Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKO/IB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne02 Big 28.01.2021,
HTP N203 Big 28.01.2021, Ha siKi 6y/i1 OTPUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «PaHgomizoBaHe, noagiliHe crine, nnaueb0-KOHTPOSIbOBaHe AOCAIMKEHHS, O CKIa4aETbCA 3 ABOX YaCTVH,
ONS OUiHKM edhekTMBHOCTI Ta 6e3neyvyHocTi gynilymadby y MauieHTIiB 3 HEKOHTPOJIbOBAHMM XPOHIYHMM
PUHOCUHYCMTOM 6€e3 noninosy Hoca (XPCO6IMH)», koa gocnipkeHHs EFC16723, Bepcis 1 Big 14 BepecHst 2020
POKy, cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABEHTIC peLuepLl e AeBeNonvaH,
®paHuis)

daza — I/l

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

Ne MM.1.6. BignoBiganbLHOro gocnigHukKa

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOOGYBaHHS

1. 4.M.H. 3ab6onotHa A4.4.

[JepxaBHa ycTaHoBa «IHCTUTYT oTonapuHronorii im. npocp. O.C. KonowminyeHka HaujioHanbHOI
akageMii MeUMYHUX HayK YKpaiHu», Bigain puHoorii Ta aneprosiorii (3 rpynot peHTreHosnorii) Ha
6a3i BigaineHHa JIOP-3anasibHYX 3aXBOPHOBaHb 3 rpynoto eHgockonii JIOP-opraHis, M. KuiB

2. O.M.H., npod. AnTATKoBCbKa €.M.

KomyHaslbHe HekoMepujiiiHe nignpuemMcTBO «KiHiYHA flikapHa LWBWMAKOT MeAMYHOT [0MOMOrn»
JHINPOBCLKOI MICbKOT pagu, aneproiorivyHnii LeHTp, M. JHinpo

3. K.M.H. Hopeliko B.A.

JlikyBaNbHO-AiarHOCTUYHNIA LLEHTP «Xesici eHA Xeni» ToBapMcTBa 3 0OMEXEHOH0 BignoBiAas/IbHICTHO
«Xenci eHg Xeni», MeanyHWiA KNiHIYHWIA [OCNIAHVULBKUIA LEHTP, BiAAIN Ny/IbMOHOAOTI | anepronorii,
M. Kni

4, nikap Omeposa J1.M.

MeanyHWil UeHTp TOBapuCTBa 3 OOMEXEHOK BIANOBIAANbLHICTIO «MeanyHuii ueHTp «KoHcnniym
Megikan», KNiHiko-KOHCY/IbTaTUBHE BiadineHHsa, M. Kuis

5. K.M.H. TpudpoHosa H.C.

KomMyHasibHEe HekomepLjiiiHe nignpuMeEMCTBO XapkiBCbkOi 06/1acHoi pagn «O6MACHUIA KNiHIYHWIA
creujanizoBaHunii AgucnaHcep paaiauinHoro 3axmcTy HaceneHHs», NoNiK/iHIKa, M. XapkKiB

6. O.M.H., npodp. TposiH B.1.

KomyHasnibHe HekoMepLjiiiHe nignpruemMcTBo «Micbka nikapHs Ne3» 3anopi3bkoi Micbkol paaw,
OTOJ/IAPVHIOI0TIYHE THIHO-CeNTUYHE BiAAiNEHHS, M. 3anopiXoks

7. nikap Piwyk P.M.

KomyHanbHe HekomepuiliHe nignpMeMcTBO «LleHTpanbHa Micbka KhiHiYHa nikapHs |BaHo-
PpaHKiBCbKOT MICbKOT paau», BigaineHHs Mikpoxipyprii JJOP-opraHis, M. IBaHO-®paHKiBCbK

2. «PaHgowmizoBaHe, noAgiliHe cnine, niaueb0-KOHTPONbOBaHe, GaraToLEHTPOBE AOCAIAKEHHS ANS1 OLIHKM
edheKTMBHOCTI, 6€3Me4YHOCTi, NEPEHOCMMOCTI, hapMakoKiHETUKM | hapmakognHamikn npenapaty GLPG3970
npu NepopasibHOMY 3aCTOCYBaHHI NPOTATOM 12 TUXHIB y AOPOCANX OCi6 3 aKTUBHUM MEPBUHHUM CUHAPOMOM
LerpeHa», kopg pocnimpkeHHs GLPG3970-CL-207, sepcis 1.0, Big 21 BepecHss 2020 poky, CMOHCOp -
rananaroc HB (I'ananaroc HB), Benbris/ Galapagos NV, Benbris

®a3za -l

3aaBHUK - TOB «APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTo BUNPOGYBaHHS
1 K.M.H. KoBaneHko C.O.
MegunyHnin LeHTp ToBapucTBa 3 OOMEXEHOK BiAMNOBIAa/bHICTIO «[AapMOHIA Kpacu», BigdifieHHs
KNiHIYHMX BUNPO6YyBaHb, M. Kuis

3. «26-TMXHEeBe AoCNiMKEHHSA eddeKTUBHOCTI Ta 6e3nekn WOTMKHEBOrO NpUnomy iHCYiHy aikoaek (icodec) y
MOPIBHSAHHI 3 WOAEHHUM NPUAOMOM iHCYNiHy gerntogek (degludec) y nauieHTiB 3 LyKpoBUM fAiabeTom 2-ro
MRy, SKi NiKylOTbCA 6al3asibHUM iHCY/MIHOM 3 ab0o 6e3 3aCTOCyBaHHS HEIHCYNIHOBMX NPOTUAiaGeTUYHMX



npenaparTiB»., kog gocnimkeHHss NN1436-4478, octaTouHa Bepcis 1.0 Big 02 nunHa 2020p., cnoHcop - Novo
Nordisk A/S, Denmark

daza - Il

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

No M.I.6. BignoBigasnbHOro AocnigHmuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1 4.M.H. Cokosiosa J1.K.

JepxaBHa ycTaHoBa «IHCTUTYT eHOOKpuHOMOrii Ta 06MiHYy pevoBuH iMm. B.IM. KomicapeHka
HaujioHanbHOT akageMii MegnyHNX HayK YKpainu», Bigdin giaberonorii, m. Kuis

2 O.M.H., npod. Mepuesa H.O.

Bigokpemnennii CTPyKTypHWIA nigpo3gin «KniHika meauyHoi akagemii» [epxaBHOro 3aknagy
«[JHinponeTpoBCcbka MeanyHa akagemis MO3 YkpaiHu», Big4ineHHs eHAoKpuHonorii, JepxasHuii
3aknag «[HinponeTpoBcbka MeguyHa akagemias MO3 YkpaiHm», kadegpa eHAOKPWHOAOTIT,

M. [Hinpo

3 O.M.H., Npodd. MaHbKOBCbKUiA B5.M.

LleHTp meanyHux nocnyr Ta peabinitauii JepxaBHOI akLiOHEPHOT XONAMHIOBOI KOMMaHii «ApTem»,
BiAAINEHHs AEHHOIO CTaljioHapy NOoAiKMiHIKKA, M. Knis

4. «PaHgomizoBaHe, NofBiiiHe cnine, nnaueb0-KoOHTPOIbOBaHE AOCIMXKEHHS 3 ha3un B NnapasenbHuX rpynax,
WO NpoBOAMTLCA AN BUBYEHHA  eeKTMBHOCTI, 6e3neyHocTi Ta NepeHoCUMOCTi  npenapary
SAR440340/REGN3500/iTenekiMad (MOHOKMIOHANbLHI aHTUTINa, cneumdidHi o 1L-33) y nauieHTiB i3 noMipHUM
Ta BaXXKMM XPOHIYHUM OOCTPYKTVBHUM 3aXBOPOBaHHAM siereHb (XO3/)», koh pocnigxeHHs EFC16750,
Bepcia 1 Big 25 BepecHsa 2020 poky, cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-
ABEHTIC peLlepL e AesenonmaH, ®paHLis)

®a3za - Il

3asaBHUK - TOB «CaHogi-ABeHTIC YKpaiHa»

Ne MN.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micL npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1 K.M.H. [lepkay M.I.

KoMyHaslbHEe HekoMepuiiHe nignpuMemMcTBo “LleHTpasibHa MiCbka KiHiYHa nikapHs |BaHO-
®paHKIBCbKOT MiCbKOT pagn”, TepaneBTuyHe BiaaineHHs Nol, M. IBaHO-PpaHKiBCbK

2 K.M.H. Jo6psiHcbkunia [.B.

MegnyHnii LeHTp ToBapucTBa 3 OOMEXEHOW BignoBiganbHICTIO "MeguyHa KniHika "Bnaromen”,
NiKyBa/IbHO-AiarHOCTUYHMIA Nigpo3ain, M. Kuis

3 A.M.H., npodd. MocToBoii HO.M.

MpuBaTHe Masie NigNPUEMCTBO, MEANYHWUIA LeHTp "MynbCc", TepaneBTUYHE BigaiieHHs, M. BiHHMUS
4 K.M.H. Hopeliko B.A.

NikyBanbHoO-AjarHocTUYHMiA LueHTp "XEJICI EH/, XEMI" ToBaprcTBa 3 06MEXEHO0 BignoBigabHICTIO
"XENCI EHA XEMI", MeguuHuii KAIHIYHWIA  AOCNIAHUUBKUA UEeHTP, Bigdin nyAbMOHOMOTIT i
anepronorii, M. Kuis

5 O.M.H., npody. OcTpoBCbKMiA M.M.

KomyHanbHe HekomepLiiHe nignpUEMCTBO "IBaHO-PpaHKIBCbKNiA obnacHuin
pTM3ioNYyIbLMOHOMOTIYHUIA  LeHTP IBaHO-PpaHKiBCbkOi 06nacHOi pagmn”, UEeHTP JiereHeBux
3aXBOPIOBaHb, BigAiNeHHs nysibMoHos0rii Ne2, M. IBaHO-PpaHKiBCbK

6 K.M.H. TpucpoHosa H.C.

KomyHasnibHe HekoMepLjiiiHe NigNPUEMCTBO XapkiBCbKOi ob6nacHoi pagn "O6MacHUin KNiHIYHWiA
cneujianisoBaHuii AMcnaHcep pajiauiiHoro 3axucTy HaceneHHs", NoAiKaAiHika, M. XapkiB

7 K.M.H. KonecHikosa O.M.

[JepxaBHa ycTaHoBa «HauljioHa/bHWiA IHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanibHOT akagemii
MeAMUYHUX HayK YKpaiHu», Bigdin kapgionysnbMoHonorii Ha 6as3i BigfineHHs ileMiyHoT XBopoou
cepus, M. XapkiB

8 nikap KytHuk H.B.

Meganuuunin ueHTp "Ok!KniHik+" ToBapucTBa 3 OOMEXEHOK BignoBigasibHICTIO "MiKHapogHWi
IHCTUTYT KNIHIYHUX AOCNifXeHb", cTalioHapHe BiAAiNIeHHS, Bigain nynsmoHonorii, M. Kuis

9 K.M.H. MNonakosa IM.B.

MeanyHWii LeHTp ToBapucTBa 3 OOMEXEHOH BiANOBIAA/IBHICTIO "MeanyHuii LueHTp "KoHcuniym
Mepgikan", KniHiko-KOHCyNbTaTuBHE BigaineHHs, M. Knis




5. «PaHgomi3oBaHe, NoagiiiHe crine, niaueb0-KOHTPO/IbOBaHe, GaraToLeHTPoBe AochimpkeHHS 2b dasm 3
nigbopy no3v npenapaty AZD5718 y nauieHTiB 3 XPOHIYHOK XBOPOOOK HWUPOK 3 MPOTEIHYPIED», KOZA
pocnipkeHHa D7551C00001, sepcis 2.0 Big 05 cepnHa 2020 poky, cnoHcop - «AcTpa3eHeka Ab», LLseuis /
AstraZeneca AB, Sweden

®aza - llIb

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

No M.1.B. BignoBigasbHOro AocnigHNKa

n/n Ha3Ba micus npoBeAeHHS K/iHIYHOrO BUNPOOYBaHHS

1 | A.M.H., npod. KomicapeHko HO.1.

KoMyHaslbHE HekoMepUiiHe nNiAnpMEMCTBO «KWUIBCbKUIA MICbKUIA  KMIHIYHWIA  €HOOKPMHOMOTIYHNIA
LEeHTp» BUKOHaBYOro opraHy KuiBcbkoi mMicbkol paan (KUIBCbKOI MICbKOI AepXaBHOI agMiHicTpauir),
BiAAINEHHs1 3arasibHOi €HAOKPUHHOI naTtosiorii, HauioHanbHUA MeguyHWiA YHIBEPCUTET IMEHI
0.0. boromonblg, Kateapa eHAoKpUHONorii, M. Kuis

2 | A.M.H., npodp. YpbaHoBuy A.M.

KomyHasnbHe HekomepuiiHe nignpuemcTBo JIbBIBCbKOT 06MacHOi pagn «J/1bBiBCbKMiA 06GacHWUi
OEepPXaBHW  KNiHIYHWIA  NiKyBa/IbHO-AIarHOCTUYHWUIA  €HOOKPWHOONYHWIA - LeHTP», MOAIKIIHIYHE
BiaAiNeHHs, JIbBIBCbKUIA HaUiOHaIbHWIT MeANYHWIA yHIBepcUTET iMeHi laHuna Manuuybkoro, kadeapa
eHAoKpuHonorii, M. J/IbBiB

3 | K.M.H. CTpnxkak B.B.

KomyHasnibHe HekomMepujiiHe nignpueMcTBO «3akapnarcbka obnacHa KniHiuHa nikapHsa imeHi AHApis
HoBaka» 3akapnartcbkoi 06nacHoi paju, Bif4ileHHA Hedponorii Ta MporpaMHOro remogiastisy,
M. Yropog

4 | nikap Kycbkano MN.M.

KomyHasibHe HekomepuiiHe nignpuemcTBo «Ob6nacHa KriHivHa nikapHs im. O.®. MepbayeBCbKOro»
XXutommpcbkoi 061acHOi pagn, eHAOKPUHOOTIYHE BigAiIeHHS, M. YKNTommp

6. «BigkpuTe paHgomizoBaHe gocnigkeHHs Il pasun, ke nopiBHIOE TpudaypuanH / Tunipauun y noegHaHHi 3
6eBaun3ymMaboM Ta MOHOTepanieto TpudNypuavH / Tunipauun y nayieHTis i3 peppakTepHuM meTacTaTUyHUM
KO/IOpeKTaNlbHUM pakom», koA AochigxeHHs CL3-95005-007, ®diHanbHa Bepcia Big 10 yepsBHa 2020 p.,
CroHcop - IHCTUTYT MikHapoaHux pocnigpkeHb «CEPB’E» (Institut de Recherches Internationales Servier
(LR.I.S.)), ®paHuin

dasza - Il

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTIO «KLP YkpaiHa»

No M.1.6. BignoBigasibHOro AocnigHvkKa
n/n Ha3Ba micusl npoBeAeHHs KNiHIYHOIro BUNPoGYyBaHHSA
1 K.M.H. OcTtaneHko HO.B.

HavioHanbHWA iIHCTUTYT paky, Big4iIeHHS Ma10iHBA3UBHOT Ta €HA0CKONIYHOT Xipypril, IHTEPBEHL,HOT
pagionorii, M. Kuis

2 O.M.H., npody. BoHaapeHko |.M.

KomyHasibHe HekomepuiliHe nignpuemctBo «Micbka KiHiYHa nikapHA Ned [HINPOBCbLKOT MICbKOT
pagn», BigaineHHs XimioTepanii, LepxaBHuWii 3aknag «/[HiNponeTpoBCbka MeAuyHa akagemis
MiHicTepcTBa OXOPOHW 3[40POB's YKpaiHu», Kadheapa OHKoNOoriT Ta MeanyHOoi paaionorii, M. JHinpo

3 nikap WesHs C.IM.

KomyHanbHe HekomepuiiHe nignpuemMcTBo «IMoaiNibCbKnii perioHanbHWii LEHTP OHKOAOrIT BiHHULbKOT
o6n1acHOi Paaw», BigaineHHs ximiotepanii, M. BiHHMUS

4 K.M.H. Pucnaesa [.E.

JlikyBaNbHO-AiarHOCTUYHWUIA LIEHTP TOBapuUCTBa 3 OOMEXeHOow BiAnoBiganbHicTio «Megikc-pei
[HTepHewwHn Tpyn» JlikapHA i3painbebkoi OoHKoNorii «LISOD», BigAineHHsA KNiHIYHWX Ta HayKOoBUX
gocnigpkeHs, c. MnoTtn, Kuiscbka 0671.

5 K.M.H. NoHomapsoBa O.B.

KomyHasnibHe HekomepuiiiHe nignpuemMcTBO «KUIBCbKWIA MICbKWIA KAIHIYHWIA OHKOMOTIYHWI LEHTP»
BMKOHABYOro opraHy KuiBcbkoi MicbKoi paau (KMIBCbKOI MICbKOi AepxaBHOT afMiHicTpauir),
BigAineHHs ximiotepanii Nel, m. Knis

6 nikap MapamoHos B.B.

KomyHaslbHe HekomepuiiHe nignpueMCTBO «Yepkacbkuini 061aCHMI  OHKOMOTIYHUIA - AMchiaHcep
Uepkacbkoi ob6nacHoi pagm», O6/acHUn LEHTP KMiHIYHOI OHKO/Orii (OHKOXiMiOTEpaneBTUYHWIA),
M. Yepkacu




7 nikap Konauko 1.B.

ToBapncTBO 3 O0OMEXEHOW BiAnoBiganbHiCTIO «MeAnyHWiA LEHTp iMeHi akageMika HOpisi
MpokonoBuya CnixxeHka», BigaineHHs oHkoxiMmioTepanii, Kuiscbka 06nactb, Kneo-CBATOLIMHCLKWIA
palioH, c. KanitaHiBka

8 nikap Kpynbko C.1.

MeauyHuii LeHTp ToBapucTBa 3 0OMEXEHOI0 BiANOBIAANBHICTIO «YKPAIHCLKUIA LLeHTP ToMoTepanii»,
BiAAiNeHHsa ximioTepanii, M. KponuBHuubKWiA, Bya. AnTuHcka 5-A

7. «ApanTuBHe, 6araToueHTPOBE, BIOKPUTE [OOCNIMKEHHS 3 OUiHKM 6e3neyHoCTi, NepeHOCUMOCTI,
ehekTVBHOCTI Ta hapMakOKIHETUKM BHYTPILUHLOCYTN060BUX iH'eKUii npenapary AMB-05X y nauieHTiB 3
TEHOCVHOBIJTbHO TiraHTOKNITUHHOK MYX/IMHOK KOJTIHHOTO Cyrn1o6a», kog, gocnimkeHHs AMB-051-01, Bepcis
1.2 Big 17 BepecHsa 2020, cnoHcop - AmMax Bio., Inc. («kAMMakc bio., IHK.»), USA (CLLA)

Pa3za - Il

3anBHUK - TOB «ExiH», YkpaiHa

Ne MM.1.6. BignoBigaLHOro focnigHuKa

n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPOGYBaHHS

1 O.M.H., npodh. dinineHko B.A.

JepxaBHa ycTtaHoBa «IHCTUTYT nartosiorii xpebTa Ta cyrnob6is iMmeHi npodpecopa M.l. CuteHka
HauioHanbHOT akagemii MeANnYHUX HayK YKpaiHu», BigAin natonorii cyrnobis, M. Xapkis

2 4.M.H. Koctorpus O.A.

[JepxaBHa ycTaHoBa «IHCTUTYT TpaBmaronorii Ta optoneaiil HAMH YkpaiHn», HaykoBo-npakTuiHumii
LEHTP TKAHWHHOI Ta KNiTUHHOT Tepanii, M. KuiB

8. «BigkpuTe KkniHiyHe gocnimkeHHs Il hasn, Wo NpoBoANTLCA B OAHIN rpyni 415 OUiHKM NneMGponisymady B
KOMOiHaLii 3 NneHBATMHIGOM B SKOCTI Mepwoi NiHIl JliKkyBaHHA B Y4YacHWKIB 3 pPO3MNOBCHOAKEHOW /
MeTacTaTUYHOK HECBITNIOKNITUHHOK HUPKOBO-KTITUHHOK KapumMHoMo HUpkM (HCKHKKH) (KEYNOTE-B61)»,
Koa pocnigkeHHa MK-3475-B61, sepcis 00 Big 22 BepecHs 2020 poky., cnoHcop - «Mepk Wapn EHA Joym
Kopn.», godipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

®a3za -l

3anBHUK - TOBapMCTBO 3 0OMEXEHO BiANoBigasbHiCcTI0 «MC/L YkpaiHa»

No MM.1.B. BiANOBIAAILHOrO AOC/IAHMKA,

n/n HasBa Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHs

1 Anpekrop MapamoHos B.B.

KomyHaslbHe HekomepuiiHe nignpueMCTBO «Yepkacbkuii 06M1acHWiA  OHKOOTiYHWIA - AnucnaHcep
Uepkacbkoi 0651acHOi pagn», 061acHWii LEHTP KAiHIYHOT OHKOMOrii (OHKOXIMIOTEpaneBTUYHWIA),
M. Yepkacu

2 3aB. Big. HanbanasaH T.A.

