Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 29 Big 08.09.2022, Ha siki 6y OTpUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. 3miHa Ha3Bu Ta agpecu CnoHcopa; bpouwypa gocnigHuka Pembrolizumab (MK-3475), BugaHHa 22
Big 13 TpaBHA 2022 poKy, aHINiNCbKOK MOBOIO; YKpaiHa, MK-7339-013, IHchopmauis Ta AOKYMEHT Npo
iHhopMoBaHy 3rofly AnA nauieHTa, Bepcia 04 Big 30 uepBHA 2022 p., yKpaiHCbKOO MOBOIO; YKpaiHa,
MK-7339-013, Bepcisa 1.01 Big 30 uepBHa 2022 p., yKpaiHCbKOKO MOBOMO, IHhopmauUiiHWMiA NUCTOK i
AOKYMEHT npo iHhopMOBaHy 3rogy Ha MailGyTHe GiomeguuHe AOCNIMKEHHA; 3pasku MapKyBaHHSA
JocnimpKyBaHUX Nikapcbkux 3aco6iB: MK-3475 Vial, Bepcis 2.0 Big 01 nunHA 2022 pokKy, aHINiliCbKOIO
Ta yKpaiHcbkolo moBamu; MK-3475 Kit, Bepcia 2.0 Big 01 nunHa 2022 poKy, aHrAificbKow Ta
yKpaiHCbKolo moBamu; Onanapu6 a6o nnaue6o go Onanapudy, Bepcia 2.0 Big 06 nunHa 2022 poky,
AHrNifcbKOIO Ta YKPAiHCbKOK MOBaMM 10 NPOTOKO/Y K/iHIYHOro AocnigaxeHHs «PaHaomisoBaHe, noagiliHe
cnine, nnaue60o-KoOHTPoNboBaHe aocnimkeHHs Il pasn ansa ouiHkm neméponisymady (MK-3475) y noegHaHHI
3 CyNyTHbOK XiMIOMPOMEHEBOK Tepanield 3 nogasibluMM BBEAEHHSM Nemoponizymaby 3 onanapubom
(MK-7339) abo 6e3 HbOro y MOPIBHAHHI NuULIE 3 CYNyTHLOK XiMIONPOMEHEBOK Tepani€eld B Y4YacCHMWKIB 3
HelwoAaBHO AiarHOCTOBaHWM J10KaNi3oBaHUM ApiGHOKNITUHHUM pakoM nereHis (JIAP/)», kog AocnigpkeHHs
MK-7339-013, 3 iHkopnopoBaHoto nonpaskoto 03 Big 16 nunHA 2021 poky; cnoHcop - «Mepk Wapn EHg Joym
Kopn.», gouvipHe nignpuemcTtBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/], YKkpaiHa»

BYNO
«Mepk LWapn eHg Jdoym Kopn.», AodipHe

CTANO
TOB Mepk LWWapn eHa Aoym (Merck Sharp &

nignpuemcteo «Mepk eHpg Ko., IHk.», CLWUA, (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA).

Appeca: Mepk ApaiiB, 1, nowtoBa CKpUHbKa 100, m.
BanTtxayc-CteiliH, wrtar Hbto-Mxkepci, 08889-0100,

Dohme LLC).
Appeca: 126 IcT JliHKoNbH aBeHto, nic 2000,
Paseii, Hbto Ihxepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ
07065, USA)

CLWUA (One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)

2. 3miHa Ha3BM Ta agpecu CnoHcopa; Bpowypa gocnigHuka Pembrolizumab (MK-3475), BugaHHsa 22
BiA 13 TpaBHsA 2022 poKy, aHrNilicbKol MOBOIO; YKpaiHa, MK-3475-B61, iHchopmauis Ta fOKYMEHT Npo
iHhopMoBaHy 3roay Aa NawieHTa, sepcis 1.02 Big 20 nunHA 2022 poKy, yKpaiHCbLKOIO MOBOIO; YKpaiHa,
MK-3475-B61, iHchopmauis Ta AOKYMEHT npo iHthopmoBaHy 3rogy ANs nauieHTa, sBepcis 1.02 Big 20
nnnHsa 2022 poky, POCificbKolo MOBOK; 3pa3oK MapKyBaHHA [OCNIAKyBaHOro JliKapCbKOro 3acooy
Lenvatinib_Bottle Bepcia 2.0 Big 13 nunHa 2022 p., aHMMINCLKOIO Ta YKPAiHCbKOIO MoBamMu; 3pasok
CMpPOLEHOr0 MapKyBaHHA 3apeecTPOBaHOro B YKpaiHi NikapCbKOro 3aco6y, AKWU 3aCTOCOBYETLCA B
KniHiuHoOmMy Bunpoo6yBaHHi MK-3475-B61, Bepcisa 2.0 Big 27 nunHa 2022 p. yKpaiHCbKOIO MOBOIO; 3MiHa
BiANOBiga/bLHOroO AgocnigHMKa 40 NPOTOKOY KNiHIYHOIO JOCAIMKEHHS «Bigkpute KiiHiYHe gocnigpkeHHs |l
chasun, Wo NpoBoAUTLCA B OAHINA rpyni ANs OUiHKA NneM6ponisymady B KOMOGiHaLi 3 1IEHBATUHIOOM B SIKOCTI
nepLwoi MiHiT NikyBaHHA B y4YaCHWKIB 3 PO3MNOBCHAKEHOK / MeTacTaTUYHOK HECBITNOKAITUHHOK HUPKOBO-
KNiTUHHOK  KapuuHomot Hupkn (HCkHKKH) (KEYNOTE-B61)», koa pgochnigkeHHsa MK-3475-B61, 3
iHKopnoposaHoto nonpaskoto 02 Bif 25 cepnHa 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe
nignpmemcteo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/], YKkpaiHa»

BY/O
«Mepk LWapn eHg Jdoym Kopn.», AodipHe

CTANO
TOB Mepk LWWapn eHa Aoym (Merck Sharp &

nignpuemcteo «Mepk eHp Ko., IHk.», CLUA, (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA).

Appeca: Mepk [paiiB, 1, nowtoBa CKpUHbKa 100, Mm.
BanTtxayc-CteiwiH, wrtar Hbto-Mxkepci, 08889-0100,
CLWIA (One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)

Dohme LLC).
Appeca: 126 IcT JliHKkoNbH aBeHto, nic 2000,
Paseii, Hoto Ihxepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ
07065, USA)

| BEYNO

CTA/O




3aB. Big. Han6aHgsaH T.A. nikap Kipgik S.T.

KomyHanbHe HekomepuiiHe nignpuemctBo «Ob6nacHuin | KomyHanibHe — HekoMepuiiHe — nignpueMCTBO
LEHTP OHKO/OTrii», OHKOYpOsioriyHe BiadineHHs, M. | «O6nacHWiA LEHTP OHKOJOFiT», OHKOYpOJIOrivyHe
Xapki BigAiIeHHs, M. XapkKiB

3. NopoBXeHHA TepMiHY NpUAATHOCTI AOCNIgKYBaHOro sikapcbkoro sacody AMT-101, taGneTkw,
BKPUTi KALLKOBOPO3UMHHOIO 060/I0HKOI0, 3 Mr 3 24 a0 36 MicALiB [0 NPOTOKO/Y K/THIYHOIO AOCNIIKEHHSA
«BbaraToueHTpoBe paHpoMi3oBaHe naueb0-KOHTPO/IbOBaHe MOABIiHE chine JocnifpkeHHs dasn 2a, Wo
NPOBOAMTLCA B NapasiefNibHMX Tpynax Aas BMBYEHHS eekTMBHOCTI Ta 6e3neyHOCTi nepopasibHOro
3acTocyBaHHA npenapaty AMT-101 y nauieHTiB i3 BUPa3KOBUM KOJIITOM CePeAHbOr0 abo TSHXKKOro CTYNeHs»,
Koa gocnigxkeHHs AMT-101-202, Bepcia 4.0 Big 12 kBiTHA 2022 p.; cnoHcop - «Ennnaig Monekbtonap
TpancnopT IHk.»/ Applied Molecular Transport Inc, CLUA

3asaBHUK - TOB «biomanac», YkpaiHa

4. Inchopmaunis ana nauieHta Ta Popma iHchopmoBaHoi 3roau — MpoTokon 73841937NSC3003, Bepcis
5.0 pociiicbkolo MoBOKW Aans YkpaiHu Big 02.06.2022 p.; OHoBneHuii posgin 3.2.S Jocbe
pocnipkyBaHoro Jlikapcbkoro 3aco06y JlasepTiHio (JNJ-73841937-ZCY lazertinib mesylate
monohydrate) Big 28.03.2022; OHoBneHui po3gin 3.2.P Jocbe aocnigkyBaHOro NliKapCbKOro 3acooy
NazepTiHi6 (INJ-73841937-ZCY, G002), Ta6netkn 80 mr, Big 30.03.2022; OHOBneHwuii po3gin 3.2.P
Aocbe nnaue6o fo pocnigkKyBaHOro flikapcbKoro 3aco6y JlaseptiHi6 (Placebo G003), TabneTkn, Big
11.04.2022; OHoBneHui po3gin 3.2.P [locbe ikapcbKoro 3aco6y nopiBHAHHA Tarpicco, OcumepTiHio
(G123-G122), kancynu no 40 mr 1a 80 mr, Big 08.04.2022; OHoBneHui po3gin 3.2.P flocbe nnaue6o go
NiKapcbKoro 3aco6y nopiBHAHHA Tarpicco, OcumepTiHi6 (G040 and G065), kancynu no 40 mr ta 80 mr,
Big 08.04.2022; OHoBneHi po3ginu 3.2.S [locbe [OCNIAKYBAHOIO NiKapCcbKoro saco6y AmiBaHtamat
(JNJ-61186372) Tta 3.2.P AmiBaHTama6 (JNJ-61186372), po3uuH, 50 mr/mn, 3a OepeseHb 2022;
3asyuyeHHA HOBUX BUPOGHUUUX AinAHoK ana AN13 AmiBaHTamao, po3uuH, 50 mr/mn: Catalent Pharma
Solutions LLC, CLUA; Janssen Sciences Ireland UC, IpnaHain; 3any4yeHHA HOBUX BUPOGHUYMX AiNAHOK
ana ON3 NasepTtiHio, Ta6neTkn, 80 mMr, Ta BignosigHoro nnaue6o: Catalent Pharma Solutions LLC,
CLUA; Catalent CTS LLC, CLUA; Catalent (Shanghai) Clinical Trial Supplies Co., Ltd., Kutaii; Catalent
Germany Schorndorf GmbH, HimeuuuHa; 3aslyueHHsi HOBMX BUPOOHUUMX AinAHOK Ana AN3
OcumepTUHI6, kKancynu, 80 mr Ta 40 mr: Catalent Pharma Solutions LLC, CLUA; Catalent CTS LLC, CLUA;
Catalent (Shanghai) Clinical Trial Supplies Co., Ltd., Kutaii; Catalent Germany Schorndorf GmbH,
HimeuuuHa; Astrazeneca AB, LlBeuis; 3anyyeHHA HOBUX BUPOGHUUMX AINAHOK ANA nnaue6o Ao
OcnmepTuHIG, Kancynu, 80 mr ta 40 mr: Catalent Pharma Solutions LLC, CLUA; Catalent CTS LLC, CLUA;
Catalent (Shanghai) Clinical Trial Supplies Co., Ltd., Kutaii; Catalent Germany Schorndorf GmbH,
HimeuuuHa; 36inblueHHA TePMiHY NpUAaTHOCTI AOCMIQKYBAHOIO NMiKapCcbKOro 3acooy AmiBaHtamao,
po3uuH 50 mr/imn, o 36 micauiB; OHOBMEeHUV 3pa30K MapKyBaHHA «J/la3epTiHié 80 mr», TaGneTKu;
OHOB/EeHUIA 3pa3oK MapKyBaHHsA «J/1a3epTiHié 80 Mr a6o nnaue6o», TaGneTku 40 NPOTOKOY KNiHIYHOro
JocnipkeHHs «PaHgoMizoBaHe KiiHivHe pocnigkeHHs ®asm 3 kombiHoBaHOT Tepanii AMiBaHTamaGom Ta
Na3zepTiHiGOM Y MOPiBHAHHI 3 OCUMEPTUHIOOM Ta Yy MOPIBHAHHI 3 Jla3depTiHIGOM AK nepLuol NiHil Tepanii y
nauieHTiB 3 MicLeBo-nowpeHuM abo MeTacTaTUdHUM HefpiOHOKNITUHHUM pakoMm JiereHb 3 MyTaujieto
peuenTopiB enigepmansHoro aktopa pocty (EGFR-myTauieto)», ko gocnigpkeHHs 73841937NSC3003, 3
Monpaskoto 2 Big 23.09.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALEBTUKA HB», Benbris

