JonaTtox 1
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y

MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«EdextuBHicTh Ta Oe3neunicTh npemapary M281 y mopociux MaIi€HTiB 3 ayTOIMyHHOIO Te€MOJITHUYHOIO
AHEeMI€I0 3 TEIUIOBUMH aHTHUTUIAMH: O0araTolleHTPOBE, paHJAOMi30BaHe, IIOJBIMHE ciine, Iuanedo-
KOHTPOJIbOBAHE JIOCIIDKCHHS 13 TPUBAIMM BIJIKPUTHUM JIOAATKOBHM JOCITIDKEHHSM», KO OCIIKCHHS
MOM-M281-006, Bepcis 3 monpaskoro 4.0 Bix 20 kBiTHa 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO  BIANOBIJAJIBHICTIO  «®APMACBIOTIKAJI  PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CrnoHcop, kpaina

Janssen Pharmaceutica NV («uccen ®@apmanestuka HB»), benbris

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Hinokanimad (M281 a6o JNJ-80202135); po3uun mist indysii; 30 mr/mi; Vetter Pharma-Fertigung GmbH
& Co. KG, Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG, Himeuuuna; Vetter Pharma-Fertigung
GmbH & Co. KG, Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG, Himeuunna; Janssen Research
& Development, A Division of Janssen Pharmaceutica NV, Bensrisi; Catalent CTS, LLC, Cnonyueni llltatu
Awmepuxku; Catalent Pharma Solutions, LLC, Cronyueni Illtatn Amepuku; Catalent Germany Schorndorf
GmbH, Himeuunna; Fisher Clinical Services UK, Cnionyuene Koposiscrso; Fisher Clinical Services GmbH,
Iseiinapist; Fisher Clinical Services, Cronydeni [lItatu Amepuku; PPD Development, Crionydeni Illtatu
Awmepukn; WuXi Biologics (Shanghai) Co., Ltd., Kutaii; WuXi Biologics Co., Ltd., Kuraii;

[Tnaie6o 10 Himokamimaby (Harpito xmopua 0,9%); posumn mnst imdysiii 100 mu; Janssen Research &
Development, A Division of Janssen Pharmaceutica NV, Benbrisi; Catalent CTS, LLC, Cnonyuyeni lItatu
Awmepuku; Catalent Pharma Solutions, LLC, Cnoxyueni llIratn Amepuku; Catalent Germany Schorndorf
GmbH, Himeuunna; Fisher Clinical Services UK, Cnionyuene Koposiscrso; Fisher Clinical Services GmbH,
Iseiinapis; Fisher Clinical Services, Cnonyueni lItatu Amepuku; B. Braun Melsungen AG, HimeuuuHa;
Industria Farmaceutica Galenica Senese S.r.l., Itamnis
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Binnosinaneauii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeEHHS
BUNPOOYBaHHS B YKpaiHi

1) k.m.H. KucenboBa O.A.

Mennunuii neatp «Ok!KiiHik+» ToBapucTBa 3 0OMEXKEHOI BIAMOBIAAIBHICTIO «MDKHApOJIHHN 1HCTHTYT
KIIIHIYHUX JOCTIKEHBY, CTAIllOHapHEe BIAMIICHHS, BIAI1T remaTojorii, M. Kui

2) n.m.H. CiBkoBuu C.O.

Komynansne HexoMepiiiae mignpueMcTBo «KuiBcbka Michka KiliHiuHA JikapHs Ne9y» BUKOHABUOTO OpraHy
KuiBcbkoi wmicbkoi pamu  (KuiBcbkoi Mickkoi  mepxkaBHOi  amMmiHicTpariii), KwuiBcbkuii MiChbKUH
reMaToJIOTIYHHN EHTp Ha 6a31 remaTonorigyHoro BimaiieHas Nel, m. Kuis

3) nikap Bubupana P.J1.

KomyHnanene HexomepiiiiHe mianpueMcTBo «TepHOMiIbChKAa YHIBEpCHUTETChKA JIKapHs» TepHOMiIbCHKOT
00J1acHO1 pajik, TeMaTOJIOTIYHE BIITIJICHHS, M. TEpHOILIb

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepamii

- JlaboparopHi Habopu

- Min-max tepmMomeTpu

- USB repmomaTunku-yorrepu (peecTpaTopu) TeMIepaTypH
- 12-xananpHi EKT

- [opoxHi makerun ans iHdy3iit

- 3aXMCHI YOPHI MaKeTH IS MaKeTiB IS 1H Y31

- Tectu st BariTHOCTI

- JlpyKkoBaHi Matepiaiu

- [H1ni cynyTHi MaTepianu

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYCHHS Isan 3AZIBOPHHUX




JonaTtox 2
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y

MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe, TMOBIHHE cCiine, paHAOMi3oBaHe KiiHIYHe gocmimkeHas Il ¢asm mis  omiHKM
edextuBHOCTI Ta Oe3meuHocti mpemnapary LPRI-424 (mienorect 2.00 mr / eruninectpamion 0.02 mr) B
NOpPIBHSAHHI 3 TUIanedo mpu JiKyBaHHI cHHIpoMY modikicto3Hux sieunukiB (CIIKS) Bopomosxk 9 mmkiiBy,
koj pociimpkerHss LPRI-424/304, ocrarouna Bepcis 1.0, 30.04.2021

3asiBHUK, KpaiHa

«Cxoyn Intepnemnn Al'», Himeuunna

Cnoncop, kpaiHa

«Uemo Pesepu C.JI.» (Chemo Research S.L.), Icnianis

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Hienorect 2wmr/Etuninectpamion 0,02 mr (LPRI-424; JI€EHOTI'ECT/ETUHUIECTPAIOJ); Tabnerku
IPOJIOHTOBAHOI i, BKpHUTi 060a0uKo010; 2 Mr/0,02 mr; Laboratorios Leon Farma, S.A., Icnanis; LODILAT
LOGISTICA, S.L., Icnanis;

[Tnane6o no Hdienorecty 2mr/Etuninecrpaniony 0,02 mr, TabneTKky MpOJIOHTOBAHOI [ii, BKPUTI 000IIOHKOIO;
Laboratorios Leon Farma, S.A., Icrranis; LODILAT LOGISTICA, S.L., Icrranis

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

1) n.m.H. 3axaperko H.®.

KomynansHe HekoMmepuiiiHe nianpueMcTBo «KuiBcbka Michka KiliHIYHA JiKapHs Ne9» BUKOHABYOIO OpraHy
KuiBcbkoi micekoi paau (KuiBchbkoi MichKoi Iep:kaBHOT afiMiHICTpallii), BiiiIeHHs T1HeKonorii, M. Kuis

2) unen-kop. HAMH VYkpaiuu, 1.M.H., npod. Tatapuyk T.D.

ToBapucTBO 3 00MEXKEHOIO BiANOBIAAIBHICTIO «Meauunuii neHtp «Bepym», M. Kuis

3) a.m.H., mpod. Koceit H.B.

JlepxaBHa ycraHoBa «IHCTMTYT meaiarpii, akymepcTBa i TiHekousorii iMeHi akajgemika O.M. Jlyk’stHOBOi
HarmionaneHoi akaseMii MeIUUYHUX HayK Y KpaiHu», BIIIUIEHHS €HA0OKpUHHOI riHekosorii, M. Kui

4) x.m.H. Perena C.1.

HepxaBHa HaykoBa yctaHoBa «lleHTp iHHOBamiiHNX MenuuHuX TexHosorii HAH Ykpaiany, rinekonoriyae
BigmineHnus, M. Kuis
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5) n.m.H., mpod. Pesnivenko I'.1.

KomynansHe HekomepuiiiHe mignpuemMctBo «llomoroBuii OyamHOK Nedy 3amopi3bkoi MICBKOI paju,
TIHEKOJIOT1YHE BIJIUICHHS, M. 3aOpikiKs

6) nmikap S3ukos O.0.

JIikyBanbHO-/IIarHOCTUYHUN IEHTp «3aKapmaTChbKUM IEHTp XIpypriyHUX IHHOBaWii «AcTpamen»
TOBapHUCTBA 3 0OMEKEHOIO BiMOBIIaIbHICTIO «KITiHIKA 310pOBOT poIMHUA AcTpamen», M. Y KTopo/1

7) n.m.H., ipod. Jlynenko H.C.

ToBapucTBO 3 0OMEXeHOW BiamoBiganbHICTIO «bararompodinpHa kiiHika CBaToro Mukomias»,
M. 3amopixoKs

8) n.m.H., 3aB. Bia. lypmsk C.O.

KomyHanpHe HekoMmepIiiHe mianpueMcTBO JIbBIBChKOI 00MacHOi paau «JIbBIBCbKUI 00NMacHU KITIHIYHUN
NepUHATATIBHUN IICHTPY, BIIUICHHS PEIPOTYKTHBHOTO 3JI0pOB’S Ta IUIaHyBaHHs ciM’1, M. JIbBiB

9) k.M.H. Kenesnsikor O.10.

Memununuii nentp dipma « CEJUII JIIMITE]]» ToBapucTBO 3 00MEKEHOIO BiMOBIAATBHICTIO, M. XapKiB

[Ipenapatu mopiBHSIHHSA, | —
BUPOOHUK Ta KpaiHa

CynyTtHi 1.JIaGoparopHi Habopu Ta BUTpaTHI Marepiald A0 HUX JUIA TNPOBEACHHs aHami3iB (Oioximis KpoBi,
Marepiaiau/mpenaparu CepOJIOTis/€HIOKPHUHOJIOTIS, TECT KPOBI HA BATITHICTH, IIMUTOJIONS IepBikaibHOro Masky, tect BITJI (HPV),
CYIyTHBOI Tepartii aHayi3 cedi), o OyayTh HajJaHi IeHTpabHOO Jadboparopiero LKF, Himeuunna (Laboratorium fur Klinische

Forschung GmBH, Member of GBA Group Pharma)

- Habip st 3pa3kiB KpoBi AJis aHaIII3y apaMeTpiB O€3MEeKU 1 TOPMOHIB.

- Habip s 3paskiB cedi.

- Habip st nepBikaqbHUX Ma3KiB.

2.Habopu a5 TecTy Ha BariTHICTB i3 ceuelo,

3.Cmaptdonu (Redmi Note 10, Xiaomi, Kuraiickka Haponna Pecny0mika) mist hororpadyBaHHs 3 METOO
poBeJeHHS oliHku o MFG.

4.Enextponni Min/max tepMoMeTpu KOHTPOJIIO TeMiiepaTypu 30epiranns J[JI3 ta GiojoriyHuX 3pasKis.

5. JIpykoBaHi MaTepianu: ONUTYBaJIbHUKH, 1a00paTOpHE KEPIBHULITBO, IHCTPYKIIi{, KAPTKH MAIli€HTA.
Kommnanis, sika Jii€ 3a T0BIPEHICTIO, SIKY HaJaB CIIOHCOP Ha BBE3EHHS JIOCIIIKYBaHHUX JIKAPChKUX 3ac001B Ta
cynytHix MatepianiB: TOB «CanaKiicy, Ykpaina

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




JonaTtox 3
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y

MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe, TMOBIHHE cCiine, paHAOMi3oBaHe KiiHIYHe gocmimkeHas Il ¢asm mis  omiHKM
epexktuBHOCcTi Ta Oesmeunocti mnpenapary LPRI-CF113 B mopiBHsSHHI 3 1utanebo mpH JiKyBaHHI
€HJIOMETPiO3y BIPOJMOBXK 3 IHUKIIB 3 MOJAIBIIAM BIJIKPUTUM JIIKYBAaHHSM BIIPOJOBX 3 MHUKIIB», KOJ
nociipkenas CF113-302, ocratouna Bepceis 1.0, 26.04.2021

3asiBHUK, KpaiHa

«Cxoyn Intepnemnn Al'», Himeuunna

Cnoncop, kpaiHa

«Uemo Pesepu C.JI.» (Chemo Research S.L.), Icnianis

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Hpocmipenon 4 mr i [IpocmipeHon 2.8 mr Tabnetku BKpuTi miiBkoto obononkoro (LPRI-CF113; 67392-87-4
TabneTku, mo Mictate Tinmbku nporectur (IIOIT/POP); [IpocmipeHOH); TaOJETKH BKPHUTI ILTiIBKOIO
00os0HKO10; 4 Mr mimirpam(u); 2,8 mr mizirpam(u); Laboratorios Leon Farma, S.A., Icmanis; LODILAT
LOGISTICAL, S.L., Icnanis;

wiaiedo g0 Jlpocmipenon 4 wmr i Jlpocmipenon 2.8 Mr TabneTKH BKpHUTI IUiiBKo0 obosonkoro (LPRI-
CF113); tabneTku, BKPHUTI IUIiBKOO 000j0HKOI; Laboratorios Leon Farma, S.A., Icmanis; LODILAT
LOGISTICAL, S.L., Icnanis

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

1) a.m.H., ipod. Pesnivenko I'.1.

KomyHnaneHe HekomepuiiiHe mignpueMctBo «llomoroBuii OynuHok Nedy 3amopi3pkoi MICBKOI paju,
I'HEKOJIOT1UHE BIUIUIEHHS, M. 3amopikKs

2) n.M.H., mpod. Makapuyk O.M.

KomyHnaneHe HekomepiiiiHe mianpueMcTBo «IBaHO-DpaHKIBCbKUI 00NMaCHUI TNepUHATAIBHUN LEHTP»
IBano-®pankiBcbkoi obmacHoi Paau», LlenTp mmanyBanHs cim'i, IBaHO-®paHKIBCHKUN HalllOHAJIBHUN
MEIMYHUN YHIBEPCUTET, Kadeapa aKylniepcTBa i FHEKOJIOrii MiCIsIUINIOMHOT OCBITH, M. [BaHO-DpaHKiBCHK
3) k.m.H. Kymg B.M.

MeauuHuii IEHTP TOBapUCTBA 3 0OMEKEHO0 BIAMOBIAanbHICTIO «KITiHIKA CIMEHHOT MEIUITMHE «3IPaBUIL»,
M. KuiB
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4) unen-kop. HAMH Vkpainu, 1.m.H., npod. Tatapuyk T.D.

ToBapucTBO 3 00MEKEHOIO BiAMOBiAAIbHICTIO «Menuunuii ienTp «BEPYM», M. Kuis

5) fAzukos O.0.

JlikyBaJIbHO-1arHOCTUYHUN TEHTP «3aKapnaTChKUM IMEHTp XIPYpPriuHMX I1HHOBAIid «AcTpamen»
TOBapUCTBA 3 0OMEKEHOO BiAMOBINaNbHICTIO «KITiHIKA 310pOBOT poauHU AcCTpaMeny, M. Y Kropos

6) n.m.H., mpod. Koceii H.B.

HepxaBHa ycraHoBa «IHCTUTYT menmiaTpii, akymepcTBa i rinekosorii iMeHi akanemika O.M. Jlyk'sHoBoi
HamionanpHoi  akameMii MeIWYHUX  HayK  YKpaiHW», BIIJAUICHHS  €HIAOKPHMHHOI  TiHEKOJIOTii,
M. Kuis

7) n.Mm.H., mpod. 3abonotaor B.O.

KomyHnaneHe HexoMepmiiiHe mianmpueMcTBo «OO0MacHU MepuHATANIBHUN HEeHTp» JKUTOMHPCHKOI 00acHOi
Panu, aMGynaTopHo-TioNniKIIiHIYHE BiAAIIECHHS, M. JKuToMup

8) k.m.H. Perena C.1L

JepxaBHa HaykoBa ycTraHoBa «lleHTp iHHOBamiMHMX MeAMYHUX TexHoNorid HamioHanbHOT akagemii Hayk
Ykpainny, TiHeKoJIoTiuHe BiIIeHHs, M. KuiB

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTtHi 1. JlaGopaTopHi Habopu Ta BHUTpaTHI MaTepiaiM 0 HHUX JUIsl MPOBEIACHHS aHaii3iB (0ioXimis KpOBI,

MaTepiaau/npenapaTu CEpOJIOTisl/€HIOKPUHOJIOTIS, TECT KPOB1 Ha BariTHICTh, aHali3 cedi), 1m0 OyayTb HaJaHl LIEHTPAIbHOIO

CYNYyTHBOI Teparii naboparopieto LKF, Himeuunna (Laboratorium fur Klinische Forschung GmBH, Member of GBA Group
Pharma)

- HaGip u1s 3pa3kiB KpoBi JUIsl aHAITI3Y MapaMeTpiB Oe3MeKu 1 TOpMOHIB;

- Habip st 3paskiB ceui;

- Habip 1t TecTy Ha BariTHICTb 13 ceyero.

2. IlpesepBatuBu.

3. Enextponni monaenHuku (Ha3za:SM-T295, BupoOnuk — Camcynr (Manufacturer Samsung), kpaina
BupoOHuka — BwerHam (Country of origin Vietnam), nocraganpHuk — Kayentis, ®panmis (Kayentis,
France).

4. EnextpoHHi Min/max TepMOMETpU KOHTPOJIIO TEMIIEPATYpPH.

5. JIpykoBaHi MaTepianu: ONUTYBaJIbHUKH, 1a00paTOpHE KEPIBHULITBO, IHCTPYKIi, KAPTKH MaIli€EHTA.
Kommnanis, sika Jii€ 3a T0BIPEHICTIO, SIKY HaJjaB CIIOHCOP Ha BBE3EHHS JIOCIIIKYBaHHUX JIIKAPCHKUX 3ac001B Ta
cynytHix MarepianiB TOB: “CanaKuic “, Ykpaina

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AJIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y
MinicTepcTBa OXOpPOHU 30pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«BATATOLIEHTPOBE PAHJIOMI3SOBAHE IIOABIMHE CJIIIE JOCJIJDKEHHS III ®A3U 3
[TIO/IBIMHOIO IMITALIIEIO JUISI OLIIHKU BE3IIEYHOCTI TA EOEKTUBHOCTI OKPEJII3YMABY
YV TOPIBHSHHI 3 ®IHIOJIMOJOM VY MITEX TA TIIIJUITKIB 13 PELUIMUBYIOYO-
PEMITYIOUMM PO3CISSHUM CKJIEPO30OM», kon mocmimkenns WN42086, Bepcis 2 Big 27 KBITHSA
2021p

3asBHUK, KpaiHa

ToBapucTBO 3 OOMEKEHOO BinmnosiganbpHICTIO «KoHTpaKTHO-IOCITI THHUIIbKA oprasizaris
Inno®apm-Ykpaina»

Cnoncop, kpaiHa

®. Xoddmanu-JIs Pom JIta, [Iseinapis (F. Hoffmann-La Roche Ltd, Switzerland)

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Oxpenizymab (Ocrelizumab, OxpeByc®, Ocrevus®, RO4964913) (RO4964913; ocrelizumab); kouiieHTpaT
JUIsl pO3YMHY JUTs BHYTpilHboBeHHHX 1H(Y3ii, 300 mr/10 mn y ¢dumakoni; 300 mr/10 mia; Roche Pharma AG,
Germany; ALMAC CLINICAL SERVICES LIMITED, United Kingdom; Roche Diagnostics GmbH,
Germany; Almac Clinical Services LLC, United States; Fisher Clinical Services, Inc., United States;
Catalent Pharma Solutions, LLC, United States;

[Tnanedo mo Oxpenizymaly; KOHIEHTpAT AJsi PO3UMHY JJIsl BHYTPIIIHBOBEHHHX iH(QY3iit; Roche Pharma
AG, Germany; ALMAC CLINICAL SERVICES LIMITED, United Kingdom; Genentech, Inc., United
States; Almac Clinical Services LLC, United States; Fisher Clinical Services, Inc., United States; Catalent
Pharma Solutions, LLC, United States;

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

1) k.mM.H. Maptunrok B.IO.

