Hoparok 1
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«BigkpuTe GaraTorjeHTpoOBe paHZOMi30BaHe AoCTiJKeHHS 3-1 (a3u mepioi JiHii Tepartii eHkopadeHibom 3
1ieTykcuMaboM y To€iHaHHI 3 XimioTepartie€to abo 0e3 Hel B MOpPIBHSHHI 3i CTaHZAPTHUM JIIKyBaHHSM 3
BBi/[HOIO (pa30t0 /17151 OLiHKK Ge3rmeuHoCTi 3acTocyBaHHsI eHKopadeHiOy Ta 1eTykcumaly 3 ximioTepariero y
TMaLli€eHTIB i3 MeTacTaTUYHHWM KOJIOpeKTaJbHUM pakoM i3 myrtaulieto BRAF V600E», kox mociigkeHHsS
(C4221015, nonpaBka 3 10 TpoTokoy Bif 24 ntotoro 2021 poky

3asgBHUK, KpaiHa

[1¢arizep Iuk., CIITA

CnioHCOop, KpaiHa

[atizep Iuk., CIITA

[Tepetik goC/iIKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Enkopacdeni6; (PF-07263896; 1269440-17-6; PF-07263896; SUB177218); Encorafenib; Enkopadeni6;
Karicynu; 75 wmr, minirpam(u); Pfizer Ireland Pharmaceuticals, Ireland; Catalent Pharma Solutions LLC;
Solvias AG, Switzerland; Confarma France - Hombourg, France; Almac Clinical Services Limited, United
Kingdom; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services UK Limited, United
Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV, Belgium; Almac Clinical Services,
USA; Anderson Brecon Inc. (PCI of Illinois), USA; Fisher Clinical Services Inc., USA; Pfizer Inc. Pfizer
Worldwide Research and Development, USA; Pfizer Limited, UK;

Letykcumab; EPBITYKC; (205923-56-4; SUB01178MIG); Cetuximab; Erbitux; po3uun gns in’ekuiii; 5
mr/mi, wmimirpam(u)/mininitp; Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide
Research and Development, USA; Pfizer Limited, UK ; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV, Belgium; Fisher
Clinical Services GmbH, Germany

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. Agamuyk I".A.

KomyHanbHe mignpuemctBo «KpuBOpi3bKuii OHKOJIOTiUHMK AucriaHcep» JIHINporneTpoBcbKoi 06sacHOi
paau», XimioTeparieBTUUHe BiajinieHHs, M. KpuBuii Pir

2) K.M.H. anienko O.T'.

KomyHanbHe HekoMepLiliHe mifnpueMcTBo «MicbKa KiiHiuHa yiikapHs Ne2 imeni mpod. O.0. IllanimoBa»
XapKiBCbKOI MiCbKOI pajiv, MPOKTOJIOTIYHE Bi/i/Ii/IeHHs, M. XapKiB

3) a.m.H. Ckopuit 1.1.

KomyHa/eHe HekoMmepllifiHe MianpueMcTBO «O06acHUN 1[eHTP OHKOJIOTii», OHKOXipypriuHe BifijeHHsS
LIIJTYHKOBO - KMILIKOBOI'O TPAKTy, M. XapKiB
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IIpenapaTtu MOpiBHAHHS, Besarmzymab; 3ipabes™;  3IPABEB; (216974-75-3; SUB16402MIG); Bevacizumab; beBarm3ymab;
BUPOOHUK Ta KpaiHa KOHLIeHTpaT AJis po3uuHy s iHdys3iid; 400 mr/16mn (25 mr/mn); Pfizer Ireland Pharmaceuticals, Ireland;
Pfizer Inc. Pfizer Worldwide Research and Development, USA; Pfizer Limited, UK; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA;
Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

Kanermrabin; KATIEIIMBEKC 150; Kamernurabin; 154361-50-9; SUB12474MIG; Capecitabine,
Capecitabine Accord; Tabnetku; 150 mr, misirpam(u); Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Inc.
Pfizer Worldwide Research and Development, USA; Pfizer Limited, UK; Almac Clinical Services, USA;
Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical
Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV,
Belgium; Fisher Clinical Services GmbH, Germany;

Oxkcaniriatud;  OKCAJIITIJIATUAH/ OXALIPLATIN; (61825-94-3; SUB09490MIG; Oxaliplatin;
Okcanin/iaTvH; KOHLEHTpaT AJis po3uuHy Ajs iHdy3iid; 5 mr/mi, Migirpam(u)/mininitp; Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide Research and Development, USA; Pfizer Limited,
UK; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

IpuHoTekaH (ipyHOTeKaHy TiApoxyopuny Tpurigpat); (97682-44-5; 100286-90-6; SUBO08295MIG;
Irinotecan, CAMPTO); po3uun s id'ekiiti; 300 mr/15 ma (20 mr/min); Pfizer Ireland Pharmaceuticals,
Ireland; Pfizer Inc. Pfizer Worldwide Research and Development, USA; Pfizer Limited, UK; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA;
Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

Kanbuito Qomninar (yieiikoBopuH/ jeiikoBopuH Kanblito (leucovorin/leucovorin calcium); 1492-18-8;
SUB06052MIG; Calcium Foli; po3uun pans in’exuii; 300 mr/30 ma (10 wmr/min); Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide Research and Development, USA; Pfizer Limited,
UK; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

@ropypaumi;, @TOPYPAILINIT AKKOP/; Fluorouracil; (51-21-8; SUB07721MIG); po3uuH Ajisi iH’ €KLili;
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50 wmr/mn, minirpam(u)/mininitp; Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide

Research and Development, USA; Pfizer Limited, UK; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV, Belgium; Fisher
Clinical Services GmbH, Germany;
Kameruta6in; KATIELIMBEKC 500; Capecitabine; (154361-50-9; SUB12474MIG); TabneTtku; 500 wr,
minirpam(u); Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide Research and
Development, USA; Pfizer Limited, UK; Almac Clinical Services, USA; Almac Clinical Services Limited,
United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United
Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV, Belgium; Fisher Clinical Services
GmbH, Germany

CynyTHi Enekrpokapgiorpadu, maboparopHi meHTpudyry (X0/0[0Bi), peecTpaTopu TeMIiepaTypH, jaabopaTopHi
Marepianu/mpenapaTy Habopy 3 CyNpoOBiJHMMM MaTepianaMu, CKaHepu OapKofiB, JpyKOBaHi MaTepiaid, eJIeKTPOHHI
CyIyTHBOI Tepariii OTUTYBAJbHYKY, iH(y30MaTH Ta HAOOPH /17151 B/B BBE/I€Hb.

Komnanis, sika fie€ 3a [JOBipeHICTIO, fIKy HaJiaB CIIOHCOP UM 3asBHUK Ha BBe3eHHs [OC/iPKyBaHHX
niKapchKUX 3acobiB Ta cymyTHiX MaTepianiB: TOB «C.M.O. - Ykpaina»; TOB «CMO - I'PYTI Ykpaina»;
TOB «KoHTpakTHO-A0C/iJHUIbKA OpraHi3aLlis IHHodapM-YKpaiHa».

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hoparok 2
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

baraTorieHTpoBe, paHj0Mi30BaHe, MO/BiliHe Cire, Mareb0-KOHTPOIbOBaHe JOC/TiPKEHHS B TapaielbHUX
rpyrax [jisi OLiHKM eeKTHBHOCTI, Oe3meyHocTi Ta mepeHocumocTi CoTiKiectaTy B SIKOCTi JOAATKOBOI
Tepariii y MaijieHTiB JUTSYOro BiKy Ta JOpociux i3 cuHapomoM JleHHokca-I'acto (CJIT), koA mocmimKeHHs
TAK-935-3002, iHinjianbHa Bepcist Bif 24 6epe3nst 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OO0MmexxeHoro BigmosigameHicTio «KoHTpakTHO-[locmigavibka Opradizaris [HHObapM-
YKpaiHa»

CnoHcop, KpaiHa

Takezna [leBenonmeHT CeHtep Amepikac, IHk. (TIC Awmepikac) (Takeda Development Center Americas,
Inc.(TDC Americas)), United States of America

ITepesnik fociipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMma,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Cortiknecrar, Soticlestat, TAK-935, TAK-935/0V935 (TAK-935; soticlestat); Tabaetku; 100 mr; Bushu
Pharmaceuticals Ltd. Kawagoe factory, Japan;, SPERA Pharma, Inc. (momepegnsi Ha3Ba Takeda
Pharmaceutical Company Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Sumika
Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA;

Cortiknecrar, Soticlestat, TAK-935, TAK-935/0V935 (TAK-935; soticlestat); Tabmetku; 20 mr; Bushu
Pharmaceuticals Ltd. Kawagoe factory, Japan; SPERA Pharma, Inc. (momepegnsi Ha3Ba Takeda
Pharmaceutical Company Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Fisher Clinical
Services, USA;

nane6bo o Coriknecrar, Soticlestat, TAK-935, TAK-935/0V935 100 wmr; Tabnetku; Bushu
Pharmaceuticals Ltd. Kawagoe factory, Japan; SPERA Pharma, Inc. (momepegnsi Ha3Ba Takeda
Pharmaceutical Company Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Fisher Clinical
Services, USA;

nnanebo go Coriknecrar, Soticlestat, TAK-935, TAK-935/0V935 20 mr; Tabnetku; Bushu Pharmaceuticals
Ltd. Kawagoe factory, Japan; SPERA Pharma, Inc. (rmonepeans Ha3ea Takeda Pharmaceutical Company
Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUNIPOOYBaHHs B YKpaiHi

1) k.m.H. JenbBa [.}FO.

KomyHasibHe HeKoMepIjiiiHe TiArpreMcTBo «IBaHO-®paHKiBCchKa 00/1acHa AUTSYA KiTiHIUHA JTiKapHs I[BaHO-
®dpaHKiBCbKOI 00/1aCcHOI paju», BifAiseHHs Ay AiTel 3 ypaykeHHSIMU LIEHTPa/IbHOI HEPBOBOI CHCTEMH Ta
nopyiieHHsIM (QYHKI[ii OTIOPHO-PYXOBOTO0 arnapaTy, M. IBaHo-dpaHKiBCbK
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2) a.m.H. Kupuuenko A.T.

KomyHanbHe mianpueMcTBo «/IHirporeTpoBcbka o0siacHa AWTSYA KiiHiUHA JiKapHs» JJHITPONeTpoBChKOT
obsiacHOi pagu», HelpoxipypriuHe BiJjiijieHHsI 3 HEBPOJIOTIYHUMHU JTiXKKaMH, M. [JHinpo

3) K.M.H. MakeznoHcbKa 1.B.

KomyHanbHe HekoMepLiiliHe MiAnpreMcTBO «MicbKa fuTsva KiaiHiyHa gikapHsa Ne5» [IHINPOBCHKOI MiCbKOI
pajiy, HeBPOJIOTiuHe BiJ/i/IeHHs MOJIOAIIOrO BiKy, M. JIHITIpO

4) k.M.H. MaptuHiok B.1O.

Hep>xaBHUM 3aK/a[| «YKpaiHCbKUNA MeIMUHUM 1[eHTp peabimiTallii fiTeli 3 opraHiuHUM ypa)keHHsSIM HEPBOBOL
cuctemud MiHicTepcTBa OXOPOHU 37I0POB 51 Y KpaiHW», KOHCY/IbTaTUBHO-ZiarHOCTUYHE BifiieHHs, M. KuiB
5) K.M.H. XapuToHOB B.I.

KomynaneHe HekoMmepuiiHe mignpuemcTtBo «KiiniuHa sikapHsi «[ICUXIATPISI» BuKOHaBYOro opraHy
KuiBcbkoi micbKoi pagu (KuiBcbkoi MicbKoOi iepykaBHOT afiMiHicTpallii), BiagineHHss Nell, m. KuiB

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

—

B.o. reHepa/ibHOro JupeKkTopa /lupeKkroparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 3
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«Mi>kHapo/iHe, paH/|OMi30BaHe, TIO/[BiliHe CJlire, aKTUBHO KOHTPOJIbOBaHe MAOCTi/pKeHHS 3 da3u s
MOpiBHSIHHA ~ K/iHiyHOI  edekTuBHOCTI, Oe3meyHocTi, QapMakokiHeTUKM Ta (apMakKoAWHAMIKU
JoCTipKyBaHoro mofibHoro 6Giosoriunoro sikapcekoro 3acody EB1001 i3 3apeectpoBanuM y €C
niperiapatoM Prolia® y »KiHOK 3 0OCTeornopo3oM B MocTMeHoray3i», Koz, gocaimpkeHHs: EB-CLIN-1001-03,
Bepcis 1.0 Big 24 tpaBHs 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 ObmexxeHoro BignosiganbHicTio «KoHTpakTHO-ocmignunbka Opranizanis IHHOGMapM-
YKpaiHa»

CnoHcop, KpaiHa

Eden Biologics, Inc., Taiwan / Exen Bationopxkikc, IHK., TaliBaHb

ITepesnik fociipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMma,
J103yBaHHsI, BUDOOHUK,
KpaiHa

EB1001 (denosumab) (EB1001; pekombiHaHTHe TIOBHOPO3MipHE MOHOK/IOHA/lbHE AHTWTINIO JIFOJUHU
nigknacy 1gG2); Po3uun ans iH’ €Kil y morepegHb0 3aTIOBHEHOMY OZHOPA30BOMY IITIPUIIi 06’eMom 1 mui,
mo mictute 60 mr/ma npenapaty EB1001; Eden Biologics, Incorporate., Taiwan; Ajinomoto Bio-Pharma
Services, USA; Nelson Laboratories, USA; Charles River Laboratories, USA; PCI Pharma Services,
Australia; PPD Development Ireland Ltd., Ireland;

BianosigansHuii (i)
JNOCJTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) a.M.H., mpod BapHa O.M.

MeauuHUl [IEHTP TOBapuCTBa 3 OOMEXeHOI BiAmoBimanbHicTIO «IIpeBeHTK/iHiIKa», KOHCYJIbTaTUBHO-
JliarHOCTUUHMM Biagii, M. Kuis

2) nikap JlitoBuenko 1.B.

MeauuHUi LIEHTP TOBApMCTBA 3 OOMe)KeHOI0 BiAmoBifganbHicTIO «Xesic Kminik», Bigmin kKapgiosorii Ta
pPeBMaToJIOrii MeIMYHOr0 KJIIHIYHOr0 AOC/IIIHULBKOTO LIeHTPY, M. BiHHuULA

[TIpenapatu MOPiBHSHHS,
BHUPOOHUK Ta KpaiHa

ITpomia, Prolia, EU-Licensed Prolia, US Prolia (denosumab; pekom0iHaHTHe TIOBHOPO3MipHe
MOHOKJIOHa/IbHe aHTUTINO mofuHu mifknacy I1gG2); Po3umH s iHeKUid y mnonepefHbO 3allOBHEHOMY
ogHopa3oBomy wmpuili ob'emom 1 wi, o Mictute 60 wmr/mn npemnapaty Ilpomia; 60 wmr/mn
(minirpamie/mininitp); PPD Development Ireland Ltd., Ireland; Amgen Technology (Ireland) Unlimited
Company, Ipnangis;
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CymnyTHi
MaTepianv/mpernapaTi
CyMyTHBOI Tepariii

- Bitamin D (JIiBcaH), Tabnetku o 10Mkr (400 MO) Bitaminy D, 90 Tabnetok y ¢uiakoHi, 1 dakoH y
kopobui (Livsane Vitamine D)

- MinepanbHi gomimku Kaneimrpan CiHe (Kanbliiii), TabseTku KyBasibHi 1o 500 mr, 100 TabseTok y
dnakoni, 1 dakoH y kopobrii (Calcigran Sine)

- nabopaTopHi Habopw,

- TeMIlepaTypHi JaTuUMKU «ZJaTa JIorepyu» JJis TeMIlepaTypPHUX BUMipIHOBaHb,
- IPyKOBaHi Marepiaau

- Ta iHIlle cynyTHE 00/1afHAHHS /IJIs1 KJTiHIYHUX BUIPOOYBaHb.

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopartox 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«EdekTrBHiCTb Ta Ge3rneuHicTe nperapaty SAR441344 mpu jiiKyBaHHI CMCTEMHOTO UePBOHOTO BOBYAKa:
paH/ioMi30BaHe, TO/BiliHe cJiine, TM/1ale00-KOHTPO/IbOBAaHE JOCTIHKeHHsT a3y 2 i TiATBepKEeHHs
KoHLenii», ko nocaigpkeHHs ACT17010, Bepcist 1 Big 31 TpaBHs 2021 poky

3asBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CnioHCOp, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTiC peliepiil e feBesionMaH, PpaHifis)

[Tepetik goC/iIyKyBaHUX
niKapChKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

SAR441344 (SAR441344; SAR441344); Po3uun ajia in’exuiii (o 300 Mr y ¢uiakoHax 06’emom 2 mi); 150
mr/mit; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inmia Ha3Ba — sanofi-aventis Recherche
& Developpement; Sanofi R&D), France; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter
Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany;
Vetter Development Services USA, Inc., USA; Sanofi US, USA; SGS Life Sciences, SGS Canada Inc.,
Canada; Fisher Clinical Services Inc., USA; Almac Clinical Services, USA; Almac Clinical Services, USA;
Almac Clinical Services Limited (inma Ha3Ba — Almac Clinical Services Ltd), United Kingdom; Creapharm
Clinical Supplies, France; PPD Development Ireland Ltd. (inmia Ha3Ba — PPD), Ireland; SANOFI-AVENTIS
RECHERCHE & DEVELOPPEMENT (inmia Ha3Ba — Sanofi-Aventis Recherche & Developpement),
France; Genzyme Corporation, USA; BioReliance Corporation, USA; Bionique Testing Laboratories, Inc,
USA;

[Mnate6o m0 SAR441344; Po3uun gy iH’ekuiti y ¢uakoHax; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inma Ha3Ba — sanofi-aventis Recherche & Developpement; Sanofi R&D), France;
Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG,
Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Development Services USA, Inc.,
USA; Sanofi US, USA; SGS Life Sciences, SGS Canada Inc., Canada; Fisher Clinical Services Inc., USA;
Almac Clinical Services, USA; Almac Clinical Services, USA; Almac Clinical Services Limited (inma
HasBa — Almac Clinical Services Ltd), United Kingdom; Creapharm Clinical Supplies, France; PPD
Development Ireland Ltd. (inma Ha3zBa — PPD), Ireland

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. I'aunopubos A.M.

MeauuHuii [IeHTP TOBAapUCTBAa 3 OOMEXEHOI0 BiAMOBifanbHICTIO «[HCTUTYT peBMarosoTii», Bimmia
K/IiHIYHUX fociigxedb Nel, M. Kuis

2) nikap Kaprienko O.0O.




2 TPOJIOBXKEHHS ojaTKa 4

Meanunuii 1eHTp «OK!KiHik+» TOBapucTBa 3 0OMEXXEHOI BiJmNOBia/nbHICTIO «MiKHAPOJHUM iHCTUTYT
K/TIHIUHUX JOCTiPKeHb», CTalliOHapHe BiAi/IeHHs, BiIIi1 Tepariii, peBMaTOJIOTil Ta Kap/ioJsorii, M. Kuis

3) 3aB. Bif. Jloroiiaa IT.1.

[Monikninika ILleHTpy MeguuHuX TOCAyT Ta peabisiTtawii [epkaBHOI akI[ioHEpPHOI XOJIAMHTOBOI KOMIIaHii
«ApTtem», BiJji/IeHHS IeHHOTr 0 cTalioHapy, M. Kuis

4) p.M.H., ipod. Apemenko O.b.

KomyHanbHe HekoMepLiiliHe miAnpueMcTBo «KuiBcbKa MichbKa KiliHiuHa jiKapHs Ne3» BUKOHABYOIO OpraHy
KuiBcbkoi wmicbkoi pagu (KuiBcbKoi MicbKoi fep)kaBHOI azMiHicTpaiiii), KapzioJjioriuHe BiafisieHHS 3
rajsiaTol0 iHTeHCHBHOI Tepamii, B T.4. 3 JiDKKamMd iH(ApKTHOTO Ta pPeBMATOJIOTIYHOTO TMPoQisto,
HarjionaneHuii Meauunuii yHiBepcuteT iMeHi O.0. Boromosblis, Kadenpa BHYTPIlIHbOI MeAULIMHU Ne3,
M. KuiB

5) 3aB. ueHtpy 'opzienko O.B.

KomyHanbHe mignpuemMctBo «[losnTaBchbka ob6siacHa KiiHiuHa mikapHs im. M.B. CkridocoBcbkoro
[MTonTaBcbKoi 06/1acHOT pajiy», 06/1aCHUI TiKyBaIbHO-/[iaTHOCTUYHUM PeBMATOJIOTiUHUM 1IeHTp, M. [TonTaBa
6) A.M.H., npod. CraHiciaBuyk M.A.