5. Mam’aATKa 3 NOSACHEHHAMU [0 NMPOTOKONY KiiHiuHOro Bunpo6yBaHHa AR-301-002 (Bepcis 4.1 Big 26
nucronaga 2019 p.) Big 15 KBiTHA 2022 p. Wo0A0 KpUTEPito BKIKOUEHHSA Ne 6b Ta KpuTepito HEBK/THOUEHHS
Ne 2, aHrnilficbkoto moBoto; MofoBXEHHA TEPMiHY NPOBeAEHHSA K/iHIYMHOro BUNpoGyBaHHA B YKpaiHi go
31 0BTHA 2022 pokKy A0 NPOTOKOMY KIiHIYHOrO AochigpkKeHHs «PaHgomizoBaHe, noagiHe chine, nnaue6o-
KOHTpO/IbOBaHe, 6araTtoueHTpoBe AochigKeHHsA 3 dpas3n AN OLiHKM 6e3neYHOCTi Ta edpeKTMBHOCTI npenapary
AR-301 5K 4ONOMiXHOT Tepanii 40 /likyBaHHA aHTMBIOTMKaMK1 Npy BEHTUAATOP-acoLifioBaHiii nHeBMOHiIi (BAI),
CNpuYKnHEHIi S. aureus», kog, gocnigkeHHss AR-301-002, sepcis 4.1 Big 26 nuctonaga 2019 p.; cnoHcop -
Apigic ®apmacsbloTikans, IHk., CLUA (Aridis Pharmaceuticals, Inc., USA)

3aaBHuk - TOB «MB KBecT», YkpaiHa

6. OHoBneHuii MpoTokon KniHiuHoro gocnigpkeHHa AC-055-312, Bepcia 9 Big 23 nuctonaga 2021 p.,
aHrniicbkolo MOBOI; 3MiHA NOBHOI Ha3BM KJiHIYHOro BuNpoGyBaHHA; COVID-19 [fopaTok fo
MpoToKony KiHIYHOro gocnimgpkeHHsa Big 16 nuctonaga 2021 p., aHrniicbkow MoBOHO; [logaTok Ao
MpoTtokony KniHiyHoro paocnimkeHHs AC-055-312 Guidance on Study Conduct During Natural
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Disaster/Major Disruption/Pandemic, Big 20 TpaBHA 2022 p., aHrnificbkoro MoOBOW; Bpouypa
pocnigHuKa pocnimxyBaHoro sikapcbkoro 3aco6y JNJ-67896062 (Macitentan), BupaHHa 19 Big 2
rpygHa 2021p., aHraificbkoto MoBoto; AC-055-312 OcHoBHa iHhopmauia Ta chopma iHhopmoBaHoi
3rogu anAa 6atbkiB, Bepcia 8.1 _AaMiHicTpaTuBHa 3MiHa 1 Ansa YKpaiHU aHrniiicbkoo MOBOIO Bifg 27
nunHa 2022 p.; AC-055-312 OcHoBHa iHhopMauif Ta popma iHhopmoBaHOI 3rogu Ans 6arbKiB, Bepcis
8.1_AamiHicTpaTuBHa 3MiHa 1 AnA YKpaiHM yKpaiHCbKOIO MOBOIO Bifg 27 nunHAa 2022 p.; AC-055-312
OcHoBHa iH(hopmauis Ta popma iHhopmoBaHOi 3rogu anA 6atbKiB, Bepcia 8.1_AaMiHicTpaTtuBHaA
3miHa 1 gnsa YkpaiHu pocilficbkoo MOBOIO Big 27 nunHa 2022 p.; AC-055-312 IHcopmauis Ta dhpopma
iHchopMoOBaHOI 3roaun AnA NauieHTIiB, AKUM BUNOBHUJIOCL 18 pokKiB, Bepcis 8.1_ApgmiHicTpaTMBHA 3MiHA
1 ana YKpaiHu aHrniiicbkoro MoBoOl Big 27 nunHAa 2022 p.; AC-055-312 IHcopmauisa Ta chopma
iHcbopMoOBaHOI 3roau AN NawuieHTiB, AKUM BUNOBHUIOCL 18 pokKiB, Bepcis 8.1_ApgMmiHicTpaTuBHA 3MiHA
1 anAa YKpaiHu yKpaiHCbKOK MOBOI Bifg 27 nunHa 2022 p.; AC-055-312 IHcopmauisa Tta chopma
iHhopMoOBaHOI 3roaun ANA NaLWieHTiB, AKMM BUNOBHUMOCHL 18 pokiB, Bepcia 8.1_AAMiHicTpaTuBHa 3MiHa
1 ana YKpaiHu pociiicbkolo MOBOW Big 27 nunHa 2022 p.; AC-055-312 IHchopmauia Tta copma
iHdbopMoBaHoOI 3rogu Ana nauieHTiB Bikom Big 14 fo 18 pokiB (40 MOMEHTY AOCArHeHHs 18 pokiB),
Bepcis 6.0_ApamiHicTpaTuBHa 3MiHa 1 Ana YKpaiHu aHrNificbKolo MoBoOIo Bifg, 12 TpaBHsa 2022 p.; AC-055-
312 IHndhopmauia Ta hopma iHopmoBaHOI 3roau AnA nauieHTiB Bikom Big 14 ao 18 pokiB (40 MOMEHTY
pocsrHeHHA 18 pokiB), Bepcifa 6.0_AamiHicTpaTMBHa 3MiHa 1 ansa YKpaiHM YKpaiHCbKOIO MOBOIO Big 12
TpaBHA 2022 p.; AC-055-312 IHchopmauin Ta popma iHhopMmoBaHOI 3roau Ans nauieHTiB Bikom Big 14
po 18 pokiB (00 MOMeHTY focsAirHeHHA 18 pokiB), Bepcia 6.0_AaMiHicTpaTuBHa 3MiHa 1 Ansa YKpaiHu
pocilicbkolo moBolo Big 12 TpaBHA 2022 p.; AC-055-312 IHchopmauis Ta chopma iHchopMmoBaHOi 3roaun
ANnA nauieHTiB Bikom Big 10 0o 14 pokiB (40 MOMEHTY AOCATHEHHA 14 pokiB), Bepcia 5.0 Ana YKpaiHu
aHrniicbkoto MoBotoO Big, 18 ciuHa 2022 p.; AC-055-312 IHchopmauis Ta chopma iHthopmoBaHOi 3rogu
ANA nauieHTiB Bikom Big 10 0o 14 pokiB (40 MOMEHTY AOCATHEHHA 14 pokiB), Bepcia 5.0 Ana YkpaiHu
YKpaiHCbKOI0 MOBOIO Big, 18 ciuHa 2022 p.; AC-055-312 IHchopmauia Ta dhopma iHchopmMoBaHOi 3roaun
AnA nauieHTIiB Bikom Big, 10 Ao 14 pokiB (40 MOMEHTY AOCArHeHHA 14 pokiB), Bepcis 5.0 onAa YkpaiHu
pociiicbkoto moBolo Big 18 ciuHsA 2022 p.; AC-055-312 IHchopmauia Ta popma iHchopmoBaHoi 3roau ans
nauieHTiB BikoM Big 7 no 10 pokiB (40 MOMeHTYy gocAarHeHHA 10 pokiB), Bepcia 5.0 gna YkpaiHu
aHrniicbKo mMoBoto Big 18 ciuHA 2022 p.; AC-055-312 IHchopmauia Ta chopma iHhpopMoBaHOi 3roau
ANns nauieHTiB Bikom Big 7 8o 10 pokiB (40 MOMeHTY gocsirHeHHA 10 pokiB), Bepcis 5.0 ans YkpaiHu
yKpaiHCbKOI0 MOBOIO Big 18 ciuHa 2022 p.; AC-055-312 IHcpopmauis Ta cpopma iHhopmoBaHOi 3roau
ANns nauieHTiB Bikom Big 7 8o 10 pokiB (40 MOMeHTY gocsirHeHHA 10 pokiB), Bepcis 5.0 ansa YkpaiHu
pocilicbkolo MOBOIO Big 18 ciuHA 2022 p.; AC-055-312 [logaToK A0 OCHOBHOI iH(hopMauii Ta chopmu
iHbopMmoBaHOi 3roguM p[na OaTbkiB: [oaaTtkoBe AocnimpkeHHA capMakokiHeTukn (PK), Bepcis
5.0_ApmiHicTpaTuBHa 3MiHa 1 gnsa YKpaiHM aHrniicbkoo MoBoto Big 12 tpaBHA 2022 p.; AC-055-312
AopatoK [0 OCHOBHOI iHopmauii Ta c¢opmu iHcpopmoBaHOT 3rogm Ana OaTbkKiB: goaaTKoBe
pocnipkeHHa capmakokiHeTuku (®PK), Bepcia 5.0__ApamiHicTpaTuBHa 3miHa 1 pana  YkpaiHu
YKpaiHCbKOI0 MOBOIO Bif, 12 TpaBHA 2022 p.; AC-055-312 floaaTok A0 OCHOBHOI iHchopMmauii Ta doopmu
iHbopMoBaHOI 3roau ANs OGaTbKiB: popatkoBe pocnipkeHHs dapmakokiHeTukn (PK), Bepcis
5.0_ApgmiHicTpaTuBHa 3MiHa 1 ans YKpaiHu pociiicbkolo MoBOI Big 12 TpaBHA 2022 p.; AC-055-312
IHcpopmaunia Ta popma iHpbopmoBaHOI 3roan Ana nauieHTiB BikoM Big 10 Ao 14 pokiB (40 MOMEHTY
pocsArHeHHA 14 pokiB). JoaaTkoBe pocnigpkeHHA hapmakokiHeTukn (PK), Bepcisa 4.0 ana YkpaiHu
aHrnincbKow MoBolo Bifg 18 ciuHA 2022 p.; AC-055-312 IHchopmaunia Ta hopma iHhopMoBaHOiT 3roau
Ans nauieHTiB Bikom Big 10 ao 14 pokiB (40 MOMEHTY AOCArHeHHs1 14 pokiB). JoaaTkoBe A0CAIKEHHS
thapmakokiHeTukn (PK), Bepcia 4.0 gns YKpaiHu yKpaiHCbKOI MOBOIO Big, 18 ciuHAa 2022 p.; AC-055-312
IHchopmaunia Ta popma iHhbopmoBaHOI 3rogn Ans nauieHTiB BikoM Big, 10 Ao 14 pokiB (40 MOMEHTY
[OCArHeHHA 14 pokiB). JoaaTkoBe pocnigpkeHHA hapmakokiHeTukn (PK), Bepcis 4.0 ana YkpaiHu
pociiicbkolo MOBOHO Big 18 ciuHs 2022 p.; AC-055-312 IHphopmalis Ta chopma iHchopmoBaHOiI 3roau gns
nauieHTiB Bikom Big 7 Ao 10 pokiB (40 MOMEHTy gocArHeHHA 10 pokiB). fopaTkoBe AOCAifKEeHHs
thapmakokiHeTukn (PK), Bepcis 4.0 gns YKpaiHu aHrnilicbKoto moBolto Big, 18 ciuHsa 2022 p.; AC-055-312
IHhopMmauia Ta chopma iHchopmoBaHOi 3rogn Ana nauieHTiB BikoM Big 7 o 10 pokiB (40 MOMEHTY
pocsarHeHHs 10 pokiB). floaatkoBe pgocnimkeHHA dpapmakokiHeTukn (PK), Bepcia 4.0 ana YkpaiHu
YKpalHCbKOI0 MOBOIO BiA 18 ciuHsa 2022 p.; AC-055-312 IHchopmauia Ta popma iHhopMoBaHOi 3roau
ANns nauieHTiB BikoM Bif, 7 0o 10 pokiB (40 MOMeHTY focsirHeHHA 10 pokiB). logaTkoBe AOCAIAKEHHSA
cthapmakokiHeTukm (PK), Bepcia 4.0 ana YKpaiHu pociicbKolo MOBOIO Big 18 ciuHs 2022 p.; AC-055-312
JonoBHeHHs A0 iHopmauii AnAa nadieHTa Ta popmu iHhopMmoBaHOi 3rogu (Ha MOX/IUBI 3MiHM Nig Yac
naHgemii COVID-19), Bepcisa 3.0 gna YKpaiHM aHrniicbkoo MoBolo Big 18 ciuHsa 2022 p.; AC-055-312
JonoBHeHHA A0 iHhopmauii AnA nayieHTa Ta popmu iHthopmMoBaHOi 3rogu (Ha MOX/IMBI 3MiHM Nifg vac
naHgemii COVID-19), Bepcisa 3.0 gna YkpaiHM yKpaiHCbKOI MOBOIO Bif 18 ciuHsa 2022 p.; AC-055-312
JonoBHeHHA A0 iHhopmauii AnA nayieHTa Ta popmu iHhopmMmoBaHOi 3rogn (Ha MOX/IMBI 3MiHM Nig vac
naHgemii COVID-19,) Bepcia 3.0 ana YKpaiHu pocilicbkoto MoBoto Big 18 ciuHAa 2022 p.; AC-055-312
IHbopMauia ana OGaTbkiB BariTHOI MapTHEPKU YyyacHMKa pfocnimkeHHs i dopma [03BONYy Ha
BMKOPUCTAHHA i PO3KpUTTA iHchopMaLii NpPo BariTHICTb i CTaH 340POB'A HEMOBNATHU, Bepcisa 2.0. aAns
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YKkpaiHu aHrniicbKkolo MoBOH Bif, 18 ciuHA 2022 p.; AC-055-312 IHcdopmauis ana 6aTtbkiB BariTHoi
napTHepPKW yyacHUKa AOCifKeHHA | hopMa 403BONY Ha BUKOPUCTAHHSA i pO3KpUTTA iHhopMaLii npo
BariTHICTb i CTaH 3,0POB's HEMOBNATH, Bepcia 2.0. ANA YKpaiHM YKPaiHCbKOK MOBOIO Bif 18 ciuHs 2022
p.; AC-055-312 IHchopMmauia Ans 6aTbKIB BariTHOI NapTHEPKU y4acHUKa AOCNIMKEHHSA | hopma ao3Bony
Ha BUKOPUCTAHHA i PO3KpUTTA iHhopmauii Npo BariTHICTb i CTaH 340POB'A HEMOBNATY, Bepcis 2.0. ana
YkpaiHu pociiicbkolo MoBoto Bif, 18 ciuna 2022 p.; AC-055-312 Inchopmauis AnA BariTHOI MapTHEPKU
yyacHuKa AocnimKeHHA | Popma A03BOJ1y NOBHOJIiTHLOI 0CO6M (BikOM 18 pokKiB) Ha BUKOPUCTAHHSA W
po3KkpuTTA iH(hopMaLii nNpo BariTHICTL i CTaH 340pPOB'A HeMOBNATWU, Bepcia 2.0 AnA YKpaiHu
aHrniicbkoro MoBoIO Big, 18 ciuHsa 2022 p.; AC-055-312 IHchopmauifa gns BariTHOI NapTHEPKN y4YaCcHMKa
pocnipkeHHs | dopma [03B0OJY NOBHOJIITHLOT 0cO6U (BiKOM 18 poKiB) HA BUKOPUCTAHHA 11 PO3KPUTTA
iHchopmauii Npo BariTHICTb | CTaH 340pPOB'sA HEMOBJIATU, Bepcia 2.0 ANnA YKpaiHM YKPAiHCbKOI0 MOBOIO
BiA 18 ciuHsa 2022 p.; AC-055-312 IHchopmauis ana BariTHOI NAPTHEPKU yYaCHUKa focnigkeHHA | dopma
[03BOJ1y NMOBHOJIiTHLOI 0co6u (BikOM 18 pokiB) Ha BMKOPUCTAHHA W PO3KpUTTA iHopmauii npo
BariTHiCTb i CTaH 340pOB's HEMOBATY, Bepcifa 2.0 Ana YKpaiHu pocilicbkolo MOBOLO Bif 18 ciuHsa 2022
p.; AC-055-312 IHchopmauis Ana BariTHOT NapTHEPKU yyacHUKa AocnigkeHHs i Popma fossony Ans
nignitkiB Bikom Big 14 Ao 18 pokiB Ha BUKOPUCTAHHA i PO3KpUTTA iHhopMaLil Npo BariTHICTb i cTaH
30POB's HEMOB/IATY, Bepcia 2.0 Ana YKpaiHW aHrNilicbKkoro MOBOIO Bif 18 ciuHsa 2022 p.; - AC-055-312
IHcbopmaLia ana BariTHOI NapTHEPKU yYaCHUKa AOCiMKEeHHs | dopma fo3BoNy ANs NigNiTKIB BiKOM
Big 14 po 18 pokiB Ha BMKOPUCTAHHA i PO3KpUTTA iHpopMauii Npo BariTHICTbL i cTaH 340poB'A
HemMoBNATU, Bepcia 2.0 Ana YKpaiHuW yKpaiHCbKO MoBoOK Bif 18 ciuHa 2022 p.; AC-055-312
IHchbopmauia gna BariTHOI NapTHEPKN yYaCHUKA AOCHiAKEeHHs i dopma go3Bony gnas nignitkiB Bikom
Big 14 po 18 pokiB Ha BUMKOPUCTAHHA i PO3KPUTTA iHchopmauii Nnpo BariTHICTb i cTaH 340poB'A
HeMOBNATN, Bepcia 2.0 anAa YKpaiHu pociicbKoo MOBOIO Big 18 ciuHa 2022 p.; OnuTyBa/IbHUK LWOAO0
NPUITHATHOCTI Ta CMaKoOBUX AKOCTell NpenapaTty As ydacHuKiB, Bepcia 2.0 Big 18 nuctonaga 2021 p.,
YKpPaiHCbKOIO MOBOL; ONUTYBaJIbHUK LWOAO0 MPUIAHATHOCTI Ta CMaKOBUX SIKOCTel npenaparty Ans
yuyacHukiB, Bepcia 2.0 Big 18 nuctonaga 2021 p., pociicbkod MOBOH; ONUTYBa/IbHUK LWOAO
NPUAHATHOCTI Ta CMaKOBMX SIKOCTel npenaparty Ansa 6atbkiB, Bepcia 2.0 Big 18 nuctonaga 2021 p.
nepeknag yKpaiHCbKO0 MOBOIO; ONUTYBa/IbHUK LWOAO NPUIAHATHOCTI Ta CMaKOBUX IKOCTell npenapary
ANnA 6aTtbKiB, Bepcia 2.0 Big 18 nuctonaga 2021 p. nepeknapg, pociicbKo MOBOIO; IHCTPYKLiA WoAao0
BUKOPUCTAHHA TecCcTy Ha BariTHicTb_Clearblue, Bepcia ykpaiHCbKOO MOBOIO; IHCTPyKUis LWoA0
BUKOPUCTAHHA TecTy Ha BariTHicTb_Clearblue, Bepcia pociiicbkolo MoBoOW; IHCTPYKLiT 3
BUKOpPUCTaAHHA_MeLuTeHTaH 3i WNpULOM ANA NepopanbHOro BBefleHHsA, Bepcis 2.0 Big ciuHA 2022
POKY, YKpPAIHCbKOIO MOBOIO; IHCTPYKUiT 3 BUKOPUCTAHHA_MeLuTeHTaH 3i Lunpuuom anas nepopasibHOro
BBeAEeHHs, Bepcia 2.0 Big ciuHA 2022 pokKy, pocCiiicbKo MOBOIO; lOCbE AOCNIAKYBAHOIO J1iKAPCbKOro
3aco6y Macitentan, oHoBneHuli po3gin «Jlikapcbkuii npenapart» Big 10 nuctonaga 2021 p.,
aHrnificbkolo MOBOK; - [locbe [OCNigKyBaHOro Jlikapcbkoro 3aco6y Macitentan, HoBuiA po3gin
«Jlikapcbkuii npenapat» Big 08 nuctonaga 2021 p., aHrNificbKOO MOBOIO; 3a/Ty4eHHS [,OCAiAKYBaHOro
nikapcbkoro 3aco6y MauiteHTaH (Macitentan), Ta6neTku, Wo AUCNEPryOTbCA, 2.5 Mr, BUTOTOB/IEHUX
npsAMUM npecysBaHHAM (BUpPOOGHUK: Excella GmbH & Co. KG, HimeuunHa); 3anyyeHHA gocnigkyBaHoro
nikapcbkoro 3aco6y MauiteHTaH (Macitentan), Ta6neTtku, Wo aucnepryoTbes, 1 Mr (BUpoo6Huk: Excella
GmbH & Co. KG, HimeuuunHa); 3pa3ku MmapKyBaHHs1 AOC/iAXYyBaHOro slikapcbkoro 3aco6y MaujiTeHTaH
(Macitentan), Tabnetkn, wWo aucneprytbes, 0.5 mr, 1 mr, 2.5 mr, 5 wmr, Big 09 rpyaHsa 2021 p.,
AHIIACBHKOIO Ta YKPATHCbKOK MOBaMM [0 NPOTOKOY K/iHIYHOro focnimpKeHHs «baraToueHTpoBe, BigkpuTe,
paH4oMi30BaHe, kepoBaHe NogissMn AOCAILKEHHS O OLiHKM edDEKTUBHOCTI, 6e3nekn Ta hapmMakoKiHETUKM
npenapaTy MauuTeHTaH B MOPIBHSIHHI 3i CTAHAAPTOM JliKyBaHHSA Yy fiTeii 3 NEereHeBOK apTepiasibHO
rinepTeHsieto», ko gocnigxkeHHsa AC-055-312, octaTtouHa Bepcis 8 Bif 25 ciuHa 2021 p.; cnoHcop - ACTELION
Pharmaceuticals Ltd., Switzerland

