Jonarok 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta JgaTa

®a3za Il BunpoOyBaHHs 1Jis OLIIHKU MEPEHOCUMOCTI, Oe31eKH Ta €PeKTUBHOCTI CyOIIHIBAIbHOIT IMyHOTepaIrtii
y TAIlI€HTIB, IO CTPAXKIAIOTh HA AJCPrir0 Ha MUJIOK TpaB, kon mociimkenHs SL-351A, Bepcis 1.0 Bix
05.11.2021

3asiBHUK, KpaiHa

POKCAJUI Meninin I'M6X, Himeuunna

CnoHcop, kpaiHa

POKCAJII Meninin 'MoX, Himeyunna

[Tepenik mocmimKyBaHUX
JIKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHVK,
KpaiHa

SULGEN® Spray Phleum pratense (SULGEN® Spray Phleum pratense: PEI.H.06720.01.1; naruBHwuii
ekctpakt anepreny Phleum pratense); crpeit cyominrsansauii; 10,000 TO/mit; 30,000 TO/mir; 60,000 TO/wmu;
120,000 TO/m; INMUNOTEK, S.L., Espana;

ITnare6o0 1o SULGEN® Spray Phleum pratense, cripeii cyominrsansauii; INMUNOTEK, S.L., Espana

Binmosimansamii (1)
JTOCJTITHUK (M) Ta Micle
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiH1

1) 3aB. Bix. Amep JL.B.

Komynanene HexkomepuiiiHe mianpueMcTBo «Micbka kiiHiuHa jikapHs Ne 27» XapkiBCbKOI MICBKOI pajH,
aJIeproJIoriyHe BiAJIIeHHs, M. XapKiB

2) nikap bonmapuyk O.b.

KomyHnanbHe HekoMmeplliiiHe mianpueMcTBo «BiHHHMIbKa oOnacHa KiiHiuHA JikapHs iMeHi M.L. Iluporosa
Binnunpkoi odmacuoi Paguy, monikiaiHigHe BigAiIIeHHS, M. BiHHAISA

3) n.m.H. Pexanosa O.M.

HepxaBHa ycrtanoBa «HamionanbHuii iHcTUTYT (TH3iaTpii 1 myapMoHojorii iM. @.I'. SHOBCbKOro
HarionanbHoi akagemii MeAMYHUX HayK YKpaiHu», KabiHeT iMyHorpodinakTuku, M. Kuis

4) nau. myneMoHoJ. mijpo3ainy Kosanenko C.B.

ObnacHe KOMyHaJIbHE HEKOMEpIIiiiHe MiANpUeEMCTBO «YepHiBelbKa o0acHa KIIIHIYHA JIIKApHs», MiIPO3ILT
MyJIBMOHOJIOTIT, M. UepHIBIIi

5) kepiBauk Lentpy ['yk C.A.
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MIPOJIOBXKEHHS JoaaTka 1

Kniniuna nikapus «@eodanis» JlepkaBHOro ynpasiiHHS crpaBamu, LIeHTp pecripaTopHOi METUIIMHU Ta

aneproJiorii, m. Kuis
6) 3aB. ¢inii Jlumap 10.B.

KomyHnansHe HeKomepIiiiiHe minprueMcTBO «KOHCYIbTaTUBHO-11arHOCTUYHKH IEHTP» JIeCHIHCBHKOTO palioHy

M. KueBa, BijjtiieHHs ieHHoro cranionapy, M. Kuis

[Ipenaparu nopiBHAHHS,
BUPOOHHMK Ta KpaiHa

CynytHi
Marepianu/mpenapaTu

CYIyTHBOI Teparii

Ne Marepiaan Bupoonuxku

n/n
1. Po3umn m1s mepeipku (Positive control) ALK-Abelld Arzneimittel GmbH
2. Po3umn mis mepesipku (Negative control) ALK-Abelld Arzneimittel GmbH
3. Anepren Oepesu (Betula sp.) ALK-Abell6 Arzneimittel GmbH
4, AnepreHn aMmOpo3ii ALK-Abelld Arzneimittel GmbH
S. Anepred THMOGiiBKI ALK-Abelld Arzneimittel GmbH
6. AJIepreH NnojanuHy ALK-Abelld Arzneimittel GmbH
7. Aunepren kiinia Buay D.pteronyssinus ALK-Abelld Arzneimittel GmbH
8. AnepreH kora ALK-Abelld Arzneimittel GmbH
9. AnepreH cobaku ALK-Abell6 Arzneimittel GmbH

10. | Anepren Alternaria alternata LETI Pharma GmbH

11. [TineTku JUIsl MPIK-TECTIB Remy & Geiser GmbH

12. | MometaHexal, copeit 50 MKr/n03y Hexal AG

13. | Jlopano, Tabaetku o 10 mr Hexal AG

14. | Cuipometp Micro 1 Vyaire Medical GmbH

15. | bakrepiansHuil/BipycHuit ¢pinstp MicroGard 11B Vyaire Medical GmbH

16. | BumiproBayi MOTOKY JiJisl HOCOBOT'O BIIXY Clement Clarke International Ltd
17. Macku s o0nnyus Intersurgical Ltd

18. | Tepmomertp c mmdposumM KoHTpoaeMm TFA TFA Dostmann GmbH & Co.KG
19. | Tectu Ha BariTHicTh UltiMed GmbH

20. | AKryarop aJis Ha3aJIbHOTO IPOBOKAIIMHOTO TECTY Costertec

21. OnHOpa3oBi HOCOBI 3aTUCKAY1

Xiamen Winner Medical Co., Ltd.
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22.

Jlanueru

J.N. Eberle Fedemfabrik GmbH

23..

Jliodinizat HAaTUBHOTO eKCcTpakTy asiepreHy Phleum
pratense

LETI Pharma GmbH

24.

Kopobku 3 po3umHHMKOM g Jiodiirizary
HATUBHOTO €KCTpakTy anepreHy Phleum pratense,
JUIS  TIPOBEJCHHS HA3aJBbHOIO MPOBOKAIIKHOTO
TECTy

ROXALL Medizin GmbH

B.o. renepasiibHoro qupexkropa Jlupekropary

dhapmaneBTHYHOrO0 3a0e3ne4YeHHs

Isan 3AZIBOPHUX




Jomarok 2

110 Haka3y MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «I[Ipo npoBeneHHs KITHITHIX
BHUITPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU J0 fojaTka Ne 7 1o Haka3y
MinicTepcTBa OXOpOHH 370POB’sl YKpaiHu
BiJ 26 ciunsg 2022 poxy Ne 165»

26.03.2022 No 531

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta jgara

«Binkpure, 0araToneHTPOBE, PO3MIMPEHE AOCIIPKEHHS B aMOyIaTOPHUX YMOBaX JJIsl OL[IHKH O€3MeYHOCT] Ta
nepeHocuMocTi npenapaty Crtakkato Ampas3ojiaM y YYaCHHUKIB JOCHTIKEHHS BikoM 12 pokiB 1 cTapiie 3i
CTEPEOTHITHIMHU TPUBAIMMH HamagaMmy, Kox gociipkenas EP0165, Big 02 mumas 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

KOCibi Biodapma EcApEmn, bensris / UCB Biopharma SRL, Belgium

[Tepenik mocmimKyBaHUX
JKapChKuX 3ac001B
Jikapcbka ¢opma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Crakkaro Aunmpazonam (UCB7538; ALPRAZOLAM; alprazolam); mnopomok anas iHTraIsuiiHOro
3acrocyBanHs; 2 mr; UCB Pharma SA, Bensrist; Element Materials Technology Oakland - Concord, Inc.,
CIIIA; Fisher Clinical Services GmbH, 1IBeitniapisi; Almac Clinical Services Limited, UK / Benuka bputanis;
Alexza Pharmaceuticals, Inc., CIIIA; Pacific BioLabs, CIIIA; Almac Clinical Services LLC, CIIIA; Fisher
Clinical Services, CIITA

Bianosiganbamii (1)
JIOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.M.H., ipod. [lyOenko A.€.

Jlep>xaBHa ycTaHoBa «IHCTUTYT HeBposorii, mcuxiaTpii Ta Hapkosorii HamioHanpHOI akaznemii MeIUYHUX
HayK Ykpainu», Biaain 1uta4oi ncuxoHeBpoJIorii Ta MapoKCU3MalbHUX CTaHIB, M. XapKiB

2) reH. nupekrop Bomomyk A.€.

Komynanehe HexomepiiiiHe mianpueMcTBo «OaechbKuil 00IacCHUNA MEAUYHUMN LIEHTP MCUXIYHOTO 3/I0POB'S»
Onecbkoi obmacHoi paau, Bigainenus Ne2, m. Oneca

3) k.M.H. Yomousix 1O.1O.

Mennunuii neHtp «/liamemn» ToBapucTBa 3 0OMEKEHOIO BIAMOBITAIBHICTIO «Menuunuii eHTp «/liameny,
M. YKropoj
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[Ipenapatu mopiBHAHHA, | —
BUPOOHHK Ta KpaiHa

CymytHi —
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3NeYeHHs Isan 3A/IBOPHHUX




Homarok 3

110 Haka3y MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «I[Ipo npoBeneHHs KITHITHIX
BHUITPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU J0 fojaTka Ne 7 1o Haka3y
MinicTepcTBa OXOpOHH 370POB’sl YKpaiHu
BiJ 26 ciunsg 2022 poxy Ne 165»

26.03.2022 No 531

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«docmimxenns ¢azu 1/2 gna ominku nanbonukiniOy (Iopanc®) B komOiHamii 3 ipUHOTEKAaHOM 1
TEMO30JIOMiIoM Ta/ab0 B KOMOiHaIlli 3 TOMOTEKaHOM 1 HUKIohochamiioM y MAIEHTIB AUTIYOTO BIKY 3
PEIUIUBYIOYUME 200 pepaKTEPHUMHU COJITHUMH ITyXJIMHAMI», Koa gociipkeHHs A5481092, [Tonpaska 4
Bijx 18 uepBusa 2021 p.

3asiBHUK, KpaiHa

[aiizep [ak., CIIA

Cnoncop, kpaiHa

[aiizep Iuk., CIIA

[lepenix gocmiKyBaHUX
JIKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHVK,
KpaiHa

Palbociclib (PD-0332991, PD-332991; mnan0onwmkimi0); kamcymu, TBepai; 75 wr; Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Inc, CIIIA; Pfizer Limited, United Kingdom; Pfizer Manufacturing
Deutschland GmbH, Germany; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited,
United Kingdom; Almac Clinical Services LLC, USA; Almac Clinical Services Limited, United Kingdom;
Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

Palbociclib  (PD-0332991, PD-332991; mnanbormkii6); kamcymu, tBepai; 100 wmr; Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Inc, CIIA; Pfizer Limited, United Kingdom; Pfizer Manufacturing
Deutschland GmbH, Germany; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited,
United Kingdom; Almac Clinical Services LLC, USA; Almac Clinical Services Limited, United Kingdom;
Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

Palbociclib (PD-0332991, PD-332991; mnanbormkmi6); kamcyaw, TBepai; 125 wmr; Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Inc, CHIA; Pfizer Limited, United Kingdom; Pfizer Manufacturing
Deutschland GmbH, Germany; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited,
United Kingdom; Almac Clinical Services LLC, USA; Almac Clinical Services Limited, United Kingdom;
Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

Palbociclib (PD-0332991, PD-332991; nan6ouukni0); [lepopanbauii po3uunn; 25 mr/mi; Pfizer Ireland
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Pharmaceuticals Ireland; Pfizer Inc, CIIA; Pfizer Limited, United Kingdom; Pfizer Manufacturing
Deutschland GmbH, Germany; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited,
United Kingdom; Almac Clinical Services LLC, USA; Almac Clinical Services Limited, United Kingdom;
Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany

Bianoiganbauii (1)
JIOCJTITHUK (M) Ta Micle
(s1) mpoBeEHHS
BUIIPOOYBaHHs B YKpaiHi

1) k.m.H. Knmumarok I.1.
Kiinika HamioHaasHOTO 1HCTUTYTY paKy, HAYKOBO-IOCIIIIHE BIIIIEHHS TUTA4901 OHKOJIOT1i, M. KuiB

[IpenapaTty mopiBHAHHS,
BUPOOHMK Ta KpaiHa

Temozolomide (Temozolomide SUN, temo3omomin); karncyiu, TBepai; 5 mr; Pfizer Ireland Pharmaceuticals,
Ireland; Pfizer Inc, CIIIA; Pfizer Limited, United Kingdom; Pfizer Manufacturing Deutschland GmbH,
Germany; Sun Pharmaceutical Industries Europe BV, Netherlands;

Temozolomide (Temozolomide SUN, Temo3osomin); karcyiu, TBepai; 20 mr; Pfizer Ireland Pharmaceuticals,
Ireland; Pfizer Inc, CIIIA; Pfizer Limited, United Kingdom; Pfizer Manufacturing Deutschland GmbH,
Germany; Sun Pharmaceutical Industries Europe BV, Netherlands;

Temozolomide (Temozolomide SUN, temo3omomin); kamcymu, tBepai; 100 wmr; Pfizer lIreland
Pharmaceuticals, Ireland; Pfizer Inc, CIIIA; Pfizer Limited, United Kingdom; Pfizer Manufacturing
Deutschland GmbH, Germany; Sun Pharmaceutical Industries Europe BV, Netherlands;

TEMODAL® (temo3onomiz, temozolomide); mopomiok st po3urnny st iHdysiii; 100 mr (2,5 mr/mi); Pfizer
Ireland Pharmaceuticals, Ireland; Pfizer Inc, CIIA; Pfizer Limited, United Kingdom; Pfizer Manufacturing
Deutschland GmbH, Germany; Schering-Plough Labo NV, Belgium;

RIBOIRINO® (Irinotecan; IpuHoTekaHy riipoXJIOpHIy TPUTIAPAT); KOHIIEHTPAT I PO3YHHY Ui iHDY3iii;
20 mr/m;, Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Inc, CIIIA; Pfizer Limited, United Kingdom; Pfizer
Manufacturing Deutschland GmbH, Germany; Thymoorgan Pharmazie GmbH, Germany

CynyTHi
MaTepiajau/mpenapaTu

CYIyTHBOI Tepartii

aHANITHYHI Bark, JabopaTopHi HAOOpPUM 3 CYNPOBIAHUMU MaTepiaiaMH, CyXWid IbOJA, KOPOOKH s
TPaHCIIOPTYBaHHS, JIa3epHI CKaHEPH, APYKOBaH1 MaTepialu.

