Hoparok 1

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gocnigavka Pembrolizumab (MK-3475), Buganss 22 Bif 13 TpaBHsi 2022 poKy, aHIVIiHCHKOO
MOBORO; Ykpaina, MK-7339-013, Indopmatiisi Ta JOKyMeHT Npo iHpopMoBaHy 3rofly [/s Malli€eHTa, BepCis
04 Big 30 yepBHsa 2022 p., yKpaiHCbKOIO MOBOK; YKpaiHa, MK-7339-013, Bepcig 1.01 Big 30 uepBHs
2022 p., yKpaiHCBKOI MOBORO, [HOpMaLIiliHu JUCTOK i JOKYMeHT mpo iHhOopMOBaHy 3ro/ly Ha MailbyTHe
GiomenuuHe AOCTiKeHHS; 3pa3ku MapKyBaHHs JOC/I/PKyBaHMX JHiKapChKuUx 3acobiB: MK-3475 Vial,
Bepcis 2.0 Big 01 munHs 2022 poky, aHTJIiACBKOI0 Ta yKpaiHCbKoto MoBamu; MK-3475 Kit, Bepcis 2.0 Bif,
01 nunasa 2022 poKy, aHT/IMCBKOI Ta YKpaiHChKOI MoBamu; Osarlapu6 abo muiarie6o go Omarmapu0y,
Bepcisi 2.0 Big 06 snunHs 2022 poky, aHIJIIACBKOK Ta YKpaiHCbKOIO MOBaMH; 3MiHa Ha3BU Ta afipecu

CnoHcopa:

bYJIO

CTAJIO

«Mepk Wapn eHg Joym Kopn.», AoYipHE NignpueMcTBO
«Mepk eHf, Ko., IHk.», CLUA, (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA).

Appeca: Mepk /lpaiiB, 1, mowroBa ckpuHbka 100,
M. BaiiTxayc-CreiiiH, mtat Hero-/Ixepci, 08889-
0100, CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,

USA)

TOB Mepk LWapn eHa Ooym (Merck Sharp & Dohme
LLC).
Apnpeca: 126 Icr JliHkonbH aBeHto, n/c 2000,
PaBeit, Hoto [Ixepci, 07065, CIIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 80 Big 19.01.2021
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Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgomi3oBaHe, mofBitiHe crine, TMUIalebo-KOHTpobOBaHe gAociimkeHHs [ ¢a3u ans  ouUiHKK
nembponizymadby (MK-3475) y moegHaHHI 3 CyMyTHbOI XiMiOTIDOMEHEBOK) TepaIli€r0 3 TOoJaIbIINM
BBeZIeHHsIM remOpostizymady 3 onanapubom (MK-7339) abo 6e3 HbOro y TIOPiBHSIHHI JIMILIE 3 CYITyTHBOIO
XiMIO[IpOMEHeBOI0 ~ Tepari€ld B  yYaCHUKIB 3  HeIlOJaBHO /iarHOCTOBaHUM  JIOKa/l1i30BaHUM
IpiOHOK/MITHHHUM pakoMm JiereHiB (JIAPJT)», MK-7339-013, 3 iHkopriopoBaHoto monpaBkoo 03 Bix
16 munHst 2021 poky

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBiganbHicTI0O « MCJT YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. resepanbHOro jupeKropa
dapMaleBTUYHOI0 JUPEeKTOpaTy JIrngmuia APKO




Hoparok 2

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gocnigavka Pembrolizumab (MK-3475), Buganss 22 Bif 13 TpaBHsi 2022 poKy, aHIVIiHCHKOO
MOBOI; YKpaiHa, MK-3475-B61, iHdopmaljisi Ta AOKyMeHT Mpo iH(QOpPMOBaHy 3rofy [Js Malli€HTa,
Bepcig 1.02 Big 20 nunHsa 2022 poky, yKpaiHCbKOIO MOBORO; YKpaina, MK-3475-B61, indopmatiis Ta
JIOKyMeHT TIpo iHdopMoBaHy 3roay Ajsi maijieHta, Bepcis 1.02 Big 20 numHsi 2022 poKy, poCiiCbKOO
MOBOI0O; 3pa30K MapKyBaHHS JOCTiPKyBaHOTO Jiikapcbkoro 3aco0y Lenvatinib_Bottle Bepcist 2.0 Big 13
munHg 2022 p., aHI/IMCBKOK Ta yKpaiHCbKOK MoOBamM; 3pa30K CIIpPOLEHOr0 MapKyBaHHS
3apeeCcTPOBAHOrO B YKpaiHi iKapChbKOro 3aco0y, sIKM 3aCTOCOBYEThCS B K/TiHIYUHOMY BUIIPoOyBaHHI MK-
3475-B61, Bepcis 2.0 Bif 27 munHa 2022 p. yKpaiHCBKOI MOBO; 3MiHa Ha3BM Ta a/ipecu
CnoHcopa:

bYJIO CTAJIO

«Mepk Wapn eHg Joym Kopn.», AoYvipHE NignpueMcTBo
«Mepk eHf Ko., IHk.», CLIA, (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA).

Appeca: Mepk /lpaiiB, 1, mowtoBa ckpuHbka 100,
M. Baiitxayc-CretimH, wtat Heto-Ixepci, 08889-
0100, CHIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

TOB Mepk LWapn eHag Ooym (Merck Sharp & Dohme
LLC).
Apnpeca: 126 Ict JliHkonbH aBeHro, n/c 2000,
PaBeit, Hoto [Ixepci, 07065, CIIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

3MiHa Bi/INOBIIA/ILHOTO AOC/TiTHUAKA:

BYJIO CTAJIO
3aB. Bix. Hanbanasna T.A. mikap Kigix S.T7.
KoMmyHanbHe  HekomepliiiiHe  miAnpueMcTBO | KomyHasibHe HeKOMepLliliHe MiAIPUEMCTBO

«O6siacHUI LIEHTP OHKOJIOTii», OHKOYpOJIOTiuHe

BifmiseHHs1, M. XapkiB

«O06sacHUM 1]eHTP OHKOJIOTii», OHKOYpOJIOTiuHe
BifzisieHHs1, M. XapKiB
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Howmep ta faTa Hakasy
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«Bigkpure kniniune gocaimkenns 11 ¢a3wm, 1110 MPoBOAUTLCS B OZHIM TPy AJiA OL[iHKUA TIeMOpoJtizymaly
B KOMOiHarlii 3 jieHBaTMHIOOM B SIKOCTi TIEpIIOi JIiHil JIIKyBaHHS B YYaCHUKIB 3 PO3MOBCIO/PKEHON /
MEeTacTaTUYHOI0  HECBIT/IOKMITUHHOK  HHPKOBO-KJITUHHOIO  KapuuvHomor  HUpKA  (HcKHKKH)
(KEYNOTE-B61)», MK-3475-B61, 3 inkopriopoBaHoto nornpaBkoro 02 Biz 25 ceprHsi 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXXeHOI0 BifnoBifampHicTI0 « MC/] YKpaiHa»

CrioHcop, KpaiHa

«Mepk llapn Exg Joym Kopm.», gouipse nianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. resepanbHoOro jupekropa
®apManeBTUYHOI'0 AUPEKTopaTy JIrvoamuiaa APKO




HonaTok 3

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[TomoB)KeHHsT TepMiHY MPHATHOCTI JOC/IiZKYBaHOTO JiKapchkoro 3acody AMT-101, TabsieTku, BKpUTI
KHIITKOBOPO3UMHHOIO 000/I0HKOI0, 3 M 3 24 10 36 MicsriiB

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

Ne 762 Big 20.04.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe paH/[0Mi30BaHe MJiale00-KOHTPOIbOBaHe TO/BiliHe cirme mocsipkeHHs (a3u 2a, 1o
MIPOBOJIUTHCS B TapasielbHUX Tpymnax [Jisi BHBUYeHHsI e(eKTUBHOCTI Ta 0e3reyHoCTi MepopasbHOro
3acTocyBaHHsi Tiperiapaty AMT-101 y maijieHTiB i3 BHUPa3KOBUM KOJTOM CepefHbOr0 ab0 TSHKKOTO
crynens», AMT-101-202, sepcis 4.0 Big 12 kBiTHs 2022 p.

3asiBHUK, KpaiHa

TOB «biomanac», YKpaina

CnoHcop, KpaiHa

«Enmnnaiig Monekbtosap Tpancnopt IHK.»/ Applied Molecular Transport Inc, CIITA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOT0 MPeKTOpa
dapMaleBTUYHOI0 JUPEKTOPaTy JIvoamuia APKO




HopnaTok 4

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Indopmariisi asis narjienra Ta @opma iHdopmosaHoi 3roau — [Ipotokon 73841937NSC3003, Bepcisi 5.0
pOCilicbKOI0 MOBOIO i YKpainu Bif 02.06.2022 p.; OHonenuidt po3ain 3.2.S locke NOC/iIPKyBaHOTO
nikapceKoro 3aco0y Jlazeptini6 (JNJ-73841937-ZCY lazertinib mesylate monohydrate) Big 28.03.2022;
OnoBnenuii poszin 3.2.P [ocke mociiKyBaHOTO yliKapcbkoro 3acoby Jlaseprini6 (JNJ-73841937-ZCY,
G002), tabnetku 80 wmr, Big 30.03.2022; OHoBnenuii po3zin 3.2.P Jlocke maiedo 4o JOCTiIKyBaHOTO
nikapcekoro 3aco0y Jla3zeptini6 (Placebo G003), tabmetku, Bim 11.04.2022; Ononenwii po3zin 3.2.P
Hocke mikapcbkoro 3acoby mopiBHsHHS Tarpicco, Ocumeptini6 (G123-G122), karncymwm o 40 mr ta 80
mr, Bin 08.04.2022; OnoBnenuit posgin 3.2.P [ocke tuianebo Ao sikapcbKoro 3aco0y TOpiBHSHHS
Tarpicco, OcumepTinib (G040 and G065), karicynu no 40 mr ta 80 mr, Bizg 08.04.2022; OHOB/eHi po3inu
3.2.S Jlocbe mocuipKyBaHOTO JliKapcbkoro 3aco0y AmiBantamab (JNJ-61186372) Ta 3.2.P AmiBaHTamab
(JNJ-61186372), po3unH, 50 mr/mii, 3a 6epe3eHb 2022; 3anyueHHs] HOBUX BUPOOHUUMX [insHOK st [1J13
AwmiBanTama0, po3uuH, 50 mr/mn: Catalent Pharma Solutions LLC, CIIIA; Janssen Sciences Ireland UC,
Ipnanpisi; 3amyueHHs HOBUX BHWPOOHWYMX [insgHOK st 1713 Jla3zeprinib, Tabmetkw, 80 wmr, Ta
BianosigHoro maane6o: Catalent Pharma Solutions LLC, CIIIA; Catalent CTS LLC, CIIIA; Catalent
(Shanghai) Clinical Trial Supplies Co., Ltd., Kuraii; Catalent Germany Schorndorf GmbH, HimeuunHa;
3asyuyeHHs HOBUX BUpPOOHWUMX [minstHOK Ayisi [J13 OcumepTtuHi6, karmcynu, 80 mr ta 40 mr: Catalent
Pharma Solutions LLC, CIIIA; Catalent CTS LLC, CIIA; Catalent (Shanghai) Clinical Trial Supplies
Co., Ltd., Kwuraii; Catalent Germany Schorndorf GmbH, Himeuuuna; Astrazeneca AB, IllBewis;
3a/yueHHs] HOBUX BUPOOHWUMX AiNAHOK [y Tuiariebo no OcumeptuHi6b, karmcymu, 80 mr ta 40 wr:
Catalent Pharma Solutions LLC, CIIIA; Catalent CTS LLC, CIIIA; Catalent (Shanghai) Clinical Trial
Supplies Co., Ltd., Kuraii; Catalent Germany Schorndorf GmbH, HimeuuuHa; 36iibIlieHHS TepMiHY
TIPUJATHOCTI [OC/II/PKYBAaHOTO JIiKapcbKoro 3aco0y AwmiBaHtamab, po3umH 50 mr/mi, o 36 Micsiis;
OnoBieHu#t 3pa3oK MapKyBaHHs «JlazeptTiHi6 80 wmr», Tabnetku; OHOBIeHUM 3pa30K MapKyBaHHS
«JIazepTini6 80 mr abo raie6o», TabneTku

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 3059 Big 29.12.2020
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Hasga kj1iHiuHOTO «PanziomizoBane kiiHiuHe gocmimkeHHss Pa3u 3 KoMOiHOBaHOI Teparii AMiBaHTamaboM Ta Jla3epTiHiOoM

BUTIPOOYBaHHS, KO/, y TiopiBHsIHHI 3 OcrMepTHHIOOM Ta y MopiBHsIHHI 3 Jla3epTiHiOOM sIK TepIioi /iHii Tepartii y TaifieHTiB 3

Bepcis Ta fjaTa MiCIIeBO-TIOIIMPEHUM ab0 MeTacTaTUYHUM HepiOHOK/ITITUHHMM PAaKOM JIeTeHb 3 MYTAIli€l0 periernTopinB
emifgepmanbHoro Qakrtopa pocty (EGFR-myrtatiero)», 73841937NSC3003, 3 IlompaBkowo 2 Bif
23.09.2021 p.