KomyHasbHe HeKOMepIliliHe MiJnpueMCTBO «BiHHMIIbKAa oOsiacHa KiiHiuHa sikapHsi iMeHi M.I. TTuporosa
Binnuiibkoi obsacHoi Paau», BucokocreriianizoBanuii kiaiHiunuii [leHTp peBmarosiorii, ocTeoroposy Ta
GionoriuHoi Teparii, BiHHUIBKUI HaljioHanbHUN MequuHui yHiBepcuTeT iM. M.I. Tluporosa, kacdezpa
BHYTPILIHbOI MeguLIMHUA Nel, M. BiHHULIS

[Ipenapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi - nabopaTopHi Habopw;
Marepianu/mpernapaTu - mariepoBi 6yksetu (paper PRO).
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTtok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«baraTorieHTpoBe, BigKpuTe mocmipkeHHs (a3m 2a A OLHKM Oe3reuyHocCTi, edeKTUBHOCTI Ta
dapmakokiHeTrku rpernapaty PRA023 y naifieHTiB i3 akTuBHOIO XBopo6oto KpoHa 3 cepefHiM Ta BaKKUM
ctyneHeM», Koz nociaimpkeHHs PR200-103, Bepcis 2.0 Big 18 uepBHs 2021 poky

3asBHUK, KpaiHa

TOB «biomanac», YKpaiHa

CnioHCOp, KpaiHa

«[IpomeTteyc BatiocaiieHci3 [HK.»/ Prometheus Biosciences, Inc., CIIIA

[Tepetik goC/iIyKyBaHUX
niKapChKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

PRA023 (PRA023); koHieHTpaT Ansi po3uuHy Ans iHdy3ii; 500 mr/8.4 ma; 60mr/ mn; Fisher Clinical
Services GmbH, Himeuunna; FUJIFILM Diosynth Biotechnologies Texas, LLC, CIIIA; Fisher Clinical
Services U.K. Limited, CniosiyueHe KoponiBcTBO

BiagnogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. 3axapaii HO.M.
MeauuHU# LIEHTP TOBAapUCTBA 3 0OMEXXEeHOI0 BiJmoBiganbHICTIO «I'apMOHisi Kpacu», BigineHHs KIiHIUHMX
BUNpoOyBaHb, M. KuiB

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianv/rpernapaT1
CyMyTHBOI Tepariii

Kowmmanis, sika i€ 3a [JOBIpeHICTIO, Ky HaJaB CIIOHCOD UM 3asBHMK Ha BBE3eHHS [OC/iKyBaHUX
niKapchKuX 3acobiB Ta cymyTHix MaTepianiB: TOB «IMII-JIOTICTUKA Yxkpaina»;

O6nagHanns CIMS (mopTaTMBHUE KOMITIOTEp Ta akKcecyapH, 3-eieMeHTHa Oartapesi, a/lanTep >KUBJIEHHS /1St
HOyTOyKa, Kabenb S-Video, kabenbr RCA, po3'em BNC, kapra 3axoruieHHsI Bifjeo, (iellika, 30BHIIIHIN
JKOPCTKUM IUCK, IHCTPYKIisl 3 eKCTulyaTallil Bifieo eHJ0CKoTIIii, MiTKH Oe3reku, iHCTPYyKIii 3 eKCrutyaTariil)
» JlTaboparopui Habopu Lab Connect;

» ®aiin cality gocmigHuka Ta daiin g5 dpapMalieBTa;

* JIpyKoBaHi Marepiany;

» KapMannwuii TesiehoH Samsung fijist 3ar0BHeHHS I0ZIeHHUKIB TallieHTaMu1

B.o. reHepasibHOr0 UpeKTopa /lupexkropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«PaHgoMmi3oBaHe afianTHBHE T0/IBikHe Cilire Tarie00-KOHTPOIbOBAHe OaraTolleHTPOBe AOC/TiKeHHs da3u
1b ans BUBUeHHs1 Ge3MeYHOCTI, MEPEeHOCHMMOCTi, (hapMaKOKiHETUKM Ta (papMaKoJUHaMiKU OaraTopa3oBHX
no3 mpenapary PT101 y maijieHTiB 3 akKTMBHMM BHMPAa3KOBHMM KOJITOM», KOJ fochimxkeHHs PT101-201,
nioripaBka 1 Bizg 11 tpaBHs 2021 poky

3asiBHUK, KpaiHa

TOB «biomanac», YKpaina

CnoHcop, KpaiHa

«[Tangion TepanbroTUKC, [HK.», JOYipHS KOMMaHis, 1[0 3HaXOAWUTHLCS Y MOBHiM BiacHocTi «Mepk eHf Ko.,
Ink.», KeninBopt, wrat Hero-[xepci, CIIHA (Bigomoi sik «MCI» 3a Mexamu CnonyueHux IIlTaTiB
Awvepuku Ta Kanaau) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc.,
Kenilworth, NJ, USA (known as MSD outside the United States and Canada), CIITA

[Tepetik goC/iIKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

PT101 (PT101; PT101); po3umH s migmkipHoi iH’ekiii; 5 mr/mn; Vetter Development Services USA, Inc.,
CIIIA; KBI Biopharma, CIHIA; Just Biotherapeutics, Inc., CIIIA; Almac Clinical Services LLC, CIIA;
Almac Clinical Services LLC, CIIIA; Fisher Clinical Services, CIIIA; Fisher Clinical Services, CIIIA;
Vetter Pharma-Fertigung GmbH & Co.KG, Himeuunna; Vetter Pharma-Fertigung GmbH & Co.KG,
HimeuunHa; Vetter Pharma-Fertigung GmbH & Co.KG, HimeuuuHa; Vetter Pharma-Fertigung GmbH &
Co.KG, HimeuunHa;

[Tnare6o go PT101 (I'mroko3a 5%); po3uuH s iHdys3iif; [IpAT «PapMaliieBTHUHA KOMTIaHIs «/lapHULISI»»,
YKpaina

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUNIPOOYBaHHs B YKpaiHi

1) A.M.H., ipo@. 3axapaii FO.M.
MeauuHUH TIEHTP TOBAapUCTBA 3 00MEXKEHOI0 Bi/[TIOBiJa/IbHICTIO «["apMOHist Kpacw», Bifi[iIeHHsT KTiHIYUHUX
BUTIPOOYyBaHb, M. KuiB

ITIpenapatu MOpPiBHSHHS,
BHUPOOHMK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaty
CyIyTHBOI Tepariii

- JTaboparopni Habopu Cerba Research

- O6nagHaHHS Ta iHCTPYKLi AJ1s BigmpaBKu 6io3paskiB

- O6nagnanus CIMS

- nopratuBHui Komm'totep (Laptop Lenovo L490 Think-pad) Ta akcecyapu, ajantepu, IIHypH >KUBJIEHHS,
aKyMYJISITOPH
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- Video capture akcecyapu, Harpuk/aj Bijjeokapty, Video capture rpuctpoi, po3'emu Ta Kabeti

- Pi3Hi marepianu, 30BHIlIHI XKOPCTKi AUCKY, YHiBepcasbHi ILITEeTCe/NbHi ajanTtepy, (eli-HaKkonuuyBadi
USB Ta iH11i 30BHIIIHI pe3epBHI HAKONUUyBaui

- 3Hauku Oe3reku

- OnepauiiiHi iHCTPYKLiT

- KepiBHULITBO 3 BUKOpUCTaHHS Bifjeo eHAockorii (EVIM)

- TpaHcropTHi BUTpaTHI MaTepiam: KOpoOKa Ta TPaHCTIOPTHI MaTepianu

- Oxono[pKyBasbHI efleMeHTH Ta CyMKu-oxosiofxkyBadi (MobiCool 9600024991 IcePack 220 Colling
Elements)

- Peectpatop Temmneparypu (BUpoOHUK: Sensitech)

- ®atin caiity gocmigHvka Ta daiin aas papMaliieBTa

- [Toci6bHMKM Ta iHCTPYKLi [/ HaBYa/IbHUX MaTepiastiB

- JJpyKoBaHi Marepiau.

Kommnanisg, fika [i€ 3a [OBIPeHICTIO, Ky HaJaB CIIOHCOpP YW 3asgBHUK Ha BBe3eHHS [OC/IiKyBaHUX
NiKapchbKKX 3acobiB Ta cynyTHix Matepiais: TOB «IMIT-JIOTICTUKA YKPATHA»

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Hoparok 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«docmimkenns: $ha3m 3 a1 OI[iHKM MOHOTeparii 3umOepeniMabom (AB122) mopiBHAHO 3i CTaHAApTHOIO
ximioTepariero abo kombiHarliero 3umbepesiimaba i mpenapaty AB154 B sikocTi Teparii nepioi siiHii PD-L1-
TIO3WTUBHOTO, MiCLIeBO-TIOIIMPEeHOro abo MeTacTaTUUHOro HeJpPiOHOK/IITUHHOTO paky JiereHiB», KOZ
pJocnigykeHHss ARC-10, Bepcis 2.0 Big 18 smucronaga 2020 poky

3asiBHUK, KpaiHa

ITignmpuemcto 3 100% iHo3emHor0 iHBecTHiiero «AMK’FOBIA P/IC Ykpaina»

CnoHcop, KpaiHa

Arcus Biosciences, Inc., United States

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

3umbepenimab (Zimberelimab) (AB122; WBP3055, WBP3055B); KOHI|eHTpaT [ pPO3uuHy AJis iHdy3iii;
120 mr/ 4 mu; Millmount Healthcare Ltd., Ireland; WuXi Biologics Co., Ltd., China; Biotec Services
International Ltd, UK; Pharmaceutical Packaging Professionals Pty Ltd T/A PCI Pharma Services,
Australia;

HomBananimab (Domvanalimab) (AB154; Domvanalimab); koHijeHTpaT /7151 po3unHy st iHgy3iit; 80 mr/ 4
m; Millmount Healthcare Ltd., Ireland; WuXi Biologics Co., Ltd., China; Biotec Services International
Ltd., UK; Pharmaceutical Packaging Professionals Pty Ltd T/A PCI Pharma Services, Australia;
HomeananiMab (Domvanalimab, AB154); KoHileHTpaT /s po3urHy AJis iHdy3ii; 300 mr/ 5 mut; Millmount
Healthcare Ltd., Ireland; WuXi Biologics Co., Ltd., China; Biotec Services International Ltd, UK;
Pharmaceutical Packaging Professionals Pty Ltd T/A PCI Pharma Services, Australia;

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Big. Ko63eB O.1.

KomyHaseHe HekoMmepililiHe MiAnprueMcTBO «O06acHUN 1[eHTP OHKOJIOTii», OHKOXipypriuHe BifijeHHS
OprasiB rpyJHOI IOPOXXHUHU, M. XapKiB

2) K.M.H. Bunnunuenko 1.0.

KomyHanbHe HekoMmepriiiiHe mignmpueMctBo Cymcbkoi o6sacHoi pagu CyMcbKuii 00/1acHUM KITiHIUHUN
OHKOJIOTIUHMM JAucriaHcep, OHKOTOpaKasbHe BifzineHHs, CyMCbKul [ep>KaBHUU yHiBepcuTeT, Kadezpa
OHKovIOril Ta pagiosorii, M. Cymu

3) nikap CiHenbHikoB 1.B.

KomyHasbHe mianpueMcTBo «BoMMHCHKUI 00/1aCHUM MeJUUHUM 1[eHTP OHKOJIOTii» BOJMHCBKOI 06/1acHOT
pajiyi, OHKOJIOTiUHe XiMioTepaneBTUYHe BiJ/i/ieHHs, M. JIyLbK

4) nikap Birypo M.C.

Meauunmii 1ieHTp TOB «Mpist Men-CepBic», Biaain KniHiuHMX gocigkeHb, M. KpuBuii Pir
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5) K.M.H. Agamuyk [".A.

KomyHanbHe mifgnpuemctBo «KpuBOpi3bKuii OHKOJIOTiUHMM AucriaHcep» JIHIMporneTpoBcbKoi 06siacHOi
paau», XimioTeparieBTUUHe BiajineHHs, M. KpuBuii Pir

6) nikap Tapacenko T.€.

MeauuHuii 1[eHTp TOBapHMCTBAa 3 O0OMe)KeHOw BiAmoBiganbHiCTIO «MeauuHa KiiHika «IHHOBaLlis»,
BigzisneHHs ximioTeparii, KuiBcbka 061acth, Buiiroposcekuii patioH, c. JIIOTix

7) pupekTop Cokyp L.B.

KomyHanbHe HeKoMepijiliHe TMiANPUEMCTBO «XepCOHCHKUM 00/laCHUM OHKOJIOTIUYHWN — AMCTIaHCep»
XepcoHCbKOI 00/1acHOT pagu, JeHHW CTalioHap TIOMIK/TiHIKK 3 KabiHeToM amOy/aTopHOi XimioTepartii,
M. XepCoH, CMT. AHTOHIBKa

8) nikap bongapenko HO.M.

Meanunuii 11eHTp «Medical Plaza» ToBapucTtBa 3 oOMexxeHoro BianoBifansHicTIO «EKOIHITIPO»,
6araronpodisibHUM Xipypriunui nigpo3aia, xipypriuse Biaginensst Ne 2, M. IHinpo

[Tpeniapatu nopiBusiHHSA, | Kap6orutatna (Carboplatin) (CAS: 41575-94-4); KoHIjeHTpaT [y pO3uMHy Aas iHoy3id; 10 mr/mom;
BUPOOHUK Ta KpaiHa Millmount Healthcare Ltd., Ireland; Biotec Services International Ltd, UK; S.C.SINDAN-PHARMA S.R.L.,
Romania; FAREVA Unterach GmbH, Austria; Ebewe Pharma Ges.m.b.H. Nfg. KG, Austria;

[Taknitakcen (Paclitaxel) (Paclitaxel; CAS: 33069-62-4); KoHLIeHTpaT JJis1 pO3UrHy AJis iHy3iii; 6 mr/mi;
Millmount Healthcare Ltd., Ireland; Biotec Services International Ltd, UK; INTAS PHARMACEUTICALS
LIMITED, India (Ingisi); Accord Healthcare Polska Sp. z 0.0, Poland; Accord Healthcare Limited, United
Kingdom;

[Temetpekcer (Pemetrexed) (Pemetrexed; CAS: 137281-23-3); nopoLLIOK /Jisl IPUTOTYBaHHSI KOHLIEHTpaTy
It po3urHy f71s iHdy3iii; 500 mr; Millmount Healthcare Ltd., Ireland; Biotec Services International Ltd.,
UK; SYNTHON HISPANIA,S.L., Spain; oncomed manufacturing a.s., Czechia;

CynyTHi —/—
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBane mnozgiiiHe cnine focrigkenHs: ¢as3u 3 mpenapary BGB-A1217, anrutina go TIGIT, y
TOEAHAHHI 3 THUC/eni3ymMaboM TOpiBHSHO 3 TeMOposi3yMaboM y TaLliEHTIB i3 paHille He/liKOBaHUM,
MiCLIeBOTIOIIMPEHNM, HeorepabenbHUM ab0 MeTacTaTUYHUM HeJpPiOHOK/IITUHHUM pAakoM JiereHb i3
BUOpaHUM cTaTycoM ekcripecii PD-L1», kox gociimkerns BGB-A317-A1217-302, 3 mornipaBkoto 1.0 Bifg 23
rpygss 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOK BIJIOBIJAJIBHICTIO «PAPMACBIOTIKAJI  PICEPY
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnioHCOp, KpaiHa

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

[Tepetik goC/iIKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Tucnenizymab (Tislelizumab) (BGB-A317; TUCJIEJII3YMAB (TISLELIZUMAB)); KoHI|eHTpaT /s
po3uuHy Aas iHQy3ii; 10 minirpam/mininitp (mr/mi); Boehringer Ingelheim Biopharmaceuticals (China)
Ltd., P.R. Kuraii; Boehringer Ingelheim Biopharmaceuticals (China) Ltd., Kuraii; Kindos Pharmaceuticals
Co., Ltd., P.R. Kuraii; BeiGene (Suzhou) Co., Ltd., Kuraii; SGS-CSTC Standards Technical Services
(Shanghai) Co., Ltd., Kuraii; Catalent (Shanghai) Clinical Trial Supplies, Co., Ltd., Kuraii; Catalent
Pharmaceutical Technology (Shanghai) Co., Ltd.,, Kwuraii; Catalent Germany Schorndorf GmbH,
Himeuuuna; Fisher Clinical Services GmbH, HimeuunHa; Fisher Clinical Services GmbH, IlIBefiiapis;
Fisher Clinical Services (Beijing) Co., Ltd., Kuraii; Fisher Clinical Services Inc., CIIIA; Fisher Clinical
Services (Suzhou) Co., Ltd., P.R. KuTaij;

riarie6o g0 Tucnenizymab (Tislelizumab) (po3uun Hatpito xmopuay 0,9%); po3uuH asst iHQy3iii; B. Braun
Melsungen AG, HimeuurHa; B. Braun Melsungen AG, HimeuunHa;

BGB-A1217 (BGB-A1217; OnunepnimMab (Ociperlimab)); koHijeHTpaT Aas po3umHy Ans iHGys3ii; 20
Mislirpam/mininitp (mr/min); Kindos Pharmaceuticals Co., Ltd., P.R. Kuraii; BeiGene (Suzhou) Co., Ltd.,
Kuraii; SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd., KuTaii; Catalent (Shanghai) Clinical
Trial Supplies, Co., Ltd., Kuraii; Catalent Pharmaceutical Technology (Shanghai) Co., Ltd., Kuraii; Catalent
Germany Schorndorf GmbH, Himeuunna; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical
Services GmbH, IlIBetitiapisi; Fisher Clinical Services (Beijing) Co., Ltd., Kuraii; Fisher Clinical Services
Inc., CHIA; Fisher Clinical Services (Suzhou) Co., Ltd. , P.R. Kuraii
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Bignosigansuuii (i) 1) a.m.H., ipod. boraapenko .M.
JIOCJTiTHYK (1) Ta Miclie KomyHanbHe HekoMepliiiiHe mianpueMcTBo «Mickka KiiHiuHa jikapHs Ned» [THINPOBCHKOI MiChKOI paju,
(s1) mpoBejeHHS xiMioTepaneBTMUHe BiAJli/IeHHS 3 [JE€HHWM CTallioHapoM, JIHIMPOBCHKUM JiepXKaBHUM MeJUYHUN

BUTIpOOYBaHHS B YKpaiHi | yHiBepcuTeT, Kadenpa OHKOJIOTII Ta MeJUUHOI paziosorii, M. JIHirpo

2) K.M.H. Bunnuuenko 1.0.

KomyHanbHe HekomepiiiiiHe mignpuemMctBo Cymcbkoi obsacHoi pagu CyMmcbKuid 00sacHUM KITiHIUHUN
OHKOJIOTiUHMI [WCriaHcep, OHKOTOpakasnbHe BifzineHHs, CyMCbKUN [iep)kKaBHUM yHiBepcuTeT, Kadezapa
OHKOJI0Tii Ta paziosiorii, M. Cymu

3) nikap Birypo M.C.

MeauuHui 1[eHTP TOBApUCTBA 3 0OMEXKeHOI0 BiAmnoBifansHicTIO «Mpiss Men-CepBic», Biagin KmiHIUHHX
JocuigxeHb, M. KpuBuii Pir

4) n.m.H., npod. 'oteko €.C.

KomyHanbHe HeKoMepLjiliHe TiAnpueMcTBO «LleHTpanbHa MicbKa K/liHIUHA JiKapHSI» Y)KrOpOoACbKOI MiCbKOI
pajJii, TeparieBTUYHE BiJIIiJIEHHS, M. Y KTOpOZ,

5) 3aB. Bif. Ko63eB O.I.

KomyHanbHe HekoMmepliiliHe mignpueMcTBo «OO6iacHUI 1IEHTP OHKOJIOTIii», OHKOXipypriuHe BijineHHs
OpraHiB rpyJHOI IOPOXXKHUHU, M. XapKiB

6) a.M.H., mpod. Konecnik O.I1.

MeauuHUl 1I€EHTP TOBApUCTBA 3 OOMEXEHOW BiAmoBizambHICTIO «OHKOMakd», AeHHUH CTarlioHap,
M. 3anopixoKs

7) K.M.H. [Tominuyk /1.B.

MeauuHui [IEHTP TOBapUCTBa 3 oOMexkeHOoro BifnoimampHicTio «KJITHIKA BEPYM EKCITEPT», M. KuiB
8) A.M.H., nmpod. Pycun A.B.

KoMmyHanbHe HeKkoMeplLiliHe MiANPUEMCTBO «3aKaprnaTCbKUM MPOTUMTYXJIMHHUM LIeHTpP» 3akapnaTCbKoi
obmacHoi pagu, xiMioTeparieBTHUHE BiJiji/IeHHsI, M. Y KTOPO/,

9) nikap CiHenbHikoB [.B.

KomyHanbHe mianpueMcTBO «BoMMHCBKUI 00/1aCHUM MeJUUHHUM 1[eHTP OHKOJIOTii» BOMMHCBHKOI 06/1acHOT
pajiy, OHKOJIOTiUyHe XimMioTeparneBTUYHe BifiieHHs, M. JIyLbK

10) 3as. Big. leBns C.I1.

KomyHanbHe HekoMmepliiliHe mMignpueMcTBO «IlofiNbCbKUM perioHanbHUM LIeHTP OHKOJIOTii BiHHMIIBKOI
obacHOI pagu», XiMioTeparneBTUUHe BifiieHHs, M. BiHHUIs
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[TpenapaT MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

[Tem6ponizymadb (Pembrolizumab) / Kitpyza® (Keytruda®) (mem6posiizyma0); KOHI[EHTpAT AJisi PO3UHHY
ans iHdysii; 25 minirpam/mininitp (mr/mn); Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical
Services GmbH, IIBefinjapisi; Fisher Clinical Services (Suzhou) Co., Ltd., P.R. Kuraii; Schering-Plough
Labo NV, Benbris; Merck Sharp & Dohme B.V., Higepnanau; MSD International GmbH T/A MSD Ireland
(Carlow), Ipnangis;

riare6o o IMembponizymab (Pembrolizumab) / Kitpyga® (Keytruda®); (po3unH Hatpito xnopugy 0,9%);
po3uuH A/ iHdy3iii; B. Braun Melsungen AG, Himeuunna; B. Braun Melsungen AG, HimeuunHa

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

1) JlabopaTtopHi Habopw;
2) CynyTHi MaTepiany;
3) IpyKoBaHi MaTepiaiu

B.o. renepansHoro gupexkropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 9
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«PaHgomi3oBaHe, BigkpuTe, OaraToleHTpoBe, AociimkeHHs da3m III ana oriHKKM edeKTUBHOCTI Ta
0e3MeyHOCTi 3aCTOCYBaHHS MOCYHEeTy3yMaly y KOMOiHarlii 3 JieHa/liJoMiZioM y MOPiBHSIHHI 3 pUTYKCMMabom
y KoMOiHallii 3 yleHasmizomMiziom y matfieHTiB 3 (ostiKyasapHOO 1iMpOMOI0 Mic/s 1joHaliMeHIlle OfAHi€el TiHii
cucTeMHOI Tepamnii», kog goctimkenHss GO42909, Bepcid 2 Big 19 kBiTHg 2021 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BiIoBiampHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

. Xodpdmann-JIs1 Poru JITa, [lIBelitapisi

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

MocyHnety3ymab (Mosunetuzumab) (RO7030816; MocyHety3yma0); po3unH s iHdy3iu (1 mr/1 mu; 30
mr/30 mn); I>keHeHnrtek IHk., CIIA;

Torunizymab (AKTEMPA®, RoActemra) (RO4877533; Tomwmmnizyma0); KOHIIEHTpAT AJisi PO3UMHY [IIsI
BHYTpillIHbOBeHHUX iHGY3ili; 20 mr/mit; Uyrait @apma Manydektypunr Ko., JItg., AnoHis;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) A.M.H., ipo@. dsrins 1.C.