KomyHaslbHe HekoMepuiiiHe nignpuemMcTBo «OB6MacHWIn  LEeHTP  OHKOJOri», OHKOYPOJIOriYyHe
BigAiNneHHsi, M. XapkiB

3 4.M.H, npodp. Ctyck B.IM.

KomyHanbHe nignpueMcTBo «/[HiNponeTpoBcbka ob6nacHa KhiHivHa nikapHa im. |1, Me4yHukoBa»
[JHinponeTpoBCbKOT 06/1aCHOT pagun», BigaineHHst yponorii Ne2 (oHKonoriyHe), M. JHinpo

9. «PaHpgomizoBaHe, GaratoueHTpoBe, cha3u |IB/lIl gocnigpkeHHsA hapMakokiHETUKM, edIEKTMBHOCTI Ta
6e3MneYyHOoCTi 3acTocyBaHHA NiALIKIpHOT hopMu aTe30i3ymady Y NOpiBHAHHI 3 BHYTPILLIHLOBEHHOW (POPMOI0
aTe3onisymaby y nauieHTiB i3 paHiwe NikoBaHMM  MiICLEBOMOWMPEHUM abo MeTacTaTU4HUM
HeAPiIGHOKNITUHHUM pakoM JlereHb», Kog, focnimxkeHHss BP40657, sepcis 4 Big 28 ceprnHa 2020 p., CnoHcop -
®.XodhdmaHH-/15 Pow fTa, LBeiuapis

®a3za - 1B/l

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

No M.I.B. BignoBiganbHOro AocnigHnkKa,

n/n HasBa Micus NpoBefeHHS KAIHIYHOrO BUNPO6YBaHHS

1 O.M.H., npody. BoHaapeHko 1.M.

KomyHasibHe HekomepuiiHe nignpuemcTBo «Micbka KniHiYHa nikapHsa Ned» [JHINPOBCLKOT MiCbKOi

4



pagu», BiggineHHa XimioTepanii, LepxXaBHWii 3aknaf «[HINponeTpoBCbka MeAuyHa akagemis
MiHicTepcTBa OXOPOHW 3[40POB'S YKpaiHu», Kaheapa oHKoNorii Ta MegnyHOoil pagionorii, M. JHiNpo

2 3aB. Big. boiiko B.B.

KomyHanbHe HekomepuiliHe nianpremcTBo «lpukapnaTcbkuii KNiHIYHWI OHKOSIOTIYHUIA LLeHTpP IBaHo-
®paHkiBCbKOi 06s1acHOT pagu», XipypriyHe BiggineHHA No2, IBaHO-PpPaHKIBCbKUIA HaLioOHa/bHWIA
MeANYHWUIA YHiBEpCUTET, kadheapa OHKOAOrIT, M. IBaHO-®paHKiBCbK

3 3aB. Big. Ko63es O.I.

KomyHanbHe HekoMepLiiHe nignpnemcTso «O6acHWi LLeHTP OHKOJIOTii», OHKOXIpYpriYHe BiaAineHHs
OpraHiB rpyAHOI NOPOXHMHW, M. XapkiB

4 nikap KypoukiH A.B.

KomyHasibHe HekomepLuiiiHe nignpmemcTBo CymcbKoi o61acHoi pagn CyMCbKUil 06/1aCHWIA KIHIYHNIA
OHKOJIOMYHWIA AucnaHcep, OHKOTOpakanbHe BigAdineHHss, CyYMCbKUA [epxaBHWA YHiBepcUTeT,
kadhespa oHkonoril Ta pagionorii, M. Cymu

10. «Bigkpute gocnimkeHHs edeKkTMBHOCTI, 6e3nekn Ta nepeHocumocTi npenapaty MopeH3um, kancyiu
TBEpAi 3 racTpope3nUCTEHTHUMW rpaHynamu, BupobHuuTtBa MpAT «TexHonor» (YkpaiHa) y nauieHTiB 3
XPOHIYHUM MaHKkpeaTutom», Kog gocnimxkeHHs THIPRZICI PH — 2, sepcia Ne 2 Big 22.09.2020 p., cnoHcop -
MpAT «TexHonor», Ykpaida

®a3za -l

3anaBHuK - NpAT «TexHonor», YkpaiHa

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micusi NpoBeAEHHS K/TiHIYHOTO BUNPOOYBaHHS

1 | 3aB. Big. Pe3sHikoBa B.[.

KomyHasibHe HekomepuiiiHe nignpuemctBo «Micbka KniHidHa nikapHA Nel3» XapkiBCbKOi MiCbKOi
pagu, raCTpOeHTEepPOsIoriYHe BiAAiIeHHS, M. XapKiB

2 | a.M.H., 3acT. gupekTopa KonecHikoea O.B.

JepxaBHa ycTaHoBa «HauioHanbHWii HCTUTYT Tepanii im. J1.T. Manoi HauioHasnbHOT akagemii
MeAMYHNX HayK YKpaiHu», BiagieHHs racTPOEHTEepOoorii Ta Tepanii, sike € KiHiYHOo 6a30t0 Biaginy
BVBYEHHS 3axBOPKOBaHb OpraHiB TpaBfieHHA Ta I1X KOMOPOITHOCTI 3  HeiHgeKUiinHUMK
3aXBOPHOBAHHAMW, M. XapKiB

11. Martepianu ansa naudieHtis: SPLASH Clinical. Parexel Geron — IMerge - uk-UA, 10.27.20, maTepianu
peknamu KniHiYHOro AocnimxeHHA (yKpaiHCbKolo MoBoto); SPLASH Clinical. Parexel Geron - IMerge -
ru-UA, 10.27.20, maTepianim peknamun KMiHiYHOro gocnigkeHHs (pocilicbkoto moBoto); Moctep «Bawm
BCTAHOBJ/IEHO AiarHO3 mienogucnnactuyHoro cuHgpomy (MAC), i Bu notpebyete perynsipHoOro
nepenuBaHHA KPOBi?», Bepcia 1.0 Big 12 oBTHA 2020 poKy (YKpaiHCbKOKO Ta pPOCilicbKoo MoBaMu);
YTOUHEHHA Ha3BM BUPOGHMKA AOCNILKYBAHOIO JIiKAPCbKOro 3aco0y Ta niaue6o A0 MpOToKony
KNiHIYHOro gocnimkeHHs «JocnimpkeHHs 3 ouiHkm npenapaty Imetenbctat (GRN163L) y flikyBaHHI 3a/1€XHNX
Bif, TpaHcduysiii naujieHTiB 3 MienogucnaactTuyHum cuHgpomom (MAC) 3 «HU3bKMM» abo «NPOMIXHUM-1»
CTyneHeM pusnky 3a wkanow IPSS, 3 nporpecyBaHHsAM abo BiACYTHICTIO Bi4NoBiAi Ha Tepanito eputponoes-
cTumynioroumm areHtamm (ECA)», kog gocnigxeHHs 63935937MDS3001, 3 nonpaskoto 5 Bif 29 yepsHsa 2020
poKy; cnoHcop - MepoH KopnopeiiwH, CLUA / Geron Corporation, USA

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYNO CTA/O
Europhins Pharma quality control, France / ®paHuis; | Eurofins Pharma quality control, France / ®paHuis;
Europhins PHAST GmbH, Germany / Himey4yunHa Eurofins PHAST GmbH, Germany / HimeydnHa

12. bpowypa pocnigHuka, RO5541267, Tecentriq® (ATtesonisymat/Atezolizumab), Bepcia 17 Big
BepecHs 2020 p. aHrNiliCbKOKO MOBOLO. 3a/ly4YeHHs [,OAATKOBOro npenapaty nopiBHAHHA: Enipy6iynH
TeBalEpirubicin Teva (akTuBHuin chapmavesTuuHuii iHrpegieHt - EPIRUBICIN HYDROCHLORIDE), 200
Mr/100 mn (2 mr/imn), po3unH ans iH’eKuiii ANA BHYTPilWWHbOBEHHUX iHYy3ili (Bupo6Huk: Ec.Ci. CUHOAH-
®APMA Ec.Ep.En., PymyHia IS.C. SINDAN-PHARMA S.R.L., Romania; BnacHuK peecTpauiiiHOro
nocBigyeHHA: Teva B.V., Netherlands/HigepnaHau). 3pa3ok mapkyBaHHA AnA YKpaiHuM (nepBUHHA
ynakoBka) — Enipy6iyuH, 200 mr/100 mn (2 mr/imn), po3uvH gns iH’eKuiii gna BHYTPiLUHbOBEHHUX
iHpysiihi — Big 29.08.2019 p. yKpaiHCbKOIO MOBOK. 3pa3oK MapKyBaHHA ANA YKpaiHu (30BHilLHA
ynakoBka) - Enipy6GiuuH, 200 mr/100 mn (2 mr/imn), po3uvH AnA iH’€KWii Ans BHYTPiIlLHbOBEHHMUX
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iHpy3iit Big 07.01.2020 p. — yKpaiHCbLKOIO MOBOIO. 3aJlyYeHHA A0AATKOBOro npenaparty NOpPiBHAHHS:
Cingakcen | Sindaxel (akTuBHui chapmaueBTUUHMIA iHrpegieHT — PACLITAXEL), 150 mri25 mn (6 mr/mn),
KOHLUEHTpaT ANA Po3uuHy AnA iHdysiii Ana BHYTpilUHbOBEHHOrO 3acTtocyBaHHA (BUpoGHukK: Ec.Ci.
CVHAOAH-PAPMA Ec.Ep.En., PymyHia [S.C. SINDAN-PHARMA S.R.L., Romania; BnacHuK
peecTpauiiiHoro nocsigueHHs: Teva B.V., Netherlands/Hiaepnangu). 3pa3ok mapKkyBaHHs A5 YKpaiHu
(nepBuHHa ynakoBka) — Maknitakcen, 150 mr/25 mn (6 mr/mn), KOHUEHTPAT A/1 PO3UUHY ANA iHQY3iii
ANsi BHYTPILLHLOBEHHOIO 3aCTOCYBaHHSA — Bif, 28.08.2019 p. yKpailHCbKOIO MOBOI0. 3pa30K MapKyBaHHSA
ANA YKpaiHn (30BHilWIHA ynakoBka) — Maknitakcen, 150 mri25 mn (6 mr/m), KOHUEHTpaT ANA po3YUHY
Ans iHdy3iii ANA BHYTPiLLHLOBEHHOTO 3aCTOCYBaHHSA — Big 28.08.2019 p. yKpaiHCbKOIO MOBOK. Popma
iHbopMOBaHOI 3roau Naui€eHTKM Ha Nogasiblue CNOCTEPEXEHHS BariTHOCTI ANA YKpaiHu, Bepcia 2.1 Big,
24 BepecHA 2020 p. yKpaAIHCbKOK Ta POCIACbKOID MOBaMW A0 MPOTOKO/Y K/IHIYHOTO AOCAIAKEHHS
«baraToLeHTpoBe, paHA0oMi30BaHe, BigkpuTe gocnimkeHHs |l dpasu 3 nopiBHAHHA kOMGiHaLT ATe3onisymady
(aHTn-Pd-L1 aHTWTING) 3 a4'tOBAHTHOK aHTpaunKIiHOBOK/TakcaHOBOK XiMioTepanieto Ha BiAMiHY Bif TiflbKu
ximioTepanii B naujieHTiB 3 onepadensHUM TpUdi HeraTUBHUM pakoM MOJ04HOT 3a103u» (IMpassion030), ko
pocnipkeHHs BIG 16-05/AFT-27/W039391, sepcis 6 Big 14 notoro 2020 p.; cnoHcop - F. Hoffmann-La Roche
Ltd. /d. XodpcpmaHH-/1a Pow /1Ta. /®. FodpcpmanH-/1a Pow J1T4., LWseliuapis

3asaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

13. MoaoBXeHHA TEPMiHY NPUAATHOCTI JOCAILKYBaHOrO JlikapcbKoro 3acody AR-301 (tocatokcymago),
po3uuH ansa iHdysii, 25 mr/mn Ta BignosigHOro niaue6o Ao 48 micAuiB [0 NPOTOKOAY KAIHIYHOrO
BMNpPOGYyBaHHA «PaHaomi3oBaHe, noggiiHe chine, nnaueb0-KOHTPONboBaHe, 6araToLEeHTPOBE A0CNIMKEHHS 3
hasn ans ouiHkn 6e3neyvyHocTi Ta edpekTuBHOCTI npenapaty AR-301 sik 4onoMiKHOI Tepanii A0 NiKyBaHHS
aHTNGIOTUKaMM NpU BEHTUNATOP-acoLiioBaHili MHEBMOHIT (BAIT), cipuMynHEHi S. aureus», Kog, A0OCAIAKEHHS
AR-301-002, Bepcisa 4.1 Big 26 nuctonaga 2019 p.; cnoHcop - Apigic ®apmacetoTikans, IHk., CLUA (Aridis
Pharmaceuticals, Inc., USA)

3asBHUK - TOB «MB KBecT», YkpaiHa

14. TumyacoBuiA NPOTOKOJ1 K/iHIYHOrO BunpoGyBaHHA MT-12 gna YkpaiHn, Bepcia 1.0 Big 10
nucronaga 2020 p.; OHoBneHa Bpowypa gocnigHuka (HDM SLIT-tablet), pegaxkuisn 15 Big 10 nucrtonaga
2020 p.; AopaTok Ao IHchopmauiiiHoro nucTka Ta Popmu iHhopmoBaHOiI 3rogun Ana 6arbkKiB, Bepcis 1.0
Ana Ykpaiim Big 17 BepecHA 2020 p. Mepeknag ykpaiHCbKOW MOBOLO Big 18 nuctonaga 2020 p.;
nepeknapg pociicbkolo moBoto Big 18 nuctonaga 2020 p.; Aopatok Ao IHopmaliiHOro nMcTka Ta
dopmn 3rogu AnAa nauieHtiB (Bikom 5-11 pokiB), Bepcia 1.0 gna YkpaiHu Big 17 BepecHsa 2020 p.
Mepeknag ykpaiHCbKOO MOBOW Big 18 nuctonaga 2020 p.; nepeknaj pocilicbkoo MoBOl Big 18
nuctonaga 2020 p.; Aoaatok o IHcopmauiiiHoro nuctka ta dopmu 3rogu Ans NauieHTiB (AKUM
BUNOBHIOETLCA 12 pokiB NpoTArom nepiody y4vacti B AocnigxeHHi), sepcia 1.0 gna YkpaiHu Big 17
BepecHsi 2020 p. Mepeknag ykpaiHCbKOO MOBOIO Bifg 18 nuctonaga 2020 p.; nepeknag pociicbKoro
MoBolo Bif 18 nuctonaga 2020 p. 40 MPOTOKONY KIiHIYHOrO BUNPoOyBaHHA «OfAHOpiYHe nnauebo-
KOHTposiboBaHe pocnimkeHHA Il dpa3n 3 ouiHkM edekTUBHOCTI Ta 6e3nekn Tabnetku ans cybniHreasibHol
imyHoTepanii  (SLIT-tablet) npu aneprii Ha kniwa pgomawHboro nuay y giteid (5-11 pokiB) 3
PVHITOM/PUHOKOH'FOHKTMBITOM, BUK/IKAHUM K/TiLEeM AOMALLUHbOro nuay, 3 abo 6e3 acTMm», Kog AOCAiAKEHHS
MT-12, Bepcis 4.0 Big 13 rpyaHsa 2019 p.; cnoHcop - AJIK-A6enno A/C, daHis (ALK-Abello A/S, Denmark)
3aaBHuK - TOB «Mb KeecT», YkpaiHa

15. OHoBneHuii NPOTOKON KniHiuHoro gocnimxkeHHa LIN-MD-64, Bepcia EU-3 Big 08 cepnHa 2020 p.;
Bpouwypa gocnigHuka, Linaclotide, BugaHHa 14 Big 08 6epesHa 2020 p.; LIN-MD-64_ ®dopma 3roau ans
Aitel Bikom 6-13 pokiB, Bepcia ansa YkpaiHu 4.1.0 Big _26 xoBTHs 2020 p. yKpaiHCbKOIO Ta POCiliCbKOIO
MoBamu; LIN-MD-64_ dopma 3rogu A1 HEMOBHOJITHIX NauieHTiB BikoM 14-17 pokiB (BK/1OYHO),
Bepcia ana YkpaiHu 4.1.0 Big _26 XoBTHA 2020 p. yKpaiHCbKOI Ta pociiicbkolo moBamu; LIN-
MD-64_dopma iHhopMOBaHOI 3roaun ANs nauieHTiB, AKMM BUNoBHUIOCA 18 pokiB, Bepcia Ana YkpaiHu
4.1.0 Big, _26 xoBTHA 2020 p. yKpaiHCLKOIO Ta pociiicbkolo moBamu; LIN-MD-64_dopma iHdhopmoBaHoi
3roau Ana 6atbKiB, Bepcia ana YKpaiHu 4.1.0 Big _26 »oBTHA 2020 p. yKpaiHCbKOK Ta POCIVCbKOLO
MOBamMu [0 MPOTOKO/Y K/IIHIYHOIO AOChifpKeHHs «baraToueHTpoBe, paHAOMI30BaHe, MOABiHE chnine,
nnaue60-KOHTPOIbOBaHe AOCNiMKEHHS ha3un 3 B napasiesibHUX rpynax 3 OuiHKM 6e3neYHOCTi 1 e)EKTUBHOCTI
niHaknoTuAay npu nepopasibHOMY 3acTOCyBaHHi Yy JiTeil BikoM 6-17 pokiB, WO CTpaxgalTb Ha
dyHKLioHanbHUA 3anop (©3)», kog pgocnimkeHHs LIN-MD-64, sepcia EU-2 for HA Big 31 ciuns 2020 p.;
crnoHcop - Allergan Ltd., United Kingdom

3asBHuK - TOB «IHC Pecepy YkpaiHa»



16. OHOBMEHMIT NPOTOKOJ K/iHiYHOro BUNpoG6yBaHHsA MK-7655A-016, 3 iHKOpPNoOpoBaHOIO NMONPaBKOKO
03 Big 11 nuctonaga 2020 poOKy, aHrNINCbKOK MOBOK [0 MNPOTOKO/Y KAIHIYHOrO AOC/IAXKEeHHS
«MibkHapoaHe, paHaoMi30BaHe, NoABiHe crine kiHiYHe gocnigpkeHHs |l a3 3 BUKOPUCTaHHSAM aKTUBHOTO
npenapary NOPIBHSAHHA ana OLLiHKW 6e3neku, nepeHoCUMOCTi Ta edeKTUBHOCTI
imineHemy/uunacTtatunyl/pene6aktamy (MK-7655A) y nopiBHAHHI 3 ninepauuniHom/Tazobakramom y
nauieHTIB i3 BHYTPIWHbOMIKAPHAHOK 6GakTepia/lbHOK MHEBMOHIEID ab0 BEHTUNATOP-acoLifioBaHo
GakTepiasibHOI MHEBMOHIE», kog gocnimkeHHs MK-7655A-016, 3 iHkoprnopoBaHo nonpaskoto 02 Big 18
BepecHs 2019 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpmemctBo «Mepk EHg, Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

17. OHoBneHui TMpoTokon KhiHiYHOro pocnigpkeHHs PTK0796-CABP-19302, pegakuia 5 Big 19
nuctonaga 2020 p.; CuHONCUC OHOBJ/IEHOTO MNPOTOKOJY KJiHIYHOro pocnimkeHHa PTK0796-
CABP-19302, pepaxuis 5 Big 19 nuctonaga 2020 p., nepeknag 3 aHr1iiCbKOT MOBM Ha YKPaiHCbKY MOBY
BiA 08 rpyaHa 2020 p.; BktoueHHs foaaTkoBUX MicLb NpoBeAeHHs KNiHiuHoro pocnimxeHHss PTK0796-
CABP-19302 po npoTtokosy «baratoueHTpoBe paHAoMi30BaHe, NOABIHO C/line MOPIBHA/IbHE AOC/TiAKEHHS
6e3MneyYHOCTi 1 e(PeKTMBHOCTI OMafalUKAiHy Ta MOKCUG/TOKCALMHY, L0 3aCTOCOBYHTLCS BHYTPILLHBOBEHHO
abo nepopasibHO MpKU NiKyBaHHI [OPOC/MX NAUIEHTIB i3 HErocniTasibHOK 6akTepiasibHOW nHeBmoHie (Ilb
chaza KniHiYHNX BUNpobyBaHb)», koa gocnimpkeHHs PTK0796-CABP-19302, pegakuisi 4 Big 15 uepsHsa 2020 p.;
crnoHcop - «Mapatek ®apmacbloTikan3 IHkopnopenten» [Paratek Pharmaceuticals, Inc.], CLUA

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTIO «MI EC AU-YKPAIHA»

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa Micus NpoBeAeHHS KNiHIYHOTO BUNPOOBYBaHHS

1 nikap Cknsapos |.€.