3asiBHUK - ToBapucTBO 3 ObMEXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHrizauist IHHodhapm-
YkpaiHa»

BYNO CTANNO
«BaraToueHTpoBe, BigKpuTe, paHgomizoBaHe, | baratoueHTpoBe, BigKpuTe, paHaomizoBaHe
KepoBaHe MoAIAMM [OCNiSKEHHA ANA OUIHKW | AOCNiAKEHHA 3 [04aTKOBMM nepiogoM, ske
edpeKTUBHOCTI, 6e3nekn Ta (hapMaKOKiHETUKM | NPOBOAUTLCA B OfAHIA rpyni 3 MeTOK OLiHKK
npenapary MauyuteHTaH B NOPIBHAHHI 3i | (hapmMakoKiHeTUKN, 6e3nevHOCTi Ta ePeKTUBHOCTI
cTaHOAapTOM NiKyBaHHA y fiTell 3 nereHeBolo | npenapary MauuteHTaH B  MOPIBHAHHI  3i
apTepia/sibHOIO rinepTeHsieo» CTaHAapToOM JliKyBaHHA y pfiTeid 3 JiereHeBoOlo
apTepiasibHOIO rinepTeHsiclo»

7. NMpoTtokon EX6018-4758, Bepcia 5.0, dhiHanbHa, Big 17 noTtoro 2022 p. (Protocol EX6018-4758,
version 5.0, Final, dated 17 February 2022); IHchopmauis ana yyacHuka Ta PopMa 3rogu Ha yyacTb y
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pocnipkeHHi 4.0-UA(UK), diHanbHa, Big 11 nunHa 2022, ykpaiHCbKOO MOBOW; IHdopMmauia ans
yyacHuKa Ta Popma 3rou Ha yyacTb A1 nonepeaHbLOro CKpuHiHry, sepcis 4.0-UA(UK), diHanbHa, Big,
11 nunHa 2022, yKpaiHCbKOK MOBOI; Bpouwypa apocnigHuka ana npenapaty 3inTiBekimaé ans
nigwkipHoro BBegeHHA, npoekT NN6018, BuaaHHsa 5, Bepcisa 1.0, cbiHanbHa, Big, 27 yepBHA 2022 poky,
aHrniicbkolo MoBoto (Investigator's Brochure Ziltivekimab subcutaneous administration; Project:
NN6018; Edition 5; version 1.0, final, dated 27 Jun 2022); OHOBANeHi po3Ainu focbe AOCAIAKYBaHOIoO
nikapcbkoro 3aco6y NN6018 Ziltivekimab subcutaneous administration (CMC update): Po3gin 3.2.S.2
«Drug Substance. Ziltivekimab. Manufacture», Bepcia 2.0, dpiHanbHa, Big 06 kBiTHA 2022 (v.2.0, final,
dated 06 April 2022); Po3gin 3.2.S.3 «Drug Substance. Ziltivekimab. Characterisation», Bepcia 2.0,
thiHanbHa, Big 06 kBiTHA 2022 (v.2.0, final, dated 06 April 2022); Po3pgin 3.2.5.4 «Drug Substance.
Ziltivekimab. Control of Drug Substance», Bepcis 2.0, chiHanbHa, Big 06 kBiTHA 2022 (v.2.0, final, dated
06 April 2022); Po3gin 3.2.S.5 «Drug Substance. Ziltivekimab. Reference Standards or Materials»,
Bepcia 2.0, diHanbHa, Big 07 kBiTHA 2022 (v.2.0, final, dated 07 April 2022); Po3gin 3.2.S.7 «Drug
Substance. Ziltivekimab. Stability», Bepcis 2.0, chiHanbHa, Big 06 kBiTHA 2022 (v.2.0, final, dated 06 April
2022); Po3pgin 3.2.P.3 «Drug Product. Ziltivekimab. Manufacture», Bepcis 2.0, chiHanbHa, Big 07 KBITHA
2022 (v.2.0, final, dated 07 April 2022); Po3gin 3.2.P.5 «Drug Product. Ziltivekimab. Control of Drug
Product», Bepcisa 3.0, cpiHanbHa, Big 19 kBiTHA 2022 (v.3.0, final, dated 19 April 2022); Po3gin 3.2.P.8
«Drug Product. Ziltivekimab. Stability», Bepcin 2.0, chiHanbHa, Big 13 kBiTHA 2022 (v.2.0, final, dated 13
April 2022); Po3gin 3.2.P «Placebo Product. Ziltivekimab. Placebo», Bepcis 2.0, ciHanbHa, Big 13
KBiTHA 2022 (v.2.0, final, dated 13 April 2022); MaTepianu gna nauieHTiB: KOHTEHep AA 36epiraHHsA Ta
yTunisauii BUKopucTaHux wnpuuie; 3MiHa TepMiHYy NPUAATHOCTI 4OCNIgKYBaHOrO JliKapCbKOro 3acooy
Ta BignoBigHoro nnaue6o 3 24 micauyiB Ao 36 micAyiB; 3aslyuyeHHA HOBOI BUPOGHUYOI AiNAHKU NS
pocnipkyBaHOro nikapcbkoro 3aco6y 3intiBekima6 — Novo Nordisk AlS, Brogardsvej 66, DK-220,
Gentofte, 2820, Denmark [0 npoTOKOAY KAiHIYHOrO BUNpPoObGyBaHHA «JocnigpkeHHa ZEUS - Bnnus
3inTiBeKimaGy MopiBHAHO 3 nnauebo Ha cepueBO-CYAMHHI Hacnigkym B YYyacHWKIB 3 [AiarHOCTOBaHWUM
aTepocKNepOTUYHUM 3aXBOPIOBAHHAM CepLEBO-CYAMHHOI CUCTEMU, XPOHIYHOO XBOPOOOK HNPOK | CUCTEMHUM
3anasieHHsAM», Ko gocnigpkeHHs EX6018-4758, Bepcia 2.0, diHanbHa, Big, 13 nunHa 2021 p.; cnoHcop - Novo
Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

