSs

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «bararorieHTpoBe, paHiOMi30BaHe, TIO/IBiliHe CJlire, TU1aleb0 KOHTPOIbOBaHe KITiHIUHe JOC/TiMKeHHs 2a

BUTIPOOYBaHHS, KO/, dasu a1 OMiHKK edeKTUBHOCTI Ta 0e3MeuHoCTi Tpu3HAueHoi IAIKipHO KOMOiHOBaHOI Teparrii

Bepcis Ta jarta rycenbkyMaOy Ta rojiMyma0y y Talli€HTiB 3 aKTMBHUM TcopiaTiuHuM aptputom», CNTO1959PSA2003,
3 nonpaBkoro 1 Bifg 06.10.2021 p.

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

CrioHcop, KpaiHa «IHCCEH ®APMAIIEBTUKA HB», Benbris

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 20

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTreBoi Bpourypa gocnignuka OmnikarioHy (BIA 9-1067), Buganusi 14.0 (enektpoHHa Bepcisi 4.0) Big 20 yepBHs
TIOTIPaBKU 2022 poKy, aHT/1iCbKOI0 MOBOO
Howmep Ta fara Haka3zy Ne 1722 Big 11.08.2021

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «PangoMi30BaHe, To/BiliHe Clitie, TUIale00-KOHTPObOBaHe AOC/ifKeHHsT ¢a3u III B TapanenbsHUX
BUTIPOOYBaHHS, KO/, rpymnax Jjisi OL[iHIOBaHHs e(eKTHUBHOCTI Ta 0e3MeuHOCTi OIKaroHy sIK AofaTka Ao ctabisibHOi Teparii
Bepcid Ta jarta neBogoror0 (L-mororo) B KoMmbiHarii 3 iHribiTopom poma-pekap6okcwiasu (IJAK) y marieHTiB i3

MOYaTKOBOKO CTAJi€r0 ifionaTuuHoi xBopoOu IlapkiHCOHA; 3 BiKPUTUM [0OJATKOBUM ZOCTiPKEHHSIM»,
BIA-91067-303, Bepcis 2.0 3 iHKOpriopoBaHO0 1ornpaBkoro 1 Big 16 motoro 2021 poky

3asiBHUK, KpaiHa [TignpremcTBo 3 100% IHO3€MHOIO iHBECTULIE€rO «AVK’IOBIA PZIC Ykpaina»
CrioHcop, KpaiHa BIAL — Portela & Ca, S.A., Portugal

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 21

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa BiiNOBifAaMbHOrO AocaigHka y MIIB:

byno

CraJso

3aB. Big. Hanbangsn T.A.

KomyHanbHe ~ HekoMepLiiliHe — MiZANIPUEMCTBO
«O06nacHWiA LIEHTP OHKOJIOTii», OHKOYPOJIOTiuHe
BizitisieHHs1, M. XapKiB

nikap-onkovior Kigik fA.I°

KomyHanbHe ~— HekoMepLiiiHe — MiZIPUEMCTBO
«Ob6nacHuii LeHTP OHKOJIOTii», OHKOYpOJIOTiUHe
BifisieHHs1, M. XapkKiB

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2777 Big 02.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomisoBane, miaie00-KOHTPOJIbOBaHe, MO/BiMHe Ciline KiiHiuHe Joc/imkeHHs 3 (a3u mpernapary
Hipanapu6 B kom0iHarlii 3 abipaTepoHa arjeTaToM Ta MpeZHi30HOM y TIOPiBHSHHI 3 abipaTepoHa alietaTomMm
Ta MpeJHI30HOM [/If JIIKyBaHHS IalLli€HTIB 3 MeTaCTaTUYHHWM KacTpaT-uyT/MBUM pPakoOM IlepeaMixXypoBoi
3an03u (MCSPC) 3i 1mIKifMBO0O repMiHaIBbHOI ab0 COMAaTUYHOI MYTAIli€l0 T'eHiB, 110 BiANOBiga0Th 3a
perapariito IIssxoM romosoriuHoi pekombiHarii (HRR)», 67652000PCR3002, 3 IlompaBkoto 2 Bif

25.10.2021 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 22

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Bi/IITOBiIaTbHOTO TOC/TiTHMKA Y MiCIli TPOBeIeHHsI K/TiHIUHOT0 BUIPOOYBaHHSI:

byno

CraJso

I.M.H., ipod. Hmmna JI.O.

