JonaTtox 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
1.12.2021 No 2672

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, mMmojaBiiiHE ciine, IIane00-KOHTPOJILOBAHE, OAraTOIEHTPOBE MOCTIKEHHS 3 METOI0
OIIHKH €(peKTUBHOCTI Ta 0€3MEYHOCTI JIyMaTENEPOHY Y SKOCTI IOAATKOBOT Teparii IpH JIIKyBaHHI MMAIIEHTIB
3 BEJIMKHUM JIETIPECUBHUM po31agoM», koa aocmimkenss [TI-007-501, 3 monpaskoro 2 Bix 20 cepmus 2021

POKY

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

Cnoncop, kpaiHa

Intra-Cellular Therapies, Inc., United States

[lepenix mocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
N03yBaHH, BUPOOHUK,
KpaiHa

aymaternepon (ITI1-007; ITI-007 tosylate, FP-212, 1C200056 tosylate salt, ITI-11-tosylate; Lumateperone
tosylate (Lumateperone)); karcysma; 42 mr; Patheon Inc., part of Thermo Fisher Scientific, Canada; Patheon
Inc., part of Thermo Fisher Scientific, Canada; Catalent Pharma Solutions, LLC, USA; Catalent CTS, LLC,
USA; Catalent Germany Schorndorf GmbH, Germany;

[Tnanie6o mo mymarenepony (IT1-007), kancymna; Patheon Inc., part of Thermo Fisher Scientific, Canada;
Patheon Inc., part of Thermo Fisher Scientific, Canada; Catalent Pharma Solutions, LLC, USA; Catalent
CTS, LLC, USA,; Catalent Germany Schorndorf GmbH, Germany

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) k.m.H. Kne6an K.I.

KuiBcbka KIMiHIYHA JTIKapHS Ha 3ali3HUYHOMY TpaHcmopTi Ne2 ¢imii «lleHTp o0XOpoHH 310pOB’s»
AKIIIOHEpHOT'O TOBapUCTBa «YKpaiHChKa 3aJi3HULIS, KOHCYIbTaTUBHO-IIarHOCTUYHUIN LIEHTP MOJMIKIIIHIKY,
M. KuiB

2) reH. nupextop Bonomyk A.€.

KomyHanpHe HekoMepIiiiHe mianpueMcTBo «Oaecbkuil 00J1aCHUN MEIUYHHUM LEHTP MCUXIYHOTO 3/10POB'S»
Onecbkoi obnacHoi paawy», BigaineHHs Ne6 (qonosiue), BianineHHs Nel2 (skinoue), m. Oneca

3) ren. nupekrop Kosanenko B.B.

KomyHaneHe HekoMmepIiiiHe mianprueMcTBO XapKiBChKOi 06acHoi paan «Ob61acHa KiliHIYHA NCUXiaTpU4Ha
nikapHs Ne3y, nicuxiaTpiuHe BiJAUIEHHS IEPBUHHOTO IICUXOTHUYHOTO €Mi30/1y, M. XapKiB

4) nikap benuit LA.

Komynanene mignpueMctBo «I'eiikiBcbka OGararonpodiiabHa JIKapHS 3 HaJaHHS MCUX1aTPUYHOI JOIOMOTH
JuinpornerpoBchkoi obmacHoi paany, BigaineHHs Ne3, simginenns Ned, c. Kpusbac, KpuBopi3bkuii paiioH,
JHinponeTpoBchka 001acTh
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5) n.m.H., po¢. CkpurnHikoB A.M.

Komynanene mnignpuemctBo «OOnacHUN 3akiajy 3 HaJaHHS McuxiaTpuuHoi joromoru IlontaBchkoi
obOmacHOi paamy», OKIHOYE TOCTpPE 3arajJibHONCHXiaTpUyHEe BiAAUIEHHS 5-0, 4YOJOBiYE TOCTpe
3arajpHOIICUXIaTpUyHe BiIIUIeHHs 2-a, [lonTaBchbkuii nepKaBHUM MEIWYHUN YHIBEpCUTET, Kadeapa
ncuxiaTpii, HapKoJorii Ta Menu4Ho1 cuxonorii, M. [Tontasa

6) k.M.H. CepeOpennikoBa O.A.

KomyHanpHe HEKOMEpIIiiHEe MiIIprueEMCTBO «BiHHUIbKA 00JIacHA KITIIHIYHA TICMXOHEBPOJIOTIUHA JIKApHS M.
akaa. O.I. HOmenka Binnunpekoi oOnacHoi Pamm», 3Mmimane (4osjoBide Ta >KiHOYE) BimmiiaeHHsS No2,
Binaunpkuit HarioHansHul MeauaHuil yHiBepcuteT iM. M.L. TTuporosa, kadenpa ncuxiarpii, HapKoJorii Ta
MICUXOTepallii 3 KypcoM MiCISIIUIIIIOMHOT OCBITH, M. BiHHHIIS

7) n.m.H. Mopo3 C.M.

KomynaneHe mignpuemMcTBo «JlHimponeTpoBchka obOnacHa KiiHiyHA JikapHsa iMm. LI MeuyHukoBa»
JuinporietpoBchkoi  obmacHOi paam, OOmacHUil UEHTP MNCHUXOCOMATHYHHMX pO3NaaiB  Ha  0asi
MICUXOHEBPOJIOTIYHOTO BiIUICHHS, M. JHIIpo

8) K.M.H., 3aB. leHTpy bnaxxesuu 10.A.

Komynansne nexkomepuiiine mianpuemctBo «Koiniuna nikapus «I[ICUXIATPIS» BukonaBuoro oprany
KuiBcbkoi Mickkoi panu (KuiBchkoi MichKOi Aep:kaBHOI aaMiHicTpalii), LIeHTp mepBUHHOTO MICUXOTHYHOTO
emi30/y Ta Cy4aCHUX METOJIB JIikyBaHHA, M. KuiB

9) n.m.H., ipod. Yaban O.C.

KuiBcbka KiIiHIYHA JiKapHA Ha 3ali3HWYHOMY TpaHcnopTi Nel ¢imii «LleHTp o0XOpoHM 370pOB'S»
AKIIIOHEpHOT0 TOBapUCTBa «YKpaiHChKa 3all13HULIS, ICUXOHEBPOJIOT1UHE BiJALIEHHS, M. KuiB

10) n.m.H., mpod. [Tinkoputos B.C.

JlepxaBHa yctaHoBa «IHCTUTYT HeBpoJoOrii, nmcuxiaTpii Ta Hapkojorii HamioHanbHOI akazgemii MEIUYHHUX
HayK YKpaiHWy, KJIiHIKa BIAUTY KJIIHIYHOI, COIIaJIbHOI Ta JUTAYOI cuxiaTpii, M. XapKiB

[Ipenapatu mopiBHSAHHSA, | —
BUPOOHMK Ta KpaiHa

CynyTHi Komnanii, gki Iil0Th 3a JOBIPEHOCTSIMH, SIKI HaJaB CIHOHCOP YM 3asBHUK Ha BBE3EHHS JOCIHIJKYBaHUX
MaTtepiaiu/mpenaparu JIKapChKUX 3ac00iB Ta CyMyTHIX MarepiaiiB: ToBapucTBo 3 oOMexeHor0 BianosifanbHicTI0O «CMO-T'PVYII
CYIyTHBOI Teparii Vkpaina» (SMO-GROUP Ukraine), TOB «Arenuis «C.M.O.-Ykpaina» (“S.M.O. — Ukraine” Agency”

LLC); TOB «CMO-Jlorictuka» (“SMO-LOGISTICS” LLC)

B.o. renepaabHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
1.12.2021 No 2672

HasBa ki1iHiuHOTO «DA3A IB, BATATOLEHTPOBE, BIAKPUTE JOCJIIP)KEHHSA 3 ECKAJIAIICIO 103U 3 METOIO
BUIIPOOYBaHHS, KOJI, OLIHKN BE3IEYHOCTI, TIEPEHOCUMOCTI, ®APMAKOKIHETUKN I ®APMAKOJNHAMIKHA
Bepcis Ta qaTa MIJIIKIPHOT'O BBEJEHHA MOCYHETY3YMABY B YHACHUKIB 3 CUCTEMHUM YEPBOHUM
BOBYAKOMy, xox nocaimkeras GA43191, Bepcis 2 Bix 12 ceprus 2021

3asiBHHK, KpaiHa TOB «APEHCIA EKCITVIOPATOPI MEJIICIH», Ykpaina

CnoHcop, kpaiHa F. Hoffmann-La Roche Ltd, Switzerland / ®. Xoddmanu—JIs Pour JIta, [Beiinapis

[lepenik nocmimkyBanux | MocyHerysymad (Mosunetuzumab) (RO7030816; Mocynery3ymad, Mosunetuzumab (RO7030816;
JIKapChKUX 3ac00iB Ro 703-0816/ FO05-02; RO7030816/F05-02; 487-7533/F01-02; (BTCT4465A; MocyHery3ymab
Jikapcbka hopma, (Mosunetuzumab)); posuun mus iv’exiii 5 mr/ 0,5 vt (2 mut); 10 mr/min; Genetech, Inc, CIIIA; Genetech,
JI03yBaHHS, BUPOOHUK, Inc, CIIIA; DHL Solutions Fashion GmbH. I'epmanist; Catalent Pharma Solution LLC, CIIA; Catalent
KpaiHa Germany Schorndorf GmbH, I'epmanist; Fisher Clinical Services GmbH, Illsetinapist; Fisher Clinical

Services UK Limited, Benuko6puranist; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services Ltd,
Benmuxo6putanisi; Almac Clinical Services LLC., CIIIA;

Mocynery3ymao(Mosunetuzumab) (RO7030816; Mocynery3ymad, Mosunetuzumab (RO7030816;
Ro 703-0816/ FO05-02; RO7030816/F05-02; 487-7533/F01-02; (BTCT4465A; MocyHery3ymab
(Mosunetuzumab)); po3uun mis in’exiiit 45 mr/ mu (2 min); 45 mr/mi; Genetech, Inc, CIIA; Genetech, Inc,
CIIA; DHL Solutions Fashion GmbH. I'epmanis; Catalent Pharma Solution LLC, CIIIA; Catalent Germany
Schorndorf GmbH, T'epmanis; Fisher Clinical Services GmbH, Illseiinapis; Fisher Clinical Services UK
Limited, BenuxoOpuranist; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services Ltd,
Benukoopuranis; Almac Clinical Services LLC., CHIA;

Tormmmizymad (Tocilizumab) (RO4877533; Toumnizymab, Tocilizumab (RO4877533, RoActemra;
Actemra/RoActemra; RoActemra®; RO04877533/F01-02; Ro 487-7533/ F01-02; 487-7533/ F01-02;
Tormnizyma6 (Tocilizumab)); KoHIEHTpaT Ui MPUTOTYBAaHHS PO3YMHY JJIsl BHYTPIIIHBOBEHHHUX 1H(DY3iit
200 mr/ 10 Mt (20mi); 20 mr/ma ; F. Hoffmann-La Roche Ltd, IlIseiinapist; Genetech, Inc, CIIIA; Genetech,
Inc, CIIIA; DHL Solutions Fashion GmbH. I'epmanis; Catalent Germany Schorndorf GmbH, I'epmanis;
Fisher Clinical Services GmbH, IlIseituapis; Fisher Clinical Services UK Limited, Beaukoopurawnis; Fisher
Clinical Services Inc., CIIIA; Almac Clinical Services Ltd, Bexuko6puramnisi; Almac Clinical Services LLC.,
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CIIA; Catalent Pharma Solution Inc., CIIIA; Chugai Pharma Manufacturing Co. LTD, fnoHis;

Posumnnuk gas Mocyrnerysyma0by  (Diluent  for Mosunetuzumab) (RO5541267; RO5541267;
RO5541267/F02-01; Ro 554-1267/F02-01; po3umHHMK TicTuauH areraty caxapos3u (Histidine Acetate
Sucrose Diluent)); Po3unn ais BHYTpIiIIHROBEHHHX a00 mimmkipaux in'exiiit, 35 i (50mi); F. Hoffmann-
La Roche Ltd, [Isetinapis; Genetech, Inc, CILIA; Genetech, Inc, CIIIA; DHL Solutions Fashion GmbH.
I'epmanis; Catalent Pharma Solution LLC, CIIIA; Catalent Germany Schorndorf GmbH, I'epmanis; Fisher
Clinical Services GmbH, IIsetinapis; Fisher Clinical Services UK Limited, BemukoOpuranisi; Fisher
Clinical Services Inc., CIIIA; Almac Clinical Services Ltd, Bexuko6purasnisi; Almac Clinical Services LLC.,
CILIA;

Bianosinanbawmii (i)
TOCTITHHK (M) Ta MicIie
(s1) mpoBeaCHHS
BUTIPOOYBaHHs B YKpaiHi

1) x.m.H. KoBanenko C.O.
Menu4yauii IEHTP TOBAPHCTBA 3 0OMEKEHOIO BiAMOBIAANbHICTIO «['apMOHisi Kpach», BiIUICHHS KITHIYHAX
BUIIPOOyBaHb, M. KuiB

[Ipenapaty nopiBHAHHA,
BUpPOOHUK Ta KpaiHa

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

JlaGopaTtopHi HabopH

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




JonaTtox 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
1.12.2021 No 2672

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«KommuiekcHe 6araToreHTpoBe paHI0Mi30BaHe, MMo/ABIHHO ciine pociimpkenHs /11 ¢as3u, mo npoBoauThCs 3
BUKOPHUCTAHHSM TIpenapary nopiBHsAHHA JucmopT 1 muiamnedo 3 MEeTOI0 OLHKK 0e3MeYHOCTI M e(peKTHBHOCTI
npermapary IPN10200 y 30inpnryBaHux go3ax 1 mia0opy WOro ONTUMAIbHOI MO3U JJIs JIIKyBaHHS
CHACTHYHOCTI BEPXHIX KIHIIBOK y JOPOCIHMX MAali€HTiB», koa nociuimxeHHs D-FR-10200-001, ocrarouna
penakmis 1.0 Big 11 nmucronama 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIITOBIJIAJIHICTIO «I1I EC AU-YKPATHA»

CrnioHcop, kpaina

«Incen IanoBeimHY [Ipsen Innovation], @paniis

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

IPN10200 (IPN10200; Clostridium botulinum, neurotoxin serotype A/B; M03AX01; modified recombinant
botulinum neurotoxin serotype AB (mrBoNT/AB)); moporiok st po34uHy s iH €Kil 13 PO3UMHHUKOM
st BigHoBneHHs; 36 Hr; «Carbogen Amcis SAS», ®@panuis; «Ipsen Biopharm Limited», Benuka bpuranis;
«Ipsen Pharsciencesy», ®pantis; «Patheon Italia S.P.A.», Itanis;

wiane6o a0 IPN10200 (mnane6o no IPN10200); mopomiok A po34uHy Ui 1H €Ki 13 PO3UMHHUKOM JJIsS
BigHOBIEeHHS; «Carbogen Amcis SASy, ®panuis; «Ipsen Biopharm Limited», Benuka bpuranis; «Ipsen
Pharsciencesy», ®panitis

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) a.m.H., npod. Mockosko C.II.

ToBapucTBO 3 O0OOMEXEHOIO BiAMOBiAaNbHICTIO «MenuuHuit
npodiTakTHYHUM BiAaL1 MeauuHoro neHTpy, M. Binnuns

2) k.M.H Canonpkuit 5.€.

KomyHaneHe HexomepuiiiHe mianpueMcTBo JIbBiBCbKOi oOnacHOi panu «JIbBiBcbka oOilacHa KiiHIYHA
JiKapHs», HEBPOJIOTiUHE BiAiIeHHs, M. JIbBiB

3) k.m.H. ['oBOax 1.O.

KomyHnaneHe HexoMmepuiiiHe mignpuemMctBo «Micbka mnomikiaiHika Ne9» XapkiBCbKOI MICBKOI pajH,
BIJIIUVIEHHS BY3bKUX (haxiBIiB, XapKiBChbKa MEIWYHA aKaJeMis MICISAUILIIOMHOI OCBITH, Kadeapa 3araibHoi
MPAKTUKU — CIMEHHOT METUIINHH, M. XapKiB

4) k.M.H. [1actopa .M.