Kommnanis, sika i€ 3a TOBIpEHICTIO, SIKY Ha/1aB CIIOHCOP UM 3assBHUK Ha BBE3EHHS JIOCIIKYBAHUX JTIKAPChKUX
3aco0iB Ta CyMyTHiIX MaTepiamiB: ToBapuCTBO 3 00MexeHo0 BianoBiganbHICTIO «C.M.O.-Ykpainay, «CMO-
I'PVII Ykpaina»

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




Jonartox 4

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«PannomizoBaHe, mojBiiiHe ciine, Iane00-KOHTpoiaboBaHe nociimkenHs |l dasu 3 migbopy mo3 i3
QIANITUBHUM JIM3aHOM, IO MPOBOJIUTHCS B TApajeIbHUX TpyHax s OI[iHIOBaHHS C(QEKTUBHOCTI Ta
0€3MeYHOCT1 eHIIaTOpaHy JAJIs JIIKyBaHHS MAI[IEHTIB 13 CHCTEMHUM YE€PBOHUM BOBUYAKOM 1 HIKIPHUM YEPBOHUM
BOBYAaKOM (IIATOCTPUM MHIKIPHUM YEPBOHUM BOBYAKOM 1 (200) TUCKOIMHUM YEPBOHHM BOBYAKOM), SIKi
OTPUMYIOTh CTaHJAPTHE JIKYBaHHA», Koa npocaimkeHHs MS200569 0003, sepcis 1.0 Bim 28 BepecHs
2021 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3eMHOIO 1IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Merck Healthcare KGaA, Himeuunna

[Tepenik mocmimKyBaHUX
JKapChKuX 3ac00iB
Jikapcbka ¢opma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Ennatopan (M5049); Enpatoran; M5049; SUB215545; tabneTka, BKpUTa ITIBKOBOKO 000J0HKO0; 25 Mr; R-
Pharm Germany GmbH, Germany; Merck Healthcare KGaA, Germany; HWI pharma services GmbH,
Germany; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services GmbH, Germany; Fisher
Clinical Services UK Limited, United Kingdom; Fisher Clinical Services Inc., USA;

ITnare6o no Examaropany (M5049); tabnerka, BKpuTa IUTIBKOBOIO 000510HKOI0; R-Pharm Germany GmbH,
Germany; Merck Healthcare KGaA, Germany; HWI pharma services GmbH, Germany; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services Inc., USA

BianoBiganbauit (1)
JIOCJTITHUK (H) Ta MicIe
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) nikap Bacunens B.B.

JlikyBalbHO-IIarHOCTUYHUN TIEHTP TOBAPUCTBA 3 OOMEXKEHOI BiAMOBIZANBHICTIO «JliMm Meaumumam,
amMOynaTOpHO-TIOMIKIIIHIYHE BiAAiIeH s, M. Ozeca

2) k.M.H. Tpuminka C.A.

KomyHnanbHe HekoMepuiliHe MHiANPUEMCTBO XapKiBCbkoi oOnacHOi paan «OOnacHa KIIiHIYHA JIIKApHS,
KOHCYJIbTaTHBHA MOJIKIIHIKA, M. XapKiB

3) 3as. BiniienHs Kynuk A.B.
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KomynansHe HexomepiliiiHe mianpueMcTBo «Yepkacbkka oOiacHa yikapHs Yepkachbkoi 00JacHOI pagu,
Kap1i0peBMaTOJIOTIYHE BiIUICHH, M. Yepkacu

4) n.M.H., npod. Suurmn P.1.

KomynaneHe HekomepiiitHe mignpuemMcTBo «OOsacHa KiiHiYHA JjikapHs [BaHO-®paHKIBChKOiI 00macHOl
panuy», peBMaToJIoTiyHe BiaaiieHHs, IBaHo-DpaHKiBChbKUI HallOHATBHUA MEIUYHUIN yHIBEPCUTET, Kadeapa
BHYTpiIIHKOI Meauiinau Nel, kimiHIYHOI iMyHOJOTI Ta ajmeprosorii iM. akagemika €.M. Helika, M. IBaHo-
@DpaHKiBCHK

5) n.m.H., mpod. Pekamnos J[.T.

Mennunnii ieaTp TOB «Cy4vacHa KimiHiKa», M. 3aOPLKKS

6) x.m.H. KaukoBceka B.B.

KomynansHe HekoMepiiiitHe mignpueMctBo CyMchKoi o0macHo1 paan «CyMcbka obJlacHa KITIHIYHA JIIKapHS,
peBMmaTonoriuyde BianiaeHHs, CyMChbKHI Jep>KaBHUW YHIBEpCUTET, MeauuHuii IHCTUTYT, Kadeapa
BHYTPIITHBO1 METUITUHY 3 IICHTPOM pecIipaTopHoi MequiuHu, M. Cymu

7) nikap 3s6uenko M.T.

[TpuBaTHE Maje miapPUEMCTBO, MeIUIHIH HEHTpP «Ilyabcy, TepaneBTHYHE BiAIIICHHS, M. BiHHUTISA

8) n.m.H., mpod. CranicmaBuyk M.A.

KomyHanbHe HekomepliiiiHe MiAnpueMcTBO «BiHHMIbKa oOiiacHa KiiHiuHA JjikapHs iM. M.I. Iluporosa
Binnunekoi obnacHoi Pamuy», Bucokocnernianizopanuii kiiHiuHuid LleHTp peBmartomorii, octeonopo3y Ta
6iomoriyHoi Tepamii, BiHHUIbKUI HauioOHaNBHMNA Menu4yHui yHiBepcutTeT iM. M.I. Iluporoma, kadenpa
BHYTPIIHKO1 MeauiiHu Nel, M. Binuuns

9) a.M.H., npod. Yom 'sik B.B.

Komynansne HekomepiiitHe mianpueMcTBO JIBBIBChKOT 00s1acHOT paau «JIbBIBCHKUN OOJACHHUMN KITIHIYHUN
J1arHOCTUYHUHN LIEHTp», PerioHanpHuil eHTp aneprosorii Ta KiIiHiYyHOI iMyHoJorii, M. JIbBIB

10) k.m.H. KoBanenko C.O.

MeauuHuii IEHTP TOBAPHUCTBA 3 OOMEKEHOI0 BiIMOBIAANBHICTIO «[ apMOHIS Kpacuy», BIAMIICHHS KIIHIYHUX
BunpoOyBaHb, M. KuiB

[IpenapaTtu mopiBHSAHHS,
BUPOOHHUK Ta KpaiHa




3

MIPOJIOBXKEHHS J101aTKa 4

CymyTHi
MaTepianu/mpenaparu
CYIyTHBOI Teparii

3acnimeni Habopu 3 eanaropanom (M5049) ta/abo mraie6o;
JlaGopaTopHi HabOpH Ta JOAATKOBI MaTepiaid 10 HUX;
TecTn Ha BariTHICTb;

EKT;

enexrpoau 1 EKT

namip mist EKT

Baru;

Pocrowmip;

JlomgaTkoBi gertaii 10 HeHTpudyru;
Tepmometp (st Tija/ MiH-Makc. );

Kamepa (Canfield);

SD-kapra (Canfield);

[Tnanrmer s ePRO;

[akyGatop;

LenTpudyra 3 3aMOpOKyBaHHSM;
JlabopaTtopHa nienTpudyra;

Lentpudyra 3 0X0JI0IKEHHIM;

MoposunbHa kamepa (-20 °C);

XOJIOAUIIHLHUK;

Mouitop aptepianbHOro Tucky (MoHiTop AT);
TecT-cMyxku Ui aHalizy cedi,
[TapadinoBuii 610k 1151 GiomCii;

Ananrtep neHTpuyru;

Potop nenrpudyru;

Kputiku potopa neHtpudyru

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 5

110 Haka3y MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU J0 fojaTka Ne 7 1o Haka3y
MinicTepcTBa OXOpOHH 370POB’sl YKpaiHu
BiJ 26 ciunsg 2022 poxy Ne 165»
26.03.2022 No 531

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«ARTEST — PanpmomizoBane nociipkeHHS ¢a3u 3 JUIs OIMIHKKA €(PEeKTUBHOCTI Ta O€3MeKH MOHOTeparil
Enob6ocapMoM y MOPIBHSAHHI 3 aKTUBHUM KOHTpoJieM s JikyBaHHs AR+/ER+/HER2-meractaruunoro paxky
MOJIOYHOT 3aJI03H y MAIli€HTIB 13 3ahapOoByBaHHSIM sIIEp HA aHIPOTeHOBI perientopu > 40%, y SKUX paHimie
B110yBayocsl MPOrpecyBaHHS 3aXBOPIOBAHHA Il 4yac JIKyBaHHS HECTEPOiTHUM IHTiIOITOpOM apoMarasu,
OdynpBecTpanToM Ta iHTiOiTOpoM CDK 4/6%, xom mocmimkenns V3002401, Bepcist 7.0 3 monpaBkoro 6 Bij
04 BepecHs 2021 poky

3asiBHUK, KpaiHa

TOB «BOPJIJIBAIJI KJITHIKAJI TPAIJIC YKP»

Cnoncop, kpaiHa

«Bepy Iak.» (Veru Inc.), Cnonyueni ltatu Amepuku

[lepenix gocmiKyBaHUX
JIKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHVK,
KpaiHa

VERU-024; Eno6ocapm; VERU-024, VV024; ko, npusnacaenuii cnoncopom VERU-024, EV Kon pedouam
SUB182072; EHOBOCAPM; kancymna; 9 mr; CoreRx, Inc., USA

Binmosimansawii (1)
JTOCTIAHUK (1) Ta Miclie
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) n.m.H., ipod. bonaaperko I.M.

Komynansue HekoMepitiiiHe mianmpueMcTBo «Mickka kiiHIgHA JikapHsS Ne 4y JIHITPOBCHKOT MICBKOI pajiu,
XiMiOTepaneBTHYHE BiIICHHS 3 IGHHUM CTallioHapoM, JIHIMPOBCHKUI 1epKaBHUI MEAUYHHIA YHIBEPCUTET,
kadeapa OHKOJIOTIT Ta MeIUYHO1 pajiosorii, M. J{Himpo

2) nikap Botitko H.JIL.

Komynanene HexomepuiiiHe mianpueMctBo «KuiBChKUH MICBKUHA KIIHIYHMA OHKOJIOTIYHUM LIEHTP»
BUKOHaBUOoro oprany KuiBcbkoi Micekoi paau (KuiBcbkoi MICbKOi JepXaBHOI — aJMiHICTparlii),
xiMmioTepaneBTuyHe BigauieHas Ne 2, M. Kui

3) mikap JpoOuep LT
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KomyHanbHe HeKOMepIiifHE MiIIpUEMCTBO «XMENbHUIBKANA OONAaCHUNA MPOTHUITYXJIMHHUNH LEHTP»
XMenbHUIBKOT 00J1aCHOT paju, BIIIUIEHHS HOBOYTBOPEHb IPYAHOT 3aJ103H, IIKIPU, M’ IKMX TKaHUH Ta KICTOK,
M. XMETbHULIbKUI

4) n.m.H., npod. dyanivenko O.C.

JlepxaBHa ycraHoBa «lHcTHTYT 3arayiibHOI Ta HeBimkiamHoi Xipyprii imeni B.T. 3aiineBa HamionamsHOT
akajneMii MEIMYHMX HayK YKpaiHu», BUIIUICHHS XIPyprivyHUX 1H(EKIH Ta YCKJIaJHEHOI OHKOJOTIYHOT
naToiorii Ha 25 JDKOK 3 MaJaTol0 IHTEHCHBHOI Tepamii Ha 6 JIKOK, XapKiBChbKa MEIUYHA aKaJaeMis
MICIAIUIIIIOMHOT OCBITH, Kadepa OHKOJIOTIT Ta JUTAY01 OHKOJIOT1i, M. XapKiB

5) k.m.u. Tpyxin JI.B.

Komynanene Hekomepiiiiine mianpueMctBo «Opecbkuil oOsiacHUM OHKONOriuHUK aucnancep» OnechKoi
00JI1aCHOT paJiny, CTAI[IOHAP ICHHOTO MepedyBaHHs AUCIIAHCEPHO-TIOIIKIIIHIYHOTO BiiaeHHs, M. Oeca

[Ipenaparu nopiBHAHHS,
BUPOOHHUK Ta KpaiHa

APOMA3UH (nomep 3a CAS-perictpom 107868-30-4, EV Ko peuosunu SUB07492MIG; EXEMESTANE;
TabJyieTka, BKpuTa 000i0HKO0; 25 Mr; Pfizer Italia S.r.1., Italy;

TAMOKCU®EH «EBEBE» (SERM; nomep 3a CAS-perictpom 54965-24-1, EV Koax pedoBuHu
SUB04672MIG; TAMOXIFEN CITRATE; ta6nerka; 30,4 mr; Camorac ®apma ['M6X, Himeuunna;
AO®IHITOP (nomep 3a CAS-perictpom 159351-69-6, EV Kon peuoBunun SUB02065MIG; Everolimus;
tabnerka; 10 mr; HoBaptic ®apma Llreiin AL, [lIBeiinapis;

®APECTOH,; Toremifene; Tabnerka; 60 mr; Opion KopnopetinrH, OiHasHais

CynyTtHi
Mmarepianu/npenapaTH
CYNYyTHBOI Tepamnii

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




Jomarok 6

110 Haka3y MiHicTepCcTBa OXOPOHU 37I0POB’ A
VYkpainu «I[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU J0 fojaTka Ne 7 1o Haka3y
MinicTepcTBa OXOpOHH 370POB’sl YKpaiHu
BiJ 26 ciunsg 2022 poxy Ne 165»
26.03.2022 No 531

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta gara

[TPOTOKOJI IMTPOAOBXEHHA JIIKYBAHHA YIIACHHKI? KJIIHIMHUX  JOCJIJ’KEHb
I[MTAJIBOLIUKIIIBY, CIIOHCOPOM AKHNX € KOMITAHIS «II®AU3EP», xon mocaimkenns A5481173,
ocTaTouHui npoTtoko, 17 aucronaga 2021 p.

3asBHUK, KpaiHa

[¢aiizep Iuk., CIIIA

CnoHncop, kpaiHa

[aiizep lak., CIIA

[Tepenik mocmimKyBaHUX
JKapChKuX 3ac001B
Jikapcbka ¢opma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Palbociclib a6o PD-0332991-00 (PD-0332991, PD-332991, PD-0332991-00; 571190-30-2; PD-0332991-00
(free base); Palbociclib); xancynu, TBepai; 75 mr; Pfizer Inc. Pfizer Worldwide Research and Development,
USA,; Pfizer Limited, UK; Pfizer Manufacturing Deutschland GmbH, Germany; Fisher Clinical Services Inc.,
United States; Fisher Clinical Services UK Limited, UK; Almac Clinical Services, USA; Almac Clinical
Services Limited, UK; Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

Palbociclib a6o PD-0332991-00 (PD-0332991, PD-332991, PD-0332991-00; 571190-30-2; PD-0332991-00
(free base); Palbociclib); kancynu, tBepai; 100 mr; Pfizer Inc. Pfizer Worldwide Research and Development,
USA,; Pfizer Limited, UK; Pfizer Manufacturing Deutschland GmbH, Germany; Fisher Clinical Services Inc.,
United States; Fisher Clinical Services UK Limited, UK; Almac Clinical Services, USA; Almac Clinical
Services Limited, UK; Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

Palbociclib a6o PD-0332991-00 (PD-0332991, PD-332991, PD-0332991-00; 571190-30-2; PD-0332991-00
(free base); Palbociclib); xancynu, tBepai; 125 mr; Pfizer Inc. Pfizer Worldwide Research and Development,
USA,; Pfizer Limited, UK; Pfizer Manufacturing Deutschland GmbH, Germany; Fisher Clinical Services Inc.,
United States; Fisher Clinical Services UK Limited, UK; Almac Clinical Services, USA; Almac Clinical
Services Limited, UK; Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

dynsecrpant, Faslodex, FASLODEX™, 7ZD9238, fulvestrant, PA3JIOJEKC (ICI 182,780; Fulvestrant);
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po3uuH s iH'ekiii; S0 mr/mi; Pfizer Limited, UK; AstraZeneca UK Limited, United Kingdom; Eumedica
NV, Belgium; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services Inc, USA; Fisher Clinical
Services UK Limited, UK; Pfizer Inc. Pfizer Worldwide Research and Development, USA; Almac Clinical
Services Limited, UK; Almac Clinical Services, USA;

Herykcumad, Cetuximab, ERBITUX, EPBITYKC (Cetuximab); po3unn mns iHdy3iid; 5 mr/mi; Pfizer
Limited, UK; Merck Healthcare KGaA, Germany; Eumedica NV, Belgium; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services Inc, USA; Fisher Clinical Services UK Limited, UK; Pfizer Inc. Pfizer
Worldwide Research and Development, USA; Almac Clinical Services Limited, UK; Almac Clinical
Services, USA.