[epxaBHa ycraHoBa «HarlioHanbHMM HayKOBMM LeHTp pagianivHol Mesuuuan HAMH  Ykpainw»,
BiJileHHsT pagiarliiHoi OHKOTreMaToJioTii Ta TpaHCIUIaHTal[ii cTOBOYPOBHX KIITHH Biffiily rematosorii i
TPaHCIUIaHTOJIOTIi [HCTUTYTY KiHiuHOI paziosorii Ha 6a3i BiafineHHs pazialliliHOi remMarosiorii KIiHiKH
Hep>xaBHoi ycTaHOBU «HallioHanbHUN HayKOBWM LIeHTp pafialliliHoi mMeauliMHU HailioHanbHOI akazgemil
HayK YKpainu», M. Kui

2) A.M.H., ipod. Kpsiuok L.A.

HarioHa/lbHUI iHCTUTYT paky, HAyKOBO-JOC/Ti[He BifiiieHHs1 XiMioTeparii reMo6/1acTo3iB Ta a/i’ FOBaHTHUX
MeTO/IiB JIiIKyBaHHS, Bii/li/IeHHsI OHKOIeMaToJIOTil 3 CEKTOPOM aJ]’ FOBaHTHHUX MeTO[iB JIiKyBaHHs, M.KuiB

3) K.M.H., 3aB. Bifi. Kyukosa O.}O.

KomyHa/ibHe HeKoMepliiiiHe MiArnpueMcTBO «OO0/IaCHUI 1[EHTP OHKOJOTii», reMaToJIoTiuHe BifieHHs,
M. XapKiB

4) n.m.H. [Tepexpectenko T.I1.

ToBapucTBO 3 0OMEXXEHOI BiANOBifanbHiCTIO «MeauuHMii 11eHTp iMeHi akazgemika FOpisi ITpokorioBuua
CrixkeHKa», BiagineHHs remarosorii, KuiBcbka 06/acthb, KrueBo-CBSTOIMMHCHKHM pabioH, c. KarmiTaHiBKa

5) nikap Pomanrok H.M.




2 TPOJIOBXKEeHHA JojaTka 9

KomyHanbHe HeKOMepIiiiiHe MiAnpueEMCTBO «MuKo/aiBCchbKa 00/lacHa KiiHiuHa JiKapHs» MMKO/IaiBChKOI
ob/1acHOI pajiy, reMaToJIOTiuHe BifgineHHs, M. MHKoJ/IaiB

6) a.m.H. Camypa b.b.

KomyHasbHe HeKoMepililiHe MiIpHUEMCTBO «3aropi3bka 061acHa KliHiuHa JlikapHs» 3aropi3bkoi 061acHol
pajiyi, TeMaToJIOTiuHe BiiiisIeHHs, M. 3aropixkKs

[TpenapaTui MOPiBHSIHHS, Jlenanigomiz (Lenalidomide, Revlimid®) (RO6897771; 191732-72-6, Ro 689-7771, CC-5013, CDC-501);
BHUPOOHMK Ta KpaiHa TBepZi Karcyny; 5 mr; @.Xoddmann-JIs Pow JIta, [Belinapis; Cenpxen IntepHewnn Capa., LBeiinapis;
Putykcumab (MABTEPA®, MabThera) (RO0452294; Purykcumab; R0O0452294); KoHIeHTpar [jis
po3unHy A7s iHndys3iii; 10 mr/mi; Pou [iarHoctuke 'M6X, HimeuunHa;

Jlenanigomiz (Lenalidomide, Revlimid®) (RO6897771); tBepai kamncynau; 10 mr; CenmxeH [HTepHemHn
Capn., lIsetinapisi; . Xobdmann-JIa Pouu JIta, [Beiiapis;

Jenanigomiz (Lenalidomide, Revlimid®) (RO6897771; Jlenanigomiz; JleHanigomin); TBepAi Kamcynu; 15
mr; @.Xopdmann-JIa Pow JIty, HIBetinapis; Cengpxen [nteprenn Cap., HIBeliapis;

Jlenanigomin (Lenalidomide, Revlimid®) (RO6897771; Jlenanigomin); TBepai karcynu; 20 wr;
. Xodpdbmann-JIs Pormu JIta, [IBetitapisi; CenmkeH InTepHewinn Capa., LlBeliapis;

CynyTHi —/—
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 10
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«TACTI-003 («[Ba akTuBHi imMyHOTeparieBTHUHi 3aco0u»): BaraToijeHTpoBe, BifKpWTe, paH/|0OMi30BaHe
pocmimkerss 11 da3u g5 omiHKK 3acTocyBaHHsI po3urHHOTO Oinka LAG-3, eptunarimony ambda (edTu;
IMP321), y kombiHarjii 3 membposizymabom (aHtaronicrom PD-1) ans Teparmii mepimoi JiiHil maijieHTiB 3
Hepe3eKTa0ebHOI PeLMBHOI0 ab0 MeTacTaTUYHOK TIOCKOKTITHHHOK KAapLMHOMOIO TOJIOBU Ta LM
(ITKKT'I)», kox mocraimkenHs TACTI-003, Bepcist 1.1, Big 01 kBiTHs 2021

3asgBHUK, KpaiHa

TOB «ApeHncisa Ekcrioparopi Megicin», Ykpaina

CnioHCOop, KpaiHa

Immutep S.A.S. / ImmyTten C.A.C., PpaHuis

[Tepetik goC/iIKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Eftilagimod Alpha, Ebtunarimon ansda, EdTinarimos aneda (Eftilagimod Alpha (efti, edbtu, edri IMP321,
LAG-3Ig); 1800476-36-1; Eftilagimod Alpha); posuun pns id’ekuivi; 25 wmr/mn; Wuxi AppTec
Biopharmaceuticals, China;

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. Yemyk B.E.

ToBaprcTBO 3 00Me)KeHOI BiAmoBifambHICTIO «MeguuHuii LeHTp iMeHi akagemika FOpis IIpokomnoBuua
CribkeHKa», Bigfin KmiHiuHMX goctipkeHb Ne 1, KuiBcbka o6macth, KreBo-CBATOMIMHCHKUN palioH,
c. KamnitaniBka

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

KEYTRUDA, Pembrolizumab, ITem6posnizyma6, Keytruda®; Kitpyga® MK-3475 (Pembrolizumab);
po3uMH s iH’ekuin; 25 mr/mit; MSD International GmbH T/A MSD Ireland (Carlow), Ireland;

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

Laboratory labkits
eftilagimod alpha (efti, IMP321, LAG-3Ig)
pembrolizumab (Keytruda®; MK-3475)

B.o. reHepasibHOr0 UpeKTopa /lupexkropary

(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX




HopaTok 11
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«docnimkenns 11 ¢a3m ouinku edekrrBHOCTI Ta 6e3neuHocti MK-1026 y marjieHTiB 3 reMaTo/IOTiYHUMU
3/I0SIKICHUMU 3aXBOPHOBaHHAMM», KoZ, pocaigpkeHHss MK-1026-003, 3 iHkopriopoBaHoro norpaskoto 01 Bif
05 ymucronaza 2020 poky

3asBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BifnoBifanbpHicTI0O « MCJT YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn enz Joym Kopm.», nouipHe mignpuemctBo «Mepk eHp Ko., IHk.», CIIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

MK-1026 (MK-1026, ARQ 531); Tabnetka; 5 mr; Catalent Pharma Solutions, USA; Catalent CTS, LLC,
USA; Merck Sharp & Dohme Corp., USA; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services
Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United
Kingdom; Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; SGS Life Science Services, USA;

MK-1026 (MK-1026, ARQ 531); Tabnetka; 20 mr; Catalent Pharma Solutions, USA; Catalent CTS, LLC,
USA; Merck Sharp & Dohme Corp., USA; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services
Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United
Kingdom; Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; SGS Life Science Services, USA

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. BiA. MenbHuk Y.1.

KomyHanbHe HeKoMepliikiHe MmigrnpueMcTBO «KuiBCcbka MicbKa KiiHiuHa jiikapHs Ne9» BUKOHABUOTO OpraHy
KuiBcekoi micekoi pagu (KuiBcbkoi MiChKOI Jep>kaBHOI aZMiHicTparlii), remarosioriude BiazisieHHs: Nel,
M. Kuis

2) nikap Pomantok H.M.

KomyHa/bHe HeKoMepLiiiiHe MiArnpueMcTBo «MUKoO/IaiBCcbKa 00/lacHa KJTiHiUHA JTiKapHs» MUKOIAiBChKOT
obiacHOI pajy, remMaToJioriuHe BifgineHHs, M. MukoaiB

3) A.M.H. Macsisik 3.B.

Kninika [ep>kaBHOI ycTaHOBU «IHCTUTYT martosiorii KpoBi Ta TpaHcdy3iiiHoi Meauiivayd HarjioHanbHOT
akKajieMii MeIMUHKX HayK YKpaiHW», BiJ/ieHHs remMartosorii, M. JIbBiB

4) 3aB. 11eHTpoM Y ceHKo ['.B.




2 MpOJOBXKeHHs fojaTka 11

KomyHanbHe HekoMmepLiliHe miAnpueMcTBo «MickKa KiiHiuHa jikapHs Ned» [IHINPOBCHKOI MiCBKOI pajw,
MiCBKUIA reMaTo/IoOTiuHui LeHTp, M. [JHinpo

5) A.M.H., ipo¢. Kpsuok [.A.

HarjioHa/ibHUM iHCTUTYT paky, HAyKOBO-JOC/Ti[He BifiineHHs1 XxiMioTeparii reMo6/1acTo3iB Ta a/i’ FOBaHTHUX
MeTO/IB JIIKyBaHHS, Bi/i/li/IeHHs] OHKOreMaToJIOTi1l 3 CEKTOPOM aJi FOBAHTHHUX MeTO/IB JIiKyBaHHs, M. KuiB

[Iperniapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaTtv
CyIyTHBOI Tepariii

KowmmaHig, sKa fi€ 3a JOBIpeHICTIO, Ky HaZlaB CIIOHCOP UM 3asBHUK Ha BBe3€HHS JOC/IiKyBaHUX
niKapchKuXx 3acobiB Ta cymyTHiX MaTepiasiB: TOB «Arenuisi «C.M.O.-YkpaiHa».

- nabopaTopHi Habopw;

- min/max TepMOMeTpY;

- €JIEKTPOHHI OIMUTYBa/IbHUKY;

- IPyKOBaHi Marepiaau

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




HopnaTok 12

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«KtiniuHe mocmipkeHHs 3 OLIIHKK OioeKBiBa/eHTHOCTI MiKapchkux 3acobiB «IIpamimnekcos», TabaeTku 1o
0,25 wmr, BupobHuiTBa ITAT HBL] «bopmariBcekuit X®3» Ta «Mirapexin®», Tabsetku mo 0,25 wr,
BUpoOHUITBa Boehringer Ingelheim 3a yuacTio 3m0poBrx A00poBO/BLiB», Kog AocsimkeHHs BHFZ B-2003,
Bepcis 01 Big 22.04.2021 p.

3asiBHUK, KpaiHa

ITAT HBII «bopmiariBcbkuii XP3», YKpaiHa

CnoHcop, KpaiHa

[TAT HBL «bopmariBcekuii XP3», YKpaiHa

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

[Tpaminekcon (Pramipexol; Pramipexol); Tabnetku; opHa TabseTka MiCTUTB: TIpaMiNeKcomy
aurigpoxyiopusly MoHorigpaty— 0,25 wr, mo BignoBigae mnpaminekcosny-0,18 wmr; wmr; ITAT HBI
«bopmariceknit XP3», YKpaiHa;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) A.M.H., ipod. 3ynanels 1. A.

Kniniko-giarHoctunmii neHTp HarjioHanbHoro (apMarieBTUUHOTO yHiBepcuTeTy, KadeApa KiHiYHOI
(apmakosiorii Ta KiiHiuHoI hapmariii HaitioHasbHOTO (hapMalieBTUUHOTO YHiBepCUTeTY, M. XapKiB

2) K.0.H., 3aB. 1aboparopiero Cabko B.E.

bioananitnuHa labopatopiss TOB «KJITH®APM», m. Ipniab, KuiBcbka 06/1acTh

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

Mirapexin (Pramipexol); TabseTky; ogHa TabjseTka MiCTUTb: MPAMINEKCOJTy AUTiZAPOXJIOPUAY MOHOTIZpaTy
0,25 wmr, mwo Bignosizae npaminekcony 0,18 mr; mr; Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany; [TAT HBII «bopujariBcekuit XP3», YKpaiHa;

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

—

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3meueHHs

IBan 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBneHuii mpotokosn D5290C00005 iHKoprmopoBanuii mompaBkoro 1 Big 31 6Gepesnsi 2021 poky,
aHIVIICbKOK MOBOIO; JIMCT-yTOUHEHHS 1100 Bi3WUTIB Aofomy Tij dyac nmaHgemii COVID-19, Bepcis V02
Bif 15 kBiTHs 2021 poKy, aHrilicbkoro MoBoto; [Tepekna ykpaiHCbKor MoBotO Bif 09 uepBHs 2021 poky
JIUCTa-yTOYHEHHs L[OA0 AOMAallHbOro Bi3uTy mif vac nanzaemii COVID-19, Bepcisa 02 Bim 15 KBiTHS
2021 poky; Hocbe mocmimkyBaHoro jikapcekoro 3acoby MEDI8897 (Nirsevimab): Po3min «[ani 3
AKOCTi», Bif Oepe3Hsi 2021 poky, aHrIiMcbKOH MOBOW; IlofoBXKeHHs TepMiHy mnpugaTtHocTi [1J13
MEDI8897 (Nirsevimab) fio 48 micsiiiB; 3miHa Ha3BU MiJNPUEMCTBA, 1110 3/1iICHIOE BUITYCK Tpernapary Ta
nikapcbkoro 3acoby Cinaric (SYNAGIS) (ITaniBisyma6) — 3 MedImmune Pharma B.V., Netherlands Ha
AstraZeneca Nijmegen B.V., Netherlands; CkopoueHe [10Che [OCTi/PKyBaHOTO JIiKapChKOrO 3aco0y
Cinaric (SYNAGIS) (ITaniBizyma0), Bepcist 1.0 Big 01 kBiTHs 2021 POKY, aHIJTIICEKOI MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2333 Big 25.11.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi30BaHe, 10/IBiliHe CJ1ille, KOHTPO/IbOBaHe TIperapaToM TasiBi3ymab gocrimkeHHs: dasu 2/3 ajs
ouiHki Oe3meuHocti mpemapaty MEDI8B897, MOHOKIOHA/ILHOTO aHTWTIZIA [0  PecIipaTOpHO-
CHHLMTIaIbHOTO BipyCy 3 TO/0BKeHUM MepioJoM HalliBBUBeJeHHS, y iTel i3 BUCOKUM CTyIleHeM PU3HKY
(MEDLEY)», D5290C00005, cdinanbHa Bepcis Big 05 kBiTHs 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

MedImmune, LLC, CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OHOBNleHM TIPOTOKOJ KIIiHIYHOTO BWIIPOOyBaHHsS, Bepcis 2 Big 24 Oepesns 2021 p.; dopma
iHdopMoBaHoi 3roau, Bepcisi 2.0 g1 YKpaiHu yKpaiHChKOIO Ta pocificbkoro MoBaMu Bif 06 sumHs 2021.
Ha ocHoBi wMmaiictep-Bepcii ¢opmu iHdopmoBaHoi 3rogu aAnsi gocaifjkeHHs WA41937, Bepcis 2,
22 6epe3ns 2021

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, BifKpUTe, 3 aKTHBHUM IIperapaToM IOPiBHSIHHS B SIKOCTi KOHTPOJIIO, GaraTtolieHTpoBe
nmocmimkennss ¢dasu I gy ouiHkd edekTUBHOCTI Ta Oe3meuyHOCTi 3acTocyBaHHS O00iHyTy3ymaly y
TALli€HTIB 3 TIEPBUHHOI0 MeMOpaHo3HOt0 HedpornaTieto», WA41937, Bepcis 1 Big 17 ceprns 2020 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXeHOI0 BiMoBizambHICTIO «Porr YKpaiHa»

CrioHcop, KpaiHa

@.Xodhdmann-JIs Pour Jita, [Beiiuapis

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikaris cyTreBoi
TIOTIPaBKU

3pa3oK MapKyBaHHS JOCTiPKyBaHOTO JIiKapchbKoro 3aco0y 3enBiHa (JieHastifomiz), Karcyau TBep/i,
TepBUHHE TaKyBaHHs, Bepcis 2 Bix 25 Oepe3nss 2021 p., aHIJIiCHKOIO MOBOIO; 3pa30K MapKyBaHHS
mperapary cynyTHboi Teparmii Tpykcuma® (putykcrmad), KOHIIEHTpAT [Jisi PO3UMHYy mAJis iHQy3ii,
TepBUHHE TlaKyBaHHSI, Bepcist 2 Bif 25 6epe3nst 2021 p., aHI/IMCEKOI0 MOBOK; YTOUHEHHS [0 3asBU TPO
MPOBe/IeHHST KJIiHIUHOTO BWIPOOYBaHHS JTiKapChKOro 3aco0y: 3asiyueHHs KOMIIaHil - MOCTadaJbHUKA
nocnyr «I'piHgaiip IHK» (Greenphire Inc.) gnst opranizarlii rmosopo)keil mMarjieHTIB T yac yvacTti y
kiiHiuHoMmy BuripoOyBanHi; INCMORO0208-301_Indopmariis anas marjieHta Ta ¢opma iHpopmoBaHOi
rogu _YkpaiHa_epcig 2.2.0_27 ksiTH 2021p., yKpaiHCBKOIO Ta poOCilicbkoo MoBamHy; KapTka 3
KOHTaKTHUMM JaHUMM [Jis opradisauii mogopoxki kommnadii Greenphire, Bepcist 2.0- OHoBeHa y JuMnHI
2016 poky, ykpaiHCbKOIO MOBOIO; KapTka 3 KOHTaKTHUMM J[aHMMU [JIs Oprasisarlii Bifpsi/pKeHHsI B
kommaHii Greenphire, Bepcisg 2.0. [laTa OCTaHHLOTO OHOB/eHHs: JiureHb 2016p., pociliCbKOl0 MOBOIO;
[oBigKOBe KepiBHULITBO WIOJ0 3AiMCHEHHS MOJOPOXKi MiJi Yac K/IiHIUHOTO /[AOC/Ti[P)KeHHs KOMIMaHil
Greenphire assi oci6, mo mogopoxytoTh, Bepcisi 4.0- OHoBnena 09 ceprias 2021 poKy, yKpaiHCHKORO
MoBoto; KepiBHuiTBo KommaHii Greenphire rmo oprani3auii rnpoi3gy B paMKax KIiHIYHUX [JOC/i/PKeHb:
ocobwu, sKi mogopoxyroTh. Bepcis 4.0. lata ocranHboro oHosseHHs: 09.08.2021, pociiicbkoro MOBOIO;
3HIMKM eKpaHy eJIeKTPOHHOIO Ijo/leHHUKa: AHKeTa Moo cTaHy 3zopoB’s EQ-5D-5L, Ykpaina
(YKpalHCBKOHO MOBOIO), Bepcisi 1.2; 3HIMKM eKpaHy e/IeKTPOHHOTO 11j0/leHHUKa: OMUTYBa/lbHUK TIPO CTaH
3popoB’s EQ-5D-5L, YkpaiHa (pociiickkoro MOBOW), Bepcisi 1.1; 3HIMKM eKpaHy eeKTPOHHOIO
mogeHHuka: FACT-Lym (Version 4), ykpaiHCbKOIO MOBOO; 3HIMKM €KpaHy eJIeKTPOHHOTO III0/leHHUKaA:
FACT-Lym (Version 4), pociiiCbKOI0 MOBOI; 3HIMKM eKpaHy eyIeKTpOHHOro IjojeHHrHKa: EORTC
Quality of Life Questionnaire-C30 Group, Bepcis 3.0, ykKpaiHCbKOIO MOBOI; 3HIMKM eKpaHy
esiektpoHHoro 1jozeHHuka: EORTC Quality of Life Questionnaire-C30 Group, Bepcisi 3.0, pociiicbkoro
MoBOI0; KapTka matlieHTa, 110 6epe y4acTh y KJIiHIYHOMY [JOC/i/IPKEHHi, /I/iT BAKOPUCTaHHS B eKCTPEHUX
Bumnazgkax, Pex. 2.0, 18 motoro 2021 p., yKpaiHCBKOIO Ta pOCIKCHKOI0 MOBaMy; JIMCT fo iKaps 3arajbHoi
nipakTiku B2.0 02 6epe3nst 2021 p., yKpaiHCBKO MOBO; BK/THOUeHHS /10/JaTKOBUX MiCIL[b TIPOBe/IeHHS
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K/TiHIYHOTO BUTIPOOYBaHHS:
No I1.I.b. BiAmOBiJa/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicList ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | a.M.H., ipo@. Kpsiuok 1. A.

