Jomatox 1

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

bpomrypa npocnimauka Pembrolizumab (MK-3475), sugansst 22 Big 13 tpaBHs 2022 poky, aHTTIHCHKOIO
MoBom; Ykpaina, MK-7339-013, [ndopmariis Ta TOKyMeHT mpo iHGOpMOBaHY 3roAy AJIs Malli€eHTa, BepCis
04 Big 30 yepBHs 2022 p., ykpaiHCbKOO MOBOIO; Ykpaina, MK-7339-013, sepcis 1.01 Bix 30 wepBHs
2022 p., ykpaiHCbKOIO MOBOIO, [HpOpMaIliiiHUI JINCTOK 1 JOKYMEHT Mpo iHPOPMOBaHY 3roly Ha MallOyTHE
OioMenuYHe JOCTIKEHHs, 3pa3ku MapKyBaHHS JOCHIDKYBaHMX JIKapchbkux 3aco0iB: MK-3475 Vial,
Bepcis 2.0 Big 01 aunns 2022 poky, aHTiHCBKOIO Ta yKpaiHcbkoro MoBamu; MK-3475 Kit, Bepcis 2.0 Bin
01 mumas 2022 poky, aHTIIIIKHCHKOIO Ta yKpaiHChbKOO MoBamu; Omnamapu® abo mmane6o no Onamapuoy,
Bepcis 2.0 Big 06 numusa 2022 poky, aHTIIHCHKOIO Ta YKPAaiHCHKOIO MOBaMM; 3MiHAa Ha3BU Ta aJapecu

CnoHcopa:

bYJIO

CTAJIO

«Mepxk IHapn enn Hoym Kopmn.», npouipne
nignpueMctBo «Mepk enn Ko., Iak.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA).

Anpeca: Mepk [lpaiiB, 1, nomrosa ckpunbka 100,
M. Baiitxayc-Creitn, mtat Hero-/Ixepci, 08889-
0100, CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

TOB Mepk Illapn ena Hoym (Merck Sharp &
Dohme LLC).

Anpeca: 126 Icr JlinkonsH aBento, m/c 2000,
Pageii, Heto [Ixepci, 07065, CIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

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

Ne 80 Bix 19.01.2021
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HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanymomizoBane, TOJBIHE crine, IUIane0o-KOHTpoiaboBane npocuimkeHas Il ¢dasm mng  omiHku
neMOposizymady (MK-3475) y moenHaHHI 3 CYNyTHBOIO XIMIOIPOMEHEBOKO TEPAMi€l 3 TOMATBIITUM
BBEJICHHSM reMOpotizymaly 3 onanapudom (MK-7339) abo 6e3 HpOTO y MOPIBHSHHI JUIIE 3 CYITyTHHOIO
XIMIOIIPOMEHEBOIO ~ TEpami€l0 B  YYaCHUKIB 3  HEIMIOAABHO JIarHOCTOBAaHMM  JIOKQJII30BaHUM
npibHOKIITHHHUM pakoM JereHiB (JIAPJI)», MK-7339-013, 3 inkopmopoBanoio momnpaBkoio 03 Bifg
16 nunas 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BinnoBigansHicTI0O «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn Enx loym Kopm.», nouipre nignpuemcto «Mepk Enn Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHOro 1upekTopa
dapManeBTHYHOIO INPEKTOPATY Jroagvmiaa APKO




JlopaTok 2

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

bpomrypa npocnimauka Pembrolizumab (MK-3475), sugansst 22 Big 13 tpaBHs 2022 poky, aHTTIHCHKOIO
MOBOIO; Ykpaina, MK-3475-B61, indopmariis Ta JOKyMeHT npo iHPOPMOBaHY 3roj1y i MalieHTa, Bepcis
1.02 Bix 20 mumas 2022 poky, yKpaiHChKOIO MOBOIO; YKpaina, MK-3475-B61, indopmariist Ta JOKyMEeHT
npo iHopmoBaHy 3rofy uis namienta, Bepcist 1.02 Bing 20 jaumast 2022 poky, pociiicbKor MOBOIO; 3pa3ok
MapKyBaHHs JIOCIIPKYBaHOTO JiKapchKoro 3aco0y Lenvatinib_Bottle Bepcist 2.0 Big 13 mumas 2022 p.,
AHTJICHKOI0 Ta YKPAiHCBKOIO MOBaMH; 3pa3oK CIPOIIECHOTO MapKyBaHHs 3apeecTpOBaHOrO B YKpaiHi
JKapCchKOro 3aco0y, sIKUi 3aCTOCOBYEThCA B KIliHIYHOMY BumnpoOyBanHi MK-3475-B61, Bepcis 2.0 Big
27 nunas 2022 p. ykpaiHChbKOIO MOBOIK; 3MiHA Ha3BU Ta aapecu CrioHcopa:

BYJIO CTAJIO
«Mepk Ilapn enx Joym Kopm.», mouipae | TOB Mepk Ilapn enx Joym (Merck Sharp &
nianpuemctBo «Mepk enn Ko., Iak.», CIIA, | Dohme LLC).
(Merck Sharp & Dohme Corp., a subsidiary of | Aapeca: 126 Ict JlinkoneH aBento, 1/c 2000,
Merck & Co., Inc., USA). Pageii, Heto [Ixepci, 07065, CIIA (126 East
Anpeca: Mepk [paiis, 1, nomroBa ckpunabka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baiitxayc-Creiimin, mtat Hero-/xepci, 08889- | USA)
0100, CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,

USA)
3MiHa BIAIOBITAILHOTO JOCITHUKA:
BYJIO CTAJIO
3aB. Bia. Hanbannsu T.A. mikap Kigix S.I7.
KomynaneHe  HekoMepiiiiiHe — migmpuemcTBo | KomyHanbHe HEKOMEpIIiifHe 1 ITPUEMCTBO
«O06nacHU TIEHTP OHKOJIOTiI», OHKOypoJioriuHe | «O0JacHUN IEHTP OHKOJOTI(», OHKOYpPOJOTidHE
BIJUTIICHHS, M. XapKiB BiJlIUICHHS, M. XapKiB
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Howmep Ta narta Hakazy Ne 187 Bim 05.02.2021
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3Ba kiiHiuHOTO «Binkpure kininiune gociimxkeHHs I ¢has3u, mo npoBoauTHCS B OIHIHN TPyIIi IS OLIIHKK IEMOpPOoJIizyMady B

BUNIPOOYBaHHSA, KO/, KoMOiHaIii 3 JIEHBaTMHIOOM B SKOCTI MEpUIOi JiHII JIKyBaHHS B YYaCHHKIB 3 PO3MOBCIOJIKCHOIO /

BepcCis Ta gaTa METaCTaTUYHOIO HECBITIOKITITHHHOK HUPKOBO-KIITHHHOI KapuuHoMmoro Hupku (HCkHKKH) (KEYNOTE-
B61)», MK-3475-B61, 3 inkopriopoBanoro nonpaskoto 02 Bix 25 cepmas 2021 poky

3asiBHUK, KpaiHa ToBapucTBO 3 00MexeHOI0 BianoBiganpHicTIO «MCJ] Ykpaina»

CnoHcop, kpaiHa «Mepxk Hlapn Enx loym Kopm.», nouipre mignpuemctso «Mepk Enn Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. renepajibHOT0 AMpPEKTOpPa
DapManeBTHYHOI0 IHPEKTOPATY JIrogvuna APKO




JlonaTok 3

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

BUIIPOOYBaHb»
09.09.2022 No 1646
InenTudikaris cyrreBoi [TomoBkeHHSI TEPMiIHY MPUIATHOCTI JOCIHIKYBAHOTO JiKapchkoro 3aco0y AMT-101, taGnerku, BKpUTI
MOIPaBKU KHUIIIKOBOPO3YHMHHOIO 000JI0HKOI0, 3 Mr 3 24 110 36 MicsIIiB
Howmep Ta nara naka3zy Ne 762 Bin 20.04.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «baraTonieHTpoBe paHIOMI30BaHEe IUIAc00-KOHTPOJIbOBAHE MOABIMHE Ciine JOCTIHKeHHS (a3 2a, 110
BUTIIPOOYBaHHSA, KO/, NPOBOJIUTHCA B TapalieIbHUX TpyHax Ui BHUBYCHHA €()EKTHBHOCTI Ta OE3MEYHOCTI MepopaibHOTO
Bepcis Ta Jara 3actocyBanHs mpenapatry AMT-101 y mamieHTiB i3 BHPa3KOBHM KOJIITOM CEPEIHBOTO a00 TSHKKOTO
crynensi», AMT-101-202, Bepcis 4.0 Bix 12 xBiTHs 2022 p.
3asiBHUK, KpaiHa TOB «biomamnacy», Ykpaina
Cnoncop, kpaiHa «Enmuaitn Monexstonap Tpancnopt Ink.»/ Applied Molecular Transport Inc, CILIA
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepajibHOr0 AMpPeEKTOpPa
DapManeBTHYHOI0 IHPEKTOpPATy JIrogvuna APKO




Jonmarok 4

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Indopmaris mis namienra tTa @opma indpopmosanoi 3rogu — Iporoxon 73841937NSC3003, Bepcis 5.0
pociiicekor0 MoBow uist Ykpainu Bix 02.06.2022 p.; OnoBnenuid po3ain 3.2.S Jlocbke n0CHiIKyBaHOTO
nikapcekoro 3aco0y Jlazeprini6 (JNJ-73841937-ZCY lazertinib mesylate monohydrate) Bix 28.03.2022;
Omnosnenuit po3ain 3.2.P Jlocke mocmikyBaHoro jJikapcbkoro 3aco0y Jlazeptini6 (JNJ-73841937-ZCY,
G002), tadbmerkn 80 mr, Big 30.03.2022; OnoBnenuii po3ain 3.2.P Jlocke 1uranebo 10 AOCTIHKYBAaHOTO
nikapcbKkoro 3aco0y Jlazeprini6 (Placebo G003), Tabnetku, Bix 11.04.2022; OnoBnennii po3zain 3.2.P Jlocke
JikapchKoro 3aco0y mopiBHsiHHS Tarpicco, Ocumeptini6 (G123-G122), xancynu mo 40 mr Ta 80 mr, Bix
08.04.2022; Onoenenuit po3ain 3.2.P Jocke mnanebo 10 JikapchbKoro 3aco0y mopiBHsiHHA Tarpicco,
Ocumeptini6 (G040 and G065), kanicynu o 40 mr ta 80 mr, Bix 08.04.2022; Onosneni posaimm 3.2.S Jlocke
JIOCTIIPKYBAHOTO  JliKapcbkoro 3aco0y AwmiBantama® (JNJ-61186372) Ta 3.2.P AwmiBantama®
(JNJ-61186372), po3uun, 50 mr/mi, 3a 6epe3ens 2022; 3amydeHHs: HOBUX BUPOOHUYMX IiissHOK i J1JI3
AwmiBanTtama0, po3uuH, 50 mr/ma: Catalent Pharma Solutions LLC, CIIIA; Janssen Sciences Ireland UC,
Ipnannis; 3anydenns HoBux BupoOoHunx AutstHOK 11st JIJI3 Jlazeprini6, Tabmerku, 80 Mr, Ta BiJIMOBITHOTO
rtane6o: Catalent Pharma Solutions LLC, CIIIA; Catalent CTS LLC, CIIA; Catalent (Shanghai) Clinical
Trial Supplies Co., Ltd., Kuraii; Catalent Germany Schorndorf GmbH, Himeuunna; 3anyueHHsS HOBUX
BUpoOHNYMX AisHOK A JJI3 OcumepTuniO, kancynu, 80 mr ta 40 mr: Catalent Pharma Solutions LLC,
CHIA; Catalent CTS LLC, CIIA; Catalent (Shanghai) Clinical Trial Supplies Co., Ltd., Kuraii; Catalent
Germany Schorndorf GmbH, Himeuuuna; Astrazeneca AB, IlIBeris; 3anydeHHS HOBUX BUPOOHUYHMX
TUTsTHOK [Tt tiane6o g0 Ocumeptuni0, kancynu, 80 mr ta 40 mr: Catalent Pharma Solutions LLC, CIIA;
Catalent CTS LLC, CIIA; Catalent (Shanghai) Clinical Trial Supplies Co., Ltd., Kuraii; Catalent Germany
Schorndorf GmbH, Himewyunna; 3011b1IeHHS TEPMiHY IPUIATHOCTI TOCIIIXKYBAHOTO JIIKAPCHKOTO 3ac00y
AwmiBantama0, po3unH 50 mr/mu, 1o 36 MicsmiB; OHOBICHUH 3pa30ok MapkyBaHHS «JlazepTiHiO 80 mry,
tabnetkn; OHOBIIEHUH 3pa30ok MapKyBaHHs «Jla3epTiHi6 80 mMr abo mianebo», TabneTku

Howmep Ta nara Hakazy
MO3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 3059 Big 29.12.2020
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HasBa ximiHiuHOTO «PannomizoBane kiiHigHe gociimkeHHs Pa3u 3 koMOiHOBaHOI Tepamii AMiBaHTamMaOboM Ta JlazepTiHiOoM

BUIPOOYBaHHS, KO/, y nopiBHsHHI 3 OcuMepTHHIOOM Ta y MopiBHAHHI 3 JIa3zepTiHiOOM sK mepioi JiHii Tepamnii y MmaiieHTiB 3

Bepcis Ta Jara MICIIEBO-TIOIIMPEHUM ab0 METAaCTaTUYHHUM HeIpiOHOKIITUHHUM PAaKOM JIET€Hb 3 MYTAIli€l0 PEIenTOpiB
enigepmasibHoro ¢aktopa pocty (EGFR-myramiero)», 73841937NSC3003, 3 IlompaBkoro 2 Bifg
23.09.2021 p.