Binmosinansauii (1)
JIOCJTITHUK (M) Ta MiCLIe
(s1) mpoBeACHHS
BUNIPOOYBaHHA B YKpaiHi

1) nmikap Cemeren 1O.B.

ObnacHe KOMyHaJbHE HEKOMEpIiiHE MiIIpueEMCTBO «BYKOBMHCHKMI KIIIHIYHUN OHKOJIOTIYHUH LEHTPY,
CTPYKTYpPHUH HiAPO3LI KIIHIYHOI OHKOJIOT1T, M. YUepHiBIli

2) k.M.H. Komamko H.A.

Komynanene HexkomepuiiiHe miampueMcTBo «OOjacHa KiiHIYHA JikapHs [BaHo-®paHKIBCHKOI 00JacHOT
panuy, Bigaiaenas Mikpoxipyprii JIOP-opranis, M. IBaHO-®paHKiBChK

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

Kommnanis, sika i€ 3a TOBIPEHICTIO, SIKY HaJjaB CIIOHCOP UM 3asBHUK Ha BBE3CHHS JOCITIKYBaHHUX JTIKAPChKUX
3aco0iB Ta cynyTHix MarepiaiiB: TOB «C.M.O. - Ykpaina»; TOB «CMO - I'PVII Vkpaina»

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




Jonatox 7
110 Haka3y MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «I[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU J0 fojaTka Ne 7 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
BiJ 26 ciunsg 2022 poxy Ne 165»
26.03.2022 No 531

Inentudikariis cyrreBoi
MIOTIPaBKH

Jocbe mocmimkyBaHOTO JiKapchkoro 3aco0y (miMaBaHcepuH), Bepcis 11 Bim muctomaga 2021 poky,
AHTITIICHKOI0 MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2030 Big 07.11.2018

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«52-TUKHEBE BIIKPUTE MOJOBKEHE JOCIIPKEHHS MIMaBaHCEPUHY Y TOPOCIIHX Ta JIIOAEH MOXUIIOrO BIKY 3
HEHpONCUXiaTpUYHUMKU CUMITOMAaMHM, TOB'A3aHUMHU 13 HEHpPOJETCHEPATUBHUM  3aXBOPIOBAHHIM,
ACP-103-047, 3 iHKOpropoBaHOIO monpaBkoro 3, pinansHa Bepcis 1.0 Bix 23 mumast 2019 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAIJI KJITHIKAJI TPAIJIC YKP»

CnoHcop, kpaiHa

«AKAJITA ®apmacsiotikans Iuk., CIITA» (ACADIA Pharmaceuticals Inc., USA).

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTok 8

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s

VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPUKCHHS CYTTEBUX IOTPABOK 10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu

Bix 26 ciung 2022 poky Ne 165»

Inentudikaris cyrreBoi
MIOTIPaBKH

26.03.2022 Ne 531
3amydeHHs JOJATKOBUX MICI[b IPOBEJACHHS KIIHIYHOTO BUIPOOYBAHHS:

Ne [1.1.b. BiAMOBiAaIBHOTO TOCIITHUKA

/1 Hazpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. | n.m.H., npod. Baacenko M.B.
KomyHanmpHe  HEKOMeEpIliiiHE  TiAnpueMcTBO  «BiHHUIBKMNA  OONIAaCHUH  KITIHIYHUH
BUCOKOCHEIIaTi30BaHUN  €HJOKPUHOJIOTIUHMM  1eHTp  BinHumpkoi  oOmacHoi — paguy,
KOHCYJbTaTHUBHA  IMOJIIKJIIHIKA, BIHHMIBKMI  HallOHAJIBHUN  MEIUYHMM  yHIBEPCUTET
iMm. M.I. TIluporoBa, kadeapa eHIOKPUHONOTII 3 KypcOM MICISAUIUIOMHOI  OCBITH,
M. Bigauns

2. I.M.H., ipod. 3eninceka H.b.
VKpaiHCbKMI ~ HAayKOBO-IIPAKTHUYHUN  IIEHTP  €HJOKPUHHOI  XIpyprii, TpaHCIUIaHTaLli
eHJIOKpUHHUX opraHiB i TkauuH MO3 Ykpainu, BiIiI IUTs401 eHaoKpuHoorii, M. Kuis

Howmep Ta nata Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2777 Bin 02.12.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«EdexTuBHICTh Ta Oe3neka MpUiioMy NEPOPaTbLHOTO CeMAariayTUy y MOPIBHSHHI 3 Iuianebo y aiTed Ta
HiUTITKIB 3 IIYKPOBUM JAia0eToM 2-ro TUMY, SKi JIKYIOTbc MeT(OpMiHOM Ta/abo 6a3aabHUM 1HCYIIHOM.»,

NN9924-4437, ¢inansHa Bepcis 1.0 Big 20 tpaBas 2020 poky.

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»
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Crnoncop, kpaina Novo Nordisk A/S (Denmark)

CynyTHi —
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

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




HomnaTox 9
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTudikaris cyTTeBOi
HONPaBKU

Ononennii IIpotokon kmiHiunoro pnociimxenHs WA21093 iHkopmopoBaHHid MOMPaBKOK J Bif
19 mucromaga 2021 poky; bpomrypa mocminnuka Oxpenizymad (RO4964913), Bepcis 20 Bix nucromnana
2021 poky, aHrmilicekor MoBow; dopma iHpopmoBanoi 3roau, Bepcis V12.0UKR(uk)1.0 Bix 23 rpyans
2021 poky, nepekian ykpaiHcbkoro MoBOIO Bifl 27 rpyans 2021 poky; @opma iHpOpMOBaHOi 30U, Bepcis
V12.0UKR(ru)1.0 Bix 23 rpyaus 2021 poky, nepekiaa pociiicbkkoro MoBor Bin 27 rpyans 2021 poky;
[TosicuroBanbHa 3amucka 1moao 6e3neku npenapaty Okpenizymad, Big 06 rpyaas 2021 poky, aHTTiHCHKOIO
MoBoro; [lepekian ykpaiHCbKor0 MOBOTO Bif 27 TpyaHs 2021 poky MOSICHIOBATBHOI 3aIMUCKH MO0 O€3MEKH
npemnapary okpenizymao, Bijx 06 rpyaus 2021 poky

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBaHe, MOJBiliHE ciimNe, 3 MOJBIMHOIO IMITalli€l0, JOCTIIKEHHS B MapalelbHUX Tpymnax At
OIIIHKH €()EeKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBAaHHS OKpeni3ymady y MOpiBHSHHI 3 iHTEppEepoHOM- OeTa-
la (Pe6ip®) y mamieHTiB 3 pEUUIUBYIOUMM pO3CISHUM ckiepozom», WA21093, iHkopmopoBaHHi
nonpaBkoto [ Bixg 27 mumas 2020 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3eMHOIO 1HBECTHUIIIEIO «AVIK'TOBIA PJIC Ykpaina»

Cnoncop, kpaina

«®. Xodpdmann-JIs Pomr JIta» (F. Hoffmann-La Roche Ltd.), lIseitmapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Teparnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honarox 10
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 No 531

Inentudikaris cyrreBoi
MIOTIPaBKH

Ononenuit Ilpotokon kiiniyHoro pocuimkenHs WA21092 inkoprnopoBanuii mompaBkoro K Bin
19 mucromama 2021 poky; Bpomypa mocmigauka Oxpenizymad (RO4964913), Bepcis 20 Bin nmcromanga
2021 poky, aHrmiichK00 MOBO; Mopma iHGopmoBanoi 3roau, Bepcis V12.0UKR(uK)1.0 Bix 22 rpyaHs
2021 poky, mepekiiaa yKpaiHChKkor MOBOIO Bif 27 rpyaus 2021 poxy; @opma iHhopMOBaHOi 31011, BEpCis
V12.0UKR(ru)1.0 Bix 22 rpyaus 2021 poky, nepekian pociiicbkoro MoBor Bix 27 rpyans 2021 poky;
[TosicHroBabHA 3amKCKa 1010 Oe3neku npenapaty Okpenizymad, Big 06 rpynas 2021 poky, aHTITIHCHKOIO
MoBoI0; [lepeknasn ykpaiHchbkoro MOBOIO Bijl 27 Tpyanst 2021 poky NOSICHIOBAJIBHOI 3aIMMCKHU MO0 O€3MEeKn
npemnapary okpenizymao, Big 06 rpynus 2021 poky

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, MOABINHE ciine, 3 MOJABIHHOIO IMITALE0, AOCIIIKEHHS B MapajielbHUX rpyHax Juis
OLIIHKM €(EeKTUBHOCTI Ta 0€3MeYHOCTI 3aCTOCYBAaHHS OKpei3yMady y MOpiBHAHHI 3 iHTEppepoHOM- OeTa-
la (Pe6ip®) y mamieHTIB 3 pEUUIMBYIOUMM pPO3CiSTHUM ckiepo3zom», WA21092, inkopmopoBaHuUi
nonpaBkoro J Bix 27 mumast 2020 poxy

3asBHUK, KpaiHa

[MTignpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHITIEIO «AVK'TIOBIA PAC Ykpaina»

CrnoHcop, kpaiHa

«®. Xopdmann-JIs Porr JIta» (F. Hoffmann-La Roche Ltd.), [lIBeituapis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




HonaTtox 11

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 No 531

InenTHudikarist cyTTeBOI
HONPaBKU

Bpomrypa ans mamienta, Bepcist 1.0 Big 09 cepmast 2021 poky, yKpaiHCBKOIO Ta POCIHCHKOIO MOBAaMU;
[adopmaris mono kammanii 3 oHNIaiiH-HAOOpPY y4yacHUKIB y gociimkeHHs, Bepcis 1.0 Big 20 cepmus
2021 p., ykpaiHCBKOIO Ta pociiicbkoo MoBamu; Ilnakar mis nmanienTa, Bepcis 1.0 Bix 03 cepmast 2021 p.,
YKpalHChKOIO Ta pociiickkoro MoBamu; [lociOHMK 13 BukoHaHHS Bi3uTiB y gociimkenHi ENSURE, Bepcis
1.0 Bim 06 BepecHs 2021 p., yKpaiHCBKOIO Ta POCIMCHKOI0 MOBaMH; 3aJIy9CHHS OJATKOBHX MICIb
IIPOBEJICHHS KJIIHIYHOTO BUIPOOYBAHHS !

No I1.1.B. BiAIOBIHABLHOTO AOCIITHUKA

n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. nikap IBamenko C.I1.

KomynaneHe nianpuemMctBo «3-1 Micbka KiiHiuHaA JjikapHs [lonTraBcbkoi MiChKOi paamn»,
HeBpoJioriyHe BiaaiaeHHs, M. [lonTaa

2. nikap Ilickynosa .M.

KomyHnanbHe HekoMepliliHe MenuuHe mianpueMcTBo «KpemeHuylbka nepiia Micbka JIKapHs
iM. O.T. boraeBcbkoroy, HeBpoJoriyHe BiaaiieHHs, M. KpemeHuyk

3. mikap XaitoB P.I1.

Komynanene mianpuemcTBo  «JlHimponeTrpoBcbka oOnacHa peaOuTiTalliiiHa  JIIKapHI»
JIHITpOoneTpoBChKO1 00IaCHOT pau», BIIAICHHS BiTHOBHOTO JIKYBaHHS HACIIIKIB 3aNaJIbHUX,
JIET€HEepPaTUBHUX, JEMIENIHI3YIOUMX 3aXBOPIOBaHb HEPBOBOI CHCTEMH, TOBApUCTBO 3
OOMEKEHOI0  BIAMOBIAANBHICTIO  «/IHIMPOBCHKMHA MEIUYHUI IHCTUTYT TpajauIiiHOI 1
HEeTpaauLiiHOI MequIIMHNY, Kadenapa «BuyTpimHboi Meaunuau Nely (3 KypcoM HelpoHayk),
M. JTHinpo
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MpOAOBKEHH 1ojaTka 11

3MiHa Ha3BU MicLs MPOBEICHHS KIIHIYHOTO BUMPOOYBAHHS:

BUIIPOOYBaHHS, KO/,
BepcCis Ta gata

byno Crano
K.M.H. XaByHka M. 4. K.M.H. XaByHka M.51.
KomyHnanphne HekoMepuiliHe mianpueMcTBo «5-a | KomyHanbHe — HekoMepuiiiHe — HiANPHEMCTBO
MichbKa  KJiHIYHa  JikapHsi M. JIbBOBay, | «JIbBIBCbKE TepUTOpiaIbHE MEIUYHE 00 € THAHHS
HEBPOJIOTIYHE BiAiIeHHS, M. JIbBIB «KniniuHa  miKapHS — IUIAHOBOTO  JIIKYBaHHSA,
peabimiTamii  Ta  MaJgiaTUBHOI  JOIOMOTHY,
HEBPOJIOTIYHE  BIAMUIGHHS 3 MEAMYHOIO
peabimiTariiero, M. JIbBiB
Howmep ta nata Hakazy Ne 1326 Big 02.07.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiinigHOTO «bararonienTpoBe pangomizoBaHe mojBiiHO ciine mociimkeHHs |l ¢as3u, mo mpoBoaUTBECS 3 METOIO

OLIIHKM €(PEeKTUBHOCTI, Oe3MeyHOCTI Ta nepeHocuMocTi npenapaty IMU-838 y nopiBHsHHI 3 mianedo npu
JIKyBaHHI JIOPOCIUX TMAII€HTIB 13 PEHMUIUBYIOUUM DO3CISIHUM CKJIEpO30M (KOJOBE TO3HAUEHHS:
ENSURE-2)», P3-IMU-838-RMS-02, octatouna penakiis 2.0 Big 16 cepnust 2021 poky

3asBHUK, KpaiHa

TOB «BOPJIIBAIJI KJITHIKAJI TPAIJIC YKP»

Cnoncop, kpaiHa

«Immynik AI'» [Immunic AG], Himeuunna

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTox 12

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 No 531

InenTHudikarist cyTTeBOI
HONPaBKU

BKJTIOYECHHS JOAATKOBUX MICIIh MPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS:

No I1.1.B. BiAIIOBiaJILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS
1. nikap Moxwuna T.JI.
JlikyBaJIbHO-/11arHOCTUYHUI IIEHTP TOBAPHUCTBA 3 00MEKEHOI0 BianoBiaansHicTIO «CBSA-ME]»,
aMOyJIaTOPHO-TIOMIKJIIHIYHE BiJJIUICHHS, M. XapKiB
2. nikap Pimko S1.0.

