Hoparok 1
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

TorioBHeHHS 10 po3ziny JJoChbe AOC/iZPKYBAaHOTO JIiKapchKoro 3acody 3.2. «[aHi 1o skocTi», Bepcis 2.0
Bif 18 mucromaza 2021, anHrmitickkoro MoBoro; OHOBieHa Bepcisi Bpouiypu pocnigHuka, Bepcisi 7.0 Bif
11 nucronazaa 2021, aHT/iKCbKOKO MOBOIO

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

Ne 1012 Big 24.05.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

foresiGHt: bararoijeHTpoBe, paH/JOMi30BaHe, 3 TiapajielbHUMHU TpyIamu, I/1aleb0-KOHTPO/IbOBaHe
(mozBiliHe cjrime) Ta aKTMBHO-KOHTPOJIbOBaHe (BifKpUTE) [AOC/imKeHHS e(heKTUBHOCTI Ta Oe3rneku
IIIOTH)KHEBOT'O 3aCTOCYBaHHsI JIOHANercOMaTpoIliHa B TMOPIBHSAHHI 3 Tialebo, a TaKoXX B TMOPIBHSHHI 3
COMaTOTPOIIHOM LIOZIEHHOT'0 3aCTOCYBaHHS y A0POC/IuX 3 Aedinurom ropmony pocty., TCH-306, Bepcis
riporokoJy 2.0, Big 06 ceprias 2020

3asBHUK, KpaiHa

Axkuesisciop3s JIta., YropiuyHa

CnoHcop, KpaiHa

Acuenzic ®apma Enpokpinonomxku [iBixka A/C, danis (Ascendis Pharma Endocrinology Division A/S,
Denmark)

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

Inentudikariis cyrreBoi
TIOTIPaBKU

OnHoBnennidi Mogyne 2 [0ChE  [OCTiKYBaHOTO JliKapchkoro 3acoby Ralmitaront R0O6889450
(Ralmitaront, Ro 688-9450/F09, Film-Coated Tablet, 150 mg; Ralmitaront, Ro 688-9450/F14, Film-
Coated Tablet, 150 mg; Ralmitaront, Ro 688-9450/F10, Film-Coated Tablet, 45 mg; Ralmitaront, Ro 688-
9450/F15, Film-Coated Tablet, 45 mg; Ralmitaront, Ro 688-9450/F12, Film-Coated Tablet, 150 mg
Placebo; Ralmitaront, Ro 688-9450/F11, Film-Coated Tablet, 45 mg Placebo; Risperidone, Ro 115-
4427/F02, Hard Capsule, 2 mg; Risperidone, Ro 115-4427/F05, Hard Capsule, 2 mg; Risperidone, Ro
115-4427/F04, Hard Capsule, 2 mg Placebo) Bepcis Big rpyans 2021 p., aHrilicbKo0 MOBOIO; BHeceHHs
JIOIaTKOBOI HAa3BM [IOCJIi/PKyBaHOTO JiiKapchkoro 3aco0y: Ro 688-9450/F14 (RO688-9450-F14),
Tab/IeTKH, BKPUTI TUTIBKOBOK 000/10HKOIO M0 150 Mr Nel8 y muismmgi; 150 mr (mimirpamiB); BHeceHHs
JIOIaTKOBOI HAa3BM [IOCJIi/PKyBaHOTO JiiKapchkoro 3aco0y: Ro 688-9450/F15 (RO688-9450-F15),
Tab/IeTKK, BKPUTI TTIBKOBOIO 000/10HKOFO 110 45 Mr Nel8 y muisimngi; 45 mr (Misirpamis)

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpoBe, paHJOMi30BaHe, TOZBilHe Ciille, y Tapajie/lbHUX TPYyIax, miareb0-KOHTPOJIbOBaHe
pocmimkerHs ¢asu 11 asis oriHku eekTMBHOCTI Ta Ge3meyHocTi npernapaty RO6889450 (PanmitapoHT) y
MOpiBHSHHI 3 Twlanebo y maijieHTiB i3 mm3odpeHiero abo 3 mmM30aQeKTUBHUM pO3/1aZioM Y CTafil
3aroctpeHHs», BP41743, Bepcis 5 Big 06 xoBTHs 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHow BianorizanpHicTio «KoHTpakTHO-[ocrigHumnpka Opranizanis IHHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

@. Xopdmann-JIs Pou JIty, Iseiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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InenTudikariist cyrreBoi
TIOTIPaBKU

3ajlyueHHs1 JOZATKOBOTO BHpPOOHMKa mpernapaty mopiBHsHHA Cisplatin Accord 100 ml, 1 mg/ml,
KOHL|eHTpaT A/ po3uuHy Ajs iHdysik, 1 mr/ma, no 100 ma y ¢akoni, mo 1 ¢iakoHy y KapTOHHIN
KopoOrii: «Intas Pharma Ltd (SEZ)», India

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

Ne 1360 Biz 10.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

LIBRETTO-431: bararoieHTpoBe, paHJoMi3oBaHe, Bigkpute gociimpkeHHs 111 da3u nopiBHIHHS Tepartii
niperiapatoM CenmepkaTiHiO 3 Tepari€lo TperapataMd Ha OCHOBi TOXiZHUX TIJIATUHU B TIOEJHAHHI 3
nemMeTpekcejoM B abo 6e3 KombiHallii 3 puiioMoM TieMOpoJti3ymaba B SIKOCTi MepIoi JIiHii JIiKyBaHHS
TMOLITMPEHOTO YK MeTacTa3yruoro HeApiOHOKTITUHHOTO paKy JiereHi 3 HasBHiCTIO TibpuaHoro reHa RET,
J2G-MC-JZJC, Bepcis 3 iHKopriopoBaHoto nornpaBkoto (d) Big 18 nuctonazga 2020 poky

3asBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IIBeliapis

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHe [I0ChE Ha AOC/IKyBaHUM nikapchbkuit 3aci6 (IMPD) BTO051, karicynu, 200 mr, Bepcis 02 Bix
rpyans 2021 p., aHrfilicbkoro MOBOIO; [10[j0B)KeHHsI TepMiHYy TIPUJATHOCTI JOC/iPKYBaHOTO JIiIKapChbKOTO
3acoby BT051 Ta BisnmosigHoro mnare6o, karcyau, 200 mr, 3 12 1o 24 MicsiiB

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

Ne 2237 Big 18.10.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararolieHTpoBe paHZOMi30BaHe IIalle00-KOHTPOIbOBaHe JOCTiZKeHHs] 6araTopa3oBO 3pOCTAIOUHX /103
MepopasbHOTO TIPOTU3anaabHOro 3aco0y BT051 y marfieHTiB i3 akTHBHUM BHpa3koBuM KomitoMm (BK) Bifg
TIOMIPHOT0 10 BayKKOro cryreHs», BT051-1-002, Bepcis 2.0, nmonpaska 1 Big 22 munHsa 2021 p.

3asgBHUK, KpaiHa

TOB «biomanac», Ykpaina

CrioHcop, KpaiHa

«bakaiiHH TeparbtoTikc, [HK.»/Bacainn Therapeutics, Inc., CIIIA

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
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Inentudikariis cyrreBoi
TIOTIPaBKU

Onoenenuii [TpoTokon kmiHiyHoro BUmnpobOyBanHs SEL-212/302, Bepcis 6.0 Big 18 »xoBTHs 2021 poKy;
OnoBnena bpomrypa gocimignvka g SEL-212  (kombGinargis SEL-212, i3 SEL-037 Ta SEL-110
(TleriyiboBaHa ypuKa3a Ta HAHOUACTHHKH, 1[0 3a3HAIOTh Oioferpazariii, SiKi MiCTATh paraMil[iH), BUJaHHS
9 Big 06 cepriaa 2021 poky; IHdopmarljisi Ans marieHTa i ¢dopMa iHpopMOBaHOI 3roAu Ha y4acTb Y
HayKOBOMY KJIIHIYHOMY JoOC/iyKeHHi, Mogens gns Ykpainu / Bepcis 3.0 Big 12 mucronaga 2021 poky
(YKpaiHChbKOIO Ta pOCiHiChbKOIO MOBaMH); Marepiaau fjisi maifieHTa: 300pakKeHHs1 MOpTaly AJIs TalfieHTa
«Longboat Navigating Clinical Trials», Bepcis 1.0 Bim 25 motoro 2021 poky, yKpaiHCBKOI MOBOIO;
3o00pakeHHsT mopTany nys marjienta «Longboat Navigating Clinical Trials», Bepcis 1.0 Big 08 KBiTHS
2021 poky, pocificbKor0 MOBOIO; 300pa’keHHs HaBiraiiiHoi rporpamu fijisi oTpUuMaHHs 3rou «Longboat
Navigating Clinical Trials», Bepcisg 1.0 Big 25 mororo 2021 poKy, yKpaiHCbKOIO MOBOIO; 300pa’keHHsi
HaBiraijifiHoi mporpamu s oTpuManHsi 3roau «Longboat Navigating Clinical Trials», Bepcis 1.0 Big
09 kBiTHs 2021 pOKY, POCIHCHKOI MOBOIO

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30BaHe, TOABilHe-cine, TUIaLe00-KOHTPOIbOBaHE JOC/ifKeHHs1 Tmperapaty SEL-212 'y
TMaLi€eHTIB 3 1MoAarporo, pepakTepHOO A0 CcTaHAapTHOI Tepamii», SEL-212/302, Bepcis 5.0 Bizg 30 >koBTHsI
2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa

Selecta Biosciences, Inc., USA/ «Cenekra baiocaencis, Ink.», CIITA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnenuii IlpoTokon KiHiuHOro BuUrpoOyBaHHs, Bepcis 4.0 Big 09 mucromaga 2020 poky, 3
iHKOpriopoBaHoto TorpaBKoro 02, aHT/IiCbKO MOBO; J]0/1aTOK [0 TPOTOKOJTY K/IiHIYHOTO [OC/Ii/PKeHHS
(3axoau 3 MiHiMizalii HacniAkiB y 3B’si3Ky 3 maHgeMmiero COVID 19), Bepcis 1.0 Big 09 nucromnaga
2020 poky, aHIilCbKO MOBOIO; [10jaTOK /10 MPOTOKOJY K/IIHIYHOTO AOCHilKeHHs (3axoau 3 MiHimizarii
HacaigkiB y 3B’a3Ky 3 mangemiero COVID 19), Bepcig 1.0 Bix 09 mucronaga 2020 poky, mepeknaz
yKpaiHCbKOIO MOBOMO Bif, 27 BepecHs 2021 poky; Bpomypa gocnignvika Bygeconiny (ByzeHodanbk®),
Bepcig 11.0F Big 01 motoro 2021 poky, aHrmiiicbkkoro MOBOM; IHdopMalliiiHuii JMCTOK MaljieHTa Ta
tdopma iHdopMoBaHoi 3rogu, Bepcis 2.0 asna Ykpainu Bif 26 cepriHsa 2021 poky, nepeksaj, yKpaiHCbKOHO
MoBoto Bifi 04 BepecHsi 2021 poky; IHdopmarjiiinuii McTOK TatlieHTa Ta ¢opMma iHhopMoOBaHOI 3roy,
Bepcisi 2.0 ansa Ykpainu Bif 26 cepriHsa 2021 poky, nepeknaj, pocikicbkkoro MoBoo Bif 04 BepecHs 2021
poky; lllomeHHMK BeuipHii (eTan JiiKyBaHHS) /151 KopucTyBauiB-nalieHTiB_ePRO Evening Diary, Bepcis
1.4 Big 13 BepecHsi 2021 poky, ykpaiHCbKOiO MOBOMO; IllogeHHMK BeuipHiil (eTam J/iKyBaHHS) /st
KopucTyBauiB-nialjieHTiB_ePRO Evening Diary, Bepcisi 1.4 Big 13 BepecHss 2021 poKy, pOCiHCHKOIO
MOBOH; YTouHeHHs1 HOMepa EudraCT, npusnacHeHoro npotokony BUS-5/UCA:

BYJIO CTAJIO
2019-003334-65 2019-003334-16
3anydeHHsi 0/IaTKOBUX MiCllb TIPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHS:
No [1.1.b. BiAgmOBiJa/ILHOTO AOC/IIJHHUKA
n/n Ha3Ba Miclis TTpoBe/jeHHS K/TiHIYHOTO BUTIPOOYBaHHS
1. K.M.H. KpaBuenko T.I'.