XapkiBchbKa KITiHIYHA JIKapHA Ha 3ami3HUYHOMY TpaHcnopTi Nel @imii «IleHTp oXopoHM 310pOB’s»
aKI[IOHEPHOTO TOBAPHUCTBA «YKpaTHChKA 3aTI3HUIISY, 3-€ HEBPOJIOTIYHE BIIUICHHS, M. XapKiB

5) n.m.H., pod. JlurBunenko H.B.

neHtp «Camorem», JiKyBaJbHO-
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JIikyBaJIbHO-/11arHOCTUYHHUH LIEHTP TOBAPUCTBA 3 OOMEKEHOIO BiAMOBIIANBHICTIO «MEAKOHTUHEHT», LICHTP
HeBpoJiorii Ta peadimiTarii, M. [TonraBa

6) k.M.H. Uepke3 A.M.

KoMyHanpHe HEKOMEpIIiiHE MiAMPUEMCTBO «3aropi3bka o01acHa KIHIYHA JTIKapHs» 3anopi3bkoi o0aacHOT
panau, BigiieHHs HeBposorii Nel, M. 3amopixkks

[Ipenapatu nmopiBustausA, | Jucmopt® (Dysport®, botulinum toxin type A - haemagglutinin complex; 93384-43-1; Botulinum toxin);

BUpPOOHUK Ta KpaiHa NOPOUIOK JUTst po3unHy /i iH’ekuiit; 500 Ol (omuuumi aii); «Ipsen Biopharm Limited», Benuka bputanis;
«Ipsen Pharsciencesy», ®paniris

CynytHi - IlopratuBHuii enexTpomiorpad (MEAWYHMNA NPUCTPIH, NPHU3HAYCHHWHA I BUKOPUCTAHHS B SKOCTI

Marepiaiau/mpenaparu CTUMYJISITOpa 7S JIOKaji3alii HepBiB Ta B SKOCTI HaBiraropa AJis MPHIUIBHOTO BBEICHHS TOJIKH IPHU

CYIYTHbBOI Teparii BHYTpimHbOM 5130BUX iH'ekifx) «Dantec™ CLAVIS™y Bupobuuk: Alpine Biomed ApS, [anis;

Kommawnis, mo pai€e 3a JOBIpeHICTIO, SKy HaJaB CIIOHCOP YW 3asBHUK Ha BBE3CHHS JOCIIKYBaHUX
Jikapchkux 3aco0iB Ta cymyTHiX MarepianiB — « TOB «IMII-JIOI'ICTUKA YKPAIHA.

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Honartox 4
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
1.12.2021 No 2672

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararonenrpose nocuimkenns /11 ¢a3u 3 8-THKHEBUM BCTYIMHUM TEPiOAOM, MOAATBIIAM |2-THKHEBHM
MIPOCTICKTUBHUM, TOABIMHUM CJINUM, IIarie00-KOHTPOJIbOBAHUM II€PIOAOM 3 PaHIOMI30BaHOK BiAMIHOIO
npenapary B HapalelbHUX Tpynax i 5S2-TH)KHEBUM BIAKPUTHM PO3IIUPEHUM JOCTDKEHHSIM JUIS OLIHKH
e(eKTUBHOCTI Ta 0e3Me4YHOCTI moAeHHOro npuiiomy 1,5-3,5 mr bacimrioypanty y mamieHTiB 3 Oonem,
00YMOBJICHUM HEBPAJTI€I0 TPIHYACTOTO HEPBA, 1 HEAOCTATHHOIO BIIMOBIIJIIO HA MOTOYHY MPOTHOOIHOBY
tepanito», ko nociaimkeHass NOE-TGN-201, Bepcis 1.0 Big 31 6epesns 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BigmosinaneHicTio «KonTpakTtHO-/{ochinnunpka Opranizanis InHO(apm-
Ykpaina»

CrnioHcop, kpaina

Hoema ®apma AT, Hlseiiapis (Noema Pharma AG, Switzerland)

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka hopma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

bacimraypant (Basimglurant, NOE-101); kancyna 0.5 mr, 40 kancy:n B GiicTepHiil yIakoBIl TUITy FraMaHLs;
Catalent Pharma Solutions, USA, Catalent Pharma Solutions, USA;

Bacimrnypant (Basimglurant, NOE-101); kamcyna; 1.0 mr, 40 kancyna B OJICTepHil YIaKOBIl THITY
ramanns; Catalent Pharma Solutions, USA; Catalent Pharma Solutions, USA;

[Tnanebo a0 bBacimrmypant (Microcrystalline Cellulose Spheres, (Vivapur®1000)) karmcyna; Catalent
Pharma Solutions, USA; Catalent Pharma Solutions, USA

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H., ipod. Jlincekuii 1.B.

Kninika Jlep:xaBHOi ycTaHOBH «IHCTHUTYT HEBpOJIOTii, ncuxiarpii Ta Hapkosiorii HamionameHoi akanemii
MEIMYHUX HayK YKpaiHu», Bianin ayroiMyHHMX Ta JET€HEepaTHBHUX 3aXBOPIOBaHb HEPBOBOI CHCTEMH,
LleHTp pO3CITHOTO CKIIEPO3y, M. XapKiB

2) n.M.H., ipod. I'pub B.A.

JlikyBanbHO-a1arHocTuyHUl neHTp «Heiipo I'no6am» ToBapucTBa 3 0OMexeHoI0 BinoBiaanbHicTIO «Helipo
['no6ainy, NiKyBalnbHO-NIpOodiTaKTHUHUHN Migpo3ai, M. IBano-PpankiBebk, ¢. Kpuxisiii

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa
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CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

- Cmaprdonwu Bix Replior

- [lopraTuBHi npuctpoi Bix Empatica
- EKT

- Min/max tepmometpu

- LHentpudyru

- IpykoBaHi MaTepiaiu JIsl Malli€HTIB
- JJabopaTtopHi Habopu

- Excnipec TecTH Ha BariTHICTb

- [Hmi cynyTHi MaTepianu

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

Isan 3AZIBOPHUX



JonaTox 5
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
1.12.2021 No 2672

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«PangomizoBaHe, KOHTPOJILOBAHE MpENapaToM MOpPiBHAHHA KiiHiuHe nociimkenns 111 ¢asu mis BuBYeHHs
edexTuBHOCTI Ta Oe3nednocTi nmemoOpomizymady (MK-3475) y komOinamii 3 Oanmunoro Kamemerra-I'epena
(BLI’K) B yyacHUKIB 3 HEM sI30BO-IHBa3UBHIUM PaKOM CEUOBOI'O MiXypa 3 BUCOKHM CTYIIEHEM PH3UKY, Y IKHX
CIIOCTEPIraeThCsl MEPCUCTYIOUMH abo pernuauByrouuil pak micis iHaykmiitHoi BLK-tepamii abo sikum
panimie He mnpoBomgwau BIK-tepamito (KEYNOTE-676)», xom mocmimkenns MK-3475-676, 3
iHKopriopoBaHoto nonpaskoro 04 Big 09 uepsHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMexkeHoI0 BinnoBiganpHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

«Mepk apn Ena Joym Kopmn.», nouipue nianpuemctBo «Mepk Enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka hopma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

[TemOpomizymad (MK-3475, Pembrolizumab, KITPYJIA®; KEYTRUDA®;, MK-3475 (aPD-1);
SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1);
MK-3475, nemOpomizymad, pembrolizumab); crepuibHHMIA pO3YMH Ui BHYTPIIIHBOBEHHHX 1HQY3ii;
25 mr/mit; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States; Fisher Clinical Services
UK Limited, United Kingdom; Merck Sharp & Dohme Corp., United States; Werthenstein BioPharma
GmbH (WAG), Switzerland; MSD International GmbH T/A MSD Ireland (Carlow), Ireland; Schering-
Plough Labo NV, Belgium; MSD International GmbH TIA MSD Ireland (Ballydine), Ireland

Bianosinanbawmii (i)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) n.m.H., mpod. Kpmxaniscrka A.€.

KomyHaneHe HekoMmepuiiiHe nianpueMcTBo «lIpukapnaTcbkuil KIIHIYHUM OHKOJIOTIYHUM LeHTp IBaHO-
@®paHKIBChKOI 00NAacHOT paau», BIAJMIIECHHS ACHHOTO CcTaiioHapy, [BaHO-DpaHKIBCHKUI HalllOHATBHUN
MEJAMYHUHN YHIBEPCUTET, Kadenpa oHKoorii, M. IBaHO-®paHKIBCHK

2) 3aB. Bigainenusm Hanbaugsa T.A.

KomyHansHe HekomepiiiiHe mianpueMcTBo «OO0JacHUN LEHTP OHKOJIOTii», OHKOYPOJIOTIYHE BIJALICHHS,
M. XapkiB

3) k.m.H. Hedpdpa M.IO.

KomyHaneHe HekoMeplLiliHE MiANPUEMCTBO XapKiBcbkoi oOmacHoi paan  «OOmacHUM — KIIHIYHUNA
Creliali30BaHui JAUCIIAHCEp PaAIaIifHOTO 3aXUCTy HACEIEHHS», XIpypriyHe BIIUTIJICHHS 3 OHKOJIOTIYHUMU
JKKaMH, M. XapKiB
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4) nupexrop Ilapamonos B.B.

KomyHaneHe HekoMmepIliiiHe mianpueMcTBo «UepKachbKuii 00JacHUN OHKOJIOTIYHMN aucnancep YepkacbKoi
obsacHoi paau», O6sacHUM HEHTP KITHIYHOT OHKOJIOT1i (OHKOXIMiOTepaneBTUYHUH), M. Uepkacu

5) n.m.u. Cakano A.B.

KomyHnanpHe HekoMepiiiiHe MmianpueMcTBO «KHUIBCHKMH MICBKUN KIIIHIYHAKA OHKOJIOTIYHUH IICHTPY»
BUKOHaBuoro oprany KuiBcbkoi Micekoi pagu (KuiBcbkoi MichbKOi Aep)kaBHOI aaMiHIiCTparllii), ypoJoriuae
Bijgninenns, [lepxana ycranoBa «lHctuTyT yposorii HamioHansHOT akanemii MeAMYHUX HAyK YKpaiHW»,
BiJiIUT OHKOYpoJIorii, M. Kuis

6) n.m.H., mpod. Crycs B.IL.

KomyHnanpHe mignpueMcTBO «JlHIMpONeTpoBChKa oOsacHa KiiHiyHA JikapHs iM. LI MedHukoBay
JHinponeTpoBchKoi 007acHOi paany», BiaaiaeHHs ypoiorii Ne2 (oHkosoriune), JHImpoBChKUI Aep KaBHUMA
MeIMYHHUN yHIBEpCcUTeT, Kadeapa yposorii, m. IHinpo

IIpenapatu nmopiBustaus, | JXKuBa Gammna Kanemerra-I'epena, mram TICE (Live Bacillus Calmette-Guerin, strain TICE, BACILLUS
BUpPOOHUK Ta KpaiHa CALMETTE-GUERIN (BCG), TICE; bamuna Kanemerra-I'epena (BLIXK), Taiic, OncoTICE®,
OnkoTAVC®, TICE® BCG, TAMC® BIX; BACILLUS CALMETTE-GUERIN (BCG), TICE); nopormok
JUISL IPUTOTYBaHHs cycriensil; 2-8 X 10° kononieyrsoproroui oxuanmi (Colony Forming Units (CFU)); Fisher
Clinical Services GmbH, Switzerland; Merck Sharp & Dohme Corp., United States; Werthenstein
BioPharma GmbH (WAG), Switzerland; N.V. Organon, Netherlands (Bimoma sik: NVO PHARM OPS OSS
NL, Netherlands Ta MSD Oss, Netherlands); Organon Teknika Corporation (OTC), LLC, USA (Bimoma sik:
Merck Teknika, mouipus xommanis Merck & Co., Inc.); MSD International GmbH TIA MSD Ireland
(Ballydine), Ireland

CynyTHi - 1abopaTopHi HaboPH;
MaTtepiaiu/mpenaparu - min/max TepMoMeTpH;
CYIYTHBOI Teparii - IpyKOBaH1 MaTepiaju.

Kommnanis, sika aie 3a JOBIPEHICTIO, Ky HaJaB CIIOHCOP UM 3asABHUK Ha BBE3CHHS JOCIIKYBaHUX
JIKapchKuX 3aco0iB Ta cynyTHix MarepianiB: TOB «Arenuis «C.M.O.-Ykpaina»

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaTox 6
10 HaKa3zy MiHicTepcTBa OXOPOHHU 3710POB’ ST
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
1.12.2021 No 2672

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

“Panyiomi3oBaHe, BIAKpUTE, KOHTPOJIbOBaHE, 3 JIBOMAa TpyHaMH JIKyBaHHA JOCHiIKeHHS ¢a3u 3
dotoimyHnotepamnii ASP-1929 B mopiBHsSHHI 31 CTaHAAPTOM JIIKyBaHHS Ha BHUOIp JiKaps Uil JIIKYBaHHS
IUIOCKOKJIITUHHOTO JIOKOPEriOHAJILHOTO PEIUANBYIOUOr0 PaKy IOJIOBU Ta IWi B MAII€HTIB, Yy SKUX HE OYi0
JIOCATHYTO e(peKTy UM cTajocs MpOrpecyBaHHs 3aXBOPIOBAHHS IiJl yac a0o Micis MpUHAWMHI JABOX JIIHIM
Teparii, IpuHaiMHI 0/1HA 3 SIKUX Oyna cucTeMHOI0”, ko1 gocmimpkenHs ASP-1929-301, Bepcist 3 monpaBKoro
3.1 Bixg 10 yepBHs 2020 p.

3asiBHUK, KpaiHa

«biopaci, En-En-Ciy», CIITIA

Cnoncop, kpaiHa

Paxyren Menikai, Iuk., CIIA (Rakuten Medical, Inc., USA)

[lepenix mocmiaKyBaHUX
JIKapChKUX 3ac00iB
Jikapceka opma,
N03yBaHHs, BUPOOHUK,
KpaiHa

ASP-1929 (RM-1929 / ASP-1929 Photoimmunotherapy, ®otoimynotepamiss ASP-1929; cetuximab
sarotalocan); posumn mus in’exuiit; 250 mr / 50 mur; 5 mr/mu (mimirpam / mimimitp); Piramal Pharma
Solutions Inc., USA

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) a.m.H., ipod. dyauivenko O. C.

HepxxaBHa yctaHoBa «lHCTUTYT 3aranpHOi Ta HeBiakiIamHoi xipyprii imeHi B.T. 3aitnea HarmionansHol
akajemii MeMYHUX HayK YKpaiHWy», BIAMIICHHS THIHHOT Xipyprii Ha 25 NXKOK 3 MajaTol 1HTEHCHUBHOI
Teparii Ha 6 JKOK, XapKiBChKa MEIMYHA aKaIeMisl MICSIUIIIOMHOI OCBITH, Kadeapa OHKOJIOTIT Ta AUTIYO1
OHKOJIOT1i, M. XapKiB

2) n.M.H., mpod. bonnapenko I. M.

KomyHaneHe HexoMepuiiiHe mignpueMctBo «Micbka KiiHiuHA JikapHs Nedy JIHIMpOBCHKOI MICBKOI pajau,
XIMIOTE€pamneBTUYHE BIUIUICHHS 3 JIGHHUM CTaiioHapoM, JIHIIPOBCHKUN JCp)KaBHUM MEIUYHUUN
YHIBEpPCHUTET, Kadepa OHKOJIOrii Ta MeauuHoi paiosorii, M. J{Hipo

3) 3as. Bix. Boiitko H. JI.

KomyHnaneHe Hekomepiiiiine mianpueMcTBo «KHiBCbKMI MICHKMM KIIHIYHHM OHKOJOTIYHHM IIEHTP»
BUKOHaByoro oprany KwuiBcbkoi Micbkoi paau (KuiBcbkoi Micbkoi JAep:kaBHOI — aaMiHICTpallii),
ximiotepaneBTuuHe BigaineHHs Ne 2, M. Kuis

4) x.m.H. Pucniaesa J1.E.
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JlikyBaJIbHO-I1arHOCTUYHUHN LIEHTP TOBAPHUCTBA 3 OOMEXEHOIO BIAMOBINANBHICTIO «Meikc-peit [HTepHentHI
I'pyn» Jlikapus i3painbebkoi oHkonorii «LISODy, BigmineHHS KIIHIYHUX Ta HAyKOBUX JIOCIIIKEHb,
Kwuiscbka 00:1., O0yxiBchkuii p-H, c. [LroTn

5) k.m.H. Ocranenko 0. B.