JHepxaBuuit 3aknag «YKpaiHCbKUN MEAMYHUMN IIEHTp peadiniTaiii JiTell 3 OpraHiyHUM ypaskeHHSM HEPBOBOI
cucreMd MiHicTepcTBa OXOPOHM 3JI0pOB’S  YKpaiHM», KOHCYJIbTaTMBHO-IIarHOCTUYHE BIIiICHHS,
M. KuiB

2) k.m.H. [larimio A.B.

HepxaBHa ycTraHoBa «IHCTHTYT HEBPOJIOTii, mcuxiatpili Ta Hapkosorii HarioHanpHOI akagemii MEIHMYIHHX
HayK YKpaiHuy, Bijjin aBTOIMyHHUX 1 IeT€éHepaTUBHUX 3aXBOPIOBaHb HEPBOBOI cucteMHu. LleHTp
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PO3CISIHOTO CKJIEpO3Y, M. XapKiB

3) n.m.H. Kupruenko A.T.

Komynanene mianpueMcTBO «JlHINponeTpoBchbka o0siacHa AWUTSAYA KITIHIYHA JKapHs» JHIIPONeTpOBChKOI
00J1acHO1 paiy, HEHPOXIPYprivHe BiAIUICHHS 3 HEBPOJOTIYHUMH KOMKamu, M. JIHITIpo

4) n.m.H., ipod. Herpuu T.1.

KomyHnanpHe HekoMepiliiiHe mianpueMcTBO JIbBIBCbKOT oOjacHOi pamu «JIbBiBCchka oOnacHa KiIiHIYHA
JiKapHs», HEBPOJIOTiYHE BiJiieHHs, M. JIbBiB

IIpenapatyu nopiBHSHHA,
BUpPOOHUK Ta KpaiHa

®inromimon (Fingolimod, RO7079904, Tinenis, Gilenya) (fingolimod); teepaa kamcyna, 0,5 mr; 0,5 wmr;
Roche Pharma AG, Germany; ALMAC CLINICAL SERVICES LIMITED, United Kingdom; Genentech,
Inc., United States; Almac Clinical Services LLC, United States; Fisher Clinical Services, Inc., United
States; Catalent Pharma Solutions, LLC, United States;

[Tnanie6o mo ®Pinromimonmy; TBepaa kamcyna;, Roche Pharma AG, Germany; ALMAC CLINICAL
SERVICES LIMITED, United Kingdom; Genentech, Inc., United States; Almac Clinical Services LLC,
United States; Fisher Clinical Services, Inc., United States; Catalent Pharma Solutions, LLC, United States;

CynyTtHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepamii

- JlaboparopHi HabOpH;

- TecTH Ha BariTHICTB;

- TecT-moOCKM /17151 aHAMI3Y ceui;

- MiH-Makc TepMOMETpH;

- Peectparopu nanux;

- EKT" anapaTu Ta KOMIUIEKTYIOUI JUIs HUX;

- Kimnatsi nentpudyru;

- OxonomxKyroui HeHTpUdyru;

- [ndysiitni cucremu, GabTpu 11d 1HQY31HHUX cucTeM, 1H(Y31iHI HacocH;
- Tect Jamar 9-Hole Peg;

- Dycem Anchor Pad;

- Taitmep Seiko Digital Countdown;

- Tect The Symbol Digit Modalities (SDMT);

- HaBuanpui marepianu EDSS Rater;

- Neurostatus DVD-ROM 15 HaBYaJIbHUX MaTepiaiB;
- Neurostatus EDSS Gykiiet muist TpeliHinTra;
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- BumiproBasibHa ctpiuka 10 meTpis;

- bykyter ns 103yBaHHS;

- CyMKu;

- JlpyKoBaHi Martepiaiu JUIsl MaIi€HTIB;
- [Hmmi cymyTHI Martepiaiy.

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHUX




JonaTox 5
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y

MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanyomizoBaHe, MOABiHHE cliile, IUIAE00-KOHTPOIbOBaHE nociimkeHHs (asu Il 3 moBrorpuBaymM
BIJIKDUTUM TIPOJIOBKEHHSIM, IO IPOBOJUTHCS B MApalieIbHUX TPyMax Ui OLIHKA e(QEKTUBHOCTI Ta
oe3neunocti mpenapary TRM-201 (podekokcud) y mamieHTiB 3 reMO(UIYHOK apTPOMNaTIEr», KO
nocaimkenns TRM-201-HA-301, 3 inkopniopoBaHoto nonpaskoro 1 Big 31 6epesnst 2021 poky

3asiBHUK, KpaiHa

[TinnpuemcTBo 3 100% 1HO3EeMHOIO IHBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Tremeau Pharmaceuticals, Inc., United States

[lepenix mocmimKyBaHUX
JIIKapChKUX 3ac001B
Jikapceka hopma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

Podexokcn6 (TRM-201) (TRM-201; Podekokcub); Tadinerka; 17,5 mr; PMRS, Inc., USA; PCI, USA;
Biotec Services International Limited, United Kingdom; Millmount Healthcare Limited, Ireland;

[Tnare6o mo Podexoxcnd (TRM-201), tabmetka; PMRS, Inc., USA; PCIl, USA; Biotec Services
International Limited, United Kingdom; Millmount Healthcare Limited, Ireland

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

1) n.m.H. Cracummmna O.B.

JepxaBHa ycrtaHoBa «IHCTUTYT maroJiorii KpoBi Ta TpaHc]y3iiHOi MeaunuHu HaimioHanbHOI akanemii
MEIMYHUX HayK YKpaiHu», BIUIUIEHHS 3arajbHol Ta reMaTosIoriyHoi Xipyprii, M. JIbBIiB

2) nixap BuGupaua P.1.

KomyHnaneHe HexomepiiiiHe mianpueMcTBo «TepHONIbChKAa YHIBEpPCHUTETChKA JIKapHs» TepHOMiIbChKOT
00J1acHO1 paiy, TeMaTOJIOTIUHE BIAIIJIEHH, M. TepHOMLUIb

3) n.m.H. Camypa b.b.

KoMyHnanpHe HEKOMepIIiitHE MiAMPUEMCTBO «3aropi3bka o0JacHa KIIHIYHA JIKapHs» 3anopi3bkoi o0aacHOT
paju, reMaToJoTiuHe BiAIIICHHS, M. 3aOpiAOKs

4) n.m.H., mpod. Makeesa H.1.

KomyHasibHe HeKoMepIliiiHe mignpueMcTBO «MicbKa KiliHI4YHA auTs4da JikapHs Ne 16» XapkiBCbKO1 MiCbKOi




2 MPOAOBKEHHA JT0JaTKa 5

paau, reMaToJIOTIYHEe BiUTIICHHS, XapKiBChbKUH HAIIOHAJIbHUNA MEAMYHHKA YHIBEPCUTET, Kadeapa nemiaTpii
Ne2, m. XapkiB

5) k.M.H. BinpueBcrka K.B.

HamionaneHa autsiua cnerianizoBana Jikapas «OXMAIUT» MO3 Ykpainu, HeHTp HaToiorii reMocrasy,
M. KuiB

[Ipenapatu mopiBHSAHHA, | —
BUPOOHUK Ta KpaiHa

CynytHi —
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




JonaTox 6
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y

MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«MixHapoJHe, paHIOMi30BaHe, MOJBIHHE CiiNe, MIanedo-KOHTPOIbOBaHEe MociipkeHHs Da3u 3 3 MeToro
OILIIHKM BIUIMBY MHMKJIOCHIIKATy IUPKOHII0 HATPII0 Ha MPOTpecyrody XpPOHIYHY HHUPKOBY HEIOCTAaTHICTh
(XHH) y yuacuukiB 3 XHH Ta rinepkamiemieo abo i3 pU3MKOM TilepKajieMii», KOA IOCHIKCHHS
D9488C00001, Bepcis 1.0 Bix 24 yepBusa 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

Cnoncop, kpaiHa

AstraZeneca, AB, Sweden

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Lukinocuiikat nupkoHito Harpiro (AZD7270; 242800-27-7; uukiocwiikaTr IUPKOHIi0 Hatpito, Lokelma);
HOPOIIOK JUIst mepopaibHOi cycrensii; Srpam; Sharp Corporation, United States; AndersonBrecon
Incorporated, United States; AstraZeneca Pharmaceuticals LP, United States; Fisher Clinical Services, Inc.,
United States; Fisher Clinical Services, Inc., United States; AstraZeneca AB, Sweden; Fisher Clinical
Services UK Limited, United Kingdom; AstraZeneca UK Limited - Macclesfield Development, United
Kingdom;

[Tnare6o g0 [{ukaocumikaT MUPKOHIKO HATPIKO, MOPOIIOK JUTs mepopaibHoi cycrensii; Sharp Corporation,
United States; AndersonBrecon Incorporated, United States; AstraZeneca Pharmaceuticals LP, United
States; Fisher Clinical Services, Inc., United States; Fisher Clinical Services, Inc., United States;
AstraZeneca AB, Sweden; Fisher Clinical Services UK Limited, United Kingdom; AstraZeneca UK Limited
- Macclesfield Development, United Kingdom;

[uknocuikar mupkoHito Hatpito (AZD7270; 242800-27-7; uukiocuiIikaT mupKoHito Hatpito, Lokelma);
mopomiok Juis mepopansHoi cycmensii; 10 rpam; Sharp Corporation, United States; AndersonBrecon
Incorporated, United States; AstraZeneca Pharmaceuticals LP, United States; Fisher Clinical Services, Inc.,
United States; Fisher Clinical Services, Inc., United States; AstraZeneca AB, Sweden; Fisher Clinical
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Services UK Limited, United Kingdom; AstraZeneca UK Limited - Macclesfield Development, United
Kingdom;

[Tnae6o o I{ukiaocuimikaT MUPKOHIKO HATPIiKO, MOPOIIOK IS ImepopaibHoi cycrensii; Sharp Corporation,
United States; AndersonBrecon Incorporated, United States; AstraZeneca Pharmaceuticals LP, United
States; Fisher Clinical Services, Inc., United States; Fisher Clinical Services, Inc., United States;
AstraZeneca AB, Sweden; Fisher Clinical Services UK Limited, United Kingdom; AstraZeneca UK Limited
- Macclesfield Development, United Kingdom;

Jlisunonpun; JIIBUHOITPUJI-TEBA (83915-83-7; misunonpuiy awriapar); tadmetku; 20 mr; Merckle
CmbH, Himeuuunna;

Jizunonpun; JIIBUHOIIPUJI-TEBA (misuHonpwiy aurigpat); Ttabnerku; 5 wmr; Merckle CmbH,
Himeuuuna;

Bancapran; BAJICAPTAH KPKA; Banbcakop®; Valsartan (137862-53-4; Bancapran); TaOJeTKd, BKPHTI
1iBKOBOIO 00010HKO010; 160 mr; KPKA, 1.1., HoBo mecto (KRKA d.d. Novo Mesto), Slovenia

Binnosinansuuii (i) 1) k.m.H. Jlopeubkuii B.B.
JOCITITHUK (M) Ta MicIe Komynanene mignpueMcTBo «BonuHchka o0OnacHa KiiHIYHA JikapHsS» BonuHCekoi oOnacHoi panw,
(s1) mpoBeeHHS BiJ1iIeHHs Hedpoorii, M. JIynbk

BUNpoOyBaHHs B YKpaini | 2) 3aB. ueHtpom IluBosaposa H.IL

KomyHaneHe HekomepuiliHe mianpueMcTBo «BiHHuIbKa obisacHa kiiHIYHA JikapHs iM. M. L. Tluporosa
Binnunpkoi obmnacHoi paam», obsacHuit Llentp Hedposorii ta niamizy (o6nl{Hrall), Hedpomoriune
BiaauieHHsa, M. BiHHAIS

3) nikap Konowmiituyk H.O.

KomyHaneHe HexomepuiiiHe mianpueMctBo «KuiBCbKMI MICBKMII LIEHTp Heposiorii Ta mgiamizy»
BUKOHaBYoro oprany KuiBcekoi micekoi paau (KuiBcekoi MichKkoi AepaBHOI aAMiHICTpallii), BiIAIICHHS
rocmitaibHoi Hedposorii Ta aianizy Ne2, m. Kuis

4) nixap I'opourko O.C.

KomynansHe HexomepiriiiHe mianpuemctBo KwuiBcbkoi oOmacHoi pamu «KuiBcbka oOnacHa JiKapHS»,
KOHCYJbTAaTUBHO-JTIKYBaJIbHE BilIIeHHS, M. KuiB

5) nikap ITomona I'.B.

Menu4yHuii HEHTP TOBAapUCTBA 3 0OMEXEHOIO BiAMOBIAaNbHICTIO «Mennunuil uentp «Koncuniym Meaikamy,
KJIIHIKO-KOHCYJbTaTUBHE BiAUIeHHs, M. Kui

6) K.M.H., 3aB. Bil. OBchka O.T.
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KomyHnansHe HekoMepitiline mianpueMcTBo «Mickka sikapHs NelO» 3amopi3pkoi MICBKOT pajau, MiCBKUUN
1eHTp Hedposorii Ta xianisy, BiaaineHHs Hedpoorii Ta aianizy, M. 3anopixoKs

7) nikap oneup O.A.

Mennunuii uentp ToBapucTBa 3 OOMEXKEHOIO BiamoBigaibHiCTIO «MenOyn-KiiHiky, JTiKyBaJbHO-
npodinakTiaHui miaposnii, M. Kuis

8) mikap Tapan JI.O.

Menuunuii 1meHTp «YHiBepcalbHa KiiHIKa «OO0epir» ToBapucTBa 3 OOMEXKEHOIO BiNOBIJAIBHICTIO
«Kanmrany, KIiHIKO-KOHCYIbTaTHBHE BiIICHHS, M. KuiB

[Ipenapatu nOpiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynyTHi —
MaTepianu/mpenapari
CYIYTHBOI Teparii

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




JonaTtox 7
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y

MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanyomizoBaHe, 0araToleHTPOBE, IMOJBIMHE ciimne, IUIane00-KOHTPOJIhOBAHE, IHTCPBEHIIIMHE KIIIHIYHE
nochikeHHs 2a a3y i OMIHKK eEeKTUBHOCTI, Oe3meuHocTi, (apMaKOKiHETUKU ¥ IMyHOT€HHOCTI MpHU
BHYTPIITHPOBEHHUX BBEJCHHAX PI3HUX /103 OepMekiMaly sl JiKyBaHHS JOPOCIUX MAII€HTIB 3 aTOMIYHUM
JEPMaTUTOM CEPEAHBOI0 a00 BAXKKOTO CTYIEHA.», KOJ JociimkenHs 77474462ADM2003, six 01.04.2021

p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIEBTHUKA HBy, benbris

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

6epmekimab, bermekimab (JNJ-77474462; SUB181600); po3urH y MOIMEpeaHbO 3alIOBHEHOMY HITIPHIL, 2
i, 175 mr/mi; Janssen Pharmaceutica NV, Bensrig; XBiotech USA, Inc., CIIIA; Fisher Clinical Services,
Iseiinapis; Fisher Clinical Services, CIIIA; Catalent Pharma Solutions, CIIIA;

mwianebo g0 Oepmekimab, bermekimab (posuwn Hatpuio xmopuay 0,9%); poszuun, 10 mu1; Janssen
Pharmaceutica NV, Benbrist; Fisher Clinical Services, Ilseiimapis; Fisher Clinical Services, CIIIA; Catalent
Pharma Solutions, CIIIA; Pfizer Healthcare India Private Limited, Iuzist; Hospira Inc., CHIA

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

1) n.m.H. Pesniuenko H.IO.

BiiicbkoBuil rocmitane (BificbkoBa yactuHa A3309) BilfiCbKOBO-MEAMYHOTO KJIIHIYHOTO IEHTpY CXigHOTro
perioHy, TepaneBTUYHE BIJJIICHHS (3 MajaTaMu Uil HEBPOJIOTIYHUX Ta J€PMATOBEHEPOJIOTIYHUX XBOPHX),
M. 3anopixKs

2) K.M.H., noueHT ['ycak O.C.

ToBapuctBo 3 0OMeXeHOI BiamoBianbHICTIO «Menuunuii neHTp «KoHcminiym Menikany», KiiHIKO-
KOHCYJIbTaTHBHE BilijieHHs, M. KuiB

[IpenapaT mopiBHSAHHS,
BUPOOHMK Ta KpaiHa
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CynytHi —
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




JonaTtox 8

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y
MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe paHIOMi30BaHE MO/BIHHE Cllille TIane00-KOHTPOJILOBAHE JOCHTIHKEHHS, [0 TPOBOAUTHCS
y MapajieJbHUX Tpymax A OLIHKU €(PEeKTUBHOCTI, O€3MEUHOCTI Ta MmepeHocuMocTi mpemnapary AVP-786
(meynmexkcrpomeropdany rimpodbpomin [d6-DM]/xinimuny cynbdar [Q]) ans JIiKyBaHHS HETaTHBHHX
cUMIITOMIB mm3o(dpeHii», kox mociimkerHs 18-AVP-786-207, sepcis 3.0 3 monpaBkor 2 Bif 27 TpaBHS
2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaina

Asanip @apmacerotukans, Ink., CHIA

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

AVP-786 (meymekctpometopdany rigpodopomia [d6-DM]/xiniguny cynedar [Q]) (AVP-786;
Deudextromethorphan hydrobromide 28 wmr /Quinidine sulfate 4.9 wmr); tBepai kamcynu; Millmount
Healthcare Limited, Ireland; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon, Inc. (part of
Thermo Fisher Scientific), USA; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; XERIMIS INC,
USA,;

AVP-786 (meynekcrpomeropdany rimpoopomin [d6-DM]/xinimuny cymedar [Q]) (AVP-786;
Deudextromethorphan hydrobromide 42.63 mr /Quinidine sulfate 4.9 wmr); tBepai xamncymu; Millmount
Healthcare Limited, Ireland; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon, Inc. (part of
Thermo Fisher Scientific), USA; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; XERIMIS INC,
USA,

[Tnane6o no AVP-786; tBepai kamcymu, Millmount Healthcare Limited, Ireland; Patheon, Inc. (part of
Thermo Fisher Scientific), Canada; Patheon, Inc. (part of Thermo Fisher Scientific), USA; Patheon, Inc.
(part of Thermo Fisher Scientific), Canada; XERIMIS INC, USA
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Bianosinanbawmii (1) 1) n.m.H. Mopo3 C.M.
JOCTITHHK (1) Ta MicIie KomynaneHe mignpuemMcTBO «JlHIMpomeTpoBchka obOnacHa kiiHiyHA JikapHs iM. LI MedHukoBay
(s1) mpoBeeHHS JlHinponeTpoBcbkoi  00acHOT  pagu», OOJACHUM IIEHTP IICHXOCOMAaTHYHUX poO3iaaiB  Ha 0asi

BUNIPOOYBaHHS B YKpaiHi | IICHXOHEBPOJIOTIYHOTO BiAAIEeHHS, M. J{HITPO

2) ren. aupextop Bomormyk A.€.