KomyHanbHe HekomepuiiiHe nignpuemctBo «Micbka nonikniHika Ne9» XapkiBCbKoi MiCbkOT paaw,
am6ynaTopis Ne3 LieHTpy HaflaHHSA NepBUHHOT MeAUYHOT A0NOMOrY, M. XapkisB

2 O.M.H., npod). AwwuHa 1.0.

[JepxaBHa ycTaHoBa «HauioHanbHWIA IHCTUTYT dTu3iaTpii i nynbmoHonorii im. ®.I'. AHOBCLKOrO
HauioHanbHOT akagemii MeguyHux Hayk YKpaiHu», BigAiNeHHs AiarHOCTMKKW, Tepanii Ta KAiHiYHOT
chapmakonorii 3axBOproBaHb JsiereHis, M. Kuis

18. OHoBneHwuii MpoTokon KniHiuHOro gocnimkeHHa AC-065A203, chiHanbHa Bepcisa 6 Big 5 )XOBTHA
2020 p.; IHchopmaunia ana nayieHTIB BikoM Big, 12 40 MeHL HiX 14 pokiB Ta chopma 3rogu, Bepcis 4.0 gna
YKpaiHu Big 10 nuctonaga 2020 p. Mepeknag 3 aHrNiicbKOT MOBM Ha YKpaiHCbKY Big 30 nuctonaga 2020
p., Nnepeknag Ha pociiicbKy MoBY Big, 30 nuctonaga 2020 p.; IHchopmauisa ana nauieHTiB BikoMm Big 14 go
MeHLW HiXX 18 pokiB Ta hopma 3rogu, Bepcia 4.0 gna YkpaiHu Big 10 nuctonaga 2020 p. Nepeknag, 3
aHrnificbkoi MOBU Ha yKpaiHcbKy Big 30 nuctonapga 2020 p., nepeknag Ha pociiicbky MoBy Big 30
nucronaga 2020 p.; IHhopmauis ana nayieHTiB Bikom = 18 pokiB Ta ¢popma iHchopmMoBaHOi 3roaum,
Bepcis 5.0 ansa YkpaiHun Big 10 nuctonaga 2020 p. Nepeknapg, 3 aHrnilicbKoi MOBY Ha YKpaiHCbKy Big 30
nuctonaga 2020 p., nepeknag Ha pocilicbky moBy Big 30 nuctonaga 2020 p.; IHdpopmauia ans 6aTbKiB
Ta chopma iHchopmoBaHOi 3roau, Bepcia 5.0 gna YkpaiHu Big 10 nuctonaga 2020 p. MNepeknapg 3
aHrnificbkoi MOBU Ha yKpaiHcbKy Big 30 nuctonaga 2020 p., nepeknag Ha pociiicbKy MoBy Big 30
nuctonaga 2020 p.; OHOBNeHe MapKyBaHHA AOCNifKyBaHOro nikapcbKoro 3acoly (cenekcinar /
ACT-293987, Ttab6netku, 50 wMKr), Bepcia 2 yKpaiHCbKOWO MOBOK; OHOBJ/IEHE MapKyBaHHSA
pocnipxyBaHoro nikapcbkoro 3aco6y (cenekcinar | ACT-293987, tabnetku, 200 mkr), Bepcia 2
YKpPAiHCbKOK MOBOIO [0 MPOTOKOY K/iHIYHOro BUNPOOYBaHHA «[IMpocnekTnuBHe GaraToLEHTPOBE BigKpuTe
HenopiBHANbHE AocnimpkeHHs |l dpasn 3 MeTol BMBYEHHST 6e3nekn, NepeHOCUMOCTI Ta hapMakoKiHETUKM
cenekcunary B fjitTeii 3 NnereHeBol0 apTepianibHOO rinepTeHsieto», ko gocnigpkeHHs AC-065A203, chiHaslbHa
Bepcia 5 Big 18 6epesHs 2020 p.; cnoHcop - AkTenioH ®apmacstoTikanc Jfitg., Lseliyapia (Actelion
Pharmaceuticals Ltd, Switzerland)

3asBHUK - TOB «MB KBecT», YkpaiHa

19. 3anyyeHHs 4OAATKOBOro Micusi NpoBefeHHs1 KNiHIYUHOro BUNPOGYBaHHA [0 NPOTOKO/Y KMiHIYHOrO
pocnipxkeHHs «baratoueHTpoBe, PaHgomizoBaHe, MNoagiiHe crine, Mnaauebo- Ta AKTMBHO- KOHTponboBaHe
JocnipxenHs Il ®asm gna OuiHkn EdekTmBHOCTI Ta Be3snevHocTi 3acTtocyBaHHA Mipikisymady y MNaujieHTis i3
XBopob6ot KpoHa MomipHoro Ta Tsixkoro Mepe6iry», koa gocnigpkeHHst 16T-MC-AMAM, 3 iHKOpNnopoBaHoH
nonpaskoto (a) Big 08 kBiTHS 2020 poky; cnoHcop - Eni flinni eng Komnawi, CLUA



3asaBHuK - «Eni Ninni Boctok CA», LBeliyapis

Ne MN.1.B. BignoBiganbHOro gocnigHnka
n/n Ha3ga Micus npoBefeHHs K/iHIYHOro BUNPo6yBaHHSA
1. K.M.H. 'epacnmeHko O.M.

MeauuHnini LeHTp ToBapucTBa 3 OOMEXEHO BignoBigasbHICTIO «MeguuHuii LeHTp «KoHcunaiym
Megikan», crauioHapHe BigaifIeHHs 3 racCTPOEeHTEPONOriYHUMK nasiaTamu, M. Knis

20. OHoBneHunii MpoTokon KiiHiuHOro gocnigkeHHs 0170, Bepcia 1.0 3 iHKOpNoOpoBaHOIO NonpaBKoto 4
Big 05 cepnHsa 2020 poKy, aHrnificbkoo MoBOW; Bpowypa gocnigHuka AmnpenokcetuH (TD-9855),
BugaHHa 8 Big 21 kBiTHA 2020 poOKy, aHrAiicbKow MOBOLO; IHhopmauiiHniA nucTok i thopma
iHbopMoBaHOiI 3rogu ydacHuka gocnimkeHHs, Bepcia V8.0UKR(uk)2.0 Big 10 rpyaHs 2020 poky,
nepeknaj YKpaiHCbKO MOBOK Big 22 rpyaHa 2020 poky; IHdhopmauiiHuii nuctok i dopma
iHbopmMoBaHOiI 3rogn yuyacHuka pocnigkeHHs, Bepcia V8.0UKR(ru)2.0 Big 10 rpygHa 2020 poky,
nepeknag pociicbkolo MOBOK Big 22 rpygHsa 2020 poky; IHdopmauiiHuii nuctok i chopma
iHbopmoBaHOi 3rogu pornsapava, Bepcia V4.0UKR(uk)2.0 Big 10 rpyaHsa 2020 poKy, nepeknap,
YKpaiHCbKOIO MOBOIO Big, 21 rpyaHa 2020 poky; IHchopmauiiiHuii nncTok i hopma iHdpopmoBaHoi 3rogun
pornapava, sepcisa V4.0UKR(ru)2.0 Big 10 rpygHa 2020 pokKy, nepeknaj pociiicbkolo MoBOO Big, 21
rpyaHa 2020 poky; Jluct nikaps nauieHTy, Bepcia [V02 UKR(uk)01l] Big 13 niotoro 2020 poky,
YKpaiHCbKO0 MOBOIO; JIUCT nikapA nauieHTy, Bepcisa [V02 UKR(ru)01] Big 13 niotoro 2020 poky,
pociiicbkolo MoBoto; MocioHMK 3 06roBopeHHs iHthopmoBaHoi 3rogu, Bepcia VO3UKR(uk) Big 10
rpyaHs 2020 poky, nepeknag ykpaiHCbKoto MoBo1o; KepiBHULTBO 3 06roBopeHHsA iH(hopmoBaHOi 3roaum,
Bepcia VO3UKR(ru) Big 10 rpygHa 2020 poky, nepeknag pociicbKo MOBOIO; Bpollypa ansa naudieHTa,
Bepcifa [V02 UKR(uk)] Big 28 ciuHa 2020 pokKy, yKpaiHCbKOIO MOBOIO; Bpoliuypa ansa nauieHTa, Bepcisa
[V02 UKR(ru)] Big 28 ciuHa 2020 poKy, pociiicbkolo MoBOIO; JluctiBKa gNnsA nauieHTiB, Bepcia [V02
UKR(uk)] Big 28 ciuHna 2020 poky, yKpaiHCbKOI0 MOBOIO; PeknamHa nucTiBKa AnA nawieHTis, Bepcia [V02
UKR(ru)] Big 28 ciunsa 2020 poky, pociiicbkoto MOBO10; Mnakart gns nayieHTiB, Bepcia [V02 UKR(uk)] Big,
28 ciuHa 2020 pokKy, YKpaiHCbKOI MOBOIO; MnakaT Ansa nauieHTis, Bepcia [V02 UKR(ru)] Big 28 ciuHs
2020 poky, pociiicbkolo MoBoOt0; MOCiGHUK i3 gocnigKeHHA Ana nayieHta, Bepcia VO4UKR(uk) Big 10
rpygHa 2020 poky, nepeknag YyKpaiHCbKOW MOBOK; KepiBHMLTBO nauieHTa LWoAo YydyacTi B
pocnipxkeHHi, Bepcia V04UKR(ru) Big 10 rpygHa 2020 poKy, nepeknaj pocCiliCbKOlo MOBOIO;
EnekTpoHHa Gpoluypa A/ flikapa WoA0 HanpaB/ieHHA nauieHTiB, Bepcisa [V02 UKR(uk)] Big, 28 ciuHsa
2020 poKy, yKpaiHCbKOIO MOBOIO; EneKTpoHHa 6polypa s nikaps Wwo[o HanpaB/ieHHA NauieHTiB,
Bepcia [V02 UKR(ru)] Big 28 ciuHa 2020 poKy, pociicbKOl0 MOBOI; CynpoBigHWUiA NNCT gnsa nikaps,
Bepcifa [V02 UKR(uk)01] Big 13 ntotoro 2020 poKy, YKpaiHCbKOO MOBOI; JIUCT nikapA 3 NPOXaHHAM
LOA0 HanpaB/ieHHA NaujieHTiB, Bepcisa [V02 UKR(ru)01] Big 13 ntotoro 2020 poky, poCiiCbKOI MOBOIO;
PeknaMmHe orosnouweHHsa Benukoro copmarty, Bepcia [V02 UKR(uk)] Big 28 ciuHa 2020 poky,
YKpaiHCbKOI0 MOBOIO; OrosioleHHA BeIMKUM wpudtom, Bepcia [V02 UKR(ru)] Big 28 ciuna 2020 poky,
pociiicbkolo MoBoto; Cnaiigu 3 iHchopmauieto npo gocnimkeHHs, Bepcisa [V02 UKR(uk)] Big 28 ciuHsa
2020 poky, yKpaiHCbKOI MOBoOLo; Cnaiiau 3 iHchopMmauieto npo gocnigkeHHs, Bepcia [V02 UKR(ru)] Big,
28 ciuyHAa 2020 poky, pocilicbkolo MOBOI; TeKCT IHCTPYKLUiii Ans eKpaHy eJIeKTPOHHOro
npucTpolo_HanawtyBaHHA puctaHuiiiHoro BisuTy p[o KniHiku_Telehealth, nepeknap ykpaiHCcbKolO
MOBOIO; TEKCT IiHCTPYKUi ANA eKpaHy eNeKTPOHHOro npucTtpoto_HanawTyBaHHA AUCTaHUiWHOIO
Bi3uTy Ao KniHikn_Telehealth, nepeknag, pociiicbkolo moBoto; Cnaiigu 3 iHchopmauieto_Ampreloxetine
Study 0170, aHrniicbko0 MOBO1O; J0CbE AOCNIfKYBAHOIO NikapcbKoro 3acooy TD-9855, BugaHHA 5.0
Big 30 nunHA 2020 poOKy, aHrNificbKo MOBOI; [loCcbe HeAoC/iAKyBaHOro iKapCcbKoro 3aco6y
eKcTpeHoi meguuuHn Gutron® (MigogpuHy Figpoxnopupg), Bepcia 2.0 Big 05 cepnHAa 2020 poky,
AHrNificbKOK MOBOLO A0 MPOTOKO/Y KAIHIYHOrO BUNPOOYBaHHA «22-TUXHEBE, baraTtoLeHTPoBe AOCAIMKEHHS
dhasn 3 3 paHgomizoBaHOK BigMiHOW npenapaTty TD-9855 npu nikyBaHHI CUMNTOMATUYHOT HEWPOreHHol
OPTOCTaTUYHOT riNOTEH3IT B NAaLEHTIB i3 NEPBUHHOKD BEreTaTMBHOK HEeAOCTaTHICTIO», KOA AocnimpkeHHsa 0170,
Bepcia 1.0 3 nonpaskoto 1 Big 04 6epesHa 2019 poky; cnoHcop - Theravance Biopharma Ireland Limited,
Ipnanpin

3anBHUK - MNignpremcTBo 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

21. OHOBNEHUI I NPOTOKO KAiHiYHOrO BUnpo6yBaHHsA 331-10-236, Bepcia 5.0 3 nonpaBkoto 4 Big 16
yepBHs 2020 poKy aHrNificbKo MOBOLO; [loAaTOK 4,0 NPOTOKOJ1Y K/liHIYHOro Bunpo6ysaHHsA 331-10-236
cTtocoBHO COVID-19, Bepcia 2.0 Big 24 nunHA 2020 poKy aHriicbKko mosoto; 331-10-236_COVID-19_
JonoBHeHHA Ao iHhopmauiiHoro nucta i popmu iHhopMOBaHOI 3rogn ydacHUKa AOCNiKEHHA, AKOMY
BUNOBHIOETbCA 18 poKiB nig 4vac yuvacti B pocnigkeHHi_YkpaiHa_B. 1.1.0_14 nunHa 2020 p.
YKpaiHCbKOK Ta pocilicbkoio mMoBamu; 331-10-236_COVID-19_ [lonoBHeHHA Ao iHdopmauii gns
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6atbkiB i chopmu iHdopmMoBaHOI 3rogm _YkpaiHa_B. 1.1.0_14 nunHa 2020 p. YKpaiHCbKOK Ta
pociiicbkoto MmoBamu; 331-10-236_COVID-19_ JonoBHeHHA A0 iHopmauiiiHoro nucta 1a dopmu
3roau ANA y4acHuUKiB focnimKeHHs Bikom 13-14 pokiB Ta 14-17 pokiB (BK1O4YHO) YKpaiHa_B. 1.1.0_14
nuvnHA 2020 p. yKpaiHCbKOIO Ta poCilicbKolo MOBaMu1; 3MiHA KOHTAKTHUX AAHUX CMOHCOPA AO0CAIMKEeHHSA
[0 NPOTOKOJY KNiHIYHOTO AocnifxeHHs «[loBroTprBasie 6aratoLeHTpoBe BiAKPUTE OOCMIMKEHHSA A5 OLHKM
6€e3MeyYHOCTi Ta NEPEHOCKMOCTI 3MIHHMX 403 GpeKcninpa3ony Sk NiATPMMYHYOro AiKyBaHHS y Nig/iTkiB (Bikom
13-17 pokiB) 3 wWu3odpeHieto», ko gocnimpkeHHs 331-10-236, sepcis 4.0 3 nonpaskoto 3 Big 03 yepsHA 2019
poky; cnoHcop - Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmacboTikn
[JeBenonmeHT eHa KomepciniseliliH,, IHK.», CLUA)

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

BYNoO CTANNO

CnoHcop: Otsuka Pharmaceutical Development &
Commercialization, Inc., USA («Ouyka
dapmacbloTikni leBenonveHT eHa Komepciniseiiwx,

IHK.», CLUA)
M. I. Bb. koHTakTHOi ocobu: Rhonda Bickers
MicuesHaxompKeHHA  puanMyHOi  ocobu: 2440

Research Boulevard Rockville, Maryland, 20850,
United State

KoHTakTHuin TenedhoH: 001 817 596 2719

Apnpeca eneKTpoHHOT NOLUTH:
rhonda.bickers@otsuka-us.com

CnoHcop: Otsuka Pharmaceutical Development &
Commercialization, Inc., USA («Ouyka
dapmacbloTikn [esenonmeHT eng Komepcinizeiiwx,
IHK.», CLUA)

M. I. B. KoHTakTHOI ocob6u: Catherine Aurang
Micue3HaxoMKeHHsa  lopuanyHoi  ocobu: 2440
Research Boulevard Rockville, Maryland, 20850,
United States

KoHTakTHui1 TenedoH: +1 609 452-5674

Afpeca efieKTPoHHOT NOLWTH:
Catherine.Aurang@otsulca-us.com

22. OHOBnEeHWii NPOTOKON KAiHiYHOro BUNpo6ysaHHA 331-10-234, Bepcia 4.0 3 nonpaBkoto 2 Big 16
yepBHsA 2020 poKy aHrNificbKo MOBOIO; [loAaToOK A0 NPOTOKOJ1Y K/liHIYHOro Bunpo6ysaHHA 331-10-234
cTocoBHO COVID-19, Bepcia 2.0 Big 24 nunHA 2020 poKy aHriicbKow moBoto; 331-10-234_COVID-19_
JonoBHeHHA Ao iHhopmauiiHoro nucta i popmu iHhOpPMOBAHOI 3rogn ydacHUKa AOCNIKEHHA, AKOMY
BUNOBHIOETLCA 18 poKiB nig 4vac yuvacti B pocnigkeHHi_YkpaiHa_B. 1.1.0_14 nunHa 2020 p.
YKpPaAiHCbKOIO Ta pociiicbkoo moBamu; 331-10-234_COVID-19_ [lonoBHeHHA Ao iHdopmauii ana
GatbkKiB i thopmu iHchbopmoBaHOI 3rogu _YkpaiHa_B. 1.1.0_14 nunHA 2020 p. yKpalHCbKOK Ta
pociiicbkoto moBamu; 331-10-234_COVID-19_ JonoBHeHHA A0 iHopmauiliHoro nucta 1a dopmu
3roau ANA y4acHuUKiB gocnimkeHHs Bikom 13-14 pokiB Ta 14-17 pokiB (BK1O4YHO) YkpaiHa_B. 1.1.0_14
nunHA 2020 p. yKpaiHCbKOI Ta POCIACLKOI MOBamMuM [0 MNPOTOKO/AY KAIHIYHOrO AOCAIAKEHHSA
«baratoueHTpoBe paHAoMi30BaHe noAgiiiHe cnine naauebo- Ta akTMBHO-KOHTPO/IbOBaHE AOC/IKEHHS AN
OUiHKM edeKTMBHOCTI MOHOTeparnii 6pekcninpas3onoMm [Ans NiKyBaHHA nignitkie (Bikom 13-17 pokis) 3
Lmn3odopeHieto», kog gocnimpkeHHa 331-10-234, sepcia 3.0 3 agmiHicTpaTMeHoto 3miHow 1 Big 31 TpaBHa 2019
poky; cnoHcop - Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmacboTikn
[JesenonmveHT eHg KomepciniseiiwH,, IHk.», CLUA)

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

23. OHoBneHwuii po3gin 3.2.P [locbe pgocnigKyBaHOro Jsikapcbkoro 3aco6y JNJ-42756493-AAA
TabneTkn, BKPUTIi 060n10HKO Opadry amb Il Big 16.10.2020 p. [0 NPOTOKONY KAIHIYHOrO BUNPOBGYBaHHSA
«focnipkerHa 3 da3n gna ouiHkn eppadpiTiHioy y MOpiBHAHHI 3 BiH)IYHIHOM abo aoueTakcesiom uu
nemoponisymabom y nauieHTiB 3 MOLUMPEHOID YPOTesiia/IbHO KapUMHOMOK Ta OKPEMUMU FEeHETUHHUMMU
abepauismMu peuenTtopiB dhakTopy pocTy pibpobnactie», kog, focnimkeHHs 42756493BLC3001, 3 nonpaBKoto
4 Bipg 29.03.2020 p. ; cnoHcop - AHcceH ®apMaLeBTuka HB, benbriga