HarmionanpHU 1HCTUTYT paKy, BIJUICHHS MaJlOIHBa3MBHOI Ta €HJOCKOIIYHOI Xipyprii, iHTEpBEHIIHHOT
pamionorii, M. Kuis

[Ipenapatyu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

Erbitux (Cetuximab; Cetuximab); 20 mu poszuun mis indysii; 100 mr / 20 mr; 5 mr / mun (mimirpam /
mininitp); Merck KGaA, Himeuunna;

JOLIETAKCEJI-BICTA (Docetaxel;, 114977-28-5; Docetaxel); xoHieHTpaT i po3uuHy Ajst iHOY3il;
20 mr / 1 mi; 20 mr/mut (mistirpam / miisitp); Axrasic Itamis C.m.A., Itamis (Actavis Italy S.p.A., Italy);
JOLIETAKCEJI-BICTA (Docetaxel; 114977-28-5; Docetaxel); konnentpar mis po3uuny s indysiii; 80
mr / 4 mut; 20 mr / Mo (migtirpam / mutititp); Akrasic Itamis C.m.A., Iranis (Actavis Italy S.p.A., Italy);
JOLIETAKCEJI "EBEBE" (Docetaxel; 114977-28-5; Docetaxel); konmenTpar s po3uuny s indysiii; 80
mr / 8 mit; 10 mr / Mo (misirpam / miminitp); EBEBE ®@apma 'ec.m.6.X. Hor. KI', Asctpiss (EBEWE Pharma
GmbH Nfg. KG, Austria);

Docetaxel Accord (Docetaxel; 114977-28-5; Docetaxel); konuenTpar aist po3uuny juis iHdys3ii; 80 mr / 4
mit; 20 mr / mit (minirpam / mitinitp); Accord Healthcare Polska Sp. z o0.0., [Tonbmia,;

METOTPEKCAT "EBEBE" (Methotrexate; 59-05-2; Methotrexate); po3unn mist 16’ ekmiid; 50 mr / 5 mo;
10 mr / ma (mimirpam / mininitp); EBEBE ®apma I'ec.m.6.X. Hor. KI', Asctpist (EBEWE Pharma GmbH
Nfg. KG, Austria);

IMTAKJIITAKCEJI-BICTA (Paclitaxel; 33069-62-4; Paclitaxel); xonnentpat mis po3duuHy s iHQY3ii;
150 mr / 25 mm; 6 mr / Mo (miutirpam / mutimitp); Akrasic Itams C..A., Itamisa (Actavis Italy S.p.A., Italy);
ITAKJIIBICTA (Paclitaxel; 33069-62-4; Paclitaxel); koutentpar mis po3unny ajist indysiii; 150 mr / 25 mu;
6 mr / ma (murirpam / muiitp); Xaynt ®apma Bonbsdparcxayzen I'mMOX, Himewunna (Haupt Pharma
Wolfratshausen GmbH, Germany)

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

1. JTabopatopsi Habopu - LabConnect, USA

2. PIT690 Laser System - Rakuten Medical, Inc., USA, Bkitouarouu:
Cylindrical Diffuser 40 mm

Cylindrical Diffuser 30 mm

Cylindrical Diffuser 20 mm

Cylindrical Diffuser 10 mm

Frontal Round Diffuser
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Frontal Hex Diffuser

Calibration Port Insert — Radial

Calibration Port Insert — Frontal

Flexi Needle Catheter 12 cm

Flexi Needle Catheter 9 cm

Flexi Needle Catheter 7 cm

3. lonomixkH1 MaTepiayn:

Goggle Omicron Germany

Eye Patch Noir Laser USA

TBA Adapter Merit Medical USA

Mylar bag IV cover IMPAK USA

Mylar bag IV cover Shieldpro USA

Komnawnisi, sika 1ie 3a OOBIPEHICTIO, SKy HaJaB CIOHCOP YW 3asBHUK Ha BBE3EHHS JOCIIIKYBaHUX
JiKapchKuX 3aco0iB Ta cynyTHiX Matepiani: TOB «Arenmis «C.M.O.-Ykpainay

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTtox 7
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
1.12.2021 No 2672

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«MixHapogHe 0araTOLIGHTPOBE BIJIKPHUTE paHAOMI30BaHE IOCIIDKEHHS Y TPhOX Tpynax s OI[IHKH
e(eKTUBHOCTI Ta OE3MEeYHOCTI HAHOCOMHOI JiMigHOI cycmeH3ii jorerakceny y mopiBHsSHHI 3 Taxotere®
(ouerakcenry KOHIIGHTpAT JAJs iH €KIi) y Mali€HTIB 3 TpU4Yi HETATHBHUM PAKOM MOJIOYHOI 3aJI03U 3
MICIICBO PO3MOBCIO/DKEHMM a00 METACTaTHYHUM pPAaKOM MOJIOYHOI 3aJI03U MICJsS HEBIadi MONepeaHbOi
ximiorepanii», kox gociimkenas 0063-17, Bepcist 1.0 Bix 23 wepBus 2021

3asiBHUK, KpaiHa

TOB «Kpomocdapma Ykpaina»

CrnioHcop, kpaina

Jina Pharmaceuticals Inc. (Jxxuna ®@apmacerotukans Iuk.), CILIA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Hanocomna miminHa cycnensis pgouerakceny (Nanosomal Docetaxel Lipid Suspension (NDLS),
DOCEAQUALIP) (monerakcen (docetaxel)); mopomrok miodini3oBaHUN JUIS TPUTOTYBaHHS PO3YMHY IS
in’exmi, 80 wmr/dnakon; 40 mr/ma (20 mr a6o 80 wr, ekBiBaJieHT Oe3BOAHOI pedoBWHH); INntas
Pharmaceuticals Limited, India

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) a.m.H., mpod. bormaperko [.M.

KomyHaneHe HexoMmepuiiiHe mignpueMctBo «Michka KiiHiuHA JikapHs Nedy JIHIMpOBCHKOI MICBKOI pajau,
XiMIOTepaneBTUYHE BIJAUIEHHS 3 JEHHMM CTalioHapoM, JIHIIpOBChKHMI AepkKaBHUN MeOUYHUN
YHIBEpPCHUTET, Kadepa OHKOJIOrii Ta MeaquuHoi paaionorii, M. J{Hipo

2) k.M.H. [')pubay C.M.

KomyHnaneHe HekoMmepuiiiHe mianpuemctBo KuiBcbkoi o6sacHoi pagu «KuiBcbkuii 007acHUN OHKOJIOTTYHUN
JUCIIaHCeP», MaMOJIOT1YHe BiaiieHHs, M. KuiB

3) mikap I'aBpuiok 1.C.

KomynanpHe HekoMmepliiiHe MiANPUEMCTBO «TepHOMUIBCHKUNA OOJACHUIM KIIIHIYHUNA  OHKOJIOTTUHMMA
nucrancepy» TepHomiabChbKkoi 001acHOT pau, XiMioTepaneBTHYHE BiUIUICHHS, M. TepHOMiIb

4) nikap Ilepemans C.B.

JepxxaBHa ycTaHoBa «IHCTUTYT MeauuHoi pamionorii ta onkojorii iM. C.II. I'purop'eBa HamionansHoi
akajeMii MeIMYHUX HayK YKpaiHu», BIAJIJICHHS KIIHIYHOT OHKOJIOTIT 1 reMaToJiorii, M. XapKiB

5) n.m.H. [lampaii B.A.

KomynanpHe HEKoMepItiiiHe mianpueMcTBO «IloainbChkmii perioHaAIbHAUN IEHTP OHKOJIOT1T BIHHUITBKOT
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obnacHoi Pagny, BianineHHs xiMioteparii, M. BiHHHIIS

6) k.m.H., nou. [Imapux S1.B.

KomynaneHe Hekomepiiiine mianpueMcTBo JIbBIBChbKOi oOmacHOi pamu <«JIbBIBCBKHM OHKOJOTIYHUN
perioHaNbHUHN JIKYBAIbHO-IIarHOCTUYHUIN LICHTPY», BIAUIEHHS XimioTeparii, M. JIbBIB

7) k.m.H. Tpyxin JI.B.

KomyHnaneHe HekoMepiliiiHe mignpueMcTBO «Omecbkuii 00MacHU OHKOJIOTIYHUEN nucnaHcep» OnechKol
00J1acHOT painy, CTallioHap JAEHHOTO NepeOyBaHHS IUCITAHCEPHO-TIOMIKITIHIYHOTO BiaauieHHs, M. Oxeca

8) nikap ITinBepOenpka A.B.

Ob6nacHe KOMYyHaJlbHE HEKOMepliliHe MiANpUeEMCTBO «BYKOBUHCHKHI KIIHIYHUI OHKOJIOTIYHUIN LIEHTpPY,
CTPYKTYpPHUH TiAPO3/UT ACHHOTO CTamioHapy, M. YepHiBiti

9) nikap Jlerenko O.I.

KomyHanbHe HEKOMEpIIiifHE MiINPUEMCTBO «3amopi3bKUil pPEerioHAbHUN TPOTUITYXJIMHHUN ICHTP»
3anopi3bKoi 00J1aCHOT paau, BIIIIJICHHS OHKOXIMIOTepallii 3 ACHHUM CTAaI[lOHApOM, M. 3arOPi¥Ks

[Mpenaparu nopiBusiHas, | Taxotere® (Takcotep®) (mouerakcen); KOHIEHTpAT Ui MPHUIOTYBAHHA pO3uuHY Ui iHDy3ii; 1 mi

BHUPOOHMK Ta KpaiHa KOHIIGHTPaTy MICTUTh JAOLETaKcely TPUTiIpaTy y IepepaxyBaHHI Ha JoueTrakcen Oe3BogHui - 20 wmr;
20 mr/mur; Sanofi-Aventis Deutschland GmbH, Germany

CynyTtHi —

MaTepiaau/npenapaTu

CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
1.12.2021 No 2672

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Kniniyne BunpoOyBaHHA 3 OIIHKHM OloeKBiBaleHTHOCTI Jikapcbkux 3aco0iB TMHOBIA M, rtabnerkw,
BKPHTI ILTIBKOBOIO 060JOHKOI0, o 50 mMr / 500 mr, Bupo6Guunrea AT "KUIBCbKUII BITAMIHHUIA
3ABO/1", Ykpaina Ta SIHymer, Ta0NeTKH, BKPUTI TUTIBKOBOIO 000JI0HKOIO, TI0 50 Mr / 500 Mr, BHpOoOHHUIITBA
Mepk lapn 1 Hoym B.B., Himepnanau B ymMoBax OJHOPA30BOTO IMEPOPAIBHOTO MPUIOMY 310pPOBHUMHU
T00poBOIBIsIMIY, Ko nociikenns KVZ-STM, sepcis 2.0 Big 28.10.2021

3asiBHUK, KpaiHa

AT «KMIBCHKMI BITAMIHHUM 3ABO/I», Vkpaina

CrnioHcop, kpaina

AT «KUIBCBbKMI BITAMIHHUM 3ABO/», Ykpaina

[lepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Tunosis M, Curarnintua+Metdopmin-KB (curarmintua 50,0 mr /merdopminy rigpoxiaopuay 500,0 mr);
Ta0JETKH, BKPUTI IJTIBKOBOIO 00010HKO010; AT «KNIBCBKHU BITAMIHHUI 3ABO/», VYkpaina

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) roun. mikap Aptum B.1.

MenuuHuii 1eHTp ToBapucTBa 3 oOMexeHow BignosiganbHicTIO «Kminika THHO®AP — Vkpaina
IanogeiiTiB ®apma Pecepu», UepHiBenpka 0611., HoBocenuubkuit p-H, ¢. bosau

2) k.0.H. JIibina B.B.

Jlaboparopist papmakokinetuku (M. XapkiB) Il «/lepxaBHuil excriepTHuid eHTp MiHicTepcTBa OXOPOHHU
3710poB’sl YKpaiHu», M. XapKiB

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

Suymer (cutarmintun 50,0 mr/merdopminy riapoxiopuay S500,0 mr); TaONETKH, BKPHUTI IUTIBKOBOIO
obosnonkoro; Mepk Hlapm i [loym b.B., Hinepnanau

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
1.12.2021 No 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnosnenuii [Iporokon kminiuHoro BurnpoOyBanns VIB0551.P3.S2, IlompaBka 7, 16 cepmus 2021 p.,
aHrmiicekol0 MOBOW0; IHdopmamiss mns  mamienta 1 @opma  iHpopmoBaHOi 3romu:  Biema
baiio VIB0551.P3.S2 TI'no6anbuuii mabnon ®I3 Bepcis 5.0 07 BepecHs 2021 poxy YkpaiHa Bepcis
2.0 _14 Bepecus 2021 poky  anrmiiicbkoro MoBoto; IHdopmaris mist mamienta i @opma iHPOpMOBaHOT
sromu:  Bienma  baito VIB0551.P3.S2 T'nmoGanbuuit  mabmon  PI3 Bepcin 5.0 07 BepecHs
2021 poky VYkpaina Bepcis 2.0 14 BepecHs 2021 poky ykpaiHCbKOI MOBOIO; [H(pOpMaris 11 namieHTa
1 ®opma iHpopmoBaHoi 3roau: Biena baito VIB0551.P3.S2 I'mobGansuuit mabiaon PI3 Bepcis 5.0
07 Bepecus 2021 poky Vkpaina Bepcis 2.0 14 Bepecus 2021 poky pociiicbkor MoBow; @opma 3roau
BariTHOI NapTHEpPKHM Ha HajnaHHsA iHGopmanii: Biema baito VIB0551.P3.S2 ®opma 3roau BariTHOi
naptHepkH, Bepcis 4.0 27 cepras 2021 poky  Ykpaina Bepcis 2.0 14 BepecHst 2021 poky aHTTiHCBKOIO
MoBo10; dopMa 3roM BariTHOI MapTHEPKH Ha HaAaHHA iHpopMarlii: Biena baito VIB0551.P3.S2 ®opma
3ronu BariTHoi mapTHepku, Bepcis 4.0 27 cepnus 2021 poky  VYkpaina Bepcis 2.0 14 BepecHs
2021 poky ykpaiHcbkolo MoBoro; Popma 3rojau BariTHOI MApTHEPKH Ha HaJaHHA iHpopmauii: Biema
baiio VIB0551.P3.S2 ®opma 3roau BaritHoi mnapTHepku, Bepcis 4.0 27 cepnHs 2021 poky
VYkpaina Bepcis 2.0 14 BepecHst 2021 poky pociiiCbKOI0 MOBOIO; 3MiHA Ha3BM BUPOOHMYOI AUISHKU JUIS
iHeO11i3yMad (Inebilizumab), konmentpat i po3umHy st 1HQY31it,10 Mr/min Ta nnanedo 110
iHeO1113yMab (Inebilizumab) 10 mi, koHIEHTpaT AJ po3uuHy s iHDy3ii: 3 MedImmune Pharma, B.V.,
Hinepnanan Ha AstraZeneca Nijmegen B.V., Hinepnmangu; 3miHa koHTakTHOi ocobu CroHcopa Ta
KOHTaKTHOI 1H(popMaIii:

byno Crano
I1.ILb. konTakTHOi ocoOm: Lisa Pitt Konrtaktamii | [1.1.b. koHTakTHOT 0coOu: Anju Samy KoHTakTHUI
tenedon: 001 240 5580038 (X125) tenedon: +1.224.383.3876
®axkc: 001 240 7729578 AJipeca eJleKTPOHHOI MOIITH:
Anpeca enektponHoi nomth: pittl@vielabio.com | asamy@horizontherapeutics.com
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 2393 Big 21.10.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBaHe, TOJBIMHE clIille, OaraTomeHTPOBE, TIANe00-KOHTPOIHOBAHE JTOCHIKeHHS 3 da3zu s
OmiHKM edeKkTUBHOCTI 1 Oe3neyHocTi 1HeOUTI3ymMady mpu 1gG4-acoriiioBaHUX 3aXBOPIOBAHHIX Y,
VIB0551.P3.S2, ITonpaska 3, 16 xBitHs 2020 p.

