JonaTox 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK
28.06.2022 No 1118

HasBa kiHI4HOTO
BUITPOOYBaHHS, KOJI,
BepcCis Ta Jara

«PanmomizoBaHe, MOJBIMHE ciime, 0AaraTOLEHTPOBE KJIIHIYHE MOCTIDKEHHS Yy MapalelbHUX TPyMax s
omiHku eheKTUBHOCTI Ta Oe3nevHocti npemnapary AVT06 y mopiBHsHHI 13 cxBajgeHuM y €C mpenaparom
Alnisa® y marieHTiB i3 HEOBACKYJSPHOI (BOJIOTO0) BikoBOIO Makynoauctpodicro (ALVOEYE)», kox
nocaimkenus AVT06-GL-CO01, Bepcis 2.0 Bix 21 rpynns 2021 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EMHOIO iHBECTHUITIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Alvotech Swiss AG, Switzerland

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

AVTO06 (AVTO06); po3unn mus in’exiii 40 mr/mi (2 mr (0,05 mi)); 40 mr/min; PATHEON ITALIA S.P.A.
(part of Thermo Fisher Scientific), Itamis; Alvotech hf, Icmammis; Almac Clinical Services Limited,
06’ennane KopoumiBcTBO

Binmosimansauii (1)
JTOCJTITHUK (M) Ta Micle
(s) mpoBeIeHHS
BUIIPOOYBaHHS B YKpaiHi

1) nikap IToex B.JL

JIikyBaJIbHO-/11aTHOCTUYHUI LIEHTP MPUBATHOIO MIANPUEMCTBA MPUBATHOI BUPOOHUYOI QipMH «AIMHYCY,
M. KponuBHULIbKUH

2) 3aB. Bia. Cunop P.b.

Komynanehe mnianpuemctBo «BonmHChbka oOnacHa KiiHIUHA JikapHs» BonmHcbkoi oOnacHoi paaw,
o TaTbMOJIOTIYHE JIIKYBaJIbHO-1arHOCTUYHE BIJAUIEHHS, M. JIylIbk

3) a.M.H., npod. beskoposaiina 1. M.

Komynanene mnianpuemctBo «llonTaBchka o6sacHa kiiHIgHa JikapHs M. M.B. CkiidocoBchkoro
ITonTaBcbkoi oOsacHOi paam», odranbMosioridyHe BiajaieHHs, [lonTaBcbkuil Aep)kKaBHUN MeAMYHUMA
YHIBEpCUTET, Kadepa OTOPUHOIAPUHTOJIOTIT 3 opTanbMoorieto, M. [lontasa

4) n.m.H., ipod. 3aBropoaus H.T.

Menuunuii nieatp ToBapucTtBa 3 OOMEKEHOIO BIAMOBIAAIBHICTIO «Bi3ycy», IIKyBaJIbHO-I1arHOCTUYHE
BimineHHs Nel, m. 3anopixoks

5) k.M.H. Amep C.A.
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KomyHnansHe HexkomepiiitHe mianpueMcTBo «KuiBchka MichbKa KJliHIUHA JlikapHs Nely) BUKOHABYOTO OpraHy
KuiBcrkoi Mickkoi paau (KuiBChKOi MiCBKOI JIep:kaBHOT aAMIiHICTpaIlii), BIIIUICHHS KIIHIYHUX JTOCIIKCHb,
M. KuiB

6) 1.m.H. 3HameHchka MLA.

MenuyHuii IIEHTP TOBAPUCTBA 3 OOMEKEHOO BiJIIOBIIAIBHICTIO «APIHA3», M. Kuis

[IpenapaTty nMopiBHAHHS,
BUPOOHHK Ta KpaiHa

Eylea®, AWJIISA® (admibepcent) (adaibepcent); po3dns s iH’ekiii npermapary Aiinis® 40 mr/mi, mo
BBOAUTHCS B 1031 2 mr (0,05 mi1), y monepeaano 3amoBHenomy mmpuiii; 40 mr/mi; Almac Clinical Services
Limited, O6’ennane Koposiscro; Bayer AG, Himeuunna

CynyTHi
Marepianu/mpenapaTu
CYIyTHBOI Teparii

» JIaboparopna Llentpudyra EBA200 1800 230v;

» Jlaboparopna Llentpudyra Hettich, EBA 200 (220V / 50-60Hz) EU;

« EKT" amapart Schiller, (Cardiovit FT-1);

* EKT" anapat ECG-2250K;

« Jlaboparopua Moposuibna kamepa-80, Vestfrost, (VT78);

» Jlabopatopua XonoauisHa kamepa-17, Vestfrost, (AKS157);

* Xonoaunphuk-17, RLDF0519 Labcold 150L SD FO EU PLUG SD CARD;

* Moposunka-80, ULT25-NEU.