KomyHnanpHe HekoMepIliiHe MiAMPUEMCTBO «3akapraTchka oOiacHa KJIIHIYHA JIIKapHS 1MeH1
Amnnpist HoBakay 3akapnaTchkoi 00JaCHOI paiyl, TaCTPOSHTEPOJIOTIYHE BiIIIICHHS, M. Y KTIOpoJ

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2814 Big 17.12.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«RESPONSE: ITnare00-KOHTpOJILOBaHE, paHAOMI30BaHE JOCHIHKCHHS (a3u 3 JUIsl OMIHKH €()eKTUBHOCTI
Ta Oe3neyHocTi npenapaty Cenazxennap y Maii€eHTiB i3 nepBuHHUM OimiapHuM xonaHritoMm (ITbX) ta
HEJIOCTaTHROIO BIAMOBIIII0 Ha ypconae3okcuxoyeBy kucioty (YAXK) abo i HemepeHOCHMICTION,
CB8025-32048, Bepcis 3.0 Bix 30 uepBus 2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OO6MmexeHow BianosimanbhicTio «KoHTpakTHO-Jlocminnunpeka Opranizanis [HHOGapMm-
Ykpaina»




2

MPOJOBKEHHS 1oJaTKa 12

Cnoncop, kpaiHa

Cimabeii Tepam'torike Iuk., CIIIA CymaBay Therapeutics, Inc., USA

CynyTHi
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHHUX



Honatox 13

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

BKJTIOYEHHS JOAATKOBOTO MICIsl MPOBEACHHS KIIIHIYHOTO BUIPOOYBaHHS

No I1.1.B. BiAIIOBiaJILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. 3aB. Bij., K.M.H. Ocranenko 10 .B.
HamionanbHuit 1HCTUTYT paky, BIUIUIEHHS MalOiHBa3MBHOI Ta €HJOCKOMIYHOI Xipyprii,
IHTEepBEHLIMHOI paaioorii, M. Kui

Howmep Ta nara Hakasy
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2917 Bix 15.12.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, mojBiiiHe ciine, ruanebo-koHTponboBaHe ¢asu |l gocnimkenHs ate3omizymady B
noegHanHi 3 Tiparomymabom (aHTu-TIGIT anTHTIO) abo 6e3 Tiparomymaly Yy TMAaIli€HTIB i3
HEepe3eKTabeIbHO0 TNIOCKOKIIITHHHOKO KaplIHHOMOIO CTPAaBOXO/1y, UHs KaplIMHOMA He MporpecyBaa Mmicis
panuKanbHOI XiMionpoMeHeBoi Tepamiiyn, YO42137, Bepcis S Bin 27 cepras 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pomn Ykpainay

CnoHcop, kpaina

®. Xodpmann-JIa Pomr JITa, Hlselinapis

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatox 14

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

OnuryBaJIbHUK  3aJ0BOJICHOCTI  CIIOCOOOM  3acTocyBaHHs —TepaneBTuuHoro 3aco0y (TASQ-SC),
YKpaiHCBKOI Ta pOCIHChKOI MoBamu; OINUTYBaIBHUK 3aJI0BOJICHOCTI CHOCOOOM 3aCTOCYBaHHS
tepaneBTuaHOro 3aco0y (TASQ-IV), ykpaiHchKkoro Ta pociiicbkoro MoBamu; OrmuryBaibHuK EORTC QLQ-
C30 (version 3), ykpaiHCBKOIO Ta pocCiiicbkor0 MoBamu; ONMUTYBATbHUK JIJIsl OLIIHKYU YIIOA00aHb MAIiEHTIB
(MO43576), ykpalHCBKOIO Ta POCIHCHKOI0 MOBAMH

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 475 Bin 13.03.2022

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PanmomMizoBaHe 6araTOIEHTPOBE BIAKPUTE MEPEXPECHE JOCIIKEHHS JJIs1 OI[IHKU TIEPEBar 3aCTOCYBAHHS
HiAMKIpHOT (opMH aTe30J1i3yMaldy B TOpPIBHSAHHI 3 BHYTPIIIHBOBEHHOK (OPMOIO aTe3oii3ymady y
MAII€HTIB 3 HEAPIOHOKIIITHHHUM PaKOM JIET€Hb 3a TTOBIJOMJICHHSIMU TAII€EHTIB 1 MEIMYHUX MPAI[IBHUKIBY,
MO43576, Bepcis 1 Big 16 cepnns 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiANOBiAaIbHICTIO «Pormn Ykpainay

CrnoHcop, kpaiHa

®.Xodpdpmann-JIs Pour JIta, HIseituapis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3A/IBOPHUX




HonaTtok 15

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 Ne 531
InenTHudikarist cyTTeBOI Bpomrypa nmocmigHuka sl AOCHIPKYBaHOTO Jikapchkoro 3aco0y Bl 425809, sepcis 11 Big 20 civyns
MOIPaBKU 2022 poky
Howmep Ta narta Haka3zy Ne 1265 Bix 23.06.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS
Hasga kiiHiyHOTO «PannomizoBaHe, no/BiitHe ciine, miane0o-KoHTpoaboBaHe nociimkeHHs Il ¢pa3u B mapanenbHux rpymnax
BUNPOOYBaHHS, KO/, JUTS OIIIHKH €()eKTUBHOCTI Ta 6e31meuHOoCTi 3acTocyBanHs nmpenapary Bl 425809 oaun pa3 Ha 100y npoTsirom
Bepcis Ta JaTa 26-TmxHEBOrO nepioay JikyBaHHs B naiieHTiB 3 mm3odpeniero (CONNEX-2)», 1346-0012, Bepcis 1.0 Bix
16 rpynus 2020 poky.
3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»
CrnoHcop, kpaina «bepinrep Inrenpxaiim PLIB I'm6X enn Ko KI'», ABctpis / Boehringer Ingelheim RCV GmbH & Co KG,
Austria
CynytHi —
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

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




HonaTtox 16
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

Ononennii mpotokon KiiHiuHOro nociimkenHs CLI-05993AA3-06, Bepcis 2.0 Bim 11 nmcromana
2021poxky; Indopmaniitauii nucrtox ydyacHuka ta @opma iHOpMOBaHOI 3roJ U HA y4acTh Yy KIIHIYHOMY
nocmimkenHi 3 kogom CLI-05993AA3-06, Bepcist 4.0 Bix 31 rpyanst 2021 p. ans Ykpainu aHTIIIACHKOO
MoBomw; [HhopMmariiinuit mucTok yyacHuka ta dopma iHhOpMOBaHOI 3roM Ha y4acTh y KIIHIYHOMY
nocmimkenHi 3 kogom CLI-05993AA3-06, Bepcia 4.0 Bix 31 rpyans 2021 p. mis Ykpaiau yKpaiHCHKOO
MoBo10; [Hpopmariiinuil aucTok yyacHuka ta dopma iHOpMOBaHOI 3roaM Ha y4dacTh y KIIIHIYHOMY
nocmimkenHi 3 kogom CLI-05993AA3-06, Bepcis 4.0 Bix 31 rpynus 2021 p. mist YkpaiHu pociiicbKoro
moBoro; CTS. Inctpykuist 3 kopuctyBanus CHF 5993 100/6/12.5ug a6o CHF 1535 100/6pg nikyBanbHuit
HaOip, Bepcia 2.0 Bix 03 Bepecus 2021 p. ykpaincekoro MoBoro; CTS. IHCTpykIis 3 KOpHCTyBaHHS
CHF 5993 100/6/12.5ng a6o CHF 1535 100/6ug nikyBansHuii Habip, HoMep peaakiii 2.0 Big 03 BepecHs
2021 p. pociiicekoro MoBoto; CTS. IHCTpyKIIisl 3 KOPUCTYBaHHS, J03YIOUUH aepO30JIbHUIN 1HraIATOp, L0
Mmictuth mane6o CHF 5993, naBuanbuuii HaGip, Homep Bepceii 2.0 Bix 03 BepecHst 2021 p. yKpaiHCHKOIO
moBoro; CTS. IHcTpyKiis 3 KOPUCTYBaHHS, JO3YIOUMH aepOo30JIbHUHM 1HransaTop, M0 MICTUThH ILIanedo
CHF 5993, naBuansuuii Habip, Homep penakuii 2.0 Big 03 Bepecus 2021 p. pociiicekoro MoBoo; [TociOHMK
KopuctyBaua ans ydacHuka ngociipkeHHs CLI-05993AA3-06, sepcis 2.0 Bim 15 xoBTHs 2021 poky
yYKpaiHChKOI0 MOBOIO; [lociOHMK KoprcTyBaya utst yaacHuKa gociimkeHHs CLI-05993AA3-06, Bepcis 2.0
Big 15 xoBTHs 2021 poky pociiicekoro MoBoio; Medidata Patient Cloud — KepiBHuuTBO KOpHCTyBaya
APPLE iPHONE (6S/7/8), Bepcis 1.0, 2020 ykpaincskoro MoBoto; Medidata Patient Cloud — KepiBuuurso
kopuctyBaua APPLE iPHONE (6S/7/8), Bepcis 1.0, 2020 pociiicbkoi0o MOBOI0; 3MICT JOJATKy IS
cmaptdoHa 11 nauienTis, Bepcis 2.0 Bix 07 rpyans 2021 poky ykpaiHCbKOIO MOBOIO; 3MICT JOJIATKY AJIs
cMmapTdoHa 11 nauieHTis, Bepeis 2.0 Big 07 rpynns 2021 poky pociiicbKol MOBOIO;
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ITonpaBka Ne 2 (CyrreBa) Big 02 mnmcromama 2021 poky mo Jlocke moCaimpKyBaHOrO Ipemapary
CHF 5993 pMDI (xox nokymenty CLI-CHF5993-TEST-IMPD-MAIN-00738), Bepcis 1.0 Bix 16 uepBHs
2020 p. aHrIIHCHKOI MOBOIO; 3MiHA BiAMOBIZAIBHOTO JOCTIAHMKA Yy MICII TPOBEICHHS KJIIHIYHOTO
BUIIPOOYBaHHS:

byno Craino

K.M.H. ['oniko O.D. nikap Kpusopyuko LT

JlikyBaJIbHO-/1IarHOCTUYHHI LIEHTP TOBapHCTBa 3 | JIIKyBaJbHO-/11arHOCTHYHHUI [IEHTP TOBAPUCTBA 3
OOMEXEHOI0  BIAIOBINAIBHICTIO «MenuyHuil | OOMEXEHOI0  BIANOBITAIBHICTIO  «Meanyuuii
JMKyBaJdbHO-A1arHOCTUYHUN 1eHTp «Memiony, | IiKyBaJbHO-TIarHOCTUYHUN 1eHTp «Memiony,

nojikmaiube BiggiteHas, M. [ToaraBa noJiKIHIYHe BigauieHds, M. [Tonrasa
Howmep Ta nara nakaszy Ne 422 Bin 10.03.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
Hasga kiiHiyHOTO «MixHapo/He, 6araToleHTpOBE, paH/I0Mi30BaHe, Mo/ABiiHe ciine pocnimkeHHs gasu Il y 2 mapanensHux
BUNPOOYBaHHS, KO/, rpymnax TpUBAIICTIO 52 THXKHI 3 METOIO MOPIBHAHHS €(DEKTUBHOCTI, O€3MEKH Ta MEPEHOCUMOCTI (PIKCOBaHUX
Bepcis Ta JaTa 7103 MOTpiitHOT KoMOiHaMii «OeKkJIoMeTa30H AMINPOIiOHaT, popMoTepoa GpyMapar i MIIKOMipoHii Opomim»

(CHF 5993) i ¢ikcoBanux 03 MO/ABIHHOI KOMOIHAIlT «OEKJIOMETa30H IUIpOIMioHaT i GopMoTepos
dbymapar» (CHF 1535), oOuaBi 3 sikux BBOAATHCS uepe3 iHranstop PMDI, y naiieHTiB 13 XpOHIYHUM
obcTtpykTuBHEM 3axBoproBaHHsM Jieredb (XO3JI)», CLI-05993AA3-06, Bepcis 1.0 Bim 21 TtpaBHs

2020 poky
3asBHUK, KpaiHa ToBapucTBO 3 0OMeskeHO0 BifnosinanbHicTIO «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT YKPATHA»
Cnoncop, kpaiHa «K’e31 @apmarnentiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itanis
CynytHi —
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




HonaTtox 17

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

301IBIICHHS 3aIIAHOBAHOI KUTHKOCTI MamieHTiB B Ykpaini 3 20 g0 50 ocib

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2243 Bin 05.10.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«[IpocnekTiBHe, OaraTolleHTPOBE, paHIOMIi30BaHEe, IMOJBIMHE ciine, IUIaleb0-KOHTPOIbOBAHE
nociimpkenns |l ¢pa3u B mapanenbHUX rpynax, 3 METOIO OLIHKM €(EeKTUBHOCTI Ta Oe3neKHu MaciTHUHIOY y
KOMOIHAI] 3 pUIIY30JI0M y MOPIBHAHHI 3 IU1anedo y KoMOiHaLil 3 pHTy30J10M MPH JiKyBaHHI Halli€HTIB 3
6iunuM amiorpodiuanM ckieposzom (BAC)y», AB19001, sepcist 7.2 ROW Bin 23 cepras 2021

3asiBHUK, KpaiHa

TOB «Cinepmxu I'pynn Ykpaina», Ykpaina

CnoHncop, kpaiHa

AB Science, ®paniist

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatox 18
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTudikarist cyTTeBOI
HONPaBKU