8. OHoBneHa Bepcis bpowypu gocnigHuka, Bepcia 8.0 Big 20 KBiTHA 2022 pOKy, aHIMiNCbKOK MOBOIO
[0 MpOTOKO/Y KAiHIYHOro pocnimkeHHs foresiGHt: baraToueHTpoBe, paHAOMi3oBaHe, 3 Mapasie/lbHUMu
rpynamu, nnauebo-koHTposboBaHe (NOABIMHE cnine) Ta akTUBHO-KOHTPOJSIbOBaHE (BiAKPUTE) AOCAIMKEHHS
edheKTMBHOCTI Ta 6e3nekn LWOTMXKHEBOrO 3aCTOCYBaHHS JIOHanercoMmarponiHa B MOpPIiBHSAHHI 3 niaue6o, a
TaKOX B MOPIBHAHHI 3 COMATOTPOMNIHOM LLIOAEHHOr0 3aCTOCYBaHHA Y A0OPOC/INX 3 AediLUyTOM rOpMOHY poCTY.,
kog, pocnimpkeHHs TCH-306, sepcis 3.0 Big 20 nunHa 2021 p.; cnoHcop - AcueHaic ®apma EHAOKpiIHONOLKM
fLisbkH A/C, faHia (Ascendis Pharma Endocrinology Division A/S, Denmark)

3aaBHUK - AKuensciops /114, YropwuHa

9. 3miHa Ha3BU MicUub NPOBeAEHHSA K/HIYHOro BUNPOGYBAHHA [0 NPOTOKO/Y KMiHIYHOTO AOCNIIKEHHSA
«[lMporpama paHgoMi30BaHMX, NAaLeb0-KOHTPONbOBAHMX NOABIAHUX CAINUX JOoCAimpKeHb dhasn 3 AN OUiHKM
ehekTMBHOCTI Ta 6e3neyHOCTi YnagauuTuHioy y SOPOC/MX MAUEHTIB 3 akCia/lbHUM CMOHAMI0apTPUTOM i3
nofasibLUnMM NepiogoM NPUMNMHEHHS NIKyBaHHA MPU OOCATHEHHI peMicii», kog, gocnimpkeHHs M19-944, sepcis
5.0 Big 12 nunHs 2021 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3anBHuUK - «E66BI BiothapmacsktoTikan3 TM6X», LLBeliuapis

BY/NO

O.M.H. Focnogapcbkuin |.4.

KomyHanbHe  HekomepuiiiHe  nignpueMcTBO
«TepHOMNiNbCbKa YHIBEepCUTETCbKA  JliKapHA»
TepHoninbcbKoi 061acHoi pagu, O61acHUn LeEHTP
KNiHiYHOT iMyHOOriT Ta anepronorii, peBMatonoriyHe
BifAi/IeHHA, M. TepHoni/ib

O.M.H., npodd. Ky3bmiHa I".I1.

CTANO
O.M.H. Focnogapcbkuin |.4.
KomyHanbHe HekomepuiiiHe nignpueMcTBO
«TepHONiNbCbKa oOOGsacHa KNiHiYHA JliKapHA»
TepHoOninbCcbKOi o06GnacHoi papu, O6nacHuii
LEeHTp KIHIYHOI  iMyHOsOrii  Ta  anepronorii,
peBMaTo/I0rivHe BigdineHHs, M. TepHoninb
O.M.H., npod). Ky3bmiHa I".IM1.

KomyHasibHe nignpremcTBo «KpuBOpi3bka Micbka
KniHiyHa nikapHa Ne2» KpuBOpi3bKOT MiCbKOT paau,
nopyLueHb putmy cepus (kapaionoriyHe BiggiIeHHA 3
peEBMAaTO/IONIYHUMIY NixKKamK), AepxaBHUA 3aknag
«[AHiNnponeTpoBCbKa MeauyHa aKkapgewmis
MiHicTepcTBa OXOpPOHU 3A0pPOB’A  YKpaiHWU»,
Kadheapa Tepanii, Kapaionorii Ta CiMenHoi MeanLMHN

KomyHasnbHe nignpuemMcTBo «KpuBopi3bka MicbKa
KniHiyHa nikapHa No2» KpuBopi3bKoi MiCbKOi paaw,
nopyLUeHb puTmy cepus (kapgionoriyHe BigaineHHs
3 pPEeBMatosionyHMMM  fibkkamu), [HINPOBCbKWIA
AEpXaBHUA MeguuHUA yHiBepcuTeT, Kadegpa
Tepanii, kapagionorii Ta CiMEAHOI MeauUMHK
hakynbTeTy NiCAAAMNAOMHOT OCBITK, M. KpnBuia Pir




| dhakynbTeTy nicnsaunnomHoi oceith, M. Kpusuii Pir | |

10. 3miHa BignoBigasibHOro AocnigHUKa [0 MPOTOKO/Y KAiHIYHOro pocnimkeHHa «LIBRETTO 432:
Mnaue60-KOHTPONbOBaHe MOABINHE chine paHAoMi3oBaHe Aoc/ifikeHHs 3 ha3u AN OUHKM af'toBaHTHOT
Tepanii cennepkaTMHiGoM nic/a pagukasibHOT SIOKOPErioHapHOoT Tepanii y nauieHTiB 3 HeAPiOHOKTITUHHUM
pakom nereHi ctagil IB—IIIA 3 HasBHicTio ribpuagHoro reHa RET», ko4 gocnigxeHHsa J2G-MC-JZJX, Bepcid 3
nonpaskoto (d) Big 21 TpasHA 2021 poky; cnoHcop - Eni linni eng Komnani, CLUA / Eli Lilly and Company, USA
3anBHuK - «Eni Nlinni Boctok CA», LLBeliLapis

BYNO CTANO
3aB. Big. KooseB O.l., nikap leoHosa B.B.,
KomyHasibHe HekomepuinHe nignpuemcTso | KomyHasnbHe HekomepLiiHe niANpUEMCTBO
«O6nacHUiA LEHTP OHKOJOriT», OHKOXipypriuHe | «O6GnacHUiAi  LUEHTP  OHKOJIOFii»,  OHKOXipypriuHe
BigAiNeHHs1 opraHiB rpyAHOT NOPOXHUHN, M. XapKiB | BigAiNeHHs1 opraHiB rpygHOT MOPOXHWUHKN, M. XapKiB

11. 3miHa BignoBiganbHOro AocnigHMKa [0 NPOTOKOAY KAiHiYHOro pgocnigkeHHs LIBRETTO-431:
BaraToueHTpoBe, paHAoMi30BaHe, BigkpuTe pocnigxeHHsa I ca3n nopiBHAHHA Tepanii npenapaTom
CennepkartiHio 3 Teparnicto npenaparaMmy Ha OCHOBI MOXiAHWX NNATUHU B NOEAHAHHI 3 NTEMETPeKce0M B a60
6e3 KomGiHauii 3 npuiiomMom nemb6posizymaba B AKOCTI Nepwoi AiHil AikyBaHHSA MOLUMPEHOrO 4m
MeTacTasyr4oro HepibHOK/TITUHHOIO paky fiereHi 3 HasBHICTHO ribpuaHoro reHa RET, kog gocnigpkeHHa J2G-
MC-JZJC, sepcia 3 iHkoprioposaHoto rnonpaskoto (d) Big 18 nuctonaga 2020 poky; cnoHcop - Eni Mlinni eHa
Komnani, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

BYNO CTANO
3aB. Big. Ko63eB O.l. nikap /leoHoBa B.B.
KomyHasnibHe HekomepuiiHe nignpuemctBo «O6nacHuin | KoMyHanbHe HekoMepLiiiHe nignpuemMcTBo
LEHTP OHKOJIOriT», OHKOXIpypriyHe BigAineHHss opraHiB | «O6nacHUA LEeHTP OHKOJOTIT», OHKOXIpypriyHe
rPYAHOT NOPOXHWHMK, M. XapkiB BiAAINEHHS OpraHiB rpyaHOi  MOPOXHUHW,
M. XapkiB

12. 36inbleHHsa TepMiHY NpUAATHOCTI Ail0YOol pevyoBUHM Ta NikapcbKoro 3acody PF 06480605 po 48
MmicauiB; OHOBMEHHA po3ginie [locbe pocnipkyBaHoOro nikapcbkoro 3aco6y PF 06480605: 2.3
Introduction/ 2.3. 3aranibHe pe3tome 3 AKocTi, Big 08.07.2022; S.3.1 Elucidation of Structure and Other
Characteristics/ S.3.1. [loka3 CTPYKTYpu Ta iHLIi XapakTepucTuku, Big 08.07.2022; S.4.1 Specification/
S.4.1. Cneuyudikauin, Big 14.10.2021; S.4.2 Analytical Procedures/ S.4.2. AHaniTu4Hi meToguku, Bif,
08.07.2022; S.4.3 Validation of Analytical Procedures/ S.4.3. Banigauis aHaniTUMHUX mMeToAuK, Bif,
08.07.2022; S.4.5 Justification of Specification/ S.4.5. O6Gr'pyHTYyBaHHA cneuudikauii, Big 14.10.2021;
S.5 Reference Standards or Materials/ S.5. CtaHgapTHi 3pa3ku a6o npenapartu, Big 17.06.2022; S.7.1
Stability Summary and Conclusions/ S.7.1. Pe3tome WoA0 cTabiIbHOCTI Ta BACHOBKM, Big, 08.07.2022;
S.7.3 Stability Data/ S.7.3. OaHi npo cTta6inbHictb, Big 08.07.2022; P.5.1 Specifications/ P.5.1.
Cneuudpikauia(i), Big 14.10.2021; P.5.6 Justification of Specification/ P.5.6. OOrpyHTyBaHHA
cneuyudpikauii(in), Big 14.10.2021; P.8.1 Stability Summary and Conclusions/8.1. Pe3iome wopo
CTabinbHOCTIi Ta BUCHOBKM, Bifg 14.10.2021; P.8.3 Stability Data/ 8.3. JaHi npo cTaGinbHiCTb, Bif
14.10.2021 [0 NpOTOKO/Y KAIHIYHOrO AochigkeHHs «baraToueHTpoBe, paHAOMi3oBaHe, NoAgiiHe chnine,
nnaueb0-KOHTPO/IbOBaHEe OOCMIMKEHHA a3 26 3 nigdopom ONTUMasIbHUX 03 O/19  OLiHIOBaHHA
ehekTnBHOCTI, 6e3neyHocTi W (hapmakokiHeTukM npenapaty PF-06480605 y [0pOC/MX Y4YacHWKIB i3
BMPA3KOBMM KOJIITOM MOMIPHOTO ab0 BaXKKOrO CTYMEHS TSHKKOCTi», KoA AocnimkeHHs B7541007, octatouHa
Bepcisi NPOTOKOsTy 3 nonpaskoto 3 Big 15 6epesHsa 2022 poky; cnoHcop - Mdaisep IHk., CLUA

3asaBHUK - MNMdpaiizep IHK., CLUA

13. OHOBMEeHUiA NPOTOKON KNiHIYHOroO AocnigkeHHs 3 nonpaBkoto 08, Bepcia 1 Big 23 TpaBHA 2022p.,
aHrniicbkoo MoBok; OcHOBHA iHthopmauis Npo gocnigkeHHs i popma iHdhopMmoBaHoT 3rogu, Bepcis 8
Bif 24 TpaBHA 2022p., aHrnificbkolo MoBoto; IHchopmauisa ana nauyieHta Ta dopma iHchopmoBaHoOT
3roau, Bepcia ana YkpaiHu Ne8, Big 02 uepBHA 2022 p. (Ha ocHoBi OCHOBHOI iHchopmauii npo
pocnimpkeHHA i opmu iHdhopmoBaHoi 3roaun Bepcii 8 Big 24 TpaBHA 2022 p.) aHrNMiINCbKO MOBOIO;
IHchopmauia gnsa nadieHTa Ta dopma iHpopmoBaHoI 3rogu, Bepcis ans YkpaiHu Ne 8 Big 2 uepsHs 2022
p- (Ha ocHoBi OcHOBHOI iHchopmaLii Nnpo aocnimkeHHs i popmu iHhopMmoBaHOi 3rogn, Bepcia 8 Big, 24
TpaBHA 2022p.) yKpaiHCbKOIO MOBOIO; IH(hopMmauis ans nauieHta Ta ¢popma iHopmoBaHoi 3roau,
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Bepcia anAa YkpaiHu Ne 8 Big 2 uepBHA 2022 p. (Ha ocHOBi OCHOBHOI iHhopMaLii Npo focnigKeHHs i
c¢hopmu iHpopmoBaHoOi 3rogn, Bepcia 8 Big 24 TpaBHA 2022p.) pocilicbkoilo MOBOLO; LLlogeHHUK
nauieHTa gna peectpauii npuiiomy AJ1M, Bepcisa 9.0 Big 16 uepsHsa 2022 p., aHrNiliCbKOK, YKPAIHCbKOIO
Ta pociiicbKotlo MoBamu; 3MiHa IOPUMAUYHOI agpecy CroHcopa KMiHIYHOro AOCiAKEeHHA A0 NPOTOKONy
KMIHIYHOTO AOCNiMKEHHST «PaHoMi30BaHe, NoABiiHE criine gocnigpkeHHs 3 doasn AN BUBYEHHSI €DEKTUBHOCTI
Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 nnauebo B yyacCHWKIB 3 MEepBUHHO-NPOrpecyrymnm
posciaHum ckneposom (PERSEUS)», kog gocnigpxeHHs EFC16035, 3 nonpaskoto 07, Bepcia 1 Big 21 rpyaHa
2021p.; cnoHcop - Genzyme Corporation, USA (xeH3arim KopnopeiiwH, CLUA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYNo CTANO
50 Binney Street, Cambridge, Massachusetts, [ 450 Water Street, Cambridge, Massachusetts,
02142, United States of America 02141, United States of America