KomyHansHe HekoMepIiitHe mianpueMcTBO «OaechKuid 00JIaCHUN METUYHHIA IICHTP MCUXIYHOTO 30POB S
Onecwkoi o0acHoi paau, BigaiieHHs Ne6 (dososiue), Nel2 (kinoue), M. Oneca

3) n.m.H., ipod. CxpunHikoB A.M.

Komynanene mignpueMctBo «OOnacHUN 3akiaa 3 HaJaHHSA McuxiaTpuyHoi nomomoru [lonraBchkoi
oOmacHOi paam», 2-A BiIAUIEHHS NCHXIaTpUYHE s Jopociux (dosoBiue) 5-b BimmineHHs ncuxiarpuyHe
st popociux  (kiHowe), [lonraBcbkuil AepkaBHUM MeAMYHUN yHIBepCUTET, Kadeapa McuxiaTpii,
HapKOJIOTii Ta MeuuHOi nicuxoorii, M. [lonraBa

4) 3aB. Bix. Biteocrka T.B.

Komynanene ©HekoMmepuiiiHe minnpueMctBo «KuiBcbka Micbka IICHXOHEBpOJIOTIYHA JTikapHS N2y
BukonaBuoro oprany KwuiBcbkoi wicbkoi paau (KuiBchkoi Michkoi AepxaBHOI —aamiHicTpalii),
KOHCYJIbTaTHBHE BiTINICHHS, M. KHiB

[Ipenapatu nOpiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTHi —
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y
MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

PannomizoBane, mopgsiiiHe ciime, Tuiane®o-KOHTponboBaHe pocmikenHs ¢aszu I, s gemoncrpamii
edexkTuBHOCTI Ta OesmevyHocTi Tinapakisymady B cyO'ekTiB, SKi paHillle OTPUMYBAIU JIKyBaHHS
iridiTopamu @HII i3 aktuBHuM nicopiatnuaum aptputoMm [ (INSPIRE 1), xon mocmimkenns TILD-19-07,
Bepcis 1.0 Bix 21 mororo 2020

3asiBHUK, KpaiHa

AVK’IOBIA Biorex En-En-Ci» (IQVIA Biotech LLC), Cionyueni IlItatn AMepuxu

Cnoncop, kpaiHa

Sun Pharma Global FZE («Can ®apma ['mob6an Ed-3et-1»), O6’eanani Apabebki Emipatu

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Tinppakizymad (MK-3222; Tingpakizyma0); po3uuH Al iH €KIN y MONEPeaHbO HAOBHEHOMY Impuii 1
wi; 100 mr/mu; ALMAC Clinical Services Limited, Ireland; Almac Clinical Services Limited, United
Kingdom; SUN Pharmaceutical Industries (Europe) B.V., Netherlands; Vetter Pharma-Fertigung GmbH &
Co.KG., Germany; Vetter Pharma-Fertigung GmbH & Co.KG., Germany; Vetter Pharma-Fertigung GmbH
& Co0.KG., Germany; Eurofins BioPharma Product Testing Munich GmbH, Germany; Nuvisan GmbH,
Germany; Vetter Pharma-Fertigung, Germany;

[Tnane6o mo Timapakizymal, po3uuH [UIs 1H €Kil y monepeanbo HanoBHeHomy mmpuii 1 mur; ALMAC
Clinical Services Limited, Ireland; Almac Clinical Services Limited, United Kingdom; SUN Pharmaceutical
Industries (Europe) B.V., Netherlands; Vetter Pharma-Fertigung GmbH & Co0.KG., Germany; Vetter
Pharma-Fertigung GmbH & Co.KG., Germany; Vetter Pharma-Fertigung GmbH & Co.KG., Germany;
Eurofins BioPharma Product Testing Munich GmbH, Germany; Nuvisan GmbH, Germany; Vetter Pharma-
Fertigung, Germany

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

1) a.m.H. Pexanos JI.T.

Mennunuii ientp TOB «CyudacHa KiTiHiKa», M. 3aIOPLKKS

2) n.M.H., npod. Hapamkesuu O.H.

Menu4yHuii IEHTp TOBapUCTBA 3 00MEXKEHOIO BiIMOBIIATBHICTIO «AKaJileMiuHa MeJMYHa rpyna», M. JIbBiB
3) n.m.H., ipod. Ximion JI.B.
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KomynanpHe HekoMmepiiiine mianpueMcTtBo KwuiBcbkoi oOmacHoi pamu «KuiBchbka oOnacHa KiliHIYHA
JiKapHs», By3bKOCIEIiaIi30BaHe TEPANEBTUYHE BiANieHHs, M. KuiB

4) k.m.H. [apmim O.0.

HepxxaBHa ycraHoBa «HamioHaneHuii HaykoBHM 1EHTp «IHCTHUTYT Kapaionorii iMeHi akajemika
M.J. Crpaxecka» HamioHnanpHOi akanemii MeAMYHUX HayK YKpaiHW, BiJJII HEKOPOHAPHUX XBOPOO cepiist
Ta peBmarosiorii, M. Kuis

5) k.M.H., goueHt Tpuniiaka C.A.

KomyHaneHe HEKOMepliliHE MiAmpueMCcTBO XapKiBcbkoi ob6macHoi paau «OOmacHa KITiHIYHA JHKapHS»,
KOHCYJIbTaTHBHA MOMIKITiHIKA, M. XapKiB

6) n.m.H. [Tentrok H.O.

KomyHanpHe HekoMepIiiiiHe mianpueMcTBo «BiHHHUIIbKA MichbKa KiiHIYHA JikapHs Nely», peBMaTosoriyHe
BiJIUICHHS, BIHHWIBKHI HAIIOHAIGHUNA MEIWYHUN YHIBEPCHUTET im. M.L Tluporosa, xadenpa
MPOTEACBTUKY BHYTPIIIHBOT MEAUIIMHU, M. BiHHUIISA

7) mikap 3s0uenko M.T'.

[TpuBaTHe Mane miampPUEMCTBO, Meau4HMI LeHTp «Ilynbey, TepaneBTUYHE BiAAIIeHHS, M. BiHHUISA

8) nikap Kypuipunk [.B.

Menuunuii IIEHTp TOBapUCTBA 3 00MEXEHOI0 BiANoBifanbHICTIO «Meanunuit nueHTp «Koncuniym Menikamy,
KJIIHIKO-KOHCY/IbTaTUBHE B1JIIUIEHHS, M. KuiB

[Ipenapatu mopiBHSAHHSA, | —
BUPOOHMK Ta KpaiHa

CynyTHi —
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. resepanbHoro fupexkropa JIlupekropary
dapmaneBTHYHOrO 3a0€e3MeYeHHS IBan 3AJIBOPHUX




Honarox 10

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y
MinicTepcTBa OXOpPOHU 3A0pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

PannomizoBane, mopgsiiiHe ciime, Tuiane®o-KOHTponboBaHe pocmikenHs ¢aszu I, s gemoncrpamii
edexkTuBHOCTI Ta Oe3meynocti Tinapakisymady B CyO'eKTiB, SIKi paHille HE OTPUMYBAIU JIKYBaHHS
iridiTopamu ®HIT i3 aktuBHuM nicopiatnyaum aptputoM II (INSPIRE 2), kon nocmimxenns TILD-19-19,
Bepcis 1.0 Bix 21 mororo 2020

3asiBHUK, KpaiHa

AVIK’IOBIA Biorex En-En-Ci» (IQVIA Biotech LLC), Cnionyueni IlItatn Amepuxu

Cnoncop, kpaiHa

Sun Pharma Global FZE («Can ®apma ['mo6an E¢d-3et-1»), O6’eqnani Apabebki Emipatu

[lepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Tinppakizymad (MK-3222; Tingpakizyma0); po3uuH Al iH €KIN y MONEPeaHbO HAOBHEHOMY Impuii 1
wi; 100 mr/mu; ALMAC Clinical Services Limited, Ireland; Almac Clinical Services Limited, United
Kingdom; SUN Pharmaceutical Industries (Europe) B.V., Netherlands; Vetter Pharma-Fertigung GmbH &
Co.KG., Germany; Vetter Pharma-Fertigung GmbH & Co.KG., Germany; Vetter Pharma-Fertigung GmbH
& Co0.KG., Germany; Eurofins BioPharma Product Testing Munich GmbH, Germany; Nuvisan GmbH,
Germany; Vetter Pharma-Fertigung, Germany;

[Tnane6o no Tinmgpakizymaly, po3unH Ui iH €Ki y monepeanpo HanoBHeHoMy mmpuiti 1 mim; ALMAC
Clinical Services Limited, Ireland; Almac Clinical Services Limited, United Kingdom; SUN Pharmaceutical
Industries (Europe) B.V., Netherlands; Vetter Pharma-Fertigung GmbH & Co0.KG., Germany; Vetter
Pharma-Fertigung GmbH & Co0.KG., Germany; Vetter Pharma-Fertigung GmbH & Co0.KG., Germany;
Eurofins BioPharma Product Testing Munich GmbH, Germany; Nuvisan GmbH, Germany; Vetter Pharma-
Fertigung, Germany
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Bianosinanbawmii (1)
JOCTITHHK (1) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H. Pexanos JI.T.

Mennunnii ientp TOB «CydacHa KiTiHiKa», M. 3aOPIKKS

2) n.m.H., pod. Hagamxkesuu O.H.

Menu4yauii IEHTP TOBAPUCTBA 3 00MEKEHOIO BIAMOBIIATIBHICTIO «AKaaeMiuHa MeUYHA rpyna», M. JIbBiB

3) k.Mm.H. ['apmimr O.O.

HepxxaBHa ycranoBa «HamioHanpHuii HaykoBHHM 1EeHTp «lHCTHUTYT Kapniosorii iMeHi akaaeMika
M.JI. Crpaxecka» HarmionanpHoi akaaemii MeIMYHUX HayK YKpaiHW, BIIIUICHHS HEKOPOHAPHHUX
3aXBOPIOBaHb CEpPIs Ta KIiHIYHOI peBMaToorii, M. Kuis

4) k.M.H., noueHT Tpuminka C.A.

KomyHaneHe HEKOMepLiliHE MiAMPUEMCTBO XapKiBcbkoi oOmacHOi paam «OOnacHa KITIHIYHA JIKapHS»,
KOHCYJIbTaTHBHA MOMNIKIIHIKA, M. XapKiB

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

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




Honatox 11
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y

MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanyomizoBaHe MojBiliHE ciine MIane00-KOHTPOJILOBAaHE 0araToOICHTPOBE NOCTIKEHHS ¢a3zu 3 s
OILIIHKK TpUBajoi eheKTUBHOCTI Ta Oe3nevyHocTi JiaHipiOpaHOPY B AOPOCIMX MAIEHTIB 3 HELUPOTUYHUM
HeanmkoronsHUM creatorenatutoM (HACI) Ta ¢ibpo3om neuinku craxii 2 (F2) / 3 (F3)», xox mociimkeHHs
337HNAS20011, Bepcis 1.1 Big 01 numns 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO  BIANOBIJAJIbHICTIO
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

«DPAPMACBIOTIKAJI  PICEPY

CrnoHcop, kpaina

Inventiva S.A., ®panuis

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Jlaniiopanop (Lanifibranor); IVA337; Jlanidiopanop (Lanifibranor); TtabneTka, BKpUTa IUTIBKOBOIO
o6ononkoro; 400 mr; Delpharm Reims, ®panmist; Fisher Clinical Services UK Limited, O6'eqnane
KopomnisctBo; Fisher Clinical Services GmbH, HimeuunHa,

[Tnane6o no Jlanigidpanop (Lanifibranor); JlakTo3a MOHOTiApaT, 1ETI0I03a MIKPOKpUCTAIYHA, KPOXMAaJIb
MOTIepEIHBO KENAaTHHI30BaHUH, cTeapat marHito, Opadry ™ II 85F18422, Boga ounniena; Tabierka, BKpUTa
IiBKOBOIO 00o0soHkor0; Delpharm Reims, ®panmist; Fisher Clinical Services UK Limited, O6'eqnane
KopomnisctBo; Fisher Clinical Services GmbH, Himeyunna

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

1) a.m.H. T'onoBuenxo O.1.

MenuuHuii 1IEHTp TOBApUCTBA 3 OOMEXKEHOI BiMMoBiAanbHICTIO «Xenc Kiiniky, MeauuHuil KIiHIYHUN
JTOCJTITHUIIBKUN TIEHTP, BT TaCTPOEHTEPOJIOTIT, TeNaToJIOT1i Ta €HIOKPUHOJIOTIT, M. BiHHUIIS

2) n.m.H., mpod. Dexis O.L

Ob6nacHe KOMyHalIbHE HEKOMepIiifHe miAnpueMcTBO «YUepHiBenbka obsiacHa KIIHIYHA JIKApHSD, M1IPO3I1T
racTpoeHTeposorii, ByKoBUHCHKHI JepKaBHUI MEAWYHHUIA YHIBEPCHUTET, Kadeapa BHYTPIIIHbOI MEIUIIUHH
Ta 1H(pEeKUIHHUX XBOp0oO, M. YepHiBIIi

3) a.m.H., npod. Konecnikona O.B.

HepxaBHa yctanoBa «Hamionansuuit iHcTUTYT Teparii imeH1 JI.T. Manoi HamionanbHoi akagemii MeAMIHIX
HayK YKpaiHW», BIJJ1iJ1 BUBUEHHS NPOLIECIB CTAPiHHA 1 NPO(IIAKTUKY METa00I1YHO-aCOLIHOBAHUX
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3aXBOPIOBaHb, KJIHIKO-IarHOCTUYHE TePAIeBTUYHE BiJIIJICHHS, M. XapKiB

4) k.m.H. bymzak [.41.

HepxxaBHa ycraHoBa «lHcTUTyT TacTpoenteposorii HamionanbHoi akagemii MeaMYHHX HayK YKpaiHW»,
BIIJIIJT 3aXBOPIOBaHb NUIYHKY Ta JIBaHAAUATHIANOI KHIIKH, TIETOJIOTI] 1 JIKYBaJbHOTO XapyyBaHHS,
JIHIpOBCHKMIA NepKaBHUNM MEAMYHHUIA YHIBEepCUTET, Kadeapa Teparii, KapAionorii Ta ciMeitHOT MeAUIUHH
(bakyapTeTy MiCISIUILIIOMHOT OCBITH, M. [[HINpo

5) n.M.H., po¢. buukos M.A.

KomyHnaneHe HekomepuiiiHe mignpueMcTtBo «KumiHIYHA JikapHS IMIBUAKOI MEIWYHOI  JTOTIOMOTH
M. JIbBOBay, ieHTp Teparii, JIbBiBCbKHI HAIllOHANBHUN MeIWYHUN yHiBepcuTeT iMeHi Jlanwmma ["amumpkoro,
kadenpa tepamii Nel, wmeauuyHoi [iarHOCTUKH Ta remaroiorii 1 TpaHcdyszionorii (akyabTeTy
MICIIIAIUIOMHOI OCBITH, M. JILBIB

6) nikap Pimko ..

KomyHaneHe HeKoMepiiifHe MiAIMpPHEMCTBO «3aKapnarcbka OOJlacHAa KIIIHIYHA JIKapHS 1MEHI AHZApIs
Hogaxkay» 3akapnarcbkoi 0061acHOT paju, TacTPOSHTEPOJIOTIYHE BiIIUICHHS, M. Y KTIOpOJ

7) mikap Kyrureampka FO.B.

KomynaneHe HekoMmepiiiiHe mianpuemMctBo «Micbka momikiiHika Ne9y» XapkiBCbkoi MICBKOT pajau,
Xipypriude BiiIiIeHHs, M. XapKiB

8) mikap binotkau O.Y.

MeauuHuii HEeHTp TOBapuUCTBAa 3 OOMEXEHOW BiAnoBiganbHICTIO «Enenbeiic Menikey, creunianizoBaHe
racTpoeHTepoJoriyHe BiaaiaeHHs, M. Kuis

9) nikap Yynpuna JI.O.

MenuuHuil LEHTp TOBAapHCTBAa 3 OOMEKEHOI BIAMOBIAANBHICTIO «LIeHTp CiMEMHOT MEAMLMHHU IUTIOCH,
JTIKyBaJIbHO-IpOo(1IaKTUYHUN Tiapo3aut, M. KuiB

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTHi - Enextpokapaiorpadu 3 cynyTHIMU MaTepiajamu;
Marepiaiau/mpenaparu - JJabopartopHi Habopw;
CYNyTHBOI Tepartii - JIaGoparopHi Habopu 7151 Oiorcii MediHKHU;

- ®i0pockaH;

- Baru;

- lpykoBaHi Matepiany;
- BuMiproBaJibHi CTpiUKH;
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-EnextpoHHi 1m0AeHHUKY [T NAIi€HTiB (MOOUTBHI TenedoHm);

- EnexTponHi mianmery;

- MoposunbHi kamepu -20 °C;

-TepmomeTpu KOHTpOIIO TeMiiepaTypu (Min-max TepMOMETpH);

- Hentpudyru

Kommanis, sika nie 3a JOBIpEHICTIO, SKy HaJaB CIOHCOP YHM 3asBHUK HAa BBE3CHHS JOCIIIKYBAaHHX
nikapchKHX 3ac00iB Ta cymyTHix MaTepiaiis: TOB «IMII-JIOTICTUKA YKPATHA»

"B.o. reHepajbHOro fupexkropa /lupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Honatox 12
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y

MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[loxifiHe ciime paHAOMi30BaHE ILIANe00-KOHTPOJILOBaHE OaraToneHTpoBe nociipkeHHs ¢azu I B
napajeNbHUX Tpynax Juisl OI[iHIOBaHHS €(EeKTUBHOCTI, O€3MeKH, MEePEeHOCHUMOCTI Ta (apMaKOKIHETHUKU
Macynipauay (SUVN-502) mis nikyBaHHS TPHBOKHOTO 30Y/IKEHHS Y MAII€HTIB 13 IEMEHIII€0 TPHU XBOPOOi
AunpureiiMepay, koa gociimkenas CTP3S1502HT6, opurinanbpHa Bepcis Big 25 yepsHs 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexenowo BinnmosimanericTioO «KOHTpakTHO-IOCTiAHUIBKA oOpraHizamis [HHO®DapM-
Ykpaina»

CrnoHcop, kpaina

Cysen Jlaiid Caiienci3 Jlimiten (Suven Life Sciences Limited), Inmis

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aC001B
Jikapcbka opma,
J03yBaHHs, BUPOOHUK,
KpaiHa

Macynipaua (SUVN-502; Macynipaun); Tabnerku, 40 Tabnetok y daakoni; 50 mr; Suven Pharmaceuticals
Limited, India; PPD Development Ireland Limited, Ireland;

[Tnare60 10 Macymipauny, Tabiaerku, 40 Tabaerok y diakoni; Suven Pharmaceuticals Limited, India; PPD
Development Ireland Limited, Ireland;

Macymipaua  (SUVN-502; Macynipaun); Ttabietku, 40 Tabmetok y (hiaakoHi;
Pharmaceuticals Limited, India; PPD Development Ireland Limited, Ireland;

[Tnare60 10 Macymipauny, Tabiaerku, 40 Tabaerok y dimakoni; Suven Pharmaceuticals Limited, India; PPD
Development Ireland Limited, Ireland;

100 wmr; Suven

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

1) n.m.H., mpod. JTydenko A.€.

