JonaTtox 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU A0 Aogatka Ne 1 mo
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYxpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

PanynomizoBane, BiakputTe nociipkeHHs (asu 2/3 s OWIHKHM 3aCTOCYBaHHS OeMIIETaleCleiiKiHy B
MO€HAHHI 3 MeMOpoIIi3yMaboM MOPIBHAHO 3 MOHOTEpamie€lo nemoposnizymadboM y Tepamii mepiuoi JiHii B
MAIEHTIB 13 METAaCTaTUYHOI0 a00 PEIHIMBYIOUOI0 IUIOCKOKIIITHHHOIO KapIMHOMOIO TOJIOBH Ta HIHI 3
nyxJauHamHu, 1o ekcrnpecytots PD-L1 (PROPEL-36), kox nocmimkenns 20-214-36, Bepcis moyaTkoBa Bif
14 uepBHs 2021p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHor BignosinaneHicTio «KonTpakTtHO-/{ochinnunpeka Opranizanis InHO(apm-
Ykpaina»

CrnoHcop, kpaiHa

Hexkrap Tepan’rotike, CIIIA (Nektar Therapeutics, USA)

[lepenik mocmipKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

bempegaldesleukin; NKTR-214, 6emneranaecneiikin; BEMPEG; 1939126-74-5; SUB196365; crepuibHuii
miogimizoBaHuid mopomok; 1 ¢uakoH Ui OJHOPA30BOIO BHUKOPUCTaHHS MICTHTh OemIieraiaecieikin
(NKTR-214), mo exsiBanentro 0.5 mr palJI-2° na ¢umaxon; 0,5 mr; PPD Development Ireland Ltd., Ireland;
PPD Development, LP, USA; Patheon Manufacturing Services LLC, USA

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

1) k.m.H. [Tominuyk [1.B.

Menuunauii ieHTp ToBapucTBa 3 oomexeHoro BianoBigansHicTI0O «KJIIHIKA BEPYM EKCIIEPT», m. Kuis
2) k.M.H. Anamuyk [".A.

Komynansue mignpuemMcTBO «KpHBOpI3BKHI OHKOJIOTIYHMIA JOWCIIaHcep» JIHIMpomeTpoBChKOi 00JacHOT
paauny», XiMioTepaneBTUYHE BiaineHHs, M. Kpuswuii Pir

3) n.m.H., pod. bongapenko .M.




2 MPOJOBXKEHHS AoaaTka 1

KomyHnansHe HexomepiriiiHe mianpueMcTBo «Micbka KimiHIYHA jikapHs Ned» JIHITPOBCHKOI MICBKOI pajiu,
XiMioTepamneBTHYHE BIIMIICHHS 3 JCHHUM CTamioHapoM, JIHINPOBCHKHIA JAEpKaBHUN MEAMYHUIN
yHiBepCUTET, Kaenpa OHKOJIOTIT Ta MEAMYHOI paaioforii, M. JIHIpo

4) k.m.H. Ypcon I'"M.

[IpuBaTHE mMANPUEMCTBO MpHUBaTHA BHPOOHWYA (ipMa «ANMHYC», JIKYyBaJIbHO-TIarHOCTUYHUN IIEHTD,
M. KponuBHu1pkuit

5) k.mM.H. Byp's1 O.B.

KomyHnanene HekoMepuiliHe mianpueMcTBo «OO0JaCHUA LEHTP OHKOJOTI(», OHKOXIpypriuHe BiAMiJICHHS
T'OJIOBH Ta IIHi, M. XapKiB

6) 3aB. BigiieHHsM boiiko B.B.

KomynaneHe HekoMmepiiiiHe mignpueMcTBo «lIpukapnarcbkuil KIIHIYHUM OHKOJOTIYHUN 1eHTp IBaHO-
®pankiBChKO1 0051aCHOT pagu», Xipypriuae BigaineHas Ne2, IBano-OpaHKiBChbKUI HALlIOHATBHUNA MEIUIHHUN
yHIBepcUTeT, Kadeapa oHkoorii, M. [Bano-DpaHKiBCbK

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

Pembrolizumab; Keytruda; MK-3475; nemopo:mizyma6, Kitpyna® 1374853-91-4, SUB167136, antu-PD-1
MOHOKJIOHaNbHE aHTUTLIO (Anti-PD-1 monoclonal antibody); po3uuH [isi BHYTpPIIHBOBEHHHX 1HQY31i;
1 ¢makon ob'emom 4 Mn s ogHOpa3oBoro BukopucraHas, 100 mr memOpoinizymaldy B 1 ¢uakoni, 2
¢yiakoHM B KapTOHHI# ymakosiii; 25 mr/mi (Minirpamis/mininitp); PPD Development Ireland Ltd., Ireland;
MSD International GmbH T/A MSD Ireland (Carlow), Ireland

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Tepartii

- MaTepianu s OCTIIKEHHS

- mabopaTopHi HaboPH;

- Hacoc JuIst 1HQYy3iT;

- miHii A 1HQy31i bemnerangecneikiny;
- miHii quid iHgy3ii [Tem6ponizymada;

- TEPMOMETPU min/max

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




JonaTtox 2
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37J0POB s
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU 10 aoaatka Ne 1 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYxpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«JlocmiKeHHsT 40THPUPAKTOPHOTO KOHLIEHTpaTy nporpoMbiHoBoro koMiuiekey OKTAITJIEKC y namieHTiB
3 TOCTPOI0 MacHBHOIO KPOBOTEYEIO, 1[0 OTPHUMYIOTH TEPAIii0 MEPOPATLHIUM aHTHKOATYISTHTOM HPAMOi il
(ITAKTI ), iari6iTopom daxropa Xay, kon nocaimkenas LEX-210, Bepcis 06 Bix 18 mororo 2021 poxy

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CrnioHcop, kpaiHa

«Okradapma Al» (Octapharma AG), Ilseiinapis

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

OKTAIUIEKC (4otupudakTOpHUH KOHIEHTpAT MPOTPOMOIHOBOTO KOMIUIEKCY, IO MICTUTh (aKTOpH
koarysii II, VIL, IX, ta X); Jlio¢inizoBanuil MOPOIIOK It PO3YMHY JUTSI 1H €Ki pa3oM 3 PO3YMHHHUKOM
(crepunbHa Boma s iH’ekmiin 20 wmu) y  daakomax; 500 MO; Octapharma Pharmazeutika
Produktionsges.m.b.H., ABctpist; Octapharma Dessau GmbH, HimeuunHa;

OKTAIUIEKC (4oTupudakTOpHUHA KOHIIEHTpAT MPOTPOMOIHOBOIO KOMIUIEKCY, IO MICTHTh (akTopu
koarysuii II, VIL, IX, ta X); Jlio¢inizoBaHuii MOPOIIOK It PO3YMHY JUTSI 1H €Ki pa3oM 3 PO3YHMHHHUKOM
(crepunbHa Boma Juis  in’ekmid 40 wmin) y ¢umakonax; 1000 MO; Octapharma Pharmazeutika
Produktionsges.m.b.H., ABctpis; Octapharma Dessau GmbH, Himeuunna

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

1) n.m.H., mpod. Titos LI.

KomyHaneHe HekomepuiiiHe mignpueMcTBo «OOjacHa KiiHIYHA JikapHs IBaHo-@paHKiBChKOI 00JacHOI
paauy», BIAIITICHHS aHEeCTEe310J10Til Ta IHTEeHCUBHOI Teparnii, IBaHo-DOpaHKIBChKUN HAIIOHATEHUN MEIUYHHMA
YHIBEpCUTET, Kadeapa aHecTe310JI10T1i Ta IHTEHCUBHOI Tepailii, M. IBano-DpaHKiBCbK

2) n.M.H., ipo¢. [ligripauit .M.

KomyHnaneHe HexomepuiiiHe mianpueMcTtBo JIbBiBChbKOi oOnacHOi paau «JIbBiBChbka oOjacHa KIliHIYHA
JiKapHs», BIIUIEHHS aHecTe3ioorii Ta inTeHcuBHOI Tepartii Nel, m. JIbBiB
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3) a.m.H., ipod. ITunriox O.B.

Komynanene HexomepuiiiHe mignpuemMctBo «lLleHTpanpHa Michbka KiiHIYHA JiKapHs IBano-®paHKiBCHKOI
MICBKOT paau», BiIIeHHs Xipyprii, IBano-DpaHKiBCbKUI HAIIIOHAILHUA MEAMYHHUIN YHIBEPCUTET, Kadeapa
Xipyprii CTOMaToNOriyHOTrO (haKyabTeTy, M. IBaHo-PpaHKiBCbK

[Ipenapatu mopiBHSIHHSA, | —

BUpPOOHUK Ta KpaiHa

CynytHi Kommanis, sika mie 3a JIOBIPEHICTIO, SIKy HaJaB CIIOHCOP YM 3asBHUK HAa BBE3CHHS JTOCIIKYBAaHUX
MaTepianu/mpenapari Jikapcbkux 3aco0iB Ta cymytHix MarepianiB: TOB «ABIHEKC YKP» (Avinex Ukr, LLC), Vkpaina, m.
| CyIyTHBOI Teparii Kuis 02094, ByJ1. MypmaHCbhKa

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




JonaTox 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU A0 Aogatka Ne 1 mo
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYxpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Bigkpute mOCTiIKEHHS TOBTOTPHBANOl OE3MEYHOCTI Ta MEPEHOCHMOCTI TEpOPATLHOTO 3aCTOCYBAHHS
HIHTeAaHI0Oy TPUBATICTIO HE MEHIIE 2-X POKIB Ha ()OHI CTAaHIAPTHOTO JIKYBaHHS Yy JiTeH Ta MiUIITKIB
3 KJIHIYHO 3HAYYIUMHU (piOpOo3yrounMu IHTEpCTHIIHHUME 3axBoproBaHHAMHU JereHb (InPedILD ™-ON)y,
koa pocmijkeHHs 1199-0378, sepcist 1.0 Big 17 uepBHst 2021 poky

3asiBHUK, KpaiHa

TOB «IOKYMEJIC» («CIA JTOKYME]JICy), JlatBis

CrnoHcop, kpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, Agscrpist

[lepenik mocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

Hinrenanio (nintedanib, Odes, Ofev) (BIBF 1120; nintenanio (nintedanib)); xamcymu m’ski; 150 wr;
Boehringer Ingelheim Pharma GmbH &Co KG, Himeuuuna; Boehringer Ingelheim Pharma GmbH &Co
KG, Himeuunna; Catalent Germany Eberbach GmbH, Himeuuuna; Almac Clinical Services (Ireland)
Limited, Ipnanzis; Almac Clinical Services Limited, O6’eqnane Kopomniecreo; Almac Clinical Services,
LLC, Souderton, PA, CIIA; SGS INSTITUT FRESENIUS GmbH, Himeuyuuna; Nuvisan GmbH,
Himeyunna; Labor LS SE & Co. KG, Himeyunna; GELITA AG , Hime4yunna;

Hinrenanio (nintedanib, Odes, Ofev) (BIBF 1120; nintenanio (nintedanib)); xamcymu m’ski; 100 wr;
Boehringer Ingelheim Pharma GmbH &Co KG, Himeuunna; Boehringer Ingelheim Pharma GmbH &Co
KG, Himeuunna; Catalent Germany Eberbach GmbH, Himeuuuna; Almac Clinical Services (Ireland)
Limited, Ipmangis; Almac Clinical Services Limited, O6’exnane KopomiscrBo; Almac Clinical Services,
LLC, Souderton, PA, CIIA; SGS INSTITUT FRESENIUS GmbH, Himeuyuuna; Nuvisan GmbH,
Himeuunna; Labor LS SE & Co. KG, Himeyunna; GELITA AG , Himeuunsa;

Hinrenani6 (nintedanib, Oges, Ofev) (BIBF 1120; nintenani6 (nintedanib)); kancynu m’siki; 25 mr;
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Boehringer Ingelheim Pharma GmbH &Co KG, Himeuunna; Boehringer Ingelheim Pharma GmbH &Co
KG, Himeuunna; Catalent Germany Eberbach GmbH, Himeuuuna; Almac Clinical Services (Ireland)
Limited, Ipaanmis; Almac Clinical Services Limited, O6’exnane Kopomiserso; Almac Clinical Services,
LLC, Souderton, PA, CHIA; SGS INSTITUT FRESENIUS GmbH, Himeuunna; NUVISAN GmbH,
Himeuunna; Labor LS SE & Co. KG, Himeuyunna; GELITA AG, Himeuunna.

Binnosinaneauii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1. 3aB. Big. Oxyn T.L

KomyHnanpHe HexkoMepIliiiHe TiAnpHeEMCTBO «3aropi3bka o0jacHa KIIHIYHA IUTAYA JIKApHS» 3amopi3bKoi
00J1acHOT paJiv, MyIBMOHOJIOTIYHE BIJUIUICHHS, M. 3aIOPikKs

2. 1.M.H. Peuxina O.0.

JepxaBHa ycraHoBa «HamioHaneHui iHCTUTYT GTH3iaTpii i myasmMoHoorii imeni @.I'. SInoBcekoro HAMH
Ykpainuy, BIIAUICHHS AUTAYOI MyJIbMOHOJIOTI] Ta aneproiuorii, M. Kuis

3.x.M.H. [Tomsixkos B.B.

KomyHnanpHe HekoMepiliiiHe MiANpueMCTBO XapkKiBChbkoi oOmacHoi paau «OOnacHa AuTAYa KIiHIYHA
JKapHS», IyJIbMOHOJIOTIYHE BiJiNIEHHS (LEHTP JIETEHEBHX 3aXBOPIOBAaHb Ta JIETEHEBOI TimepreHs3ii),
M. XapKiB

[Ipenapatu mopiBHSHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

- mabopaTopHi HabopH 1J1st 3a00py, IPUTOTYBAHHS Ta TPAHCIIOPTYBAHHS 3pa3KiB KPOBI Ta ceul
- IUTACTUKOBI CTAaKaHUYMKHU 151 300py ceui

- CIIIPOMETPH,

- yJIbCOKCUMETPHU

- TEPMOMETPU MIH/MaKC

- TECT-CMYXKH JUUIsl BUSBJICHHSI BariTHOCTI

- ManepoBi JOKYMEHTH JJIsl NAI[IEHTIB Ta JOCIIJHUKIB

- CTaJllOMETpHU

- KOpOOKH

- I0JIATKOBI MaTepianu

Kommanis, sika mie 3a TOBIPEHICTIO, SIKYy HaJaB CIIOHCOP YM 3asBHUK Ha BBE3EHHS JOCIIKYBaHHX
JKapchKUX 3ac00iB Ta cynyTHiX MatepianiB: TOB «CMO-T'PVII Ykpaina»

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jonartox 4

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU A0 Aogatka Ne 1 mo
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYxpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

PanynomizoBane, mojBiiiHe ciine, miane00-KOHTPOIbOBAHE TOCIIHKEHHS, [0 TPOBOJUTHCS Y MapaebHUX
rpymax Juisi BHBYCHHS JIyMaTelepoHY IPU 3aCTOCYBaHHI JUis NPO(MIIAKTHKHA pPEUUAMBY Yy MAI€HTIB
3 mm3o¢peniero, koa nocuimkerns 1T1-007-304, monpaska 1 Big 10 6Gepesns 2021

3asiBHUK, KpaiHa

TOB «BOPJIIBAWJI KJITHIKAJI TPAIIC YKP»

CrnioHcop, kpaiHa

Intpa-Cemstonap Tepamis, Iuk. (Intra-Cellular Therapies, Inc.)

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

aymateniepoH (IT1-007; lumateperone tosylate); karcynu 6inoro konbopy; 42 mr; Patheon, Inc, Canada;
[Tnare6o 10 MymaTenepoH, karcyiu 0ijgoro konsopy; Patheon, Inc, Canada;

aymarenepon (ITI-007; lumateperone tosylate; lumateperone tosylate); xamncymu CHHBO-01OTO KOJIBOPY
3 mHarmmcom “ITI-007 42 mg”; 42 mr; UPM Pharmaceuticals, Inc, United States (USA)

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeIEeHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H., mpod. dydenko A.€.

KomyHaneHe HekoMmepIliiiHe mianprueMcTBO XapKiBCbKOi 00JacHOi paan «Ob61acHa KiiHIYHA NCUXiaTpU4Ha
nikapas Ne3y», 14 ncuxiatpuyHe BIAAUICHHS JJIS JOPOCIUX (YOJOBIYE), 25 MCUXiaTpudHE BIITIICHHS IS
nopocnux (KiHoue), M. XapKiB

2) mupextop Kocenkosa 1.B.

KomyHnaneHe HekomepiiiiHe mianpueMcTBo «Yepkacbka oOJlacHa NCHXIaTpU4Ha JiKapHSI Yepkacbkoi
obnacHo1 paany, )xiHoue BiaaiaeHHs Ne 11, gonosive Bipautennas Ne 12, m. Cmina, Yepkacbka 0071acTh

3) n.m.H., npod. Jlincekuii I.B.

JlepxaBHa ycranoBa «lHcTUTyT HeBpouiorii, ncuxiarpii Ta Hapkosorii HAMH Vkpainuny, Biggin
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HEBIIKJIQIHOI MCUXiaTpii Ta HapKoJorii Ha 0a31 BIAAUICHHS KJIIHIYHOI, COLIAJBHOI Ta AUTSYOI MCUXiaTpii,
M. XapkiB

4) n.m.H. Mopos C.M.

Komynanene mianpueMctBo «/lHinmpomerpoBchka oOmacHa kKimiHiyHa Jikapas iM. LI MeunukoBay
HuinponerpoBcbkoi  obmacHoi pamu, OOmacHMA LEHTP TICHXOCOMAaTHYHUX po3JadiB  Ha 0asi
MICMXOHEBPOJIOTIYHOTO BiJIiICHHS, M. J{HIIIpO

5) roa. mikap Iamamapuyk I1.B.

KoMyHanpHe HEKOMEpIIHE MiIIPUEMCTBO «XEPCOHCHKUI OONAcCHWM 3akiiaj 3 HaJaHHS NCUXiaTPUIHOT
JIOTIOMOTH» XEPCOHCHKOT 00JIACHOT pajy, 4oJIoBiue NcuxiarpuyHe BimuiieHHs Ne3, )KiHOYe ICuXiaTpUyuHE
Bigiutenns Nel0, M. Xepcos, ¢. CrenaHiBka

6) n.m.H., ipod. ITigkopuros B.C.

JepxaBHa yctaHoBa «IHCTUTYT HeBposorii, ncuxiarpii Ta Hapkosorii HAMH Ykpaiamy», Bigain KIiHIYHOI,
COIliaIbHOI Ta IUTAYOI IcuXiaTpii, M. XapKiB

7) k.M.H. CepeOpennikona O.A.

KomyHnanpHe HekoMmeplliiiHe mianpueMcTBO «BiHHUIPKA OOJiacHA KITiHIYHA TICHXOHEBPOJIOTIYHA JIiKapHS
im. akan. O.I. FOmenka Binaunekoi o6macHoi Paawm», 3mimane (4ojoBide Ta jkKiHOYE) BimmimeHHS Ne2,
Binnunpkuil HanioHaneHUM MeauuHuil yHiBepcuteT iM. M.I. TIuporosa, kadeapa ncuxiaTpii, HapKoJIoTii Ta
MICUXOTEpaIlii 3 KypcoM MiCIsTUIIIIOMHOT OCBITH, M. BiHHUIISA

8) a.M.H., npo¢. CkpurHikoB A.M.

Komynansue minnpuemctBo «OOnacHMi 3akian 3 HaJaHHA TcuxiaTpuyHoi gomoMoru IlonraBchkoi
oOmacHOi paaum», KiHOYE TOCTpe 3arajibHONCHUXIaTpUyHEe BIAAUIEHHS 5-0, 4YoOJOBiYe TOCTpe
3arajJpHONICUX1aTpUuHe BUIIUIEHHS 2-a, [lonTaBchbkuil nepkaBHUNM MEIUYHUN YHIBEpCUTET, Kadeapa
ncuxiaTpii, HApKOJIOTii Ta MeIM4HOI ncuxonorii, M. [Tontasa

9) n.m.H., mpod. Benrep O.I1.

KomyHaneHe HekomepuiiiHe mignpueMctBo «TepHomiabchka oOJacHa KIIIHIYHA TICUXOHEBPOJIOTIYHA
mikapHs» TepHOMiIbCbKOI 00JACHOI pajau, INcuxiaTpuyHe BiAdiaeHHs Ne2 (4osoBide), INCUXiaTpUyHe
BigauieHHs  Ne6  (kiHode), TepHONIbCHKUM  HAllOHAJIBHUNW  MEIUYHMA  YHIBEPCUTET  IMeHIl
[.4. T'opbGaueBchrkoro MiHicTepcTBa OXOPOHHM 3/10pOB'st YKpaiHu, kadeapa mcuxiarpii, HapKoJsorii Ta
Meau4HOi rcuxosnorii, M. TepHomniian

10) rosioBHwmii Jikap Bomomyk A.€.