14. OHOBMEHWI NPOTOKO KAiHiYHOro gocnimxeHHs EFC16033 3 nonpaBkoto 06, Bepcis 1 Big 24 TpaBHA
2022p., aHrniicbKor MoBot; OcHOBHa iH(hopmaLia Npo gocnigkeHHs i dpopmu iHopmMoBaHoT 3roaum,
Bepcia 8 Big 24 TpaBHa 2022p., aHrniicbkold MoBoOLo; IHdopmauis agnsa nauieHta Ta dopma
iHdbopMoBaHoI 3roau, Bepcis ans YkpaiHu Ne 8, Big 01 uepsHa 2022p. (Ha ocHOBi OCHOBHOI iHhopmawit
npo gocnimpxeHHs i oopmu iHpopmoBaHOi 3roau Bepcis 8 Big 24 TpaBHsA 2022p.) aHrNifiCbKOO MOBOIO;
IHcbopmauia ansa nauieHTa Ta popma iHPopmoBaHoOT 3rogn, Bepcia ansa YkpaiHu Ne 8, Big 01 uepBHA
2022p. (Ha ocHoBi OCHOBHOI iH(hopMmaLii npo gocnimxeHHs i hopmu iHPopmoBaHoI 3rogun, Bepcis 8 Bif,
24 TtpaBHA 2022p.) yKkpaiHCbKOIO MOBOIO; IH(hopMmauis ans nauieHTa i dopma iHpopmoBaHoI 3rogu,
Bepcia ana YkpaiHu Ne 8 Big 1 uepBHA 2022p. (Ha ocHOBi OCHOBHOI iHhopMaLii Npo gocnigKeHHS i
c¢opmu iHpopmoBaHOi 3rogn, Bepcia 8 Big 24 TpaBHA 2022p.) pocilicbkoio MoBoto; LLlogeHHuK
nauieHTa gna peectpauii npuiniomy AJ1M, Bepcis 10.0 Big 10 uepBHA 2022 p., aHIMNiNCbLKOIO, YKPATHCHKOIO
Ta pociicbkolo moBaMmu; 3MiHa LOPUAUYHOI afpecu CNOHcopa KiHIYHOro AOCNIMKEHHA 40 NPOTOKONY
KNiHiYHOro gocnimpkeHHs «PaHgomisoBaHe, noggiiHe chine gocnigxeHHs 3 hasn ans BUBYEHHS e(PeKkTUBHOCTI
Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHsHHI 3 TepudiiyHomigom (O6agxio®) B y4yacHMKIB 3
peungusytoumn coopmamu poscistHoro ckneposy (GEMINI 1)», kog gocnigpxkeHHs EFC16033, 3 nonpaBKoto
05, Bepcis 1 Big 18 nuctonaga 2021p.; cnoHcop - Genzyme Corporation, USA (IxeH3aim KopnopeliwH, CLUA)
3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

BYNO CTANO
50 Binney Street, Cambridge, Massachusetts, [ 450 Water Street, Cambridge, Massachusetts,
02142, United States of America 02141, United States of America

15. ina gocnimKyBaHOro nikapcbKoro 3acody Tasiasonapu6, Kancyau, 4o4aHo: 4oAaTKOBI BAPOGHMKW,
Wo BignoBiga/sbHI 3a BTOPMHHE NMaKyBaHHA Tala6o mapkyBaHHA Pfizer Inc., United States ta Almac
Clinical Services (Ireland) Limited, Ireland; dpyHKLil0 BTOPMHHOIO NnakyBaHHA Talabo MapKyBaHHA A1
Bupo6Huka Pfizer Limited, United Kingdom; gna KctaHgi, gocnigxyBaHoOro nikapcbKoro 3acooy 3
PF-06944076 poaaHo: chyHKLiI0 NakyBaHHA TalaGo MapKyBaHHA AnA BUpo6HukiB Pfizer Limited, United
Kingdom Tta Pfizer Inc., United States; Bupo6Huka Almac Clinical Services (Ireland) Limited, Ireland,
BiANoOBifaNbLHOro 3a BTOPUHHE NakyBaHHSA TalaGo MapKyBaHHA [0 NPOTOKO/Y K/iHIYHOrO AOCHiIKEHHSA
«TALAPRO-3: PAHIOMI3OBAHE, MOABINHE C/IMNE AOCNIAXEHHSA ®A3U 3, LLO NMPOBOANTHCA 3
METOK TMMOPIBHAHHA TANMASOMAPUBY B KOMBIHALIIT 3 EH3ANYTAMIAOM TA M/JALUEEO B
KOMBIHALIT 3 EH3ANTYTAMIZOM Y YO/OBIKIB 13 METACTATUYH/M TOPMOHOUYT/IMBMM PAKOM
NEPEAMIXYPOBOI 3AN03M 3 MYTALLIEKO FEHA DDR>, ko gocnigpkeHHss C3441052, ocTaTouHa peaakLis
npoTokony 3 nonpaeskoto 1 Big 20 BepecHs 2021 p.; cnoHcop - MNdpaiizep IHk., CLUA

3anBHuK - Mdpansep IHk., CLUA

16. OHoBneHa bBpowypa pgocnigHuka, nepopanbHuii cemarnyTug, npoekt NN6535, XBopobGa
Anbuyreiimepa, BugaHHsa 4, Bepcia 1.0 Big 13 nunHa 2022 poKy, aHriicbKOK MOBOK /10 NPOTOKO/IB
KNiHIYHUX gocnigpkeHb: «PaHaoMi3oBaHe NoBiliHe chine niaue60o-KOHTPOIbOBaHE KiHiYHE A0CNIAKEHHS, WO
BMBYaE edheKTMBHICTb Ta 6e3neky 3acToCyBaHHA MepopasibHOro cemarnyTugy y nauieHTiB i3 noyaTkoBor
cTagieto xeopobu Anbureiimepa (EVOKE plus)», ko gocnigkeHHss NN6535-4725, dhiHanbHa Bepcist 6.0 Big 25
nuctonaga 2021 p.; «PaHgomisoBaHe noggiiiHe cnine niaue60-KOHTPO/IbOBaHE KiHIYHE AOCAIMKEHHS, WO
BMBYaE edheKTMBHICTb Ta 6e3neky 3acTOCyBaHHA MepopasibHOro cemarnyTugy y nauieHTiB i3 noyaTkoBOH
cTagieto xsopobu Anbureiimepa (EVOKE)», kog pocnimpkeHHss NN6535-4730, chiHasibHa Bepcia 6.0 Big 25
nuctonaga 2021 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»



17. fopatok Nel Big 11 TpaBHA 2022 poky Ao Bpolwypu gocnigHuka, Bepcii 11.0 Big 07 rpygHs 2021
POKy, aHrnificbkolo MoBoOt; IHpopmaLiiHMii nucTtok i chopma iHcpopmoBaHOi 3roau, Bepcis
V6.0UKR(uk)2.0 Big 01 nunHa 2022 poky, nepeknaj yKpaiHCbKO MOBOIO Bif, 14 nunHA 2022 poky;
IHhopMmauiiHnii nucTokK i hopma iHhpopmoBaHoi 3rogu, Bepcia V6.0UKR(ru)2.0 Big 01 nunHa 2022 poky,
nepeknag pociiicbkoto moBoto Big 14 nunHa 2022 poky; MoAOBXEHHA TPUBaIOCTI K/iHIYHOTO
BUNPOGYBaHHA B YKpaiHi no 31 rpygHsa 2023 poky; 3MmiHa Ha3BM MicLs NPOBeAEHHA BUNPOGYBaHHA [0
NPOTOKONY KMIHIYHOrO AOCMNiMKEHHST «Bigkpute po3wWwmnpeHe [OCMIMKEHHSA AM1S OUiHKM 6e3neyHocTi Ta
nepeHocumocTi npenapaty SEP-363856 y nauieHTiB i3 LWmM30dpeHieto», kog pocnimpkeHHs SEP361-303,
Bepcia 3.01 3 iIHKOPNOPOBAHOK HECYTTEBOK nonpaskot 2.00 Big 25 ciuHs 2021 poky; cnoHcop - «CyHOBIOH
dapmachkloTikanc IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

3aaBHUK - NignpremMcTBo 3 100% iHo3eMHoI iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»

BYNo CTANO
Oupektop Bpybnescbka |.B. 3acTynHuk  gupektopa 3 creujasibHOi  Ta
KomyHasibHe HekomepUiiHe NignpMeEMCTBO | aMBynaTopHOl po6oTK Bpyb6nescbka I.B.
«KuiBCcbKa MicbKa NMCUXOHeBposioriyHa nikapHa | KomyHasnbHe HekomepLiiiiHe nignNpUeEMCTBO

Ne3» BMKOHaBYOro opraHy KuiBCbKOi MICbKOI paau
(KviBCbKOT ~ MICbKOT  AepaBHOT — afMmiHicTpauir),
3arasibHoOMcuxiaTpuuHe BiggineHHsA Ne4,
KniBcbka 06/1., Bacu/bKiBCbKMiA p-H, CMT. [/1IeBaxa

«KniniyHa nikapHa «MNCUXIATPIA» BUKOHaBYOro
opraHy KuiBcbkol MicbKoi pagn (KWiBCbKOT MiCbKOT
JepXaBHOT agMmiHiCcTpaui), 3araibHoNcuxiatpuuHe
BigaineHHa Ne30, KuiBcbka 06/1., cMT. [neBaxa

18. MopoBXXeHHA nepioay NpoBeAeHHS KiHIYHOro BUNpoGyBaHHA B YKpaiHi 3 05 cepnHA 2022 poKy Ao
05 cepnHsa 2023 poKy [0 NMPOTOKO/Y KNiHIYHOTO JochifxeHHA «PaHaomizoBaHe nniauebo -KOHTPO/iboBaHe
pocnimpkeHHs dasn 3 KapoéonnaTtuHy Ta naknitakceny 3 AP iHri6iTopom Beninapm6om Ta 6e3 MAPTI
iHriGiTopy Beninapudy (ABT-888) npu HER2-HeraTMBHOMY MeTacTatMyHOMY abo IOKa/IbHO MNOLUMPEHOMY
HeonepabensHomy BRCA-acoujiiloBaHOMY paky MOMOYHOI 3as03u», Kof AochimkeHHsa M12-914, 3
iHKOpnopoBaHumMu AgMiHiCTpaTuBHMMM 3MiHaMun 1, 2, 3 Ta 4 i nonpaskamu 1, 2, 3 Ta 4 Big, 23 nunHsa 2020 poky;
crnoHcop - AbbVie Inc., CLLA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapisa

19. fJopaTtok Nel Big 11 TpaBHA 2022 poky ao Bpowypu gocnigHuka, Bepcii 11.0 Big, 07 rpyaHa 2021
POKy, aHrniicbko MoBOW; JopaTkoBa iH(popMoBaHa 3roga nauieHTa Ha BXWBaHHA E€KCTPEHUX
3axofiB uepes BilicbKOBY arpecito Pociicbkoi depgepadii Ha TepuTopii Ykpaiiu, Bepcisa V1.0UKR(uk)1.0
Big 06 uepBHA 2022 poKy, nepeknag ykpaiHCbKoo MoBoO Big 14 nunHAa 2022 poky; AopaTtkoBa
iHdhopMoBaHa 3roga nauieHTa Ha BXXMBaHHS1 eKCTPEeHUX 3axofiB vuepes BilicbKoBY arpecito PociiicbKoi
depepauii Ha TepuTopii YkpaiHu, Bepcis V1.0UKR(ru)l.0 Big 06 uepBHA 2022 poky, nepeknajg
pociiicbkoto MoBoto Bi 14 nunHsa 2022 pokKy; NOA4OBXEHHA TPUBA/OCTI K/iHIUHOrO BUNPoGYyBaHHA B
YkpaiHi go 31 rpyaHa 2023 poky; 3MiHa Ha3BW Micus NMpPoBeAeHHs1 BUNPOOGYBaHHA [0 MNPOTOKO/Y
KMiHIYHOrO JocnigpkeHHs «PaHgomizoBaHe, noAgiliHe criine, nnauebo-koOHTpoNboBaHe, GaraToueHTpoBe
OOCNIMKEHHS, WO NPOBOAUTLCA B MapasieflbHUX rpynax, i3 3acToCyBaHHSAM (pikcOBaHMX [03 A1 OLHKM
edhekTMBHOCTI Ta 6e3neyHocTi npenapatry SEP-363856 y nauieHTiB i3 LWM30IPEHIED Yy TrOCTPOMY
NCUXOTUYHOMY eni3ofi», koA aocnigxeHHs SEP361-302, sepcis 3.00 3 iHKOpNopoBaHOK CYTTEBOK NOMNPaBKO0
2.00 Big 26 civyHa 2021 poky; cnoHcop - «CyHoBioH ®apmackioTikanc IHk.» (Sunovion Pharmaceuticals Inc.),
CWA

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULje «AVK'IOBIA PAC YkpaiHa»

BYNO

CTAJIO

[npektop Bpybnescbka |.B.