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

Cnoncop, kpaina «IHCCEH ®APMALIEBTHUKA HB», benbris

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. renepanbHOro 1upekTopa
dapManeBTHYHOIO IMPEKTOPATY Jroagvmiaa APKO




Jomatok 5

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

[Tam’siTka 3 TOSICHEHHSAMH 1O MPOTOKONy KiiHiyHOro BumnpoOyBanHs AR-301-002 (Bepcis 4.1 Bix
26 macromnana 2019 p.) Bix 15 kBitHs 2022 p. 1110710 KpUTEpito BKIFOUYCHHS Ne 6b Ta KpUTEPir0 HEBKIIOUEHHS
Ne 2, anrmiiicekoro MoBOIO; [1010BXKEHHS TEpMiHY TPOBEACHHS KJIIHIYHOTO BUMPOOYBaHHS B YKpaiHi 110
31 sxoBTHs 2022 poky

Howmep Ta nara Hakasy
MO?3 11010 3aTBEPIPKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1166 Big 23.05.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, MOJBIMHE cJine, Mmianedo-KOHTPOIbOBaHE, 0araToleHTPoOBE MOCHIKeHHS 3 da3u mis
OoliHKM Oe3neyHocTi Ta edekTuBHOCTI mnpemapaTy AR-301 gk gomoMixkHOI Tepamii A0 JIIKyBaHHS
aHTHO10TUKAaMU TPU BEHTUJISTOp-acoliioBaHili mHeBMOHiT (BAII), cnpuunneniii S. aureus», AR-301-002,
Bepcis 4.1 Bin 26 nucronana 2019 p.

3asiBHUK, KpaiHa

TOB «Mb Ksect», Ykpaina

CnoHcop, kpaiHa

Apinic ®apmacsrotikans, [uk., CIIA (Aridis Pharmaceuticals, Inc., USA)

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IUPEKTOPATY

Jroagvmiaa IPKO




JlopaTok 6

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenuii [Iporokon kiiHiyHOTO mociimkenHs AC-055-312, Bepcis 9 Bim 23 mucromama 2021 p.,
anrniiicekoro MoBow; COVID-19 Jlonatok no [Iporokony KiiHIYHOTO AOCTiIKEHHS Bif 16 nucromana
2021 p., anriiiicekoro MoBoto; Jlonatok o [Ipotokony kiiniunoro nocmimkenns AC-055-312_Guidance
on Study Conduct During Natural Disaster/Major Disruption/Pandemic, Bix 20 TpaBHs 2022 p.,
aHTJTIMCBKOI0 MOBOI; bpomrypa mocimigHuMKa IOCHiIKyBaHOTO Jikapchkoro 3aco0y JNJ-67896062
(Macitentan), Buganus 19 Bix 2 rpyans 2021p., anrmniiicekoro MoBoro; AC-055-312 OcHoBHa iHdopmariis
ta ¢opma iHndopmoBaHOI 3roam s OarbkiB, Bepcis 8.1 AnminicTpatuBHa 3MmiHa 1 ans Ykpainu
aHrniceko0 MoBoto Bif 27 mumas 2022 p.; AC-055-312 OcHoBHa iHdopmartiis Ta ¢popma iHPOPMOBAHOT
3roju Jutst 0aTbKiB, Bepcist 8.1 AnminicTparuBHa 3MiHa 1 11s1 YKpaiHu yKpaiHChKOIO MOBOYO BiJl 27 TUIHS
2022 p.; AC-055-312 OcuHoBHa iHdopmMmaris Ta (opma iHPopMOBaHOI 3roau nAis OaTbKiB, Bepcist
8.1 AnminicTpatuBHa 3MiHa | mis Ykpaiau pociiicbkoro MoBOr Bix 27 mumus 2022 p.; AC-055-312
Indopmarniss Ta dopma iHPOpMOBaHOI 3roAM JIs TMAli€HTIB, SKMUM BUIOBHWIOCH 18 pOKiB, Bepcis
8.1 AnminicTpatuBHa 3MmiHa | ans YkpaiHu aHriiiicbkoro MoBoro Binm 27 mumas 2022 p.; AC-055-312
Indopmarniss Ta dopma iHPOpPMOBaHOI 3roAu i NAl€HTIB, SKMM BUIOBHMUJIOCH 18 pOKiB, Bepcis
8.1 AnminicTpatuBHa 3MiHa | ans YkpaiHu ykpaiHChKOO MoOBOIO Bix 27 mumas 2022 p.; AC-055-312
Indopmarniss Ta dopma iHPOpPMOBaHOI 3roAM s TMAlli€HTIB, SKMUM BUIOBHWIOCH 18 pOKiB, Bepcis
8.1 AnminicTpatuBHa 3MiHa | mis Ykpaiau pociiicbkoro MoBoro Bix 27 smmas 2022 p.; AC-055-312
Indopmaris ta ¢popma iHPOPMOBAHOI 3roAu Ui MAlli€eHTIB BikoM Bif 14 1o 18 pokiB (10 MOMEHTY
nocsirHeHHs 18 pokiB), Bepcist 6.0 AnmiHicTpaTuBHA 3MiHa 1 Juid YKpaiHM aHIIIHCBKOI0 MOBOIO Bij
12 tpaBus 2022 p.; AC-055-312 Tadopmarnis ta popma iHhopMoBaHOT 3rou AJIs MAIIEHTIB BikoM Bix 14
1o 18 pokiB (o MoMeHTy nocarHeHHs 18 pokiB), Bepcis 6.0 AnmiHicTpaTHBHa 3MiHa 1 g Ykpainu
YKpaTHChKOI0 MOBOIO Bix 12 TpaBHs 2022 p.; AC-055-312 IHdopmartis Ta popma iHPOPMOBAHOT 3TN IS
narieHTiB BikoM Bix 14 mo 18 pokiB (1o MoMeHTy mocsirHeHHs 18 pokiB), Bepcis 6.0 AamiHicTpaTHBHA
smia 1 s Ykpaiau pociiicekoro MoBoro Bij 12 tpaBHs 2022 p.; AC-055-312 Iadopmartis Ta dhopma
iH(pOopMOBaHOi 3rou Ajs narieHTiB BikoM Bix 10 10 14 pokiB (10 MOMEHTY AOCSTHEHHs 14 pokiB), Bepcist
5.0 s Yxpainu aHrmiicekoro MoBoro Bix 18 cians 2022 p.; AC-055-312 [adopmartis Ta hopma
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iH(opMOBaHO1 3roau TS mamnieHTiB BikoM Bix 10 10 14 pokiB (10 MOMEHTY JOCSTHEHHS 14 pokiB), Bepcist
5.0 mns YkpaiHum ykpaiHcbkoro MoBorw Binm 18 ciuns 2022 p.; AC-055-312 Iadopmaris ta dopma
iH(popMOBaHOi 3roau s narieHTiB BikoM Bif 10 10 14 pokiB (10 MOMEHTY HOCSTHEHHs 14 pokiB), Bepcis
5.0 mna Ykpaiam pociiicbkkoro MoBorw Bing 18 ciuns 2022 p.; AC-055-312 Indopmarnis ta dopma
iH(pOpMOBaHOI 3ro/u [Tl MAIieHTiB BikoM Bif 7 10 10 pokiB (10 MoMeHTy aocsrHeHHs 10 pokiB), Bepcist
5.0 mns YkpaiHu aHrmiicekoro MoBoro Bin 18 ciuns 2022 p.; AC-055-312 Indopmarmis ta dopma
iH(pOopMOBaHOi 3roju [Tt maIieHTiB BikoM Bif 7 10 10 pokiB (10 MomMeHTY nocsrHeHHs 10 pokiB), Bepcis
5.0 ana Ykpainu ykpaiHcbkoio MoBoro Bin 18 ciuna 2022 p.; AC-055-312 Indopmanis ta ¢opma
iH(opMOBaHOT 3rou s narieHTiB BikoM Bix 7 10 10 pokiB (10 MomeHTy nocsrHeHHs 10 pokiB), Bepcis
5.0 nnsa Ykpainu pociiicbkoro MoBoro Bij 18 ciuns 2022 p.; AC-055-312 [logarok 10 ocHOBHOI iH(hopmarrii
ta Gopmu iHGOpPMOBaHOI 3roam s OaThKIB: IomaTKoBe mociimkeHHs (apmakokineTnku (PK), Bepcis
5.0 AnminicTpatuBHa 3MiHa 1 juis YKpaiHu aHTJiichKo0 MOBOIO Bif 12 TpaBHs 2022 p.; AC-055-312
JonaTok 10 ocHOBHOI iH(opMmalii Ta Gopmu iHGOPMOBaAHOT 3rou sl OATHKIB: JOJATKOBE JOCIIIKECHHS
dapmakokinetuku (OK), Bepcisa 5.0  AnminicTpatuBHa 3MiHa 1 ans YkpaiHu ykpaiHCBKOIO MOBOIO Bif
12 tpaBus 2022 p.; AC-055-312 Jlogatok n0 ocHOBHOI iH(popMmarii Ta ¢hopMu iHHOPMOBAHOT 3roau IS
0aTbkiB: momatkoBe gociimkenHs (apmakokinetuku (PK), Bepcis 5.0 AnminicTpatuBHa 3MmiHa 1 [uis
VYkpaiau pociiicbkoro MoBoto Bix 12 tpaBHs 2022 p.; AC-055-312 Indopmariis ta ¢popma indpopmoBaHOi
3rogu Ans mnainieHTiB BikoM Bix 10 mo 14 pokiB (10 MoMeHTYy nocsrHeHHs 14 pokiB). [lonaTtkose
nociimkenns papmaxokineTuku (PK), Bepcis 4.0 nns Yipainu anrniiicbkoro MoBoto Bij 18 ciung 2022 p.;
AC-055-312 Tadopmaris ta popma iHbopMoBaHOi 3roau st maiieHTiB BikoM Big 10 mo 14 pokiB (10
MOMEHTY aocsirHeHHs 14 pokiB). [lonmatkoBe nociimkeHHs (apmakokiHetuku (PK), Bepcis 4.0 mns
VYkpainu ykpaiHcbkoro MoBoro Bif 18 ciuns 2022 p.; AC-055-312 Iadopmanis ta Gpopma iHpopMoBaHOi
3ronu Jis manieHTiB BikoM Bifg 10 no 14 pokiB (1o MoMmeHTy aocsarHeHHs 14 pokiB). JlomaTkose
nociimkenHs papmakokinetuku (PK), Bepcig 4.0 st Ykpainu pociiicbkoro MoBoto Bif 18 ciunsg 2022 p.;
AC-055-312 Iadopmaris ta popma iHpopMOBaHOI 3rojau AJs MaimieHTiB BikoM Big 7 mo 10 pokiB (mo
MomeHTy aocsrHeHHs 10 pokiB). JlomatkoBe mocmimkenHs dapmakokinetnku (PK), Bepcis 4.0 mus
VYkpainu anrmiiicbkoro MoBoto Bif 18 ciuns 2022 p.; AC-055-312 Indopmanis ta ¢popma iHpopMoBaHOT
3TOAM JUTsI IAIi€HTIB BikoM Bix 7 10 10 pokiB (10 MoMeHTy gocsrHeHHs 10 pokiB). JlomaTkoBe JOCITITKEHHS
dapmakoxinetuku (DK), Bepcis 4.0 st Ykpainu ykpaincbkoro MoBoro Bia 18 ciuns 2022 p.; AC-055-312
[ndpopmanis Ta popma iHpopMOBaHOI 3ronu A HAIi€HTIB BikoM Bifg 7 a0 10 pokiB (A0 MOMEHTY
nocsiraenHs 10 pokiB). lonatkose nocmikenns papmakokinetuku (DK), Bepcis 4.0 ans Ykpainu
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pociiicekkoro MoBoro Big 18 ciunsa 2022 p.; AC-055-312 JlomoBHeHHs 10 iH(oOpMAaIIii 1js HalieHTa Ta
dbopmu iHPOpMOBaHOT 3roau (Ha MOXJHBI 3MiHu mix yac nanaemii COVID-19), Bepcis 3.0 mist Ykpainu
aHrmichkor0 MoBOIO Bif 18 ciuns 2022 p.; AC-055-312 JlomoBHeHHs 110 iH(pOpMAIIii s MaIieHTa Ta
dbopmu iHPOpMOBaHOT 3roau (Ha MOkJuBI 3MiHu mia yac nanaemii COVID-19), Bepcis 3.0 mis Ykpainu
YKpaiHCbKO MOBOIO Bia 18 ciuns 2022 p.; AC-055-312 JlomoBHeHHs n0 iH(opmarliii Ay maiieHTa ta
dbopmu iHPOpMOBaHOT 3roau (Ha MOJHBI 3MiHU mix yac manaemii COVID-19,) Bepcis 3.0 mist Ykpainu
pociiicekoro MoBoro Binm 18 ciuns 2022 p.; AC-055-312 Iadopmaris 1y 6aTbKiB BariTHOI MapTHEPKU
y4acHHKa JIOCHIKEHHS 1 (hopMma JO3BOIY Ha BUKOPUCTAHHS 1 pO3KPUTTS iH(OpMAIIil PO BariTHICTH 1 CTaH
3II0pOB'Ss HEMOBIIATH, Bepcis 2.0. mas YkpaiHu aHriiiicbkor MoBoro Bia 18 ciuns 2022 p.; AC-055-312
Iadopmartist a1t 6aTbKiB BariTHOI MapTHEPKH Y9aCHUKA JOCHIHKEHHS 1 (hopMa 103BOITy Ha BUKOPUCTAHHS
i po3KkpuUTTS 1H(pOpMALii TPO BariTHICTH 1 CTaH 3J0POB'S HEMOBIIATH, Bepcis 2.0. 171 YKpaiHu yKpaiHChKOIO
moBoro Bix 18 ciuns 2022 p.; AC-055-312 Iadopmarnis ans OaThKiB BariTHOi MapTHEPKH y4YaCHHKA
JOCTiIKEeHHS 1 (hopMa 03BOJTY Ha BUKOPUCTAHHS W PO3KPUTTA iH(opmallii mpo BariTHICTH 1 CTaH 3I0pOB's
HEMOBJITH, Bepcid 2.0. it Ykpainu pocilicbkoro MoBoto Bin 18 ciuns 2022 p.; AC-055-312 Tadopmaris
JUTSL BariTHOI MapTHEPKU YYaCHUKA AOCTKeHHS 1 DopMa 103BOIIY TOBHOIITHROI 0coOu (BikoM 18 pokiB)
Ha BUKOPUCTAHHS W PO3KPUTTS iH(OpMaILii Mpo BariTHICTH 1 CTaH 30pPOB'S HEMOBIATH, Bepcis 2.0 s
Ykpainu anrmuiiicekoro MoBoro Bif 18 ciuns 2022 p.; AC-055-312 Iudopmaris 1ist BariTHOT NapTHEPKU
y4acHUKa JOCHipkeHHd 1 PopMa J03BOJYy MOBHOJNITHROI ocoOu (BikoM 18 pokiB) Ha BUKOPHCTAaHHS M
PO3KPUTTS iHpOpMallii Mpo BariTHICTb 1 CTaH 310pOB'st HEMOBIIATH, Bepeisd 2.0 U1t YKpaiHu yKpaTHChKOIO
MoBoto Bif 18 ciuns 2022 p.; AC-055-312 Indopmartist asist BariTHOT MapTHEPKU yJaCHHUKA JTOCIIKEHHS 1
dopma 103BOTY MOBHOMITHROI 0c00U (BikOM 18 poKiB) Ha BHKOPUCTAHHS ¥ pO3KpUTTS iH(MOpMalii mpo
BariTHICTb 1 CTaH 3710pOB'st HEMOBJIATH, Bepcis 2.0 11t Ykpainu pociiicbkoro MoBoto Bija 18 ciuns 2022 p.;
AC-055-312 Iadopwmariis a1 BariTHOI MapTHEPKU y4aCHUKA TOCHIKeHHs 1 Popma T03BOITY JUTS MiTITKIB
BiKOM BiJ 14 no 18 pokiB Ha BUKOpPHMCTaHHS I PO3KPHUTTS i1H(OpMalii PO BariTHICTb 1 CTaH 370pPOB'S
HEMOBJISITH, Bepcis 2.0 st Ykpainu anrmidcskoro MoBoto Bif 18 ciuns 2022 p.; - AC-055-312 Tadopmaris
JUTSI BariTHOI MapTHEPKU y4acHHUKa A0CHiKeHHs 1 DopMa 103BOTy AJs MiATITKIB BikoM Bija 14 1o 18 pokis
Ha BUKOPHUCTAHHS M PO3KPUTTA iHPOpMAIIl PO BAriTHICTH 1 CTaH 370POB'S. HEMOBIATH, Bepcisd 2.0 s
VYkpainu ykpaincbkoro MoBoro Bif 18 ciuns 2022 p.; AC-055-312 Indopmartist 11 BariTHOI MapTHEPKH
ydacHUKa JociipkeHHs 1 dopma 1o3Bony A miUITKIB BikoM Bia 14 no 18 pokiB Ha BUKOpHUCTaHHS U
PO3KPUTTS 1H(OopMAIIil PO BariTHICTH 1 CTaH 3/10pOB's HEMOBIATH, Bepcis 2.0 i YKpaiHu pociiicbKoro
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MoBOIO Bij 18 ciuns 2022 p.; ONUTYBaIBHUK 1010 TPUHHATHOCTI Ta CMAaKOBUX SIKOCTEH Iperapary A
yuyacHuKiB, Bepcis 2.0 Big 18 mucromaga 2021 p., ykpaiHChKOIO MOBOIO; ONUTYBaJIbHUK IIOIO
NPUHHATHOCTI Ta CMAaKOBUX SIKOCTEH Mpemnapary ajs ydacHHKIiB, Bepcis 2.0 Bix 18 mucromana 2021 p.,
pociiicbkor0 MOBOI0; ONUTYBAIBHUK 11010 MPUHHATHOCTI Ta CMAaKOBUX SIKOCTEH Mpernapary sl 0aThKiB,
Bepceis 2.0 Bix 18 nmucronana 2021 p. nepekiaa yKpaiHChKOI MOBOIO; ONUTYBaIbHUK L1010 TPUHHATHOCTI
Ta CMaKOBHX SIKOCTEH mperaparty s 6arbkiB, Bepeis 2.0 Big 18 mucronana 2021 p. nepekiian pociiicbKoo
MOBOIO; [HCTpPyKIIisl 11010 BUKOpUCTaHHS TecTy Ha BaritHicTh Clearblue, Bepcis ykpaiHCHKOIO MOBOIO;
[HcTpykuis moao BuKopucTaHHs Tecty Ha BaritHicTh Clearblue, Bepcis pociiicbkoro MoBOO; [HCTpyKIIii 3
BUKOPUCTaHHSA MEUUTEeHTaH 31 MINPHUIIOM IS IEPOPaIbHOTrO BBeneHHs, Bepceis 2.0 Bix ciuns 2022 poky,
YKpaTHChKOIO MOBOIO; [HCTPYKIIii 3 BUKOPUCTaHHS MEIUTEeHTaH 31 HIMPUIIOM JJIsl IEPOPAIILHOTO BBEICHHS,
Bepcis 2.0 Big ciuns 2022 poky, pOCIHCHKOI MOBOI; JlOCh€ HOCHIIKYBAHOTO JIKapChKOTO 3aco0y
Macitentan, oHoBJIeHHH po31ia «Jlikapchkuii mperapat» Big 10 nmucronana 2021 p., aHTIiIHCEKOI0 MOBOIO;
- Jlocke mociipKyBaHOTO JIKapChKOTO 3aco0y Macitentan, HoBmid po3min «Jlikapcbkuii mpemapaty Bif
08 muctomnazna 2021 p., aHMTCHKOI0 MOBOIO; 3alTydeHHS JOCIiIKYBAaHOTO JIIKapChKoro 3aco0y MaiiTeHnTan
(Macitentan), TaGieTKH, MO TUCTIEPTYIOTHCA, 2.5 MI, BUTOTOBJICHUX NPSMHUM TPECYBaHHAM (BHPOOHUK:
Excella GmbH & Co. KG, Himeuunna); 3amyueHHsl TOCIIKYBaHOTO JIKapChbKOro 3aco0y MailiTeHTaHn
(Macitentan), Tabnerku, o aucneprytoTses, 1 mr (Bupobuuk: Excella GmbH & Co. KG, Himeuunna);
3pa3ku MapKyBaHHsS JIOCIIKYBAaHOTO JiKapcbkoro 3aco0y Mamitentan (Macitentan), TaGiaeTku, L0
nucnieprytotbes, 0.5 mr, 1 mr, 2.5 mr, 5 mr, Big 09 rpyans 2021 p., aHTTCHKOIO Ta YKPaTHCHKOIO MOBaMH;
3MiHa IOBHOI Ha3BU KJIIHIYHOTO BUIPOOYBAHHS

