Hopmatok Ne 1
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
22.03.2021 Ne 516

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

PaHpowmi3zoBaHe, nojBitiHe criime, T1alie00-KOHTPOIbOBaHe A0CTiKeHHs (ha3u 3 AJis OLiHKU e(heKTUBHOCTI
Ta Oe3reyHocti 3actocyBaHHS PRM-151 y marieHTiB 3 ifiomaTuuHuM JiereHeBUM ¢ibpo3oM, Kof
jJocnifykeHHss WA42293, Bepcis 3 Big 13 nucromnaga 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«®. Xodpdmann-JIs Pou JIta» [F. Hoffmann-La Roche Ltd.], IlIBeiiiiapis

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

PekombiHaHTHHIH TieHTpakcuH-2 moAuHM, Recombinant human Pentraxin-2, PRM-151, RO7490677,
rhPTX-2 (RO7490677; Recombinant human Pentraxin-2); 160 Mr/8 Ma cTepu/ibHOrO pPO3UYMHY /IS
BHYTpilIHbOBeHUX iHQY3iit; 20 mr/ma (Mminirpam/mininitp); Patheon Manufacturing Services LLC, CIIIA;
Nelson Laboratories Inc, CIIIA; AGC Biologics Inc, CIIIA; F. Hoffmann-La Roche Ltd., IlIBeiimapis;
Genentech Inc., CIIIA; GP Grenzach Produktions GmbH, Himeuunna; DHL Solutions Fashion GmbH,
Himeuunna; Catalent Pharma Solutions LLC, CIIIA; Catalent Germany Schorndorf GmbH, HimeuuuHa;
Almac Clinical Services, CIIIA; ALMAC CLINICAL SERVICES LIMITED, Benukobpuranisi; Fisher
Clinical Services GmbH, IlIBetijapis;

miaiebo g0 PekombiHaHTHMIE TieHTpakcMH-2 moguHHM, Recombinant human Pentraxin-2, PRM-151,
RO7490677, rhPTX-2; cTepuabHUM pPO3UWH [Jjig BHYTPilIHbOBeHUX iHGYy3ili; Patheon Manufacturing
Services LLC, CIIA; Nelson Laboratories Inc, CIIIA; AGC Biologics Inc, CIIIA; F. Hoffmann-La Roche
Ltd., [IBeiiniapis; Genentech Inc., CIIA; GP Grenzach Produktions GmbH, Himeuunna; DHL Solutions
Fashion GmbH, Himeuunna; Catalent Pharma Solutions LL.C, CIIIA; Catalent Germany Schorndorf GmbH,
Himeuunna; Almac Clinical Services, CIIA; ALMAC CLINICAL SERVICES LIMITED,
BenukobpuTanist; Fisher Clinical Services GmbH, IlIBeiitiapisi;

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

1) k.M.H. KipeeBa T.B.

KomyHanbHe HekoMmepLjitiHe mifrpueMcTBo «Micbka KiiHiuHa JiikapHs Nel6» JIHIMPOBCHKOI MiCBKOI pajy,
TeparnieBTUYHe Bifili/ieHHs 3 Ty/JIbMOHOJIOTIYHUMU Jli’KKamMu; [lep)kaBHUM 3akiaj «/JHirporneTpoBChbKa
Me/[MYyHa akazeMiss MiHicTepcTBa OXOpPOHM 3[0pOB’Sl YKpaiHW», KadeJpa BHYTPIlIHbOI MeJuLMHU 1,
M. [IHirpo

2) A.M.H., nipo@. uneH-kop. HAMH Ykpainu I"aBpuctok B.K.

HepxaBHa ycraHoBa «HarijioHasbHUi iHCTUTYT TH3iaTpii i myaeMoHosorii im. @.I'. fHOBCBHKOTO
HarijionanpHol akazieMii MeMUHKX HayK YKpaiHu», KIiHIKO-dYHKI[ioHanbHe BiaginenHs, M. Kuis




[TpenapaTy MOpiBHSAHHSA, | —
BUPOOHUK Ta KpaiHa

CymnyTHi —/—
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry
(apmareBTHUHOTO 3a0e3MeueHHsA Onexkcangp KOMAPIJA




HonaTtok Ne 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

bararoiieHTpoBe, BiKpuUTe [OC/i[)KEeHHs 3 OZHI€l0 TPYIOK, 3 OI[iHKM Oe3meuyHOCTi Ta e(eKTUBHOCTI
MicenpucToHy 5 Mr /s TiKyBaHHsSI €H0MeTpio3y y )KiHOK perpoAyKTUBHOIO BiKy NPOTSTOM /IBOX LIMK/IiB
Teparii TpuBa/icTIO 24 TWKHS KOXHMM, KoJ mocrimkeHHs CLI20001/Lita005, Bepcia 3.0 Big 20 »KoBTHS
2020 poky

3asiBHUK, KpaiHa

TOB «IO CI TI-IVIOBAJI», YKpaina

CnoHcop, KpaiHa

Litaphar Laboratorios S.L., Spain / Jlitaap JlabopaTtopio3 EcEn, Icnianis

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

Midenpucron 5 mr (Midernpucton Smr tabnetku, Mifepristone 5 mg tablets, Micdenpucton TabreTku
HeraiiHoro BuBinbHeHHsa 5 mr; MIFEPRISTONE, EV Substance code SUBO08956MIG); TabneTku
cylindrical yellowish tablets for oral administration presented in PVC/PVDC-Aluminium blister packs; 5
mr; IDIFARMA DESARROLLO FARMACEUTICO, S.L., Spain;

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

1) A.M.H., ipo@. Pe3niuenko I'.1I.
KomyHanbHe HekoMmepiiifiHe mignpuemMctBo «Ilosoropuii OyguHOK Ned» 3aropi3pKoi MiChKOI paji,
TiHeKOJIOTiuHe BiffisieHHs1, M. 3aropixoKs

2) A.M.H., ipo., uneH-kop. HAMH Yxkpainu TaTtapuyk T.®.

ToBapHCTBO 3 0OMeEXKeHOI0 BifroBifampHicTIO «Meauunuii 1jeHTp « BEPYM», M. Kuis

3) a.M.H. Koceti H.B.

HepxaBHa ycTaHOBa «IHCTUTYT mepiaTpii, aKylliepcTBa i TiHeKoJorii imeHi akagemika O.M. JIyk'ssHOBOI
HaujionanbHOI akazieMii MeIMUHMX HayK YKpalHW», Bifi/iIeHHs] eHJOKPUHHOI riHeKoJ10ril, M. KuiB

4) n.M.H., npod. FO3pk0 O.M.

KomyHanbHe HeKoMepIliliHe MiANpUEMCTBO «YepHiBel[bKUH 00/IaCHUN TiepuHaTalbHUN I[eHTP», >KiHoua
KOHCYy/bTarist Nel, BifineHHsT JleHHOTO CcTalfioHapy 3 6;10KOM aHTeHaTaIbHOI OXOPOHH TUIOAY, M. UepHiBIli
5) a.M.H. Yeuyra C.b.

KomyHanbHe HekoMepijiliHe MignpueMcTBO «BiHHUIbKa MicbKa KiiHiYHa JiikapHs «LleHTp MaTepi Ta
JATUHW», )KiHOUA KOHCYJIbTaLlid 3 IEHHUM CTaL[ioHapoM, M. BiHHuLIS

6) nikap f3ukoB O.0.
JIiKyBa/IbHO-IilaTHOCTUYHUN  L|€HTP

«3aKapraTrCbKui 1|eHTp XIipypriyHux iHHOBaLik «AcTpamen»




TOBapHCTBa 3 00MeKeHO0 Bi/inoBifanbHicTIO «KiHiKa 3[0pOBOM pOoJUHU «ACTpaMe», M. Y Kropo[

7) nikap IToranenko H.II.

KomyHaneHe HeKoMepiliiiHe MipUeMCTBO «KOHCYIbTaTUBHO-/1iarHOCTUYHUM 11eHTp» OB60/0HCHKOTO
paiiony M. KueBa, akyiiepcbKo-riHekongoriude BiagineHns Ne2, M. Kuis

8) nikap Kapnenko JI.JI.

Menuunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJmOBifanbHICTIO «MiKHAPOJHUM iHCTUTYT
KIHIUHUX JI0CTi/PKeHb», KabiHeT JikKapsi akyllepa-TiHeKojora Ta JIiKapsi-yposora CTallioOHapHOTO
BignineHHs, M. Kuis

9) A.M.H., ipod. 'enuk H.I.

KomyHanbHe HekoMmepljiliHe MiANpueMcTBO «MicbKuii K/IiHIUHMN TepuHaTanbHUM LieHTp IBaHo-
®paHKiBCbKOI MiCbKOI paju», CTaljioHapHe BiffisieHHs, [BaHO-PpaHKIBCbKWM HalliOHa/IbHUN MeUUYHUM
yHiBepcureT, Kadepa akyiiepcTBa Ta riHekosiorii iMm. I.[]. JlaHoBoro, M. IBaHO-®paHKiBCbK

10) k.m.H. JIutBuHeHKO O.B.

JlikyBanbHO-AiarHOCTUYHMM LeHTp TOB «Meauunuii JiKyBanbHO-AiarHOCTUYHUIM LeHTp «Mezion»,
BifiZji/IeHHs XIpypriyHOro craljioHapy, NoJik/iaiHiuHe BigzaineHHs, M. [lontasa

11) k.m.H. lypmsx C.O.

KomyHanbHe HekoMepliitiHe TiarnprueMcTBo JIbBiBCbKOI 00/1acHOI pagu «JIbBiBCHKUIM 00/1aCHUN KITiHIUHUH
nepyHaTaibHUM 11eHTp», BiAgineHHs «PemnpoAyKTMBHOTO 3/]0pPOB'Sl Ta IUIaHyBaHHsS CiM 1», JIbBiBCbKUI
Hal[iOHAIbHUM MeJuuHU yHiBepcuteT imeHi [anuna I'amuipkoro, kadeipa akylilepcTBa, TiHeKoJsorii Ta
NepyHaToJIOorii (haKky/nbTeTy MiC/AsSAUIIIIOMHOI OCBIiTH, M. JIbBIB

12) a.m.H., mpod. Makapuyk O.M.

Lentp muiaHyBaHHs ciM'i Ta perpoaykuii moauHu «EKcTpamesn» ToBapucTBa 3 0OOMeXeHORO
BignoBiganeHicTiO «KitiHika penpoayktuBHOi MeguiHu  «EKCTPAME/l», >xiHO4Ya KOHCYJbTaLlisl,
M. IBaHO-®PpaHKIBCBK

IIpenapatu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

- JlTaboparopHi Habopu

- TecTun Ha BariTHICTb

- [IpesepBatuBu Condoms with spermicide
- Min/makc TepmomeTpu

- Po3uun 151 dikcatiii 6io3pa3kis

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hopatok Ne 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomisoBaHe, no/BitiHe ciine, miareb0-KOHTPO/IbOBaHe, OAraTOIIEHTPOBE JJOC/IiIKEHHS B Tlapaie/lbHUX
rpyrax /s OL[iHKW (apMaKoJuWHaMiKH, (papMakoOKiHeTHKH, 0e3reuyHOCTi Ta TepeHOCHMOCTi TperapaTty
GLPG3970 npu mepopasbHOMY 3aCTOCYBaHHI TMPOTATOM 12 THXKHIB y JOPOC/IMX MAL[i€HTIB 3 aKTUBHUM
CHCTeMHMM YepBOHMM BOBYakKoM», Kof gociimkeHHs: GLPG3970-CL-102, Bepcis 1.0 Big 17 BepecHs
2020 poky

3asiBHUK, KpaiHa

ITignmpuemctso 3 100% iHo3emHor0 iHBecTuiiero «AMK’FOBIA P/IC Ykpaiza»

CnoHcop, KpaiHa

Galapagos NV, Belgium

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

GLPG3970 (G1567970; 8-methoxy-6-[7-(2-morpholin-4-ylethoxy)imidazo[1,2-a]pyridin-3-yl]-2-(2,2,2-
trifluoroethyl)-3,4-dihydroisoquinolin-1-one); Tab/ieTky, BKPUTi TITiBKOBOIO 0000HKO0; 200 mr; Patheon
France, France; Anabiotec NV, Belgium; Fisher Clinical Services GmbH, Switzerland;

nnae6o g0 GLPG3970 (riname6o o GLPG3970); TabneTku, BKpPUTI IUTIBKOBOIO 000/10HKOI; Patheon
France, France; Fisher Clinical Services GmbH, Switzerland;

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

1) A.M.H., ipo@. Pekanos /I.T".

MeauuHUH TIEHTP TOBApUCTBA 3 00MEXKEHOI0 Bi/NOBija/ibHICTIO «CydacHa KiTiHiKa», M. 3armopiioKs

2) k.M.H. KoBanenko C.O.

MeauuHUH 1IEHTP TOBAapUCTBa 3 0OMEXKEHOI0 BiNOBiZaMbHICTIO «I'apMOHist Kpacu», Bifi[i/leHHsT K/TiHIYHUX
BUTIPOOYyBaHb, M. KuiB

3) A.M.H., ipo@. [lleBuyk C.B.

HaykoBo-gocnignuii  iHcTUTYT peabimiTamii oci6 3 iHBamigHicTIO (HaBUa/bHO-HAYKOBO-/TiKYBaJIbHUI
KOMILIeKC) BiHHMIIBKOTrO HaljioHa/lbHOrO MeJU4yHOro yHiBepcurety iM. M.I. ITuporoga, Bigzin Teparmii Ta
K/IIHIYHOT peBMaToJIOrii, peBMaTOJIOriuHe BiAiieHHs, M. BiHHULIS

4) nikap Bacuneup B.B.
BararonpodisibHuii  MegUUYHMM  LIEHTP
peBMaToJIoriyHe BiagineHHs, M. Ozeca

OpfecbKoro  HaLiOHQ/JIbHOTO ~ MEAUYHOTO  YHIBEpCUTeTY,

[TIpenapatu MOpiBHSHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaTty

—




| CYNyTHBOI Tepariii |

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatoxk Ne 4
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«baraTolieHTpOBe paHAOMi30BaHe [OC/i/pKeHHs 3 a3y, 110 MPOBOAUTLCA Y CJIMOMYy JJis OL{iHIOBaua
e)eKTUBHOCTI PEKUMi 3 METOI BHUBUEHHsI picaHKi3ymaly y TOpPiBHSIHHI 3 yCTeKiHyMabOoM TIpH JTiKyBaHHi
JIOPOC/UX TIALiEHTIB i3 xBOopoOoto KpoHa cepeHHOBAa)KKOTO UM BA)XKKOTO CTYTIEHIO TSDKKOCTI, [T SIKMX
Teparisi Tperapatamu, II[0 T[PUTHIUyIOTb aKTUBHICTb ()aKTOpy HEKpo3y TMyXJWHH, BHUSBU/IAChH
Hee()eKTHUBHOIO», KoJ AocrimkeHHs M20-259, Bepcist 1.0 Big 23 nunHsi 2020 poky.

3asgBHUK, KpaiHa

E66Bi biodapmacetotikan3z 'm6X, I11Betiriapist

CnioHCOp, KpaiHa

«E66Bi Ink», CIIIA / AbbVie Inc., USA

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

Picankizymab; ABBV-066; Risankizumab; po3unn ajyis iHdy3iit; 90 mr/mn (Mmisirpam/mininitp); Boehringer
Ingelheim Pharma GmbH & Co. KG, Himeuunna; GBA Pharma GmbH, Himeuunna; Labor LS SE & Co.
KG, Himeuunna; AbbVie Deutschland GmbH & Co. KG, Himeuunna; AbbVie Inc., CIIIA;

Picankizyma6; ABBV-066; Risankizumab; po3uun g/1s1 iH’€K1iiii y mornepesiHb0 HarlOBHeHOMY Immipwili; 90
mr/ma (Misirpam/mininitp); Boehringer Ingelheim Pharma GmbH & Co. KG, HimeuunHa; GBA Pharma
GmbH, Himeuuwmna; Labor LS SE & Co. KG, Himeuunna; AbbVie Deutschland GmbH & Co. KG,
Himeuunna; AbbVie Inc., CIIIA

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

1) k.M.H. KpaBuenko T.I'.

KomyHanbHe HekomepliiiHe mignpueMcTBo «KuiBcbka Mickka KiiHiuHa sikapHsi Nel8» BHKOHaBYOIO
oprany KuiBcekoi MickKol pagu (KUiBCbKOI MiCBKOI [lep>KaBHOI afjMiHiCcTpallil), TPOKTOJIOTiUHe Bif/li/IeHHs,
M. Kuis

2) a.m.H. Kpemsep O.0.

MeauuHui [IeHTP TOBapUCTBA 3 00MEXXEeHOI0 BiIoBiAambHiCcTIO «/iacepBic», M. 3amopixoks

3) K.M.H. Jlo3uHceka JLFO.

KomyHa/bHe HekoMepIjifiHe migrnpreMcTBo JIbBiBCbKOI o6sacHOI pazu «JIbBiBCchbKa ob/acHa KiliHiuHa
JIIKapH$», TIPOKTOJIOTIUHE Bij/ineHHs, M. JIbBIiB

[TIpenapatu MOpiBHSHHS,
BHUPOOHUK Ta KpaiHa

Crenapa; ycrekinymab; CTEJIAPA (STELARA); Ustekinumab; koHiLeHTpaT AJisi po3uwHy Auisi iH(Dy3ii;
130/26 (5/1) mr/mn (minirpam/mininitp); Boehringer Ingelheim Pharma GmbH & Co. KG, HimeuuuHa;
GBA Pharma GmbH, Himeuuuna; Labor LS SE & Co. KG, Himeuunna; AbbVie Deutschland GmbH & Co.
KG, Himeuunna; AbbVie Inc., CIIIA;




Crenapa; ycrekinymab; CTEJIAPA (STELARA); Ustekinumab; po3uuH gjisa iH’ekijiii y TmorepeaHb0
HanoBHeHOMY wmpuLi; 90 mr/ma (Minirpam/mininitp); Boehringer Ingelheim Pharma GmbH & Co. KG,
Himeuunna; GBA Pharma GmbH, Himeuuuna; Labor LS SE & Co. KG, Himeuunna; AbbVie Deutschland
GmbH & Co. KG, Himeuunna; AbbVie Inc., CIITA

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepariii

KowmmaHisi, sika i€ 3a JoBipeHicTro, sIKy HaZlaB CITOHCOP UM 3asiBHUK Ha BBe3eHHS JOC/Ii/PKyBaHUX
nikapchbKUx 3acobiB Ta cymyTHix MatepianiB: TOB «IMII-Jlorictika YkpaiHa».
- ruiaHieTHUl KoMt totep iPad Air 2 A1267 (9,77, 1,5 GHz);

- cMapT¢oH iPhone SE A1723 (4”7, 1.8 GHZ);

- HoyTOyK Lenovo L.490 ThinkPad 20Q6 3 HabopoM akcecyapiB [J0 HbOTO;
- Kabesw S-Video;

- kabens RCA;

- nepexizHuk BNC Connector;

- yHiBepca/ibHUI 0J10K >XUBJIeHHs, Mogenb K33117/K33346;

- IpUCTPIiH Bifieo3axoruieHHs Pinnacle Dazzle Video Capture Card DVC 100 Rev 1.1;
- (priemr-HakonmuyBay Sinco USB Flash Drive (4 GB);

- 30BHILLHIM XOpCTKUit Auck, Mmogens SUV500 (120 GB);

- 3acobu Oe3reku 0 obagHaHHsA (Security Tags);

- 6ykrner 3 incTpykuisimu Endoscopy Video Instruction Manual Booklet;

- (priemr-nHakonmuyBauy ADATA USB Flash Drive (16 GB).

JlaboparopHi Habopu:

- Screening

- Baseline

- Week 4

- Week 8

- Week 12

- Week 16

- Week 20

- Week 24

- Week 28

- Week 32

- Week 36

- Week 40

- Week 44

- Week 48 / Premature Discontinuation

- Screening Stool — Unscheduled

- Routine Stool — Unscheduled




- Optional Stool — Unscheduled
- Optional IHC Biopsy

- Optional RNA Biopsy

- Anaphylaxis Kit

- Tryptase Follow-Up

- Follow-Up HBV DNA PRC

- DILI Unscheduled

- Retest Unscheduled/ —

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hopatok Ne 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«baraTolieHTpoOBe, paH0Mi30BaHe, TO/BikHe CJlire, TIale00-KOHTPOIbOBaHe KITiHIUHe JOC/i/pKeHHs (ha3u
IT asist ouiHky edekTUBHOCTI Ta Ge3neuHocti npenapaty CBP-307 y narjieHTiB i3 BupaskoBuM KositoM (BK)
cepeHbOr0 Ta Ba)KKOT0 CTyneHs», Koa gocaimkeHHss CBP-307CNO002, Bepcis 5.0 Big 17 rpyanst 2019 poky

3asgBHUK, KpaiHa

ITignpremcTso 3 100% inosemHoro iHBecTHicio «AMK’FOBIA PIC YkpaiHa»

CnioHCOop, KpaiHa

Suzhou Connect Biopharmaceuticals, Ltd., China

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

CBP-307 (CBP-307); karicyna; 0,05 mr; Frontage Laboratories (Suzhou) Co., Ltd, China; China Gateway
Pharmaceutical Development Co., Ltd., China;
[Tnaie6bo mo CBP-307, kamcyna; Frontage Laboratories (Suzhou) Co., Ltd, China; China Gateway
Pharmaceutical Development Co., Ltd., China;
CBP-307 (CBP-307); karicyna; 0,1 mr; Frontage Laboratories (Suzhou) Co., Ltd, China; China Gateway
Pharmaceutical Development Co., Ltd., China;
[Tnate6bo mo CBP-307, kamcyna; Frontage Laboratories (Suzhou) Co., Ltd, China; China Gateway
Pharmaceutical Development Co., Ltd., China

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

1) k.m.H. Janenko O.T.

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

2) 3aB. Bij. Kupuuenko O.B.

KuiBcbka KiiHiuHa /iKapHsi Ha 3a/i3HUUYHOMY TpaHCopTi Ne2 @inii «LIeHTp 0XOpoHU 370pOB’s»
aKL[IOHEPHOT'O TOBAPUCTBA «YKpaiHChKa 3a/li3HHULIs», TaCTPOEHTepOoJIoriuHe BijineHHs, M. Kui

3) 3aB. Big. XogaceHko O.M.

Komynanbhe mignpuemctBo —«/IninporerpoBcbka O6nacHa Kotiniuna stikapHs — im.I.I.MeunukoBa»
[HinporieTpoBcbKOI 00/1aCHOT pafu», BiJfiieHHsI TacTpoeHTeposiorii (remarosorii), M. JIHirpo

4) 3aB. Bia. Pe3nikosa B./I.

KomyHanbHe HekoMmepiiiiiHe miAnpueMcTBo «MickKa KjiHiuHa JiikapHs Nel3» XapkiBCbKOI MiChKOI pajiy,
racTpOeHTepoJIoriuHe BiAiseHHs, M. XapKiB

5.) 3aB. Biz. Pomanis O.I1.

KoMyHa/ibHe HeKoMmepliiliHe mignpueMcTBO «O6acHa KiiHiuHa JikapHs IBaHO-PpaHKIBCHKOI 00/1aCHOL




paZi», raCTpOeHTepOoJIoriuHe BifJineHHs, M. IBaHO-DpaHKiBCbK

6) 3aB.Biz. 36opiBchrKuil S1.M.

KomyHanbHe HekoMmepijiiiHe mignpueMcTBo JIbBiBCbKOI 00macHOI pagu «JIbBiBcbKa obOslacHa KiTiHiuHa
JIIKapHs», XipypriuHe BiazgisieHHs Nel, m. JIbBIB

7) nikap Oninnauk O.1.

KomyHanbHe HekoMmepljiliHe mianpuemMctBo «Micbka sikapHs Ne6» 3aropi3bkoi MickKOl  pajw,
racTPOEHTEPOJIOTIUHEe Bifi/liieHHs, M. 3arOPiXOKs

[Iperniapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

—

I'enepanbHui aAupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Honatok Ne 6
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«Pangomi3oBaHe, mojBiliHe ciiime, T1alie00-KOHTPOIbOBAHe 52-THKHEBE [OC/Ii/PKEHHSI /I OL[iHIOBAHHS
eeKTUBHOCTI Ta 0e3MeuHOCTi 3aCTOCyBaHHS eTpaciMO/ly B TALli€HTIB i3 aKTWBHHMM BHPa3KOBHUM KOJITOM
TOMIPHOT'0 CTYMeHs TSKKOCTI», Ko gocigkeHHs: APD334-210, Bepcis 0.0 Big 20 sunHst 2020 poky

3asgBHUK, KpaiHa

ITignpremcTso 3 100% inosemHoro iHBecTHicio «AMK’FOBIA PIC YkpaiHa»

CnioHCOop, KpaiHa

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

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

Etpacimon (APD334, Etrasimod L-arginine, APD334 L-arginine; AR401959 L-arginine); Tabnetka; 2 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;

[Tnaie6o mo Etpacimon, Tabnetka; Penn Pharmaceutical Services Limited, United Kingdom (kommaHist
rpynu PCI Pharma Services); XERIMIS Inc., USA; XERIMIS LIMITED, United Kingdom; Xerimis B.V.,
Netherlands; Marken Germany GmbH, Germany; PCI Pharma Services, USA

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

1) n.m.H., ipod. [HeBuyk C.B.

