Jonatox Ne 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«baraTonieHTpOBe paHAOMI30BaHe ILIAIE00-KOHTPOJIBOBAHE IOJBIMHE CIINE MOCHIDKeHHS (a3zu 2a, 1o
MPOBOAMWTHECS B TapalielbHUX TpyHax s BHBUYEHHS e(QEKTHMBHOCTI Ta OE3MEeYHOCTI IMEePOPATBHOTO
3actocyBanHs mnpenapatry AMT-101 y mnaiieHTiB i3 BUPAa3KOBUM KOJITOM CEPEIHBOTO ab0 TSKKOTO
cTyreHs», kon gociipkeaHs AMT-101-202, sepcist 2.0 Big 08 gepsust 2020 poky.

3asiBHUK, KpaiHa

TOB «biomanacy, Ykpaina

CrnioHcop, kpaina

«Enmmnaitn Moneksronap Tpancnopt Iak.»/ Applied Molecular Transport Inc, CIIA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

AMT-101 (AMT-101); TabmeTKd, BKPHTI KHIIKOBOPO3YHMHHOI 000j0HKOM;, 3 wmr; BioDuro, CIIIA;
SGS Canada Inc., Canada; MIAS Pharma Limited, Ipnanmis;

[Tnane6o 1o AMT-101, TabneTku, BKpUTI KHIIKOBOPO3YHMHHOK 000s10HKO0; BioDuro, CIIIA; SGS Canada
Inc., Canada; MIAS Pharma Limited, Ipnanmis

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

1) a.m.H. Yomeii I.B.

KomyHanbHe HekoMepliiiHe MiANPUEMCTBO «Y KIOpOAChbKAa paliOHHA KIIHIYHA JHKapHA Y>KropoAChKOi
pailoHHOT paju 3akapnaTcbkoi 00J1acTi», TepaneBTUYHE BIAIIIICHHS, M. Y KIOpPOJ

2) n.m.H. Kpemzep O.0.

MenuyHuii IIEHTP TOBAPUCTBA 3 0OMEKEHOO BIAMOBIIATBHICTIO «JliacepBic», M. 3amopixKKs

3) nixap Jlormaniai T.1.

Komynansune nHexomepiiitHe mianpuemctBo KwuiBcbkoi oOmacHoi pamu «KuiBchbka oOnacHa JiKapHS»,
TepaneBTHYHE BiiaineHHs, M. KuiB

4) nmikap Casinpka JI.M.

Menuunuii nentp ToBapucTtBa 3 0OMEXEHOI BiIMOBiAaNbHICTIO «Menibopy, BimaineHHS MeaudHOro
IEHTPY 3 ICHHUM CTaI[lOHAPOM, XIpYPTi€0 OJHOTO JHSI 1 MalaTO0 IHTEHCUBHOI Tepartii, M. JKutomup

5) k.m.H. Tomamkesuu I'.1.

KomyHaneHe  HekomepliliHe  HANPUEMCTBO  «BiHHMIbKa  Micbka  KIiHIYHA  JiikapHS  Nely,
racTpOeHTepOJIOriuHe BiIiIeHHs, BiHHUIbKUI HallioHanbHUN MeauuHuil yHiBepcuteT iM. M.1. ITuporosa,
Kadepa mporeeBTUKH BHYTPIIIHBOI MEAUIIMHY, M. BiHHHIISA

6) nikap IlleBuyk B.M.

[IpuBaTHEe MiANPUEMCTBO TpHUBaTHA BHPOOHMYA (ipMa «ANMHYC», JIKYyBaJIbHO-TIarHOCTUYHUN IIEHTD,




M. KponnuBHu1bKMI
7) n. M.H., ipod. 3axapam FO.M.

Menu4yHuil IEHTp TOBAapHCTBA 3 OOMEKEHOIO BiJIMOBINATBHICTIO «['apMOHIs Kpacuy, BIAIUICHHS KIIHIYHHX

BUNIPOOyBaHb, M. Kui
8) nmikap 360piBchkuii SI.M.

Komynanene Hekomepiiiine mianpueMctBo JIbBiBChbKkoi oOmacHoi pamu «JIpBiBcbka oOnacHa KIiHIYHA

JiKapHs», Xipypriune BigaiiaeHHs Nel, m. JIbBiB

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

* Py4ni mpucTpoi AJis 3aIIOBHEHHS MAIIEHTOM HABYAIBHOTO SJICKTPOHHOTO MIOJICHHUKA Ta aHKETH,

IHCTPYKLII 3 eKcIuTyararii

» O6magnanns CIMS (mopratuBHMII KOMI'IOTEp Ta aKkcecyapH, aJanTepH KUBJICHH, BiICOKapTH, Kabedi,
30BHIIIHI )KOPCTKI TucKkH, duiem-HakonnuyBadi USB, miTku 6e3meku, IHCTPYKIIii 3 eKCIuTyaTaitii)
* JJaboparopui Habopu Covance - €EMHOCTI 117151 300py KpoBi Ta (hekautiid, 00maHaHHS 1JI BEHSyHKIII1

* JIpykoBaHi maTepianu

* CyMKH-XOJIOIMIILHUKY - 130JIb0BaH1
* X0J10/710B1 MMaKeTH

 Konrelinep 1t paxyBaHHS TaOJIETOK
* MoposuibHa kamepa -80 °C

* MoposubHa kamepa -70 °C

* MoposuibsHa kamepa -20 °C

* XonogunsHuk 4-8 °C

* EKT"-amapat Ha 12 BinBeneHb

* [lenTpudyra (HAaBKOJUIITHE CEPETOBUIIIC)
* PeectpaTop Temneparypu

» KomnakTauii iHKy6aTop

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

Oaexcanap KOMAPIJA




Jomarok Ne 2

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«bararoneHTpoBe, paHI0MI30BaHe, MOABIHHE CIiNe AOCTIIKEHHS, [0 MPOBOJUTHCS B MapaielbHUX Tpymnax
JUTSL OI[IHKK €(EeKTUBHOCTI Ta OE3MEYHOCTI IMEePOPATBHOrO €TpaciMoy MpH HOTO 3aCTOCYBaHHI IS
IHAYKIIMHOT Ta MiATPUMYBAIbHOI Teparii mpu JIiKyBaHHI aKTMBHOI XBopoOu Kpona Big momipHOro 1o
BO)XKOTO CTYNEHS TSDKKOCTI», ko nocmimkenHs APD334-202, 3 inkopropoBaHoro mompaBkoro 2.0 Bixg
11 yepBHs 2020 poky

3asiBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EeMHOIO iIHBECTHITIEIO «AVIK’TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

«Apena dapmacerotikans, [Hk.» (Arena Pharmaceuticals, Inc.), United States

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

Etpacimon (APD334, Etrasimod; etrasimod L-arginine); Tabnerka; 2 mr; Penn Pharmaceutical Services
Limited, United Kingdom (xommanist rpynu PCI Pharma Services); XERIMIS Inc., USA; XERIMIS
LIMITED, United Kingdom; Xerimis B.V., Netherlands; Marken Germany GmbH, Germany; PCI Pharma
Services, USA;

Erpacimon (APD334, Etrasimod; etrasimod L-arginine); tabnerka; 1 mr; Penn Pharmaceutical Services
Limited, United Kingdom (xommanis rpynu PCI Pharma Services); XERIMIS Inc., USA; XERIMIS
LIMITED, United Kingdom; Xerimis B.V., Netherlands; Marken Germany GmbH, Germany; PCI Pharma
Services, USA;

ianebo 1o Erpacimon 2 mr; tTabnerka; Penn Pharmaceutical Services Limited, United Kingdom (komnanis
rpynu PCI Pharma Services); XERIMIS Inc., USA; XERIMIS LIMITED, United Kingdom; Xerimis B.V.,
Netherlands; Marken Germany GmbH, Germany; PCI Pharma Services, USA;

rtane6o 1o Etrpacimon 1 mr; Tabnerka; Penn Pharmaceutical Services Limited, United Kingdom (kommnanist
rpynu PCI Pharma Services); XERIMIS Inc., USA; XERIMIS LIMITED, United Kingdom; Xerimis B.V.,
Netherlands; Marken Germany GmbH, Germany; PCI Pharma Services, USA

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeEeHHS
BUMIPOOYBaHHs B YKpaiHi

1) x.m.H. Tomamkesuu I'.1.

KomyHnaneHe  HekomepliiiHe  miAnpueMcTBO  «BiHHMIIBKa  Micbka  KJiHIYHAa  JikapHsa  Nely,
racTpOEHTEpOJIOTIYHe BiAAIeHHs, BiHHUIIbKUI HallloHANIbHUN MennyHuil yHiBepcuteT iM. M.I. Tluporoga,
Ka(epa nporneeBTUKH BHYTPIIIHBOT MEAULIMHY, M. BiHHUIIA

2) n.m.H., mpod. [Hlepuyk C.B.




HaykoBo-mociigauii  iHCTUTYT peabumitamii oci0 3 1HBamigHICTIO (HAaBYAIHHO-HAYKOBO-JTIKYBaJIbHUMA
KOMIUIeKC) BiHHMIIBKOTO HamioHampHOrO MeauyHoro yHiBepcutery iM. M.I. Iluporosa, Xipypriune
BiIIIJIEHHS, BIHHUIIBKUI HalllOHAIbHUN MeauYHMiA yHiBepcuTeT iM. M.I. [Tuporosa, kadenpa BHyTpIITHBOT
Mmegunyau Ne2, M. Binuuis

3) k.M.H. BummBantok B.1O.

KomyHnaneHe HekomepliiiHe mignpueMcTBo «OO0nacHa KiiHIYHA JiKapHs [BaHO-DpaHKIBCHKOI 00JIacHOT
paau», TacTPOCHTEPOJIOTiYHE BijjiieHHs, IBaHO-DpaHKIBCHKUI HalllOHAILHUNA MEAWYHHUA YHIBEPCHUTET,
kadenpa BHyTpimHLOT MenuimHu Nel, kiTiHIYHOI iMyHOJOTIT Ta anmeproiorii iM. akagemika €.M. Heiika,
M. IBaHO-DpaHKiBChK

4) 3aB. Bia. lymera J[.®.

Komynanene mignpueMctBo «BonuHchbka oOnacHa KiiHIYHA JikapHs» BonuHcbkoi oOmacHoi panu,
xipypriune (€HJIOKpHHHOI i a0TOMiHAIBHOT MATOJIOTI1) BIIUICHHS 3 MPOKTOJIOTIYHUMHU JIDKKAMH, M. JIyIibK
5) nikap Pimko ..

KomyHaneHe HeKoMepuiiiHe MiANMpHEMCTBO «3aKapnarcbka OOJlacCHAa KITiHIYHA JIKAapHS iMeHi AHIpis
Hogaxkay» 3akapnarcbkoi 0061acHOi paju, TacCTPOSHTEPOJIOTIYHE BiIIIICHHS, M. Y KIOpOJI

6) K.M.H., 3aB. ieaTpoM Kiznora H.M.

KomynaneHe HekoMmepiliiiHe mianpueMcTtBo «BinHumbka obnacHa kimiHiuHa jikapHa iM. M.I. Tluporosa
Binaunpkoi ob6nacHoi Pamuy», OOmacHuil cremianizoBaHWi KIIHIYHHNA TaCTPOCHTEPOJIOTIYHHMNA IEHTD,
M. Binaurs

7) 3aB. Big. Xogacenko O.M.

KomyHnanene mianpueMctBo «/lHinponerpoBchka oOnacHa KiiHiyHa JikapHs iM. LI MeuHukoBay
J{HinponeTpoBCchKOi 001acHOT paju, BIIUICHHS TacTpoeHTepoIorii (Temarosorii), M. J{Hinmpo

8) 3aB. Big. Pe3nikora B./I.

KomyHaneHe HekoMepliitHe mignpueMcTBo «Micbka kiiHIyHA JikapHs Nel3» XapkiBCbKOi MICHKOI paju,
racTpOEHTEPOJIOTIYHEe BiJIIIIEHHS, M. XapKiB

9) k.m.H. lantenko O.I.

KomyHanpHe HexkomepuiiiHe mianpueMcTBo «Micbka kiiHIuHA JikapHs Ne2 imeni mpod. O.0. HlanimoBay»
XapkiBChbKOi MICBKOT pajiy, MPOKTOJIOTIYHE BiJIICHHS, M. XapKiB

10) n.m.H. ConosiioBa ' A.

Mennunuii 1eHTp «YHiBepcaibHa KiiHika «OOepir» ToBapucTBa 3 OOMEXKEHOI BiANOBIAATBHICTIO
«Kamurany, ['acTporieHTp, KITHIKO-KOHCYJIbTaTUBHE BiAAUIeHHS, M. KuiB

11) mikap Ckubano C.A.

Mennunuit neatp «Ox!KiiHik+» ToOBapucTBa 3 0OMEXKEHOI BIAMOBIAAIBHICTIO «MDKHAPOJIHUMA IHCTUTYT
KIIHIYHUX JOCTIKEHBY, BIILI TaCTPOCHTEPOJIOTIT Ta renaTosorii CTalioHapHOro BijaiieHHs, M. Kuis

[Ipenapatu nopiBHAHHS,
BUPOOHUK Ta KpaiHa




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbHuii fupexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Oaekcanap KOMAPIIA




Homarok Ne 3

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

20.04.2021 Ne 762
HazsBa xiriniyHOro «PangomizoBaHe, moJBiiHE-cIine, IUIaneb0-KOHTPOJIbOBaHE, OaraTOIEHTPOBE AOCTIKeHHS 3 dasu y
BUIIPOOYBaHHS, KO/, napajeIbHUX TPyNax i3 MOCTIOBHUM TUTPYBaHHSIM JIO3M JJIS OLIHKKA €(EeKTUBHOCTI, OE3MEeYHOCTI Ta
Bepcis Ta gaTa dapmakokiHeTHKH MipaOerpoHy y MAaIi€eHTIB IUTAYOro BiKy Big 5 10 < 18 pokiB 3 TinepakTHBHICTIO
CeuoBOro Mixypay, koa gocmipkenns 178-CL-204, Bepcis 1.1 Bix 13 nmuctonama 2019 poky.

3asiBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrnioHcOp, KpaiHa Actemnac ®apma 'mo6an lesenonmenr, Ink., CHIA / Astellas Pharma Global Development Inc., USA
[lepenik nocmimkyBanux | Mipaderpon (ED178; Mirabegron; YMI178; EDI78; Betanis®: Betmiga®; MYRBETRIQ®;
JKapChKHX 3ac00iB MYRBETRIC®; Myrbetriq® (mirabegron) 25mg T; Mirabegron); Tabnerku; 25 mr (mimirpam); Avara
Jikapcbka ¢opma, Pharmaceutical Technologies, Inc., CIIIA; Fisher Clinical Services GmbH / Fisher Clinical Services AG /
J03yBaHHs1, BUPOOHUK, Fisher Clinical Services, IlIseiinapis; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services
KpaiHa UK Limited, Benuka bpuranis; Eurofins Analytical Science Laboratories, Inc., fmonis; Astellas Pharma

Europe B.V., Hinepnanau;

wiane6o 1o Mirabegron OCAS Tablet 25mg; Tabnetku; Avara Pharmaceutical Technologies, Inc., CIIA;
Fisher Clinical Services GmbH / Fisher Clinical Services AG / Fisher Clinical Services, 1IBetinapis; Fisher
Clinical Services GmbH, Himeuunna; Fisher Clinical Services UK Limited, Benuka bpuranis; Astellas
Pharma Europe B.V., Hinepnannu;

Mipaberpon (ED178; Mirabegron; YMI178; EDI78; Betanis®: Betmiga®; MYRBETRIQ®;
MYRBETRIC®; Myrbetrigq® (mirabegron) 50mg T; Mirabegron); tabnerku; 50 mr (muiirpam); Avara
Pharmaceutical Technologies, Inc., CIIIA; Fisher Clinical Services GmbH / Fisher Clinical Services AG /
Fisher Clinical Services, llIseitmapis; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services
UK Limited, Benuka bpuranis; Eurofins Analytical Science Laboratories, Inc., Smonis; Astellas Pharma
Europe B.V., Hinepnanau;

wiane6o 1o Mirabegron OCAS Tablet 50 mg; Tabnerku; Avara Pharmaceutical Technologies, Inc., CIIA;
Fisher Clinical Services GmbH / Fisher Clinical Services AG / Fisher Clinical Services, [1IBetinapis; Fisher
Clinical Services GmbH, Himeuuuna; Fisher Clinical Services UK Limited, Benuka bpuranis; Astellas
Pharma Europe B.V., Hinepnannu;

Mipaberpon (YM178; Mirabegron; YM178; ED178; Mirabegron Granules for Oral Suspension 10%;
Mirabegron); rpanynu nns opansHoi cycnensii; 830 mr (mutirpam); Fisher Clinical Services GmbH / Fisher




Clinical Services AG / Fisher Clinical Services, IlIsefiniapisi; Fisher Clinical Services GmbH, Himeuunna;
Fisher Clinical Services UK Limited, Benuka bpurtanis; Astellas Pharma Europe B.V., Hinepnannu;
Astellas Pharma Tech Co., Ltd., Yaizu Technology Center, fnonis;

[Tnanme6o mo MipaberpoH, rpanynu anst opanbHOi cycrensii; Fisher Clinical Services GmbH / Fisher
Clinical Services AG / Fisher Clinical Services, [lIBefinapis; Fisher Clinical Services GmbH, Himeuuunna;
Fisher Clinical Services UK Limited, Benuka bputanis; Astellas Pharma Europe B.V., Hinepmanmu;
Astellas Pharma Tech Co., Ltd., Yaizu Technology Center, Snonis

Binnosinaneauii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H. CunoBepcebka O.b.

KomyHnansHe HekoMmepitiiine mianpueMcTBo «IBaHo-dpaHKiBcbKa o0JacHa MUTSYA KIIHIYHA JTiKapHs [BaHO-
®panKiBCHKO1 00J1aCHOT painy», XipyprivyHe BiAIICHHS 3 YPOJIOTIYHUMHU JIKKaMH, M. [BaHO-DpaHKIBCHK

2) k.Mm.H. JTutBunosa T.B.

Komynanene mignpuemctBo «KpuBopisbka Michka kiliHiuHa JiikapHs Ne8» KpuBopi3pkoi MIChKOi paaw,
BIJIIUIEHHS TUTAY0i yposorii, Jlep:xaBHuil 3aknaz «/xinponerpoBcbka MennyHa akagemis MO3 Ykpainuy,
kadenapa memiarpii, ciMEHHOI MeIWIMHM Ta KIIHIYHOT JaOOpaTOPHOI JIarHOCTHKH (haKkylIbTeTy
MiCIATUIIIOMHOT ocBiTH, M. KpuBwii Pir

3) n.m.H. Bakynenko JILI

KomynanpHe mignpueMcTBO «/[HimporeTpoBcbka oOnacHa AUTAYa KIIiHIYHA JiKapHS» JIHIIpOneTpoBChKOT
obOmacHoi pammy», BimmineHHs yposorii 3 HedpojoriuHmmMHM  nikkamu, Jlep)kaBHUE  3aKian
«/lninpornerpoBchka MenuuHa akaaemis MO3 Ykpainu», kadenpa neaiatpii 2, M. [{Hinpo

4) n.m.H., ipod. Cenatoposa I'.C.

KomyHaneHe HekoMmeplliiiHe mianpueMcTBO XapkiBCbkoi oOsacHOi paau «OOnacHa IuTs¥a KIIHIYHA
mikapHs», OOnacHui auTAYuil  HedpojoriyHui 1eHTp, XapkiBcbkuil HamioHanpHuil MenuyHMMA
yHIBEpCHTET, kadenpa neaiatpii Nel Ta HeonaTosorii, M. XapkiB

5) k.M.H. IpuaunH A.B.

KomyHaneHe HekoMepuiiiHe HiANpHEMCTBO «Micbka IUTS4Ya KiIiHIYHA JKapHsS» YepHiBEHbKOI MiChKOi
panu, Xipypriusae BijauIeHHs, M. UepHiB1i

6) a.M.H., npo¢. Makeepa H.L

KomynansHe HEekoMepIriiiHe mianpueMcTBo «Mickka KiiHIYHA auTsda JikapHs Nel6y XapkiBChKOi MiCHKOT
panu, HedpooriyHe BiyIiieHHs, XapKkiBcbkuii HamionansHuil MequuHuii yHiBepcHUTeT, Kadeapa nemiaTpii
Ne2, m. XapkiB

7) n.m.H., mpod. barmacaposa 1.B.

KomyHaneHe HekomepuiiiHe mianpuemMcTBo «Jlutsua kiiHiyHa jikapHs Ne7 Iledepcpkoro pailony micra
KueBa» BukonaBuoro oprany KwuiBcekoi micbkoi pamu (KuiBcbkoi MichKkoi JepxaBHOI aJMiHICTapILil),
BiUIeHHa Hedposorii, [epxaBHa ycraHoBa «lHctuTyT Hedposorii HamioHanbHOi akajgemii MEIUYHUX
HayK YKpaiHuy, BiIia quTsdoi Hegposorii, M. Kuis

[IpenapaT mopiBHSAHHS,




BHPOOHMK Ta KpaiHa

CynytHi
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

Kommanis, sika gi€e 3a JOBIPEHICTIO, SKy HaJaB CIIOHCOP YHM 3asBHUK HAa BBE3CHHS OCIHIKYBaHHX
JikapchbKux 3aco0iB Ta cynmyTHiX matepiaiiB: TOB «Arentis «C.M.O.-Ykpaina»»

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs Ouaekcanap KOMAPIIA




Honatox Ne 4
110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ s
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Panmomi3zoBaHe, TOJNBIMHE Ciine, TUIANe00-KOHTPOJIbOBAaHE, 0araToOICHTPOBE IOCTIKEHHS 3 ¢a3u s
OIIIHKU €(eKTUBHOCTI 1 0€3MEeYHOCTI BIITOJIAPCEHY Y XJIOMYHKIB 3 M's130Bot0 nuctpodieto romena (MIJ])
31 30€peKEHOI0 3ATHICTIO O CaMOCTiiiHOro mepecyBanHs», koa mgociimkenns NS-065/NCNP-01-301,
Bepcis 3.0 Bix 08 ciuns 2021 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MeKeHOI0 BiamosizansHicTio «MEJITIEMC YKPATHA»

Cnoncop, kpaiHa

«EH EC ®apwma, [ak.» [NS Pharma, Inc.], CHIA

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

Binromapcen (Viltolarsen 50mg/ml 5ml; NS-065/NCNP-01; NS-065/NCNP-01-H injection 250mg)
(NS-065/NCNP-01; VILTOLARSEN); po3uun mis ingysii; 50 mr/mia; Millmount Healthcare Limited,
Ipmannis; Fuji Yakuhin Co., Ltd., SAnownis; Anderson Brecon Inc., CILA;

[Tnaie60 no Binromapcen (Viltolarsen 50mg/ml 5ml; NS-065/NCNP-01; NS-065/NCNP-01-H injection
250mg), po3uun mis indysiit; Millmount Healthcare Limited, Ipmanais; Fuji Yakuhin Co., Ltd., Smowis;
Anderson Brecon Inc., CIITA

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

1) k.M.H., no1. MapTusiok B.1O.
Jep:xaBHui 3akia «YKpaiHCbKMI MeIMYHUN LIEHTp pealimiTarii AiTel 3 OpraHiuHuM ypaXeHHSIM HepBOBOi
cucrteMu MiHICTepCTBAa OXOPOHH 37I0pOB’ s YKpaiHU», KOHCYJIbTaTUBHO-IIarHOCTHYHE BiAIUIeHH, M. KuiB

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

nabopatopui Habopu, IHdy3omar (Infusomat Space Pumps), cxoau Ha 4 cxomuuku, Apple iPad 32GB -
Model A2197 (3 akcecyapamu: ajanrtep, 40xXoJi), IpyKOBaHi MaTepiaiu

Kommanis, sika mie 3a TOBIPEHICTIO, SIKy HaJaB CIIOHCOP YM 3asBHUK HAa BBE3EHHS JIOCIIKYBAaHUX
Jikapchkux 3aco0iB Ta cynyTHix MaTtepianis: TOB "IMII-JIOTICTUKA VYkpaina, TOB "Arenuis "C.M.O.-
Yxpaina", TOB "CMO-Jlorictuka", TOB "CMO-I'pyn Ykpaina"

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

Ouaekcanap KOMAPIIA




Honatox Ne 5

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmoMi30BaHe, KOHTPOJIHLOBAHE 32 AKTUBHUM IIPErapaToM, TMOJBiiHE MAacCKOBaHE JOCITIDKEHHS ¢da3u 3 B
napajeNbHUX Trpynax 3 OWIHKK edekTuBHOCTI Ta Oe3nmeuHocTi mnpemapaty CT-P42 y mopiBHAHHI 3
npermapaToM AW y MAIi€HTIB 3 ia0eTHYHUM MaKyJIsIpHHM HaOpsikom», kox mocmimkeHHs CT-P42 3.1,
Bepcist 1.0 Bin 22 sxoBTHA 2020 poky

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaiHa

«CenntpioH, [nk.» (Celltrion, Inc.), Pecmy6nika Kopes

[Nepenix mocmimKyBaHUX
JIKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

CT-P42 (aduibeprient); po3uuH yis iHTpaBiTpeanbHux in’ekiiii, 2 mr/0,05 mi1, B 01H01030BOMY (i1akoHi; 2
mr/0,05 mir; CELLTRION, Inc. (Plant 1), Pecriy6mika Kopes; CELLTRION, Inc. (Plant II), Pecrmy0iika
Kopest; Samsung BioLogics Co., Ltd., Pecniy6mika Kopes;; NUVISAN GmbH, Himeuunna

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

1) 3aB. Bia. [InmaTtonosa O.L
KomyHanpHe HEKOMepLiiHE MIIPUEMCTBO «XEpPCOHChKA MiChKa KJIIHIYHA JiKapHs iMeH1 Adanacis 1 Onsru
Tpomninux» XepcoHChKOI MICBKOT paau, 0hTanbMOIOTIYHE BIJIIJICHHS, M. XEpCOH

[Ipenapatu nopiBHAHHA,
BUPOOHUK Ta KpaiHa

Ainis (adaibepuent); po3uMH s iHTpaBiTpeanbHuX iH ekuid, 2 mr/0,05 mi, B 01HO/1030BOMY (JIaKOHI;
2 mr/0,05 mir; NUVISAN GmbH, Himeuuuna; CELLTRION, Inc. (Plant 1), Peciyomnika Kopes

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

®dnyopecuein AnkoH® 10 % (uyopecuein HatTpis); po3unH s iH’ ekuid 10% y daaxoni 5 mur; 500 mr/5
mi; NUVISAN GmbH, Himeuunna; Alcon-Couvreur N. V., Benbris

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




Homatok Ne 6
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta gaTta

«Bigkpute m0maTKOBE JOCHIIKEHHS IS OIIIHKA JOBTOTPHBANIOI O€3MEeYHOCTI, MEPEHOCHMMOCTI Ta
edpextuBHOCTI mpenapary KarXT y mamieHTiB 3 mm3odpeniero 3a kpurepismu DSM-5», kon gociimkeHHs
KAR-008, Bepcis 2.0 Bix 23 sxoBTHs 2020 poky

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaiHa

Karuna Therapeutics Inc., United States (CIIIA)

[lepenix mocmimKyBaHUX
JIKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

KarXT 50/20 (KarXT; xanomeline (kcanomermin)/trospium (tpocrito xjaopun)); kamcyia; 50 mr xanomeline
(xcanomerin) / 20 mr trospium (rpocmiro xmopun); Catalent Pharma Solutions, LLC, USA;

KarXT 50/10 (KarXT; xanomeline (kcanomermin)/trospium (tpocrito xjaopun)); karcyia; 50 mr xanomeline
(xcanomerin) / 10 mr trospium (rpocmiro xmopun); Catalent Pharma Solutions, LLC, USA;

KarXT 62.5/15 (KarXT; xanomeline (kxcanomenin)/trospium (tpocmiro xjopun)); Kamcyna;, 62.5 wmr
xanomeline (kcanomenin) / 15 mr trospium (tpocmiro xopua); Catalent Pharma Solutions, LLC, USA

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

1) a.m.H., mpod. [Migkoputos B.C.

Jlep:xaBHa ycTaHoBa «IHCTUTYT HeBposorii, ncuxiaTpii Ta Hapkosorii HamioHanpHOI akagemii MeIUYHUX
HayK YKpaiHW», KJIIHIKa BIAJLTY KJIIHIYHOT, COLIaIbHOI Ta AUTSUOI cuxiaTpii, M. XapKiB

2) a.M.H., ipo¢. CkpurHikoB A.M.

Komynansue minnpuemctBo «OOmacHWi 3akian 3 HaJaHHA TicuxiaTpuyHoi gomomoru IlonraBchkoi
o0nacHoi paany», 2-A rocTpe 3arajbHO IICUXiaTpUYHE YOJIOBIUE BifijeHHs, 5-b roctpe, crnokiliHe, 3arajibHO
NICUX1aTpUYHE KIHOYE BIIIUICHHS, YKpaiHChbKa MEIUYHAa CTOMATOJIOTIYHA akajeMis, Kadenpa ncuxiarpii,
HaApKOJIOTii Ta MenuyHoi ncuxodorii, M. [Tonrasa

3) k.M.H. braxesuu 10.A.

Komynanene nexomepuiiine minnpuemctBo «Kuminiyna nikapHs «[ICUXIATPISI»» BuKkOHaBYOrO OpraHy
KuiBcbkoi micbkoi paan (KuiBcbkoi MICBKOI Aep:KaBHOI aAMIHICTpallii), LEHTP MEPBUHHOTO MCUXOTHYHOTO
emi30/1y Ta Cy4aCHMX METOJIiB JiKyBaHH:, M. KuiB

4) nikap ®insir 10.0.

KomyHnaneHe HekomepiiiiHe mianpueMctBo JIbBiBCbKkoi oOnacHoi pamu «JIpBiBcbka oOnacHa KIiHIYHA
MICUX1aTpUYHA JIIKapHs», BIAAUIeHHS Ne25, M. JIbBiB

5) mupexTop Kocenkosa 1.B.

KomyHnanpHe HekoMepIliiHe mianpueMcTBo «Yepkacbka oOjacHa TmcuxiaTpuyHa JiKapHia Yepkacbkoi




obsacHo1 paan», xxiHoue BiaaiaeHHs Ne 11, gonosive Bimainennas Ne 12, m. Cmina, Yepkacbka 001acTh

6) ren. nupexrop Kopanenko B.B.

KomyHnansHe HEKOMEpIIiiHE TMiANPUEMCTBO XapKiBChbKOi 00sacHOT pagu «O0acHa KJIiHIYHA MCUXiaTpUYHa
aikapas Ne3y, ncuxiarpuyHe BiUIUICHHS IEPBUHHOTO NMICUXOTHYHOTO €Mi30/1y, M. XapKiB

7) n.m.H., mpod. Jlincekuii 1.B.

KomynaneHe HekoMmepIiiiHe mianpueMcTBO XapKiBChKOi 00acHOi paau «O06macHa KiiHIYHA MCUXiaTpUYHA
nikapHs Ne3», 3-Te ncuxiaTpuvHe BiAIUICHHS U1l JOPOCINX, M. XapKiB

8) n.m.H. Mopo3 C.M.

KomynaneHe mianpuemctBo «JlHimporeTpoBchka oOjacHa KimiHIYHA JikapHs iMm. LI MeuynukoBay
JuinporeTpoBchbkoi  00macHOT pagm», OOJACHUM [EHTP ICUXOCOMATHYHHMX pO3JaaiB  Ha 0asi
MICHXOHEBPOJIOTIYHOTO BiJUTiIICHHS, M. J{HIMpo

9) romn. nikap [Tanamapuyk I1.B.

KomyHansHe HekoMepIliiiHe MiANpUEMCTBO «XEpPCOHCHKHI 00MacHHWM 3akiiaj 3 HaJaHHS MCUX1aTPUYHOT
JIOTTIOMOTH» XEPCOHCHKOT 00JIAaCHOI pajiu, YoJIoBiue NcuxiaTpudHe BigaineHHss No3 Ta )KiHOYE ICuXiaTpuyHe
BigainenHs Nel0, c. CrenaniBka, M. XepCoH

10) x.m.H., momr. Cepebpennikona O.A.

KomyHanpHe HekoMepliiiHe mianprueMcTBO «BiHHUIbKA 00JIacHa KIIIHIYHA TICMXOHEBPOJIOTIUHA JIKapHS M.
akaa. O.I. FOmenka Binaunekoi ob6macHoi Pammy», 3mimane (4oioBide Ta skiHOoue) BimmineHHS No2,
Binnunpkuil HanioHansHU MeauuHuil yHiBepeuteT iM. M. Iluporosa, kadenpa ncuxiatpii, HapKojiorii Ta
MICUXOTEepaIllii 3 KypcoM MICISTUTIIIOMHOL OCBITH, M. BiHHHIISA

11) 3aB. Bigginenusm Biteberka T.B.

KomyHanpHe HekomepuiiiHe mignpueMcTtBo «KuiBcbka Micbka IICUXOHEBpOJOTiYHA JKapHSA Ne2y
BUKOHaBuoro oprany KuiBcbkoi wmicekoi paan (KuiBcbkoi MicbKkoOi Jiep»aBHOI  aAMiHICTpalii),
KOHCYJIbTaTHUBHE BiIITIEHHS, M. KuiB

12) k.m.H. 3akans K.1O.

KomyHanpHe HexomepuiiiHe mianpueMcTBo JIbBIBChbKOI oOnacHOi paau «JIbBiBchbka oOjacHa KIliHIYHA
TICUX1aTpUYHA JIIKapHs», BiAUIeHHS Ne20, M. JIbBiB

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jonatox Ne 7
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «I[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararoneHTpoBe, paHIOMi30BaHe, MOABiHE ciine, mIane00-KOHTPOIbOBAHE MOCTiKeHHS (a3u 3 s
OIIHKK e(eKTUBHOCTI, Oe3meyHocTi Ta mepeHocumocti mpenapary AVP-786 (meynekcrpomeropdany
rigpoopomin [d6-DM]/xiniguny cynabdar [Q]) s JiKyBaHHS aXWTallii B MAIi€HTIB 13 JEMEHIIE0
aNbIrelMepiBCHKOTo THITY», Ko nocnimkenns 20-AVP-786-306, sepcis 1.2 Big 29 kBiTHs 2020 p.