bYJIO

CTAJIO

«bararonieHTpoBe,  BIIKpUTE, pPaHIOMI30BaHe,
KEpOBaHE TOMISIMU JOCHIJKEHHSI IS OIIHKH
epeKTUBHOCTI, Oe3nmeku Ta (apMaKOKIHETUKU
npenapaTy ManuTeHTaH B MOPIBHSHHI 31
CTaHJApTOM JIKyBaHHA Yy JiTeld 3 JIET€HEBOIO
apTepilaJIbHOIO TIIEePTEH3IEI0»

bararonieHTpoBe,  BIIKpUTE,  PaHJOMI30BaHe
JOCTIJKeHHST 3 JIOAAaTKOBUM  TIEpIOJIOM,  sIKE
OPOBOJIUTHCA B OJHIM TIpyni 3 METOK OLHKU
(hapMaKkOKiHETHKH, O€3MEeYHOCTI Ta €PEKTUBHOCTI
npernapary ~ MamuTeHTaH B MOpIBHSHHI 31
CTaHIAapTOM JIIKYBaHHA Yy JiTed 3 JIEr€HEBOIO
apTepiaIbHOIO TIEPTEH3IEI0N
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Howmep ta narta Hakazy Ne 465 Bin 27.04.2017

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «baraToneHTpoBe, BIIKpUTE, paHAOMI30BaHEe, KEpPOBaHE MOMISIMHU JOCIIKEHHS /TSl OLIIHKU €(heKTUBHOCTI,

BUNIPOOYBaHHSA, KO/, Oe3neku Ta papMaKOKIHETUKH Ipernapary MaluuTeHTaH B MOPIBHIHHI 31 CTAHJAPTOM JIIKYBaHHS y JiTel 3

BepcCis Ta gaTa JIETEHEBOIO apTepialibHOIO TinepTeH3ieron, AC-055-312, ocratouna Bepcis 8 Bix 25 ciuns 2021 p.

3asiBHUK, KpaiHa ToBapuctBo 3 OOmexeHow BiamosimanmsricTio «KoHTpakTHO-Jochmimnuupka Opranizamnis [HHODapM-
Ykpaina»

Croncop, kpaina ACTELION Pharmaceuticals Ltd., Switzerland

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoro 1upekropa
dapManeBTHYHOI0 JHPEKTOPATY JIrogmuiia APKO
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

[Tpotokon EX6018-4758, Bepcis 5.0, dinanbha, Bix 17 msrotoro 2022 p. (Protocol EX6018-4758, version
5.0, Final, dated 17 February 2022); [ndopmariis ans yuacHuka ta @opma 3roam Ha y4acTh Yy JOCIHIIKEHH1
4.0-UA(UK), dinansna, Bix 11 aumas 2022, ykpaincbkoro MoBoro; [HGopmais ans yuacHuka ta @opma
3roJid Ha ydvacTb JJis momnepenHboro ckpuHinry, Bepcis 4.0-UA(UK), dinanbaa, Big 11 mumas 2022,
YKpaiHChKOI0 MOBOIO; Bpomrypa nmociimHuka ajsi mpemapary 3iITiBeKiMad Ui MiAMIKIPHOTO BBEICHHS,
npoekt NN6018, Buganns 5, Bepcis 1.0, ¢inanbna, Bix 27 uepBus 2022 poky, aHTIIHCBKOIO MOBOIO
(Investigator's Brochure Ziltivekimab subcutaneous administration; Project: NN6018; Edition 5; version
1.0, final, dated 27 Jun 2022); OHoOBIIEHI PO3AUIN JOChE MOCIIIKYBAaHOTO JiKapchkoro 3aco0y NN6018
Ziltivekimab subcutaneous administration (CMC update): Po3ain 3.2.S.2 «Drug Substance. Ziltivekimab.
Manufacture», Bepcis 2.0, dinansna, Big 06 kitasa 2022 (v.2.0, final, dated 06 April 2022); Po3ain 3.2.S.3
«Drug Substance. Ziltivekimab. Characterisation», Bepcis 2.0, pinanbHa, Bix 06 kitas 2022 (v.2.0, final,
dated 06 April 2022); Pozain 3.2.S.4 «Drug Substance. Ziltivekimab. Control of Drug Substance», Bepcis
2.0, ¢inanphHa, Bix 06 xBiTHa 2022 (v.2.0, final, dated 06 April 2022); Po3xin 3.2.S.5 «Drug Substance.
Ziltivekimab. Reference Standards or Materialsy», Bepcist 2.0, dinanbha, Big 07 xBitas 2022 (v.2.0, final,
dated 07 April 2022); Pozain 3.2.S.7 «Drug Substance. Ziltivekimab. Stability», Bepcis 2.0, ¢pinanbHa, Bix
06 xsitHs 2022 (v.2.0, final, dated 06 April 2022); Po3nmin 3.2.P.3 «Drug Product. Ziltivekimab.
Manufacture», Bepcis 2.0, dpinansHa, Big 07 kitsa 2022 (v.2.0, final, dated 07 April 2022); Po3ain 3.2.P.5
«Drug Product. Ziltivekimab. Control of Drug Product», Bepcis 3.0, pinansha, Big 19 ksitas 2022 (v.3.0,
final, dated 19 April 2022); Pozain 3.2.P.8 «Drug Product. Ziltivekimab. Stability», Bepcis 2.0, dinanbHa,
Big 13 kBitHsa 2022 (v.2.0, final, dated 13 April 2022); Posuin 3.2.P «Placebo Product. Ziltivekimab.
Placebo», Bepcis 2.0, dinansha, Bix 13 kBitHsa 2022 (v.2.0, final, dated 13 April 2022); Marepianu mist
MAIIEHTIB: KOHTEWHep JUIst 30epiraHHs Ta yTHIIi3alii BUKOPUCTAaHUX LIMNPULIB; 3MiHA TEPMIHY IPUIATHOCTI
JOCTI)KYBAHOTO JIIKapChKOTO 3aco0y Ta BIAMOBIAHOTO TuTanebo 3 24 MicAiiB 10 36 MicAlliB; 3aTydeHHS
HOBOI BUPOOHHYOI TIISHKH IS AOCIIKYBAHOTO JTiKapchkoro 3aco0y 3inriBekimab — Novo Nordisk A/S,
Brogardsvej 66, DK-220, Gentofte, 2820, Denmark
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Howmep Ta nara nakazy Ne 2237 Big 18.10.2021

MO3 10710 3aTBEPIXKEHHS

KIIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «docmimkenns ZEUS - BrnuB 3inTiBeKiMaOy TOPIBHSAHO 3 Iulanieb0 Ha CepleBO-CYAMHHI HACIHIJIKH B

BUIIPOOYBaHHS, KOJI, VYaCHUKIB 3 JIIarHOCTOBAaHUM AaTEPOCKICPOTUYHHM 3aXBOPIOBAHHSM CEpIEBO-CYJUHHOI CHUCTEMH,

BepcCis Ta gaTa XPOHIYHOIO XBOpPOOOIO HHPOK 1 CHUCTeMHUM 3ananeHHsaM», EX6018-4758, Bepcis 2.0, ¢inanbHa, Bix
13 nunug 2021 p.

3asBHUK, KpaiHa TOB «HoBo Hopaick Ykpaina»

Crmoncop, kpaina Novo Nordisk A/S, Denmark

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoro 1upekropa
dapManeBTHYHOI0 JMPEKTOPATY JIrogmuiia APKO
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK JI0 TPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»

09.09.2022 Ne 1646
Inentudikaris cyrreBoi Omnosnena Bepcist bpomrypu nocnigauka, Bepeis 8.0 Big 20 kBiTHs 2022 poKy, aHIUTIHCHKOI MOBOIO
MIOTIPaBKH
Howmep Ta nata naka3zy Ne 1012 Big 24.05.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HasBa xmiHiuHOTO foresiGHt: baratoneHTpoBe, paHIOMi30BaHe, 3 MMApAICIPHUMH TpylaMH, IUIane00-KOHTPOIbOBAaHE
BUIIPOOYBaHHS, KO/, (monBiiiHE cIline) Ta aKTHMBHO-KOHTPOJIbOBAHE (BIAKPHUTE) IOCHIKEHHS €(PEKTUBHOCTI Ta O€3IeKH
BepcCis Ta Jata IIOTUKHEBOTO 3aCTOCYBaHHS JIOHAIlErcoOMaTpoIiHa B MOPIBHSHHI 3 IUIalebo0, a TakoX B IMOPIBHSHHI 3

COMATOTPOIIHOM ILIOJICHHOTO 3aCTOCYBAHHSA Y AOPOCIUX 3 edinuToM ropmony pocty., TCH-306, Bepcis
3.0 Bix 20 aunss 2021 p.