Honatok mns cmaprdona AiCure y9acHUKIB TOCHTIDKEHHS: JOKYMEHT Juisi Komicil 3 muTaHb €TUKH, BepCis
1.0 Bix 4 xoBTHS 2021 poKy, aHTIIHCHKOIO Ta yKpaiHCbKO MOBOw; [lomatok s cmaprdona AiCure
YYaCHHKIB JIOCIIJKEHHs: JOKyMeHT Juis Kowmicii 3 murans etuku, Bepcis 1.0 Bixg 4 xoBTHA 2021 poky,
aHTJHCHKOIO Ta pociiickkoio MoBoIo; [Tinpyunuk KopoTka oliHka KOrHITUBHUX (PYHKIIIH Tipy mu30dpeHii,
Bepcis 3.2, ykpaiHcbkoio MoBoio; KepiBHuurBo KopoTka omiHKa KOTHITUBHHX (YHKIIH HAIli€HTIB 3
mu3oQpeHiero, Bepcis 3.2, pOCIMCbKOI0 MOBOI; 3pa3oK 300pa)K€HHS Ha eKpaHl eJIeKTPOHHOIO
npuctporo_KopoTka ominka korrituBHuX QyHKUii npu mmsodpenii (BAC), Bix 10 rpyaas 2021 poky,
YKpPaiHCbKOIO MOBOIO; 3pa30K 300pa)kKeHHS Ha €eKpaHi eJeKTpoHHoro mpucTtporo KopoTka orliHka
KorHiTUBHUX ¢GyHKUiHd npu mm3ogppenii (BAC), Bin 10 rpyans 2021 poky, pociiickkoro MoBoto; IIkana
nenpecii Kanrapi mist xsopux Ha mmzodpenio (CDSS), Bepcis Bia 30 xBitHA 2021 poky, YKpaiHCBKOIO
moBoto; [lkana nenpecii Kanrapi ans xBopux Ha mm3ogpenito (CDSS), Bepcis Bin 23 kBiTHS 2021 poky,
POCICbKOI0 MOBOIO; 3arajbHe KJIIHIYHE BPa)KEHHS 100 CTyMmeHs TsSkKocTi 3axBoproBaHHs (Clinical
Global limpression-Severity of illnes, CGI-S), Bepcist v1.1 Bix 10 ciunas 2022 poky, YKpaiHCBKOI MOBOIO;
3arajbHe KIIiHIYHE BpaxkeHHs mpo cTyminb TsokkocTi (Clinical Global limpression-Severity, CGI-S), Bepcis
v1.1 Bin 10 ciuns 2022 poky, pociiickkoro MoBoro; Illkana omiHku TspKKocTi cyinuay KomymGiiicskoro
yuiBepcurery (C-SSRS) Buxigni nanni/Bepcis nns ouminioBanHs, Bepcist Bin 14 ciuns 2009 poky,
ykpaincbkoro MoBoro Bing 06 TpaBHa 2014 poky; Ilkama ouinku TskkoctTi cyinuay KomymOificbkoro
yuiBepcutery (C-SSRS) Buximni nanni/Bepcis nns ouminroBanHs, Bepcist Bin 14 ciuns 2009 poky,
pociiicekoro Moot Bix 29 kBitHa 2014 poky; 3pa3ok 300pakeHHS Ha €KpaHi EeJIeKTPOHHOTO
npuctporo Illkana ouinku Tspxkocti cyinuay Komymo6iiicekoro yniBepcurery (C-SSRS) Buxinni
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nanHi/Bepcis mis oninroBanHs, Big 10 rpyaas 2021 poky, yKpaiHCbKOK MOBOMO; 3pa30K 300pa)KeHHS Ha
eKpaHi enekTpoHHoro mnpuctporo Illkama ominku TskKocTi cyinuny Komaymbilickkoro yHiBepcuTeTy
(C-SSRS) Buxinni manni/Bepcis s orinoBanus, Big 10 rpyaus 2021 poky, pociiicbkoro MoBoro; [1Ikana
OLIIHKH TsDKKOCTI cyinuny KomymGiiicekoro yHiBepcutety (C-SSRS) 3 MOMEHTY OCTaHHBOTO Bi3UTY, BEPCis
Bix 14 ciuns 2009 poky, ykpaincbkoro MoBoto Bijx 06 TpaBHs 2014 poky; [lIkana OmiHKY TSKKOCTI Cyimumy
KonymoGiiicekoro yniBepcutery (C-SSRS) 3 MoMeHTY ocTaHHBOTO Bi3uTy, Bepcis Bif 14 ciuns 2009 poky,
pociiicekoro MoBOIO Bija 29 kBiTHs 2014 poky; 3pa3ok 300pakKeHHS Ha €KpaHi €JIEKTPOHHOTO MPUCTPOIO
lkana ominkum TspKKoOcTi cyimmny KomymoOiiicekoro yniBepcurery (C-SSRS) 3 MOMEHTY OCTaHHBOTO
Bi3UTY, Bix 18 TpaBHs 2021 poky, yKpaiHCbKOIO MOBOIO; 3pa30K 300pa)KeHHsI Ha €KpaHi eJEeKTPOHHOTO
npuctporo  Illkana ominku Tsokkocti cyinuny Komymbilicekoro yniBepcutery (C-SSRS) 3 mMomeHTy
OCTaHHBOTO Bi3uTy, Bin 18 TpaBus 2021 poky, poCiHChKOI0O MOBOIO; 3pa30oK 300pa)KeHHs Ha eKpaHi
enekTpoHHoro mpuctpoto EQ-5D-5L Amnkera mono crany 3mopoB’s, Big 18 TpaBus 2021 poky,
YKpaiHChKOK MOBOIO; 3pa30K 300pakeHHs Ha eKpaHi eneKTpoHHoro npuctporo EQ-5D-5L Ankera mono
cTaHy 3110poB’s, Bix 18 TpaBHs 2021 poky, pociiicbkoro MOBOI0; ONMUTYBAIBHUK IS OLIHKA BUKOPHCTAHHS
pecypciB oxoponu 310poB’ss. HCRU, Bepcis Bix 21 numnst 2021 poky, ykpaiHChKOIO MOBOIO Bepceis 1.1 Bin
10 cigas 2022 poky; OnuTyBaJIbHUK ISl OI[IHKKM BHUKOPHCTAHHS pecypciB oxoponu 31m0poB’st HCRU,
Bepcis Big 21 mumHs 2021 poky, pociiicekoro mMoBoro Bepcis 1.1 Bim 10 ciuns 2022 poky; bnanx
TECTyBJIbHUKAa A, YKpaiHCbKOIO MOBOI0; biaHk anmiHicTpatopa A, pociiicbkoro MoOBow0; biank
TecTyBaJbHUKA B, ykpaiHcbkoro MoOBOI0; bmank amminictpatopa B, pociiicbkoio MoBor; bykier
pecrioHieHTa A, yKpaiHChKOI0 MOBOI0; BykieT pecrioHieHTa A, pociiicbkoro MoBOIO; bykiieT pecrnioHieHTa
B, ykpaincekoro MoBo10; bykieT pecniongenta B, pociiickkoro MoBOI0; MixkHapoaHe HelporncuxiaTpuuHe
iHTepB’t0 MINI a5 mocnipkeHs MICUXOTHYHUX PO37aJliB, Bepcis ykpaiHcbkoro MoBoto 7.0.2 Bix 11 rpynans
2020 poky; KopoTkuii Mi>kHapOAHUN HEHPONCUXIATPUUHUN ONUTYBAJIBHUK JUIS TOCIIIIKEHb ICUXOTUYHUX
3axBoproBanb (M.LN.L.), Bepcist pociiicekoro MoBoro 7.0.2 Big 11 ciuns 2021 poky; OnUTyBaJIbHUK IS
OIIIHKH 3a/I0BOJIEHOCT1 JiikapchkuM mipenaparoM (Medication Satisfaction Questionnaire (MSQ), Bepcis
vl.l1 Big 10 ciuyas 2022 poky, yKpaiHCbKOIO MOBOIO; OINUTYBalIbHUK 33JJOBOJICHOCTI JIIKAPCHKUM
npernapatoM (Medication Satisfaction Questionnaire (MSQ), Bepcis v1.1 Bim 10 ciuyns 2022 poky,
pOCifiCbKOI0 MOBOI; ONUTYBaJIBHUK OIVIAaya JUIsl LIKAIM TO3UTUBHUX Ta HETaTHBHUX CHHIPOMIB
(IQ-SCI-PANSS), ykpaiHCcbkor0 MOBOIO; ONMUTYBaIbHUK OTJIsAa4a ISl KA TTO3UTUBHUX Ta HEraTHBHUX
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cunapomiB (IQ-SCI-PANSS), pociiicekoro moBoto; [1Ikana omiHKY MO3UTUBHUX Ta HETATUBHUX CUHAPOMIB

(PANSS), ykpaincekoro MoBoro; Illkama OIIHKM TO3WTUBHMX Ta HETaTUBHUX CHHAPOMIB
(Dopma PANSS QuikScore™), Bepcis Bin 19 mororo 2021 poky, pociiicbkoro MoBoto; Kputepii omiHku 3a
IIKAJIOI0 MO3UTUBHUX Ta HeraTuBHUX cuHApoMiB PANSS, Big 05 BepecHs 2008 poky, yKpaiHChKOI MOBOIO;
Kputepii ouiHky 3a MIKano MNO3UTUBHUX Ta HeraTUBHUX cUHIpoMiB PANSS, Big 19 mororo 2021 poky,
pociiicbkoro MOBO1O; CTpyKTypoBaHe KiIiHIYHe 1HTepB 10 - [IIkana no3UTUBHUX Ta HETaTUBHUX CUHIPOMIB
(SCI-PANSS), Bepcis Bix 14 ceprnst 2008 poky, yKpaiHCbKOK MOBOI; CTPYKTYypOBaHE KIIiHIYHE IHTEPB’ IO
- [lIxana mo3utuBHUX Ta HeraTUBHUX cUHApPOoMiB (SCI-PANSS), pociiickkoro MOBOIO; 3pa3oK 300paKeHHS
Ha eKpaHi eIEKTPOHHOTO MpUCTporo [1Ikana mo3uTHBHUX Ta HeraTuBHUX cuHApoMiB PANSS), Bix 13 ciuns
2022 poky, YKpaiHCbKOIO MOBOO; 3pa30K 300pa’keHHs Ha eKpaHl eleKTpoHHoro mpuctporo Illkana
MO3UTHUBHUX Ta HeraTuBHUX cHHIpOMiB PANSS), Bix 18 TpaBns 2021 poky, pociiicbkoro MoBor0; [Tam’siTka
moao 3actocyBaHHs miarebo-koHtpomto (PCRS), Bepcis 1.0 Bim 27 Bepecus 2021 poky, Bepcis
ykpaincpkoro MoBoto 1.1 Big 10 ciuns 2022 poky; Crenapiit HaragyBaHHs po miane6o-koHTpois (PCRS),
Bepcis 1.0 Bix 27 BepecHs 2021 poky, Bepcist pociickkoro MoBoto 1.1 Bix 10 ciunst 2022 poky; [1am’sTka
II0JI0 3acTOCYBaHHs Iuiane0o-koHTpomto — [laptaep yuyacaumka (PCRS-SP), Bepcis 1.0 Bim 27 BepecHs
2021 poky, Bepcis ykpaiHcbkoro MoBoto 1.1 Bix 10 ciuns 2022 poky; CueHapiil HaraayBaHHS Mpo Iuianedo-
KoHTpoib — [TapTHep yuyacHuka (PCRS-SP), Bepcis 1.0 Big 27 BepecHs 2021 poky, Bepcisi pociiicbkoro
moBoro 1.1 Bim 10 ciuas 2022 poky; Illkama nias OWIHKM KOTHITMBHOI (yHKUII mpu mum3ogpeHii
(SCoRS) ®opma BuximHoro Bi3uty, Bepcis 3.1.1, ykpaincbkoro MoBoto; [1lkana as1st OIiHKK KOTHITHBHHX
3pioHOCTEN y XBopux Ha mu3odpeHito (SCORS) dopma BuxigHoro Bisuty, Bepcis 3.1.1 Bim 14 civuns
2022 poky, pociiicbkoro MoBowo; Illkama pans OIIHKM KOTHITMBHOI (yHKIIT mpu Imm3odpeHii
(SCoRS) ®opma Bi3WTIB MOJANBIIONO CIIOCTEpEXeHHs, Bepeis 3.1.1, ykpaincpkoro MoBoro; Illkanma mms
OLIIHKM KOTHITMBHHX 31i0HOCTeH y xBopux Ha mu3odpenito (SCORS) dopma Bi3HUTIB HOJATIBIIOTO
cnocrepexkeHHs, Bepcis 3.1.1 Big 14 ciuns 2022 poky, pOCIHCBKOIO MOBOIO; IHCTPYMEHT OIIHKH
(GyHKIIOHATBHUX MOKIJIMBOCTEH BipTyanbHoi peanbHocTi (Virtual Reality Functional Capacity Assessment
Tool_VRFCAT), Bix 11 rpyans 2020 poky, yKpaiHCbKOK MOBOK; [HCTpYMEHT OIIHKH ()YHKI[IOHATBHUX
MoMBOCTeH BipTyanbHOi peanbHocTi (Virtual Reality Functional Capacity Assessment Tool_VRFCAT),
Big 11 rpymus 2020 poky, pociiicekoro MoBor; MosaudikoBana mkaina Cimmncona — Anryca (MSAS),
AHIJIIMCHKOI0 MOBOIO; 3pa30K 300pa)KeHHs Ha €KpaHi eJIeKTPOHHOTo MpUcTporo  MoaudikoBaHa mIKana
Cimricona — Anryca (mSAS), Bix 24 mucromana 2021 poky, aHTITIHCEKOI0 MOBOIO
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Howmep Ta nara Hakasy
MO3 1010 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 254 Bin 08.02.2022

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«PanyomizoBane, nozBiiiHe ciine, Iane00-KOHTPOJIbOBAHE JOCTIDKEHHS Y MapajelbHUX Tpynax Iyl
OLIIHKH €(EeKTHUBHOCTI, OE3MEYHOCTI Ta MEPEHOCHMOCTI JyBAaJaKCHCTATy Yy MAali€HTIB 3 KOTHITUBHHUMHU
HNOPYILICHHSMH, IIOB’S3aHUMH 3 IMH30(QPEHI€I0, 3 MOJAIBIIAM II€PiOOM BiJKPUTOTO JIIKYBaHHS,
NBI-1065844-CIAS2023, 3 inkopriopoBanoto nionpaskoro 1.0 Bix 24 BepecHs 2021 poky

3asiBHUK, KpaiHa

[TinnpuemcTBo 3 100% 1HO3EMHOIO iHBECTHITIEIO «AVIK’TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

«Heropokpun baiiocaencis, [nk.» (Neurocrine Biosciences, Inc.), CLLIA

CynytHi
Marepianu/mpenapaTu
CYNyTHBOI Tepamnii

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




Honatox 19

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

[adopmarniitnmii nucrok mamienta Ta ¢popma iHGopmoBaHoi 3roau, Bepcis 3.0 ans Ykpainu Bing 21 ciuns
2022 poky, nepekiaja yKpaiHChKOK0 MOBOIO Bia 27 ciunsa 2022 poky; [HdopmaniiHuii TUCTOK Malli€eHTa Ta
¢dopma iHpopmoBaHoi 3roau, Bepcis 3.0 mns Ykpaiam Big 21 ciuast 2022 poky, mepeksiaa pociiichbKoro
MOBOIO Bij 27 ciuns 2022 poky

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 662 Bin 16.03.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Bigkpure OaratouentpoBe pgociimkeHHs | ¢asm 3 eckanmamiero go3u mpemapaty CK-301 mpum
BHYTPIIITHLOBEHHOMY BBEJECHHI B PEXKHMMI MOHOTepamii MalieHTaMm 13 3alyluieHUMH (opMaMHu paxy»,
CK-301-101, Bepcis 3 inkoprnopoBaHoto nornpaskoro Ne 5 Bin 14 cepnast 2020 poky

3asiBHUK, KpaiHa

TosapucTBo 3 06MeskeHo0 BifnoinansHicTio «OCT YKPATHA»

Cnoncop, kpaina

YexnoitnT Tepam 'roTike, [HK., CIIIA (Checkpoint Therapeutics, Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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




Honatox 20

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 3A0pOB’ sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

BKJTIOYECHHS JOAATKOBUX MICIIh MPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS:

No I1.1.B. BiAIIOBiaJILHOTO JOCHITHUKA

n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. K.M.H. [Tominuyk JI.B.
Meauunuii 1eHTp ToBapucTBa 3 oOMexeHoro BiamoBiganbHicTIo «KJIIHIKA BEPYM
EKCIIEPT», m. Kuis

2. nikap Kynuk A.B.
Menuynuii 11eHTp ToBapucTBa 3 ooMexeHoro BianoBinaiabHIcTIO «BIDKH TTAPTHEPY, M. Kuis

3. nikap 3penux JI.B.
Meauunuii  1eHTp «YHiBepcaibHa KiiHIKa «OO0epir» ToBapucTBa 3 OOMEXEHOIO
BinoBiganbHicTIO «KanuTany, KIiHIKO-KOHCYJIbTaTHBHE BiAiIeHHs, M. KuiB

4, n.M.H., ipod. [Tamor O.0.
Kninika JlepxaBHOI ycTaHOBH «IHCTUTYT 3arajgbHOi Ta HEBIJAKIAAHOI Xipyprii imeHi
B.T. 3aitneBa HarionanpHO1 akagemii MEAUYHUX HayK YKpaiHW», BIJUIUICHHS OHKOJIOTII,
M. XapkiB

o. nikap Kyns6a S1.M.
MeauuHuii IEHTP TOBApUCTBA 3 OOMEKEHOI BIAMOBITANBHICTIO «ACKJIEMIOHY, CTallilOHAPHUN
miipo3aiia, ¢. XomociBka, KueBo-CstommHChKUi p-H, KuiBchka 00171

6. n.M.H. Konecnik O.I1.
MenuyHuii 1IEeHTP TOBapUCTBA 3 OOMEKEHOI0 BiAMOBIAaNbHICTIO «OHKOMAM(», aMOynaTtopHo-
MOJIIKJIIHIYHE BiAJIITICHHS, M. 3allOpiXKKs
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1. k.M.H. HaconoBa A.M.
JlepxaBHa ycraHoBa «lHCTHTYT MemuuHOi pamiosorii Ta onkojorii im. C.II. I'purop’eBa
HamionanbHoi akagemii MeQUUHUX HayK YKpaiHW», BiIJIUICHHS KIIHIYHOT OHKOJOTII Ta
reMaToJIOT1i, M. XapKiB