KomyHanbHe HekoMepLiiHe nigNpPUEMCTBO
«KniBcbKka MicbKa NCUXOHEBPOJIOTiYHA NiKapHA
Ne3» BrKOHaBYOro opraHy KuiBCbKOi MiCbKOI pagu
(KviiBcbkol  MicbKOT  AepaBHOT — afgMmiHicTpauir),
3arasibHoncuxiaTpuyHe BiAfiNeHHs Ne4,
KuiBcbka 06/1., BacW/bKiBCbKMi p-H, CMT. ieBaxa

3aCTYMHVK AMpeKTopa 3i cneuiasibHOl Ta
ambynaTopHoi po6oTn Bpybneschka |.B.
KomyHasnbHe HeKkomepLiiHe nignpremMcTeo
«KniHiuHa nikapHa «MNCUXIATPIA» BuKOHaB4YOro
opraHy KuiBcbKoi Micbkol pagu (KWUIBCbKOI MiCbKOT
AepxaBHOT agMiHicTpauil), 3arasibHoncuxiatpuyHe
BigaineHHs Ne30, KuiBcbka 06/1., cMT. NeBaxa

20. JopaToK Ao dhopmu iHhopMOBaHOT 3roaun nig Yyac KPU3OBOI cUTyauiil B YKpaiHi ANA [OCNiAKEHHSs
B041843, Bepcia 1.0 ana YkpaiHn yKpaiHCbKOKO Ta pocCiiicbkolo MoBamu Big 25 nunHa 2022 p. Ha
OCHOBI MaiicTep-Bepcii gogatka 1 go @13 nig yac KPM30BOI cuTyaLuii B YKpaiHi, Bepcis 2.0 Big, 15 uepBHA
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2022 p. 8o NPOTOKOAY KAiHIYHOro AocnigxeHHs «PaHgomizoBaHe noAgiliHe cnine niaueb0-KoOHTPoIboBaHe
6araToueHTpoBe gocnimkeHHs dasu Il gnsa ouiHkm ecbekTMBHOCTI Ta 6e3nevyHocTi GDC-9545 y kombiHau,i 3
nanooumknibomM MOpIBHAHO 3 KOMGIHALIE NeTpo30sy Ta nanéoumkniby y nauieHTiB 3 eCTporeH-peLenTtop-
no3uTneHUM, HER2-HeratMBHMM MiCLLEBOMOLUMPEHNM YM MeTacTaTUYHUM PakoM MOJIOHYHOI 3as103U», KOf
pocnipxeHHs BO41843, sepcis 2 Big 08 noTtoro 2021 p.; cnoHcop - ®.XohdmaHH-M1s Pow /14, LWBeiiuapis
3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»

21. dopma iH(hopMOBaHOI 3rogn Ha yyacTb Y HAYyKOBOMY AOCNiMKEHHI», pegakuifa 6.0 Big 14 nunHa
2022 poKy, YKpPAiHCbKOIO Ta POCIACLKOKO MOBaMM A0 NPOTOKO/TY KAIHIYHOrO AOCNiMKEHHS «1pOCNeKTUBHE
paHAoMmi3oBaHe OGaraTOLEHTPOBE BIiAKPUTE TMOPIBHAMNbHE AOCAIMKEHHSA a3 3, WO npoBoAUTLCS B
napasienibH1X rpynax i3 3acninieHnm LeHTPaslbHUM OLiHIOBaHHAM 3 MEeTOH BU3HAYeHHS eeKTUBHOCTI,
6e3neyHoCTi Ta nepeHocMMOCTi koMGiHaujii asTpeoHam-aBi6akTaM (ATM-AVI) tmeTpoHigason (MTZ) y
MOpiBHAHHI 3 MeponeHemtkonictiH (MERzCOL) pgna nikyBaHHS CEPMO3HMX iHOIEKUIA, 3yMOB/IEHMX
rpamHeraTMBHUMK GakTepiiMu, BKOYHO 3i CTIKUMKW [0 6araTOKOMMOHEHTHWX JiKapCbkMX 3acobiB
306yHUKaMK, WO NpoaykyTb MeTano-6eta-nakramasy (MBL), ana akux sapiaHTu slikyBaHHA 06MexeHi abo
BiACYTHi», koA, AocnimpkeHHs €3601002, 3 nonpaskoto 2 Big 18 TpaBHa 2022 poky; cnoHcop - «daiisep IHK.»,
CLWA / Pfizer Inc., USA

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

22. fopaTtoK Ao dhopmu iHchopMoBaHOT 3rogu Mg, Yac KpM3oBOil cuTyauii B YKpaiHi ANA [OCNiAKEeHHs
WO042312, Bepcia 1.0 agna YKpaiHn yKpPaiHCbKOK Ta poCiicbKo MoBamu Big 25 nunHa 2022 p. Ha
OCHOBI MaiicTep-Bepcii gogatka 1 go P13 nig uac KpM30BOI cuTyaLlii B YKpaiHi, Bepcis 2.0 Big, 15 uepBHA
2022 p. oo npoTokosy KiHiYHOro pocnigpkeHHs «PAHOOMISOBAHE, BIOKPUTE, BAFATOLUEHTPOBE
OJOCNIIKEHHA ®A3U 1l 1A OUIHKN E®SEKTUBHOCTI TA BE3IMNEYHOCTI GDC-9545 Y NMOPIBHAHHI 3
BMBPAHOIO JIIKAPEM EHAOKPNHHOKO MOHOTEPAMIEKD Y MAUIEHTIB 13 PAHIWE JTIKOBAHUM
ECTPOrEH-PELENTOP-MNO3UTUBHUM, HER2-HEFATUBHM MICLIEBO-MNMOWMPEHNM ABO
METACTATUYHUM PAKOM MOJTIOYHOI 3ANT03W», koA gochimkeHHs WO42312, sepcia 3 Big 09 nunHs
2021 p.; cnoHcop - ®.XothdmarH-/1sa Pow /114, LBeliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

23. fJopatoKk o dhropmu iHchopMoBaHOT 3rogu Mg, Yac KpU3oBOiI cuTyauii B YKpaiHi ANA [OCNiAKEHHs
WO030070, Bepcia 1.0 ana YKpaiH1 yKpPaiHCbKOK Ta POCiiCbKO MoBamu Big 27 nunHa 2022 p. Ha
OCHOBI MaliicTep-Bepcii gogatka 1 go @13 nig uac KpM30BOI cuTyaLii B YKpaiHi, Bepcis 2.0 Big 15 uepBHA
2022 p. f0 NPOTOKO/Y KNiHIYHOIO AOCNiMKEHHA «baraTtoueHTpoBe paHAoMi3oBaHe niaLeb0-KOHTPOIboBaHe
pocnipkeHHs Il dasn aresonisymady (aHTu-PD-L1 aHTUTINO) B pexumi MOHOTepanii Ta B MOEAHaHHI 3
ximioTepanielo Ha OCHOBI NJATWHM Y NaLieHTIB i3 HeslikoBaHOo MicLeBO-MoLMpeHo abo MeTacTaTUYyHO
ypoTeniasibHO KapuuHOMOIO», Kog, gocnimkeHHs WO30070, sepcia 10 Big 10 ciyHa 2022 p.; crnioHcop -
®.XodhdmaHH-/1a Pow /T4 (Lseliuapis)

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»

24. OHoBneHunii po3gin P.8 «CTtaGinbHIiCTb» [OCbE [OCNAIMKYBAHOIO J1iKAPCbKOro 3acooy
ToneopyTuHio (Tolebrutinib), TabneTkn, BKpUTi 06010HKOIO, NO 60 Mr, Bepcia Big nunHa 2022 poky,
aHrniicbkolo MOBOLO; 306iNblIeHHA TepMiHy 36epiraHHA A0CNIfKYBaAHOrO /MiKapCbKOro 3acooy
ToneopyTuHio (Tolebrutinib), TabneTkn, BKpUTi 060/10HKOIO, NO 60 Mr, go 36 MicALiB 40 NPOTOKO/IB
KNIHIYHUX BUNPOOYBaHb: «[OBroCTPOKOBE PO3LIMPEHE AOC/IMKEHHSA 3 OLUiHKM 6e3nekn Ta edIeKTUBHOCTI
npenapaty SAR442168 y y4aCHUKIB [AOCMAIMKEHHA 3 peuMauBYOUYMM PO3CISHUM CK/1EepPO30M», KOA
pocnigxeHHa LTS16004, 3 nonpaBkoto 05, Bepcis 1 Big 29 nunHA 2021 poky; «PaHgomizoBaHe, noAgiliHe
cnine pgocnimkeHHa 3 dhasm Ans BMBYEHHA epekTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI
3 TepudpniyHomigom (O6aaxio®) B yHacHUKIB 3 peuuansyounmy oopMamMm po3cisiHoro ckiieposy (GEMINI 1)»,
kog pocnigpxkeHHs EFC16033, 3 nonpaskoto 05, Bepcis 1 Big 18 nuctonaga 2021p.; «PaHgomizoBaHe noasiliHe
cnine gocnigxkenHs Il hasn 3 BUBYEHHA edhekTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NOpiBHSHHI 3
nnaue6o cepep y4acHUKIB 3 BTOPUHHO-MPOrPeCyUnM po3cissHum cknepo3om 6e3 peungusis (HERCULES)»,
Koa pocnimkeHHs EFC16645, 3 nonpaskoto 05, Bepcia 1 Big 21 rpyaHa 2021p.; «PaHgomisoBaHe, noAagiliHe
cnine gocnimkeHHs 3 doasn ANnsi BUBYEHHS edpeKTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NOopiBHSAHHI
3 TepudnyHomigom (O6agkio®) B yHaCHNKIB 3 peuuanByroumMmmn goopmamm poscisiHoro ckneposy (GEMINI 2)»,
Koa pocnigpkeHHss EFC16034, 3 nonpaBkoto 05, Bepcia 1 Big 18 nuctonaga 2021p.; «PaHaomizoBaHe,
noAgiliHe cnine gocnimkeHHs 3 a3 Ans BUBYEHHST e(DEKTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y
MOPIBHAHHI 3 nnauebo B yY4aCHWKIB 3 MEPBUHHO-NPOrpecyroumMM poscisHuM ckiepo3oM (PERSEUS)», kog



pocnipkeHHsa EFC16035, 3 nonpaskoto 07, Bepcia 1 Big 21 rpygHsa 2021p.; cnoHcop - Genzyme Corporation,
USA (OxeHn3alim KopnopeiiwH, CLUA)
3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