3asBHUK, KpaiHa Axuensciops JIta., YropiuHa

CrnoHcop, kpaina Acuengic ®apma Ennoxpinonomku iBikH A/C, [lanis (Ascendis Pharma Endocrinology Division A/S,
Denmark)

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamii

B.o. renepajibHOT0 AMpeKTOpPa
DapManeBTHYHOI0 IHPEKTOpPATY JIrogvuna APKO
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYxpaiau «[1po 3aTBepPKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
09.09.2022 Ne 1646
Inentudikaris cyrreBoi 3MiHa Ha3BU MICIlb IPOBEACHHSA KJIIHIYHOTO BUIIPOOYBAHHS:
MOTPaBKU BYJIO CTAJIO
n.M.H. ['ocnomapebkuii 1.51. a.M.H. ['ociogapcbkuit 1.4.
Komynaipne  HexomepmiiiHe — miampueMcTBO | KomMyHanmpHe  HEKoMepIiifHEe  HiAPHEMCTBO
«TepHominbCchbka  yHIBepCHUTETCbKa  JiKapHs» | « [epHOMiIbCbka oOONlacHA KIIIHIYHA JHKApHS»
Tepuominbebkoi o0macHoi paau, ObmacHuit eHTp | TepHONIBCHKOT 007acHOT paau, O0IacCHU EHTP
KJIIHIYHOT iMyHOJIOT11 Ta aJIeproJiorii, | KIHIYHOT IMyHOJIOT11 Ta aJIeproJIorii,

PEBMATOJIOTIYHE BiJIIICHHS, M. TepHOMLIb

PEBMATOJIOTIYHE BiIiJICHHS, M. TepHOIIiIb

I.M.H., ipod. Ky3pmina I'.I1.

Komynanene  mignpuemctBo  «KpuBopisbka
MichbKa KiiHIYHa JikapHs Ne2» Kpuopizbkoi
MICBKOI  paaM, TOPYIIEHb pPHTMY  Cepus
(kapaiosnoriuHe BiJIUIEHHS 3 PEBMATONOTTYHUMU
JKKaMu), HepxxaBHuit 3aKian
«JlHinmpomneTpoBCchKa MenYHa akazaeMis
MiHicTepcTBa OXOpPOHM 370pOB’Sl  YKpaiHW»,
kadenpa Tepamii, kapaionorii Ta ciMelHOI
MEIUIUHA (DAKYIbTETY MICISAUIUIOMHOT OCBITH,
M. Kpusuii Pir

I.M.H., ipo¢. Ky3pmina I'.I1.

Komynanene  mignpuemctBo  «KpuBopispka
MmicbKa KiiHIuHa JikapHs Ne2» Kpuopizbkoi
MICBKOI ~ paad, TOPYIIEHb pPHUTMY  Cepus

(xapaioyioriyHe BiAAUIEHHS 3 PEBMATOJIOTTUHUMU
JiKKaMu), JIHINPOBChKUN JepKaBHUN MeIUYHUM
yHIBEpCHUTET, Kadenpa Tepamii, Kapaiojorii Ta
ciMelHoi MEJIULINHA bakynpreTy
MICISAUIIIIOMHO1 ocBiTH, M. KpuBwuii Pir

Howmep Ta nara Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 296 Bix 11.02.2020
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HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[Iporpama paHmOMi30BaHUX, II1alI€00-KOHTPOIHOBAHMX MOJBIMHHUX CIINUX JOCTDKeHb (asu 3 s
OIIIHKK e(EeKTUBHOCTI Ta Oe3MeyHoCTi YmHaganuTuHIOy Yy AOpPOCIMX TMAIlEHTIB 3  aKcCiaJbHUM
CHOHAMIIOAPTPUTOM 13 MOJAIBIINM HEpPi0IOM IPUITUHEHHS JIIKYBAaHHSI IIPU JOCSITHEHHI peMiciin, M19-944,
Bepcis 5.0 Bix 12 numnast 2021 poky

3asBHUK, KpaiHa

«E66Bi biodapmackroTikans ['M6X», [lIBelinapis

Cnoncop, kpaina

«E066BI Inkx», CIIIA / AbbVie Inc., USA

CymytHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHOro 1upekTopa
dapManeBTHYHOIO IMPEKTOPATY Jroagvmiaa APKO




Honarok 10

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646
Inentudikaris cyrreBoi 3MiHa BiAMIOBIIAILHOTO JOCIITHUKA'
MOTPaBKU BYJIO CTAJIO
3aB. Big. Koo63es O.1., nikap Jleonosa B.B.,

Komynanene  HexomepmiiiHe — mianmpueMcTBo | KomyHanbHe — HEKOMepIiifHE  MiANPHEMCTBO
«O0nacHUil LEHTpP OHKOJIOTii», OHKOXipypriune | «O0nacHUN UEHTP OHKOJIOTID», OHKOXIpypriuyHe
BI[UIVICHHS ~ OpraHiB TPYAHOI  TOPOKHUHM, | BIIUIUVICHHSI ~ OpraHiB  TPYOHOI  TOPOXKHUHH,

M. XapKiB M. XapKiB
Howmep ta nata Hakazy Ne 1265 Big 23.06.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3zga kiinigHOTO «LIBRETTO 432: Ilnaie60-KOHTpOJIbOBAaHE TMOABIMHE CIIINE paHIOMI30BaHE MOCHIKEHHS 3 da3zu st
BUIIPOOYBaHHS, KO/, OLIIHKHM a1’ FOBAaHTHOI Teparii cennepkaTuHiOOM Micis paJAuKaIbHOI JIOKOPETiOHAPHOI Tepartii y MaIi€eHTiB 3
BepcCis Ta Jata HepiOHOKIMITHHHNM pakoM JereHi craaii IB-IIIA 3 HasBricTio TiOpumHoro rena RET», J2G-MC-JZJX,
Bepcis 3 nonpaskoio (d) Big 21 tpaBus 2021 poky
3asBHUK, KpaiHa «Emi Jlinni Boctok CA», lBelinapis
Cnoncop, kpaina Emi Jlinni enn Komnani, CIIA / Eli Lilly and Company, USA
CynyTtHi —
Mmarepianu/npenapaTi

CYMyTHBOI Teparnii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 IHPEKTOpPATY JIrogmuana APKO
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
09.09.2022 Ne 1646
Inentudikaris cyrreBoi 3MiHa BiAIOBITAIBLHOTO JOCIITHUKA'
MOTPaBKU BYJIO CTAJIO
3aB. Big. Koo63es O.1., nikap Jleonosa B.B.,

Komynanene  HexomepmiiiHe — miampueMcTBO | KomMyHanbHe — HEKOMEpIiifHE  MiAIPUEMCTBO
«O0nacHUl LIEHTP OHKOJOTii», OHKOXipypriune | «O0macHUN IEHTP OHKOJIOTI», OHKOXipypridHe
BI[IUICHHST OpraHiB TPYAHOI MOPOXHUHH, M. | BIIIUICHHS  OpPraHiB  TPYOHOI  TOPOXKHUHH,

XapkiB M. XapKiB
Howmep ta nata Hakazy Ne 1360 Big 10.06.2020
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3sBa kniniuHOrO LIBRETTO-431: BararouenTpose, panaomizoBane, Biakpute nocmimxenns 11 ¢ha3u nopiBHIHHES Teparii
BUIIPOOYBaHHS, KO/, npenapatoM CennepkaTiHi0 3 Tepami€ro MpernapaTaMM Ha OCHOBI IMOXIAHUX IUIATUHU B IOEJHAHHI 3
Bepcis Ta Jata nemeTpekceoM B abo 6e3 xomOiHawii 3 mpuiioMoM nemOposizymada B SIKOCTI MepIIoi JiHIT JIKyBaHHS

MOLIMPEHOr0 YU METAcTa3yr4yoro HeApiOHOKIITUHHOTO paKy JereHi 3 HasBHicTIO TiopuaHoro reHa RET,
J2G-MC-JZJC, Bepcis 3 inkopriopoBaHoro monpaskoio (d) Bix 18 gucromana 2020 poxy

3asiBHUK, KpaiHa «Emi Jlinni Boctok CA», lBelinapis

Cnoncop, kpaina Eni Jlimti enn Kommani, CHIA / Eli Lilly and Company, USA
CynyTtHi —

MaTepianu/mpenapaTu

CYNyTHBOI Tepamii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 IHPEKTOpPATY JIrogvuana APKO
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
09.09.2022 Ne 1646

Inentudikarist cyrTeBoi
MOTPaBKH

301IbIIICHHS TEPMIHY MPUIATHOCTI A1F0Y0T pEUOBHUHHU Ta JIiKapchbkoro 3aco0y PF 06480605 mo 48 wmicsiiis;
OnosnenHs po3niniB Jlocke mocmimkyBaHoro Jikapchkoro 3aco0y PF 06480605: 2.3 Introduction/ 2.3.
3arasbHe pestome 3 sikocTi, Big 08.07.2022; S.3.1 Elucidation of Structure and Other Characteristics/ S.3.1.
Jlokas cTpykTypH Ta inin xapakrepuctuky, Bix 08.07.2022; S.4.1 Specification/ S.4.1. Cnenudikariist, Bij
14.10.2021; S.4.2 Analytical Procedures/ S.4.2. Awmnamitmuni wmeromuku, Big 08.07.2022;
S.4.3 Validation of Analytical Procedures/ S.4.3. Baninamis ananitnaaux metoauk, Big 08.07.2022; S.4.5
Justification of Specification/ S.4.5. O6rpynryBanns crermdikamii, Bix 14.10.2021; S.5 Reference
Standards or Materials/ S.5. CrannapThi 3pa3ku ado npenapat, Big 17.06.2022; S.7.1 Stability Summary
and Conclusions/ S.7.1. Pe3rome momo crabinpHOCTI Ta BucHOBKH, Big 08.07.2022; S.7.3 Stability Data/
S.7.3. Jani npo crabinbHicTs, Bix 08.07.2022; P.5.1 Specifications/ P.5.1. Cneuundikarisi(i), Bix 14.10.2021;
P.5.6 Justification of Specification/ P.5.6. OGrpyuryBanus cnernudikamii(i), Bigx 14.10.2021;
P.8.1 Stability Summary and Conclusions/8.1. Pe3tome 110,10 cTabinbHOCTI Ta BUCHOBKH, Bin 14.10.2021;
P.8.3 Stability Data/ 8.3. Jlani npo crabinbHicTb, Big 14.10.2021

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

Ne 1360 Bi7 10.06.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararoneHTpoBe, paHAOMi30BaHe, MOABIMHE ciline, MiIaned0-KOHTPOIbLOBaHE AOCHiIXKeHHS ¢da3zu 20 3
Mi100pOM ONTUMAIIBHUX J103 JUTS OIIHIOBaHHS €(DEKTUBHOCTI, 0€3MEYHOCTI i (hapMaKOKIHETHKH Mpernapary
PF-06480605 y nopociux y4acHHKIB 13 BUPa3KOBUM KOJIITOM IIOMiPHOTO 200 Ba’KKOTO CTYIEHS TSKKOCTI»,
B7541007, ocratrouHa BepcCisi MpOTOKOJY 3 mornpaBkoro 3 Big 15 6epesns 2022 poky

3asBHUK, KpaiHa

[¢aiizep Iuk., CILIA

Cnoncop, kpaina

[¢aiizep Iuk., CILIA

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamii

B.o. renepajbHOro 1upeKTopa
dapManeBTUHYHOIO TUPEKTOPATY JIwamuiaa APKO
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
09.09.2022 Ne 1646

Inentudikarist cyrTeBoi
MOTPaBKH

OHOBJIEHUH TMPOTOKOJ KIIHIYHOTO IOCHiKeHHS 3 mompaBkoro 08, Bepcis 1 Big 23 tpaBus 2022p.,
aHrIicbKoI0 MOBOIO; OCHOBHA iH(OPMALis PO TOCTiKEHHS 1 (hopMa iHPOPMOBaAHOI 3roIH, Bepcis § Bix
24 tpaBHs 2022p., aHTIiHCbKOI0 MOBOIO; [H(OopMaItis s narieHTa Ta popmMa iHPOpMOBaHOi 3roIH, BepcCis
it Ykpaiau Ne8, Big 02 uwepBus 2022 p. (Ha ocHOBI OCHOBHOI iH(OpMAaLii PO AOCHIHKEHHS 1 hopMH
iHpopMoBaHoi 3roau Bepcii 8 Bix 24 tpaBHs 2022 p.) aHTIiHCEKOI MOBOO; [H(GOpMaIIis IS MalieHTa Ta
dopma indopmoBaHoi 3roam, Bepcis s Ykpainu Ne 8 Bim 2 uepHs 2022 p. (Ha ocHOBI OCHOBHOI
iHdopmaii mpo gocuikeHHs 1 popmu iHOpMOBaHOi 3roau, Bepeis 8 Bin 24 TpaBHs 2022p.) yKpaiHCHKOIO
MoBo1o; [Hdopmaris ans manienTa ta popma iHhopMoBaHOi 3roau, Bepcis it Ykpainu Ne 8 Binx 2 uepBHs
2022 p. (na ocHoBi OcHOBHOI iHGOpMaIii PO ToCHiHKeHHS 1 popMu 1HPOPMOBAHOI 3o, Bepcis 8 Bif
24 TtpaBus 2022p.) pociiickkoro MoBoro; [llonennnk mamienTta ans peectparitii npuiiomy JJIIT, Bepcis 9.0
Bi 16 uepBHs 2022 p., aHITHCHKOI, YKPATHCHKOIO Ta POCIHCHKOIO MOBaMHM; 3MiHA IOPUIMYHOI aapecu
CIIOHCOPA KJIIHIYHOTO JTOCIIIIKEHHS

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

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

Ne 2554 Bin 09.11.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, MojBiliHE ciine JochiikeHHs 3 (a3u Uisl BUBYEHHS e(eKTHBHOCTI Ta Oe3MeYHOCTI
npenapaty SAR442168 y mopiBHsAHHI 3 IU1aneb0 B YYaCHUKIB 3 MNEPBUHHO-TIPOTPECYIOUUM PO3CITHUM
ckiepo3zoM (PERSEUS)», EFC16035, 3 nonpaskoto 07, Bepcis 1 Bix 21 rpynus 2021p.