HepxaBHa ycraHoBa «HallioHanbHUM  iIHCTUTYT
¢drusiatpii i nynemonosorii iM. @.I'. fIHOBCbKOrO
HauionanbHOi akazemii MeIUUHUX HAyK YKpaiHW»,
BiJZli/IeHHs1  [[larHOCTMKH, Tepamii Ta KJ/IHIYHOI
(apmakoJiorii 3aXBOpIOBaHb JiereHb, M. Kuis

K.M.H. MockaneHko C.M.

HepkaBHa ycraHoBa «HallioHanbHUIT — iHCTUTYT
¢usiatpii i mymemononorii iMm. ®.I. SIHOBCBKOTrO
HanionanbHoi akazemili MeIUUYHMX HayK YKpalHW»,
Bifili/IeHHs1  [[iarHOCTMKM, Tepamii Ta KJIiHIYHOI
(apmakosorii 3aXBoproBaHb jiereHb, M. KuiB

Howmep Ta fata Hakasy
MOQO3 110710 3aTBepyKeHHs
KJIiHIUHOTO BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

Hasga k1iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«baraToLeHTpoBe paHJ0Mi30BaHe,

MOJBIAHO (CJliTle TMOpIBHSA/IBHE AOCTIHKeHHST 0e3revyHoCTi

71

eeKTUBHOCTI OMaJalMK/IiHy Ta MOKCU(DIOKCAL[MHY, M0 3aCTOCOBYIOThCS BHYTPIIHBOBEHHO abo
nepopasbHO TIpU JIIKyBaHHI JOPOC/IMX TALi€HTIB i3 HErocritajbHOW OakTepiasbHOIO THeBMOHiew (IIIb
da3za kiiHiuaMx BUNpoOyBanb)», PTK0796-CABP-19302, pemakiiist 5 Big 19 mcronaza 2020 p.

3asaBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITTIOBITAJIBHICTIO «I11 EC AI-YKPATHA»

CnoHcop, KpaiHa

«[Taparek ®apmacstoTikan3 [Hkopriopetiten» [Paratek Pharmaceuticals, Inc.], CIIIA

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 23

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa BiiNOBifAaMbHOrO AocaigHka y MIIB:

«O06nacHWiA LIEHTP OHKOJIOTii», OHKOYPOJIOTiuHe
BizitisieHHs1, M. XapKiB

bysio Crano
3aB. Big. Hanbangsn T.A. nikap Kigix f.T".
KomyHasnbHe ~ HekoMepliitiHe  mignpuemcTBo | KomyHanbHe — HeKoMeplLiiliHe  TMiATPUEMCTBO

«Ob6nacHuii LeHTP OHKOJIOTii», OHKOYpOJIOTiUHe
BifisieHHs1, M. XapKiB

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1207 Big 25.06.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docnimkenns: 3 ¢a3um [y owiHKu epadiTiHiOy y mopiBHsSHHI 3 BiH(yHiHOM abo [JOLleTaKCeJIOM UM
1eMOpoJ/1i3yMaboM y MaliEHTIB 3 TIOIIMPEHOI0 YPOTeTiaTbHOK KapLUHOMOIO Ta OKPEMUMH T'eHeTUYHUMHU
abepatisimu perieritopiB  aktopy pocty ¢(ibpobsactiB», 42756493BLC3001, 3 mompaBkowo 5 Bif

25.03.2021 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

Auccen ®apmanieBtrka HB, benbris

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartok 24

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTreBoi Onosnenuti [Tporokosn kminiuHoro BurnpoOyBanHsi IMCY-MS-001, Bepcist 1.1 Bix 25 kBiTHs 2022 poky,
TIOIIPaBKU aHIJIIICBKOK MOBOIO
Howmep Ta fara Haka3zy Ne 475 Big 13.03.2022

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3Ba kiHiyHOrO «docmimkenns: 1/11 ¢asu 3 eckanaijiero [A03W/afalTUBHUM JW3alfHOM i OLIIHKM 0e3revyHocTi Ta
BUTIPOOYBaHHS, KO/, edektrBHOCTI nperapaty IMCY-0141 y maijieHTiB 3 peliUIMBYIOUO-PEMITYIOUMM PO3CISIHUM CKJIepO30M
Bepcid Ta jarta (PP-PC)», IMCY-MS-001, Bepcis 1.0, Big 01 rpygus 2021 poky