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaiHa

Avanir Pharmaceuticals, Inc., USA

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcebka opma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

AVP-786 (meymekcrpomeropdany rigpodpomin [d6-DM]/xinimuny cymedar [Q]) (AVP-786-18;
Deudextromethorphan Hydrobromide / Quinidine sulfate; Deudextromethorphan Hydrobromide / Quinidine
sulfate); TBepai kancynu; 18 / 4,9 mr/mr; Biotec Services International Limited (PCI Pharma Services), UK;
Millmount Healthcare Limited, UK; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon, Inc.
(part of Thermo Fisher Scientific), USA; Patheon, Inc., Canada;

[Tnane6o no AVP-786 18 / 4,9 mr/mr; (neynexctpomeropdany riapodpomia [d6-DM]/xiniauny cynbdar
[Q]), tBepai kamcynu; Biotec Services International Limited (PCI Pharma Services), UK; Millmount
Healthcare Limited, UK; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon, Inc. (part of
Thermo Fisher Scientific), USA; Patheon, Inc., Canada;

AVP-786 (neynekcrpomeropdany rinpodbpomin [d6-DM]/xininuny cyasdar [Q]) (AVP-786-42.63;
Deudextromethorphan Hydrobromide / Quinidine sulfate; Deudextromethorphan Hydrobromide / Quinidine
sulfate); TBepai kancynu; 42.63 / 4,9 mr/mr; Biotec Services International Limited (PCI Pharma Services),
UK; Millmount Healthcare Limited, UK; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon,
Inc. (part of Thermo Fisher Scientific), USA; Patheon, Inc., Canada;

[Tmanie60 mo AVP-786 42.63 / 4,9 mr/mr; (neynekcrpomeropdany rizpodpomin [d6-DM]/xiHiguHy cynbdar
[Q]), tBepai kamcynu; Biotec Services International Limited (PCI Pharma Services), UK; Millmount
Healthcare Limited, UK; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon, Inc. (part of
Thermo Fisher Scientific), USA; Patheon, Inc., Canada

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS

1) nupexrop BpyOnescrka [.B.
KomynaneHe HexomepiiiiHe mianpueMctBo «KuiBcbka MichbKa TICHXOHEBpOJIOTiUuHA JikapHS Ne 3»
BUKOHaBYOro oprany KuiBcbkoi Micbkoi panu (KuiBcbkoi MichKOi ep)kaBHOT afaMiHICTparllii), ICuxiaTpudHe




BUNPOOYBaHHS B YKpaiHi

BinminenHs Ned, cmr. ['eBaxa, BacunbkiBebkuit p-H., KuiBcbka 0071.

2) n.m.H., ipod. ybenko A.€.

KomyHnansHe HEKOMEpIIiiHE TMiANPUEMCTBO XapKiBChbKOi 00sacHOT pagu «O0acHa KJIiHIYHA MCUXiaTpUYHa
mikapas Ne3y, 23 ncuxiaTpudHe BiJJIJICHHS JJIs1 BET€paHiB BiiHU, M. XapKiB

3) k.M.H. Kite6an K.I.

KuiBchka KimiHIYHA JiKapHA Ha 3ali3HUYHOMY TpaHcrnopti Ne2 ¢imii «lleHTp 0OXOpoHH 3740pOB'S»
AKITIOHEPHOTO TOBAapUCTBa «YKpaiHChKa 3aJII3HUIIS», KOHCYIbTAaTUBHO-IIarHOCTUYHUN TIEHTP MOMIKIIIHIKH,
M. KuiB

[Ipenapatyu nopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepianu/mpenapari
CYNYyTHBOI Teparii

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




Jomarok Ne 8

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

20.04.2021 Ne 762
HazsBa xiriniyHOro «PannomizoBaHe, MoJBiHE-CIIIIE, TUIale00-KOHTPOILOBAHE TOCHTIKeHHS npenaparty SEL-212 y narieHTiB
BUNPOOYBAaHHS, KO, 3 Tojarpor, pedpakrTepHo a0 cTaHAapTHOI Teparii», kox mocmimkeHas SEL-212/302, Bepcis 4.0 Bin
BepcCis Ta gaTta 22 yepBHs 2020 poky
3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»
Cnoncop, kpaiHa Selecta Biosciences, Inc., USA/ «Cenekra baiiocaencis, Iuk.», CIIIA
[Mepenik nocmimxyBanux | SEL-037 (SEL-037); onHopazoBuii diakoH, mo mictuth 40 Mr akTHBHOTO mpenapary y (Gopmi MOpOILIKY
JIKapChKHX 3ac00iB JUT PO3YMHY I BHYTpiliHbOBeHHUX 1HOY3ii; 40 mr SEL-037 na ¢uakon; Almac Clinical Services LLC,
nikapcbka hopma, CILIA; Boston Analytical, Inc., CILIA; Shenyang Sunshine Pharmaceutical Co., Ltd. (also known as 3SBio,
JI03yBaHHS, BUPOOHUK, Inc.), Kuraii; Cytovance Biologics Inc., CIIIA; Sannova Analytical, Inc., CILIA; Charles River Laboratories,
KpaiHa Inc., CIIIA; Emergent BioSolutions, CIIIA; Eurofins BioPharma Product Testing-Columbia (Also Known

As Analytical Bio-Chemistry Laboratories, Inc.), CIIIA;

[Tmanie60 mo SEL-037; Harpiro xopuz 0,9%, po3unn 11t BHyTpimmHbOBeHHOT iH(]Y3ii BP; Harpito xmopuny,
po3unH i30ToHIuHMIT s iHOY3iH 0,9 % Bpayn; 0,9% Sodium Chloride Injection USP; Sodium Chloride
0,9%; Isotone Kochsalz-Losung 0.9% B. Braun; Natrium Chloratum 0,9% w/v); po3uus s indysiit; 0,9%;
Parexel International GmbH, Himewuuna; B. Braun Medical, Inc., CIIIA; B. Braun Melsungen AG,
Himeuunna; BIEFFE MEDITAL, S.A., Icanis;

SEL-110.36 (SEL-110.36); omHopa3oBuii ¢uakoH, mo mictuth 10 Mr akTHBHOTrO mpemapaty y dopmi
MOPOILKY JUIsl CycreHsii s BHyTpiliHboBeHHUX 1HQY31i; 10 mr SEL-110.36 na ¢naxon; Lyophilization
Services of New England, Inc., CIIIA; Almac Clinical Services LLC, CIIIA; Boston Analytical, Inc., CIIIA;
Catalent Micron Technologies, Inc., CIIIA; Selecta Biosciences, Inc., CIIIA;

[Tnane6o no SEL-110.36; Hatpito xmopua 0,9%, po3unH juist BHyTpimHbOBeHHOI iH(QY31i BP; Hatpito
XJIOpUY, pO3UnH i30TOHIUHMH s iHOy3ii 0,9 % bpayn; 0,9% Sodium Chloride Injection USP; Sodium
Chloride 0,9%; Isotone Kochsalz-Losung 0.9% B. Braun; Natrium Chloratum 0,9% w/v); po3uuH s
iHpy3iit; 0,9%; Parexel International GmbH, Himewumna; B. Braun Medical, Inc., CIIIA; B. Braun
Melsungen AG, Himeuuuna; BIEFFE MEDITAL, S.A., Icnanis;

CrepuibHa Bosa mus i'exuiii, USP; Sterile Water for Injection, USP (po3unnnuk mis SEL-037 ta SEL-
110.36); Bona ans in'exmiii; 20 mut (mutimitpis); Parexel North America Distribution Centre (NADC), CIIIA;
Pfizer Healthcare India Private Limited, Tamis;




Harpiro xiopun 0,9%, po3unn s BHyTpimHb0BeHHOT iHOY3iT BP; Natrium Chloratum 0,9% wi/v; Sodium
chloride; (mns po3semennst SEL-037 ta SEL-110.36); posuun mis indysiit; 0,9 %; Parexel International
GmbH, Himeuunna; BIEFFE MEDITAL, S.A., Icnanis;

Harpiro xsopuny, po3uuH i3otoniunuit i indysii 0,9 % bpayn; 0,9% Sodium Chloride Injection USP;
Sodium Chloride 0,9%; Isotone Kochsalz-Losung 0.9% B.Braun; Sodium chloride; (mus po3senenns SEL-
037 ta SEL-110.36); po3uun mns iudysii; 0,9 %; Parexel International GmbH, Himeuuuna; B. Braun
Medical, Inc., CIIIA; B. Braun Melsungen AG, Himeuunna

Binnosinaneauii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H., mpod. CranicnaBuyk M.A.

KomyHnansHe HexoMmepiliiiHe mianpueMcTBO «BinHuIbka oOijacHa kiiHIgHA JikapHs iM. M.I. Iluporosa
Binaumpkoi oOnacHoi Paam», BucokocnenianizoBanuii kiiHigyHMA LleHTp peBmaronorii, ocTeomoposy Ta
OionoriuHoi Teparnii, BiHHuIBbKMI HanioHanbHUNA MeawuHui yHiBepcuTeT iM. M.L Iluporosa, kadenpa
BHYTPIITHKO1 MeauiHu Nel, M. BinHuUIs

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

KomyHaneHe HEKoMepuiliHE MiAnpueMcTBO XapKiBcbKoi oOmacHoi pamm «OOimacHa KIIIHIYHA JTIKapHS»,
KOHCYJIbTaTHBHA MOMIKITiHIKA, M. XapKiB

3) n.M.H., mpod. Pekamnos JI.T.

MeauuHuii IEHTP TOBApUCTBA 3 OOMEXKEHOIO BIANOBIAaNbHICTIO «CydyacHa KIIIHIKay, M. 3aIOPIAOKS

4) 3aB. Bia. Kynuk A.B.

KomyHnanpHe HekoMmepIliiiHe mianpueMcTBo «Yepkacbka obnacHa JikapHs Yepkachkoi oOnacHOl pamm»,
KapA10-peBMaToJIOT uHe BiAUIeHHS, M. Uepkacu

5) k.M.H. Kiteban S1.1.

KuiBchbka KIiHIYHA JIKapHS Ha 3ali3HUYHOMY TpaHcnopTi Ne2 ¢imi «lleHTp oXopoHU 310pOB'sS»
AKITIOHEpHOTO TOBapUCTBa «YKpaiHChKa 3alli3HUIISH, BIAIIIEHHS IEHHOTO cTalioHapy, M. Kuis

6) n.m.H., mpod. 'Huopnu6os A.M.

MenuuHuii LIEHTp TOBapuUCTBa 3 OOMEXKEHOK BiAMOBIAANBHICTIO «PeBMOIEHTP», BN KIIHIYHUX
JocIiKeHb, M. KuiB

7) n.m.H., ipod. Hagamkesuy O.H.

Menu4Huit IEHTP TOBAPUCTBA 3 0OMEKEHOO BIMOBITATBHICTIO «AKaleMiuHa MeIuYHa Tpynay, M. JIbBiB

8) n.m.H., mpod. IlleBuyk C.B.

Kninika HaykoBo-mocnigHoro 1HCTUTYTY peaOumiTamii oci®0 3 1HBaJIJHICTIO (HaBYaJIbHO-HAYKOBO-
TIKyBaIbHHUIM KOMIUIEKC) BIHHUIIBKOTO HaIlIOHAILHOTO MEIUYHOTO YHIBEPCUTETY iMm. ML.L. TIuporoga,
BIIJI Tepamii Ta KIIIHIYHOT pPEeBMAaToJIorii, PEeBMATOJIOTIYHE BiAJIiIJICHHs, BIHHWIBPKUANA HaIllOHATHHUN
mennyHuid yHiBepcuteT iM. MLL. ITuporoBa, kadenpa BHyTpintHb0i MetuHA Ne2, M. BiHHUIIA

[IpenapaT mopiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi

Konximun; Colchicine; colchicine; Tabnerku; 0,6 mr (minirpam); Parexel North America Distribution Centre




Marepiaiau/mpenapaTu
CYIYTHBOI Tepartii

(NADC), CHIA; Alkem Laboratories Limited, Tumis;

Ioynpoden; Ibuprofen; Tabnerka, BKkpuTa IIiBKOBOO 00050HKOI0; 600 Mr (Minirpam); Parexel International
GmbH, Himeuunna; STADA Arzneimittel AG, HimeuunHa;

Hexoptun; Prednisolonum; Decortin; Prednisolone; tabmetku; 20 mr (mimirpam); Parexel International
GmbH, Himeuunna; Merck KGaA & Co. Werk Spittal / P&G Health Austria GmbH & Co. OG, ABcTpis;
Merck Healthcare KGaA, Himeuunna; MERCK SANTE, ®pantis;

Cony-Menpoi; Methylprednisolone; Solu-Medrol; mopoiok Ta pO3YMHHHMK Ui PO3YMHY U iH’€KIIii;
125 mr (mimirpam); Parexel International GmbH, Himeuunna; Pfizer Manufacturing Belgium NV, benbris

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0€3MeYCHHS Oaexcanap KOMAPIJIA




Jomatok Ne 9
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«baratonieHTpoBe, TMOABIMHE CIlille, pPaHIOMI30BaHE IOCIIDKCHHS Yy MapajelbHUX Tpylnax 3 METOI0
BU3HAUCHHs e(peKTUBHOCTI Ta Oe3neuHocti npenapary BAT2506 y nopiBHsHHI 3 SIMPONI® B y4acHUKIB 3
AKTHBHUM IICOPIaTUYHUM apTpuToM», Ko aochimkeHHs BAT-2506-002-CR, Bepcis 2.0 3 monpaskoro 1.0
Bix 10 mucromana 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnioHcop, kpaina

«bio-Tepa Cosmomns, JIta.», Kuraii / Bio-Thera Solutions, Ltd., China

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

BAT2506, mo sBise coOoro 3ampomoHOBaHMM OiocuMingp mpemapaty roiaimymad (BAT2506;
GOLIMUMAB); po3uun i iH’eKliil y momnepennbo 3amoBHeHomy mmmpuili; 50/0.5 mr (mimirpam)/ mi
(mimimitp); Parexel International GmbH, Himeuunna; Bio-Thera Solutions, Ltd., Kuraii

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

1) a.m.H., npod. CwmisH C.L

KomyHnaneHe HexomepiiiiHe mianpueMcTBo «TepHONIbChKAa YHIBEpCHUTETChKA JIKapHs» TepHOMiIbChKOT
o0nacHOi paay, peBMaTOJIOTIYHE BIAIITICHHS, TepHONUIbChKUN HalllOHAIbHUN MEMYHUN YHIBEPCUTET IMEH1
I.51. TopbaueBcbkoro MiHicTepcTBa OXOpOHM 3/10pOB'st YKpaiHH, Kadenpa BHYTPIIIHbOT MenuiuHu Ne2,
M. TepHomninb

2) k.M.H. KaukoBchka B.B.

KomyHnaneHe HekoMmepuiiiHe mianpuemctBo CyMmcbkoi oOmacHoi paau «CyMmcbka oOnacHa KiiHIYHA
JIKapHsA», TepaneBTU4YHe BiAjaiaeHHsd, CyMCbKUN JIepKaBHUHM yHIBEPCUTET, MEAWYHMNA 1HCTUTYT, Kadeapa
BHYTPIIIHBOI MEUIIMHU 3 LIEHTPOM pecripaTopHoi MeauuHu, M. Cymu

3) a.m.H., pod. Pexanos J[.T".

Menu4Huii IIEHTP TOBAPUCTBA 3 0OMEKEHOO BIAMOBIMAIBHICTIO «CyJdacHa KITiHIKa, M. 3amopixoKs

4) n.m.H., ipod. [leBuyk C.B.

Kninika HaykoBo-mocnigHoro 1HCTUTYTY peaOumiTamii oci0 3 1HBaTIJHICTIO (HaBYaJbHO-HAYKOBO-
JIKYBaJbHUM KOMIUIEKC) BiHHHMIIBKOrO HalioHaJbHOro MeauyHoro yHiBepcurery iM. M.I. Iluporosa,
pEeBMATOJIOTIYHE BIAAUIEHHS BIJJIULY Teparii Ta KIIHIYHOI peBMarosiorii, BiHHUIbBKHUN HalllOHAJIbHUN
mennyHuii yHiBepcuteT iM. M.I. ITuporoBa, kadenpa BHyTpinHb0i MeauuHu Ne2, M. BinHu1s

5) k.M.H. Tkauenko M.B.




Komynansne minnpuemctBo «llonraBchbka obOmacHa kiiHiyHa Jikapas iM. M.B. CkimidocoBchKoro
[TonTaBcbkoi o6macHOi pagny, O0macHu MTiKyBaJbHO-1arHOCTUYHUIN PEBMATOJIOTIYHUNA LIEHTpP, Y KpaiHChKa
MeIuYHa CTOMATOJIOTIYHA aKajeMis, kadeapa ciMeitHoi MmenunuHHM 1 Teparii, M. [TonraBa

6) n.Mm.H., npod. Ximion JI. B.

KomynaneHe HekoMmepiiiiiHe mianmpueMcTBo KwuiBcbkoi oOmacHoi pamu «KwuiBchbka oOjacHa KJIiHIYHA
JiKapHs», By3bKOCIEIiaIi30BaHe TEPAeBTHYHE BiAiIeHHS, M. KuiB

7) nikap Bacunenp B.B.

bararonpodinpauii  Meanuynmii  1eHTp  OJEChKOrO  HAliOHATBHOTO  MEIUYHOTO  YHIBEpCHUTETY,
peBMarosoriybe BigaiieHHs, M. Oxeca

8) mikap Kypunbuuk 1.B.

MenauuHuii IIEHTp TOBapUCTBa 3 00MEXEHOI0 BiANOBIfaNbHICTIO «Meanunuii nentp «Koncuniym Mexikan,
KJIIHIKO-KOHCYJIbTaTHBHE BigisieHHs, M. KuiB

9) n.m.H., npod. ['pimmna O.1.

Komynanene HexoMepuiiine mianpueMcTBo «Micbka OararonpodinpHa mikapas Nel8» XapkiBchkoi MiChKOi
panu, TepaneBTUYHE BimnuineHHs, Jlep:kaBHa ycrtaHoBa «IHCTHUTYT MikpoOiosorii Ta iMyHOJOrIi iMeHi
[.I.LMeunukoBa HamionanpHOi akazmemii MeOWYHHX HayK YKpaiHW», Jlaboparopis Ta KIIHIYHHNA BiAIiI
MOJIEKYJISIpHOT iMyHO(apMaKoorii, M. XapKiB

10) x.m.H. Spow B.B.

KomyHnaneHe HekoMepuiliHe mianpueMcTBo «Micbka KiiHIuHA JikapHs Ne8» XapkiBCbKOi MICBKOI pajaH,
pEeBMATOJIOTIYHE BIIIUIEHHS, M. XapKiB

[Ipenapatu nopiBHAHHA,
BUPOOHUK Ta KpaiHa

Simponi® (GOLIMUMAB); po3unH majs iH’€KWiid y momepenHbo 3amoBHeHoMY Immpuii; 50/0.5 wmr
(mimirpam)/ ma (mitimitp); Parexel International GmbH, Himeuunna; Cilag AG, IlIBeitapis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Homarok Ne 10
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«[lonBiitHe ciine, paHAOMI30BaHE, AaKTHBHO KOHTPOJIbOBAHE MOCHIKEHHS ¢a3u 3 sl MOPiBHSIHHS
eeKTUBHOCTI, papMakoKiHeTHKH, (hapMakoauHaMiKK Ta Oe3nedrocTi npenapary CT-P41 Ta mineH3oBaHoro
y CIHA nikapcekoro 3aco0y Prolia y »iHOK y mocTMeHomay3i 3 OCTEOMOpPO30M», KO IOCIiKECHHS
CT-P41 3.1, Bepcis 1.0 Bix 22 rpyans 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BiamosinanbhicTio «KoHTpaktHO-Jlocminnuinpka Opranizamis InHOGapMm-
Ykpaina»

Cnoncop, kpaiHa

CELLTRION, Inc., Republic of Korea/ CEJUITPIOH, Ink, Pecny6nika Kopes

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

CT-P41 (denosumab) (CT-P41; CT-P41; denosumab); Po3uun s iH’€KIlii Y MONEPEAHBO 3alIOBHECHOMY
oaHOpa3oBoMmy Immpuiii o6’emom 1 wmir, mo Mictute 60 wmr/mi mpemapary CT-P41; 60 wmr/miu
(mimirpamis/mimimitp); Nuvisan GmbH, Germany; Celltrion Incorporated (Plant 1), Republic of Korea;
Celltrion Incorporated (Plant 2), Republic of Korea; DM Bio Limited, Republic of Korea

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

1) nikap binotkau O.VY.

Menuunuii LIEeHTp TOBapucTBa 3 OOMEXKEHOIO BiAmnoBinaibHICTIO «ExenbpBeiic Menike», JiKyBajlbHO-
npodinakTHYHUi mixposain, M. Kuis

2) n.M.H., mpod. I'purop’ea H.B.

Kninika nepxaBHoi ycraHoBu «IHcTuTyT repontosorii imeni J[.d.YeGorapboBa HarionanbHoi akagemii
MEAMYHUX HayK YKpaiHu», BIIAUI KJIIHIYHOT (P1310J10T1i Ta NATOJIOrii OIOPHO-PYXOBOI'0 anapary, BiAIICHHS
BIKOBOI I1aTOJIOT] ONOPHO-PYXOBOTro anapary, M. Kuis

3) mikap ITocron C.B.

MenuyHuii LEHTp TOBAapHCTBA 3 OOMEXKEHOIO BiJIIOBIANBHICTIO
npodiTakTHYHUM miapo3ait, M. Kuis

4) n.m.H., ipod. [lleBuyk C.B.

Kninika HaykoBo-mocnigHoro 1HCTUTYTY peaOumiTamii oci0 3 1HBaJIJHICTIO (HaBYaJIbHO-HAYKOBO-
TIKyBaIbHHUM KOMILIEKC) BIHHUIIBKOTO HAIIOHAIBHOTO MEIUYHOTO YHiBepcuteTy iM. M.I. [Tuporosa, Bigmain
Tepamii Ta KIIHIYHOT peBMaTojorii, BiHHUIIbKUI HallloHanbHUM MennyHui yHiBepcuteT iM. M.IL. Iluporosa,
kadenpa BHyTpimHbO1 MenuuuHu Ne2, M. Binaus

«Menoyn-Kninik», JiKyBambHO-

[Tpenapatu mopiBHIHHS,

ITpomia (Prolia, US Prolia, denosumab; denosumab); Po3umu mis in’ekifii Yy momepeaHb0 3allOBHEHOMY




BHUPOOHMK Ta KpaiHa

OJHOpa3oBoMy mmpHIili o0’emom 1 w™i, mo wictuth 60 wmr/mn mpenapary Ilpomia; 60 wmr/mu
(mimirpamis/mininitp); Nuvisan GmbH, Germany; Celltrion Incorporated (Plant 2), Republic of Korea

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

- nabopaTopHi HabopH;

- IpYKOBaH1 MaTepiaju JIs MAIli€HTIB;

- KOHTCWHEPH ISl TOCTPUX MEIUYHUX MPEaparis;

- JTiHIiMKa J10 BizyaibHO-aHanorosoi mkainu (VAS rulers);
- 1HIII CYNyTHI MaTepialin.

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




Jonatox Ne 11

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KIIHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta gaTta

«Binkpure gocmimkeHHs daszu 3 mis omiHka eeKTUBHOCTI Ta Oe3neunocTi npemapaty PETIIAT AJI® mis
naiieHTiB i3 xBopoboro daldpi, sKi paHilme HE OTPUMYBAIN JIIKyBaHHS», Ko mocmimpkenHs SHP675-301,
Bepcis 3 nonpaskoro 1 Big 01 kBiTHs 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexenow BinmosimanpricTioO «KOHTpakTHO-IOCHiAHUIBKA oOpraHizamis [HHO®Dapwm-
Ykpaina»

CnoHcop, kpaina

«aiiep Xproman [xenetik Tepamis, [ak.», Criomyueni llItatu Amepuku (Shire Human Genetic Therapies,
Inc., USA)

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

PETIJIATAJI® (SHP675, REPLAGAL®, aranciga3a anesda, agalsidase alfa) (SHP675; AGALSIDASE
ALFA); 5 mi ¢aakoH, sikuii Mictuth Perutaran (arancigasa anbda) Imr/mi, 3,5 mu/diakoH KoHIEHTpaTy
JUIs PO3YMHY ISl BHYTPINIHBOBEHHOI 1HQY3ii; 1 mr/mn (Mimirpamis/mininitp); Baxter AG, Austria; Fisher
Clinical Services Inc., USA,; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services GmbH,
Germany; Fisher, USA; Shire Human Genetic Therapies, Inc., USA; Cangene BioPharma, LLC, (dba
Emergent BioSolutions) (CBI), USA; Covance Laboratories Limited, UK; Shire Pharmaceuticals Ireland
Limited, Ireland

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

1) nikap Cemepsik O.M.
KomyHanpHe HekomepuiiiHe mianpuemMcTtBo JIbBiBChbKOI oOnacHOi paau «JIbBiBChbka oOjacHa KIliHIYHA
JIKapHs», HEBPOJIOTI1YHE BiJIJICHHS, LIGHTp JIKYBaHHS HEPBOBO-M’SI3€BHX 3aXBOPIOBaHb, M. JIbBIB

[Ipenapatu nopiBHAHHA,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

- EKT;

- X0JI0J10B1 IEHTpUyTH;

- iH(py30MaTH;

- iHQYy3iiiH1 JiH1T 3 QUIPTpaMu;
- iH(Y31iHI MIIIKY;

- IITIPHIIL;

- 1abopatopHi Habopw;

- TSCTH Ha BariTHICTb;




- eRT mnanmeru
- IPyKOBaH1 Martepiaiy;
- 1HIII CYNyTHI MaTepialin.

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 12

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«BATATOLIEHTPOBE PAHJIOMI30OBAHE HOI[BIfIHE CJIIIE JOCJHIIXEHHA ®A3U I Y
[IAPAJIEJIbHUX TIPVIIAX 3 TIIOJABIMHMM KOHTPOJIEM IUIALIEBO JJIS OLIHKU
E®EKTUBHOCTI TA BE3IIEHHOCTI ®EHEBPYTHUHIBY ITOPIBHAHO 3 TEPUDJIIYHOMIIOM V
JOPOCJINX ITALIEHTIB 3 PELIMIMBYIOUMM PO3CISIHUM CKJIEPO30OM», koI AOCIHIIKEHHS
GN41851, Bepcis 2 Bin 21 cepras 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00OMEKEHOIO BiAmoBiganbHICTIO «Pom Ykpainay»

CrnioHcop, kpaina

®.Xobhdmans-JIst Pom JIta, Beiimapis

[Tepenik mocmimKyBaHUX
JKapChKUX 3aC00IB
Jikapcbka opma,
J03yBaHHs, BUPOOHUK,
KpaiHa

®denebpytunio (Fenebrutinib) (RO7010939, GDC-0853, G02599853, Ro 701-0939, F41 01; denedpyTuHio
(fenebrutinib)); Tabnerxku, BkpuTi MIiBKOBOW 06O0N0HKOI; 100 w™Mr; ®.Xoddmanu-JIs Pomr Jlta,
[Beiinapis;
[Tnare6o g0 DeneOpyrunio (Fenebrutinib) (i3omansT; MikpoKpHCTadiuHa METIOI03a; KpPOCKapMeno3a
HATPIIO; HATPIO cTeapuiipymapar); TabIeTKH, BKPUTI MTiBKOBOKW 00010HKOI0; ®. Xoddmann-JIs Pour JlTx,
[Beitnapis

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

1) a.m.H., ipod. Bonomuna H.IT.

JepxaBHa yctaHoBa «IHCTUTYT HeBpoJjorii, ncuxiaTpii Ta Hapkosorii HamioHanbHOI akajgemii MeIUYHHX
HayK YKpaiHW», BIJJIJICHHS ayTOIMYHHHX Ta JeTeHEpaTUBHUX 3aXBOPIOBaHb HEPBOBOI CUCTEMH, M. XapKiB
2) k.M.H. ['ono6opoapko A.A.

KomyHaneHe HekomepiiiiHe mignpueMcTBo «Onecpka obsacHa KiliHiyHa JikapHsI» Onecbkoi 061acHOl paau,
BIIIITIEHHS HeHpoxipyprii, M. Oxeca

3) xepiBHHK LeHTPY [poborenko B.1.

KomyHansHe HekomepiiiiHe mianpueMcTBo «Yepkacbka obiacHa JikapHs Yepkachbkoi o0siacHOI paiu»,
00JacHUM IEHTp MIarHOCTUKM Ta JIKYBAaHHS PO3CISHOTO CKJIEpO3y Ha 0a3l HEBPOJIOTIYHOTO BiJUILJICHHS,
M. Yepkacu

4) nmikap Irmarenxo 1.B.

Menuunuii ieHTp npuBatHoro mianpueMctsa «llepiia npuBaTHa KiiHika», M. Kuis

5) k.m.H. Kans6yc O.1.
KomyHanpHe miAnpueMcTBO

«/lninponieTpoBchbka oOsacHa KiiHiyHA JikapHs iM. LI, MeunukoBay»




J{HinmponeTpoBCchKOi 00acHO1 paau, BimaiaeHHs HeBposorii Nel, JlepkaBuuii 3aknan «J{HImpomeTpoBchka
MennYHa akaaeMis MiHicTepcTBa OXOpOHH 310poB'st YKpainu», kadenpa HeBposiorii, M. J{Hinpo

6) n.m.H. Kupuuenko A.T.

KomyHnansne HekomepiiiiHe mianpueMcTBo «Micbka KiaiHiuHA JikapHs Nel6y JIHIMPOBCHKOI MICBKOI pajH,
BIITIITICHHS HEBpoJIoTii, M. J{Himpo

7) x.m.H. Kopoarosa O.C.

MenuyHuil HEHTp TOBapUCTBA 3 OOMEXKEHOIO BIANOBIIANBHICTIO «MeauuyHuil HeHTp «JlomoMora-Iuiocy,
M. KuiB

8) k.m.H. Koctrouenko A.B.

MenuuHuii IEHTP TOBAPUCTBA 3 OOMEKEHOK BiMmoBigabHICTIO «Xenc KimiHiky, MeauuHuil KIiHIYHUN
JTOCJTITHAIIBKUH LIEHTP, BIIJIUI 3arajbHol Teparrii, M. BiHHUIS

9) n.m.H., mpod. Mockoeko C.I1.

MenuyHuii 1EHTp TOBapuUcTBA 3 OOMEXKEHOIO BIANOBLAANBHICTIO «Menuunuil 1eHtp «Camoremy,
JIKyBaJTbHO-PO(UIAKTUIHUHN BiaL, M. BiHHUISA

10) a.m.H., mpod. Herpuu T.1.

Komynanene HekomepiiiiiHe mianmpueMctBo JIbBiBCbKOi oOmacHoi pamu «JIpBiBchbka oOiacHa KIiHIYHA
JKapHs», HEBPOJIOT1UHE BiIiJIeHHS, M. JIbBIB

11) k.m.H. HepsinoBa 10.M.

KomyHnaneHe HexoMepuiiiHe mianpueMcTBo «Micbka JikapHsa Ne9» 3anopizpkoi Micbkoi paau, BiIJIIICHHS
HEBPOJIOTii, M. 3aOPIAOKS

12) 3aB. Big. Ckpumuenko LP.

KomyHanpHe HekomepliliHEe MIAIpUEMCTBO XapKiBChbKoi oOnacHOi paau «OOnacHa KiIIHIYHA JIKapHS»,
HeBpoJoriyae Biaainenns Nel, m. Xapkis

13) k.m.H. XaByHka M.S1.

KomyHaneHe HekoMepliiiHe MiANpUEMCTBO «5-a MicbKa KIIHIYHA JikapHS M. JIbBOBa», HEBPOJIOTIYHE
Biaainends, M. JIbBiB

14) k.m.H. Yepkes A.M.

KomyHaneHe HeKoMepIIiiiHe MiAIpueMCTBO «3amnopizbka obJacHa KIIiHIYHA JIIKapHs» 3arnopi3bkoi 00acHoi
panu, BiaaiieHHst HeBposorii Nel, M. 3amopixxs

15) k.m.H. Umup I'.C.

KomynansHe HexkomepiniitHe migmpuemMctBo «OOiacHa kiiHIYHA JikapHs [BaHO-DpaHKIBCHKOI 00IacHOL
pazu», HEBPOJIOTiUHE BIAJIIJICHHS 3 IIEHTPOM PO3CIsTHOTO CKJIEpO3y, M. IBaHO-DpaHKiBCbK

16) k.m.1. Hlynera O.[1.