25. OHoBneHuit po3pgin 3.2.S. «JlikapcbKka Cy6CTaHUisi» AOCbE AOCNIAKYBAHOIO /liKAPCbLKOro 3acoby
Amcenestrant (SAR439859) (CTA Quality Data), Bepcifi Big KBiTHA 2022 pokKy, aHIMiliCbKOIO MOBOIO;
OHoBneHuii posgin 3.2.P. «Jlikapcbkuii 3aci6» [OCbe AOCNIAKYBAHOTO JiIKAPCBLKOrO 3acoby
Amcenestrant (SAR439859), Ta6neTka, BKputa 060s10HKo10, 200 mr (CTA-Quality Data Amendment),
Bepcifa Big TpaBHA 2022 poOKy, aHIMiNCbKO MOBOK; OHOB/IEHUI po3gin «Mnaue6o ao npenapary
SAR439859 Ta6netka, BKpUTa 060J/IOHKOI, 200 Mr» A0OCbE [OC/ifKYBAHOIO NMiKapCbKoro 3acooby
SAR439859 (CTA Quality Data — Amendmnet Placebo Product), Bepcia Big TpaBHA 2022 poKy,
aHrNiicbkolo MOBOIO; 306i/NblUeHHA TepMiHy 36epiraHHA [OCNigKYyBaHOTO JliKapCbKOro 3acoby
SAR439859, Tabnetka, BKputa 000/10HKOIO, 200 Mr, 3 24 ao 36 MicAuiB; YTOUHEHHA A0 ajapecu
BUPOGHUKA AOCNigKYBaHOro nikapcbKoro 3acooy SAR439859, Tabnetka, BKpuTa 060/10HKOO, 200 Mr:
Byno: Almac Clinical Services Limited (iHwa 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 agpecoio Seagoe
Industrial Estate, 9 Charlestown Road, Craigavon, BT63 5PW, United Kingdom (Northern Ireland);
OHoBneHe aocbe HeMmoauikoBaHOrO Jlikapcbkoro 3aco6y Palbociclib, Tabnetka, Bkpyta 060/10HKOHO,
75 wr, 100 mr ta 125 mr (Non-Modified Medical Product Amendment), Bepcisi Big KBiTHA 2022 poKy,
aHrniicokolo MoBO1O; KopoTKka XapaKtepucTuka nikapcbkoro 3aco6y IBRANCE, ta6netku, BKpUTI
060/10HKOK, 75 Mr, 100 Mr Ta 125 Mr, aHriINCbKOKO MOBOKO [0 NPOTOKO/Y KIHIYHOrO BUMPOOYBaHHSA
«PaHfomi3zoBaHe, GaraToueHTpoBe, NoABiiHe chine AochipkeHHs 3 da3n npenapaTy amueHecTpaHT
(SAR439859) y koMbGiHaLii 3 Nan6oLMKNIGoM y NOPIBHSAHHI 3 1ETPO30/10M Yy KOMGiHaLiT 3 nanbounkiioom ans
nikyBaHHa nauieHTiB 3 ER(+), HER2(-) pakom MOJ/IOYHOI 3a/103u1, SKi paHille He OTPUMYBaIM CUCTEMHOIO
NPOTUPaKOBOTrO NiKyBaHHA MOLUMPEHOIO 3axXBOPKOBaHHA», koA, AgochimpkeHHs EFC15935, 3 nonpaskoto 04,
Bepcisa 1 Big 02 BepecHsA 2021 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-
ABEeHTIC pellepl e gesesionma, PpaHLis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYNO CTANO
Almac Clinical Services Limited (iHwa Ha3Ba — | Almac Clinical Services Limited, United Kingdom
Almac Clinical Services Ltd), United Kingdom | (Northern Ireland) 3a agpecoto Seagoe Industrial
3a appecor Seagoe Industrial Estate, 9 | Estate, 9 Charlestown Road, Craigavon, BT63
Charlestown Road, Craigavon, BT63 5PW, | 5PW, United Kingdom (Northern Ireland)
United Kingdom

26. OHoBneHa Bpowypa gocnigHuka (poctamaTuHio, TabneTtkn), Bepcia 21 Big 07 uepBHa 2022 p.;
IHcbopmauia gna nauyieHta Ta popma 3rogm Ha yuacTb Y KNiHIYHOMY AOChiMKeHHiI Ana YKpaiHu, Bepcia
5.0 Big 28 nunHsa 2022 p., nepeknag yKpaiHCbKol MOBOIO Big 31 nunHsa 2022 p.; nepeknag pociicbKoto
MoBoto Bif 31 nunHAa 2022 p.; Ooaatok Ao IHhopmauii Ana nauieHTa Ta popMu 3roamn Ha yyactb y
KNiHiYHOMY AocnimxeHHi ANnsa YKpaiHn, sepcis 3.0 Big 13 nunuHAa 2022 p., nepeknag yKpaiHCbKOK MOBOIO
Big 19 nunHsa 2022 p.; nepeknag pociicbkol MoBoto Big 19 nunHa 2022 p. g0 NPOTOKOAY KAiHIYHOTO
JocnimpkeHHs «BigkpuTe nofoBxeHe AocnimkeHHA 3 a3y 3acTocyBaHHA dpocTaMaTuHIOY AuHaTpio B
NiKyBaHHi ayTOIMyHHOT remMOJITUYHOT aHeMmii 3 CUHAPOMOM TEM/I0BUX ar/loTUHIHIB», KO LOCHILKEeHHS
C-935788-058, Bepcis 5.0 Big 02 nuctonaga 2021 p.; cnoHcop - Paiigpxen ®apmacbioTikans, IHk., CLWA (Rigel
Pharmaceuticals, Inc., USA)

3aaBHuK - TOB «Mb KBECT», Ykpaina

27. bpolwypa gocnigHuka aocnigKyBaHoro nikapcbkoro sacoody CT-P43, Bepcis 3.0 Big 15 kBiTHA 2022
P., @aHrNINCbKOK MOBOLO 0 NPOTOKO/Y KAIHIYHOTO AOCNiMKEHHS «PaHaoMizoBaHe, akTMBHO KOHTPO/IbOBaHe,
noAgiiHe cnine gocnigxeHHsa gasn 3 Ana NopiBHAHHA ePeKTUBHOCTI Ta 6e3neyHocTi CT-P43 3 npenapartom
Crtenapa y nauieHTiB i3 6n4WwkonogibHMM ncopiasom Bifg MOMIPHOTO A0 TSXKOr0 CTYMEHA TSAXKOCTI», KOA,
pocnipkeHHs CT-P43 3.1, sepcisa 2.0 Big 05 nunHa 2021 poky; cnoHcop - CELLTRION, Inc., Republic of Korea
(South Korea)/ CEJIITPIOH, IHk, Pecny6nika Kopes (MiBgeHHa Kopes)

3asaBHUK - ToBapncTeo 3 ObMexeHoto BignosiganbHicTio «kKoHTpakTHO-JocnigHuuska OpraHisadis IHHodhapM-
YkpaiHa»
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28. 3miHa Ha3BU Ta agpecu CnoHcopa; bpouypa gocnigHuka Pembrolizumab (MK-3475), BugaHHA 22
Bifg 13 TpaBHsA 2022 poKy, aHrilicbkolo MoBoto; Bpowypa gocnigHuka Lenvatinib (E7080), BugaHHsa 19
BiA 23 TpaBHA 2022 poKy, aHINMINCbLKOIO MOBOID; YKpaiHa, MK-7902-001, IHdhopMauifi Ta JOKYMEHT Npo
iHhopMoBaHy 3rogy ANns nauieHTa, Bepcia 06 Big 28 nunHAa 2022 p., yKpaiHCbKOO MOBOIO 10 MPOTOKOY
KNiHiYHOro gocnimkeHHs «PaHaomizoBaHe, Bigkpute gocnimpkeHHs Il hasu nem6ponisymady (MK-3475) y
noefHaHHi 3 neHsatuHi6om (E7080 / MK-7902) y nopiBHAHHI 3 XiMioTepanieto nepLuoi MiHii NikyBaHHA npu
PO3MNOBCHKEHIN ab0 peunamBytodin kapumHomi eHgomeTpis (LEAP-001)», kog gocnigpkeHHs MK-7902-001, 3
iHkopnoposaHot nonpaskot 05 Big 17 6epesHs 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.»,
AodvipHe nianpmemcTtBo «Mepk EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[], YKpaiHa»

BYNO CTAJ/O

«Mepk LWapn eHg [AOoym Kopn.», pouipHe | TOB Mepk Wapn eng Aoym (Merck Sharp &
nignpuemctBo «Mepk eHp Ko., IHK.», CLLUA, (Merck | Dohme LLC).

Sharp & Dohme Corp., a subsidiary of Merck & Co., | Agpeca: 126 Ict JliHkonbH aBeHio, nic 2000,
Inc., USA). PaBeii, Hbto [kepci, 07065, CLUA (126 East
Appeca: Mepk [paiiB, 1, nowtoBa ckpuHbKa 100, m. | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
Baiitxayc-CreiiwH, wrat Holo-Oxepci, 08889-0100, | USA)

CLLA (One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)

29. JopaTkoBa iH(hopmoBaHa 3roga yyacHuka Ha HaACUIaHHA AOCiAKyBaHOro npenapary y4acHuKy
popowmy, Bepcis 1.0UKR(uk)1.0 Big 26 TpaBHA 2022 poKy, Nepekrnaj yKpaiHCbKOI0 MOBOIO Bif, 29 TpaBHA
2022 poky; JoaaTtkoBa iH(hopmoOBaHa 3roga yyacHMKa Ha HaACwaHHA AO0CNifKyBaHOro npenapary
y4yacHuKy gogomy, Bepcia 1.0UKR(ru)1.0 Big 26 TpaBHsa 2022 poKy, nepeksnag pociiicbKolo MOBOIO Bif,
29 TpaBHA 2022 poKy; Cnyxo6oBa 3anucka LWoao 3abesneveHHA AKOCTI Bif, 24 Gepe3HA 2022 poKy,
aHrNiicbKoK MOBOIO Ta Nepeknag YKpaiHCbKOK MOBOMO Bif, 14 uepBHA 2022 poky; IHCTpyKUIT Wwopao
NpoBeAEeHHA Bi3UTY [0 LEHTPY NPOBeAEeHHSA AOCNiAKEHHA B KiHUeBii Touui IRT ans Bi3uTy nauieHTa Ta
Bupadi gocnigkysaHoro npenapaty (AM) y Bunagky, akwo AN 6yae HagicnaHo 6esnocepefHbo
nauieHTy Kyp’epom Big 12 TpaBHA 2022 pokKy, aHIrNifiCbKOIO MOBOIO Ta Nepeknag, yKpaiHCbKo MOBOIO
Big 13 uepBHA 2022 poky; /Inct Ao gocnigHuka Big 21 kBiTHA 2022 poKy, aHIMiINCbKOK MOBOIO Ta
nepeknag ykpaiHcbKolo MOBOIO Bif 13 yepBHsA 2022 poky; MoBigoMneHHA NPO NOBHE BUKOPUCTaHHSA
c¢hnakoHa 3 gocnigHMubLKUM npenapaTtom, pea. 1.0 Big 30 6epe3HAa 2022 poky, aHINMINCbLKOIO MOBOIO Ta
nepeknag yKpaiHCbKol MOBOIO Bif, 13 uepBHA 2022 poKy; JIUCT WwoA0 1abopaTopHUX focnigkeHb, AKi
3a1MWAaloTbLCA 3acinjieHMMU BigNoOBIAHO [0 NPOTOKOJy, KOJIW BOHU MNPOBOAATLCA B MicLeBiii
naboparopii, Big, 27 KBiTHA 2022 poKy, aHIMiliCbKOKO MOBOIO Ta Nepeksnapg yKpaiHCbKO MOBOIO Big 14
yepBHA 2022 poKy; JIUCT CTOCOBHO HenepegoGavyeHUX slaGopaTOpHUX POGIT/OLIHKM B LEeHTpax Ta
NoTOYHe ynpaBniHHA nauieHTamu Big 26 KBiTHA 2022 poOKy, aHIMINCbKOK MOBOK Ta nepeknapg
YKpaiHCbKOI0 MOBOIO Bif, 14 uepBHA 2022 pOKyY A0 NPOTOKO/Y KNiHIYHOTO AOCAIMKEHHSA «PaHaoMi3oBaHe,
nofBiiHe cnine, nnaueb60-KOHTPO/IbOBaHe 52-TMXXHEBE AOCNIMKEHHSI NS OLjHIOBAHHS ed)eKTUBHOCTI Ta
6e3MeYyHOoCTi 3aCTOCyBaHHA eTpaciMofy B MauieHTIB i3 akTUBHMM BUPA3KOBUM KOJIITOM MOMIPHOTO CTYNeHs
TSKKOCTIi», ko4 pocnigpkeHHs APD334-210, 3 nonpaskoto 1.0 Big 02 yepBHSA 2021 poky; CMoOHCop - «ApeHa
dapmackloTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

30. 3miHa Ha3Bu Ta agpecu CnoHcopa: TOB Mepk LWapn eHg Ooym (Merck Sharp & Dohme LLC),
Apapeca: 126 Ict JliHkonbH aBeHo, n/c 2000, PaBeii, Hbto Mxepci, 07065, CLUA (126 East Lincoln Ave.,
P.O. Box 2000, Rahway, NJ 07065, USA); Bpoliypa gocnigHuka ocnigKyBaHOro NikapcbKoro sacooy
Pembrolizumab (MK-3475), BugaHHa 22 Big 13 TpaBHA 2022 p., aHrjilicbkolo MoBOW; Bpolwypa
AocnigHuKa gocnigKyBaHoro nikapcbkoro 3aco6y Vibostolimab (MK-7684)/IMK-7684A, BugaHHA 10 Big,
29 yepBHsA 2022 p., aHrNificbkO MOBOI; YKpaiHa, MK-7684A-004, IHchopmaLifa Ta AOKYMEHT Mpo
iHbopMoBaHy 3rofay AnA nauieHTta, Bepcia 1.02 Big 04 cepnHsa 2022 p., YKpPaiHCLKOO MOBOIO; 3pa3okK
MapKyBaHHA AoCNigKyBaHOro nikapcbkoro sacooy MK-7684A Kit, Bepcisa 2.0 Big 26 nunHsa 2022 poky,
AHINMIACbKOIO Ta YKPAiHCbKOIO MOBamMu; 3pa30K MapKyBaHHS [OCAILKYBaHOro /iKapCbKOro 3acooy
MK-7684A Vial, Bepcis 2.0 Big 26 nunHsa 2022 poky, aHrNifiCbKOO Ta yKpaiHCbKolo moBamu; MpoTokon
MK-7684A-004. 3pa3ok MapKyBaHHSA [OCif4KYBaHOrO JlikapcbKoro 3aco6y MK-7684A gns nokasibHOro
BUKOPUCTAHHA B AOCNIAHULBLKUX LEeHTpaXx, A1s YKpaiHM YKpaiHCbKOI0 MOBOLO, Bepcis 2.0 Big 25 nunHs
2022 poky; 3pa3oK CMpoLeHOro MapKyBaHHsA 3apeecTPOBaHOro B YKpaiHi SlikapCcbKoro 3aco6y, Akuii
3aCTOCOBYETLCA B KiiHiYHOMY BunpooyBaHHi MK-7684A-004, Bepcia 2.0 Big 25 nunHa 2022 p.,
YKpPaAiHCbKOKO MOBOIO [10 MPOTOKO/Y K/iHIYHOro BUNPoByBaHHA «BigkpuTe gocnimkeHHs dasmn 2 ans oujiHKn
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6e3nekn Ta edpektuBHocTi MK-7684A (kombiHauis MK-7684 [Bi6ocTonimab] 3 MK-3475 [nembponizymat]) y
YUYaCHWKIB 3 peunanByounMm abo pedipakTepHUMMN reMaTooNYHUMK 3/108KICHUMW HOBOYTBOPEHHSIMUY, KO4,
pocnipkeHHa MK-7684A-004, 3 iHkopnopoBaHoto nonpaskoto 03 Big, 18 notoro 2022 poky; cnoHcop - «Mepk
LWapn eHg Joym Kopn.», godipHe nignpnemctso «Mepk eHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