KomyHansHe HekoMepIiiiHe mianpueMcTBo «Oaecbkuil 00J1aCHUN MEIUYHHUM LEHTP MCUXIYHOTO 3/10POB'S»
Opecbkoi obnacHoi paawu, BiaaieHHs No6 (qonosiue), Nel2 (xinoue), M. Oxeca
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[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynytHi —
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




JonaTok 5

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noaarka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU 10 aoaatka Ne 1 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYxpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[ToxBiitHe crine, paHIOMi30BaHe, IUIANE00-KOHTPOJILOBAHE OaraTOIEHTPOBE JOCHIKCHHS IS OILIHKU
e(eKTUBHOCTI Ta O€3MEeKU eNH3aHETAHTY JJIs JIKYBaHHS Ba30MOTOPHUX CHUMIITOMIB MPOTATOM 26 THKHIB
y XKIHOK y mocTMeHomay3i» , ko nocuimkerast BAY 3427080 /21652, Bepcis 2.0 Bix 15 uepsust 2021

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

CrnioHcop, kpaiHa

baiiep Konceromep Kep AT, IlBeitnapis

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Elinzanetant; Eninzanerant; BAY 3427080; xancymum wm’ski; 60 wmr (mimirpam); Kartament ®apma
Comromrionc JUIC (@imanensdis) CILIA (Catalent Pharma Solutions, LLC Philadelphia, USA); Baitep AT’
(JIeBepkysen), Himeuunna (Bayer AG, Leverkusen, Germany); baitep AI" (bepnin), Himeuunna (Bayer AG,
Berlin, Germany); ®imep Kiikan Cepsicec [MBX (Fisher Clinical Services GmbH), Himeuunna; Katanent
®apma Comomionc JUJIC (Cent Iurtepcoepr, @mopuna) CHIA (Catalent Pharma Solutions, LLC St.
Petersburg, Florida USA);

[Tnane6o mo Elinzanetant (Eninzanerant); kamncymu M’siki; Karanent ®apma Comromrionc JIJIC
(Dimamenndis) CIHIA (Catalent Pharma Solutions, LLC Philadelphia, USA); baitep AI' (JIeBepkysen),
Himeuyunna (Bayer AG, Leverkusen, Germany); baitep AI' (bepmin), Himeuunna (Bayer AG, Berlin,
Germany); ®imep Kiikan Cepsicec IMBX (Fisher Clinical Services GmbH), Himeuunna; Katanent ®apma
Comnrorrionc JIJIC (Cent IMutepc6epr, @nopuna) CIILIA (Catalent Pharma Solutions, LLC St. Petersburg,
Florida USA)
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Bianosinanbawmii (1) 1) k.m.H. Perena C.1.
JOCTITHHK (1) Ta MicIie JlepxaBHa HaykoBa ycraHoBa «LleHTp iHHOBamiiHNX MeanuHuX TexHosorii HAH Ykpaiauy, rinekonoriaae
(s1) mpoBeeHHS BigmiaeHHsa, M. Kuis

BUNIpOOYBaHHA B YKpaini | 2) A.M.H., npod. Koceit H.B.

HepxaBHa yctaHoBa «IHCTHTYT memiarpii, akymepcTBa i riHekoJsorii iMeHi akamemika O.M. Jlyk'sHOBOi
HamionaneHoi akagemii MeAMYHUX HAYK YKpaiHW», BIAIUICHHS €HIOKPUHHOI TiHeKouorii, M. Kuis

3) 3aB. Bigaitenns [laximor B.1.

KomyHanepHe HEeKOMEpIIiifHEe miInprueMCcTBO «3anopizbka obJacHa KIIiHIYHA JIIKapHs» 3amopi3bKoi 001acHoi
paau, BiAIUICHHS T1HEKOJIOTIT, M. 3amopiKKs

4) n.m.H., ipod. amxwmii L1O.

Binokpemnenuii miapo3Ail MEQUKO-CaHITapHa YacTHHA IMyOJIYHOrO akI[IOHEpHOro ToBapucta «MoTop
Ciuy, riHEeKOJIOTIYHE BIAITICHHS, M. 3aITOPIAOKS

5) a.m.H., npod. Makapuyk O.M.

Komynanene HexoMmepIiifHe mianpueMcTBo «IBaHO-DPpaHKiBCbKHIA 00JIAaCHHI TEpUHATAIBHUHN 1eHTp [BaHo-
®pankiBcbKoi obmacHoi pagu», LlenTp mianyBanHs ciMm'i, IBaHO-DpaHKIBCHKHI HAIllOHATBHUM MEAMYHUN
YHIBEPCHUTET, Kadepa aKymepcTBa i FiHEKOoJOri] MiCIsIMTUIOMHOI OCBITH, M. [BaHO-®PpaHKiBCbK

6) 1.M.H., po., unen-kop. HAMH Vkpainu Tatapuyk T.D.

ToBapucTBo 3 00MexeHO010 BianoBiAanbpHICTIO «Mennunuii neHTp «BEPYM», m. Kuis

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTHi - 1abopaTopHi Habopu;
MaTepianu/mpenaparu - GIICKTPOHHUI opTaTuBHUE npuctpiit (e-Diary, (ERT));
CYIYTHBOI Teparmii - TUIAHIIETHUI HOYTOYK JOCIITHUIIBKOTO LEHTPY

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




JonaTox 6

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU 10 aoaatka Ne 1 1o
Haka3zy MiHicTepcTBa OXOpOHHU 3/I0POB’ s
VYxpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, monBiliHE ciirne, IUIANE00-KOHTPOIBOBAHE JOCTIIKEHHS B MapajelbHUX Tpymax s
OIIIHKK €(EeKTUBHOCTI Ta OE3MEYHOCTI AyminymMaldy y MaIli€eHTIB 3 allepriyHUM IPUOKOBUM PUHOCHHYCHUTOM
(ATPC)», kon nocmimkenas EFC16724, 3 monpaskoro 01, Bepcist 1 Bix 30 6epesns 2021 poky

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YkpaiHa»

CrnioHcop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABenTic pemiepin e aeBenonmMan, OpaHitis)

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Hyminymad; SAR231893; Dupilumab; REGN668; Dupixent®; poszumH mis id’exkuiid (mo 300 mr y
HoMepeIHb0 HAmoBHeHUX mmpuiax 06’emom 2 mi); 150 mr/mu; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inma na3sa — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis
Private Co. Ltd., Budapest Logistics and Distribution Platform (inma naszsa — Sanofi-Aventis Private Co.
Ltd., Budapest Logistics and Distribution Center), Hungary; Sanofi US Services Inc., USA; Regeneron
Pharmaceuticals, Inc., USA; Nelson Laboratories, Inc., USA; Nitto Avecia Pharma Services, Inc. (inma
Ha3Ba - Nitto Avecia Pharma Services), USA; Fisher Clinical Services (inma nassa - Fisher Clinical
Services Inc.), USA; Catalent Indiana LLC (inma na3Ba — Cook Pharmica LLC), USA; Creapharm Inc.,
USA; Eurofins Lancaster Laboratories, Inc., USA; Almac Clinical Services Limited (inma na3zBa - Almac
Clinical Services Ltd.; Almac Clinical Services), United Kingdom; Creapharm Clinical Supplies (inma
Hazea — CREAPHARM), France; Sanofi Winthrop Industrie, France; Sanofi-Aventis Deutschland GmbH,
Germany; Regeneron lIreland Designated Activity Company (DAC) (inma nassa — Regeneron Ireland
Designated Activity Company), Ireland; PPD Development Ireland Ltd., (inma nassa — Pharmaceutical
Product Development (PPD)), Ireland; Eurofins BioPharma Product Testing Munich GmbH, Germany;
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Eurofins Biopharma Product Testing Ireland Limited, Ireland;

[Tnane6o mo dyminymaOy (Dupilumab, REGN668, SAR231893; 150 mr/mu), po3uwH uisl 1H’€KIIH Yy
norepeanaso HarmoBHeHux mimpuiax; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inma
Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis Private Co. Ltd., Budapest
Logistics and Distribution Platform (imma nassa — Sanofi-Aventis Private Co. Ltd., Budapest Logistics and
Distribution Center), Hungary; Sanofi US Services Inc., USA; Regeneron Pharmaceuticals, Inc., USA;
Nelson Laboratories, Inc., USA; Fisher Clinical Services (inma na3sa - Fisher Clinical Services Inc.), USA ;
Catalent Indiana LLC (inma na3Ba — Cook Pharmica LLC), USA; Creapharm Inc., USA; Almac Clinical
Services Limited (inmra massa - Almac Clinical Services Ltd.; Almac Clinical Services), United Kingdom;
Creapharm Clinical Supplies (inma nazsa — CREAPHARM), France; Sanofi Winthrop Industrie, France;
Sanofi-Aventis Deutschland GmbH, Germany; PPD Development Ireland Ltd., (imma #a3Ba —
Pharmaceutical Product Development (PPD)), Ireland,;

Nyminyma6; SAR231893; Dupilumab; REGN668, Dupixent®; poszuun mis in’ekuiid (mo 200 mr vy
HOMepeIHbO HarmoBHEeHHUX Imnpuiax 06’emom 1,14 mu); 175 mr/mur; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inma na3a — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis
Private Co. Ltd., Budapest Logistics and Distribution Platform (inma na3zsa — Sanofi-Aventis Private Co.
Ltd., Budapest Logistics and Distribution Center), Hungary; Sanofi US Services Inc., USA; Regeneron
Pharmaceuticals, Inc., USA; Nelson Laboratories, Inc., USA; Nitto Avecia Pharma Services, Inc. (inma
Ha3Ba - Nitto Avecia Pharma Services), USA; Fisher Clinical Services (imma nassa - Fisher Clinical
Services Inc.), USA; Catalent Indiana LLC (inma na3Ba — Cook Pharmica LLC), USA; Creapharm Inc.,
USA,; Eurofins Lancaster Laboratories, Inc., USA; Almac Clinical Services Limited (inmra Ha3sa - Almac
Clinical Services Ltd.; Almac Clinical Services), United Kingdom; Creapharm Clinical Supplies (ixma
nHazea — CREAPHARM), France; Sanofi Winthrop Industrie, France; Sanofi-Aventis Deutschland GmbH,
Germany; Regeneron lIreland Designated Activity Company (DAC) (inma nasea — Regeneron Ireland
Designated Activity Company), Ireland; PPD Development Ireland Ltd., (inma wa3sa — Pharmaceutical
Product Development (PPD)), Ireland; Eurofins BioPharma Product Testing Munich GmbH, Germany;
Eurofins Biopharma Product Testing Ireland Limited, Ireland;

[Tnane6o no Hyminyma0y (Dupilumab, REGN668, SAR231893; 175 wmr/mi), po3uwH JUisl 1H €KIIH Yy
norepeaabo HamoBHeHux mimpuiax; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inma
Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis Private Co. Ltd., Budapest
Logistics and Distribution Platform (inmra na3sa — Sanofi-Aventis Private Co. Ltd., Budapest Logistics and
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Distribution Center), Hungary; Sanofi US Services Inc., USA; Regeneron Pharmaceuticals, Inc., USA,
Nelson Laboratories, Inc., USA; Fisher Clinical Services (inma na3sa - Fisher Clinical Services Inc.), USA ;
Catalent Indiana LLC (inmra massa — Cook Pharmica LLC), USA; Creapharm Inc., USA; Almac Clinical
Services Limited (inmra na3sa - Almac Clinical Services Ltd.; Almac Clinical Services), United Kingdom;
Creapharm Clinical Supplies (inma nassa — CREAPHARM), France; Sanofi Winthrop Industrie, France;
PPD Development Ireland Ltd., (inmra nazsa — Pharmaceutical Product Development (PPD)), Ireland

Bianosinanbawmii (1) 1) n.m.H., npod. Auapeitunn C.M.
JOCIITHUK (H) Ta MicIe KomyHnaneHe HekomepIiiiiHe miAnpueMcTBO «TepHOMiIbChKa KOMYHaJIbHA MicbKa JrikapHs No2y,
(s1) mpoBeeHHS TepaneBTuyHe BigaineHHs Nel, TepHONNbCbKUII HAllOHATBHUM MEOUYHMIA  YHIBEPCUTET IMEHI

BunpoOyBanus B Ykpaini | [.SI. TopbaueBcbkoro MiHicTepcTBa OXOpOHHM 3H0pOB'St YKpaiHu, Kadeapa MpONEeNeBTHKH BHYTPIIIHBOT
MeIuIMHU Ta (pTusiaTpii, M. TepHOMiIb

2) nikap Pinryk P.M.

KomynansHe Hekomepuiiine mianpuemMctBo «LleHTpanpHa Micbka KiiHIYHA JikapHs I[BaHO-DpaHKIBCHKOT
MiCBKOI pann», BianinenHs mikpoxipyprii JIOP-opranis, M. [BaHO-®paHKiBChK

3) nikap Omeposa JI.M.

Menu4Hui IEHTp TOBApUCTBA 3 0OMEXKEHOIO BIAMOBIAaNbHICTIO «Meaumunuii nentp «Koncumiym Menikamy,
KIIIHIKO-KOHCY/IbTaTUBHE BiJIiNeHHs, M. KuiB

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTHi CynyTHi MaTepianu:
Marepiaiau/mpenaparu - mabopaTopHi HaboPH;
CYNYyTHBOI Teparii - efexTpoHH1 moaeHHukH (Bluebird SF550)

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU 10 aoaatka Ne 1 1o
Haka3zy MiHicTepcTBa OXOpOHHU 3/I0POB’ s
VYxpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[lomBiitHe cmine, paHIOMi30BaHe, IUIANc00-KOHTPOJILOBAHE, 0araTOIEHTPOBE  JOCTIDKEHHS B
aMOyJlIaTOpHUX YMOBax y MapalelbHUX Tpymax id OLIHKA e(pEeKTUBHOCTI Ta OE3MeYHOCTI Mpenapary
Crakkaro AnmpaszoiaM y Y9acHUKIB JOCIiIKEHHs BIKOM 12 pOKiB i cTapiie 31 CTEpEOTHITHUMHU TPUBATHMU
HanagaMmy, koa gocaipkeHds EP0162, Bix 02 munas 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaiHa

FOCibi biodapma EcApEn, bensrist / UCB Biopharma SRL, Belgium

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
Jikapcbka opma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Crakkato Aumpazonam (UCB7538; ALPRAZOLAM; alprazolam); mnopomok i IHraJsuiiHOToO
3actocyBaHHs; 2 Mr (mimirpam); UCB Pharma SA, bensris; Element Materials Technology Oakland -
Concord, Inc., CIIIA; Fisher Clinical Services GmbH, IlIseiinapisi; Almac Clinical Services Limited, UK /
Benuka bputanis; Alexza Pharmaceuticals, Inc., CIIA; Pacific BioLabs, CIIIA; Almac Clinical Services
LLC, CIIIA; Fisher Clinical Services, CIIIA;

[Tnane6o no Crakkato AmnmpasosnaMm, MOpPOLIOK s iHransuiiiHoro 3acrocyBaHHs; UCB Pharma SA,
beneris; Element Materials Technology Oakland - Concord, Inc., CIIIA; Fisher Clinical Services GmbH,
[Beiinapisi; Almac Clinical Services Limited, UK / Benuka bpuranis; Alexza Pharmaceuticals, Inc., CHIA;
Pacific BioLabs, CIIIA; Almac Clinical Services LLC, CIIIA; Fisher Clinical Services, CIIIA

Bianosinanbawmii (1)
JOCIITHUK (1) Ta MicCIe
(s1) mpoBeneHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H., pod. J{yOenko A.€.

HepxaBHa ycTtaHoBa «IHCTHTYT HEBpOJIOTii, mcuxiatpii Ta Hapkosorii HamioHanpHOI akagemii MeIUYIHHX
HayK YKpaiHuy», Bigain 1uTsa4oi ICHXOHEBPOJIOTii Ta MapOKCU3MAIbHUX CTaHIB, M. XapKiB

2) reH. nupextop Bomomyk A.€.
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KomyHnansHe HeKomepIiiitHe mianpueMcTBO «OneChbKui 00aCHUI MEIUYHUHN IIEHTP MCUXIYHOTO 3I0POB’SI»
Onecbkoi obsacHoi paau, Bimauienas Ne2, m. Oneca
3) k.m.H. Yomousik 1O 1O.
Mennunuii neHtp «liamem» ToBapucTBa 3 0OMEKEHOIO BiANMOBiNaIbHICTIO «Meauunuil meHtp «iameny,
M. YKropos
[Ipenapatu mopiBHSAHHSA, | —
BHPOOHMK Ta KpaiHa
CynyTHi —
Marepiaiau/mpenaparu
| CyIIyTHBOI Teparii
B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU 10 aoaatka Ne 1 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 15 Bepecust 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«®aza II, moxBiitHe ciirie, paHIOMi30BaHe, TUIANE00 KOHTPOJIBOBAHE, Y MApAICTLHUX TPYIaX, JOCITIHKSHHS
3 METOI0 BUBYEHHSI MOTEHIIMHMX aHTHAMCKiHeTHYHHX BiactuBocteir CPL500036 (imridirop PDEIOA) y
naiieHTiB i3 xBopoOoro IlapkiHcoHa, SIKi CTpakIarOTh BiJ MUCKiHE3il, cnpuuynHeHoi JIeBOmOmo», Kox
nocnimkenns 03PDE2020, sepcis 2.0. Big 16 nunus 2021 poky

3asiBHUK, KpaiHa

TOB «®apma Kommnexe Comroniasz FOA», Ykpaina

CrnoHcop, kpaiHa

Celon Pharma S.A, TTonpma

[lepenik mocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

PG20 (PG203 or CPL500036) (PG 20 (PG203 or CPL500036); PG 20, PG203, CPL500036; CPL500036
(PDE10A inhibitor)); karcyau tBepi; 1 karncyna mictuts 10 mr CPL500036 a6o mane6o. Kancynu tBepi
3 PG203, CPL500036 y amtrominieBomy oictepi; 10 mr; Celon Pharma S.A, Tlonbia;

[Tnaie60 o PG20 (PG203 or CPL500036), karncymu tBepai; 1 kancyna mictuts 10 mr CPL500036 a6o
wiare6o. Karcynu tBepai 3 PG203, CPL500036 y amominieBomy 6utictepi; Celon Pharma S.A, Tlosbia

Bianosinanbawmii (i)
JOCITITHUK (M) Ta MicCIIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1)) n.m.H., mpod. Jemuenko A.B.

HaBuansHo-HayKOBUIT MeIWUHMIA TEHTp «YHIBepcuTeTchka kiiHiKa 3JIMYVY», HEBpoJIOTiYHE BiIIUICHHS,
LIEHTP BETE€TaTUBHUX PO3Ja/iB, M. 3alIOPIHOKS

2) k.M.H. Tomax H.B.

MenuuHuii IEHTpP TOBapHCTBa 3 oOMekeHo0 BianosiganbHicTIo «IHET-09», M. 3anopixoks

3) k.Mm.H. Mopo3z O.M.

JlepkaBHa ycTaHOBa «YKpAiHCHKUI Jep)KaBHUI HAyKOBO-JOCTIHUM 1HCTUTYT MEIUKO-COLIaIbHUX
npobiieM 1HBadiAHOCTI MiHicTepcTBa OXOPOHM 370pOB’st  YKpaiHW», BIIJAUIEHHS HEBpPOJIOrii Ta
NOrpaHUYHUX CTaHiB, M. J{HINpO




2 MPOJOBXKEHHS A0/1aTKa 8§

4) n.m.H., ipod. Mimenko T.C.
JepxaBHa yctaHoBa «I[HCTUTYT HeBpoOJOrii, mcuxiaTpii Ta Hapkosorii HamioHanpHOI akageMii MeIUYHUX
HayK YKpaiHu», BIIIUT CYAMHHOT MATOJIOT1i TOJIOBHOT'O MO3KY, M. XapKiB

[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa
CynytHi —
MaTepianu/mpenapari
| CyIyTHBOI Teparii
B.o. renepasibnoro aupexkropa /lupekropary

dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU 10 aoaatka Ne 1 1o
Haka3zy MiHicTepcTBa OXOpOHHU 3/I0POB’ s
VYxpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararoneHTpoBe panaomizoBane moBiiHO ciine gocaimkeHHs 111 ¢hasu, 1mo npoBoAUTECS 3 METOIO OIIIHKU
e(eKTUBHOCTI, 0e31eYHOCTI Ta nepeHocuMocTi npenapary IMU-838 y nopiBHsHHI 3 mianedo npu JiKyBaHH1
JIOPOCIUX TIAIIEHTIB 13 PEIHMIMBYIOYMM PO3CITHUM ckiiepo3oM (komoBe mo3HadeHHs: ENSURE-1)», xox
nociimkenns P3-IMU-838-RMS-01 (ENSURE-1), dinanbna Bepcist 2.0 Big 10 ceprias 2021 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAWJI KJITHIKAJI TPAIJIC YKP»

CrnoHcop, kpaiHa

«Immynik AI'» [Immunic AG], Himeuunna

[lepenik mocmipKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

IMU-838 (IMU-838; 1354012-90-0; Bimodaymumyc kambitito (IM90838) / Vidofludimus Calcium
(IM90838)); Tabnetka; 15 mr; «Haupt Pharma Wulfing GmbH», Himeuunna; «Fisher Clinical Services
GmbH», Himeuyunna; «Nuvisan GmbH», Himeuunna;

IMU-838 (IMU-838; 1354012-90-0; IMU-838-RC; Bimodayaumyc kanpiito (IM90838) / Vidofludimus
Calcium (1IM90838)); tabnetka; 30 mr; «Haupt Pharma Wulfing GmbH», Himeuunna; «Fisher Clinical
Services GmbH», Himeuunna; «Nuvisan GmbH», HimeuunHa,

miane6o no IMU-838 (mmane6o qo IMU-838); tadnetku; «Haupt Pharma Wulfing GmbH», Himeuunna;
«Fisher Clinical Services GmbHy», Himeuunna; «Nuvisan GmbH», Himeuunna

Bianosiganbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeIEeHHS
BUINIPOOYBaHHs B YKpaiHi

1) 3aB. Bia. ['amyma A.L.

KomyHnaneHe HekomepuiiiHe mnignpuemMctBo KuiBcbkoi oOmacHoi pamu «KuiBcbka oOnacHa KIiHIYHA
JKapHs», HEBPOJIOT1UHE BiAUIeHHs, M. KuiB

2) k.M.H. ['amuy JI.O.

Menu4yHuii IISHTP TOBAPUCTBA 3 00MEXEHOI0 BimoBinaipHICTIO «CMapt Menikan Llentpy», M. Kuis
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3) k.Mm.H. ['oBOax I.O.