KomyHanbHe HekoMmepLiiliHe MifnpueMcTBO «KuiBCbKa MicbKa KiliHiuHA JikapHsa Nel8»
BUKOHaBYOro oprany KuiBcbkoi micbkoi pagu (KuiBcbKoi MiCbKOI epKaBHOI afMiHicTpaliii),
TIPOKTOJIOTiYHe BifnisieHHs, M. KuiB

2. K.M.H. JIo3uHceka JLIEO.

KomyHanbHe HekomeplifiHe miarpuemMcTBo JIbBiBCbKOI 06iacHOi pagu «JIbBiBcbKa obOsiacHa
KJ/IIHIUHA JIIKapHs», MPOKTOJIOTIYHe BifisieHHs1, M. JIbBiB
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanzomizoBaHe, mo/BiliHe ciiire, TIale00-KOHTPOJbLOBaHe, OaraToOLleHTPOBe AOCHTiPKeHHS 3 MeTOH
MopiBHSAHHS e()eKTUBHOCTI Ta 6e3rmevyHoCTi KOMOiHOBaHOTO 3acTOCyBaHHS OyZiecoHiay 4 mMr y HOBil hopmi
CYTIO3WTOpIiB i3 Mecasa3sMHOM /i [epopajJbHOrO TpPUKMOMY Ta MOHOTeparnii MecanasuHOM [ijist
MepopaibHOTO TIPUMOMY Y TAL[iEHTIB i3 TOCTpUM BUpa3koBUM KosiiTom», BUS-5/UCA, dinansHa Bepcis
2.0 Bix 10 ceprius 2020 poky

3asgBHUK, KpaiHa

TosapucTBo 3 06MexeHo0 BifnosiganbHicTIo «OCT YKPATHA»

CnoHcop, KpaiHa

Ip. ®anpk Papma 'M6X, Himeuunna (Dr. Falk Pharma GmbH, Germany)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
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BUTIPOOYBaHb»
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Inentudikariis cyrreBoi
TIOTIPaBKU

3pa3oK TeKCTy eieKTpoHHOro suctyBaHHsi Scout Clincal, Bepcigs 1.0 Bim 11 >xoBTHsi 2021 poKy,
YKpaiHChbKOI0 MOBOIO; 3pa3oK TeKCTy eleKTpoHHoro auctyBaHHsl Scout Clincal, Bepcist 1.0 Big 11 >koBTHS
2021 poKy, pocilicbKOr MOBO; BK/TIOUeHHs I0ATKOBUX MiCIlb MPOBeeHHs K/TiHIUHOTO BUTIPOOYBaHHS:
No [1.I.b. BigmoBiZaabHOrO AOC/TiJHHAKA
n/n Has3Ba MiclList ipoBe/ieHHsI KJTiIHIYHOTO BUITPOOYBaHHS

1. K.M.H. ['punienko I'.M.

KomyHanbHe HekoMepLiiiiHe MiJNPUEMCTBO «4-a MicbKa KiliHiuHa JikapHi M. JIbBOBa»,
peBMaToJIoriyHe BifjisieHHs, M. JIbBiB

2. I.M.H., npod. CmisiH C.I.

KomyHanbHe HekoMmepliliHe MiANPUEMCTBO «TepHOMiNIbChKA YHIBEPCUTETChbKA JIIKApHSI»
TepHominbcbKoi 00/1acHOT pajiv, peBMaToJ/IOTiuHe BiffisieHHs], TepHOITi/IbCLKUIA Hal[iOHaTbHUH
MeguuHuid yHiBepcuTeT imMeHi [.f1. ['opbaueBcbkoro MiHicTepcTBa 0XOpOHU 370pPOB'S YKpaiHH,
Kadespa BHYTPilHbOI MeAuLMHU No2, M. TepHoMinib

3. J.M.H., ipo¢. Auyms P.1.

KomyHassHe HekoMepiiitiHe mignpueMcTBo «Ob6sacHa KiiHiuHa JiikapHs IBaHO-PpaHKiBCHKOI
obacHOi paju», peBMaTo/IOTiuHe BifiieHHs, IBaHO-PpaHKiBCbKHI HaIliOHA/IbHUN MeMUHUMA
yHiBepcuTeT, Kadeapa BHYTpPillIHbOI MeAULIMHU Nel, K/iHiuyHOI iMyHoJIOriI Ta aneproJorii im.
akagemika €.M. Herika, M. IBaHO-®paHKIBCbK

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ha3ga kyiiHiyHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

«PaHjoMi30BaHe TI0/BiMiHe cCiiire TiapajieibHe 0OaraTOL[EHTPOBe MiKHApOJHE [JOC/iHKeHHsS IS
MopiBHAHHS e(eKTUBHOCTI, (hapMaKOKiHEeTUKHY, (apMaKoAWHaMiKu, Oe3rmedHocTi i imyHorenHocTi MB09
(3amporioHoBaHOro OioaHasiora JeHocyMaOy) y mopiBHsIHHI 3 mperapatoMm Prolia® (3 €C) y xiHOK i3
MOCTMeHOoMay30i0 Ta ocTteoriopo3oMm (SIMBA Study)», MB09-C-01-19, dinansHa Bepcis 1.0 Big 30
BepecHs1 2021 poky
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3asiBHUK, KpaiHa ToBapuctBo 3 O6MmexkeHow BianorizanpHicTio «KoHTpakTHO-Iocnignuipka Opranizaris IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa mAbxience Research, S.L., Spain

CynyTHi —

Marepianu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoro supexkropa /lupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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bpomypa pocnigavka PF-06947387 (Aztreonam-Avibactam, ATM-AVI), Bepcis 2.0 Big BepecHs
2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[TpocniekTiBHe paHJOMi30BaHe OaraTolleHTPOBe BiJKpUTe TOPiBHSJIbHE AOCTIMHKeHHS ¢asu 3, 1o
TPOBOJMTHCA B Mapase/ibHUX Ipymax i3 3aC/IilJIeHUM LieHTpaJlbHUM OL[iHFOBaHHSIM 3 METOH BH3HaueHHS
eekTuBHOCTi, Oe3meyHOCTi Ta mTepeHocMMOCTi KoMOiHalii a3TpeoHam-aBibaktam (ATM-AVI)
+MeTpoHizfason (MTZ) y nopiBHsiHHI 3 MepornieHemtKonicTiH (MER+COL) pgns nikyBaHHSI CceplO3HHX
iH(eKIili, 3yMOB/IEHUX TPAMHETaTUBHUMU OaKTepisMu, BKIFOYHO 3i CTIMKUMH /10 6araTOKOMITOHEHTHHX
NMKapChbKUX 3acobiB 30yJHMKaMH, 10 TIPOAYKYIOTh MeTano-6eTa-nakramasy (MBL), a/s skux BapiaHTH
JiKyBaHHS 00MeXkeHi abo BifcyTHi», C3601002, 3 monpaekoro 1 Big 05 mrHs 2018 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
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InenTudikariist cyrreBoi
TIOTIPaBKU

3anydeHHs1 AoAaTkoBoi BUpoOHUUOi finbHuULi [1aTeoH Itanis C.n.A., ITanist Ans npenapaTy MOpiBHSHHS
Comnipic, KOHLIEHTpAT AJi PO3UMHY [Jis BHYTPIlIHbOBeHHUX iHQYy3iii, 10 mr/mi; 3pa3oKk MapKyBaHHS
riperapary nopiBHsHHS Cosipic, KOHL|eHTpaT //s1 pPO3UMHY /sl BHYTPillHbOBeHHUX iHQY3iH, 10 mr/m,
Bepcisi Big 07 rpyans 2021 p.; YTouHeHHs JiikapcbKoi ¢opMu mpernapaty nopiBHsiHHsL Coipic:

BYJIO CTAJIO

KOHL|EHTpaT /11 PO3YMHY [/l BHYTPILLIHbOBEHHUX
iHdy3in

po3uuH s iHdy3ii

Homep Ta faTa Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2147 Bip 04.10.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PanoMiz0oBaHe, BiiKpUTe, KOHTPOJILOBaHE aKTMBHUM TIperiapaToM, OaraToLieHTpOBe JOCTi/KeHHs (a3u
IIT ayist o1fiHKM eheKTUBHOCTI Ta 6e3MeYHOCTi 3aCTOCYBaHHS KpOoBaiiMaly B TIOPiBHSIHHI 3 eKy/1i3ymabom y
TALi€HTIB i3 MapOKCU3MaIbHOI HiUHOIO TeMoryiodinypiero (ITHI), siki paHilie He OTpUMyBasH JTiKyBaHHS
inribitopamu KomrieMeHTy», BO42162, Bepcis 3 Bizg 20 muctomnaza 2020 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHOI0 BiIMOBifabHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdpmann-JIa Pow JIta, HIseiiuapis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikaris cyTreBoi
TIOTIPaBKU

3MiHa crioHcopa gochigkeHHs 3 «L3sHcy Xenrpyi Meacin Ko., JIta.» (Jiangsu Hengrui Medicine Co.,
Ltd.), Kuraii, Ha «LI3sHcy Xenrpyi ®apmacktotikan3 Ko., JIta.» (Jiangsu Hengrui Pharmaceuticals Co.,
Ltd.), Kurait; Bpormrypa gocrnignvuka Kampenizymaby (SHR-1210), Bepcis 8.0 Bix 21 ysumnsa 2021 poky,
aHrmiicpkor MoBoro; Bportypa gocnigHvka PuBonepaniby mesusnaty, Bepcis 6.2 Bif 25 TpaBHs 2021
POKY, aHIJIiMCbKOI0 MOBOIO; IHdopmauiliHuii auctok i dopma 3rogu, Bepcis V5.0UKR(uk)1.0 Big 20
cepriasa 2021 poky, niepeksiaj, yKpaiHCbKOI MOBOIO Bifi 22 BepecHst 2021 poky; [Hdbopmartiitinuii TUCTOK i
tdopma 3roau, Bepcisi V5.0UKR(ru)1.0 Big 20 cepriasa 2021 poky, nepeksaj pocCiiiCbKOH MOBOO Bif 22
BepecHsi 2021 poky; [locke mociipKyBaHoro mikapcbkoro 3acody SHR-1210 (Kampenizymab) 3
nmojmatkamu, Bepcisi 5.0 Bim 24 yepBHs 2021 poKy, aHT/IMCBKOI0 MOBORO; 3pa30K MapKyBaHHSI KOPOOKHU
JoC/TimKyBaHoro Jlikapcbkoro 3acoby Kampenizymab (SHR-1210), Bepcist 3.0 Big 28 mumuHst 2021 poky,
YKPaiHCBKOI MOBOFO; 3pa30K MapKyBaHHSI (IaKOHY ZOCTiPKyBaHOTO JiKapCchbKoro 3acody Kampesnizymab
(SHR-1210), Bepcis 2.0 Bix 28 mumHs 2021 poKy, yKpaiHChKOIO MOBORO; 3pa30K MapKyBaHHSI KOpPOOKU
JIOCTTiI)KyBaHOTO JIiKapChbKOTro 3aco0y puBoliepaHiOy (amatuHiOy) mesunary, Bepcisi 4.0 Big 07 BepecHs
2021 poky, yKpaiHChKOIO MOBOI; 3pa30K MapKyBaHHs OJiCTepy /AO0C/i[KyBaHOTO JTiKapChKOTO 3aco0y
puBoLiepaHiOy (armaTuHiOy) Me3usaty, Bepcis 3.0 Biz 07 BepecHst 2021 poKy, yKpaiHCbKOH MOBOH; 3pa30K
MapKyBaHHsI KOPOOKHM [JOC/TiZKYBaHOTO JTiKapCbKOTO 3aco0y puBoLiepaHiOy (armaTuHiOy) Me3unaty, Bepcist
1-1 Bix 04 mucromaza 2021 poKy, yKpaiHCbKOK MOBORO; 3pa30K MapKyBaHHSI KOPOOKU [OCTi[)KyBaHOTO
miKapcbKoro 3acoby copadeniby Toswmnaty, Bepcis 5.0 Big 28 mumHs 2021 poKy, YKpaiHCBKOIO MOBOIO;
3pa30K MapKyBaHHs1 OJtiCcTepy /[0C/TiZKyBaHOTO JTiKapchbKoro 3acoby copadeHiOy To3unaty, Bepcis 2.0 Bif
28 munnsa 2021 poky, yKpaiHCbKOK MOBOO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUITPOOYBaHHS

Ne 1246 Biz 26.05.2020

Has3sa kiiHiyHOoro
BUTNIPOOYBaHHS, KO/,
BepCid Ta zarta

«PaHgomi30BaHe, BigkpuTe, MbKHapoaHe, 0OaraTolleHTpPOBe, KIiHiUHe AOCHiKeHHS ¢asd 3
KoMOiHOBaHOTO 3acTocyBaHHs nperniapaty SHR-1210, sikuii siByisie coboro aHTUTiIO o PD-1, Ta anatuHiOy
Me3wIaTy (puBoLIepaHiOy) MOpiBHSHO 3 3acTocyBaHHSIM copadeHiOy siK Tepariii mepiioi iHii y maiieHTiB
i3 TMOIMpeHOK renaroLemonsapHolo KapuvHomow (I'HIK), ski panille He OTpUMyBaau CHUCTEMHY
teparito», SHR-1210-111-310, Bepcist 5.1-EMEA Bizg 10 6epe3nst 2021 poky




2 NpoOBXKeHHd fojartka 10

3asiBHUK, KpaiHa ITignpuemcTso 3 100% iHo3emHoto iHBecTHIiel0 «AMK’FOBIA P/IC YkpaiHa»
CrioHcop, KpaiHa Jiangsu Hengrui Medicine Co., Ltd., China

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

3aslyueHHs1 10/JaTKOBOTO MiCLisl IPOBeieHHsI BUTTPOOYBaHHS:

Ne
/1

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. bimuk C..

KomyHanbHe HekoMmepriiliHe MianpueMcTBo KuiBcbkoi obsacHOi pagu «KuiBchka o6sacHa
KJIiHIUHA JiiKapHs», LeHTp Aiatidy, M. Kui

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

Ne 2426 Big 05.11.2021

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«MixHapoziHe, paHioMi30BaHe, T0/IBiliHe cJiirie, Talie60-KOHTPOIbOBaHe A0C/iKeHHs ®a3u 3 3 MeTOr0
OL|iHKM BIUIMBY LIMKJIOCW/IIKATy LJMPKOHIIO HATpPit0 Ha IPOrpecyrouy XPOHIUHY HUPKOBY HeJOCTaTHiCThb
(XHH) y yuacnukiB 3 XHH Ta rinepkasiemieto abo i3 pusukom rinepkaniemii», D9488C00001, Bepcis 1.0

Biz1 24 yepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca, AB, Sweden

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. renepanbHoro aupexkTopa Jlupekropary
(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

bpomypa pocnignuka MK-7264, BuganHs 20 Big 26 >xoBTHsi 2021 pOKy, aHIVIIMCBKOK MOBOIO;
[Tog0B>KeHHST TPUBAJIOCTI K/TiIHIYHOTO BUMPOOYBaHHS B CBiTi Ta B YKpaiHi 70 23 BepecHst 2022 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 568 Big 27.02.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBaHe, mozBiiiHe ciiine, TUIaleb0-KOHTPO/ILOBaHe, OaraToleHTpoBe AOCTiHKeHHs (a3u 3b ans
OL[iHKM e(eKTUBHOCTI Ta Oe3reku redarikcaHTy y JKiHOK 3 XDOHIYHHMM KallJIeM Ta CTPeCOBUM
HeTpUMaHHsAM ceui», MK-7264-042, 3 inkopriopoBaHoto norpaskoro 03 Biz 23 nucronaga 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3meueHHsA Isan 3A/IBOPHUX




Honatok 13
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa gocnigauka asisi anektuHioy (RO5424802), Bepcist 12 Big Bepechst 2021 p.; Hogatok Nel Bif
microraza 2021 p. mo Gporrypu gociigHuka ass anektuHioy (RO5424802), Bepcist 12 Big BepecHst 2021

P.

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

Ne 1962 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, paHgomizoBaHe pociimpkeHHs 111 da3u ans omiHKM eeKTUBHOCTI Ta Oe3rneku aleKTHUHiIOy B
SAKOCTI a/'tOBaHTHOI Tepamil B IOpIBHAHHI 3 a/'IOBAaHTHOK XIMiOTeparii€ro IiperiapaTaMu Ha OCHOBI
IUVIATUHU Y TIALi€HTIB 3 HeAPiOHOKMTITUHHUM pakoMm JereHb crazii IB (myxmuu > 4 cm) - IIIA,
MO3UTUBHUM 11100 KiHa3u aHaruiaCTUYHOI JiMdoMH, 3 TIOBHOIO pe3eKli€ero myxyinHu», BO40336, Bepcis 6
Big 10 6epe3nst 2021p.;

«PanzpomiszoBane, OaraTorieHTpoBe, ¢asu 3, BigKpuTe AOCTIIPKeHHS aneKTUHIOy y TOpiBHSHHI i3
KPU30THHIOOM TIpH JTiIKyBaHHI TOIIMPEHOr0 He/IPiOHOKTITHHHOTO Paky JiereHb, MO3UTUBHOTO /10 KiHa3W
aHaryacTU4HOI JiMbomu, 3 TIPUBO/Y SIKOTO paHillie He MPOBOAMIOCS JiKyBaHHs», BO28984, Bepcis 6 Bix
04 nucromnaza 2019 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBizampHICTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa MiClisl POBe/IeHHsI K/IiIHIYHOTO BUITPOOYBaHHS:

«[TopinbCbKNUM perioHanbHUM LIEHTP OHKOJIOTIL
BinHuipkoi  06sacHOI  pagnd»,  TOpakKaibHe
Biazginenns, M. BiHHuLg

BYJIO CTAJIO
I.M.H., ipod. JIucenko C.A. I.M.H., ipod. JTucenko C.A.
KomyHanbHe  HekomepliliHe — mianpueMctBo | KoMyHanbHe — HekoMepliiiiHe — MiANPUEMCTBO

«[TopinbChKUL perioHajbHUM LIEHTP OHKOJIOTiT
Binnuipkoi o6/acHoi Pagu», xiMioTepaneBTruHe
BiAiIeHHs, BinHupkuit HalliOHa/IbHUH
MeZuuHui yHiBepcuTeT iM. M.I. Iluporosa,
Kaeapa mpoMeHeBOi /iarHOCTUKH, MPOMeHeBOi
Tepartii Ta OHKOJIOTiT, M. BiHHUIS

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

Ne 2917 Biz 15.12.2020

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, mofBiliHe ciiine, miarie6o-KoHTpoboBaHe ¢asu III gocmimkeHHs1 aTe30/1i3ymMady B
3 Tiparonymabom (aHTu-TIGIT anTWTino) abo 6e3 Tiparosymaby y maljieHTiB i3
Hepe3eKTa0e/lbHO TIOCKOKTITHHHOK KapLMHOMOIO CTPaBOXOJY, UMsl KapIMHOMa He TporpecyBania
MiC/Is paIMKaIbHOI XiMionpoMeHeBoi Teparii», YO42137, Bepcis 5 Big 27 cepriasg 2021 p.

o€ HAHHI

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@&. Xoddbmann-JIs Pom JItga, [IBelitiapis

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporypa gocnigavika s inataceptioy (RO5532961), Bepcist 13 Biz uepBHst 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020
Ne 211 Big 07.02.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[Toxsitine cnime TwIalEeb0-KOHTPO/LOBaHe paHAoOMi3oBaHe ¢a3u III mocnmimkeHHs imaTaceprtiby y
KoMOiHarlil 3 aTe30/1i3yMaboM Ta MakK/IiTaKCesoM B SKOCTI JTiKyBaHHS [I/Is TIAL[iEHTIB 3 MiCI|eBOIOIIUPEHUM
Heoriepabe/lbHUM ab0 MeTacTaTUYHUM, TMOTPiHO-HeraTMBHUM pPakOM MOJIOUHOi 3amo3u», CO041101,
Bepcid 5 Bif 21 rpyans 2020 p.;

«[Toxsitine cmime TwIaleb0-KOHTPO/LOBaHe paHAoOMi3oBaHe ¢a3u III mocnmimkeHHs imaTaceprtiby y
KoMOiHallil 3 Tmak/iiTakcesloM B SIKOCTi JIiKyBaHHSI /JJIsi TALi€HTiB 3 TeHHUMH T[OpYLIeHHSMHU
PIK3CA/AKT1/PTEN B rpyrii MicCIieBOIOIIMPEHOr0 a0 MeTaCTaTHUYHOTO, MOTPiHO-HEraTUBHOTO PaKy
MOJIOYHOI 3a/1031 abo B Tpymi TropMoOH-1o3uTHBHOrOo, HER2-HeraTWBHOrOo paky MOJIOYHOI 3as03u»,
C040016, Bepcis 10 (Koropta C) Big 09 motoro 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 Bi/noBifambHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®. Xodbdmann-JIs Pom Jitg (LIBetitiapis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 16
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Bbpomypa mocnigurka RO6889450 Ralmitaront (TAAR1(4) Partial Agonist), Bepcis 7 Bif >XOBTHs
2021 poky, aHrujilicbkkoro MoBowo; BP40283 MopaTtok 0 ¢gopmu iHPOPMOBAHOI 3rofu MpO BUKOHAHHS
Bi3WTIiB [OCJi/PKEHHS C/Iy)KOOI0 MeJMUHOI JOTIOMOTM 3 JOIJIsiAy Ha JAOMYy IIiJ 4Yac TMaHzAeMii
KopoHaBipycHoi iHgekuii COVID-19, Bepcis 1.0 Big 08 nuctonaga 2021 p., aHr/IiiICbKOIO MOBOIO AJisI
Ykpaiau; BP40283 [Hogatok A0 dopmu iHdOpMOBaHOI 3rofju MpPO BUKOHAHHS Bi3WUTIB [JOC/iKeHHS
CTy>K0010 MeIMYHOI IOTIOMOTH 3 JOTJIAY Ha JOMY Tifi yac maHzeMii KopoHaBipycHoi iHdekiii COVID-
19, Bepcia 1.0 Bix 08 mucromaga 2021 p., ykpaiHCbKOKO MOBO A1 Ykpainu; BP40283 [logaTok o
¢opmu iHbOpMOBaHOI 3roJu MPO BUKOHAHHS Bi3WTIB AOCTIHKEHHS CIy)KOO0H MeIUUHOi JO0TIOMOTH 3
JIOTISIAY Ha AoMy mif yac maHzaeMii kopoHaBipycHoi iHdekiii COVID-19, Bepcisi 1.0 Big 08 nmucromnaza
2021 p., pociiicbKOI0 MOBOO [/l YKpaiHu

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanpomisoBaHe, mofBiliHe ciiinie, myane60- KOHTPOIbOBaHe AOC/ipKeHHs da3u II a1 omiHku edekTiB
nperniapaty RO6889450 (PasmiTapoHT) y marjieHTiB i3 mu3odpeHieto abo 3 mm3oadeKTUBHUM PO371a[ioM
Ta HeraTUBHMMHU cuMIitoMamm» , BP40283, Bepcis 6 Bif 27 BepecHs 2021 p.