KomMmyHnanpHe HEKOMEpIIiiiHE TIANPUEMCTBO XapKiBChKOi 00sacHo1 paau «O0macHa KIHIYHA ICUXIaTpUYHa
aikapas Ne3y, 23 ncuxiaTpuyHe BiJIUICHHS /Ul BETepaHiB BifiHU, M. XapKiB

2) n. M. H. Mopo3s C.M.

Komynanene mnianpuemMctBo «/lHinmponerpoBchka oOmacHa KiiHiyHa JikapHa iM. LI MeuHukoBay
JHinponeTpoBcbkoi 00jmacHOi paau», OOJacHUI WEHTp ICUXOCOMAaTMYHUX po3naaiB  Ha  0asl
TICUXOHEBPOJIOTIYHOTO BiJIiIeHHs, M. J{HInpo

[IpenapaT mopiBHSAHHS,
BUPOOHMK Ta KpaiHa




MPOAOBKEHHS 10ojaTKa 12

CynytHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

eJIeKTpoKapaiorpadu;

- tabopaTopHi HabopH;

- Ta3epHUI CKaHep IJIs ITPUX-KOJIIB;
- TECTH JIJIs1 BU3HAYCHHSI BariTHOCTI;

- IJTAHIICTH;

- IpyKOBaH1 MaTepiaiu;

- IHIII CYIyTHI MaTepiaJiu.

B.o. renepasibnoro aupexkropa /lupekropary
(apmManeBTHYHOrO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX



HonaTox 13

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHHM J10 nofaTka Ne 50 1o Haka3y
MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 24 tpaBHsg 2021 poky Ne 1012»
5.11.2021 Ne 2426

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«docmimkennss daszu 1/2 npemapary NM21-1480 (rpicnenidiune anturtino mo PDL-1/4-1BB/CAJI) y
JMOpOCTUX TMAII€HTIB 13 PO3MOBCIOUKEHUMU CONIAHUMH MyXJIUHamu», kon apocmimkeHHs NB-NDO021
(NM21-1480)-101, ocrarouna Bepcist mpotokoay 3.0 Bix 15 ciuns 2021 p.

3asiBHUK, KpaiHa

TOB «KutiHiuHI 1ocipKeHHS ARKOH», YKpaiHa

CrnioHcop, kpaina

Numab Therapeutics AG, Switzerland /Hyma6 Tepam’totike AT, IlIBeiinapis

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

NM21-1480 (NM21-1480); kOHIIEHTpAT A MPUTOTYBaHHS po3uuHy mias iHdy3ii; 10 mr/mr; (100 mr,
mimirpam(u)); Almac Clinical Services Limited, Bemuxoopuranis (IliBaiuna Ipmanmis); Rentschler
Biopharma SE, Himeuunna; Confarma France, ®panmis; Siegfried Hameln GmbH, Himewuuna;
[Monokcamep 188 2% po3unH (Po3uMHHKK U1 JOCIIIKYBAHOTO JiKapchkoro 3aco0y; [Tomokcamep 188);
po3unHHUK 11 1H)Y3iH; 2 %; Almac Clinical Services Limited, Benukobputanis (IliBHiuna Ipmanmis);
Siegfried Hameln GmbH, Himeuunna; Solvias AG, [lIseiinapis;

Harpiro xmopun 0,45 % M/006 po3zuns aiis iHQyY3ii (PO3UMHHMK Ui AOCHIIPKYBAaHOTO JIIKAPCHKOTO 3ac00y;
Harpiro xnopuz 0,45 %); pozunn mis indysii; 0,45 %; Baxter SA, Benbris; Baxter Healthcare Limited,
United Kingdom; Baxter Healthcare S.A., Ipnanmis

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

1) a.m.H., npod. bornapenko [.M.

KomyHaneHe HexoMepuiiiHe mignpueMctBo «Micbka KiiHiuHA JikapHs Nedy JIHIMpOBCHKOI MICBKOI pajau,
XIMiOTepaneBTUYHE BIUICHHS 3 JCHHUM CTaIlioHapoM, M. J{Himpo

2) 3aB. Bix. Ko63es O.1.

KomyHanpHe HekomepliliHe MiANpueMcTBO «OO0JIaCHUN HEHTP OHKOJIOTI(», OHKOXIpYpridHe BiAJALJICHHS
OpraHiB IpyJHOI TOPOXHUHU, M. XapKiB

3) k.m.H. [Tominuyk JI.B.

Menu4Huii IEHTp TOBapUCTBa 3 00MexeHo0 BinnosinanbHicTiO «Kiinika Bepym Excnepr», M. Kuis

4) k.M.H. Ypcon .M.

[TpuBaTHe MiAIPUEMCTBO NPUBAaTHA BUPOOHUYA (ipMa «AIIMHYCY, JIIKYBAIbHO-1IaTHOCTUYHUHN IIEHTD,
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M. KponnuBHu1pK1I
5) n.m.H. Konecnik O.I1.
Mennyauii neHtp ToBapuctBa 3 0OMEXEHOIO BIAMOBiTaNbHICTIO «OHKONAM(», AEHHUI crarioHap,
M. 3armopiAoKs
6) mikap Onekcienko A.O.
JlikyBaJIbHO-I1arHOCTUYHUN IIEHTP TOBAPUCTBA 3 OOMEXKEHOIO BiANMOBiTaNbHICTIO «CrierianizoBaHa KIliHiKa
«/1oOpwuii mporHo3y», OHKOJIOTIuHE BiaineHHs, M. Kuis
7) nikap ['aBpurok 1.C.
KomyHaneHe HeKoMepliiiHe MmianpueMcTBO «TepHOMNbChKUN O00MaCHUN KIIHIYHUKA  OHKOJIOTIYHHNA
Jqucrancep» TepHOMIbChbKOI 00J1aCHOT paJid, XIMIOTEpaIleBTUYHE BIIUICHHS, M. TEpHOILIb

[Ipenapatu mopiBHSIHHSA, | —
BUPOOHUK Ta KpaiHa

CynyTtHi —
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepaibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX




Honatok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBneHu#t mpoTokon KiiHiyHOro BunpoOyBanus D6402C00001, Bepcis 5.0 Big 15 nmunus 2021 poky;
Bpomypa nocmimnuka ans Janarmigosun (Dapagliflozin Propanediol), Bumanns 17 Bix 23 nmcromana
2020 poky; Indopmaris npo gocaimxeHHs i popma iHpopmoBaHoi 3roau, Monens i Ykpainu / Bepcis
2.0 Bim 10 cepmus 2021 poky (ykpaiHCBKOIO Ta pOCIHCHKOIO MoBaMmu); [Hopmariis st JOpOCIux
namieHTiB i gopma iHpOpMOBaHOI 3roau BariTHOI MApTHEPKH Yy4YacHHWKA IOCTIIKeHHs, Monenb A
VYkpainu / Bepcis 1.1 Big 01 BepecHs 2021 poky (pociiicbKOI MOBOIO); Marepiayu s MaIli€HTIB:
Indopmaniitna Opomrypa ans namienta (Patient Information Brochure), Bepcis 2.0 Big 26 munas 2021
POKY, YKpaiHChKOIO Ta pociiicbkoro MoBamHM; IHdopmariiina kapTtka s mamienta (Patient Infogetter)
moxao [ochimxenns MIRACLE, Bepcist 2.0 Bix 26 nunus 2021 poky, YKpaiHCBKOIO Ta POCIHCBHKOIO
moBamu; Kaprka naragyBanus juis naunieHTta (Reminder Card) Bepcis 2.0 Bim 26 jmunHs 2021 poky,
YKpaiHCBKOIO Ta pOCIChKOI0 MOBaMH; Marepianu ais aochigHukiB: [HopmaniiiHa kapTka ass JiKapis
(Physician Infogetter) mono Hocmimxennss MIRACLE, Bepcis 3.0 Big 26 nunsst 2021 poky, yKpaiHCbKOIO
Ta pOCiiChKOI0 MOBaMU; BKiIFOU€HHS J10JJaTKOBHUX MiCIlb IPOBEIEHHS KJIIHIYHOTO BUNIPOOYBaHHS:
Ne I1.I.b. BiMOBIAAJIbHOTO AOCIITHUKA

n/m HasBa micuisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1. K.M.H. boituyk H.C.

MenuyHuii LIEHTp TOBAapUCTBA 3 OOMEXKEHOIO BiAmoBiganbHICTIO «ExenbBeiic Memikey,
JTIKYBaJIbHO-PO(IaKTUYHUH 1ipo3ii, M. KuiB

2. 3aB. miaposainom JJouerns O.A.

MenuuHuii [IEHTp TOBApUCTBA 3 OOMEXKEHOI BIAMOBITANbHICTIO «Menoyn-KmiHiky,
JKyBaJbHO-IpOod1IaKTHIHUN Tiapo3aut, M. Kuis




MPOAOBXKEHHS nojaTka 14

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«Pangomi3zoBaHe, oBiiiHE ciline, MIanedo-KOHTPOIbOBaHE, 0araTOEHTPOBE AOCTIHKeHHS da3u 2b mis
OIIIHKU €()eKTUBHOCTI, O3MEYHOCTI 1 IEPEHOCUMOCTI JIIKyBaHHs TIepopaibHuM mpemnapatoM AZD9977 i
nanariiduio3sMHOM y TAIEHTIB 3 CEPIEBOI0 HEAOCTATHICTIO 3 (PaKIli€l0 BHKUIY JIBOTO ILIYHOYKA
(®BJII) Hmxge 55% Ta XpoHIYHOIO XBOpoOoro HUPoK», D6402C00001, Bepcis 2.0 Bix 06 xoBTHS 2020

POKY

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

«Actpa3eneka Aby, [Iserris / AstraZeneca AB, Sweden

CynyTtHi
MaTepiaiu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
(apmaneBTHYHOrO 3a0e3neYeHHs

Isan 3AZIBOPHUX



Jonartok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

[TonpaBka 10 1oche qOCTiIKyBaHOTO JikKapchkoro 3aco0y SAR439859, teepna kamncyna, 100 mr, Bepcis
Binm ceprmHs 2021 poKy, aHMIMCHKOK MOBOIO; 30LIBIICHHS TEPMiHY 30€piraHfs IOCIIHKYBaHOTO
nikapcekoro 3aco0y SAR439859, teepna kancyna, 100 mr, 3 30 1o 36 MmicsiiB

Howmep ta nara nHakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 568 Bix 27.02.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpute panaomizoBaHe MOCHIKEHHS 2 (as3u, I10 MPOBOAUTHCS 3 METOI MOPIBHSAHHS Hpenapary
amreHectpanT (SAR439859) 1 ennokpuHHOI MOHOTepamnii, BUOpaHOi JiKapeM, Yy Malli€HTIB 3 €CTPOreH-
peuenTtop-no3utuBHUM, HER2-HeratuBHUM MiclieBONOMMPEHUM ab0 METAaCTaTUYHHUM PAKOM MOJIOYHOI
3a103M, SKl paHille OTpUMYBalIM ropMoHaibHy Tepamiio», ACT16105, nmporokon 04, Bepcis 1 Big 17
rpyzass 2020p.

3asBHUK, KpaiHa

TOB «Canodi-ABeHTic YkpaiHa»

Crnoncop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic peepin e aeBenonman, Opaniris)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
papmaneBTHYHOrO 3a0€e3ne4eHHS Isan 3AZIBOPHHUX




Jonatok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

InenTudikamis cyrreBoi
MONIPaBKU

IMGN853-0416, onoBnenuii mporokoi, nompaBka 2 Big 04.12.2020, anrmiickkoro MoBow0; bpomrypa
JOCTIAHUKA TOCIIIKYBAHOTO JIIKapchbkoro 3aco0y Mirvetuximab Soravtansine (IMGN853), penaxiis Ne 9
Bix 15 rpymas 2020, anrmiicbkoro MoBot0; IMGN853-0416 Iadopmartiiinuii mucTok maiieHTa ta gopma
iHdopmoBanoi 3roau, Bepcis 2.0 Bix 04 G6epesnst 2021 p. ana Ykpainu, Ha ocHoBI ®I3 17151 OCHOBHOTO
nociimkenHs Bepeii 3.0 Bixm 15 rpymast 2020 p. aHMTHCHKOIO, YKPAiHCHKOIO Ta POCIMCHKOI MOBOIO;
IMGN853-0416 Indopmamiitauii nucTok mariesta ta ¢opma iHGOpMOBaHOT 3roAu AJIA MONEPEIHHOTO
ckpuHinry, Bepcig 2.0 Bix 04 6epesns 2021 p., Ha ocHoBi ®I3 ans monepeaHBOr0 CKpUHIHTY, Bepcis 2.0
Bix 15 rpyans 2020 p. aHTIHCBKOIO, YKPaiHCHKOIO Ta POCIMCHKOI MOBOIO; ONUTYBAJILHUK MAIli€HTA,
eCOA mnaHmier: «3arajbHa OIIHKA TSYKKOCTI 3aXBOPIOBAHHS MAI[IEHTOM — OHKOJIOTIYHE 3aXBOPIOBAaHHS
(PGIS-CANCER)», Bepcis 1.0 Bix 16 xoBTHs 2020 ykpaiHChKOH MOBOIO; ONUTYBalIbHHUK MAI[i€HTA,
eCOA mnaHmier: «3arajbHa OIIHKA TSYKKOCTI 3aXBOPIOBAHHS MAI[IEHTOM — OHKOJIOTIYHE 3aXBOPIOBAaHHS
(PGIS-CANCER)», Bepcist 1.0 Bix 20 sxoBtHs 2020 pociiicbkOH MOBOIO

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

Ne 1102 Big 02.06.2021

Ha3ssa xiiniunoro
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«MUPA30JI (MIRASOL): PannomizoBane, Binkpure Jocnimxenns ®a3u 3, B SIKOMY MOPIBHIOETHCS
Mipsetrykcimab  CopaBrancin 13 OOpanoro  [Jlocmigaukom  Ximiorepamiero  IIporpecyrouoro
Bucokosnosikichoro Paky SfleunukiB, PesucrentHoro no IlpenapatiB Ilmatunum, IlepBunHOrO
[TeputoneanpHoro Paky a6o Paky dammomieBoi Tpyou 3 Bucoxoro Excmpeciero Pementopa ®omieBoi
Kucnotu Anbda.», IMGN8E53-0416, monpaska 1 Big 09 rpyauas 2019

3asBHUK, KpaiHa

AVIK’IOBIA Biotex En-En-Ci» (IQVIA Biotech LLC), Crionyueni IlItatn AMepuxu
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CnoHcop, kpaina

Imynoren, [ak., CIIIA (ImmunoGen, Inc., USA)

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHUX



Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

3MiHa Ha3BH CIOHCOpa KiiHiuHOro fociimkenns RLY5016-206p: byno: «Pemninca, Iuk.» (Relypsa, Inc.),
CIIA, 100 Cardinal Way, Redwood City, CA 94063, USA,; KonrtaktHa ocoba: Zane Rogers, Ten.:
001 650 421 9617, ®akc: 001 650 421 9817, Eu. ITomra: zrogers@relypsa.com; Craso: Baiipop Papma,
Iuk. (Vifor Pharma, Inc.), CIIIA, 200 Cardinal Way, Redwood City, CA 94063, USA; KonraktHa ocoba:
Alexandra Park, Tem.: +1.650.421.9500, ®akc: N/A, En. ITomra: Alexandra.Park@viforpharma.com;
®opma iH(HOPMOBAHOI 3rOAM HA y4acTh y KIIHIYHOMY JOCIIDKEHHI JUIst OAaThKiB yYaCHHUKA JTOCIIKEHHS 3
Koroptu 2, Bepcis ansa Ykpainu 4.0 Big 06 kBiTHs 2021 poky, YKpaiHCHKOIO Ta POCIMCHKOIO MOBaMHU,;
dopma 3rou 1 MATOJITHIX ydacHUKIB (BikoM Bijx 6 10 11 pokiB), Bepcist i Ykpaiau 3.0 Big 06 kBiTHs
2021 poky, yKpaiHCbKOIO Ta POCiiiCbKOIO MOBaMH; [HCTpyKuig 1100 MpUHOMY Mpenapary AJs HallieHTa
(BikoBa rpyma Big 6 mo <12 pokis), Bepcis 4.0 Bix 08 kBitHs 2021 poky, yKpaiHCBKOIO Ta POCIHICBKOIO
MoBamy; CIpOLICHUI JHCT JIKApI 3araibHOi MPAKTUKH/CIMEHHOMY JiKapio, MiKHapoaHa 0a3oBa
penakuis 2.0 Bim 30 Oepesnsi 2021 poky, yKpaiHCHKOI MOBOK; bpormrypa mocmigHuKa, mpenapar
ITaTupomep nnst opanbHoOi cycnensii, Bepcid 14 Big 05 nunusa 2021 poky, anrmiiicekoro MoBoto; Jlocke
JOCTIKYBAHOTO JIiKapchKoro 3aco0y [latupomep mist opanbHOi cycrensii, Bepeis 5.0 Bix 17 tpasus 2021
POKY, aHIUIIMCHKOIO MOBOIO; 3pa30K MapKyBaHHS JIOCIIKYBAHOTO JiKapchkoro 3aco0y Ilatupomep s
opanpHOi cycnensii, 2 1, Bepcis 3.0 Bix 02 yepBHsa 2021 poky, aHTIIIMCBKOIO Ta YKpaiHCBKOIO MOBaMH;
[TooB)eHHS TPUBATIOCTI KITHIYHOTO AOCTDKEeHHS B YKpaini mo 31 rpymaas 2023 poky

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1050 Big 04.09.2017




2 MPOAOBXKEHHS AoaTka 17

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«BigkpuTe M0CHiDKEHHS pi3HUX 103 ¢dazu 2 I OMiHKKA (GapMaKoAMHAMIYHUX eeKTiB, OE3MeYHOCTI Ta
MIEPEHOCUMOCTI MaTUPOMEPA, [0 BUKOPUCTOBYETHCS B KOCTI IEPOPATBHOI CYCIIeH31i y AiTel Ta MiTiTKIB
BiKOM Bil 2 10 < 18 pokiB 3 XpOHIYHHM 3aXBOpIOBaHHSM HHUPOK 1 rinepkaiiemiero (EMERALD)y,
RLY5016-206p, 3 mompaBkoro 4 Bix 20 TpaBas 2019 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHcop, kpaina

«Peminca, Tak.» (Relypsa, Inc.), CIHA

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

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




Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

InenTudikamis cyrreBoi
MONIPaBKU

BKItoueHHS JOJATKOBUX MICIh IPOBEJICHHS BUTPOOYBAHHS

No I1.1.b. BiAmOBIAAILHOTO JOCHIIHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS
1. I.M.H., ipo¢. ['puropenko A.M.
ToBapucTBO 3 OOMEXKEHOIO BiAMOBIIANBHICTIO «IHHOME-LEHTp eHAOoXipyprii», XipypriuHe
BimmimeHus, M. Binaumg
2. I.M.H., ipod. [Tuntiok O.B.

Komynanene HekomepuiiiHe minnmpuemcTtBo «lleHTpanbHa Michka KiTiHIYHA JikapHs IBaHO-
@paHKiBCHKOI MICBKOI paan», XipypriuHe BiiuleHHs, [BaHO-DpaHKIBCHKUN HalllOHAIBHHUNA

MEIUYHUI YHIBEPCUTET, Kadenpa xipyprii
M. [BaHO-DpaHKIBCHK

CTOMATOJIOTTYHOTO ¢bakynpTery,

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

Ne 2147 Bin 04.10.2021

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«IIpocniektuBHe, bararonamionansHe, baratouentpoBe, PanmomizoBane, KontponwsoBane, IlonpiitHe
ciuine nociimkenns Il ¢asu 3 nBoma rpymnamu 3 omiHKM e(eKTUBHOCTI Ta Oe3nedHocTi mpenapaty D-
PLEX, 1m0 BBOAUTHCS OJHOYACHO 31 CTAaHAAPTHUM JIKYBaHHSIM, B MOPIBHSIHHI 3 KOHTPOJIBHOIO TPYIIOLO,
10 OJEP)KYE CTaHIApTHE JIKYBaHHS, 3 METOI MNPO(UIAKTHKH MicIsonepalifHux iHQeKid micis
abJloMiHAJIbHUX X1pypriuHux Brpy4yanb», D-PLEX 311, Bepcis Ne 04 Bix 19 cepnust 2020

3asiBHUK, KpaiHa

TOB «®apmakci», Ykpaina
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CnoHcop, kpaina

Komnanis «lonillix JItn.» (PolyPid Ltd.), Israel

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHUX



Jonatok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinicTepcTBa OXOpOHH 370pOB’s1 YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

VYkpaina, MK-3475-A86, ®opma inpopmoBaHOi 3roau acoiliiioBanoi ocobu, Bepcisa 00 Bixg 13 BepecHs
2021p., ykpaiHcbkol0 MOBOI; YkpaiHa, MK-3475-A86, ®opma indopmoBaHOi 3roam acouiiioBaHOi
ocobu, Bepcig 00 Bix 13 Bepecus 2021p., pociiickkoro MoBoto; bpomrypa gociiaauka MK-3475, Bunanus
21 Bix 02 Bepecus 2021p., aHTIIHCHKOI0 MOBOIO; 3alydeHHS JTOJJATKOBHX MICIb MPOBEACHHS KIIHIYHOTO

BUIIPOOYBAHHS
Ne I1.1.B. BiAIOBIMAJIBHOTO JOCHITHUKA
/i Hazpa Micuig mpoBeieHHs KJIIHIYHOTO BUITPOOYBAHHS
1. nikap Komenenko O.41.

KomyHnanene mianpuemctBo «KpemeHuynbkuii  OOJacHUH  OHKOJIOTIYHMIM  JHCHIAHCEp
ITonTaBcbkoi 001acHOT pauy, cTallioHapHe BijijaeHHs, M. KpemeHuyk

nikap bep3soii O.A.
KomyHnaneHe HekomepiiiiHe mianpueMcTBo «Ojecbka oOnacHa KiiHiYHA JikapHI» OnechKoi
00J1acHO1 paany, BIIUTUICHHS TOpaKaJIbHOI Xipyprii, M. Oneca

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

Ne 1326 Bi7 02.07.2021




2 MPOAOBXKEHHS n0ojaTka 19

HasBa kjiHI9HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpure, panmomizoBane mocmimkeHas Il ¢asu mis BuBueHHs (papMakOKIHETHKH Ta OE3MEYHOCTI
neMOpoJti3ymMaly I MiAMIKIPHOTO BBEACHHS IMOPIBHAHO 3 MEMOpOi3yMaOoM JUIsi BHYTPIITHBOBEHHOTO
BBEJICHHA, B KOMOIHAIll 3 JBOXKOMIIOHEHTHOIO XiMiOTeparnielo npenapaTaMy IUIATHHH, B SKOCTI MepIIoi
il  Tepamii S  yYaCHUKIB 3 METAaCTaTUYHHM  IUIOCKOKJIITHHHAM a00 HEMJIOCKOKIITHHHUM
HeIPIOHOKIMITUHHUM pakoM JereHiBy, MK-3475-A86, Bepcis 3 iHkopropoBaHoro momnpaBkoio 01 Bix
26 tpaBHsa 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 oOMexxeHoro BignosigansHicTIO «MCJ] Ykpaina»

CnoHcop, kpaina

«Mepxk apm ean Joym Kopm.», nodipae nianpuemctBo «Mepk ena Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Jonarox 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

CKpIHIIOTH €JIEKTPOHHUX ONMTYBAJIBHUKIB Ta IHCTPYKLIN /7S MAI[ieHTa U100 3alIOBHEHHS €JIEKTPOHHUX
onuTyBanbHUKIB: L{ndposa ominouna mkama (NRS) 6oir0 — cucteMHuil 4epBOHUN BOBYAK, YKPATHCHKOIO
MoBowo Bepcist 1.45 Big 27.04.2021 p.; UucnoBa pelitunrora mkana ouinku 6omo (YPHI) — CKB,
pociiicekoro MoBoro Bepcis 1.45 Bixg 27.04.2021 p.; FACIT Hlkana Bromu (BapianTt 4) ykpaiHCBKOIO
MoBoI0 Bepcis 1.45 Bim 27.04.2021 p.; IlIkana BrommroBanocti FACIT (Bepcist 4) pociiCbKOIO MOBOIO
Bepcisa 1.45 Bix 27.04.2021 p.; CuMnToMu BOBYAKY, YKpaiHChKOIO MOBOIO Bepcis 1.45 Bix 27.04.2021 p.;
CumMrnromMu BOBYAKy, pociiicbkoro MoBoro Bepcisi 1.45 Bim 27.04.2021 p.; 3aranbHe BpaKEHHS Malli€eHTa
Ipo TSXKKICTh 3axBoproBaHHs (PGIS) — cucremHuii yepBoHUI BOBYAK, YKpaiHCHhKOIO MOBOIO Bepcis 1.45
BiJ 27.04.2021p.; IlIkana oIiHKK 3arajJbHOTO BPaXKEHHs MaIli€HTa MPO TOKKICTH 3axBoproBaHHs (PGIS) —
CKB, pociiicbkoro MoBoto Bepcist 1.45 Bin 27.04.2021 p.; 3araiibHe Bpa)Ke€HHS IMalll€EHTa PO 3MiHY CBOTO
crany (PGIC) — cuctemHuii yepBOoHUI BOBYakK, yKpaiHCbKOIO MoOBOI Bepcis 1.45 Bin 27.04.2021 p.;
[Ixana ouiHkyM 3araibHOrO BpakeHHs nauieHta npo 3miHu (PGIC) — CKB, pociiicbkoro MOBOIO Bepcis
1.45 Big 27.04.2021p.; KopoTkuii 3anurtambHUK IOJO CTaHy 340poB’s i3 36 nyHkrtiB (SF-36V2),
yKpaiHChKOI0 MOBOIO Bepcis 1.45 Bix 27.04.2021 p.; 36-1tem Short Form Survey (SF-36v2), pociiicbkoro
MoBoto Bepcis 1.45 Bin 27.04.2021 p.; HaBuanbHul MOJyiIb €IE€KTPOHHOTO MOBIJIOMJIEHHS HAllieHTa PO
pesyabTtatu (ePRO), ykpaincekoro MoBoro, Bepcis 1.45 Big 27.04.2021 p; HaBuansuuit mogyns ePRO,
pociiicbkoro MoBoto, Bepcis 1.45 Bixg 27.04.2021 p; [TouaTkoBi 1HCTPYKIIT AJi HAIlEHTa, YKPAiHCHKOIO
MmoBoto Bepcis 1.45 Big 27.04.2021 p.; [TouaTkoBi iHCTpYKIIi /I y4aCHHUKA, POCIMCHKOI0O MOBOIO BepcCis
1.45 Bix 27.04.2021 p.; KiHuesi I1HCTpyKWil AJs Mali€HTa, YKpaiHCbKOIO MOBOI Bepcis 1.45 Bifg
27.04.2021 p.; Kinuesi iHCTpyKLii /U1 yyacHMKa, pociiicbkoro MoBoro Bepcis 1.45 Bix 27.04.2021 p.;
3anutansHuk "SkicTe kuTTA (QoL) mpu BoBuaky", yKpaiHCHKOI MOBOIO JJisi yKpaiHu Bepcid 1.45 Bix
27.04.2021 p.; OnutyBagbHUK PO AKICTh KUTTA NMPH 3axBoproBaHHI Ha BoBYak (LupusQoL) pociiicbkoro
MOBOIO JiIs YKpainu Bepcis 1.45 Big 27.04.2021 p.
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Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1722 Big 11.08.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«bararonieHTpoBe, paHOMI30BaHe, MOABIMHE ciine, Mianedo KOHTPOJIbOBAHE, B MapalielIbHUX Ipynax
KIIIHIYHE JOCIHiPKEHHS HIMOKaniMaly y JOpOCIMX TMAII€HTIB 3 AaKTUBHMM CHCTEMHUM YEPBOHHUM
BoBuakom», 80202135SLE2001, 3 monpaskoro 1 Bix 27.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HBy, benbris

CnoHncop, kpaina

«IHCCEH ®APMAIEBTUKA HBy, benbris

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS

Isan 3AZIBOPHUX



Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBieHU# TPOTOKOI KIiHIYHOTO BUMpoOyBanHs B7921023, dinansna Bepcis mportokony, [Tompaska 2
Big 07 mumas 2021 poky, aHTIIIHCHKOI0 MOBOIO; 3MiHA HA3BH KIIIHIYHOTO BUIPOOYBaHHS

BYJIO

CTAJIO

24-TVKHEBE PAH/IOMI3OBAHE,
MIOJBIMHE  CJIIIE, BATATOLIEHTPOBE
JIOCJIKEHHS ¥V TIAPAJIEJILHUX TPYIIAX
3 AKTUBHUM ITPETTAPATOM TTOPIBHSIHHS
JUIE  OIUHKM  E®EKTUBHOCTI  TA
BE3IMIEYHOCTI TIPETIAPATIB PF-06650833,
PF-06651600 1 TO®ALIMTUHIBY SK B
SIKOCTI MOHOTEPAI, TAK 1 B
KOMBIHAILI, V TTAITICHTIB 13 AKTUBHUM
PEBMATOIJTHUM APTPUTOM
CEPEJIHLOT'O TA BAXKOI'O CTVIIEHS 1
HEJJOCTATHBOIO  BIIMNOBLYIIO  HA
TEPATIIIO METOTPEKCATOM.

24-TDKHEBE PAHIOMI3OBAHE,
MMOJBIMHE  CJIIE, BATATOI[EHTPOBE
JIOCJIDKEHHS ¥V TIAPAJIEJILHUX TPYIIAX
3 AKTUBHUM TIPEITAPATOM TIOPIBHSIHH ST
JUIE  OIUHKM  E®EKTUBHOCTI  TA
BE3IEYHOCTI TIPEIIAPATIB PF-06650833,
PF-06651600 (PUTJIELIMTHHIB) I
TODAIIUTUHIBY K B SIKOCTI
MOHOTEPATI, TAK 1 B KOMBIHAII, V

ITAITIIEHTIB I3 AKTUBHUM
PEBMATOIJHUM APTPUTOM CEPEJJTHEOI'O
TA BAXKOI'O CTVYIIEHA I

HEJOCTATHBOIO  BIJIIOBLYIIO  HA
TEPAIIIIO METOTPEKCATOM.

Omnosnena bpomrypa nocnmignuka s npenapaty PF-06651600 (putnenutuni6), Bepcis 7.0 Bix rpyaHs
2020 poky, aHrmiicebkor0 MOBOw; OHoBieHa bpomrypa mocmiguuka ans CP-690550 (todanutusid),
Bepcisa 17.0 Bix cepmas 2021 poky, aHTITCHKOI0 MOBOIO; OHOBIICH] 1HPOPMAIIIHII JTUCTOK IMAIliEHTa Ta
¢dopma iHPOpPMOBaAHOI 30N HA yYacTh y KIIHIYHOMY JTOCIiIKeHH], Bepcist 3 s Ykpainu Big 06 BepecHs
2021 poxy aHIMCHKOIO, YKPAiHCBKOIO Ta POCIHChKOI0O MOBaMU (Ha ocHOBI Maiictep Bepcii 4 Big 23

ceprHs 2021 poky)
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Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«24-TUXKHEBE PAHJIOMI3OBAHE, ITOJIBIMHE CJIITIE, BATATOIIEHTPOBE JOCJIIJDKEHHS Y
IMAPAJIEJIbHUX TPYIIAX 3 AKTHMBHUM IIPEITAPATOM TIOPIBHAHHA [JIA OLIHKU
E®EKTUBHOCTI TA  BE3IIEUHOCTI TIIPEITAPATIB  PF-06650833, PF-06651600 I
TO®AILIUTUHIBY SIK B SIKOCTI MOHOTEPAIII, TAK 1 B KOMBIHAILIII, ¥ TTAILIIEHTIB I3
AKTUBHUMM PEBMATOIJHUM APTPUTOM CEPEJHBOI'O TA BAXKOI'O CTVIIEHA 1
HEJOCTATHBOIO BIAIIOBIJAO HA TEPAIIIKO METOTPEKCATOM», B7921023, ocraTtouna
Bepcis mpoTokomy Bif 22 sxoBTH 2019 p.

3asiBHUK, KpaiHa

[aiizep Iak., CLIHA

CnoHcop, kpaina

[aiizep Iak., CLIHA

CynyTtHi
MaTepianu/mpenapari
CYNyTHBOI Teparii

B.o. renepaasHoro fupekropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

InenTudikamis cyrreBoi
MONIPaBKU

Bpomrypa nocnigauka, Bepeis 15.0 Bim 06 cepmast 2021 p., aHTIIHCHKOI0 MOBOIO; 3MiHA Ha3BU MICIh

MIPOBEJICHHS KJIIHIYHOTO BUIPOOYBaHHS !

byno

Crano

I.M.H., ipo¢. Benrep O.I1.

TepHominbcbka OOJacHa KOMYyHaJbHA KIIIHIYHA
TICUXOHEBPOJIOTIYHA  JIIKApHsS,  IICHUXIaTPUYHE
BigmineHHss Ne2  (4onoBiue), TICHXIaTpUYHE
BiUTIJIEHHS Ne6 (>kiHOUE), JIBH3
«TepHoninbChKUit JepKaBHUI MeIUIHUN
yHiBepcuteT imeHi LS. T'op6aueBcrkoro MO3
Vkpaiau», kadenpa mncuxiaTpii, HapKoJOTil Ta
MEINYHOI MCUX0J0rii, M. TepHOMiIb

I.M.H., ipo¢. Benrep O.I1.

KomyHaneHe  HekoMepuiifHEe  MiANPHEMCTBO
«TepHoniabchbKa obJyacHa KJIIHIYHA
IICUXOHEBPOJIOTIYHA JIIKapHA» TepHONuIbChbKOT
o0jacHOi pamau, ncuxiaTpuyHe BiagiaeHHs Ne2
(uonoBivue), mcuxiaTpuuHe BIIAUIEHHA  Ne6
(>xiHOUE), TepHOMINBCHKHMI  HAIliOHATBHUI
MeTUYHHUHA YHIBEPCHUTET iMeHI
I.51. TopbaueBcbkoro MiHicTepcTBa OXOPOHH
310poB's  YKpaiHu, Kadeapa  mcuxiarpii,
HaApKOJIOTii Ta MEIUYHOL IICUXOJIOTI],
M. TepHomnisb
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I.M.H., mpod. Pumma C.B.

Komynanenuii 3aknan «BinHunpeka oOnacHa
MICHXOHEBPOJIOTIYHA  JIIKApHSA  IMEHI  aKaj.
O.I. KOmenkay», BigmineHHs Ne7 (4omoiue),
BigmineHus  NelO0  (kiHoue),  BiHHMIBKHIA
HaIllOHAJIbHUH MEIUYHUN YHIBEPCHUTET
iMm. M.I. IluporoBa, xadenpa mncuxiaTpii,
HapKoJioTii  Ta  mcuxorepamii 3  KypcoMm
MICIAIAIUIOMHOI OCBITH, M. BiHHMIIA

1.M.H., pod. Pumma C.B.

KomynanpHe  HekoMepuiiiHEe  HiANPHEMCTBO
«BigHuBKa oOJracHa KJIIHIYHA
NICUXOHEBPOJIOTiYHA  JHKapHA  IM. aKas.
O.. IOmenka Binaunpkoi o6OmacHoi Pamuy,
Bimminenns No7 (4omosiue), NelQ (xkiHOue),
Binaunekuit HaIlOHAJbHUMI MEIUYHUNA
yuiBepcurer iM. M. Iluporosa, xadempa

ncuxiatpii, HAPKOJIOTii Ta IMCUXOoTeparnii 3 Kypcom
MICISIIAIUIOMHOI OCBITH, M. BiHHMIA

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2030 Big 07.11.2018

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«52-THKHEBE BITKPUTE TIOJIOBKEHE JTOCIIHKCHHS MTIMaBaHCEPUHY Y IOPOCIIHX Ta JIOACH MOXHIIOTO BIKY 3
3aXBOPIOBAHHIMY,

HeﬁpOHCHXianHqHHMH CHUMIITOMaMH,

[IOB'SI3aHUMH 13

HeHpoJereHepaTuBHUM

ACP-103-047, 3 iHKOpIIopoBaHOIO MONpaBKkoro 3, GpinansHa Bepcis 1.0 Bix 23 mumas 2019 p.

3asiBHUK, KpaiHa

TOB «BOPJIJIBAM I KJITHIKAJI TPAIIC YKP»

Crnoncop, kpaina

«AKAJITIA ®apmacskrortikans [uk., CIHHA» ACADIA Pharmaceuticals Inc., USA).