Komynanene mnianpuemctBo «BonumHchbka oOmacHa KiliHIUHA JikapHs» BonmuHcbkoi oOnacHOl paaw,
HEBPOJIOT1YHE BITUICHHS, M. JIylbk

[IpenapaT mopiBHSAHHS,

Tepudaynomia (Teriflunomide, OBADKIO®, AUBAGIO®) (RO0247171, Ro 024-7171/F02; 108605-62-




BHUPOOHMK Ta KpaiHa

5, SUB25218; tepudaynomin (teriflunomide)); teepai kancynu; 14 mr; ®imep Kiinikan Cepsices I'm0X,
HIseitnapis; Anmak @apma Cepsicec, BennkoOpuranis;

[Tnane6o mo Tepudmynomin (Teriflunomide, OBAJKIO®, AUBAGIO®), tBepai kamcynu, Pimrep
Kninikan Cepsice3 'm0X, IlIseiinapis; Anmak @apma Cepsicec, BennkoOpuranis

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

Kommanis, sika gi€e 3a JOBIPEHICTIO, SIKY HajaB CIIOHCOP YM 3asBHUK HAa BBE3CHHS JOCIHIHKYBaHHX
JiKapchKHX 3ac00iB Ta cymyTHiX MatepianiB: TOB «®apmacopT»
Jlab6opatopni noBimuuku COVANCE;

Jlaboparopui popmu 3anuty COVANCE;

Jlabopatopni npodopmu inBoiiciB COVANCE;

Jlaboparopui Habopu COVANCE;

Honmarkogi maboparopui matepiamn COVANCE;

[TpoTokomu AOCTIIHKEHHS;

PoznpykoBaHi MaTepianu JiIs MAlli€HTIB;

Tectu Jamar 9-Hole Peg Test;

[Tpuctpoi Dycem Anchorpads;

Ha6opu SDMT;

Hasuansai DVD nucku Neurostatus;

[Mxanu Neurostatus;

Taiimep Seiko;

BumiproBanbpHa cTpiuka;

byknetu mo10 103yBaHHS;

CrienianbHi CyMKH;

Iaky6aropu;

[TnaHmeTn/eneKTpoHHi onuTyBanbHUKU Samsung Tablet

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Onexkcanap KOMAPIJA




Jomarok Ne 13

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

20.04.2021 No 762
HazsBa xiriniyHOro «Bigkpure, paHaoMi30BaHe JOCIIHKEHHS IS OIIHKH BigHOCHOI 6iog0cTynHOCTI (B/I) 1 610€KBiBaJICHTHOCTI
BUNPOOYBAaHHS, KO, (BE) mpemapatiB y Bursini koMOiHarii 13 ¢ikcoBanoro mo3or0 (K®J[) wipamapuby mmoc adiparepoHy
Bepcis Ta gaTa anerat (AA) y moOpiBHSHHI 3 HipamapuOom 1 AA, 10 MNPU3HAYAIOTHCA OJHOYACHO Y BHIJIAL

MOHOTIpenapariB, y 4YOJOBIKIB 3 PakoM IepeIMiXypoBoi 3ajo3m», Koj mociimkeHHs 67652000PCR1001,
[Tonpaska 1 Big 06 xxoBTHs 2020 poxy

3asiBHUK, KpaiHa TOB «APEHCIA EKCIIVIOPATOPI MEJIICIHy, Ykpaina

Cnoncop, kpaiHa Succen @apmanestuka HB /Janssen Pharmaceutica NV

[Mepenik nocmimxyBanux | Hipamapu6 100 mr kamncymu (Hipamapi6, 3emxyna, 3eitmkyna, Niraparib, Zejula) (JNJ-64091742;
JKapChKHX 3ac00iB Hipamapu6 To3unat MOHOTiIpat, Hipanapid To3WIaT MOHOTIApaT, Niraparib tosylate monohydrate); kancynu;
nikapcbka hopma, 100 mr (minirpam(u)); Janssen R&D (Division of Janssen Pharmaceutica NV), Bensbrisi; Catalent CTS, LLC,
N03yBaHHS, BUPOOHUK, CLIA; Catalent Pharma Solutions LLC., CIIIA; Fisher Clinical Services Inc., CILA; Fisher Clinical
KpaiHa Services GmbH, Illsetiniapis; Mayne Pharma, Inc., CIIA; Quotient Sciences —Philadelphia, LLC, CIIA;

Shanghai STA Pharmaceutical Product Co., Ltd. (STA Shanghai), Kutaii; Almac Clinical Services Ltd,
Benuka bputanist; Almac Clinical Services, CILIA; Almac Clinical Services (Ireland) Limited, Ipnannis;
AbGipatepona aunerar (3utura, 3itira, 3urtira, ZYTIGA) 250 wmr tabnetku (AOiparepoHa arerar,
abiparepoHy arlerar, abiraterone acetate); Tabnetku; 250 mr (mumirpam(m)); Janssen R&D (Division of
Janssen Pharmaceutica NV), bensbris; Catalent CTS, LLC, CIIIA; Catalent Pharma Solutions LLC., CIIIA;
Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services GmbH, IlIsetinapis; [lateon Iuk., Kanana;
CJINJ-67652000 (G009), Hipanapu6 (Hipanapi6)/Abipatepona auerat (Abiparepony auerat) ®KJ{ 50/500
Mmr (niraparib/abiraterone acetate FDC 50/500mg), (AASO00/NIRAS0/FC) (CINJ-67652000-G009;
Hipanmapu6 (HipamapiG, Niraparib)/AGiparepona anerat (Abiraterone Acetate)); TaOneTku BKpHTI
TJTIBKOBOKO 000J10HKOIO ((hikcoBaHa koMmOiHaris q03u); 50/500 mr (Mmimirpam(m)); Janssen R&D (Division of
Janssen Pharmaceutica NV), bensris; Patheon France - Bourgoin Jallieu, ®panmis; Eurofins
PharmaQualityControl-Les Ulis, ®pantist; Eurofins PHAST GmbH, Himeuunna; PHAST Development
GmbH & Co.KG, Himeuunna; Johnson&Johnson Private Limited, Immis; Catalent CTS, LLC, CIIA;
Catalent Pharma Solutions LLC., CIIIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
GmbH, [IBeiinapis;

CJINJ-67652000 (G010), Hipammapu6 (Hipamapi6)/Abiparepona anerat (AGiparepony arerar) ®KJI 100/500




Mmr (niraparib/abiraterone acetate FDC 100/500mg), (AAS00/NIRA100/FC) (CINJ-67652000-G010;
Hipanmapu6 (Hipamapi6, Niraparib)/AGiparepona amnerar (Abiraterone Acetate)); Ta0GneTku BKpHTI
IJTIBKOBOKO 000s10HKOO ((pikcoBana komOinamis po3u); 100/500 mr (mimirpam(m)); Janssen R&D (Division
of Janssen Pharmaceutica NV), bensris; Patheon France - Bourgoin Jallieu, ®panuisi; Eurofins
PharmaQualityControl-Les Ulis, ®pantis; Eurofins PHAST GmbH, Himeuunna; PHAST Development
GmbH & Co0.KG, Himeuunna; Johnson&Johnson Private Limited, Immis; Catalent CTS, LLC, CIIA;
Catalent Pharma Solutions LLC., CIIIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
GmbH, [IBefinapis

Bianosinanbawmii (1)
TOCTITHHK (M) Ta MicIe
(s1) mpoBeeHHS
BUTIPOOYBaHHs B YKpaiHi

1) k.m.H. Bonmapenko FO.M.
Menu4Hui EHTP TOBApPUCTBA 3 0OMEKEHOIO BiIMOBINANBHICTIO «["apMOHist Kpacu, BiUIUICHHS KITHIYHUX
BUIIPOOYyBaHb, M. KuiB

[Ipenapatu nopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

- 1abopaTopHi Habopu

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jonatox Ne 14
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure paHIOMi30BaHE KOHTPOJIHOBAHE JOCITIKECHHS 3 METOIO OILIHKH e(DeKTHBHOCTI Ta OE3MEYHOCTI
npemapaty UGN-102, a Takoxx CTIHKOCTI BIANOBiAI Ha Tepamilo MpenaparoM Yy TO€JHAHHI 3
TPAHCYPETPAIBHOIO PE3EKINEI0 CEUOBOT0 MiXypa 4u Oe3 Hei B MAIi€HTIB i3 M’ sI30BO-HCIHBAa3UBHUM PAKOM
CCUOBOT0 MiXypa HHU3BKOTO CTYICHS 3JIOSKICHOCTI 3 TPYMU TPOMDKHOTO PH3UKY (KOJOBE TO3HAYCHHS
nociimkenns: ATLAS)», kox nocnimkenns BLO06, peqaxiis 1.1 Big 16 BepecHs 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»

CrnioHcop, kpaina

«Opo/Ixxen ®apma Jlimiten» [UroGen Pharma Ltd.], I3pains

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

UGN-102 (mitomimu) (UGN-102; po3uuH aas iHTpaBE3UKaIbHOIO BBEAECHHSA. MIiTOMIIUH, TOPOMIOK IS
po3umHy JUIsi iHTpaBe3ukaibHOro BBeAeHHs; Mitomycin; UGN-102; CrepuibHu TiIporesb, PO3YUHHUK
JUTSL PO3YMHY TS IHTPABE3MKAIBHOTO BBEICHHS); TIOPOIIOK IS PO3YMHY JUIS IHTPABE3UKAILHOTO BBEICHHS
y Habopi 3 pozunHHHUKOM (cTepuiabHuiA Tigporens); 40 mr; «Cenexi-Laboratoires Thissen, S.A», Benbris;
«Clinical Supplies Management Europe sa (CSM Europe sa)», benbris;

CrepwibHuii rifiporenb (CTepuibHUI Tigporens); PO3YMHHHUK JUJIsl PO3YMHY JUIS 1HTPAaBE3UKAIBHOTO
BBesiennst; 60 mut; «Isotopia Molecular Imaging Ltd.», I3pains; «Clinical Supplies Management Europe sa
(CSM Europe sa)», benbris

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

1) 3aB. Bia. Jlecusik O.M.

KomyHansHe HekoMepiiiiHe mianpueMctBo «KiiHIYHA JiKapHS MIBUIKOT MEIUYHOI AOMOMOTH M. JIbBOBa»,
ypoJioriuHe BifaiieHHs, M. JIbBiB

2) x.m.H. bapnakos I'.T".

KomyHnaneHe HexoMmepiiiiiHe mianpueMcTBo «YepHIriBCbKUM MEIUYHUN LEHTP Cy4YacHOI OHKOJIOTII»
UYepHiriBcbKkoi 06J1acHO1 pajid, a0IOMIHAJIBHE BIIJICHHS 3 YPOJOTIYHUMH JIKKaMH, M. YepHIriB

3) k.Mm.H. Carans O.C.

KomyHnansHe HEKOMEpITiitHE MiAMPUEMCTBO «3armopi3bka o0JacHa KIHIYHA JIKapHs» 3anopi3bkoi o0gacHOT
paau, ypoJoridyHe BiATITICHHS, M. 3alIOPIXKKS

4) n.m.H., ipod. AHTOHSH [.M.

KomyHaneHe HekoMepliiiHe MiInpueMCcTBO XapKiBChKO1 00nacHoi paau «O01acHui MeIWYHUN KITIHIYHUHA
1eHTp ypoJiorii 1 Hedpodorii im. B.1. [llanoBanay, yposoriune BianiieHHs No5, M. XapkiB




5) nikap Ceprees C.M.

KomyHnanene HexomepiiiHe mignpuemMctBo «Michka kiiHiuHa JikapHs Nedy JIHITPOBCHKOI MICBKOI paaw,
BiieHHS ypostorii Ne2, m. JIHinpo

6) x.m.H. Hepdpa M.IO.

KoMmyHanpHe HeKoMmepIliiiHE MiINMPUEMCTBO XapKiBCchkoi oOmacHoi paaum «OOnacHU  KIIIHIYHUAN
Creniagi30BaHui JAUCHIAHCEP PATialliifHOTO 3aXUCTY HACEIEHHS», XIpYpridHe BiJIIJICHHS 3 OHKOJIOTIYHHUMHU
JKKaMH, M. XapKiB

7) 3aB. Bin. Hanbaugsu T.A.

KomyHnansHe HekomepiriiiHe mianpueMcTBo «OOJaCHUM IEHTP OHKOJIOTIi», OHKOYpOJIOTIYHE BiJJIIJICHHS,
M. XapkiB

8) n.m.H., mpod. Penopyk O.C.

OOnacHe KOMyHaJlbHE HEKOMEpIliiiHe MiANpHEMCTBO «UepHiBembKa JiKapHA IIBUAKOI MEAMYHOI
JIOTIOMOTW», YPOJIOTIYHE BiAALIeHHS, M. YepHiBIi

9) n.m.H., mpod. Koctiok O.T".

KomynansHe HekomepuiiiHe mianpueMctBo «Ilominbcbkuil perioHanbHUN LEHTP OHKOJIOTil BiHHUIBKOT
00J1aCHOT paJiny, YpOoJIOTiuHe BiJIUICHHS, M. BiHHHIIS

10) nikap Iomymsik S1.B.

KomyHnanpHe HekomepliiiHe mignpueMcTBo «O0nacHa KiiHIYHA JikapHS IBaHO-DpaHKIBCHKOI 007IacHOT
paauy», yposoriuHe BiAileHHs, M. [Bano-DpaHKiBCbK

11) n.m.H., mpod. Monuanos P.M.

KomyHnaneHe HexoMmepuiiiHe mignpueMcTBo «Micbka KiiHIYHA JikapHs Ne6y» JIHIMPOBCHKOI MICBKOI paau,
ypoJioriuHe BiJuIeHHs, M. JIHInpo

12) x.m.H. loctak M.B.

KomynansHe Hekomepitiiine mianpueMcTtBo «Mickka kiiHiuyHa JikapHsa NelO» Opmecbkoi MichKOi pajw,
ypouoriune BijgaineHHs Ne2, m. Oneca

13) x.m.H. Bunnnuenxo 1.O.

Komynansne nHexomepiiitHe mianpueMctBo Cymchkoi obmacHoi paau CyMmcbhbKuil 0OJaCHUN KIIHIYHUN
OHKOJIOT1YHUH JucnaHcep, oHKoXipypriune Biaainenus Nel, m. Cymu

14) n.m.H., mpod. Pycun A.B.

KomyHanpHe HEKOMepIliliHe MiJIPUEMCTBO «3aKapHaTchbKuil MPOTUMYXJIMHHUN MEHTP» 3aKkaprnaTchbKol
00JacHOi paau, BIAAUIEHHS XIpyprii MyXJIuH, M. Y KropoJ

15) n.m.H., mpod. Kpnxanisebka A.€.

KomyHaneHe HekoMmepuiiiHe mianpueMcTBo «lIpukapnaTcbkuil KIIHIYHUM OHKOJIOTIYHHM LeHTp IBaHO-
®pankiBChbKOT 007aCHOI paan», MaMoJIOTiyHe BiAileHHs, [BaHO-DpaHKIBCHKUI HAI[IOHATBHUN MEAUYHUN
YHIBEpCUTET, Kadeapa oHKoJIOoTii, M. IBano-DpaHKiBChK

16) n.m.H., mpod. Ctycs B.IL.




KomynaneHe mianmpuemctBo «JIHImporeTpoBchka oOnacHa KimiHIYHA JikapHs iMm. LI MeuynukoBay»
JlHinponeTpoBchKoi 001acHO1 paau, BiamineHHs yposorii No2 (oHkosnoriune), M. J{Hinpo

[Ipenapatyu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

Baxine mms mmpuna Uroject]l3 (UroJectl3 Syringe Lever). Bupobnmk: Nissha Medical Technologies,
CIIA; Oxonomxkyroua migcraska (Chilling Block).
Bupo6nuk: Nissha Medical Technologies, CIIIA

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




Jonatok Ne 15

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta gara

«Jlocmimxenns ¢asu 1b/2 npemapary TAK-981 y noennansi 3 [leMOpostizymabom [uist OI[IHKH O€3MEeYHOCTI,
MEPEHOCUMOCTI Ta IPOTUIYXJIMHHOT aKTUBHOCTI 1€ KOMOIHaIlli y Mali€HTIB 3 OKPEMUMHU MPOTPECYIOUUMU
ad0 MeTacTaTMYHWMH COJIAHMMH NOyxXJMHamu», Kox pgocmijkeHHs [AK-981-1502, Bepcis 3
iHKOpriopoBaHo morpaskor 01 Bix 22 kBiTHs 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BignosinaneHicTio «KonTpakTtHO-/{ochinnunpka Opranizanis InHO(apm-
Ykpaina»

CnoHcop, kpaina

«Takena Jleemonment Centep Amepikac, [Hk.» («TAC Amepikacy), CIIIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

TAK-981 (TAK-981; TAK-981); po3uun mist iHdy3ii, 100 mr/10 mut (10 mr/min) y drakoni; 100 mr/10 mi
(10 mr/mi) mr/mn (minirpamis/mininitp); LSNE Inc., USA; Eurofins Lancaster Laboratories, USA; Almac
Clinical Services, United States; Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical
Services Limited, United Kingdom;

KITPYJA (mem6ponizymad) (KITPYA; Pembrolizumab); konuentpar mns po3uuny s iHQy3id, 25
mr/Ma (4 M KOHHIEHTpary y ¢umakoHi, mo wmictute 100 wmr mnemOponizymaly); 25 wr/miu
(Mimirpamis/mininitp); Schering-Plough Labo NV, Belgium

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

1) n.m.H., mpod. bonnapenko 1. M.

Komynansue HexomepiriitHe mianpueMcTtBo «Micbka kimiHIYHA jJikapHs Ned» JIHITPOBCHKOI MICBKOI pajiu,
rOCIPO3PaxyHKOBHH BiJUIUI IEHHOT'O CTALlIOHAPY MICHKOTO XiMIOTepaneBTUYHOI O LIEHTPY, M. J{HIIpo

2) 3aB. Bix. Jpoouep L.T.

KomyHaneHe HekoMepliiiHe MiIpUEMCTBO «XMEJNbHUIBKUN O0OJaCHUN NPOTUIYXJIMHHUH IEHTP»
XMenbHUIBPKOT 00acHOI pajy, BIAJIJICHHS HOBOYTBOPEHb T'PYIAHOI 3all03d, IIKIPU, M SIKUX TKaHUH Ta
KICTOK, M. XMeJIbHUILILKUH

3) n.m.H., mpod. dymuigenko O.C.

JepxxaBHa ycraHoBa «IHCTUTYT 3aranbHOi Ta HeBiakianHoi Xipyprii imeni B.T.3aiineBa HamionambHO{
akajgemii MeAMYHUX HayK YKpaiHW», BIAJIICHHS THIHHOI Xipyprii Ha 25 JIKOK 3 MajaTol 1HTEHCHUBHOI
Teparnii Ha 6 KoK, XapKiBChKa MeIMYHA aKaJeMis MICISIUINIOMHOT OCBITH, Kadeapa OHKOJIOTIT Ta JTUTSU01
OHKOJIOT1i, M. XapKiB




4) 3aB. Bix. Ko63es O.1.

KomyHnanene HekoMepuiiiHe mianpueMcTBo «OO0JIacCHUA LEHTP OHKOJIOTI», OHKOXIpypriuHe BiAIiJICHHS
OpraHiB rpyJIHOT TOPOKHUHH, M. XapKiB

5) k.m.H. [Tominuyxk /I.B.

ToBapucTBO 3 00MEKEHOI0 BiAMOBiAAIBbHICTIO «Menuunuii neHtp «BEPYM»y», M. Kuis

6) nikap Cinenbhikos 1.B.

KomynansHe mianpueMcTBo «BOIMHCHKUI 00JIaCHUM MEIUYHHI IEHTp OHKoJjorii» BomuHcbkoi obmacHOT
paziu, OHKOJIOT1YHE XiMIOTEepareBTUYHE BiAIIeHHs, M. JIylIbK

[Ipenapatyu nopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepianu/mpenapari
CYNYyTHBOI Teparii

- 1abopaTopHi HabopH;
- IITPHIIL, TOJKH, CHCTEMHU

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




Jomarok Ne 16
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonienTpoBe, panmomizoBaHe, moxaiiiHe cmine pociuimpkeHHs Il ¢asm kombGinanii MK-7684 3
nemOponizymabom (MK-7684A) nopiBHSHO 3 MOHOTepamiero memMOposizymaboM B SIKOCTI Mepmioi JiHii
Tepamii 11 ydacHuKIB 3 PD-L1-mo3uTuBHUM MeTacTaTHUYHUM HEAPIOHOKIITHHHUM PAaKOM JIET€HiB», KOJ
nocaimkenns MK-7684A-003, sepcist 00 Bix 19 xostHa 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoI0 BianoBiganbHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn enn Joym Kopm.», nouipue mianpuemctBo «Mepk ena Ko., Ink.», CILIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepenik mocmimKyBaHUX
JKapChKUX 3aC00IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

MK-7684A (MK-3475/MK-7684) (MK-7684A; SCH/900475; SCH/900475 (Anti-PD-1); MKS3; 02P106;
ORG 307448-0; Anti-PD1; MK-3475 (a-PD-1); MK-3475, Tlem6ponizyma6, Pembrolizumab; KITPYJIA;
KEYTRUDA,; KITPYJIA®; KEYTRUDA®; MK-7684; Vibostolimab, Bibocronimab); CTepuabHUil pO3UHH
11 BHYTpimHboBeHHOT iHQY3ii; MK-7684A 10/10 mr/ma (MK-3475 10mr/mn /IMK-7684 10mr/mi), 20 mu
CTEPWJIHOTO PO3YMHY JJIsl BHYTpPILIHBOBeHHOI iHQY3il, ¢aakon; 10/10 mr/mn ( wmimirpam/minimitp);
Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services, USA; Almac Clinical Services Ltd,
United Kingdom; MSD International GmbH T/A MSD Ireland (Carlow), Ireland; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United
Kingdom; Merck Sharp and Dohme Corp., USA,; Fisher Clinical Services GmbH, Germany

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

1) a.m.H., npod. Jlucenko C.A.

KomyHnaneHe HekoMmepuiiiHe mianpueMcTBO «IloAinbChkuil perioHanbHUil LEHTp OHKoJOrii BiHHUIBKOT
obmacHoi Pamm», xiMioTepameBTHYHE BiIUICHHS, BIHHUIBKUI HAIlOHAIBHUN MEIUYHUNA YHIBEPCUTET
im. ML.I. [IuporoBa, kadenpa mpoMeHEBOI 11arHOCTUKH, TPOMEHEBOI Tepartii Ta OHKOJIOTi1, M. BiHHUIIA

2) nikap Jlinernpka O.11.

KomyHaneHe HekoMepuiiHe MiANpHeMcTBO <« KUTOMHMPCHKUI OOJIAaCHUI OHKOJIOTIYHUI JAucCHaHCcep»
Kuromupcbkoi o01acHOi paau, XIMiOTepaneBTUYHE BiIIUICHHS, M. JKUtomup

3) n.m.H. Konecnik O.I1.

Menuunuit nentp ToBapucTtBa 3 0OO0MEXEHOI BiAMOBIAANBHICTIO «OHKoNMand», MEeHHWN CTarioHap,
M. 3amopixoKs

4) nixap [Tapamonos B.B.




KomyHnansHe HekoMepIliiiHe mianpueMcTBO «Yepkachbkuii 00JaCHUN OHKOJIOTTYHHUH aucrancep Yepkacbkoi
o0acHoi panu», 00JIACHHUH LEHTP KIIHIYHOI OHKOJIOTIi (OHKOXiIMiOTepaneBTU4HUM), M. Uepkacu

5) nikap boiiko B.B.

Komynanene HexomepiiiiHe minnpueMcTtBo «lIpukaprnaTchbKuil KIIHIYHUM OHKOJOTIYHHMIA LeHTp IBaHO-
®paHKIBCHKOT 0071aCHOT pany, Xipypriude BijaiieHHs No2, M. IBano-®paHKIBChK

6) n.m.H., mpod. Aynnaiuenko O.C.

HepxaBHa yctaHoBa «lHCTUTYT 3aranpHOI Ta HeBimkiaamHoi xipyprii imeni B.T. 3aiineBa HamionanbHoi
akajeMii MeIMYHUX HayK YKpaiHW», BIIIUICHHS THIHHOI Xipyprii Ha 25 IDKOK 3 MajaTor iHTEHCHUBHOI
Teparnii Ha 6 JKOK, XapKiBChKa MEIUYHA aKaJaeMisl MiCIISIUIIIOMHOT OCBITH, Kadeapa OHKOJIOTIT Ta TUTA401
OHKOJIOT1i, M. XapKiB

7) k. M.H. Anamuyk [".A.

Komynanene mignpuemctBo «KpHBOpPI3bKHN OHKOJIOTIYHMK aucnancep» JIHIMpOmeTpoBChKOi 00sacHOi
paauy, XiMmioTepaneBTUYHE BiaiieHHs, M. KpuBuii Pir

8) mikap 3y6 O.B.

KomyHaiibHe HeKoMepIiiiHe mianpueMcTBO «YepHITIBCBKUI MEIUYHUN LEHTP Cy4YacHOI OHKOJIOTII»
YepHiriBCbKO1 00IACHOT pajv, BIIIIICHHS KIIIHIYHOI OHKOJIOTI{ Ta TiHeKoJjorii, M. YepHiriB

[Ipenapatu nopiBHSHHA,
BUpPOOHUK Ta KpaiHa

KITPYJIA®; KEYTRUDA® (MK-3475; SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106; ORG
307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (a-PD-1); MK-3475; TIlemGposnizyma0,
Pembrolizumab; KITPYJIA; KEYTRUDA; KITPYIA®; KEYTRUDA®); CTepuIbHHE pPO3YHMH IS
BHYTpIlIHbOBEHHOI 1H(DY31i; MK-3475 25 mr/min, 4 Mia CTepuIbHOIO PO3YMHY JJs BHYTPIIIHBOBEHHOI
iHdy3ii, pmakon; 25 mr/mn (Mmimirpam/mininitp); Werthenstein BioPharma GmbH, Switzerland; Almac
Clinical Services, USA; Almac Clinical Services Ltd, United Kingdom; MSD International GmbH T/A
MSD Ireland (Carlow), Ireland; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc.,
USA,; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp and Dohme Corp., USA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

- 1abopaTopHi Habopu;

- min/max TepMomeTpu;

- CKaHepH JJIs 3UUTYBaHHs MITPUX-KoiB (Barcode scanners);

- eJIEKTPOHHI IOEHHUKH TS narfienTiB Ta Xot-crot (Wi-Fi Mmogem);

- IPyKOBaH1 MaTepiaiy.

Kommanis, sika mie 3a MOBIPEHICTIO, SKY HaJgaB CIIOHCOP YHM 3asBHUK Ha BBE3EHHS JOCIIKYBaHHX
JiKapchKUX 3ac00iB Ta cynyTHiX MarepianiB: TOB «Arennis «C.M.O.-Ykpainay

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA Ouaekcanap KOMAPIIA




Jonatox Ne 17

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure mocmimkerns 1 $a3u 3 omiHKM 0e3medHoCTi, (papMakoKiHETHKH 1 (papMaKOAMHAMIKH MpernapaTy
JNJ-64264681 B yyacHHKIB 3 HEXOJDKKIHCHKOIO JIM(QOMOIO Ta XPOHIYHUM JTIM(POLUTAPHUM JIEHKO30M),
Koa focmiukenHs 64264681LYM1001, monpaska 3, Bin 14 ceprus 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUIOPATOPI MEJIICIH», Ykpaina

CrnioHcop, kpaina

Succen-Cinar Iurepuemnn HB, benbris / Janssen-Cilag International NV, Belgium

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

JNJ-64264681; INJ-64264681-ZAT; G004 (JNJ-64264681; INJ-64264681-ZAT; INJ-64264681); karncyny;
35 wmr; Janssen Pharmaceutica NV, benbris; Fisher Clinical Services, CIIIA; Shanghai STA Pharmaceutical
Product Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IIseiinapis;

JNJ-64264681; JINJ-64264681-ZAT; G005 (INJ-64264681; JINJ-64264681-ZAT; JINJ-64264681,;
JNJ-64264681-ZAT); kancynu; 140 wmr; Janssen Pharmaceutica NV, Bensrist; Fisher Clinical Services,
CIIA; Shanghai STA Pharmaceutical Product Co., Ltd., Kwuraii; Fisher Clinical Services GmbH,
[IBeiinapis

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

1) n.m.1. ITepexpectenko T.I1.

ToBapucTBO 3 00OMEXEHOIO BiANOBiAANIBHICTIO «MenuuHuil neHTp iMeHi akaaemika lOpis IIpoxomoBuua
Cnikenka», Bigain kiaiHIYHUX gociimpkens Ne 1, KuiBcbka o6macth, KueBo-CBsTOMIMHCHKUE pailoH,
c. KanitaniBka

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

Lab kits from Covance.

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Jomarok Ne 18

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

20.04.2021 Ne 762
Hasga xiiHiuHOTO «Binkpure, pangomizoBane pocmimpkeHHs Il ¢asm gns  ominkm edexkTuBHOCTI Ta OGe3MEYHOCTI
BUIIPOOYBaHHS, KO/, nemOponizymady (MK-3475) y kom6inanii 3 6emsyrudanom (MK-6482) ta nenBaruni6bom (MK-7902), abo
Bepcis Ta Jara MK-1308A y koMOiHarii 3 JIeHBaTHHIOOM MOPIBHSHO 3 IEMOPOITi3yMaOoM 1 IEHBATUHIOOM B SIKOCTI MepIIol

JiHIT Teparii JUIs YyYaCHUKIB 3 PO3IMOBCIOHKEHOIO CBITJIIOKIITUHHOK HHUPKOBO-KIITHHHOIO KapIIMHOMOIOY,
kox nocmimkenas MK-6482-012, 3 inkoprniopoBanoro nonpaskoto 01 Bix 26 ciuns 2021 poky

3asiBHUK, KpaiHa ToBapuctBo 3 o6mexeHoro BianosiganpHicTI0O «MCJl Ykpaina»

CrnioHcop, kpaiHa «Mepk Ilapn enn Joym Kopm.», nouipre mianmpuemctBo «Mepk ena Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Mepenik mocmimkyBanux | MK-3475, I[lemoposizymad, Pembrolizumab, Keytruda®, Kitpyna® (MK-3475; SCH/900475; SCH/900475

JKapChKHX 3ac00iB (Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475); crepunbHuii
Jikapcbka ¢popmMma, PO3YMH ISl BHYTPIUIHBOBEHHOI 1H(DY31i; 25 mr/mu (mumirpam/mununitp); Almac Clinical Services, USA;
JI03yBaHHsI, BUPOOHUK, Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher
KpaiHa Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and

Dohme Corp. (Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; MSD International
GmbH T/A Ireland (Carlow), Ireland;

JlenBatuni6, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBatuni0 Mme3unat, Lenvatinib
mesilate; Lenvatinib, JlenBatuni6); kancymu; 10 mr (murirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA,; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp.
(Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; Patheon Inc, Canada; Eisai Co.,
Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma Solutions
LLC (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services (UK)
Limited, United Kingdom; Sharp Clinical Services Inc, USA; Eisai Ltd., UK; Eisai GmbH, Germany;
JlenBatuni6, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBatuni6O Mme3unat, Lenvatinib
mesilate; Lenvatinib, JlenBatuni0); kancymu; 4 mr (migirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA, Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp.




(Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; Patheon Inc, Canada; Eisai Co.,
Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma Solutions
LLC (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services (UK)
Limited, United Kingdom; Sharp Clinical Services Inc, USA; Eisai Ltd., UK; Eisai GmbH, Germany;
MK-1308A, MK-1308/MK-3475, MK-1308/Pembrolizumab  (MK-1308A, MK-1308/MK-3475;
MK-1308/MK-3475, MK-1308/Pembrolizumab); crepuibHHII pPO3YMH sl BHYTPILIHBOBEHHOI 1H]Y3IT;
1.43/22.86 mr/ma (mimirpam/miniaitp); Almac Clinical Services, USA; Almac Clinical Services Limited,
United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher
Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp. (Merck & Co., Inc.), USA,
Werthenstein BioPharma GmbH, Switzerland; MSD International GmbH T/A Ireland (Carlow), Ireland;
Fisher Clinical Services GmbH, Germany; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland;
Belzutifan, MK-6482 (MK-6482; Belzutifan, MK-6482); tabaeTku BKpUTI IJIiBKOBOIO 000J10HKOIO; 40 MT;
Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United
Kingdom; Merck, Sharp and Dohme Corp. (Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH,
Switzerland; Patheon Inc, Canada; Bend Research Inc. Manufacturing, USA; Fisher Clinical Services
GmbH, Germany; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland; Merck Sharp & Dohme
Corp., USA

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

1) n.m.H., mpod. KpmxaniBcpka A.€.

KomyHaneHe HekoMepuiiiHe mnignpueMcTBo «lIpukapnaTcbkuil KIIHIYHUM OHKOJIOTIYHUM LeHTp IBaHO-
@®paHkKiBChbKOT 00JIacHOI paau», BIAMIICHHS JEHHOrO cTaiioHapy, IBaHO-DpaHKIBCHKHI HalllOHATBHUN
MEAMYHUHN YHIBEPCUTET, Kadenpa oHKoorii, M. [BaHO-®paHKIBCHK

2) a.M.H., ipo¢. Ctycs B.IL.

KomynansHe minnpuemMctBo «JlHImporneTpoBchka oOnacHa KiiHIYHA JjikapHs iM. LI MeuynukoBay
JHinponeTpoBchkoi 00macHOi paaw», BiaAineHHs ypojorii Ne2 (onkonoriune), JlepskaBHMIA 3akiaja
«JlHimponeTpoBCchka MenWyHa akajemis MiHicTepcTBa OXOpPOHM 370poB‘d YKpaiHm», Kadeapa yposorii,
M. [lHinpo

3) k.m.H. Xapeba I'.T.

KomyHaneHe HekoMepliifHe miInpueMcTBO XapKiBChKOT 0o0sacHoi pagu «O01acHui MEIUYHUN KITIHIYHUNA
1eHTp ypoJiorii 1 Hedpodorii im. B.1. [llanoBanay, BigaineHHss OHKOIOTTYHOI yposorii NeS, M. XapkiB

4) 3aB. Bia. Hambangsu T.A.

KomyHanpHe HekomepiiiiHe mianpueMcTBo «OO0JacHUN LEHTP OHKOJOTIl», OHKOYPOJIOTIYHE BIJIUICHHS,
M. XapkiB

5) nupexrop [Tapamonor B.B.

KomyHaneHe HekoMmepIiiiHe miAnpueMcTBO «UepkachbKkuil 00JacCHUN OHKOJIOTIYHMN aucnaHcep Yepkachbkoi
o0nacHoi panny», O6iacHUl NEHTP KITHIYHOI OHKOJIOT1i (OHKOXIMiOoTepaneBTHUHuM), M. Yepkacu




6) mikap 3y6 O.B.

KomyHnaneHe HexoMmepiiiiHe mianpueMcTBO «YepHITiBCbKHIA MEIUYHUN LEHTP Cyd4acHOi OHKOJIOTIi»
YepHiriBcbKoi 00J1aCHOT pajiv, BiUTIJICHHS KIITHIYHOT OHKOJIOT1] Ta riHeKoJIorii, M. YepHiriB

7) nikap [omyssix 51.B.

KomyHnansHe HekomepiiiitHe migmpuemMcTBo «OOnacHa KimiHIYHA JikapHs I[BaHO-DpaHKIBCHKOI 00IacHOT
panu», BUIIEHHS ypoJorii, M. IBano-®paHKiBCbK

8) mikap 3BonaproBa H.I'.