3asiBHUK, KpaiHa

TorapuctBo 3 ObmekeHow BianoBigansHicTio «KoHTpakTHO-[ocmiguuiipka Opraizaifiss IHHOGapM-
YKpaiHa»

CnoHcop, KpaiHa

@. Xodhdmanu-JIs Por JIta, [setitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporitypa gocifHHKa AOCTipKyBaHOTO TiKapChbKOTro 3aco0y Jlakocamif, Bepcist Bif 26 >koBTHs 2021 poky
aHTJIiiCbKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2674 Big 18.11.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraTorjeHTpoBe BiJKpUTe [OC/IIJ)KeHHS T[I0Ja/bLIOr0 CIIOCTepeKeHHd [/ OLIHKU TPHBAajoro
3acTocyBaHHA JlakocaMifly nmepopajabHO B YUaCHUKIB JOC/TiPKEHHS, SIKi 3aBePLUWIA YUacTb y AOC/iKeHH1
EP0034 a6o SP848 i orpumyBanmu nikyBaHHs Jlakocamigom», EP0151, Big 13 kBiTHs 2020 poKy

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOI BIJIIOBIJAJIBHICTIO «DAPMACBIOTIKAJI PICEPU
ACCOYIIVENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

UCB Biopharma SRL, Benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporypa gocnigauka st okpenizymady (RO4964913, Ocrevus®), Bepcis 20 Bizg mucrornaza 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020
Ne 2554 Biz 09.11.2020
Ne 3059 Big 29.12.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«BATATOLIEHTPOBE PAHIIOMI3OBAHE IIOJBIVMHE CJIIIE OOC/IIKEHHA ®A3M III Y
[TAPAJIEJIBHUX TPYIIAX 3 TIOABIMHMM KOHTPOJIEM IUTALIEBO [JI9 OLITHKU
EOEKTUBHOCTI TA BE3IIEYHOCTI ®EHEEPYTUHIBY I[IOPIBHAHO 3 OKPEJII3YMABOM VY
OJOPOCIIX ITALIEHTIB 3 IIEPBMHHUM IIPOI'PECYHOUMM PO3CIAHMM CKJIEPO30M»,
GN41791, Bepcia 4 Bif 15 BepecHs 2021 p.;

«bararoLieHTpOBe, paH/|J0Mi30BaHe, MOABiliHe CJjiiNle, KOHTPO/IbOBaHe AocsimkeHHs ¢a3u I1Ib gnst ouiHky
edeKTUBHOCTI, 6e3reyHoCTi Ta hapMaKOKiHETUKM BUIIMX 03 OKpesiizymaly y A0pOC/IUX 3 TePBUHHUM
MIPOrpecyrouyrM pO3CisiHUM ckiepo3om», BN42083, Bepcis 2 Biz 29 6epesns 2021 p.;

«baraTolieHTpOBe, paH/|0Mi30BaHe, MO/BiliHe Cjiimne, KOHTPOIbOBaHe AociimkeHHs dasu IIIb aas ouiHku
eeKTUBHOCTi, Oe3MeyHOCTi Ta (papMAKOKiHETUKH BUILUX [03 OKpesi3ymMaly y AOpOC/MX TAL[iEHTIB 3
PerUIMBYIOUMM PO3CisTHUM cKiepo3om», BN42082, Bepcis 2 Biz 29 6epe3ns 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BifnoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa 3asBHMKA K/iHiYHOro BUIIpOOyBaHHS B YKpaiHi 3 «Janssen Pharmaceutica NV/fIHcceH
@Papmaunestuka HB», benbrin Ha TOBAPHUCTBO 3 OBMEXXEHOIO BIATITOBIJAJIBHICTHO
«®APMACBIOTIKAJT PICEPY ACCOYIIMENUTC YKPAIHA» (TOB «®PA YKPATHA»); Kaptka
y4JaCHUKa KiiHiyHoro gocsizpkeHHs Bif 10 rpygHs 2021 p. yKpaiHCBKOIO Ta POCiCEKO0 MOBaMU

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Kniniune gocnigkenns 3 ¢asu nopiBHsHHA [Japatymymady, bopre3omiby Ta [ekcametasony (DVd) 3
bopre3omibom Ta [lekcameTazoHoM (Vd) y Maili€eHTiB 3 pelUAMBHOI0 UM pe(paKkTepHOH MHOXXHUHHOIO
Miesiomor», 54767414MMY 3004 , 3 nonpaBkoro INT-7 Big 31.03.2021 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIVENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

bpoirypa gocnignvka Trilaciclib (G1T28), Bepcis 10.0 Big 08 muctomaga 2021 poky, aHIVIiHCBKOIO
MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PRESERVE 1: ®asa 3, pangomizoBaHe, MOABiliHe Ciiinie AOC/iHKeHHs] TPWIALMK/IiOy y TIOpiBHSHHI 3
raeb0 y mMallieHTiB, SKi OTPUMYIOTh Tepamito i3 3acrocyBaHHsM FOLFOXIRI/6eBarjuzymaby mas
JIIKYBaHHS MeTaCTaTUYHOI'0 KOJIOpeKTaabHOro paky», G1T28-207, Bepcis 3.0 Big 07 murnug 2021 poky

3asiBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emMHoro iHBecTHLielo «AVK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

G1 Therapeutics, Inc., United States

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HopnaTok 21
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporitypa gociHMKa AOC/ipKyBaHOTO JTiKapchKoro 3acoby Aobemariikmi6 (LY2835219), Bepcisi Bif
02 rpyaust 2021 poKy aHT/IiiCbKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1386 Big 08.11.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«MonarchE: PanzmomisoBane, Bigkpute mgociimkenns III a3y Tepamii abemariikiioom B kKoMmOiHarii 3i
CTaHJAapTHOK  a/'tOBAHTHOK) TOPMOHOTepari€xd B TIOPIBHSAHHI 31 CTaHJApTHOK  a/'FOBAaHTHOO
FOPMOHA/IbHOKO MOHOTepaIli€l0 y MAaLji€HTIB i3 [MOYaTKOBOK CTaJi€H0 TOPMOH-peLeNTOpP-II03UTUBHOIO, 3
HeraTHBHUM peLeNITOPHUM CTaTyCOM JIFO[CbKOTO eMiZlepMabHOro (pakTopa pocTy 2-TO THUIY, NaXBOBUX
niMmbaTUUHKX BY3/iB TMO3UTHBHOIO paKy MOJIOYHOI 3a/l03ud BHUCOKOro pusuky», 13Y-MC-JPCF, 3
iHKopriopoBaHo1o norpaBkoo (d) Big 25 yepBHsi 2019 poky

3asBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IIBeliapis

CnoHcop, KpaiHa

Eni Jlinni enn Komnasi, CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 22

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikaris cyTreBoi
TIOTIPaBKU

«IIpo kninHiyHi gocnigkeHHs», 53718678RSV2008-UKRO04, Bepcis 1.0 Bix 12.03.2021 p. yKpaiHCBKORO
MoBoOM; «IHhopMallis rpo HayKoBi KiHiUHI gocmimkeHHs», 53718678RSV2008-RUU04, Bepcis 1.0 Bif
12.03.2021 p. pociticekoro moBoro; «Ilam’aTka rpo cumnrtomu PC-Bipycy», 53718678RSV2008-UKRO08,
Bepcisi 1.0 Big 12.03.2021 p. ykpaiHcbkoio MoBOIO; «Ilam’daTka mpo cumnTomu PCB-iHdekiiii»,
53718678RSV2008-RUU08, Bepcis 1.0 Big 12.03.2021p. pociiicbkoto MoBowo; «ocnimkenHss PC-ipycy
PRIMROSE», 53718678RSV2008-UKRO09, Bepcis 1.0 Big 12.03.2021 p. ykpaiHCbKO0 MOBORO; «KiiHiuHe
nocnimkenHss PCB PRIMROSE», 53718678RSV2008-RUU09, Bepcist 1.0 Big 12.03.2021 p. pociiicbkoro
MoBow; «[TocibHuK i3 mporieayp Bi3uTiB y pamkax gocmimkeHHs PRIMROSE», 53718678RSV2008-
UKR10 Bepcisg 1.0 Big 12.03.2021 p. ykpaiHcbkor MoOBoOw; «KiHiune pocmimxkenHs PRIMROSE.
KepiBHMIITBO 3 00CTeXeHb Mif uac BisuTiB», 53718678RSV2008-RUU10, Bepcis 1.0 Big 12.03.2021 p.
pociticekoro MoBoto; «PC-BipycHa iHdekuis. Tinbku daktr», 53718678RSV2008-UKR12, Bepcis 1.0 Bix
12.03.2021 p. ykpaiHcekoro moBoto; «PCB-indekuis. Llikasi ¢aktu», 53718678RSV2008-RUU12, Bepcis
1.0 Big 12.03.2021 p. pociiicbkoro MOBOM0; «53718678RSV2008 IHCTpyKIIis 11010 3a60py Ma3KiB 3 HOCa»
53718678RSV2008-UKR23, Bepcia 1.2 Big 12.03.2021 p. ykpaiHCbKOKO MOBOR; «53718678RSV2008
IHCcTpyKIjisi i3 3abopy MaskiB 3 Hoca», 53718678RSV2008-RUU23, Bepcis 1.2 Bixm 12.03.2021 p.
pociiicekoro MoBot0; CyTIpOBiIHMIA TEKCT [0 Bifieo-BiAryKy mo0 npobiematuku PCB indekuii (EHTOHI),
YKpaiHCBKOH MoBot0; CyTpoBiHMI TeKCT [0 Bifeo-BiAryKy 1momo mipobsematuku PCB  iHdexkuii
(EnToHi) pociiicekoro MoBoto; CyTipoBijHUIA TeKCT [0 Bifleo-BiAryky moz0 npobrematku PCB iHdekuii
(Capa), ykpaiHCbKOIO MOBOO Jjisi YKpainu; CyrpoBiJHHI TEKCT [0 BiJle0-BiAryKy 1010 MpoOieMaTUKH
PCB indexuii (Capa), pociiicbkoro MOBOIO

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

Ne 2616 Big 24.11.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, NoziBiliHe ciire, Myiae60-KOHTPOIbOBaHe KIliHIiUHEe AOC/ipKeHHs 2b dha3u A/is OL[iHKK
edekTMBHOCTI Ta Oe3meuHocti pinemaToBipa (JNJ-53718678) y mopocimx amOy/iaTOPHMX TIAIli€HTIB,
iH(piKoBaHMX pecnipaTopHO-cUHLMTianbHUM Bipycom (PCB), 3 mnifBMILeHUM pU3MKOM HpOrpecii
3aXBOPIOBaHHY, 1110 noB’s3aHa 3 PCB», 53718678RSV2008, Bix 12.03.2021 p.