3asiBHUK, KpalHa «IHCCEH ®APMALIEBTUKA HB», benbrisa

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. reHepasibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy JIropmuia APKO




HonaTtok 5

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[TamM’siTKa 3 TIOSICHEHHSIMM /IO TIPOTOKOJY KiiHiuHoro BumpoOyBaHHs AR-301-002 (Bepcis 4.1 Big
26 mucromaga 2019 p.) Big 15 kBiTHA 2022 p. momo Kpurtepito Bk/toueHHs1 Ne 6b Ta KpuTepito
HeBK/oueHHs1 Ne 2, aHr/ificbkoto MoBOIO; [10/10B)KeHHsT TepMiHy NpOBe/leHHsI K/IiHiUHOTO BUMPOOYBaHHS
B YKpaiHi /10 31 xoBTHS 2022 poKy

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

Ne 1166 Big 23.05.2019

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomisoBaHe, noBiliHe ciire, TuIaleb0-KOHTPO/ILOBAHEe, OaraToOl[eHTPOBe AOC/imKeHHS 3 (a3u ass
ouiHKd Oe3sreuHocti Ta edekrtuBHOCTi mperiapaty AR-301 sk JoromikHOI Teparii [0 JiKyBaHHS
aHTUOIOTHKaMU NTPY BEHTU/IATOP-acoLiiioBaHiii mHeBMoHil (BAIT), cipuunHeHiit S. aureus», AR-301-002,
Bepcis 4.1 Big 26 mvcrornaga 2019 p.

3asiBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHa

CnoHcop, KpaiHa

Apinic ®apmackroTtikans, IHk., CIIIA (Aridis Pharmaceuticals, Inc., USA)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

JIroamuia APKO




HonaTtok 6

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii I[lpotokon kiiHiuHoro pgociimkeHHsi AC-055-312, Bepcis 9 Bim 23 mucromaga 2021 p.,
aHrjiicekoro MoBoro; COVID-19 [ogatok o IIpoTokosy KiiHIYHOrO AociifkeHHs Bifg 16 nucTomaza
2021 p., anrniiicbkoro MoBoto; [ogatok o Ilporokony kniHiuHoro gocmiimkenHss AC-055-312_Guidance
on Study Conduct During Natural Disaster/Major Disruption/Pandemic, Big 20 TtpaBHsi 2022 p.,
aHT/TIMCLKOI0 MOBOIO; bBporypa [gociifHuKa [JOC/iJKyBaHOro JiiKapcbkoro 3acoby JNJ-67896062
(Macitentan), Buganns 19 Biz 2 rpyans 2021p., anrailicbkoro MoBoro; AC-055-312 OcHoBHa iHdopMarjis
Ta (opma iHbopmoBaHoi 3rogu Ans OaTbkiB, Bepcis 8.1_AjamiHicTpaTBHa 3MiHa 1 ayi1 YKpaiHu
aHTJIiCbKOK MOBOMO Bif 27 mumHs 2022 p.; AC-055-312 OcHoBHa iHdopmatiisi Ta dopma iHpopMoBaHOI
3roAu AJist 6aThKiB, Bepcis 8.1_AaMiHicTpaTiBHA 3MiHa 1 /i1 YKpaiHu YKpaiHCbKOI MOBOIO Bifi 27 JUTTHS
2022 p.; AC-055-312 OcnHoBHa iHdopmariisi Ta ¢dopma iHdopmoBaHOI 3rogu s 0aTbKiB, Bepcis
8.1_ApmiHicTpaTtuBHa 3MiHa 1 A/ YKpaiHU poCiMCbKOO MOBOR Bif 27 munHa 2022 p.; AC-055-312
Indopmariisi Ta dopma iHbOpMOBaHOI 3rofi A/ TIALli€EHTIB, SKUM BUIIOBHUIOCH 18 pOKiB, Bepcis
8.1_ApminicTpaTuBHa 3MiHa 1 A1 YKpaiHU aHIJIIKMCbKOK MOBORO Bif 27 jaumnHa 2022 p.; AC-055-312
Indopmariisi Ta dopma iHbOpMOBaHOI 3rofiu AJis TIALli€EHTIB, SKUM BUIIOBHUIOCH 18 pOKiB, Bepcis
8.1_ApminicTpaTuBHa 3MiHa 1 [ YKpalHU yKpaiHCbKOXO MOBOXO Bif 27 swurnHg 2022 p.; AC-055-312
Indopmariisi Ta dopma iHbOpMOBaHOI 3rofi AJis TIALli€EHTIB, SIKUM BUIIOBHUIOCH 18 pOKiB, Bepcis
8.1_ApmiHicTpaTtuBHa 3MiHa 1 A/ YKpaiHU poCiMCbKOO MOBOR Bif 27 munHa 2022 p.; AC-055-312
Indopmariisi Ta popma iHbopMoBaHOi 3rogu A/s TMalieHTiB BikoMm Bif 14 no 18 pokiB (10 MOMeHTYy
nocsirHeHHst 18 pokiB), Bepcisi 6.0_ApamiHicTpatviBHa 3MiHa 1 A5 YKpaiHM aHI/IIMCBKOIO MOBOKO Bif
12 TpaBHs 2022 p.; AC-055-312 Indopmatiist Ta ¢dopma iHdhopmMoBaHOI 3ro/iu AJis MAllieHTIB BikoM Bifj 14
Jo 18 pokiB (o MomeHTy pmocsirHeHHs1 18 pokiB), Bepcis 6.0_ApamiHicTpaTuBHa 3MiHa 1 A YKpaiHu
yKpaiHCbKOIO MOBORO Bif 12 TpaBHsa 2022 p.; AC-055-312 Indopmatiis Ta dopma iHbopMoBaHOi 3rogu
Onsi  maiieHTiB Bikom Big 14 go 18 pokiB (A0 MoMeHTy pocsarHeHHss 18 PpokiB), Bepcis
6.0_ApaminicTpatuBHa 3MiHa 1 Ay YKpaiHu pociticbkkoro MoBow Bif 12 TpaBHsi 2022 p.; AC-055-312
Indopmariisi Ta dopma iHpopmoBaHOi 3rofu A8 maiieHTiB BikoMm Bifg 10 go 14 pokiB (40 MOMeHTY
nocsirHeHHs1 14 pokiB), Bepcist 5.0 a1 YkpaiHu aHT/IificbKor0 MoBORO Bif 18 ciunsa 2022 p.; AC-055-312
[Hdopmatiist Ta popma
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iHdopmoBaHoi 3ro/iu /715 naljieHTiB BikoM Bif 10 10 14 pokiB (10 MOMeHTY JocsirHeHHs 14 pokKiB), Bepcist
5.0 ans YkpaiHu ykpaiHCbKo MoBow Bif 18 ciuns 2022 p.; AC-055-312 Indopmauis ta ¢opma
iHdopMoBaHoi 3rosy A/isi aLlieHTiB BikoMm Bif 10 1o 14 pokiB (0 MOMeHTY focsirHeHHs1 14 pokiB), Bepcist
5.0 ans YKpaiHd pociiickkoro MoBoro Bia 18 ciunsti 2022 p.; AC-055-312 Indopmariis Tta dopma
iHdbopmoBaHoi1 3roju A/ MalfieHTiB BikoM Bif 7 o 10 pokiB (mo0 MomMeHTY gocsirHeHHs1 10 POKiB), Bepcis
5.0 ans YkKpaiHu aHI/IiicbKorwo MoBow Bix 18 ciuna 2022 p.; AC-055-312 Indopmaris Ta (opma
iHdbopmoBaHoi 3rosu A/ MalieHTiB BikoM Bif 7 o 10 pokiB (o0 MomMeHTY gocsirHeHHs1 10 POKiB), Bepcis
5.0 ans YkpaiHu ykpaiHCbKoO MoBow Bif 18 ciuns 2022 p.; AC-055-312 Indopmauis ta ¢opma
iHdbopmoBaHoOi 3rosu A/ MalieHTiB BikoM Bif 7 o 10 pokiB (mo0 MomMeHTY gocsirHeHHs1 10 POKiB), Bepcis
5.0 ana Ykpainu pociticbkkoro MoBowo Bif 18 ciunsa 2022 p.; AC-055-312 [JomaTok [0 OCHOBHOI
inpopmariii Ta ¢opmu iHdhopmoBaHOI 3roau i OATBKIB: [JOAATKOBE [JOCTiIHKeHHsS (PapMaKOKiHETHKH
(®K), Bepcis 5.0_AamiHicTpaTrBHa 3MiHa 1 A1 YKpaiHM aHTJ/IifiCbKOr0 MOBOO Bif 12 TpaBHs 2022 p.;
AC-055-312 JomaTok 0 ocHOBHOI iH(opMariii Ta ¢hopmu iHpopMoBaHOi 3roau [yt 6aThKIB: JOJATKOBe
nociimkeHHs: papmakokiHetuku (PK), Bepcis 5.0__AamiHicTpaTtvBHa 3MiHa 1 419 YKpaiHu yKpaiHCHKOO
MOBOIO Bifj 12 tpaBus 2022 p.; AC-055-312 [JozmaTok /0 ocHOBHOI iH(opmarjii Ta ¢popmu
indbopmoBaHoi 3roam [yt OaTBKiB: J0/aTKOBe JoCmimkeHHs (apmakokiHetuku (PK), Bepcis
5.0_ApminHicTpaTtiBHa 3MiHa 1 a1 YKpaiHM pocCiiicbKoro MoBOrO Bif 12 tpaBHs 2022 p.; AC-055-312
Indopmariisi Ta gopma iHbopmoBaHoi 3rogu s malieHTiB BikoMm Bifg 10 mo 14 pokiB (10 MOMeHTYy
jocsirHeHHs1 14 pokiB). dopatkoBe gocnifpkeHHsi (apmakokiHeTwku (PK), Bepcis 4.0 ansa Ykpainu
aHTJIiCbKO MOBOMO Bifi 18 ciuns 2022 p.; AC-055-312 Indopmaiiist Ta popma iHbopMoBaHOI 3rou AJis
nanieHTiB BikoMm Bif 10 o 14 pokiB (g0 MOMeHTy focsarHeHHs 14 pokiB). [lomaTkoBe AOCTiKeHHS
tdapmakokinetuku (PK), Bepcis 4.0 g5 Ykpainu ykpaiHCbKOr0 MoBOIO Bif 18 ciuns 2022 p.; AC-055-312
Indopmariisi Ta dopma iHpopmoBaHOi 3roau A8 maiieHTiB BikoMm Bifg 10 go 14 pokiB (70 MOMeHTY
nocsirHeHHs1 14 pokiB). [omaTtkoBe mochimkeHHs dapMakokiHeTuku (PK), Bepcis 4.0 ana Ykpainu
pociticbkoro MoBoto Bif 18 ciunst 2022 p.; AC-055-312 Indopmatiis Ta popma iHpopmoBaHOi 3roau Ajist
nainieHTiB BikoM Bif 7 o 10 pokiB (#o momeHTy focsirHeHHsi 10 pokiB). lojaTKoBe [JOC/iIKeHHS
dapmakokinetvku (PK), Bepcist 4.0 anst YKpaiHu aHriicbkor0 MoBoto Bif 18 ciuns 2022 p.; AC-055-312
[Hdopmatiisi Ta dopma iHpopmoBaHOI 3rofu A/s MalieHTiB BikoMm Bifg 7 no 10 pokiB (0 MOMeHTY
pnocsirHeHHst 10 pokiB). dopatkoBe gocnigpkeHHsi (apmakokiHeTwku (PK), Bepcis 4.0 ansa Ykpainu
yKpaiHCbKOr0 MOBOMO Bif 18 ciunst 2022 p.; AC-055-312 Indopmariisi Ta popma iHdbopmoBaHoi 3rogu AJis
nauieHTiB BikoMm Bif 7 go 10 pokiB (go momeHTy gocsrHeHHs 10 pokiB). JlogaTKOBe [OC/i/I>KeHHs
dapmakokinetuku (PK), Bepcis 4.0 gns Ykpainu
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pociiicbKoro MOBOO Bif 18 ciunsa 2022 p.; AC-055-312 [lorioBHeHHs [0 iH(opMallii A/ maijieHTa Ta