3asBHUK, KpaiHa

ToBapHuCTBO 3 0OMEKEHOIO BiAMOBITAJIbHICTIO «MEI[HEPTC VKPAIHA»

Cnoncop, kpaiHa

Biena baito, Ink., CIIIA (Viela Bio, Inc., USA)

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepaibHoro qrupexktopa Jlupekropary

dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHUX




Honarok 10

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

OnHoBieHUN TPOTOKON KiiHIYHOTO BUNpoOyBanHs APG2575CUI101, Bepcis 2.2 Bim 15 >XOBTHA
2021 (aHrmiiicekol0 MOBOW); BKIIOUEHHsS y KIIiHIYHE BUMPOOYBAaHHS IOCTIKYBAHOTO JIKapChKOTO
3aco0y APG-2575 (APG2575) (APG-2575; 4-{4-{[6-(4-xnopdenin)-cmipo[3.5]HoH-6-eH-7-11]MeTHa} -
minepasun -1-in}-N-{{3- nitpo -4-[((2S)-1,4-niokcan-2-inmerni)amino|penin}cynbponin} -2- (1H-
niposio [2,3-b] mipuauH-5-imokcn) OeH3amin); TabJETKU BKPUTI IIIBKOBOKO 000J10HKO0; 200 Mr; Haimen
Pharma Inc., Kuraii; [{ocke gociimkyBaHoro jikapcbkoro 3acody APG-2575, Bepcis 2.0 Bix 15.12.2020
aHTJIHCHKOI0 MOBOIO; Jloche IOCiKYBaHOTO JiKapchkoro 3aco0y APG-2575, Bepcis 3.0 Bix 14.10.2021
aHTITIMCHKOI0 MOBOIO; 3aimydeHHss HOBoi BupoOHMUoi ninstHkr Almac Clinical Services Limited, Benuka
bpuranis, st APG-2575, TabneTkn BKpUTI MUIIBKOBOKO 000s10HKOI, 10 Mr; APG-2575, TabneTku BKpHUTI
IUTIBKOBOIO 000510HKOI0, 50 Mr; APG-2575, TabieTku BKPHUTI TUIIBKOBOKO 000J10HKOF0, 200 M;r 3airydeHHs
HOBOi BHpoOHHM4YOi ninsHkM Almac Clinical Services (Ireland) Limited, Ipnmanmis, mns APG-2575,
Ta0JETKU BKPHUTI TUTIBKOBOIO 000J10HKOI0, 10 Mr; APG-2575, TabneTkn BKPUTI MIIBKOBOIO 000JI0HKOIO, 50
Mmr; APG-2575, TabneTku BKpUTI IUITIBKOBOIO 000510HKOI0, 200 Mr; 3pa3ok eTUKETKH 3 iH(opmalliero mpo
npenapatu APG-2575, tabneTku BKpUTI TUIIBKOBOIO 00o0sioHKO10, 10 Mr; APG-2575, Tabnetku BKpuUTI
IUTIBKOBOIO  oOononkow, 50 wmr; APG-2575, Tabnetku BKpHUTI IUIIBKOBOKO 00o0NoHKOIHO, 200 Mr
yKpaincbkoro MoBoto (Bepcis 2.0); Illomennux 3acTtocyBaHHs mociimkyBaHoro npenapary APG-2575 3
MaoTtepa®, Bepcis 5 Big 15 sxoBTHs 2021, 11 Ykpainu Ha ocHoBi CrioHcop Bepcii 4 Bif 15 sxoBTHs 2021
(YKpalHCBKOIO Ta pociiicbkor0 MOBOI0); II{oieHHNK 3acTOCYBaHHS AOCTIKyBaHOTo npenapaty APG-2575
3 KankBenc®, Bepcis 5 Bin 15 xxoBTHs 2021, nns Ykpainu Ha ocHoBl CrioHcop Bepcii 4 Bij 15 KOBTHS
2021 (yxpaiHCBKOIO Ta POCIHICHKOI0 MOBOIO)

Howmep Ta nata Hakazy
MO3 om0 3aTBEpAKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2110 Big 16.09.2020
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«Hocmimkennst ¢aszu Ib/Il 3actocyBanns mnpemapary APG-2575 sk monorepamnii abo B koMOiHarii 3
IHIIMMU JIIKapCHbKUMHU TpenapaTaMy y MAaIli€HTIB 3 PEHHUIUBYIOUYMMH Ta/ab0 pedpakTepHUMHU XPOHIYHUM
nimponurapaum seiko3zom (XJLI)/ npioHokmiTHHHOIO JNiMdonuTapHoto dimbomoro (IJIJI) (SACRED)y,
APG2575CU101, Bepcis 2.1 Bix 14 tpaBus 2021

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpainay

CnoHcop, kpaina

Ascentage Pharma Group Inc. (Acenrax ®apma ['pyn Iuk.), CILHA

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro aupexkropa Jupexropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonatok 11

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnosnenuii [Iporokon kiniHigYHOTO AociimkerHs, Bepeis 02 Big 31 cepmas 2021; 3061abIIeHHS KUTBKOCTI
JOCHIKYBaHUX B YKpaiHi 3 3 10 6 ocib

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1722 Big 11.08.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«KitiHIYHE TOCHIHKCHHS U OIHKU €(EeKTUBHOCTI, ()apMaKOKIHETHKH, IMyHOTCHHOCTI Ta O€3IEeYHOCTI
npernapaty Binate (Wilate) y mamieHTiB BikoMm 10 6 poKiB i3 BaKKOI0 (popmoro xBopobu Bimnebpanmay,
WIL-33, Bepcis 01 Bix 15 ciuns 2021 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CrnoHcop, kpaina

Octapharma Pharmazeutika Produktionsges.m.b.H., Austria

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

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




JonaTok 12

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-6482-012, Tadopmartis Ta 7oKyMeHT Tpo iH(GOpMOBaHYy 3roay IS maiieHTta, Bepcis 2.02
Big 08 xoBTHS 2021 p. ykpaiHCbKOIO MOBOIO; Ykpaina, MK-6482-012, Indopmaris Ta 1oKyMeHT po
iH(hopMOBaHy 3roay A nauienta, Bepeisa 2.02 Big 08 sxoBTHs 2021 p. pociiicbkor MOBOI0; AHKETa 11010
crany 3m0poB’st EQ-5D-5L, mepeknan Ha ykpaiHChKy MOBY aisi YKpaiHH, TEKCT IJIsl TeIePOHHOTO
iHTepB’10; ONUTYBaIbHUK 11070 cTaHy 370poB’s EQ-5D-5L, Bepcist pociiicbkoro MOBOIO sl YKpaiHu,
TEKCT IS TeneOHHOTO 1HTEepB 10; ONUTYBaTBHUK I OIiHKH sSKOCTi ®UTTst — Core 30, Bepcis 3 (QLQ-
C30), Cuenapiit nmpoBenieHHsI TelneQOHHOTO 1HTEPB 10, Bepcisa 2.0, yKpaiHChKOI MOBOIO; ONUTYBaIbHUK
Ui OIHKH siKocTi *KUTTA 3 30 murans, QLQ-C30 (Bepcis 3), CkpinT i MPOBEACHHS OMUTYBAHHS IO
tenedony, Bepcis 2.0, pociiicbkoro MOBOI0; KepiBHHIITBO KOPUCTYBaya 3 OL[IHKK PE3yJIbTaTiB JIKyBaHHS 3
enekTpoHHUM 300poM marux (eCOA) mns mochigHUIBKUX IeHTpiB, Bepcis 1.0 Bix 22 rpyanas 2020 p.,
yKpaiHchKot0 MoBoOr; OnHoBieHne Jlocke nociimkyBaHoro Jikapcbkoro 3aco0y MK-1308A, Bepcis
07W2GG, Bix 24 BepecHs 2021 p., aHTCHKOI0O MOBOIO;, 3MiHA Ha3BHU MICISI MIPOBEEHHS KIIIHIYHOTO
BUIIPOOYBaHHS:

byno

Cramno

I.M.H., mpo¢. Ctycs B.IL

KomyHnanpHe mianpueMcTBO «/IHIMponeTpoBCchKa
oOnacHa kimiHiyHa JikapHsa iM. LI. MeunukoBa»
JIHInponeTpoBChKOi 001aCHOT paan», BIIICHHS
ypouorii Ne2 (onkomnoriune), JlepxaBHuit 3akinaj
«/lHimpomneTpoBCchka MeauJyHa aKazeMis
MiHicTepcTBa OXOpPOHU 3A0POB‘s  YKpaiHW»,

kadenpa yponorii, M. JIHinpo

I.M.H., mpo¢. Crycs B.IL

Komynanehe nignpueMctBo «/lHImponeTpoBchka
obmacHa kiiHiyHa jikapHs iM. LI. MeunukoBa»
JIHInponeTpoBChKOi 001acHOT paan», BIAIIICHHS
ypoisorii  Ne2  (oHkonoriyae), JIHIIpOBCHKHIA
JIep’KaBHUM MeIWYHUN YHIBEpCcHUTET, Kadenapa
ypodorii, M. J{Hinpo
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpure, panmomizoBane npociuimxkeras I ¢a3u nans omiHKM ePEeKTUBHOCTI Ta OE3MEeYHOCTI
nemoposnizymady (MK-3475) y kombinarii 3 6ensyrudanom (MK-6482) ta neuBarunioom (MK-7902),
a6o MK-1308A y komOiHarii 3 JIeHBaTHHIOOM TOPIBHSIHO 3 MEMOPOIi3yMaOoM 1 JIGHBaTHHIOOM B SIKOCTI
mepmioi JHIT Tepamii Uil yYaCHUKIB 3 PO3IMOBCIOKEHOI CBITVIOKIITHHHOK HHUPKOBO-KIITHHHOIO
KapruHoMoto», MK-6482-012, 3 inxkopriopoBanoto nornpaskoto 02 Big 01 yepsust 2021 poxy

3asBHUK, KpaiHa

ToBapucTBO 3 0OMex)eHo0 BianoBiganbHicTIO «MCJl YKpaina»

Cnoncop, kpaiHa

«Mepk lapn ena Joym Kopm.», nouipue mianpuemctso «Mepk enn Ko., Ink.», CILIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Jonatok 13
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnigauka CNTO1959 (guselkumab), Bumanns 12 Big 30.08.2021 p.; OnoBnenuii po3ain 3.2.S
nocbke JIJI3 rycenmbkymab (CNTO1959), cepmens 2021 p.; OnoBnenwit pozmin 3.2.P mocee [JI3
rycenbkymad (CNTO1959), nonepenuro 3anoBHenuit mmputy, 100 mr/mi, cepnens 2021 p.

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2237 Bin 18.10.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«bararoueHTpoBe, paHaOMi30BaHe, MOABIMHE CIIiIe, I1aned0 KOHTPOJIbOBAaHE KIIHIYHE AOCTIHKCHHS 2a
dasu mns omiHKM e(eKTHBHOCTI Ta OE3MEeYHOCTI NPU3HAYEHOI MiAMKIpHO KOMOiHOBaHOI Teparii
ryceinpkymaly Ta rosiiMymaly y Mali€eHTIB 3 aKTUBHUM IIcopiaTUYHUM apTputom», CNTO1959PSA2003,
Bix 08.06.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

Crnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi Honaroxk Bix 31 cepmas 2021 poky no bpomypu nocninnuka 3inebecipany (ALN-AGTO1), Buganus 3 Bix
MOTIPaBKH 13 xBitHst 2021 poky, aHrmiiickkor0 MOBO; Jlocke mOCTIIKYyBaHOTO JiKapchkoro 3acoOy (IJ1JI3)
3inebecipan (ALN-AGTO1), gactuna «Skicts», Bepcis 3.0 Big 21 BepecHs 2021 poky, aHITIHCHKOIO
MoBow; 3miHa Ha3zeu [1JI3 3 «ALN-AGTOl» na 3inebecipan (ALN-AGTO1); 3pa3zok 300pakeHHS
cucremu eConsent «I[louatox po6oTu», pociiicbkoro MoBOI0; 3pa3ok «lHdopmaniitHoro jucTka i popmu
iHpopmoBaHoi 3romu» 3 cucremu eConsent, yKpaiHCbKOIO MOBOIO; 3pa3zok «lHdopmaniiHOro namucTka i
dbopmu indopmoBaHoi 3roam» 3 cucremMu eConsent, pociiicbkoro MoBow; PM AHOTOBaHOTO mI1a0JIoHY
nucTa-noAanHs iHpopmoBaHoi 3roau eConsent, Bep. 2.3 Bix 2 mumHsA 2021 poky aHMIIKHCHEKOI0 MOBOIO
(mns pociiicekoi MoBH); Ilepeknan ykpaincbkoro MoBoro Bia 22 xoBTHS 2021 poky monanHHs (Gopmu
iHpopMOBaHOI 3ro M B €JIEKTpOHHOMY (opmati i pociiicbkoi MoBH, Bix 09 cepmust 2021 poky; PM
AHOTOBaHOTO 1A0JIOHY JiMcTa-nogaHHs iHGopmoBaHoi 3roau eConsent, Bep. 2.3 Bix 2 aumas 2021 poky
aHTJIMCHKOI0 MOBOIO (11 YKpaiHChKOi MOBH); [lepexnan ykpaiHcbkoro MOBotO BiJ 22 sx0BTHS 2021 poky
nojaHHs Gpopmu iHHOPMOBAHOI 3roAM B €IEKTPOHHOMY (dopMarti uid yKpaiHCbKoi MoBH, Bif 09 cepmnHs
2021 poky; Orusan monoxeHb 3MicTy Ta Oesmeku, Bepcis 4 A4, Cucrema SecureConsent 5.2 Bim 22
6epe3ns 2021 poky, aHriiiicbkoro MoBoro; Ilepeknan ykpaiHcbkoro MoBoro Bin 19 sxoBTHs 2021 poky
Ornsgy nososkeHb 3MicTy Ta O6e3neku, Bepcist 4 A4 Bin 22 Gepesns 2021 poky; BkitoueHHsS 10JaTKOBUX
MICIIb TPOBEJICHHS JTOCIIKSHHSI:

Ne I1.I.b. BiMOBIAAJIbHOTO AOCIITHUKA

n/m HasBa micus npoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. K.M.H. bependyc B.A1.

KomyHaneHe HekoMepIliiiHe MiAIpUEMCTBO «4-a MichbKa KiIiHIYHA JikapHsS M. JIpBoBay,
BiJIIUICHHS ICHHOT'O CTAI[IOHAPY 3 KapA10JOTIYHUMHU JTiKKamMu, M. JIbBiB

2. n.m.H. Yeprrok C.B.

JlepxaBHa ycraHoBa «HanioHanbHUIA HayKOBUH LEHTP «IHCTUTYT KapAioiorii iMeHi akajeMika
M.J. Crpaxecka» HarioHanbHOi akaneMii MEAMYHUX HAayK YKpaiHH, B HEKOPOHAPHHUX
XBOpOO cepus, peBMaTosorii Ta repamii, M. Kuis
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a.M.H., mpod. Konecauk M.IO.

HaBuanpHO-HayKOBHH  MEOUYHUN UHEHTp «YHIBEPCUTETChbKA KJiHIKa»  3amopi3pKoro
JIEP>)KaBHOTO MEIMYHOTO YHIBEPCHTETY, KapAlOJOTIUHE BIIIIJICHHS, 3alOpi3bKUi JepKaBHUM
MEIWYHUNA YHIBEepCUTET, Kadenpa CiMEHHOI MEAMIMHU, Tepamii, Kapaiojorii Ta HEBPOJIOTii
(hakyapTeTy MICISIIUIUIOMHOT OCBITH, M. 3allOPIXIKS

K.M.H. Mumanuy I'.1.
KuiBcbka kiiHIYHA JIIKapHS Ha 3ami3Hu4HOMY TpaHcmoptTi Ne2 ®@imii «lleHTp oXOpoHH
3I0pOB’S» aKIIOHEPHOTO TOBAapHCTBA «YKpaiHChbKA 3QMI3HUIS», BIAMUICHHS JIEHHOTO
crarfionapy, M. Kuis

nikap Ilerposcekmii P.B.
Kniniyauil niKyBaqbHO-TIarHOCTUYHUN LIEHTP TOBAPUCTBA 3 OOMEXKEHOIO BIANOBIJANBHICTIO
«Cimenrpym», M. IBano-®OpaHKIBChK

nikap [Torosa I'.B.
Menu4yHuii TEHTp TOBapucTBa 3 OOMEXKEHOIO BIAMOBIAANBHICTIO «MenuuHuil IeHTp
«Koncuniym Mepikany, KI1HIKO-KOHCY/IbTaTUBHE BiaiieHHs, M. KuiB

n.Mm.H. Cepik C.A.