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

24. luct Big nikapa-gocnigHnka NoTeHLiiHOMY yYaCcHUKY gocnigpkeHHs, Bepcia VO1IUKR(uk)02 Big 06
nuctonaga 2020 pokKy, YKpaiHCbKOK MOBOLO; JIMCT Big, nikaps-gocnigHMKa noTeHLWiiHOMY yYaCHUKY
pocnipkeHHs, Bepcia VOLUKR(ru)02 Big 06 nuctonaga 2020 poKy, pOCiiCbKOO MOBOIO; LOMOMiXHI
npegmetTn AnA nauieHtiB, Bepcia VO1UKR(uk) Big 06 cepnHAa 2020 poKy, YKpPalHCbKOKO MOBOIO;
3anyueHHs [oAaTKOBMX Micub NPOBeAEHHA BUMNPOGYBaHHSA [0 MPOTOKONY KAIHIYHOrO BMNPO6GYBaHHS
«PaHgomizoBaHe, noggiiHe cnine pgocnigpkeHHs da3n 3b, koHTponboBaHe nnauebo Ta aKTUBHUM
npenapaToM, WO MNPOBOAUTLCA B NapasiesibHUX [pynax 3 MeTOK aHanily 6e3nepepBHOro JslikyBaHHS
Mipikisaymabom i Befonisymabom y4yacHWKIB 3 akTUBHUM BUPA3KOBUM KOJIITOM MOMIPHOTO Ta BaXKOro
CTYNeHs TAXKOCTI», Ko gocnimxkeHHs 16T-MC-AMBI, Bepcis Big 05 6epesHa 2020 poky; cnoHcop - Eli Lilly and
Company, United States



3asBHUK - NignpremcTso 3 100% iHo3eMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka
n/n Ha3ga Micus npoBeAeHHs K/iHIYHOro BUNPo6yBaHHSA

1 nikap Wanosanosa fA.1.
MeanyHnin LeHTp ToBapucTBa 3 OOMEXEHOK BigNoBiAA/bLHICTIO «MeanuHuii ueHTp «KniHika
ciMeliHOI MenLMHW», cTalioHapHe BiafiNeHHs, Bigain ractpoeHTepoorii, M. [IHinpo

2 nikap boHgapeHko T.M.
KomyHanbHe HekomepLiiiHe NignpueMCTBO «XepCOoHCbKa MiCbKa KiHIiYHa flikapHs iMeHi AdpaHacis i
Onbru TponiHux» XepCcoHCbKOT MiCbKOT paan, TepaneBTuYHe BiaaineHHa Nol, M. XepcoH

3 O.M.H., npody. IsaHoB B.MM.
KomyHasibHe HekomepUiiHe NigNPUEMCTBO «BiHHMUBbKUIA 061aCHWIA KiHIYHWIA TocniTaNlb BETEPaHiB
BifiHM BiHHMLbKOI 061acHOi pagm», TepaneBTuyHe BigginieHHs Nel, BiHHUUBKWIA HaUiOHasTbHWIA
Megu4YHUiA yHiBepcuTeT iM. M.1. Muporosa, kaceapa BHYTPIWHbLOT MeguunHn Ne3, M. BiHHMUSA

4 nikap LWeBuyk B.M.
JlikyBaNbHO-AiarHOCTUYHWIA LEHTP NpvBaTHOIO MigNpPUEMCTBA NPMBATHOI BUPOOHMYOT oipMK
«ALMHYC», M. KpONMBHULbKIIA

5 nikap BeHrpuHosuy C.I.
MeanYHUn LEeHTp TOoBapucTBa 3 OOMEXEHOW BiAMOBIAA/IBHICTIO «ACKIENioH», CTauioHapHWi
nigpo3sain, c. Xogociska, KNEBO-CBATOLUMHCHKNIA p-H, KWiBCbKa 0671.

6 3aB. Big. MNMaciyHa M.O.
KomyHanlbHE HeKkoMmepLjiiiHe MeanyHe niAnpUMEMCTBO «KpeMeHuylbka nepla Micbka fikapHs
iMm. O.T. boraeBcbKOro», TepaneBTnyHe BigaineHHs Ne2, M. KpemeHuyk

7 K.M.H. BuwumsaHiok B.1O.
KomyHanbHe HekoMmepuiiHe nignpuemctBo «O6iacHa KiiHiYHa fikapHa 1BaHO-®paHKiBCbKOT
obnacHoi pagu», raCTpOEHTEPOIOriYHe BigaineHHs, IBaHO-PpaHKIBCbKUIA HaUiOHaIbHWIT MeAUYHWIA
yHiBepcuTeT, Kadheapa BHYTPiWHbOT MeguumHu  Nel, kiHIYHOT iMyHOsOrii Ta anepronorii
iM. akageMika €.M. Heiika, M. IBaHO-®paHKiBCbK

8 O.M.H., npod. WeBuyk C.B.
HaykoBo-gocnigHwii iIHCTUTYT peabinitTauii oci6 3 iHBasligHICTIO (HaBYa/IbHO-HaYyKOBO-/TiKyBaslbHUIA
Komnekc) BiHHMLBKOrO HauioHaslbHOro MeauyHoro yHisepcutety iM. M.l Tuporosa, XipypriuHe
BiOOIIEHHS, BiHHMUBKMIA HauiOHa/bHWUIA MeguyHuin yHiBepcuTeT iM. M.l. TuporoBa, kadegpa
BHYTPILIHbOT MeAMLUMHN No2, M. BiHHMLSA

9 K.M.H. Tomarukesuy I".1.
KomyHaslbHe HekomepuiiiHe MigNPMEMCTBO  «BiHHMUBKA MiCbka KaiHiYHA nikapHsa  Nelx,
racTPOEHTEpOsIoriYHe  BiAAIMNEHHS,  BIHHWUBKMA  HaUiOHa/IbHUA ~ MEAWYHWUIA  yHiBEpCUTET
iMm. M.l. Munporoea, kadeapa NnponeaeBTUKM BHYTPILHbOT MeaANLUMHN, M. BiIHHMUS

10 O.M.H. Tonos4yeHko O.I.
MeamnyHWIA LLeHTp ToBapuCTBa 3 0OMEXEHOH0 BiANOBIAANBHICTIO «Xesic KNiHik», MeaNYHNA KNiHiYHWT
OOCNIAHNLUBKNIA LLEHTP, BiAdin racTpoeHTepoorii, renaTonorii Ta eHA0KPUHOOTIT, M. BIHHMUS

11 nikap NorgaHigi T.1.
KomyHanbHe HekomepLiiHe nignpruemcTso KniBCcbKoi 061acHoi paan «KuiBcbka o61acHa nikapHs»,
TepaneBTUYHe BifgaieHHs, M. KniB

12 K.M.H. Jlo3nHcbKa J1.10.
KomyHasibHe HekomepLUiiHe nianpruemMcTBo JIbBIBCbKOT 06/1acHOT paan «/IbBiBCbka 061acHa KiiHiuHa
NiKapHs», NPOKTO/IOrYHE BigAiNeHHs, M. J1bBiB

25. 3miHa Ha3BM MicUs NPOBeAEHHSA K/MiHIYHOTrO BUNPoGyBaHHA Ta BifgnoBifa/lbHOroO AoOC/igHMKa [0
NPOTOKONY KiHIYHOrO JAocnigpkeHHs «baraToueHTpoBe BiAKpUTE [AO4ATKOBE [AOC/IMKEHHA npenapaTy
RPC1063 npu nepopasibHOMY 3acCTOCYBaHHI y XBOPUX Ha PELMAMBYIOUUA PO3CISHWI CKNIEepo3», KofA
pocnipkeHHss RPC01-3001, pegakuis 9.0 Big 26 ntotoro 2020 p.; cnoHcop - «CenmkeH IHTepHewHn Il Capn»
(Celgene International Il Sarl), LBeliuapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOO BIAMOBIAABHICTIO «MI EC AU-YKPAIHA»

BY/NO CTANIO
A-M.H., npod. LWkonbHuK B.M. K.M.H. Kanb6yc O.l.
KomyHanbHui 3aknapg, «[lHinponeTpoBCcbKa | KomyHanbHe nignpuemMcTBo
o6nacHa KniHiuHa nikapHa imeHi I.I. MeuHukoBa», | «HiNponeTpoBCbKa 0G1acHa KliHiYHa flikapHA
BigaineHHs Hesponorii Nel, [epxaBHuini 3aknag | iMm. LI MeuyHukoBa» [iHiNpPONeTPOBCbLKOI
«[JHinponeTpoBCcbka  MeAMyHa  akafgemis  MO3 [ o6nacHoi paau», BigfdineHHs Hesposorii Neol,
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YkpaiHn», Katpegpa HeBponorii i ohTanbmonorii, JepxaBHuin 3aknag «[HiNponeTpoBcbka MeguyHa
M. [JHiINponeTpoBCbK akagemis MO3 YkpaiHu», Kacthegpa HeBpoOorii,
M. JHinpo

26. Po3pgin P.3. «<Bupo6Huk (Manufacture) [TEV-48125, Po3unH gns iH’ekuinn (Solution for Injection)]»,
Posgin P.3.1 «<Bupo6Hukn (Manufacturers) [TEV-48125, Po3uuH gns iH’ekuiii (Solution For Injection)]»
[Aocbe pocnimkyBaHoOro nikapcbkoro 3acody AOXKOBI (AJOVY) (dPpemaHe3dymab (Fremanezumab)
(TEV-48125)), Big, XoBTHA 2020 poKy aHriilicbkolo moBolo; Po3gin P.3. «Bupo6Huk (Manufacture)
[TEV-48125, IH’ekuii (Injection)]», Po3ain P.3.4 «kKOHTPO/Ib KPUTUUHUX Ta NPOMiIXKHUX eTaniB (Controls
of critical steps and intermediates) [TEV-48125, In’ekuii (Injection)]» Jocbe pocnigkyBaHOro
nikapcbkoro 3acooy AMDKOBI (AJOVY) (PpemaHesymad (Fremanezumab) (TEV-48125)), Big »XOBTHSA
2020 poky aHrniicbkoto moBoto; Po3gin P.5. «kKoHTponb nikapcbkoro 3aco6y (Control of Drug Product)
[TEV-48125, IH’ekuii (Injection)]», Po3gin P.5.4 «AHani3 cepiii (Batch analyses) [TEV-48125, IH’ekuii
(Injection)]» [Oocbe pAocnigpxyBaHoro nikapcbkoro 3saco6y AMKOBI (AJOVY) (PpemaHesymad
(Fremanezumab) (TEV-48125)), Big 0BTHA 2020 poKy aHrnificbkolo MoBoto; Po3gin P.5. «KoHTponb
nikapcbkoro 3aco6y (Control of Drug Product) [TEV-48125, IH’ekuii, Mnaue6o (Injection, Placebo)]»,
Po3gin P.5.4 «AHani3 cepiii (Batch analyses) [TEV-48125, In’ekuii, Mnaue6o (Injection, Placebo)]»
Aocbe pocnimKyBaHOro nikapcbkoro 3acooy AOXKOBI (AJOVY) (dpemaHe3dymab (Fremanezumab)
(TEV-48125)), Big »0BTHA 2020 poKy aHrnilicbkolo MoBoto; Po3gin A.1 «OcHalleHHs Ta 06/1agHaHHA
(Facilities and Equipment) (TEV-48125 (PpemaHe3ymab (Fremanezumab)), IH’exuii (Injection), Vetter)»,
Po3gin A.1.4. «<Po3rnsag pinAHkn pna BupoGHuuTBa pisHux npoaykTie (Multi Product Considerations)»
Aocbe pocnigkKyBaHOro nikapcbkoro 3acody AIDKOBI (AJOVY) (PpemaHesymab (Fremanezumab)
(TEV-48125)), Big nuctonaga 2020 pokKy aHrniicbKoo MOBOIO; Bpoluypa gocnigHuka [ocnigKyBaHoro
nikapcbkoro 3aco6y ®pemaHesymaé (Fremanezumab) (TEV-48125), BupaHHa 06 Big 03 nuctonaga
2020 pokKy aHrniicbKoK MOBOHO [10 NPOTOKO/Y KAiHIYHOTro BUNPO6yBaHHA «baratoueHTpoBe paHAOMi30BaHe
noAgiiHo cnine niauebo-KOHTPONbOBaHe AOCAIMKEHHS B napanesibHuX rpynax i3 nogasibluvM BigKPUTUM
[00AaTKOBUM NepiofoM A/18 OUiHKU eddeKTMBHOCTI Ta 6e3neyHocTi ppemaHesymady A8 nNpodhinakTMyHOro
NiKyBaHHSA MirpeHi B NavLieHTiB i3 BE/IMKAM AeNnpecBHUM PO3/1afoM», Ko focnimkeHHsa TV48125-MH-40142, 3
nonpaskoto 04 Big 04 TpaBHa 2020 poky; cnoHcop - Teva Branded Pharmaceutical Products R&D, Inc.,
CLLA

3aaBHnKk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIJA/IBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

27. BK/IIOYEHHA A0[AaTKOBUX MiCLb NpoBeAeHHS KMiHIYHOro BMNPOGYBAHHA [0 NPOTOKO/Y KAiHIYHOrO
OocnimKeHHs «Bigkpute NpoAoBXeHe aocnimpkeHHs hasm |l 3 MeTor OLiHKM AOBroCTPOKOBOI 6e3neYHocTi Ta
nepeHocumocTi npenapaty UTTR1147A y naujieHTiB i3 BUPa3KoBUM KOMITOM Bif MOMIPHOrO [0 TSXKKOro
cTyneHs abo xsopobow KpoHa», kog pocnimpkeHHss GA40209, sepcia 5 Big 09 kBiTHA 2020 p.; cnoHcop -
Genentech, Inc., USA/ IxeHeHTeK IHK., CLUA

3anBHUK - ToBapucTeo 3 O6mexeHot BignosiganbHicTio «KoHTpakTHO-JocnigHuubka OpraHizauis IHHodapM-
YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHA K/1iHIYHOro BUNpPo6yBaHHSA

1 K.M.H. KonecHuk L.I1.

KomyHasibHe HekomepuiiHe nignpuemMcTBO «Micbka NikapHA €KCTPeHOoi Ta LWBWAKOI MeanyHol
JoromMmoru» 3anopi3bkoi MICbKOT pagu, XipypriyHe BigfineHHs 3 ueHTpom LLIKK Ha 60 nixok,
M. 3anopixxs

2 nikap NorpaHigi T.1.

KomyHasibHe HekomMepuiiiHe nignpuemMcTBo KniBCbKoi 06/1acHOT pagy «KuiBcbka o61acHa nikapHsa»,
TepaneBTUYHEe Bif4i/IeHHA, M. K1iB

3 K.M.H. [onnboHKIH €. 1.

MeanyHwii LEeHTp  ToBapuctBa 3  OOMEXeHo BignosiganeHicTio  «AIALEHTP»,
racTPOEHTEepPO/IorivyHe BigaineHHsi, M. 3anopixoks

4 ron.nikap Myray M.M.

MeamnuHnin LeHTp ToBapucTBa 3 0OMEXEHOK BignoBigasbHICTI0O «MeanyHa kniHika «bnaromepn,
NiKyBaNIbHO-AjarHOCTUYHWIA Nigpo3ain, M. Kuis

28. 3anyuyeHHs [,0[ATKOBOro Micus NpoBeAeHHs1 KAiHIYHOro BUNPoGyBaHHA [0 MPOTOKO/Y K/iHIYHOrO
pocnigxeHHs «PaHgomizoBaHe, noAgiiiHe cnine, nnaueb0-kOHTPOsIboBaHe AochimkeHHs |l da3n 3 ouiHKKM
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3acTocyBaHHA npenapaty LY3471851 (NKTR-358) y pAopocivx nauieHTiB i3 CUCTEMHUM YepPBOHUM
BOBYaKOM», kog, gocnimxkeHHsa J1P-MC-KFAJ, 3 nonpaskoto (a) Big 19 cepnHa 2020 poky; cnoHcop - Eni Nlinni
eHf Komnani, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

No M.1.6. BignoBigasibHOro AocnigHvkKa

n/n Ha3Ba Micug NpoBeAeHHSA K/1iHIYHOro BUNPO6YBaHHS

1 O.M.H., npody. CtaHicnaBuyk M.A.

KomyHasibHe HekomepLiiHe NignpreMcTBO «BiHHMLUbKa 061acHa KiiHivHa nikapHs iM. M.1. Muporoea
BiHHMLbKOT 06nacHOi Pagn», BucokocneuianizoBaHuii KAiHIYHWIA LLEHTP peBMATOsoril, 0CTeonopo3y
Ta 6ionoriyHoi Tepanii, BIHHUUBKMIA HauiOHa/IbHUIA MeguyHuin yHiBepcuTeT iM. M.l. Tuporosa,
Kacpeapa BHYTPiWHbOT MeanumHn Nel, M. BiHHMUSA

29. OHoBNeHe [locbe focnigKyBaHOro fnikapcbKoro 3aco6y Ocouumat (BAY 1213790) Bepcia 021 Big
01 rpyaHa 2020 4o NPOTOKONY KAiHIYHOro BMNpobyBaHHA «PaHAoMi3oBaHe NoABiliHe cine, y napasnesibHuX
rpynax, nnauebo-koHTposiboBaHe 6aratoueHTpoBe [OCAiMKEHHA 3 OLUiHKM 6e3rneks Ta NepeHOCUMOCTI
LWOMICAYHUX MigWKIPHUX BBeAeHb ocoumMMady Yy Koroptax HWM3bKOI Ta BUCOKOI [03 Yy nauieHTiB i3
TepMiHa/IbHO CTafieto XPOHIYHOT XBOPOOU HUPOK Ha perynsapHomy remogianisi (TCXXH)», Kof JocnigKeHHA
No. BAY 1213790 / 20115, Bepcis 1.0 Big 16 6epe3Hsa 2020; cnoHcop - baliep Al', HimeuunHa

3anBHUK - TOB «baiiep», YkpaiHa

30. DENALI_AV004_dopma iHhopmoBaHOiI 3rogn BariTHOI napTHepKu, Bepcia 2.1.0 Big 20 nuctonaga
2020 p. AnAa YKpaiHU YKPaAIHCbKOK Ta POCIAICbKOID MOBaMW [0 NPOTOKO/Y K/IHIYHOrO AO0CAIMKEHHS
«[lBaHaguUATUTMXXKHEBE  paHAOMi3oBaHe noABiiHe cnine nnaueb0-KOHTpPoNbOBaHe bGaraToueHTpoBe
pocnimpkeHHs casu Il B napanensHux rpynax g/1s ouiHku edpekTMBHOCTI Ta 6e3neyHocTi npenapaty PT027 y
NopiBHAHHI 3 NpenapaTom PTO08 i npenapatom PTO07, i3 3aCTOCyBaHHSAM YOTUPY pa3un Ha Joby, y Aopocnunx
Ta fgiTeli BikoM 4 pokm i cTapLumnx, xsopux Ha actmy (DENALI)», kog gocnigxkeHHs AV004, sepcia 3.0, nonpaska
2, Big 06 nimnHa 2020 p.; cnoHcop - BoHg AsinnioH 2 AesenonmeHT J1M», MepHci [Bond Avillion 2 Development
LP, Guernsey]

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

31. OHoBneHuii MpoTokon KNiHiYHOro BUNPo6yBaHHA, Bepcia 4 Big 03 nuctonaga 2020 p.; Bpowypa
pocnigHuka gna GDC-0077 (RO7113755), Bepcis 5 Big, cepnHAa 2020 p.; Popma iHhopmoBaHOI 3rogu,
Bepcia 3.0 gna YKpaiHu yKpaiHCbKOK Ta pociiicbkoo moBamu Big 10 rpyaHa 2020 p. Ha ocHoBi
MozaenbHoi hopMmu iHchopmoBaHoOiI 3rogun ansa gocnipkeHHa W041554, sepcis 4 Big 03 nuctonaga 2020
p.; ®opma iHpopMOBaHOI 3roan NPeckKpuHiHry, Bepcia 3.0 Ana YKpaiHM YKpaiHCbKOI Ta POCiCbKOK
moBamu Big, 10 rpyaHs 2020 p. Ha ocHoBI MoaenbHOI chopmu iH(hOpMOBaHOT 3roan NPEeCKPUHIHTY Ans
pocnipkeHHa WO041554, Bepcia 3 Big 03 nuctonaga 2020 p.; OHOBMEHi 3pa3kyn MapKyBaHHS
pocnipkysaHoro J13 ®dynBecTpaHT YKpaiHCLKOK MOBOIO: NEPBUHHOI YMaKoOBKWU, Bepcia 1 Bia
22.07.2020; BTOpUHHOI ynakoBku, Bepcia 1 Big 21.07.2020 [0 MPOTOKONY K/IIHIYHOTO AOCHIAKEHHNA
«PAHOOMI3OBAHE, MOABIVHE CAIMNE, MIALEBO-KOHTPO/IbOBAHE AOCIIKEHHA ®A3M Il 3
OLIHKN E®EKTUBHOCTI TA BESMEYHOCTI KOMBIHALIlI GDC-0077 3 MA/IBOLMK/IIBEOM TA
®YNIBECTPAHTOM ¥ TMOPIBHAHHI 3 KOMBIHALUIED MNALEBEO 3 TNMANBOUMKAIBOM TA
®Y/NIBECTPAHTOM Y MNALIEHTIB 3 MYTALIEKO 'EHA PIK3CA, TOPMOH-PELUEMNTOP-NO3NTUBHUM,
HER2-HEFATVBH/M MICLEBO-MOLWWVPEHM ABO METACTATUYHM PAKOM MOJTIOYHOI 3AT03U,
Koa pgocnigkeHHsa WO41554, sepcis 2 Big 16 »oBTHA 2019 p.; cnoHcop - ®.XoddmaHH-JIa Pow /114,
LLiBeiiyapis