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PanmomizoBaHe, TOJBIMHE ciine gociipkeHHs 3 (a3u Tpunmanukinioy ado mianedo y MaIi€eHTiB, sKi
OTPUMYIOTh XiMiOTepamilo reMiuuTabiHOM 1 kapOommaTHHOM mepiioi abo apyroi JiHil xiMioTepamii Ams
JIKyBaHHSI MICIIEBOIOIIMPEHOTO HEPEe3eKTabeIbHOTO a00 METACTATUYHOTO MOTPIHHO-HEraTUBHOTO PaKy
mosouHoi 3ano03u (PRESERVE-2)», G1T28-208, nonpaska 3 Bepcis 4.0 Big 02 6epe3nst 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

«JIxi Yan Tepanstorike, Ink.»/ G1 Therapeutics, Inc., CIIIA

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

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




HonaTox 21

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

301IbIIeHHST KUTBKOCTI AOCIHIPKYBaHUX B YKpaini 3 16 10 25 ocib

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1773 Bin 20.08.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannoMizoBaHe, BIIKpUTE MOCHDKEHHA 2a (a3 3 aKTUBHUM IIperapaToM IOPIBHSAHHSA B SKOCTI
KOHTPOJIIO, JUIsl OLIHKKM e¢eKTUBHOCTI Ta Oe3neku edinoneraytuay (MK-6024) y mnamieHTiB 3
HEaJIKOTOJILHOIO JKHPOBOIO XBOpoOoto medinkny, MK-6024-001, 3 inkopnopoBaHoto mnomnpaskoro 02 Bix
26 cepriast 2021 poky

3asiBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHIcTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

«Mepk Hlapn ena Hoym Koprm.», nouipue mianpuemctso «Mepk enn Ko., [x.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




Honatok 22

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

OHOBJICHI PO3JALIH JOChE JTOCIIKYBaHOTO Jikapchkoro 3acooy MK-8189: P.8. Stability MK-8189 Ta
P.8. Stability Comparator (Modified) Risperidone, sepcis 07YLVR Bix 26 ciunst 2022 poky, aHTITiCKOO
MOBOIO; [loOBKEHHSI TepMiHY HPUIATHOCTI JOCIIIKYBaHOTO JiKapchkoro 3aco0y MK-8189, Tabnerku
12 mr, 3 30 10 36 micsiiB Ta npenapary nopiBusHHs Risperidone (Pucnepumon), kancymu 2 mr, 3 24 10
27 mics1iB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, oJIBiliHE-CIIMNeE, 3 IJIALE00 Ta aKTUBHUM KOHTPOJIEM JIKyBaHHS JociimkeHHs 2b da3u
egexTuBHOCTI Ta 6e3neunocti MK-8189 y mamieHTiB 3 roctpum emnizonom muzodpeniin, MK-8189-008, 3
1HKOpropoBaHoto nonpaskoro 02 Bix 24 nucronana 2020 poky

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»

CrnoHcop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipae nignpuemctso «Mepk Ena Ko., Tnk.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 370pOB’ sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 Ne 531

Inentudikaris cyrreBoi
MIOTIPaBKH

[TonoBxkeHHs TepMiHY MTPOBECHHS KIIHIYHOrO BUMIPOOyBaHHA B YKpaiHi A0 31 rpyaus 2022 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 296 Bin 20.03.2017

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«ARIEL4 (ominka pyxanapiOy B JOCHIIPKEHHI pakKy S€4YHHMKIB): OaraTOLIEHTPOBE paH/IOMI30BaHE
JociikeHHs pas3u 3 3acTocyBaHHs pykanapiOy MOPIBHSAHO 3 XIMIOTEpami€ero A JiKyBaHHS MAIllEHTOK 13
peruauByoYnM, mo mae myTtamiro reHa BRCA, BHCOKOTO CTYIEHIO 3JI0SKICHOCTI emiTeNliaTbHIM PakoM
S€YHUKIB, MAaTKOBUX TpyO a0o0 mepBUHHUM pakoM ouepeBuHn», CO-338-043, monpaska 2 Bix 23 *KOBTHS
2020 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATNIOBIIAJTIGHICTIO «PAPMACBIOTIKAJI PICEPY
ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHncop, kpaiHa

Clovis Oncology, Inc., CIIIA

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

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




Honatox 24
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 3A0pOB’ sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

VYkpaina, MK-3475-A86, Indopmairist Ta JOKyMEHT TIpo iH(GOPMOBaHY 3roty s mamieHTa, Bepcis 02 Bix
18 ciyas 2022 p. ykpaiHncbkoo MoBoK0; Ykpaina, MK-3475-A86, Iadopmariis Ta AOKYMEHT MpoO
iH(opMOBaHy 3roxy [uis namienta, Bepcis 02 Big 18 ciuns 2022 p. pociiicbKOI MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Bix 02.07.2021

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«Binkpure, pangomizoBane npociuikeHHs |l ¢a3u st BUBUEHHS (papMakOKIHETUKM Ta O€3Me4YHOCTI
nemMOpoti3ymMaldy Ui MiMIKIPHOTO BBEAEHHS MOPIBHAHO 3 MeMOpOJIi3yMadoM JUIsi BHYTPILIHBOBEHHOTO
BBEJICHHS, B KOMOIHaIlll 3 JBOXKOMIIOHEHTHOIO XIMIOTEpalni€lo mpenaparaMu MIaTUHU, B SIKOCTI MEPIIOi
JMiHIT Tepamii 7S YYaCHUKIB 3 METACTaTMYHUM IUIOCKOKIITMHHUM a00 HEMJIOCKOKIITUHHUM
HepiOHOKIMITHHHEM pakoM JereHiBy, MK-3475-A86, Bepcis 3 iHkopmopoBaHoro momnpaBkoro 01 Bix
26 tpasHs 2021 poky

3asBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoo BianoBiganbHICTIO «MCJ] Ykpaina»

CnoHcop, kpaina

«Mepk lapn ena Hoym Koprm.», nouipue mianpuemctso «Mepk enn Ko., [ak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 25
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

3miHa 3asBHMKa KiIiHIYHOro BHpoOyBaHHs 3 kommanii TOB «IIAPEKCEJI Vkpaina» Ha KoMmaHio
TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AU-YKPAIHA»

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1574 8ig 10.07.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBane mojBiiiHe crmine OararoneHtpoBe ¢asu |l kminiune pmocmimxenas HLX10
(pexoMOIHAHTHOTO T'yMaHI130BaHOI'O0 MOHOKJIOHaNIbHOrO aHTuTina A0 PD-1 (antu-PD-1) mns 1w exuiit) +
ximioTepanis (kapOoIulaTUH + 3B’sA3aHUN 3 a’dbOyMIHOBUMHM HaHOYACTHMHKaMM TMakiiTakcen (HaO-
MaKJITaKceN) ) y HOpPiBHAHHI 3 XIMioTepanielo (kapOomiaTuH + Hab-MakiiTakcen) B AKOCTI Teparii nepoi
JiHIT TpU MICIEBO-TIOMIKUPEHOMY a00 METACTaTUYHOMY IUIOCKOKJIITHHHOMY HEIpiOHOKIITHHHOMY paKy
nereni (HIKPJT)», HLX10-004-NSCLC303, Bepcis 4.0 Big 08 mumas 2020 poky

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTAJILHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaiHa

Shanghai Henlius Biotech, Inc., China / [Ilanxaii Xenmiyc baitorek, [ak., Kurtai

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTox 26

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

3amydeHHs JOAATKOBUX MICIIh MPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS:

No I1.1.B. BiAIIOBiaJILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS
1. I.M.H. ['omoBuenko O.1.

Meauunuii IEHTp TOBapHUCTBa 3 OOMEXKEHOI0 BiamoBifanbHicTIO «Xenc Kiiniky, Menuunumii
KJIIHIYHUM JOCTITHUIBKUIN LIEHTpP, BIAILI raCTPOEHTEPOJIOTii, renaTosorii Ta eHJOKPHUHOJIOT],
M. BigHumg

2. nikap IBanimun O.B.

JIbBiBChKA KJIIHIYHA JIIKApHS Ha 3aJi3HUYHOMY TpaHcnopTi ¢unii «LIeHTp 0XOpoHH 3A0pOB's»
AT «Yxpaiucbka 3ai3HuILY, BieHHs Teparii Nel, m. JIbBiB

3. J.M.H., po¢. Mocrogoii FO0.M.

[lpuBatHe Mane mignpUeMcTBO, MeawuHU neHTp «Ilymbc», TepameBTHYHE BiJIiICHHS,
M. BigHumg

Howmep Ta nara Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 475 Bin 13.03.2022

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[lopxgiifHe crine, paHIOMi30BaHe, MJIANe00-KOHTPOIbOBaHe aAocipkeHds ¢a3u Il 3 meToro BU3HAYEHHS
JI03M IIUISIXOM TOPIBHSIHHS Pi3HUX J03yBaHb npenapaty ZED1227 y kancynax i3 miane6o Juis JiKyBaHHS
HEaJKOroJIbHOI kupoBoi xBopoOu medinku (HAXKXII) 3i 3naunum ¢idopozom», CEC-11/NAS, Bepcis
1.0 Bix 11 >xoBTHA 2021 p.




2 MPOJOBKEHHS J10J1aTKa 26

3asiBHUK, KpaiHa ToBapuctBo 3 OOmexeHow BianmosimansricTio «KonTpakTHO-Jochmignunpka Opranizanis InHOodapm-
Ykpaina»

Cnoncop, kpaiHa Hp. @anbk @apma ['M6X, Himeyunna (Dr. Falk Pharma GmbH, Germany)

CynyTHi —

Mmarepianu/mpenapaTi

CYyNyTHBOI Tepanii

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




Honatox 27

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

[TomoBxkeHHS TepMiHY MPUAATHOCTI epuHaonpmwiI 10 Mr, TabIeTOK, BKPUTHX TUTIBKOBOKO OOOJIOHKOXO, 3
18 micsaniB 10 24 MicsaiB

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2814 Big 17.12.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«O1uiHKa KJIIHIYHOI eheKTUBHOCTI Ta Oe3neku nepunaonpuity 10 mr / iHpanaminy 2,5 Mr / amyonumniny 5
a60 10 mr / Giconposiony 5 Mr y koMOiHalii 3 ofHiel TaOIETKU Micisl 8 TUXKHIB JIKYBaHHS y MOPIBHSHHI 3
BIJIbHOIO KOMOiHalieto nepunaonpuiy 10 mr, inganamiay 2,5 Mr ta aMmiaoAuminy 5 abo 10 Mr y marieHris 3
HEKOHTPOJIbOBAHOKO €CEHIIAJIbHOI0 TinepTeH3icro. MibKHapoaHe, O0araTolleHTpPOBE, paHJAO0OMI30BaHE,
nojBiitHe cmime, 16-TwxkHeBe pocmikeHHs.», CL3-05179-002, ¢inanbna Bepcis 2.0 Big 5 KOBTHSA
2021 poky 3 IHTErpoBaHO CYTTEBOIO nonpaBkoro Nel Bij 5 sxoBTHs 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTIO «KIIP Ykpaina»

CrnoHcop, kpaiHa

[HcTuTyT MibkHapoaaux nociimkerb «KCEPB’€y (Institut de Recherches Internationales Servier (1.R.1.S.)),
Opanuis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTox 28

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

301TBIICHHS 3aTUIAHOBAHOI KUTBKOCTI JOCTIKYBAaHUX IS BKITFOUCHHS Y BUIIPOOYBaHHs B YKpaiHi 3 50 110
75 ocib

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, o/BiliHE ciine, M1aned0-KOHTPOIbOBaHE JOCIIKeHH a3y 3 npenapary Japoiyramij
B JIONOBHEHHS 10 aHAporenaenpusauiinoi repamnii (ALT) y nopiBHsHHI 3 mnaneoo mitoc AT y 4onoBikiB
13 MeTacTaTUYHUM TOPMOH-UYTJIMBUM pakoM mnepenMmixypoBoi 3anozu (MIYUPII3)», 21140, Bepcis Bia
24 Bepecns 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeskeHO0 BifnosinanbHicTIO «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHncop, kpaiHa

Bayer Consumer Care AG, IlIBeiinapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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




Honatox 29

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnenuii [Ipotokon kininiyHoro gociimkenus GB004-2101, penakuis 3.0, [Tonpaska 2.0, Big 15 rpyaus
2021 p.; CuHOICHC OHOBJIEHOTO MPOTOKONY KiiHiuHOTO nocmimkenHs GB004-2101, pemakmis 3.0,
[Tonpaska 2.0, Bixg 15 rpynus 2021 p., nepekiaj 3 aHTIiHCHKOT MOBH Ha YKpaiHCbKY MOBY Bif 28 ciuHs
2022 p.; Indopmaris ais mamienta ta popma iHhopmoBaHoi 3rou, octatouna penakimist 3.0 ais Ykpainu
Bix 04 ciyns 2022 p., ocTaTouHU NIEpeKiaj 3 aHTIIIHChKOI MOBH Ha YKpaiHChKY MOBY Bij 24 ciunsg 2022 p.,
OCTAaTOYHMI MEpEeKyIaa 3 aHTIHChKOI MOBH Ha POCiiichbKy MOBY Bif 24 ciuns 2022 p.; Jonmatok Nel, Bix
15 rpynus 2021 p., no bpourypu nns nocninnuka 3 npenapary GB004, penakuist 6

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«baratonieHTpoBe, paHioMi3oBaHe, MOABIMHO ciine, mianedo-KOHTposIboBaHe aAociuipkeHHs |l ga3u, sxe
MPOBOJUTHCA 3 MeToro ominku mpernapary GB004 mpu nikyBaHHI TOpOCTHX TMAIiEHTIB i3 JIETKUM i
CepeIHbOTSKKUM TepebiroM BHPA3KOBOTO KOMITY B akTHBHIM ¢opmi», GB004-2101, pemaxuis 2.0,
ITonpaska 1.0, Big 21 >xoBTHs 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC A-YKPATHA»

Cnoncop, kpaina

«dxubi 004 Takopmnopeiiren» [GB004, Inc.], CIITA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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




Honatox 30

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI Iadopmartist mpo mociimkeHHs Ta popma iHPOPMOBAHOI 3ro/H, JOKaIbHA Bepcis HoMmep 1.2 s Ykpaiau
MOTPaBKU YKpalHChbKOIO MOBOO, aTa Bepcii 02 motoro 2022 poky Ha ocHOBI Mactep Bepcii Homep | Bix 25 uepBHs
2021 poxy; Marepiasm Aisl Mali€HTIB, IO CTOCYIOTHCS AOMOMDKHOTO IHCTPYMEHTY I KIIHIYHOTO
nocmimkenns STABILIZE-CKD - mo6insHoro noaatky mia HazBoro Unify 2.0 Bepcis 1.0 Bix 20 rpyaus
2021 poky mns Ykpaiau ykpaincbkoro MoBoro; [Ipencrasmsiemo momarok Unify Bepceis 2.0 Bix mucromana
2021 poky ans YkpaiHM yKpaiHChKOIO MOBOM; Bam mocionuk 13 BukopucranHa Unify Bepcis 2.0 Bix
mucronana 2021 poky ans Ykpainu ykpaiHCbKor MOBO; Bukopucranus nonatka Unify mig yac Bamoro
nociimpkenns Bepeis 2.0.1 Bix 25 nuctonaga 2021 poky ans YkpaiHU yKpaiHCBKOIO MOBOIO; 3alydeHHs
JIOJJAaTKOBOTO MiCLisl IPOBEICHHsI BUIIPOOYBaHHS:

No I1.1.B. BiAIOBIAILHOTO HOCIITHUKA

n/n Hazpa micuis mpoBe/ieHHs KJIIHIYHOTO BUITPOOYBAaHHS

1. k.M.H. O6eptunceka O.T'.
Menuunuii nentp ToBapucTBa 3 0OOMekeHOIO BiamoBifanbHicTIO «Xenc Kiiniky, Bigmin
Kap/110JI0T1i Ta PeBMATOJIOT1] MEAMYHOTO KJIIHIYHOTO JTOCJIITHUIIBKOTO IIEHTPY, M. BiHHUIISA

Howmep Ta nara Hakasy Ne 2426 Big 05.11.2021
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS




2 poAOBKEHHS 1ojaTka 30

Ha3ga xiiHiuHOTO «MixHapoHe, paHI0Mi30BaHe, MO/BiiHe ciline, miane6o-KOHTPoIboBaHe AociikeHHss Pa3u 3 3 MeToro

BUIPOOYBaHHS, KO/, OIIHKH BIUIMBY IUKJIOCHJIIKATY ITUPKOHIIO HATPil0 Ha MPOTPECY0Uy XPOHIYHY HUPKOBY HEIAOCTATHICTH

Bepcis Ta gata (XHH) y yyacuaukiB 3 XHH Ta rinepkamieMi€eto abo i3 pu3ukom rinepkaiiemii», D9488C00001, sepcis 1.0
Bix 24 uepBHs 2021 poky

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPATHA»

CroHcop, kpaiHna AstraZeneca, AB, Sweden

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

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




HomnaTtox 31

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s

VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPUKCHHS CYTTEBUX IOTPABOK 10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 370pOB’ sl YKpaiHu

Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

BKJTIOYECHHS JOAATKOBUX MICIIh MPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS:

No I1.1.B. BiAIIOBiaJILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS
1. K.M.H. ['epacumenko O.M.
MenuyHuii LEHTp TOBapUCTBA 3 OOMEXKEHOI BIAMOBIJAIBHICTIO «MeIUYHUN IEHTp
«Koncuniym Menikain, cTaliioHapHe BIIIIJIEHHS 3 TACTPOECHTEPOJIOTTYHUMH nasiatamu, M. Kuis
2. I.M.H., mpo¢. CraniciaBuyk M.A.

KomyHnaneHe HexkomepuiiiHe mianpueMcTBo «BiHHMIIBKA o6nacHa KIIIHIYHA JIIKapHA
iMm. M.L. IluporoBa Binaumbkoi oOmacHoi pagu», oOJacHH creniadi3oBaHUN KIHIYHUN
racTpOCHTEPOJIOTIYHUM  1IeHTp, DBIiHHMIBKUI  HaAllOHANBHUN  MEIUYHUN  YHIBEPCHUTET
iMm. M.I. TTuporoBa, kadenpa BHyTpimiHb0i MeauuuHu Nel, M. BinHums

Howmep Ta nata Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1849 Bin 11.08.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonientpoBe, Binkpure, Ilomosxkene Hocmimxenus Il ®asm gns Ominku  JloBrorpusanoi
EdextuBHocti Ta besneunocrti 3actocyBaHHs Mipikisymaby y IlamientiB i3 XBopoGorwo Kponay,

16T-MC-AMAX, 3 inkopriopoBaHoto monpaskoro (2) Bix 01 mumas 2021 poky

3asBHUK, KpaiHa

«Eni Jlinm Bocrox CAy, llIBeitmapis




2

MPOJOBKEHH 1ojaTka 31

Cnoncop, kpaiHa

Emi Jlinmni enn Komnani, CIHA / Eli Lilly and Company, USA

CynyTHi
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHHUX



Honatox 32

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 3A0pOB’ sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

Omnosnena Indopmartist s 6atekiB 1 Gpopma iHGOpMOBaHOT 3roIM HA YYaCTh Y KITHIYHOMY JOCHIKSHHI
uist YKpaiHu yKpaiHChKOIO Ta pociiicbkoro MoBamu, Bepcis 3.0. Big 25 ciuns 2022 p. Ha ocHOBI hopmu
iH(popmoBanoi 3roam ais CIIIA, 3atBepmxenoi Bepcii Bix 09 munast 2021 p.

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2616 Big 24.11.2021

Hassa xii"igHOTO

«Binkpure OaraTOLEHTPOBE AOCTIIKEHHS 3 OLIHKM O€3MeKH, MEepeHOCHUMOCTI, (papMaKOKIHETUKH Ta

BUIIPOOYBaHHSA, KO/, (dapMakoMHAMIKM ~ BHYTPIIIHBOBEHHOI KapOOKCHMManbTO3M 3aiiza y HemoBmar (0-1 pik) i3
BepcCis Ta Jata 3amizoaedinuTHorO aHeMieto», 1VIT19046, nonpaska 3 ocrarouna Bepcis: Bia 14 kBitHsa 2021
3asBHUK, KpaiHa TOB «KIIP Ykpaina»
CnoHcop, kpaiHa «AmepikeH PipkenT, [Hk» (American Regent, Inc.), USA
CynytHi —
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii
B.o. renepasibHoro aupexkropa /lupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA Isan 3A/IBOPHHUX




HonaTtox 33
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 370pOB’ sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

Inentudikaris cyrreBoi
MIOTIPaBKH

3pazok Oporrypu uisi Habopy mamieHTiB 3a mpoTtokoioM VIB7734.P2.S1, Bepcis 2, ansa Ykpainw,
ykpaincskoro MoBoro (VIB7734.P2.S1_Recruitment Brochure_V2_Ukrainian-UA); 3pa3ok Oporrypu st
Habopy marieHTiB 3a mpoTokoigom VIB7734.P2.S1, Bepcis 2, mna YKpaiHu, POCIHCHKOI MOBOIO
(VIB7734.P2.S1_Recruitment Brochure_V2_Russian-UA); 3pa3ok iucTiBKHA UIsi HAOOpy MaIli€HTIiB 3a
nporokosiom VIB7734.P2.S1, Bepcis 1, mis Ykpaiuu, ykpaincbkoro MoBoro VIB7734.P2.S1_Recruitment
Flyer_V1_Ukrainian-UA); 3pa3ok nucTiBKu Ui HA0Opy mailieHTiB 3a mporokosiom VIB7734.P2.S1, Bepcist
1, s Ykpainu, pociiicekoro moBoro (VIB7734.P2.S1_Recruitment Flyer_V1_Russian-UA); 3pa3ok
Ilakara Juisi Habopy mnaiieHTiB 3a npotokoioM VIB7734.P2.S1, Bepcis 1, ans YkpaiHu, yKpaiHCHKOIO
moBomo (VIB7734.P2.S1_Recruitment Poster_V1_Ukrainian-UA); 3pa3ok 1uiakaTa Juis Habopy THali€HTiB
3a mporokonoM VIB7734.P2.S1, Bepcist 1, mis Ykpainu, pociiicbkoro Mmoot (VIB7734.P2.S1_Recruitment
Poster_V1_ Russian-UA); 3pa3ok mociOHMKa 3 TIpoBeACHHS Bi3uTiB Aociimkenns VIB7734.P2.S1_ Bepcis
1, mis Ykpainu, ykpaincekoro Moot (VIB7734.P2.S1_Study Visit Guide_V1_Ukrainian-UA); 3pa3ok
nociOHMKa 3 mpoBeneHHs Bi3uTiB mociikenHs VIB7734.P2.S1  mepcis 1, mis Ykpainu, pociiChbKOO
moBoro (VIB7734.P2.S1_Study Visit Guide_V1_Russian-UA); 3pa3ok JrcTa JIiKapio Mpo HalpaBICHHS
naiieHTiB 3a nporokosom VIB7734.P2.S1 Bepcis 1, aHrmiiicbKOI0 MOBOIO; 3pa30K JIMCTa JIKApIO PO
HarpaBJIeHHs MalieHTiB 3a npotokoioM VIB7734.P2.S1 Bepcis 1, ykpaiHCbKOIO MOBOIO

Howmep Ta nara Hakazy
MO3 om0 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1722 Big 11.08.2021




2 MPOJAOBKEHHS 1ojaTka 33

Ha3ga xiiHiuHOTO «PannomizoBaHe mo/BiiiHe cliine m1aned0-KOHTPOIbOBAaHE AOCHIHKEHHS (pa3u 2 171l OLiHKH €PeKTUBHOCTI

BUIPOOYBaHHS, KO/, Ta OesrneyHocTi mpernapaty VIB7734 npu jiKkyBaHHI aKTMBHOTO CHCTEMHOTO UYE€PBOHOTO BOBYAKa Bi

Bepcis Ta Jara MOMIPHOTO JI0 TsDKKOTO cTynens», VIB7734.P2.S1, Bepcis 1.0 Bix 21 rpyans 2020 poky

3asBHUK, KpaiHa TomapuctBo 3 OOmexeHoro BiamoimanbHicTio «KOHTpakTHO-IOCTIAHHMIIBKA opraHizaiis [HHODapMm-
Ykpaina»

Cnoncop, kpaina «Biema bio, Ink.», CIIIA / Viela Bio, Inc., USA

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

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




Honatox 34

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s

VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX

BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,

BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu

Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

3MiHa Ha3BU MicCIis IPOBEIECHHSI KJIIHIYHOTO BHIIPOO

BaHHS .

byno

Crano

I.M.H., ipod., bonaapenko [ M.

Komynanehuit 3aknan «MicbKka KIIiHIYHA JIKapHS
Nedy JIHIMPOBCHKOT MICBKOI pajad, BiIIIJICHHS
ximioTeparnii, JepxaBHMi 3aKJIaza
«/IHinmponeTpoBchka MEIUYHA akazieMist
MiHicTepcTBa OXOpPOHH 3/0pOB’sl  YKpaiHn»,
kadeapa OHKOJOTII 1 MEAMYHOI PadioJIorii,
M. /THinpo

I.M.H., ipod., bBormapenko .M.

KomyHaneHe  HekoMepuiiiHe  HIANPHEMCTBO
«Micpka xmiHiuyHa JikapHa Nedy JIHIMPOBCHKOi
MICBKOI paju, XiMiOTepaneBTUYHE BIIUICHHS 3
JIEHHUM cTalioHapoM, JIHIMPOBCHKUH e KaBHUM
MEIWYHUNA YHIBEPCHUTET, KadelIpa OHKOJOIil Ta
MeIUYHOI pajioorii, M. JIHimpo

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2006 Big 02.10.2019

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, Binkpute nociuimkeHHs Il dazu nembOponizymadby (MK-3475) y mnoenHanHi 3
nenBatuHiOOM (E7080 / MK-7902) y mopiBHSHHI 3 XiMIOTepami€ro Nepmioi JiHii JIKyBaHHS MpH
PO3MOBCIO/DKEHIM  a00 peHuANBYIOYi  KaplUHOMI

eagometpiss  (LEAP-001)», MK-7902-001,

iHKOpriopoBaHoo nonpaskoro 05 Bix 17 6epesns 2021 poky

3

3asBHUK, KpaiHa

ToBapucTBO 3 06MexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»
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CrnoHcop, kpaiHa «Mepk Hlapn Eng Hoym Kopm.», nouipae minnpuemcrBo «Mepk Ena Ko., Tnk.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

MaTepianu/mpenaparu

CYNYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3NeYeHHs Isan 3A/IBOPHHUX




HonaTok 35
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU 710 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

3anmydeHHs JOJaTKOBOTO MapkyBaHHs Uit JlaHigiOpanopy (Lanifibranor) 400 mr abo BigmoBigHOTO
wiane6o Bim 14 kBiTHS 2021 poky yKpaiHCHKOI MOBOIO; 3allydeHHs JOJAaTKOBOTO MapKyBaHHS st
Jlanii6panopy (Lanifibranor) 400 mr a6o BignosigHoro miane6o Big 01 BepecHs 2021 poxy yKpaiHCHKOO
MOBOIO

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2426 Bin 05.11.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannoMizoBaHe mOJBiiiHE ciine MIaneb0-KOHTPOIbOBaHE OaraToLEHTPOBE AOCHIKEHHS (a3u 3 s
OLIIHKM TpUBaJoi epeKTUBHOCTI Ta Oe3MeyHOoCTI JaHipiOpaHopy B TOPOCIHX HAIIEHTIB 3 HELUPOTUYHUM
HeaskoronbHuM creatorenarutoM (HACT') Ta ¢ibposom neuinku crazii 2 (F2) / 3 (F3)», 337HNAS20011,
Bepcis 1.1 Bix 01 nunast 2021 poky

3asiBHUK, KpaiHa

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

«PAPMACBIOTIKAJI PICEPY

CnoHcop, kpaiHa

Inventiva S.A., ®panuis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatox 36

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

BKJTIOYEHHS JOAATKOBOTO MICIsl MPOBEACHHS KIIIHIYHOTO BUIPOOYBaHHS

No I1.1.B. BiAIIOBiaJILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS
1. I.M.H., ipod. Jdynaiverko O.C.

Jlep>xaBHa ycTtaHoBa «IHCTMTYT 3aranbHOI Ta HeBiAKIagHOI Xipyprii imeni B.T. 3aiinesa
HamionanpHoi akajgemii MEIUYHHMX HayK YKpaiHU», BIIIUIEHHS XIPYpriuHuUX I1HGEKUid Ta
YCKJIQJIHEHO1 OHKOJIOT1YHO1 MaToJIOTil Ha 25 J’KOK 3 NaaTOI IHTEHCUBHOI Teparlii Ha 6 JIKOK,
XapkiBcbka MeIWYHa aKaJeMis MICIAIUIUIOMHOI OCBITH, Kadelapa OHKOJIOrl Ta IUTAYOL
OHKOJIOT1i, M. XapKiB

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2672 Bix 01.12.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«MixHapoaHe OaraTOlEHTPOBE BIJIKPUTE DPAHJIOMI30BaHE JOCHIDKEHHS y TPhOX IpymHax sl OLIHKH
e(eKTHUBHOCTI Ta 0€3MeYHOCTI HAHOCOMHOI JIIMIAHOT CycleH3ii JloleTaKceny y MOpiBHAHHI 3 Taxotere®
(morerakceny KOHIEHTpAT JUIsl 1H €KIINA) y TAIll€HTIB 3 TPUYl HETaTUBHUM PAKOM MOJIOYHOI 3aJI03H 3
MICIIEBO PO3MOBCIO/KEHUM a00 METacTaTHYHUM PAaKOM MOJIOYHOI 3aJ03U MICJs HEeBJaul MOoINepeaHbOi
ximiotepanii», 0063-17, Bepcis 1.0 Big 23 uepsHs 2021

3asBHUK, KpaiHa

TOB «Kpomochapma Ykpaina»




2
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Cnoncop, kpaiHa

Jina Pharmaceuticals Inc. (/)xuna ®apmacerotukans Iuk.), CILIA

CynyTHi
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHHUX



Honmarok 37

110 Haka3y MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «I[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU J0 fojaTka Ne 7 1o Haka3y
MinicTepcTBa OXOpOHH 370POB’sl YKpaiHu
BiJ 26 ciunsg 2022 poxy Ne 165»

26.03.2022 Ne 531

Inentudikariis cyrreBoi
MIOTIPaBKH

3amydeHHs JOJATKOBOTO MICLs TPOBEAEHHS KIIHIYHOTO BUIPOOYBaHHS:

No I1.1.B. BiAIIOBITAILHOTO AOCIITHUKA
/o Hazpa micuis mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS
1. nikap bpunyn C.C.