HepxaBna ycranoBa «HamionanbHuii iHctutyT Tepamii imeni JI.'T. Manoi Hamionamenol
akajgemii MeAMYHUX HayK YKpaiHW», BIAAUT 1MIEMIYHOI XBOpoOM cepis 1 MeTaboJIIyHuX
HOPYIIEHb, M. XapKiB

I.M.H., po¢. IlleBuyk C.B.
HaykoBo-mociignuit  iHCTUTYT pealumiTaiii ocid 3 I1HBAIIHICTIO (HaBYaJIbHO-HAYKOBO-
TIKyBAIbHUM  KOMIUIEKC) BIHHHIIBKOTO  HAI[IOHAJTBbHOTO  MEAMYHOTO  YHIBEPCUTETY
iMm. M.I. TluporoBa, Bijau1 Tepamii Ta KJIIHIYHOI PEeBMATOJIOTI, TEPANEeBTUYHE BIJJILJICHHS,
Binnunpkuil HanioHanpHUNA MeanyHui yHiBepeuteT iM. M1 ITuporosa, kadenpa BHyTpilIHBOT
Megunuau Ne2, M. Binauis
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9. I.M.H., mpod. Bakamok LIT.

KomyHnaneHe HekoMepuiiHe MiaAnpueMcTBO «IBaHO-DpaHKIBCHKUI OOMAaCHUN KIIHIYHUH
Kapaionoriyauii  1eHTp IBaHO-®dpaHkiBCbKOi 00jacHOT paaw», BUIAUICHHS XPOHIYHOL
imemiuHo1 XBopoOH cepisi, IBaHO-®PpaHKIBCbKHMI HALIOHAJBHUNA MEJUYHUA YHIBEPCUTET,
kadeapa BHYTPIITHLOT MeaUITMHU Ne2 Ta MEACECTPUHCTBA, M. [BaHO-DpaHKIBCHK

10. | x.M.H., 3aB. Big. Kamencoka E.II.

XapkiBcbKa KIIIHIYHA JiKapHA Ha 3ami3HuyHomy TpaHcmopTi Nel ®imii «lleHTp 0XOopoHm
3JI0pOB’s» aKI[IOHEPHOT'O TOBAPUCTBA «YKpaiHChKA 3aTi3HUIA», 2 KapAiOJOTiYHe BiIIIIICHHS,
M. XapKiB

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2147 Bin 04.10.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, TOBIHE cClIille, MIane00-KOHTPOILOBaHE, 0AraTOEHTPOBE JTOCIIHKCHHS 10 Tia0opy
703U A OLiHKU e(ekTUBHOCTI il Oe3neunocti mpemnapaty ALN-AGTO1 y namieHTiB 3 M'SKOI0 Ta
noMipHOI0 aprepianbHoro rineprensieo», ALN-AGTO01-002, imkoprmopoBanmii mompaBkoro 2 Bix 09
yepBHA 2021 poky

3asiBHUK, KpaiHa

[MTignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PIC Ykpaina»

Cnoncop, kpaina

Alnylam Pharmaceuticals, Inc., United States

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepaibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHHUX




Jonartok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

[TogoBxeHHS TEpMiHY IPHUAATHOCTI JOCIIKYBAHOTO Jikapcbkoro 3aco0y FTO011, kancymu 200 mr Ta 100
M Ta BIIMOBIAHOrO Iuiane0o Jo4aTKOBO Ha 12 MicAriB

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, TOJBIWHE Cciine, IUIANEe00-KOHTPOIbOBaHE IOCHiKeHHs (a3 Il nmns BUBUEHHS
bapmakokineTHky, ¢apmakoguHamMiyHuX edekTiB 1 6e3nednocti npenapary FTO11 nns mepopanbHOro
3aCTOCYBaHHS B YYaCHUKIB JIOCTI/DKEHHS 13 MU(PY3HUM CHUCTeMHHM ckiepo3om», CER-FT011-SSc01,
Bepcis 1.4 Bix 11 motoro 2021 poky

3asiBHUK, KpaiHa

[MTignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJC Ykpaina»

CrnoHcop, kpaina

Certa Therapeutics Pty Ltd, Australia

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

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




Jonatok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

3anpoBaKyETHCSl OHOBJICHA Bepcist Jlocke qociipKyBaHOTO JTikapebkoro 3acody IMU-838-RC, Tabnetkw,
5wmr/ 15 mr/22.5 mr / 30 mr / 45 mr ta IMU-838, Tabnerku, 5 mr / 15 mr / 22.5 mr (Vidofludimus
Calcium (IM90838) / Bigodnynimyc kanbiito (IM90838)), Bepcis 11 Bix 14 rpynus 2020 poky; po3ain
3.2.P.3.1: Bepcis 11A Big 14 Bepecus 2021 poky (IMPD IMU-838-RC Tablets 5 mg / 15 mg / 22,5 mg /
30 mg / 45 mg and IMU-838 Tablets 5 mg / 15 mg / 22.5 mg (Vidofludimus Calcium Tablets) Drug
Substance: Vidofludimus Calcium (IM90838) version 11 dated 14 December 2020; 3.2.P.3.1: version 11A
dated 14 September 2021); 3ampoBamKyeTbcs OHOBIEHa Bepcis Jloche MOCHIIKYBAHOTO JiKapChKOTO
3aco0y Ilmane6o s IMU-838-RC ta IMU-838 (Vidofludimus Calcium Tablets / BinoduyaiMmyc Kanblitito,
tabnerku) Bepcia 7 Big 14 rpyans 2020 poky; posain 3.2.P.3.1: Bepcis 7A Bin 14 Bepecus 2021 poky
(IMPD Placebo For IMU-838-RC and IMU-838 Tablets (Vidofludimus Calcium Tablets), version 7 dated
14 December 2020; 3.2.P.3.1: version 7A dated 14 September 2021); BkitoueHHs 10AaTKOBOTO MiCIis
MIPOBEJICHHS KJIIHIYHOTO BUIPOOYBaHHS

No I1.1.B. BiAIOBIZAILHOTO JOCHIIHUKA

n/n Hazpa Micuig mpoBeIeHHS KJIIHIYHOTO BUITPOOYBAHHSI

1. I.M.H., ipo¢. JeapBa M.IO.

KomyHanbHe HiAPHEMCTBO «IlonraBcbka obyacHa KJIHIYHA JKapHs
iMm. M.B. CkriidocoBcekoro IlonraBchkoi 0051acHOT paau», HEBPOJOTIUYHE BiJIUICHHS,
[TonTaBcbkuii  JepkaBHUM  MeOUUHUI  yHiBepcuTeT, Kadeapa HEpBOBUX XBOpoO 3
HEHpOXIpypri€ro Ta MEJUYHOIO T'eHeTHKo, M. [lonTaBa

Howmep Ta nara Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1773 B17 20.08.2021




2 MPOJOBXKEHHS 10/1aTKa 16

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«bararoueHTpoBe, paHI0Mi30BaHe, MOABIMHE cline, Tane00-KOHTPOJIbOBAaHE JOCTIHKCHHS ISl OLIHKH
epeKTUBHOCTI, Oe3meyHocti 1 mepenHocumocti npenapary IMU-838 y maifieHTiB 3 MpOrpecyroynm
po3cisstHUM cKiepo3om», P2-IMU-838-PMS, Bepcis 2.0 Bix 24 yepBast 2021 poky

3asiBHUK, KpaiHa

TOB «Bepywm Kiinikan Picepuy», Ykpaina

CnoHcop, kpaina

«Immynik AT'», Himeuuuna / Immunic AG, Germany

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro aupexkropa Jlupekropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

OnoBieHe noche aociimkyBaHoro npemnapary RO7490677 ta miane6o (IMPD), Bix xosTtHs 2021 p.;
3amydeHHsT JOJATKOBOI BHUPOOHWYOI JUISHKH Uil JOCHIPKYBAHOTO  JIKApChKOTO  3acoly -
PexomGinanTHmit nentpakcun-2 moanau (RO7490677, PRM-151), 160 mMr/8 mi cTepuiabHOTO pO3YUHY
s BHyTpimHboBeHHHX iH(DY3iii: F. Hoffmann-La Roche AG, Ilseiinapis; Tect i3 6-XBUIMHHOIO
X000 — THUMOBI 1HCTPYKIIi Ta MiAOagbOpIOBaHHA, 2-T€ BUIAHHS YKpaiHCbKOIO MOBOW; TecT i3 6-
XBHJIMHHOIO X0/I6000 — TUTIOBI IHCTPYKIIi1 Ta Mi0abOpIOBaHHs, 2-Te BUIAHHS POCIHCHKOI MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 516 Bin 22.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomMizoBaHe, TMOABIHHE cIimne, IJIaNe00-KOHTPOIbOBaHE MAOCTIKeHHS (a3su 3 i OLIHKH
epeKTUBHOCTI Ta Oe3medyHocTi 3acrocyBaHHs PRM-151 y mamieHTiB 3 1110HaTHYHUM JIET€HEBUM
bi6po3om», WA42293, Bepcis 3 Big 13 mucronana 2020 poxy

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnoBiganbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CrnoHcop, kpaina

«®D. Xobhdmanu-JIs Pour JItay [F. Hoffmann-La Roche Ltd.], [lIefinapis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii [Iporokon kiminiuHoro BunpoOyBanas MS200569 0004, sepcis 4.0 Bim 21 >xoBTHs 2021
POKY, aHTJTIHChKOI0 MOBOMW; [H(opmaniiHuii muctok Ta dopma 3roau Bepcis 4.0 ans Ykpainu Bin 25
YKOBTHSI 2021 poky, amanToBaHa Ha OCHOBI MaicTep-Bepcii ocHoBHOI PI3, Bepcii 4.0 Big 21 KOBTHS
2021 poky, «Mepk Xenckea KI'aAy, IIporokon MS200569 0004, aHrniiichKOI0 Ta YKPaiHCHKOIO MOBaMHU;
Honatok no Indopmariitnoro nuctka Ta ¢popmu 3roau Bepcis 4.0 nns Ykpainu Big 25 sxoBTHS 2021 poky,
azlanmToBaHa Ha OCHOBI Maiictep-Bepcii ocHoBHOiI ®I3, Bepcii 4.0 Big 21 xoBtHa 2021 poky, «Mepk
Xenckea KIaAy», Ilporokon MS200569 0004, anrmiiicekoro Ta yKpaiHCbkow MoBamu; Jlocbe
JOCTIKYBAHOTO JIIKapchKoro 3aco0y M5049, sepcist 12.0 3a Bepecensb 2021 poky aHTIIIHCEKOI0 MOBOIO;
3amy4yeHHs I0AATKOBOI HA3BU JUISL TOCIIHKYBAHOTO Jiikapchkoro 3acody M5049: Ennaropan (Enpatoran)

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2777 Bin 02.12.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, mOJBiifHE ciine, MIaneb0-KOHTpoIboBaHe nochipkeHHs Ib  dasu mis  omiHkM
6e3nedHocT] Ta papMakokiHeTHKH npenapaty M5049 npu nepopanbHOMY 3aCTOCYBaHHI y OaraTOKpaTHHX
3pOCTaOUUX /103aX B YYACHHKIB 3 CHCTEMHHM YE€PBOHMM BOBYAKOM Ta 3 IIKIPHUM YEPBOHHM BOBUAKOM,
SIK1 OTPUMYIOTh CTaHAApTHE JiKyBaHHs», MS200569 0004, Bepcis 3.0, Big 05 tpaBusa 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Crnoncop, kpaina

Merck Healthcare KGaA, Darmstadt, Germany / «Mepk Xenckea KI'aAy», Japmmtanr, Himeuunna

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

1.12.2021 Ne 2672
Inentudikaris cyrTeBoi BxmroueHHs 101aTKOBUX MiCIlb IPOBEICHHS KIIIHIYHOTO BUTTPOOYBAHHS .
MONPaBKH Ne [1.Ib. BiAMOBiAaIBHOTO TOCIIAHUKA
n/u Ha3sa micis nmpoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1. 3aB. Bia. Typsauis C.P.

KomyHanpHe HEKOMEpIliHHE MANMPUEMCTBO «3aKaprnarchbka o0JiacHa KJIiHIYHA JIiKapHsS iMEHi
Amnnpis HoBakay» 3akapriarcbkoi 001acHOT pajy, peBMaTOJIOTIYHE BIIIIJICHHS, M. Y KTOpOJT

2. K.M.H. ['acanos 10.U.

HepxaBna ycranoBa «Hamionanbuuii inctutyt Tepamii imeni JI.T. Manoi HamionanpHoi
aKazeMii MEIUYHUX HayK YKpaiHu», BIIAUT KIiHIYHOT (apmakonorii Ta ¢apMakoreHETHKH
HeIH(EKIIMHNX 3aXBOPIOBaHb, M. XapKiB

3. nikap Yymauenko [".A.

MeauuHuii LIEHTp TOBApuUCTBA 3 OOMEXEHOI BiAmoBiganbHicTIO «Menoya-Kminiky,
JTIKYBaJTbHO-TIPOQIIaKTUIHUH minpo3 i, M. Kuis

Howmep Ta nara Hakazy No 2237 Big 18.10.2021
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Hasga kiiHiuHOTO «bararorieHTpoBe, paHAOMi30BaHe, MOJBIHHE clline, Manedo KOHTPOJbOBAaHE KIIIHIYHE JOCHIHKEHHS 2a

BUIIPOOYBaHHS, KO/, ¢dazu 118 OIiHKM e(eKTHUBHOCTI Ta Oe3MeYyHOCTI MPU3HAYEeHOi MiJMKIPHO KOMOIHOBaHOI Tepamil

Bepcid Ta Jara rycenpkymaly Ta rosiiMmymaly y Mali€HTiB 3 aKTUBHUM ncopiaTudHuM apTputom», CNTO1959PSA2003,
Big 08.06.2021 p.

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

CnoHcop, kpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris

CynyTHi —

MaTepiaau/mpenapaTu

| CymyTHBOI Tepamii
B.o. renepasqbHoro nupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonarox 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Bbpomypa mocmimgHuKa I TOCHTIKYBAHOTO JIIKapchKoro 3aco0y nazeptinio (YH25448), Bepcis 9.0 Bix
16 mumas 2021 poky; Indopmaris nis nmanienta Ta @opma iHGopMOBaHOT 3roau, MOJENb A YKpaiHu,
Bepcis 3.0 Big 22 BepecHs 2021 poky (ykpaiHCBbKOIO Ta pociiicbKkor MoBaMu); [HdopMmallis A naiieHTa
ta ®opma iHpopmosanoi 3roau (IlepexpecHe mocmipkeHHs), Moxenb s Ykpaiam, Bepcis 3.0 Bix 22
BepecHs 2021 poky (ykpaiHChKOIO Ta POCIHCHKOI0 MOBaMH )

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2243 Bin 05.10.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, mojaBiiiHe ciine gociimkeHHs ®azu Il ana omiHkKM edeKTUBHOCTI Ta OE3MEeYHOCTI
na3epTiHiOy B MOPIBHSAHHI 3 reiTiHIOOM K Teparii mepuioi JiHii B MAI€HTIB 3 MICLEBO-TIOUIMPEHUM a00
METaCTaTUYHUM HEAPIOHOKIITUHHUM pPaKOM JIeTE€HIB 3 MYTAIli€lo, 110 CEHCUTU3YE PpEeLEenTop
enigepMaiibHOTO pakTopa pocty», YH25448-301, Bepcis 2 Bix 03 Bepecus 2020 poxy

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnoncop, kpaina

Yuhan Corporation, Republic of Korea / FOxan Kopmopeiinix, Pecriyomika Kopest

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

[TonoBxeHHS TEpMiHY TPOBEACHHS KIIIHIYHOTO BUIIPOOYBaHHS B YKpaiHi 10 13 rpynns 2022 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 423 Bin 12.04.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«KoMOiHOBaHI, TOJBIHHO-CIIII, paHJIOMI30BaHi, IIane00-KOHTPOILOBAHI AoCiipKkeHHs (a3u 3 s
OLIIHKHU €(EKTUBHOCTI i Oe3neyHocTi (PIroTiHIOY /U CTUMYITIOBaHHS Ta 30€pEXKEHHS pEMICii y Malli€HTiB
13 xBopoOoto KpoHa cepeHbOTo Ta TSKKOTO CTYyIEHs akTHBHOCTI», GS-US-419-3895, 3 iHkopnopoBaHotO
nonpaskoro & Big 01 TpaBus 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIIAJIGHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CrnoHcop, kpaina

Gilead Sciences, Inc., CIILIA

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

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




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa mociigauka R076477 (paliperidone) and R092670 (paliperidone palmitate), Buganus 22 Bix

11.08.2021 p.; 3MiHa Ha3BH MICIIS POBEACHHS KJITHIYHOTO BUITPOOYBaHHS:

byno

3aB. Big. Camconosa JI.O.