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BifNOBiAasbHICTIO «PoLw YkpaiHa»

32. AV003_MANDALA_dopma iHthopmoBaHOi 3roan BariTHoI napTHepku_Bepcia 2.1.0_20 nuctonaga
2020 p. Ana YKpaiHn yKpailHCbKOK Ta POCIACLKOK MOBaMMu [0 NPOTOKO/Y KAIHIYHOrO A0CAiAKEHHS
«JJOBrocTpokoBe paHAOMi30BaHe MOABiiHEe chine GaraTtoueHTpoBe Aoc/imkeHHs dhasu Il B mapanenbHux
rpynax Ansi ouiHku ehekTnBHOCTI Ta 6e3neyvHocTi npenapaty PT027 y nopiBHAHHI 3 npenapatom PT007, wo
3aCTOCOBYETLCS NPV NOTPEGI y BigNOBIAb HA CUMITOMATUYHI NPOSIBY aCcTMK Y [OPOCNX Ta AiTel Bikom 4 pokiB
i CTapLKmX, 3 K/iHIYHO BUpaXeHOot 6poHxiasibHo actmoo (MANDALA)», kog gocnigpkeHHs AV003, sepcis 3.0
Big 21 nunHsa 2020 p.; cnoHcop - boHg AsinnioH 2 lesenionmeHT J1M», FepHci [Bond Avillion 2 Development LP,
Guernsey]

3aaBHuK - TOB «IHC Pecepu YkpaiHa»
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33. TecT Ha igeHTudikauito 3anaxis (The Smell Identification Test~), Bepcisa 1.0 ciHanbHa Big 01
nucronaga 2016p., ykpaiHCbKolo MoBoKo; TecT Ha igeHTUdpikauito 3anaxiB (The Smell Identification
Test™), Bepcia 1.0 cpiHanbHa Big 01 nuctonaga 2016p., pocilicbKkolo MOBOIO; 3HIMKU eKpaHy 3 naaHweTa
(eCOA) EQ5D5L, Bepcis 1.00 Big 21 BepecHsi 2020 p., aHIMINCbKOIO MOBOIO Ta NepeKnaj yKpaiHCbKOK
MOBOI0; 3HiMKM eKpaHy 3 nnaHweta (eCOA) EQ5D5L, Bepcis 1.00 Big, 28 BepecHs 2020 p., aHrNilicbKoto
MOBOIO Ta NepeKnaf PocCilicbKoo MOBOK; 3HIMKM eKpaHy 3 niiaHweTta (eCOA) CRSsNP PaHkoBwuii
WoAeHHUK, Bepcia 1.00 Big 21 BepecHA 2020p., aHrNiliCbKOIO MOBOIO Ta Nepeknap YKpaiHCbKO
MOBOI0; 3HIMKM eKpaHy 3 nnaHweta (eCOA) CRSsNP PaHkoBui WwoaeHHUK, Bepcis 1.00 Big 28 BepecHs
2020p., aHrNiACbKOK MOBOIO Ta nepeknag Pociicbkolo MOBOK; 3HIMKM eKpaHy 3 niaHweTta (eCOA)
CRSsNP PGIC, Bepcisa 1.00 Big 21 BepecHs 2020p., aHrNnilicbKoo MOBOIO Ta nepeknaj YKpaiHCbKO
MoBolo; 3HiMKM ekpaHy 3 nnaHweta (eCOA) CRSsNP PGIC, Bepcia 1.00 Big 28 BepecHa 2020p.,
aHrniicbKo MOBOIO Ta Nepeksiag pociicbKolo MoBOKO; 3HIMKM eKpaHy 3 nnaHweta (eCOA) CRSsNP
PGIS (OnuTyBanibHUK ANA 3arasibHOI OLiHKU TSHKKOCTI 3aXxBOploBaHHA nauieHTom (PGIS)), Bepcis 1.00
BiA 21 BepecHs 2020p., aHrNificbKOIO MOBOIO Ta Nepeknaf YKpaiHCbKO MOBOIO; 3HIMKM €KpaHy 3
nnaHweta (eCOA) CRSsNP PGIS, Bepcia 1.00 Big 28 BepecHs 2020p., aHrniiCbKOlO MOBOIO Ta
nepeknapg, pociiicbkoo MoOBOIO; 3HiIMKM eKpaHy 3 nnaHweTta (eCOA) CRSsNP HaBuanbHWiA WOAEHHNK,
Bepcia 1.00 Big 21 BepecHA 2020p., aHI/iACHLKOI0 MOBOIO Ta Nepeknag YKPaiHCbKOK MOBOIO; 3HIMKU
eKkpaHy 3 nnaHuweta (eCOA) CRSsNP TpeHyBa/sibHUiA WOAEHHUK, Bepcia 1.00 Big 28 BepecHAa 2020p.,
aHrnificbKo MOBOIO Ta Nepeksnag pPociiicbKol MOBOI; 3HIMKM eKpaHy 3 nnaHweTa (eCOA) 3Hauok
HaragyBaHHsA, Bepcia 1.00 Big 21 BepecHA 2020p., aHINiNCbKOIO MOBOIO Ta Nepeknapg YKpaiHCbKOKo
MOBOI0; 3HIMKM eKpaHy 3 nnaHweta (eCOA) 3HauoK HaragyBaHHs, Bepcisa 1.00 Big 28 BepecHs 2020p.,
aHrNiicbKol MOBOK Ta MNepeKknag pocificbkoro MoOBOK; 3HIMKM eKpaHy 3 nnaHweTta (eCOA)
Rhinosinusitis VAS (OuiHka puHocuHycuTy 3a BALL), Bepcisa 1.00 Big 21 BepecHs 2020p., aHrNiiicbKoto
MOBOIO Ta nepeknaj YKpaiHCbKo MOBOK; 3HiMKU ekpaHy 3 nnaHuweta (eCOA) Rhinosinusitis VAS
(OuiHka puHycuHycuty no BALL), Bepcia 1.00 Big 28 BepecHs 2020p., aHrAilicbKold MOBOK Ta
nepeknag pociiicbkolo MOBOIO; 3HIMKM eKpaHy 3 njiaHweta (eCOA) SNOT-22, Bepcia 1.00 Big 14
YXOBTHS 2020p., aHIMiNCbKOK MOBOLO Ta Nepekag yKpPaiHCbKOI0 MOBOLO; 3HIMKM €KpaHy 3 nJlaHweTa
(eCOA) SNOT-22, Bepcis 1.00 Big, 14 >xoBTHA 2020p., aHINiNCbKOIO MOBOIO Ta NepeKknaj pocilicbKoto
MOBOI0; 3HiMKM eKpaHy 3 nnaHweTa (eCOA) ACQ-6, Bepcis 1.00 Big 10 nuctonaga 2020p., aHrNilicbKoo
MOBOIO Ta nepeknaj yKkpaiHCbKolo MOBOIO; 3HIMKU eKpaHy 3 nnaHweTta (eCOA) ACQ-6, Bepcis 1,00 Big,
06 nuctonaga 2020p., aHriNCbLKOKO MOBOIO Ta NepeKnas pociicbKo MOBOKO; KOpoTKa iHCTpyKUia ans
nauieHTa. MpucTpili 3 eNeKTPOHHUM WoaeHHMKOM. Bepcis 1.0, 20 »xoBTHA 2020 p, YKpPAIHCbKOIO MOBOIO;
KopoTke KepiBHULTBO Ans nauieHTa. MpucTpiil 3 eneKTpoHHUM LWwoaeHHUKoM. Bepcia 1.0, 20 )XOBTHA
2020 p., pociiicbkolo MoBoOlO; JlucT-nogska, pegakuis 3.0, gata nepeknagy: 14 rpyaHs 2018 p.,
YKpaiHCbKOK MOBOLO; JlucT-nogska, pegakuia 4.0. lata nepeknagy: 25 6epesHsa 2020p., pocilicbKoto
MoBol1o; CueHapiii 4o 6e33BYy4HOro Bifeo, ke 6yae TpaHcnoBaTUCh nayieHtam (Dupilumab movie for
patient), aHrnificbkoto MoBo10O; KapTka s nauieHTa 3 MaTpuuHMM QR-KOAOM Ta NOCU/MAaHHAM Ha caiiT
Ana wBuakoro nepernsay Bigeo (SANOFI CARTE DUPILUMAB), Bepcis 1 Big 25.09.2015 10 npoTOKO/1Y
KMiHIYHOrO BMnNpobyBaHHs "PaHpomizoBaHe, noAgiiHe cnine, nnaueb0-kOHTPOSIbOBaHE [OCAIMKEHHS, L0
CK1aflaeTbCA 3 [ABOX 4acCTWH, AN OUIHKM edeKTMBHOCTI Ta 6e3neyHocTi gyninymaéy y nauieHTiB 3
HEKOHTPO/IbOBAHMM XPOHIYHUM PUHOCMHYCMTOM 6€3 nonino3dy Hoca (XPC6IMH)", kog gocnigxkeHHs EFC16723,
Bepcia 1 Big 14 BepecHsa 2020 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-
ABEHTIC peLlepLl e gesenonmax, ®paHdis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

34. 3miHa BignosiganbHOro gocnigHMKa A0 NPOTOKOY KNIHIYHOTO AOCIMKEHHSA «BigkpuTe paHgomi3oBaHe
KOHTPO/IbOBaHe focnimpkeHHs 3 dpasu, cnpsiMoBaHe Ha OLiHKY cefliHeKcopy, 60pTe30Miby Ta gekcameTasoHy
(cxema SVd) B nNopiBHAHHI 3 6opTe30MiboM i AekcameTa3zoHoM (cxema Vd) y nauieHTis i3 peunamnByrodoro abo
pethpakTepHO0 MHOXWHHOIO MIENOMOIO», KoA AocnimkeHHs KCP-330-023, pepakuis 4.0 3 iHKOprnopoBaHo
nonpaskoto 3 Big 17 cepnHa 2018; cnoHcop - «Kapiocapm TepanbtoTuke IHKopnopeiitea», CLUA

3asBHUK - TOB «JOKYMEAC» («CIA LJOKYMELC»), Natsisi

BYJIO

CTAJIO

nikap Mununexko I.B.

KomyHasibHe HekomepuinHe nigNnpUeEMCTBO
«Yepkacbknii 06/1aCHUIA OHKOJTOTIYHWIA AncnaHcep»
Uepkacbkoi 06n1acHOi paaun, 061acHuUin NnikyBasibHO-
OiarHOCTUYHWIA reMaToorNYHNA LLEHTP, M. Yepkacu

nikap Horaesa J1.1.

KomyHasibHe HekomepLiiHe nigNnpUeEMCTBO
«Yepkacbkuin 06/1aCHWIT OHKOJTOTIYHWIA gucnaHcep»
Uepkacbkoi o61acHOT pagn, 06nacHWin nikyBasibHO-
[iarHOCTUYHWIA reMaTosIoNYHNIA LLEHTP, M. Yepkacu
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35. bpouwypa gocnigHuka gnsa aresonisymady (TECENTRIQ®, RO5541267), Bepcia 17 Big BepecHs 2020
P. 4,0 NMPOTOKONIB K/iHIYHUX BUNPOBYBaHb: «Bigkpute 6aratoLeHTpoBe paHAoMizoBaHe gocnimpkeHHs Il dhasm
aTesonisymaoy (aHTu-PD-L1 aHTUTINO) B AKOCTI af’toBaHTHOT Teparnil Y MOPIBHAHHI 3i CMOCTEPEXEHHAM Y
NayieHTIB 3 ypOTeslia/ibHOK KapLMHOMOIO i3 MPOHWKHEHHAM Y M'A30BUIA LWAp 3 BUCOKMM PIBHEM PU3KKY Nicns
XipypriyHoro BuganeHHa», kog gocnimpkeHHs WO29636, sepcisa 10 Big 13 kBiTHA 2020 p.; «barartoueHTpoBe
paHgomizoBaHe nnauebo-koHTposiboBaHe AochigpkeHHs Il pasu aresonisymaby (aHTu-PD-L1 aHTWTINO) B
pexumi MoHoTeparnii Ta B NOEAHAHHI 3 XiMioTepanieto Ha OCHOBI M/1aTWMHW Y NaLiEHTIB i3 He/IKOBaHO MiCLeBO-
MOLUMPEHO abo MeTacTaTUUYHOW YPOTEe/ia/IbHOK KapLMHOMOK», kog gocnimpkeHHs WO30070, sepcis 8 Bif
12 rpygHa 2019 p.; «baratoueHTpoBe, paHAoOMi3oBaHe, nnaLebo-kOHTPOsIbOBaHe, MOABIHE chine
pocnipkeHHs |l dasn aresonisymady (aHTM-PD-L1 aHTUTINO) B SIKOCTI ag'toBaHTHOI Tepanii y nauieHTiB 3
HWPKOBO-KNITUHHOK KapLUMHOMOIO 3 BWCOKMM PU3UKOM PO3BUTKY MeTacTasiB Mic/isa HedpekTomii», Ko,
pocnigxeHHa WO039210, sepcia 8 Big 15 nwotoro 2020 p.; «[oggiiiHe cnine nnaue60-KOHTPOsIbOBaHe
paHgomizoBaHe hasu Il gocnimkeHHs inatacepTioy y koM6iHaLil 3 nakiiTakcenioM B AKOCTI NiKyBaHHA 415
nawieHTiB 3 reHHUMU nopyweHHamu PIK3CA/AKTL/PTEN B rpyni MicLeBonowpeHoro abo MetactaTuyHoro,
NOTPIiHO-HEraTMBHOTO paky MOJIOYHOI 3a/1031 abo B rpyni rOPMOH-MO3UTUBHOrO, HER2-HeratMBHOro paky
MOJIOYHOI 3an03u», Ko AJocnigkeHHAa CO40016, sepcia 9 (Koropta C) Big 20 BepecHa 2019 p.;
«BbaraToueHTpoBe, paHAOMi30BaHe, MoABiliHe criine, nnauebo-koOHTpoNboBaHe gocnimkeHHsa |l dhasm
atesonisymaby (aHTu-PD-L1 aHTWTINIO) B SIKOCTi af'toBaHTHOI Tepanii Micnis pagukasibHOro JikyBaHHSA y
NawuieHTiB 3 MiCLEBO-NOLMPEHOI0 M/IOCKOKNITUHHOK KapLUHOMOK TO/I0BM Ta LUUT BUCOKOTO PU3MKY», KOA,
pocnipkeHHst WO40242, sBepcia 8 Big 16 rpyaHs 2019 p.; «[MoagiiHe cnine, 6aratoueHTpoBe, paHAoMi30BaHe
pocnipkeHHs |l dhasn ansa ouiHkm edhekTMBHOCTI Ta 6€e3nekn Heoas'toBaHTHOI Teparnii are3onisymaéom abo
nnaue6o B koMOGiHaUil 3 XimioTepani€eld Ha OCHOBI MpenapaTtiB NJaTUHW Y NauieHTiB 3 onepadenbHUM
HeApiGHOKNITUHHUM pakom nerens I, 1A i BubipkoBso IIB cTtagii», kog gocnigpkeHHs GO40241, sepcis 6 Big 12
yepBHs 2020 p.; «BigkpuTe, 6aratoLueHTPOBE NPOAOBXEHHS AOCNIAKEHb 3 JOBIOCTPOKOBMM CMOCTEPEXEHHAM
3a naujeHTamu, ki NpUMasIn yyacTb Y AOCNiIKEHHSAX aTe30/i3ymady, Ae CNOHCOPOM Byn [KeHeHTeK IHK.
Ta/abo d.XoddmaHH-/1a Pow NT14», Kog gocnigpxeHHs BO39633, Bepcis 8 Big 17 nunHa 2020 p.; «MoagiliHe
cnine nnauebo-KOHTpPoNbOBaHe paHgomizoBaHe hasu Il gocnigxeHHs inaTacepTidoy y KombGiHauii 3
aresonisymabom Ta nakliTakCesiom B SAKOCTI JliKyBaHHA [O/19 NaAUieHTIB 3  MiCLEBONOLWMPEHUM
HeonepabenbHM abo MeTacTaTUYHUM, NOTPINHO-HEraTUBHUM PakoM MOJSIOHHOT 3a1031», KO, AOCAIMKEHHS
C041101, Bepcis 4 Big, 18 cepnHs 2020 p.; «PaHgomizoBaHe, NoagiliHe ciine, niaueb0-KoHTPoiboBaHe dhasm
Il gocnigpxeHHs Tiparonymaby (aHTu-TIGIT aHTuTiNO) B kOMGIHaUii 3 aTe30Mi3yMaGoM Yy MOPIBHAHHI 3
nnauebo B KoMGiHaUil 3 are3osiisymaboM Yy MalieHTiB i3 paHille HeslikoBaHUM MiCLEBO-MOLLNPEHNM
HepesekTabenbHMM abo meTacTaTuyHuM PD-L1-cenekTMBHMM HeApiGHOKMITUHHUM pPakoM JlereHb», Kop,
pocnipkeHHss GO41717, sepcis 2 Big 8 TpaBHA 2020 p.; cnoHcop - ®.XoddmaHH-/1a Pow /114, LBeiiyapis
3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

36. IHCTpYKLiT No 3acTocyBaHHIO NeHBaTUHIOY: KEYNOTE-B61, chiHanbHa Bepcis 1.0 (21 cepnHsa 2020
p.) Wa6noH, Bepcia 3.0 (20 noToro 2020 p.), yKpaiHCLKOO MOBOI; IHCTPYKLUIT NO 3acTOCYyBaHHIO
neHBatuHi6y: KEYNOTE-B61, chiHanbHa Bepcia 1.0 (21 cepnHa 2020 p.) LLa6noH, Bepcia 3.0 (20 niotoro
2020 p.), pociiicbKolo MOBOI0; 3aJTy4eHHs A0AATKOBOro MicLA NPOBeAEHHSA K/TiHIYHOrO BUNPOGYBaHHSA
[0 NPOTOKO/Y KNiHIYHOrO BUNPO6yBaHHA «BigkpuTe KiHiuHe gocnigpkeHHs || dpasu, LWo npoBoAMTLCA B OAHIl
rpyni 4715 ouiHk1 nemoéponizymMmady B KOMOIHALT 3 IeHBATMHIOOM B IKOCTi MEPLUOT JTiHIT JTIKyBaHHSA B y4aCHUKIB
3 PO3MOBCHAKEHOKW / MeTacTaTMYHOK HECBIT/IOKNITUHHOK HMPKOBO-KAITUHHOK KApPUMHOMOK  HUPKK
(HckHKKH) (KEYNOTE-B61)», kog pocnipkeHHs MK-3475-B61, Bepcis 00 Big 22 BepecHsi 2020 poky.;
cnoHcop - «Mepk Wapn EHg Joym Kopn.», fgodipHe nignpnemctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

No M.1.6. BignoBigansHoOro gocnigHuka
n/n Ha3Ba Micus npoBeAeHHs K/iHIYHOro BUNPo6yBaHHSA

1. B.0. 3aB. BiggineHHam 3y6 O.B.
KomyHanbHe HekomepLiiHe MignpUEMCTBO «UepHIriBCbKMA MeauyHWii LeHTP Cy4acHOi OHKOMOTii»
YepHiriscbkoi 06/1aCcHOT paau, BifAi/IEHHS KNiHIYHOT OHKOIOrT Ta riHekonorii, M. YepHiris

37. IHdhopmauia Ta chpopma 3roau AN AOPOC/UX YYACHUKIB gocnipkeHHA (rpyna A PoswwupeHHs:
KOMOGiHOBaHa Tepanifa gypBasiyma6om ta Tpemenimymaoom) J/lokanbHa Bepcia Homep 5.0 ans YkpaiHu
YKpaiHCbKOIO Ta pociiicbkolo MoBamu, gata Bepcii 14 rpyaHa 2020 poky Ha ocHoBi MacTtep Bepcii
Homep 5.0 Big 03 rpygHsa 2020 pokKy [0 NPOTOKOJY K/iHIYHOrO BMNPOGyBaHHA «BigkpuTe, 6aratorpynose
pocnigpxkeHHs asu Il gna Bu3HayeHHA nonepegHbol eDEKTUBHOCTI HOBOT KOMOIHALT NiKyBaHHS NauieHTiB 3
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NOLWMPEHNM [PIGHOKMITUHHUM pakoMm JflereHis, pedypaktepHum o npenapartis nnatuHu (BANTIK)», kop,
AocnimpkeHHs D419QC00002, Bepcis 05 Big 16 ciuHA 2020 poky; cnoHcop - AstraZeneca AB, Sweden
3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