dopmu iHbopMOBaHOT 3rofu (Ha MOXKIMBI 3MiHu mif yac maHAeMii COVID-19), Bepcis 3.0 gy Ykpainu
aHTJIiCbKO MOBOMO Bif 18 ciuns 2022 p.; AC-055-312 [JomoBHeHHs1 A0 iHdopMaliil A5 MaijieHTa Ta
dopmu iHbopMoOBaHOT 3rofu (Ha MOKIUBI 3MiHu mif yac ma”aeMii COVID-19), Bepcis 3.0 gy Ykpainu
yKpaiHCbKOO MOBOMO Bif 18 ciuns 2022 p.; AC-055-312 [domnoBHeHHs A0 iHdopMaljii A/ maijieHTa Ta
dbopmu iHbopMoBaHOT 3rou (Ha MOKIMBI 3MiHu mif yac ma”aeMii COVID-19,) Bepcis 3.0 gy Ykpainu
pociticbkkoro MoOBOO Bif 18 ciunst 2022 p.; AC-055-312 Indopmartiis a1t 6aTeKiB BariTHOI MapTHEPKU
yuacHMKA JOC/i/PKeHHs i opma [103BOJTy Ha BUKOPUCTaHHS M pO3KpUTTS iHdopMallii mpo BariTHICTH i
CTaH 37I0pOB'st HEMOB/ATH, Bepcis 2.0. s YKpaiHU aHT/IiHCcbKO0 MOBOO Bifl 18 ciuns 2022 p.; AC-055-
312 Indopmariisi asisi OaThKiB BariTHOI TMapTHEPKM Y4yacHWKa /AOCTiMKeHHsS i ¢opma [o3Boly Ha
BUKOPUCTAaHHS ¥ pO3KpUTTs iH(opMallii Tpo BariTHICTH i cTaH 370pOB's HEMOBAATH, Bepcia 2.0. s
YkpaiHu ykpaiHCbKolo MoBoio Bif 18 ciunsi 2022 p.; AC-055-312 Indopwmatiis asis 6aTbKiB BariTHOI
MapTHePKW ydaCHUKa JOC/TiZyKeHHs1 i ¢opma [03BO/ly Ha BUKODUCTAHHS ¥ PO3KPUTTS iHQopmallii mpo
BariTHICTb i CTaH 370POB'si HEMOBJISITH, Bepcis 2.0. Ay YKpaiHu pocilicbkoro MOBORO Bif 18 ciuns 2022 p.;
AC-055-312 Indopwmariiss s BariTHOI TapTHePKM YyuyacHMKa [JociifpkeHHs i dopma [J03Bojy
MOBHOJTITHROI 0coOU (BikoM 18 poKiB) Ha BUKOpUCTaHHs 1 pO3KpUTTs iH(opMaliil nMpo BariTHICTb i cTaH
3/0pPOB'st HEMOBJISITH, Bepcig 2.0 ans1 YKpaiHM aHTJIiCbKOK MoOBORO Bif 18 ciunsa 2022 p.; AC-055-312
Indopmariisi Ay BariTHOI MapTHEPKW Y4yacHUKA JOCTiMKeHHs1 i dopMa [03BO/y TMOBHOMITHLOI 0COOH
(BikoM 18 pokiB) Ha BUKOpPHCTaHHS 1 PO3KPUTTS iH(opMallii Ipo BariTHICTb i CTaH 3/0POB'ST HEMOBJISAITH,
Bepcisi 2.0 a1 YkpaiHu ykpaiHCbKOO MoBoiO Bif 18 ciuns 2022 p.; AC-055-312 Iuadopmatiis st
BariTHOI MapTHePKU y4YacHHUKa A0C/ipkeHHs i dopMa /103B0JTy TIOBHOJIITHROI 0co6u (Bikom 18 pokiB) Ha
BUKOPHWCTAHHSI ¥ PO3KPUTTs iHQopmaLii mpo BariTHICTb i cTaH 370pOB'S HEMOB/ATH, Bepcis 2.0 ass
YKpainu pociiicbkoro MOBOw Bif 18 ciuna 2022 p.; AC-055-312 Iudopmatiisi A BariTHOI MapTHEPKU
y4aCHUKa JoC/ipKeHHs1 i dopMa [03BOy [/1s1 MiJ/ITKIB BikoM BiJ 14 1o 18 pokiB Ha BUKOPHCTaHHS U
PO3KpUTTS iHhOpMaLiil Mpo BariTHICTb i CTaH 3/10pPOB'S HEMOBJISITH, Bepcis 2.0 A YKpaiHu aHT/TiHCHKO0
MoBOI0 Bif| 18 ciunst 2022 p.; - AC-055-312 Indopmatiisi st BariTHOI MapTHEPKU y4aCHUKA JOC/iPKeHHs
i ®opma m03Boy AJ18 MiMITKIB BikoM Biz 14 10 18 pokiB Ha BUKOPUCTAHHS ¥ pO3KPUTTS iHpopMaliii 1po
BariTHICTb i CTaH 3[J0pPOB's HEMOBJIATH, Bepcis 2.0 Ay YKpaiHU yKpaiHCbKOK MOBOIO Bif 18 ciuns 2022
p.; AC-055-312 Indopmalis Aas BariTHOI MapTHEPKM ydaCcHUKA AochiifkeHHs i dopma no3Bomy [jist
nigiTKiB BikoM Bif 14 mo 18 pokiB Ha BUKOPWCTAaHHSI ¥ pO3KpUTTS iHdopMallil Tpo BariTHiCTh i cTaH
3/I0pOB'st HEMOBJIATH, Bepcis 2.0 1151 YKpaiHU POCiMChKOIO
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MOBOIO Bif 18 ciunsi 2022 p.; OnuTyBaJbHUK 1110[0 MPUUHATHOCTI Ta CMAaKOBUX IKOCTeW Tipernapary st

y4yacHUKiB, Bepcis 2.0 Bim 18 mucrtomaza 2021 p., yKpaiHCBKOW MOBOK; ONUTYBalbHUK 100
MIPUMHATHOCTI Ta CMaKOBHX $IKOCTeM IperapaTy [/ yJacHUKiB, Bepcis 2.0 Bix 18 nmucronaza 2021 p.,
POCiHicbKOI0 MOBOI; ONUTYBabHUK OO MPUMHSATHOCTI Ta CMAaKOBUX SIKOCTEM Tiperapary AJisi 6aTbKiB,
Bepcis 2.0 Bix 18 nucronaza 2021 p. nepeknaz, yKpaiHCbKOIO MOBOR; ONUTYBaIbHUK 11100 IPUAHATHOCTI
Ta CMakKOBUX SIKOCTel Tmperapary nnas 0aTekiB, Bepcis 2.0 Bixg 18 smucromaga 2021 p. mepeknaf
POCiliCbKOI0O MOBOIO; IHCTPYKILlisi 1100 BUKOpUCTaHHS TecTy Ha BaritHicTte_Clearblue, Bepcis
YKpaiHCbKOIO MOBOIO; IHCTpyKILlisi 1]0/J0 BUKOPUCTaHHA TecTy Ha BariTHicTb_Clearblue, Bepcis
POCiMCBKOI0 MOBOO; IHCTPYKIIii 3 BUKOpUCTaHHS_MelMTeHTaH 3i IIMPHULOM /1Jis1 IepOpaJbHOTO BBe/IEeHHS,
Bepcig 2.0 Bim ciuna 2022 poky, yKpaiHCBKOIH MOBOR; IHCTpyKuii 3 BHUKOpHCTaHHs_MeLWTeHTaH 3i
LITIPULIOM [I/Is1 TIepopasbHOTO BBefleHHs, Bepcis 2.0 Bif ciunsi 2022 poky, poCiliCbKOH MOBORO; [locke
JIOCTTiIKyBaHOTO JIiKapcbKoro 3aco0y Macitentan, oHoB/ieHM po3fin «JIikapcekuii mperapat» Big 10
microriazia 2021 p., aHIJIiACHKOK MOBOIO; - JlOChE [IOCTiZPKYBAaHOTO JTiKapCchKoro 3acoby Macitentan,
HOBUM po3fin «Jlikapcbkuii riperapar» Bif 08 nucronaza 2021 p., aHIIiIMCHKOIO MOBOIO;
3a/yueHHsI  JIOC/i)KyBaHOrO JikKapchbKoro 3aco0y Martitentan (Macitentan), TabseTku, 1110
JUCTIePTYIOThCSA, 2.5 MI, BUTOTOBJ/IEHUX MPSIMUM TipecyBaHHsM (BUpoOHUK: Excella GmbH & Co. KG,
HimeuunHa); 3anyueHHs JOC/TiZPKyBaHOTO JliKapcbkoro 3aco0y Mariitentan (Macitentan), TabeTkH, 1[0
mucnieprytotbes, 1 mr (Bupobuuk: Excella GmbH & Co. KG, HimeuuwHa); 3pa3ku MapKyBaHHS
JIOCTiI)KYBaHOTO JIiKapCchKoro 3aco0y Mariitentad (Macitentan), TabyieTKy, 110 JucnepryiTbes, 0.5 mr, 1
mr, 2.5 mr, 5 wmr, Big 09 rpyans 2021 p., aHr/IiMCbKOIO Ta yKpaiHCHKOK MOBaMH; 3MiHa MOBHOI Ha3BU
K/TiHIYHOTO BUTIPOOYBaHHS:

bYJIO

CTAJIO

«bararoLeHTpoBe,  BiJKpWUTe, paHJOMi30BaHe,
KepoBaHe TIOLiAMM [JOCII[)KeHHSI [/l  OL{IHKU
edekTUBHOCTi, Oe3rnekn Ta (PapMaKOKiHETHUKHU
npernapary  ManuTteHTaH B TIOpiBHSIHHI 31
CTaH[apTOM JIiKyBaHHSI Yy [iTeld 3 JIereHeBOl
apTepiasbHOIO TinepTeH3ier»

baraToreHTpoBe, BiJIKpUTe, paH/0Mi30BaHe
JOCIipKeHHd 3 [0JaTKOBHWM [epiofoM, sKe
MPOBO/IUTHLCSI B OJHIW Tpymi 3 MeTOK OL[iHKU
(hapMakOKiHeTUKH, 0e3MeyHOCTi Ta eeKTUBHOCTI
npernapary MauuTeHTaH B TIOpiBHSIHHI 31
CTaHZAPTOM JIiKyBaHH y [iTeld 3 JIereHeBOH
apTepiajbHOIO TillepTeH3ie»
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Howmep ta faTa Hakasy Ne 465 Big 27.04.2017

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «bararolneHTpOBe, BiJKpUTe, paH10Mi30BaHe, KepoBaHe MO/lisIMU IO0CTiI>KeHHsI /1J1s1 OL[iHKU e()eKTUBHOCTI,

BUTIPOOYBaHHs, KOZ, Oe3reku Ta apMaKOKiHETHKH Tperiapaty MaruTeHTaH B MOPiBHSHHI 3i CTaHZAPTOM JIiIKyBaHHS y [IiTeld 3

BepCisi Ta jjara JIeTeHeBOI apTepiasbHOIO rineprenHsieto», AC-055-312, ocratouHa Bepcis 8 Big 25 ciuns 2021 p.

3asiBHUK, KpaiHa ToBapuctBo 3 O6MmexkeHow BianopizanbhicTio «KoHTpakTHO-ocmiguunbka Oprani3aiiis IHHOdapm-
YKpaiHa»

CrioHcop, KpaiHa ACTELION Pharmaceuticals Ltd., Switzerland

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepartii

B.o. reHepa/ibHOTO JUpeKTOpa
dapMaleBTUUHOI0 JUPEKTOPATy JIvoamuiaa APKO




Hoparok 7

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Tporokon EX6018-4758, Bepcis 5.0, dinanbHa, Big 17 mortoro 2022 p. (Protocol EX6018-4758, version
5.0, Final, dated 17 February 2022); Indopmatiisi As1s1 yuacHuKa Ta @opMa 3ro/i Ha y4acTb y JOC/ipKeHHi
4.0-UA(UK), dinanbHa, Big 11 munas 2022, ykpaiHcbKoro MoBoto; IHdopMaliis a1 yyacHuka ta @opma
3roJi] Ha ydYacTb [/s1 mornepeAHboro ckpuHiHry, Bepcisg 4.0-UA(UK), dinanbHa, Big 11 gumas 2022,
yKpaiHCbKOI MOBOIO; Bporiypa gocmigHUKa /7S Tperapary 3iaTiBeKiMab /s MiAINKipHOTO BBeeHHS,
npoekt NN6018, Buganus 5, Bepcis 1.0, dinanbHa, Big 27 uepBHsi 2022 pOKy, aHIIiMCHKOI MOBOIO
(Investigator's Brochure Ziltivekimab subcutaneous administration; Project: NN6018; Edition 5; version
1.0, final, dated 27 Jun 2022); OHoB/eHi pO3AiTH A0ChE AOCTIPKYBAaHOTO JiKapchKoro 3acody NN6018
Ziltivekimab subcutaneous administration (CMC update): Po3zin 3.2.S.2 «Drug Substance. Ziltivekimab.
Manufacture», Bepcis 2.0, ¢inanbHa, Big 06 kBiTHA 2022 (v.2.0, final, dated 06 April 2022); Po3ain
3.2.S5.3 «Drug Substance. Ziltivekimab. Characterisation», Bepcis 2.0, dinanbHa, Big 06 kBiTHsS 2022
(v.2.0, final, dated 06 April 2022); Po3gin 3.2.5.4 «Drug Substance. Ziltivekimab. Control of Drug
Substance», Bepcis 2.0, diHanbHa, Bif 06 kBiTHa 2022 (v.2.0, final, dated 06 April 2022); Po3ain 3.2.S.5
«Drug Substance. Ziltivekimab. Reference Standards or Materials», Bepcis 2.0, ¢inanbHa, Big 07 KBiTHS
2022 (v.2.0, final, dated 07 April 2022); Po3gin 3.2.S.7 «Drug Substance. Ziltivekimab. Stability», Bepcis
2.0, dinanbHa, Big 06 kBiTHsA 2022 (v.2.0, final, dated 06 April 2022); Po3ain 3.2.P.3 «Drug Product.
Ziltivekimab. Manufacture», Bepcis 2.0, ¢iHanbHa, Big 07 kBiTHs 2022 (v.2.0, final, dated 07 April 2022);
Po3gin 3.2.P.5 «Drug Product. Ziltivekimab. Control of Drug Product», Bepcis 3.0, dinanbHa, Big 19
kBiTHa 2022 (v.3.0, final, dated 19 April 2022); Po3zin 3.2.P.8 «Drug Product. Ziltivekimab. Stability»,
Bepcisa 2.0, ¢iHanbHa, Bifg 13 kBiTHa 2022 (v.2.0, final, dated 13 April 2022); Po3gin 3.2.P «Placebo
Product. Ziltivekimab. Placebo», Bepcis 2.0, diHanbHa, Big 13 kBiTHa 2022 (v.2.0, final, dated 13 April
2022); Marepianu [ Mal[i€HTIiB: KOHTelHep Ayisi 30epiraHHs Ta yTwWii3allil BUKOPHUCTAaHUX IITIPULIiB;
3MiHa TepMiHy TIPUAATHOCTI [JOC/Ti/PKYBaHOTO JlikapChKOT0 3aco0y Ta BifmoBifHOTrO 1i1aiie6o 3 24 MicsLliB
no 36 MicsiiB; 3amyueHHs HOBOi BUPOOHWUOI [iSIHKU [JI [JOC/Ii/I)KYBaHOTO JIiKapCbKOTO 3acoly
3inriBekimab — Novo Nordisk A/S, Brogardsvej 66, DK-220, Gentofte, 2820, Denmark
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Howmep Ta fara Haka3zy Ne 2237 Big 18.10.2021

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

HasBa kiiHiuHOTO «Hdocnimkennss ZEUS - BrimuB 3inTiBekiMaby TopiBHAHO 3 ruiarjeb6o Ha CepLieBO-CYJUHHI HaC/TiJKU B

BUTIPOOYBaHHS, KO/, YYaCHUKIB 3 [iarHOCTOBAaHMM aTepPOCKIEPOTUYHUM 3aXBOPIOBAHHSIM CEpLIeBO-CYJUHHOI CHUCTEMH,

BepCisi Ta jjara XPOHIUHOIO XBOpO0OOIO HUPOK i cucTeMHUM 3arajeHHsSM», EX6018-4758, Bepcis 2.0, ¢iHanbHa, Bif
13 unHa 2021 p.