Komynansuuit 3axmnan JIbBiBcbkoi 001acHOT paau
«JIbBIBCHKUHT oOacHui KIIHIYHAN
TICHXOHEBPOJIOTIYHUN JUCHAHCEP», I1I10000BE
crarfionapsae BiaieHas Ne2, M. JIbBiB

Crano
3aB. Big. CamconoBa JI.O.
KomyHasibHe  HEKOMEpIiiiHE  MiANPHEMCTBO
JIpBiBChKOi ~ oOmacHOi  paam  «JIbBIBCHKHIA
oOJlacHUM  KJIIHIYHUH  TICHXOHEBPOJIOTTYHHMA
TIICTIAHCEP», iogo60Be CTalliOHapHE

Bigminenas Ne2, m. JIbBiB

Howmep ta nata Hakasy
MO?3 11010 3aTBEpHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2006 Big 02.10.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«BigkpuTe, 3 OJHUM PYKaBOM JIIKYBaHHS MMOJOBXEHHS MOABIHHOTO CIIINOT0, paHI0MI30BaHOTO, aKTUBHO
B MapajieIbHUX TIpynax KIIHIYHOIO JOCHIKEHHS NalilNepuioHy MaabMITaTy

KOHTPOJILOBAHOTO,

mectumicsaunoi aii», R092670PSY3016, 3 [Tonmpaskoro 2 Bix 15.12.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Cnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary
(apManeBTHYHOTrO 3a0e3Me4YeHHA

Isan 3AZIBOPHHUX




JonaTtok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nmocmigaumka CNTO1959 (guselkumab), Bumanns 12 Big 30.08.2021 p.; IHCTpyKmis 3
KOPHUCTYBaHHSI aBTOIH €KTOPOM TIperapary ryceibkymad abo ruiane6o, 2mi yKpaiHChKOI MOBOIO BepcCis
1.1 Bim 02 uepBHs 2021 p.; [HCTpyKIig 3 KOpUCTYBaHHS aBTOIH €KTOPOM IIpenapary ryceibkymad abo
tane6o, 2mit pociiicbkoro MoBoto Bepcist 1.1 Big 02 gepus 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2110 Big 16.09.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«bararoreHTpoBe, paHIOMI30BaHe, MOABIMHE cIiimne, Mmianedo0 KOHTPOJIbOBAHE, B MapalieIbHUX TpyHax
KIIHIYHE JOCTI)KeHHS TycellbkyMal0y y TAIli€HTIB 3 AaKTUBHUM BOBYaKOBUM HEQPUTOMY,
CNTO1959LUN2001, 3 monpaskoro 2 Big 20.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




Honatok 24
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Bbpomypa pocnigHuka AOCTiKYBaHOTO JiKapchkoro 3aco0y dinrotinid (GS-6034), Bumanus 16 Bin
02 Bepecus 2021 poxy aurmiiicekoro MoBoo; IHdopmarniitnuii aucTok Ta dopma iHGOPMOBAHOT 3roaAu
namieHTa st Ykpainu, Bepeisa 11.1 Big 23 Bepectst 2021 poky yKpaiHCHKOIO Ta pOCIMCHKOI0 MOBaMU

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 915 Bix 08.08.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«bararonieHTpoBe, BIIKpPHUTE, JOBFOTPUBAJEC MOJOBXKEHE MOCIIDKEHHS [UIs OLIHKKM Oe3MeYHOCTI Ta
epeKTUBHOCTI 3acTocyBaHHs (inroTiHIOy B Mami€eHTiB i3 peBMaroigHuM aptputom», GS-US-417-0304,
nonpaska 6 Big 11 uepsus 2021 poxy

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «D®APMACBIOTIKAJI PICEPY

ACCOVIIMENUTC YKPATHA» (TOB «DPA YKPATHA»)

Crnoncop, kpaina

Gilead Sciences, Inc., CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTtok 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Bbpomypa pocnigHuka AOCTiKYBaHOTO JiKapchkoro 3aco0y dinrotinid (GS-6034), Bumanus 16 Bin
02 Bepecus 2021 poxy aurmiiicekoro MoBoo; IHdopmarniitnuii aucTok Ta dopma iHGOPMOBAHOT 3roaAu
narnienTa, Bepcis 10.1.0 Bix 22 BepecHs 2021 poky ykpaiHCBbKOIO Ta pociiickkoro MoBamu; dopma 3roau
MapTHEPKH Ha MOJANbIIEC CIOCTepeXEeHHs 3a BariTHicTio, Bepcis 2.1.0 Bim 12 xoBtHa 2021 poky
YKpaiHCHKOIO Ta POCIHCHKOI0 MOBAaMU

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 423 Bin 12.04.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Kom0iHOBaHi, MOABIMHO-CIIMI, paHAOMI30BaHi, IUIae00-KOHTPOILOBAHI MOCHiDKeHHS (a3u 3 s
OLIIHKHM €(eKTUBHOCTI i Oe3neyHocT! (PUIroTiHIOY JUIsl CTUMYJIIOBaHHS Ta 30€peKEHHS peMicii y Malli€eHTIB
13 xBopoOoto KpoHa cepeiHbOTo Ta TAKKOTO CTyIMEeHs akTUBHOCTI», GS-US-419-3895, 3 iHkopnopoBaHO10
nonpaskoro & Big 01 tpaBHs 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIJAJIBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

Crnoncop, kpaina

Gilead Sciences, Inc., CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




JlonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Honarok - Mogens nns Ykpainu, Bepcis 1.0 Big 10 >xoBTHS 2021 poky, YKpaiHChKOIO Ta POCIHCHKOIO
MoBamu - 110 Indopmanii as mamienta i @opmu indopmosanoi 3roau (mist wactuau 11 gocmimkeHHs),
Bepcii 8.0 Bix 28 kBiTH 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 70 Bix 31.01.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomMizoBaHe mojBiliHE Ciine Iuiane00-KOHTPOIbOBaHE OaraTOIEHTPOBE JAOCIiKeHHs (a3u 2b, 1mo
MPOBOAMTHCS Y TapalieIbHUX TPyIMax 3 METO OI[IHKKA 0e3MmeyHOCTi Ta e(EeKTHBHOCTI 3aCTOCYBaHHS
npemnapaty JNJ-64304500 y narienTtiB 3 xBopo6or Kpona B akTuBHiH ¢azi BiJl CEpeTHBOr0 10 BAKKOTO
CTymeHs TshKKocT», 64304500CRD2001, 3 iHkopriopoBaHoto nomnpaskoro 7 B 04 uepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnoncop, kpaina

«STuccen-Cinar Intepuerran HB», Benbris / Janssen-Silag International NV

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3NMeYCHHS Isan 3AZIBOPHHUX




Jonartok 27

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Bbpomypa pocnigHuka AOCTiKYBaHOTO JiKapchkoro 3aco0y dinrotinid (GS-6034), Bumanus 16 Bin
02 Bepecus 2021 poxy aurmiiiicekoro MoBoro; IH(popmanilinuii TucTok Ta hopma iHPOPMOBAHOI 3rOH
narienTa, Bepcis 9.1.0 Big 05 >xoBTHs 2021 poKy yKpaiHCHKOIO Ta pOCIMCHKOI0 MOBaMU

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 423 Bin 12.04.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«JloBroTpuBasne moJI0OBXKEeHE JTOCHIIKEHHs A OI[IHKK Oe3neku (QiroriHi0y B MAI[EHTIB 13 BUPA3KOBUM
komiTom», GS-US-418-3899, 3 inkopriopoBaHor0 momnpaBkoro 7 Bix 23 6epe3ns 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIJAJIBHICTIO «®APMACBIOTIKAJ PICEPY
ACCOVHIMEUTC YKPATHA» (TOB «®PA YKPATHAY)

Crnoncop, kpaina

Gilead Sciences, Inc., CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepaibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaTok 28

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-3475-905, Bepcis 2.01 Big 23 sxoBTHs 2021 p., yKpaiHCBKOIO MOBOIO, iH(DOpMmallisa Ta
JOKYMEHT Ipo iH(opMOBaHy 3roay mJis maiienrta; Ykpaina, MK-3475-905, Bepcia 2.01 Bix 23 >k0BTHS
2021 p., pociiicbkor0 MOBOIO, iHpOpMAILis Ta JOKYMEHT Mpo iHOpMOBaHyY 3roy JAJs Halli€eHTa

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane nmociimkenas III ¢a3m g omiHKM HHUCTEKTOMII B KOMOIHAII 3 TepionepamiiHiuM
3aCTOCYBaHHSM TeMOpoJi3ymMaldy Ta IS OIIHKK ITUCTEKTOMii B KOMOIiHamii 3 mepionepaliiHuM
3acTOCYBaHHAM eH(pOpTymMaldy BENOTHHY Ta MeMOpoIi3yMaldy MOPIBHSAHO 3 TMPOBEACHHAM TIIbKU
LUCTEKTOMIT JUIsl yYaCHHUKIB 3 M’SI30BO-IHBa3UBHUM PaKOM CEYOBOT0O MIXypa, SKUM HE MOXHa IMPOBOJAUTH
mikyBanHs nuciuiatuHoM (KEYNOTE-905/EV-303)», MK-3475-905, 3 iHKOPHOPOBAHOK IOMPABKOO
04 Bix 14 xBiTHa 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

CnoHncop, kpaina

«Mepk apn Exn Joym Kopr.», nouipue nianpuemctso «Mepk Exn Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

MK-3475-630, Vkpaina, Bepcis 01 Bim 22 xoBTHa 2021 poky, yKpaiHCBKOK MOBOIO, iH(opmaris Ta
JOKYMEHT Tipo iHdopMoBaHy 3roay mis mnamieHta; MK-3475-630, Ykpaina, Bepcis 01 Big 22 >KOBTHs
2021 poky, pociiicbkol MOBOIO, iH(oOpMalis Ta JOKYMEHT mpo iHGOPMOBaHY 3roAy JUis MAalli€HTa;
BxitoueHHs JOAaTKOBOTO MICIISl POBECHHS KITHIYHOTO BUITPOOYBaHHS:
No I1.1.b. BiAmOBIAAILHOTO JOCHIIHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. nikap 3penux JI.B.
Menuunuii  1eHTp «YHiBepcanbHa kiiHika «OOepiry ToBapucTBa 3
BiIMOBiHaNbHICTIO « KanmuTany, KIIHIKO-KOHCYIbTaTHBHE BLIIICHHS, M. KuiB

00OMEKEHOIO

Howmep ta nara Hakasy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1773 Bin 20.08.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanmomizoBaHe, mOjBiKHE crine, IUIane0o-KOHTpoiaboBaHe nochipkeHHs Il da3su nnsg  omiHkM
neMOpoJiizymMady MOPIBHAHO 3 IUIanedo sIK aJ’FOBaHTHOI Tepamii Micis omeparii Ta ONpOMiHEHHS B
YYaCHUKIB 3 MICIIEBO PO3MOBCIO/IKEHOIO TJIOCKOKIITUHHOK KapIIMHOMOIO IIKIPH 3 BUCOKUM CTYIEHEM
pusuky (KEYNOTE-630)», MK-3475-630, 3 inkopriopoBanoro nornpaskoto 07 Big 09 ceprast 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn ena Joym Koprm.», nodipue nianpuemctso «Mepk enn Ko., [Hk.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatox 30

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

BxmroueHHs 101aTKOBOTO MICIIS TPOBEICHHS KITHIYHOTO BUIIPOOYBaHHS .
No I1.1.B. BiAIOBIMAJILHOTO JOCHITHUKA
/i Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1. I.M.H., mpod. Ximion JI.B.
Komynanene HexomepmiiiHe mignmpuemctBo KuiBchkoi oOmacHoi pamum «KuiBchka oOmacHa
KJIIHIYHA JIIKapHs», By3bKOCIEIiaTi30BaHe TepaneBTHUHe BiaineHHs, M. Kui

Howmep ta narta Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 2237 Big 18.10.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratoueHTpoBe, paHJa0Mi30BaHe, MOABIWHE ClIile, M1anedo0 KOHTPOJIbOBaHE KIIHIYHE JOCIIIKEHHS 2a
¢da3u 1 OWIHKM e(eKTHBHOCTI Ta O€3MEeYHOCTI NPU3HAYEHOI MiAMKIpHO KOMOiHOBaHOi Teparii
rycenbkymMaly Ta rojiMyMady y Mali€HTiB 3 aKTUBHUM TicopiaTuaHuM apTputom», CNTO1959PSA2003,
Bix 08.06.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Crnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Honatok 31

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-3475-B68, [adopmarris Ta 1okymMeHT 1po iHGOpMOBaHy 3roy s marieHTa, Bepcis 1.01
Big 21 xoBTHs 2021 p. ykpainchkoro MoBow; Ykpaina, MK-3475-B68, Indopmanis ta JOKyMEHT po
iH(hopMoBaHy 3roay ais naiienrta, Bepcist 1.01 Big 21 sxoBTHs 2021 p. pociiicbkoI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3ssa xiiniuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Jocnimkenns Il ¢a3u nemOponizymady (MK-3475) koxHi 6 TUXKHIB Y MAlli€EHTIB 3 PELUIUBYIOUO0IO 200
pedpakTepHOI0 KIacu4HOIO JTiMpomoro XomKKiHa ad0 y MaIieHTiB 3 PEUUANBYIOUOI0 a00 pedpakTepHOIO
MEPBUHHOI0 MeiacTHHAIBbHOI B- kpynHokmiTHHHOWO NiMpomoro», MK-3475-B68, 3 i1HKOPIOPOBaHOIO
nonpaBkoro 01 Bix 30 uepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn ena Joym Kopn.», nouipuae mianpuemctso «Mepk enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

[Hpopmarris Ta JOKyMEHT TIpo iHGOPMOBaHY 3roAy Juis marieHnTta, Bepcis 08 Bix 25 >xoBTHS 2021 poky,
i YKpaiHu, yKpaiHChKOI0 MOBOIO; [H(opMmalis Ta JOKYMEHT Mmpo iH(GOpPMOBaHY 3Troay Uil Mali€HTa,
Bepcis 08 Bix 25 xostHs 2021 poky, ana YKpaiHu, pociiicbKOI MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 9 Bin 02.01.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, Il ¢a3m, moxasiitHe ciime QocHipPKeHHS KOMOiHaIii TpacTy3ymaly, XiMioTeparii Ta
nmeMOpoITi3ymMaldy y MOpIBHSAHHI 3 KOMOIHAIi€r0 TpacTy3ymaly, XimioTepamii Ta Turanebo sk Teparil
nepmoi I y mamieHtiB 3 HER2-mo3uTMBHOIO METaCTaTUYHOIO aJ€HOKApPIIMHOMOIO IHUIYHKY abo
nutyHKoBo-cTpaBoxigHoro 3'enqHanas (KEYNOTE 811)», MK-3475-811, 3 iHKOpIIOPOBAaHOO MOTIPABKOKO
07 Bin 24 gyepBHa 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianopiganbHicTi0 «MCJl Ykpaina»

Cnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipue nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 33
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)
1.12.2021 Ne 2672
Inentudikaris cyrTeBoi Jluct-po3’sscaenns a0 cekmii 7.1 Bim 11 xoBtHs 2021 poky mo mnporokony MK-7902-012 3
MONPaBKH iHKopniopoBaHoro nonpaskoto 03 Bix 28 TpaBus 2021 poky, aHrmilicekor0 MoBoko; Ykpaina, MK-7902-
012, Bepcis 1.03 Bim 13 xoBTHa 2021 poKy, YKpaiHCBKOI MOBOIK, iH(OpMaIlis Ta JOKYMEHT IpO
iHpopmoBaHy 3roay Ui manieHTa; Ykpaina, MK-7902-012, Bepcis 1.03 Big 13 >xoBtHsa 2021 poky,
pociiicbkor0 MOBOIO, iHpoOpMaIlis Ta JHOKYMEHT Ipo iH(opmoBaHy 3roay A maimieHTta; I[HCTpykuii i3
3acTOCyBaHHs JieHBaTHHIOy/mutane6o: MK-7902-012 (E7080-G000-318) OCTATOYHA Bep. 3 (13
ceprius 2021 p.), ykpaiHCbKOIO MOBOIO 1711 YKpainu; [HeTpykiii i3 3acTocyBaHHs JeHBAaTHHIOY/miaie6o:
MK-7902-012 (E7080-G000-318) OCTATOUYHA Bep. 3 (13 cepmus 2021 p.), poCiiiCbKOIO MOBOO st
Vkpainn; MK7902-012_02_(E7080-G000-318) IlociOHuk mamieHTa MO0  Bi3UTIB_YKPaiHCHKOIO
MoBor st Ykpainu 28 cepmus 2019 p.; MK7902-012_02_(E7080-G000-318) IlociOHuk maiieHTa
10710 Bi3UTIB_pOCIHCHKOIO MOBOIO it YKpainu 28 cepnus 2019 p.