HaykoBo-gocnignuii  iHcTUTYT peabimiTamii oci6 3 iHBamigHicTIO (HaBUa/TbHO-HAYKOBO-/TiKYBaJIbHUI
KOMIUIEKC) BIHHUMIIBKOTO HaljiOHaJbHOrO MeAWYyHOro YyHiBepcutery iM. M.I. [luporoBa, xipypriune
BigineHHs, BiHHULIbKUI HallioHa/IbHUM MeUUHUM yHiBepcuTeT iM. M.I. TIuporoBa, kKadeapa BHYTPIllTHBOT
MeauLHU Ne2, M. BiHHULA

2) K.M.H. anienko O.T.

KomyHanbHe HeKoMmeplLiiiHe miAnpueMcTBO «MicbKa KiiHiuHa JikapHs Ne2 imeni mpod. O.O. IlanimoBa»,
XapKiBCbKOI MiCbKOI pajiv, MPOKTOJIOTIYHE Bi/i/Ii/IeHHs, M. XapKiB

3) K.M.H., 3aB. BiZi. PomaniB O.I1.

KomyHaneHe HekoMmepiliiliHe MmignpueMcTBo «O6macHa KiiHiuHa JikapHs IBaHO-PpaHKiBCHKOI 00s1acHOT
paZi», raCTpOeHTepoJIoriuHe BigAineHHs, M. IBaHO-DpaHKiBChK

4) 3aB. Bijl. XomaceHko O.M.

KomyHanbHe mignpueMcTBo «/JHimporeTpoBchKa oOsacHa KiiiHiuHa sikapHs im. [.I. MeuHukoBa»
[HinporneTpoBChKOi 06/1aCHOI pau», Bif/Ii/IeHHS raCTPOeHTepoIorii (rermarosiorii), M. JIHITIpo

[TpeniapaTu MOPiBHSIHHS,




BHUPOOHUK Ta KpaiHa

CynyTHi —/—
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUHOrO 3a0€3neueHHA Onekcanap KOMAPIJA




HopnaTtok Ne 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«PanziomizoBaHe, TMiATBep/KylOue, TIOABiMiHe ciiime, 1UIalle60-KOHTPOILOBaHe, 0OaraToIleHTPOBe
JOCJTi/KeHHsT TiI00py ONTHManbHOI 103U B Tlapajie/ibHUX TpyMax i3 2-eTarHUM aJalTUBHUM AW3aiiHOM i
PaHZIOMi30BaHOIO BiZIMiHOIO [/l OL[iHKK e(heKTUBHOCTI, Oe3rmeyHoCTi Ta repeHOCHMOCTi OpiBaparieramy B
SKOCTi MOHOTeparii B MaijieHTiB y Billi Big 2 Ao 25 pokiB i3 guTsdoro abcaHCHORO erisierniciero abo
IOBEHI/IbHOIO abCaHCHOIO erijiernciero», Kof pocmimpkeHHss N01269, 3 iHKOpriopoBaHOO TOMpaBKow 1 Bif
03 BepecHs 2020 poky

3asiBHUK, KpaiHa

ITignmpuemctso 3 100% iHo3emHor0 iHBecTHiiero «AMK’FOBIA P/IC Ykpaiza»

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium

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

bpiBapatieram (Briviact) (BRV; ucb 34714; BpiBapaiietam); po3uuH /[ijisi iepopaabHoro npuiiomy, 300 M y
dnakoni; 10 mr/mi; Unither Manufacturing LLC, USA; UCB Pharma SA, Belgium; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services Inc, USA; Almac Clinical Services Limited, UK;
BpiBapatieram (Briviact) (BRV; ucb 34714; BpiBapaijetaM); po3uuH [ijisi lepopaabHOro rpuiiomy, 300 ma y
dnakoni; 5 mr/ma; UCB Pharma SA, Belgium; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc, USA; Almac Clinical Services Limited, UK;

bpiBapatieram (Briviact) (BRV; ucb 34714; BpiBapaiietam); po3uuH /[ijisi iepopaabHoro npuiiomy, 300 M y
dnakoni; 2,5 mr/mn; UCB Pharma SA, Belgium; Fisher Clinical Services GmbH, Switzerland; Fisher
Clinical Services Inc, USA; Almac Clinical Services Limited, UK;

nianie6o mo bpiBaparieram (Briviact); po3unH s miepopanbHoro mpuiiomy; Unither Manufacturing LLC,
USA; UCB Pharma SA, Belgium; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc,
USA; Almac Clinical Services Limited, UK;

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

1) 3aB. Bi#. XaputoHoB B. I.

KomyHanbHe HekomepiiitiHe migrpuemMcTBo «KitiniuHa jikapHs «IICUXIATPISA» BUKOHaBUOrO OpraHy
KuiBcekoi micekoi paau (KuiBcbKoi MicbKOI ep>kaBHOI agMiHicTpauii), BiagineHHs Nell, m. KuiB

2) K.M.H. Kupuuenko A.T.

KomyHanbHe mignpueMcTBo «/IHIiMpomneTpoBchka 06/1acHa AWTSUa KTiHIYHA JTiKapHs» [[HIMporneTpoBChKOi
ob/acHoOI paju», HeBPOJIOro-Helpoxipypriude BiagineHHs, M. JJHirpo

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




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

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

Hep>xaBHUM 3aK/a[| «YKpalHCbKUM MeIMUHUM 1[eHTp pealbimiTallii fiTeli 3 opraHiuHUM ypakeHHSIM HEPBOBOL
cuctemu MiHicTepcTBa OXOPOHU 37I0POB 51 Y KpaiHW», KOHCY/IbTaTUBHO-ZiarHOCTUYHe BifAiieHHs, M. KuiB
5) k.M.H. Kupnuenko B./].

KomyHa/ibHe HEKOMepLIiliHe TiANPUEMCTBO «BiHHMIIbKa 00/1acHa K/TiHiYHA MICUXOHEBPOJIOTiUHA JTiKapHS iM.
akaz. O.I. FOmenka BiHHMIBKOT 00/1acHOT paip», IUTsUe HeBpoJIoTiuHe BifaiseHAs Ned, M. BiHHUIS

6) k.M.H. Yomomnsik FO.1O.

Mepaynunuii 1jeHTp «/liamen» ToBapuCTBa 3 0OMe)KeHO BiIOBifambHiCTIO «MeauuHuii 1jeHTp «liamemn»,
M. YKropo[

7) p.M.H. Tanuypa JI.M.

HepxaBHa ycrtaHoBa «IHCTUTYT HeBpoJiorii, nmcuxiaTpii Ta Hapkosiorii HarjioHanbHOI akazemii MeauuHuX
HayK YKpaiHW», BiJili1 JUTSYOI MICUXOHEBPOJIOTil Ta MapOKCHU3MalbHUX CTaHiB BiAiseHHs (yHKI[iOHaIbHOT
HeWpoXipyprii Ta MapOKCU3MaJIbHUX CTaHiB, M. XapKiB

[Ipernapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

—

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Honatok Ne 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Hasga ksiHiuHOTO «baraToueHTpOBe paHAOMi30BaHe AocimkeHHs1 da3u 3 A/ ouiHKU edekTuBHOCTI rpernapaty TAR-200 B

BUTIPOOYBaHHs, KO/, KOMOiHarii 3 1eTpesiMaboM y TOpiBHSHHI i3 CyNMyTHBROIO XiMiopazioTepari€lo B yYaCHHUKIB i3 M’S130BO-

BepCid Ta zjaTa IHBa3UBHOIO YpOTe/ia/bHOI KapLMHOMOK CeyoBOr0 Mixypa, $KWM He T[IPOBOJW/IY PaJUKa/lIbHY
LIUCTeKTOMItO», Ko gocigkeHHs: 17000139BLC3001, 3 nornipaBkoro 1 Biz 18 BepecHst 2020 poky

3asgBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOHK BIAIIOBIJAJIBHICTHO «®APMACBIOTIKAJI PICEPY
ACCOVYIIMENUTC YKPATHA» (TOB «®PA YKPATHA»)

CnioHCOp, KpaiHa Janssen Pharmaceutica NV («fHccen @apmaiieBTvika HB»), Benbris

[Mepenik gocmimkyBanux | TAR-200 (JNJ-17000139; remuitabiny rigpoxsopuz (gemcitabine hydrochloride)); (TAR-200, emunuit

JKapChKUX 3aco0iB LilicHY KOMOiHOBaHMIA TIperapaT, SIKWi CK/Ia[JaeThCs i3 JIIKapChbKOro 3acoly Ta MpHUCTPOr, po3pobiieHuit

Jlikapcbka dopMma, IK CHCTeMa iHTpaBe3WKaJbHOI J[OCTaBKK TIperapaTy, MiCTHUTh MiHiTabmeTku remuumrtabiny (225 wr,

JI03yBaHHS, BUPOOHUK, eKBiBaJIeHT Bi/IbHOI OCHOBM) i OCMOTWYHI MiHITaO/MIeTKN i3 CeUOBMHOI. €IWHUN I[iTiICHUN KOMOiHOBaHUM

KpaiHa riperiapaT, SIKMM CK/Iafla€ThCsl i3 JliKapchbKoro 3aco0y Ta TIPUCTPORO, YIAaKOBAHWM pa3oM i3 CeuoBUM

KareTepoM.); 225 mr, ekBiBasieHT BisibHOI ocHOBU; Corden Pharma GmbH, Himeuuuna; Catalent CTS, LLC,
Cnonyueni [lItatu Amepuku; NACS, Inc., Crionyueni IllItatu Amepuky; Sterigenics U.S., LLC, CrionyueHi
[tatu Amepuky; Sterigenics U.S., LLC, Cnonyueni [lItatn Amepuky; Janssen Research & Development,
A Division of Janssen Pharmaceutica NV, besnbrisg; AndersonBrecon Inc. (DBA PCI Pharma Services),
Crnionyueni Illtatu Amepuku; AndersonBrecon Inc. (DBA PCI Pharma Services), Cronyueni [lltatu
Awmepuku; Johnson & Johnson Limited (DBA Analytical and Pharmaceutical Development Center), IHzis;
Alcami Corporation, Crionyueni [lltatu Amepuky; Alcami Corporation, Cnionyyeni Lltatu Amepuky;
Alcami Corporation, Crionyueni [lITat AMepukuy;

Llerpenimab (Cetrelimab) (JNJ-63723283; Cetrelimab); miodinizoBanuii MpoAyKT A TPUTOTYBAaHHS
po3uuny; 240 mr; Janssen Research & Development, A Division of Janssen Pharmaceutica NV, Besnbris;
Baxter Pharmaceutical Solutions, LLC, Crionyueni IlItatn Amepuku; PharmAssist Analytical Laboratory,
Cnonyueni Iltatu Amepuku; Janssen Sciences Ireland UC, Ipnangis; PPD Development Ireland Ltd.,
Ipnanpis; Eurofins Biopharma Product Testing Ireland Limited, Ipnangis; Fisher Clinical Services,
Cnonyueni Illtatu Amepuku; Fisher Clinical Services GmbH, IlIBeiitjapisi; Fisher Clinical Services UK
Limited, CriosiyueHe KoposiBcTBO




Bianosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bizg. Xomoc B.M.

KomyHanbHe HekoMepliiiiHe mianpuemMcTBo «Micbka KiiHiuHa jikapHsi Ne 10» Opecbkoi MicbKoi pajwu,
BigninenHs yposnorii Nel, M. Opeca

2) a.M.H., npo@d. Ctycs B.I1.

KomyHanbHe mignpuemMcTBo «/IHinporieTpoBchka o6sacHa KiiHiyHa JjikapHsi iM. [I. MeuHukoBa»
[ninporieTpoBchbKoi 061acHOl pagu», BigainenHs yposorii Ne2 (oHKosOriuHe), M. JJHITpo

3) ron. nikap Ieamenko I1.b.

KomyHanbHe HekoMepLiiliHe mianpueMcTBo «KuiBcbka MichbKa KiliHiuHa jikapHs Ne3» BUKOHABUYOTrO OpraHy
KuiBcekoi mMicbkoi pagu (KuiBcbKOi MiCBKOI fiepykaBHOI afMiHicTpaLlii), ypoJsioriuHe BiazineHHs, M. Kuis

4) k.M.H. Xapeba I'.T.

KomyHanbHe HeKoMepilifiHe MinpueMCcTBO XapKiBCbKOI 00/s1acHOl paayu «O01acHUN MeAUUHUM KTiHIUHUH
LeHTp ypoviorii i Hedposiorii imeni B.I. [laroBana», BiagineHHs: oHKoOriuHOI ypoJorii Ne5, M. XapkiB

5) 3aB. Bifi. Hanbaugsu T.A.

KomyHasnbHe HekoMepiiiliHe TiarnpueMcTBo «O0acHUN 1L[EHTP OHKOJIOTIii», OHKOYPOJIOTiuHe BiffieHHs,
M. XapKiB

6) K.M.H. Bunnnuenko 1.0.

KomyHanbHe HekoMmepriiiHe mignpueMctBo Cymcbkoi o6sacHoi pagu CyMcbKuii 00/1acHUM KITiHIUHUN
OHKOJIOTiUHMM JIMCIIaHCep, AUCTaHCepHe BiJfi/leHHs 3 JIeHHUM CTal[ioHapoM XiMioTepareBTUYHOIO
nipogimto, CyMCbKUi Ziep>KaBHUM YHiBepcuTeT, Kadepa oHKoOJIOTIT Ta pazgiosorii, M. Cymu

7) nikap Kynsi6a 51.M.

MeauuHUl TIEHTP TOBApHCTBa 3 OOMEXXEHON0 Bi/MOBifanmbHICTIO «ACK/IEMioH», CTal[iOHapHUN TIiApO3.i,
c. XopociBka, Knepo-CBsITOImMHCHKUM p-H, KuiBcbKka 00671

8) K.M.H. JInukoBcekuii O.E.

KomyHanbHe HeKoMmepiiiiiHe TiarnpreMcTBo JIbBiBCbKOI 0o6siacHOI pazu «JIpBiBCchbKa obsiacHa KiiHiuHa
JiKapHsi», ypoJioriuHe BifineHHs, M. JIbBiB, cMT. Benukuii JIto6iHb

9) k.M.H. bapaakoB I'.I'".

KomyHanbHe HekoMepiiiliHe MiANPUEMCTBO «YepHITiBCbKMI MeAWUHHM 1[eHTP Cy4acHOi OHKOJIOTii»
YepHiriBcbKoi 006/1acHOI paju, abfoMiHabHe Bi/iliIeHHs 3 YPOJIOTiYHUMU JT>KKaMH, M. YepHiriB

[IpenapaTtu NOpiBHAHHS,
BHUPOOHMK Ta KpaiHa

lemiiTabin (remuitabin (gemcitabine)); KoHLleHTpaT /i1 IPUTOTYBaHHS PO3uMHY AJist iHQy3iii; 100 Mr/mi;
Janssen Research & Development, A Division of Janssen Pharmaceutica NV, Besnsbrisi; Fisher Clinical
Services, Crionyueni Illtatu Amepuku; Fisher Clinical Services GmbH, IIBeiijapis; Accord Healthcare
Limited, Crionnyuene KoponiBctBo; Intas Pharmaceuticals Ltd., [nzis; Intas Pharmaceuticals Ltd., Inzis;

HucnnatvH (yucrnuiatuH (cisplatin)); KOHLeHTpaT [Jisi NPUrOTyBaHHS PO3UMHYy Aas iHQy3iik; 1 wmr/mom;
Janssen Research & Development, A Division of Janssen Pharmaceutica NV, Besnsbrisi; Fisher Clinical
Services, Crionyueni Illtatu Amepuku; Fisher Clinical Services GmbH, IIBeiijapis; Accord Healthcare
Limited, Crionyuene KoposiBcTtBo; Intas Pharmaceuticals Ltd., Inzis; Intas Pharmaceuticals Ltd., Ingis




CymnyTHi
MaTepianu/rpernapaTi
CyMyTHBOI Tepariii

1) JTabopaTopHi Habopw;

2) [1naHmeTn/eneKTPOHHI ONUTYBaTbHUKY;
3) Min/max TepmoMeTpy;

4) Indysomary;

5) CynyTHi MaTepiany;

6) [IpykoBaHi MaTepianu.

I'enepanbHuil AUpeKTOp /JUpeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs

Onekcanap KOMAPIJA




Hopatok Ne 9
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

PangowmizoBane, Bigkpute pocmimkeHHs III ¢a3u pand  ouiHKM TepiomnepaiiiHOro 3acTOCyBaHHS
eHdopTymaly BemoTHHY y KoMOiHaljii 3 membposizymabom (MK-3475) mopiBHSIHO 3 Heo0af'FOBaHTHOO
Teparier reMiuTabiHOM Ta LUCIUIATUHOM Y YYacCHHUKIB 3 M'S30BO-iHBa3WBHUM PAaKOM CEUOBOTO MiXypa,
npuaatHux s aikyBaHHs yucriiatTuHoM (KEYNOTE-B15 / EV-304), koa mochimkenHs MK-3475-B15,
Bepcis 00 Big 04 nucronaza 2020 poky.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbpHicTI0O «MCJT YKpaiHa»

CnoHcop, KpaiHa

«Mepk Ilapn Exp Joym Kopn.», fouipue nignpuemcrso «Mepk Eng Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

KITPYAA® (KEYTRUDA®) (MK-3475; SCH 900475; SCH/900475; SCH/900475 (Anti-PD-1); MK3;
02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1); Ilem0Oposiizyma0
(Pembrolizumab); MK3475); cTepuibHUII PpPO3YMH [i/I1 BHYTPIlIHbOBEeHHUX iH(Dy3ii; 25 wr/mn
(minirpam/minisitp); MSD International GmbH T/A MSD Ireland (Carlow), Ireland; MSD International
GmbH T/A MSD Ireland (Ballydine), Ireland; Merck Sharp & Dohme Limited, United Kingdom; Fisher
Clinical Services UK Limited, United Kingdom; Almac Clinical Services, USA; Almac Clinical Services
Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland;
Merck Sharp & Dohme Corp., USA; Werthenstein BioPharma GmbH, Switzerland;

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

1) K.M.H. Pucnaesa [1.E.

JIikyBa/ibHO-/IiarHOCTUYHUM LIEHTP TOBAPHCTBA 3 00MeKeHOI0 BimoBianbHicTIO «Memikc-peii [HTepHeHI
I'pyn» JlikapHsa i3painbcbkoi OHKoJIOTil «LISOD», BigzineHHs KIIIHIYHMX Ta HAYKOBUX [OC/IIKEHb,
KuiBceka 06:1., O0yxiBCbKuUii p-H, c. [IroTH

2) nikap Menbnuk H. B.

MeauuHuii 1[IeHTP TOBAapUCTBa 3 OOMe)KeHOr0 BiAmoBiganbHicTIO «Xenc KimiHik», MeAUUHWM KTiHiUHUN
JOC/TiIHALILKWI LIeHTP, BiAAi/1 OHKO/Oril, M. BiHHMLIS

3) k.M.H. Xapeba I'.T".

KomyHasibHe HekoMepilifiHe IMignpueMcTBO XapKiBChbKOI 00/1acHOI paayu «O01acHUN MeAUUHUM KTiHIYHUH
LleHTp ypoJiorii i HedpoJiorii imeni B.1. [1larioBana», BiagiseHHs: OHKOMOTiUHOT ypoJiorii Ne5, M. XapkiB

4) nikap 3BoHapboBa H.I'.




KomyHanbHe mianpueMcTBo  «/IHIMpOBCHKWEM  00MacHUM  K/IiHIYHMMA ~ OHKOJIOTIUHWM  AuCrIaHCep»
[HinporneTpoBchKOI 00/1aCHOI pajiy, OHKOXiMioTeparieBTUUHe BifgineHHs], M. JIHIrpo

5) nikap Jlinenpka O.I1.

KomyHanbHe HekoMepiiiliHe TANPUEMCTBO «KUTOMUPCHKUM 00/1laCHUM OHKOJIOTiUHHM /IWCTIaHCep»
JKuromupceKkoi o61acHoOl pajiy, XiMioTepareBTHUHe BifineHHs, M. JKUTOMUD

6) k.M.H. Hepdba M.1O.

KomyHanbHe HekoMepllifiHe minpueMcTBO XapKiBCbKOi 06macHoi pagu  «Ob6sacHUN — KIiHIUHUR
crelliani3oBaHMM AUCIIaHCED pafialliiHOTO 3aXUCTy Hace/eHHs», XipypriuHe BiJfli/ieHHs] 3 OHKOJIOTIYHUMU
JIbKKaMu, M. XapKiB

[Ipernapatu OpiBHAHHS,
BHUPOOHMK Ta KpaiHa

erdporymab BemotuH; enfortumab vedotin; ASG-22CE (ASG-22CE; PADCEV® (enfortumab vedotin-
ejfv); Enfortumab Vedotin (ASG-22CE)); niodinizoBaHuii OPOIIOK /Jisi BHYTPiliHbOBeHHOI iHQYy3ii, 30 mr;
30 wmr; Fisher Clinical Services UK Limited, United Kingdom; Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services
GmbH, Switzerland; Merck Sharp & Dohme Corp., USA; Werthenstein BioPharma GmbH, Switzerland;
Astellas Pharma Europe B.V., Netherlands; Baxter Oncology GmbH, Germany; Lonza AG, Switzerland;
SGS Lab Simon SA, Belgium;

OUCIUVIATUH «EBEBE», (CISPLATIN «EBEWE») (Lucnatun (Cisplatin); Cisplatinum); koHLieHTpaT
JJ1s1 po3unHy 714 iHgy3ii; 1 mr/mn (minirpam/mininitp); Ebewe Pharma Ges.m.b.H. Nfg. KG, Austria;
OUCIUVIATUH «EBEBE», (CISPLATIN «EBEWE») (Lucniatun (Cisplatin); Cisplatinum); koHLieHTpaT
JJ1s1 po3unHy 714 iHgys3ii; 0,5 mr/ma (minirpam/mininitp); Ebewe Pharma Ges.m.b.H. Nfg. KG, Austria;
OUCIUIATUH-TEBA, (CISPLATIN -TEVA) (Uucninatva (Cisplatin); Cisplatinum); kKoHLeHTpat nms
po3umHy A4 iHdy3ili; 1 mr/mn (minirpam/miniaitp); Pharmachemie B.V., Netherlands;
OUCIUIATUH-TEBA, (CISPLATIN -TEVA) (Uucninatva (Cisplatin); Cisplatinum); kKoHuLeHTpat nms
po3unHy A8 iHdy3il; 0,5 mr/ma (minirpam/mininitp); Pharmachemie B.V., Netherlands;

lemiutabin "EBEBE" (Gemcitabine “EBEWE”) (I'emuutabin (Gemcitabine); T'emuurabin (y ¢opmi
reMuuTabiny rigpoxiopuay)); KoHueHtpar ajs po3uuHy i iHby3id; 40 mr/ma (Mimirpam/minimiTp);
Ebewe Pharma Ges.m.b.H. Nfg. KG, Austria;

Femiutabin-Bicta (GEMCITABINE-VISTA) (emiutabin  (Gemcitabine); Iemiutabin (y dopwmi
reMiuTabiHy rigpoxyopuay)); TOpoLIoK miodinizoBaHuit Ayig po3unHy Ajisa iHdy3ik mo 200 mr; 200 mMr
(minirpam); Actavis Italy S.p.A., Italy;

Femmurabin-Bicta (GEMCITABINE-VISTA) (Temuurabin (Gemcitabine); T'emiutabin (y ¢opwmi
reMUuTabiHy ripox/IopuAYy)); MOPOLIOK JTiodimizoBanuid st po3unHy i iHdy3iti mo 1000 mr; 1000 mr
(minirpam); Actavis Italy S.p.A., Italy;

Femiutabin-Bicta (GEMCITABINE-VISTA) (emiutabin  (Gemcitabine); Iemiutabin (y dopwmi
reMiUTabiHy rigpox/iopyay)); TOPOIIOK aiodiiizoBanuii s po3unHy s iHdys3it mo 2000 mr; 2000 mMr
(minirpam); Actavis Italy S.p.A., Italy;




CynyTHi
Marepiasu/nperiapaty
CyIyTHBOI Tepariii

- nabopaTopHi Habopw;

- min/max TepMOMeTpY;

- CKaHepH [Jisl 3UMTYyBaHHs WITPUX-KoAiB (Barcode scanners);
- eJIKTPOHHI L[OZI€HHUKMU [J1s1 TIaLli€HTiB;

- iny3omaTy;

- LIeHTPU(QYTH, TOLLO.