3asiBHUK, KpaiHa TOB «HoBo Hopgick Ykpaina»

CrioHcop, KpaiHa Novo Nordisk A/S, Denmark

CynyTHi —

Marepiaau/mpernaparu

CYIYTHBOI Tepamnii

B.o. renepasbHOro ApeKTopa
dapMaleBTUYHOI0 JUPEeKTOopaTy JIrngmuia APKO




HopnaTok 8

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

OmnosneHa Bepcis bporiypu gocigHvika, Bepcist 8.0 Big 20 kBiTHs1 2022 poKy, aHI/ilCbKO0 MOBOIO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Bif 24.05.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

foresiGHt: bararoiieHTpoBe, paHJOMi30BaHe, 3 Tlapaje/bHUMH TpyIaMHy, T[ialie00-KOHTPOIbOBaHe
(mozBiiiHe cjtille) Ta aAKTMBHO-KOHTPOJIbOBaHe (BiKpUTe) mAOC/i/KeHHS e(heKTUBHOCTI Ta Oe3reku
IIIOTH)KHEBOT'O 3aCTOCYBaHHsI JIOHATIercOMaTpOIiHa B TMOPIBHSHHI 3 Tulalebo, a TaKoXX B TOPIBHSHHI 3
COMaTOTPOIIHOM ILII0IEHHOr0 3aCTOCYBaHHS y J0POC/IuX 3 Aediuyrom ropmony pocty., TCH-306, Bepcis
3.0 Big 20 unas 2021 p.

3asiBHUK, KpaiHa

Akuesnsciops JIta., YropiiyvHa

CnoHcop, KpaiHa

Acuenzic ®apma Enpokpinonomku [isixka A/C, anis (Ascendis Pharma Endocrinology Division A/S,
Denmark)

CynyTHi
MaTepianu/ripernapaTu
CYIyTHBOI Tepariii

B.o. resepanbHOro jupeKropa
dapMaleBTUYHOI0 JUPeKTOpaTy JIrngmuia APKO




Hopmatok 9

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Ha3BM MiCI[b TTPOBE/IeHHSI K/TiHIUHOTO BUMIPOO

BaHHA:

BYJIO

CTAJIO

n.M.H. I'ocriopapcbkuit 1.51.

KomyHanpHe  HekoMepLiliHe  MiJNPUEMCTBO
«TepHorminbCbKa  yHIBepCUTETCbKA  JIIKApHS»
TepHorminbcbkoi  0b6sacHoi  paau, Ob6sacHWUM
LIeHTp KJIiHIYHOI IMyHOsOrii Ta asseproJiorii,
peBMaToJIOTiuHe BizffiseHHs, M. TepHOMiib

n.M.H. ['ocniogapcbkumit 1.41.

KomyHanpbHe  HekoMmepLiiiHe  MiJNPUEMCTBO
«TepHominbcbka o6sacHa KITiHIYHA JTiKapHs»
TepHorminbcbkoi  06sacHoi  paau, O6sacHWMA
LIeHTp KJIHIYHOI iMyHosOrii Ta aneproJorii,
peBMaToJIOTiyHe BiffiseHHs, M. TepHOMiib

I.M.H., ipod. Ky3bmina I'.IT.

KomyHaneHe — mignpuemcrtBo  «KpuBopi3sbka
MicbKa KiiHIyHa J1ikapHd Ne2» KpuBOpi3bKOi
MICBbKOI ~ pasy, TOpYyLIeHb pUTMYy  CepLs
(kapgionoriuHe BiffineHHs 3 PeBMaTOJIOTIYHUMU
JIDKKaMM), HepxaBHuM 3aK/iaf,
«/IHinporeTpoBCbKa MeJYHa akazemis
MiHicTepcTBa OXOpPOHM 3[I0pPOB’Sl  YKpaiHW»,
kKadeapa Teparmii, Kapziosiorii Ta cimeitHOl
MeMLUHA (aKy/IbTeTy MiCIsJUIIOMHOI OCBITH,
M. Kpusuii Pir

I.M.H., ipo¢. Ky3bmina I'.IT.

KomyHanbHe  miAripueMcTBO «KpuBopi3bka
MicbKa KiiHiyHa JikapHs Ne2» KpuBOpi3bKOi
MiCbKOI  pajy, TIOpyLUeHb pUTMY  CepLs
(kappiosioriuHe BiffijieHHsI 3 peBMaTOJIOTiUHUMU
nbKKamu), [IHINpOBCHKUY Ziep>KaBHUM MeJUYHUN
yHiBepcuteT, Kadenpa Tepamii, Kapziosorii Ta
ciMelHOI MeJULIMHU bakynbTeTy
MiCAsAUTIZIOMHO]I 0ocBiTH, M. KpuBuii Pir

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020
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Ha3ssa kiiHiuHOTO «[Tporpama paHZOMi30BaHMX, M1al[e00-KOHTPO/IBLOBAHUX TMOABIMHUX CIMUX AO0CTiKeHb (asu 3 s

BUTIPOOYBaHHS, KO/, OLiHKMA e(eKTHUBHOCTI Ta Oe3meyHocTi YmnaganutuHiOy y [JOpPOC/MX TALi€HTiB 3  aKCiaJbHUM

Bepcis Ta fjaTa CIIOH/W/IOAPTPUTOM 13 TOZA/IBIIMM I1epiofloM IPUITMHEHHs JIIKYBaHHS IIPU JOCATHeHHI pemicii», M19-
944, Bepcis 5.0 Big 12 nunns 2021 poky

3asgBHUK, KpaiHa «E66Bi BiodapmacktoTikan3 I'm6X», IlIBetitjapis

CrioHcop, KpaiHa «E66BI Ink», CIIIA / AbbVie Inc., USA

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. resepanbHoOro jupeKropa
®apManeBTUYHOI'0 AUPEKTopaTy JIvoamuiaa APKO




Hopmatok 10

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa BiINMOBiIA/ILHOTO AOC/TiTHHAKA:

BYJIO CTAJIO
3aB. Bifi. Ko63eB O.1., nikap Jleonosa B.B.,
KomyHaneHe  HekomepliiiiHe  mianpueMcTBO | KoMyHanbHe — HeKOMepLiiiHe  MiJINPUEMCTBO
«ObsiacHUM LEeHTP OHKOJIOTii», OHKOXipypriuHe | «O6iacHUI LIEHTP OHKOJOTii», OHKOXipypriuHe
BififileHH  OpraHiB TIPyAHOI  TOPOXXHWHY, | Bijji/IeHHsI  OpraHiB  TIpPyAHOI  IOPO’XHWUHH,
M. XapKiB M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1265 Bif 23.06.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«LIBRETTO 432: I1naie60-KOHTpO/IbOBaHe TO/BiliHe CJlile paH/A0Mi30BaHe AOC/i/pKeHHs 3 da3u A1
OLIiHKM a1’ FOBaHTHOI Tepartii cernepKaTUHiIOOM Mic/si pa/uKaibHOI JTOKOperioHapHOi Tepartii y TaljieHTiB
3 HeIpiOHOK/TITUHHUM pakoM JiereHi ctazii IB-IITA 3 HasiBHicTIO TiGpugHOro rena RET», J2G-MC-JZJX,
Bepcis 3 nornpaBkoto (d) Big 21 TpaBHs 2021 poky

3asgBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBeliiapis

CnoHcop, KpaiHa

Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. resepanbHoOro fjupeKropa

dapmaneBTUYHOTr0 ANPEKTOPaTy

JIroamuna APKO




Hopartok 11

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa BiINMOBiIA/ILHOTO AOC/TiTHHAKA:
BYJIO CTAJIO

3aB. Bifi. Ko63eB O.1., nikap Jleonosa B.B.,

KomyHaneHe  HekomepliiiiHe  mianpueMcTBO | KoMyHanbHe — HeKOMepLiiiHe  MiJINPUEMCTBO
«ObsiacHUM LeHTP OHKOJIOTii», OHKOXipypriuHe | «O6siacHUI LIEHTP OHKOJOTii», OHKOXipypriuHe
BifijileHHs1 OpraHiB TIpyJHOI TIOPOXKHWUHM, M. | Bijji/leHHss  OpraHiB TIpPyAHOI  IIOPO’XHWUHH,
XapkiB M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

LIBRETTO-431: bararoiieHTpoBe, paH/oMi30BaHe, Bigkpure gociifkeHHs 111 ¢as3u nopiBHsHHS Teparil
nperrapatoM CeJinepkaTiHib 3 Teparmi€lo mperapataMd Ha OCHOBiI MOXiHUX TUIATHHM B TIOEAHAHHI 3
niemeTpekce;oM B abo 6e3 KomOiHallii 3 mpuiioMoM TieMOposti3yMaba B SIKOCTi TMepIoi JiHii JiKyBaHHS
TIOLIIMPEHOT0 UM MeTAacTa3yryoro HeIpiOHOK/TITUHHOTO paKy JereHi 3 HasBHiCTIO ribpugHoro reHa RET,
J2G-MC-JZJC, Bepcis 3 iHkopriopoBaHoto noripaBkoio (d) Big 18 miuctonaza 2020 poky

3asiBHUK, KpalHa

«Eni Jlinai Bocrok CA», [Benapis

CnoHcop, KpaiHa

Eni JTlinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/sibHOro fMpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy JIropmuia APKO




HopnaTok 12

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

306i/ibIIeHHsT TepMiHY TIPUJATHOCTI JiF0Y01 PeUOBHHU Ta JiKapchbKoro 3acody PF 06480605 mo 48 micsiiis;
OwnossnieHHs1 po3finie Jocke mocmimKyBaHoro mikapcbkoro 3acoby PF 06480605: 2.3 Introduction/ 2.3.
3aranbHe pestome 3 sikocTi, Big 08.07.2022; S.3.1 Elucidation of Structure and Other Characteristics/
S.3.1. [oka3 cTpykTypu Ta iHii Xxapaktepuctuku, Big 08.07.2022; S.4.1 Specification/ S.4.1.
Crneuudikariis, Bixg 14.10.2021; S.4.2 Analytical Procedures/ S.4.2. AHaniTU4YHI MeTOAWKH, Bif
08.07.2022;

S.4.3 Validation of Analytical Procedures/ S.4.3. Banifjaijisi aHamiTMUHUX MeTOAuK, Bif 08.07.2022; S.4.5
Justification of Specification/ S.4.5. O6rpyHtyBanHs cnenudikarii, Big 14.10.2021; S.5 Reference
Standards or Materials/ S.5. CranzapTHi 3pa3ku abo npenapary, Big 17.06.2022; S.7.1 Stability Summary
and Conclusions/ S.7.1. Pe3tome 111070 cTabisibHOCTI Ta BUCHOBKH, Bif 08.07.2022; S.7.3 Stability Data/
S.7.3. Hani mpo crabineHicts, Bim 08.07.2022; P.5.1 Specifications/ P.5.1. Crnenudikarisi(i), Biz
14.10.2021; P.5.6 Justification of Specification/ P.5.6. O6rpynryBanHs crieruikarii(it), Big 14.10.2021;
P.8.1 Stability Summary and Conclusions/8.1. Pe3tome 1110710 cTabinbHOCTI Ta BUCHOBKHY, Bif 14.10.2021;
P.8.3 Stability Data/ 8.3. [1ani npo cTabinbHicTk, Big 14.10.2021

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«bararorieHTpoBe, paHi0OMi30BaHe, TO/BiliHe cJiire, M/ale00-KOHTPO/IbOBaHe AOC/TimKeHHs (a3 20 3
mizbopoM ONTUMANBHUX [03 /I OL[iHIOBaHHS e(heKTHUBHOCTI, Oe3reuHocTi ¥ (apMaKOKiHETHKH
niperiapaty PF-06480605 y gopoc/iuxX yYacHUKIB i3 BMpPa3KOBHMM KOJTOM TOMipHOrO a0 Ba)XKOTO
CTYTIEeHs TSDKKOCTi», B7541007, ocTaTouHa Bepcist MpOTOKO/Y 3 IonpaBKoro 3 Bif 15 6epe3ns 2022 poky

3asgBHUK, KpaiHa

[Ngarizep Iuk., CIITA

CnoHcop, KpaiHa

[Ndaiizep IHk., CIIIA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepa/ibHOI0 AMPEKTOpPa




dapMaleBTUUHOI0 JUPEKTOPaTy JIvoamuiaa APKO




Honatok 13

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/ieHUI TIPOTOKOJ KJIHIYHOTO AocmiifkeHHsi 3 nompaBkoto 08, Bepcis 1 Big 23 TtpaBHs 2022p.,
aHricpKor MoBor; OcHOBHa iHdopMaliist mpo gocmipkeHHs i popma iHhopMoBaHOi 3rosu, Bepcisi 8 Bif
24 TtpaBHsi 2022p., aHrzilicbkkoro MoBow; IHdopwmallis A5 maiieHta Ta dopmMa iHpopMOBaHOI 3roau,
Bepcis g1 Ykpainu Ne8, Bin 02 uepBHsi 2022 p. (Ha ocHoBi OCHOBHOI iH(dopMallil TIpo AoC/iZyKeHHS i
dbopmu iHdbopmoBaHoi 3roau Bepcii 8 Bif 24 TpaBHs 2022 p.) aHrJilicbKoro MOBOIO; IHdopwMmallis s
narjieHTa Ta gopma iHdpopmoBaHoi 3roau, Bepcis s Ykpainu Ne 8 Big 2 uepHs 2022 p. (Ha OCHOBi
OcHoBHoOI iHbopMaLlii Tipo mocnigkeHHs i popmu iHpopmoBaHoi 3roau, Bepcisi 8 Bifg 24 TpaBHsa 2022p.)
yKpaiHCbKOI MOBOI0; [HdbopMariisi A/ist maijieHTa Ta ¢dopma iHhopMoBaHOi 3ro/iy, Bepcist A Ykpainu Ne 8
Bif 2 uepBHs 2022 p. (Ha ocHOBi OcHOBHOI iH(opMaLlii po JocsizpkeHHs i dopMu iHPOpPMOBaHOI 3roau,
BepcCis 8 Bif 24 tpaBHs 2022p.) pociiicbkoro MOBO10; [1]ofeHHUK TaljieHTa AJ1s1 peecTpaliil IpuiiomMy
OJITI, Bepcist 9.0 Big 16 uepBHsi 2022 p., aHI/iNWCBKOI, YKPAiHCHKOIO Ta POCIMCHKOI MOBamH; 3MiHa
FOPUIUYHOI aipecy CIIOHCOPA KJIIHIYHOTO JOC/IiPKeHHS:

BYJIO CTAJIO
50 Binney Street, Cambridge, Massachusetts, | 450 Water Street, Cambridge, Massachusetts,
02142, United States of America 02141, United States of America

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PaHgomizoBaHe, mojgitiHe ciine gocaimkeHHss 3 ¢a3u s BUBUeHHS eheKTUBHOCTI Ta 6e3reuHocTi
nperniapaty SAR442168 y mopiBHsHHI 3 myiaie60 B yYaCHUKIB 3 MEPBUHHO-TIPOTPECYIOUMM DPO3CisTHUM
cksepo3oM (PERSEUS)», EFC16035, 3 monpaBkoto 07, Bepcis 1 Big 21 rpyans 2021p.