Komynanene Hexomepuiiine mnignpuemMctBo «Micbka momikiaiHika Ne9» XapkiBCbKOI MICBKOI pajm,
BIIJIIJIEHHS BY3bKHX (haxiBIliB, XapKiBCbKa MEIUYHA aKaJeMisl MiCISIAMIUIOMHOT OCBITH, Kadeapa 3araibHOL
NPaKTUKU-CIMEHHOT MEIMIIMHU, M. XapKiB

4) k.m.H. ['pedentok [.B.

Komynanene HexoMmepuiiiHe mianpueMcTBo «Mickka KiriHiuHa JikapHs Ne7» XapkiBCbKOi MICBKOI pajad,
HeBposioriyHe BimmiieHHs Nel, XapkiBCcbka MeAMYHA aKajaeMis IMICIIUIIOMHOI OCBITH, Kadeapa
HEBPOMATOJIOTIi Ta HelpoXipyprii, M. XapKiB

5) n.m.H., ipod. I'pubd B.A.

JlikyBanbpHO-miarHocTHYHUH 1eHTp «Heiipo ['modam» ToBapucTBa 3 0OMexeHO0 BiamoBiganbHicTIO «Heiipo
['moGany, nikyBansHO-NPOQLIaKTHUHUHN MiApo3ail, M. [BaHo-DpaHKiBebK, ¢. KpuxiBiii

6) n1.M.H., pod. JlurBurenko H.B.

JlikyBanbHO-11arHOCTUYHUHN LIEHTP TOBAapUCTBA 3 OOMEKEHOIO BiJIMOBIAANBHICTIO «MEIKOHTHHEHT», IEHTP
HEeBpoJIOTii Ta peadimiranii, M. [lonraBa

7) k.Mm.H. [Tacropa I.M.

XapkiBchbKa KITiHIYHA JiKapHA Ha 3ami3HUYHOMY TpaHcmopTi Nel @imii «lleHTp oXOpoHM 310pPOB’S»
aKI[1IOHEPHOI'0 TOBApUCTBA «YKpaiHChKa 3aJII3HULA», 3-€ HEBPOJIOTIUHE BiIICHHS, M. XapKiB

8) n.M.H., ipod. [Tamkoscrkuit B.M.

Ob6nacHe KOMyHallbHE HEKOMepIIiiiHe miaAnpreMcTBO «YepHiBelbka o0IacHa KJIIHIYHA JIIKapHS», MiIPO3/UT
HeBpoJorii, M. YepHiBLi

9) k.Mm.H. ITiconbka O.B.

JepxaBHa yctaHoBa «IHCTUTYT HeBpoJjorii, ncuxiaTpii Ta Hapkojorii HamioHanbHOI akajgemii MeIUYHHX
HayK YKpaiHW», BIJIIJICHHS ayTOIMYHHHX Ta JeTeHepaTUBHUX 3aXBOPIOBaHb HEPBOBOI CUCTEMH, M. XapKiB
10) nikap ITpuropuuneka A.1.

KomyHnaneHe HexomepuiiiHe nianpuemMctBo KuiBcbkoi oOnacHoi panum «KuiBcbka oOnacHa KiiHIYHA
JKapHs», BIJIJICHHS peabiiTallii XBOpUX 3 HaCIiAKaMU HEBPOJIOTIYHHUX 3aXBOPIOBAaHb Ta TpaBM, M.KuiB
11) a.m.H., mpod. Coxomnosa JI.I.

MenuuHuii 1EHTp TOBapHCTBa 3 OOMEXEHOI BiamoBinanbHicTIO «MenOyn-Kiminiky», TiKyBajabHO-
npodimakTHYHUM miapo3aii, M. Kuis
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12) a.m.H., ipod. IlIkpodot C.1.

Komynanene HekoMmepuiiiHe mianpueMctBo «TepHominbebka oOnacHa KITiHIYHA TICHXOHEBPOJIOTIYHA
aikapHs» TepHOMUIbChKOT 001aCHOT paju, Tepiiie HEBPOJIOTIYHE BiAIUICHHS, M. TepHOILIb

13) 3aB. Bia. lllenorinauk B.I1.

KoMmyHanpHe HEKOMepIIiiiHE MiApueEMCTBO MapiynoiabCchkoi MIChKOT paau «MapiymoibChka MichbKa
mikapas Ned4 im. LK. Maimyka», HeBpoJOriuHE BIAJUIEHHS Ui XBOPUX 3 MOPYLUIEHHSAM MO3KOBOTO
KpoB0o00iry i roctpoi nmarosorii [IHC 3 manatoro iHTEHCUBHOI Tepartii, M. MapiynoJib

[Ipenapatu mopiBHSIHHSA, | —
BUPOOHUK Ta KpaiHa

CynyTtHi —
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Honarox 10

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU 10 aoaatka Ne 1 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYxpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, OaraToreHTpoBE, MOABIHHE CITINe TOCIIHKCHHS, 3 BAKOPUCTAHHSAM IUIae0o Ta nmpenapary
MOPIBHSIHHS B SIKOCTI KOHTPOJIIO, y TapajelbHUX TpyHax Ajas TOPIBHSHHS TIIKEMIYHUX e(]eKTiB,
0€3MeYHOCTI Ta TEPEHOCUMOCTI METPOPMIHY TiIPOXJIOPHI B TaOIETKAX i3 3aTPUMKOIO BUBLILHEHHS II0YO01
PEUOBHMHHU Yy MAIEHTIB 13 LIYKPOBUM J11a0€TOM 2-TO TUITy 1 BapiaOenbHOIO (YHKIIE€I0 HUPOK BiJ HOPMH JI0
XHH cranii 3b», ko nocaimkenas ANJ900D3501, Bepcis 2 Big 22 yepBas 2021 poxy

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeKeHOI0 BifnoBiganbHicTIo «JIABKOPIT KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»

CrnioHcop, kpaiHa

Anji Pharma (US) LLC, CIIIA

[epenik nocniaKyBaHUX
JIKapChKUX 3aC001B
Jikapcbka opma,
J03yBaHHs, BUPOOHUK,
KpaiHa

Metdopminy rigpoxnopusa i3 3arpumkoro BuBinbHeHHs (MetDR) (ANJ900; ANJ900; Metformin HCI,
SUB03200MIG; C4H11NS -+ HCI; N,N-dimethylimidodicarbonimidic diamide monohydrochloride;
Metformin hydrochloride, metdopminy riapoxmopun); tabmetku; 900 mr (mimirpam); Aurobindo Pharma
Limited, Iaais; Glatt Air Techniques, Inc. (GAT), CIIIA; EMSL Analytical, Inc., CIIIA; Catalent Germany
Schorndorf GmbH, Himeuunna; Catalent CTS (Edinburg) Limited Cnony4sene KopomiBectBo; Catalent
Pharma Solutions, LLC, CIIIA; MIAS Pharma Limited, Ipnanuis;

wianedo g0 MerdopMminy riapoxsopus i3 3arpuMkoro BubiabHeHHs (MetDR) (mmame6o mo ANJ900);
tabnerku; Aurobindo Pharma Limited, Iumist; Glatt Air Techniques, Inc. (GAT), CIIIA; EMSL Analytical,
Inc., CIIA; Catalent Germany Schorndorf GmbH, Himeuuuna; Catalent CTS (Edinburg) Limited,
Crnonyuere Kopomiserso; Catalent Pharma Solutions, LLC, CIIIA; MIAS Pharma Limited, Ipaanmis;
wianie6bo go (Metformin hydrochloride, wmerdopminy rimpoxiopua); TaOMETKH, BKPUTI IUTIBKOBOIO
obosonkoro; Glatt Air Techniques, Inc. (GAT), CIIIA; EMSL Analytical, Inc., CIIIA; Catalent Germany
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Schorndorf GmbH, Himeuunna; Catalent CTS (Edinburg) Limited, Crnonyuene KopomiBcrso; Catalent
Pharma Solutions, LLC, CIIIA; MIAS Pharma Limited, Ipnannais; CoreRx, Inc., CIIIA; SGC Life Science

Services, CIITA

Binnosinansuuii (i) 1) nikap binotkau O.VY.
JOCITITHUK (M) Ta MicIe MenuyHuii EHTp TOBapHCTBa 3 OOMEKEHOI0 BianoBimanpHiCTIO «EnensBeiic Memike», JiKyBaJIbHO-
(s1) mpoBeEHHS npodinakTHYHUN Tiapo3ain, M. Kuis

BUNPOOYyBaHHA B YKpaini | 2) mikap Xamimon H.IT.

Komynanene HekomepiiiiHe mianpueMcTBo «UepHiriBcbka michka JikapHs Ne2» UepHIriBCbKOi MiChKOi
paau, TepaneBTHYHE BIIIIJICHH, M. UepHiriB

3) a.m.H., pod. Maprurrok JI. I1.

KomyHansHe HekoMepiliiiHe mignpueMcTBO «TepHOMIIbChbKAa YHIBEPCHUTETChKA JiKapHsI» TepHOMIbChKOT
oOmacHoi paau, BinineHHs Hepoorii, TepHOMIbChKII HALlIOHATPHUNA MEANYHUH yHiBepcuTeT imMeHi [.51.
['opbayeBchbkoro MiHicTepcTBa OXOpOHHM 3A0pOB'S YKpainu, Kadeapa BHYTPIIIHbOI MeaunuHu No3,
M. TepHomiah

4) k.m.H. [lepepsa JL.A.

Komynanene HexoMepuiiiHe mianpueMcTBo «Mickka kiiHiuHa mikapHs Ne2 imeni mpo¢. O.0. amimoBay
XapkiBcbKoi MiCbKO1 pajid, BIJIIIEHHS €HIOKPHUHOJIOTI1, M. XapKiB

5) mikap 3noBa T.I.

Menuunuit nentp «Ox!KiiHik+» ToBapucTBa 3 00MEXEHOI BiAMOBIAANBHICTIO «MiKHAPOAHUN THCTUTYT
KJIIHIYHUX JOCIIKEHBY, CTallloHapHE BiAUIeHHS, M. KuiB

6) nikap ITocron C.B.

Menuunuit  uentp ToBapuctBa 3 0OMEXEHOIO BiAMOBiAaNbHICTIO «MenOya-KiiHik», iKyBajibHO-
npodinakThyHui migposain, M. Kuis

[Ipenapatu nopiBusiHHA, | Metformin hydrochloride, merdopminy rigpoxnopua (Metformin HCl; SUB03200MIG; C4H11INS « HCI;
BUPOOHUK Ta KpaiHa N,N-dimethylimidodicarbonimidic diamide monohydrochloride; Metformin hydrochloride); Ta6nerku,
BKPHTI IUTIBKOBOK 000s0HKOI0; 500 Mr (mimirpam); Aurobindo Pharma Limited, Inmis; Glatt Air
Techniques, Inc. (GAT), CIIA; EMSL Analytical, Inc., CIIIA; Catalent Germany Schorndorf GmbH,
Himewuuna; Catalent CTS (Edinburg) Limited, Cnony4dene Koposiserso; Catalent Pharma Solutions, LLC,
CIIIA; MIAS Pharma Limited, Ipnannis;

wiare6o jgo (Metformin hydrochloride, metdopminy riapoxsiopun); TabIeTKH, BKPHUTI TUTIBKOBOIO
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obomnonkoro; Glatt Air Techniques, Inc. (GAT), CIIIA; EMSL Analytical, Inc., CIIIA; Catalent Germany
Schorndorf GmbH, Himeuunna; Catalent CTS (Edinburg) Limited, Cnonyuene Kopomiscro; Catalent
Pharma Solutions, LLC, CIIIA; MIAS Pharma Limited, Ipmanmis; CoreRX, Inc., CIIIA; SGC Life Science

Services, CIIIA

CynyTtHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. resepanbHoro rupexkropa Jlupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHUX



Jonatok 11
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

Jlocke mocmipkyBaHUX Jnikapchkux 3aco0iB: [Ipanceruni0O, [Takmitakcen, Hab-makmitakcen, [ucmmaTu,
Kap6omnatun, Ilembpomnizymad, ['emiutabin, Ilemerpekcen, Bepcis Bim Oepesns 2021 p.; JonmaBanus
npenapary nopiBasHHs [lakmitakcen (Paclitaxel, Sindaxel, RO0247506), koHIIEHTpAT Ui pO3YUHY LIS
BHYTPIIIHBOBEHHUX 1HQY31H, 150 mMr/25 ma (6 mr/mi) (BupoOHuku: Inrac dapmackrotikaic Jlimiten
(Marona), Ingis; Inrac dPapmacerotikanc Jlimiten (®apmes), Iuais; Axrasic Itamis C.ILA., Itamis;
Cinpgan ®@apma CPJI, Pymynis); 3pa3ku MapkyBaHHs npenapary nopiBHsHHS [lakmitakcen, KOHIEHTpar
JUISL PO3UMHY JUIsl BHYTPIIIHBOBEHHUX 1HQY31H, 150 mMr/25 ma (6 mr/mi), Bepcid Bix 19 Oepesns 2021 p.;
JonaBanHs npenapaty nopiBHsHHS HaG-makmitakcen (Nab-paclitaxel, AOpakcan, Abraxane,
R0O0247506), nmopomok ansi cycnensii mist iHQy3iid, 100 mr (BupoOHuku: AOpakcuc bioCaitenc, JItn
(Cenmxen Kopnopeiimn), CILA; bakcrep Onxonmomki I'm6x, Himewumna); 3pasku MapKyBaHHS
npenapaTy nopiBHsAHHsA HaO-nakmitakcesn, mopomok ans cycnensii ans iH@ys3ik, 100 mr, Bepcis Big 19
oepes3nst 2021 p.; 3pa3ok MapKyBaHHS JOCIIKYBAHOTO JIiKapchkoro 3aco0y [lpancernniod, kamcynu mo
100 wmr, Bepcia Bix 23 nunua 2021 p.; Jonanna xogoanoro Homepy RO7499790 no nocmikyBaHOTO
nikapcbkoro 3aco0y IlpancetwHi0; 3amydeHHs JOMATKOBUX BHPOOHWYMX MUIBHUIG ISl TIpenapary
nopiBHsAHHS KapOomiaThH, KOHLEHTpAT Uil pO3UYMHY AJIS BHYTPIIIHbOBEHHHMX 1H(DY3iH, 450 Mr/45 mu:
Axragic Itams C.ILA., Itamis, ®apmaxemi b.B., Hinepnanau; Cingan ®apma CPJI, Pymynis; 3paszku
MapKyBaHHs Ipernapary mnopiBHsAHHs KapOoriaTtuH, KOHIEHTpAT IJI PO3YMHY Ul BHYTPIIIHBOBEHHUX
iHpy3ii, 450 mr/45 wmu, Bepcis Bim 19 OGepesns 2021 p.; YTouHeHHs JiKapchkoi (GopmMu mpemapary
nopiBHsAHHS KapOoruiaTus:




2 NPOJOBXKEHHS Aojarka 11

bVYJIO CTAJIO
KOHLIEHTPAT JJIsl TPHUTOTYBAHHA PO3YMHY JUIS | KOHLIEHTPAT JJIS PO3UMHY ISl BHYTPIIIHBOBEHHHUX
1Hy3ii 1Hy3ii

Jonannst komoBanoro Homepy RO4843791 no nmocmimkyBaHOTO JiKapchkoro 3aco0y KapOomatws;
3pa3ku  MapKyBaHHS ~Tpernapary mopiBHSHHS llucrmatuH, KOHIEHTpAT Uil  PO3YMHY IS
BHYTPIIIHOBEHHUX 1HDY31#, S0 Mr/50 mu, Bepcis Bix 26 6epe3ns 2021 p.; YTouHeHHs JTiKapchbKoi popmu
npernapaTy nopiBHsHH L{ucriaTuH:

BYJIO CTAJIO
KOHIIGHTPAT Uil MPUTOTYBaHHS PO3YMHY IS | KOHIIGHTPAT IS PO3YMHY JUISl BHYTPIITHHOBEHHUX
iHDy3ii 1HDy31H

Honanus kogoBanoro HoMepy RO0232538 no mocnimkyBaHOTO JiKapchbkoro 3aco0y Llucmnatun; 3pasku
MapKyBaHHS Tpenapary nopiBHsaHHS [lemOponmizymad, KOHIEHTpAT Uil pO3UMHY ISl BHYTPIIIHEOBEHHUX
in¢y3ii, 100 mr/4 mm, Bepcis Bim 19 Oepesnst 2021 p.; YTouHeHHs mikapchbkoi (opmu mpemnapary
nopiBasHHES [lemMOpoizymab:

bYJIO CTAJIO
KOHIIGHTPAT Uil TPHUTOTYBaHHS PO3YMHY IS | KOHIIGHTPAT IS PO3YMHY JUTSl BHYTPIITHHOBEHHUX
1HQYy3i1i 1HYy31i

HNonannas kogoBanoro Homepy RO7723188 mo mocmimkyBaHOTO JiKapchkoro 3aco0y IlemOpoiizymal;
3aiydeHHs1 J0JaTKOBOI BUPOOHMYOT AUIBHMI JUIS Mpenapary MopiBHSHHA ['eMuunTaliH, MOPOMIOK IJist
po3unHy g 1HQy3iH, 1000 mr: AxraBic Iramis C.ILA., Itamis; 3pa3ku MapKyBaHHsS Hpenapary
nopiBHAHHA ['emMuuTabiH, mopomok i po3unny Juid iHQy3ii, 1000 mr, Bepcig Big 19 6epesns 2021 p.;
YTouHeHHS JiKapchKoi (hopMu npenapaTy nopiBHAHHS ['emMiuTa0in:

BYJIO CTAJIO
KOHIIGHTPAT Il TPHUTOTYBaHHS PO3YMHY IS | KOHIICHTPAT JUIS PO3YMHY JUTSl BHYTPIITHHOBEHHUX
1Hy31i 1HYy31i

HNonanas komoBaHoro Homepy RO0249587 no mocmipkyBaHOTO Jlikapchkoro 3aco0y I'emmmrtalin;
3aiydeHHs J10JaTKOBUX BUPOOHMYMX AUTBHHI JJIS Mpenapary nopiBHsAHHs [lemerpekcen, mOpomok s
KOHIIGHTpaTy A po3unny st iHPy3i#, 500 mr: Eni Jlimm enn Ko Tak Jlimm Texunomomxki Lentp, CIIA;
Bianekc C.A. — 3aBox C (Bianekc C), I'pewtist; 3pa3ku MapKyBaHHS IpenapaTy nopiBHsaHHs [lemeTpekcen,
MOPOIIOK Il KOHIIEHTpaTy ais po3uuHy ans iH¢y3id, 500 mr, Bepcis Bin 19 Oepesns 2021 p.;
YTo4yHeHHs JliKapchkoi (hopMu npenapary nopisHaHHs [lemerpekcen:
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bVYJIO CTAJIO
KOHLIEHTPAT JJIsl TPHUTOTYBAHHA PO3YMHY Ui | KOHLEHTPAT JAJIS PO3UMHY ISl BHYTPIIIHBOBEHHHUX
1Hy3ii 1Hy3ii

®dopma iHGOpMOBaHOT 3ro/In AJI MAIIEHTIB, SAKi MEPEeXOAiITh 13 Tpynu b Ta mpuitMaTUMyTh MpaICETUHIO,
Bepeia 1.0 ans Yipainu ykpaiHCbKOIO Ta pociiicbkoro MoBamu Bif 20 cepras 2021 p. Ha ocHoBi MaiicTep-
Bepcii opmu iHGOPMOBAHOI 3rou TSI IEPEXPECHOTO JIIKyBaHHS B pociipkeHHi BO42864, Bepcis 1 Bin
19 motoro 2021 p.; ®opma iHPOPMOBaHOI 3roaM Ha TMPOBEICHHS ATBTEPHATUBHOTO BI3UTY BHI3HUM
MEIUYHUM NepcoHasioM, Bepcis 1.0 g YKpaiHu yKpaiHChbKOIO Ta pociiicbkoro MoBamu BiJ 20 cepmnHs
2021 p. Ha ocHoBi MaiicTep-Bepcii ¢opmu iHPOPMOBAHOI 3T0IM HA BI3UT BUI3HOTO MEIUYHOTO ITEPCOHATY
st nocmikenass BO42864, Bepcis 1 Big 19 motoro 2021 p.; JlonmoBuenns no @opmu iHpopmMoBaHOT
3rOJIM: 3roJla Ha TMIPOBEJCHHS aJbTEPHATUBHUX BI3UTIB Y Mekax nociimkeHHs mia dac nagaemii COVID-
19, Bepcia 1.0 ana Ykpainu ykpaiHChKOIO Ta pociiicbkoro moBamu Bia 20 cepmust 2021 p. Ha ocHoBi
MaicTep-Bepcii gomoBHeHHST 10 ¢opmu iHpopmoBanoi 3roam momo COVID-19 nmns nmocnimkeHHs
BO42864, Bepcis 2 Bia 19 mororo 2021 p.; @opma iHPOpMOBaHOI 3r0I1 HA y4acTh y (a3i MPECKPUHIHTY,
Bepcis 2.1 ms Ykpainu yKpaiHChKOIO Ta pociiicbkoro MoBaMu Bif 26 xoBTHS 2021 p. Ha ocHoBi Maiictep-
Bepcii popmu iH(HOpMOBaHOI 3roAM Ha ydacTh y (a3l mpecKkpuHiHTy Uit gociaipkenHs BO42864, Bepcis 2
Bix 16 6epe3ns 2021 p.; Ankera mozo crany 310poB’st EQ-5D-5L, ykpaiHChKOO Ta pOCiiiChKOI0 MOBaMH;
Ankera mono crany 31a0poB’ss EQ-5D-5L (Tekct s TenedoHHOro iHTEPB’I0), YKPAiHCBKOIO Ta
pociiicekoro MmoBamu; OnuryBanbHuK EORTC QLQ-C30, Bepcist 3 ykpaiHCBKOIO Ta POCICHKOI0 MOBaMH;
OnutyBanbHUK Anst omiHku sikocTi kutTa QLQ-C30 (Bepcis 3) (cueHapiii mpoBeneHHs TelePOHHOTO
iHTEepB’10), Bepcig 2.0 ykpaiHChKOI0 MOBOIO; ONMUTYBAIBHUK JUTSI OIIHKHY SKOCTI KUTTA 3 30 murans QLQ-
C30 (Bepcig 3) (ckpunT JUIsl MPOBEACHHS ONUTYBaHHS MO TenedoHy), Bepcis 2.1 pociiicbkol MOBOIO;
OnuryBansauk EORTC QLQ-LC13, ykpaiHchkoI0 Ta pociichkoro MoBaMH; ONHUTYBAbHUK ISl OLIHKA
AKOCT1 XKUTTA 1pu paky jeredb (QLQ-LC13), moayns 1o QLQ-C30 (TumuacoBuii crieHapiii mpoBeneHHs
TenedoHHOTO 1HTEPB'10), Bepcist 1.0 ykpaiHChKOI0 MOBOIO; ONUTYBAIBHUK JJIS OIIHKH SKOCTI YKHUTTS MPH
paky nerenp (QLQ-LC13), monyns QLQ-C30 (monepeaHiii CKpuNT A NPOBEIEHHS ONMUTYBAHHS IO
tenedony), Bepcist 1.0 pociiicbkoro MOBOIO
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 3059 Bix 29.12.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PangomizoBaHe BikpuTe HOCTiKEeHHS (a3u 3 3 BUBYCHHS MPAJICETUHIOY y MOPIBHIHHI 31 CTAaHIAPTHUM
JiKyBaHHsAM Teparmieto nepmoi JiHii RET-mo3uTuBHOr0 MeTacTaTUYHOrO HEAPIOHOKIITUHHOTO paKy
nereni», BO42864, Bepcis 3 Bix 29 ciuns 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 0OMEKEHOIO BiAMOBiAaNIbHICTIO «Pom Ykpainay