3asBHUK, KpaiHa

TOB «Canogi-ABenTic Ykpaina»

CnoHcop, kpaina

Genzyme Corporation, USA (JIxen3aiim Kopriopeitma, CIIIA)
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CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTopa
dapManeBTHYHOIO TUPEKTOPATY JIwamuaa APKO
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
09.09.2022 Ne 1646

Inentudikarist cyrTeBoi
MOTPaBKH

OHoBneHui MpoTokoa KiaiHiyHOTO AociimkeHHs EFC16033 3 monpaBkoto 06, Bepcis 1 Bix 24 TpaBHS
2022p., aHruiicpkor0 MoBOw0; OcHOBHa iH(opMalis Mpo AOCHipKeHHS 1 GopMu iHPOPMOBAHOI 3ronwu,
Bepcis 8 Big 24 tpaBHs 2022p., aHTIIHCHKOO MOBOKO; [H(hopMartis 1 namiedTa Ta popma iHGopmMoBaHOT
sroau, Bepeis s Ykpaiau Ne 8, Bin 01 uepsast 2022p. (Ha ocHoBi OcHOBHOT iH(pOpMAITiT TPO TOCIHKEHHS
1 hopmu iHGopMoOBaHOi 3rogau Bepcis 8 Bim 24 TpaHs 2022p.) aHTIIHCEKO MOBOO; IHGopMaris ms
naiienTa Ta ¢opma iHpopMoBaHOi 3roau, Bepcis ans Ykpainu Ne 8, Bix 01 uepBus 2022p. (Ha OCHOBI
OcnoBHoi iH(popmaii npo gocaimkeHHs 1 dopmu iHbopMoBaHoi 3roau, Bepeis § Bia 24 tpasHs 2022p.)
YKpaiHChKOIO MOBOIO; [H(opmarist anst nmarienta i popma inhopmoBanoi 3roau, Bepcis s Ykpaiau Ne 8
Bix 1 uepBHs 2022p. (Ha ocHOBI OcHOBHOI iH(popMaIllii Tpo xociimxkeHHs 1 GopMu iHGOPMOBAHOI 3ro/H,
Bepcis 8 Bix 24 Tpasus 2022p.) pociiicbkoro MoBoro; [llogennuk narmienTa st peectpauii npuiomy JJIIT,
Bepcis 10.0 Bix 10 uepBHst 2022 p., aHTIHCHKOIO, YKPATHCHKOIO Ta POCIHCHKOI0 MOBaMH; 3MiHa IOPUINIHOT
aJpecH CIIOHCOPA KJITHIYHOTO JTOCIIKSHHS:

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

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

Ne 2243 Bin 05.10.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, MojBilHE ciine JOCHIIKeHHA 3 (a3u JUisl BUBYEHHS €(PEKTUBHOCTI Ta O€3Me4YHOCTI
npenapaty SAR442168 y nopiBHaHHI 3 Tepudaynominom (O6amkio®) B yYaCHUKIB 3 PELUAMBYIOUMMHU
dbopmamu poscisiHoro ckieposy (GEMINI 1)», EFC16033, 3 mompaskoro 05, Bepcist 1 Bix 18 mucronana
2021p.

3asBHUK, KpaiHa

TOB «Canogi-ABenTic Ykpaina»

CnoHcop, kpaina

Genzyme Corporation, USA (JIxen3aiim Kopriopeitma, CIIIA)
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CynyTHi —
Mmarepianu/mpenapaTi
CyNyTHBOI Tepamnii

B.o. renepaabHOro 1upeKkTopa
dapManeBTHYHOIO TUPEKTOPATY JIwamuiaa APKO
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

JUist mochipKyBaHOTO JIKAPCHKOTO 3aco0y Tana3omapud, Karcyld, JTOAAHO: JOAATKOBI BUPOOHHKH, IO
BIJIMOBiAaNIbHI 32 BTOPUHHE MakyBaHHS Ta/abo mapkyBanHs Pfizer Inc., United States Ta Almac Clinical
Services (Ireland) Limited, Ireland; ¢pyHKItito BroppuHHOTO TaKkyBaHHs Ta/ab00 MapKyBaHHs JJIs1 BUPOOHUKA
Pfizer Limited, United Kingdom; nns Kcrannai, gocaimxkyBaHoro nikapcbkoro 3aco0y 3 PF-06944076
nojano: (QyHKII0 maKkyBaHHS Ta/abo mapkyBaHHs aisi BupoOHukiB Pfizer Limited, United Kingdom Ta
Pfizer Inc., United States; BupoOnuka Almac Clinical Services (Ireland) Limited, Ireland, BinmosinansHOTrO
3a BTOPUHHE TTaKyBaHHS Ta/a00 MapKyBaHHS

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1586 Bix 29.07.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«TALAPRO-3: PAHJIOMI3OBAHE, IIOJBIMHE CJIIE JOCJIUKEHHS ®A3M 3, IO
[MPOBOJUTLCA 3 METOIO TIOPIBHSHHSI TAJIABOIIAPMBY B KOMBIHALIL 3
EH3AJIVTAMIJIOM TA IUIALIEEO B KOMBIHALIL 3 EH3AJIYTAMIJOM VY YOJIOBIKIB I3
METACTATUYHUM T'OPMOHOUYTJIMBUM PAKOM IIEPEIMIXYPOBOI 3AJIO3U 3
MYTANLIEO TEHA DDR», C3441052, ocTtaTouHa peakiiisi MpoTOKOJy 3 momnpaBkoro 1 Bix 20 BepecHs
2021 p.

3asiBHUK, KpaiHa

[1¢aiizep Iuk., CILIA

CrnoHcop, kpaiHa

[Naiizep Iuk., CIIA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

dapManeBTHYHOI0 AUPEKTOPATY

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Omnosniena bpomrypa mociigHuka, mepopaibHU cemarinyTu, mpoekt NN6535, XBopoba Aunbnreiimepa,
BunanHs 4, Bepcis 1.0 Bix 13 qunas 2022 poky, aHTIiHCEKOK MOBOO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1586 Bin 29.07.2021
Ne 1326 Bix 02.07.2021

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PangomizoBaHe TOJABIHHE cCIine IUIANe00-KOHTPOIbOBAHE KIIIHIYHE JOCHIDKEHHS, III0 BHBYAE
e(eKTUBHICTh Ta OE3IEKy 3aCTOCYBaHHS MEPOPATHHOTO CEMAryTHY Y TAIIEHTIB 13 MOYaTKOBOIO CT/Ii€I0
xBopobu Anbureitmepa (EVOKE plus)», NN6535-4725, dinansna Bepcis 6.0 Bix 25 muctonaga 2021 p.;
«PaniomMizoBaHe TOJBiifHE cIline IIare00-KOHTPOJIbOBAHE KIIHIYHE JOCHIKEHHS, 110 BUBYAE
e(eKTHBHICTb Ta 0€3MeKy 3aCTOCYBaHHS MEPOPATBHOI0 CEMAriayTUAY Y NAIIEHTIB 13 TOYATKOBOIO CTAJIIEI0
xBopobu Anprreiimepa (EVOKE)», NN6535-4730, dinanpna Bepcist 6.0 Big 25 aucromana 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopnick Ykpaina»

CnoHncop, kpaiHa

Novo Nordisk A/S, Denmark

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Honarox Nel Big 11 tpaBus 2022 poxy no bpomrypu nocminnuka, Bepcii 11.0 Big 07 rpyans 2021 poky,
aHTIICHKOI0 MOBOM; [HpopMariitHui TCcTOK 1 popma iHPopMoBaHoi 3roau, Bepcis V6.0UKR (uk)2.0 Bix
01 mumas 2022 poky, mepekiaa YKpaiHChKo MOBOIO Bix 14 mumas 2022 poky; [HdopMmaltiiHuii TUCTOK 1
dopma inpopmoanoi 3roau, Bepcist V6.0UKR(ru)2.0 Big 01 numus 2022 poky, mepekias pociiichbKoro
MoBoto Bin 14 mumus 2022 poky; [TogoBkeHHS TPUBAIOCTI KIIHIYHOTO BUIPOOYBaHHS B YKpaiHi 10
31 rpyans 2023 poky; 3MiHa Ha3BU MicCLisl IPOBEICHHsI BUIIPOOYBaHHSL:

BYJIO CTAJIO

Hupektop Bpybnescrka 1.B. 3acTymHUK JUpeKTopa 31 cheuiaabHOi  Ta
KomyHaibHe ~ HeKoMepuiiiHE  HiANPHEMCTBO | amOymaTtopHoi — pobotn  BpyOmeBceka 1B,
«KuiBcbka MicbKa MCUXOHEBpoJoriyHa JikapHs | KoMmyHanpHe — HeEKoMepIliiiHE  MiAIPUEMCTBO
Ne3» BukonaB4yoro oprany KwuiBcekoi wmichkoi | «KiminiuyHa JKapHs «(ICUXIATPIA»
panu (KuiBcbkoi MiCBKOT JIep>KaBHOT | BUKOHABYOro oprany KuiBcbkoi MICBKOi paau
aJMiHiCcTparii), sarajpHONCuXiaTpuuHe | (KUTBCbKOT MICBKOT Jiep»KaBHOI ajMiHiCTparlii),
BiminenHs Ned4, KuiBceka 00i1., BacunbKiBChKHIA | 3arajgbHONCHUXIaTpUYHE BIJUTIJIEHHS Ne30,
p-H, cMT. ['neBaxa KuiBceka 00:1., cMmt. 'meBaxa

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

Ne 38 Big 11.01.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpute po3imupene AOCHiHKEHHS 11 OLIIHKM 0e3MeYHOCTI Ta nepeHocuMocTi npenapary SEP-363856
y nauieHTiB 13 mu3odpeniero», SEP361-303, Bepcist 3.01 3 iHKOpropoBaHOO HECYTTEBOIO MorpaBkoro 2.00
Bix 25 ciuns 2021 poky

3asBHUK, KpaiHa

[Tinmpuemcto 3 100% 1HO3eMHOIO 1HBECTHUIIIEIO «AVK’TOBIA PJIC Ykpaina»

Cnoncop, kpaina

«Cynosion ®apmackroTikaic [ak.» (Sunovion Pharmaceuticals Inc.), CHIA
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CynyTHi —
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. renepajbHOro n1upekropa
dapManeBTHYHOI0 JHPEKTOPATY JIrogmuna AAPKO
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

[TomoBkeHHs mepioay MPOBEACHHS KIIHIYHOTO BUMpoOyBaHHs B YkpaiHi 3 05 cepmus 2022 poky a0
05 ceprast 2023 poky

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PannomizoBane 1ianedo -KOHTPOJIbOBaHe AOCHiKeHHs da3zu 3 kapOomnaTuHy Ta nakiitakceny 3 [TAPIT
iHTibiTopoM Bemimapubom ta 6e3 ITAPII inribiropy BenimapuOy (ABT-888) npu HERZ2-meratuBHOMY
MeTacTaTUYHOMY a00 JIOKaJIbHO NouMpeHoMy HeonepabdenbHoMy BRCA-acouiiioBaHOMY paky MOJIOUHOL
3ano3u», M12-914 | 3 inkopniopoBaHUMU AJIMIHICTPaTUBHUMHU 3MiHami 1, 2 , 3 ta 4 1 nonpaBkamu 1, 2, 3
ta 4 Bix 23 sunHs 2020 poky

3asiBHUK, KpaiHa

«E60BI1 biogpapmackrotikan3 I'moX», IlIBeitnapis

CrnoHcop, kpaiHa

AbbVie Inc., CIIIA

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepajibHOTO TUpeKTOpPa

dapManeBTHYHOI 0 IUPEKTOPATY

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Honarox Nel Big 11 tpaBus 2022 poky no bpomrypu nocminnuka, Bepeii 11.0 Big 07 rpyans 2021 poky,
aHriiicbko MoBoo; JlogatkoBa iH(OpMOBaHa 3rojia MalieHTa Ha BKMBAaHHS €KCTPEHMX 3aXOJIB yepes
BilicbKOBY arpecito Pociiicbkoi @enepanii Ha Tepuropii Ykpainu, Bepcis V1.0UKR(uk)1.0 Bix 06 yepBHs
2022 poky, mepekiaa yKpaiHChbKow MoBoro Bin 14 nmumus 2022 poky; JlomatkoBa iHdopmoBaHa 3roja
nalieHTa Ha BXKMBAHHS €KCTPEHUX 3aXOJiB uepe3 BiChKOBY arpecito Pociiicekoi @exnepanii Ha Tepuropii
VYkpainu, Bepcis V1.0UKR(ru)1.0 Big 06 uepBHs 2022 poky, nepekiaa pociiicbkor MOBOIO Bij 14 numHs
2022 poKy; MOAOBKEHHS TPUBAIOCTI KIIiHIYHOTO BUIIpoOyBaHHA B YKpaiHi 10 31 rpyans 2023 poky; 3MiHa
Ha3BU MicClisl IPOBEACHHS BUIPOOYBAHHS:

BYJIO CTAJIO

Hupexrop Bpybnescrka [.B. 3aCTYMHHK  JUpPEeKTopa 31  cheliaabHOi  Ta
KomynaneHe  HexkoMmepIiiHe  TIAIPHEMCTBO | amMOynaaTopHOi poOoTu BpyOneschka I.B.
«KuiBcbka Michka TCHXOHeBposioriyHa JikapHs | KomyHanbHe HEKOMepIliiiHe HiANPHEMCTBO
Ne3» BukonaBuoro oprany KuiBchkoi Mickkoi | «Kniniyna mikapas «[ICUXIATPIS» BukonaB4oro
panu (KuiBcbkoi MICBKO{ nepxaBHoi | oprany KuiBcekoi Micbkoi paau (KuiBcbkoi Michkoi
aJMiHICcTparii), 3araJbHOICUXIATPUYHE | E€p’KaBHOI aJMIHICTpallii), 3aralbHONCUXIaTPUYHE
BigmimeHHsa Ned, KuiBcbka o0i1., BacunbkiBeskuii | BigmimeHHs Ne30, Kuiscbka 00i1., cMmT. 'neBaxa
p-H, cmT. ['neBaxa