2 MPOJOBXKEHHS 0ojaTKa 22

3asgBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», Benbris
CrioHcop, KpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

GLPGO0634-CL-205_Indopmauis ans nauieHta/Popma iHdhopMoBaHOI 3rojiv, yHiBepcanbHa Bepcisi st
Yxpaiau 10.0 Big 09 mucronaza 2021 poky yKpaiHCBKOIO Ta pOCiiiCbKOI0 MoBamu; bpoiilypa gocnigHuKa
nmocutimkyBaHoro fikapcbkoro 3aco0y JYSELECA® (Filgotinib (GLPG0634)), BumanHs 16 Bif 2 BepecHst
2021 poKy aHTiMICbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpOBe, BifKpUTe, AOBrOCTPOKOBE IPOCTEKTUBHE [OCTiKeHHS Oe3reku U eheKTUBHOCTI
MiKyBaHHs JikapcbkuM 3acobom GLPGO0634 y marjieHTiB 3 mOMipHOIO ab0 TSHKKOK (OPMORO
peBmartoizHoro aptputry», GLPG0634-CL-205 , 3 nonpaskoro 4 Bij 13 TpaBHs 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

Galapagos NV, benbris

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnenuii poszin 2.1.P gocke mochizpkyBaHoro Jyikapcbkoro 3aco0y Himokanimab (M281) Bif »KOBTHs
2021 p.; OHoBnenuit po3ain 2.1.S mocke mocimKyBaHOro fikapchKoro 3acoby Himokanimab (M281) Big
»oBTHs1 2021 p.; ITogoB)KeHHsT TepMiHy 30epiraHHs J0C/iZPKyBaHOTO JTiKapCchbKOro 3aco0y Himokanimab
(M281) mo 24 wmicsauiB npu Temnepatypi 2-8°C; KapTka HaragyBaHHs mpo Bisut, 80202135SLE2001,
UKRO6 INT-1, Bepcia 1.1 Big 27.05.2021 p., yKpalHCbKOIO MOBOR; KapTka 3 HaraZjlyBaHHSIM I1pO Bi3WUT,
80202135SLE2001, RUUO6 INT-1, Bepcis 1.1 Big 27.05.2021 p., pociiicbkoro MoBow; [JoBigHUK
yuacHuka gociimkenns, 80202135SLE2001, UKRO8 INT-1, Bepcisa 1.1 Big 27.05.2021 p., yKpaiHCbKOO
MOBOIO; KepiBHMLITBO yuacHuKa pociipkenHs, 80202135SLE2001, RUUO8 INT-1, Bepcis 1.1 Bix
27.05.2021 p., poCiiiCbKOIO MOBOIO

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

Ne 1722 Biz 11.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorjeHTpOBe, paHJOMi30BaHe, MO/BiliHe cJiire, Tuialeb0 KOHTPOJIbOBaHe, B IMapaje/bHUX TIpyrax
KJIiHIUHE [OC/Ti/PKeHHS HiloKasiMabdy y [JOpPOC/MX TMal[i€HTiB 3 aKTUBHHUM CHCTEMHHM YepBOHUM
BoBUYakom», 80202135SLE2001, 3 nornpaBkoto 1 Bix 27.05.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

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




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

[TomoB>KeHHs TPUBAJIOCTI AOC/II/pKeHHs B YKpaiHi Ta ¢BiTi 0 31 rpyans 2022 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 225 Big 02.03.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

"NocmimkenHass 1/2 ¢a3u 3 eckanaii€er0 [03d MIOA0 BUBYEeHHs Oe3mnekd, (apMaKOKiHETHKH Ta
edeKTUBHOCTI OaraToKpaTHUX BHYTPIlIHbOBEHHUX iH(QY3ili ryMaHi30BaHMX MOHOKJIOHAJbHUX aHTUTT
(SAR650984) mo CD38 y mauientie 3 CD38+ remobnacro3amu”, TED10893, 3 nomnpaBkoto 14, Bepcis 1
Big 22 nunag 2020p.

3asBHUK, KpaiHa

TOB «CaHogi-ABeHTiC YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Jluct-nipuBiTanHg s magienta, CNTO1959UCO3001-UKRO4, Bepcis 1.0 Bix 29.05.2019 p.
YKpalHCbKOK MOBOR; JIucT-npuBiTanHs asa mnadieHta, CNTO1959UCO3001-RUUO4, Bepcis 1.0 Bif
29.05.2019 p. pociticekoro MoBoto; Jluct-noasika narienty, CNTO1959UCO3001-UKRO6, Bepcis 1.1 Bix
29.05.2019 p. ykpaincekor MoBORO; JIuct-nogska nauienty, CNTO1959UCO3001-RUUO06, Bepcis 1.0
Big 29.05.2019 p. pociiicbkkoro MoBOO; [loBisHuK i3 BisuTiB, CNTO1959UCO3001- UKRO3 — INT-1,
Bepcid 2.1 Big 08.01.2020 p. yKpaiHCbKOK MOBOI; KepiBHULITBO 3 NPOXO/KEeHHS Bi3UTIB JOC/Ii KeHHS,
CNTO1959UCO03001-RUUO3 — INT-1, Bepcis 2.0 Big 08.01.2020 p. pocilicbkor0 MOBO0;30i/IbIIIeHHS
KiJIbKOCTI MaljieHTiB B YKpaini 10 135

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzpomizoBaHe, OaraTolieHTpPOBe, TIO/[BiliHe CJliTle, Myiarie00-KOHTPOIbOBaHe KiTiHiuHe A0C/TipKeHAs 2b /
3 a3y B mapasnenbHUX TPyIax JJis OLiHKA e(eKTHBHOCTI Ta 6e3rmeuHoCTi ryce/ibKymaly B MAalfi€HTIB i3
CepeJHbOr0 CTYTEHI0 TSDKKOCTI Ta TSDKKMM aKTHBHUM HecrelM(iuHMM BUPA3KOBUM  KOJITOM»,
CNTO1959UCO03001, COVID-19 Hoparox Bix 14 tpaBHa 2020 poky po IIporokosy KitiHIYHOrO
JocaigpkeHHs CNTO1959UCO30013 nornpaskoro 2 Biz 03.08.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 27

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/IIOUeHHs J0AaTKOBOT'O MiClisl TPOBeIeHHsI K/TiHiUHOTO BUNIPOOYBaHHS B YKpaiHi:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS
1. K.M.H., goil. JInukoBcekuii O.E.

KomyHanbHe HekoMepljiliHe migrmprueMcTBO JIbBIiBCbKOI 00sacHOi pagu «JIbBiBCchbKa 00OJ1acHa
KJ/IiHIYHa JIiIKapHs», YPOJIOTriuHe BifziseHHs, M. JIbBiB

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

Ne 2672 Bip 01.12.2021

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaH/i0Mi30BaHe, KOHTPO/ILOBaHe IpernapaToM MOpiBHAHHSA KiiHiuHe foctifkeHHs 11 da3u f1s BUBUeHHS
edeKTUBHOCTI Ta Oe3meuHocTi embpoizymady (MK-3475) y kombiHariii 3 6aumnoro Kanemerra-I'epeHa
(PLI)K) B yuacHUKIB 3 HeM’5130BO-iHBa3MBHHMM pakOM C€YOBOTO Mixypa 3 BUCOKUM CTYIIEHEM DU3HKY, Y
SKUX CIIOCTEPIraeThCsl MepCUCTYOUMH abo peluMBYOUMM pak mic/s iHaykniiHoi BIIDK-Teparii abo sskum
paniue He nipoBoauiu BIDK-tepanito (KEYNOTE-676)», MK-3475-676, 3 iHKOpriopoBaHO!0 MOIPABKOIO
04 Bix 09 yepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBifampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




HonaTok 28

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Honatok Ne2, JlokanbHa Bepcisi Homep 2.0 yKpaiHCBKOIO Ta pPOCiMCHKOK MOBaMH, jAata Bepcii 14 rpyaHs
2021 poky, Ha ocHOBi Mactep Bepcii Bif 19 nmucronaza 2021 poky a0 IHdopmauii Ta ¢dopmu 3rogu ast
JIOPOC/IMX YYaCHUKIB [IOC/Ii/pKeHHs, JoKajbHa Bepcis Homep 4.0 p1sa YKpaiHM yKpalHCBKOKO Ta
pocilicbKor0 MoBaMH, fata Bepcii 20 ceprHs 2018 poky, Ha ocHOBi Mactep Bepcii Homep 5.0 Bif 24 nunHs
2018 poky; 3MiHa Ha3BM MiClisl IPOBE/IEHHSI KJIiHIYHOTO BUIIPOOYBaHHS:

obsiacHa KiiHiuHA JsikapHs im. I.I. MeuHuKoBay,
yponoriuHe BiagineHHs: Ne2, [lep)KaBHUM 3aK/aj
«/JHirpornieTpoBCcbka MejuyHa akazgemis» MO3
Ykpainu, kadezpa ypoJorii, M. [IHinpo

BYJIO CTAJIO
I.M.H., ipod. Ctych B.II. IO.M.H., ipod. Ctych B.II.
KomyHanbHuii  3aknag —— «/IHinponetrpoBchbka | KoMyHanbHe mignpueMcTBO «/JHiNponeTpoBChKa

obsiacHa KniHiuHa mikapHs iM. 1. I. MeuHWKOBa»
THInporneTpoBChKOI 00/1acHOi pajiv, BiagineHHs
yposorii Ne2 (oHKoJjiOTiuHe), [IHIMPOBCHKUIA
Jlep)KaBHUN MeJIWYHMI  yHiBepcuTeT, Kadezpa
ypoJorii, M. JTHinpo

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 897 Big 04.08.2017

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«Binkpure, paHzoMi3oBaHe, TOpiBHIOBa/IbHE, OaraToIieHTPOBe KIIiHiUHe JOC/iKeHHs (a3u 3 OI[iHKU
edekTuBHOCTI Ta Ge3neku CaposniTiHiOy B mopiBHsHHI 3 CyHiTiHiOOM y marjienTiB 3 MET-no3uTHBHOMO,
Heorepa0esibHOI0 Ta JI0Ka/JbHO-TIOLIMPEHO0, ab0 MeTacTaTWYHON TMAarlisipHOI0 HUPKOBO-KJIITHHHOIO
kapuuHoMoro (mHKP)», D5082C00003, Bepcis 6.0 Big 19 rpyans 2018 poky

3asgBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa BiJITIOBiaIbLHOTO /TOC/IiTHUKA B MiCIli MPOBe/IeHHsI BUTIPOOYBaHHS:

MeauuHuil  K/IIHIYHUA [JOC/TITHALBKUN LIeHTp,
BiJZ1i/1 3arasibHOI Tepariii, M. BiHHUIA

BYJIO CTAJIO
nikap Hosakosceka O.E. K.M.H. KocTtouenko A.B.
Meauunnii  1ieHTp TOB  «Xenc  KniHik», | Meguunuii  1ieHTp TOB  «Xenc  Kninik»,

MeauuHuii  KTiHIYHUM  [JOC/TiIHALILKUN LI€HTP,
BiZI1iJ1 3arasibHOI Tepariii, M. BiHHULS