Cnoncop, kpaiHa

®. Xodppmann-JIs Pom JItn, [IBelimapis

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepasnbHoro qupekropa Jupexropary
(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX



Jonatok 12
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MONIPaBKU

Jlocke ocTipKyBaHOTO JikapehKkoro 3aco0y Hinmokanmimabd (M281), posain 2.1.S «CyOcTanmis JikapcbKoi
pedoBuHm» (“Drug Substance”), Bix xoBTHS 2021 poky aHTMiHCBKOIO MOBOMW; Jloche AOCHiIKyBaHOTO
nikapcekoro 3aco0y Himokamimad (M281), posmin 2.1.P «Jlikapcekuii 3acid» (“Drug Product”), Bin
x0BTHS 2021 pOKy aHIIiiChKO MOBOW; [lOJOBKEHHS TEepMiHYy MPHIATHOCTI JIOCIIIXKYBaHOTO
nikapcepkoro 3aco0y Himokanmima6d (M281; JNJ-80202135), po3uun ans indy3ii, 30 mr/mia y daaxoni 3 18
10 24 Mics1iB

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2426 Bix 05.11.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«EdexTuBHICTh Ta Oe3neyHicTh npenapary M281 y 1opociaux Haui€eHTiB 3 ayTOIMyHHOIO T€MOJITUYHOIO
aHEMI€I0 3 TEIUIOBUMH AaHTHUTIIaMU: OaraTOIIEHTPOBE, paHIOMI30BaHe, IOJBIMHE ciine, Iuianedo-
KOHTPOJIbOBAHE JIOCIHIKEHHS 13 TPUBAIUM BIAKPUTHM AOJATKOBUM HociimkeHHsM», MOM-M281-006,
Bepcis 3 nonpaskoro 4.0 Big 20 kBiTHsA 2021 poky

3asBHHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «D®APMACBIOTIKAJI PICEPY

ACCOVIIMENTC YKPATHA» (TOB «DPA YKPATHA»)

CnoHcop, kpaiHa

Janssen Pharmaceutica NV («fHccen ®@apmanieBtuka HBy), benbris

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparmii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 13

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MONIPaBKU

OnoBnenns po3aumiB 3.2.P.1 «Omuc Tta ckimax pochimkyBaHoro 3acoOy», 3.2.P.8.1 «CtaOiunbHICTBY,
«[lincymku ta BUCHOBKH», 3.2.P.3.1-3 «BupoOuuku, Onuc BupoObHHUOro mpouecy» Moaymo «SKicTb»
Jocke mocmikyBaHoro Jkapcebkoro 3aco0y I'ycenmpkymad (CNTO1959) [Module 3: Quality — IMPD:
Drug Product, Pre-filled Syringe 100 mg/mL, 2 mL fill, P-section Chemistry, Manufacturing, and
Control], Bumannas Bin >xoBTHA 2021 poxy; IlogoBkeHHS TepMiHYy NPHIATHOCTI TOCHTIIKYBaHOTO
Jikapebkoro 3aco0y I'ycenpkymad (CNTO1959) 100 mr/mi, 2 mi po3uuH uid iHQY3ii y momnepeaHbo
3anmoBHeHOMY Tmpuiii, 3 30 10 36 MicsIIiB

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1962 Bix 29.10.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PangomizoBaHe, o/IBiiiHE Clline, MIane00-KOHTPOIHOBAHE Ta 3 AKTUBHUM KOHTPOJIEM, 0araToleHTPOBE
JoCHiKeHHsT (a3 2/3, 1mo NpoBOAUTHCA Yy NapajelbHUX TIPyMax 3 METOH OLIHKM e(pEeKTHBHOCTI Ta
0e31eyHOoCTI TycenbkyMaly y MaiieHTiB 13 XxBopoboro Kpona B akTuBHIH (a3l BiJl CEPETHHOTO 10 BAKKOTO
crynens TsokkocTi», CNTO1959CRD3001, 3 nonpaskoto 4 Bix 21 nunas 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHcop, kpaiHa

Janssen Pharmaceutica NV, Belgium / Sluccen ®apmanestuka HB, benbris

CynyTHi
MaTepiaau/mpenapaTu
| CyIyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 14
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

[TomoBxkeHHsT TepMiHy MPUAATHOCTI AOCHIKYBAHOTO JiKapcbkoro 3aco0y Ilpancetunid, kamncynu 1o
100 mMr mo 36 wicsauiB; Ononeni po3aum P.8.1 «Pestome 100 CTabiIBbHOCTI Ta BHCHOBKH
(P.8.1 cmc396958), P.8.3 «Jani mpo crabinbHicTh» (P.8.3 ¢mc396959) nocbe nmocinimkyBaHOTO
nikapcepkoro 3aco0y Ilpanceruni6; Inentudikarniitna kapTka nanieHTa, Bepcis 2.0 Big 01 6epesns 2021 p.,
YKpaiHCHKOIO Ta POCIHCHKOI0 MOBAaMU

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 3059 Bix 29.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe BiAKpUTe 1OCTiIKEeHHs Ga3u 3 3 BUBUECHHS MPAJICETUHIOY y MOPIBHAHHI 31 CTAHAAPTHUM
JikyBaHHSAM Tepamieto nepuioi JiHIi RET-mo3uTuBHOro MeractaTUYHOro HEAPIOHOKIITUHHOIO paKy
nereHi», BO42864, sepcis 3 Big 29 ciuns 2021 p.

3asBHHUK, KpaiHa

ToBapucTBo 3 0OMexeHo0 BianoBiganpHICTIO «Pomn Ykpaina»

Cnoncop, kpaiHa

®.Xodhdpmann-JIs Pomr JIta, [seiuapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonartok 15
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

Poznin S.2 «Bupobuuk (Manufacture) [TEV-48125, Bei Bupobuuku (All Manufacturers)|», Po3nin S.2.2
«Onuc  BUPOOHMYOTrO TpoIecy Ta YHpaBIiHHS TexHonoriuHumu mnpouecamu (Description  of
Manufacturing Process and Process Controls) [TEV-48125, Bci Bupobuuku (All Manufacturers)]» Jlocke
nociipkyBaHoro Jikapcekoro 3aco0y AJIDKOBI (AJOVY) (®pemanesymad (Fremanezumab) (TEV-
48125)), Bin BepecHs 2021 poky anrmiiicekoro MoBoro; Posnin S.2 «Bupobuuk (Manufacture) [TEV-
48125, Bei BupoOHuku (All Manufacturers)]», Po3ain S.2.4 «KoHTposib KpUTUYHHX €TaliB Ta IPOMINKHHUX
naHok (Controls of Critical Steps and Intermediates) [TEV-48125, Bei Bupo6uuku (All Manufacturers)]»
Hocbe nocmimkyBanoro Jikapcbkoro 3acody AJ[DKOBI (AJOVY) (®pemanesymad (Fremanezumab)
(TEV-48125)), Bim Bepecus 2021 poky aHrimiiicekoro MoBowo; Posmin S.4 «KoHTponb Iikapchbkoi
pedoBuHu (Control of Drug Substance) [TEV-48125, Bci BupoOnuku (All Manufacturers)|», Po3ain S.4.2
«Ananitnuni nponenypu (Analytical Procedures) [TEV-48125, Bci BupoOuuku (All Manufacturers)]»
Hocbe nocmimkyBanoro Jikapcbkoro 3aco0y AJ[XKOBI (AJOVY) (®pemanesymad (Fremanezumab)
(TEV-48125)), Bin Bepecus 2021 poky anrmiiickkoro MoBow; Posmin S.4 «KoHTponb JikapchKoi
pedoBunu (Control of Drug Substance) [TEV-48125, Bci Bupobuuku (All Manufacturers)]», Pozain S.4.4
«AHamz cepiii (Batch Analyses) [TEV-48125, Bci Bupobnuxu (All Manufacturers)]» Jlocke
nochimkyBaHoro Jikapcekoro 3aco0y AJIDKOBI (AJOVY) (®pemanesymad (Fremanezumab) (TEV-
48125)), Bix BepecHs 2021 poky aHTichK0r0 MOBOO; Po3ain S.5 «JloBinkoBi cranmaptu abo maTtepiaiu
(Reference Standards or Materials) [TEV-48125, Bci BupoOnukum (All Manufacturers)]» Jlocbe
nocaiakyBaHoro Jikapcbkoro 3acody AJDDKOBI (AJOVY) (®pemanesymal (Fremanezumab) (TEV-
48125)), Bix BepecHs 2021 poky anrmiiiicekoro MoBor; Po3nin S.7 «CrabinpHicTs (Stability) [TEV-48125,
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All Manufacturers]», Pozmin S.7.1 «Pe3tome Ta BUCHOBKHM 110710 cTabinpHOCTI (Stability Summary and
Conclusions) [TEV-48125, Bci Bupoonuku (All Manufacturers)]» Jloche AOCIIHKYBAaHOTO JIKAPCHKOTO
3aco0y AJIDKOBI (AJOVY) (®pemane3zymad (Fremanezumab) (TEV-48125)), Big Bepecus 2021 poky
aHriiicekor0o MoBOw; Posmin S.7 «CrabinpHicTh (Stability) [TEV-48125, Bci BupoOuuku (All
Manufacturers)], Po3min S.7.3 «Jlani cra6iasHocTi (Stability Data) [TEV-48125, Bcei BupoOHuku (All
Manufacturers)]» Hocbe mocmimkyBanoro iikapcekkoro 3acody AJIDKOBI (AJOVY) (®pemanesymad
(Fremanezumab) (TEV-48125)), Bix Bepecus 2021 poxy aHrmiicekor0 MoBow; Po3min P.3 «BupobOHuk
(Manufacture) [TEV-48125, Po3unn mis in’exiiit (Solution for Injection)]», Posain P.3.1 «BupoOuuku
(Manufacturers) [TEV-48125, Po3uun mis in’ekiiii (Solution for Injection)]» Jlocke mociimkyBaHOTO
nikapcekoro 3acody AJIDKOBI (AJOVY) (®pemane3ymad (Fremanezumab) (TEV-48125)), Bix BepecHs
2021 poky anrmiiicekoro MoBoro; Pozain P.5 «Kontpons mikapcskoro 3aco0y (Control of Drug Product)
[TEV-48125, In’exuii (Injection)]», Po3min P.5.4 «Anani3 cepiii (Batch Analyses) [TEV-48125, In’exuii
(Injection)]» J[ocwbe mochimxkyBaHoro mgikapcbkoro 3aco0y AJIDKOBI (AJOVY) (®pemanezymad
(Fremanezumab) (TEV-48125)), Bin BepecHst 2021 poky auriiiickkoro MoBorw; Pozmin P.7 «Cucrema
3akputtss KoHTeiiHepiB (Container Closure System) [TEV-48125, In’exuii (Injection)]» [ocbe
nocmipkyBaHoro Jikapeekoro 3aco0y AJDKOBI (AJOVY) (®pemanesymad (Fremanezumab) (TEV-
48125)), Bin Bepecus 2021 poky anrmiiickkoro MoBoro; Po3ain P.8 «CraGineHicTs (Stability) [TEV-48125,
In’exmii (Injection)]», Po3ain P.8.1 «Pe3toMe Ta BUCHOBOK JaHUX Tpo cTalOuIbHICTH (Stability Summary
and Conclusion) [TEV-48125, In’exmii (Injection)]» Jlocke DOCHIIKYBAaHOTO JIIKAPCHKOTO 3aco0y
AJUKOBI (AJOVY) (®pemanesymad (Fremanezumab) (TEV-48125)), Bin Bepecus 2021 poky
anrmificekoro MoBoto; Pozain P.§8 «CrabinbHicth (Stability) [TEV-48125, Po3unn mis in’exuiit (Solution
for Injection)]», Po3ain P.8.3 «Stability Data [TEV-48125, Po3zuun s 16’ ek (Solution for Injection)]»
Hocke pocmimxkyBanoro mikapcbkoro 3aco0y AJIDKOBI (AJOVY) (®dpemanezymabd (Fremanezumab)
(TEV-48125)), Bix BepecHs 2021 poky anriiicbkoro MoBor; Posmin P.5 «KoHTpous ikapchkoro 3acody
(Control of Drug Product) [TEV-48125, In’exuii, [Tnae6o (Injection, Placebo)]», Po3nin P.5.4 «Anani3
cepiii (Batch Analyses) [TEV-48125, In’ekuii, [Tnane6o (Injection, Placebo)]» Jlocke mocmimxyBaHOTo
nikapcekoro 3acody AJIDKOBI (AJOVY) (dpemanezymad (Fremanezumab) (TEV-48125)), Big BepecHs
2021 poky aHrmiiicekoro MoBorw; Po3ain P.8 «CrabinbHicTs (Stability) [TEV-48125, Pozuun ans iH’ekiii,
[Tname60 (Solution for Injection, Placebo)]», Po3ain P.8.1 «Pe3rome Ta BUCHOBOK JaHUX MPO CTAOUTBHICTh
(Stability Summary and Conclusion) [TEV-48125, Solution for Injection, Placebo]» J[locke
nocaiakyBaHoro Jikapeskoro 3aco0y AJ/DKOBI (AJOVY) (®pemanesymab (Fremanezumab) (TEV-
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48125)), Bin BepecHs 2021 poky anriiicbkor MoBoto; Po3in P.8 «CrabinbHicTs (Stability) [TEV-48125,
Pozuun nmns iv’exmiid, [Tmane6o (Solution for Injection, Placebo)]», P.8.3 «Stability data [TEV-48125,
Po3zunn mns im’exmii, [Tnane6o (Solution for injection, placebo)]» Jlocke mocmiKyBaHOTO JiKapChKOTO
3aco0y AJIDKOBI (AJOVY) (®pemanezymad (Fremanezumab) (TEV-48125)), Big Bepecus 2021 poky
aHTIIMCHKOI0O MOBOIO; bpolrypa mociigHHMKa AOCTIHKYBAaHOTO JiKapchbkoro 3aco0y ®dpemane3ymad
(Fremanezumab) (TEV-48125), Bumanus 07 Big 13 sxoBTHS 2021 poKy aHIJIIHCHKOIO MOBOIO;
AnminictpatuBauii suct 04 Big 22 BepecHs 2021 poxy 10 OHOBIECHOTO MPOTOKOJY KIIIHIYHOTO
nocmipkeHHs 3 nonpaskoto 04 Bixg 04 tpaBus 2020 poky aHTIIHCHKOI0 MOBOIO; 3MiHAa KOHTAaKTHHUX JaHUX

Cnoncopa:

BYJIO CTAJIO
HaiimenyBanns topunuunoi ocobu/II. 1. b. | HalimenyBanus topuauunoi ocoow/Il. 1. Bb.
¢izuunoi ocobu: Teva Branded Pharmaceutical | ¢isuunoi ocodu: Teva Branded Pharmaceutical
Products R&D, Inc., CIIIA Products R&D, Inc., CIIIA
I1. I. b. xorTakTHOI ocobu: Joshua M. Cohen II.I1.b. xomraktHOi ocobu: Verena Ramirez
Micue3Haxo/pKeHHsT  IOpUAMYHOI  ocobu/micie | Campos
MpoKUBaHHS (HI3UUHOI 0COOU: Micue3Haxo/KeHHsI  IOPUAUYHOI  0COOM/MicIie
145 Brandywine Parkway, West Chester, | npoxuBanHs (i3HuHOI 0COOH:
Pennsylvania 19380, CIIIA 145 Brandywine Parkway, West Chester,
Konrakthuii renedon: +1-484-502-9346 Pennsylvania 19380, CIIIA
dakc: +1-610-727-6150 Konraktauit renedon: +1 484 983-2375
Anpeca €JIEKTPOHHOI nowru: | Paxc: +1-610-727-6150
Joshua.Cohen05@tevapharm.com Anpeca SNEKTPOHHOT TOIITH:

Verena.RamirezCampos@tevapharm.com

[lonoBxkeHHsT TepMiHy MPOBENEHHS KIIHIYHOrO BUIIpoOyBaHHS B YkpaiHi f0 31 rpynus 2022 poky;
Indopmariitauii mucrok marieHta Ta Gopma iHGpopMmoBaHoi 3roau, Bepcis 5.0 Bix 21 xxoBTHs 2021 poky
YKPaiHCHKOIO Ta POCIMCHKOIO MOBAMH

Howmep ta nara Hakasy Ne 1143 Bix 15.05.2020
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«bararonieHTpoBe paHOMi30BaHE MOABIHHO ClIiMe M1ae00-KOHTPOJIbOBAHE TOCIIKEHHS B MapalelbHUX
rpynax i3 MOJajbIIUM BiJKPUTHM JOJaTKOBUM TEPIOAOM ISl OLIHKK e()EeKTHBHOCTI Ta OE3MeYHOCTI
dbpemanesymaly st TpodiIaKTUYHOTO JIIKYBaHHS MITPEHI B TAI[IE€HTIB 13 BEJIMKUM JCTIPECUBHUM
posnagom», TV48125-MH-40142, 3 nonpaskoro 04 Big 04 TpaBus 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BINUOBIOAJIBHICTIO «DPAPMACBIOTIKAJI  PICEPY
ACCOYIIIMENUTC YKPAIHA» (TOB «®PA YKPAIHA»)

CnoHcop, kpaina

Teva Branded Pharmaceutical Products R&D, Inc., CIITIA

CynyTHi
MaTepianu/mpenapari
CYIYTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonatok 16
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

Onosrene [locke mocnipKyBaHoro Jjikapcbkoro 3acody lypsanymad (MEDI4736, Durvalumab), Bepcis
Bin uepBHA 2021 poky; 30UTbIIEHHS TEPMiHY MPHIATHOCTI TOCIIIKYBAaHOTO JIKapChKOTO 3aco0y
HypBanymad (MEDI4736, Durvalumab) 50mr/mn y ¢umakoni 10mn ans maptii MMPBO1 3 36 no 60
MicsiB; bpomrypa nocninnuka mo npenapary dypsanymad (MEDI4736), Bepcist 17 Bix 18 xoBtHS 2021
poky; OHoBneHni HactanoBu 110710 BeZieHHsI MAIiEHTIB 13 nposiBamu TokcuuHoi Aii (TMGs), Bepcist Bix 28
»oBTHs 2021 poky

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 687 Big 21.06.2017
Neo 545 Big 19.05.2017
Ne 1388 Big 08.11.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«MixHapoaHe, OaraTOLEHTPOBE, paHAOMI30BaHE, BIJIIKpUTE, MOPIBHSUIbHE JOCHIIKeHHA ¢a3zu 3 1o
BU3Ha4YeHHIO edekTtuBHOCTi [lypBamymaOby um komOiHamii JypBanyma®y 1 Tpemenimymaly i3
IUIATUHOBMICHOIO ~ XiMmioTepamiero ang  1-i  JiHI]  JIKyBaHHS  NHAI[lEHTIB 3  METacTaTUYHUM
HeapioHoKTiTHHHUM pakoM JsereHiB (HAKPJI) (POSEIDON)», D419MC00004, Bepcis 6.0 Bix 09 numnHs
2021p.; «PanpomizoBaHe, OaraToleHTpOBE, BiAKpUTe, MOpiBHsUIbHE npocuipkeHHs [l dasu  ans
BU3Ha4YeHHs edextuBHOCTI JJypBanymaly un kom6inauii JypBanymaly i TpemeniMmymaly y koMOiHaIil 3
IJIATUHOBMICHOIO XIMiOTepari€ro y mepuriil JiHil JIKyBaHHs HAIlEHTIB 3 MOMIMPEHUM APiOHOKIITUHHUM
pakom nereniB ([IPJI) (KACIIIAH)», D419QC00001, Bepcis 6.0 Bixg 16 ciunsa 2020 p.;

«PangomizoBane, Binkpure, OaratouneHTpoBe gociipkeHHs I gasu Jypanmymaby ta Tpemenimymaly B
SKOCTI TepIIoi JiHIi JiKyBaHHS MAlli€eHTIB 3 MOIIMPEHUM TenaTtouentosipuuM pakom (HIMALAYA)»,
D419CC00002, Bepcist 7 Bix 22 BepecHs 2021 poky
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3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
(apmaneBTHYHOTO 3a0e3NeYeHHA

Isan 3AZIBOPHUX



Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinicTepcTBa OXOPOHU 3A0pOB’s1 YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

Hocke mocimimkyBaHoro Jikapcbkoro 3aco0y (IMPD): Posmin "ani 3 skocti Adabinua (Debio 1450),
160 Mr mopomok as po3unny ans iHpy3ii / Quality Data Afabicin 160 mg powder for concentrate for
solution for infusion", penakuis 5.0 - Big rpyaas 2021 p.; JJocke IOCTiIHKyBaHOTO JIIKAPCHKOTO 3ac00y
(IMPD): Poznin "Hani 3 sikocti Adabinun (Debio 1450), 80, 120 ta 240 mr TabneTku, BKPUTI TUTiIBKOBOIO
obosonkoro / Quality Data Afabicin 80, 120 and 240 mg Film-Coated Tablets", penakuis 8 - Bix rpyaHs
2021 p.; [lonoxenHs tepMminy npunatHocTi Adabinuny (Debio 1450), 160 mMr mopomok st po3uuHy
i 1HQy31#i 3 60 no 72 micauis; [lonosxennst TepMminy npugatHocti Adadinuny (Debio 1450), 80 mr
TabJEeTKH, BKPHUTI IUIIBKOBOIO 0000HKOIO y Ousictepi Perlalux® Ultraprotected 3 21 no 30 micsuis;
[Tonosxenns tepminy npunatHocti A¢abinuny (Debio 1450), 120 mMr tabierku, BKpUTI IUTIBKOBOIO
obononkoro y 6micrepi Perlalux® Ultraprotected 3 24 1o 30 micsmis

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 9 811 02.01.2019

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe BIKpPUTE TOCTIIKEHHS 3 aKTMBHUM KOHTPOJIEM, IO MPOBOAMTHCS 3 METOI0 OLIHKU
0e3me4HoCTl, NmepeHocuMocTi i edexkTuBHOCTI adalilMHy Ui BHYTPINIHBOBEHHOI'O / MEpPOpaibHOTO
3aCTOCYBaHHA NpU JIIKyBaHHI MAIi€eHTIB 31 CTa(iIOKOKOBUMM i1HQEKIiIMH KicTOK abo cyriobiBy,
Debio 1450-BJI-205, ocratouna penaxitist 5.0 3 inTerpoanoto [Tonpaskoro 2 Big 14 sxoBTHs 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»
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Cnoncop, kpaiHa

«/lebiodapm Iatepuemnn CA» [Debiopharm International SA], [lIBeiimapis

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary

dapmaneBTHYHOrO 3a0€e3MeYeHHs

Isan 3AZIBOPHUX



Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

OnoBnennii mpoTokoi 3 monpaskoto 1 Big 06.10.2021 p.