Komynanene mianpueMcTBO  «JIHIMPOBCHKUN  OONACHUM  KITIHIYHMIA  OHKOJIOTIYHUH  JMCHAHCEP»
JIHinmponeTpoBCchKOi 001aCHOT pajii, OHKOXIMIOTepaneBTUYHE BiUTIJICHHS, M. JIHImpo

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

MK-3475, [Tem6pomnizymad, Pembrolizumab, Keytruda®, Kitpyna® (MK-3475; SCH/900475; SCH/900475
(Anti-PD-1); MKS3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1));
CTepWJIbHUN PO3YMH IS BHYTPINIHBOBEHHOI iHQY3ii; 25 mr/mn (mimirpam/mininitp); Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom;
Merck, Sharp and Dohme Corp. (Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland,;
MSD International GmbH T/A Ireland (Carlow), Ireland;

JlenBatuni6, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBatuni6O Mme3unat, Lenvatinib
mesilate; Lenvatinib, JleuBatuni0); karncynu; 10 mr (mimirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA,; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp.
(Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; Patheon Inc, Canada; Eisai Co.,
Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma Solutions
LLC (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services (UK)
Limited, United Kingdom; Sharp Clinical Services Inc, USA; Eisai Ltd., UK; Eisai GmbH, Germany;
JlenBatuni6, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBatuniO Mme3unat, Lenvatinib
mesilate; Lenvatinib, JlenBatuni0); kancynu; 4 mr (mumirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA,; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp.
(Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; Patheon Inc, Canada; Eisai Co.,
Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma Solutions
LLC (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services (UK)
Limited, United Kingdom; Sharp Clinical Services Inc, USA, Eisai Ltd., UK; Eisai GmbH, Germany

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

- 1abopaTopHi Habopu;

- min/max TepMomeTpu;

- CKaHepH JIJIs 3YMTYBaHHs Tpux-KoaiB (Barcode scanners);
- eJIEKTPOHHI 1oieHHuKH JuTs narientiB (Wi-Fi momem);




- iHdpy30MaTH;

- IPyKOBaH1 Martepiaiy;

- Hocii inopmarrii (USB drive)

Kommanis, sika gi€e 3a JOBIPEHICTIO, SKy HaJaB CIIOHCOP YHM 3asBHUK HAa BBE3CHHS IOCIHIKYBaHHX
JiKapchKuX 3aco0iB Ta cynyTHiX MarepiaiiB: TOB «Arenmis «C.M.O.-Ykpaina»

I'enepanbuuii tupexrop Aupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS Ounexcanap KOMAPIJA




Jomarok Ne 19

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
20.04.2021 Ne 762

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

Kninigyae nociimkeHHsT papMaKOKIHETHKH, OC3MEKH 1 IEPEHOCUMOCTI mpenapary [imepTpui, po3duH s
iH'exkuid 5 mr/mn, BupoOHunTBa [IpAT «Jlekxim-XapkiB» 3a yuactio HBO «®apmaTpon», y 310pOBHX
no6posoubiliB, kox pociimkendss LCKH/GPT/PK, Bepcis Ne 2 Bix 12.02.2021

3asiBHUK, KpaiHa

ITpuBatne AkiionepHe ToBapuctBo «Jlekxim-XapkiBy, Ykpaina

CrnioHcop, kpaina

[TpuBatHe AkuioHnepue ToapuctBo «JlekxiM-XapkiBy, YKpaiHa

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka gopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

[ineptpun (T'MTIEPTPUI® (6pomin 1-(B-deninerwn)-4-amino-1,2,4-tpuaszosis)); Po3uuH s iH'€KIii;
10 mr (2 mu) Konnenrparis 5 mr/mi; [IpuBathe akijionepHe ToBapucTBo «JIekxiMm-XapkiBy, Ykpaina

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

1) roun. mikap Aptum B.1.

MII TOB «Kninika IHHO®AP - Vkpaina InHoseliTiB @apma Pecepu», UepHiBerpka 00:1., HoBocenuipkuii
parioH, ¢. bostHu

2) k.0.H. Jlibina B.B.

Jlaboparopist papmakokinetuku (M. XapkiB) Il «JlepxaBHuil excriepTHuid eHTp MiHicTepcTBa OXOPOHHU
310poB’sl YKpaiHu», M. XapKiB

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Jonmarok Ne 20

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Bpomrypa JJocniqauka Comamnanurad (NNC0195-0092) nocmimxeras NN8640 - nedinut ropMoHy pocTy
y nitelt Ta popocnux, Bumanas 11, ¢inanena Bepcis 1.0 Big 22 ciung 2021 poky, aHTIIHCEKOIO MOBOIO;
Homnarox 1, “Nonclinical Study Tabulations” no Bpomypu [lochminnuka Comamanurtan BumaHHs 11,
¢inanpHa Bepcis 1.0 Big 22 ciuns 2021 poky, aHriiiicbkoro MoBoo; Jonatok 2, “Summary of clinical data
from completed clinical trials” no bpomrypu [Jocnigauka ComananuTan Buaanss 11, ¢pinansra Bepcis 1.0
Bix 22 ciuns 2021 poky, anrmilicbkoro moBoto; Jlomarox 3, “Tables of adverse events” mo Bpourypu
Hocniganka Comananuran BuganHa 11, ¢inaneHa Bepcis 1.0 Bim 22 ciunst 2021 poky, aHTIIHCBEKOIO
MOBOI0; 3allyueHHs J10AaTkoBoi BupooHuyoi aisaku Novo Nordisk A/S (Hallas Alle, Kalundborg, 4400,
Denmark) mis mocmimkyBaHoro Jikapckkoro 3aco0y Comananuran; OHOBICHI pO3IUIH  JOCHE
JIOCITIJKYBaHOTO Jikapcbkoro 3aco0y Comanarnuran: Po3ain Facilities and Equipment, ¢inansHa Bepcis
5.0 Bix 23 mucronaga 2020 p., anrmiiicbkoro MoBoro; Po3in 3.2.S.2 Manufacture, ginanbna Bepcis 8.0 Bia
15 rpyanst 2020 p., anrmaiiicekoro MoBoto; Po3nin 3.2.S.4 Control of Drug Substance, ¢inanbna Bepcis 6.0
Bix 03 rpyans 2020 p., anrmiiicekoro MoBorw; Pozmin 3.2.S.7 Stability, ¢inansna Bepcis 11.0 Big 07
rpyaHs 2020 p., anraiiicekoro MoBoro; Pozain 3.2.P.2 Pharmaceutical Development, ¢inansHa Bepcis 3.0
Bi14 rpynus 2020 p., anrmiiicekoro MoBoro; Po3ain 3.2.P.3 Manufacture, ¢inansaa Bepcis 4.0 Big 14
rpyaHs 2020 p., anraiiicekoro MoBoto; Po3ain 3.2.P.5 Control of Drug Product, ¢inansna Bepcis 6.0 Bix
14 rpynusa 2020 p., anrmiicbkoro MoBoto; Po3main 3.2.P.8 Stability, ¢inansna Bepcist 10.0 Big 15 rpyans
2020 p., anrmiiicekoro MoBoro; Jluct-BitanHs, ¢inamsHa Bepcis 2.0-UA(UK) Big 01 mrororo 2021 p.,
yKpaiHChbKOI0 MOBO0; JIucT-BiTanusd, ¢ginanbHa Bepeid 2.0-UA(RU) Bixg 01 motoro 2021 p., pociiicbkoro
MOBOI0; JInct-omsika, pinanbnaa Bepeist 2.0-UA(UK) Bix 01 mrororo 2021 p., ykpaiHcbkor0 MOBOIO; JIncT-
nojsika, ¢inaneHa Bepeis 2.0-UA(RU) Big 01 mrororo 2021 p., pociiickkoro MoBoto; ['padik Bi3uTIB,
nependavenux nociipkeHHsM REAL 5, ¢inanpna Bepcis 3.0-UA(UK) Bin 01 mororo 2021 p.,
yKpaiHChbKOIO MOBOIO; ['padik Bi3uTiB, nmependauenux pociuimpkeHHs M REAL 5, ¢inansna Bepcis 3.0-
UA(RU) Bix 01 mrororo 2021 p., pociiicbkoro MoBoto; Kuura «I'padik Bi3uTiBY», QpiHanbHa Bepcid 2.0 Bix
11 tpaBns 2020 p.; Hakneliku ans kauru «I padik Bi3uTiBy», ¢inansHa Bepcis 2.0 Big 12 tpasus 2020 p.




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

Ne 1265 Bix 05.06.2019

HasBa kj1iHI9HOTO
BHITPOOYBaHHSI, KO/,
Bepcis Ta Jara

«JocnmimkeHHs 3 mia0opy 03U Ui OMIHKK e(EeKTHBHOCTI 1 OE3MeKW 3acTOCYBAaHHS Tpenapary
Comamanuran (somapacitan) OJWH pa3 Ha TIKACHb Yy TMOPIBHSHHI 3 3aCTOCYBaHHSM Npenapary
Hopaitponin® (Norditropin®) onuH pa3 Ha JIeHb Yy JAiTeH i3 3aTPUMKOIO POCTY, II0 OyJIM HapoOJKeHi
MaJIUMU JUTsl TeCTallifHOTO BiKYy Ta HE Ha3J0THAJIHM Yy 3pOCTi 70 BiKy 2 poku Ta ctapme», NN8640-4245,
¢inanpHa Bepcis 4.0 Big 12 rpyanst 2019 p.

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHcop, kpaina

Novo Nordisk A/S (Denmark)

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii tupexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3MeYCHHS Oaexcanap KOMAPIJIA




Jomarok Ne 21

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Bbpormypa Jlocnianuka Comanarmuran (NNC0195-0092) nocmimxents NN8640 - nediuut ropmMmoHy pocty
y niteit Ta popocnux, Buganas 11, ¢inansna Bepcis 1.0 Big 22 ciung 2021 poky, aHTIIHCEKOIO MOBOIO:
Homnarox 1, “Nonclinical Study Tabulations” no Bbpomypu Jlocmimauka ComananurtaH BumanHs 11,
¢inanpHa Bepceis 1.0 Bixg 22 ciunsa 2021 poky, anrmiicekoro MoBor. JJonatok 2, “Summary of clinical data
from completed clinical trials” no Bpourypu Jocninauka Comananuran Buganas 11, ¢pinanenaa Bepceis 1.0
Bin 22 ciuns 2021 poky, anrmiiicekoro MoBoro. Jlomatok 3, “Tables of adverse events”mo Bbpomrypu
Hocmiganka Comananuran BuganHs 11, ¢inansna Bepcis 1.0 Bixm 22 ciuns 2021 poxy, aHTIIHCHKOIO
MOBOI0. 3anydeHHs aoaatkoBoi Bupoouuyoi ainsaka Novo Nordisk A/S (Hallas Alle, Kalundborg, 4400,
Denmark) mms gocmimkyBaHoro Jikapchkoro 3aco0y Comananurtad; OHOBJIGHI pO3IUIH  JTOCHE
JOCITIDKYBaHOTO Jlikapchkoro 3aco0y Comananutan: Po3ain Facilities and Equipment, dinansua Bepcis
5.0 Bix 23 mucromama 2020 p., anrmiiicbkoro MoBoro; Po3min 3.2.5.2 Manufacture, ¢inansua Bepcis 8.0
Bia 15 rpyaus 2020 p., anrmiiicbkoro MoBoto; Po3ain 3.2.S.4 Control of Drug Substance, dinansHa Bepcis
6.0 Bix 03 rpyaus 2020 p., anrmiiicekoro MoBoto; Posmin 3.2.S.7 Stability, dbinansua Bepcis 11.0 Big 07
rpyans 2020 p., anrmiiicekoro MoBoro; Po3ain 3.2.P.2 Pharmaceutical Development, ¢inansHa Bepcist 3.0
Big 14 rpynust 2020 p., anrmificekoro MoBoro; Pozmin 3.2.P.3 Manufacture, dinansna Bepcist 4.0 Big 14
rpyans 2020 p., anrmiiicekoro MoBoto; Posmin 3.2.P.5 Control of Drug Product, dinansua Bepcis 6.0 Bix
14 rpynus 2020 p., anrmiiicekoro MoBoro; Pozmin 3.2.P.8 Stability, ¢pinansna Bepcis 10.0 Big 15 rpymas
2020 p., aHTTIICBKOI0 MOBOIO

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1016 Bix 06.05.2019

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«JlocmimkeHHs: epeKTHBHOCTI Ta Oe3neku 3acTocyBaHHs mpenapary Comamanuran (Somapacitan) oaux
pa3 Ha TIKJEHb y TIOPIBHSHHI 3 IIOJICHHUM 3acTocyBaHHsAM npernapary Hopaitponin® (Norditropin®) y
niteit 3 gedinutom ropmMony pocty»., NN8640-4263, dinansna Bepcis 3.0 Big 01 mumus 2019 p.




3asBHUK, KpaiHa TOB «Hoso Hopnick Ykpaina»

CrioHcOp, KpaiHa Novo Nordisk A/S (Denmark)

CynytHi —
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Ouaekcanap KOMAPIIA




Jomarok Ne 22

110 Haka3y MiHicTepcTBa OXOPOHU 37J0POB’S

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBnenuid mporokon kiiHiyHOTO BHIpoOyBanHs SAMSON-II, Bepcis 4.0 Big 26 mororo 2021
(amrmiiicekoro MoBo10); Popma muceMoBOiI iH(opMoBaHoi 3roau, Bepcis 3.0 Bim 04 Oepesus 2021,
(mepexnan amantoBanoi mis Ykpainu Bepcii 3.0 Big 04 Oepesust 2021 na ocHoBi 3paska Dopmu
inpopmoBanoi 3romu, maiicrep Bepcis 3.0 Big 26 mororo 2021) yKpaiHCHKOIO Ta POCIHCHKOI MOBaMU;
Hoxyment Protocol Clarification Letter: Clarification of the eligibility criteria (inclusion criteria 6 /
exclusion criteria 5) Big 24 mororo 2021; ITpomoBKEeHHS TEPMiHY TPUBAIOCTI KIIHIYHOTO BUIPOOYBaHHS
B Ykpaini 10 31 rpynus 2022

Homep ta narta Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1804 Bix 15.08.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe, mojBiliHE ciine, OaraToleHTPOBE MAOCHIIKEHHS eKkBiBaleHTHocTi ¢aszu Il y
napajgeabHUX Tpynax [yl MOPIBHAHHS €QEeKTHBHOCTI, Oe3nekH, (papMakOKIHETUKH Ta IMYHOT'€HHOCTI
HD204 Tta ABacTuHy® Yy TAaIll€eHTIB 3 METACTATUUYHUM ab00 PEIUIUBHUM HEIJIOCKOKIITUHHUM
HeIpiIOHOKITITUHHUM pakoM JiereHb» , SAMSON-II, Bepcis 3.0 Bixg 19 tpasus 2020

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpaina»

CrnoHcop, kpaina

Prestige BioPharma Limited, Cinramnyp

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

Ouaexcanap KOMAPIJIA




Jomarok Ne 23

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

ITompaBka 10 10Cke aociipKyBaHoro jikapeskoro 3aco0y (CTA Quality data amendment) SAR439859
(amorphous), tBepma karmcyna, 100 wmr, posmin P.8 CraGinbHicts, Bepcis Big 19 mororo 2021p.,
AHTJIHACHKOI0O MOBOIO; 30UIBIICHHS TEpPMiHY 30epiraHHs JOCIIPKYBAHOTO JIIKAPCHKOTO 3aco0y
SAR439859, tBepaa kancyna, 100 mr, 3 24 no 30 micsuis

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2243 Big 05.10.2020;
Ne 568 Bin 27.02.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«ocmimkenns |l da3u, mo mpoBOAUTHCS 3 METOIO MOpiBHAHHA Teparmii ABox 103 SAR439859 (SERD) i
JIETPO30Jly y KIHOK B MOCTMEHOIAy3l, KUM NOTpIOHE OnepaTMBHE BTPY4YaHHS, 3 €CTPOreH-pelenTop-
no3utuBHUM, HER2-HeraTuBHMM NeEepBHMHHO 1arHOCTOBAaHMM pakoM MosodHoi 3ano3u», ACT16106,
nporokoi Ne 01 3 monpaskoro, Bepcist 1 Bix 20 ciuns 2020 poky;

«Binkpure panaomizoBaHe AOCHIKEHHS 2 (as3u, 110 MPOBOAUTHCS 3 METOI MOPIBHSIHHA Mpenapary
ammenectpanT (SAR439859) i ennokpuHHOT MOHOTepanii, BUOpaHOi JiKapeM, y Tali€HTIB 3 eCTPOreH-
peuenTtop-no3utTuBHUM, HER2-HeraruBHuM MicueBonomupeHuM ab0 METAaCTaTUYHHUM PAKOM MOJIOYHOL
3aJ103M, SKiI paHillle OTPUMYBaIM TOpMOHAIBHY Tepamiro», ACT16105, nporokon 04, Bepcis 1 Bim 17
rpyznss 2020p.

3asBHUK, KpaiHa

TOB «Canogi-ABenTic YkpaiHa»

CnoHcop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic peuiepiu e aeBenonMan, OpaHiris)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jonarok Ne 24

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

[Momosxenns repminy npuaaraocti JJJI3 ABX464, kancyna 50 mr 3 54 1o 60 micsiis

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2707 Bim 28.12.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Bingkpute mocmimkenns Gasu 2b mis BuzHaueHHs epexTuBHOCTI Ta Ge3neyHocTi nmpenapaty ABX464 sk
OIATPUMYIOUOi Tepamii B TAali€HTIB i3 BHUPAa3KOBHM KOJITOM CEPEIHBOIO Ta TSDHKKOTO CTYICHS»,
ABX464-104, Bepcis 3.0 Bix 10 Bepecus 2020 poxky

3asiBHUK, KpaiHa

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

Crnoncop, kpaina

ABIVAX, ®panrris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 25

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBienuii mpotokoi KiiHiyHOTO BUnpoOyBanus M19-850, Bepcis 5.0 Bix 07 ciunst 2021 poxy; @opma
iHhopMOBaHOI 3roJM Ha yd4acTb Yy HAyKOBOMY KIIHIYHOMY JOCHIIPKEHHI Ta Yy HEOOOB’SI3KOBOMY
nocmikenHi, Bepeis 3 it Ykpainu Big 09 mororo 2021 poxy, yKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH;
3MiHa aJpecy 3asgBHHKA KJIiHIYHOTO BUnpoOyBaHHs — «E60Bi1 biodapmackrorikans I'm6 Xy, [1IBelinapis:

BYJIO CTAJIO
Heiixodmrpacce 23, 6341 m. baap, llseitnapia | Anpte Illraiinxaysepmrpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) [Iserinapisi (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

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

Ne 2110 Bix 16.09.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bingkpute nocnimkenns 3b $hasu 3 OIiHKKE TPOIOBKEHHS Teparil ynaaauuTHHIOOM Y JOPOCIHX MMAIliEHTIB
3 aTOMIYHUM JIEPMATUTOM BiJl TIOMIPHOTO JIO BaXKKOTO CTYIMEHS TSHKKOCTI, SIKI 3aBEPIIUIN JIKYBaHHS Y
Mexax gociipkeHHs M16-046», M19-850, Bepcis 4.0 Bix 06 6epesnst 2020 poky

3asiBHUK, KpaiHa

«E60BI1 biopapmacsrotikanz ['MOX», llIBeitnapis

CnoHcop, kpaiHa

«E00BI Ink», CIIIA / AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 26

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

[Iporokoin kminigHOTO AocmikeHHs ACP-103-035, monpaska 3 Big 11 cepnas 2020 poky, aHTIIHCHKOIO
MOBO10;3MiHa opuanaHoi aapecu Crioncopa ctanoM Ha 1 Bepecust 2020 poky:

[Tonepenns anpeca Hosa agpeca
Kommanis «Akania ®@apmacerotikan3 Iak.», 3611 | Kommanis «Akania @apmacerotikan3 [ak.» 12830
Bemmi Centep MpaiiB, odic 300 Can-/liero, mrar | En Kamino Puan, odic 400 Can-/liero, mrat
Kanidopnis, 92130 Cnonyueni Hltatu Amepuku | Kanidopnis, 92130 Cnonydeni llltatu Amepuku
Bpomrypa nocnigamka npenapary IlimaBancepun (ACP-103), Bumgannas 14.0 Big 17 mumas 2020 poky,
aHITIHCHKOI0 MOBOIO; IH(opMariiiamii aucTok i popma sroau, Bepcis V7.0UKR(UK)1.0 Big 11 ciuns 2021
POKY, mepekiaj ykpaiHcbkoto MoBOIO Bin 18 ciuns 2021 poky; Indopmariitnmii mucTok i ¢popma 3romwu,
Bepcis V7.0UKR(ru)1.0 Bix 11 ciunst 2021 poky, mepekiaja pociiicbkor MOBO Bif 18 ciuns 2021 poky;
Indopmartifinuii aucTok i popma 3roau ocodw, sika Hagae qorusiy maiieHToBi, Bepcis V5.0UKR(uk)1.0 Bix
11 ciuns 2021 poky, nepekiaj ykpaiHcbkoro MoBoro Bif 18 ciuns 2021 poky; Indopmaniitauii 1ucTok i
dopma 3romu ocodu, sika Hajgae gorisn mamientosi, Bepcis V5.0UKR(ru)1.0 Bix 11 ciuns 2021 poky,
nepekiaa pociiicbkoro MoBoro Bin 18 ciuns 2021 poky; Popma ycHOI iHPOpPMOBaHOI 3rojau, Bepcis
V1.0UKR(uk)2.0 Big 11 ciunst 2021 poky, mepekian yKpaiHCbKO MoBOrO Bia 18 ciuns 2021 poky;
®opma ycuoi inpopmoBanoi 3romu, Bepcis V1.0UKR(ru)2.0 Bim 11 ciuas 2021 poky, mepeknan
pociiicbkoro MoBow Bi 18 ciunga 2021 poky; dopma HIATBEpHKEHHS OTPUMAaHHS JOCIIIKYBaHOIO
JiKapchbkoro 3aco0y y4acHukom gociipkeHHs, Bepcis V1.2UKR(uk) Bim 26 6Gepesnst 2020 poky,
nepexnan ykpaiHcbkoro MoBow Bif 13 xoBTHA 2020 poky; dopma HIATBEpIKEHHS OTPUMaHHS
JOCITIKYBAHOTO JIIKapchKOro 3aco0y yuacHukoM nociimpkeHHs, Bepcis V1.2UKR(ru) Bix 26 Gepesns
2020 poky, mepekiaa pociiicbkoro MoBOtO Bif 13 sxoBTHS 2020 poxy; ONHUTYBaIbHUK MAIIEHTIB «AHKETa
nepeBipku rotoBHOCTI g0 pobotm» Work Readiness Questionnaire (WoRQ), Bepcis 1 Big 05 mrororo
2020 poky, YKpaiHCBKOIO MOBOIO; ONUTYyBaIHHUK TAIIEHTIB «AHKETa TMEpPEeBIPKH TOTOBHOCTI O
poootm» Work Readiness Questionnaire (WoRQ), Bepcist 1 Big 03 xBiTHa 2020 poKy, pOCIHCBKOIO
MOBOI0; 3pa30K MapKyBaHHsI JIJIsl TUISIIIIEUKH, SIKa MICTUThH TabJeTku 17 Mr A0CipKyBaHOTO JIKApCHKOTO
3aco0y IlimaBancepun, Bepcis 3.0 Big 20 mmcromaga 2020 poky, yKpaiHCBKOIO MOBOIO; 3aJTy4eHHS
JOJJaATKOBUX MICIIb ITPOBE/IEHHS BUITPOOYBAaHHS




n/n

I1.1.B. BiAIOBIHAJILHOTO JOCHITHUKA
HasBa micus nmpoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

n.meH., mpod. Mapyra H.O.
JepxaBHa yctaHoBa «IHCTUTYT HeBpoJIOTii, cuxiaTpii Ta Hapkojorii HarionanbHOi akagemii
MEIMYHHUX HAyK YKpaiHW», BT HOTPpaHUYHOI rcuxiartpii, M. XapkiB

k.M.H. KineGan K.L

KuiBcbka KiiHIYHA JiKapHS Ha 3aimi3HUYHOMY TpaHcnopTi Ne2 @imii «lleHTp OXOpoHH
300pOB’»  AKI[IOHEpPHOTO  TOBapuCTBa «YKpaiHChbKa  3aNi3HUIL», KOHCYJIHTaTHBHO-
TIArHOCTUYHUN HEHTP NoikIiHiku, M. KuiB

red. gupektop KoBanenko B.B.

KomyHanmpHe HEKOMEpIliHE MiAMPHEMCTBO XapKiBChbKOI oOnacHOi pamu «ObmacHa KITiHIYHA
ncuxiarpuyna JikapHs Ne3y», mcuxiaTpuyHe BiAIUICHHS NEPBHHHOTO MCUXOTUYHOIO €Mi301y,
M. XapKiB

K.M.H. JleaucoB €.M.

Komynanene HekoMmepuiiiHe mignpueMcTBo «OOmacHa KIIiHIYHA TICHXIaTpUyYHA JIIKAPHS
KipoBorpacekoi o6sacHOi paan», ICUXOHEBPOJIOriuHEe AUCIIAaHCEpHE BiuIeHH:, cMT. Hoge,
M. KpormuBaunpkuit, KipoBorpajaceka o01.

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

Ne 886 Bix 01.08.2017

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«52-TWXKHEBE BIJKPHUTE PO3IMIMPEHE JOCHIIKEHHS IMIMAaBaHCEPHUHY B SKOCTI JOJATKOBOTO JIKYBaHHS

mm3odpeniin, ACP-103-035, 3 mompaskoro 2 Bix 31 6epesns 2017 poky

3asBHHUK, KpaiHa

IianpuemcTso 3 100% inozemuoio inBectuieto «AMK'TOBIA PJIC Vipaina»

Cnoncop, kpaiHa

Acadia Pharmaceuticals Inc. (AKAIIA ®apmackrorikan3 [uk), CLLIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Ounexkcanap KOMAPIJA



JonaTox Ne 27

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUINIPOOYBaHb JIKAPCHKHUX 3aC001B

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
20.04.2021 Ne 762

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnenuii [Iporokon kiiniyHoro BunpoOyBanHs MS200569_0004, sepcis 2.0, Bix 15 ciuns 2021 poky,
aHTIIIChKOI0 MOBOMW; [HGopMmariiinuii muctok ta Gopma 3roau Bepcia 2.0 mis Ykpainu Big 08 mrororo
2021 poky, amanToBaHa Ha OCHOBI Maiictep-Bepcii ocHoBHOI PI3, Bepcii 2.0 Bix 05 mororo 2021 poky,
«Mepk Xenckea KI'aAy», [Tporoxon MS200569-0004, anrmiiickkoro Ta yKpaiHChKOIO MoBaMH; JlogaTok
no ladopmarniitnoro mmuctka Ta Qgopmu 3romu Bepcis 2.0 mis Ykpainm Bim 08 mororo 2021 poky,
ajlanToBaHa Ha OCHOBI Maiictep-Bepcii ocHoBHOi I3, Bepcii 2.0 Big 05 motoro 2021 poky, «Mepk
Xenckea KIaAy», IIporokon MS200569-0004, anrmilicekoro Ta yKpaiHCBKOI MoBamu, bpomrypa
nociiganka M5049, sepcis 4.0 Big 02 rpynusa 2020 poxy, aHrmiiceKo0 MOBOIO; Jloche AOCHTIIKYBAaHOTO
nikapcbkoro 3aco0y M5049, Bepcis 8.0 Big motoro 2021 poky, anrmilickkoro MoBoro; Mevia Go Tekcrosa
komyHikariss Bepcis 2.0, Big 20 mucromaga 2020 poky, aHIMMCHKOIO Ta YKpaiHCHKOI MOBaMH,;
Komynikanis npukinagaux nporpam Mevia Go mis Android ta i0S Bepcis 2.0, Bix 24 mucronana 2020
POKY, aHTTIHCHKOIO Ta YKPAiHCHKOI0 MOBaMU

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

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanmoMizoBaHe, TOABilHE cIline, IUIaNe00-KOHTPOIbOBaHEe JgocTikeHHss Ib  dasu 11 omiHku
6e3nedHocTi Ta ¢papmakokiHeTHku npenapaty M5049 npu nepopaibHOMY 3aCTOCYBaHHI y OaraTOKpaTHUX
3pOCTaIOUUX /1033aX B YYACHHKIB 3 CHCTEMHUM YEPBOHMM BOBYAKOM Ta 3 IIKIPHUM YEPBOHUM BOBYAKOM,
SIKI OTPUMYIOTh CTaHAApTHE JiKyBaHHI», MS200569 0004, Bepcis 1.0, Big 12 cepras 2020 poky

3asBHHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

Merck Healthcare KGaA, Darmstadt, Germany / «Mepk Xenckea KI'aAy», lapmmtaar, Himequnna

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jlomarok Ne 28

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosiiennii mpoTokoi kiiHigHOTO BHIpoOyBanHs M16-011, Bepcis 4.0 Bim 10 Bepecus 2020 poky;
[ndopmaris s mamienta Ta iHGOpMOBaHA 3rojJla HAa y4yacThb y HAyKOBOMY JOCHTIKEHHI Ta
HE0OOB sI3KOBOMY JociipkeHHi, Bepcist 3.1 must Ykpainu Bin 22 Gepesns 2021 poky, ykpaiHCBKOIO Ta
pociiicbkor0 MOBaMH; 3MiHa aapecu 3asBHHUKA KJIiHIYHOTO BunpoOyBanHsa — «E60Bi biodapmackrorikans
I'm6X», llIBeiinapis:

BYJIO CTAJIO
Hetixodmrpacce 23, 6341 m. baap, Illseimapis | Ansre Illtaiinxayszepmrpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) [IBefinapisi (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

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

Ne 1896 Bix 27.08.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBane mozgiiiHe ciine pocnimkeHHs |l dasu, g mopiBHAHHA mpenapary Picankizymal 3
mianeo y MamieHTiB 3 aKTUBHUM mcopiaTuuHuM apTpuToM (IICA), ski MaloTh B aHaMHe31 HEaJeKBATHY
BIJIIOBI/Ib NPUMHAMMHI Ha OAMH XBopoOoMonau¢ikyrounii mpotupeBMarndHuii mpemnapar (XMIIPIT) a6o
fioro HenepeHocumicts (KEEPSAKE 1)», M16-011, Bepcis 3.0 Bix 13 6epesnst 2020 poxy

3asBHHUK, KpaiHa

«E066Bi biopapmackrotikans ['m6X», [lIBelinapis

Cnoncop, kpaiHa

AbbVie Inc., USA/ E66BI1 [uk., CIIIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHUHOrO 3a0e3MeYeHHSA Ouaekcanap KOMAPIIA




Jomarok Ne 29

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Bpomrypa mocmigauka nikapcekoro 3acody Memomizymad (SB-240563), Bepcis 19 (CM2003/00010/16)
Bix 15 rpynus 2020 poky

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 743 Bim 11.11.2015

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«201956: 3abe3nedyeHHs MeEMOJ3yMadOM y paMKax JOBFOCTPOKOBOI MPOrpaMH MAII€HTIB 13 Ba)KKOIO
aCTMOI0, SIKI MPUUMAIH y4acTh y KIIIHIYHOMY JOCHIJDKEHHI MEroiizymaly, CIIOHCOPOM SIKOTO SIBIISIACH

komnanigs ['CK», 201956, IlonpaBka 07, iHKOpropoBaHa 10 MPOTOKOJIY KIIHIYHOTO BHUIIPOOYBaHHS
201956, Bepcist 07 (2014N225044 07) Bix 08 uepsust 2020 poxy

3asiBHUK, KpaiHa

TosapuctBo 3 OOMexeHow BinnosiganbHicTIO «KOHTpakTHO-mOCHIIHUIBKA opraHizauis [HHO®apMm-
Ykpaina»

Crnoncop, kpaina

«GlaxoSmithKline Research & Development Limited» («I'makcoCmitKnsiin Picepu Ena JliBenonmeHT
Jlimiteny), Benuka bpuranis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




HonaTox Ne 30

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s

VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUINIPOOYBaHb JIKAPCHKHUX 3aC001B

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
20.04.2021 Ne 762

InenTudikamis cyrreBoi
HOTIPaBKU

[TomoBsxeHHs TEpMiHY MPUAATHOCTI TOCIIIKYBaHOTO JiKapchKoro 3acoly ImaracepTiO, TabneTku, BKPUTI
m1iBKOBO0 0000HKO010, o 100 Mr ta mo 200 mr mo 48 wmicsauiB; [TogoBkeHHS TepMiHY IPHAATHOCTI
1ane0o JI0 JOCIIKYBAHOTO JIIKapchKoro 3aco0y ImaracepriO, TabIeTKH, BKPUTI TUTIBKOBOKO 00OJIOHKOIO,
no 48 micsui; OnoBnenuii po3ain P.8.1 «Pe3tome moao crabinpHOCTI Ta BUCHOBKU» (P.8.1 cmc350863)
JIOCKE JTOCIIKYBAHOTO JIiKapchkoro 3aco0y Imartaceprio (RO5532961); Onornenuit po3ain P.8.3 «/lani
mpo crabutbHIcTh» (P.8.3 cmc348821) nocbe mocmiKkyBaHOro Jikapchkoro 3acoOy ImaraceptiO
(RO5532961); Onoenenuit posain P.8.1 «Pe3tome 1mono cradbimpHOCTI Ta BUcHOBKH» (P.8.1 cmc372709)
JOCh€ AOCITIIKYBAHOTO JIIKapchbKOro 3aco0y mianedo 1o Imataceprioy

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 296 Bin 11.02.2020,
Ne 211 Bix 07.02.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«[lonBiliHe criine manebo-KOHTpoNboBaHe paHaoMizoBaHe ¢(asu Il nmocmimkenus imataceprtiOy y
KOMOIHAIII1 3 aTe30J113yMadOM Ta MaKJIITAKCEIOM B SIKOCTI JIIKYBaHHS JIJIsl NAIIEHTIB 3 MiCIIEBONOIIMPEHUM
HeomnepadenbHUM a00 METacTaTUYHHUM, MOTPIHHO-HEraTUBHUM pPakoM MOJIO4HOI 3ano3m», CO41101,
Bepcis 4 Bix 18 cepnus 2020 p.;

«IlonBiliHe criine mIaneb0-KOHTpoNboBaHe paHaoMizoBaHe ¢asu Il nmocmimxenus imataceprtiOy y
KOMOIHAIIl 3 MaKJIITakCeJIOM B SKOCTI JIIKYBaHHsS JJs MAlI€HTIB 3 TEHHUMH MOPYLIEHHSMU
PIK3CA/AKT1/PTEN B rpymi MiCIEBONOMIMPEHOr0 ab0 METAaCTaTUYHOTO, MOTPIHHO-HEraTUBHOTO PaKy
MOJIOYHOI 3a03u abo B rpymni ropmoH-mo3utuBHOro, HERZ2-HerarmBHOro paky MOJOYHOI 3aio3my,
C040016, Bepcis 9 (Koropra C) Bin 20 Bepecus 2019 p.

3asBHHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiAMOBIAAIBbHICTIO «Pomr Ykpainay

CnoHcop, kpaiHa

@.Xodbdpmann-JIs Pour JItx (LBeiinapis)

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Oaexkcanap KOMAPIIA




JomaTox Ne 31

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKapPCHKHX 3aC001B

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
20.04.2021 Ne 762

Inentudikaris CyrTeBoi
MOTIPaBKH

OHOBJICHHH MPOTOKOJ KiaiHiuHoro BumpoOyBanus SEL-212/302, sepcist 5.0 Big 30 sxotHs 2020 poky;
Hocke nmociimkyBanoro Jikapcbkoro 3aco0y SEL-037, Bepcis 1.1 Big 08 rpymus 2020 poky; Hocke
JocTiKyBaHoro Jikapebkoro 3aco0y SEL-110.36, Bepcist 1.1 Big 08 rpyans 2020 poky; Indopmaris mis
narfienra i ¢opma iHPOPMOBaHOI 3ro M Ha y4acTh y HAYKOBOMY KJIIHIYHOMY JTOCHTIJKeHHI, Moaens st
Vkpainu / Bepcist 2.0 Big 25 ciuns 2021 poky (YKpaiHChKOIO Ta pOCIHCHKOIO MOBaMH); Matepianu st
YYaCHHKIB TOCTiKeHHs: bporrypa mis nmarienta, Bepeis 1.0 Big 25 ceprnast 2020 poky (ykpaiHChbKOMO Ta
pociiicbkoro mMoBamu); IToctep, Bepcist 1.0 Big 25 cepmus 2020 poky (YyKpaiHCBKOK Ta POCIHCHKOO
moBamn); TTociouuk aus namienta, Bepcist 2.0 Bix 05 aucromana 2020 poky (YKpaiHCHKOIO Ta POCIHCHKOIO
MoBamHK); Po3apyk 3MicTy eKpaHy €JIEKTPOHHOTO ONMHMTYBajbHHKA «Baiie 370poB’s Ta CaMOIMOYYTTS»
(SF36v2 eCOA Tablet Screenshots)», Bepcis 1.00 Bix 19 mucronama 2020 poky, ykpaiHCHKOI MOBOIO;
Po3apyk 3MiCTy ekpaHy €JeKTpPOHHOTO ONUTyBalbHUKa «Bame 310poB’s Ta camomnouytTsi» (SF36v2
eCOA Tablet Screenshots)», Bepcist 1.00 Bix 02 rpyans 2020 poky, pociiicbkoro MOBOIO; Po3npyk 3micty
€KpaHy €JeKTPOHHOTO HaBYAJbHOI'O KepiBHMITBA «HaB4yambHUI MOAYNb 13 KOPUCTYBAaHHS MOPTATUBHUM
npuctpoem (PXL_SEL-212/302 HH Training Module eCOA Handheld Screenshots)», Bepcis 1.00 Bix
16 mucromana 2020 poky (YKpaiHCBKOIO Ta POCiiicbKOr0 MOBamH); PO3pyK 3MiCTy €KpaHy e€JIeKTPOHHOTO
nociOnuka «Penarysaru marienta (PXL_SEL-212/302 Edit Patient eCOA Tablet Screenshots)», Bepcis
1.00 Big 16 mucromama 2020 poxy (YKpaiHCBKOK Ta POCiHChKOW MoBamH); PO3Ipyk 3MiCTy ekpaHy
enekTpoHHoro rmocionuka «J{omatm mamienta (PXL_SEL-212/302 New Patient eCOA Tablet
Screenshots)», Bepcis 1.00 Bix 16 nucromana 2020 poky (ykpaiHCEKOIO Ta pOCiiicbKO0 MOBaMu); Po3ipyk
3MICTYy €KpaHy eJeKTPOHHOTO HaBYaJbHOTO KepiBHMLTBAa «HaB4anbHMII MOIYdb 13 KOPUCTYBaHHA
wianmerom (PXL_SEL-212/302 Training Module eCOA Tablet Screenshots)», Bepcis 1.00 Big 16
mucronana 2020 poky (YKpaiHCHKOIO Ta pOCIHChKOK MOBaMmH); Po3apyk 3MICTy eKkpaHy €JIeKTPOHHOTO
ONMHTYBaIbHHUKA «AHKeTa omiHku crtany 310poB’st HAQ-DI (HAQDI eCOA Tablet Screenshots)», Bepcist
1.00 Bix 16 mucromaga 2020 poky (ykpaiHCBKOIO Ta pOCIHCHKOIO MOBaMH); Po3mpyk 3micTy ekpaHy
SNIEKTPOHHOT'O ONMUTYBAJIbHUKA «3arajbHa OlliHKa aKTHBHOCTI 3axBoproBanHs mnaieatoM (PGADA eCOA
Tablet Screenshots)», Bepcis 1.00 Big 13 nucromaga 2020 poky (YKkpaiHCBKOIO Ta POCIHCHKOIO MOBaMH);
Po3apyk 3MmicTy ekpaHy eNeKTpOHHOTO ONUTYBaJdbHHKA «TWIKHEBHH IIOJEHHHWK 3aroCTPEHb IOJArpH
(Gout Flare Weekly Diary eCOA Handheld Screenshots)», Bepcis 1.00 Bix 13 snuctonmaga 2020 poky




(YKpaiHCBKOIO Ta POCIFICHKOI0 MOBaMH)

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«Pangomi3zoBaHe, ToOJABiMHE-cCmiNe, IUIale00-KOHTPOIbOBAHE JOCTIHKeHHS mnpemapaty SEL-212 vy
MAI€HTIB 3 MOAArpolo, pepakTepHOIO 10 cTaHAapTHOI Tepamiin, SEL-212/302, Bepcis 4.0 Big 22 yepBHS
2020 poxy

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

Selecta Biosciences, Inc., USA/ «Cenekra baiiocaencis, Iak.», CIIIA

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3MeYCHHS Oaexcanap KOMAPIJIA




Jonarok Ne 32

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

3pa3ok 300pakeHHS Ha €KpaHi eJeKTPOHHOro mpuctporo omuryBaibHuka CDPRO—IIlonenne xurts 3
xBopob6oro, BuganHs 7.0 Big 08 ciuns 2021 poky, yKpaiHChKOIO MOBOIO; 3pa3ok 300pakeHHS Ha €KpaHi
eJIeKTpOHHOTrO mpucTporo onutyBambHuka CDPRO—II{onenne momonanHs xBopoOu, Bumanas 7.0 Bix
15 ciuns 2021 poky, pocCiiicbkOl0 MOBOI; 3pa30oK 300pa)KeHHs HAa €KpaHi EJEKTPOHHOI'O MPHCTPOIO
ormutyBanbHuka CDPRO—BmimB na monenHe >xutts, BumanHs 7.0 Bim 08 ciuas 2021 poky,
YKpailHCHKOIO MOBOIO; 3pa3ok 300pakeHHS Ha €KpaHi EJIIEKTPOHHOTO MPHCTPOID OIMUTYBAJbHUKA
CDPRO—BrmnuB Ha monaenue xutts, Buganas 7.0 Bix 15 ciuas 2021 poky, pociiickkoio MOBOIO; 3pa3ok
300paKeHHS Ha €KpaHi eleKTPOHHOro mpuctporo onutyBaabHuka CDPRO—BmnuB Ha emouilinuii cTaH,
Buganns 7.0 Big 08 ciuns 2021 poky, yKpaiHCEKOIO MOBOIO; 3pa30K 300payKeHHs Ha €KpaHi eJIeKTPOHHOTO
npuctporo onutyBaibHuka CDPRO—BmuuB Ha emouiiiauii ctaH, Bunanus 7.0 Big 15 ciuns 2021 poky,
POCIHCBKOI0 MOBOIO; 3pa3oK 300pa)KeHHsT Ha €KpaHi ENEeKTPOHHOTO MPHCTpolo omuryBaimbHUKa CD-
PRO/SS—Bunopoxuenns Ta Cumnromu, Buganss 7.0 Bix 10 BepecHst 2020 poky, yKpaiHCEKOK MOBOIO;
3pa3ok 300paKeHHs Ha €KpaHi eJeKTPOHHOTO MpUCcTpoto onutyBadbHiKa CD-PRO/SS—BunopoxHueHHs
ta Cumnromu, BuganHsa 7.0 Bix 10 BepecHs 2020 poky, pocilicbkol0 MOBOIO; 3pa3oK 300pa)K€HHS Ha
eKpaHi elleKTpoHHOro npucTporo onuryBanbHuka CDPRO—Cucremni cumnromu, Buganns 7.0 Big 08
ciunsg 2021 poxy, YKpaiHCHKOIO MOBOIO; 3pa30K 300pakeHHS Ha €KpaHi EJeKTPOHHOTO INPHCTPOIO
omuryBatbHHKa CDPRO—Cucremni cumnromu, Bumanas 7.0 Bim 15 ciuas 2021 poky, pociiichkoro
moBoto; MEDIDATA PATIENT CLOUD — Ilocioauk kopuctyBada SAMSUNG GALAXY S7, Bepcis
1.0 Bix 30.03.2020 poxky, mepekinan ykpaiHcbkoro MoBoro Big 11 Bepecus 2020 poxy, MEDIDATA
PATIENT CLOUD — TIlocionuk kopuctyBada SAMSUNG GALAXY S7, Bepcis 1.0 Big 30.03.2020
POKYy, Tiepekiiaj pociiicbkoro MoBoto Bix 11 Bepecust 2020 poky

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS




Ha3ssa xiiniuyHoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«baratonieHTpoBe, paHIOMI30BaHe, IMOABIMHE CiINE MOCTIIKCHHS, IO MPOBOAWTHCSA B MapalieTbHUX
rpynax Jyuisi OLiHKH €(EKTUBHOCTI Ta 0€3MEYHOCTI MEPOPATBHOTO €TPAciMOIy P HOro 3aCTOCYBaHHI IS
IHIYKIIHHOT Ta MIATPUMYBAJIBHOI Teparmii Mpu JiKyBaHHI aKTUBHOI XBOopoOu Kpona Bij momipHOro 10
BaKKOTO CTymeHs TspkkocTi», APD334-202, 3 inkopriopoBaHoro monpaskoro 2.0 Bix 11 gepBus 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO IHBECTHUIIIEIO «AVK’TOBIA PJIC Ykpaina»

CnoHcop, kpaina

«Apena @apmacerortikans, [nk.» (Arena Pharmaceuticals, Inc.), United States

CynytHi
MaTtepiaiu/mpenaparu
CyIYTHBOI Tepamii

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS Ouaekcanap KOMAPIIA




Jomarok Ne 33

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosnennii IIporokon kmiHiuHOTO HocmimkenHs [lonpaska #7 Big 06 ciuns 2021p., AnMiHicTpaTHBHE
oHosiyieHHs #2 Bin 06 >xoBTHS 2020p., aHrmifickkoro MoBor0; OHoBieHuit Cunorncuc Bepceis ais Ykpainu,
[IpoTokon xiiniuyHOTO Mociimkenns [lompaska #7 Bin 06 Ciuns 2021p., AnmiHicTpaTUBHE OHOBIICHHS #2
Bix 06 xoBTHs 2020p., aHrmiiicekoro Ta ykpaincbkoro mMoBamu; OHoBieHa BR.31 YKP Iudopmariis mis
narienta Ta @opma indopmosanoi 3rogu Bepcis 5.0 Bix 06 ciuns 2021p. BignosimHo mo IIportokomy
kiiHiYHOTO AociimkeHHs [lompaBka #7 Bim 06 ciuns 2021p., AamiHicTpaTHBHE OHOBJICHHS #2 BiX
06 >xoBTHs 2020p., ykpaiHCBKOIO Ta pociiicbkoio MoBamu; bpomrypa Jlocmigauka Bumanus 16 Big 08
»oBTHs 2020p., aHTIIIHCHKOIO MOBOIO

Howmep Ta nara Hakazy
MO3 o010 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 146 811 21.01.2019

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«[IpocniekTrBHE, MOABIITHE 3aciiljieHe, MIane00-KOHTPOILOBaHe, paHIoMizoBaHe nocuimxeHas ¢aszu 11
an'toBanTHOi Tepamii mpenapary MEDI4736 y maiieHTiB 3 MOBHICTIO BHUJIAJICHUM HEAPIOHOKIITHHHUM
paxowm sereHiBy, BR.31, [Tonpaska 6 Big 23 6epe3ns 2020p.

3asBHHUK, KpaiHa

ToBapucTBO 3 0OMEKEHOIO BIIMOBIAATBHICTIO «AKOBIOH»

CnoHcop, kpaiHa

Kninineiic I'nmo6an JIta., Benuka bputanis (Clinipace Global Ltd., Great Britain)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jomarok Ne 34

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBnenuid mpoTokosn 3 mompaBkoro 3, Bepcis 4, Bim 29.09.2020 p.; Bpomrypa mocmigamka JNJ-
67896049/ACT-293987/NS-304 UPTRAVI® (selexipag), Bumanus 16, Bix 02.02.2021 p.; Indopmaris
s narienta Ta @opma indopmosanoi 3roau — [Iporoxon AC-065B302, Bepcist ykpaiHChKOIO MOBOIO JIJIs
Vkpainu Bin 17.02.2021, Bepcis 3.0; Indopmamis mns namienta ta dopma iHPOPMOBAHOI 3rogu —
IIpoTtokon AC-065B302, Bepcist pociiicbkoro MoBoro aisi Ykpainu Big 17.02.2021, sepcist 3.0; Inctpykiist
no mkanu bopra CU 10 ykpaincekoro MoBoro; IncTpykuia qo mkanu bopra CH 10 pociiicbkoro MOBOIO;
Hlkana bopra CY 10 ykpaincekoro moBoro; lllkama Bopra CU 10 pociiicekoro mMoBorw; IlociOHHK 3
MOHITOPUHTY aKTUBHOCTI mariienTta, Bepcis 1.0 Bix 17.02.2021, ykpaincbkoro MoBowo; KepiBHULITBO Asis
YYaCHHKIB 3 MOHITOpUHTY (i3nuHOi akTuBHOCTI, Bepcis 1.0 Bix 17.02.2021, pociiicekoro MoBoro; Kaprka
TecTy Ha BariTHicTh, Bepcis 1.0 Bix 17.02.2021, ykpaiHcbkoro MOBo10; KapTka TecTy Ha BariTHiCTh, BepCis
1.0 Bix 17.02.2021, pociiicekoro MoBoro; Ckpinmoru «HaBuanbauit Momxynsy, Bepeis 1 Big 14.02.2019,
yKpaiHChbKOI0 MOBOIO Juid Ykpainu; Ckpinmoru «HapuanbHuit monyns», Bepcis 1.00 Big 18.02.2019,
pociiicbkoro MoBOIO sl YKpainu;, CkpiHIoTH «ONUTYBaJIbHUK CTOCOBHO CUMIITOMIB 1 BILUIUBY JIETEHEBOL
aptepianpHoi rineprensii (PAH-SYMPACT), Bepcis 1.00 Bix 18.02.2019, ykpaiHCHKOW MOBOIO IS
VYxpaian; Ckpinmora «PAH-SYMPACT», Bepcis 1.00 Big 22.02.2019, pociiicbkoro MOBOTO 17151 YKpaiHH;
Ckpinmoru «HapuansHuit monyne», Bepcist 1.00 Big 14.02.2019, yxpaiHcbkor MOBOIO Juis YKpaiHH;
Ckpiamotn «Hapuansauit momayns», Bepcis 1.00 Bim 18.02.2019, pociiicbkoro MOBOIO JUIsi YKpaiHu;
Ckpinmorn « WPAI-GH», Bepcis 1.00 Big 14.02.2019, ykpaincpkoro MoBoto uist Ykpainu, CKpiHIIOTH
«WPAI-GH», Bepcis 1.00 Big 22.02.2019, pociiicbkoro MoBoto it Ykpainu; Ckpinmota «EQ-5D-5Ly,
Bepcis 1.00 Bix 14.02.2019, ykpaincekoro MoBoro st Yipaiau; Ckpinmora «EQ-5D-5Ly, Bepcis 1.00 Bix
18.02.2019, pociiicbkoro MOBOIO AJist YKpaiHU

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2917 Bix 15.12.2020

HazBa kitiHiuHOTO
BUTIPOOYBaHHS, KOJI,

«bararonieHTpoBe, paHioMi30BaHe, MOJBINHHE Cllille, TU1ale00 KOHTPOIbOBAaHE, B MapajelibHUX Tpylax, B
MOCTIIOBHUX T'pyNax, afanTUBHE KIIHIYHE TOCHiKeHHs 3 a3y 3 HACTYITHUM BiIKPHUTHUM NPOJOBKECHUM




Bepcis Ta JaTa MepiogioM Il OIIHKM €(EeKTUBHOCTI Ta OE3MEYHOCTI JIIKYBaHHS CEJIEKCIaroM sK JOMOBHEHHS 0
CTaHJApPTHOI Teparlii y HamieHTiB i3 HeonepabeabHOI0 a00 CTIHKOI0 / PeUUANBYIOYOIO MiCHs XipypridHOTO
Ta / ab0 IHTEPBEHIIMHOrO JIIKYBaHHS XPOHIYHOK TPOMOOEMOOIIYHOIW JIETCHEBOIO TINEPTEH3IEI0N,
AC-065B302, i3 monpaBkamu, pinanapaa Bepeis 3 Bing 16.04.2020 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HBy, benbrist
Cnoncop, kpaiHa «IHCCEH ®APMAILIEBTHUKA HB», benbris
CynytHi —

Marepiaiau/mpenaparu

CYNYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3MeYCHHS Oaexcanap KOMAPIJIA




Homarok Ne 35

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBnennii potokon kKiiHiuHOTO nocmimkenHs CL3-95005-006, dinanbna Bepcis Big 25 ciuas 2021
POKY, 3 IHKOPIOpPOBAHOI CYTTeBOIO mompaBkoro Ne 3. ¢inanpHa Bepcis Bim 25 ciuns 2021 poky;
[TompaBka Ne6 mo Indopmamii mis ydacHuWka pocimipkeHHS 1 Gopmu iHpopmoBaHOi 3roam (ams
MPOJOBXKYIOYMX Y4acTh B JIOCHIKEHHI), 1m0 nonaeThest A0 mporokony NeCL3-95005-006 — dinanbHa
Bepcisa Bim 27 ciuna 2021 p., ykpaincekoro moBoro; [lompaBka Ne6 no Indopmarmii mis ydacHuka
nociimkeHHs 1 GopMu iHPOPMOBAHOT 3roAu (A7 MPOJOBXKYIOUYNX Y4acTh B JOCTIIKEHH1), 10 AOJAA€ThCA
10 npotokoiry NeCL3-95005-006 — ¢inansna Bepcist Bix 27 ciunst 2021 p., pocilicbKol0 MOBOIO

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

Ne 1465 Bix 08.08.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanmomizoBane, Bimkpute kiiHiuHe mocmimkeHHs I dasu tpudmypumuny/tumipammwry (S 95005) y
KoMOiHaIii 3 OeBan3yMaboM y MOPIBHIHHI A0 KarneuuTabiHy y KoMOiHalii 3 OeBaru3yMadboM y mepiuii
JiHIT JIIKYBaHHS NAI[IEHTIB 3 METAaCTaTMUYHUM KOJIOPEKTAJIbHUM paKkoM, Kl HE € KaHAuJIaTaMu ISl
inteHcuBHOi Tepamii (mociimkenHss SOLSTICE)», CL3-95005-006, ¢dinanpna Bepcis, Big 02 KBiTHA
2020 poky, 3 IHKOpIOpoBaHO1O cyTTeBOO nomnpaBkoio Ne2 Bix 02 kBiTHs 2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianoBinanabHicTio «KIP Ykpaina»

Cnoncop, kpaiHa

[acTuTyT Mi>kHapoaHuX nociimkenb «CEPB’E€» (Institut de Recherches Internationales Servier (I.R.L.S.)),
OpaHniris

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 36

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosiienuii mpotokon kiiHigHoro nociimkenHs 18-1CH-001, Bepcis 4.0 st Ykpainu Big 19 nmcromana
2020 poky, aHITIHChKOI0 MOBOK; 3MiHAa Ha3BH IPOTOKOILY:

JoCHDKeHHs 2 (a3u s OIiHKK Oe3eYHOCTI,
e()eKTHBHOCTI Ta CUCTEMHOTO BIUIMBY Kpemy HE1
3 tpudaporenom (CD5789) 3 momanpmum 12-

BYJIO CTAJIO
«PangomizoBaHe OaraTolCHTpOBE MO/IBiiHE ciine | «PaHmoMizoBaHe OaraTOIICHTPOBE IMOJBIMHE CIIIIE
KpeM-Tutanebo  KOHTposiboBaHe  12-TmkHEBe | Kpem-Turanedo KOHTPOJIHOBaHE 90-nenne

JOCHIDKeHHS 2 ¢a3u sl OIIHKK Oe3IeYHOCTI,
e(eKTHBHOCTI Ta CUCTEMHOTO BIUIMBY Kpemy HE1
3 tpudaporenom (CD5789) 3 momanpmum 90-

TUKHEBUM BIIKPUTUM JOJATKOBHUM | JIGHHUM BIJIKPUTHM JOJATKOBUM JTOCIIKCHHIM
JOCITIJDKEHHSIM cepesl Mali€eHTIB 3 ayTOCOMHO- | Cepell MAalli€HTIB 3  ayTOCOMHO-PELECUBHUM
pEleCUBHUM  IXTIO30M 13  IIJJACTMHYACTHM | 1XTI030M 13 IUIACTUHYACTUM JIYIICHHSIM
JYLIEHHSIM»

Onogiiere Jlocke nociimkyBaHoro Jikapcbkoro 3aco0y (Kpem HEL 3 tpudaporenom (CD5789)), Bepcis
4.0 Big 29 xoBTHs 2020 poky, aHrmiicbko0 MoBo; IHdopMaliiiHuii TUCTOK JUIsl yyacHUKa Ta (opma
iH(hopmoBaHoi 3roau, Bepeis s Yipaiau 5.0 Big 25 ymcromana 2020 poky, ykpaiHCHKOIO Ta POCIHCHKOIO
MoBamH; IH(opmariiiHuii AMCTOK s ydacHHKa BIJIKPUTOIO JOJATKOBOTO JOCHIDKEHHS Ta (dopma
iH(opMoBaHoi 3roau, Bepeis s Yipaiau 5.0 Big 25 mmcromana 2020 poky, ykpaiHCHKOIO Ta POCIHCHKOIO
MoBamy; [HpopmauiliHuii nucTok 1 ¢gopma iHGOPMOBAHOI 3roAM BariTHOI MapTHEPKU Ha HaJaHHS
iHpopmarii, Bepcist 1t Ykpainu 4.0 Bix 25 nucromaga 2020 poky, yKpaiHCHKOIO Ta POCIHCHKO0 MOBaMH;
[ndopmariitauii aMcTok yyacHMka i1 Gpopma iHPOPMOBaAHOI 3roau, mpoueaypu, nos’s3ani 3 COVID-19,
Bepcis s Yipaiau 1.0 Bin 25 mucronana 2020 poky, ykpaiHCBKOIO Ta pociiicbkoro MoBam; [{omeHHIK
marieHTa, BKJIIOYEHOro B jgociimkeHHs, Bepcis 4.0 Bim 18 mucromama 2020 poky, ykpaiHCBKOIO Ta
POCIHICBKOI0 MOBaMH; IHCTPYKIS JUIs yYaCHHWKIB O JOMAIIHBOTO TECTy cedyi Ha BariTHicTh /
iH(dopmaniiiHuit mucTok, y nepioa cnamaxy COVID-19, Bepcis mnst Ykpainu 1.0 Big 20 nucronama 2020
POKY, YKpaiHCBhKOIO Ta pOCIHChbKOI0 MOBaMHM; 3roja Ha OOpOOKY MEepCOHaIbHUX JaHUX KOMIIaHIE0
Menikop, Bepcist st Ykpainu 1.0 Bix 23 rpyans 2020 poky, ykpaiHCbKOIO Ta pociiicbkoro MoBamH; JIuct
70 JiKapsl 3araibHOi mpakTtukd, Bepcis s Ykpaiam 3.0 Big 20 mucromama 2020 poky, yKpaiHCHKOIO




MOBOI0; JIuCT momo HampaBiieHHs maiieHTa, Bepcis mia Ykpainu 2.0 Big 20 muctomama 2020 poky,
YKpaiHChKOIO MOBOIO; [1010BKEHHSI TPUBAJIOCTI KIIIHIYHOTO JociikeHHs: B Ykpaini mo 30 Bepecus 2021

POKYy

Howmep ta nara Hakasy
MO3 mo/10 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2707 Bim 28.12.2019

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTa

«PangomizoBaHe OaraTollEHTpOBE IMOABIHHE Ciille KpeM-Iuianedo KOHTpoIbOoBaHE 12-THKHEBE
JOCHiKeHHsT 2 (a3u A OIIHKH Oe3MeyHOCTi, €PeKTHBHOCTI Ta CHUCTeMHOro BIUIMBY kpemy HEI 3
tpudaporerom (CD5789) 3 momanpmmM 12-THXKHEBHM BIAKPUTHM JIOAATKOBUM JOCTIIDKCHHSIM Cepe/l
MAIEHTIB 3 ayTOCOMHO-PEIIECUBHUM IXTi030M 13 IuIacTHHYACTUM JymeHHsm», 18-ICH-001, Bepcis 3.0
quis Ykpainu Big 21 nuctonana 2019 poky

3asBHUK, KpaiHa

TOB «lIpem’ep Pecepu Ykpaina»

CnoHcop, kpaina

TOB «Meiin ®apma»/ Mayne Pharma LLC, CHIA

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii fupexrop Aupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJIA




Jonarok Ne 37

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBreni ckpinmoTrn — Ll{omeHHa OIiHKAa CHUMNTOMIB pPOCIHCHKOI0 MOBOIO; OHOBIIEHI CKPIHIIOTH —
3anuTaHHA OO JIIKAPChKI MpenapaTu pociiicbKo MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«MixHapojHe, 6araToleHTpoBe, paHa0Mi30BaHe, Mo/BilHE ciine qociimkenHs dasu |l y 2 napanensaux
rpynax TPHUBAIICTIO 52 TIWKHI 3 METOI TNOPIBHSAHHA €()EeKTUBHOCTI, O€3MeKH Ta TEePeHOCHMOCTI
¢bikcoBaHMX 03 MOTpPiMHOT KOMOiHalli «OeKJIOMeTa30H JUIpoIioHat, (opmorepon dymapar i
riikoniponiid Opomin» (CHF 5993) i dikcoBaHux 103 moBiifHOT KOMOIHAIT «OEKIOMETa30H AUTIPOIIOHAT
1 popmotepon pymapar» (CHF 1535), o6unBi 3 skux BBOAATHCS yepe3 iHramsrop PMDI, y mamienris i3
XPOHIYHUM OOCTPYKTHBHUM 3axBoproBaHHsIM JyereHb (XO3JI)», CLI-05993AA3-06, Bepcis 1.0 Big 21
TpaBHS 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI IEBEJIOIIMEHT YKPATHA»

Crnoncop, kpaina

«K’e31 @apmanentivi C.1m.A.» [Chiesi Farmaceutici S.p.A.], Itamis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jlomarok Ne 38

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosnena bpomrypa nocmigauka st TopauntiniOy, Bepcist Big kBitHs 2020 poky, aHIITIHCEKOI0 MOBOIO;
Omnosiieni iHopmamiifHuii TUCTOK maiieHTa Ta ¢opMa iHGOPMOBAHOI 3roJ U HA y4acTh y KIIHIYHOMY
nocmipkenHi, Bepcis 2 Big 15 mororo 2021 p. mist Ykpaiau aHTTHCEKOI0, YKPaTHCHKOIO Ta POCIHCHKOIO
MOBaMH

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1849 Bix 11.08.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«24-TVDKHEBE PAHJOMI3OBAHE, TIOABIMHE CJIIIIE, BATATOLIEHTPOBE JJOCIIDKEHHS Y
[MAPAJIEJIbBHUX TPYIIAX 3 AKTUBHUM IIPEIIAPATOM IIOPIBHAHHA JUIA OLIHKHA
E®EKTUBHOCTI TA  BE3IIEUHOCTI  IIPEITAPATIB  PF-06650833, PF-06651600 I
TO®AIIUTUHIBY 5K B SIKOCTI MOHOTEPAIII, TAK 1 B KOMBIHAIIII, YV IMALIIEHTIB I3
AKTMBHUM PEBMATOIJJTHUM APTPUTOM CEPEJHBOI'O TA BAXKOI'O CTVYIIEHSA 1
HEJJOCTATHBOIO BIATIOBIA/O HA TEPAIIIIO METOTPEKCATOM», B7921023, ocrarouna
Bepcis NPOTOKOIY Bijl 22 xoBtHA 2019 p.

3asiBHUK, KpaiHa

[¢aiizep Iuk., CIIIA

Crnoncop, kpaina

[aiizep [uk., CIHA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 39

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s

VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
20.04.2021 Ne 762

InenTudikamis cyrreBoi
HOTIPaBKU

BrurroueHHs JOJJTaTKOBUX MICIIb TPOBEICHHS KJITHIYHOTO BUTPOOYBAHHS:
Ne [1.1.B. BiAIOBIHAJILHOTO JOCHITHHAKA
n/n HasBa micus nmpoBeeHHs KITIHIYHOTO BUIPOOYBaHHS

1 I.M.H., ipod. ['otbko €.C.

KomynansHe HexomepluiliHe mianpueMcTBo «lleHTpanbHa MichbKa KIIIHIYHA JIIKApHS»
Y3KropoacpKkoi MicbKO1 pasid, MiCbKHI OHKOJIOTIYHHNA IIEHTP, M. Y KTOpo.l

2 3aB. BiI., K.M.H. Octanenxo 10.B.

Kninika HamioHanmpHOTO IHCTHTYTY paky, BiAJUICHHS MAaJIOiHBa3MBHOI Ta EHJOCKOMIYHOI
Xipyprii, iHTepBeHiHHO01 paaiosorii, M. Kuis

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

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcid Ta JaTa

«docmimkenns dasu 1b/2 npemapary TAK-981 y mnoemnanni 3 IlemOpomizymaboMm st OIHKH
0€3MeYHOCTi, MePEeHOCUMOCTI Ta MPOTHITYXJIMHHOI aKTUBHOCTI I1i€i KOMOiHaLlli y Malli€HTIB 3 OKPEMUMHU
MPOrpecyrounMH  a00  METaCTaTHYHUMHU  CoONigHuME  myxiauHamuy, TAK-981-1502, Bepcis 3
iHKOpropoBaHoto nonpaskoro 01 Bix 22 kBiTH 2020 p.