®ayopecuiein CEPB, ®ayopecriein (Fluorescein SERB; Fluoresceine SERB; Fluoresceinum; ®dnyopecuiein
natpito; Fluorescein sodium) (Fluoresceine SERB; Fluorescite; Fluorescein; Fluor); po3uun mis in’ekmii y
daaxoni 5 miu (100 mr/min) (10 %); 100 mr/ma; SERB - PARIS, @paniis

B.o. renepaabHoro gupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTtoxk 2

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK
28.06.2022 No 1118

HasBa kiHI4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta gara

«bararoreHTpoBe, MpocTe, BiAKpUTE, PO3IMIMPEHE OJATKOBE JOCIIIHKEHHS Ui OLIHKH JOBTOCTPOKOBOI
0e31eyHoCTl Ta €PEKTUBHOCTI OKpeizyMaly y TAalli€eHTIB 3 PO3CISHUM CKIEPO30M», KO IOCIIIKCHHS
MN43964, Bepcis 1 Bix 25 nmuctonama 2021 poky

3asBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«D. XOOPOMAHH-JIA POIL JITI», lsetinapis (F. HOFFMANN-LA ROCHE LTD, Switzerland)

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Okpemnizyma6 300 mr/10 mu (ocrelizumab 300 mg/10 ml), OKPEBYC® (Ocrevus) (RO4964913/F07,
PRD5771848, PRD5771912; ocrelizumab); koHueHTpar [uis pO34YMHY Ul BHYTPIIIHBOBCHHUX 1H(Y3iif;
30 mr/mit; Roche Diagnostics GmbH, Himeunnna; F. Hoffmann-La Roche AG, Illseiinapis; Roche Pharma
AG, Himeuunna; Genentech Inc., CIIIA; DHL Solutions Fashion GmbH, Himeuunna; Catalent Pharma
Solution LLC, CIIIA; Catalent Germany Schorndorf GmbH, Himeuuuna; Fisher Clinical Services GmbH,
[Iserinapis; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Service Inc., USA;
Almac Clinical Services Ltd, United Kingdom; Almac Clinical Services (US) Inc., USA

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

1) n.m.H., mpo¢. Bosommua H.I1.

Jlep>xaBHa ycTaHoBa «IHCTUTYT HeBpoJsorii, mcuxiaTpii Ta Hapkosorii HamioHanbHOI akaznemii MEIUUHUX
HayK YKpaiHuW», BIJJIUIEHHS ayTOIMYHHUX 1 JIET€HEpaTUBHUX 3aXBOPIOBaHb HEPBOBOI CHCTEMH,
LleHTp po3cisiHOTO CKIIepo3y, M. XapKiB

2) n.m.H., ipod. Herpuu T.1L

KomyHnanbHe HekomepiiiiHe mianpueMcTBo JIbBiBCbKkoi oOmacHoi paau «JIpBiBchbka oOiacHa KIiHIYHA
JKapHs», HEBPOJIOTIUHE BiAiIeHHs, JIbBIBCHKUN HaIllOHAIBHUN MEAMYHMM yHiBepcuTeT imeHl JlaHwmia
I"anuupkoro, kagenpa HeBposorii, M. JIbBIB

3) n.m.H., mpod. Cokosona JI.I.

MeauuHuii [EHTp TOBAapUCTBA 3 OOMEXKEHOIO BiAMOBIATBHICTIO
npodiTakTHYHUM migpo3aii, M. Kuis

4) x.m.H. Umup I'.C.

«Menbya-Kminik», niKyBalbHO-
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KomynaneHe HekomepiiiiHe mignpueMcTBo «OO0nacHa KimiHIYHA JikapHs IBaHO-DpaHKIBCHKOI 00JIacHOT
pazu», HEBPOJIOTTYHE BIAUICHHS 3 IIEHTPOM PO3CISTHOTO CKJIEpO3y, M. IBaHO-DpaHKiBChK

5) 3aB. Bia. [anmymma AL

KomynansHe HekomepiitHe nmianprueMcTBo KuiBchkoi o6macHoi paau «KuiBchka o0acHa KITiHIYHA JTIKAPHS,
HEBpOJIOTiYHE BiAaieHHS, M. KuiB

6) x.m.H. Kapera C.O.

KomyHnanbne HeKoMepLiiiHe mianpueMcTBo «HYepHiriBchbka obnacHa JikapHs» YepHIriBCbKoi 006JacHOT paau,
HEBPOJIOTIYHE BIUIUICHHS IJIs1 XBOPHX 3 MOPYIIEHHSIMH MO3KOBOT'O KpoB0O0oOiry, M. YepHiris

7) n.m.H. Kans6yc O.1.