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

Ne 1924 Bip 21.08.2020

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«barartoLieHTpoBe, paH/I0Mi30BaHe, TIO/IBiliHe CJIire, 3 MO/BIMHOK iMiTalli€l0, KOHTPOJbOBaHe AaKTUBHUM
nipernapaToM, gociimkenHs 111 ¢asy, 1110 MpoBogUTHLCS B MapaseibHUX IPynax 3 OL[iHKY e(eKTUBHOCTI Ta
Oe3neyHOCTi eBOOpYTHHIOA y TOPiBHSAHHI 3 TEPUQIYHOMIZIOM B YYaCHHKIB i3 PEL[UIUBYIOUMM PO3CiSTHUM
ckepo3om», MS200527_0082, Bepcis 3.0 Big 19 TpaBHs 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, Himeuurna

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

Isan 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporiypa jgociifHuKa A0CTipKyBaHOTO jikapchbkoro 3acody CT-P16 (Bevacizumab), Bepcis 4.0 Bif
02 nuctomaza 2021p., aHT/iCbKOK MOBOHO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 415 Big 18.02.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[TopBiiiHe ciiine, paHgoMi30BaHe, aKTUBHO KOHTPO/IbOBaHe, B Mapasie/lbHUX Ipymnax Joc/ipkeHHs (a3u 3
3 MeTOH TIOpiBHSIHHs eeKTUBHOCTI Ta Oe3reuHocTi 3actocyBaHHs mperiapaty CT-P16 ta ABacTuHy,
cxBaneHoro B €C, K T1epmoi JiHII JiKyBaHHS ~MeTacTaTHUHOro ab0  peLuAuBYHOUYOTO
HeTIJIOCKOK/IITUHHOTO HeZIpiOHOK/TITUHHOTO paky yieredb», CT-P16 3.1, Bepcisi 2.0 Big 14 uepBHs 2019 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHoto BianorizanpHicTio «KoHTpakTHO-[ochigHumpka Opranizanis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

«IEJITTPIOH, Iuk.», Pecriy6sika Kopest (CELLTRION, Inc., Republic of Korea)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/bIIIeHHsT KiZTbKOCTI IOC/TiZPKYBaHUX B YKpaiHi 7o 350 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomizoBane, moggitiHe citinie gocsimkeHHst ¢as3u 111 3 BUKOpUCTaHHSAM ABOX Tuiarieb0 i aKTUBHOTO
Trperiapary B IKOCTi KOHTPOJIIO 3 MeTOI0 BUBUeHHS e(DeKTUBHOCTI Ta Oe3MeuHOCTi J0JaTKOBOI 8-THXKHEBOI
teparii OyzecoHizom 9 mr y dopmi Karcyn y mopiBHsSHHI 3 OyzgecoHigom 6 mr y dopmi karcyn i
OynecoHigoM-MMX® 9 mr y ¢opmi TabseToK y MaIji€eHTiB i3 BUPAa3KOBUM KOJITOM, pedpakTepHUM [0
craHAapTHOI Teparii MmecanasuHoM», BUX-4/UCA, Bepcist 2.0 Big 02 s 2019 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeXeHoro BianosiganeHicTIo «OCT YKPAIHA»

CnoHcop, KpaiHa

Ip. ®ansk @apma 'm6X, Himeuuwnna (Dr. Falk Pharma GmbH, Germany)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopnaTok 32

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

Inentudikariis cyrreBoi
TIOTIPaBKU

bpouypa mopo BkmroueHHs mnaujieHTiB B goctimkeHHss LIBRETTO-432;, sepcia 1 Bix 17 nucronazsa
2021p., yxkpaincekoro Mmoo (JZIJX-UK-UA-RECRUIT-BROCH V1-11172021); bpourypa 1mjogo
BK/IHOUeHHSs TallieHTiB B gochimkeHHss LIBRETTO-432, Bepcis 1 Big 17 nucronaza 2021p., pociiicbKoro
moBoto (JZJX-UK-RU-RECRUIT-BROCH V1-11172021); IlocibHuK 3 mpoBefieHHs Bi3UTIiB y paMKax
nocnimkenHss LIBRETTO-432, Bepcis 2 Big 17 nucronaga 2021p., ykpaiHcbkoro MoBoto (JZJX-UK-UA-
VISIT-GUIDE-V2 V2-11172021); ITocibHuk 3 rpoBefieHHs Bi3UTiB y pamkax fgociimkeHHs LIBRETTO-
432, Bepcisi 2 Big 17 mucromaga 2021p., pociiicekkoro Mmoot (JZJX-UK-RU-VISIT-GUIDE-V2 V2-
11172021); KapTka-npr3HaueHHs1 HACTYIHOI'O Bi3UTy MaljieHTa y paMmkax gocrifkeHHss LIBRETTO-432,
Bepcisi 1 Big 17 nucromaga 2021p., ykpaiHcekoro MoBow (JZJX-UK-UA-APPT-CARD-DIG V1-
11172021); KapTka-npr3HaueHHs1 HACTYIHOI'O Bi3UTy MaljieHTa y pamkax gocrifkeHHss LIBRETTO-432,
Bepcisi 1 Big 17 muctomaga 2021p., pocitickkoro Mmoo (JZJX-UK-RU-APPT-CARD-DIG V1-
11172021); BaknuBi HarafyBaHHSl IOA0 HACTYMHOrO BI3UTY MallieHTa Yy paMKaxX JOCTi[pKeHHS
LIBRETTO-432, Bepcis 1 Big 17 nucronaga 2021p., ykpaiHncekoro moBoto (JZIX-UK-UA-APPT-CARD-
PRT V1-11172021); BaxxivBi HarasyBaHHS 1J0/j0 HACTYITHOIO Bi3WUTY Malli€eHTa Y pamKax JOC/iJyKeHHS
LIBRETTO-432, Bepcis 1 Bix 17 mucromnaza 2021p., pociiicbkoro MoBowo (JZIJX-UK-RU-APPT-CARD-
PRT V1-11172021)

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

Ne 1265 Big 23.06.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«LIBRETTO 432: Tlnaie60-KOHTpPO/IbOBaHe TO/[BiliHe CJlile paHAoMi30BaHe AOC/i/pKeHHS 3 da3u a/s
OLIiIHKY a/1’FOBAHTHOI Tepartii ce/mepKaTUHiOOM Mic/Isi pajuKabHOI JTIOKOperioHapHOi Tepartii y TarjieHTiB
3 HeZIpiOHOK/TITUHHUM pakoM JiereHi crazii IB-IITA 3 HasiBHicTIO TiGpuaHOro rena RET», J2G-MC-JZJX,
Bepcis 3 nornpaBkoto (d) Big 21 TpaBHsa 2021 poky

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CA», I1IBeliliapis




2 MPOJOBXKEeHH JojaTKa 32
CrnioHcop, KpaiHa Eni Jlinni enp Kommnani, CHIA / Eli Lilly and Company, USA
CynyTHi —
Marepianu/nperiapaTty

CYyNyTHBOI Tepariii

B.o. reHepa/sibHOr0 ANpeKTOopa JlupeKTopary
(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX



Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

Inentudikariis cyrreBoi
TIOTIPaBKU

306ibIIIeHHs KiJTbKOCTI MallieHTiB B YKpaiHi 3 25 o0 100 ocib (75 ocib)

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

Ne 2243 Biz 05.10.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHziomizoBaHe BiKpHUTe KOHTPO/IbOBaHe JOC/iMKeHHs (a3u 3 3 OL[iHKK 3acTocyBaHHS Kabo3aHTiHiOy
(XL184) y kombiHariii 3 Ate30/i3ymMaboM y TIOPiBHSIHHI 3 HOBiTHBOHO TOpMOHa/bHOO Tepartieto (HI'T)
ZIpyroi JiiHii y MallieHTiB 3 MeTaCTaTUUHUM KacCTpaLliiHO-pe3UCTeHTHUM pakOM TepeiMiXypoBOi 3a/103u»,

X1L.184-315, nonpaska 2.0 Bizg 13 TpaBHsa 2021 p.

3asgBHUK, KpaiHa

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

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

Exelixis, Inc., CIIIA

CymnyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT KiZIbKOCTI MarjieHTiB B YKpaiHi 3 20 10 25 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpure pocmimkends 1b ¢a3u 3 oninku 6esmeuHocTi, (apMakoKiHeTHKH i ¢hapMaKOAWHAMIKH
npernapaty JNJ-64264681 y kombiHariii 3 nperapatom JNJ-67856633 B y4aCHHKIB 3 HEXO/PKKiHCHKOIO
niMmboMor0 Ta XpOHIUHUM JiMdoLUTaPHUM Jieliko3om», 64264681LYM1002, nonpaBka 2, Big 15 gumnHs
2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Snccen-Cinar Inrepuennn HB, Benbrisi / Janssen-Cilag International NV, Belgium

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

36ispIIeHHsT KiTbKOCTi TaLlieHTiB B YKpaiHi 3 12 g0 25 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpure pocmimkenHss 1 ¢a3u 3 omiHku 6e3nevHocTi, (apMakKOKiHETUKH i (apMaKoJUHAMIKH
nipernapaty JNJ-64264681 B y4yacHUKIB 3 HEXO/[KKiHCbKOIO JiM(OMOIO Ta XpOHIUHUM JiM(pOLUTapDHUM
nerKo3oM», 64264681LYM1001, norpaBka 4 Big 18 mtotoro 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», Ykpaina

CnoHcop, KpaiHa

SIaccen-Cinar Inrepuennn HB, Benbrisi / Janssen-Cilag International NV, Belgium

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBneHa bpormypa mocnignuka g npernapaty CK-301 (KocubGenimab), Bepcis 6.0 Big 14 rpymgHs
2021 poKy, aHIilCbKOI MOBOHO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020
Ne 1265 Big 23.06.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpure 06araroueHTpoBe gochimkeHHs | ¢asu 3 eckanauiero go3u miperiapary CK-301 mpu
BHYTPIIlIHLOBEHHOMY BBeZIeHHI B pe)KMMi MOHOTeparlii MnaijieHTaMm i3 3amnyiieHuMu popMaMu paky», CK-
301-101, Bepcis 3 iHKOpriopoBaHoO rorpaBKkoro Ne 5 Bif 14 cepriag 2020 poky;

«PangomizoBane BigkpuTe mocmimkeHHs III ¢a3u 3acTocyBanHs mperapaTty kKocubernimab (CK-301) y
TO€JHaHHI 3 XimioTeparii€rw rnemMeTpekcesoM Ta IperapaToM IUIATUHU Y SKOCTI Tepariil neprioi JiiHii y
MalfieHTiB i3 MeTacTaTUUHUM HETUIOCKOKTITUHHUM HepiOHOKTITUHHUM pakoMm JiereHi», CK-301-301,
Bepcig 1.0 Big 12 ciung 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeXeHoo BianosiganeHicTI0 «OCT YKPAIHA»

CnoHcop, KpaiHa

YekmnoitHT Tepar’'toTikc, [HK., CIIIA (Checkpoint Therapeutics, Inc., USA)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

[TojoB>KeHHsST TepMiHy TPHIATHOCTI AOCTipKyBaHOTO Tpernapaty MocyHeTty3ymab (Mosunetuzumab),
pO3uMH Jis iH ekuiif, 5 mr/ 0,5 mi i 45 mr/ mi, maptii 3433490 (5 mr/dnakoHn), 3433343 (45 mr/dakon),
3438550 (45 mr/dnakon), 3438554 (45 mr/dsiakoH) 10 24 MicsiliB

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

Ne 2672 Bip 01.12.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®A3A 1B, BA'ATOLEHTPOBE, BIAKPUTE JOCJIII)KEHHA 3 ECKAJIALIIEO J0O3U 3 METOXO
OLIHKU BE3IIEYHOCTI, ITEPEHOCUMOCTI, ®PAPMAKOKIHETNKN I ®APMAKOINHAMIKNA
[MIATIKIPHOI'O BBEAEHHA MOCYHETY3YMABY B VYUYACHUKIB 3 CUCTEMHUM
UEPBOHMM BOBYAKOM», GA43191, Bepcis 2 Big 12 cepriag 2021