HarjioHa/ibHUM iHCTUTYT paKy, HayKOBO-[OC/Ii/IHe Bifi/liieHHs1 XiMioTepartii remo6s1acTo3iB Ta
aJi’tOBaHTHUX METO/IB JIIKyBaHHs, BiAJiJieHHSI OHKOreMaToJsiorii 3 CEeKTOPOM aJ'FOBaHTHUX
MeTO/iB JIiKyBaHHs, M. KuiB

2. | p.m.H. Macssik 3.B.

[HepxaBHa ycTtaHoBa «IHCTUTYT maTosorii KpoBi Ta TpaHcdys3itiHoi MeaulviHy HarlioHanbHOT
akajieMii MeIMUHMX HayK YKpaiHu», BiJ/lisleHHs reMartosiorii, M. JIbBiB

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiyHOTr0
BUIIPOOYBaHHS, KO/,
BepCis Ta gaTa

«bararorieHTpoBe, paHZOMi30BaHe, MOABilHe-cJIiTIe, T1alie00-KOHTPOIbOBaHEe NOCTiHKeHHsT a3 3 /s
OLiIHKMA e(heKTUBHOCTI Ta Oe3meuHocTi KoMbOiHallii Tadacutamaby Ta JeHa/miZioMiy B TIO€AHaHHI 3
PUTYKCMMaOOM TIOPiBHSIHO 3 JIEHATZIOMIZIOM Yy TIO€AHAHHI 3 PUTYKCUMAOOM Yy TIALlieHTIB i3
peLyavBytouoro/pedpaktepHoro (P/P) domikyaspHoro imbomoro Big 1 go 3a crymnens abo P/P nimdomoro
MapriHanbHoi 30HM», INCMOR 0208-301, npotokon Bepcig 3 3 iHKOPIIOPOBAHOK IIOTNPABKOK 2 Bif
16 rpyzHs 2020p.

3asBHUK, KpaiHa

TOB «Cineoc Xesic YkpaiHa»

CrioHcop, KpaiHa

IHcaiit Kopriopeiiis [Incyte Corporation], CIIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apMmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnenuii npotokon DMB-3115-2, 3 inkopriopoBaHoto noripaBkoro 01 Big 04 uepBHsi 2021 poky;
bpoiiypa mocnigauka DMB-3115 (Ycrekinyma0), BuganHas 04 Big 25 6epesns 2021 poKy, aHITiMCHKOO
MoBoOM; IH(opmariiiiHuii nrcTok i dopma iHdopmoBaHoi 3rogu, Bepcis V2.0UKR(uk)1.0 Big 18 uepBHs
2021 poky, nepeksaj yKpaiHcbKoro Moot Bif 07 numusi 2021 poky; Indopmariiiauii mucrok i dopma
indbopmoBanoi 3rogu, Bepciss V2.0UKR(ru)1.0 Big 18 yepBHsa 2021 poky, nepekiaj pOCiiCbKOKO MOBOHO
Big 07 ymunHst 2021 poky; ITocibHuK i3 gocmimkeHHs AJis natjienTa, 27 TpaBHs 2021 poky [ V02 UKR(uk)],
YKpalHCbKOIO MOBOIO; KepiBHMLITBO mMaljieHTa 3 yd4acTi y gociijkeHHi, 27 TpaBHsi 2021 poky [V02
UKR(ru)], pociticekoro MOBO; JIMCT /10 /iKapsi 1[0/j0 HarpaBjieHHs mnaijieHTiB, 10 yepBHs 2021 poky
[V02 UKR(uk)01], ykpaincekoro MoBoro; Bykner i3 kputepisimu Binbopy, 7 uepBHsi 2021 poky [V02
UKR(uk)01], ykpaiHcekoto moBoto; Crabiau 3 iHdopmalliero npo gocimpkeHHs, 7 yepBHsa 2021 p. [V02
UKR(uk)], ykpaiHCbKOHO MOBOIO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Biz 29.07.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomiszoBaHe, TofBiliHe citime, GaraTOLeHTPOBE [OC/TiKEHHSI TepareBTHUUHOI eKBiBaJIeHTHOCTI, III0
MPOBOJIUTHCS B Tapasie/ibHUX Tpyrax [Jisi MOpiBHSIHHS e(deKTUBHOCTI, 6e3meuHOCTi Ta iMyHOTeHHOCTI
nperiapatry DMB-3115 ans migmkipHoro BBeseHHs Ta mnperapaty Cresnapa® BupobHuntea €C y
TMALi€HTIB i3 XPOHIYHMM OJISIIKOBUM TICOpia30M CepefHbOro abo TsHKKOro crymeHs», DMB-3115-2,
Bepcis Bix 07 rpyaHs 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Dong-A ST Co. Ltd., Republic of Korea

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnieHa bporrypa goctiiHMKa A0CTipKyBaHoro Jjikapcekoro 3acoby LY3471851 (NKTR-358) Big
24 uvepBHs 2021 p.; [HpopmaLis asis natjienTa gocsigkeHHs Ta @opma [HpopmoBaHoi 3roau AJist yyacTi y
JOCJIi/I)KeHHI /IJI1 BUKODUCTaHHS B YKpaiHi, Bepcig 4.0 ykpalHCbKOHO MOBOKO Bif 19 cepriaa 2021 p.;
IHdopmariist Ans naifiedta gocmigkeHHs Ta @opma [HdhopmoBaHoi 3rofu A8 y4acTi y JOC/TiPKeHHI fJis
BUKOPUCTaHHS B YKpaiHi, Bepcis 4.0 pocilicbKoro MoBoto Bifi 19 ceprins 2021 p.

Howmep Ta gata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 2554 Big 09.11.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHs, KO/,
BepCis Ta JaTa

«PanpomizoBaHe, ToBiliHe criire, T1aleb0-KOHTPO/IbOBaHe AocipkeHHs 11 ¢a3u 3 oL[iHKK 3aCTOCYBaHHS
npenapaty LY3471851 (NKTR-358) y mopoc/ivx Maiji€HTiB i3 CUCTEMHUM UepBOHUM BOBYakom», J1P-
MC-KFAJ, 3 nonpagkoto (a) Big 19 ceprnsi 2020 poky

3asiBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IlIBetitjapis

CnoHcop, KpaiHa

Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aTIaHOBAHOI KiIbKOCTI TAI[iEHTIB /Il BKIFOUEHHS Y K/IiHiuHe BUIPOOYBaHHS B YKpaiHi: 3
41 po 130 ocib; AHkKeTa «3aranbHe BpakeHHs marjieHTta rpo 3miHy (PGIC)», Bepcis 1.0 Big 26 kBiTHs
2021 pociiicbKor0 MOBOI; AHKeTa «3arajibHa OLjiHKa maijieHToM ctyreHsi TsokkocTi (PGIS)», Bepcist 1.0
Biz 26 kBiTHsA 2021, pociticbkkoro MoBO0; biiaHk «BigknvkanHs ¢popmMu iHbopMoBaHOI 3ro/iu», Bepcis Bif
08 kBiTHs 2021 yKpaiHCBKOIO, POCIMCBHKOIO Ta aHIJIIMCBbKOIO MOBaMH; BKIIIOUeHHSl [OJaTKOBUX MICLb
TIPOBE/IEHHSI K/TiHIYHOTO BUMPOOYBaHHS:

Ne [1.I.b. BifgmoBifa/bHOro AOC/IiJHUKA
n/n HasBa miclis ipoBe/ieHHsI KJTiHIYHOTO BUIMPOOYBaHHS
1 I.M.H., npo¢. KprokaHiBceka A.€.

KomyHanbHe HekomepLjiliHe MiANpUeMCTBO «[IpvKaprnaTCbKUi K/IiHIYHMM OHKOJIOTIYHUN LIEHTP
IBaHO-®PpaHKiBCbKOI 00/1acHOT pagw», Xipypriude BiggineHHss Nel, IBaHO-PpaHKiBCHKHIA
HalliOHa/IbHUM MeJIMYHUN YHiBepCUTeT, Kadepa OHK0JIOTii, M. IBaHO-PpaHKiBCbK

2 J.M.H., ipo¢. bongapenko .M.

KomyHanbHe HekoMmepljiliHe mifnpueMcTtBo «Micbka KiiHiuHa JikapHsi Ned» [ITHINpoOBCHKOI
MIiCBbKOI pajiy, XiMioTeparieBTAYHe Bi/i/liJIeHHS 3 leHHUM CTalioHapom, M. JIHIrpo

3 K.M.H. PucnaeBa [1.E.

JIlikyBa/sibHO-/1iaTHOCTUUHHI LIEHTP TOBapHCTBA 3 0OMEXeHOI0 BiAmoBifanbpHicTIO «Megikc-peit
Intepuemnn ['pyr» JlikapHs i3painbcbkoi oHKosoril «LISOD», BiggineHHs KIiHIYHUX Ta

HAYKOBUX JIOCTi/pKeHb, C. [motu, O0yxiBchKuUi p-H, KHiBChKa 0011

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure GaraTolleHTpOBe paHZOMi30BaHe AOC/i/pKeHHS 3-i a3y mepinoi JiHii Teparnii eHKopadheHibom
3 [leTyKCMMaboM y TIoeIHaHHI 3 XiMioTepartieto abo 6e3 Hei B MOPIiBHSAHHI 3i CTaHJapPTHUM JIIKyBaHHSIM 3
BBi/[HOIO (ha30t0 /17151 OLiHKK Oe3MevHOoCTi 3acTocyBaHHs eHKopadeHiOy Ta 1eTykcumaly 3 XimioTepariero
y TAL[€HTIB i3 MeTaCTaTUYHUM KOJIOpeKTaJbHUM pakoMm i3 mytaniero BRAF V600E», C4221015,
TiorpasKa 3 /10 IpoToKoay Bif 24 ymotoro 2021 poky

3asBHUK, KpaiHa

[Maitzep Iuk., CIIA

CnoHcop, KpaiHa

[aitzep Iuk., CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

Bporirypa foc/tigHMKa A0C/TiKyBaHOTO iKapchbKoro 3acoby AHipponymad (MEDI-546), Buganns 12 Bifg
02 cepriHst 2020 poKy aHTJIiHCHKOI0 MOBOIO; Bpoiilypa [oC/iiHHKa J0C/iPKyBaHOTO JiKapChKOTo 3aco0y
Anibponymab (MEDI-546), Buganus 13 Bixm 22 Gepe3ns 2021 poKy aHI/IMCbKOIO MOBOR; 3MiHa
Bi/INIOBi/Ja/ILHOTO ZIOC/TiTHMKA Ta HA3BH MiClisl IPOBe/IeHHsI K/IiIHIYHOTO BUITPOOYBaHHS:

Byso

Cramno

A.M.H. Pexkanos [I.I'.

KomyHanbHa ycraHoBa «3aropi3bka o00sacHa
K/IiHiUHa siKapHsi» 3arnopi3bkoi ob6sacHOi paju,
BiZlIiIeHHSA peBMaToJIorii 3 LIEHTPOM
iMmyHoOionoriyHo1 Tepartii, M. 3aropixoKs

K.M.H.Punzina H.I'.

KomyHanbHe HeKoMepIliliHe MiATIPUEMCTBO
«3ariopi3bka obmacHa  KJIiHIYHA  JIiKapHSI»
3aropi3pKoi 00/1acHOI pajy, BiAgineHHs KIiHIUHOI
IMyHoOJI0Tiil, peBMaTosIorii 3 L{eHTPOM XimioTepartii,
M. 3aropiXoKs

3miHa KOHTAaKTHUX AaHux CrioHcopa:

bYJIO

CTAJIO

HatimenyBanHs ropuguuHoi ocobu/ II. 1. B.
Gbi3uuHoi 0cobu: AstraZeneca AB, IIBeriis;

I1. I. B. koHTakTHOI 0cobm: Clive Stringer;
Miciie3Haxo/pKeHHsT FOpUAUYHOI  ocobu/micie
NpokuBaHHA  ¢i3uuHoi  ocobu:  Milstein
Building, Cambridge, CB21 6GH, United
Kingdom (micue3Haxo/[)keHHSI ~ KOHTaKTHOI
ocobmn);

Konrakthauii Teniepon: +44 (0) 7785 515 687;
Agipeca ejleKTPOHHOI MOLLITH:

clive.stringer(@astrazeneca.com

HaiimenyBanHs ropuanuHoi ocoow/ I1. 1. B. ¢dizuunoi
ocobu: AstraZeneca AB, IllIBeris;

I1. I. B. KoHTaKTHOI 0cobu: Joanne Betts;
MicuesHaxoKeHHs FOPUAUYHOL ocobu/micrie
MpoykKuBaHHs ¢i3nuHoi ocobu: 18, Forskargatan, 151
85  Sodertdlje, Sweden  (miciie3sHaxo/KeHHS
KOHTaKTHOI 0CO0M);

KonTakTHuii Tenedon: +46 73 367 70 12;

AJipeca eIeKTPOHHOI TOLLTH:
Joanne.Betts@astrazeneca.com
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 70 Bif 31.01.2017

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«bararorieHTpOBe, paHJOMi30BaHe, TO/BiliHe Cire, r/ale00-KOHTPOIbOBaHe PO3IIMpeHe AO0CTiKeHHs
¢a3m 3, 3 BUBUEHHs TpHBasoi Oe3MeyHOCTi Ta TepeHOCHMOCTi aHipomymady y JOPOC/TUX TALi€HTIB 3
CHCTeMHHM UYepPBOHUM BOBUYAKOM B aKTMBHiH (azi», D3461C00009, Bepcis 3.0 Big 10 ceprius 2017 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIIOBIJA/IBHICTIO
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

AstraZeneca AB, IlIBerwis

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

3ayueHHs I0ZATKOBOT'O MiCI[sl TPOBeIeHHSsI K/TiHIYHOTO0 BUMPOOYBaHHS
Ne [1.I.b. BigmoBifa/bHOro AOC/TiIHAKA
n/n Has3Ba miclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1 K.M.H. Tpyxin [1.B.

KomyHa/nbHe HekoMepliiliHe MiAnprueMcTBo «OmechbKuii 00/1aCHUM OHKOJIOTIUHUE JUCIIaHCep»
Opecbkoi 00s1acHOT pafiv», CTallioHap AeHHOro TepeOyBaHHS /[UCTIAHCEPHO-TIOJIK/TIHIUHOTO
BigzinenHs, M. Ofeca

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«baraTouieHTpOBe, paHJOMi30BaHe, BifkpuTe nociimpkeHHs III da3u mopiBHSHHS Teparii MpernapaTom
CenrepkatiHi6 3 Tepari€ro rperapataMy Ha OCHOBI MOXiZIHUX TJIATUHU B TIOEJHAHHI 3 TIeMeTPeKCe/ioM B
abo 6e3 koMmOiHarlii 3 mpuiioMoM TieMOposti3yMaba B SIKOCTi MepIoi JIiHil JiKyBaHHS TIOIIMPEHOTO Y1
MeTacTa3yruoro He/IpiOHOK/IITUHHOTO paky JiereHi 3 HasiBHICTIO TibpugHoro reHa RET», J2G-MC-JZJC,
Bepcis 3 iHKopriopoBaHoro rornpaBkoro (d) Big 18 miuctomnaga 2020 poky

3asiBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IlIBetitjapis

CnoHcop, KpaiHa

Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TTPOBe/IeHHsI K/TiHIYUHOT0 BUIPOOYBaHHS:
TIOTIPaBKU No [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | a.M.H., po@d. fApemenko O.b.

KomyHanbHe HekomepLiliHe mianpueMcTBo «KuiBcbka Micbka KiliHiyHa JlikapHs Ne3»
BUKOHABUOI'0 OpraHy KWiBCbKOi MichKol paju (KuiBcbkoi MichKOi Aep>kaBHOI agMiHicTpaLlii),
Kap/io/ioTiuHe BifiiiieHHs 3 Ma/iaTOK iHTeHCHUBHOI Tepariii, B T.4. 3 JIDKKaMU iH(apKTHOTO Ta
peBMaroJioriuHoro npoginto, HarjionaneHuuii Mmeguunuil yHiBepcuteT iMmeHi O.0. boromornblg,
Kadeapa BHYTPillIHLOI MeaULIMHU Ne3, M. KuiB

2. | k.M.H. Tkauenko M.B.

KomyHanbHe i ATPUEMCTBO «ITonTaBCchka obacHa KJ/IiHIYHa JIiIKapHs
im. M.B.CknidocoBcbkoro IlonraBcbkoi obmacHOi  pagw», OOmacHWi — TiKyBa/JbHO-
JiarHOCTUUHWM PeBMAaTOJIOTiYHUM 1IeHTp, [lo/nTaBCbKUl ep)KaBHUM MeJJUUHUM YHiBEepCUTeT,
Kadespa cimeiiHOl MeuLIMHY i Teparii, M. [TonTaBa

3. | A.M.H., npod. Pekanos [I.T.

MeauuHull 1IEHTP TOBapuMCTBAa 3 OOMeXXeHOI BiAmoBifampHiCTIO «CydacHa KiliHiKa»,
JIIKYBaJ/IbHO-ZIiaTHOCTUYHUM TiAPO3/iJ1, M. 3aropiXoKs

4. | nikap Kynuk A.B.

KomyHa/meHe HeKoMepIjifiHe miarnpueMcTBo «UYepkacbka o0OsiacHa JtikapHsi YepKachKoi
o0/1acHOI paji», KapZiopeBMaTo/IoriuHe BifgineHHs, M. Yepkacu

5. | K.M.H. ¥Ypcon H.b.

KomyHa/ibHe HeKOMepIfiiiHe TiANPUEMCTBO «XMeIbHUIbKA 00/1acHa JTikapHSI» XMeTbHUIIBKOT
00/1acHOI pajii, peBMaToJ/IOTiuHe BizineHHs], M. XMeTbHUALbKUIA
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«bBaraTolieHTpOBe, paH/0OMi30BaHe, TIO/BiliHe Crine, Marebo KOHTPO/IbOBaHe K/iHiuHe Joc/ipkeHHsT 3b
¢a3m [y1s1 OLiHKM e)eKTUBHOCTI Ta Oe3reYHOCTi TPU3HAYeHOro Mi/AMKIpHO TycenbkyMaly y MarfieHTiB 3
aKTUBHUM TICOPiaTUYHUM apTPUTOM, sIKi paHillle Maju HeJOCTaTHIO BiJTOBiZL Ta/abo HerepeHOCUMICTh
MKyBaHHSI OFZHUM 3 iHribiTOpiB (hakTOpy Hekpo3y myxyuH anbga», CNTO1959PSA3005, Big 13.04.2021

P-

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBneHuid po3zin [Jocke A0CTiIKYBaHOTO JliKapcbkoro 3acoby 3iboreHtaH: Po3zin «P.8 CrabinbHicTh
T'oToBOro sikapcbkoro 3aco0Oy», Big 12 yunHs 2021 poky, ansg Ykpainw; [TooB>KeHHS TepMiHy
MPUJATHOCTI JOCTiPKYBaHOTO JTikapchbKoro 3aco0y 3iboTeHTaH /0 18 micsiiiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Biz 29.07.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpOBe, paHOMi30BaHe, TIO/BilHe CIIifle, TIaleb0-KOHTPO/IbOBaHe A0C/iKeHHs (as3u 2b, 1o
MPOBOJMUTLCA B MapajefbHUX Tpylax 3 METO BH3HAUeHHS Jiana3oHy [103, OLiHKA e(eKTHBHOCTI,
Oe3reyHocTi Ta mepeHocuMmocTi 3iboTeHTaHy i [lamarsi03uHy y TAI[iEHTiB 3 XPOHIYHOK XBOPOOOIO
HUPOK 3 OL[iHIOBAaHOK ILIBUAKICTIO KiayboukoBoi ¢inbrpanii (olIK®) Big 20 ma/xs/1,73 M2 go 60
Mi/xB/1,73 m2», D4325C00001, Bepcis 1.0 Big 14 BepecHss 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Actpa3eneka Ab», [lIBelisi / AstraZeneca AB, Sweden

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

Hopatok Ne2 Bim uepBHsi 2021 p. mo 6Gpomrypu gociigHuka st anektuHiOy (RO5424802), Bepcist 11 Bix
BepecHs 2020 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, paHgomizoBaHe pociimkeHHs I da3u as oiHKM eeKTUBHOCTI Ta Oe3reku aneKTHHiIOy B
SAKOCTI a/'tOBaHTHOI Tepamil B TIOpIBHAHHI 3 a/'IOBAHTHOK XIMiOTeparii€ro IiperiapaTaMu Ha OCHOBI
IUVIATUHU Y TAL[i€HTiB 3 HeApiOHOKTTUHHUM pakoM JiereHb cTagii IB (myxmmuau > 4 cm) - A,
MO3UTUBHUM I110/I0 KiHa3u aHaruiaCTUYHOI JiMdoMH, 3 TIOBHOIO pe3eKlieto myxyinHu», BO40336, Bepcis 6
Big 10 6epe3nst 2021p.;

«PanpomiszoBane, OaraTorieHTpoBe, ¢asu 3, BigKpUTe AOCTIIPKeHHS aneKTUHIOy y TOpiBHSHHI i3
KPU30THHIOOM TIpH JTiIKyBaHHI TOIIMPEHOr0 He/IPiOHOKTITHHHOTO Paky JiereHb, MO3UTUBHOTO /0 KiHa3W
aHaryacTU4HOI JiMbomu, 3 IPUBO/Y SIKOTO paHillie He MPOBOAMIOCS JiKyBaHHs», B028984, Bepcis 6 Bif,
04 nucromnaza 2019 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifampHICTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

«®. Xopdmann-JIs Pou Jita» (F. Hoffmann-La Roche Ltd), [IBeiiiiapis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM Ta MiClLisl IPOBe/IeHHsI KJIiHIYHOTO BUMPOOYBaHHS B YKpaiHi:
byno Crano

I.M.H., ipod. Ctycs B.IL. J.M.H., ipod. Ctych B.II.