BYNoO
«Mepk Lllapn eHO Joym Kopn.», OO4YipHe
nionpuemcmso «Mepk eHO Ko., IHK.», CLLUA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)
Aodpeca: Mepk Apalis, 1, nowmosa CKpPUHbKa
100, m. Balumxayc-CmeliwH, wmam Hblo-
Axepci, 08889-0100, CLLIA (One Merck Drive,
P.O. Box 100, Whitehouse Station, New
Jersey, 08889-0100, USA)

CTANNO
TOB Mepk LUapn eHO fjoym (Merck Sharp &
Dohme LLC), Adpeca: 126 Icm JliHKO/IbH aBEHIO,
n/c 2000, Paseli, Hoto [kepci, 07065, CLLA (126
East Lincoln Ave., P.O. Box 2000, Rahway, NJ
07065, USA)

31. Inchopmaduis ana nauieHta Ta ®opma iHpopMoBaHoOiI 3roau, Bepcis 6.0 ykpaiHCbKOIO MOBOIO ANA
YkpaiHu Big 03.08.2022 p.; IHhopmauia ana naugieHta ta dopma iHcpopmoBaHOi 3rogu, Bepcia 6.0
pociiicbkolo MoBOw aAna YkpaiHu Big 03.08.2022 p. [0 NpPOTOKOMY KAIHIYHOTO  AOCAIMKEHHS
«baratoueHTpoBe, 3 OAHUM pyKaBOM JliKyBaHHS, BigKpuUTe, [OOBroTpMBasie K/iHIYHE [OC/IIKEHHS
cnocTepexeHHs 6e3neyHocTi Cenekcinary y y4yacHukiB, siki 6pasivm yyacTb y nonepegHboMy K/liHIYHOMY
pocnipkeHHi Cenekcinary», kof, pocrnigpkeHHs 67896049PUH3001, 3 [Monpaskot 2 Big 26.10.2021 p.;
cnoHcop - «AHCCEH ®APMALIEBTVKA HB», benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

32. OHoBneHuni MpoTokon KniHiuHoro gocnigkeHHA Vedolizumab-4013, Bepcis i3 nonpaBkoto 7 Big 19
YXOBTHSA 2021 p., aHIiACbKOIO MOBOLO; 3MiHAa Ha3BU Ta KOHTAKTHMX AaHux CrnoHcopa AoCnigKeHHS;
Bpolypa gocniaHuka gocnigxyBaHoro siikapcbkoro 3acooy Vedolizumab, BupgaHHa 25 Big 14 nunHs
2021 p., aHrniicbkoto MoBo1o; IHchopmauis ana nauieHTa i oopma iHhopMoBaHOT 3roagu ANA YKpaiHu,
aHrniiicbkoro mosoto, Bepcia 3.0 Big 03 nuctonaga 2021 p.; IHchopmauina ana nauieHTa i cpopma
iHbopMoBaHOi 3roau Ansa YKpaiHu, yKpaiHCbKO MoBolo, Bepcis 3.0 Big 03 nuctonaga 2021 p.;
IHhopMmauisa ansa nauieHTa i popma iHchopmoBaHoOiI 3roau Ansa YKpaiHu, pociiicbkolo MOBOIO, Bepcis 3.0
Big 03 nuctonaga 2021 p. 4O NPOTOKONY K/IHIYHOrO AOCNimkeHHs «llporpama po3lmMpeHoro AocTyny Ao
npenapaTty EHTIBIO (Beaonisymab as1s B/B 3aCTOCyBaHHA) A5 NAUIEHTIB 3 BUPA3KOBUM KOJ1ITOM Ta XBOPO6OH
KpoHa», kog pocnimkeHHs Vedolizumab-4013, 3 nonpaBkoto 6, Bepcis Big 17 nunHa 2018p.; cnoHcop -
«Takega [lesenonmeHT CeHTep KOpon /1T4.», CnonyyeHe Koponiscteo (Takeda Development Centre Europe
Limited, United Kingdom)

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

BYNO

CTANNO

HalimeHyBaHHA topuamnyuHoi ocobu/MN.1.b. disnyHoi
ocobu: «Takepa HAesenonmeHT CeHTep HOpon
Nrtp.», CnonyuyeHe KoponiBctBo (Takeda
Development Centre Europe Limited, United
Kingdom)

M.l.6. koHTakTHOI ocobu: Rebecca Curtis
MicuesHaxomKeHHs  puanyHoi  ocobu/micue
NpoXmBaHHA  hisnyHoi ocobu: 61 Aldwych,
London, WC2B 4AE, United Kingdom
KoHTakTHWUin TenedoH: 44 20 31168909,

Afpeca efieKTPOHHOI NoLwTHn:
Rebecca.curtis@takeda.com

HalimeHyBaHHA topuanyHoi ocobu/M.I.6. diznyHoi
ocobu: Takeda Development Center Americas,
Inc., USA (CLLUA)

MN.1.B. koHTaKTHOT ocobu: Stephen Jones
Micue3HaxomKeHHS topuanNYHOT ocobu/micue
NPOXMBaHHA i3nyHOi ocobn: 95 Hayden Avenue,
Lexington, MA, 02421, United States

KoHTakTHWUin TenedhoH: +44 (0)1256 894003

AJpeca efieKTPOHHOI MoLTH:
Stephen.Jones@takeda.com

33. OHOB/IEHMIA MPOTOKON K/liHIUHOrO BUNpo6yBaHHA MK-3475-630, 3 iHkopnopoBaHoto nonpaskoto 08
Bif 28 uepBHsA 2022 poKy, aHriicbkolo moBoto; MK-3475-630, YkpaiHa, IHchopmauia Ta fOKYMEHT Npo
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iHhopMoBaHy 3roay AN nauieHTa, Bepcia 02 Big 01 cepnHa 2022 poky, YKpaiHCbKoo MoBoto; MK-3475-
630, YkpaiHa, IHchopmaLiiiHuii NMCTOK | [OKYMEHT Npo iH(hopMoBaHy 3rogy Ha MaiioyTHe GiomeguuHe
pocnipxeHHs, sepcia 01 Big 03 cepnHsa 2022 p., yKpaiHCbKOI MOBOIO; OHOB/1EHHA 3pa3KiB MapKyBaHHS
pocnipkyBaHoro nikapcbkoro 3acooy MK-3475: MK-3475_Kit, Bepcia 2.0 Big 11 kBiTHA 2022 p.,
aHrnificbKoro Ta ykpaiHcbkoto moBamu; MK-3475_Vial, Bepcis 2.0 Big 11 kBiTHA 2022 p., aHrNificbKOO Ta
YKpaiHCbKOI0 MOBaMu [0 NPOTOKO/Y KAIHIYHOIO AOoCNigpKeHHs «PaHaomizoBaHe, noagiiHe cnine, nnauebo-
KOHTpO/IboBaHe pocnimkeHHs Il dpa3n ans ouiHkm nemoposisymady nopiBHAHO 3 nnauebo sk ag'toBaHTHOI
Tepanii nicna onepauii Ta OMNPOMIHEHHA B Y4YacCHMWKIB 3 MICLLEBO PO3MNOBCIOIKEHO MIOCKOKNITUHHO
KapuuHOMOKO Lwkipy 3 BuUcOoKMM cTyneHem pu3nky (KEYNOTE-630)», kog pocnigpkeHHs MK-3475-630, 3
iHKoprnopoBaHoto nonpaskoto 07 Big 09 cepnHsa 2021 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasibHICTI0 «MC/ YkpaiHa»

34. OHOBNEHUi I NMPOTOKON KiiHiYHOro Bunpo6oyBaHHA, RENIAL, Bepcia 2.0 Big 07.06.2022 p.;
OHOB/IEHWIT CUHOMNCKC NPOTOKOANY KJ/liHIYHOrO BUNPOGYBaHHs, Bepcia 3.0 Big 07.06.2022 p.; oHoBMeHa
Gpowypa aocnigHuka, Bepcia 2.0 Big 07.06.2022 p.; OHOBNEHUI NMPOEKT iIHCTPYKUiT ANA MeaUuUYHOro
3acToCyBaHHSAl AOCNiAXyBaHOro JikapcbKoro 3saco6y, Bepcifa 2.0 Big 07.06.2022 p.; oHOBJ/ieHa
iHbopMmauia gna po6poBonbuA i iHpopmoBaHa 3roga AOGPOBOJIbLUA Ha y4vyacTb Y KAiHiYHOMY
pocnipkeHHi, Bepcia 2.0 Big 07.06.2022 p., yKpaiHCbKOIO MOBOIO; OHOBJ/ieHa iHdopmauisa Aansa
[o6poBosbLs i iHhopMmoBaHa 3roga 4OGPOBOJIbLA HAa YYacTb Y K/IHIYHOMY AocnigKeHHi, Bepcisa 2.0
Big 07.06.2022 p., poCifiCbKOIO MOBOIO; 3MiHa MicUuA NpoBeAeHHSA BUNpoo6yBaHHsA Ne 2 (6ioaHaniTUUHOT
naooparopii); oHoBneHuit Mogynb 3. «AKiCTb» [OCbE AO0CNIAKYBAHOIO NiKapCbKOro 3acody, peaakuis
Ne 2; 3miHa cepil gocnigkyBaHOro ikapcbkoro 3aco6y PeHianb, TaGneTku, BKPUTi MNJ1IBKOBOIO
060/10HKOIO NO 50 Mr; 3MmiHa cepii pedpepeHTHOro nikapcbKoro 3acooy IlHcnpa®, TabneTkn, BKPUTI
NNiBKOBOK 000/I0OHKO NO 50 Mr; 3MiHa MapKyBaHHS [OCNIAKYBaHOIO JliKapCbKOro 3acody PeHianb,
TabneTkn, BKpUTi NNiBKOBOIO 060/1I0HKO Mo 50 mMr (nepBUHHa ynakoBka) — Big 07.06.2022 p.; 3amiHa
MapKyBaHHS A0C/iAKyBaHOro nikapcbKoro 3aco6y PeHiasib, TabneTKN, BKPUTi NNiBKOBOIO 060/10HKOIO
no 50 mr (BTOpuHHa ynakoBka) — 07.06.2022 p.; 3miHa MapKyBaHHA pehepeHTHOro NikapcbKoro 3acooy
IHcnpa®, Ta6neTku, BKPUTI NJ1IBKOBOIO 060J/I0HKOK No 50 mr (nepBuHHaA ynakoBka) — 07.06.2022 p.;
3MiHA MapKyBaHHA ped)epeHTHOro snikapcbKoro 3aco6y I|Hcnpa® Ta6neTku, BKPUTI MJIiIBKOBOIO
060/710HKOI0 No 50 Mr (BTOpMHHA ynakoBKa) — 07.06.2022 p. [0 NPOTOKOMY KAIHIYHOIO AOCNILKEHHS
«KniHiuHe pocnimKeHHS 3 OLUiHKM Gi0EKBIBaNIEHTHOCTI MiKApCbkMX 3acobiB PeHianb, Tabnetku, BKpWTI
NNiBKOBOK 060/10HKOL No 50 Mr (AT «KuiBmegnpenapat», YkpaiHa) Ta IHcnpa®, TabneTkn, BKpUTI N/1iBKOBOKO
060/10HKOK No 50 mr (PapeBa AmbOyas, PpaHuis) 3a yyacTi 340p0BMX A0OPOBO/bLIB», KOA AOCAIMKEHHS
RENIAL, Bepcis 1.2 Big 07.09.2020 p.; cnoHcop - AT «KniBmegnpenapaTs», YkpaiHa

3adaBHUK - TOB «APTEPIYM NITO», YKkpaiHa

BYNO CTANNO
K.G.H. NliciHa B.B. K.6.H. Cabko B.€E.
Na6Gopartopia capmakokiHeTukn (M. XapkiB) AN [ TOB «Knindapm», KuiBcbka o6nactb, M. IpniHb
«fepxaBHuUii ekcnepTHuii UeHTp MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu», M. XapkKiB
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