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, Switzerland / ®. Xoddmanu—JIs Por Jita, [lBeiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 38

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpoiitypa focnifiHiKa Ha AOCTipKyBaHUM fikapcbkuit 3aci6 AVTO02, Bepcis 7.0 Big 16 rpygns 2021 p.,
aHTJIiiCbKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararoLeHTpoBe, MOJBIiKHe CJjiirNe, paHJOMi30BaHe [OCII[JKEHHs, 10 TPOBOJUTHCSA Yy MapasebHUX
rpyrnax 3 MeTOH BUBUEHHsI (hapMaKOKiHETUKU, e(eKTUBHOCTIi, Oe3MeKr Ta iMyHOTeHHOCTi y MAalli€HTiB 3
XPOHIUYHMM OJISIIIKOBUM TICOpPia30M Bifi TIOMIpDHOTO /10 TSDKKOTO CTYTIeHs, $IKi OTPUMYIOTH IIperapar
Xymipa®, Ta y mauieHTiB (abo MOpiBHAHO 3 mMalli€eHTaMH) 3 XPOHIUHKUM OJISIIIKOBUM TICOpia3oM Bif
TIOMIPHOTO /10 TSDKKOIO CTYIMeHf, sKi 3HaxXxOAATbCA Yy CTafili IOBTOPHOIO IlepexoAy BiJ JIIKyBaHHS
npenapatoM Xymipa® Ha jnikyBaHHs niperiapaTtoM AVT(02 3 HaCTYyMHOI TO/I0OB)KEeHOI0 (Pa30r0 BUBUYEHHS
6esnekn AVT02 (ALVOPAD-X)», AVT02-GL-302, Bepcist 4.0 3 iHKopriopoBaHot0 momnpaskoro 3 Bifg 11
TpaBHs 2021 p.

3asBHUK, KpaiHa

TOB «BOPJIABAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBorek Csicc AT'» (Alvotech Swiss AG), I1IBelirjapis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Honatok 39
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX

TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
26.01.2022 Ne 165

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITTOBiIa/TbHOTO TOC/TiTHMKA; 3MiHa HAa3BH MiClis TTPOBe/IeHHS KTiHIYHOTO BUTTPOOYBAHHS:

BYJIO

CTAJIO

K.M.H. [lemeHTheBa H.A.

KomyHanbHe MigIpueMCTBO «/IHIIpOneTpoBCchbKa
obnacHa JATSUa K/TiHIUHa JIIKapHSI»
[HinporeTpoBcbKoi 00/1acHOT pau», BifineHHs
aHecTe3iosorii Ta IHTEHCUBHOT Tepartii
HOBOHApO/PKEHHX Ha 8 JIDKOK Ta 3 O/IOKOM fijist

A.M.H. Cypkos [I. M.

KomyHanbHe mifrpuemMcTBO «/IHINpOneTpoBCchbKa
obsacHa JuTs4a K/TiHIUHa JIIKapHs»
JHinporeTpoBchKOi 00/1aCHOI pajiu», BiflineHHs
IHTEHCUBHOI Tepariii HOBOHAPO/ KeHUX 3 BUI3HOK)
HEOHATOJIOTiuHOI0 Opurazoro, M. JJHinpo

He/IOHOLLIEHUX Ta XBOPUX HOBOHAPO/JKEHUX Ha
10 1i>koK, M. JIHInpo

Homep Ta faTa Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 893 Big 15.04.2020

Ha3ga ky1iHiyHOrO
BUMPOOYBaHHs, KO/,
BepCis Ta faTa

«Binkpure OaraTolieHTpoBe KiiHiuHe mocmimkeHHs I ¢a3u 6e3 rpyrv MopiBHAHHSA /IS OL[iHKUA Oe3IeKH,
nepeHocUMoCTi  Ta  (apMakokiHeTHKH  Iiedrosio3aHy/Ta3obaktamy (MK-7625A) 'y  giteir 3
HO30KOMiaJIbHOK MHeBMOHi€r0», MK-7625A-036 , 3 iHkopniopoBaHoto moripaBkoro 01 Big 05 tpaBus 2020

POKY

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBigampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn Exng Joym Kopr.», fouiphe nignpuemcrso «Mepk Enp Ko.,Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 40

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

bpourypa nocnignrka AZD1402, Bepcid 6, Big 15 rpyans 2021 poky, aHI/IiNCBKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomiszoBaHe, mozBiliHe cire, myiarie60 KOHTpOJbOBaHe, OaraToleHTpoBe AocmimkeHHs1 ¢dasu Ila 3
BH3HAUeHHsI OTNITUMAJIBHOI /103H, Y IBOX YaCTHHAX, /ISl OLiIHKK e(eKTUBHOCTI i 6e3rmeuHoCTi TphOX piBHIB
[l03yBaHHS iHransuiiHoro npenapaty AZD1402, ujo npuiiMaeThcsi y GopMi CyXoro mopouiky ABidi Ha
00y MpOTATOM 4 THXKHIB, Y AOPOC/IUX MAl[ieHTiB 3 OPOHXiaJbHOIO aCTMOIO, SIKi OTPUMYIOTh CE€peHi 1031
IHraJIALIMHUX KOPTUKOCTepoiAiB», D2912C00003, Bepcis 4.0 Big 09 uepBHst 2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Actpa3eneka ABb, I1IBerisi/AstraZeneca AB, Sweden

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hoparok 41

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa gocnigiuka EBobpyTuHi6O (M2951), Bepcisi 14.0 Bix 20 xoBTHs 2021 pOKYy, aHIJIMCHKOO
MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 358 Big 03.04.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomisoBaHe, mozBiiiHe criine, muiarie60-KoHTpoboBaHe AociimkenHs 11 ¢a3u npemapaty M2951 3
rapasie/lbHOI0 TPYIIOK 3aCTOCYBaHHS aKTHMBHOIO KOHTpomto (mpernapary Tekdizepa) 3a BiKpUTHUM
METOZIOM Y TIAI[iEHTIB 3 PELUJUBYIOUNUM PO3CITHUM CKJIepO30M ISl OL[iHKK e(heKTHUBHOCTI, 6e3rmeuHoCTi,
MepeHoCUMOCTi, (apMakKOKiHeTHKM Ta O6iosioriuHol akTMBHOCTI», MS200527-0086, Bepcis 6.0 Bix
08 mucromnaza 2019 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Merck KGaA, Himeuyunna

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikaiiis cyrreBoi BKJ/TIOUEHHST I0/IaTKOBUX MiCITb TPOBE/IEHHS] BUIIPOOYBAHHSI:
TIOIIpaBKU Ne I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. I.M.H., npod. ConosiioBa I".A.

JIiKkyBa/bHO-/IiarHOCTUYHWIA ~ [IEHTP  TOBapuMCTBAa 3  OOMEXEHOH  BiJTOBiJa/lbHICTIO
«JIiKyBa/IbHO-/1iaTHOCTUYHMI 11eHTp «AjioHic [Tmoc», ambynaTtopHe BifzineHHs, M. Kuis

2. nikap Kupnuenko O.B.

KuiBcbka k/iHiUHa J/ikapHS Ha 3ai3HAYHOMY TpaHcnopTi Ne2 ¢inii «LleHTp oxopoHM
3/0pOB’s1» aKL[IOHePDHOI'O0 TOBApUCTBA «YKpaiHCbKa 3ajli3HULA», BiJJiJIeHH [eHHOr'o
crauioHapy, M. Kuis

3. K.M.H. KoBasnsb B.I.

KomyHanmeHe HeKoMepIjifiHe mianpueMcTBo «Yepkacbka o6siacHa JiikapHsi YepKachKoi
o0JtacHOI pajiu», MPOKTOJIOTiUHe BifiieHHs, M. Yepkacu

4, n.M.H. Kpemsep O.0.

MeauuHuli  1[eHTP TOBapucTBa 3 0OMEXeHOW BianoBizanbHicTIO «EmiTMencepsic»,
M. 3aropixoKs

3MiHa BiZITOBiZIa/IbHOTO OC/TiZIHMKA B MiCIIi TPOBeZIeHHs] BUTIPOOYBaHHS:

bYJIO CTAJIO

n.M.H. ConosiioBa I'.A. nikap bapanenko B.M.

Meauunuii  LeHTp «YHiBepcaqbHa KiiHika | MeguuHUii  LeHTP «YHiBepcasbHa KIIiHiKa
«O6epir» TOBApHCTBA 3 obmeskeHoro | «Obepir» TOBapUCTBA 3 0OMeKeHOI0
BignoBiganeHicTi0O  «Kamurtan», T'acTtpoueHtp, | BignosiganbHicTIo  «Karnuran», I'actpoueHTp,
KJ/TIHIKO-KOHCY/IbTaTUBHE BiffiieHHs, M. KriB KJ/IiHIKO-KOHCYJ/IbTaTUBHE BiffieHHs, M. KuiB




2 MPOJOBXKEeHH J0ojaTKa 42

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

Ne 762 Big 20.04.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

baraToreHTpoBe, paH0Mi30BaHe, MO/IBiliHe CJIiTNe AOCTiKeHHS, 1[0 MPOBOAUTHLCS B Mapasie/lbHUX rpyrax
IS OLiHKK e(eKTUBHOCTI Ta 0e3MeYHOCTi TepopasbHOTO eTpaciMozly MpH HOro 3acTOCYBaHHI [ijist
iHAYKLiMHOI Ta MiATpUMYyBa/bHOI Teparii MpH JiKyBaHHI akTWBHOI xBopobu KpoHa Bij momipHOro m0
BaXKKOro cryrneHs TspKKocTi, APD334-202, 3 inkopriopoaHoro nonpaskor 2.0 Big 11 yepsHs 2020 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emHor0 iHBecTHLiclo «AVIK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa

«Apena ®apmackroTikans, [HK.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 43

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

30i/bIIeHHsT 3arIaHOBAHOI KiJIbKOCTI MAIfi€HTiB, 1[0 OyAyTb 3aay4yaTHCs y K/IiHi4He BUMPOOYBaHHS B
Yxkpai#i 3 150 g0 170 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1275 Bip 06.07.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe paHZOMi30BaHe MO/BilHe ciine TIaneb0- Ta aKTUBHO-KOHTPOJIbOBAHE AOC/TiPKeHHS
[UIs OL[iHKM e(heKTMBHOCTi MOHOTeparlii OpeKCITinpa30/ioM /sl JTiKyBaHHs MiAiTKiB (Bikom 13—17 pokiB) 3
mm3ogpeHieto», 331-10-234, Bepcis 4.0 3 monpaskoto 2 Bif 16 uepBHs 2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apMmacblOTik1
HesenonmenT eHj KomepciniselinH,, [Hk.», CIIIA)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3meueHHsA Isan 3A/IBOPHUX




Honatok 44

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

IMopatkoBa iHhoOpMOBaHa 3rojia TarfieHTa Ha 3abe3reueHHs [JUCTAHI[IHHOI TEepPeBipKU [aHWX, BepCist
V2.0UKR(uk)1.0 Big 16 rpyans 2021 poky, nepekiaj yKpaiHCbKOH MOBOM Bif 27 rpyaHs 2021 poky;
IopatkoBa iHGOpPMOBaHa 3rojla yuyaCHMKAa Ha 3a0e3reueHHs] JUCTAHI[iHHOI TIepeBipKW [aHUX, BepCis
V2.0UKR(ru)1.0 Big 16 rpyanst 2021 poky, rnepeksiaj, pocilicbkoro MOBO Bifi 27 rpyans 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, paHJOMi30BaHe, TOZBiliHe cCJiire, TUIAleb0-KOHTPO/ILOBAHE KITiHIUHE AOC/TiPKeHHS
¢dasu Il s ouinku edektuBHOCTi Ta OesneuHocti npernapaty CBP-307 y marjieHTiB i3 BUpa3KoBUM
kositoM (BK) cepegnboro ta Baxkkoro crymnensi», CBP-307CN002, Bepcis 6.0 Biz 25 rpyaus 2020 poky

3asiBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emMHor0 iHBecTHLielo «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Suzhou Connect Biopharmaceuticals, Ltd., China

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Honatok 45

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

bpoiypa gocnigauka S05167 (Atorvastatin/ Perindopril), Bepcis 4.0 Big 02 rpyans 2021 aHrmiicbKor0
MOBOI0; YTouHeHHs I1Ib BifinoBigaapHOro AocaigHuKa 1.M.H. npod. CmisiH CeiTnaHu IBaHiBHU:

BYJIO CTAJIO
I.M.H., pod. CmisH O.1. I.M.H., pod. CmisH C.I.
KomMmyHanbHe  HekomepliiiiHe  miANpueMcTBO | KoMyHasbHe  HeKOMepLiiiHe  MiJANPUEMCTBO
«TepHOMiNbCbKAa ~ yHIBepCUTETCbKA  JIiKapHs» | « TepHOMIbCbKA  YHIBEDCUTETCbKa  JIiKapHs»
TepHorminbcbkoi  06/acHOi  paau, BiggineHHst | TepHomibcbkoi  06/acHOI  pasu,  BiAgineHHs
peBMarosorii, TepHOMiJbCbKUI HalliOHa/ILHUM | peBMaTosiorii, TepHOMiMbCLKUM HalliOHa/IbHUN
MeJUYHNN yHiBepcureT iMeHi | MeJUYHNN yHiBepcuTeT iMeHi
[.4. TopbaueBcbkoro MiHicrepcTBa oxoponu | LS. T'opbaueBchkoro MiHicTepcTBa OXOpPOHM
3[0pOB'ss  YKpaiHu, Kadeapa BHYTPIlIHbOI | 370pOB's  YKpaiHu, Kadeipa  BHYTPIlIHbOI
MeauunHU Ne2, M. TepHOIiIb MeauuHu Ne2, M. TepHOTJIb

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

Ne 1246 Biz 26.05.2020

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panziomi3zoBaHe, NoZiBiliHe ciiire, Mi>kHapoJHe, OaraToleHTPOBe, AOC/iPKeHHsS e)eKTUBHOCTI Ta Oe3neku
KoMmOiHarjii ¢ikcoBaHux 03 aTopBacTaTHHy/mepuHgonpwiy S05167 y [gopocivx TAI[i€HTIB 3
apTepianbHOIO TinepTeH3ielo i Auchimigemiero, 8 TwkHiB, ¢a3za 3, B mapanenbHUX rpynax, 3 aKTUBHUM
KOHTPOJIEM», CL3-05167-005, Bepcis 1.1 Big 09 kBiTHs 2020

3asgBHUK, KpaiHa

TOB «Kpomocgapma YkpaiHa»

CnoHcop, KpaiHa

Les Laboratoires Servier / Institut de Recherches Internationales Servier (I.R.1.S.), ®paHiis

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

Isan 3A/IBOPHUX




HonaTok 46
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHU# TIPOTOKOJ K/TiHIYHOTO BUTIPOOyBaHHS, Bepcis 2 Big 05 ymucromnaza 2021 poKy aHITiMCHKORO
MoBo0; [Hhopmaliis ripo gocmigkeHHs Ta dopMa iHbopMoBaHOI 3ro/iy, J0KaabHa Bepcist Homep 3.0 aJis
YKpaiHu yKpaiHCbKOH MOBORO, farta Bepcii 16 rpygHsa 2021 poky Ha ocHOBI Mactep Bepcii HOMep 5 Bif
16 mucronaza 2021

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

Ne 1012 Big 24.05.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«MixHapoziHe, paH/|0Mi30BaHe, TIO/IBiliHe cJiine, r1arie60-KOHTPOIbOBaHe JOCTiPKEHHS 3 METOI0 OL[iHKH
BIUIMBY LMKJ/IOCW/IIKATy LUPKOHII0 HATpPit0 Ha CepLeBO-CYAWHHI HAaC/iJKJ, MOB’f3aHi 3 apuUTMIi€l0 B
YUYaCHUKIB 3 peLWJMBYKOUOI TilepKaliemi€ro, sKi 3HaXOAATbCS Ha XPOHIYHOMY Tremoziastisi
(DIALIZE-Outcomes)», D9487C00001, Bepcis 1.0 Big 13 ciunsg 2021 poky

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca, AB, Sweden

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hopartok 47

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/ieHU# TIPOTOKOJ KiliHiuHOro BuUrpo6yBaHHs MK-1026-003 3 inkopriopoBaHo0 momnpaBkoro 02 Bif
01 rpyaus 2021 poky, aHrmiiicbkoro moBoro; Po3zin «2.3.5.1 GENERAL INFORMATION» [locke
JOC/TiIKyBaHOro JiKapchbkoro 3acoby MK-1026, Bepcia 07XK27 Big 30 mucromaga 2021 poky,
aHTTiMCbKOI0 MOBOIO; Po3min «2.3.S.2 MANUFACTURE» [locke A0CTiIPKYBaHOTO JTiKApCHKOTO 3aco0y
MK-1026, Bepcis 07XK27 Big 30 smucromaga 2021 Ppoky, aHIJIIMCBKOIO MOBO; Po3gin
«2.3.S.3 CHARACTERIZATION» /[locke mociipKyBaHOTO Jiikapcbkoro 3acody MK-1026, Bepcis
07XK27 Big 30 ymucronaga 2021 poky, aHraincekow moBoro; Pospin «2.3.5.4 CONTROL OF DRUG
SUBSTANCE» [locke pmocmimKyBaHoro Jikapcbkoro 3acoby MK-1026, Bepcis 07XK27 Bim 30
muctonaza 2021 poky, aHrincbkoro MoBor; Po3gmin «2.3.S.7 STABILITY» [locke mocC/iipKyBaHOTrO
nikapcekoro 3acoby MK-1026, Bepcis 07XK27 Bixg 30 mucromaza 2021 poky, aHIJIiHCBKOI MOBOIO;
Po3gin «P.3 MANUFACTURE» [Tocke gocmipkyBaHoro Jikapcbkoro 3acody MK-1026, Bepcis 07XK27
Bif 30 nmuctomaza 2021 poky, aHriikicekoro MoBorw; Poszin «P.5 CONTROL OF DRUG PRODUCT»
Iocwke pocmipKyBaHoro Jylikapcbkoro 3acody MK-1026, Bepcis 07XK27 Big 30 suctonaga 2021 poky,
aHTTICHKOI0 MOBOIO; 3pa30K CIIPOIIIEHOT0 MapKyBaHHSI 3apeeCTPOBAHOrO B YKpaiHi JlikapcbKoro 3aco0y,
SIKAM 3aCTOCOBYETbCSl B KJIiHiuHOMY BuripoOyBaHHi s mporokony MK-1026-003, Bepcis 1.0 Big 13
rpygHs 2021 p., yKpaiHCbKOI MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1966 Biz 15.09.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenns II da3u orjinku edekruBHOCTI Ta 6Gesneynocti MK-1026 y marjieHTiB 3 reMaTo/ioriYHUMHU
3JI0SIKICHUMM 3axBoproBaHHsAMW», MK-1026-003, 3 inkopriopoBaHoro rornpaskorw 01 Bix 05 sucronaza
2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 48

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBIeHUI IPOTOKO KiHiYHOro AoctigxenHs 06, Bepcis 1 Big 10 rpygus 2021p., aHI/IilCbKOKO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 568 Big 27.02.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpure paHfomi3oBaHe AociimkeHHsi 2 ¢asu, 110 MPOBOJUTHCS 3 METOH TOPIBHSIHHS TIperapary
amueHectpaHT (SAR439859) i eHZOKpPUHHOI MOHOTepariii, BUOpaHOi JiikapeM, y TMal[iEHTiB 3 eCTpOreH-
petienTop-1o3uTuBHUM, HER2-HeraTuBHUM MiclieBOMOmMpeHUM ab0 MeTacTaTUUHUM pPakKOM MOJIOUHOI
3a/1034, SIKi paHillle OTpUMYyBa/M TOPMOHa/bHY Teparito», ACT16105, nporokon 05, Bepcis 1 Bif
23 BepecHs 2021p.

3asgBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepiil e feBejiornMaH, @paHifis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 49

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/IeHMI TIPOTOKOJT K/TiHiYHOTO BUMpoOyBaHHs Bepcist 4.0 Big 26 mictonaza 2021; 3pa3ok e1eKTPOHHOT
[P®, Bepcis 2.0.0.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraTolieHTpOBe paHAOMi30BaHe BifKpuTe KJiHiuHe Joc/ifpkeHHs 2/3 ¢a3u 3 OLiHKU eeKTUBHOCTI Ta
Oe3nekn (ikcoBaHoi KoMOiHarlii KeToposaky/miTodeHOHY/(eHMiBepUHit0 B TIOPiBHSHHI 3 aAKTHBHUM
KOHTPOJIEM Y TIAL[iEHTIB i3 OO/LOBUM CHHPOMOM ITiC/IsI XipypriyHOro BTPyuYaHHsS Ha OpraHax 4YepeBHOI
NMOpoXXHUHM Ta Manoro Ttasy», KPF07-T, Bepcis 3.0 Bifg 15 BepecHs 2021 (YTOUHEHHSI MOJIOXKEHHS
nporokoay KB Bepcis 2.0 Big 22 mrotoro 2021)

3asgBHUK, KpaiHa

[TpAT «®apmareBTiuHa (ipma «lapHulisi», YKpaiHa

CnoHcop, KpaiHa

[TpAT «®apmaneBTiuHa (ipma «lapHulis», YKpaiHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 50
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2022 Ne 165

InenTudikariist cyrreBoi
TIOTIPaBKU

BkrouenHsi 1 (0HOTO) IOJATKOBOTO MiCIsl TPOBe/IeHHsI BUTIPOOYBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.meq.H. Kimoes I'.0.
MenuyHuii TIeHTP TOBApUCTBa 3 OOMEXEHOH BiATOBifanbHiCTIO «TexXHOMOTis 370pOB's»,
M. Opeca

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

Ne 1586 Biz 29.07.2021

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«barartolieHTpOBe, BiJIKpUTe, paH/IOMi30BaHe AOC/i/PKeHHs 3 TOPiBHS/ILHOI OL[iHKU e(eKTUBHOCTI Ta
repeHoCUMoCTi  riperiapaty  bpunHsonamig+bpvMOHiIAMHY — TapTpar, Kparwli  OYHi,  CyCIieHs3is
10 mr/mn+2 wmr/mn, BupobHuntBa AT «®apmak», YkpaiHa Ta mpenapaTy CimOpuH3a®, Kparuli O4YHi,
BUPOOHMIITBA «AJKOH-KyBpbOp», Besbris y malfieHTiB 3 BiIKDUTOKYTOBOIO TJIayKOMOIO ab0 OYHOMO
rineprensieto», FM-BMN-BZN-20, Bepcist Ne2 Big 25.06.2021

3asgBHUK, KpaiHa

AT «Papmak», YKpaina

CrioHcop, KpaiHa

AT «®Papmak», YKpaiHa

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