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (I>xen3arim Koprnopetitn, CIIIA)




2 MPOJOBXKeHHs AojaTka 13

CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro agupexKropa
dapMaleBTUYHOI0 JUPEKTOpaTy JIvopmuina APKO




Hopartok 14

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBneHuit mpoTokon KmiHiuHoro gochimkenHs EFC16033 3 mompaBkoto 06, Bepcis 1 Big 24 TpaBHS
2022p., aHrjiiicbkoto MoBoro; OcHOBHa iHQopmaLisi ipo JocifxkeHHs1 i ¢dopmu iHGOpPMOBaHOI 3ro/iy,
Bepcis 8 Big 24 TpaBHs 2022p., aHIilCbKO MOBOO; IHdopMaLlis Ass naieHTa Ta popma iHdhopMoBaHOI
srogu, Bepcisg Ay Ykpainu Ne 8, Big 01 uepBHsi 2022p. (Ha ocHoBi OcHoBHOi iHdopMalii mpo
JocnmiykeHHss i ¢opmu iHpopMoBaHOI 3roau Bepcisi 8 Bif 24 TpaBHsi 2022p.) aHIJIiMCbKOI MOBOIO;
Indopmariisi Anst nauieHTta ta ¢opma iHdopMoBaHOI 3roau, Bepcist Ayt Ykpainu Ne 8, Big 01 uepBHA
2022p. (Ha ocHoBi OcHOBHOI iHopMallii TIpo AocaifKeHHs i popmu iHPpopMoBaHOiI 3rou, Bepcis 8 Bix 24
TpaBHs 2022p.) yKpaiHCbKOIO MOBOIO; IH(opmaliis A maijiedta i ¢dopMa iHpopmMoBaHOI 3roAu, Bepcis
st Ykpainu Ne 8 Big 1 uepBHsi 2022p. (Ha ocHoBi OcHOBHOI iH(opmallii rpo AociifkeHHs i hopmu
indopmoBaHoi 3roau, Bepcisi 8 Bif 24 TpaBHs 2022p.) pociiickkoro MoBoro; IllofieHHMK MaljieHTa Ajst
peectpauii mpuiiomy [JIIT, Bepcis 10.0 Bim 10 uepBHs 2022 p., aHIJIIACHKOI, YKpPaiHCHKOK Ta
OCiMCHKOI0 MOBaMM; 3MiHa FOPUIUUHOI aZipecy CIIOHCOPA K/IiHIYHOTO JJOC/TiI)KEeHHSI:

BYJIO CTAJIO
50 Binney Street, Cambridge, Massachusetts, | 450 Water Street, Cambridge, Massachusetts,
02142, United States of America 02141, United States of America

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Big 05.10.2020

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PaHgomizoBaHe, mojgitiHe ciine gocaimkeHHss 3 ¢a3u s BUBUeHHS eheKTUBHOCTI Ta 6e3reuHocTi
niperiapaty SAR442168 y nopiBastHHI 3 TepudayHomigom (O6amKio®) B YUaCHUKIB 3 PeIUIUBYHOUNMHU
dbopmamu poscisiHoro ckiaepo3y (GEMINI 1)», EFC16033, 3 nonpaBkoto 05, Bepcist 1 Bif 18 ymucTonaza
2021p.

3asiBHUK, KpaiHa

TOB «Cano@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/>xen3aiim Kopropetimis, CIIIA)
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy JIvopmuia APKO




Honmatok 15

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[nst pocnmipKyBaHOTO JliKapchKoro 3aco0y Tasa3omapub, Karcyid, JOAaHO: A0JaTKOBi BUPOOHUKH, IIIO
BiJIMOBiZla/IbHI 3a BTOPUHHE MaKyBaHHs Ta/abo mapkyBaHHs1 Pfizer Inc., United States ta Almac Clinical
Services (Ireland) Limited, Ireland; ¢yHKIito BTOpUHHOTO TIaKyBaHHsI Ta/abo MapKyBaHHS [ijisi BUPOOHMKA
Pfizer Limited, United Kingdom; gns Kcranzi, mocsimkyBaHoro sikapckkoro 3acoby 3 PF-06944076
JofaHo: (yHKIIiI0 MaKyBaHHS Ta/abo MapKyBaHHs s BUpoOHuKiB Pfizer Limited, United Kingdom Ta
Pfizer Inc.,, United States; Bupo6HMKa Almac Clinical Services (Ireland) Limited, Ireland,
Bi/IMOBi/Ja/IbHOTO 3a BTOPWHHE TMaKyBaHHsI Ta/ab0 MapKyBaHHSI

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Bif 29.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«TALAPRO-3: PAHJIOMI3OBAHE, IIOJABIMHE CJIIIE JOC/HIDKEHHA ®A3M 3, IO
[TIPOBOJIUTECA 3 METOKO TIIOPIBHAHHSA TAJIASOIIAPMBY B KOMBIHALIIL 3
EH3AJIYTAMIJIOM TA IIJIALIEFO B KOMBIHALII 3 EH3AJIYTAMIZOM Y UYOJIOBIKIB 13
METACTATUYHMM T'OPMOHOUYT/IMBMM PAKOM IIEPEIMIXYPOBOI 3AJIO3M 3
MYTALIEKO I'EHA DDR», C3441052, octatouHa pezakLiiisi IpPOTOKOJy 3 nornpaBkor 1 Bifg 20 BepecHs
2021 p.

3asgBHUK, KpaiHa

[Ngarizep Iuk., CIITA

CnoHcop, KpaiHa

[Ndaiizep IHk., CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

JIroamuina APKO




HonaTok 16

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OmnossieHa Bpoiilypa AociiHuKa, repopanbHuii cemarnayTu, npoekT NN6535, XBopoba Anbiretimepa,
BUiaHHs 4, Bepcis 1.0 Big 13 nunus 2022 poKy, aHT /i ICbKOIO MOBOIO

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

Ne 1586 Big 29.07.2021
Ne 1326 Big 02.07.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane Tmo/BiliHE citire T1alle00-KOHTPO/bOBaHe KITiHIUHe [IOC/Ii/PKEHHs, 1[0 BHBYAE
eeKTUBHICTb Ta Oe3reKy 3aCTOCYBaHHS MePOPaTbHOTO CeMaryyTHAY y Mal[ieHTIiB i3 TOYaTKOBOK CTa/i€r0
xBopobu Asbireiimepa (EVOKE plus)», NN6535-4725, ¢dinanbha Bepcis 6.0 Big 25 muctomnaza 2021 p.;
«PanziomizoBaHe TMo/BiliHE Cjlire T/1alle00-KOHTPO/IbOBaHe KIIiHIUHe [IOC/i/PKEHHs, 1[0 BHBYAE
edeKTUBHICTh Ta Oe3MeKy 3aCTOCYBaHHS ITePOPAIBHOTO CeMaryyTUAy y TAl[ieHTIiB i3 OUaTKOBOIO CTA/li€r0
xBopobu Anblretivepa (EVOKE)», NN6535-4730, dinanbHa Bepcist 6.0 Big 25 mucronazga 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

JIroamuia APKO




Honatok 17

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok Nel Bix 11 tpaBHs 2022 poky po bpouypu gocnignvka, Bepcii 11.0 Big 07 rpyans 2021 poky,
aHrJiicbKor MoBor; IHdopmatiiiinmii mucTok i dopma indbopmoBaHoi 3roau, Bepcisi V6.0UKR(uk)2.0 Big
01 numHst 2022 poky, repeksa/, yKpaiHChKO MOBORO Bif 14 mumHs 2022 poky; [HpopmartitiHuii TUCTOK i
¢dopma iHpopmoBaHoi 3rogu, Bepcis V6.0UKR(ru)2.0 Big 01 nunHs 2022 poky, mepeksaf poCiiChbKO0
MoBo1o Bif 14 nunHs 2022 poky; [TooB>KeHHsS TPUBA/IOCTi K/IiHIYHOTO BUMPOOYBaHHSA B YKpaiHi 70
31 rpyansi 2023 poky; 3MiHa Ha3BU MiCIsi MPOBeIeHHsI BUTTPOOYBaHHS:

BYJIO CTAJIO

IupekTtop Bpybnescbka 1.B. 3aCcTynHUK [JUpeKTopa 3i crewiaJibHOI  Ta
KomyHa/sibHe ~ HeKOMepLliliHe  TiAnpueMCTBO | amOynaTtopHoi  pobot  BpybneBcbka  1.B.
«KuiBcbka MicbKa TiCMXOHeBposoriuHa JikapHs | KoMyHanbHe — HekoMepliiiiHe — MiJTIPUEMCTBO
Ne3» BUKOHaBUOro opraHy KwuiBcbkoi Micekoi | «KiniHiuHa JIiKapHs «JICUXIATPISA»
pagu (KuiBcbkoi MiCBKOL Jlep>kaBHOI | BUKOHABYOro opraHy KWIBCBKOI MICBKOI paju
aZMiHicTpanii), 3arasnbHOncuxiaTpuuHe | (KuiBcbKoi MiCbKOI JiepkaBHOI afMiHicTpail),
Bigginenns Ned, KuiBcbka 06/1., BacW/IbKIBCbKUM | 3ara/IbHOINICUXiaTpUUHE BiZIIiIEHHS Ne30,
p-H, cMmT. ['1eBaxa KuiBcbka 00s1., cMT. ['ieBaxa

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«BigkpuTe po3impeHe J0C/TiIyKeHHS [171s1 OL[iHKK 0e3reyHOCTi Ta mepeHocuMocTi rperapaty SEP-363856
y maijieHTiB i3 mm3odpeHieo», SEP361-303, Bepcia 3.01 3 iHKOPIIOpOBaHOIO HECYTTEBOIO TOMPABKOIO
2.00 Big 25 ciunsa 2021 poky

3asaBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®apmackioTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CITIA
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CynyTHi —
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepasbHOro JUpexTopa
®apManeBTUYHOI'0 AUPEKTopaTy JIroamuiaa APKO




Honatok 18

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[TojoB)KeHHsT Mepiofly TpoBeZieHHs1 K/IiHiYHOro BUMpoOyBaHHSI B YKpaiHi 3 05 ceprHsi 2022 poky A0
05 cepnust 2023 poky

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

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomizoBaHe 1u1aieb0 -KOHTpO/IbOBaHe A0CTiKeHHs (pa3u 3 KapOoruiaTHHY Ta nakmitakcemy 3 ITAPTI
inribitopom Beninapubom Ta 6e3 ITAPII inribitopy Benimapuby (ABT-888) mpu HER2-HeratmBHOMY
MeTacTaTUUYHOMY abo JIOKa/IbHO ToIMpeHoMy HeoriepabenbHOMY BRCA-acoliitioBaHOMY paKy MOJIOUHOI
3a/03u», M12-914 | 3 iHKopriopoBaHuMY AIMiHICTpaTUBHMMU 3MiHamu 1, 2 , 3 Ta 4 i nornpaBkamu 1, 2, 3
Ta 4 Big 23 nunHsg 2020 poky

3asgBHUK, KpaiHa

«E66Bi Biopapmacbtotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

AbbVie Inc., CIITA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
®apManeBTUYHOI'0 AUPEKTopaTy JIvoamuiaa APKO




Honatok 19

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok Nel Bix 11 tpaBHsa 2022 poky go bpouypu gocnignvka, Bepcii 11.0 Big 07 rpyans 2021 poky,
aHIJIilCbKOI MOBOIO; JlofiaTKoBa iHpopMOBaHa 3ro/ja TMallieHTa Ha BXXMBaHHSI eKCTPeHUX 3aXO/iB uepe3
BilicbKOBY arpecito Pociiicbkoi ®ezepatiii Ha Tepurtopii Ykpainu, Bepcis V1.0UKR(uk)1.0 Big 06 uepBHs
2022 poky, nepeknaj yKpaiHCbKOIO MOBoOw Bif 14 ngumHs 2022 poky; [JojaTkoBa iHpopMoBaHa 3roja
raljieHTa Ha B)KMBaHHSI eKCTPEeHUX 3axO/iB uepe3 BiliCbKOBY arpecito Pocivicekoi ®ezepariii Ha TepuTOpil
Yxpainy, Bepcig V1.0UKR(ru)1.0 Big 06 uepBHs 2022 poKy, nepeksaj, poCiiiCbKO MOBOIO Bif, 14 numHs
2022 poKy; TIOAOBXXEHHsI TPUBAJIOCTi K/IiHIUHOrO BUMpOOyBaHHS B YKpaiHi #o 31 rpyans 2023 poky;
3MiHa Ha3BU MiCIsl MPOBe/IeHHsI BUTIPOOYBaHHS:

BYJIO CTAJIO

IupexTtop Bpybnescbka 1.B. 3aCTYIIHUK  JupeKTropa 31  crenjaapHOi  Ta
KomyHasibHe ~ HeKOMeplliliHe  MiAnpueMCTBO | amOysiaTopHOi poboTu BpybsieBchka I.B.
«KuiBCbKa MiCbKa IICUXOHeBpoJioriyHa JiikapHs | KomyHanbHe HeKoMepLliliHe MiAIPUEMCTBO
Ne3» BukOHaBuoro oprany KuiBcekoi Micekoi | «Kniniuna nikapHs «[ICUXIATPIf» BukoHaBuOro
pagu (KuiBcbkoi MiCBKOIL JepkaBHoI | opraHy KuiBcbkoi Micbkoi paau  (KuiBcbkoi
aZMiHicTpanii), 3arajbHOICUXIaTpUUHe | MiCbKOI Zlep>kaBHOIL aZIMiHicTparii),
Bigginenns Ned, KuiBcbka 0671., BacmibKiBCbKUl | 3araimbHOIICHXiaTpruHe BifgiseHHs: Ne30, KuiBcbka
p-H, cMmT. ['1eBaxa 0011., cmT. I'ieBaxa

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

Ne 38 Big 11.01.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PaHgomi3oBaHe, mojBiliHe cJiine, TUIAalle00-KOHTPO/IbOBAaHe, OaraToleHTpOBe JOC/i/PKEeHHS, II[0
MPOBOZAUTLCS B TMapasie/lbHUX TPyIax, i3 3acTocyBaHHSIM (hiKCOBaHUX /03 /JIsi OL[iHKKA e()eKTUBHOCTI Ta
6e3meunocTi nipenapaty SEP-363856 y martiieHTiB i3 mm3odpeHieto y rocTpoMy TICUXOTUYHOMY eITi30fi»,
SEP361-302, Bepcisg 3.00 3 iHKOpnopoBaHOw CyTTeBOO nonpaBkoro 2.00 Bix 26 ciunsa 2021 poky




2 TPOZIOBXKeHHs fojartka 19

3asiBHUK, KpaiHa TTignpuemcrso 3 100% iHo3emHoto iHBecTHIielo «AK’FOBIA PJIC YkpaiHa»
CrnioHcop, KpaiHa «CyHoBioH @apmackroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA
CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

B.o. renepanbHoOro agupexKropa
dapMaleBTUYHOI0 JUPEKTOpaTy JIvopmuia APKO




Honatok 20

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopatok o ¢opmu iHdopMoOBaHOI 3rofy MiJ, yac KpU30BOI cuTyauii B YKpaiHi [Jjsi AOCHTiIKeHHs
B0O41843, Bepcisi 1.0 aist YKpaiHu yKpaiHCBKOIO Ta POCiCbKO0 MOoBaMu Bif 25 munHs 2022 p. Ha ocHoBi
Matictep-Bepcii foaatka 1 1o ®I3 mif yac kpr3oBoi cutyallii B Ykpaii, Bepcisi 2.0 Big 15 uepBHs 2022 p.

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

Ne 310 Big 23.02.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomizoBaHe mozBiliHe cilinie T/1alle00-KOHTPOIbOBaHe OaraToljeHTpoBe AociimpkeHHs (aszu 11 s
oLliHKKA edeKTUBHOCTI Ta OGesmeunocti GDC-9545 y kombiHaljii 3 mnanboluKIiO0M TMOpPIiBHSAHO 3
KOMOiHaI[i€ero J1eTpo307y Ta ManbonuKIiOy y TMalfieHTiB 3 ecTporeH-perentop-no3utuBHUM, HER2-
HeraTUBHMM MiCLIeBOMOLLVMPEHUM UM MeTaCTaTUYHUM PakKOM MOJIOYHOI 3ano3u», BO41843, Bepcis 2 Bif
08 ymrotoro 2021 p.

3asaBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifnoBifanbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

JIroamuina APKO




Hopartok 21

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

@®opma iHhopMOBaHOI 3ro/id Ha yuyacTb Y HayKOBOMY [JOCJi/pKeHHi», pefakuis 6.0 Big 14 nunHs 2022
POKY, YKPaiHCBKOO Ta POCiCbKOI0 MOBaMH

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TpocriekTiBHe paHZOMi30BaHe OaraToOLeHTPOBe BiJKpUTe TMOpPIiBHS/IbHE AOCTIIKeHHs ¢a3u 3, 110
TIPOBOJMTHLCA B Iapasie/lbHUX I'pynax i3 3aC/IiIJIeHUM LIeHTPa/JIbHAM OL{HIOBaHHSIM 3 MeTOH) BU3HauyeHHS
eeKTUBHOCTi, 0e3meyHOCTi Ta TIepeHOCMMOCTI KoMOiHalii a3rpeoHam-aBibaktam (ATM-AVI)
+MeTpoHizfazon (MTZ) y nopiBusiHHi 3 MeporneHemtkoicTuH (MER+COL) a5 nikyBaHHSI cephO3HUX
iH(eKwil, 3yMOB/IeHUX TPaMHEraTUBHUMU OaKTepisiMH, BKJIFOUHO 3i CTIHKUMHU [0 6araTOKOMITOHEHTHUX
MKapChKUX 3aco0iB 30yJHMKAMH, II0 TIPOAYKYIOTH MeTano-OeTa-nmakramasy (MBL), g sskux BapiaHTH
niKyBaHHS oOMexxeHi abo BificyTHi», C3601002, 3 moripaBkoto 2 Bif 18 TpaBHs 2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«®aiizep Iuk.», CIIIA / Pfizer Inc., USA

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPaTy

JIroamuia APKO




HopnaTok 22

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok go ¢dopmu iHdopMoOBaHOI 3rofy IMiJ, yac KpPHU30BOI cuTyalii B YKpaiHi /s AOCTiAKeHHsS
WO042312, Bepcia 1.0 g YkpaiHM yKpaiHCBKOK Ta POCiMCBbKOIO MoBaMH Bifg 25 numHsi 2022 p. Ha
OCHOBI MarcTep-Bepcil gogaTtka 1 go ®I3 mig yac kpu3oBoi curyauil B YkpaiHi, Bepcis 2.0 Bifg 15 uepBHs
2022 p.

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

Ne 310 Big 23.02.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PAHIOOMI3ZOBAHE, BIJKPUTE, BATATOLUEHTPOBE AJOCJIIXXEHHA ®A3A II OJIA OLIHKU
EOEKTBHOCTI TA BE3IIEHYHOCTI GDC-9545 ¥ IIOPIBHAHHI 3 BUBEPAHOIO JIIKAPEM
EHAOKPMHHOIO MOHOTEPAIIIEIO Y ITALIEHTIB I3 PAHIIIE JIIKOBAHMM ECTPOI'EH-
PELEIITOP-IIO3UTVBHINM, HER2-HEI'ATUBHUM MICIHEBO-IIOIIMPEHUM ABO
METACTATUYHMM PAKOM MOJIOYHOI 3AJI031», WO42312, Bepcis 3 Big 09 aunus 2021 p.

3asaBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifnoBifanbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

JIroamuina APKO




Hopatok 23
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopatok o ¢opmu iHdopMoOBaHOI 3rofy MiJ, yac KpU30BOI cuTyauii B YKpaiHi [Jjsi AOCHTiIKeHHs
WO30070, Bepcisi 1.0 gnsi YKpaiHM yKpaiHCBKOKO Ta POCIMCbKOK MoBamu Bif 27 nunHs 2022 p. Ha
OCHOBI MaricTep-Bepcii gogaTtka 1 go ®I3 mig uac kpu3oBoi cutyarlii B YkpaiHi, Bepcisi 2.0 Bizg 15 uepBHs
2022 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1090 Big 19.10.2016

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«BaraTorieHTpoBe paH/0Mi30BaHe M1aLle00-KOHTPOIboBaHe AocuimkeHHs 111 ¢a3u are3osnizymaly (aHTH-
PD-L1 aHTUTi/I0) B peXXUMi MOHOTeparii Ta B O€JAHAHHI 3 XiMiOTepari€l Ha OCHOBI M/JIaTUHU y Malli€HTIB
i3 He/lKOBaHOI MiCI|eBO-TIOIIMPEHO0 ab0 MeTacTaTUUHOI YpPOTe/ialbHOI KaprHOMOI», W0O30070,
Bepcis 10 Big 10 ciung 2022 p.

3asaBHUK, KpaiHa

ToBapHcTBO 3 0OMeEXXeHOI0 BifnoBifampHicTIO «Polil YkpaiHa»

CnoHcop, KpaiHa

@®.Xodpdbmann-JIs Por JITa (IBetitiapis)

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

JIroamuina APKO




Hopartox 24

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnHoBnennii po3zin P.8 «CrabinbHiCTb» [OCBE AOCTIZAKYBaHOrO JiKapcbkoro 3acoby TosebpyTuni6
(Tolebrutinib), TabseTky, BKpuTi 06010HKOW, 0 60 Mr, Bepcisi Bif murHs 2022 poKy, aHTTiHCHKOO
MOBOI; 30i/nbIlleHHsT TepMiHy 30epiraHHsl [JOC/iPKyBaHOTO JTiKapcbKoro 3aco0y TomeOpyTuHio
(Tolebrutinib), TabmeTku, BKpuTi 060/10HKOI0, 110 60 Mr, 10 36 MicsIiB

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

Ne 2487 Big 17.12.2019
Ne 2243 Big 05.10.2020
Ne 2554 Big 09.11.2020
Ne 2554 Bif 09.11.2020
Ne 2243 Big 05.10.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fara

«JloBroCcTpOKOBe pO3IIMpeHe J0C/TiKeHHS 3 OLiHKK Oe3reku Ta edeKTHBHOCTI rpenapaty SAR442168 y
YYaCHHUKIB JOC/I/PKeHHS 3 PeLUUBYOUMM PO3CisSIHUM CKiepo3om», LTS16004, 3 nonpaBkoro 05, Bepcis 1
Biz 29 ymunua 2021 poky;

«PangomizoBaHe mogBiliHe ciine gocimkeHHs: III da3u 3 BuBUeHHs1 eeKTHMBHOCTI Ta Oe3rmeuHOCTi
nipeniapaty SAR442168 y nopiBHsHHI 3 T1anie60 cepe/; y4aCHUKIB 3 BTOPUHHO-TIPOTPECYIOUUM PO3CisTHUM
cknepo3om 6e3 peruaneie (HERCULES)», EFC16645, 3 morpaBkoro 06, Bepcis 1 Big 23 TpaBHs 2022p.;
«Panziomi3oBaHe, mo/BifiHe ciine gocmimpkeHHst 3 a3y s BUBUEHHS e(heKTUBHOCTI Ta 0e3rmeuHOCTi
niperiapaty SAR442168 y mopiBHsHHI 3 Twialeb0 B YYaCHUKIB 3 TMEePBUHHO-TIPOTPECYIOUMM PO3CisTHUM
ckneposom (PERSEUS)», EFC16035, 3 nonpaskoto 07, Bepcis 1 Big 21 rpyzans 2021p.;

«PaHgomi3oBaHe, mojgiiiHe crine gocimkeHHss 3 ¢as3u s BUBUeHHS e(eKTUBHOCTI Ta 6Ge3reuHoCTi
nipernapaty SAR442168 y nopiBHstHHI 3 TepudayHomigom (O6amkio®) B yUaCHUKIB 3 PeIUINBYHOUUMHU
¢dopmamu po3scisiHoro ckiepody (GEMINI 2)», EFC16034, 3 nonpaBkoto 06, Bepcisi 1 Big 23 TpaBHA
2022p.; «PanpomizoBaHe, moABitiHe cmine gocsikeHHss 3 a3y fjid BUBUeHHS e(eKTUBHOCTI Ta
6e3meudocTi mpermapaty SAR442168 y mopiBHsHHI 3 TepuduiyHomizom (Obamkio®) B y4acHUKIB 3
pelyuBytouMMH opmamu po3cisHoro ckieposy (GEMINI 1)», EFC16033, 3 nornpaBkoto 05, Bepcis 1
Big 18 nucronazga 2021p.
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3asgBHUK, KpaiHa TOB «Canodi-ABeHTic YKpaiHa»

CrnioHcop, KpaiHa Genzyme Corporation, USA (/I>xen3aiim KopropetiiiiH, CIIIA)
CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