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2237 Bix 18.10.2021

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, paHJAOMI30BaHe, MOMBIHE clime, Mianedo0 KOHTPOIbOBaHE KITIHIYHE MOCHiIKEeHHS 2a
¢dbazu s OIiHKKM e(eKTHUBHOCTI Ta O€3MeYHOCTI MNPU3HAYEeHOi MIAMIKIPHO KOMOIHOBaHOI Tepamil
rycenpkymaly Ta rosiMmymaly y Maui€HTIB 3 aKTUBHUM IcopiaTudHuUM apTpuToM», CNTO1959PSA2003,

Big 08.06.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noAaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

Onositenuii [Iporokon mociimkenus CL3-05179-002, ¢inamsua Bepcis 2.0 Bix 5 xoBTHsA 2021 poky 3
IHTErpoBaHO0 CyTTeBOIO mompaBkoo Nel Bix 5 xoBTHs 2021 p.; ITonmpaBka Nel ¢inanbHa Bepcis Bif
13 xoBtHs 2021 p. mo Bpomypu nocmigauka S 05179, Bepcis Nel Bin 10 rpyans 2020 p.; [Tompaska Nel
1o IndopmarniitHoro nuctka i popmu iHGOpMOBaHOT 3rojIM y4acHUKa, 10 AofaroTbes A0 Ilompasku Nel
no mpotokory NeCL3-05179-002 — ¢dinamsna Bepcis — LR.LS. Bim 05 xoBtHsS 2021 p. amsa Ykpainu
YKpaiHCBhKOIO Ta pociiicbkoro MoBamu; [Tonpaska Nel o Indopmaniiinoro auctka i Gopmu iHPOPMOBaHOT
3roiM yJacHHKa, Mo J0oaarThes 10 IlompaBku Nel mo mportokomy NeCL3-05179-002 — HeoOoB’si3k0Bi
ouinku — QinanbHa Bepcist — LR.LS. Bix 05 sxoBTHS 2021 p. 1 YKpaiHu yKpaiHCHKOIO Ta POCIHCHKOIO
MoBamu; OHOBJIEHE PO3KaJApyBaHHs CLEHApIiI0 Mpe3eHTaliil «AMOyIaTOpHUN MOHITOPUHT apTepialbHOIO
TucKy (AMAT): pexomennanii» V3 21 Bepecus 2021, ykpaiHCbKOIO Ta pociiicbkolo MoBamu; OHOBIIEHE
pO3KaJpyBaHHS CIleHapil0 Tpe3eHTamii «JloMamiHii MOHITOpHHT aprepianbHoro THCKY (JIMAT):
pexomenpauii» V3 21 Bepecus 2021, ykpaiHCbKOIO Ta pOCIHCBKOIO MOBaMH; IHCTpyKuii 111040
3aCTOCYBaHHSA CYIYTHIX HpenapatiB Uil KiiHiuHoro pociuimpkeHHs Ne CL3-05179-002 — Ownosnena
¢inanbHa Bepeid Ne 1 anrmiificekoro MoBoto, Bia 05 xoBTHS 2021 poky; KapTka ydacHuKa HOCTIIKEHHS
CL3-05179-002, ¢inansua Bepcis 02 Bix 21 BepecHs 2021 p. ykpaiHCHKOIO Ta pOCIiCbKOI0 MOBaMHU

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2814 Bix 17.12.2021
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«Or11iHKa KIIIHIYHOI epeKTUBHOCTI Ta Oe3neku nepuHaonpmwry 10 mr / inpamnaminy 2,5 Mr / aMJIouIiHy 5
a6o 10 mr / Gicomponony 5 Mr y komOiHalii 3 ofHi€l TaOIETKH MicIs 8 THXKHIB JIIKYBaHHS y MOPIBHSHHI 3
BUIBHOIO KOMOiHamiero nepuaaonpumry 10 mr, inganamigay 2,5 Mr Ta amiaoauiidy 5 abo 10 mMr y mamieHTiB
3 HEKOHTPOJHOBAHOK ECCHINIALHOI TimepTeH3iero. MixHapoaHe, 0araToleHTpOBE, paHIAOMi30BaHE,
nojBikiHe ciine, 16-TmwkHeBe gocaimkerHs.», CL3-05179-002, dbinansna Bepceis Big 10 TpaBas 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 oOMexxeHoto BignosigansHicTIO «KIIP Yipaina»

CnoHcop, kpaina

[actuTyT MibkHapoanux nociimkens «CEPB’€» (Institut de Recherches Internationales Servier (I.R.L.S.)),
Opaniris

CynyTHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Jonatox 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

Martepianu ansi y4yacHHKIB JOCHIDKEHHS: 3arajgbHa oliHka HocoBux cumnToMiB (TNSS), Bepcis Bin
11 cepmast 2021 poky, yKpaiHCBKOK MOBOIO; 3araibHa oIinka HocoBux cumnrTomiB (TNSS), Bepcis Bix
18 cepnust 2021 poky, pocCiiicbKO0 MOBOIO; BKIIIOUEHHS NOAATKOBHX MiClb MPOBEIEHHS KIIHIYHOTO

BUNIPOOYBaHHS:
Ne I1.Lb. BiANOBIAATILHOTO AOCIITHUKA
/o HazBa micuis mpoBe/ieHHs KJIIHIYHOTO BUITPOOYBAaHHS
1. K.M.H. bnaxko B.I.

KomyHnaneHe HexoMepuiiiHe mianpueMcTBo «Micbka KiiHiuHa JikapHs Nel3» XapkiBchKoi
MICBKOI paJi, MyJIbMOHOJIOTIUHE BiaUIeHHs Ne2, M. XapkiB

2. K.M.H. Bacumok H.B.
JlikyBanbHO-A1arHOCTUYHUN LEHTp MiAnpueMcTBa «JIiKyBanbHO-A1arHOCTUYHUN LIEHTP
Cesaroro Jlyku» IBaHO-DpaHKIBCHKOro ApXi€mapxiadbHOro YTpaBliHHSA YKpaiHCHKOL
I'pexo-Katonmunpkoi LlepkBu», KOHCYIbTaTHUBHO-JIKyBaibHEe BijjauieHHs «HaykoBo-
JOCIITHUIIBKUH LIEeHTp», M. IBaHO-DpaHKiBCHK

3. I.M.H., ipo¢. Kaiinames L.I1.

Komynanene mignpueMcTBo «l-a micbka KiiHiuHa JjikapHs [lonTaBchkoi MICBKOI paam»,
TepaneBTUYHE BiIIeHHS, [lonTaBChbKUN Jep)KaBHUM MEIWYHUNA YHIBEpCUTET, Kadempa
BHYTpiIHbOI MeauumHu Ne3 3 ¢rusiatpieto, M. [lonrasa
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 2616 Bix 24.11.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararorieHTpoBe, paHIOMI30BaHe, IMOBIiHE ciine, IIaned0-KOHTPOIbOBAHE IOCHIIKEHHS 3 METOIO
ominku mnpenapatry CBP-201 y mopociaux mami€eHTIB 3 XpOHIYHUM TIOJIIO3HMM PHHOCHHYCHUTOM),
CBP-201-WWO003, Bepcis 2.1 Bix 22 6epes3nst 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Cyxoy Konnekr biodapmacsrotikanc, JIta, Kuraii / «Suzhou Connect Biopharmaceuticals, Ltd.», China

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepasnbHoro qupekropa Jupexropary
(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX



Jonatok 21
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

3anpoBa/KEHHSI KOPOTKOro ineHTudikaropa KiiHiyHOro BumpoOyBanHs M20 466 — AIM-RA;
Iadopmarntiss s mamienta Ta iHGOpMOBaHAa 3roJja HAa YYacTh y HAyKOBOMY JOCTI/DKCHHI Ta
Heo0O0B’sI3KOBOMY JtociikeHHi, Bepeid 2.1 mius Yipainu Big 08 rpymus 2021 poxy (yKpaiHCbKOIO Ta
pociiicekoro MmoBamH); KapTka-HaraayBanHs po nMpu3HaueHH Bi3uT, Bepcis | i Ykpainu Big 29 nmumHs
2021 poky (ykpaiHCbKOIO Ta pociiicbkoro MoBamM); bpomrypa nns namieHTta, mo Oepe ydacTb y
nociimxkenHl AIM-RA, Bepcis 1 ans Ykpainu Bin 12 cepnusg 2021 poky (YKpaiHCBKOIO Ta POCIHCBKOIO
MoBaMmn); I'padik Bi3uTiB y pamkax pociijkxeHHs AIM-RA (kanenngap Bi3uTiB), Bepcis 1 s Ykpainu Bi
29 munua 2021 poky (YKpaiHCBKOIO Ta POCIHCHKOIO MOBaMHU); 3O0UIBIIEHHS KUTBKOCTI TAIIEHTIB, SK1
OepyTh y4acTh Yy KJIIHIYHOMY BUIIPOOYBaHHI Ha Teputopii Ykpainu, 3 35 1o 85 oci0; 3pa3ku 300paxeHb
€KpaHy 3araJlbHOTO MEHIO YKpPaiHCHKOI MOBOIO INPOTPAaMHOTO 3a0e3MEUeHHS €JIEKTPOHHOTO IMPHCTPOIO
JUIl BUKOpHUCTaHHs mauieHtamu, Bepcis 2.1 Big 01 TpaBHs 2020 poky, Ta 3pa3ku 300pakeHb E€KpaHy
3araJlkHOTO MEHIO POCIMCBKOI0O MOBOIO IPOTPAMHOTO 3a0€3MEYEHHs] EJIEKTPOHHOTO MPHUCTPOIO JUIS
BUKOPUCTAHHS marieHTamu, Bepcis 2.3 Bim 14 gumua 2020 poky; 3pa3ku 300paxxeHb €KpaHy
€JIEKTPOHHOI'O TPUCTPOIO JJISi BUKOPHCTAaHHS: AHKETH OLIHKM cTaHy 310poB’st (Health Assessment
Questionnaire — HAQ), ykpaiHCbKOIO Ta POCICHKOI0 MOBaMHK; YHCIIOBOT OI[IHIOBAILHOT MIKAIN «3arajibHa
OLlIHKA TMAIllEHTOM AaKTHUBHOCTI 3aXBOPIOBaHHA (IIPOTSTOM OCTAaHHBOTO THIXKHS)», YKPAiHCHKOIO Ta
pociiicbkkor0 MoBamMu; YUHCIIOBOI OIIHIOBAIBHOI KA «3arajbHa OI[iHKAa OO0 TAIlIEHTOM (3a OCTaHHIN
THOKJICHbB)», YKPailHCBKOIO Ta POCIHCHKOIO MOBaMH; 3ajlydeHHs JI0JIaTKOBOI Oprasizamii, sKiii crioHcop
JiesieryBaB cBOi OOOB’SI3KM Ta (PYHKIIIi, MOB’s3aHI 3 MPOBEIEHHSAM KIIHIYHOrO BUNpoOyBaHHs, — TOB
«Uentp Kminiuanx [ocmimkens JIT/»; BxiarodeHHS MOAATKOBHX MICHb TPOBEACHHS KITIHIYHOTO
BUNIPOOYBaHHS:
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Ne I1.1.B. BiAmIOBigaJIBHOTO JOCHITHUAKA
n/n HasBa micus nmpoBeieHHs KITiHIYHOTO BUIPOOYBaHHS
1. II.M.H., 3aB. Bix. Icaesa I'.C.

HepxaBHa ycraHoBa «Hamionanpamii iHCTHUTYT Tepamii imeni JI.T. Manoi HarmionansHo1
akajeMii MEAMYHMX HAyK YKpaiHW», BIAIUI KOMIUIEKCHOTO 3HIDKEHHS PU3HKY XPOHIYHHUX
HelH(EKIIMHNX 3aXBOPIOBaHb Ha 0a31 TEPANIEBTUYHOTO BiJUTUICHHSI, M. XapKiB

2. I.M.H., ipo¢. [HleBuayk C.B.

Kninika HaykoBO-JOCTIAHOTO IHCTUTYTY peabimitanii oci6 3 i1HBaNiIHICTIO (HaBYAJIBHO-
HAYKOBO-JTIKYBaJIbHHI KOMILUIEKC) BiHHUIIPKOTO HAI[IOHATBHOTO MEAMYHOTO YHIBEPCUTETY M.
M.I. Iluporoma, Bimmin Tepamii Ta KiiHIYHOI peBMarosorii, BiHHWIbKHMI HalliOHATLHUN
mennyanid yHiBepceuteT iM. ML1. [Tuporosa, kadenpa BHyTpimHb0i Meauimau Ne2, M. BinHUII

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2814 Bix 17.12.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe moOjBiliHE ciine MIanebo-KOHTPOIbOBaHE JOCHIKEHHS ISl OLIHKH Oe3MeYyHOCTI Ta
edexTuBHOCTI nipenapaty ABBV-154 y narieHTiB 13 CepeTHBOTIKKOI a00 THXKKOI (POPMOIO aKTHBHOTO
PEBMATOINHOTO apTPUTY, SKI HE JOCATIM aJeKBAaTHOI BIJMOBiJAI Ha JIKYBaHHS O10JIOTIYHMMHU Ta/abo
TQpPreTHUMH  CHHTCTUYHUMH  XBOPOOO-MOAM(DIKYIOUMMH  TPOTHPEBMAaTHYHUMH  TperapaTamu
(6/TcXMITPIT)», M20-466, Bepcis 1.0 Bix 23 kBiTHsI 2021 poky

3asiBHUK, KpaiHa

E66B1 biodapmacsrorikan3 ['m6X, [seiinapis

CrnoHcop, kpaina

«E00BIi Ink», CIIIA / AbbVie Inc., USA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




JonaTok 22
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

Bpomrypa nocnigHMka JOCTIKYBAaHOTO Jikapchkoro 3aco0y ®imrorini6 (GS-6034), BumanHs 16 Bix
02 Bepecuss 2021 poky aHrmiiicbkoro MoOBOIO; 3amydeHHs Toprooi Ha3Bu JYSELECA® pmns
JOCTIKYBaHOTO JTiKapchkoro 3aco0y @imrortini6 (GS-6034); 100 a6o 200 wmr; TaOmeTKH, BKPHUTI
IUTIBKOBOIO 000J10HKOI0; OCHOBHUH 1H(QOpMAaLiHUIA JHUCTOK JUI Malli€HTa AOCHIPKEHHS Ta Qopma
iHdopmoBanoi 3roau ans Ykpainu, Bepcis 9.1.0 Bixg 28 Bepecus 2021 p. ykpaiHCBKOIO Ta POCIHCHKOIO
MoBamu; Popma iHPOPMOBAHOI 3ro/IM NApTHEPKU Ha MOJaJbIIe CIOCTEPEKEHHS BariTHOCTI JUIsl YKpaiHu,
Bepcis 3.1.0 Big 28 BepecHs 2021 p. ykpaiHChKOIO Ta POCIHCHKOI0 MOBaMH

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 211 Bin 07.02.2018

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PannomizoBaHe, TOMABIHHO-CIINE, IUIANE00-KOHTPOIHOBAHE JOCHIKEHHS a3 2 Juisl  OLIHKH
TECTUKYJIAPHOi Oe3neyHocTi (UIrOTIHIOY B JOPOCIMX YOJIOBIKIB 13 AaKTMBHUMH 3alajlbHUMH
3aXBOPIOBAaHHIMH KHIIKIBHUKA BiJl TIOMIPHOTO JO BAaXKKOTO CTYIEHIO TsHKKOCTi», GS-US-418-4279, 3
nonpaskoro 4 Big 17 6epesns 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BINUOBIIAJIBHICTIO «PAPMACBIOTIKAJI  PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CrnoHcop, kpaina

Gilead Sciences, Inc., CIIIA
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CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHHUX




JonaTok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinicTepcTBa OXOPOHU 3A0pOB’s1 YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MONIPaBKU

VYxpaina, MK-3475-042, Bepcist 13.0 Bix 28 xoBTHs 2021 poky, yKpaiHCBKOIO MOBOIO, iH(popMalis Ta
JOKYMEHT Ipo iHpopMOBaHy 3roay uid maimienta; Ykpaina, MK-3475-042, sepcia 13.0 Bix 28 >k0OBTHs
2021 poky, pociiicbKOI0 MOBOIO, iH(pOpMAIIis Ta JOKYMEHT Mpo iHPOpMOBaHY 3roy AJs HalienTa; 3MiHa

Ha3BH Ta MICISl IPOBEJCHHS KIIHIYHOTO BUIPOOYBaHHS:

MichKa OararonpodinpHa KiiHIYHA JikapHsS Nedy
JIHITpONETPOBCHKOT 00JIACHOT painy, BIAILICHHS
ximioTeparnii, HepxaBHuit 3aKazn
«AuinponerpoBchbka MemuyHa axanemis MO3
Vkpainn», kadenpa OHKOJOIl Ta MeAMYHOI
paaionorii, M. JIHINPONETPOBCHK

bYJIO CTAJIO
JI.M.H., mpo¢. bongapenko .M. I.M.H., mpod. bonaapenko .M.
KomyHnanenuit  3aknan  «/lHinponerpoBchka | KoMyHambHe — HekomepliiiHE  MIAIPUEMCTBO

«Micbka kimiHiyHa jikapHs Ned» JIHIIPOBCHKOT
MICBKOI paju, XIMIOTepaneBTHUYHE BIJIUICHHS 3
JEHHUM CTalllOHApOM, JIHInpoBCHKUA
JIep’KaBHUM MEIWYHMM yHIBepcUTeT, Kadeapa
OHKOJIOT1{ Ta MeMYHOI pajioiorii, M. JHinpo

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNTPOOYBaHHS

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«PannmomizoBane, Biakpure pgociimkenHs Il ¢asu
HenikoBaHuX) nanieHTiB 3 PD-L1-no3utuBHUM nporpecyrounM abo MeTacTa3ylouMM HEMUIKOKJIITUHHUM
paKoM JIeTeHIB JUIsl MMOPIBHSAHHS JIIKyBaHHA memopoiizymadom (MK-3475) ta npenapatamu ximiorepanii
Ha ocHoBi mwatuHU (Kinoyr 042)», MK-3475-042, 3 imkoprnopoBaHoio monpaBkoio 08 Bim 24 OepesHs

2021 poky

3arajibHOi BWDKMBAHOCTI HAaiBHHUX (paHile
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3asBHHUK, KpaiHa ToBapucTBO 3 0OMexeHo10 BiamoBiganbHicTIO «MCJl YKpaina»

CrnioHcop, kpaina «Mepk Ilapn Exx loym Kopm.y», nouipue mianpuemcto» Mepk Exn Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

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




Honatok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MONPABOK J10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM 710 noAaTka Ne 24 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu

Bix 15 BepecHs 2021 poky Ne 1966»

Inentudikaris cyrreBoi
MOTIPaBKH

30.12.2021 Ne 2947
Omnosiiena 6pourypa nocnigauka Bepcis 3.0 Big Bepecust 2021 poky; 3miHa Miciis IPpOBEASHHS KIIHIYHOTO
BUNIPOOYBaHHSL!
BYJIO CTAJIO
I.M.H., ipo¢. Yeuyra C.b. I.M.H., po¢. Yeuyra C.b.
KomyHanpHe  HekoMepuiiHe  HiANPUEMCTBO | MelMYHUH LEHTP TOBapHCTBA 3 OOMEXKEHOIO
«BinHMIbKa MichbKa KiIiHIYHA JikapHs «LleHTp | BiAMOBIAATBHICTIO «IHHOME — LEHTP
Martepi Ta JUTHHW», KIHOYAa KOHCYJIbTALs 3 | €HAOXIPYpriin, Xipypriuse BIJI/IIJICHHS,
JIEHHUM CTallioHapoMm, M. BiHHUI M. Binaumg
3MiHa BIAIOBIAAIBLHOTO JOCTIIHUKA:
BYJIO CTAJIO

K.M.H. JInutBunenko O.B.
JlixyBanbHO-a1arHocTuyHuil nentp TOB
«Menu4HMiA TIKyBaJIbHO-T1arHOCTUYHUH LIEHTP
«Menion», BIJIIJIEHHS XIpYpPriyHOTO CTalllOHapy,
MOJIKJIIHIYHE BiAIiIeHHd, M. [ToaTaBa

nikap @enoposa O.B.
JlikyBanbHO-n1arHoctnyHuil nentp TOB
«Meau4Hui TIKyBaJIbHO-11aTHOCTUYHHUH LIEHTP
«Menion», BIAAUIEHHS XIPYpPTriyHOTO CTalllOHapy,
MOJIKJIIHIYHE BiaaiieHHs, M. [Tonxrasa

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 516 Bin 22.03.2021
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«baratoneHTpoBe, BIIKPHUTE MOCTIHKCHHS 3 OJHIEIO TPYIOK, 3 OLIHKKA O€3MeYHOCTI Ta €PEKTUBHOCTI
Mi(enpucToHy 5 MI I JIKyBaHHS €HIOMETPI03Y Y JKIHOK PEpPOJAYKTHBHOTO BiKY MPOTITOM JIBOX IIUKIIIB
Tepamnii TpuBaiicTio 24 TrkHs koxxHui», CLI20001/Lita005, Bepcis 3.0 Big 20 sxoBTH 2020 poky

3asiBHUK, KpaiHa

TOB «tO CI TI-I'JIOBAJI», Ykpaina

CnoHcop, kpaina

Litaphar Laboratorios S.L., Spain / Jlitadap JIabopatopio3 EcEn, Icnanis

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

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




JonaTtok 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocninnuka mist AZD9977, supanns 6.0 Big 05 xostHs 2021 poky; BritoueHHs 104aTKOBOTO

MICIISl IPOBEJCHHS KIIHIYHOTO BUITPOOYBAHHS:

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS
1. nikap Kynuk A.B.

KomyHaneHe HekomeplliiiHe MiANPHEMCTBO

«Yepkacbka oOnacHa JikapHs UYepkacbkoi
00J1acHO1 pany», KapA10peBMAaTOJIOTIvHE BIUTIICHHS, M. Yepkacu

Howmep Ta nara Hakazy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1102 Bix 02.06.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannomizoBaHe, Mo/BiitHE ciine, mianed0-KOHTPOIbLOBaHe, OaraToeHTPOBE NOCTiKeHHs dazu 2b ans
OIIHKHA €(eKTHUBHOCTI, O€3MEYHOCTI 1 MEPEHOCUMOCTI JIIKYBaHHS TMepopaibHUM mpenapatom AZD9977 i
nanariiJo3MHOM Yy TALi€HTIB 3 CEepIEBOI0 HEJOCTaTHICTIO 3 (Dpakii€elo BUKUIY JIBOTO IITYyHOUKA
(OBJILL) Huxue 55% Ta XpoHIUHOIO XBOpoOoI0 HUPOK», D6402C00001, Bepcis 5.0 Bix 15 aunns 2021

POKy

3asBHHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»
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Cnoncop, kpaiHa

«Actpa3eneka Aby, IlIBemis / AstraZeneca AB, Sweden

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepasgbHoro nupexropa Jlupekropary

dapmaneBTHYHOrO 3a0€e3MeYeHHs

Isan 3AZIBOPHUX



JonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noAaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOTIPaBKU

Bpomrypa Jlocniqauka Comamnanurad (NNC0195-0092) nocmimxeras NN8640 - nedinut ropMoHy pocTy
y AiTel Ta gopociux, BunanHs 12, ¢pinansHa Bepceis 1.0 Big 26 sxoBTHS 2021 poKy, aHTTIICEKOI0 MOBOIO;
Homarox 1, “Nonclinical Study Tabulations” no Bpomrypu Jocmigauka ComananurtaH BumaHHs 12,
¢inanpHa Bepcis 1.0 Bix 26 xoBTHA 2021 poky, aHrmiicbkoro MoBoto; Jlogarok 2, “Summary of clinical
data from completed clinical trials” no bpomypu [docmignuka ComanauurtaH BuaanHsa 12, ¢inampHa
Bepcid 1.0 Bix 26 sxoBTHA 2021 poky, aHMITIHCEKOI0 MOBOIO

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

No 88 Bir 11.02.2016

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannmomizoBaHe, MIKHApOJIHE, 3 aKTHBHUM KOHTpoIeM, (Biakpute), (MOABIHHE CIime) MOCTiIKEHHS 3
miaoopy A03U B MapajelbHUX TPyIax, 3 OLMIHKA e(eKTUBHOCTI Ta OE3MEeYHOCTI 3aCTOCYBaHHS Mpenapary
NNCO0195-0092 oaun pa3 Ha THXKIEHb y MOPIBHSAHHI 3 MIOJCHHUM 3aCTOCYBaHHSIM IperapaTy TOPMOHY
pocty (Hopaitponin® ®nexcllpo) y aiteit nmpenybepTaTHOroO BiKy 3 A€(DIIIUTOM TOPMOHY POCTY, Y SIKUX
paHilie He MPOBOAMIIACA Tepallis MmpernaparaMu ropmMoHy pocty» , NN8640-4172, octarouna Bepcis 6.0
Bix 19 motoro 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»
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CroHcOp, KpaiHa Novo Nordisk A/S, Denmark

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Jonatok 27
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU 210 fojaTtka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa JJocniqauka Comamnanutan (NNC0195-0092) nocnimxenass NN8640 - nediuut ropMoHy pocTy
y aiteit Ta gopocnux, BunaHas 12, ¢pinamsHa Bepcis 1.0 Big 26 xoBTHs 2021 poKy, aHIITIHCEKOI0 MOBOIO;
Honatok 1, “Nonclinical Study Tabulations” no bpomrypu Jocninnuka Comamanurtan BuaaHHs 12,
¢inanbaa Bepcis 1.0 Bix 26 xoBTHA 2021 poky, aHrmiliceko0 MoBow; Jlomarok 2, “Summary of clinical
data from completed clinical trials” no bpomypu Hocnignuka ComananuTtan BuaaHHs 12, QiHanbHa
Bepcis 1.0 Bix 26 xoBTHs 2021 poky, aHTIIIHCHKOI0 MOBOIO

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1016 Bix 06.05.2019
Ne 1265 Bix 05.06.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«JlocnimpkeHHsa epeKTUBHOCTI Ta Oe3neku 3actocyBaHHs mpernapary ComamnanuTad (Somapacitan) oauH
pa3 Ha TWXJEHb Yy MOPIBHAHHI 3 LIOJICHHUM 3acTocyBaHHsIM npenapaTy Hopaitponin® (Norditropin®) y
niteit 3 nedinurom ropMoHy pocty»., NN8640-4263, dinansHa Bepcis 7.0 Big 22 motoro 2021 p.;
«locmipkeHHs 3 MiOOpy J03M Ul OIHKM e(QEeKTHUBHOCTI 1 Oe3MeKkH 3acTOCyBaHHsS Ipemnapary
Comananuran (somapacitan) OAMH pa3 Ha TWKICHb Yy MOPIBHSHHI 3 3aCTOCYBaHHSIM Ipernapary
Hopaitponin® (Norditropin®) onuH pa3 Ha JieHb Y JiTell i3 3aTPUMKOIO POCTY, L0 OYylM HapoKeHi
MaJIMMU JUTsI TECTAIlITHOTO BiKY Ta HE Ha3J0THAIM y 3pOCTi JI0 BiKy 2 pokH Ta crapiie», NN8640-4245,
¢inanpHa Bepcis 4.0 Big 12 rpyaas 2019 p.

3asBHUK, KpaiHa

TOB «Hoso Hopaick Ykpaina»
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CroHcOp, KpaiHa Novo Nordisk A/S (Denmark)

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




JonaTok 28
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuit [Iporokon kiinigyHOrO BunpoOyBanus D2912C00003, Bepcis 4.0 Big 09 uepsHs 2021 poky,
aHIITICHKOI0 MOBOIO; TeKcT 3paska MapKyBaHHS Jisi TIEPBMHHOI 1 BTOPMHHOI YITAKOBKH Iperapary,
Karcynu 3 nopomkoM AZD1402 nns iaransuiid 1 mr abo 3 mr a6o 10 mr a6o mnane6o, Bepcis 1.0 Bifg
16 uepBust 2021 poky, y dopmari OykieTy, 6aratbMa MOBaMH, BKJIIOYAIOYHM YKPaiHCBKY MOBY; Tekct
3pa3ka MapKyBaHHS JUIsl IEPBUHHOI 1 BTOPUHHOT YITAaKOBKM KPUIIKU Ta CyMKH O/IHOI030BOTO IHTaJIsATOPA
RSO1 nns Bukopucranus 3 mopoiikom mnpemnapaty AZD1402 a6o rutaie0o B Karncysi Juisl iHT A1, Bepcist
1.0 Big 16 uepBHsa 2021 poky, y ¢dopmari Oykiery, 6araTbMa MOBaMH, BKJIHOYalOYH YKPaiHCBKY MOBY;
CKpiHIIOTH ONMUTYBaJIbHMKA rocmitaimto cB. ['eopris mist oninku npobieM 3 auxanHHsAM (SGRQ eCOA)
Bepcida 1,00 Bix 21 nmunas 2021 poky, aHTTIIHCHKOIO Ta YKPaiHChbKOIO MOBamMH; CKPIHIIOTH ONMUTYBAJIbHUKA
npo cuHoHa3anbHi pe3ynbrati (SNOT-22 eCOA) - Bepcis 1,00 Big 21 mumas 2021 poky, aHIIIHCHKOIO Ta
yKpaiHChbKOI0 MoBamM; CKpIHIIOTH ONMUTYBaJbHHKA JUIS OLIHKM Kanumo Ta MOKpoTuHHS (CASA-Q
eCOA), Bepcis 1,00 Bix 17 BepecHst 2021 poky, aHIIIMCHKOIO Ta YKpaiHChKOIO MoBaMu; [HQopmartis s
namieHTa 1 gopma iHdpopmoBaHoi 3roau Uit YacTuHu 2 AociiikeHHs, Uit YKpainu, Bepcis 2.0 Big 09
rpyaHs 2021 poky Ha ocHOBI Maiictep-Bepcii 3.0 ans Yactunu 2 nocnimkenss Bin 18 tpaBusa 2021 poky,
aHTJINCHKOIO0 Ta yKpaiHchbkoro MoBamu; Jlomatok no IHdopmamii mist namienta i popmu iHpopmoBaHOT
sroau juis YacTtuHM 2 qociiJukeHHs, g Ykpainu, Bepcis 1.0 Big 04 mucromama 2021 poky Ha OCHOBI
Maiicrep-sepcii 1.0 gns Yactuam 2 gocmimxeHHss Big 02 dwepBHs 2021 poky, aHTIIHCBKOKO Ta
YKpaiHChKOIO MOBaMH
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 3059 Bix 29.12.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBaHe, MoABiMHE ciline, TUIANEe0d0 KOHTPOJIbOBaHE, OaraToleHTpoBe AociimkeHHs ¢asu Ila 3
BH3HAYCHHS ONTUMAJILHOI JI03M, Y IBOX YAaCTHHAX, /IS OI[IHKA €()EeKTUBHOCTI 1 0€3MEYHOCTI TPhOX PiBHIB
J03yBaHHs iHTasMiiHOrO npenapaty AZD1402, mo npuiiMaeTrbes y GopMi CyXoro mOpoUIKy JABidYi Ha
100y mpoTIrom 4 THKHIB, Y JJOPOCTUX MAIIEHTIB 3 OPOHX1abHOIO ACTMOIO, SIKI OTPUMYIOTh CEpPEIHI 103U
IHTAIHHUX KopTHKOCcTepoiniBy, D2912C00003, Bepcis 3.0 Bix 10 6epe3ns 2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIUIOPATOPI MEIICIH», Ykpaina

Cnoncop, kpaiHa

Actpa3eneka Ab, IlIsenist/AstraZeneca AB, Sweden

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MONPABOK J10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu

Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

3amy4yeHHs J0AATKOBHUX MICI[b MPOBEACHHSI KJIIIHIYHOTO BUNIPOOYBaHHS:

Ne
/i

I1.1.B. BiAIOBIZAJILHOTO HOCHITHUKA
Ha3zpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1.

aikap dpoGuep LI

KomyHanpHe HekoMepliiiHe NiANPUEMCTBO «XMEIbHUIBKANA OONAaCHUN NPOTUITYXITMHHHUM
HEeHTp» XMeNbHUIBKOT 001acHOi paaM, BIIUIEHHS HOBOYTBOPEHb I'PYIHOI 3alI03H, LIKIpH,
M’ IKHX TKAHUH Ta KICTOK, M. XMEJIbHUIIbKUHA

nikap ["aBpuiiok 1.C.

KomyHnaneHe HekomepuiiiHe mianpueMcTBo  «TepHOMIbChKMHA  OOJNACHUN  KIIIHIYHHM
OHKOJIOT1UHMM aucnaHcep» TepHoOMiIbChKOT 007acHOT pajy, XiMiOTeparneBTUYHE BiAIIIECHHS,
M. TepHomninb

nikap CinenbHikoB L.B.
Komynanene mignmpuemMctBo «BonMHCHKMIA OONMacCHUN MEIWYHUN IIEHTP OHKOJIOTii»
BommHcbkoi 061acHOi pajid, OHKOJIOTIYHE XiMIOTepaneBTUYHE BiJIUIeHHS, M. JIyIIbK

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021
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HazsBa xiriniyHOrO «baraTonieHTpoBe paHIOMI30BaHE IOBIMHE CIINE IJIane00-KOHTPOIbOBAHE MOCHIDKEHHS (a3u 2 s
BUIIPOOYBaHHs, KO/, BUBYCHHA edekTuBHOCTI Tucnemizymady (BGB-A317), MoHOkioHampHOro antutiia g0 PD-1, y
Bepcis Ta gaTta noeaHanHi 3 mnpemapatrom BGB-A1217, monoknonanbhuMm aHtutiioMm a0 TIGIT, B mopiBHSHHI 3

TucnenizymaboMm y moeqHaHHi 3 Tuianedo sk Tepamii Apyroi JiHII B MaIli€eHTIB 13 HeonepaderbHOIo,
MICIIEBO-TIONIMPEHOIO, PEIUINBYIOUOI0 200 METACTATUYHOO IJIOCKOKIITUHHOK KapIIMHOMOIO CTPABOXO.LY
3 ekcrpeciero PD-L1 (Bi3yanbHO-OIliHIOBaHWN KOMOIHOBaHMN TOKa3HUK MO3UTHUBHOCTI VCPS > 10%)»,
BGB-A317-A1217-203, Bepcis 0.0 Big 16 Bepecus 2020 poky

3asBHUK, KpaiHa TOBAPI/ICTBQ 3 OBMEXEHOK BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVYUHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHCcOp, KpaiHa BeiGene, Ltd. c/o BeiGene USA, Inc., CIIIA

CynyTtHi —

MaTepianu/mpenaparu

CYNYTHBOI Teparii

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




Honatox 30

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU 10 AofaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

[ndopmaris s mamienta Ta iHGOpMOBaHa 3rojJa Ha y4acTb y HAyKOBOMY JIOCHIIKEHHI Ta
Heo0oB’s13k0BOMY JociikenHi, Bepcist 10.0 mis Ykpainu Big 05 mucromana 2021 poky, yKpaiHCBKOIO Ta
POCICHKOI0 MOBaMHU

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 287 Bin 31.03.2016

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBane, mojBiiiHe ciine gociipkeHHs, I ¢a3u, nns mopiBHSAHHA Npenapary YmnagaluTHHIO
(ABT-494) 3 nnane0o, y naii€eHTiB 3 CEPEAHBOTKKOI0 a00 TAKKOI (hOpMaMy aKTUBHOTO PEBMATOIIHOTO
apTPUTY, 110 OTPUMYIOTh CTaHIAPTHI CMHTETHUYHI XBOP0OO-MOaM(iKyHOUl MPOTUPEBMATHYHI MpenapaTu
(ccXMIIPIT) B crabunbHiM 1031 Ta HE HOCATIIM aAekBaTHOI BiamoBiml Ha ccXMIIPIl», M13-549, 3
inkoprnopoBanuMu nonpaBkamu 0.01 (tineku s Kananm), 1, 1.01 (tineku ans Kopei), 1.01.01 (Tinbku
st Koped), 2, 2.01 (timeku must Koped), 2.02 (tinmeku qis Kanamm), 3, 4, 5, 6, 6.01 (nns VHP-kpais,
JIutBu Ta I'penii), 7 Ta 8 Bix 25 nucronana 2020 poky

3asBHHUK, KpaiHa

«E066B1 biopapmackrotikans 'm0 X», [lIBelinapis

CnoHcop, kpaiHa

AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Isan 3A/IBOPHUX




Honatok 31

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPXKEHHS CYTTEBUX MOIMPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

[ndopmaris s mamienta Ta iHGOpMOBaHa 3rojJa Ha y4acTb y HAyKOBOMY JIOCHIIKEHHI Ta
HE00OB sI3K0BOMY JociikenHi, Bepcist 12.0 mis Ykpainu Big 02 nucromana 2021 poky, yKpaiHCBKOIO Ta
pociiicbkoro MoBamu; I[Hdopmarniiina kapTka mnamieHTa, Bepcis 3.0 mis Ykpainu Bin 11 nmcromana
2021 poky, yKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 403 Bix 04.05.2016

HasBa xiriHiyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBane, nojagiiiHe ciine gociiakeHHs, I ¢a3u, nnas nmopiBHSHHA mpenapary YnalaluTUHIO
(ABT-494) 3 nnane6o Ta 3 agamiMymaOoM, y MAIli€EHTIB 3 CEPEAHBOTSIKKOI a00 TSHKKOI (opMaMu
aKTUBHOT'O PEBMATOIHOIO apTPUTY, IO OTPUMYIOTH CTaOUIbHY Oa3UCHY TEpamil0 METOTPEKCaTOM Ta He
JIOCSTIIN aJIeKBaTHOI BiAMOBiAI Ha Hei», M14-465, 3 iHKOPIOpPOBaHOIO AMIHICTPaTUBHOIO 3MiHOWO 1 Ta
[Tommpaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 Ta 7 Big 20 mmucronana 2020 poxy

3asiBHUK, KpaiHa

«E60BI1 biopapmacsrotikanz ['mOX», [lIBeitnapis

Cnoncop, kpaiHa

AbbVie Inc., USA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Isan 3A/IBOPHUX




JonaTok 32
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinicTepcTBa OXOPOHU 3A0pOB’s1 YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

Bpomrypa mocmigHuKa JOCTIKYBAaHOTO JIiIKapchKoro 3aco0y Jlakocamin, Bepcis Bix 26 xoBTHs 2021 poky
AHTJIIHCHKOIO MOBOIO

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 655 Bix1 07.10.2015

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, BIIKPUTE, JOBIOCTPOKOBE, MPOJIOBKEHE AOCITIIKEHHS JIJIsl BUBUECHHS €(EeKTUBHOCTI Ta
6esnevHocTi Jlakocamigy B SKOCTI JOMOMDKHOI Tepamii y JiTeld 3 emuiencielo 3 mnapliajJbHUMHU
Hanagamu», EP0034, 3 monpaskoro 3 Bix 03 nmucromana 2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «D®APMACBIOTIKAJI PICEPY

ACCOVIIMENTC YKPATHA» (TOB «DPA YKPATHAY)

CnoHcop, kpaiHa

UCB Biosciences Inc., CIIIA

CynyTHi
MaTtepiaiu/mpenapaTi
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jonatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM 710 noAaTka Ne 24 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»

Inentudikaris cyrreBoi
MOTIPaBKH

30.12.2021 Ne 2947
BxuroueHHs J0JaTKOBUX MiCIIb TPOBEEHHS KIIHIYHOTO BUIPOOYBAHHS
Ne I1.1.B. BiAIOBIZAJILHOTO HOCHITHUKA
/i Ha3zpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. I.M.H., po¢. [Tonosuy B.1.

VHiBepcuTeTchbka KiliHIKa [BaHO-DpaHKIBCHKOr0 HAI[IOHAJIBHOTO MEIWYHOIO YHIBEPCHUTETY,
JTIKYBaJbHO-IPOPUIAKTUYHUN MiApo3alt, JlepkaBHUM BUIMHA HaBuyalbHUM 3aknan «IBaHO-
@pankiBcbkuil HarioHanbHUH MeOUYHHUNA YHIBEpCUTET», Kadeapa OTOPUHOJAPUHIOJIOTIT,
odranpMonorii 3 KypcoM xipyprii rojosu i mui, M. IBaHo-®PpaHKiBCbK

2. I.M.H., mpod. 3abonotna J1./1.

Kninika nepxaBHoi ycraHoBH «IHcTUTyT oTonapunrosorii iM. mpod. O.C. KomomiiiueHka
HAMH Vxkpainuy», Biail puHOJIOTIT Ta ajeprojiorii (3 TPymow peHTreHosorii) Ha 0a3i
BigiieHHs JIOP-3ananbHuX 3axBopioBaHb 3 rpynoto enaockonii JIOP-opranis, M. Kuis

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2616 Bix 24.11.2021

HazsBa xirigiyHOTO
BUINIPOOYBaHHSI, KO/,
Bepcis Ta JaTa

«baratonieHTpoBe, paHIOMI30BaHEe, TOJIBiMHE cIimne, mIane60-KOHTPOIbOBAHE TOCHIKEHHS 3 METOI0
ominku mnpenapatry CBP-201 y ngopocnux maiieHTIB 3 XPOHIYHUM TMONIMO3HUM PUHOCUHYCHUTOMY,
CBP-201-WWO003, Bepcis 2.1 Bix 22 6epe3ns 2021 poky
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3asBHUK, KpaiHa TOB «ITIAPEKCEJI Ykpaina»

CrnioHcop, kpaina Cyxoy Konnekt biodhapmackrotikainc, JItn, Kuraii / «Suzhou Connect Biopharmaceuticals, Ltd.», China
CynytHi —

Marepiaiau/mpenaparu

CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPXKEHHS CYTTEBUX MOIMPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

BxitoueHHs JOAaTKOBUX MICI[h MPOBEJCHHS KJIIHIYHOTO BUIPOOYBAHHS !