Komynanene mignpueMctBo «J/lHimponeTpoBchkka obsacHa KiiHiyHa JikapHa iMm. LI MeunukoBay
JlHinporneTpoBchkoi 001acHOi paany, BigaiieHHS HeBposorii Nel, JIHIMpOBCHKUE Aep:KaBHUN MEIHMYHHMA
yHIBEpCUTET, kadeapa HeBpoJorii, M. JIHinpo

8) x.M.H. Mopo3 O.M.

JlepxaBHa ycTaHOBa « Y KpaiHChKHIA AepKaBHUI HAYKOBO-AOCTIIHUN IHCTUTYT MEAUKO-COI[IaIbHUX MTPOOIIeM
IHBaJTI THOCTI MinicrepcTBa OXOpPOHU 3/10pOB’s1 VYkpainun», BiJIUICHHS HEBPOJIOTIi,
M. JIHInpo

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

MeauuHuii LEHTp TOBapHCTBa 3 OOMEXKEHOI0 BiAMOBiAaNbHICTIO «Menuunuii 1eHTp «CamoTem»,
JKYyBalbHO-IPO(DIIAaKTUYHUN BT, M. BiHHUISA

10) 3aB. Bia. Canorpkuii 51.€.

Komynanene HexomepiiiiHe mianpuemMctBo JIbBIBCbKOi oOjacHOi pamu «JIbBiBcbka oOjlacHa KiiHIYHA
JKapHs», HEBPOJIOTiYHE BiieHHs, M. JIbBIB

[TpenapaTtu mOpiBHSAHHS,
BUPOOHHUK Ta KpaiHa

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

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




JonaTok 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK
28.06.2022 No 1118

HasBa kiHI4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta gara

«[IponoBxeHe NOCIiKEHHSI BEHETOKJIAKCY Y MAIIE€HTIB, SIKi 3aBEPILMIIN YIaCTh y MOMEPEAHBOMY KITHIYHOMY
BHUNPOOYBaHHI BEHETOKJIAKCY», Ko1 nociimkenHs M19-388 , Bepcis 5.0 Bix 27 Bepechst 2021 poky

3asBHUK, KpaiHa

E66Bi1 biodapmacerorikan3 ['m6X, [lIsetinapis

CnoHncop, kpaiHa

«E00BI Ink», CIIIA / AbbVie Inc., USA

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

BeHeroknakc (ABT-199 (GDC-0199); Venetoclax, Venclyxto, Venclexta; Venetoclax); TaGneTku, BKpHUTi
m1iBKOBOIO 00010HKO0!0; 100 Mr; AbbVie Deutschland GmbH & Co. KG, Himeuunna; AbbVie Inc., CIIIA;
AbbVie Ireland NL B.V., Ipnannis; Catalent Pharma Solutions Schorndorf GmbH, Himeuuuna; AbbVie Inc.,
CIIIA; PPD Development, LP, CIIIA

Bianoiganbauii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPoOyBaHHA B YKpaiHi

1) nikap Ycenko I'.B.
KomyHnanbHe HexomepiiiHe mignpueMcTBo «Mickka KiliHiYHa JikapHs Nedy J[HIMPOBCHKOI MICBKOI pajH,
MICHKUN T€MaTOJIOTTYHHMA LIEHTp, M. J{HImpo

[TpenapaTtu mopiBHSAHHS,
BUPOOHHUK Ta KpaiHa

CynytHi
Mmarepianu/npenapaTi

CYyNyTHBOI Tepamii

Komnasis, sika i€ 3a TOBIpEHICTIO, SIKY Ha/1aB CIIOHCOP YM 3asBHUK Ha BBE3E€HHS JIOCIIPKYBAHUX JTIKApChKUX
3aco0iB Ta cynyTHix marepianiB: TOB «IMII-Jlorictuka Ykpaina»

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3AZIBOPHUX




HonaTtox 4

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

OHOBIIEH] PO3AUIM JIOCKE MOCIIKYBAHOTO JiKapchkoro 3aco0y NN7415 (concizumab) (CMC update):
Posznmin 3.2.P.3 «Manufacturey, Bepcis 2.0, ¢pinanbna, Big 27 sxoBTHs 2021 (v.2.0, final, dated 27 Oct 2021);
Poznain 3.2.P.5 «Control of Drug Product», Bepcis 3.0, pinanbna, Big 27 xostas 2021 (v.3.0, final, dated
27 Oct 2021); Pozmin 3.2.P.8 «Stability», Bepcis 5.0, dinansna, Big 27 xostHs 2021 (v.5.0, final, dated
27 Oct 2021); Poznin 3.2.S.4 «Control of Drug Substance», Bepcia 5.0, ¢inansha, Big 13 cepmus 2021
(v.5.0, final, dated 13 Aug 2021); Onosnenuii onatok I, Bepcis 8.0, ¢pinanbua, Bix 8 mmucromana 2021 mo
npotokoay NN7415-4307, Bepcis 5.0, pinanbHa, Big 25 6epe3ns 2021