B.o. renepanbHoOro agupexKropa
dapMaleBTUYHOI0 JUPEKTOpaTy JIvopmuia APKO




HonmaTok 25

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenudi po3zin 3.2.S. «Jlikapcbka CyOCTaHI[isi» [JOChE AOCTIPKYBAHOTO JIiIKAPCHKOTO 3aco0y
Amcenestrant (SAR439859) (CTA Quality Data), Bepcis Bif kBiTHS1 2022 poKy, aHT/IiIICbKOIO MOBOIO;
Ownonenuit po3ain 3.2.P. «JlikapckKuii 3acib» A0Che AOCTiKyBaHOTO JTiKapChKOro 3aco0y Amcenestrant
(SAR439859), Tabnerka, Bkputa o6osioHKol0, 200 mr (CTA-Quality Data Amendment), Bepcisi Bif
TpaBHs1 2022 pOKYy, aHIVIiHCBKOIO MOBOW; OHOBeHWM po3fin «Ilmarie6o o mpemnapaty SAR439859
tabneTka, BKpuUTa 000/10HKO0, 200 Mr» [OChE AOCIIIPKyBaHOTO JikKapchKoro 3acoby SAR439859 (CTA
Quality Data — Amendmnet Placebo Product), Bepcisi Bix TpaBHsi 2022 pOKy, aHI/IiICbKOIO MOBOIO;
36isbIIeHHsT TepMiHy 306epiraHHs OCTiPKyBaHOTO JliKapcbkoro 3aco0y SAR439859, TabneTka, BKpuTa
o6osioHKO10, 200 M, 3 24 1o 36 micAriiB; YTOUHEHHs [0 afipecl BUPOOHMKA JJOC/TiI)KYBaHOTO
nikapcekoro 3acoby SAR439859, tabnetka, Bkputa 060m0HK00, 200 mr: Byno: Almac Clinical Services
Limited (inma Ha3Ba — Almac Clinical Services Ltd), United Kingdom 3a agpecoto Seagoe Industrial
Estate, 9 Charlestown Road, Craigavon, BT63 5PW, United Kingdom; Crano: Almac Clinical Services
Limited, United Kingdom (Northern Ireland) 3a agpecoto Seagoe Industrial Estate, 9 Charlestown Road,
Craigavon, BT63 5PW, United Kingdom (Northern Ireland); OHoBneHe pocke HemoAudiKOBaHOTO
nikapcbkoro 3acoby Palbociclib, Tabnerka, Bkpura o6om0HKOI0, 75 Mr, 100 mr Ta 125 mr (Non-Modified
Medical Product Amendment), Bepcisi Bifg kBiTHS 2022 poky, aHraiiickkoro MoBOw; KopoTka
XapaKTepUCTHKaA Jiikapcbkoro 3acody IBRANCE, TabsieTku, BKputi 000/10HKOO, 75 Mr, 100 mr Ta 125 mr,
aHTJTiICbKOK MOBOIO

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

Ne 2917 Big 15.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomiszoBane, GaraToleHTpOBe, TIOZBiliHe ciinie JOCTiMKeHHs 3 ¢a3u Tperapary amIjeHeCTpaHT
(SAR439859) y kombiHariii 3 maaboIKK/IiO0M y TIOPiBHAHHI 3 JIETPO30/I0M Y KOMOiHallii 3 maabouukiioom
s nikyBaHHs matieHtiB 3 ER(+), HER2(-) pakom mosouHoi 3a7034, sKi paHillle He OTpUMYBaIu
CUCTEMHOI0 IPOTUPAKOBOr'0 JIKyBaHHs IIOLIMPEHOro 3axBoproBaHHs», EFC15935, 3 nomnpaskoro 04,
Bepcig 1 Bix 02 BepecHs 2021 poky
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3asgBHUK, KpaiHa TOB «Canodi-ABeHTic YKpaiHa»

CrnioHcop, KpaiHa sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBeorMaH, @paHifis)
CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

B.o. renepanbHoOro agupexKropa
dapMaleBTUYHOI0 JUPEKTOpaTy JIvopmuia APKO




HonaTok 26

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnieHa bBpomypa gocmigHvka (docramatuHib, Tabnetku), Bepcis 21 Bim 07 uepBHs 2022 p.;
[Hdopmatiis A5 natjieHTa Ta opma 3roAu Ha yuacTh Y KJIiHIYHOMY [JOC/Ii/pKeHHi /1 YKpaiHu, Bepcis 5.0
Bif 28 nunHa 2022 p., mepeknaj yKpaiHCbKOK MOBORO Bif 31 jumnHs 2022 p.; nepeksiaj; poCiiiCbKORO
MoBoto Bif 31 nunHa 2022 p.; Hoxmatok ao IHdopmauii f1s maijieHTta Ta ¢GopMu 3rofu Ha y4acTb Y
K/IIHIYHOMY [OCTi/pKeHHI a1 YKpainy, Bepcis 3.0 Big 13 yunHg 2022 p., nepeksaj YKpaiHCbKO MOBORO
Bif 19 nunusa 2022 p.; nepekniaj, pocilicbkkor MoBOO Bif 19 nunHs 2022 p.

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 568 Big 27.02.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure mopoBxkeHe mgocimkeHHsS 3 a3y 3actocyBaHHS (ocTamMaTHHIOy AWHATPiI0 B JTiIKyBaHHI
ayTOIMyHHOI TeMOJIITUYHOI aHeMii 3 CUHAPOMOM TeIyIOBUX aritoTHHIiHIB», C-935788-058, Bepcis 5.0 Bix
02 muctomaza 2021 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

Patimken ®apmacekioTikans, Iak., CIIIA (Rigel Pharmaceuticals, Inc., USA)

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepa/sIbHOr0 JUPEKTOpPa

dapManeBTUYHOI'0 ANPEKTOpaTy

JIroamuina APKO




Honatok 27

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporirypa gociifHUKa AOCTiPKyBaHOTO TiKapchbKoro 3acoby CT-P43, Bepcis 3.0 Big 15 kBitHs 2022 p.,
aHTJTiICbKOK MOBOIO

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

Ne 3059 Big 29.12.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PaHgoMi30BaHe, aKTWBHO KOHTpOJIbOBaHe, MOJBiliHe ciine AocyifpkeHHs (a3u 3 [/ TOpiBHSHHS
edekTMBHOCTI Ta Oe3meuHocti CT-P43 3 mpemapatom Crefapa y MaljieHTiB i3 O/sIIKONOZiOHUM
1ICopia3oM Bifj TIOMIPHOI'O ZI0 TSDKKOI'O CTyIleHs TsDKKOCTI», CT-P43 3.1, Bepcisa 2.0 Big 05 mumnHa 2021
POKY

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHow BianoimanbHicTio «KoHTpakTHO-[ocriguunbka Opranisaiis IHHOMapM-
YKpaiHa»

CnoHcop, KpaiHa

CELLTRION, Inc., Republic of Korea (South Korea)/ CEJIJITPIOH, Iuk, Pecriy6stika Kopes (ITiBgeHHa
Kopes)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. reHepa/ibHOr0 AMpEeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOPaTy

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpourypa pocnigavka Pembrolizumab (MK-3475), Buganns 22 Bifg 13 TpaBHsa 2022 poky, aHIJiACBKOIO
MoBo®0; Bporrypa gocnigauka Lenvatinib (E7080), Bumanss 19 Big 23 TpaBHsi 2022 pOKY, aHIVIiMCHKOIO
MOBORO; Ykpaina, MK-7902-001, Indopmatiisi Ta JOKyMeHT Npo iHpopMoBaHy 3rofly [/s Malli€eHTa, BepCis
06 Big 28 ymunHa 2022 p., yKpaiHCbKOX MOBOMO; 3MiHa Ha3BH Ta agpecu CrioHcopa:

BYJIO CTAJIO

«Mepk Wapn eHg Joym Kopn.», godipHe nignpuemctso | TOB Mepk LWapn eHg Ooym (Merck Sharp & Dohme
«Mepk eHf, Ko., IHk.», CLWA, (Merck Sharp & Dohme | LLC).

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

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

Whitehouse Station, New Jersey, 08889-0100,

USA)

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PanzomizoBane, Bigkpute pociimkeHHs I ¢a3u membponizymaby (MK-3475) y moenHaHHi 3
nenBatuHibom (E7080 / MK-7902) y mopiBHAHHI 3 XiMmioTeparii€lo mepiioi JiHil JiKyBaHHSI TIpH
PO3TOBCIO/KeHiM abo peuyauByrouitt  KapruHomi enzometpisi (LEAP-001)», MK-7902-001, 3
iHKopriopoBaHoto morpaBkoro 05 Bizg 17 6epe3nst 2021 poky

3asiBHUK, KpalHa

ToBapucTBO 3 00MeXxeHO0 BizoBiganpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp [Joym Kopr.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy JIvopmuia APKO




Honatok 29

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[opatkoBa iHpopMoOBaHa 3ro/ja yyaCHUKa Ha HaZICU/IaHHS AOC/Ii/PKYBaHOTO MperapaTy YYacHUKY /10/JOMY,
Bepcisi 1.0UKR(uk)1.0 Big 26 TpaBHsa 2022 poky, mepeksaj yKpaiHCbKOK MOBOIO Bif 29 TpaBHs 2022
poky; JlofaTkoBa iHpopMOBaHa 3rojia yuacHMKa Ha HaJCUJIaHHS [JOC/Ii/I)KYBaHOTO TperiapaTy yuaCHUKY
nonomy, Bepcis 1.0UKR(ru)1.0 Bix 26 TpaBHsi 2022 poky, nepeksaj, poCilicbKO0 MOBOIO Bifi 29 TpaBHs
2022 poky; CnyxboBa 3armucka 11010 3abe3neueHHs1 SKOCTi Biz 24 OepesHs 2022 poky, aHTJIHCBKOIO
MOBOIO Ta IepeK/aZ YKpaiHCbKOK MOBOIO Bifi 14 uepBHs 2022 poky; IHCTpyKLUii {00 TIPOBe/IeHHs Bi3UTY
[0 LIeHTpy TMpOBeJeHHs1 JoC/aifpkeHHs1 B KiHUeBid Toulli IRT psd Bi3uTy mnailieHTa Ta BUJaui
pJocrimkyBaHoro mnperapary ([IT) y Bumazaky, sikijo [IT Oyze HazmiciaHo Oe3rocepeiHbO TALIiEHTY
Kyp’epoM Bif 12 TpaBHa 2022 poKy, aHIVIIMCBKOIO MOBOIO Ta IepeK/aZ, YKpalHCbKOK MOBOKO Bifg 13
yepBHs 2022 poky; JIuct mo gocnigHuka Big 21 kBiTHS 2022 poKy, aHIVIiMCHKOIO MOBOIO Ta TepeKsaf,
YKpalHCbKOI0 MOBOIO Bif 13 yepBHsa 2022 poky; [1oBifom/IeHHs TIPO NTOBHE BUKOPUCTAaHHS
¢dnakoHa 3 mocsigHULIEKUM TiperiapaTtom, pef. 1.0 Big 30 Gepe3nst 2022 poky, aHT/TiMCHKO0 MOBOKO Ta
nepeK/ia; YKpaiHCbKOI MOBOIO Bif 13 uepBHs 2022 poky; JIMCT 111010 1ab0paTOPHUX AOCTiKEHb, SIKi
3a/MILAIOTLCS  3aC/IiM/IeHUMHU  BiANOBIJHO [0 TIPOTOKOJY, KOMM BOHU TIPOBOASATHLCS B  MicClieBiid
naboparopii, Big 27 kBiTHa 2022 pOKy, aHIJIICHKOI0O MOBOIO Ta TepeK/aj, YKpaiHChKOH MOBOIO Bij 14
yepBHs 2022 poky; JIUCT CTOCOBHO Hemepen0aueHuX J1abopaTOPHUX POOIT/OL[iHKY B LIEHTPaX Ta MOTOYHE
yIpaB/IiHHS TaljieHTaMu Bif 26 kBiTHA 2022 pOKy, aHIVIIMCBKOIO MOBOIO Ta Tepeksaj yKpaiHChbKORO
MOBOIO Bif 14 uepBHs 2022 poky

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

Ne 516 Big 22.03.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomisoBaHne, ToBiliHe criine, 11ale00-KOHTPO/IbOBaHe 52-TYDKHEBe AOC/TiZPKeHHS /11 OL[iHFOBaHHS
eheKTHUBHOCTI Ta 6e3MevyHOCTi 3aCTOCyBaHHS eTpaciMo/ly B MALli€HTIB i3 aKTMBHUM BHPA3KOBUM KOJIITOM
TIOMIPHOr0 CTyneHs TsKKOCTi», APD334-210, 3 nonpaskoro 1.0 Big 02 yepsHs 2021 poky

3asiBHUK, KpaiHa

ITianpuemcTso 3 100% inosemHoro iHBecTHieto «AVIK’FOBIA PJIC YkpaiHa»
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CrioHcop, KpaiHa «Apena ®apmackroTtikans, [HK.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi —
Marepianu/mpernaparu
CYIyTHBOI Tepamnii

B.o. renepanbHOro AupeKTopa
dapMaleBTUYHOI0 JUPEeKTOopaTy JIrngmuia APKO




Honatok 30

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Ha3Bu Ta agpecu CrnoHcopa: TOB Mepk lapn eny Joym (Merck Sharp & Dohme LLC), Azpeca:
126 Ict JlinkosbH aBeHro, 1i/c 2000, Pageit, Heto [Ixkepci, 07065, CIIIA (126 East Lincoln Ave., P.O. Box
2000, Rahway, NJ 07065, USA); bpoinypa [ociifHUKa AOCTIIKYBaHOTO JTiKapChKOro 3acoly
Pembrolizumab (MK-3475), BumanHs 22 Big 13 TpaBHa 2022 p., aHr/ilickkoro MoBoio; bBporiypa
JOCTTiTHUKA JOCTi[KyBaHOTO Jlikapchkoro 3acoby Vibostolimab (MK-7684)/MK-7684A, Buganns 10 Bix
29 uepBHsi 2022 p., aHIiNACBEKOIO MOBOI; YKpaiHa, MK-7684A-004, Indbopmailis Ta AOKyMeHT IpO
indbopmoBaHy 3rofy s maiieHTa, Bepcisi 1.02 Big 04 ceprHsa 2022 p., yKpaiHCbKOK MOBOIO; 3pa3ok
MapKyBaHHS [JOC/Ii/P>KyBaHOTO JlikapchbKoro 3acoby MK-7684A Kit, Bepcis 2.0 Big 26 sumnus 2022 poky,
AHTTIMCPKOK0 Ta YKpaiHChKOIO MOBamH; 3pa30K MapKyBaHHS [IOC/i/)KYBaHOTO JIiKapCbKOTro 3acoly
MK-7684A Vial, Bepcist 2.0 Big 26 numHst 2022 poKy, aHIJIiACBKOI0 Ta YKpaiHCbKOI0 MoBamu; [IpoTokos
MK-7684A-004. 3pa3ok MapKyBaHHS [JOC/Ti/I)KyBaHOTO JiKapCchbKoro 3acoby MK-7684A nsi TOKambHOTO
BUKOPUCTaHHA B [JOC/IIJHULILKUX LieHTpax, A1 YKpalHU YKpalHCbKOIO MOBOIO, Bepcid 2.0 Bif 25 yvrHs
2022 poky; 3pa30K CIpOIIeHOT0 MapKyBaHHsS 3apeeCcTPOBAHOTO B YKpaiHi JIiKapcbKoro 3acoly, sKui
3aCTOCOBYETbCSI B K/iHiuHOMy BunpoOyBaHHi MK-7684A-004, Bepcis 2.0 Big 25 naunusa 2022 p.,
YKPaiHCbKOK MOBOIO

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

Ne 1722 Big 11.08.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure pocnmimkenast da3u 2 ans oniHku Oe3neku Ta edekrtuBHOCTi MK-7684A (kombiHaris MK-
7684 [BibocTonimMab] 3 MK-3475 [membOposizymab]) y yuacHUKIB 3 peLiuiuBytOurMy abo pedpakTepHUMHU
reMaTOJIOTIUHUMHU 3J/I0SIKICHUMU HOBOYTBOpeHHsIMU», MK-7684A-004, 3 iHKOPIIOPOBAaHOK MOIPABKOIO
03 Big 18 mororo 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»
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CrioHcop, 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. reHepa/sibHOro fMpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy JIropmuia APKO




Hopartok 31

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi [ndopmatiist a1 naienta Ta @opma iHpopmoBaHoi 3roau, Bepcis 6.0 yKpaiHCbKOI0 MOBOIO /11 YKpaiHu
TIOTpPaBKU Big 03.08.2022 p.; Indopmatiis s marjieHTa Ta ©opma iHpopmoBaHoi 3roau, Bepcisi 6.0 pociiicbkoro
MOBOIO 151 YKpainu Bif 03.08.2022 p.