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA

n/n HasBa micus nmpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS

1. K.M.H. [Tominuyk /I.B.
MenuuHuii IEeHTp TOBapuCTBa 3 oOMexkeHor BianoBinanbHicTIO «KiiHika Bepym Excrepr»,

2. k.M.H. Tpyxin /J[.B.
KomyHnansHe HEKOMepItiiHe MianpueMCcTBO «Oecbkuii 00JacHUN OHKOJIOTTYHHUI JHUCTIAaHCEP)
Opnecpkoi 00macHOT paau», CTallioHap JAEHHOro nepeOyBaHHS AMCHAHCEPHO-TOMIKIIHIYHOTO
Bimminenns, M. Oxeca

Howmep Ta nara Hakazy
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«PanmomizoBaHe, TOJBIliHE crine, IUIale00-KOHTPOIboBaHe nociifkeHHs ¢aszu Il nns  omiHkm
e(peKTUBHOCTI Ta O€3MeYHOCTI aJ FOBaHTHOI Tepamii aTe3onizymaboM abo miamnebo y komOiHamii 3
TpacTy3ymabom eMTaHcuHOM y mamieHTiB i3 HER2-mo3utuBHHM pakoM MOJOYHOI 3a703U 3 BHUCOKUM
PU3UKOM pEeLMIUBY Micis nepenonepaiitnoi tepamii», W0O42633, sepcis 2 Big 11 cepnust 2021 p.
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3asBHUK, KpaiHa

ToBapucTBO 3 0OMEKEHOIO BiAMOBiAaIbHICTIO «Pom Ykpainay

Cnoncop, kpaiHa

®. Xodpdmann-JIs Pom JItn, [IBeiimapis

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary

(dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHUX



Jonatok 35
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

3miHa 3asBHHKa KiiHiyHOro BurmpoOyBanHs 3 TOB «Cineoc Xenc VYkpaima» Ha «E006BI
biodapmacerorikanz I'm6X», HIBeitnapis; 3112-301-001 KepiBHUITBO 11010 BI3WUTIB AOCHIIKEHHS
Bepcisi 2.0 Bim 09 BepecHs 2021, ykpaincpkoro MoBoro; 3112-301-001 KepiBHUNTBO 1O Bi3WTaM
nocmipkeHHs  Bepceid 2.0 Bix 09 BepecHs2021, pociiicbkor0 MOBOIO

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2616 Bix 24.11.2021

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«6-THKHEBe 0araTOILICHTPOBE PaHIOMI30BaHe IMOJBIHHE ciine Miane60-KOHTPOJIbOBAHE JIOCIHIIKEHHS B
napajenbHHUX IPyNax 3 BUBYEHHS €(PEKTUBHOCTI i 0€3MeYHOCTI KapunpasuHy y aiter (Bikom Bix 10 mo 17
POKIB) NpH JIIKYBaHHI JEMPECUBHUX €M130/1iB, MMOB’I3aHUX 3 OlMOJApHUM po3znagoM I tumy», 3112-301-
001, monpaska 2 Big 19 mortoro 2021 p.

3asBHHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa

«Aunepran Jlimiten», Benukoopuranis (Allergan Limited, United Kingdom)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 36
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

OnoBnennii nporokon kiaiHigHoro BunpoOyBanHs EIG-LNF-011 monpaska 03 Big 29 sxoBtHs 2021 p.;
[ndopmariitnuii muct ta popma iHbopmoBaHoi 3roau yyacHuka OcHoBHa Bepcis 3.0 Bix 13 mucronana
2021 p. na Ykpainu Ha ocHOBI ['moGansHOi ocHOBHOT opmu iHPopmoBaHoi 3roau (PI3) Bepcii 6.0 Bix
29 xoBTHA 2021 p., yKpaiHCbKOIO MOBOMO; IH(opMmariiiiHuii aMcTOK Cy0’€kTa JOCHIKEHHS Ta (Gopma
iHdopmoBanoi 3rogu OcHoBHa Bepceis 3.0 Big 13 muctomana 2021 p. ans Ykpainu Ha ocHOBI ['moGansHOT
ocHOBHOI (opmu iH(popmoBanoi 3roau (PI3) Bepcii 6.0 Big 29 xoBTHS 2021 p., pociicbKOI0 MOBOIO

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

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannomizoBaHe, 4acTKOBO TO/IBiiiHe ciine, MatpudHe aociimkeHHs Il ¢a3u 3 BuBueHHS edeKTUBHOCTI
ta Oe3meku 50 mr monadapuiOy/100 mMr puToHaBipy ABIYI Ha 100y B TOEIHAHHI 3 TET1IIHOBAaHUM
iHTeppeponom anbda-2a y 1031 180 mkr abo 6e3 HbOro mnporsroM 48 THKHIB y TOpPIBHSIHHI 13
MOHOTEpAIi€lo NeriIboBaHUM 1HTephEepOHOM ab(da-2a Ta JIKyBaHHAM IU1a1e00 y NAIIEHTIB 3 XPOHIYHOIO
iH(eKIiero Bipycy TremaTtuTy JenbTa, CTaH SKUX MIATPUMYETHCS 3a JOMOMOTOK HYKIICO3HJIHOI
(aykneotunHoi) antu-HBV tepamii (D-LIVR)», EIG-LNF-011, nonpaska 02 Bix 12 grotoro 2020

3asiBHUK, KpaiHa

«biopaci, En-En-Ci», CIIA
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Cnoncop, kpaiHa

«Eiirep bio®apmacsrorikans, Iak.» (Eiger BioPharmaceuticals, Inc.), USA

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary

dapmaneBTHYHOrO 3a0€e3MeYeHHs

Isan 3AZIBOPHUX



Honatox 37

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

[TomoBsxeHHs TEPMiHY KIIIHIYHOTO BUIIPOOyBaHHs B YKpaini 10 30 uepsus 2022

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 545 Binx 19.05.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure paHaoMi3oBaHe KOHTPOJIbOBaHE AOCHIPKEHHS 3 a3y, CIpsMOBaHE Ha OLIHKY CElIIHEKCOpY,
6opTte3oMiOy Ta nekcamera3oHy (cxema SVd) B mopiBHsSHHI 3 00pTe30MiOOM 1 JeKcamMeTa3oHOM (cxema
Vd) y mnaumieHTiB i3 penuauByIOUYO0 abo pedpakTepHO0 MHOXKUHHOK Mienomoro», KCP-330-023,
penaxiis 4.0 3 iHKOpIOpoBaHOto nornpaBkoro 3 Bix 17 ceprus 2018

3asiBHUK, KpaiHa

TOB «IOKYME/JIC» («CIA IOKYME/C»), JlatBis

CnoHcop, kpaiHa

«Kapiodapm Tepanbrotukc [nkopriopeitreny, CILIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jonatok 38
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

Ikana Tanepa, AC-065A310-ENGO5 INT-3, Bepcist 4.0 Bix 20.05.2021; Haykoe mpocmimkernas SALTO
(CAJIBTO) nmns miteii ta mimniTkiB 3 JIAT, ykpaincekoro moBoro, AC-065A310-UKR22, Bepcis 2.0 Bix
20 tpaBusa 2021 p.; Haykose mocmimkenuss SALTO (CAJIBTO) ans nikyBaHHS IiTEH Ta MiJUTITKIB, IO
crpaxnatoTh B JIAIL, pociiicekoro MoBoro, AC-065A310-RUU22 INT-3, Bepcis 2.0 Bix 20 TpaBHA
2021 p.; OOcTexeHHs MiJ Yac Bi3WTIB B JOCIITHHUIBKHNA LEHTP, yKpaiHChbKoro MoBoro, AC-065A310-

UKR23 INT-3, Bepcis 3.0 Big 20 tpaBust 2021 p.; OOGcTexXeHHS i 4ac BI3UTIB B JHOCHITHUIBKUAN LIEHTD,
pociiicekoro MoBoro, AC-065A310-RUU23 INT-3, Bepcis 3.0 Bix 20 Tpasus 2021 p.

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1849 Bix 11.08.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PannomizoBane, OaratoneHTpoBe, MOJIBIMHE ciine, Mmianedo KOHTPOJIbOBaHE, B MapajesIbHUX Tpymax,
KOHTPOJIbOBAaHE 3a MOMISAMHU KJIIHIYHE JOCHIIPKEHHS 3 MOCTIIOBHUM BKJIIOYEHHSM TpYI, 3 NepioJoM
BIJIKpUTOTO TIOJOBXKEHOTO JIKyBaHHS /Jsl OLIHKM €(QEKTUBHOCTI Ta OE3MEYHOCTI CceJeKclimary, sK
J0JIATKOBOI Teparii 0 CTaHJapTHOI CXeMH JIIKYBaHHs y JiTeil BikoM BiJ >2 1o <18 poKiB 3 JIEreHEeBOIO
aprepiasibHOIO rineprensieo», AC-065A310, Bepcis 5 3 nonpaskoto 3 Bix 20.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris
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Cnoncop, kpaiHa

«IHCCEH ®APMAIEBTUKA HBy, benbris

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary

dapmaneBTHYHOrO 3a0€e3MeYeHHs

Isan 3AZIBOPHUX



Jonatox 39

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MONPABOK J10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM 710 noAaTka Ne 24 10 Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu

Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

3MiHa BIAMOBIJATBHOTO JOCTIAHMKA; 3MiHA Ha3BH MICIS MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS; 3MiHA

Ha3BU Ta MICIIS POBEJCHHS KJIIHIYHOTO BUITPOOYBaHHS:

byno

Craio

K.M.H. JlemenTbeBa H.A.

KomynansHe mignpueMcTBo «JHIMponeTpoBCchKa
oOnacHa IUTSYa KJIIHIYHA JIKapHSI»
JIHIIpOoneTpoBChKOI 00IacHOT paany, BiIIICHHS
aHecrte3iojorii Ha 12 JDKOK I IHTEHCHBHOL
teparnii, M. J[Himpo

1.M.H. Biacos O.0.

KomyHnanbhe mianpueMcTBo «JlHiponeTpoBchbka
oOnacHa JUTSYa KJIIHIYHA JIKapHs»
JIHITponeTpoBChKOT 00JIacHOT paan», BiIIIICHHS
IHTEHCUBHOI Tepamii Ta e(QEepeHTHHUX METO/IB
JIKYBaHHS TOCTPUX 1 XPOHIYHUX IHTOKCHUKALIN Y
nitei, M. JIHinpo

K.M.H. JIutBuHoBa T.B.

Komynanene  mianpuemctBo  «KpuBopisbka
MmichKa KiiHIYHa JikapHs Ne 8» KpuBopizbkoi
MICBKOT paany, BlIIIEHHS JUTSYIOL
yJIbMOHOJIOTI, HepxxaBHuit 3aKJI1ajq
«/uinponerpoBchka MeauyHa akagemis MO3
Vkpaian», kadenpa  memiarpii,  cimelHOI
MEAMIIMHM  Ta  KJIIHIYHOI  J1abopaTopHOi
JMIarHOCTUKU  (aKyJdbTeTy  MHICISIUITIOMHOL
ocBitH, M. Kpusuii Pir

K.M.H. JIutBnHoBa T.B.

KomynanbHe  HekoMepIliiiHE  HiANPUEMCTBO
«KpuBopizbka MiChKa JiKapHs Nel6»
KpuBopi3zpkoi ~ MicbkOi  paau,  BIAJIIJICHHS
IHTEeHCUBHOI ~ Tepamii Juis  0OCIYroBYBaHHS

JTUTSYOTO HaceleHHs, JIHIMPOBChKUMA Jep>KaBHUI
MEIWYHMNA yHiBepcuTeT, Kadeapa memiarpii,
ciMeltHOT MeIUIIMHM Ta KJIIHIYHOI JJabopaTopHOi
TIarHOCTUKM  (DaKyJIbTeTy  MiCIASAMIIIIOMHOL
ocBiTH, M. Kpuwuii Pir
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1964 Bix 26.08.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpure, pangomizoBaHe, KOHTPOJIbOBAHE 32 JIOTIOMOTOI0 aKTUBHOTO IMPENapary KIiHIYHE JOCHIKSHHS
II/IIT dha3m muist orfinku Oe3meku, MepeHOCUMOCTi, eheKTUBHOCTI Ta (papmakokineTuku MK-7655A y nitei
BIKOM BiJ HapokeHHsS 10 18 pokiB 3 MIATBEP/KEHO abo MiI03PIOBAHOI0 TPAMHEraTUBHOIO
OakTepianpHOIO iH(DeKIie», MK-7655A-021, 3 inkopmopoBaHor nompaBkoro 02 Bix 27 ceprus 2019

POKy

3asBHUK, KpaiHa

ToBapucTBO 3 0OMekeHOo0 BianoBiganbHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Enn JJoym Kopm.», nouipae nianpuemctso «Mepk Enpg Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. renepaabHoro gupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Honarox 40

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM 710 noAaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

301bIIeHHS KUTBKOCTI JOCHTIHKYBaHUX B YKpaiHi 3 50 qo 70 ocibd

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 614 81 01.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, MOABiMHE cIline, IUIale00-KOHTPOIbOBAHE HOCHiIKeHHs (a3 2 AN OIiHKH
edexTuBHOCTI Ta O6e3neku SAR441344, moHOKIOHATREHOTO aHTUTLNIA 10 aHTaroHicta CD40L, y nartieHTiB
3 PEeUUIMBYIOUUM pO3CiIHUM ckiiepozom», ACT16877, 3 monpaskoro 01, Bepcist 1 Big 20 TpaBus 2021

POKy

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YKpaiHa»

CnoHcop, kpaiHa

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

CynyTHi
MaTtepiaiu/mpenaparu
CYNYyTHBOI Teparii

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




Jonatok 41

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIEHHS KIIBKOCTI AOCHIKYBaHUX B YKpaini 3 60 1o 70 ocibd

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

Ne 2006 Bix 02.10.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane gociimkeHHs Il ¢a3su nns omiHkKM nMcTekToMii B KOMOIHALIi 3 mepionepaniiHuM
3aCTOCYBaHHAM IeMOposizymaldy Ta JUIsl OLIHKM LHUCTEKTOMIi B KOMOiHaWii 3 mepionepariitHum
3aCTOCYBaHHSIM eHpopTymMady BEIOTHHY Ta MeMOpoi3ymady TOpIBHSHO 3 TPOBEACHHSIM TUIBKU
LUCTEKTOMIT /Ul YYaCHHUKIB 3 M’S130BO-IHBa3UBHUM PAaKOM CEYOBOI'O MiXypa, IKUM HE MO>KHA ITPOBOJIUTH
nikyBanus nucmiatuHoM (KEYNOTE-905/EV-303)», MK-3475-905, 3 iHKOPIIOPOBAHOIO TMOMPABKOIO
04 Bix 14 xBiTHs 2021 poky

3asBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaansHicTIO «MCJ Ykpaina»

CnoHcop, kpaiHa

«Mepxk Ulapn Eng Jloym Koprm.», nouipue mianpuemcto «Mepk Enp Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CHIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Isan 3A/IBOPHUX




Jonatok 42
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

[adopmarniitauii mucrok i popma iHdopmoBanoi 3roau, At Ykpainu, Bepcis 2.0 Big 24 nucronana 2021
p., CTBOpeHa Ha ocHOBI 6a30Boi Bepcii PI3, yacTuHa 3, aHTTIHCHKOIO Ta YKpaiHChKOIO MoBamu; JlomaTox
no ladopmaniiinoro muctka i popmu iHGopMoBaHoi 3roau, s Ykpainu, Bepcis 2.0 Bix 24 mucromnana
2021 p., ctBopeHa Ha ocHOBI 6a30B0i Bepcii P13, yacTuHa 3, aHIMIHCHKOIO Ta YKPATHCHKOI0 MOBaMHU

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1102 Bix 02.06.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«[lonBiliHO ciime, paHAOMI30BaHe, IUIALE00-KOHTPOJIbOBAHE JOCHIDKEHHS 3  OJHOKPAaTHUM 1
OaraToKpaTHUM 3acTocyBaHHsAM npenapaty AB-836, kancunHoro iHridiTopa BipycHoro rematuty B, mis
OLIIHKM HOro 6e3meyHOCT], MEPEHOCUMOCTI Ta (apMaKOKIHETHKH y 3/I0pOBUX YYaCHHUKIB Ta B YYaCHHUKIB 3
XPOHIYHOI iH(EKITi€ro BipycHOTO rematuty B», AB-836-001, Bepcis 1.1 Bix 14 ciunst 2021 poky

3asBHHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

Apbytyc Biopapma Kopnopeiimin, CIIIA/ Arbutus Biopharma Corporation, USA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonartok 43
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

Hocmimkenns 20115 Ononena indopmaris s namienra Ta opma iHpopmoBaHoi 3roau, Bepceis 2.0 Big
17 nucromana 2021 p. mnst Ykpainu ykpaiHCbKOIO MOBOIO Ha 6a3i ocHOBHOI OHOBIeHOI iH(popmaii s
narieaTa ta @opmu iHbopMoBaHOi 3romu, Bepcis 2.0 Bix 16 muctomama 2021 p.; Hocmimkenns 20115
OmnosreHa iHdopmartis Uit nanienta Ta @opma iHpopmoBaHoi 3roau, Bepcis 2.0 Big 17 nucronana 2021
p. A YKpaiHu pociiicbKoro MOBOIO Ha 0a3l ocHOBHOi OHoBIeHOi 1HpopMalii 1s namienta Ta Popmu
iHpopmoBaHoi 3roau, Bepcis 2.0 Big 16 muctomama 2021 p.; Hocmimkenns 20115 OnuryBanbHUK MO
3aKIHYEHHIO JOCIIKEHHS JUIsl YKpaiHu ykpaiHcbkoro MoBoro Bepcis 1.0 Big 16 mucromaga 2021 p.;
Hocnipkenns 20115 OnuTyBaJIbHUK MO 3aKiHYEHHIO JOCTIDKEHHS I YKpaiHW pOCIHCHKOI MOBOIO
Bepcia 1.0 Bixg 16 nmucronana 2021 p.; Hocaimkenns 20115 Kaprka nmoasku ajis ydacHUKA JAOCTIHKEHHS
Bepcis 1.0 Bix 16 mucronana 2021

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2110 Bix 16.09.2020

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PangomizoBaHe mMoABiiHE ciime, y mapajelbHUX Tpylnax, Mane00-KOHTPOJIbOBaHEe OaraToLEHTPOBE
JOCTIPKEHHSI 3 OLIHKM O€3MeKH Ta MEePEeHOCHMOCTI MIOMICSYHUX MIAMKIPHUX BBEAEHb OCOLMMAly Yy
KOTropTax HU3bKOI Ta BUCOKOI /103 Y MAIli€HTIB 13 TEPMIHAIBHOIO CTAJI€I0 XPOHIYHOI XBOPOOM HHPOK Ha
perynsipaomy remomiainizi (TCXXH)», No. BAY 1213790 /20115, Bepcis 1.0 Big 16 6epesns 2020

3asiBHUK, KpaiHa

TOB «baiiepy», Ykpaina
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Cnoncop, kpaiHa

baitep AI', Himeuunna

CynytHi
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs

Isan 3AZIBOPHUX



Honatok 44

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aCO0IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

Po3gin "Sxicte / Quality" Jlocke mocmimkyBanoro sikapcbkoro 3aco0y Ozanimod (RPC1063), penakmis
9.0 Big xoBTHs 2021 p.; JomanHs HOBOro (JOJATKOBOTO) BUPOOHUKA IOCTIIKYBAHOTO IIKAPCHKOTO
3aco0y: o3animon riapoxiaopua/RPC1063 karcymu 0,25 mr (exBiBasieHT o3aHiMoxy 0,23 Mr); o3aHIMOT
rigpoxiopua/RPC1063 kamcyau 1,0 mr (exBiBaneHT o3animomy 0,92 mr) - "Celgene International Sarl”,
HIBeiinapiss; 3pa3ku ETUKETOK: IUIALIeYKa [ MpUiloMy THpenapary y BIIKPUTOMY pPEXHUMI B
HapOCTalOYMX J/103aX, sika MICTUTh 12 kamcyn o3zaHiMoay riapoxyiopuay/RPC1063 0,25 mr (exBiBajieHT
o3a”imony 0,23 wmr), penakuiga Big 16.07.2021 p.; musmedka a8 NpUiloMy mIpenapary y BIIKPUTOMY
pexumi, sika MICTUTB 35 Kamncyn o3aHiMoay riapoxnopuay/RPC1063 1,0 mr (ekBiBasieHT o3aHimoxny 0,92
Mmr), penakuis Big 19.07.2021 p.