Bigninenns ToBapuctBa 3 00MEXEHOI BIAMOBIAAIBHICTIO «Menuunuii nieHtp «JoOpoOyT-
[Monikminikay «JliKyBanbHO-IarHOCTUYHUNA LEHTp «JoOpoOyT», OHKOJIOTIYHE BiIIUIEHHS
cTarioHapy 3 6;10kom ximiorepanii, M. Kuis

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2237 Big 18.10.2021

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PannomizoBane, BiikpuTe, 6araToueHTpose fociikeHHs ¢as3u 1 3 oninku eekTHBHOCTI Ta 6€31MeYHOCTI
aJ’FOBaHTHOI Teparii TipeAeCTpPaHTOM IMOPIBHAHO 3 aJ FOBAHTHOIO CHIOKPUHHOIO MOHOTEpAIi€o 3a
BUOOPOM JliKapsi B MAI€HTIB 3 €CTPOTreH-pelenTop-no3uTuBHUM, HERZ2-HeraTuBHUM pakoM MOJIOUHOL
3aj1031 Ha paHHil craniin, GO42784, Bepcis 2 Bix 30 uepBHs 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHow BiamosinanbHicTIo «KOHTpakTHO-AOCHIAHMIBKA opraHizauis [HHO®DapMm-
Ykpaina»
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Crnoncop, kpaina ®. Xoddpmanu-JIs Pomr JIta, [seiinapis (F. Hoffman-La Roche Ltd., Switzerland)

CynyTHi —
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

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




JonaTtox 38
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnena 6porrypa gociinnuka 3 npenapaty [Tonatysyma6 Benotun (RO5541077), Bepceis 13 Bia :KOBTHS
2021 poky; KopoTkuii orsig pe3yabTariB KIIHIYHOTO AOCHIHKEeHHS Bix rpyaas 2021 poxky aHTIIHCEKOIO
MoBO; KopoTkuii orysii pe3ynbTaTiB KIIHIYHOTO TOCHiKeHHS Bif rpyaHs 2021 poky aHTIiHCBKOIO
MmoBoro. [Tepeknan Ha ykpainceky MOBY aiist Ykpaiau Bix 19 ciuns 2022 poky; KopoTkuii ormsi pe3ynbTartis
KIIIHIYHOTO JociimxeHHs Bif rpynns 2021 poky aHrmiiicbkoro MoBoro. Ilepeknan Ha pociiicbKy MOBY st
VYxpainu Big 19 ciunsg 2022 poky

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1055 Big 04.06.2018

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararonieHTpoBe, paHI0Mi30BaHe, MOABIHHO clIine, Tuanedo-KouTposiboBane aociimkers 11 ¢azu mis
NOpIBHSAHHS e(QeKTHUBHOCTI Ta Oe3nevyHocTi mnpemnapary Ilonmary3yma® BenoTtuH y KoMOiHamii 3
Putykcumabom ta CHP (R-CHP) i Purykcumabom ta CHOP (R-CHOP) y marmientiB i3 audy3Hor
KPYIMHOKJIITUHHOIO B-KiiTHHHOIO J1iM(OMOIO, K1 paHillle He OTpUMYBalM JikyBaHHsI», GO39942, Bepcis
7 Bin 18 rpyans 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MeKEHOI0 BifnoBinanbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

Crnoncop, kpaiHa

@. Xopdpmanu-JIa Pomr JIta., [F. Hoffmann-La Roche Ltd], IBeiinapis

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




HonaTox 39

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 Ne 531

Inentudikaris cyrreBoi
MIOTIPaBKH

Jocbe mocmimKyBaHOTO JiKapchkoro 3aco0y (miMaBaHcepuH), Bepcis 11 Bim muctomaga 2021 poky,
AHTITIMCHKOI0 MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1960 Bix 29.10.2018

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«®Paza 3b GaraToneHTPOBOro, paHJAOMI30BAHOTO, TMOABIHHO CIIMOTO, Iane00-KOHTPOIHLOBAHOTO
JIOCIIJKEHHS 1010 OLIIHKM Oe3mneKu JiKyBaHHs [liMaBaHCepUHOM y I0pOCIUX Ta JII0JIeH MOXHUIIOTO BIKY 3
HEHpONICUXIaTPUYHIMH CHUMIITOMAMH, TIOB'S3aHUMH 13 HEHPOJETCHEPATUBHUM  3aXBOPIOBAHHIMY,
ACP-103-046, 3 iHKOpHIOPOBaHOIO MONpaBKoo 6, pinaabHa Bepcis 1.0 Bix 23 nunus 2019 p.

3asBHUK, KpaiHa

TOB «BOPJIIBAIJI KJITHIKAJI TPAIJIC YKP»

Cnoncop, kpaiHa

«AKAJITA ®apmackiotikans Iak., CIITA»(ACADIA Pharmaceuticals Inc., USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honarox 40

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 Ne 531

Inentudikaris cyrreBoi
MIOTIPaBKH

3MiHa Miclisl IPOBEACHHS BUPOOYBaHHS
byno Crano

nikap byna JI.C. nikap byna JI.C.

Mennunuit  uentp TOB  «Jlecna» JITH, | Meauunuii 1EeHTp TOBapuUCTBa 3 OOMEKEHOIO
BIIIIJICHHS KJIIHIYHKUX JOCIIDKEHB, M. TepHoniib | BianosinansHicTIO «KiiHika mpodecopa C. Xmis
y Tepnormomi», M. TepHOIiIH

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Neo 545 Big 19.05.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, Mo/BilHE ciine, miIanedo-KOHTPOIbOBAHE JOCITIKEHHS A OIIHKK il OeMmenoiaHol
kucinotu (ETC-1002) Ha mosiBY TSKKHX CEPIIEBO-CYAMHHUX SIBHII y TALI€HTIB i3 CEPIIEBO-CYAHMHHOIO
XBOPOOOIO 200 3 BUCOKUM PU3MKOM ii BUHUKHEHHS, SIKI HE MIEPEHOCSTh JiKyBaHHS cTaTuHamu», 1002-043,
3 IHKOPIOpOBaHOO nonpaskoto S Big 24 BepecHs 2020 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EeMHOIO 1HBECTHUIIIEIO «AVIK'TOBIA PJIC Ykpaina»

CnoHcop, kpaina

«Ecnepion Tepan’totike, [nk» (Esperion Therapeutics, Inc.), CILIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




HonaTox 41

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 370pOB’ sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»

26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

amyuenns «BKIT ®@pankdpyptr I'M6X» (WCG Frankfurt GmbH), HiMeyunHa, 1jis BUKOHAHHS TEBHHUX
000B’s13KIB, OB’ A3aHUX 13 IPOBEICHHSAM KJIIHIYHOTO BUMIPOOYBaHHS; JloCche TOCIIIKYBaHOTO JIIKAPCHKOTO
3aco0y INCB086550, Bepcist 3.0 Bix 20 ciuns 2022 poky, aHTIIHACHKOI MOBOIO; [1o0BXKEHHS TepMiHY
npuaatHocti JJI3 INCB086550 no 30 micsiiB

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2243 817 05.10.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Jocnimxenna ¢asu 2 3acrocyBanHs npenapaty INCBO086550 (inriditropa PD-L1 ans mepopanbHOro
pUIioMy) B YYaCHMKIB JOCIHIJKEHHS 13 BUOPAaHUMHU COJIIIHUMH MyXJIMHAMM, 110 paHille HE OTPUMYBAIH
JIKyBaHHS 1HTI0ITOpaMH IMyHHUX KOHTpoJbHUX To4ok», INCB 86550-203, Bepcis 2 3 iHKOPIOPOBAaHOIO
nonpaBkoto 1 Bix 08 6epe3ns 2021 poky

3asiBHUK, KpaiHa

Iignpuemctio 3 100% inosemuom0 inBecTHIie0 «AMK’ IOBIA PJIC Ykpaina»

Cnoncop, kpaina

Incyte Corporation, United States

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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




Honatox 42
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

OnoBneHnii MpoTokon KiiHigHOTo BUnpoOyBanus D5086C00001, Bepcist 3.0 Bix 14 rpymas 2021 poky,
aHTNiiceKOoI0 MOBOIO; bpotrypa gociianuka Savolitinib, Bunanus 8.0 Big 30 nunusa 2021 p., aHraiicbKor0
MoBo10; bpomrypa gocnigauka Durvalumab (MEDI4736), Bunansst 17 Big 18 sxoBTHs 2021 p., aHTITIHCHKOO
MOBOIO; [locke mocmikyBaHoro Jikapebkoro 3acody MEDI4736 (Durvalumab): po3nin «Quality/ SIkicTb»,
BumaHHs Big depBHsA 2021 p., aHrmiiicekoro MoBoro; KepiBHMITBO momo Momudikarii J103yBaHHS Ta
KoHTpouo TokenuHocTi (TMGQG) nns agypBanymaboM y SIKOCTI MOHOTepartii, 1ypBaaymMadoMm B KOMOiHaIlil 3
IHIIMMU TIpernapaTaMd ad0 MOHOTEpAIli€l TpeMmeaiMymMaOoM, JO0AATOK 10 MPOTOKOJY BiJ 28 >KOBTHS
2021 p., aarmificekoro MoBor0; OcHoBHa Bepcist 2.0 Big 29 rpynus 2021 p. Indopmariiinoro nuctka ta
dopmu iH(HOPMOBAHOT 3roIU JUIsL JOPOCIUX YYACHHUKIB JTOCTIKEHHS Uil YKpaiHU aHTJIiHCHKOI0 MOBOIO;
OcnosHna Bepcis 2.0 Big 29 rpyans 2021 p. IndopmaniiiHoro auctka ta Gopmu iHGOPMOBaHOT 3roAU A
JIOPOCIIMX YYaCHUKIB JTOCIIKEHHS U1 Y KpaiHU aHTJIHCHKOI0 MOBOIO, MEPEKIIaIEHO Ha YKPaiHCbKY MOBY
st Ykpainn 14 ciuas 2022 p.; Indopmaniitnuii nucroxk Ta Qopma iHPOpMOBaHOI 3roau s
HEOOOB I3KOBOT0 T€HETUYHOI0 TOCIIIKEHH 17151 YKpainu, Bepcid 2.0 Bia 28 rpyaus 2021 p., aHTmiiicbKko0
MOBOI0; [H(opmariiiauii nuctok Ta Gopma 1HGOPMOBAHOI 3roau i HEOOOB’SI3KOBOTO T€HETHYHOTO
JOCHIJKeHHs Uit Ykpainu, Bepcis 2.0 Bix 28 rpyans 2021 p., nmepekiageHo yKpaiHChbKOI MOBOIO JUIS
Vkpainu Bix 20 ciyns 2022 p.; OcHoBHa Bepcis [HpopmariiiHoro nuctka ta Gopmu 3rou Ha y4yacTb y
4acTUHI | CKPUHIHTY JUIS IOPOCIUX YYaCHUKIB JOCHIDKEHHS, U1 YKpainu, Bepcis Ne 2.0 Big 28 rpyans
2021 p., anrmiiicekoro MoBor0; OcHoBHa Bepcis [HdopMmariiiHoro aucrTka Ta GopMH 3roJu Ha y4acTh y
qacTUHI | CKPUHIHTY JUIS IOPOCIUX YYaCHUKIB JOCIIIKEHH, A YKpainu, Bepcist Ne 2.0 Big 28 rpynHs
2021 p., aHTT1HCHKOI0 MOBOIO, EPEKIIAIEHO YKPaiHCHKOK MOBOIO Juisl YKpainu Bif 21 ciuns 2022 p.;
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D5086C00001 SAMETA Jluct no mnamienrta, Bepcis 1.0 mns Ykpainm Big 13 Bepecus 2021 poky
yKpaincbkoro MoBoro; D5086C00001 SAMETA Jluct go mikaps 3arajibHOi mpakTuku, Bepcis 1.0 mis
VYkpainu Big 13 Bepecus 2021 poky, ykpaincekor MoBor; D5086C00001 SAMETA IlociGHuk i3
nocimipkenHs, Bepcis 1.0 mna  Ykpainm Big 14 Bepechs 2021 poky, YKpaiHCBKOIO MOBOIO;
D5086C00001 SAMETA Bineo misa mauientis, Bepcis 2.0 ans Ykpainu Bix 24 nuctonana 2021 poky
YKPaTHCHKOK MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2147 Big 04.10.2021

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«Bigkpure, panaoMizoBaHe, B TPhOX HapalelbHUX Ipynax OararoueHTtpoBe pociimkenns Il ¢asu mpu
BukopuctanHi CaBoumiTiHiOy 3 JlypBamymabom y mopiBHAHHI 3 BuKopuctanHsMm CyHITHHIOY Ta
HypBanymaly y sikocTi MoHoTepamii y mauieHTiB 3 MET-mo3utuBHOIO, HEepe3eKTabenbHO0, JIOKaIbHO
NPEJCTaBICHOI0 a00 3 METAaCTaTUYHOIO MANUIAPHOI0 KIITHHHOIO KapuuHoMmoro Hupku (SAMETA)»,
D5086C00001, Bepcis 1.0 Bix 26 mororo 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHO0 BifnosinanbHicTIO «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT YKPATHA»

Cnoncop, kpaiHa

AstraZeneca AB / Actpa3eneka Ab, [lIBernis

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

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




Honatox 43

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEP/IKCHHS CYTTEBHX IOTIPABOK J10
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHsI 3MiHU JI0 fonaTka Ne 7 1o Hakazy
MinicTepcTBa OXOpPOHU 310pOB’° sl YKpaiHu
Bix 26 ciung 2022 poky Ne 165»
26.03.2022 Ne 531

InenTHudikarist cyTTeBOI
HONPaBKU

OHOBNIEHHI TPOTOKOJ KIIIHIYHOTO BUNpoOyBaHHA, Bepcis 7 Bim 16 rpymaus 2021 p.; Onosnena ®@opma
iHdopmoBanoi 3roau Bepcis 4.0 ans Ykpainu ykpaiHChKOIO Ta POCiiChKOI0 MoBaMu Bia 12 ciuns 2022 p.
Ha ocHoBi MonmensHOI hopmu iHGOpMOBaHOi 3roau s gociimkeHHs BO40336 Bepcis 5 Bing 16 rpyans
2021 p.

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1962 Bi7 29.10.2018

HazBa kiniHiyHOTO
BUIIPOOYBaHHS, KO/,

Bepcis Ta JaTa y HAIi€HTIB 3 HEJAPIOHOKIITUHHUM pakoM JiereHb crafii I1B (myximuu > 4 cm) - [HIA, 1o3uTHBHUM 1110710
KIHa3W aHaIulacTU4HOI JIMQOMH, 3 MOBHOI pe3ekiiero nyxiauHu», BO40336, Bepcis 6 Bix 10 Oepe3ns
2021p.

«Binkpute, pannomizoBane gocuipkeHHs |l dasu 1t oniHky eeKTUBHOCTI Ta Oe3neku aleKTHHIOy B
AKOCTI a/1'FOBaHTHOI Teparii B OPIBHSHHI 3 a/1'FOBAaHTHOIO XIMI10TEpaIli€lo NpernaparaMy Ha OCHOBI TUIATUHU

3asBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiAMOBIAAIBHICTIO «Pom Ykpainay

CnoHcop, kpaina

®.Xopdmann-JIs Pour JIta, [lseiinapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