Howmep Ta nara Hakasy
MO3 mrono 3aTBEpIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 38 Big 11.01.2020

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta gara

«PannomizoBaHe, mojBiiiHE ciime, M1a1e00-KOHTPOIbOBAaHE, OaraTolEHTPOBE JAOCHIPKEHHS, IO
MIPOBOAMTHCS B MapalieIbHUX TPyIax, 13 3aCTOCYBaHHAM (PiKCOBAaHUX 103 JUIS OLIHKH €()EeKTHBHOCTI Ta
6e3neuynocTi npenapary SEP-363856 y marieHTiB i3 MM30(pPEHIEI0 Y TOCTPOMY IICUXOTHUYHOMY €Mi30.11»,
SEP361-302, Bepcis 3.00 3 iHKOPITOPOBAHOKO CYTTEBOIO momnpaBkoro 2.00 Bix 26 ciuns 2021 poky
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3asBHUK, KpaiHa ITinnpuemctBo 3 100% ino3emHo0 inBecTHiicro «AMK’FOBIA PJIC Vkpainay»
CnoHcop, KpaiHa «Cynosion ®apmaceroTikaiic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA
CymytHi —

MaTepianu/mpenaparu

CYNYTHBOI Teparii

B.o. renepasbHOro 1upeKkTopa
dapManeBTHYHOIO TUPEKTOPATY JIwamuiaa APKO




Honatok 20

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

09.09.2022 Ne 1646

Inentudikaris cyrreBoi
MIOTIPaBKH

Honatok 1o ¢popmu iHHOpMOBaHOT 3ro/I1 MiJl Yac KPU30BOi cuTyalii B YKpaini amns qociimkenns BO41843,
Bepeis 1.0 s Ykpainu ykpaiHCBKOIO Ta pociiichkoro MoBamMu Bif 25 numns 2022 p. Ha ocHOBI MaiicTep-
Bepcii noaatka 1 no ®I3 mix yac kpu3oBoOi cuTyalii B Ykpaini, Bepcis 2.0 Big 15 uepsus 2022 p.

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

Ne 310 Bix 23.02.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe mojBiliHE ciine Iuanedo0-KOHTPOJbOBaHE OaratoleHTpoBe aociipkeHHs dazu [ mus
ominku edekTuBHOCTI Ta Oe3meunocti GDC-9545 y komOinarii 3 mnanOOUMKIIOOM TMOPIBHIHO 3
KOMOIHAII€I0 JIETPO30dy Ta MNanOonukmidy y TNalie€HTIB 3 ecTporeH-penenTop-no3utuBHuM, HER2-
HEraTHBHUM MICLIEBONIOIIMPEHUM YU METACTaTUYHUM PaKkoM MOJ04HOI 3anmo3u», BO41843, Bepcis 2 Bix
08 mrororo 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pomn Ykpainay

CnoHcop, kpaiHa

®.Xodpdpmann-JIs Pour JIta, HIseituapis

CynyTtHi
Mmarepianu/npenapaTH
CYyMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IUPEKTOPATY

Jroagvmiaa IPKO




JonaTok 21

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

09.09.2022 Ne 1646

Inentudikaris cyrreBoi
MIOTIPaBKH

dopma iH(HOpPMOBaHOI 3T0/IM HA y4acTh y HAYKOBOMY JAOCHIIKeHH1», pefakiia 6.0 Bix 14 nunus 2022 poky,
YKPaTHCHKOIO Ta POCIHCHKOI0 MOBaMU

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOT'O BUNIPOOYBaHHS

Ne 1465 Big 08.08.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«[IpocniekTrBHE paHIOMi30BaHE OaraTOLEHTPOBE BIiJAKPUTE MOPIBHSJIBHE IOCTIKeHHS ¢a3zu 3, 1o
IPOBOJUTHCS B MapajlelbHUX I'pynax 13 3aciilVICHUM LEHTPAJIbHUM OL[IHIOBAaHHSM 3 METOH BHU3HAUYCHHS
eeKTUBHOCTI, OE3MEeYyHOCTI Ta TEePeHOCUMOCTI KoMOiHalii a3rpeoHam-aBibaktam (ATM-AVI)
+MeTpoHninazon (MTZ) y nopiBHsiHHI 3 MeponeHnemtkonicTiH (MER+COL) s mikyBaHHS cepilo3HUX
1H(eKIiH, 3yMOBJIEHUX I'PaMHETaTUBHUMH OaKTEpisIMM, BKIIOYHO 31 CTIMKMMHU 10 OaraTOKOMIIOHEHTHHUX
JIKapChKUX 3ac00iB 30yTHUKaMHM, 110 MPOAYKYIOTh MeTano-Oera-naktamasy (MBL), ans skux BapiaHTH
JiKyBaHHS oOMexeH1 abo BincyTHI», C3601002, 3 nonpaskoro 2 Bijg 18 TpaBHs 2022 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

«®Daiizep [uk.», CILIA / Pfizer Inc., USA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkropa

dapmManeBTHYHOI0 IMPEKTOPATY

Jlionmuaa SAIPKO




JlogaTok 22

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Honatok no ¢opmu iHGOpMOBaHOT 3roAM MiJ Yac KPU30BOI cuTyamii B YKpaiHi IS JOCTiIKEHHS
WO042312, Bepcist 1.0 s Ykpainu ykpaiHCBKOIO Ta pociiicbkoro MoBamu Bif 25 numnus 2022 p. Ha ocHoBi
maiicrep-Bepcii qogarka 1 qo @I3 mig yac kpusoBoi cutyanii B Ykpaini, Bepcis 2.0 Bix 15 uepsus 2022 p.

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 310 Bix 23.02.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PAHIAOMI3ZOBAHE, BIIKPUTE, BATATOLEHTPOBE JOCJIJIXDKEHHSA ®A3U 11 JIJIA OLIHKA
E®EKTUBHOCTI TA BE3IIEHHOCTI GDC-9545 V IIOPIBHAHHI 3 BUMBPAHOIO JIIKAPEM
EHAOKPMHHOIO MOHOTEPAIIIEIO ¥V TTAHIEHTIB 13 PAHIIIE JIIKOBAHUM ECTPOTI'EH-
PEHEIITOP-ITO3UTHBHUM, HER2-HEI'TATUBHUM MICHEBO-ITOIIMPEHMM ABO
METACTATUYHHM PAKOM MOJIOYHOI 3AJI03U1», W042312, Bepcis 3 Bia 09 nunas 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pomn Ykpainay

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

Jlionmuaa SAIPKO




JonaTok 23

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

BUIIPOOYBaHb»

09.09.2022 Ne 1646
Inentudikaris cyrreBoi Honatok 1o ¢opmu iHGopMOBaHOI 3roAu MiA yYac KpU30BOI cuTyaulii B YKpaiHi A7 JOCTiIKEHHS
MOTPaBKU WO030070, Bepcis 1.0 mist Ykpaiau ykpaiHCHKOIO Ta pocilicbkoro MoBamu Bix 27 mumas 2022 p. Ha ocHoBI

Maiictep-Bepcii noaatka 1 no ®I3 mix yac kpu3oBoi cutyarlii B Ykpaini, Bepcist 2.0 Big 15 yepBus 2022 p.

Howmep Ta nata Hakazy Ne 1090 Bix 19.10.2016
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

HazBa kinigiyHOTO «bararonieHTpoBe paHaOMi30BaHe IUIale00-KoHTpoiboBane nocuimxeHHs Il ¢aszu atezonizymady (antu-

BUIIPOOYBaHHS, KO/, PD-L1 aHTuUTI0) B peKUMI MOHOTEpAIii Ta B MOEJHAHHI 3 XIMIOTEpAII€I0 HA OCHOBI IUIATHHU Yy MAallI€HTIB

Bepcis Ta JaTa 13 HEJIIKOBAaHOI0 MICIIEBO-TIOUIMPEHOI0 a00 METacTaTUYHOIO YpPOTeialibHOI KapiuHomoo», WO030070,
Bepcis 10 Bix 10 ciyns 2022 p.

3asiBHUK, KpaiHa ToBapucTBo 3 00MEXEHOI0 BiANOBIAANBHICTIO «Pomn Ykpaina»

CnoHncop, kpaiHa ®.Xobdmann-JIs Porr JIta (Betinapis)

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepajibHOro AMpeKTOpPa
dapManeBTHYHOI0 IMPEKTOpPATy JIrogvuna APKO




JlonaTok 24

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Ononennii po3ain P.8 «CralunbHICTE» MOChE AOCIIIKYBAHOTO JiKapchkoro 3aco0y ToneOpyTuHid
(Tolebrutinib), TabneTku, BKpuTi 000710HKOI0, 110 60 Mr, Bepcis Bix aunHs 2022 poKy, aHTTIHCHKOI MOBOIO;
30iIbIICHAST TEPMiHY 30epiraHHs OCIIHKYBaHOTO Jikapchkoro 3aco0y ToneopyTtunid (Tolebrutinib),
Ta0JIETKH, BKPUTI 000JIOHKOIO, 110 60 MT, 10 36 MicsIiiB

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

Ne 2487 Bin 17.12.2019
Ne 2243 Bin 05.10.2020
Ne 2554 Bin 09.11.2020
Ne 2554 Bin 09.11.2020
Ne 2243 Bin 05.10.2020

Ha3zsa xiriniuHoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«JloBrocTpokoBe po3LIMpeHe TOCTIIKEHHS 3 OLIIHKM Oe3neku Ta eekTuBHOCTI mpenapaty SAR442168 y
YYaCHUKIB JOCTIIKEHHS 3 PEIUIUBYIOUUM PO3CisTHUM ckiepo3om», LTS16004, 3 monpaskoro 05, Bepcis 1
BiJ 29 nunus 2021 poky;

«PannomizoBane mnojgiiiHe ciine gocnimpkeHHa Il ¢a3u 3 BUBUEHHS e€PEKTUBHOCTI Ta OE3MEUHOCTI
npenapaty SAR442168 y nopiBHsHHI 3 Iu1anedo cepell yYaCHUKIB 3 BTOPHHHO-TIPOTPECYIOUUM PO3CITHUM
ckieposom 6e3 peunausis (HERCULES)», EFC16645, 3 nonpaskoto 06, Bepcist 1 Big 23 tpaBusa 2022p.;
«PannomizoBaHe, mojBiiiHe ciine pochikeHHs 3 (a3u ans BUBYEHHS €(PEeKTHBHOCTI Ta O€3MEeYHOCTI
npenapaty SAR442168 y mopiBHsHHI 3 mianedo B yYacHUKIB 3 MEPBUHHO-IIPOTPECYIOYUM PO3CISTHUM
ckiepo3oM (PERSEUS)», EFC16035, 3 monpaskoto 07, Bepcis 1 Bix 21 rpynus 2021p.;

«PannomizoBaHe, MojBiliHE ciine JociiikeHHs 3 (a3u uisl BUBYEHHS e(EeKTHUBHOCTI Ta Oe3MeYHOCTI
npenapaty SAR442168 y nopiBHaHHI 3 Tepudaynominom (O6amkio®) B yHaCHUKIB 3 PELUAMBYIOUMMHU
dbopmamu poscisaoro ckiaeposy (GEMINI 2)», EFC16034, 3 monpaskoto 06, Bepcis 1 Bix 23 TpaBus 2022p.;
«PannomizoBaHe, mojBiiiHe ciine nociikeHHs 3 (a3u A BUBYEHHS €(PEeKTHBHOCTI Ta OE€3MEeYHOCTI
npenapaty SAR442168 y nopiBHsHHI 3 TepudayHomigoMm (O6amxio®) B yUaCHUKIB 3 PEIUANBYIOUUMHU
dopmamu poscisaoro ckiepo3y (GEMINI 1)», EFC16033, 3 monpaBkoro 05, Bepcist 1 Bing 18 nucromana
2021p.
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3asBHUK, KpaiHa TOB «Canodi-ABenric Ykpaina»

CroHcop, kpaiHna Genzyme Corporation, USA (JIxen3aiim Kopropeiima, CIIIA)
CymnyTHi —

MaTepianu/mpenaparu

CYNYTHBOI Teparii

B.o. renepasbHOro 1upeKkTopa
dapManeBTHYHOIO TUPEKTOPATY JIwamuiaa APKO




JlonaTok 25

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Ononennii po3ain 3.2.S. «Jlikapcbka cyOCTaHLis» AOCHE AOCHIIHKYBAHOTO JIIKAPCHKOTO 3aco0y
Amcenestrant (SAR439859) (CTA Quality Data), Bepcis Bia kBiTHS 2022 poKy, aHITIHCHKOI MOBOIO;
Omnosnenuii po3ain 3.2.P. «Jlikapcekwii 3aci0» JOChE TOCIIHKYBAHOTO JTIKAPCHKOTO 3ac00y Amcenestrant
(SAR439859), Tabnerka, Bkputa 060nonkor0, 200 mr (CTA-Quality Data Amendment), Bepcis Bia TpaBHs
2022 poky, aHIHCbKOI MOBOIO; OHoBieHU# po3ain «Ilmanedo mo mpenapary SAR439859 Tabnetka,
BKpHUTa 000510HKOI0, 200 MI» J10ChE TOCTiIKYBaHOTO Jikapchkoro 3acody SAR439859 (CTA Quality Data
— Amendmnet Placebo Product), Bepcis Bin TpaBast 2022 poKy, aHTTIIHCHKOIO MOBOIO; 30UIBIICHHS TEPMiHY
30epiraHHs JAOCIIIKYBAHOTO Jikapcbkoro 3aco0y SAR439859, tabnerka, Bkputa obononkorw, 200 wmr,
3 24 o 36 micaniB; YTOYHEHHS 10 aIpecl BUPOOHUKA JTOCITIKYBAHOTO JIikapchkoro 3aco0y SAR439859,
tabserka, Bkputa obomonkor, 200 mr: bymo: Almac Clinical Services Limited (inmra wassa — Almac
Clinical Services Ltd), United Kingdom 3a agpecoro Seagoe Industrial Estate, 9 Charlestown Road,
Craigavon, BT63 5PW, United Kingdom; Cramo: Almac Clinical Services Limited, United Kingdom
(Northern Ireland) 3a ampecoro Seagoe Industrial Estate, 9 Charlestown Road, Craigavon, BT63 5PW,
United Kingdom (Northern Ireland); Onosnene nocbe HemoauikoBanoro Jikapcbkoro 3acoby Palbociclib,
tabieTKa, BKkputa 0bononkow, 75 mr, 100 mr ta 125 mr (Non-Modified Medical Product Amendment),
Bepcid Bin kBiTHA 2022 poky, aHrmiicbkoro MoBO; KopoTka xapakTepuCTHKa JIIKapchbKOro 3acoly
IBRANCE, ta6ierku, Bkputi 006010HKO010, 75 Mr, 100 Mr ta 125 Mr, aHTIiiiChKOI0 MOBOIO