KowmmaHig, sgKa fi€ 3a JOBIpeHICTIO, Ky Ha/laB CIIOHCOP UM 3asBHUK Ha BBe3€HHS JOC/IiKyBaHUX
niKapchKMx 3acobiB Ta cynyTHix MaTepianiB: TOB «Arenuis «C.M.O.-YkpaiHa»

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry

(apmaneBTHUYHOTO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hoparok Ne 10
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«baraTolleHTpOBe paH/OMi30BaHe, TIOJBIMHO cJiire, TIane00-KOHTPoIbOBaHe aAochimkeHHs III ¢asu 3
METOI OLiHKM e(eKTUBHOCTI Ta Oe3meyHoCTi JIiKyBaHHS TadacutamaboM y TO€AHAHHI 3 JieHaTiJoMizioM
JlofaTkoBOo 0 xiMmioreparii 3a cxemoro R-CHOP y mopiBHgHHI 3 XimioTeparieto 3a cxemoro R-CHOP y
naljieHTiB 3 yrepiie BUsiBeHOW Au¢y3HO B-kKpynHokaiThHHOW Jimdomoro (ABKIJI), ski paniiie He
TIPOXO/IW/IA JIIKYBaHHS 3a LIUM TIOKa3aHHSIM i BXOJSTh [0 TPy BHUCOKOTO TIPOMI>KHOTO abo BHCOKOTO
pU3UKYy», Ko pociigykeHHss MOR208C310, ocratouHa pegakuis 2.0, nonpaska 1, Big 09 mucronaza 2020 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOFO BIATIOBIIAJIBHICTIO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«MopdoCuc ATl'» [MorphoSys AG], HimeuunHa

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

Tadacuramab (MOR00208; MORO00208; Tafasitamab); miodismizar A1 KOHLEHTpaTy /s PO3UMHY [Jist
ingdys3iit; 200 mr; "Boehringer Ingelheim Pharma GmbH & Co. KG", Himeuuuna; "Fisher Clinical Services
GmbH", HimeuuuHa; "Fisher Clinical Services GmbH", I1IBetitjapis;

Jlenanimomiz (Lenalidomide); TBepai karicynu; 10 mr; "Lotus Pharmaceutical Co., Ltd", TaiiBaub; "Fisher
Clinical Services GmbH", Himeuunna; "Fisher Clinical Services GmbH", [1IBeiiiiapis;

Jlenanigomiz (Lenalidomide); TBepai karicynu; 15 mr; "Lotus Pharmaceutical Co., Ltd", TaiiBaub; "Fisher
Clinical Services GmbH", Himeuunna; "Fisher Clinical Services GmbH", [1IBeiiiiapis;

Jlenanigomiz (Lenalidomide); TBepai karicynu; 25 mr; "Lotus Pharmaceutical Co., Ltd", TaiiBaub; "Fisher
Clinical Services GmbH", Himeuunna; "Fisher Clinical Services GmbH", [1IBeiiiiapis;

[Tnare6o mo Tadacuramaby (0,9% po3unH HaTpito XIOPHUAY); PO3UMH AJiA iHPY3iH; [JouipHe MigTIpUEMCTBO
"dapmatpens", YKpaiHa;

[Tnare6o o JleHanmizomigy; "Lotus Pharmaceutical Co., Ltd", TaiiBanb; "Fisher Clinical Services GmbH",
HimeuunHa; "Fisher Clinical Services GmbH", I1IBefitjapis

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

1) 3aB. Bii. MenbHUK Y.I.

KomyHnanbHe HekoMepLiliHe niAnpueMcTBo «KuiBcbka MichbKa KiliHiuHa jiKapHs Ne9» BUKOHABYOIrO OpraHy
KuiBcbkoi micekoi pagu (KuiBcbkoi MichKoi fJep)kaBHOI afiMiHicTpaliii), rematosioriuHe BiazisieHHs: Nel,
M. KuiB

2) nikap Horaesa JI.I.

KomyHasibHe HeKoMepIlifiHe TianprueMcTBo «UepKachbKuii 00/1aCHUH OHKOJIOTIUHUH gucriaHcep YepkachbKoi




obnacHoi pagu», O61acHUi JTiKyBa/bHO-iarHOCTUYHHWM TeMaTo/IOTiuHuH 1eHTp, M. Yepkacu

3) K.M.H., 3aB. Bizi. ['apToBCbKa [.P.

KomyHabHe HekoMepliifiHe mignprueMcTBo KuiBcbKoi 06/1acHOI pagyu « KUiBCbKUE 00/1aCHUM OHKOJIOTiUHUH
JUCTIaHCep», TeEMATOJIOTiuHe BiadisieHHs, M. Kui

4) 3aB. Big. KoBtyH B.O.

KomyHanbHe mignpueMcTBo «IlonTaBCbKui 00/acHUN KTiHIYHWKA OHKOJIOTiUHMUN gucriaHcep ITonTaBcbKoi
obmacHoi pagu», XimioTeparieBTuuHe BifiseHHs, M. [TositaBa

5) K.M.H., 3aB. BiJj. Kyukosa O.10.

KomyHa/nbHe HeKoMepIiiliHe MiAnpueMCTBO «O0/acHUN 1IEHTP OHKOJIOTii», T'eMaTo/IoTiuHe BiJjlieHHs],
M. XapKiB

6) 1.M.H. Macsk 3.B.

[HepxaBHa ycTtaHoBa «IHCTUTYT matosiorii KpoBi Ta TpaHcdysiliHOI mMeauuyHu HaijioHanbHOT akazemii
MeJVYHUX HayK YKpaiHW», BifiJi/leHHs1 reMaToJIorii, M. JIbBiB

7) nikap 'onmy6eBa JI.B.

HepxaBHa ycrtaHoBa «IHCTUTYT meAuuHOI pazgiosiorii Ta oHkosorii im. C.II. I'purop’eBa HarjioHanbHOT
akaziemii MeIMYHUX HayK YKpaiHW», Bi/i/liIeHHs KJIIHIYHOI OHKOJIOTII i remaToJiorii, M. XapkiB

8) 3aB. Big. Haropna A.Il.

KomyHanbHe HekoMepliiiiHe TMiANpUEMCTBO «UepHIriBCbKUid MeAWYHUM LeHTP CyyaCHOi OHKOJIOTii»
YepHiriBcbKoi 00/1aCHOI pajiv, reMaToJ/IOTiuHe BifjfiiieHHs, M. UepHiriB

9) kepiBHUK LieHTpy Muxanbcbka JI.B.

Kniniuna nikapus «®eodanisi» [lep)kaBHOro yrpaBiiHHSI cripaBamu, LleHTp remarosiorii, ximioTeparii
remob/1acT03iB Ta MpomMeHeBoi Teparii, M. KuiB

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

_

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(¢apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hoparok Ne 11

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«Ktiniune BUNIPOOYBaHHS 3 OI[iHKM 0iO€KBiBa/leHTHOCTI JiKapCchKux 3aco6iB Tizamyx, TabseTku 1o 4 wr,
BupobuunTBa AT «KUIBCHKUI BITAMIHHUIN 3ABO/I», Ykpaina Ta Cupganya®, TabneTku rno 4 mr,
BupoOHuITBa «HoBapric Carnik, I'ina Be Tapim Ypynnepi Can. Be Tik. A.C.», TypeuunHa B ymoBax
0/JTHOPA30BOT0 TMepOpaIbHOTO MPUHOMY 3/J0POBUMH ZI0OPOBOBLISIMU», KO, AocimkeHHs KVZ-TZD, Bepcis
2.0 Big 20.01.2021 p.

3asgBHUK, KpaiHa

AT «KNIBCHKII BITAMIHHII 3ABO/I», YKpaiHa

CnioHCOp, KpaiHa

AT «KUIBCBKIM BITAMIHHUI 3ABO/I», YKpaiHa

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

Tizanyg (M03B X02; tizanidine); Tabnetku; 4 mr; AT «KUIBCBHKUI BITAMIHHU 3ABO/l», YkpaiHa;

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

1) ron. nikap Aptui b.1.

MeauuHuii LIeHTp ToBapucTBa 3 oOMexxeHOw BifmnoBifaneHicTI0O «Kminika ITHHO®AP - YkpaiHa
InHoBeliTiB ®apma Pecepu», UepHiBelpka 00:1., HoBocenmmupbKuii p-H, c. BosHu

2) k.0.H., 3aB. 1ab. Cabko B.E.

bioananiTrunHa sabopatopis TOB «Knindapm», M. IpmiHb

[TIpenapatu MOPiBHSHHS,
BHUPOOHUK Ta KpaiHa

Cupganya® (M03B X02; tizanidine); Tabnetku; 4 mr; HoBapric Cariik, I'ina Be Tapim ¥Ypynsnepi Can. Be
Tik. A.C., TypeuunHa;

CymnyTHi
MaTepianu/mpernapaTi
CyNyTHBOI Tepariii

—

I'enepanbHuii AupeKTOp /lUpeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hoparok Ne 12

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»

22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

[TpojoB)KeHHsT TepMiHY TIpOBeZieHHsI KJTiHiYHOTO BUTNpoOyBaHHS B YkKpaidi fo 31 TpaBHs 2023 p.; 3miHa

azipecu CrioHCOpa K/TiHIYHOTO BUMIPOOYBAHHSI:

byJsio

CraJsio

«AKAIS1 ®apmacerorikan3 [Hk.» 3611 Besi
Cenre [lpaiiB, Odic 300 m. Can-/iero, mrar
Kanigopnia 92130, CIIA (3611 Valley Centre
Drive, Suite 300 San Diego, CA 92130 USA)

«Akagis Papmacerotikan3d Ink.» 12830 Ens
Kamino Pin, Od¢ic 400 m. Can-[iero, mrar
Kanigopnig 92130, CIOA (12830 El Camino
Real, Suite 400 San Diego, CA 92130 USA)

3pa3ku MapKyBaHHS [JOCJiZPKyBaHOTO JiikapchKoro 3acoly, Bepcisi 3.0 Big 21 >kotHs 2020 p.,

YKpaiHCbKOIO MOBOIO; 3MiHa Ha3BH MiCI[b MPOBe/IeHHs K/IiHIYUHOTO BUITPOOyBaHHS:

Bbyno

Crano

a.M.H. Mopos C.M.

KomyHaneHuii  3aknapg — «/IHimpomneTpoBchKa
obsacHa KkiiHiuHA JikapHsi iM. [.I.MeuHMKOBa»,
00/lacHUI LIEHTP TICMXOCOMATHUYHUX PO3/IaZliB Ha

a.M.H. Mopos C.M.

KomyHanbHe mianpuemMcTBo «/IHinporeTpoBcbKa
obsacHa KiHiuHa JsikapHs iM. L.I. MeuHUKOBa»
HinporeTpoBcbKOI 00/1acHOi pajin», 00/1aCHUM

0a3i TICUXOHEBPOJIOTIYHOTO  BiJli/IeHHs, M. | IleHTP TICMXOCOMAaTHYHUX PpO371aJiB Ha 0a3i
HHitpo TICMXOHEBPOJIOTIUHOTO BifAiseHHs, M. HITpo
K.M.H. biaxxeBuu FO.A. K.M.H. briaxkesnu FO.A.

TeputopianbHe MeJuuHe 00’eqHanHs | KomyHasibHe ~— HeKOMepLiiliHe — TIATpPUEMCTBO
«[Icuxiatpiss» y wMicti Kuesi, Llentp HoBuUX | «KiiHiuHa JIiKapHs «JICUXIATPIA»

METOZIB JTiKyBaHHSI Ta peabistiTailii MCUXOTUUHUX
CTaHiB, BigaineHHs Ne29 (uosioBiue), BiAzineHHs
Ne30 (>kiHoue), M. KuiB

BUKOHABYOro opraHy KwuiBcbKOi MiCBKOI pasu
(KuiBcbkoi MicbKOI fepykaBHOI afMiHicTpaLii),
[leHTp MepBHMHHOIO TMCUXOTUYHOI'O eIi3oAy Ta
Cy4YaCHUX METOZIB JIIKyBaHHs, M. KHUiB

K.M.H. Uepke3 A.M.

K.M.H. Uepke3 A.M.

KomyHanbHa ycTaHoBa «3amopi3bka obOsacHa | KomyHanbHe — HEKOMepILiiiHe — MiATIPUEMCTBO
K/IiHiuHa JTiKapHs» 3aropi3bKoi 00/7acHOI pajy, | «3amopisbka  objacHa  K/IiHiYHA — JliKapHsSI»
BigzisieHHs1 HeBpoJioril Nel, M. 3anopixKs 3arnopisbKoi  0bmacHOi  paau,  BiggineHHs




HeBposioril Nel, M. 3anopixoks

K.M.H. CBiT/imyHa O.B.

KomyHaneHuli  3ak/iaj, OXOpPOHHM  3710pPOB’A
«XapkiBcbka 00/slacHa KJTiHIUHA TICMXiaTpyuHa
JikapHsi Ne3», 1 micuxiaTpuuHe BiffiseHHS AJ1s
Jopocnux (KiHoue), 4 ricMxiaTpUuUHe BiJJiIeHHS
JJ11 [lopocivx (4osoBiue), M. XapkiB

K.M.H. CBiT/tmuna O.B.

KomyHaneHe ~ HekoMeplliliHe  MiANPUEMCTBO
XapkiBcbkoi 06sacHOI pagu «ObacHa KiiHiuHa
ricuxiatpyuuHa JjikapHsg Ne3», 1 rncuxiaTpuuHe
BiffineHHss gas  pgopociux  (OkiHoue), 4
rCcUxiaTpUuuHe  BifgAisieHHA [/l [JOPOCIMX
(uosioBiye), M. XapkiB

reHepanbHUi aupekTop 3inbbepbsaT I'.M.

KomyHanbHuit 3akmazs KuiBcbkoi o6acHOi paau
«Ob6nacHe McUxiaTpUYHO-HAPKOJIOTiUHe MeZMUHe
o0’eqHanHs», 10 BiggineHHss uyonoBiue, 2

reHepanibHUM AupeKTop 3inbbepbsat I'.M.

KomyHanpHe  HekoMeplliliHe  MiANPHUEMCTBO
KuiBcbkoi obmacHoi paau «Ob6nacHe
NCUXiaTPUUHO-HAPKOJIOTiyHe MeJUuHe

HelipoHayK), M. JIHinpo

BiffineHHss kiHoue, KwuiBcbka o00sacth, cMmT. | 00'eqHanHsi», 10 BiAgineHHs dosioBive, 2
I'neBaxa BiyriieHHs1 xxiHoue, KuiBcbKa 0071., cMT. I'meBaxa
K.M.H., Xaitos I1.O. K.M.H. Xaitos I1.0.

KomynaneHunt  3aknap — «/lHinponerpoBcebka | KomyHanbHe mijlipueMcTBO «/JHINpOIeTpOBChKa
Micbka  JiikapHsi  Neb5»  JIHIIIpOreTpoBCBHKOI | 06siacHa peabisniTariitiHa JKapHSI»
obmacHOi  pazy», HEBPOJIOTiUHe BizagineHHs | JIHIMPONeTPOBCHKOI obmacHoi pau»,
[JIaHOBOIO  JIIKyBaHHS 3  TepareBTUYHHWMM | HEBPOJIOTIUHE BiZ/liIeHHsI TJIaHOBOI'O JIiKyBaHHS
JIDKKaMH, ToBapucTBO 3 0OMEe)KeHOI0 | 3 TepaneBTUUHUMU JTKKaMHd, ToOBapucTBO 3
BiINOBIJa/TbHICTIO «[THITIpOTIETPOBCHKUI | 0OMEKEeHOI0 BiOBia/IbHICTIO  «JHITIPOBCHKMIA
MeJUYHUI IHCTUTYT TPaAULIITHOL Ta | MeUUHUN IHCTUTYT TPaJAULIIMHOT Ta
HeTpaAULIiitHOT MeIULTUHI, Kadeapa | HeTpaULIiHOT MeIULTUHN, Kadezpa
«BuytpimHboi  meauimHu  Nel» (3 KypcoMm | «BryTpimHboi Meguumau Nel» (3 Kypcom

HelipoHayK), M. JIHinIpo

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2030 Big 07.11.2018

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«52-TW)KHeBe BiJKpUTe MOJ0BXXeHe [OC/Ii/PKeHHS MiMaBaHCepUHY Y JOPOC/IMX Ta JII0/lel MMOXU/IOro BiKY 3
HeWponcuxiaTpuyHUMH CUMMTOMAaMHM, TOB'SI3aHUMM i3 HelpojereHepaTWUBHUM 3axXBoproBaHHSIM», ACP-

103-047, 3 iHKOprIOpoBaHOO MonpaBKoto 3, ¢piHambHa Bepcis 1.0 Big 23 naumnus 2019 p.

3asgBHUK, KpaiHa

TOB «BOPJIIBAI /] KITIHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AKA/JITA d®apmacskrotikan3 [Hk., CIIA»(ACADIA Pharmaceuticals Inc., USA).




CymnyTHi —
MaTepianu/rpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 13

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/ieHMi MPOTOKO/ KiiHiuHoro BumnpoOyeanHs TP0003 3 mompaBkoro 2 Big 29 BepecHsi 2020 poky;
[Hdopmatiis ass yuacHuKa gocsizpkeHHs i @opma iHdhopMoBaHoOi 3rofu Ha ydacTs y gociigpkenHi TP0003
(myOpportunlTy 1), mogens pnsa Ykpainu, Bepcig 3.0 Big 12 ciuna 2021 poky, yKpaiHCBKOIO Ta
POCiMICbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1246 Big 26.05.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

BararouieHTpOBe, TMO/BiliHe Clifle, paHAOMi30BaHe, Tularie00-KOHTPOIbOBaHe AOCiKeHHS 3 dasu asis
OLiIHKA e(heKTUBHOCTi, 0e3MeyHOCTi Ta TEepeHOCHUMOCTI MperapaTty pO3aHOJIKCi3yMab y [JOpOCIMX
YUaCHUKIB JOCTiPKEHHSI 3 MEePCUCTYIOUOK ab0 XPOHIYHOIO TIePBUHHOI0 iMYHHOI TPOMOOIMTOTEHi€
(ITIT), TPO0O3, 3 nonpaskoto 1 Big 21 aucronazga 2019 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

FOCibi biodapma EcApEn, Benbris / UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Honatok Ne 14

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»

22.03.2021 Ne 516

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBnieHu# MpoTOKOJ Bepcist 4 3 nmonpaBkoto Amendment 2 Big 13.10.2020p.; COVID-19 Hdopatok Ao
[Mpotokony AC-065A310, ¢asa 3, Bixg 03.08.2020p.; Homarok 1 Bim 09.07.2020 p. mo Bpouypu
Hocnigpuka JNJ-67896049/ACT-293987/NS-304 Uptravi® (selexipag) BumanHsa 15; Po3gpin 3.2.
CTIPOLIEHOTO I0ChE [JOC/iIPKYBAaHOTO JIiIKAapCHKOTO 3aco0y /71l HeJOCTiPKyBaHOTO JIIKapChKOTO 3aco0y
Tpaknip 32 mr / Bo3entan Bizg 30.07.2020; IHdopmaris ans 6aTtbkiB narieHTa Ta @opma iHpopmoBaHOi
sroqu — Ilpotokon AC-065A310, Bepcii yKpalHCHKOIO Ta pOCIMCHKOWO MOBaMHU [Jis YKpaiHW Bif
24.02.2021, Bepcis 4.0; Indopwmaiiis gy naiiedta ta @opma iHbopmoBaHoi 3rogu — IIpotokon AC-
065A310, Bepcii ykpaiHCBbKOIO Ta pOCIMCBbKOI MoBaMu st Ykpainu Big 24.02.2021, Bepcis 4.0;
Indopmarjisi ans marienta Ta Popma iHdopmoBaHOi 3rogu s TmalieHTa Bikom 14-18 pokiB
(nerioBHoOiTHIN) — ITpoTokon AC-065A310, Bepcii yKpaiHCbKOIO Ta POCiMCHKOIO MOBaMU AJis YKpaiHu
Big 11.12.2020p, Bepcis 3.0.

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

Ne 1849 Biz 11.08.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

PangomizoBaHe, OaraTolLeHTpPOBe, TIOZBiliHe ciirne, Tuianed0 KOHTPOIbOBaHe, B TapajefbHUX TPyTax,
KOHTPOJ/IbOBaHe 3a MOJIAMU KJ/IHIUHe JOC/Ii[)KeHHS 3 MOC/IiJOBHUM BK/IOUYEHHAM IpyM, 3 IepioZiomMm
BiJKDUTOTO TIO/IOB)KEHOT'O JIiKyBaHHS [i/id OLIHKA egeKTUBHOCTI Ta Oe3reuHoCTi cesekcinary, siK
JIOAATKOBOI Tepariii 0 CTaHJapTHOI CXeMH JIIKyBaHHS Y AiTel BIKOM Bifj > 2 10 <18 poKiB 3 JiereHeBOr0
aprepianbHoMO rineprensieto., AC-065A310, Bepcig 3 3 nonpaskoro Amendment 1 Bizg 06.03.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi




Marepiasu/nperiapaTty
CYIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hopatok Ne 15

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

Indopmaritinnii nuctok mnarieHta ta Popma iHdopmoBaHoi 3rogu, Bepcis V2.0UKR(ru)l.0 Big
12 motoro 2021poky, nepeknaj pocilickkoro MoBor Bif 17 motoro 2021poky; IHdbopMarilinuii 1MCTOK
Ta ¢dopma iHdbopMoBaHOi 3roau Asis BariTHOi mapTHepkH, Bepcigs V1.0UKR(ru)1.0 Big 26 >OBTHs
2020 poky, mepekiaj pociiickkoro MoBoro Bif 23 muctonaza 2020 poky; IHdopmaiiiHuii IUCTOK
narfieHta Ta (opma iHbopmMoBaHOiI 3rogu Ha HeOOOB’SI3KOBE [JOBrOCTPOKOBe 30epiraHHs 3paskiB i
MOB’sI3aHUX i3 HUMM [JaHUX [jid MarOyTHiX HaykoBuUX gocmimpkeHb, Bepcisi V1.0UKR(ru)l1.0 Bix
26 xoBTHA 2020 poky, Nepeknaj pOCIMCbKOK MOBOKW Bif 23 nucromaga 2020 poky; dopaTok mo
[ndpopmariiiHoro nuctka mnaiieHta, Bepcissi V2.0UKR(ru)1.0 Bim 12 motoro 2021 poky, mnepeksaj
POCIHCBKOI0 MOBOO Bifi 17 motoro 2021 poky

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

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanyoMizoBaHe, TmoABiliHe ciine, TmIaleb0-KOHTPO/ILOBAaHe, 0OaraToLeHTPOBE /IOC/IKEHHS B
rapasieJlbHUX Ipymax [jis OL[iHKK (papMakoguHaMiKy, (papMaKOKiHeTHKH, Oe3MeuHOCTi Ta epeHOCUMOCTI
nperniapaty GLPG3970 mipu riepopa/sibHOMY 3aCTOCYBaHHI MPOTArOoM 12 TWXHIB Y JAOPOC/IMX MAL[i€HTIB 3
aKTHBHHAM CHCTEMHUM 4epBOHUM BoBYakKom», GL.LPG3970-CL-102, Bepcist 1.0 Bix 17 BepecHst 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Galapagos NV, Belgium

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hopatok Ne 16

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTr0 BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. K.M.H. BumBantok B.I1O.