Howmep Ta narta Hakazy Ne 1143 Big 15.05.2020
MO3 110110 3aTBEpIHKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

HasBa kiiHiuHOTO «bararoreHTpoBe, paH/1I0Mi30BaHe, MO/BiiHE Cllille, KOHTPOJIBOBAHE 32 JI0IIOMOI0I0 AKTUBHOTO IIpenapaTy
BUNPOOYBaHHS, KO, kimiHiuae gocnimxenHs I gasu mis ominku 6e3nexku ta epextuBHOCTI eHBaTuHIOY (E7080/MK-7902) 3
Bepcid Ta Jara nemOponizymabom (MK-3475) y mnoenHanHi 3 TpaHcapTepianbHoro ximioemobOomizauiero (TACE)

nopiBHsiHO 3 npoBeAeHHSIM Tulbkd TACE y y4acHMKIB 3 HEBMJIIKOBHOK / HEMETacTaTMYHONO
renatouemosipHoro kapunHomoro (LEAP-012)», MK-7902-012, 3 inkopnopoBaHoto nonpaBkoro 03 Bix
28 tpasHs 2021 poky

3asiBHUK, KpaiHa ToBapucTBo 3 0OMexeHoro BianopinanbHicTiO «MCJl Ykpaina»

CnoHcop, kpaiHa «Mepk lapn Enn Joym Kopn.», nouipne nianpuemctso «Mepk Eng Ko., [Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

MaTtepiaiu/mpenaparu

| CyIyTHBOI Teparii
B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




Honatok 34
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-3475-598, Bepcis 3.02 Bim 27 xoBTHS 2021 p., yKpaiHCBKOIO MOBOIO, iH(DOpMmallis Ta
JOKYMEHT Ipo iH(opMOBaHy 3roay AJis maiienrta; Ykpaina, MK-3475-598, Bepcia 3.02 Bix 27 >KOBTHS
2021 p., pociiicbk0r0 MOBOIO, iH(pOpMAaIIis Ta JOKYMEHT Mpo iHPOPMOBaHY 3To1y ISl Malli€HTa

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 466 Bix 13.03.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane moagiiiHe ciine nocnimkenns I daszu, mopiBHAHHS KOMOiHAIil meMOponizymaly Ta
immiMymal0y 3 KomOiHamiero memMOponi3ymMady Ta Iianedo y paHilmie HeNIKOBAaHMX IMAIli€HTIB 3
METaCTaTUYHUM HEAPIOHOKIITUHHUM pakoM JereHb 4 craaii 3 PD-L1-mo3utuBHUMH NyXJIMHAMU
(TPS >50%)(KEYNOTE-598)», MK-3475-598, 3 inkoprnopoBanow momnpaBkoro 06 Bix 11 rpymHs
2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianopiganbHicTi0 «MCJl Ykpaina»

Cnoncop, kpaina

«Mepk apn Exn Joym Kopr.», nouipre mianpuemcto «Mepk Ena Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CHIA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0€e3Me4YeHHS

IBan 3AZIBOPHUX




Jonatok 35

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris cyrreBoi 3MiHa HAa3BU MICIIS POBEACHHS KIIIHIYHOTO JOCIiPKEHHS !

MIOIPaBKH Bbyno Crano
3aB. Big. [Tonenxos C.E. 3aB. Big. [Tonenkos C.E.
KomynansHuit JikyBanbHO-TipodinakTuuHuii | KoMyHaneHe  HEKOMepIiiHE  MiAIpPUEMCTBO
3akna «YepHiriBcbkuilt 001acHU OHKONOTIYHUH | «HepHITIBCBKUI MEAWYHMHA IIEHTP Cy4acHOI
JIUCIIaHCEPY, MaMOJIOT14HE BIIIIJICHHS, | OHKOJIOTi1»  YepHiriBcbkoi  00JIacCHOiI  paju,
M. YUepHiris MaMoJIOTiYHE BIJJIJICHHS 3 PEKOHCTPYKTHBHO-

TUIACTUYHOIO Xipyprieto, M. YepHiriB

Howmep Ta nara Hakasy Ne 1399 Big 27.07.2018
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kiiH14HOTO «bararonieHTpoBe paHAOMI30BaHE MOJBIMHO CIlill€ TOPIBHAJIbHE JOCHIKEHHS €(QEeKTUBHOCTI Ta
BUIIPOOYBaHHS, KOJI, 6e3neunocti npenapaty EG12014 (tpacty3ymaly «Eiip/lxenikc») 1 'epuentuny® mnpu mpoBeaeHHI
BepCis Ta JaTa HeoaJl't0BaHTHOI Tepamnii namieHTkaMm 13 HER2-mo3uTuBHUM pakoM MOJIOUHOI 3a703M paHHBOI CTaiil y

MOEJIHAHHI 13 CHUCTEMHOIO Tepami€l0 Ha OCHOBI Ipernapary aHTPAaLMKIIHOBOTO psiay 1 MakIiTakcemly
(ITT paza xminiuHuX gociigxkeHs)», EGC002, ocrarouna peaakiis 3rigHo 3 [lonpaskoro 4 Big 02 Gepesnst

2020 p.
3asiBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJJAJIBHICTIO «ITI EC AU-YKPATHA»
CrnoHcop, kpaina «Enplxenike [nxopnopeiiten» (EirGenix, Inc.), TaiiBans, Peciy6nika Kuraii
CynyTHi —
MaTepiaau/mpenapaTu

CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




Jonatok 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

301IbIICHHS KIJTBKOCTI TAIli€HTIB, SKI MPUHUMATUMYTh Y4acTh y KIIHIYHOMY JOCIIKeHH] B YKpaiHi 3 40
10 60 ocib Ta y cBiTi 3 60 10 72 ocib

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, MoJBIHE ciuine, Mmiane00-KOHTPOIbOoBaHe NociimkeHHs npernapary BBT-401-1S npu
NEepOpaTbHOMY 3aCTOCYBaHHI y MAI€HTIB 13 BUPA3KOBUM KOJIITOM CEPEIHBOTO Ta BAXKKOTO CTYIEHS, 0
BKJIIOYA€ BiJNOBi/Ib-aJalITUBHY MOABIHHY ciiny a3y momoskeHoro JikyBanHs», BBT401-UC-005,
Bepcis 5 Bix 02 ceprust 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnosiganbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CrnoHcop, kpaina

Bridge Biotherapeutics, Inc., Pecniyoiika Kopest

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepaabnoro jupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Honatox 37

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi OnoBnenuii mportokosn 3 mompaBkoro 2 Big 03.08.2021 p.; bpomypa mocmimnuka CNTO1959
MONPaBKH (guselkumab), Bumanns 12 Bix 30.08.2021 p.; [ndopmaris mis nanienta Ta @opma iHPOPMOBAHOT 3roaH,
Bepcis 6.0 ykpaincbkoro MoBow st Ykpainu Big 01.10.2021; Indopmanis mis mamienta ta dopma
iHpopmoBaHoi 3roau, Bepcis 6.0 pociiickkoro MoBoto st Yipainu Bix 01.10.2021; OnoBnenuit po3min
3.2.S nocwe I3 rycenpkymab (CNTO1959), cepnenn 2021 p.; OnoBnenuii po3ain 3.2.P mocee JJI3
rycenpkymad (CNTO1959), monepenuro 3anmoBHenui mmpui, 100 mr/mi, cepriers 2021 p.; OHoBieHUH
posain 3.2.P nocwe mnanedo 1o JJI3 rycenpkymad (CNTO1959), 100 mr/mn, kBitens 2021 p.; OHoBieHUMH
po3min 3.2.A mocke JIJI3 rycenpkymad (CNTO1959), kBitens 2021 p.; OnoBnenuit po3nain 3.2.R nocke
JJI3 rycenskymad (CNTO1959), Big 07.05.2021 p.; Briatouenns BupoOHuvoi autsiaku Catalent Pharma
Solutions, Kuraii, s 1J13 rycenskymad (CNTO1959), po3unn 1uis iH’€Kiiid y onepeIHb0 3alI0BHEHOMY
mmpuni, 1 ma, 100 mr/mn, ta mnanebo A0 ryceiabkymalOy, poO3uuH JUIsl 1H’ €KL y ToNepeaHbo
3amoBHeHOMY mmnpuii, 1 mi; Bxmouenns Bupoonuuoi ninsHku Catalent Germany Schorndorf GmbH,
Himeuunna, mns JIJI3 rycenpkymad (CNTO1959), po3unH ans iH’€KUild y MONEPEeTHHO 3allOBHEHOMY
mmpuii, 1 mim, 100 mr/mi, Ta mmanebo A0 rycenbkymaly, pO3YdH Ui 1H €KIIA y TONepeaHbo
3armoBHEHOMY Impuil, 1 mi; Brirodenns BupoOHu4oi ainsaku Catalent Pharma Solutions, LLC, CIIA,
g JJUI3 rycenskymad (CNTO1959), po3uun i 1H €KUIA y TONEPEIHbO 3alIOBHEHOMY IINpuI, 1 mi,
100 mr/mi, Ta muanebo 10 ryceabKymaly, po3uMH JAJs 1H €Ki y MonepeHbo 3aloBHEHOMY LINpHIl, 1
MIT

Howmep 1a nara nHakasy Ne 767 Bin 02.04.2020
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PannomMizoBaHe, 0araToleHTpoOBE, MOABIMHE CIIiIE, MIae00-KOHTPOILOBAHE KIIIHIYHE JOCTiHKeHHS 2b /
3 ¢da3u B mapanenpHUX Tpynax g OIIHKK €(pEeKTHBHOCTI Ta OE3MEeYHOCTI rycenbkymMaldy B Mali€HTIB i3
CePeIHBOr0 CTYINEHIO TSDKKOCTI Ta TSODKKUM aKTHMBHMM HECHCHHM(IYHUM BHUPA3KOBUM  KOJIITOMY,
CNTO1959UCO3001, COVID-19 Homarox Bixm 14 tpaBusa 2020 poky o IIpoTokony KiiHIYHOTO
nociipkeHHs CNTO1959UCO3001 3 mompaskoro 1 Bix 08.01.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HBy, benbris

CnoHcop, kpaina

«IHCCEH ®APMAIEBTUKA HBy, benbris

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro aupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




Jonatok 38
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii Ilporokon kminiuHoro pociimxeHHs RSJ10135, penmakmis 1.1 Big 18 cepmusa 2021 p.;
CHHOITICHC OHOBJICHOTO TPOTOKONY KIIIHIYHOTO IOCHipKeHHs, pemakimis 1.1 Big 18 cepmus 2021 p.,
MepeKIIaj 3 aHTHChKOI MOBU Ha yKpaiHChKy MOBY Bill 12 sxoBTHs 2021 p.; [Hdopmaris 11 namieHTa ta
dbopMma iHPopMOBaHOi 3roau, octaTouHa pepakiis 2.0 s Ykpainu Big 15 xoBtHsa 2021 p., octaTouHuit
MepeKyIaj 3 aHrMichbkoi MOBUM Ha yKpaiHCbKy MOBY Bif 21 xoBTHs 2021 p., octaTouHu# mepekiaj 3
aHTITIMCHKOT MOBHU Ha POCiiichbKy MOBY Bix 21 skoBTHs 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Jocnimkenns Il ¢a3u 3 MeToro OLIHKM €PEeKTUBHOCTI Ta JOBTOCTPOKOBOI OE3MEYHOCTI Mpenapary
SHRO0302 anst iHAYKIIHHOT Ta NIATPUMYIOYOT Teparmii NaIli€HTIB 13 CEPEIHBOTIKKUM 1 TSHKKUM 1epedirom
BHUPA3KOBOI'0 KOJITY B akTUBHIN ¢a3i», RSJ10135, penaxuis 1.0 Big 22 Gepe3ns 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaina

«Peiictoyn baitopapma Komnani Jlimiten» [Reistone Biopharma Company Limited], Kurait

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexkroparty

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatox 39

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoOBJIEHUH TPOTOKOJN KIIiHIYHOTO BUNpoOyBaHHA MK-6024, 3 iHKOpropoBaHOW mompaBkow 02 Bifx
26 cepmus 2021 poky, aHrmiiicbkoro MoBoto; Ykpaina, MK-6024-001, Bepcis 1.00 Bix 21 xoBtHs 2021 p.,
yKpaiHChKOIO MOBOIO, iHGOpMaIlis Ta JOKYMEHT Mpo iHGOopMOBaHy 3rojy Juid maiieHnrta; Ykpaina, MK-
6024-001, Bepcis 1.00 Bim 21 sxoBTHS 2021 p., pOCiiicbKOIO MOBOIO, iH(opMaIis Ta JOKyMEHT IpO
iH(opMOBaHy 3roay Ajs MAllieHTa; 3MiHA TPUBAJIOCTI KIIHIYHOIO BUIIPOOYBaHHS B YKpaiHi 3 2 pPOKiB
7 micsuiB 10 1 poky 4 wmicsmiB; 3MiHa TPUBAJIOCTI KIIHIYHOTO BUIPOOYBaHHSA Yy BCIX KpaiHax Jie¢ BOHO
MIPOBOAUTHCS 3 2 poKiB 9 MicswiB 10 1 poky 6 MicsiiB; 3alydeHHs JOJATKOBUX MPEAMETIB sl MAIli€HTIB:
CYMKa-XOJIOJWIILHUK JIJISl TIEPEHECCHHSI JOCIIKYBAHOTO TIperapary, KOHTeHHep JUIsl YTHIIi3alii TOoJIoK Ta
MEIUYHUX BiIXOIIB

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1773 Bin 20.08.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanzomizoBaHe, BIIKpUTE AOCHIUKEHHsA 2a a3y 3 akTMBHHUM IHpenapaToM MOpPIBHSAHHS B SIKOCTI
KOHTPOJIIO, JUIsl OLIHKKM e¢eKTUBHOCTI Ta Oe3neku edinoneraytuay (MK-6024) y mnamieHTiB 3
HEaJIKOTOJILHOIO JKHPOBOIO XBopoOoro meuinkuy, MK-6024-001, 3 inkopnopoBaHoto nomnpaskoro 01 Bix
17 motoro 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk apn enn Joym Kopn.», nodipre nianpuemctBo «Mepk ena Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatox 40

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnosnenuii [Ipotokon kiminiuHOoro BUnpoOyBanHs AMT-101-203, Bepcis 3.0 Bixm 26 xoBtHs 2021 p.,
aHITMChKOI0 MOBOIO; [H(OpMaisa s yuacHuka i ¢popma iHpopMoBaHOi 3roau, Bepcist 3 Big 26 KOBTHS
2021 p., ykpaiHCBbKOIO Ta POCIHCHKOI0 MOBaMU

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, miane00-KOHTPOJILOBAHE, MOJBIHHE CIlille, Y MapalejbHUX Ipyrnax, nourykose, ®aza 2,
nocmiKeHHs: eekTuBHOCTI 1 Oesmevnocti npenapaty AMT-101 nmiast mepopaibHOTO 3acTOCYBaHHS y
MOETHAHH] 3 aJagiMyMa0oM Yy Malli€HTiB 3 BUPA3KOBUM KOJITOM CEPEAHBOIO a00 TSHKKOTO CTYIEHS,
AMT-101-203, Bepcis 2.0 Big 30 BepecHst 2020 poky.