38. Inchopmauis npo gocnimkeHHA Ta hopma 3roan ANA AOPOCUX, TIOKanibHa Bepcia Homep 9.0 ansa
YKpaiHu yKpaiHCbKOIO Ta pPOcCiiicbKOl0 MoBamu, Aata Bepcii 14 rpygHsa 2020 poKy Ha ocHoBi Mactep
Bepcii Homep 9.0 Big 02 rpyaHa 2020 poky Ta JoaaTtky 1 ao IHdopmadii npo gocnimkeHHA Ta hopmu
srogn ana popocnux: rpadik npoueayp, Mactep Bepcii Homep 2.0 Big 29 6epe3Hs 2017 poKy A0
NPOTOKONY KNiHIYHOrO gocnigxeHHs «MikHapoaHe, baraTtoLeHTpOBe, paHAOMI30BaHe, BiAKPUTE, NOPIBHANbHE
OOocnimKeHHss ¢a3n 3 N0 BU3HAYEHHIO edekTMBHOCTI AypBaniymady uu KombiHauii Ldypsanymady i
Tpemenimymaby i3 nNiaTMHOBMICHOK XiMioTepanieto ans 1-i NiHii fikyBaHHA nauieHTiB 3 mMeTacTaTU4HUM
HeapiGHOKNITUHHUM pakoMm nereHis (HOKP/) (POSEIDON)», koa gocnifxkeHHs D419MC00004, sepcis 5 Bif
20 kBiTHA 2020 poky; cnoHcop - AstraZeneca AB, Sweden

3asBHVK - TOB «ACTPA3EHEKA YKPAIHA»

39. bpowypa gocnigHuka nikapcbkoro 3acody HMR1726 (tepucpnyHomia), Bepcisa 23 Big, 26 nuctonaga
2020p., aHrNINCbLKOID MOBOK [0 MNPOTOKO/Y K/IHIYHOIO AOC/IMKEHHS «[lBOXpiyHE 6GaraToueHTpoBe
paHgoMi3oBaHe MnoAgiliHe crine nnauebo-KOHTPO/IbOBaHe AOCAIMKEHHS B NapasiefibHuX rpynax 3 MeTor
OLiHKN e(heKTUBHOCTI, 6e3nekun, NepeHoCMMOCTI Ta hapMakoKiHeTUYHUX BfiacTMBOCTeN TepudpnyHomigy npu
nepopasibHOMY NPUAOMI OAMH pas Ha Ao6y y AiTei 3 peunamByrouMMmn hopMamy PO3CISHOro CKNeposy 3
nepiogom BiAKPMUTOro NoAasbLLIOro NikyBaHHs», koa gocnigpkeHHs EFC11759, npoTtokon Ne 04, Bepcis 1 Big 11
BepecHsi 2019p.; cnoHcop - Genzyme Corporation, USA ()keH3alim KopriopeiiwwH, CLUA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

40. bpowypa pocnigHuka nikapcbkoro 3acoby SAR442168 (ToneGpyTuHiIG), Bepcia Ne5 Big 30
nuctonaga 2020p., aHrNificbKOO MOBOIO; BK/IIOUEHHA HAa3BU AOCiAKYBaHOro NiKapCbKOro 3acoody —
Tone6pyTnHi6 (Tolebrutinib); Po3ginn «Jlikapcbka cy6ctaHuis», «Jlikapcbkuii 3acio» Ta «Mnaye6o»
OHOBJIEHOIO [0CHLE AOC/IAKYBAHOrIO JliKapCcbKoro 3acooy SAR442168, Ta6n1eTKN, BKPUTi 060/IOHKOIO,
no 60 mr, Bepcia Big nuctonaga 2020 poKy, aHrNilicbKoo MOBOIO; 36iNbLIEHHA TePMiHY 36epiraHHsA
[OCNiopKYyBaHOIo nikapcbKoro 3acody SAR442168, TaGneTku, BKpUTI 060/10HKOIO, o 60 mr, o 24
MicALIB 40 NPOTOKOAIB KNIHIYHNX AOCNIMKEHb: «[JOBrOCTPOKOBE PO3LUMPEHE AOCNIAXKEHHS 3 OLIHKM 6e3nekn
Ta echekTMBHOCTI NpenapaTy SAR442168 y yyacHVKIB AOCNIMKEHHS 3 pELMANBYOUYMM PO3CISIHUM CK1EPO30M>,
Koa gocnigxkeHHs LTS16004, 3 nonpaBkoto 03, Bepcia 1 Big 02 6epesHs 2020 poky; «PaHaomizoBaHe,
noAgiliHe cnine gocnimkeHHs 3 dha3un Ans BUBYEHHS e(DEKTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y
NOPIBHAHHI 3 TepudpiyHoMigom (O6amkio®) B y4acHUKIB 3 peunamByrouMmMmn hopmamm po3cissHOro Ckneposy
(GEMINI 1)», kog pocnigxeHHs EFC16033, 3 nonpaskoto 03, Bepcis 1 Big 28 cepnHa 2020p.; «PaHaoMizoBaHe
noagiviHe cnine gocnimxkeHHs 11l cha3un 3 BUBUEHHA edeKTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y
MOPIBHAHHI 3 Miauebo cepen yYacHVKIB 3 BTOPUHHO-MPOrPECYYMM PO3CISHUM CKepo3oM 6e3 peuunauBsiB
(HERCULES)», kon pocnimpkeHHs EFC16645, 3 nonpaskoto 01, Bepcia 1 Big 15 TpaBHA 2020 poky;
«PaHgomizoBaHe, nofgiiHe cnine [OCMiMKEHHS 3 ha3n Ans BUBYEHHS €EKTMBHOCTI Ta 6e3neqHOCTi
npenapaty SAR442168 y nopiBHSHHI 3 TepudnyHomigom (O6amkio®) B yyacHWKIB 3 peunavByrHMMM
chopmamm poscisiHoro ckneposy (GEMINI 2)», kog gocnigxkeHHs EFC16034, 3 nonpaskoto 03, Bepcis 1 Big 28
BepecHsi 2020p.; «PaHaomizoBaHe, noAgiliHe cnine gocnimkeHHst 3 asn Ans BUBYEHHS e(pekTUBHOCTI Ta
6e3neyHocTi npenapaTy SAR442168 y nopiBHAHHI 3 nnauebo B Y4YacHMKIB 3 NEePBUHHO-MPOrPecyoHnm
poscisHum ckneposom (PERSEUS)», ko gocnigpkeHHs EFC16035, 3 nonpaskoto 01, Bepcisi 1 Big 25 4epBHs
2020 poky; cnoHcop - Genzyme Corporation, USA (xeH3alim KopnopeiiwH, CLLA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

41. 3pa3sok iHhopmalLiii, Wwo 6yae BuaaHa NaLieHTY Ha efieKTpoHHOMY Hocii eCOA «HaBuYasibHe Bigeo
Ansi oci6, siKi BUKOHYIOTb OLiHIOBaHHs», Bepcia 1.00 Big 12 nuctonaga 2020p., yKpaiHCbKOIO MOBOIO;
3pasok iHdhopmadii, Wwo 6yae BugaHa nawieHTy Ha efleKTPOHHOMY Hocil eCOA «HaBuasibHe Bigeo gns
0cCi0, sIKi BAKOHYIOTb OL|iHIOBaHHA», Bepcis 1.00 Big 16 nuctonaga 2020p., pociliicbKolo MOBOI0; 3pa3okK
iHcbopmauii, wo 6ype BupaHa nauieHTY Ha efeKTPOHHOMY Hocii eCOA «KOHTpOJ/ib 3HaHb Micns
HaBYaHHA f[/11 0CcOoGU, fika MPOBOAUTL OLUiHIOBaHHA», Bepcia 1.00 Big 12 nuctonaga 2020p.,
YKpaiHCbKOIO MOBOI0; 3pa3ok iHhopmauil, Wo 6yae BugaHa nauieHTy Ha eNeKTPOHHOMY Hocii eCOA
«YU4b60BUii oNUTyBaNIbHUK ANl OCi0, WO NPOBOAATL OLiHKY», Bepcia 1.00 Big 16 nuctonaga 2020p.,
pociiicbKol0 MOBOI [0 MPOTOKOY KNiHIYHOro AocnimkeHHs «PaHAaomi3oBaHe, NofBiliHe crine, nnaue6o-
KOHTpO/IbOBaHe focnimkeHHs dpasn 2b ans ouiHkm npenapaTty EDP-938, o 3aCTOCOBYETLCA OpasibHO Ans
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NiKyBaHHSA rocTpoi iHdheKUii BEPXHIX AUXa/bHUX LWNAXIB, BUKIMKAHOT pecnipaTopHO-CUHLMTIaNIbHUM BipyCOM Y
ambynaTtopHux popocnux nauieHTis (PCBM)», kop pocnimkeHHs EDP 938-102, Bepcia 5.0 (rno6asbHa
nonpaska 4.0) Big 20 TpasHA 2020 p.; cnoHcop - Enanta Pharmaceuticals, Inc., USA

3anBHUK - ToBapucTeo 3 O6MexeHot BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

42. 3miHa BignoBigasibHOrO AocnigHuka Ta 3MiHa Ha3Bu MIMB: KomyHasibHe HekomepuiliHe
nignpuemcTBo «Yepkacbkuii 06nacHUii OHKOMOTiYHUIA pgucnaHcep Yepkacbkoi 06GnacHoOi pagu»,
OGnacHUi NikyBaJ/IbHO-AiarHOCTUYHNI FeMaToNMoriuHNIi UeHTp, BiaAiNneHHA KNiHiYHUX BUNPOGYyBaHb,
M. YepKacu [0 NpoTOKOY KNiHIYHOTO AOCNiMKEeHHs «Bigkpute, paHaoMizoBaHe gochimpkeHHs dasu 3 ans
NOpPIBHAHHA eheKTUBHOCTI Ta 6e3neyHoCTi npenapaty nycnatepuent (ACE-536) Ta enoeTuHy anbga Ans
NiKyBaHHA aHeMil, cnpuynHeHo! MienogmcnnacTniyHuMy cuHgpomam (MAC) 3 AyKe HU3bKUM, HU3bKMM a6o
NPOMDKHUM piBHEM pU3KKy 3a IPSS-R, y nauieHTiB, AKi paHille He OTPUMYBasIM CTUMY/IATOPU epuUTponoesy Ta
noTpebytoTb NepenuBaHHA epuTpouuTiB», Kog gocnimpkeHHs ACE-536-MDS-002, nonpaska 2.0 Big 1 ceprnHs
2019 p.; cnoHcop - Celgene Corporation, USA/ CengxeH KopnopeiiwH, CLUA

3asaBHUK - ToBapncTBo 3 OBMeXeHoto BignosigansHicTio «KOHTpakTHO-AoCNiAHULbKA opraHizauis IHHoDapMm-
YkpaiHa»

BYJIO

CTAJIO

nikap Mununexko I.B.

KoMyHanbHuii 3aknag «Yepkacbkuii 061acHWit
OHKOJIOTiYHMIA  AncnaHcep» Yepkacbkoi 06nacHOi
paau, O6nacHwuit NiKyBaNbHO-AiarHOCTUYHNIA
remaTtosfioriyHuii  LUeHTp, BIgAINeHHs  KNiHIYHUX
BMNPO6YBaHb, M. Yepkacu

nikap Horaesa J1.1.

KomyHanbHe  HekomepuiliHe  NigNPUEMCTBO
«Yepkacbkuini 06/1aCHWI OHKOOTIYHUIA AncChnaHcep
UepkacbKol o6nacHoi paam», O6nacHwuit
NiKyBaNIbHO-AiarHOCTUYHWIA TeMaTOMONYHWIA LLEHTP,
BiAAiNEHHS KNiHIYHMX BUNpobyBaHb, M. Yepkacu

43. flocbe pocnigxyBaHOro nikapcbKoro 3acooy, Bepcis 4.0 Big nunHsa 2020 p.; AocnigkeHHa 3111-301-
001_ COVID-19 [AonoBHeHHA Ao IHcdopmauil ana nauieHTa Ta dopMu iHopMoBaHOI 3roaun
YkpaiHa_Bepcia 1.3.0_26 nuctonaga 2020 p., yKpaiHCbKOIO Ta POCINCbLKOK MoBamu; 3aslyuyeHHs
[0[AaTKOBUX BUPOOHMUMX AinsiHOK ans KapinpasuHy kancyna 1,5 mr, KapinpasuHy kancyna 3,0 wr,
Mnaue6o po KapinpasuHy: AbbVie Inc, North Chicago, CLLUA; AbbVie Deutschland GmbH & Co. KG,
HiMmeuuuHa; /luct npo HanpaBneHHA nauieHTIiB, Bep. 1.0: 04 nuctonaga 2020p., yKpaiHCbKOI0 MOBOIO;
onuTyBaNbHUK AN BUKOPUCTAHHA pocnigHukamu: ALL172399 3111-301-001_HAM-D-17_English
(US)_FINAL_2020_Nov_19, aHrniiicbKol0 MOBOIO [0 NPOTOKO/TY K/IHIYHOro AocnimKeHHs «lMoAagiliHe cnine
nnaueb0-KoOHTPO/IbOBaHe A0CAipKeHHS Kapinpa3uHy B siKOCTi 404aTKOBOT Tepanii A0 aHTuaenpecaHTiB npu
NiKyBaHHI NawujieHTIiB 3 BEVKMM AENPecvBHUM pPO3/1adoM, SIKi He Masiv HasexHol BignoBigi Ha NikyBaHHS
aHTugenpecaHTaMmm», kog gocnimpkeHHs 3111-301-001, 3 iHkopnopoBaHoto nonpaskoto 3 Big 27 nunHa 2020 p.;
crnoHcop - Allergan Limited, cpinis komnanii Allergan Sales, LLC, Benuko6putaHis

3asBHuK - TOB «IHC Pecepy YkpaiHa»

44. NoAoBXeHHA TepMiHy NPoBeAeHHA KAiHIYHOro BUNpoG6yBaHHA B YKpaiHi Ao 30 KBiTHA 2023 poky;
B0661037/BMS CV185-325 LLlogeHHMK npuiiomy npenaparty yvyacHukom Anikca6aH 0,1 mr, KANCY/N,
O PO3KPUBAKTBLCA MonpaBka 7: ®apmakokiHeTnyHa (PK) posa, Bepcia 1.0, 6epeseHb 2020 p.,
yKpaiHCbKOlo MoBoto; B0661037/BMS CV185-325 LllogeHHMK npuiiomy npenapaty. AnikcaGaH,
KAMNCYNH, WO PO3KPUBAKOTBLCA 0,1 mr. MonpaBka 7: ®apmakokiHeTuyHa (PK) gosa, pegakuis 1.0
G6epeseHb 2020 p., pociiicbkolo MoBo; B0661037/BMS CV185-325 IHCTPYKUii i3 NpUMroTyBaHHA Ta
npuiiomy npenapaty Anikca6aH 0,1 mr, KAMCY/IN, WO PO3SKPUBAKTbCH, i3 pO3UMHEHHAM Y PiguHi
(Boai a6o MonouHii cymiwi) ana MonpaBkn 7 PAPMAKOKIHETUYHA (®K) TA NIATPUMYBA/IBHA
AO3A, Bepcis 1.0 Big 22 uepBHsa 2020 p., yKpaiHCbKOI0 MOBOLO; B0661037/BMS CV185-325 IHCTpYKLUT i3
NpuUroTyBaHHsA Ta fo3yBaHHA AnikcabaHy, KANCY/NU, WO PO3KPUBAKOTBLCSA 0,1 Mr, npyu pO34YNHEHHi
y piguHi (Boasi a6o auTadiii cymiwi) ana nonpaBku 7 ®APMAKOKIHETUKA (®K) TA MPUNOM
MIATPUMYBA/IBHOI AO3W, Bepcia 1.0 Big 22 uepBHA 2020 p., POCIAICLKOIO MOBOIO /10 MPOTOKONY
KNiHiYHOro AocnifxeHHs «PaHaomizoBaHe, BigKpUTe AOCNILXEHHA 3 aKTUBHUM KOHTPOJSIEM AN OLiHKU
6e3MeyHOCTi Ta OnMCOBOI e(eKTMBHOCTI Yy negiaTtpuyHMx XBOpMX, $SKi MNOTPE6GYTb 3acTOCyBaHHS
aHTMKOArynsaHTIB 475 flikyBaHHA BUNaZKiB BEHO3HOI Tpomboembonii», kof A[ocnigpkeHHs CV185-325/
B0661037 , (hiHasibHMIA MPOTOKON 3 IHKOPNOPOBaHO nonpaskoto 7 Big 12 notoro 2020 p.; cnoHcop - bpicTon-
Maiiepc CkBib6 IHTepHewwHn KopnopeiiwH [Bristol-Myers Squibb International Corporation], benbris

3asaBHUK - TOB «IHBEHTIB Xenc YkpaiHa»
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45. NMopoBXEeHHA TPUBANOCTI KMiHIUHOro BUMNPOGYyBaHHA B YKpaiHi o 30 oBTHA 2021 poKy Ao
MPOTOKONY KAiHIYHOrO AgocnigpkeHHs «®daza 3, 6araToUeHTPOBE paHAoOMi30BaHe NoAgiiHe cnine niauebo-
KOHTpO/SIbOBaHe AochifxeHHs cpynBecTpaHty (Pasnogekc®) 3 um 6e3 PD-0332991 (nanbouukni6) =+
rosepeniH y XiHOK 3 ropMOH-peLenTop-no3nTneH1UM, HER2-HeraTuBHUM MeTacTaTUYHUM PakoM MOJSIOUHOI
3a/1031, 3 MPOrPeCyBaHHSIM 3axBOPKOBAHHA MiC/As MonepefHbol eHOOKPUHHOIT Tepanii», Kog AOCHiAKEHHS
A5481023, 3 iHKOpNopoBaHo nonpaskoto 3 Big 20 xoBTHA 2015 poky; cnoHcop - daiizep IHk., CLUA
3aasBHuK - TOB «MAPEKCEJT YkpaiHa»

46. MNopoBXeHHA TPUBAIOCTI KNiHIYHOTO AoCnifgKeHHA B YKpaiHi A0 28 KBiTHA 2021 poKy A0 NPOTOKONY
KniHiYHOro BUNpo6yBaHHA “"MiKHapoAHe, paHAoMi3oBaHe, noaBiiHe cnine, nnaueb6o-KOHTPOsiboBaHe
JocnimkeHHs a3 3 Ans  OuiHKM  edpeKTUMBHOCTI Ta 6e3nedvyHocTi eHsanytamigy Yy nauieHTiB 3
HemMeTacTaTUYHUM KacTpaT-pe3ucTETHUM pakoM nepeamixypoBoi 3as03un”, Kog gocnimkeHHs MDV3100-14
(C3431005), Bepcisa 5 Big 26 ciuHa 2018 pokKy 3 iHKOpNOpOBaHOHK MOMNPaBKOK 4; cnoHcop - MepgiBeliwH [HK.
(Medivation, Inc.), USA

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC Ykpaina»

47. Inchopmaunia Ta coopma 3rogu ons [OPOCAUX yHAaCHUKIB AocnipkeHHs, JlokanbHa Bepciss Homep 6
ANns YKpaiHM YKpaiHCbKOK Ta poCiicbKO MoBamMu, gata Bepcii 21 rpygHAa 2020 poKy - HA OCHOBI
MacTep Bepcii Homep 8 Big 18 rpyaHs 2020 poky, Joaatky 1 Mactep Bepcii Homep 4 Big 30 nuctonaga
2018 poky Ta flogaTky 2 MacTtep Bepcii Homep 4 Big 30 nuctonaga 2018 poKy 40 NPOTOKOY K/IHIYHOro
pocnimpkeHHss «PaHgomisoBaHe, Bigkpute, OGaraToueHTpoBe pocnimpkeHHs |l chasm AypBanymady Ta
Tpemenimymady B SKOCTi nepLuol AiHil /likyBaHHA NauieHTIB 3 MOLWMPEHUM renaTouesToIAPHAM Pakom
(HIMALAYA)», kog, gocnigpxkeHHsa D419CC00002, sepcis 6 Big 20 cepnHA 2019 p. ; cnoHcop - AstraZeneca AB,
Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