KomyHanbHe HekoMmepliiliHe mianpueMcTBo «Ob6/acHa KiiHiuHa fikapHs [BaHO-®PpaHKiBCbKOT
obyacHOi pazy», TAaCTPOEHTEPOJsIOTiuHe BiffisieHHs, IBaHO-PpaHKIBCbKUIM HalliOHATbHUN
MeJMUHUM YHiBepcuTeT, Kadezapa BHYTpPIlIHbOI MeAuuyHU Nel, KiiHiuHOI imyHosoOrii Ta
aneproJiorii im. akagemika €.M. Heiika, M. IBaHO-®paHKiBCbK

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, baraToljeHTpOBe, TI0/[BiliHe CJIiTie, TIale00-KOHTPO/IbOBaHe KJliHiuHe AOoCTiiKeHHs 2b /
3 ¢a3u B mapanenpbHUX TPyTax Ajis OLiHKA e(heKTUBHOCTI Ta Ge3rmeuHoCTi Tyce/ibKymaly B TAI[i€HTIB i3
CepeJHbOr0 CTYIEHI0 TSDKKOCTI Ta TSDKKMM aKTHBHUM HecrelM(iuHMM BUPa3KOBUM  KOJIITOM»,
CNTO1959UCO03001, COVID-19 [Hoparok Bif 14 tpaBHa 2020 poky po IIpoTokosny KiiHIYHOIO
pocaimpkenas CNTO1959UCO3001 3 nornpaBkoro 1 Bizg 08.01.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/nperapaTy
CYyNyTHBOI Tepariii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary
(apmaneBTHYHOTO 3a0e3meueHHsI Onekcanap KOMAPIJA




Hopatok Ne 17

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikaiiis cyrreBoi 3anyueHHs I0AATKOBUX MICIlh MPOBe/IeHHs K/IiHIYHOT'O BUMTPOOYBaHHS:
TIOIIpaBKHU Ne I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1 I.M.H., ipod. 'onoBko C.B.

HauioHanbHul BiMICbKOBO-MEJUYHMM K/IIHIYHUKA L[eHTP «['OJIOBHUM BiMCHKOBWUW K/IIHIYHUMN
rOCITiTa/Ib», K/IiHIKa ypoJIorii, BifziieHHs ypoJorii, M. KuiB

2 I.M.H., ipo¢. Cakasno B.C.

KomyHanbHe HekoMmepljiliHe migrnpueMcTBO «KUIBCbKUN MiCbKUIN KJiHIUHUNA OHKOJIOTiUHUM
LeHTp» BUKOHaBuoro opraHy KuiBcbkoi Mmicbkoi pagu (KuiBcbkoi MicbKOI JeprkaBHOT
aZMiHicTpauii), yposoriuHe BiagineHHs, [lepkaBHa ycrtaHoBa «IHCTUTYT  yposnorii
HarjioHankHOI akaieMii MeITMUHUX HayK YKpaiHW», Biiflil OHKOyposorii, M. Kui

3 nupektop Cokyp L.B.

KomyHanbHe HeKOMepLiliHe —TMiANPUEMCTBO «XePCOHCHKHM 007acHUNA  OHKOJIOTiUHHUA
JUCTIaHCcep» XepCOHChKOI 00siacHOi pajy, [JeHHWM CTalfioHap TIOJK/IiHIKM 3 KabiHeTom
amM0Oy/aTopHoi XiMioTeparii, M. XepcoH, CMT. AHTOHIBKa

4 3aB. Bijl. ['onoBko FO.C.

KomyHabHe HeKoMepliiliHe miAnpueMcTBo KuiBchKoi 06s1acHOI pagu «KWiBCbKUEM 00/1acHUM
OHKOJIOTiUHMI JUCTIaHCep», BifiiiieHHs1 abfoMiHaibHOI Xipyprii, M. Kuis

Howmep Ta faTa Hakasy -
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS




Ha3sga ky1iHiuHOrO «bararorieHTpoBe paHZOMi30BaHe JOC/iAKeHHs (a3u 3 [Jis1 OLliHKU edeKTUBHOCTI nperniapaty TAR-200 B

BUTIPOOYBaHHS, KO/, KoMOiHarjii 3 1ierpesiiMaboM y TIOPiBHSIHHI i3 CyMyTHBOIO XiMiopajioTeparii€ro B YYaCHUKIB i3 M’SI30BO-

Bepcis Ta fjaTa IHBa3MBHOK YpOTe/ia/lbHOIO KapLIMHOMOK) CEeUYO0BOr0 MiXypa, SKUM He TIPOBOAWIM paJUKaJbHY
uuctektoMiro», 17000139BL.C3001, 3 monpaBkoro 1 Biz 18 BepecHst 2020 poky

3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIATIOBIJAJIBHICTHO «®APMACBIOTIKAJI PICEPY
ACCOYIIMENTC YKPAIHA» (TOB «®PA YKPATHA»)

CrioHcop, KpaiHa Janssen Pharmaceutica NV («fIHccen ®@apmarieBtrika HB»), benbris

CynyTHi —

Marepiasu/nperiapaty

CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JUpeKkTopary
(apmanieBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hopatok Ne 18

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/bIIeHHsT Ki/IbKOCTI MaljieHTiB B YKpaiHi 3 55 7o 80 ocib (25 ocib); 3anyueHHs AOAATKOBOTO MiClis
TIPOBE/IEHHSI K/TiHIYHOTO BUMPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. JIo3uHceka JLIO.
KomyHanbHe HeKoMeplifiHe MiArpuemMcTBo JIbBiBCbKOI 006/acHOi pagu «JIbBiBCbKa obOsiacHa
KJ/IiHIYHA JIiIKapHs», IPOKTOJIOTiYHe BiiyieHHs1, M. JIbBiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2313 Bip 12.12.2018

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBaraTolieHTpOBe, paH/[OMi30BaHe, TO/BiliHe cJiime, ralieb0-KOHTPOILOBaHe AOC/i/KeHHsT (a3u 2 B
napasieJlbHUX Tpyrax /s OIfiHKM e(heKTHBHOCTI Ta Oe3rneuHoCTi iHAYKI[iHHOI Tepamii BOMa [103aMu
riperiapaTy TD-1473 y mailieHTiB i3 XxBopo6oto KpoHa Bifi MOMipHOTO /10 Ba’KKOTO CTYIIEHSI aKTUBHOCTI»,
0173, 3 monpaskoto 4 Bix 09 uepBHs 2020 poky

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOI BIJIOBIJAJBHICTIO «DAPMACBIOTIKAJI PICEPY
ACCOYIIVENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

Theravance Biopharma Ireland Limited, Ipnanais

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 19

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBnenuii npoTtokos kaiHiuHoro pociipkeHHss NOAH - AFNET 6, Bepcis 5.1 Big 01 >KOBTHs
2020 poKy, aHI/ilCbKO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1132 Big 15.06.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«BHKOpUCTaHHSA MepopanbHUX aHTUKOAryJ/IsSHTIB, 1110 He BiJHOCATHCA [0 K/acCy aHTaroHiCTiB BiTaMiHy K,
y TMaLi€HTIB 3 TepejcepAHUMHU eri3ofgaMu BUCOKOI yactotw», NOAH - AFNET 6, Bepcisa 5.0 Bix
01 rpyzns 2019 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

Kompetenznetz Vorhofflimmern e.V. (AFNET) [Atrial Fibrillation NETwork], Himeuunna

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA Onexkcangp KOMAPIJA




Honartok Ne 20

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBneHe [locke Ha [JoC/imKyBaHui mikapchkuii 3aci6 Tesertakcen (Tesetaxel), Bepcis 2.0 Bif
30 mucromaga 2020 p.; 3pa3ok MapKyBaHHs Te3etakcen y OsicTepi (BHYTpIlIHSI €TMKeTKa), BepCis Bif
12 ciuns 2021p., yKpaiHCBKOO MOBOO; 3pa30K MapKyBaHHs Te3eTtakces y Osictepi (30BHIIIHS eTHKETKA),
Bepcist Bix 07 ciuas 2021p., yKpaiHCbKOIO MOBOIO; 3ajy4eHHs JOJATKOBUX BUPOOHWUYMX [i/ITHOK AJIS
Tesertakcen (D-927, C-13022716-S2, Tesetaxel), karicynu 5 mr ta 20 mr: Catalent Germany Schorndorf
GmbH, Himeuunna; Excella GmbH & Co. KG, HimeuunHa.

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

Ne 662 Big 16.03.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHs, KO/,
Bepcis Ta JjaTa

«bararoueHTpoBe mocmifkeHHs1 (pasu 2 [y BUBUYEHHS 3aCTOCYBaHHsI Te3eTakcely 3 TPbOMa Pi3HUMHU
inribitopamu PD-(L)1 y maijieHTiB i3 TpU4i HeraTUBHUM MiCL|€BOTIOIIMPEHUM ab0 MeTaCTaTUYHUM PaKOM
MOJIOYHOI 3a/034 Ta MOHOTeparii Te3eTakCce/JOM Yy IaliieHTiB JiTHbOro BiKy 3 HERZ2-HeratuBHUM
MiCIIeBOTOIIMPEeHUM ab0 MeTacTaTUYHKUM PaKOM MOJIOUHOI 3as103u», ODO-TE-B202, TTonpaBka 4: Bepcis
5.1 Big 22 BepecHs 2020 p

3asBHUK, KpaiHa

TOB «biomanac», Ykpaina

CnoHcop, KpaiHa

Kommnanist «Oponeiit Tepamn’toTikc, IHk.»/Odonate Therapeutics, Inc..CIIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopmatok Ne 21

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
22.03.2021 Ne 516

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBneHu#t KiiHiuHud mpotokoa CV181375 (D1680C00019), Bepcis 05 Bigm 24 BepecHs 2020 p.
aHrJificbkkoro MoBow0; bpoiypa gocnmigHuka, [damarmiduiosin/Dapagliflozin, Buganusi 17 Bim 23
muctoniafga 2020 p. aHrfiiickkoro MoBoro; I[HopMarjiiiHuii ucTOK Ta ¢opma iHGopMOBaHOI 3roAu
MaJIoMiTHLOI AUTUHU BiKOM 10-11 pokiB asig Ykpainu, Bepcis 6.0 Big 02 nucromnaga 2020 p. yKpaiHCHKORO
Ta pocilicbkkoro MoBamu; [Hdopmariitinuii 11cToK Ta dopma iHGOpMOBaHOI 3roi Maso/iTHbOI AUTUHU
BikoM 12-13 pokiB assa Ykpainu, Bepcisi 6.0 Big 02 nmucrtomaza 2020 p. yKpaiHCBKOKO Ta POCIHCHKOIO
MoBaMu; [HbopMalliiHUM MMCTOK Ta (popmMa iHGOpPMOBaHOI 3ro[y HEMOBHOMITHLOI AUTUHU Bikom 14-17
pokiB nns Ykpainu, Bepcis 6.0 Bim 02 nucrtomagma 2020 p. yKpalHCBKOKO Ta POCIMCBKOIO MOBamy;
Indbopmariiiinuii mucTok Ta dhopma iHdbopMoBaHOT 3ro/id JOPOCIOro NaljieHTa A1 YKpainu, Bepcis 7.0 Bif
17 muctoraga 2020 p. yKpalHCBKOHO Ta pocilficbkkoro MoBamu; IHdopMarljifiuii ucTok Ta ¢dopMma
iHbopmoBaHoi 3ro/iu 6aTHKIB Ha y4acTh JUTUHHU B KTiHIYHOMY BUIIPOOYBaHHi /7151 YKpainu, Bepcisi 7.0 Bif,
17 nucronazga 2020 p. yKpaiHCBKOIO Ta pPOCIKCHKOI MOBaMH; CKPHHILIOTH eeKTPOHHOIO
II0JleHHUKa [J/1s1 Talli€HTiB (BeuipHili HarajyBay, IIOJeHHUM II0JeHHUK, TPeHYBaJbHUM L[0/IeHHUK)
Bepcig 1.0.0 aHrmiMicbKo-ykpaiHCbKOHO MOBOO Bif 17 rpyzans 2020 p. ta Bepcis 1.00 aHrmiikicbko-
pocilicbkoro MoBoO Bif 9 rpyaHs 2020 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1467 Big 21.11.2017

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«26-TKHEBe, OaraToreHTpOBe, paH/J0Mi30BaHe, 11a1[e60-KOHTPOJILOBAHE, MO/ BIMHO-CJTire
BUNpoOyBaHHs a3y 3 B mapajefbHUX Tpyrax i3 26-TH)KHEBUM TOAOBKEHMM TIepioZioM i3 MipKyBaHb
Oe3rieku /17151 OLfiHIOBaHHS Oe3reky ¥ edeKTHUBHOCTI famaruio3iny B fo3i 51 10 mMr Ta cakcarsinTiHy B
J03i 2,51 5 Mr y naui€eHTiB AUTSYOro BiKy XBOPUX Ha IL[yKpoBUH fiabeT 2-ro Tumy, Bikom Bij 10 pokiB Ta
crapule, aje ki He gocsarad 18-piy”oro Biky», CV181375/D1680C00019, Bepcisa 04 Bij 27 4yepBHA
2019 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOI BIJIIIOBIJAJIBHICTIO «®APMACKIOTIKAJI PICEPY
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)




CnoHcop, KpaiHa AstraZeneca AB / Actpa3eneka Ab, LlIBeris

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHYHOTO 3a0e3neueHHs Onekcanap KOMAPIJA




Hopatok Ne 22

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
22.03.2021 Ne 516

Inentudikatiis cyrreBoi
TIOTIPaBKU

MK3475-B15 3006pa>keHHsI Ha elIeKTPOHHHMX IT[0JileHHUKaX s rnatfiedTa (Instrument Screenshots: EORTC
QLQ-C30; BCI Bladder cancer Index; EQ-5D-5L Health Questionnaire; Standard Application
Screenshots; Version History) anasi YkpaiHuM yKpaiHCBbKOIO Ta pOCiliCbKOO MoBamu, Bepcisi 1.0 Bif
28 rpyans 2020p

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

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

PanyomizoBaHe, Bigkpute gociaimpkeHHss III ¢da3u gas OLiHKM TepiomnepaliiiHOro 3acTOCYBaHHS
eHpopTtymaly BegoTHHY y KomOiHaljii 3 mem6postizymabom (MK-3475) mopiBHSHO 3 He0a[|tOBaHTHOIO
Teparti€ero reMIUTabiHOM Ta LUCIVIATHUHOM Y YYaCHHKIB 3 M'S30BO-iHBa3WBHHUM PakKOM CEUOBOTO MiXypa,
npugatHux A aikyBaHHsa pucriatuHoMm (KEYNOTE-B15 / EV-304), MK-3475-B15, Bepcis 00 Bif
04 nucronazga 2020 poky.

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/ripernapaTi
CyMNyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupexkTopary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




Hopatok Ne 23

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/TFOUeHHSsI 10/IaTKOBUX MiCLIb TIDOBeieHHsI BUMTPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1 a.M.H. Cipuak €.C.
JIiKyBa/IbHO-ZIilaTHOCTUYHUM  L[eHTP  «3aKaprnaTCbKUM LeHTP XIPYpriuHWxX IiHHOBaLil

«AcTtpames» TOBapucTBa 3 OOMeXeHOI BiAmoBiganbHiCTIO «KitiHika 370poBOi poAuHU
«AcTpameg», M. Y>Xropoj

2 sikap BenrpuHosuu C.1.

Mepuunuii 1jeHTp ToBapucTBa 3 0OMe)KeHOIO Bi/IMOBianbHICTIO «Acksiernion», CTallioHapHUNA
niapo3zin, c. XogociBka, KueBo-CBSITOIMHCHKUH p-H, KHiBCbKa 0071

3 K.M.H. Tomamkesuu I'.1.

KomyHanbHe HeKkoMepilifiHe MiANpUeEMCTBO «BiHHMIIBKA MicbKa KiiHiuHa JiikapHs Nel»,
racTpOeHTepOoJIOriyHe BifjisieHHs, M. BiHHuULA

4 sikap "ackouvH B.A.

MeauuHUH [IeHTP TOBAPUCTBA 3 00OMEXKEeHOI0 BiJinoBifanpHicTIO «CamoTac», M. JIbBIB

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

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«bBaraTolieHTpOBe, paHJOMi30BaHe, TIO/BiliHe CJiille, TUIA[e00-KOHTPO/LOBAHE KITiHIUHE [JOC/IiPKEeHHS
¢da3m II gnsa oninku edektuBHOCTI Ta Ge3meuHocti nperapaty CBP-307 y marfieHTiB i3 BHpa3KOBUM
kositoM (BK) cepegnboro ta Baxkkoro crynensi», CBP-307CN002, Bepcis 5.0 Big 17 rpyans 2019 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Suzhou Connect Biopharmaceuticals, Ltd., China

CymnyTHi




Marepiasu/nperiapaTty
CYIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hopnatok Ne 24

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBnieHUi TIPOTOKOJ KiiHiuHOTO BumpoOyBanHs TP0006 3 mompaBkoro 2 Big 08 rpyans 2020 poky;
Indopmaryisi A5t yuacHuka gocnigpkeHHs i @opma iHpopmoBaHoi 3rou Ha yuacTs y gocsigkeHHi TP0006
(myOpportunlTy 2), mogens ans Ykpainu, Bepcig 3.0 Bim 12 ciuna 2021 poky, yKpaiHCBKOIO Ta
pociiicekoro MoBamu; KopoTka xapakrepucTtuka mpenapary Xibepukc (Hiberix), Bepcis Bix 20 ceprHs

2020 poky pssi 3acTocyBaHHSI y KiaiHiuHoMy BumpoOyBanHi TP0006, ykKpaiHCbKOIO MOBOIO; 3MiHa
BiZIMOBIJa/ILHOTO AOC/TiJHUAKA:

Byno Crano
nikap Iununenko I'.B. nikap Horaesa JI.I.
KomyHanbHe ~ HekoMmepliiiiHe — miAmnpuemMcTBo | KomyHanbHe — HeKoMepljiliHe — MiJIIPUEMCTBO
«YepKacbkuii obnacHuit OHKOJIOTiUHMM | «YepKacbKuit obsiacHu OHKOJIOTIYHUU
qucriaicep  Yepkackkoi — obsacHoi  paaw», | AucriaHcep — YepkachbKoi  00lacHOI  pajim»,
obnacHui NKyBa/IbHO-/1iarHOCTUYHUM | 00/1acHUH JIIKyBaJIbHO-/1iarHOCTUYHUM
reMaToJIoriuHui 1eHTp, M. Yepkacu reMaToJIOriuHui 1ieHTp, M. Yepkacu

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 700 Big 24.03.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, TO/BiliHe clinle, paHAOMi30BaHe, M1ale00-KOHTPO/ILOBAHE JOC/imKeHHs 3 (a3u a1s
OLiIHKA e(eKTUBHOCTi, 0e3MeyHOCTi Ta TIepeHOCHMMOCTI TMperapatry pO3aHOJIKCi3yMab y [JOpOCIMX

YUaCHMKIB JOCTiPKEHHSI 3 MEPCUCTYIOUO0 ab0 XPOHIUHOIO TEPBUHHOI0 iIMYHHOIO TPOMOOIMTOIEHi€
(ITII)», TPOOO6, Bix 21 muctoraga 2019 poky.

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

FOCibi biodapma EcApEn, Benbris / UCB Biopharma SRL, Belgium

CynyTHi
Marepiasu/nperiapatv




| CYNyTHBOI Tepariii |

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 25

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

ImenTudikarlis cyTreBoi OHOB/IeHUI MPOTOKOJ KJIiHIYHOTO AociifkeHHs 3 nonpaBkoro 03, Bepcisi 1 Bifg 16 rpygus 2020 poky,
TOTIPaBKH aHIJIiKCbKO0 MOBOI; OHOBJEHMM TIPOTOKO/ K/IHIYHOrO AOC/ipkeHHsT 3 morpaBkoto 02, Bepcisg 1 Bix
30 BepecHsa 2020 poKy, aHI/TIMCbKOIO MOBOIO. 3MiHa Ha3BU MPOTOKOJY K/IHIYHOTO JOC/ifKeHHs: Bbyso:
Panziomi3oBaHe, OararolleHTpOBe, TO/BiliHe ciiine fgocsimkeHHs 3 ¢a3u npernapaty SAR439859 y
KOMOiHariii 3 maabouK/Iio0M y MOpPiBHSIHHI 3 JIETP030J10M Yy KOMOiHaIlii 3 ManboyKIioom A/1s MiKyBaHHS
nauientie 3 ER(+), HER2(-) pakoM MoO/I0YHOI 3a7034, SIKi paHillle He OTPUMYBa/ld CUCTEMHOTO
MPOTHMPAKOBOTO JIiIKyBaHHSI TIOMIMPeHOro 3axBoptoBaHHs; Crtano: PaHgomizoBaHe, OaraTOIIeHTPOBE,
no/BifiHe cuine fociimkeHHs 3 ¢as3u mperapaTy amijeHectpaHT (SAR439859) y KombiHarjii 3
nasdoUK/Ii00M y TOpIBHSIHHI 3 JIETPO30/10M Y KOMOiHallii 3 Tas0oIMK/IiO0M /J1s JTiIKyBaHHS TIAIiEHTIB 3
ER(+), HER2(-) pakoM MO/OYHOiI 3a/034, fIKi paHillle He OTPUMYBa/JM CHCTEMHOrO MPOTUPAKOBOTO
MKyBaHHSI TOLIMPEHOTO 3aXBOPIOBaHHs; BK/IIOUeHHS Ha3BU /OC/iPKYBaHOTO JIiIKapChKOro 3acoly —
amileHecTpaHT (amcenestrant); OcHoBHa iHdopMallis npo Aoc/impkeHHsT Ta popMa iHpopMoBaHOI 3rou,
Bepcisi 3 Big 16 rpyans 2020p., anrJitickkoro MoBoto; [HdopMaiiis Asis naijiedTta i popma inpopmoBaHoi
3rogu, Bepcisi Ans YkpaiHu Ne 2, pmata 23 rpygaHs 2020p. (Ha ocHoBi OcHoBHOI iHdopmatiii mpo
Jocnimkenss: i ¢dopmu iHndopmoBaHoi 3roau, Bepcisi 3 Big 16 rpyans 2020p.) yKpaiHCHKOIO MOBOIO;
Indopmatiist a1 natjienTa i dopma iHpopmoBaHoi 3roau, Bepcis Aas Ykpainu Ne 2 Big 23 rpyans 2020p.
(Ha ocHoBi OcHoBHOI iH¢opmauii mpo focnimxkeHHs i ¢opmu iHPopmoBaHOI 3roau, Bepcisi 3 Bij
16 rpygust 2020p.) pociiicbkoro MoBow; Popma 3roJu NMapTHEPKH Ha CIIOCTepeXXeHHs 3a BariTHICTIO,
Bepcisi 2 Bifg 16 rpygus 2020p., aHrmifickkoro MoBOO; [HdopMallis /s BariTHOI MapTHEPKM TaijieHTa i
dhopma iHpopMOBaHOI 3roiv Ha MOZAJIbIIe CTIOCTEPE)KEeHHS 3a Tlepe0iroM BariTHOCTI, Bepcist A1 YKpaiHu
Ne 2 Bif 24 rpysnsa 2020p. (Ha ocHOBI PopMM 3roy MapTHEPKU Ha CIIOCTepe)KeHHS 3a BariTHICTIO, BepCis
2 Bix 16 rpyans 2020p.) ykpaiHCbKor0 MoBoOro; IHdopMallis /151 BariTHOI MapTHePKU MaljieHTa i ¢popma
iHopMOBaHOI 3ro/i Ha TIOZA/bIIEe CIIOCTePEXKeHHs 3a Tiepebirom BariTHOCTI, Bepcis Ayt Ykpaiau Ne 2
B 24 rpyans 2020p. (Ha ocHoBi ®opmu iH(hOpMOBAaHOI 3ro/M Ha CIIOCTEpeXKeHHs 3a repebirom
BariTHOCTI MapTHepKW, Bepcis 2 Big 16 rpygusa 2020p.) pocivicekoro moBoro; EFC15935 — IlogeHHMK
npuiioMy [oc/i/pKyBaHoro npernapary — ozaatok 3, Bepcis 1.0 Big 12 ciuns 2021p., yKpaiHCBKOIO Ta




pociricekoro MoBamy; EFC15935 — IlloseHHMK mpuiioMy [OC/i/pKyBaHOro mnpernapaty — [logaTok 4,
Bepcis 1.0 Big 12 ciuns 2021p., ykpaiHCbKORO Ta pocikicbkoro MmoBamu; EFC15935 — IJoieHHUK npuiioMy
JociifKyBaHoro ripenapary — Joaatok 5, Bepcist 1.0 Big 12 ciuns 2021p., yKpaiHCbKOIO Ta POCiHCHKOI
moBamy; EFC15935 — IllofeHHMK NpUHAOMY [AOC/i[PKyBaHOro mpernapaTy. IHCTpykuii jis ydacHMKa
pJocnimpkenHs, Bepcis 3.0 Bixg 12 ciung 2021p., ykpaiHCbKOIO Ta pociricbkoro MoBamy; EFC15935 —
[MofeHHVK TMpuUioMy [oOC/i/pKyBaHoro mnpenapaty — [ozatok 1, Bepcig 3.0 Big 12 ciuns 2021p.,
YKpaiHCBbKOO Ta pocikicekoro MoBamu; EFC15935 — IlofeHHMK NpUiiOMy [JOC/IiZPKYBaHOrO Ipernapary —
Hopatok 2, Bepcis 3.0 Big 12 ciunsi 2021p., yKpaiHCBKOIO Ta POCiHICbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOTO BUTIPOOYBaHHS