3asBHUK, KpaiHa TOB «APEHCIA EKCIIVIOPATOPI ME/JICIH», Ykpaina

CrioHcop, KpaiHa IMCIC CA, Bensrisa / IMCYSE SA, Belgium

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopmatok 25

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

23.08.2022 Ne 1510

InenTudikatiis cyTreBoi
TIOTIPaBKU

Omnosnenuii mpotokon (Bepcis 1.2 Big 20.06.2022); OHonenuii CuHomncuc 1o npotokony (Bepcis 1.2 Big
20.06.2022); Bk/roueHHsI OAaTKOBUX MiCLlb TIPOBe/IEHHSsI K/IiHIYHOTO BUITPOOYBAHHST:

Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA
/1 HasBa micuis ipoBe/ieHHsT K/TiHiYHOTO BUTIPOOYBaHHS

1 K.M.H. ['apTroBchbKa I.P.
KomyHasibHe HekoMepliiliHe mianpueMcTBo KuiBchkoi o6sacHOi pagu «KuiBcbkuii o6s1acHUM
OHKOJIOTiYHMM AMCIIaHCep», LIeHTP reMaToJIorii Ta TpaHCcrylaHTaLil KicTKoBoro Mo3ky, M. KuiB

2 K.M.H. Kucensosa O.A.
Mepuunnii 1ieHTp «OK!Krinik+» TOB «Mi>KHapoAHUM iHCTUTYT KJIIHIUYHUX [JOC/Ti/I)KeHb»,
cTallioHapHe Bij/isieHHs, Bijzia remaTosiorii, M. Kuis

3 nikap Ycenko I'.B.
KomyHaneHe HekomepLiiiiHe miAnpueMcTBO «Micbka KiiHiuHa jikapHs Ned» JIHINpOBCHKOT
MiCbKOT pajid, MiCbKMI reMaTo/IoriyHui 1eHTp, M. JIHinpo

4 3aB. Bif. PexTtman I'.b.
KomyHasibHe HeKOMepIIiliHe TTiAPUEMCTBO «XMeJIbHUIbKa 00/1acHa JTikapHsI» XMeTbHULIBKOT
00J1aCHOI pajiy, TeMaTo/IOTiuHe BiineHHs,, M. XMeTbHULIbKUN

5 n.M.H., pod. CiekoBuu C.O.

KomyHanbHe HekoMmepljiliHe mniAnpueMcTBo «KuiBcbka MicbKa KiiHiuHa sikapHsg Ne 9»
BUKOHaBUOro opraHy KuiBcbkoi micekoi pagu (KuiBcbKol MickKoOI Aep>kaBHOI afmiHicTpariii),
KuiBCbKMI MiCHKHMI reMaToJ/IoTiuHUH 11eHTp Ha 6a3i reMaTosioriuHoro BiggisieHHs Nel, M. Kui

6 K.M.H. Kapaabeza O.A.
MeauuHui 1IeHTP TOBapUCTBa 3 OOMEXKeHOI0 BiAmoBiganbHICTIO «ApeHcis EkcrtopaTtopi
Megicin», BifJia KJIIHIYHUX JOC/TipKeHb, M. KuiB




TIPOJIOBXKEHHS loJaTKa 25

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 333 Big 17.02.2022

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

«BigkpuTe, bararouieHTpoBe, Mi>KHapOJHe NOCTiHKeHHs e)eKTUBHOCTI, Oe31euHOCTi Ta TIepeHOCUMOCTi
riperiapaTy bioBeH, BupoOHMIITBa TOB «biodapma Ilna3zma», y AOpPOCAMX TAI[iEHTIB 3 XPOHIUHOIO
TIepPBUHHOI0 iMyHHOIO TpoMbOoruToneHieto (ITIT)», 2021-BV-ITP-BP, Bepcis 1.1 Big 16.09.2021

3asiBHUK, KpaiHa

TOB «BIODAPMA TIVTA3SMA», YkpaiHa

CnoHcop, KpaiHa

TOB «bBIODAPMA TIJIA3MA», YKkpaiHa

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepanbHoro aupexkTopa Jlupekropary
(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX