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JonaTtok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM 710 noAaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

®opma iHPOPMOBAHOI 3roJIM Ha y4acTh y HociimpkeHHi, Bepcis 2.1 Bix 07 sxoBTHs 2021 p. qia Ykpainu
pociiicbkoro MoBoto; dopma iHPOPMOBAHOI 3rOAM HA Y4acTh Yy AOCHiKeHHI, Bepcis 2.1 Bix 07 KOBTHS
2021p. s Ykpainu ykpaiHChbKOI0 MOBO; Dopma iHPOpPMOBAHOI 3r0/IM HA y4acTh y JOCTIIKEHH1, Bepcist
2.1 Big 07 sxoBtHs 2021 p. mist Ypainu aHTIiHCHKOI0 MOBOIO; Dopma iH(OPMOBaHOT 3r0 M HA y4acTh y
BBIHIN YaCTHHI JOCIIDKEHHS I OLIHKK Oe3nevyHocti, Bepcis 1.1 Bix 11 xoBTHs 2021 p. mis Ykpainu
aHTIHChKOI0 MOBOO; DopmMa iH(HOPMOBAHOT 3rOIM HA YYACTh Y BBIIHINA YaCTHHI JOCIIKSHHS JJIs OI[IHKU
oesneunocti, Bepcis 1.1 Bix 11 sxoBTHs 2021 p. ana Ykpainu pociiicbkoro MoBor; @opma iHpopmoBaHOT
3rOAM HAa y4acTh y BBIHIA YaCTUHI JOCHIJDKEHHS IS OIIHKM Oe3mneuHocTi, Bepcis 1.1 Big 11 xoBTHS
2021p. nns YkpaiHnum ykpaiHcbkoro MoBoro; IllogeHHuk mpuiioMy mpenapary ydyacHMKa JOCIHIKEHHS
C4221016 31 BcTymHUM MEp10A0M JJIsl OLIHKK O€3MEeYHOCT] 3aCTOCYBaHHs eHKopadeHiOy Ta O1HIMeTUHIOY
(micas muky 35), Bepcis 2.0 Bix 27 xoBTHA 2020 poky, pociiickkoro MoBoro; IlloneHHuk npuiiomy
npenapary ydacHuka pociaimkeHHss (C4221016 31 BCTymHUM TMepiooM Il OIIHKUA O€3MeYHOCTI
3acTocyBaHHs eHKopadeHiOy Ta OiHiMeTuHIOy (micis mukiy 35), Bepcist 2.0 Bix 27 xoBTHA 2020 poky,
yKpaiHcbKoro MoBo1o; lllogenHuk mpuitoMy npenapary ydacHuka jgociipkeHHs C4221016 31 BcTynmHUM
NepioJIoM JUIsl OLIHKHM Oe3MeYHOCTI 3acTocyBaHHs eHKopadeHiOy Ta OiHiMeTuH10y (3 Huxny 1 mo ukn
35), Bepcis 2.0 Bim 27 xoBTHA 2020 poky, pociiicekoro MoBoro; IllogeHHuk npuiioMy npenapaty
yuacHuKa nocnijpkeHHss C4221016 31 BCTymHHM MepioioM Jis OI[IHKM O€3MeYHOCTI 3aCTOCYBaHHS
enkopadeniOy Tta OiniMetuniOy (3 Hukmy 1 mo Huka 35), Bepcis 2.0 Bim 27 xoBTHA 2020 poky,
YKpaiHChKOIO MOBOIO; JIMCT 110 Jikaps 3araibHOI MPAKTUKH POCIHCHKOI0 MOBOTO, Bepcist 2.0 Big 05 aumas
2021 poky; Jluct o mikapsi 3arajbHOI MPAKTUKU YKpaiHCbKOIO MOBOMO, Bepcis 2.0 Bix 05 mumus 2021

POKy
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 833 Bin 28.04.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBaHe MojBiliHE ciine aociuifkeHHs ¢azu 3 eHkopadeHiOy Ta OiHIMETiHIOYy B MO€THAHHI 3
neMOpoJii3ymMaboM y TOpIBHSAHHI [0 Iutanieb0 B TMO€JHAHHI 3 TEMOpOIi3ymMaOoM Yy TMAIi€HTiB 13
METacTaTHYHOI0 a0o0 HeomnepadenbHOI0 MICHEBO IMOIIMPEHOK MEIAHOMOK, MO3WTHBHOIO JI0 MyTamii
BRAF V600E/K», C4221016, ocratouna Bepcis nmpotokody, [Tormpaska 1 Bix 31 6epe3nst 2021 poky

3asBHUK, KpaiHa

[¢aiizep Iuk., CILIA

Cnoncop, kpaiHa

[¢aiizep Iuk., CILIA

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Honatok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinicTepcTBa OXOpOHH 340pOB’s1 YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

InenTudikamis cyrreBoi
MONIPaBKU

OnuTyBanbHUKM IIMOJO PE3YJBTATIB JIKYBAaHHS 3a OIIHKOIK marieHTa: s Beix rpyn (Twknens 1,
Twxnenp 2, Twxnens 5, Twxnens 9, Twxaenp 17, Twxnens 33, Twxkaens 61 1 KokHI 12 THXKHIB,
MPUIIMHCHHS YYacTi B JOCITIDKEHHI / MOJaNIbIIe CIIOCTSPEKESHHS IS OIIHKH OC3IeKH); I TAIliEHTIB
rpymu A (Twxnens 41); ana namientiB rpynu B (Tuwxnens 26, Twxaens 29) — Bepcis 2.0 Bixg 20
mucronana 2020 p. yKpaiHCBKOIO Ta POCIHChKOI0 MOBaMH; ONUTYBAIBHUKHU MO0 PE3YJIbTATIB JIIKYBaHHS
3a ominkoro mamienta (Tuxaens 13), Bepcis 2.0 Bix 20 nucronana 2020 p. yKpaiHCBKOIO Ta POCIHCHKOIO
MoBamH; ONMUTYBAIBHHUKH MO0 PE3y/IbTAaTiB JIKyBaHHS 3a OIiHKOIO mamieHTa (Twxknens 25, TwxkaeHb
49), Bepcis 2.0 Big 20 muctonaga 2020 p. ykpaiHChKOIO Ta poOCiiicbkoro MoBaMu; ONUTYBaJbHUKHU MO0
pe3yNbTaTiB JIIKYBaHHS 3a OI[IHKOI MAalll€eHTa: JIMILIE JUIs TAalli€eHTIB, SIKI OTPUMYBAIM €KyJi3ymald 1
nepedi Ha 3acrtocyBaHHs kpoBaiiMaOy (Twxnens 41), Bepcis 2.0 Big 20 nucrtomama 2020 p.
YKpalHChbKOIO Ta pociiicbkoro MoBamu; ®dopma iHpopmoBanoi 3ronu, Bepcid 1.0 mis Ykpainu
yKpaiHChKO10 MOBOIO Bif 22 BepecHs 2021 p. Ha ocHoBi maiicTep-Bepcii popmu iHHopMOBaHOT 3roau JUIs
nociimxenHs BO42162, epcis 3 Big 19 mucronana 2020p.

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

Ne 2147 Big 04.10.2021

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PannomizoBaHe, BIIKpUTE, KOHTPOJIbOBAHE aKTUBHUM IpenapaToM, 6araToleHTPOBE AOCTIIKEHHS (a3u
I 175t ouiHkK €peKTUBHOCTI Ta 6E3MEYHOCTI 3aCTOCYBAaHHS KpOBaliMaly B MOPIBHSAHHI 3 eKyJIi3yMaOoM y
MAIIEHTIB 13 TApPOKCU3MaIbHOIO HIYHOIO remornobinypieto (ITHID), siki paHiie He OTpUMyBaiy JiKyBaHHS
iHri6iTOpaMu KomIieMenTy», BO42162, Bepcis 3 Bin 20 mucronana 2020 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BiAnoBiAagbHicTIO «Pomr Ykpainay
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CnoHcop, kpaina

@.Xodppmann-JIs Pour JIta, HIseitmapis

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupekropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

Isan 3AZIBOPHUX



JonaTtok 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM 710 nofaTka Ne 50 1o Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

InenTudikamis cyrreBoi
MONIPaBKU

Omnosreni po3aimm S.5 «CrannmaptHi 3pa3ku abo mpemapatu» (S.5 cmc395147), P.5.1 «Cnemmdikarii»
(P.5.1_cmc395140), P.5.2 «Ananituuni metoaukm» (P.5.2 cmc395141), P.5.3 «Banigamis aHaTiTHIYHEX
metomuk» (P.5.3 cmc395142), P.5.6 «OO6rpynryBanHs crnenudikamii» (P.5.6 cmc395151) nocke
JOCTIKYBAaHOTO JiKapchKoro 3aco0y Tiparomymab

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2917 Bin 15.12.2020
Ne 1360 Big 10.06.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, mojBiiiHe ciine, Iuianedo-koHTposboBaHe (asu Il nocmimkxeHHs are3onizymady B
noenHaHHl 3 Tiparonymabom (aHtu-TIGIT anTuTino) abo 06e3 Tiparoaymaly Yy TAali€eHTIB 13
HEpPEe3eKTa0eNbHOI IUIOCKOKIITHUHHOK KapIMHOMOIO CTPaBOXOJY, UM KaplMHOMa He IporpecyBaia
IICHs paAuKaibHOI XiMiolpoMeHeBoi Tepanii», YO042137, sepcis 4 Bia 14 ciuns 2021 p.;
«PannomizoBane, mojaBiitHe ciine, miaarnedo-koHTponsoBaHe (aszu Il mocnimxenns tiparonymady (aHTH-
TIGIT antuTino) B komOiHawii 3 are30113yMadoM y OPIBHSHHI 3 1i1anedo B KoMOiHalii 3 are30113ymadom
y TAIl€HTIB 13 paHille HEJIIKOBAaHMM MICIEBO-TIOUIMPEHUM HEpe3eKTa0eqbHUM a00 MeTacTaTHYHUM
PD-L1-cenekTuBHUM HeAPIOHOKIITUHHUM pakoM jerenb», GO41717, Bepcis 3 Big 02 nuctonaga 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHO0 BiANOBiAaIbHICTIO «Pom Ykpainay

Cnoncop, kpaiHa

®.Xoddpmann-JIs Pomr JIta, [seiuapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




JlonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMIPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Honatok (Bepcist 5.0 Bix 20 Bepecus 2021 poky) no Indopmarii ansa namienta ta @opmu inpopmoBaHoi
sroau, Bepcist 5.0 Bix 10 s 2018 poky, yKpaiHCBKOIO Ta POCICEKOI0 MOBaMHU

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 16 Big 13.01.2016

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomMizoBaHe, MOJBIMHE CIiNe, MIane00-KOHTPOJIbOBAaHE, OAraToIeHTPOBE AOCTIHKeHHS (a3u 3, 1m0
IPOBOJIUTHCS B TapajielbHUX TIpymnax [uid OLIHKM Oe3MeyHOCTI Ta e(EeKTHBHOCTI 3aCTOCYBAaHHS
ycTekiHymMaly Jis 1HAYKIIMHOI Ta NIATPUMYIOYOl Teparii y Y4YacHHUKIB JIOCHIUKEHHS 3 aKTUBHUM
BHUPA3KOBUM KOJITOM CEpeAHbOro abo BaXKoro crymeHs TspkkocTiy, CNTO1275UCO3001, 3
1HKOpriopoBaHo1o nornpaskolo 2 Bij 20 kBiTHs 2016 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

«Aunccen-Cinar Iarepuemnn HBy», benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro fupexkropa JIlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonartok 27

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

CLI-06001AA1-05 bykner mia orpumanHs 3roau, Bepcis 1.0 Big 05 Gepesnst 2021 poky ykpaiHCHKOIO
moBoto s Ykpainm; CLI-06001AA1-05 Jluct no mamienta, Bepcis 1.0 Bim 05 Gepesns 2021 poky
ykpaincbkoro MoBoro s Ykpainu; CLI-06001AA1-05 Jluct mo mikaps, Bepcis 1.0 Bim 05 OGepesns
2021 poky ykpaiHcekoro MoBoro miusi Ykpainu, CLI-06001AA1-05 Bpomypa ans HaOopy HaIli€HTIB,
Bepcis 1.0 Big 05 6epesns 2021 poky ykpaincekoro MoBoro misa Ykpainu; CLI-06001AA1-05 Bitanbaa
opomrypa, Bepcist 1.0 Bixm 05 Gepesnst 2021 poky ykpaincpkoro MoBoro aisi Ykpaiawm; CLI-06001AAL-
05_JlucriBka, Bepcis 1.0 Bim 05 Gepesns 2021 poky ykpaiHCbKOIO MOBOIO A Ykpainu; CKpiHIIOT
npuctpoto ans 3anoBHeHHs moneHHUKIB (ERT eCOA Handheld for Moto G9/Lenovo K12) Big 08
6epesns 2021 poky; CkpiHmoT npuctporo amns 3anoBHeHHs moaeHHuKiB (ERT eCOA Handheld for Moto
G8) Bix 15 rpyans 2020 poky

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

Ne 833 Bin 28.04.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«52-TH>KHEBE, paHJIOMI30BaHe, MOJBIHE Ciine, 3 MOABIMHUM MAacKyBaHHSM, 3 KOHTpoJeM Iutanebo Ta
aKTUBHUM KoOHTposieM jociimkeHHs (Podnyminact, Hamipecn® 500 Mkr), mo NpOBOAUTHCS B
napajenbHUX Ipylax 3 METOI OLIHKH e(pEeKTUBHOCTI Ta Oe3nedyHocTi ABox 103 npenapary CHF6001 y
(dopMi Cyxoro MopoIKy Ui iHrauALil, 0 J0JaI0ThCs 0 MIATPUMYIOUO1 MOTPiiHOI Teparii y maiieHTiB
13 XpOHIYHUM OOCTPYKTUBHMM 3axBopioBaHHAM JiereHb (XO3JI) ta xpoHiyHMM Oponxitom», CLI-
06001AA1-05, Bepcis 2.0 Bix 03 TpaBHsg 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 oOMexenoto BiamoBiganbHicTIO «JIABKOPIT KJITHIKAJI IEBEJIOIIMEHT YKPATHA»




MPOAOBKEHHS 10JaTKa 27

CnoHcop, kpaina

«K’e31 @apmanestiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHUX



JonaTok 28

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Cxkpunmortu: «[HeTpykii ans ydacHukay, Bepeist 1.00 ykpaincbkoro MoBoro aist Ykpainu Big 26.07.2021;
Cxkpunmoru: «IHcTpykuii aist mamienTa», Bepcist 1.00 pociiicbkoro MoBoro it Ykpainu Big 21.07.2021;
Cxkpunmoru: «JlineHsiiiHa yroga», ykpaiHChbKOIO MOBOIO i Ykpainu; CxpunmoTH: «Jlinensis ans
KIHLIEBOTO CIIO)KMBa4a», POCIMCbKOI0 MOBOIO st Ykpainu; Ckpunmorn «HaBuanpHmMiA MOmynb i3
KOpHUCTYBaHHS iaHierom» Bepceia 2.00 ykpaincbkoro MoBor i Ykpainu Bif 25.11.2020; CkpuHmiotu

«HaByanpHUil MOIYNB 13 KOpUCTYBaHHS TUIaHIIETOM» Bepcist 2.00 pociichkor0 MOBOIO At YKpaiHU Bif
06.11.2020

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

Ne 1773 B17 20.08.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe, paHIOMi30BaHe, MOABiIMHE crimne, miuanedo KOHTPOJIhOBaHE KIIIHIYHE AOCTIIKeHHS 4
¢da3u U1 OLIHKK €PEeKTUBHOCTI Ta OE3MEeYHOCTI MPU3HAUEHOr0 MiAIIKIPHO ryceabKymMaly y Malli€eHTIB 3
aKTUBHMM AaKCIlaJbHUM TIICOPIaTUYHUM apTPUTOM, SIKI HIKOJIM HE OTPUMYBaJIM OIOJIOTIYHY Tepamiion,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHHUX




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinicTepcTBa OXOpOHH 340pOB’s1 YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Bbpomrypa nocninnuka (Pykanapi0), Bepcis 14.0 Bix 23 cepmnst 2021 poky aHTIIHCEKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«CATCH-R: nepexinHe TOCHiPKeHHs A5 3a0e3neueHHsl 0e3MepepBHOIO JOCTYNY 10 KIIIHIYHOI Tepamil
pykamnapiobom», CO-338-111, opurinansuuii nporokon Bix 05 ceprnus 2020 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

Clovis Oncology, Inc., CIITA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro fupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




Honatox 30

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinicTepcTBa OXOpOHH 370pOB’s1 YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Cxpunmioru: «lHCTpykuii s yyacHukay, Bepcis 1.00 anrmilicbkoro MoBoro Bin 25.06.2021 3 mepeknaniom
Ha YKpaiHChKy Ta pociiicbky MoBHM; Ckpunmortu: «JlineHsiiiHa yroma», YKpaiHCBKOIO MOBOIO JUIS
Vkpaian; CkpunHiiotd: «JIineH3is uisi KiHIIEBOTO CIIOKMBaday, POCIHCHKOI MOBOIO I YKpaiHw;
Cxkpunmotu: «lHeTpyKmii it yaacHuKay, Bepeis 1.00 ykpaincpkoro moBoro Big 03.09.2021; Ckpunmoru:
«IHCcTpYKLIi M1t yaacHuKay, Bepeid 1.00 pociiicbkoro moBoto Bix 30.08.2021

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

Ne 1773 Bin 20.08.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, paHJI0MI30BaHe, MOJBIHE ciime, mIanedo KOHTPOIbOBaHE KIIiHIUHE AOCTiIKeHHs 3b
¢da3u U1 OLIHKM €PEeKTUBHOCTI Ta OE3MEeYHOCTI MPU3HAUEHOr0 MiAIIKIPHO ryceabKymMaly y Mali€eHTIB 3
aKTUBHHUM IICOPIaTHYHUM apTPUTOM, SIKI paHillle MaJd HEAOCTATHIO BIJIMOBi/b Ta/ab0 HENEepeHOCHMICTh
JIKYBaHHSI OJJTHUM 3 1HTI01TOPIB pakTopy HeKpo3y nyxiuH anbday, CNTO1959PSA3005, Big 13.04.2021

p-

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Honatok 31

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM 710 noAaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnena Opourypa gociianuka npernapaty Ka6osanrtini6 (Cabozantinib), Bepcis 17.0 Big 07 nunHs
2021 poxy aHrmiichKO0 MOBOIO; OCHOBHMIA iH(OpMALIHUN JTUCTOK marienTa Ta Gopma iHpopMoBaHOT
3roau i Ykpainu, sepcis 8.0 Big 07 BepecHs 2021 p., ykpaiHCBKOIO 1 POCIHCHEKOI0 MOBaMHU

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

No 1265 Bixg 05.06.2019

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, KOHTpoJboBaHE jociipkeHHs ¢a3zu 3 KaboszaurtiniOy (XL184) y xomOiHamii 3
ATte3onizymabom mopiBHSHO 13 CopadeHiOOM Yy TMali€HTIB 13 MOUIMPEHOK TIeNaTOLETIOISIPHOI0
KapIIMHOMOIO, $IKI HE OTPUMYBAIM IONEPEJHI0O CHUCTEMHY HNpPOTHIYXJIMHHY Tepamitoy», XL184-312,
nonpaska 3.0 Bix 14 tpasus 2021 p.

3asiBHUK, KpaiHa

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

Crnoncop, kpaina

Exelixis, Inc., CIIIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

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




Jonatok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Bbpomrypa nocminnuka mist Rozanolixizumab Bix 06 Bepecust 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1246 Bin 26.05.2020
Ne 700 Bix 24.03.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratoueHTpoBe, MOJBIMHE CIIiNe, paHA0OMI30BaHe, IIane00-KOHTPOIbOBAHE MOCHIKeHHS 3 da3u s
OLIHKA e(EeKTHUBHOCTI, OE3MEeYHOCTI Ta MEPEeHOCHUMOCTI Mpernapary po3aHONIKCI3yMad y IOpOCIMX
YYaCHUKIB JIOCTIKEHHSI 3 MEPCUCTYI0UOI0 ab0 XPOHIYHOIO MEPBUHHOI IMYHHOIO TPOMOOILHUTONEHIE0
(ITIT)», TPOOO3, 3 mompaskoto 2 Bix 29 BepecHs 2020 poky;

«baratoueHTpoBe, MOJBIMHE CIIiNe, paHA0MI30BaHe, IIane00-KOHTPOIbOBaHE MOCHIKeHHS 3 da3u s
OLIHKA e(EeKTUBHOCTI, OE3MEeYHOCTI Ta MNEPEeHOCHUMOCTI Mpernapary po3aHONIKCI3yMad y JI0pOCIuX
YYaCHUKIB JOCHIPKEHHS 3 MEPCHCTYIOYOI0 ab0 XPOHIYHOI MEPBUHHOK IMYHHOIO TPOMOOIUTOIIEHIEI0
(ITTI)», TP0006, 3 monpaskoro 2 Bix 08 rpyans 2020 poxy

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

FOCibi biodapma EcApEn, bensrist / UCB Biopharma SRL, Belgium

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jonatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

InenTudikamis cyrreBoi
MONIPaBKU

Bxitouenns akponimy mportokony: «VICTOR»; Imcrpykmis s mamienta: «AccuHome®» Tect Ha
BariTHICTh, Ne 62-89101, Buganns 10-10, ykpaincekoro MoBot0; [HCTpyKIis nms namienTta: «AccuHome®»
TeCT Ha BaritHICTh, Ne 62-89101, Bunanus 10-10, pociiicbkoro MOBOI0; JINCT-p0o3’ICHEHHS 10 alleHAUKCY
2 Ta cekuii 8 mo mpotokory MK-1242-035 Big 23 BepecHs 2021 poky, aHITHCbKOI0 MOBOIO; BrimtoueHHs
JOJATKOBUX MICIb IPOBEJICHHS KITHIYHOTO BUITPOOYBaHHS

No I1.1.b. BiAmIOBIMAILHOTO JOCHIIHUKA

n/n HasBa micus nmpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS

1. n.M.H. IcaeBa I'.C.