Ne 2917 Bip 15.12.2020

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzomizoBaHe, GaraToljeHTpOBe, MOABiliHe cimire gocmimkeHHss 3 da3u npermapaty SAR439859 y
KOMOiHariii 3 maabouK/Ii60M y MOpPiBHSIHHI 3 JIETP030JI0M Yy KOMOiHarlii 3 ManboLuyKIioom A/is TiKyBaHHS
nauientie 3 ER(+), HER2(-) pakoM MoO/04YHOI 3a7034, SIKi paHillle He OTPUMYBa/ld CUCTEMHOTO
MPOTHUPAKOBOr'0 JIiKyBaHHSI TOIIMPEHOro 3axBoproBaHHs», EFC15935, 3 monpaBkorw 01, Bepcis 1 Bif
27 munHg 2020 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepiil e feBesiornMaH, OpaHifis)

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




Honartok Ne 26

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Inentudikariis cyrreBoi
TIOTIPaBKU

Ownoenenuii [Tpotokosn kminiuHoro BumnpobyBanHs SB12-3003, Bepcis 6.0 Bix 27 nuctonaza 2020 poky,
aHriicbKo MOBOIO; bportypa gociifHuKa A0C/iyKyBaHOTo Jlikapcbkoro 3acoby SB12, Bepcis 2.1 Bifg
02 mucromaza 2020 poky, aHrailickkoro MoOBOW0; IHdopmaliiiHui /UCTOK TMalieHTa Ta Gopma
iHdopMoBaHOi 3rofu i YKpaiHM aHrjiiicbkoro MoBoro, Bepcisg 6.1.0 Big 29 rpyans 2020 poky;
[HpopmartiiiHuii rMcToK maijieHta Ta dopmMa iHdopMoBaHOI 3roAu Aasi YKpaiHU YKpaiHChbKOK MOBORO,
Bepcist 6.1.0 Big 29 rpyans 2020 poky; [HpopmariitiHuii TUCTOK maijieHTa Ta opMa iHpopMoBaHOI 3roAu
s YKpaiHu pociiicbkkoro MoBoro, Bepcisi 6.1.0 Big 29 rpyans 2020 poky; [ocbe [OCTiPKyBaHOTO
nikapcbkoro 3acody SB12, Po3gmimu «1. Introduction» Ta «2. Quality Data», Bepcis 2.0 Big 21 rpygas
2020 poky, aHI/iChbKO MOBOIO; J10ChE AOC/IiPKYBAaHOTO iKapchKoro 3acody SB12, Po3xin «4. Clinical
Data», Bepcist 2.0 Big 01 rpyans 2020 poky, aHTJIiHCbKOK MOBORO; 3arajbHa OL[iHKAa PU3HKIB Ta KOPUCTI
nocnimkenns SB12-3003, Bix 14 rpyans 2020 poky, aHT/1iiCbKOK MOBOIO.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Big 15.08.2019

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomiszoBaHe, mozBiliHe crime, OararomeHTpoBe aAocimkeHHsS (a3u III 3 MeTor MOpPiBHAHHS
eeKTUBHOCTi, 6e3revHoCTi, (hapMaKOKiHETUKMA Ta iMyHOTeHHOCTi mperapaty SB12 (3amporoHOBaHOTO
Oioananora ekysisyma0y) i mnpemapaty Comipic® vy TmaljieHTiB 3 [MapoOKCH3MaJbHOK HIYHOIO
remoro6inypieto», SB12-3003, Bepcisi 5.0 Big 21 cepriasi 2020 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

«Camcynr Batioeric Ko., JIta.», Pecriybnika Kopest (Samsung Bioepis Co., Ltd., Republic of Korea)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JUpeKkTopary

(apmaneBTHYHOT0 3a0e3MeueHHs

Onekcanap KOMAPIJA




HonaTtok Ne 27

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

Ilocke mocmipKyBaHOTo Jlikapcbkoro 3acoby Topunanimab_Moayie 3 «SKicTe», Bepcist 3.0 Big 07 ciuns
2021 poky, aHrilcekKol MOBOI; [locke AOCIIIPKyBaHOTO JiKapCchKOro 3aco0y muiariebo 710
Topunanimaby_Mogyne 3 «fIkicte», Bepcis 2.0 Big 06 ciuds 2021 poky, aHI/TiNHCBKOI MOBOIO;
3amyuennsi komrmadii Catalent Germany Schorndorf GmbH, Germany, ik [g0aTKoBOi BHUPOOHHUOL
JinsTHKY Ta iMropTepa niperiapary Topunasnimab ta raue6o g0 Topunanimady

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

Ne 422 Big 10.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[TpocriekTBHe, paHJOMi30BaHe, I1ale00-KOHTPO/IbOBAaHe, TO/BiliHe ciiine, OaraToLeHTPOBE,
peecTpaljiiiHe KiiHiuHe mocimkeHHs ¢as3u I aia mopiBHsHHA Topunanimaby (JS001) y moegHaHHI 3
NeHBaTUHIOOM Ta Twianieb0 y TOegHaHHI 3 JjieHBaTWHIOOM sIK Tepamii 1-i fiHIl Mpu TomMpeHin
renaTouemnossipHii kapiHoMi (I'LK)», JS001-027-111-HCC, Bepcis 1.2 Bix 02 BepecHst 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Shanghai Junshi Biosciences Co., Ltd, China

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




Hopatok Ne 28

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

Onosnenuii ITpotokon kniHiuHOrO mocrifmkeHHs HGS1006-C1113, inkopropoBanuii nomnpaskoto 04 Bif,
25 mucromnaga 2020 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomiszoBane, mofBiltiHe ciitie, T1alle00-KOHTPOIbOBAHe,
noOiuHMX SIBUII, 10 BUK/IHMKAIOTh OCOOJMBHM iHTepec, TMpM 3acTOCyBaHHi OeyiMymaly y Aopociux
MalieHTiB i3 CHCTEMHUM YepBOHMM BOBUAaKOM B aKTHMBHiM (opMi 3 HasBHUMU ayTOAHTUTiIaMU»,
HGS1006-C1113, inkopnoposanuii nonpaskoro 03 Biz 22 tpaBHs 2017 poky

52-Tw>KHeBe AOCTIiPKeHHSI [0 OL[iIHKA

3asBHUK, KpaiHa

TTianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«Human Genome Sciences, Inc.» («XbtoMaHn [Ixenom CatieHcis, IHk.»), CILIA

CymnyTHi
Marepianu/TipernapaTy
CyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Honarok Ne29

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hopnatok (Bepcist 3.0 Big 11 ciuns 2021 poky) o [Hdbopmarii ass natjienta i @opmu iHpopMoBaHOi 3ro/iy,
Bepcis 5.0 Bix 10 mumHg 2018 poky yKpaiHCHKOIO Ta POCIHCHKOI0 MOBaMU

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

Ne 16 Big 13.01.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangoMi30BaHe, To/BiliHe CJiine, TUIarie00-KOHTPOIbOBaHe, OAaraToLeHTPOBe AOC/iHKeHHs ¢a3u 3, 1[0
MPOBOJIUTECS B Tiapajie/lbHUX Tpymax [ OLHKA 0Oe3rmeyHoCcTi Ta e(eKTUBHOCTI 3aCTOCYBaHHS
ycTekiHymaly [s iHAYKLiMHOI Ta TiATpUMYHOUOi Tepariii y yuyaCHHWKIB [JOC/iPKeHHs 3 aKTUBHUM
BHUPA3KOBUM KOJITOM CepefHbOr0 abo Ba)KKOTO CTyreHs TsoKkocTi», CNTO1275UC0O3001, 3
IHKOpIIOpOBaHOo0 norpaskoro 2 Bif 20 kBiTHA 2016 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

"fAnccen-Cinar Inrepremnn HB", benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




HonaTtok Ne 30

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/ieHU# IPOTOKOJ1 K/iHiuHOTrOo BUrpobyBaHHs 16T-MC-AMAP 3 iHKOpriopoBaHOIO MOIPaBKoO (a) Bif
16 rpygus 2020 poky, aHrjilicekoro MoBow; I[Hdopmalis [/s maiieHTa AociaigkeHHsi Ta Popma
IndopmoBaHoi 3roau /15 BUKOPUCTaHHS B YKpaiHi, Bepcisi Ne 4.0 ykpaiHCbKOIO MOBOO Bif 03 /m0oTOro
2021 poky; Indopmariis ans nauieHTa gocaigpkeHHs Ta @opma [HpopmMoBaHoi 3roau /7151 BUKOPUCTaHHS B
YxkpaiHi, Bepcisi Ne 4.0 pociticbkoro MoBoto Bif, 03 mtotoro 2021 poky; LJofeHHUK MallieHTa JOC/TiI)KeHHs
I6T-MC-AMAP pns BiAnoBifiell Ha 3amWTaHHS MPO YacTOTY BUIIOPOXKHEHb i BUMAAKU peKTaabHOI
KpPOBOTeui TmpoTsaroMm 1 [AHS [0 TpPOBeJeHHs eHZJOCKOIi, pefakilis aas YKpaiHu, Bepcis 2 Bij
04 mucronaga 2020 poky, ykpaiHCbKOrO MOBOO; [llogeHHuk nanienTta gocnimpkenHs 16T-MC-AMAP s
Bi/IMOBi/lel Ha 3aMUTaHHS MPO YaCTOTy BUIMOPOXKHEHb i BUMAZKWA PeKTaabHOI KPOBOTeUi MpoTsarom 1 AHs
[l0 TIPOBe/IeHHs1 eH/I0CKOMiT, pefakiis A1 Ykpainu, Bepcis 2 Big 06 mucronaza 2020 poky, poCiiicbKoro
MoBoto; LlogenHuk natjienTa gocnigxkenas I6T-MC-AMAP n/is BinoBizield Ha 3anUTaHHS PO YaCTOTY
BUIIOPOKHEHD 1 BUTA/IKA PEKTaJbHOI KPOBOTEUI MPOTITOM 7 [HIB [0 TPOBEEHHs eH/IO0CKOIIil, peJaKilis
Ons Ykpainuy, Bepcig 2 Big 04 mucromaga 2020 poky, ykKpaiHCBKOHO MOBORO; IlJozileHHMK TaljieHTa
nocnimpkenHss [6T-MC-AMAP pans BigmoBifeld Ha 3anMTaHHS TPO YacTOTY BUIIOPOXKHEHb 1 BUMAAKU
PeKTa/bHOI KPOBOTEUI MPOTAroM 7 JHIB 10 TIPOBeJ€HHS eH0CKOIIil, pejakLis Ajs1 YKpaiHu, Bepcisd 2 Bif
06 mucromaga 2020 poky, pocilickkoro MoBoro; JKypHan BBeZileHHsS [OC/i)KyBaHOTO Tpernapary
narjienToM (Patient Study Drug Self-Administration Log mirikizumab), Bepcisi 1 Big 21 sumust 2020 poky,
YKpaiHCbKOIO MOBOMO; JKypHan BBefleHHsI JOC/ifKyBaHOro npernapary naiuieHtoMm (Patient Study Drug
Self-Administration Log mirikizumab), Bepcis 1 Big 21 sumnns 2020 poky, pociiickkoro MoBoto; KypHain
HaBUaHHS TMallieHTa TpuiioMaM BBeJieHHs JAociifpkyBaHoro miperapatry (Patient Study Drug Self-
Administration Training Log), Bepcis 1 Big 11 rpyans 2020 poky, ykKpaiHCbKOH MoBOO; JKypHasn
HaBUYaHHS TMallieHTa TpuiioMaM BBeJieHHs JAocdifpkyBaHoro miperapaty (Patient Study Drug Self-
Administration Training Log), Bepcis 1 Big 22 rpyans 2020 poky, pocilicbkoro MOBO; [HCTpyKLis 3
KODUCTYBaHHS [/Isl CaMOCTiMHOTO BBefleHHs iH’ekuii, Bepcisi 1 Big 03 uepBHs1 2020 poKy, yKpaiHCHKOIO
MOBOO; [HCTPyKIisi 3 KOPHUCTYBaHHsI [i/isl CaMOCTIMHOTO BBeJleHHs1 iH’e€Kilii, Bepcisi 1 Bix 03 uepBHs
2020 poky, pociliCbKOI0 MOBOO; Bineo-iHCTpyKIisi 3 BUKOPUCTaHHS TorepeHbO HAalOBHEHOTO ILTIPULIA




IS TIAL[iEHTiB 100 BWKOHAHHA iH’ekiili Mipikisymaby (Miri PFS How to Inject Video
V1.0_06.26.2020_UK-Ukraine), Bepcisi 1.0 Bifg 26 uepBHsi 2020 poKy, yKpaiHCbKOW MOBOW; Bigeo-
IHCTPYKLisi 3 BUKOPUCTaHHS TONepeJHb0 HalTOBHEHOTO ILITIPULIA /1J1s MALiEHTIB 11010 BUKOHAHHS iH’ €KLIiN
Mipikizymaby (Miri PFS How to Inject Video V1.0_06.26.2020_UK-Ukraine), Bepcist 1.0 Biz 26 uepBHs
2020 poKy, poCiiCbKOI0 MOBOIO;

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

Ne 1753 Biz 06.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararouentpoBe, Bigkpure, Ilomoexene HocmimkenHs III Pasm pasg Ouinku  [JoBrotpusasol
EdexktrBHOCTI Ta Be3neuHocti 3actocyBaHHsi Mipikizymaby y IlauientiB i3 BwupaskoBum Kositom
IMTomipHoro Ta Tspkkoro ITepebiry (LUCENT 3)» , IGT-MC-AMAP, iniuianbHa Bepcist Big 15 GepesHs
2018 poky

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CA», I1IBeliliapis

CnoHcop, KpaiHa

Eni Jlinni ena Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0€3MeueHHA

Onexkcangp KOMAPIJA




Hoparok Ne 31

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

Indopmariitinuii 6roseTens gocmimpkenHs MT-12, MATIC gnsa cim’i, 01 rpygus 2020 p., Bepcis 2.0, UA
YKPaiHCbKOO Ta POCiICbKOI0 MOBOHO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2266 Big 12.11.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«OpHopiuHe TUIaleb0-KOHTpPO/IbOBaHe fociimkenHss III ¢asu 3 ouiHku edekTuBHOCTI Ta Oe3rneku
TabeTKM i CyOsiHrBasibHOI iMyHoTeparii (SLIT-tablet) mpu aneprii Ha Kiillja JOMAIIHBOTO MUY Y
niteid (5-11 pokiB) 3 pUHITOM/PUHOKOH'TOHKTUBITOM, BUK/IMKAaHUM KJTIIIEM [JOMAIIHbOTO TIHIY, 3 abo 6e3
actmu», MT-12, Bepcis 4.0 Big 13 rpygus 2019 p.

3asBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHa

CnoHcop, KpaiHa

AJIK-A6enno A/C, Nanis (ALK-Abello A/S, Denmark)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HonaTtok Ne 32

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUEHHST I0/IaTKOBUX MiCIlb TTPOBE/IEHHS K/TiHIYHOTO BUMPOOYBaHHS B YKpaiHi:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. | nikap Becenosa I'.C.

KomyHaneHe HekoMmeprjiviHe migrpuemcTBo «Micbka mosikiiHika Ne9» XapKiBCbKOI MiCBKOI
pajiy, Bif/iyleHHs] By3bKUX (haxiBLiiB, M. XapKiB

2. | k.M.H. [Tanamapuyk O.I.

KomyHanbHe HeKoMepijiliHe mianpuemMcTBo «Micbka sikapHsi Nel0» 3anopispkoi MiCbKOi pajy,
Kap/ZiopeBMaToJIOriuHe BiJ/ii/ieHHs, M. 3aropixKs

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

Ne 38 Bif 11.01.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanpomizoBaHe, noziBiliHe ciiirie, raie60-KOHTPOIbOBaHe JOC/TiIKeHHs /I/isi BUBUeHHS e()eKTUBHOCTI Ta
Oe3reyHocti Tmiperapaty Imwkektadep® (KapbokcumanbTo3a 3amiza) IS JTIKyBaHHS — CepIEBOL
HeJIOCTaTHOCTI mpu 3anizofediuutHux craHax», 1VIT15043, dinanbHa apadt Bepcis 2 ans FDA Bia
29 muctomniaza 2018 p

3asiBHUK, KpaiHa

TorapucTBO 3 06MeXXeHOI0 BifnoBigambHicTIO «KLIP YKpaiHa»

CnoHcop, KpaiHa

«AwmepikaH PemxenT, Ink.», CIIIA (American Regent, Inc., USA)

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Onekcangp KOMAPIIA




Hopatok Ne 33

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

3miHa BiJNOBIZAMBHOTO AOC/IIIHUKA B MICL MpoBeAeHHs1 KUIBCbKa KJIiHIUHA JIiKapHS Ha 3a/1i3HUYHOMY
TpaHcropTi Ne2 ¢inii «LleHTp 0XOpOHU 370pPOB’si» aKIliOHEPHOTO TOBApMCTBA «YKpaiHChbKa 3a/li3HULIS»,
BiZifli/IeHHs1 IeHHOT 0 CTaljioHapy, M. KHiB:

byno Crasno

jikap I'ipuenko H.B.
KuiBcbka KiiHIYHA JIiKapHd Ha 3a/li3HUYHOMY
TpaHcmopTi  Ne2  ¢inii  «lleHTp 0XOpoHU
3/10pOB’sI» aKLIiOHepHOI 0 TOBAapUCTBa
«YKpaiHCbKa 3asi3HULIs», BiJfi/IeHHs JeHHOTO
crauioHapy, M. Kuis

3aB. Biz. Kupuuenko O.B.

KuiBcbka KiiHIYHA JliKapHS Ha 3a/li3HUYHOMY
TpaHcropTi  Ne2  ¢inii  «IleHTp o0xOpoHM
3/10pOB’sI» aKILiOHepHOr o TOBapUCTBa
«YKpaiHCbKa 3asi3HULIS», BiJJiNeHHs [eHHOTO
crauioHapy, M. Kuis

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«PaHjjomi30BaHe, TIO/BiliHe clille, MOABiliHE MacKOBaHe, IUIAl[e00-KOHTPO/IbOBAaHe, OaraTorleHTpoBe
nocnimkenHs ¢asu Il B mapasenbHUX Tpymax 3 MeTOK OIiHKM e(eKTUBHOCTI, Oe3rmeuHoCTi Ta
tapmakokinetvku nipeniapaty UTTR1147A y niopiBHsIHHI 3 1/1a1ie00 Ta B MOPiBHSHHI 3 Be/j0/1i3ymMaboM y
MaL{i€eHTIB i3 BUPA3KOBMM KOJIITOM BiJ, MOMIPHOTO [0 TsXKKOro crymneHs», GA39925, Bepcia 6 Big 08
kBiTHs 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 ObOMmexxeHoto BigmosisanbHicTio «KoHTpakTHO-[ocmignuipka Opranizauis [THHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Genentech, Inc., USA/ [I)xenenrek Iuk., CIITA

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOTrO 3a0€3neueHHA

Onekcangp KOMAPIIA




Hopnatok Ne 34

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

OnosneHa bporirypa pocniguuka [JNJ-67896062 (MatjiteHTaH)], Bepcis 18, 4 rpyans 2020 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«JloBrocTpokoBe, baraTorieHTpOBe, BiIKpUTe AOC/IiKeHHs: 63 KOHTPOJIBHOI TPYIH, 110 € TIPOJOBXKEeHHIM
pocrimkerHss MEPIT-1, nyis ouiHku 6e3meku, TepeHOCHMOCTi Ta epeKTUBHOCTI MaljiTeHTaHy y Malji€eHTiB
3 Heorepabe/bHOI XPOHIUHOI TpoMOOeMOOosTiuHO0 jereHeBoro Timeptensieto (XTJIT)», AC-055E202
(MERIT-2), Bepcis 3 Biz 28 Bepecns 2020 p.

3asBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHa

CnoHcop, KpaiHa

Axrenion ®apmacktoTikainc, JIta. Actelion Pharmaceuticals Ltd., Switzerland

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HonaTtok Ne 35

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

Inentudikaris cyrreBoi
TIOTIPaBKU

OnoBnenuyi ipoTokos KiaiHiyHoro gociifmxkeHHs: TAK-079-1004, Bepcis i3 nonpaBkoto 3 Bif 18 rpyaHs
2020 p., anrmiicekoro MoBow; TAK-079-1004 OcHoBHa iHdopMallis aas rmaiieHta i dopma
iHdbopMoBaHoi 3rosiy A/l YKpaiHH, aHIJIilicbkoro MoBoto, Bepcist 3.0 Bif 26 ciuns 2021 p.; TAK-079-1004
OcHoBHa iHdbopMaLis A5 nanieHTa i popma iHdbopMoBaHoi 3rogu [jisi YKpaiHH, YKpaiHCbKOIO MOBOIO,
Bepcisi 3.0 Big 26 ciuns 2021 p.; TAK-079-1004 OcHoBHa iHdopmallis A maijieHTa i ¢dopma
indopmoBaHoi 3roau A/t YKpaiHu, pocilicbkkoro MoBoto, Bepcis 3.0 Bif 26 ciuns 2021 p.; TAK-079-1004
BigkpuTe mipofioB>keHHs1 focipkeHHs A, IHdopmatiis A matjienTa i popma iHbopMoBaHoi 3roau s
YKpainu, aHraificbkoro MoBoto, Bepcis 3.0 Big 26 ciuns 2021 p.; TAK-079-1004 BigkpuTte npojoBXeHHS
jJocnimkensss A, IHdopmarisi Ans naiienrta i ¢dopma indopmMoBaHol 3rogu s YKpaiHu, yKpaiHCHKORO
MoBORw, Bepcig 3.0 Big 26 ciuns 2021 p.; TAK-079-1004 BigkpuTe NpoOJOB)KeHHS AOC/II)KeHHS A,
IHdopmargisi Ans1 marjienTa i popma iHdhopMoBaHoi 3rosu A1s1 YKpaiHH, pociiicbkoro MoBoto, Bepcisi 3.0 Bif
26 ciuns 2021 p.; TAK-079-1004 Binkpute npooBxeHHs1 focaimkeHHs: b, IHpopmaltiis a5 marieHTa i
dhopma iHbopMOBaHOi 3rofu A1 YKpaiHu, aHIJIiCbKOI0 MOBOMO, Bepcis 3.0 Big 26 ciunsg 2021 p.; TAK-
079-1004 Bigxpute mpojoBxeHHs1 AociaimkeHHs: b, [Hdopmariis ais nmaijienTa i dopma iHpopMoBaHOI
3roAu Ajis YKpaiHd, YKpaiHCbKOH MOBOO, Bepcis 3.0 Big 26 ciung 2021 p.; TAK-079-1004 Binkpure
TIPO/IOB)KeHHs AociipkeHHs1 b, IHbopMmaliis aas maijieHTa i dpopma iHbopmoBaHOI 3roau s YKpaiHu,
pociticbkoro MoBoto, Bepcist 3.0 Big 26 ciunst 2021 p.; Jocke AocmigpKyBaHoro jikapcbkoro 3acoby TAK-
079, Bepcig 4.0 Big 11 ciuns 2021 p., aHiKACBKOI MOBOR; 30i/bllleHHs TepMiHy TMPUAATHOCTI
JocimKyBaHoro fikapcbKoro 3acoby TAK-079, po3uun ans in’ekiiii, 100 mr/mi, go 60 micsiiis

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

Ne 1849 Biz 11.08.2020




Hasga kiiHiuHOTO «PaHfoMmi30BaHe, TMOABiMiHe ciiine, TUIale00-KOHTPO/IbOBAaHEe MAOCTiMKeHHs ¢a3d 2 [  OLiHKU

BUTIPOOYBaHHS, KO/, Oe3reyHocTi, TepeHocUMOCTI Ta  edektuBHOCTi  miperapaty TAK-079 y  marjieHriB i3

Bepcis Ta fjaTa MepCUCTYIOYOI0/XPOHIUHOI0 TEepPBUHHOI0 iMYHHOI TpoMbOouuToneHieo», TAK-079-1004, Bepcisi i3
noripaBkoro 01 Big 26 rpyans 2019 p.