Howmep Ta nata Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2917 Big 15.12.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, OaraTolleHTpoBe, MOJBIHE ciine nochiPkeHHd 3 (a3u mpenapaTy aMIEHECTPaHT
(SAR439859) y xomOiHanii 3 nanboIuKkIi00M y HOPIBHAHHI 3 IETPO30JI0M Y KOMOIHAIIIT 3 Majg0onukiIiooM
st mikyBaHHs mamieHtiB 3 ER(+), HER2(-) pakom MosouHoi 3aio3u, siki paHillle HE OTPUMYBaJIU
CHCTEMHOT0 IPOTUPAKOBOTO JIIKYBaHHS MOIMIUPEHOT0 3axBoproBaHHs», EFC15935, 3 monpaskoto 04, Bepcis
1 Big 02 BepecHs 2021 poky
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3asBHUK, KpaiHa TOB «Canodi-ABenric Ykpaina»

CnoHncop, KpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHTic perepi € aeBeionMan, OpaHiris)
CymytHi —

MaTepianu/mpenaparu

CYNYTHBOI Teparii

B.o. renepajbHOro 1upekTopa
dapManeBTHYHOIO TUPEKTOPATY JIwamuiaa APKO




JlonaTok 26

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnena bpomypa nocninnuka (pocramatunid, Tabnerkn), Bepeis 21 Big 07 uepsus 2022 p.; [ndopmaris
JUTSI IarieHTa Ta (popma 3roJid Ha y4acTh y KIIIHIYHOMY JTOCIHIKeHH] 11 YKpainu, Bepcist 5.0 Big 28 numnHs
2022 p., mepekiaa ykpaiHcbkoro MOBOO Bix 31 mumas 2022 p.; mepekiia pociiicbkor MOBOIO Bif 31 JurHs
2022 p.; Honatok no Indopmarii ans narienta ta GopMu 3rofu Ha y4acTh Y KIIIHIYHOMY AOCTIIKEHH1 s
VYxpainan, Bepcis 3.0 Big 13 munas 2022 p., mepexiaz yKpaiHChbKOr0 MOBOIO Bij 19 mumas 2022 p.; nepekiian
pociiickkoro MoBOO Bif 19 mumas 2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 568 Bix 27.02.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«Binkpute mnojopxkeHe HOCHIUKeHHs 3 (as3u 3acTocyBaHHA (ocTaMaTHHIOY IMHATPil0 B JIKYBaHHI
ayTOIMYHHOI TeMOJIITUYHOI aHeMil 3 CHHJIPOMOM TEIUIOBHX armroTHHIHIBY, C-935788-058, Bepcis 5.0 Bix
02 mucronana 2021 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

Cnoncop, kpaiHa

Paitxen ®@apmacerortikans, Ink., CIHIA (Rigel Pharmaceuticals, Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IUPEKTOPATY

Jroagvmiaa IPKO




Jonatok 27

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

BUIIPOOYBaHb»
09.09.2022 No 1646
InenTudikarist cyrTeBOi Bpormrypa nociingHuka AOCHipKyBaHOTro Jikapcekoro 3aco0y CT-P43, Bepcis 3.0 Big 15 kBiTHs 2022 p.,
MOTPaBKH AHTJI1HCHKOI0 MOBOIO
Howmep Ta nata Hakazy Ne 3059 Bin 29.12.2020
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «PangomizoBaHe, aKTMBHO KOHTPOJbOBaHEe, MOJABIHHE ciine aochifpkeHHs (a3su 3 g MmopiBHSIHHS
BUIIPOOYBaHHS, KOJI, edpextuBHOCTI Ta 6e3neunocti CT-P43 3 npenapatom Crenapa y marieHTiB 13 OJIAIIKONOIIOHIM IICOpia3oM
Bepcis Ta gaTa BiJl IOMIPHOTO JI0 TSDKKOTO cTymeHs TsbkkocTi», CT-P43 3.1, Bepcis 2.0 Bix 05 numnst 2021 poky
3asiBHUK, KpaiHa ToBapucto 3 OOmexeHoro BinnmosiganpHicTio «KoHTpakTHO-Jlochinnunpbka Opranizauis I[HHOpapm-
Ykpaina»
CnoHncop, kpaiHa CELLTRION, Inc., Republic of Korea (South Korea)/ CEJIJITPIOH, Iuk, Pecnny6nika Kopes (IliBnenna
Kopest)
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapManeBTHYHOI0 IMPEKTOPATY JIrogmuia APKO




JlonaTok 28

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

Inentudikarist cyrTeBoi
MOTPaBKH

bpomrypa nocnigauka Pembrolizumab (MK-3475), Bunanns 22 Bix 13 tpaBus 2022 poky, aHTIIHCHKOIO
MoBOI0; bpomrypa nocnigauka Lenvatinib (E7080), Buganns 19 Bix 23 tpaBus 2022 poky, aHTITIHCEKOIO
MoBoM; Ykpaina, MK-7902-001, [ndopmartist Ta 1oKkyMeHT mpo iHGOpMOBaHy 3roay AJis MallieHTa, Bepcist
06 Bix 28 numHs 2022 p., yKpaiHCbKOIO MOBOIO; 3MiHa Ha3BH Ta ajapecu CrioHcopa!

bYJIO CTAJIO
«Mepk Illapn enn Joym Kopm.», mpouipue | TOB Mepk Ilapn enn Joym (Merck Sharp &
mianpuemctBo «Mepk enx Ko., Iak.», CIIA, | Dohme LLC).
(Merck Sharp & Dohme Corp., a subsidiary of | Anpeca: 126 Ict Jlinkosba aBento, r1/c 2000, Paseti,
Merck & Co., Inc., USA). Hero [Ixepci, 07065, CIIA (126 East Lincoln
Anpeca: Mepk /[lpaii, 1, momrosa ckpunbka 100, | Ave., P.O. Box 2000, Rahway, NJ 07065, USA)
M. Baiitxayc-Creiiin, mtat Hero-/Ixepci, 08889-
0100, CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

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

Ne 2006 B17 02.10.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, Bimkpute nocimimkenHs I ¢asu memOponisymady (MK-3475) y mnoenHanHi 3
nenBatuHiOoM (E7080 / MK-7902) y mnopiBHSHHI 3 XIMIOTEpami€l0 MEpHIoi JIiHIi JIIKYBaHHSA MpU
pO3MOBCIO/DKEHIH abo penuauByrouid  kapruHoMi engomerpiss (LEAP-001)», MK-7902-001, 3
1HKOpriopoBaHoto nonpaskoio 05 Bix 17 6epesns 2021 poky

3asBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHIicTIO «MCJl Yipaina»

Cnoncop, kpaina

«Mepk Ilapn Enn Joym Kopn.», nouipae nianpuemcto «Mepk Enpg Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
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CynyTHi —
Mmarepianu/mpenapaTi
CyNyTHBOI Tepamnii

B.o. renepaabHOro 1upeKkTopa
dapManeBTHYHOIO TUPEKTOPATY JIwamuiaa APKO




JlonaTok 29

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

JonatkoBa iH(pOpMOBaHa 3ro/la y4aCHUKA Ha HAICUIIAHHS JOCIIPKYBAaHOTO MPETapary y4acHUKY J0JI0MY,
Bepcis 1.0UKR(uk)1.0 Bix 26 tpaBus 2022 poky, nepekiaa yKkpaiHCbkor MOBOO Bin 29 TpaBHs 2022 poky;
JonatkoBa iH(pOpMOBaHa 3ro/1a y49aCHUKa Ha HAICUIIAHHS JOCIIPKYBAaHOTO MPETapary y4acHUKY J0JI0MY,
Bepcis 1.0UKR(ru)1.0 Big 26 TpaBHsa 2022 poky, nepekiaa pociicbkoro MOBOIO Binl 29 TpaBHs 2022 poky;
Cnyx0OoBa 3amucka moao 3a0e3nedeHHs SKOcTi Bix 24 Oepesnst 2022 poky, aHTIIHCHKOIO MOBOIO Ta
nepeKIia] yKpaiHChKo MOBOO Bijl 14 uepBHs 2022 poky; [HCTpyKLii 111010 TPOBEAEHHS BI3UTY IO LEHTPY
MPOBEJCHHS JOCIHiPKeHHs B KiHNeBid Toumi IRT juis Bi3UTY mamieHTa Ta BHAAYl JOCIIIKYBaHOTO
npenapaty (A1) y Bunaaky, sikuo JI1 Oyne nHagicnano 6e3mocepeqHbo MaieHTy Kyp’ epoM Bia 12 TpaBHs
2022 poky, aHTIIIHCHKOI0 MOBOIO Ta MepeKiaj YKpaiHChbKoto MoBOIO Bif 13 wepBHs 2022 poky; Jluct no
nocmigauka Big 21 kBitHs 2022 poky, aHIUIIMCHKOI MOBOIO Ta MEPEKIIal] YKPaiHChKOIO MOBOIO BiJ
13 gyepBHa 2022 poky; [loBinomieHHs PO MOBHE BUKOPUCTAHHA (PJIaKOHA 3 JOCTIAHUIIBKUM Iperaparom,
pexn. 1.0 Big 30 6epe3ns 2022 poky, aHIITIHCHKOI0 MOBOIO Ta IIepeKa)l YKpaiHChbKOI0 MOBOIO Bifl 13 uepBHS
2022 poky; Jluct moao J1abopaTOpHUX AOCHIKEHb, K1 3aJUIIAIOTHCS 3aCIIIUIEHUMU BIJAIOBIIHO 10
IPOTOKOJY, KOJIM BOHHU MPOBOJATHCS B MicIeBiil naboparopii, Bix 27 kBiTHA 2022 poKy, aHIIiHCHKOIO
MOBOIO Ta MEPEeKIa] YKpaiHChbKOI MOBOIO Bif 14 uepBHs 2022 poky; JIMCT cTOCOBHO HemnependaueHux
1a0opaTOpHUX POOIT/OLIHKM B IIEHTPAax Ta MOTOYHE YHpPaBJIiHHS ManieHTaMu BiJ 26 kBiTHA 2022 poky,
AHTJIIHCHKOI0 MOBOIO Ta MEPEKIIa]] YKpaiHChKOI MOBOIO Bif 14 uepBHs 2022 poky

Howmep Ta nata Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 516 Bin 22.03.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jata

«PanmomMizoBaHe, MOABIMHE ClIiNe, MIane00-KOHTPOIbOBAaHE S2-THXKHEBE JOCTIHKEHHS ISl OI[IHIOBaHHS
e(eKTUBHOCTI Ta 0€3MEeYHOCTI 3aCTOCYBaHHS €TPaciMOAY B MALIE€HTIB 13 AKTUBHUM BHPA3KOBUM KOJITOM
MOMIPHOTO cTyneHs TshKkocTi», APD334-210, 3 monpaskoro 1.0 Bix 02 uepBus 2021 poky

3asBHUK, KpaiHa

[TignpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHIIIEIO «AVK’TOBIA PJIC Ykpaina»
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Cnoncop, kpaina

«Apena dapmaceroTikans, [Hk.» (Arena Pharmaceuticals, Inc.), United States

CymytHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. reHepajJbHOro 1MpeKTopa

dapManeBTUHYHOI0 IUPEKTOPATY

JIroopmuiaa SAIPKO




Honarox 30

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

09.09.2022 Ne 1646

Inentudikaris cyrreBoi
MIOTIPaBKH

3mina Ha3Bu Ta aapecu Crnoncopa: TOB Mepk Illapn enn Hoym (Merck Sharp & Dohme LLC), Anpeca:
126 Ict JlinkonbH aBeHto, 1/c 2000, Paseit, Hero Jxepci, 07065, CIIHA (126 East Lincoln Ave., P.O. Box
2000, Rahway, NJ 07065, USA); bpomypa mociiiHHKa AOCHIKYBAHOTO JIKapChKOTO 3aco0y
Pembrolizumab (MK-3475), Bumanns 22 Bim 13 TpaBHs 2022 p., aHIJIiHCEKOI0 MOBOIO; bporrypa
JOCITIIHAKA JTOCITI/KYBaHOTO JiKapchkoro 3acody Vibostolimab (MK-7684)/MK-7684A, Bunanus 10 Bix
29 uepBHs 2022 p., aHriiiickkor0 MoBor; Ykpaina, MK-7684A-004, Tadopmariis Ta TOKYMEHT PO
indopmoBany 3roay ans mnamieHTa, Bepcis 1.02 Bim 04 cepmust 2022 p., yKpaiHCBKOIO MOBOIO; 3pa3ok
MapKyBaHHs JOCITIKYBaHOTO JiKapchkoro 3acody MK-7684A Kit, sepcis 2.0 Big 26 mumas 2022 poky,
AHTJTIHACHKOI0 Ta YKpPAiHChKOIO MOBaMM; 3pa30K MapKyBaHHS JIOCIHIIKYBAaHOTO JIKapChKOTO 3aco0y
MK-7684A Vial, Bepcist 2.0 Big 26 nunHs 2022 poky, aHIUIIHCHKOIO Ta YKpaiHChbKO0 MoBamu; [IpoTtokon
MK-7684A-004. 3pa3ok MapKyBaHHs JOCIIJKYBAHOTO Jlikapchbkoro 3aco0y MK-7684A 1yt 1okaabHOTO
BUKOPHUCTAHHS B JIOCHIIHULBKUX LEHTPax, s YKpaiHU YKpaiHChKOIO MOBOMO, Bepcid 2.0 Bix 25 numnHs
2022 poky; 3pa30K CHpOIIEHOIO MapKyBaHHS 3apeecTpPOBAHOrO B YKpaiHi JIKapChbKOTo 3aco0y, SKHUM
3aCTOCOBYEThCSI B KJiHIYHOMY BHNpoOyBaHHI MK-7684A-004, Bepcis 2.0 Bim 25 munas 2022 p.,
YKPaiHCBKOK MOBOIO