Howmep Ta gata Hakazy Ne 310 Big 23.02.2021

MO3 wop0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa kiiHiuyHOTO «baraTorjeHTpoBe, 3 OJHMM pYKaBOM JIIKyBaHHs, BiJIKpUTe, [OBrOTpUBa/e KIIHIYHE [JOC/IiKeHHS
BUTIPOOYBaHHS, KO/, criocTepe>keHHs Ge3neuHocti Cesekcinary y yyacHUKIB, sIKi Opany ydyacTb y TONepeJHbOMY KJIiHIiUHOMY
BepCis Ta jara pocaigpkenHi Cesnekcinary», 67896049PUH3001, 3 [ToripaBkoro 2 Biz 26.10.2021 p.

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

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», benbris

CynyTHi —

Marepianu/mpernaparu

CYTYTHBOI Tepamnii

B.o. resepanbsHoOro jupeKropa
®apmalneBTUYHOI0 AUPEKTopaTy JIrvamuiaa APKO




Hopatok 32

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

09.09.2022 Ne 1646

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii IIporokon kniHiyHoro pocnimkeHHss Vedolizumab-4013, Bepcis i3 mompaBkoto 7 Bifg 19
»koBTHS1 2021 p., aHT/IiMCBbKOIO MOBOM; Bpolllypa AoCmiJHMKa AOC/iPKYBaHOTO JTiKapCHKOrO 3aco0y
Vedolizumab, Buganus 25 Bif 14 nunuHs 2021 p., aHrnilicekoro MoBorwo; [Hdopmalis Ass narjieHTta i
¢dopma iHdhopmoBaHoI 3rofu A/ YKpaiHu, aHT/IiicbKoo MoBoR, Bepcis 3.0 Big 03 nucronaza 2021 p.;
[Hdopmatiist Ans naifiedTta i dopma iHpopMoBaHOi 3rofu A/l YKpaiHH, yKpaiHCHKOO MOBOIO, Bepcist 3.0
Bif 03 mucromaga 2021 p.; IHopmaiisi ans naijiedta i dopma iHdopMoBaHOi 3roau s YKpaiHu,
pocirceKor0 MoBO1O, Bepcis 3.0 Bix 03 mucronaza 2021 p.; 3MiHa Ha3BM Ta KOHTakKTHUX JaHux CrioHcopa

NOCTi [DKEHHST:

BYJIO

CTAJIO

HalimeHyBaHHs FOPUAUYHOL oco6bw/T1.Lb.
Gbi3nuHoi ocobu: «Takema leBesnoriMeHT CeHTep
FOpon JIta.», CnonyueHe KoposnictBo (Takeda
Development Centre Europe Limited, United
Kingdom)

I1.I.b. koHTakTHOI 0cobu: Rebecca Curtis
Miclie3Haxo/pkeHHsT  FOPUAUYHOI  0cobu/Miclie
npoxuBaHHsT ~ QisuuHoi ocobu: 61 Aldwych,
London, WC2B 4AE, United Kingdom
KonTakTtHuii Tenedon: 44 20 31168909,

AJipeca eIeKTPOHHOI IOLLTH:
Rebecca.curtis@takeda.com

HalimeHyBaHHs FOPUAUYHOL ocobw/T1.LB.
¢isnynoi ocobu: Takeda Development Center
Americas, Inc., USA (CIIA)

I1.1.b. koHTakTHOI 0Ccobu: Stephen Jones
Miclie3Haxo/pkeHHST  FOPUAUYHOI  0cobu/Miclie
npoxxuBaHHs ¢i3nyHoi ocobu: 95 Hayden Avenue,
Lexington, MA, 02421, United States

KonraktHuii Tesiedon: +44 (0)1256 894003
AJipeca eJIeKTpOHHOI IOLLTH:
Stephen.Jones@takeda.com

Howmep Ta fara Haka3sy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1005 Big 28.09.2016
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Hasga kj1iHiuHOTO «[Tporpama po3IIMPeHOr0 JOCTYIy A0 mnpernapatry EHTiBio (Befosisymab A B/B 3aCTOCYBaHHS) /s

BUTIPOOYBaHHS, KO/, MaIfieHTiB 3 BUPa3KOBHM KOJiTOM Ta XxBopoboro KpoHa», Vedolizumab-4013, 3 romnpaBkoro 6, Bepcist Bif

BepCisi Ta jara 17 muras 2018p.

3asiBHUK, KpaiHa TopapuctBo 3 ObmexeHow BignoriganpHicTio «KoHTpakTHO-/ocmiguuiibka Opranizarjisi [HHO(apM-
Ykpaina»

CrnioHcop, KpaiHa «Takena IeenornmeHT CeHrtep FOpom JIta.», CrionyueHe KoponiBctBo (Takeda Development Centre
Europe Limited, United Kingdom)

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepasibHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy JIvoamuiaa APKO




Hopatok 33

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH MPOTOKOJ KiIiHIYHOTO BUNpoOyBaHHs MK-3475-630, 3 iHkopriopoBaHo0 morpaBkow 08 Bif
28 uepBHs 2022 pokKy, aHrjiticbkkoro MoBow; MK-3475-630, YkpaiHa, [HdopMaillisi Ta JOKYMEHT Tpo
indbopmoBaHy 3rofy s maijieHta, Bepcis 02 Big 01 ceprHs 2022 poky, YKpaiHCBKOI MOBOIO;
MK-3475-630, Ykpaina, [HdopmaniliHuii TUCTOK i AOKYMeHT Tpo iHpOpPMOBaHy 3rofly Ha MailOyTHeE
6iomenuune pocmimkenns, Bepcist 01 Big 03 ceprast 2022 p., yKpaiHCbKOIO MOBO!O; OHOBJIEHHSI 3pa3KiB
MapKyBaHHS JOC/TiPKyBaHOTrO Jikapchkoro 3aco0y MK-3475: MK-3475_Kit, Bepcis 2.0 Big 11 KBiTHs
2022 p., aHI/iACbKOIO Ta yKpaiHCbKOr MoBamu; MK-3475_Vial, Bepcia 2.0 Bixg 11 ksitHs 2022 p.,
aHIJIIMCBKOI0 Ta YKPaIHCHKOK MOBaMHU

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

Ne 1773 Bif 20.08.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomizoBaHe, mopBitiHe crine, TMUIalebo-KOHTpobOBaHe gAocmimkeHHs III ¢a3u ansg  oLiHKK
nemMOposTiymMaOy TIOpiBHSIHO 3 Taneb0 K aj’FOBAaHTHOI Tepariii Mic/is omepariii Ta OMpOMiHEHHS B
YYaCHUKIB 3 MICLIeBO PO3MOBCIO[KEHOK IIJIOCKOK/IITUHHOK KapLMHOMOK WIKIPpHU 3 BUCOKUM CTYyIIeHeM
pusuky (KEYNOTE-630)», MK-3475-630, 3 inkopnopoBaHoto rioripaBkoro 07 Biz 09 cepriast 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO « MC/] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

JIroamuina APKO




Hopartok 34

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

09.09.2022 Ne 1646

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBneHuii npoTokon KiiHiuHoro BumpoOyBaHHs, RENIAL, Bepcis 2.0 Bixg 07.06.2022 p.; oHOBieHu
CUHOTICUC TIPOTOKOJy KJIiHiuHOro BUIpoOyBaHHs, Bepcis 3.0 Big 07.06.2022 p.; oHOBjeHa Opoirypa
nJocnigHuka, Bepcis 2.0 Big 07.06.2022 p.; oHOBMeHWI TIPOEKT iHCTPYKLii /151 MeJUUYHOT0 3aCTOCYBaHHS
JIOCJTi/PKYBaHOTO JliKapchKoro 3acoby, Bepcis 2.0 Big 07.06.2022 p.; oHoBneHa iH(opmariis Aas
no6poBoIbIIs i iHGOpMOBaHa 3rofia 0OPOBOJIBI Ha yUacTh y KTiHIYHOMY JOCTipKeHHi, Bepcist 2.0 Bif
07.06.2022 p., yKpalHCbKOIO MOBOIO; OHOBJeHa iHdopmallis Ayt AoOpoBosblsg i iHbopMoBaHa 3rofa
J0OPOBOJIBIIS Ha yuyacTb y KJIiHIYHOMY AocutimpkeHHi, Bepcis 2.0 Big 07.06.2022 p., pocilicbkol0 MOBOIO;
oHoBJieHMM Moaynb 3. «SIKicTb» JOChE AOCIIPKYBAaHOTO JiKapCchKOro 3aco0y, pefakiisi Ne 2; 3miHa cepil
JIOCTTiIKYBaHOTO JiKapChKOTO 3aco0y PeHianb, TabyeTKW, BKPUTI TUTIBKOBOIO 000/I0HKOIO 10 50 MT;
3MiHa cepii peepeHTHOrO0 JTiKapcbKoro 3aco0y [Hcrpa®, TabseTku, BKPUTI TUTIBKOBOIO 000I0HKOO 110 50
Mr; 3MiHa MapKyBaHHS [OCJIi/PKyBaHOTO JIiKapcbKoro 3aco0y Penianb, TabneTKd, BKPWTI TUTiBKOBOIO
o6osioHKor0 o 50 mr (repBuMHHa ymakoBKa) — Bif 07.06.2022 p.; 3MiHa MapKyBaHHSI [OC/i>KyBaHOTO
niKapchKoro 3aco0y Penianb, TabneTku, BKpUTI TUIiIBKOBOK 000/10HKOIO 110 50 Mr (BTOpPHMHHA YTIaKOBKa) —
07.06.2022 p.; 3miHa MapKyBaHHs pedepeHTHOro JiKapchbkoro 3aco0y IHcripa®, TabneTku, BKPHUTI
TTiBKOBOIO 00070HKOK 10 50 Mr (mepBuHHa ymakoBka) — 07.06.2022 p.; 3MiHa MapKyBaHHS
pedepeHTHOrO JiKapcbkoro 3aco0y IHcrmpa® TabneTku, BKPUTI TUTIBKOBOIO 000M0HKOK 1o 50 Mmr
(BTopyHHa ymakoBka) — 07.06.2022 p.; 3MiHa MicIis ripoBeZieHHs1 BUNpoOyBaHHsI Ne 2 (6GioaHamiTHUHOT
naboparopii):

bYJIO CTAJIO

K.0.H. JIibiHa B.B. K.0.H. Cabko B.E.

Jlaboparopist dhapmakokinetvku (M. XapkiB) AIT | TOB «Knindapm», KuiBcbka 061acthb, M. IpmiHb
«[lep>kaBHUI eKcriepTHUM LieHTp MiHicTepcTBa
OXOPOHHU 3I0POB’sl YKpaiHW», M. XapKiB




2 MPOJOBXKEeHH fojaTka 34

Howmep ta faTa Hakasy Ne 2554 Big 09.11.2020

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «KiniuHe gocsmipykeHHsT 3 OLIHKM GioeKBiBa/IeHTHOCTI JIiKapCchKUX 3aco0iB PeHianb, TabmeTKH, BKPHTI

BUTIPOOYBaHHs, KOZ, 1iBKoBo0 060m0HKOI0 TI0 50 Mr (AT «KuiBmexnpenapar», YkpaiHa) Ta IHcripa®, TabieTkd, BKPHUTI

BepCisi Ta jjara M1iBKOBOIO 000/10HKOI0 110 50 Mr (PapeBa AmbOya3, ®panijisi) 3a yuacTi 370pOBUX A0ODPOBOJIBLIIBY,
RENIAL, Bepcis 1.2 Big 07.09.2020 p.

3asiBHUK, KpaiHa TOB «APTEPIYM JIT[l», YKpaina

CrioHcop, KpaiHa AT «KuiBmeprnpernapaT», YKpaiHa

CynyTHi —

Marepiaau/mpernaparu

CYIYTHBOI Tepamnii

B.o. renepasbHOro ApeKTopa
dapMaleBTUYHOI0 JUPEeKTOopaTy JIrngmuia APKO