3asiBHUK, KpaiHa

ToBapucto 3 O6MmexeHoro BinnmopinanbHicTio «KoHTpakTHO-/{ochinnuipka Opranizaiis IHHOpapm-
Ykpaina»

CnoHcop, kpaiHa

«Takena Jleenonment Centep Amepikac, Ink.» («TJIC Amepikacy), CIIIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Jonarok Ne 40

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’s
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Poznin «P.5 CONTROL OF DRUG PRODUCT» Jlocke mociikyBaHoro Jikapcbkoro 3aco0y MK-8591,
Bepcis 05QNWQ Bix 25 motoro 2021 poky, aHITiCBKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1574 Big 10.07.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, kiiHiyHe gociimkeHHs I ¢asu y BIJI-1-indikoBaHuX Mali€HTIB, SKUM MPOBOAMIACS
IHTCeHCHMBHA Teparis, A OI[iHKM aHTUPETPOBIPYCHOI aKTHBHOCTI CIINOTO JIIKYBaHHS ICIaTpaBipoM,
JopaBipuHOM abo0 J1opaBipHMHOM/icIaTpaBipOM INpH MOPIBHAHHI KOXKHOI TPYNU JIiKyBaHHS 3 mianebo, a
TaKOX JUIsl OLIIHKKA aHTHUPETPOBIPYCHOI aKTUBHOCTI, O€3MEKH Ta MEPEHOCUMOCTI BIAKPUTOTO JIIKyBaHHS
nopasipuHoM/icnarpaBipom», MK-8591A-019, 3 inkopnopoBaHow monpaBkoo 03 Big 29 KOBTHS
2020 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

CnoHncop, kpaina

«Mepk lapn Enn Joym Kopn.», nouipre nianpuemctso «Mepk Enpg Ko., Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 41

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
20.04.2021 Ne 762

Inentudikaris cyrTeBoi
MOTIPaBKH

bpomypa nocmiganka Omamapu6 (Olaparib) (AZD2281, KU-0059436), Bumgannas 20 Big 21 ciuns 2021
POKY, aHTJIIHCHKO0 MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 38 Bix 11.01.2020,
Ne 2107 Bix 17.10.2019,
Ne 636 Bix 22.03.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe BimkpuTe mociipkeHHs ¢azu 2 ta 3 Omamapudy y komOiHarii 3 [lemOpoizymadom y
MOPIBHSHHI 3 XiMmioTepamiero y koMOiHaiii 3 IlemOponizymabom micis iHAYKIIT KIIHIYHOT mepeBaru 3
MEpIIOO JTiHI€I0 XiMioTepamii y komOiHalii 3 IlemOposnizymabom y Mami€eHTiB 3 MiCIEBO-PEIUIUBYIOYHM
HeorepabenbHUM  a00 MeTacTaTHYHUM IOTPIHHO-HETaTUBHMM pakoM MojouHoi 3amo3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, Bin 24 nunus 2019 poky;

«Hdocmimxenns 111 gasu st memOpomnizymady y koMOiHawii 3 KapOOIIaTUHOM / TaKCaHOM (TIaKJIiTaKces
abo HabO-makiliTakcea) 3 MOAANBIIMM BBEACHHSIM MeMOpoiizymady y KoMmOiHamii 3 MiATPUMYIOUYUM
JIKyBaHHSAM oJsanapu6oM abo 0e3 HbOro B SIKOCTI Teparlii mepioi JiHii y Mali€HTiB i3 METacCTaTUYHUM
TUIOCKOKIIITHHHUM HeIpiOHOKIITHHHUM pakoM JereHiB (HKPJI)», MK-7339-008, 3 iHKOpmOpOBaHOIO
nornpaskoro 03 Big 08 rpyaus 2020 poky;

«PangomizoBane, mnoxBiHe ciine npociaypkenHs Il dasum npoegeHHs ximioTepamii 3 abo 0e3
nemMOpoizymMady 3 MOAaJbIIMM MIATPUMYIOUHMM JIKYBaHHSAM ojlamapubom abo mane®o ais Tepamii
MepIIoi JiHIT y NAI[IEHTIB 3 PO3MOBCIOJKEHUM eMiTeNiaabHuM pakoM sieuHukiB (EPS) Oe3 myraniit y reni
BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036, 3
iHKopniopoBaHoro nonpakoro 02 Bix 20 ceprmas 2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinaibHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Enn Joym Kopn.», nouipae nianpuemcto «Mepk Enpg Ko., [Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Oaexkcanap KOMAPIIA




JonaTtox Ne 42

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKapPCHKHX 3aC001B

Ta 3aTBEP/DKEHHS CYTTEBUX TOMPABOKY

20.04.2021 Ne 762

Inentudikaris CyrTeBoi

IIOIIPaBKH

3pa3ok JMcTa HOTeHIifiHOMY yuyacHuky gocmimkenus (GA39925 Direct Mail UKRAINE
Ukrainian_v03_11Sep2020) s VYkpaiam, Bepcis 03 Bim 11 Bepecus 2020p., yKpaiHCBKOHO MOBOIO;
3pa3ok JMCTa TMOTeHIifiHOMy yudacHuky gocimimkenns (GA39925 Direct Mail_  UKRAINE_
Russian_v03_18Dec2020) mis Ykpainu, Bepcis 03 Bin 18 rpyaus 2020p., pociiicbkor MOBOI; 3pa3ok
CNIEKTPOHHOTO JIUCTa TOTEHIiiiHOMY ydacHuky jgociimkenHs (GA39925 Email . UKRAINE_
Ukrainian_v03_11Sep2020) s VYkpaiam, Bepcis 03 Bim 11 Bepecus 2020p., yKpaiHCBKOHO MOBOIO;
3pa30K  ENEKTPOHHOIO  JIUCTAa  TMOTEHIiiiHOMY  ydacHuKy  gocmimpkeHas  (GA39925 Email
UKRAINE_Russian_v03_18Dec2020) ans Ykpainu, Bepcis 03 Big 18 rpymus 2020p., pociiicbkoro
MOBOIO; 3pa3ok pekigamu 3a kmodoBuMu cioBamu (GA39925 Keyword Search_Ads UKRAINE_
_Ukrainian_v02_02Sep2020) mnst Ykpainu, Bepcis 02 Bim 02 Bepecus 2020p., ykpaiHCBKOIO MOBOIO;
3pazok  pekigamu 3a  kmouoBumu  cioBamu  (GA39925 Keyword — Search_Ads UKRAINE_
_Russian_v02_18Dec2020) mist Ykpainu, Bepcis 02 Big 18 rpyaus 2020p., pociiicbkor0 MOBOIO; 3pa3ok
Oaneproi pexinamu (9981_Genentech UC_Banner ads_UKRAINE_ Ukrainian _v03_17SEPT2020) mns
VYkpainu, Bepcis 03 Big 17 Bepecuss 2020p., ykpaiHCBKOIO MOBOIO; 3pa3oK OaHEpHOI peKIaMu
(9981_Genentech UC_Banner ads_ UKRAINE_Russian_ v03_18DEC2020) ans Ykpaiuu, Bepcist 03 Bif
18 rpymus 2020p., pociiicekkoro wmoBowo; IlimeboBa cropinka (9981 Genentech UC_Landing
page_ UKRAINE_Ukrainian_v04_02Feb 2021) nmns VYkpainu, Bepcis 04 Bigx 02 motoro 2021p.,
YKpaiHCHKOIO MOBOIO; [{inpoBa CTOpiHKa (9981_Genentech UC_Landing
page_ UKRAINE_Russian_v04_18DEC 2020) ans Ykpaiuu, Bepcist 04 Bix 18 rpynus 2020p., pociiicbkoro
MOBOIO; 3pa3ok apykoBaHux peknamaux MatepianiB (9981 _Genentech UC_Print ads UKRAINE_
Ukrainian_v03_17SEPT2020) mis Ykpainu, Bepcist 03 Big 17 Bepecus 2020p., yKpaiHCHKOIO MOBOIO;
3pa3ok  japykoBaHux perxnamHux — MatepiamiB (9981 _Genentech UC_Print ads_UKRAINE_
Russian_v03_18DEC2020) mis Ykpaiau, Bepcis 03 Big 18 rpyaus 2020p., pociiicbkoro MOBOO; 3pa3ok
aHKeTH TMonepeanboro Bindopy «JloBiakoBuii omuryBambHUK» (9981 Genentech UC Referral Pre-
Screening Questionnaire Ukraine Ukrainian v3.0 01Feb2021 Sponsor and SC) mis Ykpainu, Bepcis 3.0
Bix 01 mortoro 2021p., ykpaiHChKOIO MOBOIO; 3pa30K aHKETH MOMNEPEAHbOTO BinOopy «OINMpOCHUK A
Hanpasienus maiuerTa» (9981 Genentech UC Referral Pre-Screening Questionnaire UKRAINE Russian
v3.0 18Jan2021 Sponsor and SC) nns Ykpainu, Bepcis 3.0 Bix 18 ciunst 2021p., pociiicbkoro MOBOIO




Howmep Ta nara Hakazy Ne 1962 Big 29.10.2018

MO3 110110 3aTBEPIKEHHS

KJIIHIYHOT'O BUIIPOOYBaHHS

HasBa kiiHi9HOTO «PanmomizoBaHe, TMOJBIMHE cClime, TOJBiIHE MAacKOBaHE, IUIANE00-KOHTPOJILOBAHE, OaraTOLEHTPOBE

BHUIPOOYBaHHS, KO, nocimipkeHHs ¢asu Il B mapanenbHHX Tpymax 3 METOK OIHKM e(pEeKTHBHOCTI, OE3MeYHOCTI Ta

Bepcis Ta Jara ¢dapmakokinetnku npenapatry UTTR1147A y nopiBHsHHI 3 mane0o Ta B MOPIBHAHHI 3 BE10JI3yMaboM y
MAaIIE€HTIB 13 BUPA3KOBUM KOJIITOM BiJ MOMIPHOTO A0 TsDKKOTO crymeHs», GA39925, sepcis 6 Big 08
kBiTHs 2020 p.

3asBHUK, KpaiHa ToBapuctBo 3 OOmexeHow BinnosiganeHicTio «KoHTpakTtHO-/locminuunpka Opranizanis [HHOGapM-
Ykpaina»

Cnoncop, kpaiHa Genentech, Inc., USA/ Jlxxenenrek Iuk., CIITA

CynyTHi —

Marepiaiau/mpenaparu

CYITYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0€3MeYCHHS Oaexcanap KOMAPIJIA




Jomarok Ne 43

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Bporypa mocnigHuka A0CHipKyBaHoOro Jikapcbkoro 3aco0y Ilenepumon (Cenerimod) (ACT-334441),
Bepcis 11 Big ciuns 2021 poky aHTTiHCHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 727 Bin 04.04.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararorieHTpoBe, paHaOMi30BaHe, MOBiiHE Ciiime, Mmianedo-KOHTPOIbOBaHE JOCTiKeHHS (azu 2b y
napajeIbHUX TPyHax JJs OLiHKK eEeKTHBHOCTI, OE3IIEYHOCTI Ta IEPEHOCUMOCTI IEHEPUMOTy Y TIAI[IEHTIB
13 cucreMHUM YepBoHUM BoB4YakoMm (CUB) Bim moMipHOTo 10 BHCOKOTO CTYHEHS aKTUBHOCTI», ID-
064A202, dpinanpHa Bepcis 4 Big 02 rpyans 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIJAJIBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

Crnoncop, kpaina

Idorsia Pharmaceuticals Ltd /Inopcis ®@apmacerotikan3 JIta, Iseitnapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jonatok Ne 44

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBJeHHH TPOTOKOI KiIiHIYHOTO BUTpoOyBanus MK-7684A-003 3 inkopnopoBaHoro nomnpaskoro 01 Bix
28 motoro 2021 poky, aHrmiiicekoro MoBowo; Ykpaina, MK-7684A-003, IndopmaniiiHuii TUCTOK 1
JOKYMEHT Tpo iH(GOpMOBaHy 3roay Ha MailOyTHe Olomenuune nocmipkenHs, Bepcis 00 Bix 19 miororo
2021 p. ykpaiHcpkoio MoBoro; YkpaiHa, MK-7684A-003, IndopmamniiiHuii JIUCTOK 1 AOKYMEHT PO
iHpopMoOBaHy 3rony Ha MaiiOyTHe Oiomenumune mociimkenHs, Bepcis 00 Bim 19 mororo 2021 p.
pociiicbkoro MoBow; MK-7684A-003 GazoBa Bepcis Opomrypu IMIOAO 3pa3KiB TKAHUH YKPaiHCHKOIO
MoBor st Ykpaiau 12 cepmas 2020 p.; MK-7684A-003 6Ga3zoBa Bepcis Opomrypu IIOJO0 3pa3KiB
TKaHUH_pociiicbkoro MoBow ans  Ykpainu 12 cepnua 2020 p.; MK-7684A-003 Opomypa s
narieHTa_ykpaiHChKO0 MoOBOIO st Ykpainum 12 cepmas 2020 p.; MK-7684A-003 Opomrypa st
naifieHta_ pociiicbkkoro MoBoro g Ykpainu 12 cepnus 2020 p.; MK-7684A-003 nociOHUK 1110710
BI3WTIB_yKpaiHChKOIO MOBOI st Ykpainu 12 cepmast 2020 p.; MK-7684A-003 mociOHHK 1110710
BI3UTIB_ pociiicbkoto MoBow s Ykpainu 12 cepnHs 2020 p.; MK7684A-003 3o00paxeHHs Ha
SNEeKTPOHHUX miofeHHukax s namienta eCOA  Tablet Screenshots (HapuanpHuii momyib i3
KOpUCTyBaHHS TutaHiieToM, onuryBaabauku EORTC QLQ-C30 version 3, EORTC QLQ-LC13; EQ-5D-
5L Tablet version Amnkera moa0 crtaHy 3m0poB’st, I[lomiTuka KOH(DIASHIIHHOCTI, IHCTPYKIi 100
HaJIalITyBaHHs OOJIIKOBOIO 3amucy), Juist Ykpainu, Bepcis 2.00 Bixg 3 6epe3nst 2021 poky, yKpaiHCBKOIO
MoBor; MK7684A-003 300pakeHHsT Ha e€JIEKTpOHHHMX mioJeHHMKax st marienta eCOA  Tablet
Screenshots (HaBuanpHuii MOaydb i3 KOpHCTyBaHHs IutaHmieroM, onutyBanbHukd EORTC QLQ-C30
version 3, EORTC QLQ-LC13; EQ-5D-5L Tablet version Ankera mono crany 370poB’s, IlomiTrka
KOH(D1IeHI[ITHOCTI, IHCTPYKIIT 010 HAJIAIITYBaHHS 00JIIKOBOTO 3amucy), 1yid Ykpainu, Bepcist 2.00 Bix 3
oepesns 2021 poky, pOCICBKOI MOBOIO; BKIIIOYEHHSI TOJAaTKOBUX MICIb TPOBEACHHS KIIHIYHOTO
BUNIPOOYBaHHs B YKpaiHi:

Ne I1.1.B. BiAmOBIZAILHOTO JOCHITHUKA

n/n HasBa micusg mpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS

1. | 3aB.Bix., k.M.H. OcTtanenko FO.B.
HamionanpHuMl 1HCTUTYT paky, BIJJIUIEHHS MAaJOIHBa3UBHOI Ta EHJOCKOMIYHOI XIpyprii,




IHTEepBEHIIIHO pazgionorii, M. Kuis

2. | n.m.H., npod. bornapenko I.M.
KomyHnansHe HEKOMepITiiiHe MianpueMcTBO «Michka KiniHIYHA JikapHs Nod» J[HIMpOBCHKOT
MICBKO1 pajii, XiMioTepaneBTHYHE BiITUIEHHS 3 IEHHUM CTanioHapoM, M. JIHirpo

Howmep ta nara Hakasy
MO3 1010 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniuynoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta gaTta

«bararoueHTpoBe, paHaoMi3oBaHe, moaBiidHe ciine pocmimkeHHs III ¢da3m komOGinamii MK-7684 3
nemOponizymadom (MK-7684A) mopiBHAHO 3 MOHOTEpAIi€I0 MEeMOPOIi3yMaboM B SIKOCTI MepIoi JiHii
Tepamii ans ydacHukiB 3 PD-L1-mo3uTuBHMM MeTacTaTUYHUM HEIPIOHOKIITUHHUM pPaKOM JIETE€HIBY,
MK-7684A-003, Bepcist 00 Bix 19 >xoBTHs 2020 poKy

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo0 BignosigansHicTIO «MCJ] Ykpaina»

CnoHncop, kpaina

«Mepk apn ean Joym Kopm.», nodipae mianpuemctBo «Mepk enn Ko., Iak.», CILA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
MaTtepiaiu/mpenapaTu
CYMYTHBOI Tepamii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYCHHS Onexkcanap KOMAPIJA




Jonatox Ne 45

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosirena Opomrypa gociigauka Ha Linzagolix (OBE2109), Bepcist 8.0 Big ciuns 2021 poky aHTTIHCHKOIO
MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2107 Bim 17.10.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«baratoneHTpoBe, paHJIOMI30BaHE, IMOJBIMHE CcJime, IuIane00-KOHTPOJIbOBAHE KIIIHIYHE JOCIIIKCHHS
¢dasu 3 s OmiHKK e(EeKTUBHOCTI 1 O€3MeUHOCTI Mperapary JIiH3arojdike y Mami€eHTOK 3 MOMipHUM abo
CHJIBHUM 00JieM, TIOB'I3aHUM 3 eHJloMeTpiozom», 18-OBE2109-003, Bepcis 4.0 Bix 27 nmunns 2020 p.

3asiBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI JIEBEJIOIIMEHT YKPATHA»

Crnoncop, kpaina

ObsEva S.A., HIseitnapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 46

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBeHHH TPOTOKON KiiHIUHOTO mocmimxkenHs Ne02 3 mompaskoro, Bepcist 1 Bix 04 mororo 2021p.,
aHTJHCHKOI0 MOBOIO; 3MiHA Ha3BU MPOTOKOINY KiiHiyHOTO aocmimkeHHs: bymno "Hocmimkenns Il dasu,
10 TIPOBOAMTHCS 3 METOI MOpPIBHSHHS Teparmii 1Box 103 SAR439859 (SERD) i nerpo3ony y *kiHOK B
MOCTMEHONAy31, SKUM IMOTpiOHE OmepaTMBHE BTPYYaHHS, 3 €CTporeH-peuentop-no3utuBHuM, HER2-
HETaTUBHUM TIEPBUHHO JIarHOCTOBAaHMUM pakoM MosiouHoi 3ano3u’ Crano "locmimkenus |l ¢aszu, mo
MPOBOAMTRLCS 3 METOIO MOPIBHSIHHS Tepartii ABOX 103 mpenapaty amiieHectpant [SAR439859] (SERD) i
JETPO30JIy Y KIHOK B IOCTMEHOIIAy3i, SIKUM TOTpiOHE ONepaTHBHE BTPYYAaHHS, 3 €CTPOTEH-PEIenTop-
no3utuBHUM, HERZ2-HeratnBHMM mepBHHHO AiarHOCTOBAaHMM pPAaKOM MOJIOYHOI 3ajo3u’; BxiroueHHs
Ha3BU JIOCIIKYBAHOTO JIKapChKOro 3aco0y — amieHectpant (amcenestrant); BximtoueHHsS CKOpOYeHOT
Ha3Bu jocaikeHHs - AMEERA 4; OcnoBha iHdopmaris npo nocuimkeHHs 1 ¢opma iHhopMoBaHOT
sroau, Bepcis 3 Bim 05 mororo 2021p., anrmifickkoro MoBoro. [Hopmariis mns mariedTa i Gopma
indopmoBaHoi 3roau, Bepcist 1t Ykpainu Ne2, nata 12 nrororo 2021 p. (Ha ocHoBi OcHOBHOT iH(pOpMaIii
npo jgociipkeHas 1 Gopmu iHGopmoBaHoi 3roau, Bepcis 3 Bixm 05 mrotoro 2021p.) aHrmifickkoro Ta
yKpaiHchbKOr0 MoBaMu. [H(opmaris i namienTa i popma iHGopMoBaHoi 3rou, Bepcis i Ykpainu Ne2
Big 12 motoro 2021 p. (Ha ocHoBi OcHOBHOT iH(opMarii mpo gocimKeHHs 1 popmu iHHOPMOBaHOT 3r0IH,
Bepcis 3 Bim 05 mortoro 2021p.) pociiichkkoro MoBor. IIpaBuia TpaHCIOPTYBaHHS Ta 30epiraHHs
nerpozony (IJI3), Bepcis 4.0 Bix 12 motoro 2021 p., ykpaiHcbkoro MoBor0. KepiBHHLTBO 3
TpaHCIIOpTyBaHHS Ta 30epiranHs Jjetposony (1JI3), Bepcis 4.0 Big 12 motoro 2021 p., pociiicbkoro
MoBoto. [IpaBuna TpancnoptyBanHs Ta 30epiranas SAR439859 (J13), sepcis 4.0 Bix 12 mortoro 2021 p.,
YKpaiHChKOI0 MOBOK. KepiBHHUIITBO 3 TpaHCTOPTYBaHHs Ta 30epiranHs npemnapaty SAR439859 (JJIID),
Bepcis 4.0 Bix 12 mororo 2021 p., pociiicbkoto MoBoro. bpomrypa s nanienra «ACT16106 (AMEERA-
4). KininiuHe JOCTIKEHHS 3 BUBUCHHS JOOIEPAIIMHOTO PaKy MOJIOYHOI 3aI103U», BEpCist 2 BiJl 5 JTHOTOTO
2021 p., ykpainckkoro MoBorw. bpomypa mns mnamienta «ACT16106 (AMEERA-4). Kiiniune
JOCITIJDKEHHS TIepeAoIepaIiiiHoro paKy MOJIOYHOI 3a5103u», Bepcis 2 Bix 5 motoro 2021 p., pociiCbKOrO
moBoto. ACT16106 (AMEERA-4) — Ilonennuk mnamienta, Bepcis 5.0 Bim 19 mororo 2021 p.,
YKpaiHChKOIO Ta pociiicbkoro MoBamu. [loctep «Y Bac Bnepiue giarHOCTYBaju pak MOJOYHOI 3aJ103U?»,
Bepcid 2 Big 05 mortoro 2021 p., ykpaiHcekoio MoBoto. Iloctep «Bam Brepine mocTaBUiM AiarHo3 «pakKy




MOJIOUHOT 3a03u?», Bepcia 2 Big 05 motoro 2021 p., pocilicbkoro MOBO. [H(opMarliis s marieHTa
oo yuacti y pociimkenni AMEERA-4 (ACT16106). Ckopouena iHdopMariis Ipo JOCIiIKeHHs, Bepcis
1.0 Bix 05 mrotoro 2021 p., ykpaiHChKOI0O MOBOM. [HopMaItis 11 marieHTKH MO0 Y4acTi Y J0CTiHKeHH1
AMEERA-4 (ACT16106). CxopoueHa indopmaris mpo gociimkenns, sepcis 1.0 Big 05 mrotoro 2021 p.,
pociiicekoro MoBoro. Jlocmimkernas ACT16106 (AMEERA-4). Jlucr-3ampoiieHHs IS JIiKapiB 1010
CKepyBaHHS NauieHTiB, Bepcis 2 Bix 05 mororo 2021 p., ykpaincekoro MoBoto. ocmimkenns ACT16106
(AMEERA-4) Jluct-3ampolienns Ijis HampaBjieHHs 10 Jikaps, Bepcis 2 Bim 05 motoro 2021 p.,
pociiicekoro MoBoto. Jluct-noxska, penakuis 4.0., nata nepexnany: 07 xBitHa 2020 p., yKpaiHCHKOIO
MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2243 Bix 05.10.2020

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«docmimkenns |l ¢as3u, mo TpoBOIUTHCS 3 METOIO MOPIBHSAHHA Teparii 1Box 103 SAR439859 (SERD) i
JETPO30JIy Y KIHOK B IOCTMEHOIAY3l, SKMM IOTPiOHE ONEepaTUBHE BTPYYAHHS, 3 €CTPOTCH-PEICITOp-
no3utuBHUM, HERZ2-HerarnBHUM mEpBHMHHO IiarHOCTOBAaHMM pakoOM MoJIOYHOI 3amo3u», ACT16106,
npotokos Ne 01 3 mompaBkoto, Bepcist 1 Big 20 ciunsg 2020 poky

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YkpaiHa»

Crnoncop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic perepin e aeBenonman, Opaniris)

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3neYeHHS Onexkcanap KOMAPIJA




Honatox Ne 47

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosrena O6pomrypa nociigauka Ha Linzagolix (OBE2109), Bepcis 8.0 Bix ciuns 2021 poky aHTITiHCHEKOI0
MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 893 Bin 15.04.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«IloasiitHe ciimne, paHI0Mi30BaHE MOAOBKEHE JOCIIKEHHS JJI OI[IHKHA JOBIOCTPOKOBOi €(DEKTUBHOCTI 1

OC3MeYHOCTI TmpemapaTy JIH3aroJiKC Yy TAaIlieHTOK 3 0oJieM, TOB’S3aHUM 3 CHIIOMETPIO30MY,
19-OBE2109-006, Bepcis 2.0 Bix 25 cepnus 2020 p.

3asiBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI IEBEJIOIIMEHT YKPATHA»

Crnoncop, kpaina

O6cEBa CA (ObsEva S.A.), IlIBeiimapist

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 48

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

[Monpaeka no po3ainy 3.2.P.8 CrabinbHicTh 10ChE AOCHIKyBaHOTO Jikapcbkoro 3acody (CTA Quality
data amendment, section 3.2.P.8 Stability) SAR439859, ra6ierka, Bkpura 00010HK0I0, 200 Mr, Bepcis Bia
03 6epesnst 2021p., aHTTIIICEKOI0 MOBOIO; 30UIBIIEHHS TEPMiHY 30€piraHHs JOCIHIHKYBAHOTO JIIKAPCHKOTO
3aco0y SAR439859, Tabnetka, Bkputa obononkoro, 200 mr, 3 18 no 24 wmicauis; [lonpaBka a0 po3ainy
3.2.P.8 CrabinbHicTh J0Che MOIU(IKOBAHOTO Mpenapary nopiBHsHHs Letrozole 2,5 mr tabnerka, Bkpurta
obosoHKo10, y Karcyi (tBepaa kancyna) (CTA Quality data amendment, section 3.2.P.8 Stability), Bepcis
Bin 03 Oepesnst 2021p., aurmiiicekoro MoBO1O; 30iibIIeHHS TepMiHy 30epiraHHs MOIH(IKOBAHOTO
npenapary nopiBHsHHs Letrozole 2,5 mr tabnerka, BKpuTa 00OJOHKOK, y Karcyini (TBepaa Karcyia),
3 18 o 24 micsiB

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

Ne 2917 Bix 15.12.2020

HasBa xiriHiyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBaHe, OaraTroleHTpoBe, MMOABIMHE ciine aochipkeHHd 3 (a3u mpemnapaTy aMIEHECTPaHT
(SAR439859) y kom6iHarii 3 aa0oKKIIOOM y MOPIBHSHHI 3 JIETPO30JIOM y KOMOIHAIIT 3 MAIOOIUKITIOOM
st tikyBanHsi nanieHtiB 3 ER(+), HER2(-) pakoM MonodHoi 3am03u, sIKi paHilie HE OTPUMYBaJH
CHCTEMHOI'0 MPOTHPAKOBOIO JIKYBaHHS MOUIMpPEHOro 3axBoproBaHHs», EFC15935, 3 mompaskoro 01,
Bepcis 1 Bix 27 aunasa 2020 poky

3asiBHUK, KpaiHa

TOB «Cano¢i-ABenric Ykpaina»

Cnoncop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic pemiepin e aeBenonMan, OpaHiris)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Oaexkcanap KOMAPIIA




JonaTox Ne 49

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
20.04.2021 Ne 762

InenTudikamis cyrreBoi
HOTIPaBKU

bpomypa mocnigauka JNJ-67896062 (Macitentan), Bumanust 18, Big 04.12.2020 p.; Indopmaris mist
namienta ta ®opma inpopmoBanoi 3roau — IIporokon AC-055-315, Bepcisa 4.0 ykpaiHChKOIO MOBOIO IS
Vxpaian Bix 09.03.2021 p.; Indopmanis mis namienta ta Popma iHpopmoBaHoi 3rogm — IIporoxon
AC-055-315, Bepcis 4.0 pociiicekoro MoBoro st Ykpaiau Bix 09.03.2021 p.; Indopmaris ans BaritHOL
NMapTHEPKH y4acHUKa AociipkenHs ta @opma [ndopmosanoi 3roam, Bepcist 1.0 ykpaiHCbKOIO MOBOIO /ISt
Vkpainu Big 10.02.2021 p.; Indopmaris mas BariTHOI mapTHEPKU Y4acHHMKa AociimkeHHs Ta dopma
Iadopmosanoi 3roau, Bepcis 1.0 pociicekoro MoBoro anst Ykpainu Big 10.02.2021 p.; @opma 3roau Ha
HagaHHsS MeauuHoi iHpopMarii Bepcis 1.0 ykpaincbkoro MoBoro ans Ykpainu Bin 26 rpymus 2016 p.;
®opma 3roau Ha HamaHHS MmeauuHoi iH(opmarii Bepcis 1.0 pociiicbkoro MoOBOI0O it YKpainu Bin 26
TpyAHS 2016 p.

Howmep Ta nara Hakazy
MO3 o010 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1849 Bix 11.08.2020

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«[IpocniekTrBHE, 6araTolEHTPOBE, MOBIIHE clline, 3 MOABIHHOIO IMITAIlI€l0, PAaHIOMI30BaHe, 3 AKTUBHUM
KOHTpPOJIEM, B MapaJieIbHUX T'pylax, 3 MOCIIJOBHIUM BKIIFOUCHHSM TPYI, aJalTUBHE, KOHTPOJILOBAHE 3a
NOJISAMU  KJIIHIYHE JOCHIDKEHHS TpeThoi a3u JUlsl TMOpIBHAHHSA e(EeKTUBHOCTI, Oe3MeYHOCTI Ta
MEPEHOCUMOCT] MalliTeHTaHa 75 Mr 3 marfiteHTaHoM 10 Mr y maImi€HTIB 3 JIETE€HEBOIO apTeplaabHOI0
rinepTeH3i€l0 3 MOAaJbIIUM MEPIOAOM BIIKPUTOTrO JIKyBaHHS MarliTeHTaHoM 75 wmry», AC-055-315,
nonpaska 2, Bepcis 3 Big 6 cepnus 2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Oaexkcanap KOMAPIIA




Homarok Ne 50

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEPKEHHS CYTTEBUX MOTPABOK)

20.04.2021 Ne 762
InenTudikamis cyrreBoi 3anmy4eHHs JOAATKOBOTO MICIIS IPOBECHHS BUITPOOYBaHHS
MTOIIPaBKH Ne I1.1.B. BiAIOBIAAILHOTO JOCIITHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | nixap Ckubano C.A.

Memuunuit  nentp  «Oxk!KniHik+»  ToBapucTBa 3  OOMEKEHOIO  BiJNOBIJAIBHICTIO
«MDKHApOAHHUIA THCTUTYT KIIHIYHUX JOCIHIKCHBY, BT TaCTPOSHTEPOJIOTII Ta IemaToiorii
CTaIllOHAPHOTO BijIiIeHHs, M. KuiB

Howmep ta nata Hakasy
MO?3 110710 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane, miamne00-KOHTPOIbOBaHE, MOJABIHHE ciliNe, y MapajeNbHUX Irpynax, nourykose, ®asa 2,
JOCHiJKeHHsT eeKTUBHOCTI 1 Oe3meuHocti npenapaty AMT-101 nns mepopaibHOro 3acTOCYBaHHS y
MOEHAHH] 3 aaliMyMaOoM y TAII€HTIB 3 BUPA3KOBUM KOJIITOM CEPEIHHOTO a00 TSIKKOTO CTYIICHS,
AMT-101-203, Bepcis 2.0 Bix 30 BepecHs 2020 poky.

3asiBHUK, KpaiHa

TOB «biomamacy, Ykpaina

CnoHcop, kpaiHa

Applied Molecular Transport Inc. /«Emnaiing Monekbstonap Tpercnopr Iuk.», CIIHA

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Honatox Ne 51

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KIIHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

OHoBiieHH  TpOTOKOA  KiiHiuHOro  BunpoOyBanHs MK-3475-A18/ENGOT-cx11/GOG-3047, 3
iHkopropoBanoto nonpaskoto 01 Bixg 06 ciung 2021 poky, aHrmiiicbkol0 MOBO; JIMCT-pO3’sCHEHHS BiJ
16 motoro 2021 poky, aHriiiicbkkoro MoBo 10 npotokoiy MK-3475-A18/ENGOT-cx11/GOG-3047, 3
iHkopropoBanoto momnpaskoro 01 Bim 06 ciuns 2021 poxy; 3miHa Ha3BU MPOTOKONY KIIHIYHOTO
BurnpoOyBaHHs 3 «PanmomizoBane, mojsiiiHe ciine gociimpkenns 11 ¢pasu ximiopamgioreparnii y komOiHarii
3 memOpoinizymaboM abo 6e3 HbOro Il JTIKyBaHHS JIOKAJTbHO PO3MOBCIODKEHOTO paKy HMIMMKUA MaTKU 3
BucokuMm cryneneM pusuky (KEYNOTE-AL18/ENGOT-cx11)» na «PanmomizoBane, MoOJBiiiHE ciime
nociimkenns 111 ga3u ximiopaaiorepamnii y koMmOiHalii 3 mnemopoinizymabom abo 6e3 HpOro AJs JiKyBaHHI
JOKaJbHO PO3MOBCIO/DKEHOTO paKy IMWHKM MaTKku 3 BHCOKMM cryneneM pusuky (KEYNOTE-
A18/ENGOT-cx11/GOG-3047)»; 3miHa KOIOBAaHOr0 HOMEpPY MPOTOKONY KIIHIYHOTO BHIPOOYBAHHS 3
MK-3475-A18/ENGOT-cx11 nHa MK-3475-A18/ENGOT-cx11/GOG-3047. 3miHu  KepiBHHITBA
KJIiHIYHOTO BHIpoOyBaHHs; Ykpaina, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 1.00 Big 10
6epesns 2021 p., ykpaiHCbKOIO MOBOIO, iH(OpMALlid Ta JOKYMEHT Npo 1HGOPMOBaHY 3roy JJIs Malll€HTa;
Vikpaina, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcist 1.00 Big 10 6epesnst 2021 p., pociiicbkoro
MOBOIO, iH(oOpMalis Ta JOKyMEHT mpo iH(opMoBaHy 3roay Uil mamieHTa; Ykpaina, MK-3475-
A18/ENGOT-cx11/GOG-3047, Bepcist 01 Bix 10 Oepesnst 2021 p., ykpaiHChKOIO MOBOIO, iHGOpMAIiHHII
JUCTOK 1 JOKYMEHT Mpo 1HGOpPMOBaHYy 3roAy Ha MalOyTHe OloMeauYHE OCIIDKeHHS; YKpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 01 Bim 10 Oepesust 2021 p., pOCiCEKOIO MOBOIO,
iH(pOopMalLiHUI JTUCTOK 1 TOKYMEHT PO iHPOPMOBaHy 3rofly Ha MailOyTHe 6l0MeIMYHE AOCIHIHKEHHS

Howmep Ta nata Hakazy
MO3 om0 3aTBEpAKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1468 Big 26.06.2020

HazsBa xiriHiyHOTO
BUINIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«PangomizoBane, monaBiiiHe cmine pociimkenHs Il ¢asm  ximiopamiorepamii y komOiHamii 3
nemOpoizymabom abo 6e3 HbOro JJIS JIIKYBAaHHS JIOKQJIBHO PO3MOBCIOKEHOIO PaKy HIMWKH MaTKU 3
BucokuMm crtyneHem pmsuky (KEYNOTE-A18 / ENGOT-cx11)», MK-3475-A18/ENGOT-cx11,

Bix 14 mucromana 2019 poky.




3asBHHUK, KpaiHa ToBapucTBO 3 0OMexkeHo10 BiamoBiganbHicTIO «MCJl Ykpainay

CrnioHcop, kpaina «Mepk lapn Ena Joym Kopm.», nodipue mianpuemctBo «Mepk Enpa Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 52

110 Haka3y MiHicTepcTBa OXOPOHU 37J0POB’S

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

3anpoBa/pKeHHS JIKapChbKOTO 3aco0y, IO BHUKOPUCTOBYETHCS SIK PO3YMHHHUK Ui JIOCIIIKYyBaHOTO
JiKapchKoro 3acody Mapsentakor aibda (akruBoBanwuii) [mpenapar MarzAA]: Boaa as iH €Ki, po3unH
I TapeHTepansHoro BBeneHHs, 20 mi, BupoOHuk — "Fresenius KABI Espafia, S.A.U.", Icnanis; 3pa3ku
eTukeToK (MapkyBaHHs) (Ui KOPOOKH Ta aMITy/iu) it Boau muist iH’ €Ki, po34nH IjIs apeHTePaIbHOTO
BBeneHHs, 20 mut, octarouna penakuis 1.0 s Yipaiau Big 10 6epesns 2021 p., ocrarounwmii mepekian 3
aHTAChKOT MOBH Ha yKpaiHCbKy MOBY Bin 12 6epesnst 2021 p.