Kninika nepxaBHoi ycraHoBu «HamioHambHuit iHcTHTYT Tepamii imeni JLT. Maioi
HanjonanpHoi akajgemii MEUUYHUX HAayK YKpaiHU», BIAJA1LT KOMIUIEKCHOTO 3HM)KEHHS PU3HKY
XPOHIYHMX HEIH(EKUIHHMX 3aXBOPIOBaHb Ha 0a3i BIAJIJICHHS TacTPOEHTEPOJIOTii Ta Tepamii,
M. XapKiB

2. nikap Pynenko JI.B.

KomynaneHe HekoMepuiitHe mnignpueMctBo «KuiBcbka MichbKa KIIIHIYHA JIIKapHS HIBUAKOL
MEMYHOI JIOMOMOTM» BHKOHaBYOro opraHy KwuiBcekoi wmickkoi pamu (KuiBcbkoi MichKoi
JIepKaBHOT aJMiHICTpaIlii), KapioJjoriune BiaiaeHHS (111 XBOPHX Ha iH(MAPKT MioKapay),
M. KuiB

3. JI.M.H., ipo¢. [TleBuayk C.B.

Kninika HayKOBO-IOCHIAHOTO I1HCTUTYTY peaOumitamii ocid 3 IHBaIIIHICTIO (HABYAJIBHO-
HAyKOBO-JIIKYBaJIbHUN KOMIUIEKC) BIHHUIIBKOTO HaIllOHAJILHOTO MEIUYHOIO YHIBEPCUTETY IM.
M.L. Tluporoma, Bimmia Tepamii Ta KITIHIYHOT PEBMATOJOTIi (TepameBTHYHE BiIALICHHS),
Binaunpkuii HaionanbHUM MenuyHuii yHiBepcuteT iM. M.L. [Tuporosa, kadeapa BHyTpILTHBOL
Megunuau Ne2, M. Binauis
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4, I.M.H., mpod. Pimko M.B.
KomyHanbHe HEKOMEpIiifHE MiIIPUEMCTBO «3aKaprnaTchKuil OONAaCHUI KIIIHIYHUM IEHTp
Kapaioysorii Ta KapaioxXipyprii» 3akaprnarcbkoi o00JacHOi paaM, BIAAUICHHS 3arajbHOi
Kapaionorii, JlepkaBHuii BHIIMN HABYATBHUN 3aKiag «Y>KTOPOJICHKHH HalliOHAIBHUN
yHIBEpCUTET», Kadeapa rociiTaabHOI Tepaltii, M. Y Kropos

5. I.M.H., ipod. Cuvos O.C.
Kiinika nepskaBHOi yctaHoBH «HarioHansHUN HayKOBHM IIEHTP «IHCTUTYT KapmioJorii iMeH1
akagemika M.J[. Ctpaxecka HamioHanpHOi akajgemii MEIUYHUX HAyK YKpaiHW», BIIJIUICHHS
apuTMmiii cepiis, M. Kuis

6. A.M.H., ipod. Llenyiiko B..
Komynansne HexopMmepuiiiHe migmpueMctBo «Micbka kiiHiyHa JikapHs Ne8» XapkiBChKOi
MICBKOI pajin, KapAioJoriyHe BiUIICHHS U1 XBOpHUX Ha iHpapKT miokapaa Ne3, m. XapkiB

7. K.M.H. BuntanBeupkuii I.1.
Komynanene mignpuemctBo «Jlikapas Nel» JKuToMupcbkoi MiCbKOI paad, KOHCYJIbTaTHBHO-
JiKyBasbHe BiaineHHs «HaykoBo-10CHiTHUIBKUIA HEHTP», M. JKutomup

8. I.M.H., Ipo¢. SArencekuii A.B.
Komynanene mianpuemcrBo «Menuune o00’eananHg JIynpkoi MICBKOi TepuUTOpiaibHOI
rpomMaan», BonuHCbkMI 00MacHMII LIEHTpP KapJlOBacKyJSpHOI MAaToJIoTii, BIAIIJICHHS
peabimitanii, M. JIynibk

9. a.M.H. Pynuk 10.C.
HepxaBHa ycraHoBa «IHctutyT Tepamii imeni JI.'T. Manoi HamionaneHoi akagemii MEIUIHUX
HayK YKpaiHu», BT KIIHIYHOT (apmakosorii Ta ¢apMakoreHeTUKH HeiH(eKIiHHuX
3aXBOPIOBaHb, M. XapKiB

10. | x.m.H. Knanma AL
KomyHnanpHe HekoMmeplliifiHe MiANPUEMCTBO «XMEIbHUIIBKUNA OOJIACHUH CEepIeBO-CYINHHUM
HEHTP» XMeNbHULIBKOT 00JacHOT pajy, BiAIIJICHHS 1HBa3UBHOI KapAi0JI0rii Ta iHTepBEHLIHHOT
pamiosorii Nel, m. XMeTbHUTIBKHI

11. | doneusn O.A.

MenuyHuii  1EHTp TOBapWcTBA 3 OOMEXKEHOI0 BiamoBimanpHICTIO «Menoyn-Kiiniky,
JTIKYBaJIbHO-PO(IaKTUYHUH 1ipo3ii, M. KuiB
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Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2237 Bin 18.10.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«PangomizoBaHe 1UTane00-KOHTPOJIbOBaHE ©Oa3oBe KiiHIuHe pgociimpkeHHs Il ¢asm g1 omiHku
epexTUBHOCTI Ta Oe3neku Bepimiryary / MK-1242, ctumynsaTopa pO3YMHHOI TyaHUTATIUKIA3H, Y
JOPOCIIMX 3 XPOHIYHOIO CEPIICBOI0 HEJOCTATHICTIO 31 3HMKEHOI (pakiliero BUKUIY», MK-1242-035,
Bepcis 00 Bix 14 munas 2021 poky.

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHor0 BignosigansHicTIO «MCJ] Ykpaina»

CnoHncop, kpaina

«Mepk Hlapn Enx Joym Kopm.», nouipue mignpuemctBo «Mepk Enn Ko., [ak.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(hapManeBTHYHOTO 3a0e3NeYeHHs

Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

InenTudikamis cyrreBoi
MONIPaBKU

Omnosiiena bpomrypa nocmigauka 3 npemapaty CHF 5993 pMDI (Trimbow®) (kox mokymenty CCD-1B-
0018), Bepcis 12.0 Bix 12 nunus 2021 p., aHriiicbkor MOBOIO; 3MiHA HailMEHYBaHHS 3assBHUKA B YKpaiHi
3 TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPAIHA» ma TOB «JABKOPII KJIIHIKAJI
JAEBEJIOIIMEHT VKPAIHAY; Jluct no marieHra, Bepcia 1.0 Big 04 mororo 2021 p. Ilepekinaneno Ha
yKpaiHCchKy MOBY Uit Ykpainw; Jluct no nmamienta, Bepcis 1.0 Big 04 motoro 2021 p. Ilepexnaneno Ha
pociiicbky MOBY st Ykpainu; [lnakar, Bepcis 1 Big 04 mororo 2021 poky ykpaiHcbkoro MoBoto; [Tnakar,
Bepcia | Bix 04 mrotoro 2021 poky pocilickkoro MoBor0; bpomrypa nmpusitanns, Bepcist 1 Bix 16 moTtoro
2021 poky ykpaiHChKOIO MOBOIO; bpoirypa npusitanns, Bepcia 1 Big 16 motoro 2021 poky pociiicbkoro
MoBo10; bpomrypa crocoBHo Habopy natieHTiB, Bepeist 1 Big 16 motoro 2021 poky yKpaiHCHbKOK MOBOIO;
Bpomrypa crocoBHo HaOopy mauieHTiB, Bepeis 1 Bix 16 mororo 2021 poky pociiicbkoro MOBOIO; 3MicT
nonatky st cmaprtdona s mamieHTtiB, Bepcis 1.0 Bim 16 motoro 2021 poky ykpaiHCHKOIO MOBOIO;
3MicT 1oJaTKy Juid cMapT@oHa 1 naiieHTis, Bepcis 1.0 Big 16 mororo 2021 poky pociicbKOI0 MOBOIO;
3MICT HaraayBaHb JUIsl maiieHTa (TOBIIOMIIEHHS B nonatky), Bepcis 2.0 Bix 11 TpaBHs 2021 poky
yKpaiHCHKOIO MOBOIO; 3MICT HarajyBaHb JUIsl maifieHTa (TIOBIIOMIJIGHHSA B J0JaTKy), Bepcis 2.0 Big 11
TpaBHs 2021 poky pocCiiCbKOI0 MOBOIO; 3MICT HaragayBaHb Jyis namieHTa (TekctoBi CMC noBiJOMIIEHHS ),
Bepcia 2.0 Bix 11 tpaBHst 2021 poky yKpaiHCHKOIO MOBOKO; 3MICT HarajyBaHb JJisl TAIll€eHTa (TEKCTOBI
CMC nosigomnenHns), Bepcis 2.0 Bix 11 tpaBHs 2021 poky pociiickkoro MoBoro; IHdopmariiina Ta
KOHTakTHa (opMa 3roju Ui BUKOPUCTaHHS HEOOOB’S3KOBOI MporpamMu JUisi cMapTHOHY/HaACHIIAHHS
TEKCTOBMX MOBiTOMJIeHb, Bepcis 1.0 Big 16 motoro 2021 poky ykpaiHCcbkoro MOBOM; [Hpopmamiiina Ta
KOHTakTHa ¢opMa 3roju Jis BUKOPUCTaHHS HEOOOB’S3KOBOI MporpaMu Juis cMapThOHY/HaICHIIaHHS
TEKCTOBUX MOBimoMIIeHb, Bepcist 1.0 Big 16 motoro 2021 poky pociiicekoro moBoto; CTS. IHcTpykiis 3
kopuctyBanHs CHF 5993 100/6/12.5ug a6o CHF 1535 100/6pg nikyBanbpHUI Hab1p, HOMep peaakiii 1.0
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Bix 04 6epesns 2020 p. pociiicbkoro MoBor0; CTS. [HCTpyKIlist 3 KOPUCTYBAHHS, TO3YIOUH aepO30JIbHUI
iHTAISITOP, 0 MicTUTh Tare6o CHF 5993, napuansuuii Habip, Homep penakitii 1.0 Big 04 6epesns 2020
p. pociiicekoro MoBOI0; KapTka kpuTepiiB BKIIOUeHHs/HeBKIt0UeHHs, Bepcis 1.0 Bix 21 TpaBus 2020 poxky
AHTITIHCHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 1010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«MixHapozaHe, 6araTolleHTpoBe, paHI0Mi30BaHe, MoBiiHe ciine gociimkeHHs ¢asu Il y 2 napanensHux
rpynax TPHUBAIICTIO 52 TWKHI 3 METOI TNOPIBHSIHHA €(EeKTUBHOCTI, O€3MeKH Ta TEePeHOCHMOCTI
¢bikcoBaHMX 103 TOTpPiiiHOI KOMOiHamii «OexkiIoMeTa3oH JumpomnioHar, ¢opMoTepon Gymapar i
riikonipowii 6pomin» (CHF 5993) i ¢ikcoBanmx 103 moABIHHOT KOMOIHAIT «OCKIIOMETa30H TUIPOITiOHAT
1 dopmotepon bymapar» (CHF 1535), oOuasi 3 sikux BBOAATHCS uepe3 iHraiastop pMDI, y mamieHTiB 13
XPOHIYHUM OOCTPYKTHBHUM 3axBoproBaHHsIM JereHb (XO3JI)», CLI-05993AA3-06, Bepcis 1.0 Big 21
TtpaBHs 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeskeHOI0 BifnosifansHicTio «JIABKOPIT KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CrnoHcop, kpaina

«K’e31 ®apmanertiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itamis

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Marepianu nns nanieHtiB  (iHpopMariiiHi Orosereni): bronmerens «lHpopMamiiiHui OrONETeHh NPO
nporpamy gociimpkeHb CONNEX», Bumyck 2 [CONNEX Newsletter2 V2 20JUL21 Ukrainian
(Ukraine)] (ykpaincpkoro MoBow); bronerens  «MHpOpMaMOHHBIM  OIOJUIETEHbh  MPOTPAMMBI
uccinenoBannii  CONNEX», Bunmyck 2 [CONNEX Newsletter2 V2 20JUL21 Russian (Ukraine)]
(pociiicbkoro MoBo10); bronerens «IHdopMmariiinuii OronereHs npo nporpamy gocaimkenb CONNEX»y,
Burmyck 3 [CONNEX Newsletter 3 V2 20JUL21 Ukrainian (Ukraine)] (yKpalHCBKOIO MOBOIO);
bronerens «MHbopmaninonHblii OroiieTeHb mnporpammbl  uccienoBanuii  CONNEX», Bumyck 3
[CONNEX Newsletter 3 V2 20JUL21 Russian (Ukraine)] (pociiicbkol0 MOBOI0);  bronerenp
«Indpopmaniiinuit Oronerens npo nporpamy pociimpkeHb CONNEX», Bunyck 4 [CONNEX Newsletter
4 V2 20JUL21 Ukrainian (Ukraine)] (ykpaincbkoio MOBOI0); bromerens  «MHpOpMaIimoHHBIN
OroyutereHb  nporpammbl - uccaenoBanuii CONNEX»,  Bunmyck 4 [CONNEX Newsletter
4 V2 20JUL21 Russian (Ukraine)] (pociiicbK0or0 MOBOIO)

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

Ne 1265 Big 23.06.2021

HazsBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«Pangomi3zoBaHe, TOBIHE ciine, Tuiane0o-KoHTpoiabkoBaHe nocmikeHHs Il ¢asm B mapamenbHuUX
rpymnax s OLiHKY e(eKTUBHOCTI Ta Oe3MeuHOo T 3acTocyBaHHA npenapary Bl 425809 onun pa3 Ha 100y
MPOTITOM 26-THXKHEBOTO TIepiofy JiKyBaHHS B marieHTiB 3 mm3odpenieio (CONNEX-2)», 1346-0012,
Bepeid 1.0 Bix 16 rpyans 2020 poky.

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Ykpaina»




2 MPOAOBKEHHS 10JaTKa 35

CrnoHcop, kpaiHa «bepinrep Inrensxaiim PLIB I'Mm6X enn Ko KI'», Asctpist / Boehringer Ingelheim RCV GmbH & Co KG,
Austria

CynytHi —

Marepiaiau/mpenapaTu

CYIYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupekropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinicTepcTBa OXOpOHH 340pOB’s1 YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Bbpomrypa gochignuka MK-3475, Bunanus 21 Bim 02 Bepecust 2021p., aHrmiiicbkor0 MOBOW0; YKpaiHa,
MK-3475-671, Tndopmamis Ta qOKyMeHT mpo iH(OpMOBaHYy 3roay s mamienrta, Bepcis 1.01 Bim 28
BepecHst 2021 p. ykpaiHChbKOolO MoOBoOw0; Ykpaina, MK-3475-671, Iudopmaiis Ta JOKYMEHT PO
iHpopmoBany 3roay aus namieHTa, Bepeis 1.01 Big 28 BepecHs 2021 p. pociiicbKor0 MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 713 Bin 13.04.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane, nozsiiiHe-ciine gociaiakeHHs Il ga3um n1BoXkOMIOHEHTHOI XiIMiOoTeparllii npenapaTaMu
IUTATUHU B KoMOiHauii 3 memOpomizymabom (MK-3475) aGo 0Oe3 HbOro, B SKOCTI HEOaJ'tOBAaHTHOI /
a/1’I0OBaHTHOI Teparnii AJis Malli€eHTiB 3 onepadelbHUM HeApIOHOKIITUHHUM pakoM Jieres 11, IITIA Ta I1IB
(T3-4N2) cramiit (HAPJI) (KEYNOTE-671)», MK-3475-671, 3 iHkopmopoBaHOw momnpaBkoro 09 Bix
23 yepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianopiganbHicTi0 «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk Ilapn Enn JJoym Kopn.», nouipne nianpuemctso «Mepk Enpg Ko., [Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuit po3ain Jlocke AOCHIIKYBaHOTO JiKapchKoro 3acody 3iboreHtan: Po3ain «P.8 CralinbHICTH
l'oToBoro mikapcekoro 3acoOy», Bim 23 BepecHs 2021 poky, mnst Ykpainwm; [lomoBkeHHS TepMiHy
MPUAATHOCTI JOCTIIKYBAaHOTO JiKapchbkoro 3acoOy 3i6orentan 0,25 mr ta 1,5 mr mo 21 micsus Ta
3i00TeHTaH 5 Mr 10 24 Mics1iB

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 1586 Bix 29.07.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararoueHTpoBe, paHI0Mi30BaHe, MOABIAHE CITiNe, M1aned0-KOHTPOILOBAaHE NOCTKeHHS (a3u 2b, mo
MPOBOANTHCS B TMapaliebHUX TpyMax 3 METOI BH3HAUEHHS Jiama3oHy 03, OLIHKH e()eKTHBHOCTI,
0e3reyHocTi Ta nepeHocumocti 3iboreHTany 1 Jlamarmidao3uHy y TaIl€HTIB 3 XPOHIYHOIO XBOPOOOIO
HUPOK 3 OLIIHIOBAaHOIO MIBUAKICTIO KiyOoukoBoi ¢inbrpamii (ollIK®) Bix 20 mu/xs/1,73 M2 nmo 60
mi/xB/1,73 m2», D4325C00001, Bepcis 1.0 Bix 14 Bepecus 2020 poxy

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

«Actpa3eneka Aby, llIBemis / AstraZeneca AB, Sweden

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

BxuroueHHs J0JaTKOBUX MICIb TPOBECHHS KIIHIYHOTO BUIPOOYBaHHS

Ne I1.1.B. BigmoBigaaLHOrO HOCIIIHUKA

/i Ha3zpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. k.M.H. Kneban 4.1
KuiBcbka kiiHiUHA JiKapHsS Ha 3aimi3HUYHOMY TpaHcropTi Ne2 ¢imii «llenTp oxopoHu
3I0pOB’S)»  aKIIOHEPHOTO  TOBapucTBa  «YKpaiHCbKa  3alli3HUISH», KOHCYIbTATUBHO-
JIArHOCTUYHHUN [EHTP MOJIKIIiHIKY, M. KuiB