48. bpouwypa gocnigHuka SAR439774 - fitusiran, BugaHHA 7 3 nonpaBkoto 1 Big 08 BepecHs 2020 pokKy,
aHrnivicokoro mosoto; ATLAS-INH (ALN-AT3SC-003/Sanofi Genzyme EFC14768) Model ICF Main
v6.0.0_150c¢t2020 - OcHOBHa iHthopmauis anAa nadieHTa Ta dpopma iHhopMOBaHOI 3roau, ANnA YKpaiHu,
Bepcis 6.0 Big 07 rpyaHAa 2020 p., aHrnilicbkoto moBoto; ATLAS-INH (ALN-AT3SC-003/Sanofi Genzyme
EFC14768) Model ICF Main v6.0.0_150ct2020 - OcHoBHa iHthopmauia gna nauieHtTa Ta dopma
iHcbopmoBaHoOiI 3rogu, ansa YKpaiHu, sepcif 6.0 Big 07 rpyaHs 2020 p., ykpaiHCbKoto moBoto; ATLAS-INH
(ALN-AT3SC-003/Sanofi Genzyme EFC14768) Model ICF Main v6.0.0_150ct2020 - OcCHOBHa
iHdbopMauisa ansa nauieHTa Ta popma iHcbopmoBaHOI 3roaun, AnA YKpaiHu, Bepcia 6.0 Big 07 rpyaHa 2020
p., pocilicbKoto moBoto; Bpolypa gocnigHuka SAR439774 - fitusiran, BugaHHA 7 3 nonpaBKoto 2 Big, 25
nuctonaga 2020 poKy, aHrNifiCbKOK MOBOK A0 MPOTOKONY K/IHIYHOTO AochimpkeHHs «ATLAS-INH:
JocnipxeHHs 3-i ha3m ansa ouiHkm edhekTMBHOCTI Ta 6e3nevHoCTi PiTycipaHy y nauieHTiB 3 remodoinieto A abo
B, 3 iHri6iTopHuMy aHTUTINAMu o0 daktopy 3cigaHHa VIl abo IX», ko gocnigpxeHHs ALN-AT3SC-003 (Sanofi
Genzyme EFC14768), nonpaska 02 Big 27 uyepBHa 2018 p.; cnoHcop - leHs3im KopnopeiiwH/OxeH3alim
KopnopeiiwH, CLUA, godipHs komnaHiss CaHodpi-ABeHTic PewepLu e lesenonmaH, ®paHuisi, Takox BiGOMUIA SK
CaHodbi eHsim/ CaHodhi [xensanm/ Genzyme Corporation, USA, affiliated company of Sanofi-Aventis
Recherche & Developpement, France, also known as Sanofi Genzyme

3asaBHUK - ToBapncTBO 3 O6MEXeHOH BignosiganbHICTIO «KoOHTpakTHO-ocnigHnubka OpraHisauis IHHothapM-
YKkpaiHa»

49. bpouwypa gocnigHuka SAR439774 - fitusiran, BugaHHa 7 3 nonpaskoto 1 Big 08 BepecHs 2020 poky,
aHrniicbkolo moBoto; ATLAS-AIB (ALN-AT3SC-004/Sanofi Genzyme EFC14769) Model ICF Main v6.0.0
150ct2020- OcHoBHa iH(hopmauis Ans nauieHTa Ta oopma iHchopmoBaHoi 3roaun, ANa YKpaiHu, Bepcis
6.0 Big 07 rpygHa 2020 p., aHrniiicbkoio mMoBow; ATLAS-A/B (ALN-AT3SC-004/Sanofi Genzyme
EFC14769) Model ICF Main v6.0.0 150ct2020- OcHoBHa iHdopmauis AnAa naudieHTa Ta dopma
iHdbopMoBaHoIi 3rogu, Ans YKpaiHu, sepcis 6.0 Big 07 rpyaHa 2020 p., ykpaiHCcbKoto mosoto; ATLAS-A/IB
(ALN-AT3SC-004/Sanofi Genzyme EFC14769) Model ICF Main v6.0.0 150¢t2020- OcHoBHa iHthopmauis
ANna nauieHta Ta dopma iHchopmoBaHOI 3roaun, AnAa YkpaiHu, Bepcia 6.0 Big 07 rpyaHa 2020 p.,
pocilicbkolo moBo1o; Bpowypa gocnigHuka SAR439774 - fitusiran, BugaHHA 7 3 nonpaBKoto 2 Big 25
nuctonaga 2020 poKy, aHriiCbKOK MOBOK 0 NPOTOKO/MY KiHIYHOro BMnNpobyBaHHA «ATLAS-A/B:
JocnipxeHHsa 3-1 asun ansa ouiHkn edpekTBHOCTI Ta 6e3neyHocTi DiTycipaHy y nauieHTiB 3 remodinieto A abo
B, 6e3 iHribiTopHnx aHTUTIN fo thakTopy 3cigaHHA VIII abo IX», kog pocnigpkeHHsa ALN-AT3SC-004 (Sanofi

17



Genzyme EFC14769); ALN-AT3SC-004 (EFC14769), nonpaska 02 Bifg 27 yepBHA 2018 p.; cnoHcop - 'eHsim
KopnopeiiwH/OxeH3alim KopnopeiwH, CLUA, gouvipHa komnaHia CaHodi-ABeHTic Pewepw e [leBenonmaH,
®paHuisa, Takox Bigomuii Ak CaHodpi 'eHsim/ CaHodpi OxkeHsarim/ Genzyme Corporation, USA, affiliated
company of Sanofi-Aventis Recherche & Developpement, France, also known as Sanofi Genzyme

3asaBHUK - ToBapncTBo 3 O6MexeHo BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisauis IHHothapM-
YkpaiHa»

50. OHOBNEeHMIA NPOTOKOAN KhiHiuHOro gocnigxkeHHa AC-055E202 (MERIT-2), Bepcia 3 Big, 28 BepecHs
2020 p.; COVID-19 Jopatok A0 NPOTOKOY KiiHiuHOro gocnimkeHHsa AC-055E202 (MERIT-2) Big 5
cepnHsa 2020 p.; AoaaTtok Ao IHchopmauiiHOro nucTka nawieHta Ta ®opmu iHhopmoBaHOiI 3rogu, Bepcis
1.0 ana YkpaiHu Big 20 »xoBTHA 2020 p., nepeknapg yKpaiHCbKO0 MoBOM Big 19 nuctonaga 2020 p.,
nepeknag pociiicbkolo MoBo Big 19 nuctonaga 2020 p.; Aopatok Ao IHdopmauiiiHoro nMcTka
nauieHTa Ta ®opmu iHchopmMmoBaHOI 3roaun, Bepcia 2.0 ansa Ykpainu Big 17 nuctonaga 2020 p., nepeknag
yKpaiHCbKOlo MoBOH Big 02 rpyaHAa 2020 p., nepeknapg, pociiicbkoio moBoto Big 02 rpyaHsa 2020 p.;
3anyuyeHHs HOBOro BUPOGHUKA AOChiMKyBaHOro nikapcbkoro 3aco6y Excella GmbH & Co. KG,
Germany; 3aslyyeHHs1 00[aTKOBOI BUPOOGHUUOT AINAHKA ANA AOCNILKYBaHOro JliKapCbKOro 3acooy
Janssen Pharmaceutica NV, Belgium; OHOBneHe MapKyBaHHS AOC/iAKyBaHOro JlikapCbKOro 3aco6y
MauiteHTtaH | ACT-064992, Ta6neTku, BKPUTI N/1iIBKOBOIO 060/10HKOO, 10 Mr, Bepcis 1, yKpaiHCbKOO
MOBOIO [0 MPOTOKOJTY K/THIYHOrO JOCHIMKEHHS «[l0BrocTpoKoBe, 6araToueHTpPoBe, BigKpUTE AOC/ILKEHHS
6€e3 KOHTPONBLHOI rpynu, WO € NPOAOBXEHHAM AocnimkeHHss MEPIT-1, ans ouiHku 6e3nekn, nepeHoCnMocTi Ta
edheKkTMBHOCTI MauiTeHTaHy y nauieHTiB 3 HeonepatenbHOK XPOHIYHOK TPOMOOEMOO/IYHOW SIereHeBO
rinepteHsieto (XT/IM)», kog pocnimkeHHss AC-055E202 (MERIT-2), Bepcis 2 Big 15 nnnHsa 2020 p.; cnoHcop -
AkTenioH dapmacbtoTikanic, /ita. Actelion Pharmaceuticals Ltd., Switzerland

3asBHUK - TOB «MB KBecT», YkpaiHa

51. InchopmauniiiHuii nucTokK i hopma iHpopmoBaHoi 3roau, Bepcia V2.0UKR(uk)2.0 Big 21 rpyaHsa 2020
POKy, nepeknag ykpaiHCbKo MOBOIO Bif 28 rpyaHa 2020 poky; IHopmauiiiHuii nuctok i chopma
iHdbopMmoBaHoi 3roau, Bepcis V2.0UKR(ru)2.0 Big 21 rpygHs 2020 poKy, nepeKknag, pociicbKoOl MOBOIO
Big 31 rpyaHsa 2020 poky; BkiiloueHHA J0AATKOBUX MicLb NPOBEAEHHA BUNPOOYBaHHA [0 NPOTOKO/Y
"PaHgomizoBaHe nofagiliHe criine 6aratoueHTpoBe AOoC/imKeHHS ha3n 3 A1 NOPiBHAHHA e(eKTUBHOCTI Ta
6e3nevHocTi npenapaTy FYB203, 3anponoHoBaHOro 6GioaHasnora adunibepcenty, Ta npenapaty Annia® y
nauieHTiB i3 HEOBACKy/SIPHOK BiKOBOK Makynoauctpodieto (MAGELLAN-AMD)", koa gocnigpkeHHs FYB203-
03-01, Bepcis 2.0 Big 16 rpyaHsa 2019 poky; cnoHcop - Bioeq GmbH, Germany

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

Ne M.1.6. BignoBigabHOro AocnigHmka

n/n Ha3Ba Micus npoBeAeHHs K/1iHIYHOro BUNPOo6YyBaHHS
1 nikap Macnsk tO.T.
KomyHaslbHe HekoMepuiiiHe nignpueMCTBO «LleHTpanbHa Micbka K/liHiYHA fikapHa |BaHo-
®paHKiBCbKOI MiCbKOT paamn», BifAAiNeHHA MiKpOXipyprii oka, M. |IBaHO-PpaHKiBCbk
2 3aB. Big. Cugop P.B.
KomyHasnbHe nignpuemctso «BonnHcbka obnacHa kniHiyHa nikapHa» BonnHCbKOT 06n1acHoi paaw,
ohTasnibmonoriyHe NikyBasibHO - AiarHOCTUYHE BiAAiNeHHs, BonvHebka 06:1., Jlyubkuii paiioH, ceno
Tapacose

52. locbe pocnigKyBaHOro nikapcbKoro 3aco6y Aparnokcag cimoneHin (OBI-822) niodhinizoBaHnii
nopowok pAana iH'ekuii (Po3gin "NMikapcbka cy6ceTaHuia/Drug Substance"; Pospin "Jlikapcbkiii
npenapar/Drug Product"), Bepcia 3 Big 30 nuctonaga 2020 p., aHrAilicbkolo MoBoOt0; MoJOBXEHHSA
TEepPMiHYy NPUAATHOCTI AOCNIAKYBaHOro liKapCcbKoro 3aco6y Aparnokcapg cimosieHiH (OBI-822) 3 30
MmicAuiB Ao 36 MicALiB 40 NPOTOKO/Y K/iHIYHOro BUNpoOyBaHHsA "BigkpuTe paHgoMi3oBaHe gochimpkeHHs 1l
hasn 3 ouiHKKM agarnokcapny cimoneHiHy (OBI-822)/OBI-821 (BakumHM Ha OCHOBI aHTUreHy Globo H) npwu
NpoBeAEeHHI af'toBaHTHOI Tepanii nauieHTam i3 Tpyyi HeraTMBHMUM PakoM MOJIOYHOI 3as103U Ha paHHili cTagii, y
AKMX BigMivYaeTbca ekcnpecid Globo H i € BMCOKMIA pu3nK po3BUTKY peuuanBy (KOLOBE MO3HAYEHHS
pocnipkeHHa: GLORIA)", kog pocnipkeHHsa OBI-822-011, octatoyHa pegakuis 6.0 Big 17 uepsHA 2020 p.;
cnoHcop - OBI Pharma, Inc., TaliBaHb, KuTaiicbka Pecny6ika

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»
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53. MonpaBka po [locbe pocnigKyBaHOro nikapcbkoro saco6y noHecumopn (ACT-128800) ans
KniHiyHoro pocnipkeHHs AC-058B303 Big 18 rpypHs 2020 p.; MoAoBXeHHs1 TepMiHY NPUAATHOCTI
AocnipKyBaHOro nikapcbKoro 3acooy noHecumopg (ACT-128800) 20 mr, TaGneTKU BKpUTi NJ1iIBKOBOKO
060/10HKOI0 Y GlicTepax Ao 60 MicauUiB; 3pasok eTUKETKU A/ HAGopY AN NOCTYNOBOro 36iNbLlUeHHSs
posu (Up-Titration Wallet Label) - MoHecumopg 2 mr, 3 mr, 4 mr, 5 mr, 6 mr, 7 mr, 8 mr, 9 mr, 10 mr, 20 mr, 17
Tab/neToK BKPUTUX MJ1IBKOBOKO OGO/MOHKOIO, pefakLuisi 2 yKpalHCbKO MOBOIO Bif, 24 rpyaHa 2020 p.;
3pa3ok eTUKETKN AN HA60pY ANA nigTpumaHHa gosu (Maintenance Wallet Label) - MoHecumopg, 20 mr,
36 Ta6/1eTOK BKPUTMX NNIBKOBOKO 0060/TOHKOI0, pefakuis 2 yKpaiHCbKOK MOBOIO Big 24 rpyaHsa 2020 p.;
3pa3kn eTuKeToK ana dnyopecueiHy HaTpito 100 Mr/Mn po3uunH AN iH eKuiii: gna amnynu, pegakuis 2
YKpaiHCbKOIO MOBOIO Big, 16 rpyaHsa 2020 p.; A1 KOPOOKK, pefakuis 2 yKpaiHCbKO MOBOHO Big 14
rpyaHa 2020 p.; JoaaHHA HOBOI | anibTepHaTUBHOI BUPOGHUUOI AinsaHKn "AHcceH PapmayeBTuka HB" /
"Janssen Pharmaceutica NV", Benbris, BignoBigasbHOI 3a NakyBaHHSA Ta MapKyBaHHA dniyopecueiHy
Hatpito 100 mr/mn po3uMH AnA IH'eKUiid 00 NPOTOKOJY K/HIYHOTO AocnimpkeHHs «BbaraToueHTpoBe
HenopiBHANbHE AOCNIMKEHHS MOHECUMOAY NPW SOBrOTPUBA/IOMY 3aCTOCYBaHHI B 403i 20 Mr 3 METOH OLLiHKK
noro 6e3neyvyHocTi, NepeHoCMMOCTi Ta 34aTHOCTI KOHTpO/oBaTW nepebir 3axBOPIOBAHHA Yy XBOpPUX Ha
pPeLMAMBYIOUNIA  pO3CisHWI  ck1epo3  (MPOJOBXEHHs AocnimkeHHs AC-058B301)», ko, [AOCHIAKEHHS
AC-058B303, octatouyHa pegakuisa 3 Big 14 TpaBHa 2020 p.; cnoHcop - “AkTesiioH ®apmacbloTvkans Jlimiteq”,
Lsenuapis

3asBHIK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «Ml EC AN-YKPAIHA»