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

Ne 38 Bix 11.01.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«E¢exTuBHICTb Ta Oe3neka npo¢iIakTUYHOro 3actocyBaHHs KoHnm3ymaly y maiieHTiB 3 remodiiiero A
yu b, He yckinanHeHorw iHriditopamuy», NN7415-4307, ¢inansua Bepcis 5.0 Bix 25 6epesns 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

Cnoncop, kpaiHa

Novo Nordisk A/S ([Tamist)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JonaTok 5

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIKapPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

28.06.2022 Ne 1118
Inentudikariist cyrTeBoi OHOBNIEHUH TPOTOKOJ KJIiHIYHOTO BHMpoOyBaHHs 20968, Bepcis 3.0 3 mompaBkor 2 Big 26 KBITHS
IIOIIPABKH 2022 poky
Howmep ta nata Hakazy Ne 2110 Big 16.09.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiiniuHOTO «PangomizoBaHe, 3 MOABIMHUM MacKyBaHHSIM IOCIHiKEHHS 3 (a3u 3 aKTUBHUM KOHTPOJIEM ISl OLIHKU
BUIIPOOYBaHHS, KO/, edeKkTUBHOCTI Ta Oe3meku BHCOKUX 103 admibepcenTy B MAli€HTIB 13 HEOBACKYISPHOIO BIKOBOIO
BepcCis Ta Jata Mmakynoauctpodieron, 20968, Bepcis 2.0 Bix 14 mrotoro 2020 poky
3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Vkpaina»
Crmoncop, kpaina Bayer AG, Germany/ Baitep AI', Himeuunna
CynytHi —
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepansnoro fupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JlonaTok 6

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

28.06.2022 Ne 1118
Inentudikariist cyrTeBoi OHOBIEHUH TPOTOKOJ KIIHIYHOTO AOCTipkeHHs 3 mornpaBkoro 01, Bepcis 1 Bim 20 rpyans 2021 poky,
MOTPaBKU aHrIicbKoI0 MOBOO; OcHOBHA iH(OpMaIis po JociimKeHHs 1 popma iHPopMOBaHOi 3roau, Bepcis Ne 2

Bix 20 rpynus 2021p., anrmiiicekoro MoBowo; [Hdopmarist 11 manienTa ta gopma iHPOPMOBAHOI 3r0/IH,
Bepcis Ne 2 nnst Ykpainu Bin 25 ciuast 2022p. (Ha ocHoBI OcHOBHOT iH(opMarii mpo KociiKeHHs 1 opMu
iHdopmoBanoi 3roau, Bepeist Ne 2 Big 20 rpynus 2021p.) ykpaincekoro MoBoIo; [HpopMmarltis i naiieHTa
1 ¢opma iHpopmMoOBaHoi 3roam, Bepcist Ne 2 mnst Ykpainm Bim 25 ciuns 2022p. (Ha ocHoBi OCHOBHOI
iHdopmanii mpo gochimkeHHs 1 ¢opmu iHpopmoBaHoi 3roam, Bepcis Ne 2 Bim 20 rpymus 2021p.)
POCICBKOI0 MOBOIO

Howmep ta nata Hakazy Ne 2616 Big 24.11.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zga kiinigHOTO «PangomizoBaHe, MOJBIMHE cCIine, MIane00-KOHTPOILOBAHE AOCTIHKEHHS 3 OI[IHKH JIOBIOCTPOKOBOTO

BUIIPOOYBaHHS, KO/, BIUIMBY AYNUIyMa0y Ha MOINEPEKEHHS 3HM)KEHHS (QYHKIII JITeHb y MAI[lEHTIB 3 HEKOHTPOJILOBAHOIO

BepcCis Ta Jata OpOHX1aJILHOIO aCTMOIO MOMIPHOTO Ta BaXXKKOTO CTYyNEHs TsKKocTi», LPS16676, Bepcia 1 Big 20 cepnHs
2021p.