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«docmimkennss I/l ¢dasu, 1m0 mNPOBOAMTECA 3 METOK BHBYCHHS (DAPMAKOKIHETHYHHX 1
(hapmMakoIMHAMIYHUX BJIACTUBOCTEH, @ TAKOXK OI[IHKM OE3MEYHOCTI i epeKTUBHOCTI Map3enTakory aibda
(aKTMBOBAHOI0) MpH JIKYBaHHI €Mi30JJUYHUX KPOBOTEY Yy MAIl€HTIB 31 CHAJKOBUMH MOPYIICHHIMU
3rOpTaHHs KPOBI», MAA-202, penaxuis Big 19 uepsus 2020 p., nokanbHa nonpaska 1.0 10
IPOTOKOJTY KJIIHIYHOTO BUNIPoOYyBaHHs (uie uist Ykpainu) Big 04 ciuns 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Crnoncop, kpaina

«Kerenicr baltocaitencus Inkopnopeiiten» [Catalyst Biosciences, Inc.], CLIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jlomarok Ne 53

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

bpomypa nocmigauka Teserakcen /Tesetaxel, Bumanust 13.0 (rio6anshe), Bix 30 nmucronama 2020 poky,
aHTIIIChKOI0 MOBOIO; [HGopmaris ansa namienta i @opma iHpopmoBanoi 3rogu ODO-TE-S104, Bepcis
1.1, Bix 26 mororo 2020 poky, Maiicrep ICF_v2.0_24Dec2020_UKR_ENG_24Feb2021, anrmniiicbkoro,
pociiicbkoro Ta ykpaiHcbkoro MoBam; Jlomatok mo Indopmamii ans namienta i @opma iHpopMoBaHOL
3roau ODO-TE-S104, Bepcis 1.1, BiJ 26 JIFOTOTO 2020 POKY, Maiictep
ICF_v2.0_24Dec2020_UKR_ENG_24Feb2021, aHrmiichbKOl0, POCIHCHKOIO Ta YKPaiHCHKOIO MOBAaMH;
[omossxenns TpuBanocti pocuimkenns 1o 01 6epesnst 2022 poky

Howmep ta nata Hakasy
MO?3 m10/10 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1924 Bix 21.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Binkpure pociiikeHHs BIUIMBY palenpas3oiy Ha (apMaKOKIHETHKY TE3€TaKCcely Yy TMall€eHTIB 13
PO3MOBCIOPKEHUMH  CONAHUMU myxiauHaMuy», ODO-TE-S104, Opwurinan: Bepcig 1.1, Bix 26 mortoro
2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CrnoHcop, kpaina

Odonate Therapeutics, Inc., USA, Onouneiit Tepan’totike, k., CIIIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jonatox Ne 54

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBnena Opomypa mpocmigauka Timapakizymad (MK-3222), Bepcis 11 Bim 06 ciums 2021 p.,
AHTJIIHCHKOIO0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1960 Bix 29.10.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

JIOBrocTpokoBe MpPOAOBKEHE AOCITIIKEHHS TUIApaKi3yMady 3 METOI JOBEICHHS Horo 0e3meuHoCTi mpu
3aCTOCYBAaHHI y MAlI€HTIB 13 MCOPIATUYHUM apTPUTOM, K1 paHinle Opajiu y4yacTb Yy JOCHIJDKEHHI 13
3acTocyBaHHAM Tinapakizymady, CLR_18 07, Bepcis mporokomy 01 3 iHKOpropoBaHOIO MOMpPaBKoto 1 Bif
22 nunasa 2020 poky

3asiBHUK, KpaiHa

TOB «KuiniuHi gociimkeHHs Aiikon», Ykpaina

Crnoncop, kpaina

Sun Pharma Global FZE, O6’eqnani Apa6ebki Emipatu

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 55

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MONIPaBKU

Bbpormypa gocmigauka Teserakcen /Tesetaxel, Bumanus 13.0 (rmo6anshe), Bix 30 mucronana 2020 poky,
aHrmiiicekoro MoBoro; Patient information sheet and informed consent form ODO-TE-S103, Version 1.1,
25 Feb 2020 Master ICF v2.0 24Dec2020 UKR_ENG 24Feb2021, anrmiicekor MOBOIO;
HudopManroHHbIi JIHCTOK manuenta u dopma uHpopmuposanHoro cormacus ODO-TE-S103, Version
1.1, 25 Feb 2020 Master ICF _v2.0 24Dec2020 UKR_RUS 24 Feb 2021, pociiicbkor0 MOBOIO;
Indopmariiiauii mucToK as marienta ta Gopma indopmosanoi sromu ODO-TE-S103, Version 1.1, 25
Feb 2020 Master ICF_v2.0_24Dec2020 UKR_UKR_24Feb2021, ykpaincskoro MoBoto; Annex to Patient
information sheet and informed consent form ODO-TE-S103, Version 1.1, 25 Feb 2020 Master
ICF _v2.0 24Dec2020 UKR_ENG_24Feb2021, AHTJIIHCHKOIO MOBOIO; [Tpunoxenue K
UH(OPMAIIMOHHOMY JIMCTKY marueHTa u Gopme nHdopmupoBanHoro cornacusi ODO-TE-S103, Version
1.1, 25 Feb 2020 Master ICF_v2.0_24Dec2020_UKR_RUS 24 Feb 2021, pociiicbkoro MoBot0; JlogaTok
10 iHdopMariiHOro TUCTKA A1 nmarienTa ta Gpopmu inpopmosanoi srogun ODO-TE-S103, Version 1.1, 25
Feb 2020 Master ICF_v2.0 24Dec2020 UKR_UKR_ 24Feb2l1, ykpaincbkoro MoBoi0; IlomoBkeHHs
TpuBasocTi nocnimkenns 10 01 6epesnst 2022 poky

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1849 Bix 11.08.2020

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«Bigkpure AOCHIKEHHS TEYiHKOBOI HEIOCTAaTHOCTI 13 3aCTOCYBaHHSM Te€3€TaKcely y TMAalli€HTIB 13
PO3TOBCIOKEHUMH cONiTHUMHU TryxiauHaMm», ODO-TE-S103, Opwurinam: Bepcis 1.1, Bim 25 mororo
2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

Odonate Therapeutics, Inc., USA, Ononeiit Tepan’rotike, k., CIIIA




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 56

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MONIPaBKU

[Tompaeka 10 Jlocke mocimKyBaHOro Jikapchkoro 3aco0y monecumon (ACT-128800) mist kiiHIYHOTO
nocaimkenus AC-058B202 Bix 18 rpyans 2020 p.; [logoskeHHs: TepMiHy MPUAATHOCTI AOCHTIIKYBAaHOTO
mikapcbkoro 3aco0y mnonecumoy (ACT-128800) 20 mr, TabjeTkd BKPHTI IUTIBKOBOK OOOJIOHKOI Yy
Omicrepax 3 anmoMiHiro/amoMiHil 6e3 ocyrryBada 10 60 micsiiB; 3pa3ok eTHKeTKH (MapKyBaHHs) HaOOpy
st moctynoBoro 360iutbmieHns 1o3u (Wallet Label) — IMonecumon 2 mr, 3 mr, 4 mr, 5 mr, 6 mr, 7 mr, 8 wmr,
9 wmr, 10 mr, 20 mr, 17 TabneTok BKPUTUX IUTIBKOBOIO 000JIOHKOIO, pefakilis 4 yKpaiHCbKOK MOBOIO BiJl
19 mororo 2021 p.; 3pa3zok erukeTkr (MapKyBaHHs) ist (1akoHy Juis miaTpumanss go3u (Bottle Label) —
ITonecumon 20 mr, 36 TabaeTOK BKPUTHX IUIIBKOBOK OOOJOHKOIO, pefakiis 3 YKpaiHCbKOIO MOBOIO BiJ
19 motoro 2021 p.; 3pa3ok eTukeTKH (MapKyBaHHs) Ui KOpOOKH Jist mminTpumanHs no3u (Box Label) —
IMonecumon 20 mr, 3 x 36 TaOJIETOK BKPUTUX TUIIBKOBOIO OOOJOHKOIO, pelakilisi 3 yKpaiHCHbKOK MOBOIO
Bix 19 mrotoro 2021 p.

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

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«bararonieHTpoBe paHAOMI30BaHE, MOJBIMHO CIlille AOCIIIKEHHS, 110 MPOBOJUTHCS B HapajebHUX
rpynax XBOPUX Ha PEUUAMBYIOUMHA PEMITYIOUUI PO3CISIHUN CKJIEPO3 13 METOI0 BHUBYEHHS O€3MEYHOCTI,
MEPEeHOCUMOCTI 1 e(heKTHBHOCTI Tpenapary moHecuMos (aroHicra pementopiB S1P1 mns mepopanrbHOTO
puiioMy) MpHU TpuBaioMy 3actocyBaHHI B f03ax 10, 20 i 40 mr Ha 100y (IIPOAOBKEHHS TOCIIIKEHHS
AC-058B201)», AC-058B202, octarouna penakuis 9 3 inkopropoBaHot Ilompaskoro 8 Bin 14 TpaBHS
2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJJAJIBHICTIO «ITI EC AU-YKPATHA»

CrnoHcop, kpaina

Axrenion @apmaceroTikans JIta, [lIseiinapis




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 57

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s

VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOIIPABOK»
20.04.2021 Ne 762

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa HalWMEHYBaHHS MICIsi TIPOBEACHHS KIIHIYHOTO BHUIPOOYBaHHS;
JOCTITHHKA.

3MiHAa BIAMIOBIAAJIBEHOTO

byno Crano

nikap Mapxesia LJL|

Mennunuii nientp «Oxk! KimiHik+» ToBapucTBa 3
0OMEXEHOI BIMOBIAANBHICTIO «MiXHApPOHHIMA
IHCTUTYT KIHIYHHUX JOCITIKEHBY, M. KuiB

nikap Llapuana H.I1.
Mennunuii nentp «Ok! Kminik+» ToBapucTBa 3
00MEKECHOI BIMOBIAANBHICTIO «MiKHApOIHUN
IHCTUTYT  KIIHIYHUX  JIOCHI/DKEHb»,  BIILI
racTPOCHTEPOJIOTIi Ta TeMaTOoJIOTIi CTAI[lOHAPHOTO
Bigminenasa, M. Kuis

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

Ne 1753 Bix 06.08.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararouentpoBe, Binkpure, I[lomorxkene MHocmimxenus Il ®asu npns Owinku  JloBrorpuBainoi
EdextuBHocTi Ta besneunocti 3actocyBanHs Mipikizymady y IlamientiB 13 BupaskoBum Komitom
Iomiproro Ta Tsoxkoro Iepediry (LUCENT 3)» , 16T-MC-AMAP, 3 iHKOPIIOPOBaHOIO MOIMPABKOIO (a)
BiJ 16 rpynus 2020 poky

3asiBHUK, KpaiHa

«Eni Jlinni Boctok CAy, [lBeitapis

CnoHcop, kpaiHa

Emi Jlinni eng Kommnani, CIIA / Eli Lilly and Company, USA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJA




Jomarok Ne 58

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

PAT-CR-302 ®apmaneBtuunamii mociOHUK s mocimigaukiB, Bepcii 2.0 Bim 09 rpymas 2020p.,
aHTJIHCHKOI0 MOBOIO; 3MiHA Ha3BM 3asBHUKA KiiHiyHOTO BUMpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina»
Ha TOB «Cineoc Xenc Ykpaina»

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2333 Bix 25.11.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararomneHTpoBe, MOABIMHE cCiine, IIane00-KOHTPOJILOBAHE JOCHTIDKEHHS y MapajielbHUX Tpynax 3
PaHJIOMI30BaHOIO BIJIMIHOIO Teparlii 3 METOI BHUBYEHHS MNaTIipOMepy A KOHTPONIO TinepkaiieMii y
MAII€HTIB, AK1 MPHUIMaOTh IHTIOITOPH pPEHIH-aHTIO0TEeH3UH-anbaocTepoHoBoi cucrtemu (1IPAAC) nns
nikyBaHHs cepueBoi HepoctatHocTi (DIAMOND)», PAT-CR-302, nporokon Bepcis 2.0 Bix 19 xoBTHS
2020p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHncop, kpaina

Peninca, Ink., CIITA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Oaexcanap KOMAPIJIA




Jomarok Ne 59

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Jlocwe mocmipkyBaHoro Jiikapcbkoro 3aco0y (IMPD): Posnin "Jlani 3 skocti Adabinun (Debio 1450),
160 mr moporok uis po3unHy s iHdy3ii / Quality Data Afabicin 160 mg powder for concentrate for
solution for infusion”, penakuis 4.0 - Big 6epesus 2021 p.; Jlocke HOCHTIHKYBAHOTO JTIKAPCHKOTO 3aC00y
(IMPD): Po3nin "Jlani 3 sxkocti Adabinun (Debio 1450), 80, 120 ta 240 mr TabieTKH, BKPHUTI ITIBKOBOIO
obononkoto / Quality Data Afabicin 80, 120 and 240 mg Film-Coated Tablets", penakuist 7 - Bix 6epe3ns
2021 p.; Tomosxkenns tepminy npumataocti Adabimunay (Debio 1450), 160 Mr mopoImiok it po3d4uHy
st iHQy3ii 3 48 1o 60 wmicsui; [TogoBxenHs Tepminy npunataocti Adadinuny (Debio 1450), 80 mr
TabJIeTKH, BKPUTI IIIBKOBOIO 000510HKOI0 Y Omictepi Perlalux® Ultraprotected 3 12 no 21 micsus

Howmep Ta nara Hakazy
MO3 o010 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 9 811 02.01.2019

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«PanzomizoBaHe BIKpPUTE TOCTIIKEHHS 3 aKTMBHUM KOHTPOJIEM, IO NMPOBOAMTHCS 3 METOI OLIHKU
0e3ne4HoCTl, MepeHocuMocTi i edexkTuBHOCTI adalilMHy Ui BHYTPIIIHBOBEHHOI'O / IMEpPOpaibHOTO
3aCTOCYBaHHA NpHU JIIKyBaHHI MAIi€eHTIB 31 CTa(piIOKOKOBUMM I1HQEKIiIMH KicTOK abo cyriobiBy,
Debio 1450-BJI-205, ocratouna penakitist 5.0 3 inTerpoanoto [Tompaskoro 2 Bix 14 sxoBTHs 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Jle6iodapm InTepuemnn CA» [Debiopharm International SA], [lIBefinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Homarok Ne 60

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Omnositene Jlocke mociimkyBaHoro Jikapcskoro 3acody (IMPD), Bepcis 8.0, nata: I'pynens 2020

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 545 Big 19.05.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Bigkpure pangoMizoBaHe KOHTPOJIbOBAaHE NOCHIIKEeHHsS 3 (a3u, CIpsMOBaHE Ha OLIHKY CelliHEeKCOpY,
Oopre3omiOy Ta nekcameTa3ony (cxema SVd) B mopiBHsHHI 3 00pTe30MiOOM 1 JeKcaMeTa30HOM (CXxema
Vd) y mnamieHTiB i3 penuanByrOUOH ab0 pedpakTepHO MHOXHHHOKW Mienomory, KCP-330-023,
penaxiist 4.0 3 iIHKOpHOpoBaHOIo nornpaBkoro 3 Bix 17 ceprus 2018

3asiBHUK, KpaiHa

TOB «IOKYME/JIC» («CIA IOKYME/IC»), JlatBis

Crnoncop, kpaina

«Kapiodapm Tepanbrotukc Inkopriopeitreny, CILIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 61

110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Honosuennst 2.00 Big 01 Gepesns 2021 poky mo Bpomrypu nocmimauka GLPG3970, Bunanus 2.00 Bix
30 xBitHs 2020 poky, aHrmiicbkor MOBOIO; [HhopMaliiHuil THCTOK MarieHTa Ta Gopma iHpopMOBaHOT
sroau, Bepcist V2.0UKR(uk)1.0 Big 03 Oepesnst 2021 poky, mepekiaj ykpaiHcbkoro MoBoro Big 09
o6epesns 2021 poky; Indopmariiinuii nucrok mamieHta Ta Qopma iH(GOpPMOBaHOI 3road, Bepcis
V2.0UKR(ru)1.0 Bix 03 6epe3ns 2021 poky, nepekiaz pociiickkoro MoBoto Bix 09 6epesnst 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2243 Bix 05.10.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBaHe, MOJBIMHE cIimne, Mmiane00-KOHTPOIbOBaHE, 0araTOIEHTPOBE JOCTIHKEHHS NIl OLIIHKU
0e3MeyHOCTi, NEepeHOCHUMOCTi, edekTuBHOCTI Ta (apmakokiHetuku mpenapary GLPG3970 mnpu
MepopaIbHOMY 3aCTOCYBAHHI MPOTATOM 6 TIDKHIB y JOPOCHIHMX TAIlI€HTIB 3 aKTHBHUM BHUPA3KOBUM
KOJIITOM BiJl CEPEIHBOTO J0 TSKKOTO cTymneHs TshkkocTi», GLPG3970-CL-210, Bepcis 1.0 Bix 02 nunHs
2020 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

Galapagos NV, Belgium

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jomarok Ne 62

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Honosuennst 2.00 Big 01 Gepesns 2021 poky mo Bpomrypu nocmimauka GLPG3970, Bunanus 2.00 Bix
30 xBitHs 2020 poky, aHrmiicbkor MOBOIO; [HhopMaliiHuil THCTOK MarieHTa Ta Gopma iHpopMOBaHOT
sroau, Bepcist V2.0UKR(uk)1.0 Big 03 Oepesnst 2021 poky, mepekiaj ykpaiHcbkoro MoBoro Big 09
o6epesns 2021 poky; Indopmariiinuii nucrok mamieHta Ta Qopma iH(GOpPMOBaHOI 3road, Bepcis
V2.0UKR(ru)1.0 Bix 03 6epe3ns 2021 poky, nepekiaz pociiickkoro MoBoto Bix 09 6epesnst 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2110 Bix 16.09.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBaHe, MOJBIMHE cIimne, Mmiane00-KOHTPOIbOBaHE, 0araTOIEHTPOBE JOCTIHKEHHS NIl OLIIHKU
0e3MeyHOCTi, NEepeHOCHUMOCTi, edekTuBHOCTI Ta (apmakokiHetuku mpenapary GLPG3970 mnpu
MepOpaIbHOMY 3aCTOCYBAaHHI MPOTATOM 6 TIDKHIB Y JOPOCIUX TAIlIEHTIB 3 aKTHBHUM PEBMATOiTHUM
apTPUTOM BiJ CEPEeIHBOrO JIO TSDKKOTO CTYMEHS TSDKKOCTI Ta HEJIOCTaTHBOIO BIAMOBIAIIO Ha
metotpekcaty, GLPG3970-CL-209, Bepcis 1.0 Bix 29 tpaBus 2020 poky

3asiBHUK, KpaiHa

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

CnoHncop, kpaiHa

Galapagos NV, benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jlomarok Ne 63

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

3MiHa HAa3BHU MICIIS IPOBEACHHS KIIIHIYHOTO JTOCIIPKCHHS !

byno

Craio

I.M.H., ipo¢. bornaperko [.M.

KomyHasibHe  HEKOMEpIiiiHE  MiANPHEMCTBO
«Micpka kmiHiyHa JikapHs Ne4y JIHIMPOBCHKOT
MICBKOT paad, BIJUIUIGHHS XimioTeparii, M.
Juinpo

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

KomyHasibHe  HEKOMEpIiiiHE  MiANPHEMCTBO
«Micpka xiiHiuHa JikapHa Nedy JIHIMPOBCHKOI
MICBKOT paju, XiMiOTepalleBTHYHE BIIIUICHHS 3
JICHHUM CTalioHapom, M. J{Hirmpo

Howmep ta nara Hakasy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 415 Bin 18.02.2019

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

Binkpute pangomizoBane mgocmimkenns 111 ¢asu 3 ominku agarimokcany cimoseniny (OBI-822)/0OBI-821
(BakumHM Ha ocHOBi antureHy Globo H) mpu mpoBenenni am'toBaHTHOI Tepamii maiieHTam i3 TpUUi
HEraTUBHUM PAaKOM MOJIOYHOI 3aJ03M Ha PaHHid cTafil, y sikux Bigmidaerbes excrpecis Globo H i e
BHUCOKHI PHU3UK PO3BHUTKY peluanBy (komoBe mno3HaueHHs mpociimkenns: GLORIA), OBI-822-011,

ocratoyHa peaakiis 6.0 Big 17 uepsus 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

OBI Pharma, Inc., TaiiBans, Kuraiicpka Pecmy0iika

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Jomarok Ne 64

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosiena opormrypa gociigauka Bl 754091 (Ezabenlimab) sepcis 5 Big 08 mrororo 2021

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 662 Bin 16.03.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpute mocmimkenns ¢asu Ib 3 migbopy mosu Bl 836880 y kombGimamii 3 Bl 754091 mis
XapaKTePUCTHKH OE3MEeYHOCTI, IEPEHOCUMOCTI, (PapMaKOKiHETHKH, (hapMaKOIMHAMIKA Ta €PEKTUBHOCTI y
MAIIEHTIB 3 MICIIEBOMOMIUPEHUM a00 METAaCTaTHUYHUM HETIOCKOKITITUHHUM HEAPIOHOKIITHHHUM PaKoM
JIeTeH1 Ta IHIIMMH COJITHUMU TyxauHaMu», 1336-0011, Bepcist 6.0 Big 18 nmuctomama 2020

3asiBHUK, KpaiHa

TOB «IOKYME/JIC» («CIA IOKYME/IC»), JlatBis

Crnoncop, kpaina

Boehringer Ingelheim RCV GmbH & Co KG, ABctpis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 65

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX MTOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

Bpomypa nocnigauka PuBonepani6 mesmnat, Bepceis 6.0 Bix 11 rpynus 2020 poky, aHITiiCEKOI0 MOBOIO;
[ndopmartiiiauii auctok i gpopma 3roam, Bepcis V4.0UKR(uk)1.0 Big 22 motoro 2021 poky, mepekian
ykpaincekoro MoBoro Bim 09 OGepesnss 2021 poxy; Indopmaniitnmii muctok i ¢opma 3roam, Bepcis
V4.0UKR(ru)1.0 Bix 22 motoro 2021 poky, nepekiaj pociiicbkoro MoBoro Bix 09 6epesnst 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1246 Bix 26.05.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, BiAKpHUTE, MDKHApOAHE, OaraToleHTpOBe, KIiHIYHE JOCHiKeHHS ¢azu 3
KOMOiIHOBaHOTO 3acTocyBaHHs npemapaty SHR-1210, skuit sBisie coboro antutisio go PD-1, Ta amatuHiOy
Me3uiaty (puBolepaHiOy) MOPIBHSAHO 3 3aCTOCYBaHHAM copadeHiOy sk Teparii nepuioi JiHii y MaiieHTiB
13 momupeHow renarouentossgpHoro kapuuHomoro (I'TIK), ski panilmie He OTPUMYBAIU CHUCTEMHY
tepanito», SHR-1210-111-310, Bepcis 5.0-EMEA Bix 01 tpaBHs 2020 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO 1HBECTUIIIEIO «AVK’IOBIA PJIC Vkpaina»

Crnoncop, kpaina

Jiangsu Hengrui Medicine Co., Ltd., China

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 66
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
20.04.2021 Ne 762

InenTudikamis cyrreBoi
MOTIPaBKU

[adopmaris mig manieHTa, ocraToyHa peaakis Big 16 mororo 2021 p., mepexnaj 3 aHTIIIHCHKOT MOBU Ha
ykpaincbky MoBY Big 09 6epesnst 2021 p., nepekiiaj 3 aHTIIHCHKOI MOBU Ha POCIHChKY MOBY Ui Y KpaiHu
Bix 09 Oepesnst 2021 p.; LlomeHHHMK peecTpamii moOAEHHUX CHUMNTOMIB, penakiuis Nel.) aHTIIHCHKOO
MoBoto Bix 13 munus 2020 p., ocTarouHmii mepekiiaj 3 aHTIIAChKOI MOBH Ha yKpaiHCbKY MOBY Bin 14
ciuns 2021 p., ocraToYHMIA MEpeKsaa 3 aHIIIHCHKOI MOBH Ha pociiickky MoBY Bin 14 ciuns 2021 p.
(TTocibHuK KOpHCTyBaya eJeKTpOoHHOro mojeHHuKa (eDiary) mis yuacuuka mocmimkeras SHIFT-UC
GB004-2101); KapTka ais maimieHTa 3 IHCTPYKLISMHU LIOAO Npuiiomy mpenapary, penakiis 2.0 Big 06
ciunst 2021 p., ocraTouHuit mepekiaj 3 aHTIIHChKOI MOBU Ha YKpaiHChKY MOBY Bia 15 mororo 2021 p.,
OCTaTOYHMU TEpeKaa 3 aHIIChKOI MOBH Ha pociiickky MoBy Bix 02 miororo 2021 p.; Kaprka mis
HalieHTa 3 IHCTPYKILISAMH 100 NPUHOMY mpenapary (3MEeHIICHHS 103U MpenapaTy: piBeHb A), pelaxiiis
2.0 Big 06 ciuns 2021 p., ocraTouHuii MepeKyaa 3 aHTIIiHCHhKOI MOBH Ha YKpalHChKY MOBY Bija 15 sroToro
2021 p., ocraToYHMI TepeKiaj 3 aHMIIHChKOI MOBH Ha pociiickky MoBY BiJ 02 mrotoro 2021 p.; Kaprtka
JUIsl TIAI[iEHTa 3 IHCTPYKIISIMH OO0 NpUioMY mpenapary (3MEHIIEHHs I03W TpenapaTy. piBeHb b),
penakuis 2.0 Big 06 ciung 2021 p., octaTouHuil nepekiaj 3 aHIJIiHCbKOI MOBH Ha YKpaiHChbKY MOBY BiJ 15
motoro 2021 p., ocTarouHuil mepeksIaa 3 aHTIIMChKOT MOBU Ha pociiicbky MoBY Bin 02 mororo 2021 p.;
Kaptka /1 mamieHTa 3 iHCTPYKLISIMH LI0JI0 MpHUloMy mpenapaTy B XOJi BIIKPUTOTO JOJATKOBOTO €TaIy
nocmimkenns, penakuis 1.0 Bim 06 ciuns 2021 p., ocraTouHWid TepeKiajg 3 aHIJIINCHKOI MOBH Ha
ykpainceky MoBy Bin 05 mororo 2021 p., ocTarounuii nepekian 3 aHTIiHCEKOI MOBH Ha POCIHCHKY MOBY
Bix 02 mororo 2021 p.; Kaptka ans mamieHTa 3 iHCTPYKLISIMH HIOAO NpUHOMY Ipemapary B XOAi
BIJIKPUTOTO J0JAaTKOBOTO €Tamy JOCTiKEHHS (3MEHIIICHHS 03U Tpenapary. piBensb A), penakiris 1.0 Big
06 ciunst 2021 p., ocTaTouHU MepeKiIa] 3 aHTIiCbKOi MOBH Ha yKpaiHChbKy MOBY Bix 03 mororo 2021 p.,
OCTAaTOYHWH TepeKiag 3 aHTJIHChKOi MOBH Ha pociiicbky MoBy Bix 02 motoro 2021 p.; Kaprka mis
MarieHTa 3 IHCTPYKIISMU MI0JI0 IPUIHOMY Mpenapary B X041 BIAKPUTOTO JOAATKOBOTO €Tamy AOCTIKEHHS
(3MeHIIeHHs 103U Tpenapaty: piBeHb b), pemakitis 1.0 Big 06 ciuns 2021 p., octaTouHuii mepekaan 3
aHITMCbKOI MOBH Ha yKpaiHCchbKy MOBY BiJl 04 motoro 2021 p., ocTraTouHmil epekiaa 3 aHTIiicbKoi MOBH
Ha pociiickky MoBYy Bing 02 mrororo 2021 p.; BrirrodeHHs 101aTKOBHUX MICIb MPOBEICHHS KIIIHIYHOTO
JIOCITiJIKESHHS:




Ne I1.1.B. BiAIOBIAAJIEHOTO JOCHITHUKA

n/n HasBa micus npoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | x.m.H. KpaBuenko T.I'.
KomynaneHe HexomepiiitHe mianpueMctBo «KuiBcbka Michbka KiiHIgHA JikapHs Nel8»
BUKOHaBUOro oprany KuiBcekoi micbkoi pamu (KuiBchkoi MiChbKOI Jep:kaBHOI afMiHicTpaiii),
MIPOKTOJIOTTYHE BiIIeHHs, M. KuiB

2. | mikap FOpkiB A.€.
KomyHnansHe HexkoMmepiiiiine mignpueMcTBO «Omecbka oOiacHa KiiHIYHA JiKapHI» OnecbKoi
00nacHOi paany, MONiKIiHIYHE BiaaineHHs, M. Oxeca

3. | k.M.H., 3aB. Big. Pomanis O.II.
KomynansHe HekomepiiiiHe mianpueMcTBo «O0nacHa KiiHiYHA JlikapHs [BaHO-DpaHKiBCHKOT
00J1acHO1 painy», raCTPOCHTEPOJIOTIYHE BiIICHHS, M. [BaHO-DpaHKIBCHK

4. | x.Mm.H. Tomamkesuy I'.1.
KomyHnanpHe HekoMepiliiiHe mMignpueMcTBO «BiHHUIBKA Michbka KiiHIYHA JikapHs Nely,
racTPOCHTEPOJIOTIYHE BiIUICHHS, M. BIHHUIISA

5. | k.M.H., 3aB.Bia. lllexoBuosa 10.0.
KomyHanpHe HEKOMEpIliHE MmiAMPHEMCTBO XapKiBChbKOI oOnacHOi pamu «ObmacHa KITiHIYHA
JIKapHS», TACTPOSHTEPOJIOT1YHE BIJIIUICHHS, M. XapKiB

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

Ne 2777 Bix 02.12.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«baratoueHTpoBe, paH/I0MI30BaHe, MOJBIMHO cimne, Tuianebo-KOHTposiboBaHe nociimkenHs |l ¢asu, ske
IIPOBOJIUTHCS 3 METOI0 OLiHKM mpenapary GB004 mpu JjikyBaHHI JOpOCIMX MAI[€HTIB 13 JIETKUM 1
CepETHBOTSDKKAM TIepe0iroM BHPa3KOBOTO KOJITY B akTuBHIA ¢opmi», GB004-2101, pemakmis 2.0,

ITonpaska 1.0, Bix 21 sxoBTHS 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»

Cnoncop, kpaiHa

«xubi 004 Takopmopeitren» [GB004, Inc.], CILIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

dapmaneBTHYHOrO 3a0e3MeYeHHS

Ouaexkcanap KOMAPIIA



JonaTox Ne 67

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKUX 3aCO0iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
20.04.2021 Ne 762

InenTudikamis cyrreBoi
HOTIPaBKU

3MiHa Ha3BUM Miclisg IPOBEJCHHS KJIIHIYHOTO BHIIPOOYBAHHS; 3MiHA BIAMOBIIATHHOTO JOCIITHAKA B MICIIi
MPOBEACHHS KIIHIYHOTO BHUNPoOyBaHHSI: Meanunuii neHTp «Ok!KniHik+» ToBapucTBa 3 0OMEKEHOIO
BIIMOBIAANIbHICTIO «MDKHAPOMHUN 1HCTUTYT KITHIYHUAX JOCTIDKEHBY», BUIIII TacTPOSHTEPONIOrii Ta
TenaToJIOT1i CTaIlllOHapHOTO BiiaeHHs, M. Kuip
byno

Cramno

nikap Mapkesuu LJL|

Memnunuii neatp «Oxk! Kiinik+» ToBapucTBa 3
00MEXEHOI BIAMOBIMANBHICTIO «MIDKHAPOIHUMA
IHCTUTYT KIHIYHHAX JOCIIDKCHBY, M. KUiB

nikap [apunna H.IT.
Menwnunuii nieatp «Ok! KitiHik+» ToBapucTBa 3
00MEXEHOI BiAMOBIAAIBHICTIO «MIKHAPOIHUMA
IHCTUTYT  KIIHIYHUX  JIOCHIJDKCHBY»,  BIIIUI
racTPOCHTEPOJIOTIi Ta renaToJIorii CTal[iOHAPHOTO
Bigmimenasa, M. Kuis

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

Ne 146 811 21.01.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Binkpure mnpopoBxkeHe nochimkeHHs ¢a3zu Il 3 Merorw OIIHKM JOBrOCTPOKOBOI O€3MEYHOCTI Ta
nepeHocumocti npenapary UTTR1147A y naiieHTiB i3 BUPa3KOBUM KOJITOM BiJl TOMIPHOTO JI0 TSYKKOTO
ctymnens abo xBopoborw Kponay, GA40209, Bepcis 5 Bix 09 kBitHs 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHnoro BinnmopimanbhicTio «KoHTpakTtHO-/lochinnumnpka Opranizaiis [HHO(apm-
Ykpaina»

CrnoHcop, kpaiHa

Genentech, Inc., USA/ Jlxxenenrek Iuk., CIITA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Teparmii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




JonaTox Ne 68
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC001B

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
20.04.2021 Ne 762

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnuc mpenMeTiB st ydyacHUKIB pociimkenHs, Bepcis V3.0 Bim 09 mrororo 2021 poky, mepekian
YKpaiHCHKOIO MOBOIO BiJl 15 6epesns 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1896 Bix 27.08.2019,
Ne 1896 Bix 27.08.2019

Ha3ssa xiiniuynoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«Pannomi3zoBaHe, mojBiHHE ciine, TUIane00-KOHTPOJIbOBaHe, |2-THyKHEBE MoCiiDKeHHs (asu 3 ms
OLIHKA e()eKTUBHOCTI Ta OE3MEeYHOCTI eTpaciMoAy B MAIEHTIB 3 aKTHBHHM BHPA3KOBHUM KOJITOM BiJ
MOMIPHOTO /10 BaXKOro cTymeHs TsukkocTi»y, APD334-302, 3 inkopnopoBaHoto nomnpaBkor 2.0 Bix 07
mortoro 2020 poky;

«PannmomizoBaHe, MojBiiiHE crimne, MmIanedb0-KOHTPOJIbOBaHE, S52-THIKHEBE NOCHiKeHHS (a3u 3 ans
OILIIHKM €(EeKTHUBHOCTI Ta O€3MEeYHOCTI 3aCTOCYBAaHHS €TpaciMoj]ly B MAIIEHTIB 3 aKTUBHUM BHPa3KOBUM
KOJIITOM BiJl MMOMIPHOTO JI0 BaXKOTO CTyINeHs TshKKocTi», APD334-301, 3 iHKOPIOPOBaHOIO MONPABKOIO
3.0 Big 07 mortoro 2020 poky

3asiBHUK, KpaiHa

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

Crnoncop, kpaina

«Apena ®apmacwrotikans, [ak.», CIIA (Arena Pharmaceuticals, Inc.), United States

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jomatok Ne 69

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEP/KEHHS CYTTEBUX MOMPABOK)

20.04.2021 Ne 762
Inentudikarnis cyrreBoi 3MiHa Ha3BH MICIS MPOBEACHHS KIIHIYHOTO BUMPOOYBaHHS; 3MiHA BiJIMOBIJAILHOTO JIOCIITHUKA B MicCIi
MIOTPaBKU MPOBEICHHS KITiHIYHOTO BHUMpoOyBaHHS: Menuunuii nentp «Ok!KiiHik+» ToBapucTBa 3 00OMEXKEHOIO

BIIMOBiAANbHICTIO «MDKHApOAHUN 1HCTUTYT KIIHIYHUX JOCHIIKEHBbY», BIAILI TacTPOEHTEPOsorii Ta
TeraToJorii CTallioHapHOTro BiiieHHs, M. Kuis
byno Crano

JiKap ‘MapKeBI/I‘I I.H.‘ nikap [lapuana H.IT.
Mennunnii nentp «Ox!Kiinik+» tosapucrsa 3 | Meanunuii nentp «Ox!Kiminik+» ToBapucrsa 3
00MEXEHOI0 BiamoBiganbHicTIO «MiKHapoaHuii | OOMEKEHOI0 BiANOBIANBHICTIO «MiXHApOIHUIA
{HCTUTYT KIIIHIYHUX JOCIIKEHb», M. Kuis IHCTUTYT ~ KJIIHIYHMX  JOCJIJUKEHB»,  BIIUILI
racTPOEHTEPOJIOTII Ta TeMaToorii CTalioHapHOTO
Bigainendsa, M. Kuis

Howmep Ta nara Hakaszy Ne 1962 Bix 29.10.2018
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniuyHoro «PangomizoBaHe, TOJBiifHE cllire, MOJABIMHE MAacKOBaHE, IIAIe00-KOHTPOIhOBAHE, OaraTOLIEHTPOBE

BUIIPOOYBaHHS, KOJI, nocmijpkeHHss ¢asu Il B mapanenbHuUX TIpymax 3 METOK OIHKH e(eKTHBHOCTI, Oe3MeYyHOCTI Ta

Bepcis Ta JaTa ¢dapmaxokineTuku npenapaty UTTR1147A y nopiBHsIHHI 3 mjiane6o Ta B MOPIBHSAHHI 3 BEA0J13yMaOboOM y
MAI€HTIB 13 BUPA3KOBUM KOJITOM BiJl OMIPHOTO A0 TsDKKOro crymeHs», GA39925, sepcis 6 Big 08
kBiTHA 2020 p.

3asiBHUK, KpaiHa ToBapuctBo 3 OOmexenoro BinnopimanbhicTio «KoHTpakTHO-/lochinnuinpka Opranizaiis [HHO(apm-
Ykpaina»

CnoHcop, kpaina Genentech, Inc., USA/ Jlxxenenrek Iuk., CIITA




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Jonatox Ne 70

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «[Ipo npoBeneHHs KITTHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC001B

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
20.04.2021 Ne 762

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa BiJMOBIAIBLHOTO JOCTITHUKA Y MICITI TPOBEACHHS KIIIHIYHOTO BUIIPOOYBaHHS:

byno

Cramno

nikap Mapkesuy LJL]

Memnunuii nientp «Ok!KoiHik+» TOBapucTBa 3
00MEXEHOI BIAMOBITANBHICTIO «MIDKHAPOIHUMA
IHCTUTYT  KJIIHIYHUX  JIOCHIJDKCHBY», BT
racTPOCHTEPOJIOTIi Ta rernaToIorii CTaIiOHAPHOTO
Bianienss, M. Kuis

nikap Ckubano C.A.
Mennunuii nentp «Ox!Kiinik+» ToBapucTBa 3
00MEXEHOI0 BIAMOBIMANBHICTIO «MIDKHAPOIHUM
IHCTUTYT  KIIHIYHUX  JIOCHIJUKCHBY»,  BIIUILUT
racTPOCHTEPOJIOTIi Ta IernaToJIorii CTaI[iOHAPHOTO
Bigniiensas, M. Kuis

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

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, paH/I0Mi30BaHe, MOABIHHO ciine, mianedo-KOHTpoiboBaHe nociimkenns |l ¢gaszu, ske
MPOBOJUTHCS 3 MeTOI0 omiHku mnpemapary GB004 mpu nikyBaHHI JOpOCITHX TMAIliEHTIB 13 JIETKUM 1
CepEeIHbOTSKKUM TepediroM BHMpa3KoOBOTO KOJITY B akTuUBHIA ¢opmi», GB004-2101, pemakuis 2.0,
[Tonpaska 1.0, Big 21 sxoBTHS 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Ixubi 004 Takopmopeitren» [GB004, Inc.], CILIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




JonaTox Ne 71

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKUX 3aCO0iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
20.04.2021 Ne 762

InenTudikamis cyrreBoi
HOTIPaBKU

OnHoBieHUH MPOTOKON KJIiHIYHOrO BUMpoOyBaHHs M14-234 3 iHKOpIOpOBaHUMHU AJMiHICTPATHBHUMHU
sminamu 1, 2 i 3 (tineku mis Kananu) ta ITompaskamu 0.01, 0.02, 1, 2, 3, 3.01, 4, 5 ta 6 Bix 31 numHs
2020 poxy; Indopmaris ans namienta Ta iHpOpMOBaHa 3rofla HA Y4acTh y HAYKOBOMY JIOCIIIKEHHI Ta
Heo0o0B’s13k0BOMY fociipkeHHi, Bepcis 8.1 mus Ykpainu Binm 16 6epesns 2021 poky, ykpaiHCBKOIO Ta
pociiicekor0 MOBamMH; 3MiHa aJIpecH 3asBHUKA KiiHiYHOTO BUnpoOyBanHsa — «EO6OBi biodapmackroTikan3
I'm6X», [IBeinapis:

BYJIO CTAJIO
Heiixodmrpacce 23, 6341 m. baap, llseituapis | Anpte Illraiinxaysepmrpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) [Iserinapis (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

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

Ne 48 Big 19.01.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratonieHTpoBe, paHAOMI30BaHe, IMOJBIMHE cCiine, TUIane00-KOHTPOJIbOBAHE OCIIKEHHS 3 OLIHKH
0e31meyHoCT] Ta epeKTUBHOCTI mpenapary Ynanauutulio (ABT-494) mns iHaykuidHOI Ta MiITpUMYHOYOi
Tepamnii y Hali€eHTIB 3 CEPeIHbOTSHKKOI0 a00 TSKKO (OopMaMu aKTHBHOTO BHPa3KOBOIro KoJiTy», M14-
234, 3 iIHKOPIOPOBAHUMH AJMIHICTpaTUBHUMHU 3MiHaMu 1, 2 1 3 (tinbku s Kananu) ta IlonmpaBkamu
0.01,0.02, 1, 2, 3, 3.01, 4 Ta 5 Bix 29 kBiTHa 2020 poky

3asiBHUK, KpaiHa

«E60Bi biopapmacsrotikanz ['mOX», IIBeitnapis

CrnoHcop, kpaiHa

AbbVie Inc., USA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 72

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKUX 3aCO0iB

Ta 3aTBEP/DKEHHS CYTTEBUX TIOMPABOK

20.04.2021 Ne 762

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii npotokos kmHiYHOro BunpodyBanus CNTO1959CRD3001 3 mompaBkoro 3 Bix 20 KOBTHS
2020 poky; Onosnena bpomrypa gocmigauka s npernapary CNTO1959 (guselkumab), Bunanns 11 Bix
28 cepmus 2020 poky; [Hdopmaris nis namienta 1 @opma iHpopmoBaHoi 3roau - Mojaens anst Ykpainu /
Bepcis 7.0 Bim 28 rpymns 2020 poky, YKpaiHCBKOIO Ta pociiicbkoio MoBamH); OnHoBieHHsS Jloche
JIOCIIIJKYBaHOTI O Jiikapebkoro 3aco0y ['ycenbkymad (CNTO1959), «Monyins 3: Axicte» (1959-ACT-DS-
171120), Big mucronana 2020 poky; «Moxayns 3: Sxicte» (1959-ACT-DP-170720), Bix numas 2020 poky;
«Mopynb 3: Sxicte» (1959-ACT-DP-140121, Bin ciuns 2021 poky); «Moaynb 3: SAkicte» (1959-PLB-
DP-170720, Bix mumas 2020 poky); Momxyns 3: Skicte» (1959-ACT-A-290819), Bix 14 munas 2020 poky;
«Mopynb 3: Sxkicte» (1959-ACT-R-220920), Bin BepecHst 2020 poky); «Mogayns 3: Sxicte» (1959-ACT-
R-220920), Bin Bepecust 2020 poky); «Monyns 3: Sxicte» (1959-ACT-R-220920), Bix Bepecus 2020
poky; JlomanHsi HOBOi (opMH BUITYCKY JOCHIPKYBaHOTO Jlikapchkoro 3aco0y I'ycenpkymad (CNTO1959)
100mr/mMn 'y momepenHbo 3amoBHeHomy mmpuii 2,0 M (200mr/mmpuini); BxiarodeHHsST 101aTKOBHX
BUpOOHUKIB 175 mpenapary ['ycenpkymad (CNTO1959) 100 mr/miu, po3uuH ais iHQY3ii y nonepeaHbo
3allOBHEHOMY ILTIPHIl; PO3YUH Ui iH €Ki y momepenHbo 3amoBHeHoMy mmmpuii (100 mr): Catalent
Pharma Solutions, Kuraii; Catalent Germany Schorndorf GmbH, Himeuyunna; Catalent Pharma Solutions,
LLC, CHIA; Osnonenns [locke mocimiKyBaHOTO Jikapchkoro 3aco0y Ilmame6o mo Ycrekinymad
(CNTO1275) po3unH [uisi iH’€Kwiii y monepeaHbo 3amoBHeHOMY wmmpuii, «Moayns 3: Skicte» (1275-
PLB-DP-201117), Bim muctomama 2020 poky; OHOBIEHI 3pa3Ku MapKyBaHHS YKpPaiHCHKOIO MOBOIO
JOCTIKYBaHUX JiKapchkux 3aco0iB: ['ycenbkymad 100 mr/Ilnmame6o 1 mut po3umny (Bepcist 5 Big 28
cepras 2020 poky); I'ycenbkymad 100 mr/ma — 2 mut [200 mr y mmpui] (Bepcist 1 Big 28 cepmus 2020
poky); Ycrekinymad 90mr/Ilnane6o 1 mi pozuuny (Bepcis 3 Bix 28 ceprns 2020 poky); Ycrekinymab 130
Mr 26 ma po3uuny (Bepcis 2 Bix 28 cepmus 2020 poky); Ilnane6o no Ycrekinymaly 26 M po3uuHy
(Bepcia 2 Bim 28 cepnus 2020 poky); Martepianu uid mamieHTiB: [HCTpyKuisl AJis 3acTOCYyBaHHS
I'ycenbkymaly aist iH’ €Ki, JUIs TAMIKIPHOTO BBEACHHS, MNpUI-pyuka 2 mi, Bepcis 1.0 Bix 02 >k0BTHS
2020 poxy, yKpaiHCBKOIO Ta POCIHCBHKOIO MoBamu; [HCTpyKIlis /st 3actocyBaHHs I'ycenbkymaOy st
1H’€KIiH, U MIMIKIPHOTO BBEACHHS, MOMEPEAHbO HAMmOBHEHUH mmpwuil 2 M, Bepcis 1.0 Bix 02 >koBTHS
2020 poxy, yKpaiHCbKOIO Ta pociiickkoro MoBamu; [llkana mist KUTbKICHOT OIIHKK OO0 B MICII 1H €KIIIT,
Bepeia 1.0 Big 23 sxoBTHs 2020 poKy, YKpaiHChKOIO Ta pOCIHChKOI0 MOBaMM; ONMUTYBAIbHUK JUISL OLIIHKH




1’ ek, Bepeis 1.0 Big 23 sxoBTHs 2020 poKy, YKPaiHCHKOIO Ta pOCIHCHKOI0 MOBaMHU

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«PannomizoBaHe, MOBIiHE ciille, M1ane00-KOHTPOJIbOBAaHE Ta 3 AKTUBHUM KOHTpPOJIEM, 0araToleHTPOBE
JnochiKkeHHss ¢da3u 2/3, MO MPOBOIUTHCS Yy MapalielbHUX Tpynax 3 METOK OIIHKH €(QEeKTUBHOCTI Ta
0e31eyHOoCTI TycenbkyMaly y MaiieHTiB 13 XxBopoOoro KpoHa B akTuBHI# (a3l BiJ CEPeTHBOTO 10 BaKKOTO
crynens Tsokkocti», CNTO1959CRD3001, 3 monpaskoto 2 Bix 13 mucronama 2019 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

Janssen Pharmaceutica NV, Belgium / flnccen @apmanestuka HB, benbris

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3MeYCHHS Oaexcanap KOMAPIJIA




JonaTox Ne 73

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KIIIHIYHHX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC001B

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
20.04.2021 Ne 762

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnienuii [Iporokon xminiunoro mocmimkeHHs ND0612-317, Bepcis 2.1 Big 25 wepBus 2020 poky;
bpomrypa mocmimHumka gociimkyBaHoro Jikapcekoro 3acody NDO0612 (levodopa/carbidopa mns
niamkipHoro BBeneHHs), Bepcis 13 Big 04 udepBHs 2020 poky aHMIIHCHKOO MOBOI; OHOBJICHE JOCHE
nocaimKyBaHoro Jikapebkoro 3aco0y ND0612-317, Bepcis 9.5 Big 27 kBiTHsS 2020 poxy aHTIIHCBKOIO
MOBOIO; OHOBJICHE JOChE JOCIIKYBaHOTO Jikapchkoro 3aco0y NDO0612-mmame6o, Bepcis 4.0 Big 27
kBiTHS 2020 poky aHrmiiicekor0 MOBOIO; OHOBIIEHE JOChE JOCTIIKYBaHOIO JiKapchkoro 3acody, 2.1.P -
s wiane6o no Carbidopa-Levodopa B kamcynax (cipi), Bepcis 2.0 aHrmiiicbkor0 MoBO0; OHOBIICHE
JI0Ch€ TOCITIHKYBAHOTO JIiKapchkoro 3acody, 2.1.P - mis miane6o no Carbidopa-Levodopa B kamncymax
(61i), Bepcis 2.0 aHriHChKO MOBOIO; OHOBIICHE JIOCHE JOCIIKYBAHOTO JIiKapchkoro 3acoly, 2.1.P -
s Carbidopa-Levodopa B kamcynax (cipi, Oimi), Bepcis 2.0 aHImiiicbkor0 MOBOIO; BKIIOUEHHS
nonaatkoBoi BupoOHmyoi minmsaku Millmount Healthcare Limited, Ireland, sxa BiamosiganpHa 3a
30epiraHHs Ta po3noAin nochimxkysaHoro mnpemnapary NDO0612 ta iioro mmane6o; OcHoBHa (opma
iHpopmoBaHoi 3roau, Bepcis 5.1 Big 17 muctonama 2020 p. ykpaiHChKOIO Ta pocilickkoio MoBaMu, Popma
iH(opMOBaHOi 3roAM Ha JOAATKOBE T'eHeTWuyHe aociuimxkeHHs, Bepcis 4.1 Bim 17 mucromama 2020 p.
YKpaiHChKOIO Ta pociiicbkoro MoBaMu; @opma 1HHOPMOBAHOI 3roAM MMOMIYHHMKA YYaCHHUKA JTOCIIKEHHS,
Bepcia 3.1 Big 12 »xoBtHa 2020 p. ykpaiHcekoro Ta pociiicekoro mMoamu, ND0612-317_Kaprka 3
HaraJlyBaHHSAM TIpO Bi3UT y nociimkenHi_Bepcis 2_9 mumas 2020 p. aHNTHCHKOI, YKPATHCHKOIO Ta
pociiicekoro MoBamu; ND0612-317_I'padik ananiziB Ta mpoueayp y JIociijkeHHi_Bepcid 2_13 numHs
2020 p. anrmidcekor0, YKpaiHCBKOW Ta  pocidickkoro moBamu; NDO0612-317 JlucriBka st
BurnpoOyBanus_Bepcis 2.1 15 rtpymus 2020 _yxpaincekoro MmoBoro; NDO0612-317_ JlucriBka s
BunpoOyBanus, Bepcia 2.1 Bix 17 uyepBHs 2020 p. anrmiiicekoro Ta pocidicekoro mMoBamu, NDO0612-
317_Bbpomrypa mst namientiB_Bepcis 2.1_15 rpyanas 2020_ykpaincekoro moBoro; ND0612-317_Bpomrypa
JUis mamieHTiB, Bepcis 2.1 Bim 26 uepBHs 2020 p. anrmiiickkoro Ta pociiickkoro MoBamu; Jluct-
HampasieHHs Bif yikaps, Bepcist 2.1 Big 15 rpymnst 2020 p. aHTIIHCHKOIO, YKPaiHCHKOIO Ta POCIHCHKOIO
MoBamu; KoHTponpHHMI mnepenmik g aHamizy ictopii xBopoOu, Bepcis 2 Bin 12 uyepBus 2020 p.
aHTITICHKOI0 MOBOIO; OMUTYBaHHS MIOAO BUAY JIIKYBaHHS, OTPHMAHOTO B Ciirnomy pexwumi, Bepeis 1.0 Bix
8 uepBHsa 2020 p. aHMIINHCHKOIO, YKPATHCHKOIO Ta pociiicbkoro MoBamu; OLliHKa TArapa Jorisjgada Mmpu
norisii 3a xBopuM Ha xBopoOy Ilapkincona (PDCB), Bepcis 1.0 Bix 8 ueprust 2020 p. aHrmiiicbkoro,
YKpaiHChKOIO Ta pocilicbkoro MoBamu, Illkana OIIIHKM Mali€eHTOM 3arajbHOr0 BPaKEHHsS MPO 3MiHY




Baacuoro crany, (PGIC) Bepcis 2.0 Big 9 uepBus 2020 p. aHMIHCHKOIO, YKPATHCHKOIO Ta POCIHCHKOIO
MoBamH; 3araipHe KiiHiuHe BpakenHs mmono nominmenns (CGI-1), Bepcis 2.0 Big 9 uepBus 2020 p.
anricbkoro MoBoto; NDO0612 IlociOnuk 13 Bukopuctanus s KniHIYHEX BUNPOOYBaHb KOMIUIEKT st
iHpy3iit ACCU-CHEK, Bepcis 9.1 Big aumus 2020 p. aHrmiicbkoro, YKpaiHCBKOIO Ta POCIHCHKOIO
moBamu; ND0612 TTociOHHK 13 BUKOPHCTAHHS IS KIIIHIYHUX BHUIpoOyBanb KomruiekT mist indysiii Neria
Guard, Bepcis 8.3 Bix mumus 2020 p. aHMIIACHKOIO, YKPaiHCBKOK Ta pociiickkoro MoBamu; CrieHapiid
HaBYAJIBHOIO Bifeo aas komiwiekTa i iHdysiii Neria Guard 3 mommoro Crono Twin, sepcis 2.0. Bix 5
yepBHs 2020 p. aHIIIHCHKOI0, YKPAiHCHKOIO Ta POCIHCHKOI0 MOBaMHM; Bifeo odikyBaHMX MOl (aHiMarlis
nocmimkentas BouNDless), Bepcis 2.0 Bix 6 ciurst 2020 p. aHMIHCHKOI0, YKPaiHCHKOK Ta POCIHCHKOO
MoBamu; HaBuanbhe Bimeo st komruiekta it iHdy3ii Accu-Chek 3 mommoro Crono Twin (Moayis_6),
Bepcis 1.0 Big 5 motoro 2020 p. aHrmiiicbkoro, yKpaiHCHKOIO Ta pociiicbkoro MoBamu; [Iporpamumii
nonatok BouNDless Remind Me App_ ITocnigoBHicTs it namieHTa i 3HiMKM ekpana, Bepcis 1.0 Bix 11
tpaBHs 2020 p. aHIMiHCHKOIO, YKpaiHCBKOIO Ta pociiickkoro MoBamu; I[lomiTuka koH(igeHIIITHOCTI
nporpamHoro nonatrka «Boundless Remind Mey, Bepcis 1.0 Bim 28 miotoro 2020 p. aHrmiiickkoro,
YKpalHChKOIO Ta pocilicbkoro MoBam#u; I[Iporpamuuii nomarok BouNDless Remind Me App_ ymoBu
Bukopuctanns, Bepcist 1.0 Big 11 tpaBus 2020 p. aHrmiicbKo0, YKpaiHCHKOIO Ta POCIHCHKOI0 MOBaMH;
[HCTpyKTOp 3 MUTaHb KIIHIYHUX JOCHiIKeHb, Bi3uTHa KapTka, Bepcis 1.0 Bim 3 Bepecus 2019 p.
AHTITIMCHKOI0, YKPATHCHKOIO Ta POCIHCHKOI0 MOBAaMHU

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

Ne 1360 Bix 10.06.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«baratoneHTpoBe, paHJA0Mi30BaHE, KOHTPOJIHOBAHE AKTUBHUM IpenapaToM, IMOJBIMHE CIiNe, MOJBiiTHE
MacKOBaHE KIJIIHIYHE JOCHIUKEHHS B MapajelbHUX TpyHax i3 BUBUEHHS €(eKTUBHOCTI, O€3MEUHOCTI Ta
nepeHocuMocTi Oe3nepepBHOi miAmKipHoi 1H(QY31i npenmapary NDO0612 mnopiBHSHO 3 mnepopanbHUM
npuitomoM IR-LD/CD y nauieHTiB i3 xBopo6oto [lapkiHCOHA, y SKUX PO3BHBAIOTHCS MOTOPHI (GIyKTyarii
(BouNDless)», ND0612-317, sepcist 1.0 Big 02 tpasust 2019 poky

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

Cnoncop, kpaiHa

NeuroDerm Ltd., Israel (I3painp)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Oaexkcanap KOMAPIIA




Honatox Ne 74
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKUX 3aCO0iB

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
20.04.2021 Ne 762

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBnenuii Ilporokon kiiHiYHOrO BHIpOOyBaHHs, Bepcis 3 Bim 16 Bepecus 2020 p.; bpomrypa
nocimigauka aia  aresonizymady (TECENTRIQ®, RO5541267), Bepcis 17 Big BepecHs 2020 p.;
BxitoueHHs JOAaTKOBUX MICITh POBEJCHHS KITHIYHOTO BUITPOOYBAHHS

Ne I1.1.B. BiAIOBIAAILHOTO JOCIITHUKA

n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1 nikap Kypoukin A.B.

Komynanene Hexomepiiitne mianpuemcrBo Cymcpkoi obiacHoi pagu Cymcbhkuil oOiaacHui
KJITHIYHUA OHKOJIOT1YHUH JHCIIaHCEP, OHKOTOPAKAIbHE BiyiieHHs, M. Cymu

2 I.M.H., ipod. Jlucenko C.A.

Komynanene HexomepuiiiHe mianpueMcTBo «llominbcbkuil perioHadbHUNA LEHTP OHKOJOTIT
Binaunpkoi 061acHoi paan», TopakainbHe BIAAUICHHS, M. BiHHHIIA

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

Ne 2917 Bix 15.12.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe, mojBiiiHE ciine, Iutanedo-koHTpoaboBane ¢asu |l mocmimxenHs arezonisymaly B
noeqHanHi 3 TiparonymaboMm (aHtu-TIGIT anTuTino) aGo 6e3 Tiparosymaly Yy Mali€eHTIB 13
HEPEe3eKTa0eNbHOI MICIEBO-TIONIMPEHOI0 TUIOCKOKIIITHHHOI KaplIWHOMOKO cTpaBoxoay», Y 042137,
Bepcid 1 Bix 14 kBiTHs 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHO0 BiAnoBiAaidbHicTIO «Pomr Yipainay

CrnoHcop, kpaiHa

@.Xodppmann-JIa Pour JIta, HIseitnapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jonatok Ne 75

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
20.04.2021 Ne 762

Inentudikarnis cyrreBoi
MOTIPaBKH

OnHoBIleHUH TPOTOKOI KIIiHIYHOTO BUIPoOyBaHHs, Bepcist 5 Bix 21 rpyans 2020 p.; ®opma inpopmoBaHOi
sroau, Bepcis 1.0 s Koroptu 1 mis Ykpainu ykpaiHCBKOIO Ta POCIHCHKOIO MOBaMH Bix 24 rpynaHs
2020 p. Ha ocnoBi MozaenpHOi popmu iHGopMoBanHoi 3roam s pocmimkenas CO41101, epcis 1 ms
Koroptu 1 Bin 16 mmcromaga 2020 p.; ®opma indopmosanoi 3roam, Bepcis 2.0 mms Koroprtu 2 ms
VYkpainu ykpaiHcbkor Ta pociiicbkoro MoBamu Bif 24 rpynus 2020 p. Ha ocHoBi mozenbHoi dhopmu
iH(popmoBanoi 3romu s gpocmimkeHdas CO41101, Bepcis 2 mis Koropru 2 Bin 16 ymcromana 2020 p.;
Honarok a0 dopmu iHpopmoBanoi 3roau: Jomatok 1 no dopmu indopmosanoi srogu mis Koropru 1,
Bepcis 1.0 mis Ykpainu ykpaincekoro Ta pociiicbkoro MoBamu Bin 24 rpynus 2020 p. Ha ocHosi
moaensHoro [lomatky 1 no dopmu indopmosanoi 3rogu ans Koroptu 1 mis mocmimxenns CO41101,
Bepcisa 1 Big 16 smcronmama 2020 p.; Homatox mo dopmu indopmosanoi 3roau: Homartok 1 mo dhopmu
iHpopmoBanoi 3roau st Koroptu 2, Bepcis 1.0 ans Ykpainu ykpaiHChKOIO Ta POCIMCbKOIO MOBaMH Bij
24 rpynns 2020 p. Ha ocHoBi MonensHOTO Jomatky 1 mo dopmu iHpopmoBaHoi 3romu anst Koroprtu 2 ms
nocaimkenns CO41101, Bepcis 2 Big 16 nuctonaga 2020 p.

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

Ne 296 Bin 11.02.2020

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«[lonBiline criine mane60-KOHTpoNboBaHe paHaoMizoBaHe ¢(asu Il mocmimxenus imataceprtiOy y
KOMOIHaIIi1 3 aTe30.113yMadoM Ta MaKJIITAKCeIOM B SIKOCTI JTIKyBaHHS JIJIsl HAIIEHTIB 3 MiCIEBONOIINPEHUM
HeomnepadenbHUM a00 METacTaTUYHHUM, MOTPIHHO-HEraTUBHUM pakoM MoOJIo4HOi 3ano3u», CO41101,
Bepcis 4 Bix 18 ceprus 2020 p.

3asBHHUK, KpaiHa

ToBapucTBo 3 06MexeHo00 BianoBiganpHICTIO «Pomn Ykpaina»

CrnoHcop, kpaina

®.Xodhdpmann-JIs Pour JIta, [lseiuapis




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 76
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC001B

Ta 3aTBEP/XKEHHSI CYTTEBUX IOMPABOK»
20.04.2021 Ne 762

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoBeHUH MPOTOKOJ KiiHIYHOTO BUNpoOyBanHa MK-7339-006 3 iHkopropoBaHow monpaBkoro 03 Bif
04 rpynus 2020 poxy, aHTIIHCHKOI0 MOBOIO; JIucT-po3’scHenHs Bix 14 ciuns 2021 poxy, aHTIIHCHKOIO
MoBowo 110 npotokony MK-7339-006 3 inkopnopoBanoto mompaBkoto 03 Big 04 rpyans 2020 poky;
bpomypa mocnigauka J1JI3 Onanapu6 (Olaparib) (AZD2281, KU-0059436), Bumanus 20 Big 21 cidns
2021 poky, aHTIiiChKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1593 Bix 09.07.2019

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Hdocmmxenns Il da3u mis nemOponizymady y xkoMOiHamii 3 memerpekceoM / MpenapaToM IUIaTMHU
(xkapOomutatTuH a00 UMCIUIATMH) 3 TOJANbIIMM BBEJACHHSAM neMOponizymaly y KomOiHamii 3
HNIATPUMYIOUYHMM JIIKYBaHHSM OJIaniapuOoM abo MeMeTpeKceIoM B SKOCTI Teparii nepIoi JiHii y NaieHTiB
13 METacCTaTMYHUM HEIUIOCKOKIITHHHUM HEIPIOHOKIITHHHUM pakoMm JiereHiBy, MK-7339-006, 3
iHKOpropoBaHoto nonpaskoro 02 Bix 29 cepnug 2019 poky

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BianoBiganbHicTIO «MCJl Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipre nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexkcanap KOMAPIIA




HomnaTtox Ne 77

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
20.04.2021 Ne 762

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«[lonBiitHe ciine paHaOMi30BaHE 0AraToOIEHTPOBE JOCIIHKEHHSI 0araTOKpaTHHUX 103 Y JBOX IMapajebHUX
rpymnax Jjs OUiHKH eeKTHBHOCTI, papMakoguHaMiKH, O€3MeYHOCTI Ta iMyHOTreHHocTi npernapary FKS518,
3aMpoNOHOBAHOIO K OloaHanor AeHocymaly y BuUrisAi mpemnapary I[lponia®, y KiHOK 3 OCTEONOpPO30M Y
noctMeHonaysainbHomy nepioni (mociimxenas LUMIADE-3)», kon mocnimkenns FKS518-002, sepcis 1.0
Bix 14 sxoBTHs 2020 poky

3asiBHUK, KpaiHa

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

«DPAPMACBIOTIKAJI  PICEPY

CrnioHcop, kpaina

Fresenius Kabi SwissBioSim GmbH, IlIselinapis

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

FKS518, ([lenocymab (Denosumab)); po3uun [ist iH’ €Kil y monepeiHb0 HalOBHEHOMY MINpHIli; 60 Mr/mir;
WuXi Biologics Co., Ltd., Kurait; Pharmaceutical Research Associates Group B.V., Higepmanmu, Almac
Clinical Services Limited, Bexukoopurawnist; Almac Clinical Services, LLC, CIIIA; Almac Clinical Services
(Ireland) Limited, Ipnannis

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

1) a.Mm.H., npod. ['nmopudos A.M.

ToBapHcTBO 3 0OMEXKEHOIO BIANOBIAAIBHICTIO «PEeBMOIIEHTPY, BIIUI KIIHIYHUX BUIIPOOyBaHb, M. Kui

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

KomyHaneHe HekoMepliliHe MiANpUeEMCTBO XapKiBCbKoi 00macHOl paan «OOnacHa KIIiHIYHA JHKapH»,
KOHCYJIbTaTHBHA MOMIKIIHIKA, M. XapKiB

3) x.m.H. binssceka FO.B.

HepxaBna ycranoBa «HamionanpHuit HaykoBuil w1eHTp «lHCTHTYT Kapziosjorii iMeH1 akajemika
M./I. Crpaxkecka» HarionanbHO1 akagemii MEJUUHUX HayK YKpaiHu, BiIUI HEKOPOHAPHUX XBOPOO cepls
Ta peBmarouiorii, M. Kuis

4) n.m.H., ipod. [ToBoposniok B.B.

HepxaBHa ycranoBa «IHctuTyT reponTosorii imeni [[.®. YeboraproBa HamionansHO1 akageMii MEAUIHIX
HayK YKpaiHW», BIJIUT KIiHIYHOI (hi31010T1i Ta MaToJorii OnmopHO-pyXOBOrO anapaTy, BiJAJIIIEHHS BIKOBUX
3MiH OIIOPHO-PYXOBOTO amnapary, M. Kuis

5) a.m.H., npod. Kononkina JII.

KomynanpHe HexomepiriiiHe mianpueMcTBo «Micbka kimiHIYHA jJikapHs Ne6» JIHIMPOBCHKOI MICBKOI paju,




peBMarosioriuyHe BigjauieHHs, JlepkaBHuil 3akian «JlHimpomeTpoBchka MenuuyHa akajemis MiHicTepcTBa
OXOpOHHU 370pOB'st YKpaiHuy, kadenpa BHyTpilIHbO1 Meauuuau 1, M. JHinpo

6) k.M.H. ['punierxo I".M.

KomyHnaneHe HekoMepuiliHe HiANPHEMCTBO «4-a MiChbKa KJIiHIYHA JIiKapHS M. JIbBOBa», peBMAaToJIOTiYHE
BigaiaeHHsa, M. JIbBiB

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

[Tposia (Prolia) ([enocyma6 (Denosumab)); po3unu ans iH’€KIii y MONEpeaHbO HAMOBHEHOMY IIITPHIIL;
60 mr/ma; WuXi Biologics Co., Ltd., Kuraii; Almac Clinical Services Limited, Benmukoopuranis; Almac
Clinical Services, LLC, CIIIA; Almac Clinical Services (Ireland) Limited, Ipianais; Amgen Inc., CIIIA

CynytHi
MaTepianu/mpenapari
CYIyTHBOI Tepartii

» JJaboparopni HaboOpH;

* JlpykoBaHi Marepiany;

* [lentpudyru 3 QyHKIIEI OXOIOMKEHHS;

» GanToMu (MYJISIXKI) JUTSI TIEPEXPECHOTO KAIIOpyBaHHS CKaHEpa TBOXCHEPTeTUIHOI PEHTICHIBCHKOT
nercurometpii (DXA)

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