3asiBHUK, KpaiHa ToBapuctBo 3 O6MmexkeHow BianopizaneHicTio «KoHTpakTHO-Iocnignuibka Opranizaris IHHOdapm-
YKpaiHa»

CrioHcop, KpaiHa Minnenniym ®@apmacetoTikans, Iuk., CIIIA (Millennium Pharmaceuticals, Inc., USA)

CynyTHi —

Marepiasu/nperiapaty

CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JUpeKkTopary
(apmanieBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




HonaTtok Ne 36

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/IIOUeHHSsI J0AaTKOBOT'O MiClisl TPOBeIeHHsI K/TiHiUHOTO BUMIPOOYBaHHS:

Ne
/1

HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

1.

3aB. Bij. ['anarypuu O.M.

JIiKyBa/IbHO-ZIlaTHOCTUYHUM LIEHTP TPUBATHOIO MiJIPUEMCTBA «ACKJIeMii», BiJOKpeMJIeHHUH
CTPYKTYpHUM mizfipo3ain (BiggisenHs) Nel, M. JIbBiB

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

Ne 3059 Biz 29.12.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PaH/i0Mi30BaHe, aKTWBHO KOHTPOJIbOBaHe, TMOJBiliHe ciine AocsifpkeHHs $a3u 3 /i TOpiBHSHHSA
edektuBHOCTI Ta Oe3meuHocti CT-P43 3 mperapatom Crenapa y MallieHTiB i3 OJAIKONOAiOHUM
T1ICOpia30M BiJi IOMIPHOIO /10 TSDKKOI'O CTyIeHs TshKKocTi», CT-P43 3.1, Bepcis 1.1 Big 10 cepriag 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoto BigmosizanbHicTio «KoHTpakTHO-[ocmignuipbka Opranizauis [HHO(apM-

YKpaiHa»

CrnioHcop, KpaiHa CELLTRION, Inc., Republic of Korea (South Korea)/ CEJIJITPIOH, Iuk, Pecriybnika Kopes (IliBneHHa
Kopes)

CynyTHi —

Marepianu/npernapaTy

CYNyTHBOI Tepariii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTy

(apmaneBTHUYHOTO 3a0e3meueHHs

Onexkcangp KOMAPIJA




HonaTtok Ne 37

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa BiJIOBIZAIBHOIO AOCIIAHUKA B MICL MpoBeseHHsT KUIBCbKa KJIiHIYHA JIiKapHA Ha 3a/i3HUYHOMY

TpaHcropTi Ne2 ¢inii «ILleHTp 0XOpOHU 37]0pOB’si» aKI[iOHEPHOTO TOBAapPUCTBA «YKpaiHChKa 3asli3HULIS»,
BiZIli/IeHHs IeHHOr 0 CTaljioHapy, M. KuiB:

Byino

Crano

nikap I'ipuenko H.B.

KuiBcbka KiiHIUHA JiiKapHsi Ha 3ai3HUYHOMY
TpaHcriopTi Ne2  ¢inii  «LleHTp oxopoHU
310POB’ s1» aKL[iOHEPHOT O TOBapUCTBa
«YKpalHCbKa 3a/li3HULIs», BiAJiIeHHS [eHHOIO

3aB. Bifj. Kupuuenko O.B.

KuiBcbka KiiHIUHA JiiKapHsi Ha 3ai3HUYHOMY
TpaHcropti  Ne2  ¢inii  «LleHTp oXxOpoHU
310POB’ s1» aKL[iOHEPHOT O TOBapUCTBa
«YKpalHCbKa 3a/li3HULIS», BiAJiIeHHS [eHHOro

ctauioHapy, M. Kuis

ctauioHapy, M. Kuis

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

Ne 146 Big 21.01.2019

Hasga kiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«Bigkpute mnpogopxkeHe pocmipkeHHs da3u I 3 MeTor OIiHKM /OBrOCTPOKOBOI 0e3MmeuHoCTi Ta
nepe”ocumocTi npenapaty UTTR1147A y nanjieHTiB i3 BUPa3KOBUM KOJIITOM BiJi IIOMIPHOI'O [0 TSPKKOI'O
cryrnenst abo xBopoboto Kpona», GA40209, Bepcis 5 Big 09 kBitHst 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHoro BianorizaneHicTio «KoHTpakTHO-[ocnignunpka Opranizanis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

Genentech, Inc., USA/ [I)xenenrek Ixk., CIIIA

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lupeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




HopnaTtok Ne 38

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
22.03.2021 Ne 516

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoBKeHHST TPUBAJIOCTI K/IiHIYHOTO BUIMPOOYBaHHS B YKpaiHi Ta cBiTi 7o 31 rpyans 2025 poky

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

Ne 466 Big 13.03.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

BaraTorieHTpoBe paHj0Mi30BaHe AOC/iiKeHHs 2/3 da3u /s OLiHKU edeKTy TuiiHaOyJsTiHy y MOpiBHSIHHI 3
nerginrpactumMom y mpodinakTUili BaKKOi HeWTpOreHil y MaljieHTiB 3 pakoM MOJIOUHOI 3a/o03d, SKi
OTPUMYIOTh Mi€/IOCyTIpeCcUBHY XimioTeparito [oLieTakce/nioM, [JoKcopybiuypHoM i 1ukiogochamizom
(cxema TAC) (ITpotekTuB 2), BPI-2358-106, nonpaska npotokonay 10 Big 20 rpyans 2019 p.

3asgBHUK, KpaiHa

TOB «CAHAKIJIIC», YkpaiHa

CnoHcop, KpaiHa

BeyondSpring Pharmaceuticals, Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




HonaTtok Ne 39

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

3pa3Ku 300pa’keHb €JeKTPOHHOTO OMNWTYyBa/lbHUKa AJs marjieHTiB: ePRO Screenshots — Ukrainian
v4.0_Clean 08-Dec-2020 [Bame 310poB’st Ta camorouyTtsi - SF-36v2® Health Survey Acute, Ukraine
(Ukrainian); FACIT-Fatigue, ykpaiHCbKOI0 MOBOO]; 3pa3kKul 300pakeHb eIeKTPOHHOTO OMUTYBa/JIbHHUKA
nnsi narjiedTiB: ePRO Screenshots — Russian (Ukraine) v4.0_Clean 08-Dec-2020 [Bare 310poB’s Ta
camoriouyTTs - SF-36v2® Health Survey Acute, Ukraine (Russian); FACIT-Fatigue, pociiicbkkoto MOBOIO];
VIB0551.P3.S2, IGG4-A3 Ouinka 3aroctpeHb Ta Kputepii [I[gG4-RD Flare Evaluation And Criteria],
Bepcig 1.0, 2 xoBTHa 2020, aHr/IiMCbKOIO MOBOIO; [IOChE [OC/iI)KYBaHOTO JIiIKAPCHKOTO 3aco0y
(Inebilizumab), Bepcis 2.0 Big 06 ciuns 2021 p., aHrKCbKOK MOBOI; 3anyuyeHHs [J0/laTKOBUX
BUPOOHUUMX Ji/ITHOK ZJ1s1 T1ate6o 7o iHe6inizymab (Inebilizumab) 10 M, KoHI|eHTpAT /sl pO3UMHY /IS
ingys3iit: Berkshire Sterile Manufacturing, Inc.,CIIIA; SGS, CIIIA; 3any4yeHHsl J0JaTKOBOI BUPOOHHUYOI
IinsHKY A7ist iHe6inizyma6 (Inebilizumab), KoHtieHTpaT A1 po3unHy A iHdy3ii, 10 Mr/mi Ta riaiebo 10
inebinmizymad (Inebilizumab) 10 mn, koHueHTpaT Ass po3uuHy s iHQy3ii: Fisher Clinical Services
GmbH, HimeuurHa [Marie-Curie-Str. 16, Rheinfelden, Baden-Wuerttemberg, 79618, Germany]; 3pa3ok
MapKyBaHHS /IOC/Ii/PKyBaHOTO JTiKapchKoro 3aco0y Inebilizumab, 10 mr/ma abo mmare6o, 10 wu,
KOHLIeHTpaT JJisi po3uuHy s iHgys3iii (¢sakoH, ymakoBka[Habip], Label ID #: VIE2506PN38.2,
VIE2505PN38.1), ykpaiHCbKOIO MOBOIO; BK/IHOUeHHsSI [10[AaTKOBOTO MICLl TIPOBeJeHHsSI K/IiHIUHOTO
BUTIPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. I.M.H., npod. Yom sik B.B.

KomyHasbHe HekoMepliifiHe mirmprueMcTBO JIbBiBCbKOI 00/1acHOi pagu «JIbBiBChKUI 00/1acHUM
K/IIHIYHUM 1arHOCTUYHUM LIeHTp», PerioHanbHMI LIEHTP a/leproJiorii Ta K/aiHiYHOI iMyHOJIOrii,
M. JIbBiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2393 Big 21.10.2020




Hasga kiiHiuHOTO «Panziomi3zoBaHe, MoBiliHe ciire, OaraToI|eHTPOBe, M1ale00-KOHTPO/IbOBaHe AOC/iKeHHS 3 ¢a3u a/s
BUTIPOOYBaHHS, KO/, OLiIHKA edeKTUBHOCTI i Oe3meuyHocTi iHebGimisymaby mipu [gG4-acolilioBaHUX 3aXBOPHOBAHHIX»,
BepCis Ta zjaTta VIB0551.P3.S2, ITornpaBka 3, 16 kBitHs 2020 p.

3asiBHUK, KpaiHa ToBapHCTBO 3 06MesKeHOI0 BiinoBigansHicTIo «MEITTENC YKPATHA»

CrioHcop, KpaiHa Biena Baito, Ink., CIIIA (Viela Bio, Inc., USA)

CynyTHi —

Marepianu/mpenapaTy

CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Onexkcangp KOMAPIJA




Honarok Ne 40

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

IHdopmaritinuii ucTok mnatjienTa i ¢opma iHpopmoBaHoi 3roau, Bepcis V7.0UKR(uk)1.0 Big 28 ciuns
2021 poky, nepeksaj yKpaiHCbKO0 MOBOIO Bif 04 mtotoro 2021 poky; IHdopmariiiiHuii TMCTOK MartlieHTa i
tdopma iHdbopmoBaHoi 3roau, Bepcis V7.0UKR(ru)1.0 Big 28 ciuna 2021 poky, mepeksaf poCiiiCbKO0
MoBoto Bif 04 mrotoro 2021 poky; IHdopmatitina Opoiirypa s maiieHTa, gociaimkenas BERGAMOT
(GA29144) [VO3UKR(UK)01], ykpaiHCcbKOlO MoOBOIO; IHdopMariiiiHa Oporrypa /A1 TalfieHTa,
nmocrimkennss BERGAMOT (GA29144) [VO3UKR(RU)01], pocitickkoro MoBoto; BitanpHa Gporiypa ajist
naijieHTa, goctimpkeHHs BERGAMOT (GA29144) [V0O5 UKR(UK)01], ykpaiHcbkoto MoBor0; BitanbHa
Oporrypa asist natieHTa, goctimpkenHss BERGAMOT (GA29144) [V05 UKR(RU)01], pociiicbkoro MOBOIO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 300 Big 22.05.2015

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpoBe, paH/j0Mi30BaHe, TO/BiliHe-C/Iine, riarie00-KOHTPOoIbOBaHe JocimKkeHHs dasu 111 gs
OL[iHKM e(eKTHUBHOCTI Ta Oe3MeyHOCTi Tpermapary eTposiisymMab B fKOCTi iHAYKLii i MiATpUMYyHOYOro
NMKyBaHHSI TAlLi€HTiB 3 XBopobOoro KpoHa B akTuBHiM (a3i Bifg cepeaHbOrO [0 TSHKKOTO CTYIIEHS
Ba)XKOCTi», GA29144, Bepcis 7 Bix 24 kBiTHsA 2019 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'TOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«®. XOODPMAHH-JIA POIL JITI», lIseiuapis (F. HOFFMANN-LAROCHELTD, Switzerland)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hoparok Ne 41

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

[TpoTtokon KniHiyHoro pociimkeHHs J2G-MC-JZJC, Bepcisi 3 iHKopriopoBaHOwO TornpaBkowo (d) Bif
18 nmucromnaga 2020 poky; IHdopMalis A naiieHTa gociifkeHHs Ta @opma iHpopmMoBaHOI 3roau st
y4acTi y AOoC/ipKeHH] /Jid BUKOPUCTaHHS B YKpaiHi, Bepcisg Ne 3.0 ykpaiHCbKO0 MOBOM Bij 01 yroToro
2021 poky; Indopmauis gnas maijieHTta fgociifpkeHHs Ta Popma iH(OpPMOBaHOI 3rofu Ajs y4yacTi y
JIOCJIi/PKeHHI [I/151 BUKOPUCTaHHS B YKpaiHi, Bepcis Ne 3.0 pociiicekoro MoBoto Bif 01 ymororo 2021 poky;
[Hdopmarisi ans maiieHTa gociifpkeHHsT Ta PopMma iHPOpPMOBaHOI 3rofu [jisi y4yacTi y mepexifHomy
Trepiofii AOCIi/PKeHHs [JIs1 BUKOPUCTaHHA B YKpaiHi, Bepcig Ne 3.0 ykpaiHCbKOIO MOBOO Bif 01 yroToro
2021 poky; Indopmauis anas maijieHTa fgociifpkeHHs Ta Popma iH(OpMOBaHOI 3rofu A/ yyacTi y
repexiZiHOMy mepiofi AOCTiIKeHHs [/ BAKOPUCTaHHS B YKpaiHi, Bepcisi Ne 3.0 pocilicbKol0 MOBOIO Bifj
01 smororo 2021 poky; OHOBJ/IeHa KOPOTKa XapaKTepPUCTHKA Ha Jiikapcbkuid 3aci6 Carboplatin, po3uus gist
iHgysii, 10 mr/mn, Big 16 yepBHs 2020 p; OHOB/leHa KOpPOTKa XapaKTepUCTHKa Ha JIiKapCbKUi 3acib
Keytruda, koH1ieHTpaT /151 po3unHy A/ iHdy3ii, 25 mr/m, Big 18 rpyans 2020 p.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«baraTouieHTpOBe, paHJoOMi30BaHe, BifkpuTe nociipkeHHs III da3u mopiBHSHHS Teparmii MpernapaToM
CenmnepkatiHi6 3 Teparie€to rperapataMmy Ha OCHOBI MOXiZIHUX TJIATUHU B TIOEJHAHHI 3 TIeMeTPeKCe/ioM B
abo 6e3 koMmOiHarii 3 mpuiioMoM TieMOposti3yMaba B SIKOCTi MepIoi JiiHil JiKyBaHHS TIOIIMPEHOTO Y
MeTacTa3yruoro HeIpiOHOKTIITUHHOTO PaKy JiereHi 3 HasBHICTIO TiOpuaHoro reHa RET», J2G-MC-JZJC,
Bepcis 3 iHKopropoBaHoto 1ronpaBkoro (b) Big 10 yuepBHst 2020 poky

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CA», I1IBeliLiapis

CnoHcop, KpaiHa

Eni Jlinni ena Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hoparok Ne 42

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikaiiis cyrreBoi BKJ/TIOUEHHST I0/IaTKOBUX MIiCITh TPOBEIEHHS K/TiHIYHOTO BUIIPOOYBAHHSI:
TIOIIpaBKU Ne I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1 3aB. Bizi. [IpobHep L.T.

KomyHanbHe HeKOMepIiiiiHe TMiANPUEMCTBO «XMeJTbHUIIBKUN 00/IaCHUA MPOTUTTYXJTUHHUN
1[eHTp» XMeJbHUIIbKOI 00/1acHOI paju, BiieHHs HOBOYTBOPEHb I'DY[AHOI 3a/I03H, IIKipH,
M’SIKUX TKaHHWH Ta KiCTOK, M. XMe/IbHUL[bKUI

2 K.M.H., fou. Pucnaesa /I.E.

JIikyBa/TbHO-/1iarHOCTUYHHI 1IEHTP TOBApUCTBa 3 0OMEXKEHOI0 Bi/IMOBianmbHiCTIO «Memikc-peit
Intepuernn I'pymn» JlikapHs i3painbcbkoi oHKosorii «LISOD», BiggineHHs KIiHIUHKMX Ta
HAYKOBUX J0CTi/pKeHb, KuiBchKa 00/1., O0yXiBCbKHI p-H, C. [1mt0TH

3 sikap CinenbHikoB 1.B.

KomyHnanbHe mignpuemctBo «BosmHCBKWE  00macHMA — MeAWYHWN  LEHTP  OHKOJIOTii»
BomHcbKoi 06/1acHOT pajiv, OHKOJIOTiUHe XiMioTeparieBTHUHE BiffisieHHs, M. JIVIIbK

3MiHa BifnoBifanpHOro gocnigHuka y MIIB: [lep)kaBHa ycraHoBa «[HCTUTYT MeiMUHOI pafiosiorii Ta
onkoJsorii im. C.II. I'purop’eBa HarjioHanbHOI akajemii MeAWUYHMX HAayK YKpaiHW», BiJJiJleHHS
K/IiHIYHOT OHKOJIOTIi Ta reMaTo/orii, M. XapKiB:

paaiosorii Ta onkosorii im. C.II. I'purop’esa
HanjjonaneHol  akazemii  MeJAWUHUX  HaykK
YKpainu», BiAfisieHHs K/iHIYHOI OHKOJIOTili Ta

reMaTosIorii, M. XapkKiB

Bbysno Crano
71.M.H., Tipog. [[TortoBcbka T.M nikap Myxwuuyk [.B.
HepxaBHa yctaHoBa «IHcTUTyT MeauuHoi | [epkaBHa — ycraHoBa  «IHCTHUTYT — MeJMYHOI

paziosorii Ta onkosorii iMm. C.II. I'purop’esa
HauioHaneHoi  akazemil  MeJWUYHUX  HayK
YKpaiHu», BiAJiJieHHs K/IHIYHOI OHKOJIOTii Ta
remMarosorii, M. XapkiB




Howmep ta faTa Hakasy Ne 1574 Biz 10.07.2020

MO3 1100 3aTBep/KeHHSs

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOTO «HJocmimkennss 2 ¢da3m iHribiropy PD-1 JTX-4014 B sKocti MoHOTeparii Ta y KombiHarlii 3

BUTIPOOYBaHHs, KO/, Bormparenimabom, sikuii € aroricrom ICOS, y maiji€HTiB 3 MeTaCTaTUYHUM He/PiOHOKTITHHHAM PakoM

BepCis Ta fjaTa nerenb (HJPJI) micnsi ogHOro TomepefHbO OTPMMAHOIO peXUMY TUIATUHOBMICHOI XiMioTepariii,
Bif1iOpanux 3a biomapkepamu», JTX-4014-202, Bepcist 1.0 Big 13 ciunsa 2020 poky

3asiBHUK, KpaiHa TorapuctBo 3 ObmexkeHow BianorigansHicTio «KoHTpakTHO-ocmiguuibka Oprasizaifisi IHHOGapM-
YKpaiHa»

CrioHcop, kpaiHa Jounce Therapeutics, Inc., United States of America

CynyTHi —

Marepianu/npernapaTy

CyNyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHUYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Honatok Ne 43

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

[Top0B)KeHHs1 TPUBAJIOCTI K/IIHIYHOTO JOCTiIpKeHHsI B YKpaiHi 70 26 mortoro 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1593 Big 09.07.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«OuiHKa BiAjaneHWx pe3y/nbTaTiB i TpUBaANOCTI eQeKTy Micas JiKyBaHHS pO3CISTHOTO CKJ/Iepo3y
K/1aipubiHOM y hopMi Tab/eToK: MolrykoBe aMmOicrieKTUBHE JOC/imKeHHsT Ga3u [V 3a yuacTio Talli€HTiB,
AKi panime Opamu yuactb y kiiHiuAMX BunpoOyBaHHsax CLARITY (CLARITY-EXT) i ORACLE MS»,
MS700568_0026, Bepcis 2.0 Big 03 munns 2020 poky (riorpaBka 1.0)

3asBHUK, KpaiHa

TTianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

Merck KGaA, Germany

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




Hopnatok Ne 44

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikaiiis cyrreBoi 3MiHa BiJ[TIOBia/ILHOTO JOC/TiIHUKA Y MiCLli TIPOBejeHHsS] BUTIPOOYBaHHS:
TIONPAaBKU
Byso Crano
I.M.H., ipod. HIkypymiit [1.A. nikap Xonog . A.

KomyHanbHe MiATIPUEMCTBO «ITonraBceka | KomyHansHe i TIPUEMCTBO «[losiTaBCBKa
obsacHa  kiiHiyHa  JikapHs  imeHi  M.B. | obsacha  kiiHiuHa  JtikapHs  imeni  M.B.
Cktihocorcrkoro ITonTaBceKoi obmacHoi pagu», | CkridocoBcbKoro ITostaBcbKoi 06/1aCHOI pau»,
BififisieHHs1  aHecTe3iosiorii  Ta  iIHTEHCHMBHOI | BiJJi/leHHS  aHecTe3i0/0orii Ta  IHTeHCUBHOI
Teparii, YKpaiHCbKa MeJuWuHa CTOMATOJIOTiYHa | Teparii, YKpaiHCbKa MeJWUHa CTOMAaTOJIOTiYHa

akazemis, Kadezpa aHecTe3i0/10rii 3 | akazemis, Kadepa aHecTe3io/orii 3
IHTEHCUBHORO Tepartier, M. [TonTaBa IHTEHCUBHORO Tepariieto, M. [TonTaBa
Homep Ta gara Hakazy Ne 1166 Big 23.05.2019
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS
Hasga kiHiuHOTO «MixHapoziHe, paHJoMi30BaHe, TIO/BiliHe cjiire KmiHiuHe mocmimxkeHHs III ¢da3u 3 BUKOpUCTAHHAM
BUTIPOOYBaHHS, KO/, aKTMBHOTO TIperiapaTy TIOPiBHSHHS /i1 OL[iHKK 0Oe3reKku, T[epeHOCHMOCTi Ta e(heKTUBHOCTI
BepCis Ta zaTta imineHemy/tiunacratuay/penebakramy (MK-7655A) y TopiBHSHHI 3 TMineparjuiiHOM/Ta300aKTaMoM Y

MarfieHTiB i3 BHYTPILIHBOIKApHSHOW OakTepiabHOK IMHEBMOHi€0 ab0 BEHTHIATOP-ACOLiHOBaHOIO
OakTepiaspHOIO TTHeBMOHi€r0», MK-7655A-016, 3 iHkopriopoBaHoto momnpaBkor 02 Bix 18 BepecHs

2019 poky
3asgBHUK, KpaiHa ToBapucTBo 3 06MeXeHOI0 BiAinoBiAanbHicTI0O « MC/] YKpaiHa»
CrioHcop, KpaiHa «Mepk Hlapn Exg Joym Kopr.», gouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &

Dohme Corp., a subsidiary of Merck & Co., Inc., USA)




CymnyTHi —
MaTepianu/rpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Honatok Ne 45

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

[TpojoBXKeHHsST TePMiHy TMPOBe/IeHHsI KJIiHIYHOTO BUMPOOyBaHHS B YKpaiHi g0 31 TpaBHs 2022p.; 3MiHa

azipecu CrioHCOpa K/TiHIYHOTO BUTIPOOYBAHHSI:

bYJIO

CTAJIO

«AKAIIA ®apmachbroTiKan3 InK.»
3611 Benni Cente [paiie, Odgic 300
M. Can-iero, mwrat Kanidopnis 92130, CIIA
(3611 Valley Centre Drive, Suite 300
San Diego, CA 92130 USA)

«Axkafia dapmacbroTiKan3 IHK.»
12830 Enp  Kamino Pin, Odic 400
M. Can-[iero, mwrat Kanidopnis 92130, CIOA
(12830 El Camino Real, Suite 400
San Diego, CA 92130 USA)

3pa3ku MapKyBaHHS IOC/Ii/PKyBaHOTO JliKapchKoro 3acoby Ta miaue6o, Bepcist 3.0 Big 21 »xoBTHs 2020 p.,
YKpaiHChKOIO MOBOIO; 3MiHa Ha3BH MiCIlb MPOBe/IeHHs K/IiHIYHOTO BUMTPOOYBaHHS:

Bbyno

Crano

a.M.H. Mopos C.M.

KomyHaneHuii  3aknag — «/JHimporneTpoBchKa
obsiacHa KyiHiuHA JikapHs iM. 1.I. MeuHukoBay,
00/lacHUI LIEHTP TICMXOCOMATHUYHUX PO3/IaZliB Ha
0a3i TICMXOHEBPOJIOTIYHOTO  Biffi/IeHHS, M.
HHitpo

a.M.H. Mopos C.M.