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 838 Bix 10.12.2015

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«Bigkpurte, OaraToleHTpOBE, pO3IMMPEHE AOCTHIHKeHHS ¢asu 3 Il BUBYEHHS MEPOPaTHHOTO
3actocyBanHd RPC1063 B sKOCTI Tepamii y Mali€HTiB 3 MOMIpHUM a00 TSKKUM BHUPA3KOBUM KOJITOM,
RPC01-3102, penakiis 9.0 Bix 23 cepras 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJAJILHICTIO «I1I EC AU-YKPATHA»
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CrnioHcop, kpaina «Cenmxen Inrepremrnn II, Capm» (Celgene International II, Sarl) («CIC II»), [lIBetimapis

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Jonartok 45

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

3miHa Ha3BH 3asBHUKA KiIiHiuHOTO BHNpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» na TOB «Cineoc Xernc
Ykpaina»

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

No 1275 Bim 06.07.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararorieHTpoBe paHIOMi30BaHE MOJBiiiHE ciine mianedo- Ta aKTUBHO-KOHTPOJIbOBAHE JOCIIIKEHHS
JUISL OLIIHKU €(h)eKTUBHOCTI MOHOTepaIlli OpeKcinpazonoM AJs JiKyBaHHs NiUIITKIB (BikoM 13—17 pokiB) 3
mm3odpenieto», 331-10-234, Bepcis 4.0 3 nonpaskoro 2 Bix 16 uepsHs 2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Omyka ®apmacbroTikiI
JleBenonment enn Komepcinizeiny,, [ak.», CIITA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3A/IBOPHHUX




Jonatok 46
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AogaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

[TooBx)eHHS TPUBATIOCTI KITHIYHOTO AOCTDKEHHS B YKpaini 10 31 6epesnst 2023 poxy

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, Mo/BiliHE ciine, y mapajleibHUX Ipymnax, 6aratoueHTpose pociimkenHs 11 ¢azu, mo
MOpiBHIOE e(EeKTUBHICTh Ta mepeHocuMicTh mpemnapariB @ymbBectpanT (PA3JIOAEKCTM) 500 mMr Ta
®ynbeectpanT (PA3JIOJEKCT™M) 250 Mr y *kiHOK y NMOCTMEHOIAy3i 3 MOUIMPEHUM PaKOM MOJIOYHOL
3aJ]103U 3 HasSBHUMHU PEIENTOpPaMH JI0 €CTPOTeHy, SIKHH Imporpecye abo perneauBye IICis MONepeTHbOT
ropMoHansHOi Tepamii», D6997C00002 (92381L/0064), inkopnopoBanuii nmonpaskoto 2 Bix 03 rpyass
2009 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO iIHBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

«Actpa 3eneka Aby, [lIBermist

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 47

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinicTepcTBa OXOPOHU 3A0pOB’s1 YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»

30.12.2021 Ne 2947
InenTudikamis cyrreBoi BxutoueHHs JOAaTKOBOTO MICIIsl POBEJICHHS BUMTPOOYBaHHS
MTOIIPaBKH Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS

1. k.mex.H. Kimoes I.0.

M. Oneca

MenuyHuii LEHTp TOBAapUCTBa 3 OOMEXKEHOIO BiANOBIAAIBHICTIO «TEXHOJIOTiS 370pOB'S»,

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

Ne 1012 Bix 24.05.2021

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«OuiHoBaHHS e(eKTUBHOCTI Ta Oe3medHocTi oyHuX kpamneiab 14030 TOpIiBHAHO 3 OJHOJO30BHM
npenapatoM ['anpopT® y maiieHTiB 13 04HOIO rinepreH3iero ado riaaykomoro», LT4030-301, Bepcia 1.0

Bix 21 BepecHs 2020 poky

3asBHHUK, KpaiHa

IianpuemcTso 3 100% iHozemuo0 inBecTHIier0 «AMK TOBIA PJIC Yipaina»
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CroHcOp, KpaiHa Laboratoires THEA, France

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Jonatok 48

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AogaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

3MiHa HAa3BU MICIIS IPOBEACHHS KIIIHIYHOTO JTOCIIPKCHHS !

byno

Craio

ximioTepamnii remMo0J1acTO3iB
tepaii, M. Kuis

KepiBHUK eHTpy Muxanbcbka JI.B.
Kniniuna mikapHs «®PeodaHisny
yhpaBimiHHs ~ crnpaBamu, LleHTp

Ta

Jlep:xaBHOTO
reMaToJIOrN1i,
IIPOMEHEBOT

3aB. Big. Muxanbceka JI.B.
Kniniuna sikapus «®eodanis» JlepkaBHOro
VIOpPaBIIHHS CIpaBaMu, BIJIUICHHS TeMaTOJIOTil

Ta

remMarosiorii, Ximiorepamii remo0jacTo3iB Ta
TpaHCIUIaHTalii KICTKOBOro Mo3Ky, M. KuiB

ximiorepamii  remoOmacto3iB  LleHTpy

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 516 Bin 22.03.2021

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«baraTonieHTpoBe paHIOMI30BaHe, MOABIHHO cIime, mianedo-KoHTpoasoBaHe nociipkennas Il dazu 3
METOI0 OIIIHKH e(DeKTHBHOCTI Ta O€3MEeYHOCTI JIIKyBaHHS TadacuTamMaboM y NO€THAHHI 3 JIEHATIIOMiIOM
JOJIaTKOBO 110 XimioTepamii 3a cxemoro R-CHOP y mopiBHsiHHI 3 XiMioTepartiero 3a cxemoro R-CHOP y
MAIEHTIB 3 yIeplle BHUSIBIECHOW MU(y3HOI B-kpymHokiitTuHHOMO JiMdomoro (ABKIJI), sxi panime He
MPOXOJMIIN JIIKYBaHHS 3@ LIMM IMOKa3aHHAM 1 BXOJSATh /10 TPYNU BUCOKOIO MPOMIKHOTO ab0 BHCOKOTO
pusuky», MOR208C310, ocrarouna pegakitist 4.0 Big 17 uepsus 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»
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Cnoncop, kpaiHa

«MopdpoCuc AI'» [MorphoSys AG], Himeuunna

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary

dapmaneBTHYHOrO 3a0€e3MeYeHHs

Isan 3AZIBOPHUX



Jonatok 49
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocnmignuka Topunanimady (TABO0O01), Bepcis 6.1 Big 11 xoBTHa 2021 poky, aHTIIHCHKOIO
MoBoto; [Hpopmaniiinuii mucrok i ¢popma 3roam, Bepcis V1.3UKR(uk)1.0 Bix 22 xoBtHsS 2021 poky,
nepeKiaj yKpaiHChbKol MOBOIo Bif 15 muctomama 2021 poky; Indopmarniiinuii nuctok i1 ¢popma 3roau,
Bepcis V1.3UKR(ru)1.0 Big 22 sxoBtHs 2021 poKy, mepekiaj pociiichbKol0 MOBOIO Bin 15 nimcromana
2021 poky

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«IIpocnekTrBHe, paHIOMI30BaHe, IIalle00-KOHTPOJIbOBAaHE, TOJBiiiHE ciime, OaraToLEHTPOBE,
peectpaniiine kiiHiuHe AociimkeHHs ¢aszu Il nnst mopiBHsAHHSA Topunanimaly (JS001) y moenHanH1 3
JIeHBaTUHIOOM Ta Iulanebo y MOoeIHAHHI 3 JIEHBAaTUHIOOM sK Tepamii 1-i miHII npW mommpeHii
renatouenoisipaii kapuuaomi (ILIK)», JS001-027-111-HCC, Bepcis 1.2 Big 02 BepecHs 2020 poky

3asBHHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBectuiiecio «AMK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Shanghai Junshi Biosciences Co., Ltd, China

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonarox 50

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinicTepcTBa OXOPOHU 3A0pOB’s1 YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU A0 AojaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

Bpomypa nocmiganka TMC207 (Bedaquiline), Bumanust 15 Big 25 >xoBTtHA 2021 poKy, aHTIIHCHKOO
MOBOIO

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 614 81 01.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Bigkpure OaratoneHTpoBe AOCHiKeHHs (a3u 2, M0 MPOBOAWTHCS B OAHIN Tpymi, IS OI[IHIOBAaHHS
(apMaKoKiHETHKH, O€3MeYHOCTI, MEPEHOCHUMOCTI Ta AaHTUMIKOOAKTEepiaJbHOI AaKTHBHOCTI Ipernapary
TMC207 y noeaHaHHi i3 3acTocyBaHHAM cynyTHiX npenaparis (CII) npotu TyOepKyab03y 13 MHOKUHHOIO
nikapcbkoro criikicTio (Th-MJIC) npu nikyBaHH1 aitei 1 niuiiTkiB BikoM Bif 0 micsauiB 10 < 18 pokis 13
niaTBepAkeHUM abo iiMoBipHUM JiereneBuM Th-MJIC», TMC207-C211, iHKOprnopoBaHHiA MONpPaBKOIO 7,
Bix 02 Gepesnst 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Janssen-Cilag International NV, Belgium

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Isan 3A/IBOPHUX




Jonatok 51

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y
MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHS 3MiHU 10 AofaTtka Ne 1 mo Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

30ibIIeHHS KUTBKOCTI JOCHIHKYBAaHUX B YKpaiHi Bl monepeaHpo 3amianoBanoi 3 172 1o 274 ocid

Howmep Ta nara Hakaszy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2674 Bix 18.11.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«[loxBiitHe crine, paHIOMi30BaHe, KOHTPOJIhOBAHE AKTHBHHM MpEnapaTroM AOCHikeHHS ¢a3u 3 B
napajenbHUX rpynax Juisi HOpiBHAHHSA eekTuBHOCTI Ta OesneuyHocti npenapaTiB CT-P39 1 Kcomap y
MAIIE€HTIB 13 XPOHIYHOIO CIIOHTAHHOIO KPOIHB’ SHKOI0, Y SKHX 30€piraloThCsi CHMITOMH, HE3BAXKAIOUN HA
nikyBaHHsi H1-anturicraminaumu npenaparamuy, CT-P39 3.1, Bepcis 2.3 Big 10 ceprast 2021 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIie0 «AMK TOBIA PJIC Yipaina»

CnoHcop, kpaiHa

CELLTRION, Inc., Republic of Korea

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




JonaTok 52
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinicTepcTBa OXOPOHU 370pOB’s1 YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
MOTIPaBKH

OnHoBileHUH MPOTOKOJN KIiHIYHOTO aochikeHHs, Bepcis 3.0 Bim 03 BepecHs 2021 p., aHrmiichKoro
MOBOIO; 3MiHa Ha3BH 3asBHUKa KiiHiyHOrO BUmpoOyBaHHs 3 TOB «IHC Pecepu VYkpaina» ma TOB
«Cineoc Xenc VYkpaina»; Jlocbe mocmimkyBaHoro likapcbkoro 3acody Tasamamon (Tavapadon) Ta
iane6o, Bepcist 3.0, Big 17 BepecHs 2021 p., aHDmiicbkor0 MoBOM; Jlogatok no Bpourypu mocimigHuka
JOCTiKyBaHOTO JTiKapcebkoro 3acody TaBamamon (CVL-751) 1.0 Big 31 cepmust 2021 p., no Bunanus 3.0
Bix 08 uepBus 2020 p., anrmidicbkoro MoBow; CVL-751-PD-002 Indopmaris ans mnamienta i @opma
iHpopmoBaHoi 3roau_Bepcist g Ykpainu 5.1.0 Big 18 sxoBTHs 2021 p. yKpaiHCBKOIO Ta POCIMCHKOIO
MoBamH; ONUTYBaJIbHUK IIOAO IMIYJIbCHBHO-KOMIYJIBCUBHUX pO3JIafiB mpu xBopoOi IlapkiHcona —
ominroBanpHa mkana (Questionnaire for Impulsive-Compulsive Disorders in Parkinson's Disease - Rating
Scale, QUIP-RS) mns Ykpainu pociiicbkoro mMoBoto Bepcist 1 Bix 03 kot 2019 p. (CVL-751-PD-
002_QUIP-RS Ukraine Russian V1 2019 Oct 03); 3miHa Ha3BM Miclsg NPOBEIEHHS KJIIHIYHOTO
BUIIPOOYBaHHS:

byno Crano

k.M.H. Kans0yc O.1.

KomynanpHe mignpueMcTBo «J{HIMpomeTpoBChKa
obnacHa kmiHiuHa JikapHs M. LI. MeuynukoBa»
JIHIIpONeTpOBChKOI 00IacCHOT pajn», BiATIICHHS
HEBPOJIOTi Nel, HepxaBHuit 3aKman
«/IuimpornerpoBchka MemuuHa akagemis MO3
VYkpainn», kagenpa HeBposiorii, M. J[Hinpo

n.M.H. Kans6yc O.1.

KomyHnanbhe mianpueMcTBo «J{HimponeTpoBchbka
oOnacHa kiiHiuHA JdikapHs iM. L.I. MeuynukoBa»
JIHITpOneTpOBCHKOI 00IacHOT pajny, BiATIICHHS
HeBposorii  Nel, JIHimpoBChKHMIl —nep)kaBHHIMA
MEIWYHUNA yHIBEpCUTET, Kadeapa HEBPOJIOrii,
M. JIHinpo
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1636 Bix 20.07.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBaHe, NOJBiMHE clIilie, M1ane00-KOHTPOIBOBAHE JAOCTIKEHHS (ha3u 3 y mapajenbHuX Tpyrnax
TPUBATICTIO 27 THXKHIB 13 THYYKHM TII0OPOM JIO3M I OIIIHKM €(QEKTHUBHOCTI, OE3MEYHOCTI Ta
neperHocumocti TaBamamoHy y mamieHTiB 3 xBopoOoro [lapkiHcoHa Ha paHHINM ctafii (MOCTiIKEHHS
TEMPO-2)», CVL-751-PD-002, Bepcis 2.0 Bix 29 yepsus 2020 p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa

Cepesen Tepamn'torikc, JIJIC, CHIA [Cerevel Therapeutics, LLC, USA]

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




Jonatok 53
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,

BHECCHHsI 3MiHHM J10 noaaTka Ne 24 1o Haka3y

MinictepcTBa OXOPOHU 3A0pOB’sl YKpaiHu
Bix 1 rpymus 2021 poky Ne 2672 ta
BHECEHHs 3MiHU J10 JojaTka Ne 1 10 Hakazy
MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu
Bix 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikamis cyrreBoi
MOIPaBKU

[Ipotokon kminiyaoro BumpoOyBanHsi GP43365, Bepcis 4 Bim 21 xoBTHa 2021 poky, aHTIIHCHKOIO
MoBot1o; [Hdopmartis ans narienta i @opma iHbhopMOBaHOT 3o, OCHOBHA Bepcis s Ykpainu 2.0 Big 27
xoBTHS 2021 poky Ha mifacTaBi Mmaiictep-Bepcii ocHoBHOI Bepcii IHdopmarii mis mamienTa i @opmu
iHpopmoBanoi 3roau 3.0 Big 22 »xoBTHA 2021 poKy, aHIIIIHCHKOIO Ta YKPATHCHKOIO MOBOIO; BKiltoueHHs
HOBUX BUPOOHHUYUX IUISHOK JUISl JTOCHIPKYBAHOTO JIKApChKOro 3aco0y Atesomizymad 1200mr/20 mi
KOHIIEHTPAT JUIsl PO3YMHY JUIl BHYTpilIHbOBeHHUX 1H(Y31i (Roche Diagnostics GmbH, Nonnenwald 2
82377 Penzberg, Germany) ta mans Ate3onizymad 1875mr/15 M, po3uns ans nigmkipHoi iH'exmii (Roche
Singapore Technical Operations Pte Ltd 10 Tuas Bay Link Singapore 637394)

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2147 Bix 04.10.2021

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«DA3A Ib, BIIKPUTE, BATATOLEHTPOBE JOCIIIXKEHHA [OJII BU3HAUYEHHSA
OIITUMAJIBHOI JIO3M 3 METOIO OIJHKU ®APMAKOKIHETUKHU, BE3IEYHOCTI TA
INEPEHOCUMOCTI MIJUWKIPHOIO BBEJEHHS KOMBIHALIII THUPATOJIYMABY 1
ATE3OJII3YMABY VY TTAIIEHTIB 3 MICHEBOIIOIIMPEHUMU ABO METACTATUYHUMU
ITYXJIMHAMM», GP43365, Bepcis 3, Big 30 uepsHs 2021 poky

3asBHUK, KpaiHa

TOB «Apencis Excruioparopi Meziciny, Ykpaina
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CroHcOp, KpaiHa @. Xopdmanu-JIs Pour JIta, Iseiinapis / F. Hoffmann-La Roche Ltd, Switzerland

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




HonaTtok 54

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHU 10 noxatka Ne 24 o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 1 rpyanas 2021 poxky Ne 2672
Ta BHECEHHs 3MiHU 10 aoaatka Ne 1 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpainu Big 15 Bepecus 2021 poky

Ne 1966»

30.12.2021 No 2947

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
BepcCis Ta qaTa

«bararonenrpose, 30-THKHEBe, NMPOCHEKTUBHE, MEpPEXpecHe, MOABIiHE ciime, paHIOMi3oBaHe, Iulanedo-
KOHTPOJIbOBAaHE JIOCHiKeHHS ¢asu 2B 3 momanpmmm  52-THXKHEBHM  BIIKPUTHM  MOJOBKEHHM
JIOCIIJKEHHSM JUIsl OLIIHKM e()eKTUBHOCTI Ta O6e3MeYHoCTi baciMrilypaHTy B SKOCTI 101aTKOBOIO IpenapaTy
JI0 TIOTOYHOI MPOTUCYAOMHOI Teparlii B AITeH Ta MiJUIITKIB 13 HEKOHTPOJIbOBAHUMH CYJJOMAaMH, IOB’ I3aHUMU
3 KOMILIEKCOM TyOepo3HOro ckiieposy», kon pociimpkeHHss NOE-TSC-201, Bepcis 2 Bia 15 kBiTHs 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMexeHowo BianosinanbhicTio «KoHTpakTHO-JlocminHunpka Opranizamis IHHOpapM-
Ykpaina»

CrnioHcop, kpaiHa

Hoema ®@apma AT, llseitapis (Noema Pharma AG, Switzerland)

[epenik 1ocmiKyBaHUX
JIKapChKUX 3aC001B
Jikapcbka opma,
J03yBaHHsI, BUPOOHUK,
KpaiHa

bacimraypant; Basimglurant; NOE-101; kancyna 0.5 mr, 40 karcyn B GiicTepHii yakoBLi TUIy FaMaHLs;
0.5 mr (mimirpam); Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, USA;

[Tnante6o mo bBacimroypanty (Basimglurant, NOE-101); (Microcrystalline Cellulose  Spheres,
(Vivapur®1000)); karicyna; Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, USA;
bacimriypant; Basimglurant; NOE-101; bacimriypanT; kancyna 1.0 mr, 40 kancyn B GiicTepHii yrmakoBIli
tuny ramanist; 1.0 mr (minirpam); Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, USA;
[Tnane6o no bacimraoypanty (Basimglurant, NOE-101), kamcyna; (Microcrystalline Cellulose Spheres,
(Vivapur®1000)); Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, USA
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Bianosinanbawmii (1) 1) k.m.H. HensBa J1.10.
JOCTITHHK (1) Ta MicIie KomynansHe HeKoMepIliiiHe mianpueMcTBO «IBaHO-DpaHKiBChKa 00JIacHA AUTsYA KIIiHIYHA JTiKapHs [BaHO-
(s1) mpoBeeHHS ®paHKIBCHKOI 007acHOI paam», BIIIUICHHS JUIS JITEH 3 ypaXEHHSM IEHTPaJIbHOI HEPBOBOI CHCTEMH 3

BUINIPOOyBaHHs B YKpaiHi | mopymeHHsIM (QyHKIiT OMOPHO-PyXOBOTO anapary, M. IBano-OpaHKiBCbK

2) n.m.H. Kupuuenko A.T.

Komynanene mianpueMcTBo «JIHIMpONeTpoBChKa O0JIacHa AWUTAYA KITIHIYHA JIKapHs» JIHIIPONeTpOBCHKOT
00J1acHO1 paany», HEUPOXIPYprivuHe BIAIIJICHHS 3 HEBPOJIOTIYHUMH JIiKKaMH, M. JIHITTpo

3) n.m.H. Kupunosa JL.T.

Jlep:xaBHa ycraHoBa «IHCTUTYT meniaTpii, akymepcTBa 1 riHekosorii iMeHi akagemika O.M. Jlyk'sHoBoi
HamionanpHoi akazemii MeAMYHMX HAyK YKpaiHW», BIJJIJICHHS TICHXOHEBPOJIOTii Ui JiTedl 3
NEpUHATAJIBHOIO ATOJIOTIE0 Ta Op(PaHHUMHU 3aXBOPIOBaHHAMH, M. KuiB

4) K.M.H., o11. Maptusiok B.1O.

HepxaBuuii 3aknaj «YKpaiHCbKUNA MEAMYHUN IIEHTp peabiniTanii 1iTell 3 OpraHiyHuM ypaskeHHSIM HEPBOBOI
cucteMu MiHiCTepCTBa OXOPOHH 3[I0POB s YKpaiHW», KOHCYJIbTaTUBHO-IarHOCTUYHE BifaijaeHHs, M. KuiB
5) k.M.H. MakenoHcbka [.B.

Komynanene Hekomepiiiitne mianpueMcTBo «Micbka qutsya KiiHigHA JiKapHsI Ne5» JIHITPOBCHKOT MiChKOT
paziu, HEBPOJIOTiuHE BIUIUIEHHS MOJIOALIOTO BiKy, M. [IHiNpo

6) xk.M.H. XapuTtoHoB B.I.

Komynanene Hexomepuiiine mianpueMmctBo «Kiiniuna mikapHs «[ICUXIATPIS» BukoHaBuoro oprany
KuiBcbkoi micbkoi paau (KuiBcbkoi MiCbKO1 Iep:kaBHOI aaMiHIicTpalii), BiaauieHas Ne 11, m. Kuis

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTHi - CyIyTHI MaTepiain
MaTepiajau/npenapaTu - Cmaprdonu Bix Replior;
CYNyTHBOI Teparii - IlopraruBHi npucTpoi Bix Empatica;
- JJabopartopHi Habopu;
- EKT;

- Min/max tepmomeTpu;
- JlpykoBaHi Matepianu Juist narientis Jumo Health

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA Isan 3A/IBOPHHUX