3asiBHUK, KpaiHa

TOB «biomamacy, Ykpaina

Crnoncop, kpaina

Applied Molecular Transport Inc. /«Emnaiin Monekstonap Tpencnoprt Iuk.», CLIHA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /[upekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatok 41
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

3anpoBaKyeThcst oHOBIeHUH [IpoTokon kimHIYHOTO nociimkenHs, Bepcis 4.0 Bix 30 BepecHs 2021 poky
(aHTTICHKOI0 MOBOI0); 3ampoBa/KYEThCss OHOBIEHWH [HdopmamiiiHMii TUCTOK mamieHTa 1 ¢opma
iH(popmoBaHoi 3roau, Bepeig 5.0 Big 2 muctonaga 2021 poky (aHrIiCHKOI0, YKPaiHCHKOO Ta POCICHKOI0
MOBaMH ); 3alpOBaKYETHCSI OHOBJICHUN 3pa30K €THKETKU (MapKyBaHHs) 3 1HGOPMAITIEIO TIPO Tpenapar

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 230 Bin 30.01.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«PanmomizoBaHe, TOJBIMHE clIile, TIane00-KOHTPOJILOBAHE, 0araToIEeHTPOBE MOCIIHKCHHS da3u 2 s
OLIIHKY BIUIMBY mpenapaty IMU-838 Ha akTHUBHICTh 3aXBOPIOBaHHS, sIKa BUMIPIOETHCS 3a pe3ylibTaTaMu
MarHiTHo-pe3oHaHcHoi ToMorpadii (MPT), a Takox Oe3neyHICTb 1 NEPEHOCHMICTh Yy TMAlll€HTIB 3
PEUANBYIOYUM-peMITyI0UnM po3cissHuM ckiiepozoM (PPPC) (EMPhASIS)», P2-IMU-838-MS, Bepcis 3.0
B1J1 28 ceprHs 2020 poky

3asiBHUK, KpaiHa

Toapuctso 3 oomexeHoto BianosigansHicTIO «BEPYM KIIIHIKAJI PICEPY», Ykpaina

CnoHncop, kpaina

«Immynik AT'», Himeuauna / Immunic AG, Germany

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 42

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnosnenuii [Ipotokon kminignoro nocmimkenas ICP-CL-00112, sepcis 4.1 Big 30 Bepecus 2021 poky;
Bpomypa nocminauka Openadbpyrunioy (ICP-022), sunanus 7.0A Big 11 ceprust 2021 poky, aHTIIHCHKOO
MOBO1; OOIpyHTYBaHHSI «OYiKyBaHOCTi» cepiiozHux mnoOiuHux peakuiii (CIIP) uepe3 3actocyBaHHS
OpenabpyTtuniOy, MOB’sA3aHUX 13 TMOOAMHOKMMH BHIIAJIKAMH 3aXBOPIOBAHOCTI y IMOMEPEIHIX KIIHIYHUX
nociimkenHsx, Bepcis 2.0 Bix 18 >xoBTHsS 2021 poky, aHrmiichbkor MOBOIO; IHQopMmariiiHuil TUCTOK 1
dopma 3romam, Bepcis V6.0UKR(uk)1.0 Bix 26 sxoBTHS 2021 poky, mepekiaa yKpaiHCHKOIO MOBOIO Bij
28 woBtHs 2021 poky; Indopmamiitnuii muctok i popma 3roau, Bepcis V6.0UKR(ru)1.0 Big 26 k0BTHS
2021 poky, nmepekian pociiicbkoro MoBoto Bif 28 xoBTHA 2021 poky; [lomoBHEeHHs 10 iHPOpMaLiiHOTO
mucTka Ta ¢opmu 3roau y 3B’sa3ky 3 mangeMmiero COVID-19, Bepcis V3.0UKR(uk)1.0 Big 05 cepnus
2021 poky, nmepekian yKpaiHCbKOI0 MOBOIO Bix 26 skoBTHs 2021 poky; [lomoBHEHHs 10 iHGOpMamiiHOTO
mucTka Ta ¢opmu 3roau y 3B’s3ky 3 manzaeMmiero COVID-19, Bepcia V3.0UKR(ru)l.0 Big 05 cepnus
2021 poky, mepekiaa pociichkor MoBOIO Bif 26 xoBTHS 2021 poky; IHpopmanilinuii mucTok i Gpopma
3roJiu JUTsl BIAKPUTOTO pO3IIUpeHoro nepionay nocuimkenHs, Bepcis V3.1UKR(uk)1.0 Big 02 nucromana
2021 poky, mepeknaa ykpaincbkoro MoBoro Bif 03 mmctomanma 2021 poky; [Hpopmariiinuii JTUCTOK 1
dbopMa 3roau ISl BIAKPUTOTO pPO3MIKMpEeHoro mnepiogy nociimkenHs, Bepcis V3.1UKR(ru)l.0 Big 02
mucronaga 2021 poky, mepeknan pociiicbkkoro MoBoro Big 03 mucrtomama 2021 poky; HlomenHuk
peectparii npuitoMy npenapary ais nauieHta B Mexxax BPITJ[ ICP-CL-00112 (50 mr 1 p/mo0y), Bepcis
V1.0 Big 09 uepBusa 2021 poky, nepeknan ykpaiHChKoro MoBor Bija 27 sxoBTHS 2021 poky; llonennnk
peectpariii nmpuiiomy npenapaty s namienra B mexax BPITJ ICP-CL-00112 (50 mr 1 p/mo0y), Bepcis
V1.0 Bix 09 uepBHs 2021 poky, mepekyiaa pociiicbkoro MoBow Bij 27 xkoBTHA 2021 poky; 3pa3ok
MapKyBaHHs IUIAIIKH, SIKa MICTUTh TabsueTku openadbpytuniOy (Orelabrutinib) 50 Mr (u1s 3acTocyBaHHS
BpaHili), Bixx 21 sxoBTHA 2021 poKy, YKpaiHCHKOIO MOBOIO
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1012 Big 24.05.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBaHe, TMOABIWHE clline, IUIAlE00-KOHTPOIbOBAHE HOCHiKEeHHS (asu 2 s OIHKH
€(eKTUBHOCTI, OE3MEeYHOCTI, TEPEHOCUMOCTI, (apMaKOKIHETUKH Ta  OIOJIOTIYHOI  aKTHUBHOCTI
openadpyTUHIOy y MAaIli€HTIB 13 PEIHIMBYIOYO-PEMITYIOUUM pO3CisHUM ckiepozom», |ICP-CL-00112,
Bepcis 3.0 Bix 09 ciuns 2021 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO IHBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

InnoCare Pharma, Inc., USA

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepaibHoro qrupexktopa Jlupekropary

dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHUX




Jonatok 43
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

OnHoBeHUN TPOTOKON KiiHIuHOTO mociimxeHHs 05, Bepcis 1 Bim 23 BepecHs 2021p., aHTIiHCHKOIO
MOBOIO; JlomaBaHHsS CKOpOYEHOI Ha3BHW KIiHIYHOTO mociimkeHHs - AMEERA-3; Bpomypa mocminHuka
mikapcbkoro 3aco0y SAR439859, penakuis Ne5 Bim 02 cepmust 2021p., anrmiificekoro MoBoi0; OCHOBHA
iHpopmanis mpo nmochiypkeHHs 1 ¢dopma iHpopmoBaHOi 3roam, Bepcis 8 Bim 23 BepecHs 2021p.,
aHrIiichKOI0 MOBOIO; [H(DopMalis ans manienTa i popma iHGopmoBaHoi 3roau, Bepcis s Ykpainu Ne 6
Bix 29 BepecHs 2021 p. (Ha ocHoBi OcHOBHOI iH(popMamii nmpo gociikeHHs 1 GopMu iHPOPMOBAHOI
3roau, Bepcis 8 Big 23 BepecHs 2021p.) aHTIiNCHKO0, YKpaiHChKOIO Ta pociiickkoro MmoBamu; ACT16105
(AMEERA-3) — monennuk marienta, Bepcis 6.0 Big 22 yepBHs 2021p., aHIIIIHCHKOI0, YKPAiHCHKOIO Ta
pociiicbkoro MoBamH; PekoMeHparlii 3 TpaHCIOPTYyBaHHS Ta 30€piraHHS JOCITIIKYBAHOTO JIIKapChKOTO
npenapary (JJJII1), Bepcis 3, ykpaiHCbKOIO Ta pOCIHICHKOI0 MOBaMHU

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 568 Bin 27.02.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Binkpure paHgomizoBaHe IOCHIPKEHHS 2 (a3, M0 MPOBOJUTHCS 3 METOK TOPIBHSAHHS Ipenapary
amuenectpanT (SAR439859) 1 ennokprMHHOT MOHOTepanii, BUOpaHOi JIiKapeM, y Malli€HTIB 3 €CTPOreH-
peuenrtop-no3utuBENM, HER2-HeratuBHUM MicueBonommpeHnM ab0 METACTaTUYHUM PAaKOM MOJIOYHOI
3aJI03M, SIKI paHillle OTPUMYBaJIU TOpMOHaIbHY Tepamito», ACT16105, mpotokon 04, Bepcia 1 Big 17
rpyans 2020p.

3asiBHUK, KpaiHa

TOB «Cano¢i-ABenric Ykpaina»

Cnoncop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic pemiepin e aeBenonMan, OpaHiris)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Honartok 44

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

OHOBJICHHS MPOTOKOJTY KJIIHIYHOTO BUpoOyBanHsa MK-3475-867, 3 iHKOpriopoBaHOO mornpaBkoro 03 Bifg
24 cepnus 2021 poky, aHTIiHCHKOI0 MOBOIO; OHOBICHHS MOBHOI Ha3BH KJIIHIYHOTO BHIIPOOYBaHHS 3
«PannomizoBane, TIaneb0-KOHTPOJbOBaHe KiliHIuHEe nociikeHHs III ¢a3su 3 ominku Oe3neku Ta
edekTUBHOCTI crepeorakcnyHoi panioteparnii (SBRT) y noeqnansni 3 [TemOpomnizymadbom (MK-3475) a6o
0e3 HpOTr0 y Malli€HTIB 3 HeonepabenbHuM HeApiOHoKmITUHHUM pakoMm sereHiB (HIAKPJII) craxii [ a6o 1A
(KEYNOTE-867)» nHa «Panmomi3oBaHe, muiane00-KOHTpOJIbOBaHe KiiHiuHe mociimkenHs I ¢azu 3
oliHKM Oe3meku Ta eQpeKTUBHOCTI crepeorakcuyHoi paxmiorepamii (SBRT) y mnoeannanni 3
[TemOpomizymabom (MK-3475) a6o 63 HOr0 y NaIlieHTIB 3 HeonmepadbeTbHUM HEIPIOHOKIIITHHHUM PaKoM
nereniB (HIAKPJI) cranii I abo I (KEYNOTE-867)»; 3011bleHHS KUIBKOCTI AOCTIIKYBaHUX B YKpaiHi
25 nmo 50 oci6; Ykpaina, MK-3475-867, Indopmarris Ta JOKyMEHT ITpo iHPOPMOBaHY 3TOAY JUIS TAIIEHTA
Bepcis 2.00 Bim 21 xostHs 2021 p. ykpaiHcbkoro MOBoOwo; Ykpaina, MK-3475-867, Indopmanis ta
JOKYMEHT po iHdopmoBany 3roay /i nauieHTta Bepeis 2.00 Big 21 xoBTHS 2021 p. pociiicbKOI0 MOBOIO;
VYkpaina, MK-3475-867, Indopmariiinuii JucTOK 1 JOKYMEHT Hpo iH(OpPMOBaHY 3rofy Ha MaiOyTHe
Oiomennyne mocmimpkenHs, sepcist 02 Bix 21 xxoBtHs 2021 p. ykpaiHChKOIO MOBOIO; Ykpaina, MK-3475-
867, IndopmauiiHuUi JUCTOK 1 JOKYMEHT Mpo I1HGOpPMOBaHY 3roAay Ha MailOyTHe OiomenuuHe
nocmikenns, Bepcist 02 Bix 21 sxoBtH 2021 p. pociiicekoro MoBOw0; Ykpaina, MK-3475-867, ®opma
3roJM Ha B3ATTS 3pa3KiB MyXJMHHOI TKaHUH a0o i BukopucTanHd, Bepcigd 2.00 Big 21 xoBtHs 2021 p.
YKpaiHChKOIO MOBOIO; Ykpaina, MK-3475-867, ®opma 3roam Ha B3STTA 3pa3KiB MyXJIMHHOI TKaHUH a00 i
BuKopucTanHs, Bepcis 2.00 Big 21 sxoBTHS 2021 p. pociiicbKOI0 MOBOIO

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1896 B17 27.08.2019




2 MPOJOBXKEHHS n0/aTKa 44

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PannomizoBane, Tutane60-KOHTpoJbOBaHe KiiHIuHE nociimkeHHs III ¢asu 3 ominku Oe3meku Ta
eeKTUBHOCTI cTrepeotakcnunoi paniorepamii (SBRT) y noeananni 3 IlemOponizymabom (MK-3475) abo
0e3 HhOT0 y MaIlieHTiB 3 HeonepadbeapHUM HeApiOHOKIITHHHEM pakoMm jereHiB (HIKPJI) cranii I abo IIA
(KEYNOTE-867)», MK-3475-867, 3 inkopriopoBanoto mnomnpaskoto 02 Bix 26 arotoro 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 oOMexxeHoro BignosigansHicTIO «MCJ] Ykpaina»

CnoHcop, kpaina

«Mepk apn Enn oym Kopr.», nouipue nianpuemcto «Mepk Ena Ko., Iak.», CIITA

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. resepanbHoro iupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




JonaTtok 45

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoBIeHUH TTPOTOKOJ KJIiHIYHOTO BUNpoOyBaHHs MK-3475-355, 3 inkopnopoBaHoro nomnpaBkorw 06 Bif
01 Bepecns 2021 poky, aHTTICEKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 70 Big 31.01.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBane, noasiliHe-ciine mociimpkerns 11 ¢a3u s mopiBHSIHHS JIIKYBaHHS IeMOpOITi3yMmadom
(MK-3475) y xombinamii 3 mpemaparamu XiMmioTepamii Ta JiKyBaHHS Iianebo y KomOiHamii 3
mpermapaTaMy  XiMmiorepamii y  TMaIli€HTIB 3 paHille HEJIIKOBAaHHUM  MiCIEBO-PEIUINBYIOUNM
HeornepabenbHUM a00 METacTaTUYHUM MOTPIHHO-HETaTUBHUM pakoM MoinouHoi 3ano3u (KEYNOTE-
355)», MK-3475-355, 3 inkoprniopoBanoto norpaBkoto 05 Bix 04 sxoBtast 2019 poxy

3asiBHUK, KpaiHa

ToBapuctBo 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

CrnoHncop, kpaiHa

«Mepk apn Exn Joym Kopr.», gouipue mianpuemcto» Mepk Enn Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 46
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
1.12.2021 Ne 2672

Inentudikaris cyrTeBoi
MOTIPaBKH

OHoBeHUN MPOTOKOJ KiiHIYHOro BuUnpoOyBanHs Bepcis 3.0 Bim 15 Bepecus 2021 (yrouyHeHHS
nosioxkeHHs mpotokory KB Bepcis 2.0 Bix 22 motoro 2021); BriroueHHs 101aTKOBHX MICIb POBEICHHS
KJIHIYHOTO JOCIIDKEHHS

No [1.I.B. BiMOBIJAILHOTO JOCIITHAKA

/i Hazpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBaHHS

1. I.M.H., ipod. lynsak O.B.

JepxxaBHa ycranoBa «lHcTuTyT yposorii HamionansHoi akanemii MeIMYHUX HayK YKpaiHmy,
I yponoriune Bigginenns, m.Kuis

2. A.M.H. ['puropenxo A.M.

ToBapucTBO 3 OOMEXKEHOIO BiAMOBINANBHICTIO «IHHOMEO-LEHTP eHAOoXipyprii», XipypriuHe
BiomimeHHsa, M. Binuuis

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararorieHTpoBe paHJOMi30BaHE BIAKpUTE KIIHIYHE TOCTKEHHS 2/3 (a3u 3 oLiHKU e(eKTUBHOCTI Ta
Oesnekn (ikcoBaHOi KoMOIHAIIi KeTOpoJaky/miTodeHOHY/(EeHIIBEpUHII0 B MOPIBHSHHI 3 aKTHUBHUM
KOHTPOJIEM Y MAII€HTIB 13 OOJIBOBUM CHHJPOMOM IIICHS XIPYpridHOTO BTPY4YaHHs Ha OpraHax 4epeBHOI
MOPOKHUHM Ta Masioro tazy», KPFO7-T, Bepcis mporokomy 2.0 Big 22.02.2021 p.

3asiBHUK, KpaiHa

[IpAT «Dapmanestuuna dipma «/lapauns», Ykpaina

Cnoncop, kpaiHa

[IpAT «Dapmanestuuna dipma «/lapuuns», Ykpaina

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro gupexkropa Jupexkroparty

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