KomyHnasnbHe mignpuemMcTBo «/IHinporeTpoBcbKa
obsacHa kiHiuHa JsikapHs iM. L.I. MeuHHMKOBa»
HinporieTpoBcbKOI 00/1acHOi paju, 06/acHUIA
L[EHTP TICKXOCOMAaTUYHUX PpO3/a/iB Ha 0a3i
TICUXOHEBPOJIOTIYHOTO BiffisieHHs1, M. [IHITpo

3aB. BiagiseHHsMm bnaxesuu FO.A.
TeputopianbHe MeJuuHe 00 eTHaHHS
«[Icuxiatpiss» y wicti Kuesi, [leHTp HOBUX
METOZIB JTiKyBaHHS Ta peabistiTallii MCUXOTUUHUX
CTaHiB, BigziseHHs 29 (donosiue), BigaineHHs 30
(>kinoue), m. KuiB

3aB. BiaziieHHsM bnaxesuu FO.A.

KoMyHanbHe ~— HeKoMeplliliHe  MiANPUEMCTBO
«KiniuHa JiKapHs «JICUXIATPIA»
BUKOHaBYOro opraHy KwuiBcbKoi MiCBKOI pasu
(KuiBcbkoi MicbKOI JepykaBHOI afMiHicTpaLii),
[leHTp MepBHMHHOIO TMCUXOTUYHOI'O eIi3oAy Ta
Cy4YaCHUX MEeTOZIB JIiKyBaHHs, M. K1iB




K.M.H. Uepke3 A.M.

KomyHasnbHa ycraHoBa «3aropi3pka o00siacHa
K/TiHiYHa JTiKapHs» 3aropi3pKoi 006acHOI pajw,
BignineHHs HeBposiorii Nel, M. 3anopixoks

K.M.H. Uepke3 A.M.

KomyHaneHe  HekomepLiiiHe  MiANPUEMCTBO
«3aropi3pka  obslacHa ~ KJIiHiUHA  JTHiKapHS»
3aropispkoi  obmacHOi  paau,  BiAgineHHs
HeBposioril Nel, M. 3anopixxks

K.M.H. CBiT/imyHa O.B.

KomyHaneHuii  3ak/iaj, OXOpPOHH  37I0pPOB A
«XapkiBcbka 00JslacHa KJTiHIUHA TICMXiaTpUuHa
JikapHsi Ne3», 1 mcuxiaTpuuHe BiffiseHHs AJ1s
Jopocnux (KiHoue), 4 TicMxiaTpUuUHe BiJJiIeHHS
JJ11 [opocivx (4osoBiue), M. XapkiB

K.M.H. CBiT/tmunHa O.B.

KomyHaneHe — HekoMepliiliHe  MiANPUEMCTBO
XapkiBcbkoi 06sacHOI pagu «ObacHa KiiHiuHa
ricuxiatpuuHa JjikapHsg Ne3», 1 rncuxiaTpuyHe
BiffineHHss aas  gopociux  (OkiHoue), 4
rCcUxiaTpUuHe  BifAieHHA [/l [JOPOCTUX
(uonoBiue), M. XapkiB

reHepanbHUi aupekTop 3inbbepbsat I'.M.
KomyHaneHuit 3akias KuiBcbkoi o6sacHOI paau
«Ob6nacHe McUxiaTpUYHO-HAPKOJIOTiUHe MeZMuHe
o0’eqHanHs», 10 BiggineHHss uyonoBiue, 2
BifgineHHs: >kiHoue, KwuiBchbKa 00/1aCcTh, CMT.
I'neBaxa

reHepanibHUM AupeKTop 3inbbepbsat I'.M.
KomyHanpeHe  HekoMepliliHe  MiANPHUEMCTBO
KuiBcbkoi obmacHoi paau «O6mnacHe
NICUXiaTPUUHO-HAPKOJIOTiyHe MeJUuHe
o6’enHanHs», 10 BiggineHHs uyosoBiue, 2
BifgziieHHs >kiHoue, KwuiBcbka 0051, CMT.
['neBaxa

K.M.H. Xairtos I1.0.

KomyHanmeHu#t  3akmag — «J[HimIporieTpoBChKa
MicbKa JiikapHi ~ Ne5»  /IHINIpomneTpoBCHKOI
obmacHoi pagw», HEBPOJOTiuHe BiAAiIeHHS
MJIAHOBOTO  JIiKyBaHHS 3  TeparneBTUYHUMU
JIDKKaMH, ToBapHCTBO 3 0OMeXXeHOr0
Bi/INTOBiJa/IbHICTIO «/IHINponeTpoBCHKUM
MeIUUHUN iHCTUTYT TpaAULIiiHOT Ta
HeTpajulliiiHoT MeULIMHI», Kadezpa
«BayTpiiHboi  MeguimHu Nel» (3 Kypcom

HeHWpoHayK), M. JIHinpo

K.M.H. Xaitos I1.0.

KomyHanbHe mignpuemMcTBO «/IHiMporneTpoBChKa
obsracHa peabisiTariiiiHa TiKapHsI»
[THInpomneTpoBCHKOI obmacHo1 pagu»,
HEBPOJIOTiYHe BiJJi/IeHHs TJIAHOBOT'O JIIKYBaHHS
3 TepaneBTUYHUMM JiDKKamu, TOBapucTBO 3
0OMeXXeHOI0 Bi/NOBiZaMbHICTIO «/IHIMPOBCHKHUI
MeIUUHMUI iHCTUTYT TPaAULIIHOT Ta
HeTpaauLliiHOl MeULIMHI, Kadespa
«BayTpimiHboi MeguumHA  Nel» (3 Kypcom
HeWpoHaykK), M. JIHinpo

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

Ne 1960 Biz 29.10.2018




Hasga kiiHiuHOTO «®a3a 3b 0OaraToleHTPOBOTO, paHAOMi30BAaHOTO, TMOABIMHO CJIMOro, I/1ale00-KOHTPOIbOBAHOTO

BUTIPOOYBaHHS, KO/, JOCTTiIKeHHsI 1010 OLiHKK Oe3reku ikyBaHHs [TiMaBaHCEPUHOM y AOPOC/IUX Ta JIFO/Iel TIOXU/IOTO BiKy 3

BepCis Ta zjaTta HeWpOoNCUXiaTpUYHUMH CUMIOTOMAaMHM, TOB'SI3aHUMM i3 HeMpoJereHepaTUBHUM 3axXBOproBaHHsIM», ACP-
103-046, 3 iHKopniopoBaHoH0 TonpaBKoro 6, iHanbHa Bepcis 1.0 Big 23 aunuHsa 2019 p.

3asgBHUK, KpaiHa TOB «BOPJIABAI /] KITTHIKAJI TPALJIC YKP»

CrnioHcop, KpaiHa «AKAIA ®apmacskiotikan3 [Hk., CIIA»(ACADIA Pharmaceuticals Inc., USA)

CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUHOrO 3a0e3neueHHA Onekcanap KOMAPIJA




Hopnatok Ne 46

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

Yxpaina, MK-3475-585, Bepcis 00 Big 02 motoro 2021 p. yKpaiHCBKOIO i POCIHCBKOI0 MOBaMH, JOKyMeHT
rpo iHopMoOBaHy 3roJly Ha BapiaHTH MPUITMHEHHS yYacTi y JOC/ipKeHHi Mic/isl BiMiHU JOC/iI)KyBaHOTO
rperiapary

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

Ne 662 Big 16.03.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, mojBiliHe-cyine KiiHiuHe pocyimpkeHHs III ¢as3u nemb6posizymaby (MK-3475) Ta
ximiotepanii (XP a6o FP) B mopiBHsHHI 3 Twianiebo Ta ximiorepamiero (XP abo FP) B sKkocTi
Heoa/ ‘tOBaHTHOIrO / ai‘F0BAHTHOTO JIIKyBaHHS TMAL[i€HTIB 3 aZleHOKapLMHOMOK LIJIyHKY Ta LUTYHKOBO-
ctpaBoxigHoro 3‘eqHanHs (LLIC3) (KEYNOTE-585)», MK-3475-585, 3 iHKopriopoBaHoto TorpaBkoto 06
Big 12 rpygHsa 2019

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/ripernapaTi
CyMNyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupexkTopary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




Honatok Ne 47

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBIeHHI TPOTOKOM K/iHiuHOro BUIpoOyBaHHs M14-533 3 iHKOpHopoBaHMMU AMiHiCTpaTUBHUMU
3MmiHamu 1, 3, 5, 6, 7 i 8 (Tinbku ans Kanaau) ta IompaBkamu 0.01, 1, 2, 3, 4, 5 ta 6 Big 31 aumnHs 2020
poky; AzamiHicTpaTviBHa 3miHa 9 Bim 06 >xoBTHs 2020 poKy [0 TIPOTOKO/Y KJTiHIYHOTO BUIIPOOYBaHHS
M14-533; Indopmatiis /15 natjieHTa Ta iHhopMoBaHa 3ro/ja Ha y4acTb Y HAyKOBOMY JOC/Ii/I)KeHHi, Bepcis
8.1 mna Ykpainu Bifg 16 motoro 2021 poky, yKpalHCBKOK Ta POCIMCBKOIO MOBaMu; 3MiHa ajpecu
3asiBHUKA K/IiHiyHOTO BUTIpoOyBaHHs — «E606Bi BiodhapmackioTtikan3 I'm6X», [1IBetitiapisi:

BYJIO CTAJIO

Hetixodmtpacce 23, 6341 M. Dbaap, | Anbre IlrtarHxay3epmrpacce 14, 6330 Xawm,
[IBeiitiapisi  (Neuhofstrasse 23, 6341 Baar, | [lIBeiiiapisi (Alte Steinhauserstrasse 14, 6330
Switzerland) Cham, Switzerland)

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

Ne 490 Big 05.05.2017

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBararolieHTpoBe, TpuBase rojoBxkeHe AociimkeHHs I ¢a3m 3 ormiHku 6Ge3meuHocTi Ta eeKTUBHOCTI
YnapauutuHiby (ABT-494) y mnaijieHTiB 3 BHUpa3KoBUM KojiTom», M14-533, 3 iHKOpriopoBaHMMH
AjpMiHicTpaTiBHUMM 3MiHamu 1, 3, 5, 6, 7 i 8 (Tinbku ansa Kanaau) Ta [MonpaBkamu 0.01, 1, 2, 3, 4 Ta 5
Biz 30 kBiTHST 2020 pOKy

3asiBHUK, KpaiHa

«E66Bi biodapmachktoTikanz 'M6X», I1IBeiiiapis

CrioHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOTrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Honatok Ne 48

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/IeHMI MPOTOKOJ K/IiHIYHOTro BUNpoOyBaHHs M16-067, iHKopriopoBaHui morpaBkamu 1, 2 Ta 3 Bif
01 >koBTHs 2020 poKy; 3MiHa Ha3BH MPOTOKOY KTiHIYHOTO BUTIPOOYBAHHS

bYJIO CTAJIO
«bararouLeHTpoBe, paH/I0Mi30BaHe, MO/BilHe ciine, | «baratoleHTpoBe, paHZOMi30BaHe, MO/BiliHe
1ale60-KOHTPOJ/IbOBaHe JOCTiKeHHs1 | crire, Try1alie60-KOHTPOIbOBaHe [IOCTiIKeHHs

iHAyKLiHOI Tepamil s BUBYeHHsS! e(eKTUBHOCTI
Ta OesreuHocti PicaHkisymaby y maijieHTiB 3
BUPA3sKOBMM KOJIITOM BiJi CepejHbOBAXKOI 10
Ba)XXKOi ()OPMU aKTHUBHOCTI, y sIKUX Oysia BifjCyTHs
Bi/ITIOBi/Tb Ha TIOTIEPEIHIO 0i0JIOTiUHY Teparito»

IHIYKLIHOT Tepartii JJisg BUBUYEHHSA
eheKTUBHOCTI Ta 6e3rmevyHoCTi picaHkizymaby y
MaLieHTiB 3  BHUpPa3skOBUM  KOJITOM  BIJ
cepeHbOBaKKO1 Jifo) Ba)KKOI dbopmu
aKTUBHOCTI»

Indopmariisi aAns naijieHTa Ta iHdoOpMOBaHa 3roja Ha ydacTb y HAyKOBOMY [OC/i/I)KeHHi Ta
Heo0OB’SI3KOBOMY [JOCTi/pKeHHi, Bepcis 3.0 a1 Ykpaiau Big 25 ymcronaza 2020 poky, YKpaiHCBKOIO Ta
pociiickkoro MoBamu; HoOBi 3anuTaHHs 1jo/leHHMKa Ayt M16-067 ta M16-066, Bepcis 1 ans YkpaiHu
YKpaiHCbKOK0 MOBOKO Bif, 15 uyepBHsi 2020 poky Ta Bepcig 1 jjs YKpaiHM POCIMCBKOHO MOBOK) Bif|
16 uepBHs 2020 poky; 3miHa afipecy 3assBHMKa KJliHiuHOrO BUTIPOOyBaHHs — «EOOBi BiodapmachioTikan3

I'M6X», I1IBeiitiapis

bYJIO CTAJIO

Hetixodmrpacce 23, 6341 M. Baap, | Anbte Illrtalinxaysepiurpacce 14, 6330 Xaw,
[IIBeiitiapisi (Neuhofstrasse 23, 6341 Baar, | [lIBeiiapisi (Alte Steinhauserstrasse 14, 6330 Cham,
Switzerland) Switzerland)

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Biz 29.10.2018




Hasga kiiHiuHOTO «bBaraTolieHTpOBe, paHI0OMi30BaHe, MO/BiliHe Clire, T1alle00-KOHTPOIbOBAaHEe AOC/iIPKeHHST iHAYKIiHHOT

BUTIPOOYBaHHS, KO/, Tepariii /711 BUBUeHHsI e()eKTUBHOCTI Ta Ge3reuyHocti PicaHkizymaly y maifieHTiB 3 BUPa3KOBUM KOJIITOM

Bepcis Ta fjaTa Bi/l cepeZIHbOBaXKKOI ZI0 Ba)KKOi (hOpMM aKTHMBHOCTI, y SIKMX Oysia BifICyTHS BifTIOBiZib Ha MOTIEpPeJHIO
Gionoriuny Teparmiro», M16-067, iHKkopriopoBaHuii rornpaBkoro 1 Ta 2 Biz 14 yororo 2018 poky

3asgBHUK, KpaiHa «E606Bi BiodapmacktoTikan3z 'm6X», I1IBetijapis

CrioHcop, KpaiHa AbbVie Inc., USA

CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUHOrO 3a0e3neueHHA Onekcanap KOMAPIJA
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»

22.03.2021 Ne 516

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoOBJ/IeHHMI TIPOTOKOJ KTiHIiYHOTO BUMpoOyBaHHs M16-000 3 iHKOPIIOpPOBAaHWUMU a/IMiHiCTPaTUBHHUMM
3MiHamu 1, 2, 4 ta nonpaBkamu 1, 2, 3, 4, 5, 6 ta 7 Big 29 nunHa 2020 poky; 3MiHa Ha3BU MPOTOKOJY

KJIiHIUHOrO BUNPOOYBaHHS:

bYJIO

CTAJIO

«baraTolieHTpoBe, paHJOMi30BaHe, TO/BiliHe CIiirle,
171a11e00-KOHTPO/IbOBaHe 52-THXKHEBE IOCITi/PKEHHS
MiJATPUMYIOYOi Ta BiJKPUTOI MNPOJOBXKEHOI Tepartii
IJiE  OI[iHKK  edeKTHMBHOCTI Ta  0Oe3meuHoCTi

SKMX BUHMKJ/A BiJNOBiZIb Ha iHAYKLIMHY Tepariio y
JocmipkeHHsIX M16-006 a6o M15-991; abo ski
3aBeplunIn AoctiikeHHs: M15-989»

picaHkizyma0y y maijieHTiB 3 xBopo6oto KpoHa, y

«baraTolieHTpoBe, paHAOMi30BaHe, TO/BiliHe

citine, TUIae00-KOHTPO/IbOBaHe  52-TH)KHEBE
JOCTI/PKEeHHA TATPUMYIOYOi Ta  BiJKPUTOL
MPOJOBYKEHOL Tepariii i OL{IHKU

edeKTUBHOCTI Ta 6e3mevHoCTi picaHkizymaby y
TarfieHTiB 3 XBopoboro KpoHa»

Indopmariisi a1 mnaijieHTa Ta iHdoOpMOBaHa 3roZla Ha YuyaCcTb Yy HAyKOBOMY JOCJiKeHHI Ta
HeoOOB’I3KOBOMY /1OC/Ti/pKeHHi, Bepcisi 6.0 ansi Ykpainu Big 18 rpyans 2020 poky, YKpaiHCBKOIO Ta
pocilicbkoro MoBaMH; 3MiHa a/[pecy 3asiBHMKa KJliHiYHOTro BUrpoOyBaHHs — «E66Bi BiodapmachkroTikan3

I'M6X», I1IBelitiapist:

bYJIO

CTAJIO

Hetixodimtpacce 23, 6341 M. baap, IlIBetfitjapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

Anwre Illtaitnxay3epiurtpacce 14, 6330 Xawm,
[IIBetitapisi (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 341 Big 26.02.2018

Ha3Ba kitiHiuHOTO

«bararorieHTpoBe, paHziOMi30BaHe, TIO/BiliHe CJliTie, T/1alle00-KOHTPObOBaHe 52-THXKHEBE AOCITiPKeHHS




BUTIPOOYBaHHS, KO/, MiATPUMYIOUOI Ta BiJKPUTOI TIPO/IOBXKEHOI Tepamii [/ OLIiHKK e(eKTUBHOCTI Ta 6e3neuHoCTi
BepcCis Ta zaTa picaHki3yma0y y marijieHTiB 3 xBopoOoto KpoHa, y SKMX BUHUK/IA BiJNIOBib Ha iHAYKLIAHY Tepariii y
nmocrimkeHHax M16-006 abo M15-991; abo ski 3aBepmmnu gocmimpkeHHs M15-989», M16-000, 3
IHKOpMOPOBAaHUMH a/IMiHICTPaTUBHUMU 3MiHamu 1, 2, 4 Ta mornpaBkamu 1, 2, 3, 4, 5 Ta 6 Big 09 KBiTHS

2020 poky
3asiBHUK, KpaiHa «E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis
CrioHcop, KpaiHa AbbVie Inc., USA
CymnyTHi —
Marepianu/npernapaTy

CYyNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lupeKkTopaTry
(apmareBTHUHOTO 3a0e3neueHHsA Onexkcangp KOMAPIJA




HopaTtok Ne 50

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKOA KJiHiyHOTO AociimkeHHs: WP40161, Bepcis 5 Big 20 mucronaga 2020 p.; @opma
indbopMoBaHoi 3rogu A/ YKpaiHu, aHI/ilicbKoo MoBoro, Bepcis 7.0 Bifg 30 rpyans 2020 p.; ®opma
iHdopmoBaHoi 3ro/iu Ayig YKpaiHu, aHTJIilicbKoro MOBOO, Bepcis 7.0 Bix 30 rpyaus 2020 p., nepekiaieHO
YKpaiHCbKOIO MOBOIO 7151 YKpainu Bifg 06 ciuns 2021 p.; ®@opma iHdopmoBaHOI 3roau Asi YKpaiHu,
aHIJIiKCbKOK MOBOMO, Bepcisi 7.0 Big 30 rpyans 2020 p., mepeksiaZieHO pPOCiHCHKOK0 MOBOIO /11 YKpaiHu
Biz 06 ciung 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1545 Big 03.07.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararorieHTpoBe, paHZOMi30BaHe, IMO/BiliHe Criire, TJIaleb0-KOHTPOIbOBaHe A0C/i/keHHsS ¢dasu Ib 3
METOI0 BUBUEHHsI 0e3MeuHOCTi, TepeHOCHUMOCTi, (apMaKOKiHETHKH, TorepeJHbol e(heKTUBHOCTI Ta
tdapmakogvHamiku Tmiperiapaty RO7049665 mnpu migmkipHOMy BBeJeHHI YyuyaCHMKaM 3 aKTUBHUM
BUpa3KoOBUM KoJiitom», WP40161, Bepcis 4 Bizg 29 tpaBHs 2019 p.

3asBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

@. Xobdmanu-JIs Por JITa., [F. Hoffmann-La Roche Ltd], IIBetitjapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hoparok Ne 51

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

Inentudikaris cyrreBoi
TIOTIPaBKU

Omnosnenuii Ilpotokon kniniuHoro pocnigkenHs TAK-788-3001, Bepcis i3 nonpaBkoto 5 Bif 03 ceprHs
2020 p., adrmiiickkoro MmoBoro; IlompaBka 1 Big 22 uepBHs 2020 p. go bBpomypu pociigHuka
JocnimkyBaHoro Jjikapcekoro 3acoby TAK-788 (AP32788) Bupmanns 4 Big 01 ksithHa 2020 p.,
aHTTiMCbKO0 MOBOIO; Po3ain Jocke mocsimKyBaHoro sikapcekoro 3acody TAK-788: 3.2.P.8.1 Pe3tome 1o
cTabinbHOCTI i BUCHOBKH, Bepcis 3.0, aHr/ilickkoro MOBO; Po3zin JJochbe 0C/TiZPKYBAaHOTO JIiIKapChKOTO
3acoby TAK-788: 3.2.P.8.3. [lani crabinbHocTi, Bepcis 3.0, aHr/ilicbKOr MOBOO; 30i/blileHHsS TepMiHy
MIPUJATHOCTI ZIOCTIPKyBaHOTO Jikapchkoro 3acoby TAK-788 40 mr, mpemnapar y Karcy/naax, (JakoH
mictutb 30 Kamcyn, 3 24 go 30 micsuiB; [HdbopMmaris Ans manieHTa i popma iHdopmoBaHoi 3roau Amst
YKpainu, aHr/ilicbkkoro MOBo, Bepcisi 5.1.0 Bix 26 >xoBTHs 2020 p.; IHopmariis gns naijieHTa i Gpopma
iHdbopMoBaHoi 3rogu s YKpaiHM, YKpaiHCbKOO MoBoro, Bepcisg 5.1.0 Bixg 26 xoBtHa 2020 p.;
IHdopmariist ans marjieHTa i dopMa iHpopmoBaHoOi 3roau s YKpaiHu, pocifickKoro MoBoto, Bepcist 5.1.0
Bif 26 >xoBTHs1 2020 p.; IHdopmauis gns mailieHta Ta ¢gopma iHdopMOBaHOI 3roAu Ha TOCAYTH 3
oprai3saiiii TpaHCOpTyBaHHs natlieHTiB KomraHieto NESPAT nis1 Ykpainu, aHr/ilicbKOI0 MOBOO, BepCist
1.1.0 Big 26 >xoBTHs 2020 p.; IHdopmatisa Ans narieHTa Ta dopma iHPOpMOBaHOI 3roAu Ha TMOC/AYTH 3
oprasisatiii TpaHCIIOpPTyBaHH TaLieHTiB Komriadiero NESPAT a1 Ykpainu, yKpaiHCbKOI0 MOBORO, BepCist
1.1.0 Big 26 >xoBTHs 2020 p.; IHdopmarisa Ans narieHTa Ta dopma iHPOpMOBaHOI 3roAu Ha TMOC/AYTH 3
oprai3saiiii TpaHCropTyBaHHs MnaiieHTiB KommaHieto NESPAT fgnst Ykpainu, pociiicbKO0 MOBORO, BepCist
1.1.0 Bix 26 >xoTHsa 2020 p.; TAK-788-3001: Indopmariitinuii OroneTeHb [jis Mal[i€HTIB TPO TPYIy
ximiorepamnii B pamkax gociimkeHHsi Exclaim-2 Study, Bepcisi 1.0 Big 13 mumns 2020p., yKpaiHCbKOIO
moBoro; TAK-788-3001: Indopmariitinuii 6roseTeHb [ MAl[ieHTIiB MPO TPyIy XimioTeparii B pamMkax
nmocnimkenHss Exclaim-2 Study, Bepcis 1.0 Big 13 gumns 2020p., pocitickkoro moBoto; TAK-788-3001:
Indopmariitiauii 6roneTeHb Mpo Tpymy Ximioreparii B gocmimpkenHi, Bepcis 1.0 Bixg 13 mumas 2020p.,
ykpaiHcekoo MoBoro; TAK-788-3001: Indopmariiinuii OronereHb Tmpo rpymy ximioTepamii B
nmocmigkenHi, Bepcisg 1.0 Big 13 mumHa 2020p., pociticbkkoro MoBow; TAK-788-3001: doBigHuk i3
BUKOHAHHSA Bi3WTIB [/ rpymnu jikyBaHHs rperiapatom TAK-788, Bepcis 2.0 Bix 21 Bepecns 2020 p.,
yKpaiHCcbKoro MoBOrO; TAK-788-3001: [IoBiAHUK i3 BUKOHAHHS Bi3WUTIB /JIs TPYIIX JIIKYBaHHS IIperapaTom




TAK-788, Bepcis 2.0 Big 21 BepecHs 2020 p., pociticekoro MoBorw; TAK-788-3001: Ornss npoTokomy
TAK-788-3001 ITonpaBka 5, Bepcis 3.0 Big 21 BepecnHs 2020 p., ykpaiHcbKor0 MoBow; TAK-788-3001:
JIucT mo mikapiB 1j0Zl0 HarpaB/ieHHs naLieHTiB, Bepcisa 2.0, 16 xoBTHA 2020 p., nepeksaz yKpalHCBKOIO
MOBOIO Bif 29 xoBTHs 2020 p.; TAK-788-3001: Jluct Big 21 xoBTHA 2020 p., 100 aAMIiHICTPaTUBHUX
TIOMUJIOK 10 TIPOTOKOJTY Bepcis i3 rorpaBkoto 5 Bif 03 cepriasg 2020p.