KomyHanbHe mignpueMcTBO «/lHinponeTpoBcbka | KoMmyHasibHe MiZNIPUEMCTBO «/JHIMIpOneTpoBChbKa
obnacHa KmiHiuHa JjikapHs iM. [.I.MeuHukoBa» | obsacHa KiiHiuHa JikapHsi iM. I.I.MeuHHMKOBa»
THinporieTpoBCchKoi 06/1acHOI pazy», BifgiieHHs | [THinmporieTpoBchKoi 06/1acHOT pajy», BiJiIeHHS
yposorii Ne2 (oHKOMOTiuHe), M. [THiTIpo yponorii Ne2 (oHkosoriuHe), [IHIMPOBCHKUIA
Jlep>kaBHAM MeJJUUHUI yHiBepcuTeT, Kadezpa
yposorii, M. [IHirpo

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBaHe, BigkpuTe pociaimkeHHs III (a3 ajid ouiHKM mepiornepaljiiHOrO 3acTOCyBaHHs
eHpopTymaly BeJoTHHY y KoMOiHarjii 3 mem6postizymabom (MK-3475) mopiBHSHO 3 He0a[|tOBaHTHOIO
Teparier reMUTabiHOM Ta LIMCIUVIATUHOM Yy YYaCHUKIB 3 M's30BO-iHBa3MBHHMM DAaKOM CEUOBOTO MiXypa,
npugatHux ajaa  jikyBaHHa puciatuHoM  (KEYNOTE-B15 / EV-304)», MK-3475-B15, 3
iHKopriopoBaHo®0 1iorpaBkoro 01 Biz 14 TpaBHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», nouipse nianpuemcrBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTrO 3a0e3MeueHHsA Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

3asy4eHHs! I0IaTKOBOTO MiClisl TPOBe/IEHHSI K/TiHIYHOTO BUMPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | g.m.H. Mopos C.M.

KomynanbHe TiJIIPUEMCTBO «/JHirponeTpoBCcbKa obsacHa KJIiHIYHa JIiKapHs
im. I.I. MeunnkoBa» [IHinporeTpoBchKoi 061acHOI pagu», 06/1aCHUM LIEHTP MCUXO0COMaTHUHUX
po3/1aziB Ha 6a3i MCUXOHEBPOJIOTIUHOTO BifiseHHs, M. [IHirpo

Howmep Ta faTta Haka3sy
MO3 100 3aTBepKeHHs
KJIiHiUHOTO BUIIPOOYBaHHS

Ne 422 Big 10.03.2021

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanziomizoBaHe, 1oBiliHe-cJIine, 3 M1aleb0 Ta aKTUBHUM KOHTPOJIEM JTiKyBaHHS A0OCTipKeHHs 26 da3u
edekTUBHOCTI Ta 6e3neunocti MK-8189 y maiiieHTiB 3 rocTpuM erizogom mm3odpeHii», MK-8189-008, 3
IHKOprIopoBaHoto rorpaBkoro 02 Bix 24 mucronaga 2020 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Enp Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi 3asyueHHs I0AATKOBUX MiCIh MPOBE/IEHHs K/IiHIYHOT'O BUITPOOYBaHHS:
TIOTIPaBKU No [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | nixap Mopos T.II.

OO6siacHe KOMyHalbHe HeKOMepIiiiiHe TTignpueMcTBO «YepHiBeljbka oOslacHa KiTiHiuHa
JIKapHs», MiApo3/in aMOy1aTopHOro fianisy, M. YepHiBLi

2. | nikap Nanywak O.B.

KomyHnasnbHe TiATIPUEMCTBO «/IHInporieTpoBChKa obmacHa KJIiHIUHa JIiKapHA
iMm. I.I. MeunukoBa» [IHirporneTpoBCcbKOi 00siacHOI paju, BiAjineHHsi fiami3y (XpOHiUHOTrO
reMoiiani3y Ta amOysaTopHOro fiamisy), [IHIMPOBCHKUM Aep>KaBHUN MeJUUHUIN YHiBEPCHUTET,
Kadezapa ypoJorii, M. JIHiTIpo

Howmep ta faTa Haka3y Ne 1012 Big 24.05.2021

MO3 o0 3aTBepAKeHHs

K/TiHIUHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOrO «MixXHapoziHe, paH/[0Mi30BaHe, TIO/IBiliHe cJiine, r1arie60-KOHTPOIbOBaHe JOCTiPKEHHST 3 METOI0 OL[iHKH

BUTIPOOYBaHHS, KO/, BIUIMBY LMKJ/IOCW/IIKATy LIMPKOHII0 HATPil0 Ha CepLeBO-CYAWHHI HAaC/iJKU, MOB’f3aHi 3 apuUTMI€l0 B

Bepcis Ta JjaTa YUaCHUKIB 3 peLiIMBYIOUO0 TinepKaslieMiero, sIKi 3HaXOAATbCS Ha XpOHiuHOMY remogianisi (DIALIZE-
Outcomes)», D9487C00001, Bepcis 1.0 Big 13 ciunsg 2021 poky

3asBHMK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CrioHcop, KpaiHa AstraZeneca, AB, Sweden

CynyTHi —

Marepiasu/nperiapatv

CYTIyTHBOI Tepamnii

B.o. reHepaibHOro JupekTopa Jupekropary
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

JIUCT-TI0sICHEeHHST ZI0 TIPOTOKOJTy KiiHiuHOTo BunpobyBanHst MK-3475-811 (Protocol Clarification Letter —
MK-3475 Protocol 811), Big 27 nurHsa 2021 poky, aHr/IiMcbKo0 MoBoo; [HhopMallis Ta JOKYMeHT Mpo
indbopMoBaHy 3rogy /s maijieHta, Bepcisi 07 Big 02 cepmusi 2021 poky, A/ YKpaiHW, yKpaiHCBHKOO
MoBoM; IHdopMarljisi Ta AoKymMeHT Tipo iHopmoBaHy 3roAy [jis TaijieHTa, Bepcis 07 Big 02 ceprHs
2021 poky, asi YKpaiHu, poCiiiCbKOI0 MOBOR; 3MiHa Bi/J[TTOBifAaMbHOTO JOCAIAHUKA Y MiCL[i IPOBeZeHHS
BUTIPOOYBaHHS:

byno Crasno

a.M.H. Konecnik O.0. K.M.H. OcTtanenko FO.B.

HarjionampHut  iHCTUTYT  paky, BijggineHHs | HamioHanbHMK — IHCTMTYT  paky, BiAJineHHsS
MaJIOiHBa3MBHOI Ta €HJOCKOMIYHOI Xipyprii, | Ma/l0OiHBa3MBHOI Ta eHAOCKOIIYHOI Xipyprii,
iHTepBeHLIWHOI paziosiorii, M. Kuis iHTepBeHLINHOI pazgiosorii, M. Kuis

3MiHa Ha3BM Ta MiClisl IPOBe/IEHHsI K/IiIHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO

I.M.H., npod. bongapenko .M. I.M.H., npod. bonaapenko .M.

KomyHaneHuit  3aknan — «/JHinponeTtpoBcbka | KomyHasribHe — HeKOoMmepLiiiHE — MiJIIPUEMCTBO
MicbKa bararomnpodinbHa KaiHiuHa jiikapHs Ned» | «Micbka KiiHiuHa JiikapHsi Ned» [THITIPOBCHKOI
[THIMporneTpoBChbKOi 00/1aCHOT pajy, BifjineHHs | MicbKOi pajiy, XiMioTeparieBTHUHE BiffieHHS 3
ximioTepartii, [epxaBHui 3aK/iaj | IeHHUM CTallioHapoM, JIHiMpOBCHKWI Jep>KaBHUM
«/IHImporneTpoBChKa MeJUYHa akaZiemisi | MeIUUHUM yHiBepcuTeT, Kadeapa OHKOJOTii Ta
MiHicTepcTBa OXOpOHM 3[0pOB’Sl  YKpaiHW», | MeJU4HOI pagiosorii, M. JIHinpo

Kadezapa oHkosorii i MeauuHoi pafioJiorii,

M. JIHinpo
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 9 Biz; 02.01.2019

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«Pangomizorane, III a3m, mogBiiiHe cine AociimkeHHsT KoMmbiHallii Tpacty3ymaly, ximioTepamii Ta
nemMOpostisymaby y mopiBHsHHI 3 KomOiHalji€ero TpacTy3ymaly, Ximiorepamii Ta rtaiebo sk Teparii
riepiioi miHil y marfientiB 3 HER2-MO3UTMBHOIO METAaCTaTUYHOIO a/IeHOKapIIMHOMOIO MUIYHKY abo
HUTyHKOBO-cTpaBoxigHoro 3'eqHanHd (KEYNOTE 811)», MK-3475-811, 3 iHKOpIOpPOBaHOK MOMPAaBKOK)

07 Big 24 yepBHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Exng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepajibHOro AupeKkTopa /lupekropary
(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

Bpomypa gocnigauka yositykcumaby, Bepcist 10.0 Big 19 unas 2021 poky, aHT/TiiiCbKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 893 Big 15.04.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe mojoBXKeHe JOCTiHKeHHsT YO TyKCMMa0y y Mal{ieHTiB i3 peLiIMBHUM PO3CiSTHUM CKJIEPO30M»,
TG1101-RMS303, Bepcis 2.2 Big 29 uepBHs 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 06MexeHo0 BifnosigansHicTIo «OCT YKPATHA»

CrioHcop, KpaiHa

Tilxu Tepanbtotukc, [HK., CIHA (TG Therapeutics, Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikaris cyTreBoi
TIOTIPaBKU

Jluct mauienty «Bitaemo», Bepcis 1 Big 23 Gepe3ns 2021 poky yKpaiHCBKOIO MOBOO; JIUCT TarfieHTy
«JlackaBo Tmipocumo», Bepcis 1 Bix 23 Oepesns 2021 pokKy pOCiHCBKOIO MOBOO; JIMCT-TIofsKa /ISt
narfieHTa, Bepcisi 1 Bizg 23 6epesnsi 2021 poKy yKpaiHCbKOIO MOBOFO; JIUCT-TIO/sIKa /1J1s1 TIaLli€eHTa, Bepcis 1
Big 23 Gepe3nss 2021 poky pociiicbkkoro MoBoro; [TociOHUK i3 Bi3uTiB i 0OCTe)XeHb, TepenbOaueHUX
JmocimkeHHsM, Bepcist 2 Big 23 6epe3ns 2021 poky ykKpaiHCbKOO MOBOR; ITociOHMK i3 Bi3uTiB i
oOcTexxeHb, repeAbaueHUX JOCTiHKeHHSIM, Bepcisi 2 Bif 23 Gepe3Hs 2021 poKy poOCifiCHKOIO MOBOIO;
Kaptka — Bisut g0 mikaps, Bepcis 1 Big 23 6epe3ns 2021 ykpaiHcbkoro MoBoro; Kaptka — Bisut 710
nikapsi, Bepcisi 1 Big 23 6epe3nst 2021 pocilickKoro MoBoO; Bykiet st natjieHTa, Bepcist 1 Bif 23 6epe3sst
2021 poky yKpaiHCBKOI MOBOO; BykseT fyisi marjieHTa, Bepcis 1 Big 23 6epe3nst 2021 poKy pociicbkoro
MoBol10; [HdopmariifiHa 6porirypa /s naiieHTa, Bepcis 1 Big 23 6epesnst 2021 poky yKpaiHCHKOIO MOBOIO;
Indopmariitina 6porrypa /s matieHTa, Bepcis 1 Big 23 6epesnsi 2021 poKy pociiickkoro MoBOR; JIucT
narfieHTy 3 6a3u gaHux, Bepcis 1 Big 23 6epe3ns 2021 poKy yKpaiHChKOIO MOBOIO; JIMCT marfieHTy 3 6asu
nmaHux, Bepcig 1 Bim 23 OGepesnst 2021 poky pocilicbkkoro MoOBor; IHdopmariitiHa Oporrypa mpo
JocmimpkeHHst, Bepcisi 1 Big 23 Gepe3nst 2021 poky ykpaiHCBKOIO MOBORO; [H(opMariiiiHa Gporirypa mpo
nmocrimkenHs, Bepcisi 1 Big 23 6epe3nss 2021 poky pociiicbkoro MoBOw; JIMCT [0 poAvdYa 4u Jpyra
natieHTa AociimkeHHs, Bepcis 1 Big 23 Gepe3nst 2021 poKy yKpaiHChKOIO MOBOR; JIMCT [0 pojuua uu
JIpyTa TarjieHTa AoctipkeHHs, Bepcis 1 Big 23 6epesnst 2021 poky pocilicbKOr MOBOO; [HCTPYKIIisi 11010
npolielypu oTpuMaHHs iHdopMoBaHoi 3rosu, Bepcis 1 Bif 23 Gepe3Hsi 2021 poKy yKpaiHCHKOIO MOBOIO;
[HCTpyKIjisi 1I0J0 TIpOLleAypyd OTpUMaHHsI iHdopMoBaHOI 3rogu, Bepcisi 1 Big 23 OGepe3ns 2021 poky
pocCiiicbkKor0 MOBORO; [IpuKias aHIMOBAHOTrO ClieHapit0 OTPMMaHHS 3rO[M TallieHTa Ha KIiHiyHe
JIOC/Ti/I)KeHHsI aHTJIiICbKOI0 MOBOIO; AHIMOBaHWM ClieHapiki OTpUMaHHs 3ro/y TallieHTa Ha KJIiHiuHe
JocnimkeHHsi, Bepcig 2 Big 23 0Gepe3ns 2021 poKy yKpailHCbKOIO MOBO; AHIMOBaHWM ClieHapiit
OTpPUMaHHS 3rO/IY TIALliEHTa Ha KTiHiYHe JOCTipKeHHs, Bepcis 2 Bix 23 Gepe3nst 2021 poKy pociiichbKoro
MoBow; OHoBreHa bpoiiypa gocnmiguuka 3 mperapatry RO7490677 (PRM-151; Recombinant Human
Pentraxin-2), Bepcis 14 Bix uepBHsi 2021 p., aHr/IiiiCbKOIO MOBOIO; 3MiHa HaliMeHyBaHHSI 3asiBHUKA B
Ykpaini 3 TOB «KOBAHC KJ/IIHIKAJT JEBEJIOTIMEHT YKPAIHA» na TOB «/IABKOPII
KJ/ITHIKAJI IEBEJIOIIMEHT YKPAIHA»




MPOJOBXKEeHHA JojaTka 29

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«Bigkpute pocmimkenHs mpozoskeHHs (asu III pAns ouiHku  JoBroTpuBasioi  OesmeyHOCTi Ta
edexkrtuBHOCTI mperiapaty PRM-151 y marjienTiB 3 igiomatnunum siereHeBuM ¢ibpozom (IJID)»,

WA42294, Bepcis 2 Big 17 nmuctonaza 2020 poky

3asgBHUK, KpaiHa

TOB «JIABKOPII K/ITHIKAJT IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«®. Xoddmann-JIs Pou JIita» [F. Hoffmann-La Roche Ltd.], IIBefitiapis

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporypa goctigHuKa st AOCTiHKyBaHOTO JTiKapcbkoro 3aco0y «Comatporon», Bepcisi 1.0 (Pfizer), Bix
08 numnus 2021 (VV-TMF-199277), aHrniiicbkoro MOBOO; 3MiHa Ha3BM MiClisg TIPOBeJieHHs KJIiHIYHOTO

BUTIPOOYBaHHS:

Byno

Crano

ripo., uneH-kop HAMHY Apsies M.JL.

HeoHaToJIoTii Ta bioeTuku, M. Ozneca

KomynanbHa ycranoBa «Ogecbka —ob6macHa
JUTSUa K/IiHIYHA  JTiKapHS», BiJi/IeHHs
Hedposorii 3 eHJAOKPUHHUMM  JIi’KKaMU,
OpecbKuii Hartionanbauii MeIUUHUN
yHIBepCHTeT, Kadezapa reiaTpii Nel,

ripo@., uneH-kop HAMHY Apsies M.JI.
KomyHanpHe  HekoMepliliHe — MiANIPUEMCTBO
«Opecbka obnacHa AuTsYa KIIiHIUHA JIiKapHSI»
OpecbKoi 0bs1acHOI pajy, BiagineHHs Hedposiorii
3 €H/JJOKPUHHUMU JIDKKaMHu, OpecbKui
HarjioHaneHuit MmeguuHuil yHiBepcuteT, Kadezapa
nemiatpii  Nel, HeoHaTosorii Ta 6ioeTHKH,
M. Opeca

Howmep Ta faTta Hakasy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zaTta

«docnimkeHHs: 6e3neKy Ta MOIIyK ONTUMAaIbHOI ZI03U, TIPY BUKOPUCTAHHI Pi3HUX A030BUX piBHIB MOD-
4023 B MOpiBHSIHHI 3i CTAaHZAPTHOMO IIO/IEHHOIO Teparieto p-nl'3 y mpernybepraTHux Aiteit 3 Aedinurom
ropMoHy 3pocty», CP-4-004, IToripaBka Ne9 no nportokony, VV-TMF-53886, Bepcis 1.0, Bif 12-)XKOBTHS-

2017

3asiBHUK, KpaiHa

Akuessciops JIta., YropiiyHa

CnoHcop, KpaiHa

OPKO Biologics Ltd., (OITKO bionomxkukc JIta), I3painb

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apmaneBTHUHOT0 3a0e3nmeueHHs

IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTr0 BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiIHAKA
n/n Has3Ba miclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1. | a.M.H., pod. Ctycs B.IT.

KomyHasnbHe mignpreMcTBO «/JHimporeTpoBchKa ob1acHa KitiHiuHa ikapHs im. [.I. MeuHUKOBa»
[rinporieTpoBchbKoi 06acHOi pagu», BiaginenHs: yposorii Ne2 (oHKOjOTiUHE), HIPOBCHKUM
J\lep’KaBHUM MeIMUHUM YHiBepcuTeT, Kadezpa yposorii, M. JIHinpo

Howmep Ta faTta Haka3sy
MO3 100 3aTBepKeHHs
KJIiHiUHOTO BUIIPOOYBaHHS

Ne 1012 Big 24.05.2021

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanzomizoBaHne, TojBiliHe ciine, 6aratorieHTpoBe dasu I mocizpkeHHs 3aCTOCYBaHHS aTe30/1i3ymMaly
(autu-PD-L1 aHTWTINIO) MpOoTH TiManieb0 K aj’OBAHTHOI Tepariii y TalfieHTiB 3 M’s30BO-iHBa3WBHUM
pakoM Ce4yoBOr0 Mixypa BHUCOKOI'O PHU3MKY 3 HafBHOW Lpky/aorodorw [JHK nyxmvHu micias
nucrekToMii», BO42843, Bepcis 3 Bix 08 6epe3ns 2021 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 0OMeXXeHOI0 BiMOBizambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdpmann-JIsa Pou JIta, HIseiiapis

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHA Ian 3A/IBOPHUX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

Bpomrypa gocnigauka Somatrogon (MOD-4023, CTP Modified hGH), Bepcisi 1.0 (Pfizer) Bix uepBHs
2021 (MOD-4023 | CP-4-004 CP-4-006 CP-4-009 OLE | MOD-4023 Somatrogon Investigator's Brochure
08Jul2021 VV-TMF-199277 | Version 1.0 dated 13 Jul 2021)

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 915 Big 08.08.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpute panmomizoBaHe OaraTolleHTpOBe AOCTiMKeHHS (a3 3, TpUBamicTIO 12 MicALiB, 3 OL[iHKH
edeKTUBHOCTI Ta Oe3reuHocTi 3acTocyBaHHs rnperiapaty MOD-4023 oauH pa3 Ha TWKJeHb, Y MOPiBHSAHHI
3 IIOZIEHHOO Tepariiero ['eHoTporiHOM®, y AiTel y riperybepraTHOMY BiLli 3 eilJUTOM TOPMOHY POCTY»,
CP-4-006, ITonpaBka 2 Biz 06 TpaBHs 2018

3asBHUK, KpaiHa

TOB «KLIP Ykpaina»

CnoHcop, KpaiHa

OIIKO Baitonomxikc Jita. (OPKO Biologics Ltd.), I3painb

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikariist cyrreBoi
TIOTIPaBKU

[ITogeHHUK [OTPUMaHHS peXUMy [OC/IiKyBaHOro mperapaty, Bepcig 1.0 Big 28 TpaBHa 2021p.,
YKpalHCbKOI0 MOBOR; [llo/leHHMK JOTpYMaHHS peXXuMy J1iKyBaHHS B paMKax JOC/ipKeHHs, pefakuisa 1.0
Bif 28 TpaBHs 2021p., pociiicbkoro MOBOI0; CKpiHIIOTH A04aTKy AocimkenHs: ACT16877 Ha MobibHUI
npuctpiii (IRB Screens), Bepcisi Bix 02 ceprnnsi 2021 poky, yKpaiHCbKOIO MOBOIO; CKPIHIIIOTH [10AATKY
pnocmimkeHHss ACT16877 Ha mobinbhuii mpuctpiii (IRB Screens), Bepcist Big 02 ceprmusi 2021 poky,
POCiMICbKOI MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBaHe, mToOABiMiHe citine, T1ae00-KOHTPOIbOBaHe [OCTiMKeHHs Gasu 2 [/ OL[iHKU
edekTHUBHOCTI Ta Oe3reku SAR441344, MOHOK/IOHA/ILHOTO aHTHUTL/IA A0 aHTaroHicta CD40L, y naijieHTiB