54. OHoBneHunii MpoToKon KniHiuHoro gocnigkeHHa D5271C00001 (MonepepHiii Homep - 3150-301-008),
nonpaBka 3 Big 17 cepnHsa 2020 poky; CuHoncuc oHoBneHoro MpoTtokony D5271C00001 (MonepeAHiii
HoMep - 3150-301-008) nonpaBka 3, yKpaiHCbKOIO MOBOIO; IHhopmaLisa Nnpo aocnimkeHHA Ta hopma
3rogm ANA [Opocnux, NokasibHa Bepcia Homep 1.0 Ana YKpaiHu yKpaiHCbKOK MOBOLO, AaTa Bepcii 26
XOBTHs 2020 poKy Ha OCHOBiI MacTep Bepcii Homep 7.0 Big 17 cepnHsa 2020 poky. 3rofa Ha y4yacTb B
onuioHasIbHOMY reHeTUYHOMY TecTyBaHHI (aHani3 AHK) Ta maiiGyTHiX GiomegUUHUX AOCAIAKEHHSX,
JNlokanbHa Bepcif Homep 1.0 Ana YkpaiHu yKpaiHCbKOK MOBOLO, AaTta Bepcil 26 OBTHA 2020 poKy, Ha
ocHoBi macTtep Bepcii Homep 3.0 Big, 30 BepecHs 2020 poky. IHchopmauia Ta chopma 3roam Ha HaAaHHA
[AaHNX BariTHOI NapTHEPKM AOPOC/ION0 YYacHUKa [OCNifKEeHHs, /iokasibHa Bepcia Homep 1.0 gns
YKpaiHu yKpaiHCbKOI0 MOBOIO, AaTta Bepcil 26 xoBTHA 2020 poKy, Ha OCHOBI MacTep Bepcii Homep 2.0
Big 17 cepnHAa 2020 poky. OHoBnieHa Bpowypa [JocnigHuka AOCMigKyBaHOIro JliKapCbKOro 3acooy
Bpa3nkymab, Bepcis Homep 7.1 Big 17 cepnHa 2020 poky. YactuHa 2.1.S [locbe AocnimKyBaHOro
nikapcbKoro 3aco6y. Jlikapcbka pevyoBuHa (Bpasukymat), Bepcisa 1.0 Big 16 BepecHsa 2020; YacTuHa
2.1.P Jocbe gocnimKyBaHOro nikapcbKoro 3aco6y. MeguuHuii npenapart (bpasnkyma6), Bepcisa 2.0 Big,
25 BepecHs 2020; YactuHa 2.1.P flocbe pocnigxyBaHoOro nikapcbkoro 3aco6y. Mpenapatr nnaue6o
(Bpasukymao), Bepcis 2.0 Big 25 BepecHa 2020; YacTuHa 2.1.P.1 locbe A0OCNiAKYyBaHOIO JliKapCbKOro
3aco6y. Onuc Ta cknapg npenapary-naaue6o ans BHYTPilLHbOBEHHOI 5% Mntoko3n, Bepcia 2.0 Big 25
BepecHs 2020; YactuHa 2.1.P.1 Jlocbe AOCNiAKyBaHOro JlikapCcbKoro 3aco6y. Onuc Ta ckiag nnauye6o
npenapary nopiBHsAHHA 0.9% dPisionoriuHoro posuuHy, Bepcisa 2.0 Big 25 BepecHA 2020; YacTuHa
2.1.P.1 focbe pocnipKyBaHOro jlikapCbKoro sacooy. Onuc Ta cknapg npenaparty nopiBHAHHA XyMmipa,
Bepcia 2.0 Big 25 BepecHa 2020; MapkyBaHHs nakyBaHHsi bBpasukymaby, po3uunHy AnAa
BHYTPIlUHbOBEHHUX iH’EKLiA, 720 Mr y donakoHi 6 mn Big 20 xoBTHA 2020; MapKyBaHHA (h/1aKOHIB
Bpas3ukymaby, po34nHy A1 BHYTPilUHbOBEHHUX iH'€KLii, 720 mr y dhnakoHi 6 mn Big 20 xxoBTHA 2020;
MapkyBaHHA nakyBaHHA Bpa3ukymaby, po3unHy Ans nigwKipHUX iH’ekuin, 120 mr/mn y nonepeaHbo
HanoBHeHOMY wWnpuyi 1 mA, 2 wnpuum Big 20 xoBTHA 2020; MapkyBaHHA Bpasukymaoy, po3unHy ans
NigWKipHMX iH’eKuii, 120 mr/imn y nonepegHbO HanoBHeHOMY wnpuui 1 ma Big 20 xoBTHA 2020;
MapkyBaHHA naKyBaHHA naue6o Bpasukymaby, po3unMHy AnA NigWKipHUX iH’EKLiA, Y nonepegHbo
HanoBHeHOMY wWnpuyi 1 mn, 2 wnpuum Big 20 xoBTHA 2020; MapkyBaHHA nnaue6o bpasukymaoy,
pPO3UMHY ANA NigWKiPHMX iH’EKUi y nonepegHbo HanoBHeHOMy wnpuui 1 mn Big 20 xoBTHA 2020;
MapkyBaHHsa Hatpito Xnopug 0.9% ans BHyTpilWHbOBEHHUX iHPY3ili, nakeT 50 Mn Big, 16 xoBTHA 2020;
MapkyBaHHa [nrokosn 5% pna BHYTPiWHbOBEHHUX iHy3iii, naketr 100 mn Big 16 oBTHA 2020;
MapkyBaHHs nakyBaHHA npenapaty Xymipa (aganimymao) 40 mr/0.4 mn, 2 wnpuuwm Big 20 )xoBTHA 2020;
MapkyBaHHs nakyBaHHA npenapaty Xymipa (aganimyma6) 40 mr/0.8 mn, 2 wnpuum Big 20 )xoBTHA 2020;
MapkyBaHHsa npenapaty Xymipa (aganimymac) 40 mr/0.4 mn, wnpuy, Big 20 xxoBTHA 2020; MapKyBaHHS
npenaparty Xymipa (aganimyma6), 40 mr/0.8 mn, wnpuy, Bepcis 2.0 Big 20 xxoBTHA 2020; KapTKka 6e3neku
naudieHTa. D5271C00001, /lokanbHa Bepcia 1 gnsa YKpaiHu yKpaiHCbKOK MOBOIO, iaTa BepcCii 27 )KOBTHA
2020 poky Ha ocHoBi MacTep Bepcii 2.0 Big 05 >xoBTHA 2020; KOPOTKUiA AOBiIAKOBUI NOCIOHUK yYaCHUKaA
pocnipkeHHA. AstraZeneca D5271C00001 (Legacy 3150-301-008). MoptatuBHuii npuctpiii (YPrime
D450), Bepcisa gokymeHTa 3.0 ukUA, 08 Oct 2020p.; 3HiIMKU 3 eKpaHy NPUCTPOIO. 3arasibHUii BUA, eKpaHy
Ta nosHauyku. Bepcis ykpaiHCbKOIO MOBOIO, Bepcia 2.0. (AstraZeneca D5271C00001 (Legacy 3150-301-
008) General Tablet & Handheld Screens, ukUA (Ukrainian, Ukraine) Version 2.0); 3HiMKu 3 eKpaHy
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npucTpolo. Bxia kopuctyBaua y cuctemy Ta HaBuaHHA. Bepcia ykpaiHcbkol MoBOW, Bepcia 2.0.
(AstraZeneca D5271C00001 (Legacy 3150-301-008) Subject Login and Training Handheld, ukUA
(Ukrainian Ukraine), Version 2.0); 3HiMKN 3 ekpaHy npucTtpoto. LLlogeHHUK akTiB gedekadii. Bepcis
YKpalHCbKOI0 MOBOIO, Bepcif 2.0. (AstraZeneca D5271C00001 (Legacy 3150-301-008) Bowel Movement
Diary, ukUA (Ukrainian Ukraine), Version 2.0); 3HiMK/ 3 eKpaHy npucTporo. Moaysi BNAMBY XBOpoo6um
KpoHa 3a oujiHKOK nauieHTiB. Bepcis ykpaiHCbKOO MOBOO, Bepcia 2.0. (AstraZeneca D5271C00001
(Legacy 3150-301-008) CD PRO Impact Modules, ukUA (Ukrainian Ukraine), Version 2.0); 3HiMKu 3
eKpaHy npucTporo. AHKeTa LWoOAO0 CcTaHy 340poB’s. Bepcia ykpaiHCbKOO MoOBOK, Bepcisa 2.0.
(AstraZeneca D5271C00001 (Legacy 3150-301-008) EQ-5D-5L, ukUA (Ukrainian Ukraine), Version 2.0);
3HiMKM 3 eKpaHy npuctpoto. BeuipHiii wopeHHUK. Bepcis ykpaiHCbKOKO MOBO, Bepcia 2.0.
(AstraZeneca D5271C00001 (Legacy 3150-301-008) Evening Diary, ukUA (Ukrainian Ukraine), Version
2.0); 3HiMKM 3 eKkpaHy npucTpolo. BeuipHiii wogeHHUK. Bepcia ykpaiHcbkolo MoBotk, Bepcia 3.0.
(AstraZeneca D5271C00001 (Legacy 3150-301-008) Extended Evening Diary, ukUA (Ukrainian Ukraine),
Version 3.0); 3HiMKM 3 eKpaHy NpuUCTporo. AHKeTa A/1I1 OLiHKA SIKOCTi XXUTTA nNpu 3anaibHOMY
3axBOprOBaHHI KuweyHuky. Bepcis ykpaiHCbKO MOBOK, Bepcis 2.0. (AstraZeneca D5271C00001
(Legacy 3150-301-008) IBDQ, ukUA (Ukrainian Ukraine), Version 2.0); 3HiMKM 3 eKpaHy MpPUCTpPOIO.
SF-36. Bepcisi ykpaiHCbKOO MOBOO, Bepcifa 2.0. (AstraZeneca D5271C00001 (Legacy 3150-301-008)
SF-36, ukUA (Ukrainian Ukraine), Version 2.0); 3HiMK1 3 ekpaHy npuctporo. TWXXHEBUIA LOAEHHUK.
Bepcis ykpalHCbKOIO MOBOIO, Bepcifi 2.0. (AstraZeneca D5271C00001 (Legacy 3150-301-008) Weekly
diary, ukUA (Ukrainian Ukraine), Version 2.0); IHCTpyKLifA 3i 360py 3pa3ka Kany Ass amGynartopHux
nauieHTiB. AstraZeneca D5271C00001 (Legacy 3150-301-008). Pepakuis 1.0.1 Big 14.09.2020;
MapkyBaHHAA NMOPTAaTUBHOIO NPUCTPOIO YKpPaiHCbKOK MoBor. D5271C00001 (Legacy 3150-301-008),
ukUA, Bepcisa 3.0.; XBopo6a KpoHa Ta BMpa3KkoBuii kKonit. PeknamHa 6polwypa yKpaiHCbKOK MOBOLO,
Bepcia 2.0 Big 05 xoBTHA 2020 poky. ( D5271C00001 (Legacy Ne3150-301-008)_D5272C00001 (Legacy
Ne3151-201-008)-UC-CD-BROCHURE-V2.0-050¢t2020 UKR UKR); XBopo6a KpoHa Ta Bupa3KoBuiA
KoniT. PeknamHwuii donaep ykpaiHCcbKolo MOBO0, Bepcifi 2.0 Big, 05 oBTHA 2020 poky. ( D5271C00001
(Legacy Ne3150-301-008)_D5272C00001 (Legacy Ne3151-201-008)-UC-CD-FLYER-V2.0-050¢ct2020 UKR)
[0 MNPOTOKO/Y KIHIYHOTO AoCnigKeHHs «BbaratoueHTpoBe paHAoOMi30oBaHe MOABiNHE criine 52-TMXHeBE
pocnipkeHHs casm 2b/3 3 6e3nepepBHMM NepexogoM Mk aszamu, 3 MOABIHUM MacCKyBaHHSIM,
KOHTPO/IbOBaHe Miauebo Ta akTUBHUM NpenapaToM, WO NPOBOANTLCSA B MapasieflbHUX rpynax o/s OLiHKM
ehekTBHOCTI Ta 6e3NeyYHOCTi NpenapaTty G6pa3uKymaé y nauieHTiB 3 XBOpo6o KpoHa B akTuBHIl hasi Bif
cepeaHbOro [0 TSHKKOTO CTyNeHs BaXKKOCTI», Kog, fAocnimpkeHHs D5271C00001 (MonepepHivi kog 3150-301-
008), npoToko/ 3 iHKOpNopoBaHow nonpaBkot 2 Big 30 nuctonaga 2018 p.; cnoHcop - AstraZeneca AB,
Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

55. OHOBNEeHUIi NPOTOKON KiiHiuHOro BUNpo6yBaHHA RI-01-006, Bepcis 4.0 Big 04 nuctonaga 2020
poky. Bpolwypa gocnigHuka gnsa npenapatry Putykcuma6o (DRL_RI), Bepcis 8.0 Big 10 BepecHsa 2020
poky; ®opma IHhopMoBaHOI 3roau Ana yyacTti B K/iHIYHOMY HaykoBoMy gocrigkeHHi (Mogenb ansa
Ykpainu | Bepcis 3.0 Big 24 nuctonaga 2020 poKy), yKpaiHCbKOIO Ta POCIACbKOI0 MOBOLO; 36i/IbLUEHHS
Ki/IbKOCTi NauieHTiB, WO NPMAMAlOTb y4acTb Y K/liHiYUHOMY BUnpoGyBaHHi 3 30 go 45 nauieHTiB; 3miHa
BignoBiganbHOro gocnigHuka; Marepianm ans HaGopy AOCNiMKyBaHUX y K/iHiYHe BUNPOGYBaHHA:
NucTt po nikapis «lMpepctaBnaemo pgocnigpkeHHs FLINTER» (242435 UKR Physician Letter 20200401
3.0) - Bepcia 3.0 Big 01 kBiTHA 2020 poKy (YKpaiHCbLKOI Ta pociiicbKolo moBamu); IHchopmauia ana
nikapiB gna cnpusHHA HaGopy nauieHTiB Ao pgocnigxeHHsa FLINTER - Bepcis 2.0 Big 01 kBiTHA 2020
poky (242435 GLOBAL Ring of Resources 20200401 2.0) (aHrnificbKOK0 MOBOIO) 40 NPOTOKO/TY KNiHIYHOIO
JocnimpkeHHss «PaHgomizoBaHe noAgiliHe cnine gochigkeHHs dhasu I, wo npoBoguTbCs y napanenibHux
rpyrnax 3 MeTol NOPIBHAHHA edeKTUBHOCTI, 6e3MeYHOCTi Ta iIMyHOreHHOCTI 3anpornoHOBaHOro Giocuminspy
npenapaty Putykcuma6 (DRL_RI) 3 npenapatom Mab6Tepa® Yy nauieHTIB i3 paHille HenikoBaHo
donikynsapHoto nimcomoro ctagii 11-1IV 3 HU3bKUM MYXJIMHHUM HaBaHTaXKEHHAM Ta eKCcrnpecielo Knacrtepy
AndbepeHuitoBaHHA (CD)20», kog pgocnigpkeHHa RI-01-006, sepcia 3.0 Big 04 rpyaHa 2019 poky; cnoHcop - Dr.
Reddy’s Laboratories S.A., Switzerland / ip. Peagi'c /Jlabopatopi3 C.A., LUseiuapis

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTAJIO
nikap NMununexko I'.B. nikap Horaesa /1.1.
KomyHasbHe HekomepLUiiHe nignpuemMcTso | KoMmyHasbHe HekomepLiiHe nignprMeMCcTBO
«Yepkacbkuii obnacHui OHKOJIOTIYHWIA | «Hepkacbknii 06/1aCcHUA OHKOMOTIYHUIA gucnaHcep»
ancnaHcep»  Yepkacbkoi  06nacHoi  pagu», | Yepkacbkoi 06nacHoi pagu», 06/1aCHUIA NikyBaslbHO-
obnacHui NiKyBaUTbHO-AJarHOCTUYHWIA | AiarHOCTUYHWIA reMaTosIoNyYHNA LEHTP, M. Yepkacu
reMaTosioriyHuii LeHTp, M. Yepkacu
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56. OHOBNEHUI A NPOTOKON KiiHiYHOro gocnimkeHHsa MM-398-01-03-04, Bepcia 7.0 Big 24 nuctonaga
2020 poky; IHdhopmauiiHuii nucTok i hopma iHchopmoBaHoi 3rogn, Bepcia V7.0UKR(uk)1.0 Big 08
rpygHAa 2020 poky, nepeknag, YKpaiHCbKO MOBOIO Big 15 rpyaHsa 2020 poky; IHchopmaLliiHuiA INCTOK i
thopma iHhopmoBaHoi 3rogu, Bepcia V7.0UKR(ru)1.0 Big 08 rpyaHsa 2020 poKy, nepeknag pociicbKoto
MOBOIO Big 15 rpyaHsa 2020 pokKy A0 MNPOTOKOMY K/IHIYHOTO AOCAiMKEHHS «PaHgomizoBaHe, Bigkpute
JOCHiKeHHs1 ha3n 3 i3 BUBUYEHHA iH'EKLIHOrO ninocomanbHoro ipuHotekaHy (OHIBANA®) nopiBHAHO 3
TOMOTEKAHOM Yy MaLieHTIB i3 APIOGHOKNITMHHMM pakoM fereHi, Skuii nporpecysas Mig yac abo nicna Tepanii
nepLUoi MiHiT Ha OCHOBI Npenaparis NnaTuHU», Kog gocnimpkeHHs MM-398-01-03-04, sepcia 6.0 Big 15 KBIiTHA
2020 poky; cnoHcop - Ipsen Bioscience Inc., CLUA

3asBHVK - MignpreMcTBo 3 100% iHo3eMHOM iHBecTuLjelo «ANK'IOBIA PAC YkpaiHa»

57. OHoBeHnii NpoToKoN KiiHiYHOro BunpooysaHHA ZN-d5-001, Bepcia 2.1, Big 23 »xoBTHA 2020 poky,
aHrniincbKo MoBol; Bpowypa gocnigHnka ZN-d5, BupgaHHsa 3, Big 23 )xoBTHSA 2020 poKy, aHrNilicbKoto
MOBOI0; JlucT po3’sacHeHHA Big CnoHcopa wopo COVID-19, Bepcia Big 03 nuctonaga 2020 poky,
aHrniicbKkoo MoBo1o; JIUCT po3’AACHEHHA Big CnoHcopa woAo ninigorpamu, Bepcisa Big 12 nuctonaga
2020 poKy, aHrNiACbKOK MOBOIO A0 NPOTOKONY KAIHIYHOTO AocnimkeHHsa «®dasa 1, 4OCAIMKEHHS NepLLoro
3aCTOCYBaHHA npenapaTy Yy MoAuHW, 3 nigBuweHHam ao3u npenapaty ZN-d5 y surnagi MoHoTepanii y
nauieHTiB 3 HexomxkiHcbkoto Jlimchomoto abo octpoto MienoigHoto Jleiikemieto», ko aocnigpkeHHs ZN-d5-
001, Bepcis 2.0, Big 21 TpasHsa 2020 poky; cnoHcop - K-Group Alpha, Inc. / K-Fpyn Anbda, IHk, CLUA
3asaBHuK - TOB «<APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

58. OHOB/IEHNI NPOTOKOJ KNiHiYHOro BUNnpooysaHHA: CO-338-043, nonpaska 2 Big, 23 )xoBTHA 2020 p.
aHrniicbkolo MoBow; Bpowypa agocnigHuka (Pykanapi6), Bepcia 13.0 Big 23 cepnHa 2020 p.
aHrNiNcbKOK MOBOIO; CnpolieHe AOCbE [OC/ifAKYBaHOro Jjlikapcbkoro 3aco6y (sIMPD) Pykanapi6
(Nikapcbka peuvoBMHA), JaToBaHe cepnHem 2020 p. aHrNiicbkol MOBOK; CrnipoleHe [0Cbe
[OocCnigpKyBaHOro sfiikapcbkoro 3aco6y (sIMPD) Pykanapi6 (/likapcbKuii 3aci6), patoBaHe cepnHem 2020
p. aHrNincbKo MOBOLO; MpoAoBXEHHA TPUBAJIOCTI K/NiHIUHOro BUNpPo6yBaHHA 3 BepecHA 2020 p. no 31
YXOBTHS 2021 p. A0 NPOTOKOMY KAiHiYHOro gocrnimkeHHss «ARIEL4 (oujiHka pykanapiby B AOCMiIXEHHI paky
AEYHWKIB): BaraToLeHTpoBe paHAoMi3oBaHe AOC/iMKeHHSA (ha3n 3 3acTocyBaHHA pyKanapioéy NopiBHAHO 3
ximioTepanieto A4 NikyBaHHA NauieHToK i3 peLnanByounm, Wo Mae MyTauito reHa BRCA, BUCOKOro CTyNeHIo
3/105KICHOCTi eniTenialbHUM pakoM SEYHUKIB, MaTKOBMX TPyO abo MepBMHHUM PakoOM OYepPeBUHU», KOZ
pocnigpkeHHa CO-338-043, 3 nonpaskoto 1 Big 11 ciuHa 2018 p.; cnoHcop - Clovis Oncology, Inc., CLUA
3asBHnk - TOBAPWCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

59. OHOBMEHNIT NPOTOKOJ KAiHiYHOro Bunpo6yBaHHsa MK-8591A-019 3 iHkopnopoBaHoIo nonpaBKkoto 03
Bif, 29 »oBTHA 2020 poOKy, aHrMiNCbKOO MOBOLO; IH(hopMauis Ta JOKYMEHT npo iHhopmoBaHy 3rony
ANnA naudieHta, YkpaiHa, MK-8591A-019, Bepcia 2.01 Big 16 rpygHAa 2020 p., yKpaiHCbLKOKO MOBOIO;
IHcbopmauia Ta fOKyMeHT nNpo iHhopmoBaHy 3roay AA nauieHTa, YKpaiHa, MK-8591A-019, Bepcis 2.01
Bifg 16 rpyaHsa 2020 p., pociiicbkolo MoBowo; [logaTok Ao hopmu iH(hOpMOBaHOT 3roaun ANA JNiKyBaHHS
nig yac BariTHoOCTi, YKpaiHa, MK-8591A-019, Bepcia 01 Big 16 rpyaHa 2020 p., YKpaiHCbKOO MOBOIO;
Aopatok ao chopmu iHchopMoBaHOi 3rogun ANA NiKyBaHHA Nig yac BaritTHoOCTi, YKkpaiHa, MK-8591A-019,
Bepcis 01 Big 16 rpyaHa 2020 p., pociiicbkolo moBoto; KaneHaap BisuTiB gocnimkeHHs «llluminate
HTE» (MK8591A-019 llluminate HTE_Study Visit Calendar), Bepcisa 3.0, ykpaiHCbKOl0 MOBOIO; 'padik
Bi3uUTIiB, Nnepepob6avyeHnx gocnimpkeHHsaM «llluminate HTE» (MK8591A-019_Illluminate HTE_Study Visit
Calendar), Bepcia 3.0, pocilicbkolo mMoBot; Bpouwypa ydyacHuka pocnigkeHHs «llluminate HTE»
(MK8591A-019_llluminate HTE_Welcome Booklet), Bepcia 3.0, ykpaiHCbKOO MoOBoOIO; Bpoluypa-
NpUBITAaHHA YyuyacHMKa KhiHiyHoro pgocnipkeHHA «llluminate HTE» (MK8591A-019 llluminate
HTE_Welcome Booklet), Bepcis 3.0, pociiicbkoto moBoto; Po3sgin «P.5 CONTROL OF DRUG PRODUCT»
Aocbe gocnipkyBaHOro nikapcbkoro 3acooy MK-8591A, Bepcia 05MYGQ Big 10 nnctonaga 2020 poky,
aHrNiicbKoK MOBOK 10 NMPOTOKOJY KAiHIYHOro AochimpkeHHs1 «PaHaoMmi3oBaHe, KiHiuHe gocnigkeHHs 1l
thaszun y Bl/1-1-iHhikoBaHUX NaLEHTIB, AKMUM NPOBOAW/IACA IHTEHCUBHA Tepanis, A15 OLIHKU aHTUPETPOBIPYCHOT
aKTMBHOCTI CNinoro NikyBaHHA icnatpasipom, AopasipyHoM abo JopasipvHom/icnaTpasipoM Npy NOPIBHAHHI
KOXHOT rpynu nikyBaHHA 3 nnauebo, a TakoX A1 OUiHKM aHTUPETPOBIPYCHOI aKTMBHOCTI, 6e3neku Ta
nepeHoCUMOCTi BiOKPUTOro NikyBaHHA AopasipuHom/icnaTpaBipom», koa gocnigxeHHs MK-8591A-019, 3
iHkopnoposaHoto nonpaskoto 02 Big 12 TpasHA 2020 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», AodipHe
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nignpmemcteo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

60. OHOBMEHUA NPOTOKOJ KI/IHIYHOrO pocnigkeHHA Bepcia 04 Big 07.12.2020; OHoBneHa
IHguBigyanbHa peecTtpauiiiHa c¢opma, Bepcia 03 Big 07.12.2020; OHoBneHui CTuCMi BUKNag,
NPOTOKOJ1Y KNiHIYHOro gocnigkeHHs, sepcia 03 Big 07.12.2020; OHoBneHa IHhopmauis ans 340poBOro
po6poBonbysa | dopma iHhopMOBaHOI 3rogu Ha yvyacTb Y KNiHIUHOMY AOCHiAKEHHi, YKpPAIHCbKOI
MoBolto — Bepcisa 03 Big 07.12.2020 p., pociiicbkoto MoBoto — Bepcis 03 Big 07.12.2020 p. A0 NpOTOKONy
KNiHIYHOrO  AOChiMKEHHA «KniHiYHEe AOCAiMKEHHS 3 OLUiHKM OI0EKBIBaNIEHTHOCTI NiKapCbKMX 3acobiB
«Mperagon», kancynu no 300 mr, Bupo6bHuuTea MAT HBL, «Bopuariscbkuii Xd3» Ta «Lyrica», kancynm no
300 mr, BupobHULTBa Pfizer 3a yyacTto 340poBUX 406POBO/bLIB»., Kog AocnimkeHHs BHFZ B-1901, Bepcis 02
Big 10.03.2020 poky; cnoHcop - MAT HBL, «BopuuariBcbknin X®3», YkpaiHa

3aaBHuK - MAT HBL, «bopuyariBcbkuini Xd3», YkpaiHa
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