2. n.M.H. JIeBuenko O. M.
Komynansue Hexomepiriiine mianpueMcTBo «Ojechbka oOiacHa KiIiHIYHA JikapHs» OpechKoi
00nacHOi paany, MonikIiHivyHe BiaaineHHs, M. Oxeca

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

Ne 1586 Bix 29.07.2021

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PangomizoBaHe, MOJBIWHE ciirne, Tae00-KOHTPOJIbLOBaHEe, OaraToleHTpoBe AociikeHHs 3b das3u 3
METOI0 OI[IHKM e(EeKTHUBHOCTI Ta O€3MEeYHOCTI MiALIKIPHOTO BBEJCHHS TyCelbKyMaly /Ui 3MEHIICHHS
O3HaK 1 CUMIITOMIB Ta CIIOBUILHEHHS PEHTI€HOJIOTTYHOI IpOrpecii y Malli€HTiB 3 aKTUBHUM IICOPIaTUYHUM
aptputom», CNTO1959PSA3004, nonpaska 1 Bix 07 xBiTHs 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»
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CnoHcop, kpaina

Janssen Pharmaceutica NV, Belgium / Sluccen @apmanestrka HB, benbris

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinicTepcTBa OXOpOHH 340pOB’s1 YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

InenTudikamis cyrreBoi
MONIPaBKU

IHcTpykuis 31 300py 3pa3ka Kaimy uis aMOyiaTopHuX mamienTiB, pexakuis 1.0.2 Bix 27 Bepecus 2021p.
yKpaiHCbKOI0 MOBOI0; KapTka moasiku 3a yuyacTh y nmociijxkenHi, Bepcis 1.0 Bim 14 xBitHa 2021 p.
yKpaiHChKOI0 MOBOW; OmnwuryBanbHUK «BewipHili mozennuk», Bepcis 4.1 Bim 11 xoBtHS 2021p.
yKpaiHChbKOIO MOBOIO; ONUTYBambHUK «AHKeTa mogo crany 310poB’ss EQ-5D-5L», Bepcis 1.2 Bin
09 wepBHs 2021p. aus YkpaiHu YKpaiHCHKOIO MOBOO; [HCTPYKIIT 4O CaMOCTIHHOTO 3alTOBHEHHS aHKETH
M0 3aNaJIbHOMY 3aXBOPIOBaHHIO KUIIEYHHUKA, Bepcis 7 Bix 18 yepBHa 2021p. mis Ykpainu ykpaiHCBKOIO
MoBOI0; OnuTyBanbHUK «Barie 310poB’st Ta caMonovyTTsi», Bepeis 2 Bix 09 gepsust 2021p. yKpaiHCHKOIO
MOBOIO

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

Ne 1773 B17 20.08.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

Binkpure, TOBrocTpokoBe po3LIMpeHe NociiikeHHs bpasukymaly y mamieHTiB 3 XBopoboto Kpona Bix
cepeaHboro A0 Baxkoro crynens aktuBHocTi (INTREPID OLE), D5271C00002, nonpaska 3, Bepcis 4.0
Bix 02 6epe3ns 2021

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

CynyTHi
MaTtepiaiu/mpenapaTu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa gocnigauka MK-3475, Buganns 21 Big 02 Bepecust 2021p., aHrildcbko0 MOBOIO; OHOBIICHHS
Homepy EudraCT: 6ymno 2015-005141-32 crano 2015-005053-12

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1277 817 20.10.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBane, BigkpuTe KiiHIuHE gociimkeHHs Il ¢asu mnopiBHsHHS mnemOponizymady Ta
OpeHTyKcMMaly BEJOTUHY y MAalLlI€HTIB 3 PELUAMBYIOYOI0 a00 PE3UCTEHTHOIO 0 JIKYBaHHS KIACHYHOIO
nimpomoro Xomkkinay, MK-3475-204, 3 inkopriopoBanoro nornpaskoro 05 Big 18 mororo 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianoBinanbHicTi0 «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk Ilapn Eag loym Kopm.», nogipue mianpuemctBo «Mepk Exn Ko., Iak.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

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




Honatok 41

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIEHHS KUIBKOCTI MAIl€HTIB, AKI OpUHMAlOTh y4yacThb Yy KIIHIYHOMY BHUIpPOOYBaHHI Ha TEpPUTOPIi
VYkpainn, 3 65 no 150 oci6; BxiroueHHs 101aTKOBHX MiCIIb TPOBEACHHS KIIHIYHOTO BUIIPOOYBaHHS:

No I1.1.b. BiAmOBIMAILHOTO JOCHIIHUKA

n/n HasBa micus npoBeieHHS KIIIHIYHOTO BUIPOOYBaHHS

1. 3aB. Bia. ['ososko 10.C.
Komynansne Hexkomepuiiine mianpuemctBo KuiBcbkoi obnmacHoi paan «KuiBchkuii oOmacHui
OHKOJIOT1YHHH JHCTIaHCep», BiAIICHHs a0 JoMiHANBHO]T Xipyprii, M. Kuis

2. k.M.H. Tpyxin J[.B.
KomyHansHe HekoMmepiiiiHe mianpueMcTBo «OnechbKuil 001acHUI OHKOJIOTTUHUN AMCIIaHCEP»
Opnecpkoi 00macHOT paau», CTallioHap JAEHHOro nepeOyBaHHS IUCHAHCEPHO-TOMIKIIHIYHOTO
Bimminenns, M. Oxeca

3. J.M.H., ipo¢. 3aiiues B.1.
O6siacHe KOMyHaJbHE HEKOMepIliiiHe mianpueMcTBo «YepHiBellbka o0jacHa KIIIHIYHA
JIKapHSA», ypOJOoriuHui miapo3 i, M. YepHiBLi

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

Ne 1586 Bi729.07.2021




2 MPOAOBKEHHS nojaTka 41

Hasga xiiniuHOTO «Binkpure, pannomizoBaHne, KOHTPOJIbOBaHE, 3 (a3u mociimkeHHs eHpopTymMaldy BEIOTHHY B KOMOiHAii

BHUIPOOYBaHHS, KO, 3 memMOpodizymMaboM y TOpiBHSHHI 3 JIMIIE XIMIOTEpami€d TMpH  paHile He JIKOBAaHOMY

Bepcis Ta Jara MICIIEBOIIOIIMPEHOMY a00 METAaCTaTUYHOMY ypoTemiaabHoMy paky», SGN22E-003, mompaska 3 Big 10
moToro 2021 poxy

3asBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa «Cimxken IHK.»/ Seagen Inc., CIIIA

CynyTHi —

Marepiaiau/mpenaparu

CYITYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3NeYeHHS IBan 3AZIBOPHUX




Jonatok 42

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikarnis cyrreBoi
MOTIPaBKH

Bbpomrypa gocmignuka MK-3475, Bunanus 21 Bin 02 Bepecust 2021p., aHrmiiicbkor0o MOBOW0; YKpaiHa,
MK-3475-992, Indopmarmiss Ta noKyMeHT npo iH(opMoBaHy 3romy s mamieHta, Bepcis 04 Bim 30
BepecHs 2021p., yKpalHChKOIO MOBOIO, CTBOPEHA Ha OCHOBI INIOOANBLHOTO IIAOIOHY JJS AOCHTIIKEHHS
MK-3475-992, Bepcis 04 Bin 23 Bepecust 2021 p., a Takoxk mabIOHy 3aTBEPIKEHOTO sl YKpaiHu, BepCist
Bix 15 ciuyns 2021 p. ykpaiHcbkor MoBoio; Ykpaina, MK-3475-992, Iudopmanisi Ta TOKYMEHT PO
iHpopMmoBany 3rony ais mamienta, sepcis 04 Big 30 BepecHs 2021 p., pociiicbKOI0 MOBOIO, CTBOpPEHA Ha
OCHOBI TnoOanpHOro mabnaony s pocnimpkenns MK-3475-992, sepcis 04 Bim 23 Bepecust 2021 p., a
TaKOX MIa0JIOHY 3aTBEPXKEHOTO st YKpainu, Bepcis Bif 15 ciuns 2021 p. pocilichKoi0 MOBOIO

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

Ne 1143 Big 15.05.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, TMOJBIMHE CIine, TIaNebd0-KOHTpoIboBaHe KiiHiuHe npociaiymkenas Il dasum  mis
BHUBYEHHS e(PEeKTHBHOCTI Ta O6e3neuHocTi nemopomnizymady (MK-3475) y komOiHalii 3 XiMiOIpPOMEHEBOIO
tepamiero (XIIT) y nmopiBHsHHI auimie 3 XimionpoMeHeBoro Tepamieto (XIIT) B ydacHukiB 3 M’s30BO-
iHBa3uBHUM pakoM cedoBoro Mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992 , 3 iHKOPIOpPOBaHOIO
nonpakoro 02 Bizx 07 uepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianopinanbHicTiO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Enn JJoym Kopn.», nouipue nignpuemctso «Mepk Ena Ko., Tnk.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

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




Jonatok 43

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinicTepcTBa OXOpOHH 340pOB’s1 YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

InenTudikamis cyrreBoi
MONIPaBKU

3MiHa MicIsl MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS !
byno Crano

k.M.H. Tomax H.B. k.M.H. Tomax H.B.

KomyHnaneHe  HekomepuiiiHe — mianpuemctBo | Meauunuii 1eHTp ToBapuctBa 3 0OMEXEHOIO
«Micpka mikapas Ne2» 3amopi3pkoi Michkoi | BignosinambHicTio «IHET-09», M. 3anopixoks
paay, HeBPOJIOTIYHE BIJIUICHHS, M. 3aropiioKs

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

Ne 1143 Big 15.05.2020

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«docmikeHHs 2-of ¢a3u A8 OLIHKKM e(EeKTUBHOCTI, O€3MeYHOCTI Ta MEePEeHOCHMOCTI Mpenapary
E¢rapririvon PH20 nis migmkipHOro BBEACHHS Yy JOPOCIUX MAllI€HTIB 13 XPOHIYHONIO 3anajibHOIO
neMieninizyroyoro nosinerponatiero (X3/111)», ARGX-113-1802, Bepcis 4.0 Bix 30 nmuctonazaa 2020 p.

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosimaneHicTio «KoHTpakTHO-Jlocminuunpka Opranizauis IHHOpapM-
Ykpaina»

Cnoncop, kpaiHa

argenx BVBA, Belgium/ apmxenkc BBBA, benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




Honartok 44

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

3MiHa TPUBAJIOCTI KIIHIYHOTO BUIIPOOYBaHHS B CBITI Ta B YKpaiHi 3 4 kBaptany 2021 poky mo 31 rpyans
2023 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 687 Bin 21.06.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«MixHapoaHe, OaraTOLEHTPOBE, paHIOMI30BaHE, BIJIKpUTE, MOPIBHSUIbHE JOCHIIKEHHA ¢a3zu 3 1o
BU3Ha4YeHHIO edekTtuBHOcTi [lypBamymaOby um komOiHamii JypBamyma®y 1 Tpemenimymaly i3
IUIATUHOBMICHOIO  XiMmioTepamiero jnsg  1-i  JiHI]  JIKyBaHHS  NAI[lEHTIB 3  METacTaTUYHUM
HeapiOHoKmiTHHHUM pakoM JjereHiB (HKPJI) (POSEIDON)», D419MC00004, Bepcis 6.0 Bix 09 numnus
2021p.

3asiBHUK, KpaiHa

TOB «ACTPA3SEHEKA YKPAIHA»

CrnoHcop, kpaina

AstraZeneca AB, Sweden

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




JonaTtok 45

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

OHoBIIeHHSI MaTepialliB AJs MAIIEHTIB y 3B’ 53Ky 3 BUXOJOM OCTaTOYHMX MAaKeTiB IIKaJI HAa YKPaiHCHKIN Ta
pociiicekiii MoBax: Maker DSU306 ua-UA Bepcis 1.0 Big 27 Bepecus 2021 Ha ykpaiHCBKii MOBI.
Maxker DSU306 ru-UA Bepcis 1.0 Big 27 ceprnns 2021 Ha pocilicbkiii MOBI

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1773 Bin 20.08.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, paHIOMi30BaHEe B 2 IPYIH, BIIKPHUTE JOCT/DKEHHS (a3 3 mpemapary TpacTy3ymaldy
nepykcrekany y naumieHTiB 3 HER2-mosutuBHOIO MeTtactatnyHOO Ta/abo Hepe3eKTaOeslbHOIO
aJICHOKapIIMHOMOIO IIUTYHKa a00 IUTYHKOBO-CTPAaBOXIJHOTO 3'€JHaHHSI, SKa IporpecyBaia IMijJ dac abo
MICIIA peXUMY JIIKyBaHHS 13 3acTocyBaHHsIM TpacTty3ymady (DESTINY-GASTRIC04)», DS8201-A-U306,
Bepeid 1.0 Bix 12 nucronana 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Crnoncop, kpaina

Daiichi Sankyo, Inc., USA (CIIIA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

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




Jonatok 46

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinicTepcTBa OXOpOHH 340pOB’s1 YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIeHHS KITBKOCTI YYaCHHKIB JOCTIKEHHS B YKpaiHi Bi MonepeaHbo 3amaaHoBanoi 3 21 10 65 oci6

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 422 Bin 10.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararonieHTpoBe, BIIKpUTE IOCIIKEHHS 3 OIHIEIO TPYNOIO JUIs OLIHKM JIOBrOTpHUBaJIOl O€3MeKw,
NEePEeHOCUMOCT] Ta e()eKTUBHOCTI OpiBapaleTaMy B YYaCHMKIB JOCIHIPKEHHS BIKOM Bi 2 710 26 pOKiB i3
JTUTSYO0I0 aOCAaHCHOIO eMJIeTICiEr0 a00 IOBEHIIbHO abcaHCHOO emiernciero», EP0132, 3 inkopmopoBaHoo
nonpaskoro 2 Big 29 Gepesns 2021 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

UCB Biopharma SRL, Belgium

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




Honatok 47

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

[TonoBxkeHHST TpUBANIOCTI MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS B CBITI Ta B YKpaiHi no 31 rpynHs
2022p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1143 Big 15.05.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane nepexpecHe pocnimpkeHHs Il ¢as3u, mo npoBoaAuThCs y JBa €Tany 3 METOI0 MOPIBHSIHHS
(bapMaKkOKIHETUYHUX XapaKTePUCTUK I OI[HKM O€3MeYHOCTI Ta MepeHOoCUMOCTi MenduydeHy npu
BHYTpILIIHBOBEHHOMY BBEJIEHHI B MNepu(epuuHi Ta LEHTpajibHI BEHM NpPU JIKYyBaHHI MAIIEHTIB 13
PEIUANBHOI0 Ta pePpaKkTepHOI0 MHOXHHHOIO Miemomoro», OP-109, penmakmis 2.2, IlompaBka 3 Bix
10 6epesns 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaina

«Onkornenraiac Ab» [Oncopeptides AB], [lIBewuist

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro fupexkropa JIlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




JonaTok 48

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIEHHS KIIBKOCTI YYaCHHKIB JOCTIKEHHS B YKpaiHi BiJ monepeaHbo 3amiaHoBanoi 3 21 10 65 ocid

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 516 Bin 22.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomMizoBaHe, TIATBEpKYyloue, TOJABIMHE cIiine, IuIane00-KOHTPOJIbOBaHE, OaraTolEHTPOBE
JOCIHIJKEHHS MiA00py ONTUMANBHOI 03U B MapalelbHUX Ipynax i3 2-eTalHUM aJJalTUBHUM JU3aiHOM 1
PaH/I0MI30BaHOI0 BIAMIHOIO JJISl OLIHKHM €(eKTUBHOCTI, OE3MEYHOCT] Ta MEPEHOCUMOCTI OpiBapaiieraMmy B
SKOCTI MOHOTepamnii B Mali€eHTIB y Billl BiA 2 10 25 pokiB i3 JUTAYOI0 aOCAHCHOIO eIijiernciero abo
IOBEHIJIbHOIO abcaHCcHOw emurenciero», N01269, 3 iHKoprmopoBaHOIO MOmNpaBkow 2 Bix 29 Oepe3Hs
2021 poky

3asiBHUK, KpaiHa

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

Crnoncop, kpaina

UCB Biopharma SRL, Belgium

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

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




Jonarok 49

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM J10 noaaTka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

[Ipotokon kmiHiyHOrO nociimxkeHHs [6T-MC-AMAX 3 iHKOpIopoBaHOK TonpaBkoro (a) Big 01 maumHs
2021 poky; Indopmanis mis mamienta pocnimkeHHs Ta ®opma IHpopmoBanoi 3romu mns ydacti y
JOCTIPKeHH1 NI BUKOPUCTaHHS B YKpaiHi, Bepcigs No 2.0 ykpaiHCBKOIO Ta POCIHCHKOI0O MOBaMH Bij
03 Bepecnst 2021 poky; Kaprka HaramxyBanHs mpo HacTynmHUl Bi3uT, Bepcis 1 Big 07 Bepecus 2021 poky,
YKpaiHCHKOIO Ta POCIHCHKOI0 MOBAaMU

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

Ne 1849 Big 11.08.2020

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararouentpose, Binkpute, IlomoBxene MHocmimkenns III ®asu gna Ouinku JloBrorpusanoi
EdextuBnocti Ta besneunocti 3actocyBanHs Mipikisymady y IlamientiB i3 XBopobOoro Kponay,
I6T-MC-AMAX, ininiansHa Bepcist Bix 13 rpyans 2019 poky

3asiBHUK, KpaiHa

«Eni JIimm Boctok CAw, [Beiinapis

Crnoncop, kpaina

Emi Jlimmi enn Kommani, CIIA / Eli Lilly and Company, USA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jonarox 50

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM 710 noAaTtka Ne 50 10 Haka3y
MinictepcTBa OXOPOHH 340pOB’ sl YKpaiHH Bix
24 tpaBHs 2021 poxky Ne 1012»

5.11.2021 Ne 2426

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBIleHUH TPOTOKOI KIIiHIYHOTO BUNpoOyBaHHs, Bepeid 8 Bix 12 cepmus 2021 p.; ®opma inpopmoBanoi
sroau Bepcis 8.0 st Ykpainu ykpaiHChKOO Ta pociiickkoro moBamu Bix 10 BepecHs 2021 p. Ha ocHoBi
MozenbHOi (opmu iHGopmoBaHoi 3rogu st gociimkeHHs GO40241 (IMpower030) Bepcis 8 Big 12
ceprns 2021 p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 928 Bin 15.05.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«IlongiitHe ciine, OaraTolleHTpoBe, paHaoMizoBaHe gociipkeHHs I dbas3u mis omiHkK eheKTUBHOCTI Ta
0e3nexky Heoal'toBaHTHOI Teparlii are3onizymadbom abo miianebo B KoMOIHAIlT 3 XIMIOTepaIli€lo Ha OCHOBI
IpenapaTiB IJIaTUHU y TAaIll€eHTIB 3 omepadelbHUM HeApiOHOKIITUHHUM pakom serens I, IIIA 1
Bu6GipkoBo IIIB craniin, GO40241, Bepcis 7 Bix 24 mororo 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHO0 BiAnoBiAaibHICTIO «Pomr Ykpainay

CrnoHcop, kpaina

®.Xopdpmann-JIs Pour JIta, [seiuapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