3 peLMJUBYIOUMM PpO3CisHUM cKiepo3om», ACT16877, 3 nonpaskorwo 01, Bepcia 1 Big 20 TpaBHA
2021 poky

3asBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepii e feBesiornMaH, ®paHifisi)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikaris cyTreBoi
TIOTIPaBKU

InrepakTuBHUl «[TociOHMK 11 marjieHTa», Bepcis 1.0 Big 23.07.2021p. yKpaiHCbKOK MOBOI; BykieT
«ITocibHuK m1s1 marfienTa», Bepcis 1.0 Big 22.07.2021p. yKpaiHCbKOIO MOBOO; EJIeKTPOHHUH 1110/JeHHUK:
3BiT 3 ekpaHy. HaBuanbHHM MOAy/Ib i3 KOPUCTyBaHHS TOPTaTWUBHUM mpucTpoeM, Bepcis 1.00 Bifg
17 rpypua 2020p. yKpalHCBKOKO Ta aHIJIIMCBbKOIO MOBamM; EeKTPOHHMM IO/IEHHUK: 3BIT 3 eKpaHy.
[HCcTpyKLil Ta onuTyBanbHUKH, Bepcis 1.00 Big 19 aunns 2021p. yKpaiHCHKOIO Ta aHTJ/IiNCHKOK MOBaMU;
Crucmmii riocibHuK Aist marieHTiB. [TopratuBHUN NpycTpiii, Bepcis 1 Bix 23 nurHsa 2021p. yKpaiHCHKOO
MOBOI0; ENeKTpOHHUM IIOfIEHHUK: 3BIiT 3 ekpaHy. HaBuasibHe Bifjeo [ yyacHUKIiB (He0OOB’sI3KOBe),
Bepcis 1.00 Bizg 16 TpaBHs 2021p. yKpaiHCHKOIO Ta aHTJIiMCbKOI MOBaMU; ENeKTpOHHUIM 1110ZieHHUK: 3BiT 3
ekpaHy. lllogeHHUMK BUIOPOKHeHb KullleyHWKa, Bepcis 1.00 Big 19 snunua 2021p. yKpaiHCBKOHO Ta
aHIVIIMCbKO0 MOBaMH; E/eKTpOHHMI WIO/IeHHMK: 3BiT 3 eKpaHy. AHKeTa cTaHy 370poB’st EQ-5D-5L,
Bepcist 1.00 Bix 19 nunus 2021p. yKpaiHCHKOIO Ta aHIJiMChKO0 MOBaMu; EeKTpOHHUIM 11[0/IeHHUK: 3BiT 3
ekpaHy. BeuipHnili mjonennuk, Bepcisi 1.00 Big 19 snunusg 2021p. yKpaiHCBKOIO Ta aHTJ/IiMCHKOK MOBaMHU;
EnektponHuii mjoseHHuK: 3BiT 3 ekpaHy. FACIT Illkana Bromu (Bapiant 4), Bepcis 1.00 Big 19 numnHs
2021p. yKpalHCBKOIO Ta aHI/IIMCHKOI MoBamM; EneKTpOHHMI 1IOJEHHUK: 3BiT 3 eKpaHy. IHCTpyKUii z0
CaMOCTIMHOTO 3arlOBHEHHSI aHKeTH M0 3arajbHOMY 3aXBOpHOBaHHIO KuilleuHrka IBDQ, Bepcis 1.00 Bif
19 nunns 2021p. yKpaiHCBKOIO Ta aHIJ/IIMCHKOK MOBaMH; EJIeKTpOHHUWI 1[OJEHHUK: 3BIiT 3 eKpaHy.
HaragyBanns «AstraZeneca D5271C00001 Reminder Icon eCOA Handheld Screenshots», Bepcist 1.00 Bif,
19 nunns 2021p. yKpaiHCBKOKO Ta aHIJ/IIMCHKOK MOBaMu; EJIeKTpOHHUWI 1[OJIEHHUK: 3BIiT 3 eKpaHy.
3arasbHe Bpa)keHHs MaljieHTa IIo/0 3MiHM Horo craHy — XBopo6a Kpona, Bepcis 1.00 Bix 19 numus
2021p. yKpaiHCBKOIO Ta aHIVIIMCbKOIO MOBamM; ENeKTpOHHMII WOJeHHMK: 3BiT 3 eKpaHy. 3arajbHe
Bpa)KeHHs Talli€eHTa I[0/I0 TSPKKOCTI cuMmnToMiB — XBopoba Kpona, Bepcisg 1.00 Bix 19 numas 2021p.
YKpalHCbKOIO Ta aHI/IIMCbKOI MOBaMM; EjleKTpOHHMI IIOJIEHHUMK: 3BIT 3 eKpaHy. Bare 370poB’s Ta
camornouyTTsi SF-36v2, Bepcis 1.00 Big 19 nunxs 2021p. yKpaiHCHKOIO Ta aHT/IiMCbKOK MOBaMU




MPOJOBXKEeHHA fojaTka 34

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«52-TKHeBe, OaraTOL|eHTPOBe, paHZOMi30BaHe, TIO/BiliHe ciire, Tuialebo Ta aKTUBHO-KOHTPOJIbOBaHe
nmocimKkeHHs1, da3u 2b/3 B mapasiesibHUX TpyTax i3 Oe3repepBHUM Mepexo/joM MK (a3aMu, Jjis OLiHKU
edekTBHOCTI Ta Oesrieku Bpa3sukymaOy y marjieHTiB 3 xBopoboto KpoHa Bijj cepeHBOrO 10 Ba’KKOTO
crynensi aktuBHOCTI (INTREPID Lead-In)», D5271C00001 (ITonepeaniit ko 3150-301-008), nmompaBka
4, Bepcis 5.0 Bizg 24 motoro 2021 poky

3asgBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

bpourypa gocnignvka Kcranzi (Xtandi, Enszanyramiza, ezalutamide), BupganHsi 12.2 Bix 24 uepBHs
2021 poky, aHr/ilcbKor MOBOW; YKpaiHa, MK-3475-641, Indopmatiis Ta JOKyMeHT npo iHhopMoBaHy
3rofly A1 nauieHTa, Bepcist 1.02 Big 10 ceprins 2021 p., yKpaiHCBbKOIO Ta POCiHCHKO0 MOBaMU

Howmep Ta gara Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHs, KO/,
BepCis Ta JaTa

«PanpomisoBane, noggiiiHe criirne gocmimpkenHs 111 ¢a3u nmemOposizymady (MK-3475) y kombiHariii 3
eH3a/lyTaMiZIoM TOpiBHSIHO 3 eH3a/lyTaMiZioM 3 I1aueb0 y Y4YacHHKIB 3 MeTacTaTUYHUM KacTpaLjiiHO-
pesucTeHTHUM pakoM mnepeamixypoBoi 3ano3u (mCRPC) (KEYNOTE-641)», MK-3475-641, 3
iHKopriopoBaHoto rnorpaskoro 05 Bif 14 tpasHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeKeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CYIyTHBOI Tepartii

B.o. renepansHoro jupekropa /JIupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikariist cyrreBoi
TIOTIPaBKU

30i/IbIIIeHHsT 3aM/IaHOBAHOI KiIbKOCTI ZOCTIKYBaHUX [/IsI BK/IFOUEHHS Y K/iHiuHe BUMpPOOyBaHHSI B
Ykpaini i3 50 go 60; HopaBanHsi BO41843, KepiBHulTBO A/1s1 maijieHTa, Bepcis 1.0, Big 23 mroToro
2021 poKy yKpaiHCBKOIO Ta POCiMCbKOK MOBaMU

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe moABiliHe criimne riaie60-KOHTpPobOBaHe OararorjeHTpoBe fociimkeHHs da3u 111 anis
ouinki edektuBHOCTI Ta Oesmeunocti GDC-9545 y komOiHanii 3 manbouMKIiooM TIOPiBHSIHO 3
KOMOiHalI[i€l0 JIeTp030/y Ta Maja0OIMK/IiOy y TMal[ieHTiB 3 eCcTpOreH-perentop-no3utuBHuM, HER2-
HeraTUBHMM MICLIeBOIIOLLIMPEeHUM UM MeTacTaTUYHMM PakoOM MOJIOYHOI 3a/mo3u», BO41843, Bepcia 2 Bif
08 mrororo 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiapis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OHOBIeHi PO3/i/N [JOChE NOCTIHKYBAaHOTO JIiKapchbKoro 3acody ¢enedbpytuHio (S.2.2, S.2.3, S.2.4, S.2.6,
S.3.2, S.4.1, S.4.2, S.4.3, S.4.4, S.4.5, S.5, S.7.1, S.7.3, P.3.1, P.5.2, P.5.3, P.8.1, P.8.3) Ta renepuuHe
nnate6o 10 penedbpytuniody (P.3.1, P.8.1, P.8.3) Big mumus 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«BATATOLIEHTPOBE PAHIOMI3OBAHE TIOABIMHE CJIIIIE JOC/IDKEHHS ®A3U 11 Y
[TAPAJIEJIbBHUX TPYIIAX 3 TIIOABIMHUM KOHTPOJIEM IUTIALIEBO [JI OLIHKU
EOEKTUBHOCTI TA BE3IIEUHOCTI ®EHEBPYTUHIBY TTOPIBHAHO 3 OKPEJII3YMABOM VY
OJOPOCJIIMX IMALIEHTIB 3 TIEPBUHHUM IIPOI'PECYHOUMM PO3CIAHUM CKIIEPO30OM»,
GN41791, Bepcis 3 Big 09 BepecHs 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BifnoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 38

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

Bporypa gociigHKa, AOCTipKyBaHOTO Jiikapcbkoro 3aco0y PRN1008/ SAR444671 - Pun3abpyTuHio,
BuganHsa 12 Big 14 uepBHs 2021 poOKy, aHI/IIMCBKOIO MOBOIO; YTOYHEHHS Ha3BM [JOC/i/PKyBaHOTO
nikapceKoro 3acoby PRN1008 (pun3abpyTtuHib), y 3B’s13Ky 3 0/laBaHHSIM OHOBJIeHOT Ha3Bu SAR444671

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 230 Big 30.01.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomisoBaHe, 1oBiliHe crire, T1ale00-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/Ti/PKeHHS i OL[iHKH
edekTMBHOCTI Ta Oe3reyHocTi TiepopanbHOro iHribitopa TuposuHKiHasu bpyrtona (TKB) -
Pum3abpytuni6ba (PRN1008) asist sikyBaHHS TieMQirycy MmomipHOTO Ta TSDKKOTO CTyreHHs», PRN1008-
012, Bepcis 06 Big 06 TpaBHs 2021 poky

3asBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHcop, KpaiHa

Principia Biopharma Inc., CIIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa gocnijnuka ansi Pantoprazole (PF-05208751), Bepcisi 4.0 Bin uepBHsi 2021 poky; Popma
iHopMOBaHOi 3rofi Ha ydacTh Yy HayKOBOMY [JOC/iMKeHHi [y GaTekiB», Bepcisi 3.0 Big 09 ceprnHs
2021 poKy, YKpaiHCbKOIO Ta POCilCbKOK0 MOBaMU

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Biz 05.10.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe OarartoleHTpOBe AOC/i/)KeHHSI 3 OLiHKK (PapMaKOKiHeTHMKH OJUHOUHMX Ta OaraTopa3oBUX
BHYTPILIIHBOBEHHUX 103 IIaHTOMNPAa30/1y y JBOX BIiKOBUX KOroprax TOCIIiTali30BaHUX IeJiaTpPUUuHUX
nawieHTiB Bif 1 go 16 pokiB, 10 € KaHAWAATaMU [/ KMCIOTOCYIpeCUBHOI Teparii», B1791089, 3
MONPaBKOI0 3, Bepcis /st YKpainu Big 16 ciung 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«®atizep Inuk.», CIIIA / Pfizer Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 40

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

[HdopMariiiiHuii UCcTOK mnatieHTa i dopma iHdbopMoBaHoi 3roau A YKpainu, Bepcis 4.1 Big 30 nurHs
2021 poKy yKpaiHCBKOIO Ta POCiMCbKOK MOBaMU

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 727 Big 04.04.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHA0OMi30BaHe, MOZBilHe crirne, Miareb0-KOHTPOIbOBaHEe AOC/iKeHHS ¢a3u 2b y
rapa’sieJIbHUX rpyTiax /sl OL[iHKK e)eKTUBHOCTi, 6€31TeYHOCTi Ta MePeHOCUMOCTi LeHEPUMOJY Y TIalli€EHTIB
i3 cucreMHuMM uepBoHMM BoBYakoM (CUB) Bijg momipHOro [0 BHCOKOrO CTyIEHSI aKTMBHOCTI», ID-
064A202, dbinanpHa Bepcis 4 Big 02 rpyans 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOI) BIJIOBIJAJBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Idorsia Pharmaceuticals Ltd /Izopcisi @apmacektotikan3 JItz, [lBeiiiiapis

CymnyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA IBan 3A/IBOPHUX




Hoparok 41

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

MK8835-059_nepeksiaj TeKCTOBOrO CyNpOBOAY [0 BifleOPOJIMKY [/Is1 MaLlieHTa, YKPaiHCbKOI MOBORO 1Sl
Yxkpainu, Bepcis «Patient Video Script_Ukrainian-UA»; MK8835-059_ nepek/na/i TeKCTOBOTO CYNPOBOAY
[l0 Bi/leOpOJIMKY [i/1s1 Talli€eHTa, POCiChKOI0 MOBOIO i1 YKpaiHu, Bepcis «Patient Video Script_Russian-
UA»; MKB8835-059_Bizseopomuk [y MNalji€eHTiB, YKpaiHCHKOWO MOBOKW /yid YKpaiHu, Bepcis
«MSD_MK8835-059_Vertis  Pediatric ~ Patient  Video_V1_  Ukrainian-UA.mp4»;  MK8835-
059_Bifgeoponuk Asis1 MaLli€HTIB, POCIMCHKOIO MOBOIO A1 YKpaiHu, Bepcig «MSD_MK8835-059_Vertis
Pediatric Patient Video_V1_ Russian-UA.mp4»; MK-8835-059 ETukeTKu A5 >KypHanay peecTpatiii
BMICTY TJIFOKO3U B KpOBi — iHTeHcuiKaLisi (MMosib/m), Bepcis 1 Big 19 Gepe3ns 2021 p., a1 YKpaiHy,
yKpaiHCbKoro MOBOr; MK-8835-059 ETvkeTKM [/151 )KypHasly peecTpalii BMICTy TIJIFOKO3U B KpOBI —
inTeHcuikais (MMosb/n), Bepcisi 1 Big 19 6epesnst 2021 p., Anst YKpaiHH, POCiiiCbKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2372 Biz 04.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, MozBilHe ciline, paHZOMi30BaHe, I1ale00-KOHTPO/IbOBaHe KiliHiuHe mocmimkeHHs 111
(asu a5 ouiHky Oe3neku Ta edektuBHOCTI EpTyriidnosiny (MK-8835/PF-04971729) y aiteild, Bikom Bif
10 mo 17 pokiB BK/IIOYHO, XBOPUX Ha I[yKpOBUH miaber 2 tury», MK-8835-059, 3 iHKOpPIOpoBaHO0O
nonpaBkoro 01 Bix 11 yepBHst 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Enz Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIIeHHsT Ki/TbKOCTI TMAlfi€HTIB, AKi MPUAMATUMYTh y4acTh Y KJIiHIYHOMY AOCTipKeHHi B YKpaiHi 3 162
Jo 166 ocib; 3miHa HaliMeHyBaHHS 3asBHMKa B YkpaiHi 3 TOB «KOBAHC KJIIHIKAJI
OEBEJIOIIMEHT YKPATHA» na TOB «JTABKOPIT K/ITHIKAJI JEBEJIOTIMEHT YKPATHA»

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 893 Big 15.04.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[TopBiiiHe cnine, paHgoMi30BaHe TOOBXXeHe JOCTiKeHHs [l OL[iHKM JJOBrOCTPOKOBOI e(heKTHBHOCTI i
0e3rMevyHOoCTi Mpenapary JIiH3aro/iKc y MaijieHToK 3 60j1eM, TOB’s13aHUM 3 eHloMeTpio3om», 19-OBE2109-
006, Bepcisa 2.0 Big 25 cepraa 2020 p.

3asiBHUK, KpaiHa

ToBapKCTBO 3 06MeXeHOI0 BianoBsiganeHicTio «JIABKOPIT K/TIHIKAJI JEBEJIOIIMEHT YKPAIHA»

CnoHcop, KpaiHa

O6cEBa CA (ObsEva S.A.), IlBetitjapis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITTOBia/TbHOTO [TOC/TiTHMKA Y MiCIli TTPOBeIeHHs] BUIIPOOYBAHHS :
byno Crano

a.M.H. Konechik O.0O. K.M.H. Ocranesko FO.B.

HarjioHanpHui  IHCTUTYT paky, BijgineHHs | HaijioHasbHUM — IHCTUTYT  paky, BiAZineHHs
MaJ/IOiHBa3UBHOI Ta eHJOCKOIMIYHOI Xipyprii, | Ma/loOiHBasMBHOI Ta eH/OCKOIMIYHOI Xipyprii,
iHTepBeHLIMHOI pagiosorii, M. Kuis iHTepBeHLiKHOI pagiosorii, M. Kuis

Howmep Ta fara Haka3sy
MO3 1woz0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 466 Big 13.03.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

Panyiomi3oBaHe mozBiiiHe cuire mociipkeHHs I da3u, mopiBHsAHHS KOMOiHarlii remOposizymady Ta
imimiMmymaby 3 KoMmbOiHarjiero memMOposisymady Ta muianiebo y paHillle He/JiKOBaHMX TAL[iEHTIB 3
MeTacTaTUYHUM He/IpiOHOK/IITHHHUM pakoM JiereHb 4 ctafii 3 PD-L1-nosutuBHuMuy nyxavHamu (TPS >
50%)(KEYNQOTE-598), MK-3475-598, 3 inkopriopoBaHoto nornpaBkoto 06 Big 11 rpyans 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Ilapn Exng Joym Kopr.», nouipue niagnpuemcrso «Mepk Exg Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CymnyTHi
MaTepiayiv/rpenapaTu
CyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnena bpoirypa [ocrmifgHvka, TepopanbHuil cemariytuf, mnpoekT NN9924, nmiaber 2-ro Turmy,
BUaHHs 13, ¢dinanbHa Bepcis 1.0 Big 12 numus 2021 poky, aHriicbkoro MoBoto (Investigator's Brochure
Oral Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 13; Final version 1.0; dated 12 July 2021)

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2107 Big 17.10.2019
Ne 2006 Biz 02.10.2019
Ne 2777 Bip 02.12.2020

Has3sBa kiiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PIONEER 11, mi>kperioHanbHe KiiHiuHe gocmimpkenHs s Kuraro: EdektrBHicTh Ta Ge3mneka rpuiiomy
MepopanbHOTO0 CeMarjayTHAYy y MOPiBHsHHI 3 Tulalebo0 y maijieHTiB 3 AiabeToM 2-To THUIly, SIKi JTiKYIOThCS
BUKJIIOUHO Zie€Toro Ta (isuuHuMu BripaBaMu», NIN9924-4338, octaTouHa Bepcist 4.0 Big 15 ciuns 2019 p.;
«JJocmii)keHHs1 BIUIMBY CeMarjlyTUZy Ha CepLeBO-Cy[VHHI YCK/IaJHeHHs Vy Talli€eHTiB 3 LIYKPOBUM
niaberom 2-ro tury (SOUL)», EX9924-4473, dinanbna Bepcis 3.0, Big 17 mucromazga 2020 p.;
«EdekTuBHiCTh Ta Oe3reka MpuiioMy MepopajbHOTO CeMaryayTHAYy Y TMOpiBHSHHI 3 Tuiariebo y AiTelt Ta
MiZJTITKIB 3 LyKPOBUM ZliabeToM 2-ro TUIly, siKi JiKyHTbC MeTOopMiHOM Ta/abo 6a3anbHUAM iHCYJTIHOMY,
NN9924-4437, dinanbHa Bepcis 1.0 Big 20 TpaBHst 2020 poky.

3asBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiClisl TTPOBe/IeHHs] BUTIPOOYBAHHSI:

Ne
/1

[1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1

K.M.H. ["'onobopogasko O.0.