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

Ne 1722 Bix 11.08.2021

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«Biakpure gociimkenHs ¢asu 2 i omiHky 6e3nexu 1a edekTuBHOCTI MK-7684 A (kombinamnis MK-7684
[BiOocTomiMa0] 3 MK-3475 [memOponizymal]) y y4acHHKIB 3 PEeLMIMBYIOUMMH abo0 pedpakTepHUMU
reMaToJIOTIYHUMHU 3JI0AKICHUMH HOBOYTBOpeHHsIMUY», MK-7684A-004, 3 iHKOPIOPOBAHOI MOMPABKOIO
03 Bix 18 motoro 2022 poky

3asiBHUK, KpaiHa

TosapucTBo 3 oOMexkeHoto BianoBiganbHICTIO «MCJ] Ykpaina»
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Cnoncop, kpaiHa

«Mepxk apn enn Hoym Kopn.», nouipue mianpuemctBo «Mepk ena Ko., Ink.», CIHA (Merck Sharp &

Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymytHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. reHepajJbHOIro IMPEKTOpPAa

@apManeBTUHYHOI0 IUPEKTOPATY

Jroagvmiaa APKO




Honatok 31

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

BUIIPOOYBaHb»
09.09.2022 Ne 1646
Inentudikaris cyrreBoi [adopmaris nis nanienta Ta @opma iHhopmoBaHoi 3roau, Bepcis 6.0 ykpaiHCbKOI0 MOBOIO Ui YKpaiHu
MIOTIPaBKH Bix 03.08.2022 p.; Indopmamist mist mamienta Ta @opma iHPOpMOBaHOI 3roau, Bepcis 6.0 pociiichbKoro
MoBOIO Juts YKpainu Bix 03.08.2022 p.
Howmep Ta nara naka3zy Ne 310 Big 23.02.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
HazBa kiniHiyHOTO «bararonieHTpoBe, 3 OJHUM pPYKaBOM JIIKYBaHHS, BIJKpUTE, NOBTOTpUBAJE KIIHIYHE JOCITIIKEHHS
BUIIPOOYBaHHS, KO/, croctepekeHHs1 6e3nedHocTi Cenekcinary y y4yacHHUKIB, Ikl Opajii y4acTh y MONEPEIHbOMY KITHIYHOMY
Bepcis Ta JaTa nociipkenHi Cenekcinaryy, 67896049PUH3001, 3 ITonpaskoto 2 Bijx 26.10.2021 p.
3asiBHUK, KpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris
CnoHncop, kpaiHa «IHCCEH ®APMAIEBTUKA HB», benbris
CynyTtHi —
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepajibHOro AMpeKTOpPa
dapManeBTHYHOI0 JMPEKTOpPATy JIrogvuna APKO




JonaTok 32

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

09.09.2022 Ne 1646

InenTudikarist cyrTeBOi
HONPaBKU

Onosnennii [Ipotoko:n kiinigyHOTO AocmikenHs Vedolizumab-4013, Bepcid i3 morpaBkoro 7 Bif 19 5koBTHS
2021 p., aHrmiiicbKor0 MOBOIO; bpolirypa gociiiHuka AOCTIIKYBAaHOTO JiKapchbkoro 3acody Vedolizumab,
BuganHs 25 Big 14 munas 2021 p., anrmiiicekoro MoBo1o; [Hdopmartist asist manieHTa i popma iHpopmMoBaHOi
3roaM I YKpaiHu, aHrJIidcbkoro MoBoro, Bepeis 3.0 Big 03 nmucronana 2021 p.; [ndopmaris s namieHTa
1 popma iHpOpMOBaHOi 3roau ans YKpainu, ykpaincekor MoBoro, Bepcis 3.0 Bix 03 mucromama 2021 p.;
Iadopmaris pis nariedTa i popma iHGOPMOBAHOI 3TOAM I Y KpaiHH, pOoCiiiChKOI0 MOBOIO, Bepcist 3.0 Bix
03 mucronana 2021 p.; 3MiHa Ha3BU Ta KOHTAKTHUX JaHuX CrIOHCOpa JOCITIDKSHHS:

bYJIO

CTAJIO

HatimenyBanns ropunuaaoi ocoow/I1.1Lb. gizmunoi
ocoou: «Takema JleBemonment Centep HOpom
Jtn.», Cnonyuene  Kopomiscteo — (Takeda
Development Centre Europe Limited, United
Kingdom)

I1.1b. kontakTHOI ocoou: Rebecca Curtis
Micue3Haxo/KeHHsT ~ IOPUAUYHOI  OCOOM/MicIIe
npoxuBaHHs (izuuHOi ocobu: 61 Aldwych,
London, WC2B 4AE, United Kingdom
Konrakthuit Tenedon: 44 20 31168909,

AJipeca eJIeKTPOHHOI IOIITH:
Rebecca.curtis@takeda.com

HaiimenyBanns ropunuaaoi ocoon/I1.LB. ¢gizmunoi
ocoou: Takeda Development Center Americas,
Inc., USA (CIIIA)

I1.1B. konTakTHOI ocobu: Stephen Jones
Micue3Haxo/DKeHHS  IOPUIUYHOI  ocoOu/miciie
npokuBaHHs QizuuHoi ocodou: 95 Hayden Avenue,
Lexington, MA, 02421, United States
Konraktauii Tenedon: +44 (0)1256 894003
Anpeca eleKTpOHHOT MOILTH:
Stephen.Jones@takeda.com

Howmep Ta nara Hakazy
MO3 om0 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1005 Big 28.09.2016
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HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[Iporpama posmmpeHoro noctymy no npenapaty EntiBio (Bemonmizymal st B/B 3aCTOCYBaHHS) ISt
MaIi€HTIB 3 BUPA3KOBUM KOJIITOM Ta XBopoboro Kponay», Vedolizumab-4013, 3 monpaBkoro 6, Bepcis Bif
17 nunas 2018p.

3asBHUK, KpaiHa

TomapuctBo 3 OOMexeHoro BimmosimansHicTIo «KoHTpakTHO-Jlocmiaauipka Opranizamis [HHODapM-
Ykpaina»

CnoHcop, kpaina

«Takena [esenonment Centep FOpon Jita.», Cnomyuene KopomiBctBo (Takeda Development Centre
Europe Limited, United Kingdom)

CynytHi
Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoOro 1upekTopa
dapManeBTHYHOI0 JHPEKTOPATY JIrogmuiia APKO




Honatok 33

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

09.09.2022 Ne 1646

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBieHUN TTPOTOKON KiiHIYHOTO BUnpoOyBanHs MK-3475-630, 3 iHkopropoBaHoto momnpaBkoo 08 Bix
28 uepBHs 2022 poky, aHMmCEKO MoBOw; MK-3475-630, Vkpaina, [Hpopmamiss Ta JOKYMEHT Mpo
indhopmoBany 3rony s namienta, Bepcis 02 Bim 01 cepmas 2022 poky, yKpaiHCBKOI MOBOIO;
MK-3475-630, Vkpaina, [HpopmaniiHuii TMCTOK 1 TOKYMEHT MHpo iH(GOPMOBaHYy 3roay Ha MaiOyTHE
6iomeanune gociimkenns, Bepcis 01 Big 03 cepmust 2022 p., ykpaiHCbK0r0 MOBO0; OHOBIEHHS 3pa3KiB
MapKyBaHHsI JTOCIIPKYBaHOTO Jikapchkoro 3acoby MK-3475: MK-3475 Kit, Bepcis 2.0 Bix 11 kBiTHS
2022 p., aHrmicekor Ta ykpaiHchkoro moBamu; MK-3475 Vial, Bepcis 2.0 Big 11 kBitHa 2022 p.,
AHTJIHACHKOIO Ta YKPATHCHKOIO MOBaMH

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

Ne 1773 Bix 20.08.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PanmomMizoBane, MOjBIHE ciine, TManedo-koHTposiboBane pochimxeHHs III ¢da3su nus  omiHkm
neMOpoInizymMady MOpiBHSHO 3 Mane00 SK aja’FOBaHTHOI Tepamii Mmicis omeparlii Ta ONpPOMIHEHHS B
YYaCHHKIB 3 MICIIEBO PO3MOBCIO/PKEHOI0 TUIOCKOKIITHHHOK KapIWHOMOIO IIKIPH 3 BHCOKHM CTYIEHEM
pusuky (KEYNOTE-630)», MK-3475-630, 3 inkopnopoBaHoto nonpaskoro 07 Big 09 cepnust 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

CrnoHcop, kpaiHa

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

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTopa

dapManeBTHYHOIO0 IMPEKTOPATY

JIionmuaa SIPKO




Honarok 34

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

09.09.2022 Ne 1646

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBnenui mpoTokon kiiHiyHOro BurnpoOyBanHs, RENIAL, Bepcis 2.0 Big 07.06.2022 p.; oHOBIEHUM
CUHOIICHC TIPOTOKOJIy KIIiHIYHOTO BHMpoOyBaHHs, Bepcis 3.0 Bim 07.06.2022 p.; oHOBIEHa Opomrypa
nocmigauka, sepcis 2.0 Big 07.06.2022 p.; OHOBJIEHUN MPOEKT 1HCTPYKUIT JJII MEIUYHOTO 3aCTOCYBaHHS
JOCITIPKYBAHOTO JIiIKapchkoro 3acody, Bepcis 2.0 Bim 07.06.2022 p.; oHOBIeHa iH(OpMAIs s
n00poBoIIbII 1 iHOpMOBaHa 3rofia 10OPOBOJIBI HA y4acTh Y KIIHIYHOMY JOCIHiIxeHHi, Bepcis 2.0 Bix
07.06.2022 p., yKpalHCHKOIO MOBOI;, OHOBIICHA iHQOpMAIlis s JOOPOBOJBI 1 iHPOPMOBaHA 3roj]a
JTOOPOBOJIBIIS HAa Y4acTh y KIiHIYHOMY AociimkenHi, Bepcis 2.0 Bix 07.06.2022 p., pociiicbKO0 MOBOIO;
oHOBiIeHUH Monynb 3. «SIKicTh» JOChE JOCHTIIKYBAHOTO JIIKapchKOro 3aco0y, pemakmis Ne 2; 3MiHa cepii
JOCTIIPKYBAHOTO JiKapchKoro 3aco0y Penianb, TaOneTku, BKPUTI IJIIBKOBOIO 000JIOHKOKO 1Mo 50 Mr;
3MiHa cepii peepeHTHOro JiKapchbKoro 3aco0y [Hcnpa®, TabieTku, BKPUTI IJIIBKOBOIO 000JI0HKOIO 110 50
MT; 3MiHa MapKyBaHHsS JOCIIJKYBaHOTO JIiKapchkoro 3acoOy Penianb, TaOneTku, BKPHUTI IUTIBKOBOIO
obononkoro no 50 mr (mepBuHHa ynakoBka) — Bix 07.06.2022 p.; 3MiHAa MapKyBaHHS JOCHIKYBaHOTO
JiKapchkoro 3aco0y PeHianb, TabIeTKH, BKPUTI IUTIBKOBOIO 000JIOHKOIO 10 50 Mr (BTOPHHHA yIIaKOBKa) —
07.06.2022 p.; 3miHa MapKyBaHHsS pePEepeHTHOro JKapchkoro 3aco0y Incmpa®, tabneTku, BKPHUTI
IUTIBKOBOIO 000510HKO0 110 50 Mr (1epBuHHA ynakoBka) —07.06.2022 p.; 3MiHa MapKyBaHHS pe(epeHTHOro
JiKapchKoro 3aco0y IHcnpa® TabneTku, BKPUTI MIIIBKOBOIO 000JI0HKOIO 10 50 Mr (BTOpHMHHA yIIaKOBKa) —
07.06.2022 p.; 3MiHa Miclig TpoBeieHHs! BUnipoOyBaHHs Ne 2 (O10aHaniTHYHOI 1abopaTopii):
BYJIO CTAJIO

k.0.H. JIi6ina B.B. k.0.H. Cabko B.€.

Jlabopatopis dapmakokinetuku (M. XapkiB) I | TOB «Knindapm», Kuieceka o6macts, M. Ipmias
«JlepkaBHU ekcriepTHUIl 1eHTp MiHicTepcTBa
OXOPOHHM 310pOB’si YKpaiHu», M. XapKiB
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Howmep Ta nara Haka3sy
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2554 Bin 09.11.2020

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«KniHiuyHe OCHIKEHHS 3 OLIHKKA O010€KBIBAJCHTHOCTI JIIKAPChKUX 3aco0iB PeHianb, TabneTku, BKPUTI
w1iBkoBoi0 obononkoio 1o 50 mr (AT «KuiBmeanpenapar», Ykpaina) ta Incnpa®, TaGneTku, BKPHUTI
IJIiBKOBOKO 0000HKOI0 10 50 Mr (dapeBa AmbOyas, ®dpaniiis) 3a ydacTi 3A0pPOBUX JTOOPOBOJIBIIIBY,

RENIAL, Bepcis 1.2 Big 07.09.2020 p.

3asiBHUK, KpaiHa

TOB «APTEPIYM JITA», Ykpaina

Cnoncop, kpaiHa

AT «KuiBmeanpemnapaty», Ykpaina

CynytHi
Marepianu/mpenapaTu
CYNyTHBOI Tepamnii

B.o. reHepajibHOTO ApPeKTOpPa
®apManeBTHYHOTO TUPEKTOPATY

JIionmuaa AAPKO