3asiBHUK, KpaiHa TOB «Canopi-ABenTic Ykpaina»

Cnoncop, kpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic pemepin e aeBenonMan, Opaniis)

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




Jonarok 7

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIKapPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

Onosnenunit mpotokou kiiHiunoro pociimkeras CLI-06001AAL-05, Bepcis 4.0 Bix 18 6epesnst 2022 poky;
Omnosniene Jlocke nocmimkyBanoro npenapary CHF 6001 (NEXThaler®) (kox moxkymenty CCD-IMPD-
6001-003-FAP-0075), Bepcis 7.0 Big 09 motoro 2022 poky; [ndopmamiitauii muctok yuacHuka ta @opma
iH(opMOBaHOT 3roau Ha y4acTh y KiIiHIYHOMY mociimkeHHi 3 kogom CLI-06001AA1-05, mociimkeHHs
PILLAR, Bepcis 3.0 Bix 27 xBitHsa 2022 poKy aHTIiiiCbKOI0 MOBOIO; [HQOpMaIliiiHuil IMCTOK yyacHUKA Ta
®opma iHOpMOBaHOI 3roM Ha ydacTb y KiiHi4YHOMY pociimkenHi 3 kxomom CLI-06001AA1-05,
nocmimxenns PILLAR, Bepcis 3.0 Bix 27 kBitHa 2022 poKy yKpaiHChKOI MOBOMO; [H(hopMaliiiHuii TUCTOK
yuacHuka ta ®opma iHGOPMOBAHOT 3ro I Ha y4acTh y HEOOOB’SI3KOBOMY B3STTI 3pa3KiB i 30epiranHs
OilosoriuHMX MatepiamiB, KmiHiYHE mociimkeHHs 3 kogom CLI-06001AA1-05, mocmimkenHs PILLAR,
Bepcis 2.0 Bix 27 kBiTHS 2022 poKy aHTIiHCHKOI0 MOBOIO; [HpOpManiiHMi THCTOK yyacHuKa Ta Popma
iHpOpMOBaHOi 3roM Ha Yy4YacThb y HEOOOB’SI3KOBOMY B3ATTI 3pa3KiB JUIsl 30epiraHHs O10JOTriuyHUX
MaTepiaiiB, kiiHigHe nociimkeHHs 3 kogom CLI-06001AA1-05, mocmimkennss PILLAR, Bepcis 2.0 Bix
27 xBiTHa 2022 poky ykpaiHcekoro MoBow; CLI-06001AA1-05 Jluct po Jikaps 3arajibHoOi
npakTuku B2.0 Ocratouna maiictep-Bepcis 22 mororo 2022 p. anrmiicekoro MoBoto; CLI-06001AA1-
05 Jlmer po mikapss 3araibHOi npakTtuku B2.0 Ocratouna waiictep-Bepcis 22 motoro 2022 p.
yKpaiHcbkoro MoBow; OnHoiena bpomrypa mocmignuka 3 mpemapaty CHF6001 DPI (kox moxymeHTy
CLI-CHF6001-1B-00545), Bepcis 5.0 Big 29 kBitHs 2022 p., aHTTIHICHKOI0 MOBOIO

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

Ne 833 Bin 28.04.2021
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HasBa ximiHiuHOTO «52-THKHEBE, paHJAOMI30BaHe, MOJBIfHE CIiNe, 3 MOABIHHUM MAacKyBaHHSM, 3 KOHTPOJEM IuIanedo Ta
BUIPOOYBaHHS, KO/, aKTHBHUM KOHTposieM fnociimkerHs (Podyminact, Hamipecn® 500 MKT), 1110 MPOBOAUTHCS B TApAISITLHUX
Bepcis Ta gata rpynax 3 METOI OIliHKH e(heKTHBHOCTI Ta Oe3nedHocTi aBox a03 npenapaty CHF6001 y dopwmi cyxoro

MOPONIKY JIJISl 1HTJIALIHN, 0 JOJAFTHCSA A0 MIATPUMYIOYOi MOTPiIHOT Tepamii y HMaIie€HTIB 13 XPOHIYHUM
0OCTpYKTHBHUM 3axBoproBaHHsM jereHb (XO3JI) Ta xponiuaum 6ponxitom», CLI-06001AA1-05, Bepcis
2.0 Bix 03 tpaBHs 2021 poky

3asBHUK, KpaiHa ToBapucTBO 3 06MekKEHOI0 BinnoBinanbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»
Croncop, kpaina «K’e31 ®apmanesriui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoro rupexkropa JIlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.06.2022 Ne 1118

InenTudikarist cyrTeBOi
HONPaBKU

3pa3ok 3HIMKIB ekpany «PGIS», 42756493BLC3001 EXT, Bepcis 1.00 ykpaiHChKOIO MOBOIO Bij
10.12.2021 p.; 3pazok 3HiMKIB ekpany «PGIS», 42756493BLC3001 EXT, Bepcis 1.00 pociiicbkoro MOBOIO
Big 17.02.2022 p.; 3pa3ok 3HiMKiB ekpany «Tenedonne inteps’to 3a EQ-5D-5Ly, EQ-5D-5L Telephone,
Bepcis 1.00 ykpaincekoro moBoro Big 10.12.2021 p.; 3pa3ok 3HiMKIB ekpaHy «Tenedonne inteps’to 3a EQ-
5D-5L», EQ-5D-5L Telephone, Bepcist 1.00 pociticekoro MoBoro Bix 17.02.2022 p.; 3pa3ok 3HIMKIB eKpaHy
«EQ-5D-5Ly, Bepcis 1.00 ykpaincekoro mooto Big 10.12.2021 p.; 3pa3ok 3HiIMKIB ekpany «EQ-5D-5Ly,
Bepcis 1.00 pociiicekoro MoBoto Bif 17.02.2022 p.; 3pa3zok 3uiMKiB ekpany «FACT-BLy», Bepcis 1.00
yKkpaincbkoro MoBoro Bin 10.12.2021 p.; 3pa3ok 3HiMKIB ekpany «FACT-BLy», Bepcis 1.00 pociiickkoro
MoBo1o Bix 17.02.2022 p.; 3pa3ok 3HIMKIB ekpaHy «HaBuanbHHI MOAYINb i3 KOPUCTYBaHHS IUIAHIIETOM,
Bepcist 2.00 ykpaincbkoro MoBoro Bif 25.11.2020 p.; 3pa3ok 3HIMKIB ekpaHy «HaBuanbHMiII MOAYyINb 13
KOPUCTYBaHHS IUIaHIIETOMY, Bepcis 2.00 pocilicekoro MoBoro Bix 06.11.2020 p.

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

Ne 1207 Bix 25.06.2018

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«Jocnimkenns 3 ¢a3u ans ouiHKU epAadiTiHIOy y MOpIBHSHHI 3 BIHQIYHIHOM abo0 JOLIETaKCEIOM YU
neMOpoIi3yMadoM y MAI[I€HTIB 3 MOMIMPEHOI0 YPOTENiadbHOK KapIIMHOMOIO Ta OKPEMUMHU T€HETHYHUMU
abepaiisimu  perientopiB (aktopy pocty ¢dibpodnacrtiBy, 42756493BLC3001, 3 mompaBkow 5 Bif
25.03.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

Crnoncop, kpaiHa

SAunccen ®apmanestuka HB, benbris

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.06.2022 Ne 1118

InenTudikarist cyrTeBOi
HONPaBKU

OHOBIEHUH TPOTOKOJ 3 IHKOpHOpOBaHOW mompaBkoro 6 Bixg 09 mororo 2022 poky; 3aranbHa OLIHKA
CITIBBITHOIIICHHSI PU3HUK/KOPUCTH, Bia 31 ciunsa 2022p., aHrniiickkoro MoBow; A3921165 Indopmaris mis
6atpKiB Ta hopma iHHOPMOBAHOT 3rOAM HA YUACTh Yy JOCIIIKEHHI, Ha OCHOB1 BepCii Ha PiBHI JOCITIKCHHS
Bin 07 Oepesnst 2022 p., Bepcis mist Yipainu 10.1.0 Big 31 Gepesns 2022 p., ykpaiHCHKOIO MOBOIO;
A3921165 Indopmarrist ans 6aTbkiB Ta opma iHGOPMOBaHOT 3roAM HA YIaCTh y JOCIIIKEHHI, HA OCHOBI
Bepcii Ha piBHI gociimkeHHs Bix 07 6epesns 2022 p., sepcis st Yipaiau 10.1.0 Big 31 6epesns 2022 p.,
pociticekoro MoBo10; A3921165 Indopmanis mig mamieHta ta popma iHPOPMOBAHOI 3r0M HA y4acTh Y
JIOCJTIJDKEHHI, Ha OCHOBI Bepcii Ha piBHI pociimkeHHs Bix 07 6epesns 2022 p., Bepcis ana Ykpainu 10.1.0
Bing 30 Oepesns 2022 p., ykpaiHChKOIO MOBo10; A3921165 Indopmamis mis mamieHta ta Qopma
iH(opMOBaHOI 3rofi Ha y4acTh Yy JOCHIJKEHHI, Ha OCHOBI Bepcii Ha piBHI qochimkeHHs Big 07 Oepe3Hs
2022 p., Bepcis s Ykpainu 10.1.0 Bix 30 6epesnst 2022 p., pociiicekoro MoBor0; A3921165 Iadopmaris
JUTSE TIAIieHTa Ta (hopMa 3roJiu Ha y4acTh y JOCIHIKEHHI [Tl marieHTiB BikoM 14-17 pokiB, Ha OCHOBI Bepcii
Ha piBHI gocmikeHHs B 07 Oepesnst 2022 p., Bepcis mist Ykpainu 10.1.0 Bim 06 kBiTHS 2022 p.,
yKpaiHChbKOI0 MOBO10; A3921165 Indopmartis 11t narienta Ta gopma 3roJJu Ha y4acThb Y JOCIIIKEHH] IS
namieHTiB BikoM 14-17 pokiB, Ha OCHOBI Bepcii Ha piBHI JociimkeHHs Bix 07 Oepesns 2022 p., Bepcis s
VYxpainu 10.1.0 Bix 06 xBiTHs 2022 p., pociiicbkoro MoBot0; A3921165 Indopmartis 11t namienTa Ta popma
3TOJIM Ha y4acTh Yy AOCTIJKEHH1 /Tt aiTed BikoM 11-13 pokiB, Ha OCHOBI Bepcii Ha piBHI AOCTIHKEHHS BiJl
07 Gepe3ns 2022 p., Bepcist ausa Ykpaiau 8.1.0 Big 04 kBiTHsa 2022 p., ykpaiHCbKOO MOBOIO; A3921165
[adopmariis 1ig mamienta ta ¢GopMa 3roAM Ha y4acTh y JOCITIKEHHI Ans faitedt Bikom 11-13 pokiB, Ha
OCHOBI Bepcli Ha piBHI gociigxkeHHs Bix 07 Oepesnsa 2022 p., Bepcis i Ykpainu 8.1.0 Bix 04 kBiTHS
2022 p., pociiicbkkoro MoBO0; A3921165 Indopmarnis ang namiedta Ta GopMa 3road Ha y4acTb y
JIOCJTIJDKEHHI TS 1iTel BikoM 6-10 pokiB, Ha OCHOBI Bepcii Ha piBHI gociimxeHHs Bix 07 6epesns 2022 p.,
Bepcis Uit Ykpainu 2.1.0 Big 05 kBitHa 2022 p., ykpaiHcbkoio MoBorw; A3921165 Indopmanis s
naiieHTa ta ¢gopmMa 3roJu Ha y4acTh y JOCIIDKEHHI JUTs 1iTei BikoM 6-10 pokiB, Ha OCHOBI Bepcii Ha piBHI
nociikeHns Big 07 6epesns 2022 p., Bepeis anst Ykpainu 2.1.0 Big 05 kBiTHs 2022 p., pociiicbKOI0 MOBOIO




2 IIPOJOBXKEHHS JoJaTKa 9

Howmep Ta nara Haka3zy Ne 342 Bin 26.02.2018

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

Ha3Ba kiiHiuHOTO «EdexTuBHicTh, O€3MEYHICTh, NEPEHOCUMICTh 1 (papmakokeHeTnka TodauuTuHiOy npH JTIKYBaHHI
BUNIPOOYBaHHSA, KO/, CHCTEMHOT'0 FOBEHUTFHOTO iionatuaHoro aptputy (CFOIA) 3 akTHBHUMH CHCTEMHHMMU NPOSIBAMU y JiTEH
BepcCis Ta gaTa Ta MTITKIBY, A3921165, 3 iHKOpropoBaHOO morpaBkoro S5 Bix 21 mumHsa 2021 poky

3asBHUK, KpaiHa TOB «Cineoc Xenc Ykpainay

Cnoncop, kpaiHa [¢paiizep [uk, CHIA [Pfizer Inc, USA]