KomyHanbHe HekoMepLiiiiHe MiANPUEMCTBO «3aropi3bKUi perioHaJbHUM TPOTHIYXJIMHHUN
L[eHTP» 3aropi3bkoi 00/1laCHOI pajy, OHKOXiMioTeparieBTHUHEe BiJ/lileHHd 3 [eHHUM
CTaLliOHapOM, M. 3aropixoKs

Howmep Ta faTta Haka3sy
MO3 100 3aTBepKeHHs
KJIiHiUHOTO BUIIPOOYBaHHS

Ne 422 Big 10.03.2021

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PRESERVE 1: ®a3a 3, panjiomizoBaHe, IMO/BiliHe CJIile AOC/i/PKEHHS TPUIALMK/IIOy y TOpIBHSIHHI 3
nianebo y mMallieHTiB, SIKi OTPUMYIOTh Tepamito i3 3acrocyBaHHsM FOLFOXIRI/6eBaiiyizyma0y mis
JIIKyBaHHS MeTaCcTaTUYHOI'O KOJIOpeKTaslbHOro paky», G1T28-207, Bepcisa 2.0 Big 11 ciuna 2021 poky

3asaBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

G1 Therapeutics, Inc., United States

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




HonaTok 46

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikaris cyTreBoi
TIOTIPaBKU

TAK-935-3001 dopma iHdopmoBaHOI 3roAu [Aorisfava /[Aas [JOPOC/Oro TMaljieHTa Ha ydacTb ¥y
IOCTiI)KeHHI /s YKpaiHu, aHT/iNMCcbKo MoBoro, Bepcid 1.1 Big 29 munns 2021 p.; TAK-935-3001
®opma iHbopMoBaHOT 3roAu AorJsifaua AJis JOPOC/IOro MaljieHTa Ha yuacThb y JOC/iKeHHI /151 YKpaiHu,
yKpaiHCbKOI0 MOBORO, Bepcis 1.1 Big 29 numus 2021 p.; TAK-935-3001 dopma iHpopmoBaHOi 3rou
Jlor/siiaua Jijisi 0POC/Ioro MallieHTa Ha yuacThb y JOC/iZPKeHHi /151 YKpaiHu, pOCiiiCbKOI0 MOBOMO, BepCisi
1.1 Big 29 nunnus 2021 p.; 3pa3ok iHdopMatiii, 110 Oy/e BUJaHa MaLi€HTy Ha eneKTpoHHOMY Hocii eCOA
«EQ-5D-5L PDA version, AHKeTa CTaHy 310pOB’s», [lepeksa Ha yKpaiHCbKY MOBY /i1 YKpaiHH, Bepcisi
1.00 Bifg 23 uepBHs 2021p.; 3pa3ok iHdopmMatriii, 1110 Oyzie BUjaHa MaIjieHTy Ha eJleKTpOHHOMY Hocii eCOA
«EQ-5D-5L PDA version, OnuTyBa/ibHYK NP0 CTaH 30pOB’s1», Bepcis pociiicbkoro MOBOIO /151 YKpaiHu,
Bepcist 1.00 Big 23 uepBHs 2021p.; 3pa3ok iHdopmMailii, 1110 6yJe BHaHa Mal[i€eHTy Ha eJIeKTPOHHOMY HOCiT
eCOA «C-SSRS Buxinni maHi fiTeii/Bin6ip», ykpaiHCbKol MoBoro, Bepcist 1.00 Big 27 ymumns 2021p.;
3pa3ok iHdopmaliii, o Oyje BHJaHa MallieHTy Ha enekTpoHHoMy Hocii eCOA «OljiHKa BUXiJHOTO
CTaHy/CKpUHIHT fiTel 3a mkanowo C-SSRS», pociiicbkkoro MoBoro, Bepcis 1.00 Big 15 uepBHsi 2021p.;
3pa3ok iHdopmMatiii, 110 6y/e BuaHa MaljieHTy Ha esleKTpoHHOMY Hocii eCOA «C-SSRS [liTeii 3 MOMeHTY
OCTaHHBOTO Bi3WTYy», YKpaiHCbKOK MOBOIO, Bepcig 1.00 Big 27 nunHs 2021p.; 3pa3ok iH@opmatiiii, 1110
Oyzme BujaHa mMaijieHTy Ha eneKTpoHHOMY Hocii eCOA «OrjiHka 3a 1mkamor C-SSRS 3 MomeHTy
OCTaHHBOTO Bi3UTy AUTUHW», POCIMICbKOIO MOBOO, Bepcis 1.00 Big 15 yepBHs 2021p.; 3pa3ok iHopmatiii,
mo Oyze BWJaHa MailieHTy Ha enekTpoHHOMYy Hocii eCOA «HaBuaibHMM MOAY/Ib i3 KOPHCTYBaHHS
MOPTaTUBHUM TPUCTPOEM», YKPATHCHKOI MoBOtO, Bepcis 1.00 Big 17 rpyaus 2020p.; 3pa3ok iHdopMariii,
mo Oyge BWjaHa TMalfieHTy Ha eneKTpoHHOMY Hocii eCOA «HaBuaibHMM MOJy/ab IO POOOTI 3
MOPTaTUBHUM MPHUCTPOEM», pocilickkor mMoBoto, Bepcist 1.00 Big 11 rpyans 2020p.; 3pa3ok iHpopmaliii,
o Oy/Je BUZaHA MAl[ieHTy Ha esieKTpoHHOMY Hocii eCOA «OnuTyBanbHUK 111010 STKOCTi >KUTTS: OLiHKa
iHBastigu3ariii», ykpaiHcbKor0 MoBoro, Bepcisi 1.00 Big 04 cepriast 2021p.; 3pa3ok iHdopmariii, o Oyge
BHY/laHA TMalieHTy Ha ejeKTpoHHOMY Hocii eCOA «OnuTyBanbHUK [/ OLHKUA SKOCTI JXKUTTS IIPU
oOMe)keHHi J1i€3/[aTHOCTi», pOCiiCbKOI0 MOBOIO, Bepcist 1.00 Bix 27 munHst 2021p.; 3pa3ok iHdbopmatiii, 1o
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OyZie BU/laHa TallieHTy Ha efeKTpoHHOMY Hocii eCOA «OnutyBanbHuK CareGI-1 ajis 3acTocyBaHHs Mic/s

BUXi/THOTO piBHS», YKpaiHCHKOI MOBOM, Bepcist 1.00 Bix 04 cepriast 2021p.; 3pa3ok iHdopmaiiii, mo byge
BH/laHa MallieHTy Ha eneKTpoHHOMY Hocil eCOA «OrjiHka 3a mkanor CareGI-I micis BUXijHOrO piBHSA,
pociticbkoro MOBOIO», Bepcist 1.00 Big 27 nurHs 2021p.; 3pa3ok iHdopmatiii, 1rjo Oy/ie BUiaHa MallieHTy Ha
enekTpoHHOMY HoCil eCOA «IlIkana CGI-I mo0 iHTEHCHBHOCTI Ta TPUBAJIOCTI eIiJIENTUUYHUX HaraziB
Tic/si BUXiTHOTO piBHsI», YKpaiHChbKOI MOBOO, Bepcisi 1.00 Biz 04 ceprins 2021p.; 3pa3ok iHdopMaliii, 1110
Oyze BUziaHa MallieHTy Ha enekTpoHHOMY HOCil eCOA «OrjiHKa iHTeHCUBHOCTI i TPHUBANOCTi Cy/JOMHOTO
HarmaZly micsis BuxigHoro piBHsA 3a mikanowo CGI-I», pocilickkoro moBoto, Bepcis 1.00 Big 27 aumnHs
2021p.; 3pa3ok iHdopwmatiii, 1o Oy/e BuAaHa MallieHTy Ha enekTpoHHOMY Hocii eCOA «IHdopmaliist TIpo
3aCTOCYBaHHs MperapaTy Npy Bi3WUTI B KJIiHIKY», YKpalHCbKOIO MOBOIO, Bepcis 1.00 Big 04 cepnus 2021p.;
3pasok iHdopmatiii, 1110 6yze BUaHa NaLlieHTy Ha esieKTpoHHOMY Hocii eCOA «IHdopmaliisi po rpuiiom
rperapaTiB B XO/ji Bi3WTiB B paMKax K/IHIUHOTO AOCHi[KeHHs», POCiiChbKO0 MOBORO, Bepcis 1.00 Bix
27 marast 2021p.; 3pa3ok iHdopmaiiii, 1110 Oy/e BuaHa MarjieHTy Ha enektpoHHOMY Hocii eCOA «Takeda
TAK-935-3001 Reminder Icon eCOA Handheld Screenshots», ykpaiHcbkoro MoBoro, Bepcis 1.00 Bif
04 cepmas 2021p.; 3pa3ok iHdopmaliii, 1[0 OyZe BUAAHA MallieHTy Ha eyeKTpoHHOMY Hocii eCOA
«Takeda TAK-935-3001 Reminder Icon eCOA Handheld Screenshots», pociticekkoro moBoto, Bepcis 1.00
Big 27 ymunusa 2021p.; 3pa3ok iHdopmaiiii, mo Oyje BHgaHa MaljieHTy Ha esleKTpoHHOMY Hocii eCOA
«IIJomeHHUK peecTpaliii 3aCTOCYBaHHS IperapariB HeBiJK/IaJHOI Teparii», YKpalHCbKO0 MOBOIO, BepCis
1.00 Big 04 cepriust 2021p.; 3pa3ok iHdopmMariii, 1110 Oy/ie BUjaHa MarjieHTy Ha eJleKTpOHHOMY Hocii eCOA
«IloaeHHMK TIpUiOMY TMpernapariB HeBiK/IaHOI Tepamnii», pociiicbkoro MoBOIO, Bepcisi 1.00 Biz 27 numnHs
2021p.; 3pa3ok iHdopmariii, mo Oyge BuJaHa Talli€eHTy Ha eneKTpoHHOMY Hocii eCOA «IIfomeHHUK
eMisIeNTUYHUX Hama/liB», YKpaiHCbKOI0 MOBOO, Bepcisi 1.00 Biz 04 ceprins 2021p.; 3pa3ok iHpopMaliii, 1110
Oyze BUZiAHA TIALiEHTy Ha eyeKTpoHHOMY Hocii eCOA «IIlofeHHHK CyJOMHUX HamajiB», POCIiHCHKOO
moBoto, Bepcig 1.00 Bixm 27 mumust 2021p.; 3pa3ok iHdopmariii, mo Oyze BUAaHa TMAal[ieHTy Ha
enekTpoHHOMYy Hocii eCOA «lIlloseHHMK peecTpaljii 3aCcTOCyBaHHS [OC/iPKyBaHOI'O IIperiapary»,
YKpaiHCBKOI MOBOIO, Bepcis 1.00 Bix 04 cepriast 2021p.; 3pa3ok iHdopmatiii, 1m0 Oyze BuAaHa Mal[ieHTy
Ha eyieKTpoHHOMY Hocii eCOA «IIlo/ieHHUK MpUIOMY [OC/iI>KyBaHOTO MperapaTy», POCilCbKOI0 MOBOIO,
Bepcist 1.00 Big 27 nunusg 2021p.

Homep Ta gara Hakazy Ne 1773 Big 20.08.2021
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS
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Has3Ba kiiHiuHOTO «bararorieHTpoBe, paHAOMi30OBaHe, TOABiliHe ciiine, TMalle60-KOHTPOIbOBaHe JIOC/I/PKeHHS B

BUTIPOOYBaHHS, KO/, napasieJlbHUX TpyTiax /sl OL[iHKK eeKTUBHOCTI, 6e3reyHocTi Ta nmepeHocuMocTi COTiK/iecTaty B sIKOCTi

Bepcis Ta fjaTa Jl0/laTKOBOI Teparil y MaLjieHTiB AUTSYOrO Ta MOJIOZOTO BiKy i3 curzapomoM [Ipase (C)», TAK-935-3001,
iHirfianbHa Bepcist Bif 23 6epesnst 2021 poky

3asiBHUK, KpaiHa ToBapuctBo 3 O6MmexkeHow BianopizaneHicTioO «KoHTpakTHO-Iociignuibka Opranizaris IHHOdapm-
YKpaiHa»

CrioHcop, KpaiHa Takena [eBenonmeHT CeHtep Amepikac, IHk. (TAC Awmepikac) (Takeda Development Center Americas,
Inc.(TDC Americas))

CynyTHi —

Marepianu/nperiapaTty

CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi BK/TIOUeHHSsT I0ZJaTKOBUX MiCI[b TTPOBe/IeHHsS] BUIIPOOYBAHHSI

TIOTIPaBKU No [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1 K.M.H. [lenucos €.M.

KomyHanbHe HekoMepLiliHe mignpueMcTBo «O6sacHa K/iHiUHA TcHMXiaTpuuHa JiiKapHs
KipoBorpazcekoi 06acHOi pajiv», TICUXOHEBPOJIOTiUHe AWCTIAHCepHe BiagineHHs, cMT Hoge,
M. KponvBHULIbKUIA

2 K.M.H. bakeBuu 10.A.

KomyHanbHe HekoMepliitiHe nianpuemcTBo «KniniuHa nikapHs « [ ICUXIATPIS» BukoHaBuoro
oprany KuiBcbkoi micbkoi pagau (KuiBcbkoi Mmickkoi fepykaBHOI afmiHicTpariii), LieHTp
IIePBHUHHOIO IICUXOTUYHOIO eI1i30/ly Ta CyYaCHUX METO/IB JIiKyBaHHs, M. KuiB

Howmep ta faTa Haka3y Ne 2674 Big 18.11.2020

MO3 o0 3aTBepAKeHHs

K/TiHIUHOTO BUTIPOOYBaHHS

Ha3sga kyiiHiyHOrO «[lopBiitHe cjine, paHAOMi30BaHe [OCHI[PKEHHS Y TMapas’ejbHUX TCpynax, I0 T[POBOAWUTBHCSA i3
BUTIPOOYBaHHS, KO/, 3aCTOCYBaHHSIM KBeTiariHy TMPOJIOHIOBaHOI Ail sIK rpernapaTy MOPiBHSHHS, /sl OLIIHKU e(eKTUBHOCTI Ta
BepCis Ta JaTta 0e3revyHoCTi cenTopekcaHTy B f03i 20 Mr sIK ZI0ZaTKOBOI Tepariii [0 JiKyBaHHS aHTHZeENpecaHTaMU B

JOpPOC/IUX TAL|I€HTIB 1 TALi€HTIB JIITHBOTO BiKy 3 BEeIMKUM JelpeCMBHUM pO03/1aloM i3 CAMITOMaMU
0e3coHHs, y skMX Oyja BiJCyTHS aZleKBaTHa BiAMOBiAb Ha Tepamil0 aHTHUZENPECAHTAMM»,
42847922MDD3005, 3 iHKOPrIopoBaHO NompaBKoro 3 Bif 13 ciyns 2021 poky

3asiBHUK, KpaiHa ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»
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CnoHcop, KpaiHa Janssen Pharmaceutica NV, Belgium

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIIeHHsT KiJTBKOCTI JOCTiKYBaHUX B YKpaiHi Bif momepenHbo 3ariaHoBaHoi 3 153 g0 175 ocib;
TIO/IOBXKEeHHSI TPUBAJIOCTi K/TiHIYHOTO BUMPOOyBaHHs B YKpaiHi 0 31 rpyaHs 2022 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 38 Bif 11.01.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanyoMi30oBaHe, mOABiKiHe criine, TIaLle00-KOHTPOIbOBaHe, OaraTOILlEHTPOBe [JOCTI/PKEHHs, IO
TPOBOAUTLCS B Mapase/bHUX TPyMax, i3 3acToCyBaHHSAM (hiKCOBaHUX 03 [Jisl OL[iHKA e(deKTUBHOCTI Ta
6esneuHocTi nperiapaty SEP-363856 y mallieHTiB i3 HM30(peHi€l0 y rocTpOMY IMCUXOTUUYHOMY eITi30/1i»,
SEP361-302, Bepcis 3.00 3 iHKopriopoBaHO cyTTeBOI0 nonpaskoro 2.00 Bizg 26 ciung 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®apMackroTikasc [HK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

IHcTpykuis 3 posyBanHs, Bepcisa 3.0 Big 09 uepBHs 2021 poky, yKpaiHCBKOHO MOBOR; KepiBHMLITBO 3
no3yBanHs, Bepcis 3.0 Bix 09 yepBHsa 2021 poky, pociiicbkoro MOBOO; [I0BiIHMK IMpO KJIiHiYHe HayKOBe
JocmigkenHs, Bepcis 3.0 Big 09 uepBHs 2021poKy, yKpaiHCBKOK MOBOIO; KepiBHHLITBO MpO K/iHIUHe
nJocuimpkenHst, Bepcis 3.0 Big 09 uepBHsa 2021 poky, pocilicbKOr0 MOBOM; [10BiZIHUK Bi3UTIB, Bepcis 3.0 Bif
09 uepBHa 2021 poky, yKpaiHCbKOHO MOBOIO; KepiBHMLITBO 10 Bi3uTax, Bepcisg 3.0 Bixg 09 uepBHA
2021 poky, pocitickKoro MoBoIO; ITepesik 3axo/iB, epesbaueHUX MiJ| YaC KOXKHOTO Bi3UTY ZOCTiPKEHHS,
Bepcisi 3.0 Bix 09 uepBHsa 2021 poky, yKpaiHCBKOK MOBOR; PekomeHfallil 1[o/10 Aiil Mifi Yac KOXKHOTO
Bi3UTy B Mexax gociifpkeHHs, Bepcisi 3.0 Bixg 09 uepBHs 2021 poky, poCiCbKOIO MOBOO; [HCTpyKLis
oo pocnigkenHs, Bepcisfi 4.0 Bixg 14 ymunua 2021 poky, YKpaiHCBKOHO MOBOR; KepiBHMLITBO 1100
nJocinimpkenHst, Bepcis 4.0 Big 04 ceprias 2021 poky, poCiiiCbKOH0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2487 Bim 17.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PROCLAIM: Panpowmi3zoBaHe, 1iarje60-KOHTpPOIbOBaHe, MOABINMHO ciiire gociipkeHHs 3 (a3u s
OLIIHKMA POMIIIJIOCTUMY TIpU JIIKyBaHHI BUK/IMKAHOI XiMioTeparli€o TpPOMOOLIMTOIEHIT y Talli€HTIB, TKUM
MPOBO/IATh XiMiOTeparito /s JIiKyBaHHS HeJpiOHOKIITUHHOTO paKy JiereHb, PaKy SIEUHUKIB ab0 paky
MOJIOYHOI 3a/103u», 20170770, iHKopriopoBaHuM nionpaBKoro 7 Bif 08 uepBHst 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«AmxeH [HK.» (Amgen Inc.), CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

Bk/1roueHHs1 10/1aTKOBOTO Miclisi pOBeZieHHs BUNIPOOyBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | 3aB. Big. ITaciuna M.O.
KomyHanbHe HekoMepliiliHe MeiMuHe MiANPUEMCTBO «KpeMeHuyllbKa Iepiia MicbKa JliKapHs
iM. O.T. boraeBcbKOro», TepaneBTUYHe BiniieHHs Ne2, M. KpeMeHUyK

Howmep Ta fata Haka3sy
MO3 1oz 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, mozBiliHe cire, raie00-KOHTPOIBOBaHe 52-TH)KHEBe AOCTiIyKeHHS JJis OL[iHFOBaHHS
edeKTUBHOCTI Ta 6e3MevYHOCTi 3aCTOCYBaHHS €TpaciMoAly B MALli€HTIB i3 aKTUBHUM BUPA3KOBUM KOJIITOM
TIOMIPHOTO CTYyIIeHs TsDKKOCTi», APD334-210, Bepcis 0.0 Big 20 nwmrag 2020 poky

3asiBHUK, KpaiHa

ITianmpuemctso 3 100% iHo3eMHOI0 iHBecTHIjicto «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«Apena ®apmacstoTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi
MaTepianv/ripernapaTi
CyNyTHBOI Tepartii

B.o. renepansHoro jupekropa /JIupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa HaliMeHyBaHHS 3asgBHUKa B YKpaini 3 TOB «KOBAHC KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»
Ha TOB «JIABKOPII KJ/ITHIKAJI IEBEJIOTIMEHT YKPAIHA»

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Biz 15.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Jocnigkenss da3u 3 i3 migBUILEHHSM /103U B [liTel i3 rirnepkajiieMi€ro BiKOM Bifi HapopkeHHs 10 18
POKIB [i/isl OL[iHKW BIUIMBY TMiABUILIEHHS 103 LIMK/IOCUIIKaTy LMPKOHito HaTpito (LILIH) i3 mpuiiomom Tpuui
Ha Jo0y A/ KOpUTyBaHHS Timepkasiemii, a TakoX A/ OL[iHKK edeKTUBHOCTI Takoi K go3u LILIH i3
MpUMOMOM OJWH pa3 Ha 00y [ MiATPUMaHHS HOPMa/IbHOTO PiBHIO Kaslil0 B OpraHi3mi TaijieHTiB, sKi
1oTpeOyIOTh TPUBAJIOTO JIiKyBaHHs», D9481C00001, Bepcis 5.0 Big 05 6epe3nsi 2021poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MEXeHOI0 BiAnoBizanbHicTIO «JIABKOPIT K/TTHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Actpa3eneka AB, IlIBewis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa HaliMeHyBaHHS 3asgBHUKa B YKpaini 3 TOB «KOBAHC KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»
Ha TOB «JIABKOPII KJ/ITHIKAJI IEBEJIOTIMEHT YKPAIHA»

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2372 Biz 04.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHioMi30BaHe, TMOABiliHe cJine AOCaipKeHHsT a3 3 3 aKTUBHUM KOHTpPOJeM [Jisi OL[iHKM i
TMiATBepAKeHHs1 He MeHIoi eeKTMBHOCTI, Oe3neku i mepeHocumocTi ripernapary Lledemniv/VNRX-5133
HDK mpernapary [jisi akTUBHOIO KOHTPOJIIO y [OPOC/MX i3 YCK/IaJHeHMMH iHQeKLissMA CeYOBUBIJHUX
LUIAXIB, Y TOMYy UMC/Ii 3 TocTpuM TiesnioHedputom», VNRX-5133-201, 3 nonpaBkoro 2, Bepcis 3.0 Bif
10 rpygHs 2019 poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MEXeHOI0 BiAnoBizanbHicTIO «JIABKOPIT K/TTHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

VenatoRx Pharmaceuticals, Inc., CIIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

KapTka natjieHTa /i1 eKCTpeHUX cuTyauii, Bepcis 3.0 Big 27 numnzsa 2021 p., yKpaiHCbKOIO Ta POCiMChKOI0
moBamy; lllomeHHuK maijieHta anas peectpauii npuiiomy [JIIT Bepcis 8.0 BUmNpaB/ieHHS MOMUWIOK Bif,
28 uepBHs 2021 p., aHI/IiMCHKOIO Ta YKpaiHCbKOK MoBamu; 11lo/ileHHUK TaljieHTa [ peecTpalil mpuiiomy
[IJITT, Bepcis 8.0 BurpaBieHHs MOMUIOK Bif 28 uepBHs 2021 p., pOCilICbKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Biz 05.10.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHs, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, moaBiliHe ciire gociimkeHHs 3 da3u A1 BUBUEHHS e(DeKTUBHOCTI Ta Oe3rmeuHOCTi
niperiapaty SAR442168 y nopiBHsiHHI 3 TepudyHomigom (O6amkio®) B yUaCHUKIB 3 PeLIUANBYIOUNMU
dbopmamu po3scisiHoro ckiaepody (GEMINI 1)», EFC16033, 3 nonpaBkoto 04, Bepcis 1 Big 14 KBiTHsS
2021p.

3asgBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim KopropetitiiH, CIIIA)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 54

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

3ampoBajipKeHHs1 JIiKapCchbKoro 3aco0y, 10 BUKOPHCTOBYETHCSI K DPO3UMHHUK [/ IOCJIi/KYBaHOTO
miKapcbKoro 3acoby Map3enTakor anb¢a (aktBoBaHuii) [mpermapat MarzAA]: CrepunbHa Boja AJist
iH’eK11ili, pO3UMHHMK /IJIs1 TapeHTepaabHOro 3actocyBaHHs, 10 i1, BupobHuk — «Pfizer Healthcare India
Private Limited», Inzis; 3pa3ku eTwKeToK (MapKyBaHHs) (AJis1 (iakoHy Ta KOpoOKH) st CTepuibHOI
BOJM ZJis1 iH’€KLil, pO3UMHHUK JJIs1 TapeHTepanbHOro 3acTocyBaHHs, 10 M/, octaTouHa pefakuis 2.0 ass
Ykpainu Bix 04 yepBHs 2021 p., oCTaTOYHMM MepeK/aj 3 aHIJIiIMCbKOI MOBM Ha yKpaiHCbKY MOBY Bif
30 munas 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Jocnmimkennss I/Il  ¢da3u, 1m0 TNPOBOJUTHCS 3 METOH BHUBUEHHS (AapMaKOKiHETUYHMUX i
(hapMako/iMHaMiUHUX BIaCTUBOCTEM, a TaKOXK OLIIHKM Oe3meuyHOCTi 1 eeKTUBHOCTI Map3emnTakory aabga
(aKTMBOBAHOI0) TMpH JIiKyBaHHI eMi30[UUHKMX KPOBOTeU Yy TMAaL[i€HTIB 3i CMaJKOBUMU TMOPYIIEHHSAMU
3roptaHHa KpoBi», MAA-202, pepakuis 3rifHo 3 norpaBkoro 1 Big 02 ymortoro 2021 p., /0KajibHa
rorpaBka 1.1 o mMpoTOKo/y K/iHiuHOTO BUNIPOOYBaHH (yivilie /it YKpaiHu) Bif 26 6epesnst 2021 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«KeTtenict BatiocaiieHcu3 [Hkopriopetitea» [Catalyst Biosciences, Inc.], CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

KapTka natjieHTa /i1 eKCTpeHUX cuTyauii, Bepcis 3.0 Big 27 numnzsa 2021 p., yKpaiHCbKOIO Ta POCiMChKOI0
MOBaMH

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, moaBiliHe ciire gociimkeHHs 3 da3u A1 BUBUEHHS e(DeKTUBHOCTI Ta Oe3rmeuHOCTi
niperiapaty SAR442168 y nopiBHsiHHI 3 TepudyHomigom (O6amkio®) B yUaCHUKIB 3 PeLIUANBYIOUNMU
dbopmamu po3scisiHoro ckiaepody (GEMINI 2)», EFC16034, 3 nonpaBkoto 04, Bepcis 1 Big 14 KBiTHsS
2021p.

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim KopropetitiiH, CIIIA)

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 56

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

[ndopmatisi a1 manieHTa Ta Gopma iHpoOpMOBaHOI 3rojd, ocTaTouHa pejakuis 1.1 aas YkpaiHu Bif
06 cepnHs 2021 p., ocTaTOyHWK Tepek/aZ, 3 aHIJIIMCbKOI MOBM Ha YKpaiHCbKy MOBY Bif 13 ceprnHs
2021 p., ocTaTouHWi TepeKaaj 3 aHIJINCBKOI MOBM Ha pocilickky MoBy Big 13 cepmus 2021 p.;
Indopmaritinuii mucTok i ¢popma iHbopmMoBaHOI 3ro/iu [/t BariTHOI MapTHEPKU yuaCHUKA JOCTipKeHHS,
octatouHa pezakuisi 1.1 ans Ykpainu Big 06 cepriast 2021 p., ocTaTOYHMI Tepeksiaj, 3 aHIJikCbKOI MOBU
Ha yKpalHCbKy MOBY Bif 16 cepriag 2021 p., ocTaTOUHUI TepeK/aj 3 aHIJIiMCbKOI MOBM Ha POCIHCHKY
MoBy Bif 16 cepmHsi 2021 p.; CKpiHILIOTH WIOJeHHUKA [JIs IIOAEeHHOI peecTpalii CUMITOMIB (/s
3arOBHEHHSI Ha e/IeKTPOHHOMY TMPUCTPOI), pefakLlliisi YKpalHCbKOK MOBOIO /i1 YKpaiHW Bif 27 TpaBHSA
2021 p., pepakiiisi pocilicbkoro MOBOO [ijist YKpaiau Bij 27 TpaBHs 2021 p.; YTouHeHHs 11[0/j0 BUDOOHUKA
Cwmaprdony «Apple iPhone 6S» (Mogens A1688) (eneKTpOHHUI ONMUTYBaIbHUK, 1[0 BAKOPUCTOBYETHCS 3
MeTor0 peectpauii cumntoMiB BK mauientiB): Byno: Cmaptdon «Apple iPhone 6S» (Mozens A1688)
(e/IeKTPOHHUI ONUTYBAJbHUK, 1110 BUKOPUCTOBYETHCSI 3 MeTOK peecTpaliii cumnroMmiB BK marlieHTiB).
Bupobnuk: «Apple Inc.», CIIIA; Crano: Cmaptdon «Apple iPhone 6S» (Mogens A1688) (eneKTpoHHUI
OTUTYBA/IbHUK, 1[0 BUKOPHCTOBYETbCS 3 MeTOw peectpanii cumnromiB BK mariiedTiB). BupoOHUK:
«Apple Computer Trading (Shanghai) Co. Ltd.», Kurait

Howmep Ta gata Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3sBa kitiHiuyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«docnimkenns: 111 ¢a3u 3 MeToro OL[iHKKM e(eKTUBHOCTI Ta [JOBFOCTPOKOBOI 0Oe3MeuyHOCTi rperapary
SHRO0302 pans iHAyKLifHOI Ta miATpUMYyrOUOl Tepariii nalieHTiB i3 cepeJHLOTSDKKUM i TSPKKUAM Tiepebirom
BMPA3KOBOT'0 KOJIITY B akKTHBHIM (ha3i», RSJ10135, pemakist 1.0 Bix 22 6epe3ns 2021 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»
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CrnioHcop, KpaiHa «PeiictoyHn batiodapma KomraHi Jlimitea» [Reistone Biopharma Company Limited], Kuraii

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /lupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonmaTok 57

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/1rOueHHs1 10/1aTKOBUX MiCllb IPOBeZieHHs BUMIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | a.M.H., ipod. Jlynenko H.C.

KomyHanbHe HeKOMepIiiiiHe TIANPUEMCTBO «3amopi3bka 00slacHa KTiHIiYHA JTiKapHS»
3aropi3pKoi 06acHOi pajy, BifineHHs: MiKpoxipyprii oka, /lep>kaBHuUE 3aKiaj «3aropi3bKa
MeJUYHa akKajeMis MiCASAUIIOMHOI OCBITU MiHicTepcTBa OXOPOHM 370POB'S YKpaiHU»,
Kadeapa ouHUX XBOp0O, M. 3amopiXdoKs

2. | A.M.H., npod. HoBuupkuii [.4.

MeauuHUH [IeHTP TOBAPUCTBA 3 00MEXKEeHO0 BifnoBinampHicTIO «IlomimMen 3axina», M. JIbBiB

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«OriHroBaHHS edheKTUBHOCTI Ta 6e3meuHocti ouHux Kparenb T4030 TOpiBHSAHO 3 OHOJ030BUM
nipeniapatoM ["aHpopT® y marjieHTiB i3 o4yHOMO rimepreHsiero abo riaaykomoro», LT4030-301, Bepcis 1.0
Bizg 21 BepecHst 2020 poky

3asiBHUK, KpaiHa

ITiampuemctso 3 100% iHo3eMHOI0 iHBecTHIjicto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Laboratoires THEA, France

CymnyTHi
MaTepianu/mpernapaTi
CyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

Bporrypa fgocsigHyKa [JOC/iipKyBaHOTo Jikapchkoro 3aco0y Ikcasomi6 (Ixazomib), Bumanusi 14 Bif
24 tpaBHs 2021 poKy, aHI/TiMCHKO0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, miarle60-KOHTPOIbOBaHe, TO/BiliHe crire Aoc/ipkeHHs (a3u 3 MiATpUMYHOUOTro
nikyBaHHs1 Ikcazomi6bom Ifutpatom (MLN9708) g/ mepopanbHOTO 3aCTOCYBaHHSI y TIAI[iEHTIB 3
MHOXMHHOIO Mi€/IOMOI0 TIiC/IE TpaHCIUIAaHTaLlii ayToJioriuHuxX CcToBOypoBUMX KiiTuH», C16019, 3
nioripaBkoro 03 Biz 28 mortoro 2019 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHoro BianosizanbHicTio «KoHTpakTHO-[ocnifHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

Millennium Pharmaceuticals, Inc., USA (CIIIA)

CymnyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

InenTudikaris cyTreBoi
TIOTIPaBKU

OnoBnenuti Ilporokon kimiHiudoro pocaimkenHss TACTI-003, Bepcis 1.2 Big 07 uyepBHs 2021,
aHIJIIMCBKO0 MOBOK. 3MiHa Has3BU KiiHiyHoro pocmigkeHHs: byno: TACTI-003 («[Ba axkTuBHI
iMyHOTeparieBTHUHI 3aco0mu»): BaratolieHTpoBe, BifKpuTe, paHjoMi3oBaHe ngociimkeHHs II da3um gs
OLIiIHKM 3aCTOCyBaHHsI po3urHHOro Oinka LAG-3, edbtunarimoany anbda (ebtr; IMP321), y KoMbiHalii 3
nembpostisymabom (aHTaronicrom PD-1) asis Tepamii mepinoi JiiHii Talli€HTiB 3 Hepe3eKTabe/lbHO
peLMAMBHOI0 ab0 MEeTacTaTUYHOIO TUIOCKOK/TITMHHOI KapriHoMmoro rosiopu Ta 1mwi (ITKKT'II); Crarno:
TACTI-003 («/[IBa aKkTHBHi iMyHOTepameBTUYHi 3aco0m»): baraTorieHTpoBe, BiKpuTe, paHAOMi30BaHe
nocmimpkerns 11 ¢da3m A1 OL[iHKM 3acTOCYBaHHS PO3UMHHOrO riopugHoro 6inka LAG-3, edtunarimony
anbta (edtu; IMP321), y kombiHatiii 3 membposisymadom (aHtaroricrom PD-1) f1st riepitioi fiHii Tepartii
TMALli€HTiB 3 Hepe3eKTabelbHOK pPeLUIMBHOI0 ab0 MeTacTaTMUHOH TJIOCKOK/TITUHHOK KapLTHOMOO
ronoBu Ta i (ITKKT'HI). docke mocrimkyBaHoro Jyikapcbkoro 3aco0y Eftilagimod Alpha (IMP321)
Bepcig 5.3, Big 04 uepBHs 2021 p., aHI/iWCbKOWO MOBOI. 3pa3Kd MapKyBaHHS JOCJipKyBaHOTO
npenapaty Eftilagimod alpha Edrtinarimog anbda, 25 mr / M, ykpaiHCcbKor MOBO: Bykner ®diHanbHa
Bepcis 3 Bix 04 yepBHsi 2021 poky; ®akoH 3 Oyknetrom dinanbHa Bepcis 3 Bifg 02 uepHs 2021 poky.
3pa3Ku MapKyBaHHSI [JOCTipKyBaHoro mperniapaty Pembrolizumab ITembpomizymab, 25 mr / wu,
yKpaiHCbKOI0 MOBOM: Bykner ®iHanbHa Bepcis 3 Big 04 uepHs 2021 poky; PnakoH 3 Oyk/ieToMm
@inanbHa Bepcig 3 Big 02 uepBHs 2021 poky. IHdopmauiiinuii nucToK [j1s mailjieHTa i ¢opma
indopmoBaHoi 3rogu, Bepcis 1.1 Bixg 08 smumns 2021 poky, Assi YKpaiHd, Ha OCHOBi MakcTep-Bepcil
IndopmatiiiiHoro vcTka Ajs maijieHta i ¢opmu iHdopmoBaHoi 3rozu, Bepcis 1.1, Big 07 uepBHs
2021 poky, Ha ocHoBi IIporokony TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.2, Bifg
07 uepBHst 2021 poKy, aHIJIiMCBKOIO Ta yKpaiHCbKOIO MoBaMu. [lozmaTok o [HpopMaliiiiHoro mucTka Ass
narjieHTa i dopmu indpopmosaHoi 3rogau, Bepcis 1.1 Big 08 numnHs 2021 poky, A YKpaiHd, Ha OCHOBI
Matictep-Bepcii IHpopMmaliiiiHoro /McTKa A/ TaijieHTa i dopmu iHbopMoBaHoi 3roau, Bepcis 1.1, Bif
07 uepBHs 2021 poky, Ha ocHoBI [Ipotokony TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.2,
Bif 07 uepBHs 2021 poKy, aHI/IiMCBKOIO Ta yKpaiHCbKOH MoBamu. OmurtyBasibHUK EORTC QLQ —
H&N43, ykpaincekoro moBow. OmuryBanbHUK EORTC QLQ-C30, (version 3), yKpaiHCBKOIO MOBOIO.
Indopmariitini mMatepianu CTOCOBHO BUIPOOyBaHHS /s MejfiapecypciB, Bepcis 1.0 Bix 13 summHs
2021 poky, yKpaiHCbKO MOBOIO.
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«TACTI-003 («/IBa akTHBHi iMyHOTepamneBTHUHi 3acobu»): BaraTolieHTpoBe, BiJKpUTe, paHO0Mi30BaHe
pocmimkersst 11 ¢asu asist owiHKK 3acTocyBaHHsI po3unHHOrO Oinka LAG-3, edrunarimony anmbda (edTu;
IMP321), y kombiHaiiii 3 memM6posizymabom (antaroricrom PD-1) gy Tepariii repiioi JiiHii marfieHTiB 3
Hepe3eKTa0e/lbHOI PeLUIMBHOI0 ab0 MeTacTaTUYHOK TUIOCKOK/TITHUHHOI KapLTHOMOIO TOJIOBH Ta UL

(TTKKT'I)», TACTI-003, Bepcisi 1.1, Big 01 kBiTHs1 2021

3asgBHUK, KpaiHa

TOB «ApeHncisa Exkcruiopatopi Megicin», YKpaiHa

CnoHcop, KpaiHa

Immutep S.A.S. / ImmyTten C.A.C., @paHyjis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBnieHuid MpoTOKOn KiiHiuHoro BumpoOyBanHsi TACTI-002, Bepcisi 4.1 ¢inanbHa, Big 8 uyepBHs
2021 poky, aHrilicbkor0o MoBow; OHOBeHa Opolllypa [JOCTiIHUKA /IS JIiKapchbKoro 3acofy
nembposizymad, Bepcis 20 Bim 08 Oepe3ns 2021 poky, aHI/IiMCbKOO MOBOH; OHOB/IEHe [10ChE
JOCTi)KyBaHOrO JiKapchbKoro 3acoby edrtunarimof anbda, Bepcis 5.3 Bix 04 uepHs 2021 poky,
aHIJIiNCbKOI0 MOBOIO; 3MiHa HaliMeHyBaHHs 3asiBHMKa B YKpaiHi 3 TOB «KOBAHC KJIIHIKAJI
OEBEJIOTIMEHT YKPAIHA» na TOB «JIABKOPII KJ/IIHIKAJI OEBEJIOTIMEHT YKPAIHA»;
OHoB/IeHUH TIPUK/IaZi, BTOPUHHOTO MapKyBaHHS /ISl JIiIKapChKOTo 3acoby edTinariMos anbda, diHambHa
Bepcisi 5 Bix 22 qgunHa 2021 poky; OHOBIeHWH NpUK/aJ, BTOPUHHOTO MapKyBaHHS [JJIs JiKapCbKOTrO
3aco0y rembpostisyma0, dinanpHa Bepcis 3 Big 19 mumas 2021 poky; OHOBIeHUH iHPOpPMaLiiHUM TUCTOK
Ins maijieHta Ta ¢dopMa iHdopmoBaHOi 3rofgu Ay YKpaiHu, Bepcis 2.0 Big 02 cepriaa 2021 p.
aHIJIICbKOI MOBOI; OHOB/eHUH iHhOpMarliliHui TUCTOK A1 MailieHTa Ta dopMa iHpopMoBaHOI 3rou
ans Ykpainu, Bepcis 2.0 Bim 02 cepnus 2021 p., nepeknaZieHO Ha YKpaiHCbKY MOBY Jjis YKpaiHu
05 ceprns 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

TACTI-002 (Two ACTive Immunotherapeutics): BaratoieHTpoBe, Biakpute pocaimjkeHHs ¢asu Il y
TMALi€HTIB 3 paHillle HeTiKOBaHUM HeoriepabesbHUM ab0 MeTacTaTUUHWM HeJpiOHOK/ITITHHHUM PakoM
nereri (HIOPJI), abo penuauByrounm PD-X pedpakrepuum HJIPJI, abo penuguByrOudM Uu
MeTacTaTUYHUM IUIOCKOK/TITUHHUM pakoM rojoBu Tta wwmwmi (ITPI'I), ski OTpUMYIOTH pPO3YMHHUN
pekoMbOiHaHTHUM Oiok LAG-3 edtunarimog anbda (IMP321) y kombiHarii 3 mem6postizymabom
(anTaronict PD-1), TACTI-002, Bepcis 3.1.1 ¢inanbHa, Big 11 6epesnst 2021 poky

3asBHUK, KpaiHa

TOB «JIABKOPII K/TTHIKAJT IEBEJIOTIMEHT YKPATHA»
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CnoHcop, KpaiHa Immutep S.A.S., ®paHuis

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHUi TIPOTOKOJ KiiHiuHOTO BUMpoOyBaHHsT MK-3475-426, 3 iHKopriopoBaHot0 mornpaBkow 20 Bif
13 nunng 2021 poky, aHTI/IINCBKO MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1205 Big 09.11.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, Bigkpute gocimkents I11 da3u a1 orfiHku eheKTUBHOCTI Ta Oe3meku meMopoJtizymady
(MK-3475) B koM0iHariii 3 akciTiHiOOM B TTOPiBHSIHHI 3 MOHOTEpAITi€I0 CYHITiHIOOM fIK JIIKyBaHHSI TIepIIIOl
niHii y maiieHTiB 3 JIOKa/JbHO TMPOrpecyrouord abo MeTacTasyrouok CBIiTJOK/IITUHHOK KapLMHOMOIO
HUpPKU (KEYNOTE-426)» , MK-3475-426, 3 inkopriopoBaHoro nonpaBkoro 18 Big 02 rpyans 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn Exng Joym Kopn.», gouipae nianpuemctso «Mepk Exg Ko.,Ink.» (Merck Sharp & Dohme

CynyTHi
Marepianu/mpernapary
CYTIyTHBOI Teparii

Corp., a subsidiary of Merck & Co., Inc.), CIITIA

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTtok 62

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX

BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.09.2021 Ne 1966

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnennii mipoTokos kiiHiyHoro BumnpoOyBanHs LCKH/GPT/PK, Bepcis Ne3 Bixm 01.06.2021;
InpuBigyansHa peectpatiina ¢opma, Bepcisi Ne3 Big 01.06.2021; Indopmaris ass  370poBOro
nmobpoBosibiis. ©opma iHGoOpMOBaHOI 3rosu 370poBOro AoOpoBosbls, Bepcisi Ne3 Bixm 01.06.2021
YKpalHCBKOIO Ta pocinicbKor MoBamMu; KopoTkuii BuKnaz 3micty (cuHornicuc) npotokony LCKH/GPT/PK,
Bepcist Ne3 Big 01.06.2021; TTofoBKeHHsI TPUBAIOCTi MPOBeIeHHsT K/IiHIYHOrO BUMPOOYBaHHS B YKpaiHi
no 31 rpyans 2022 p.; 36inblieHHs 3arylaHOBAHOI KibKOCTI AOCTIMKYBaHUX [/l BK/IFOUEHHS Y
BUTIPOOYBaHHS B YKpaiHi 3 22 10 44 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Kniniune gocrimkeHast papmMakoKiHeTHKY, Oe3reKy i mepeHoCMMOCTi Tipernapary ['inepTpusi, po3uvH /st
iH'ekuiit 5 mr/mn, BupobHunTBa IpAT «JlekximM-XapkiB» 3a ydactio HBO «®apmaTpoH», y 30poBUX
nobpososeLiBy, LCKH/GPT/PK, Bepcist Ne 2 Big 12.02.2021

3asiBHUK, KpaiHa

[TpuBaTHe AKuioHepHe ToBapucTBO «JIekxiM-XapkiB», YKpaiHa

CnoHcop, KpaiHa

IIpuBaTHe akKiLjioHepHe TOBapUCTBO «JIekxiM-XapkKiB», YKpaiHa

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkrTopa /JIlupekropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