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

Ne 767 Big 02.04.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, baraTorjeHTpOBe, BigKpUTe HociimkeHHs a3y I11 115 oliHKY e(eKTUBHOCTI Mperapary
TAK-788 B gKkocCTi Tepamnii nepioi jiHii y IMOpiBHAHHI 3 XiMiOTeparii€ro Ha OCHOBI IperapariB IVIATUHU Y
MaifieHTiB i3 HeApiOHOKJTITUHHUM pakKOM JieTeHi 3 iHCepHiMHMMU MyTalisMu y 20-My eK30Hi reHa
petienitopa enigepmanbHoro ¢akropa pocty (EGFR)», TAK-788-3001, Bepcisi i3 mompaBkoto 03 Bif
09 kBiTHs 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHow BianorizanpHicTio «KoHTpakTHO-[ochigHumnpka Opranizanis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

Minnenniym ®apmacoioTikans, IHk., CIIIA (Millennium Pharmaceuticals, Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary

(apmaneBTHYHOT0 3a0e3meueHHs

Onekcanap KOMAPIJA




HonaTtok Ne 52

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKOJT KiiHiuHOro BunpoOyBaHHs D8530C00002, Bepcist 4.0 Big 16 rpyans 2020 poky;
[Hdopmatisi mpo mocnimkeHHs Ta gopma iHpopmoBaHoOi 3roau, Mogenb s Ykpainu, Bepcis 4.0 Bif
16 ciuna 2021 poky (YKpaiHCBKOIO Ta POCIHCBKOIO MoOBamHM); 30i/bllIeHHsS KiIbKOCTi MAali€HTIB, SIKi
MpUKMarOTh Y4acTh Y KTiHIYHOMY BUTIPOOyBaHHI Ha TepuTopii YKpainy, 3 32 70 55 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1636 Big 20.07.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«SERENA-2: Panzpomi3oBaHe, BiIKpUTe, y TapajejbHUX Ipyrax, baratoreHTpoBe JoCTipKeHHs (as3u 2
MOpiBHSIHHS e(eKTHUBHOCTI Ta 6e3revyHoCTi nepopanbHOro npernapaty AZD9833 i dyiBecTpaHTa y >KiHOK
3 noupeHuM ER-niosutuBHrM HERZ2-HeratuBHMM pakom MoJIOYHOI 3ai103u», D8530C00002, Bepcia 3.0
Biz 06 kBiTHS 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Actpa3eneka AB, IlIBewisi / AstraZeneca AB, Sweden

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 53

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
22.03.2021 Ne 516

Inentudikariis cyrreBoi
TIOTIPaBKU

[TogoBKeHHST TepMiHy TPUAATHOCTI [OC/iZ)KYBaHOTO JiKapCchKoro 3acoby PeHianb, TabyeTKu, BKpPHUTI
M/TiBKOBOIO 000/10HKOIO 110 50 Mr 3 12-tu g0 18-ty MmicsniB; 3miHa cepii pedepeHTHOro J/1iKapChbKOro
3aco0y IHcnpa®, TabseTkw, BKpUTI TUTIBKOBOIO 000m0HKOW 1o 50 w™r; 3MiHa MapKyBaHHS
JIOC/TiI)KyBaHOTO JIiIKapChbKOro 3aco0y PeHianb, Tab/eTKW, BKPUTI TUTiIBKOBOIO 000/I0HKOIO 10 50 Mr
(mepBuHHa ymakoBka) — Big 01.02.2021 p.; 3miHa MapKyBaHHS JOCTiPKyBaHOTO JIiIKAapCHKOTO 3aco0y
Penianb, Tab/eTKu, BKPUTI M/TIBKOBOIO 000/10HKOIO M0 50 Mr (BTOpWHHA yrakoBka) — Big 01.02.2021 p.;
3MiHa MapKyBaHHS pedepeHTHOro JIiKapchbKoro 3acoby IHcripa®, Tab/eTKH, BKPUTI TUTiBKOBOIO
o6omnonkoto 1o 50 mr (mepBuHHa yrakoBka) — Bixg 01.02.2021 p.; 3miHa MapkyBaHHsI pe)epeHTHOTrO
niKapceKoro 3aco0y IHcrpa® TabieTKy, BKPUTI IJTIBKOBOIO 000/I0HKOO 110 50 Mr (BTOpPHMHHA YTIaKOBKa) —
Bif 01.02.2021 p.; OnHoBnenHss uactuHu Mopgyas 3.2.P.8. «CrabimbHicTb», pepakiis Ne 2 Bif
30.01.2021 p.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Big 09.11.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«Kniniune mocstimpkeHHs 3 OL[iHKK 0iOeKBiBa/IeHTHOCTI JIiKapchbkux 3aco0iB Penianb, Tab/ieTKu, BKPUTI
T1iBKOBOIO0 000710HKOI0 10 50 Mr (AT «KuiBmearpernapat», YkpaiHa) Ta IHcripa®, TabyeTku, BKPUTI
MTiBKOBOIO 000s10HKOIO 10 50 mr (®apeBa AmOya3, ®paHilis) 3a yuacTi 370pOBUX [JOOPOBOJIBI[IB»,
RENIAL, Bepcis 1.2 Big 07.09.2020 p.

3asBHUK, KpaiHa

TOB «APTEPIYM JIT[I», Ykpaixa

CnoHcop, KpaiHa

AT «KuiBmejnpernapar», YKpaiHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 54

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/IeHWY TIPOTOKO/ KJIiHIUHOTO BUMpOOyBaHHs, Koj BurpoOyBaHHs: KVZ-FXT, Bepcis 3.0 Bifg
12.02.2021 p.; OHosneHa IHguBiAyanbHa peectpaiifiHa dopma, Kog uripodyBanHs: KVZ-FXT, Bepcis
3.0 Biz 12.02.2021 p.; OHoBneHa IHdopmarisi Ay J06POBObBLS, 0 MPUKMMAE y4acTb y KIiHIYHOMY
BUTPOOYBaHHi Ta ¢popma iHbopmosanoi 3rogu, KVZ-FXT, Bepcis 4.0 Big 12.02.2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1246 Big 26.05.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Kiniune BuripoOyBaHHs 3 OLiHKK Oi0eKBiBa/IeHTHOCTI iKapchKux 3aco6iB TTomade0d, TabneTky, BKpUTI
T/1iBKOBOIO 060/710HKOI0, 1o 120 wmr, BupobmuirBa AT «KMIBCHKUI BITAMIHHUI 3ABO[I»,
YkpaiHa Ta AzeHypik® 120 mr, TabneTKHd, BKPUTI TUTiIBKOBOIO 000/I0HKOIO, o 120 Mr, BUPOOHUIITBA
MeHnapini-®oH Xeiigen I'm6X, HiMeuurHa B yMOBaX OZIHOPA30BOr0O ME€POPALHOTO MPUHOMY 3/710POBUMH
nmobpososbigsivm», KVZ-FXT, Bepcist 1.0 Big 03.01.2020 p

3asgBHUK, KpaiHa

AT «KUIBCHKUI BITAMIHHUM 3ABO/I», Ykpaina

CnoHcop, KpaiHa

AT «KUIBCHKII BITAMIHHUM 3ABO/I», Ykpaina

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




HonaTtok Ne 55

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

[TojoB>KeHHsT TePMiHy TIPUZATHOCTI JOC/iKYBaHOTO JliKapchkoro 3acoby 3 1,5 mo 2,5 pokiB; Opoiypa
nmocrigauka Bepcis 02 Big 15.02.2021 p.; oHOB/eHe MapKyBaHHSI JOCTiKYBaHOTO JIiIKapCbKOTO 3aco0y,
Bepcis 02 Big 15.02.2021 p.

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

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Kuiniune pocsipkeHHs 3 BUBUEHHSI TIepeHOCUMOCTI Ta (papMaKOKiHeTHKY JlikapcbKoro 3acoby «C007/I»,
Tabnetku 1o 1, 2 Ta 5 mr, BupobuunTBa TB «IHTEPXIM», YkpaiHa 3 eckasaiji€lo /103 3a y4acTiO
3nopoBux gobpoBosnbLiB (I daza)», CO07/1, Bepcist 02 Big 30.12.2020

3asgBHUK, KpaiHa

ToBapuctBo 3 oAaTKOBOO BianosifganeHicTIO « IHTEPXIM», YKpaina

CrioHcop, KpaiHa

ToBapucTBO 3 f0AaTKOBOMO BifnoBiganbHicTI0O «IHTEPXIM», YKpaina

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

I'eHepanibHM# JUpeKTOP JJMpeKkTopary
(apmaneBTHYHOTO 3a0e3MeUeHHs Onekcanap KOMAPIJA




Hopatok Ne 56

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
22.03.2021 Ne 516

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«PaHgomi3oBaHe, TI0/BiMiHe cJiine, TM/1ar[e00-KOHTPO/bOBAaHe [IOCI/PKEHHsST [T OL[iHKK  Oe3IeKH,
nepeHoCcUMOCTi Ta edekTHBHOCTI mpernapaty GLPG3667 y mnallieHTiB 3 O/IAIIKONOAIOHMM TcopiazoM
cepeHbOTO Ta TSHKKOTO CTyTeHo», Kop nociimkeHHs GLPG3667-CL-112, dinanbHa Bepcis 2.00 Bifg
29 BepecHs 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaiHa

CnoHcop, KpaiHa

I"ananaroc HB/ Galapagos NV, Belgium

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

GLPG3667 (G1256067_168; G1256067 y Burnsazgi ¢pymapary, G1256067 cinb ¢ymapary); Karncysa; 25 mr
(minirpamu); Clinical Supplies Management Europe sa (en abrege: CSM Europe sa), benbrisi; Aptuit
(Verona) SRL, Itanis; Creapharm Clinical Supplies, ®paniiisi; Fisher Clinical Services GmbH, IlIBeiitiapis;
Fisher Clinical Services GmbH, HimeuunHa;

[MTnae6o mo GLPG3667, karcyna; Clinical Supplies Management Europe sa (en abrege: CSM Europe sa),
Benbrisi; Aptuit (Verona) SRL, Itanis; Creapharm Clinical Supplies, ®paniiisi; Fisher Clinical Services
GmbH, Isetinapis; Fisher Clinical Services GmbH, HimeuunHa;

GLPG3667 (G1256067_168; G1256067 y Burnasai pymapaty, G1256067 cinb ¢ymapary); Karcynia; 75 mMr
(minirpamu); Clinical Supplies Management Europe sa (en abrege: CSM Europe sa), Benbris; Aptuit
(Verona) SRL, Itanisi; Creapharm Clinical Supplies, ®@paniiisi; Fisher Clinical Services GmbH, IllIBeiitjapis;
Fisher Clinical Services GmbH, Himeuunna;

ITnare6o q0 GLPG3667, karicysa; Clinical Supplies Management Europe sa (en abrege: CSM Europe sa),
benbris; Aptuit (Verona) SRL, Itanisi; Creapharm Clinical Supplies, ®panuisi; Fisher Clinical Services
GmbH, IlIsetiuapisi; Fisher Clinical Services GmbH, HiMmeuunHa;

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

1) nikap JIutBuHeHKO B.B.
MeauuHuH 1IEHTP TOBAapUCTBa 3 0OMEXKEHOI0 BiNOBiZa/IbHICTIO «I'apMOHist Kpacu», Bifi[i/IeHHs] K/TiHIYHUX
BUTIPOOYyBaHb, M. KuiB

ITpenapatu MOpiBHSHHS,
BHUPOOHMK Ta KpaiHa




CymnyTHi - maboparopHi Habopw;
Marepianu/mpernapaTu - HarpiBa/bHUH 0JI0K /17151 OLliHKK hapMakoauHamiku (D/I);
CYIyTHBOI Teparil - EKT" arapat

I'enepanbHuil AUpeKTOp /JUpeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hopatok Ne 57

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgoMmi3oBaHe 1oziBiliHe ciiitie AoCiKeHHs] 6araTopa3oBuXx 103 Y ABOX MapaselbHUX rpyrax Jjsl OL[iHKA
edeKTUBHOCTi, Oe3meyHOCTi Ta iMyHoreHHocTi Tiperiapaty MSB11456 TiopiBHSIHO 3 TIperapaToM
PoAkTempa®, cxBaneHuM Yy €EBponeiicbkoMy Coro3i, y MallieHTiB i3 peBMaTOIifHMM apTPUTOM Bif
TIOMipHOTO [I0 Ba)KKOTO CTyreHsi akTUBHOCTI (#ocmimkeHHss APTURA I)», kop gociimkennss FKS456-001,
Bepcis 2.0 (iHKopropoBaHa mnompaBka 1 /1o rno6anbHoro npoTokony) Big 06 TpaBHsi 2020 poky

3asgBHUK, KpaiHa

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

CnioHCOp, KpaiHa

Fresenius Kabi SwissBioSim GmbH, I1IBefiiiapis

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

MSB11456 (Torunizymab (Tocilizumab)) (MSB11456; Touunizymab (Tocilizumab)); po3uun s in’ekuii
y TorepejHbO HarloBHeHOMY minpuili; 162 mr/0,9 min; Merck Serono S.P.A., Itanis; Merck Serono S.P.A.,
Itanisi; Almac Clinical Services Limited, Benuko6puranis; Almac Clinical Services, LLC, CIIIA; Almac
Clinical Services (Ireland) Limited, Ipnaxgis;

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

1) k.M.H. Tpumninka C.A.
KomyHa/ibHe HekoMmepiiliHe MiAnpreMcTBO XapKiBCbKOI obmacHoi pagu «Ob6jacHa KimiHiuHa JTiKapHs»,
KOHCYJ/IbTaTUBHA IOJIK/IiHIKa, M. XapKiB

2) A.M.H., ipod. CmisH C.I.

KomyHanbHe HekoMepLiiliHe MiANPUEMCTBO «TepHOMINbCbKA YHIBEPCUTeTChbKa JiKapHs» TepHOIiIbChKOI
ob/acHOI pajid, peBMaToJIoTiuHe Bif/ineHHs, TepHOMi/IbCbKUIM HallioHaTbHUM MeJUUHUN YHiBePCUTeT iMeHi
[.51. TopbaueBcbkoro MiHicTepcTBa 0XOPOHM 3[J0POB'st YKpaiHH, Kadespa BHYTPIIHB0I MeJUIMHA Ne2,

M. TepHoMib

3) A.M.H., nipod. XimioH JI.B.

KomyHanmeHe HekoMmepilitiHe mianpuemMctBo KuiBcbkoi o6sacHoi pagay «KuiBchka o6acHa KiTiHiuHa
JIIKapHs», By3bKOCIIeLjia/li30BaHe TeparieBTUYHe BiagisieHHs, M. Kuis

4) n.m.H., npod. Bisip B.A.

KomyHanbHe HekoMepLiliHe MiANPUEMCTBO

«Micpka JjikapHsi  Ne7» 3aropi3bKoi MICBKOI  paju,




TeparieBTUYHe BiffisieHHs, M. 3aropixoKs

5) A.M.H., ipod. [TenTrok H.O.

KomyHanbHe HekoMepljiliHe MifnpueMcTBO «BiHHMIIBKA MickKa KiiHiuHa mikapHa Nel», peBMaToJsOriuHe
BiffineHHs, BiHHMUBKMI HallioHanbHUM MeguuHui yHiBepcuteT iM. M.I. IluporoBa, kadezpa
TpOTe/ieBTUKKA BHYTPILLIHBOI MeJULIUHU, M. BiHHULIA

6) a.M.H., mpod. 'Hunoprbos A.M.

ToBapHUCTBO 3 0OMEXXEHOI0 BiZIMOBiabHICTIO «PeBMOIIEHTD», BiiIi/T KMiHIYHUX A0C/TipKeHb, M. KUiB

7) K.M.H. fpom B.B.

KomyHanbHe HekoMmepliiliHe miAnpueMcTBO «MicbKa KiiHiuHa JikapHs Ne8» XapkiBCbKOi MiCbKOi pajw,
PeBMaToJIOTiuHe BiJI/IiIeHHs,

M. XapKiB

8) a.M.H., npod. Kononkina JI.I.

KomyHaneHe HekoMepLiliHe miAnpueMcTBo «MicbKa KiiHiuHa jikapHs Ne6» [IHINPOBCHKOI MiCBKOI pajw,
peBMarosioriuHe BiagineHHs, [lep)kaBHUM 3aknaf «/lHimporieTpoBchKa MeAuuHa akafiemiss MiHicTepcTBa
OXOPOHHU 3710pOB ‘sl YKpaiHu», Kadeapa BHYTPillIHbOI MeAuLMHA 1, M. [THiNpo

9) k.m.H. bingsceka FO.B.

HepxaBHa ycraHOoBa «HallioHa/bHUNM HayKOBUM 11eHTp «IHCTUTYT Kapgiosorii iMeHi akajeMika
M.[. Crpakecka» HarjioHasbHOI akaziemii MeIMUHUX HayK YKpaiHW, BiJ/lil HEKOPOHapHUX XBOPOO cepiist
Ta peBmaTtoJiorii, M. Kuis

10) I'punienko I'. M. K.M.H.

KomyHaneHe HekoMmeplLiiliHe MiJIIPUEMCTBO «4-a MiCbKa KIIiHiUHA JiKapHd M. JIbBOBa», peBMaToJIOriuHe
BignmineHHs1, M. JIbBIB

[IpenapaTtu NOpiBHAHHS,
BHUPOOHMK Ta KpaiHa

PoAktempa (RoActemra)/ Axrtempa (Actemra) (Touunizymab (Tocilizumab)) (Torunizymab
(Tocilizumab)); po3uuH A/ iH’ekLil y nonepegHb0 HarloBHeHOMY wrpuili; 162 mr/0,9 mn; Merck Serono
S.P.A., Itanis; Almac Clinical Services Limited, Benuko6puTanis; Almac Clinical Services, LLC, CIIIA;
Almac Clinical Services (Ireland) Limited, Ipnanzis; F. Hoffmann-La Roche AG - Kaiseraugst -
Herstellung, Verpackung und Prufung von Arzneimitteln, [[IBefitjapisi; Vetter Pharma-Fertigung GmbH &
Co. KG, HimeuunHa;

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

» EnexTpokapaiorpagu 3 cynyTHiMU MaTepianamu;

* [nkybaTopu;

* XonoquibHuKYU +2-+8°C;

* Mopo3wuibHi kKamepu -20°C;

* TepMoMeTpH /7151 BUMipIOBaHHS TeMIlepaTypH Tifa;

» TepMoMeTpU KOHTPOJIFO TeMIiepaTypH 1ipu 30epiranHi 1713 (Min-max TepMoMeTpH);
* Hentpudyry;

» Bary;




* PoctoMmipy;

* JTiniiky;

» JlabopatopHi Habopw;

* JIpyKOoBaHi Marepiany;

* KoHTelHepy /711 TOCTPUX NIPeMETIB;
* OXo0J10)KyBa/lbHI CYMKU;

* OX0J10[)KyBa/IbHi KOHTENHepY;

* ['es1eBi makeTu.

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




HonaTtok Ne 58

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»

22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

3ajlyueHHs. KOHTPAKTHOI JOC/IiJHULIBKOI OpraHi3ariii, BilIOBila/IbHOI 38 BUKOHAHHS Ba)k/IMBUX 3aB/jaHb y
paMKax K/TiHiYHOTO ZAOC/Ti[PKeHHS: TIOZAHHSI TIOBi[OMJIeHb TPO TIOSIBY CEpPHO3HUX MOOIYHUX SIBUIL Ta
3BiTHOI iH(opMmaliii 3 6e3reku (IPUCKOPEHOI Ta TiepioANYHOT) AiesieroBaHo KoMraHii Syneos Health

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

Ne 636 Big 22.03.2019

HasBa kniniuHoro
BUTIPOOYBaHHS, KOJI, BEpCisi
Ta JlaTa

«ADVANCE EXTENSION BigkpuTe posiivpeHe AOCTiPKeHHs 3 OL[iHKH JOBrOCTPOKOBOI e(peKTHBHOCTI
Ta 0e3MeyHOCTi pasiiHemary B TMAl[ieHTiB i3 JieTeHeBOI apTepianbHOIO rinepreHsiero», ROR-PH-303
(APD811-303), 3 inHkopriopoBaHO0 TonpaBKoto 3 Bif 28 uepBHsi 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoto iHBecTHIiet0 «AMK’FOBIA P/IC Ykpaina»

CrioHcop, KpaiHa

«HOHatiten Tepar’'totikc Koprnopetiiiia» (United Therapeutics Corporation), United States

CymnyTHi
Marepianu/mpernapaTy
CyMyTHBOI Tepariii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




HonaTtok Ne 59

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa TpUBanOCTi KIiHIYHOTO BUMPOOYBaHHS B CBiTi Ta B YKpaiHi 3 1-ro kBaptany 2021 poky g0 4-ro
kBapTany 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1090 Big 19.10.2016

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KOJI, BEpCist
Ta jaTa

«Bigkpure, baratorpymnoBe pgociimkeHHs (asu Il g1 BU3HaueHHs1 ToTiepeAHbOT e(heKTUBHOCTI HOBOL
KOMOiHaI[il JIiKyBaHHS TIALi€EHTIB 3 TIONIMPEHWM JAPiOHOKTITHHHUM DPAaKOM JIeTeHiB, pedpakTepHUM [0
nipenapatiB ratunu (BAJITIK)», D419QC00002, Bepcis 05 Bif 16 ciunsg 2020 poky

3asBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepiasu/nperiapaty
CyIyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HonaTtok Ne 60

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/yKeHHsI CYyTTEBUX I10IIPAaBOK»
22.03.2021 Ne 516

InenTudikariist cyrreBoi

Bxntouenns A401daTKOBOI'O MiCHH MMpoOBeJEeHHA BI/IHPOﬁYBaHHHZ

TIOIIpaBKU Ne I1.I.b. BiAmOBiJa/ILHOTO AOC/IIIHHUKA
/1 HasBa MmicLisi ipoBe/ieHHs1 K/TiHIYHOTO BUTMPOOYBaHHS
1. [.M.H., ipod. CraHiciaBuyk M.A.
KomyHasbHe HeKOMepIiiiiHe MinpueMcTBO «BiHHMIIbKa oOsiacHa KiiHIUHA J/iKapHS — iM.
M.I. TIuporoBa BinauipKoi o6macHoi Pamu», BucokocreriianizoBanuii kiiHiuHud L{eHTp
peBMaToJorii, ocTeoriopo3y Ta OiosioriuHoi Teparii, BiHHMIIbKMIM HalliOHa/JIbHUNA MeANUHUN
yHiBepcureT im. M.I. TTuporoBa, kKadezapa BHYTPiliHbOI MeAULIMHU Nel, M. BiHHuLIg
Howmep ta faTa Hakasy -
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS
Ha3Ba kiiHiYHOTr 0O «PaHgomi30oBaHe, TIOABiKiHe cClille, TUIAI[e00-KOHTPO/IbOBAaHe, 0OaraTolleHTPOBe  JOC/i/PKEHHS B

BUMIPOOYBaHHs, KO, BepCist
Ta JjaTa

napasieJlbHUX Trpyrax /s OLfiHKM (hapMakoAWHaMiK, (papMaKOKiHeTHKH, Oe3MeuHOCTi Ta IepeHOCUMOCTi
nperniapaty GLPG3970 nipu mepopanbHOMY 3aCTOCYBaHHI MPOTAroM 12 TWXKHIB Y JOPOC/IUX MAL[i€HTIB 3
aKTMBHUM CHUCTeMHUM uepBOHUM BoBUakom», GLPG3970-CL-102, Bepcis 1.0 Big 17 BepecHsi 2020 poky

3asiBHUK, KpaiHa

ITianmpuemctso 3 100% iHo3eMHOI0 iHBecTHIjiclo «AVK’TOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Galapagos NV, Belgium

CynyTHi
Marepianu/nperiapaTty
CyIyTHBOI Tepariii

I'enepanbHuil AupeKTOp /lUpeKkTopaTry

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA