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

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




Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.06.2022 Ne 1118

InenTudikarist cyrTeBOi
HONPaBKU

Onosnennii [Iporokon kniniyHOTO BUnpoOyBanHs RVT-1201-2002, Bepcis 4.0 3 monpaskoto 3 Bix 19 ciuns
2022 poky; Indopmaris mist namienTta i ¢popma iHGopMoBaHOT 3TOAM, TUIIOBA BEPCis I YKpaiHu, Bepcis
2.0, Bix 15 moTtoro 2022 poky (YKpaiHCBKOIO Ta pOCiiChKOI0 MOBaMH); [H(popmartist 1uist mamienTa i popma
iH(opMOBaHO1 3ro1M Ha TEHOTHUITYBaHHs, TUIIOBA Bepcis s YKpainu, Bepcis 2.0, Big 30 rpyans 2021 poky
(YKpaiHCBKOIO Ta pOCiiicbKor0 MOBaMH ); [Hdopmartis 1uis mamienTa i popma iHpOpMOBaHOT 3roAH HA Y4aCTh
y BIIKpUTOMY T€pioJii MPOJAOBKEHHS JIIKYBaHHs, TUIIOBA Bepcis ans Ykpainu, Bepcis 2.0, Big 15 moToro
2022 poky (yKpaiHCBKOIO Ta pociiickkoro MoBamm); Jomarok mo Indopmanii mis namienta i Gpopmu
iH(hopMOBaHOi 3rou, MoAeNb-Bepcis s Ykpainu, Bepcis 1.0 Big 10 mrotoro 2022 poky (YKpaiHCBKOIO Ta
pociiicbkoro MoBaMu ); Marepiaym aiis narientis: Kaprka momao npuitomy tadiietok (Dosing Reduce Card)
«3MmenmienHs no3u — 3actocoByBaTu TIJIBKU 3a BkasziBkow mikapsi-AOCHiIHHUKa», Bepcis Bil 28 ciuHs
2022 poky, yKpaiHCBKOIO Ta pociiicbkoro MoBamu; Kaptka moxao npuitomy tadnetok (OLE Dosing Card)
«IHCTpyKIIi 3 mpuiioMy npenapary y BIIKpUTOMY pexKuMi», Bepcis BiJ 28 ciunsa 2022 poky, yKpaiHCBKOIO
Ta pociiicekoro MoBamu; Kaprtka s mamienta «YHoro cmij ouikyBatu: I'padik Bi3uTiB, nependayeHux
JOCIIJDKeHHsAM», Bepcist Big 28 ciuHsg 2022 poky, YyKpaiHCBKOIO Ta POCIMCBKOIO MOBaMHM; 3pa3Ku
MapKyBaHHsI BHYTPIIIHbO1 yIaKOBKH JJis Jikapcbkoro 3aco0y Pogarpuctar Etun 300 mr, tabnerku s
NEepOpPAILHOrO NMpHUiioMy (JTIKyBaHHS y BiIKpUTOMY pekumi) Bin 15 cepmusa 2021 poky, ykpaiHCBKOIO
MOBOIO.

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

Ne 1586 Bix 29.07.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«®a3za 2b, panaoMi3oBaHe, MOJBIHE cIiine, MIanedo-KOHTPOIbOBaHe, 6araTOLEHTPOBE BUNIPOOYBaHHS 3
METOI0 BU3HAYEHHs Jiana3oHy a03 Poparpucrary eTuiay y NAaIli€eHTIB 3 JITEHEBOIO apTepialibHOIO
rineprensiero», RVT-1201-2002, Bepcis 2.0 3 monpaskoro 1 Bix 19 nmucronana 2020 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»




2 MpOJIOBXKEHHs noaaTka 10

CrioHcop, kpaiHa «AnraBant Caenciz 'M6X», [lIBeiimapist/ Altavant Sciences GmbH, Switzerland

CynyTHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHUX




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.06.2022 Ne 1118

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa mocmimHuKa Ui JOCTIKYBAHOTO JTiKapchbkoro 3aco0y sazeptinid (YH25448), Bepcis 10 Bix
09 mrotoro 2022 poky; Indpopmarist mis mamienta tTa @opma iHGOpMOBaHOT 3roau, MOACIb I YKpaiHu,
Bepcis 4.0 Big 14 xBitHs 2022 poky (YKpalHCBKOIO Ta POCiiCbKOI0 MOBaMu); [H(OpMalis 1715 y9acHUKIB Ta
®dopma iHpopmoBanoi 3roau (IlepexpecHe mocaimpkeHHs ), Moaeb I Ykpainu, Bepcis 4.0 Big 14 kBiTHS
2022 poky (YKpaiHCBKOIO Ta POCIHCHKOI0 MOBAMH )

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

Ne 2243 Big 05.10.2020

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, mojBiiiHe ciine nociimkeHHs Pasu Il mns omiaku edekTBHOCTI Ta Oe3MEeYHOCTI
Ja3epTiHiOy B MOPIBHSAHHI 3 rediTiHIOOM SIK Teparii mepioi JiHil B MaIieHTIB 3 MICLEBO-MOMIUPEHUM a0
METAaCTaTUYHUM HEJIPIOHOKIITUHHUM pakOM JIET€HIB 3 MYTaIll€lo, M0 CEHCHUTH3YE PEeIenTop
enigepMaibHoOro gaxkrtopa pocty», YH25448-301, Bepcis 2 Bix 03 BepecHst 2020 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

Yuhan Corporation, Republic of Korea / FOxan Kopmopeiits, Pecriyomika Kopest

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3AZIBOPHUX




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.06.2022 Ne 1118

InenTudikarist cyrTeBOi
HONPaBKU

OnoBiiena Opomrypa nmocmigauka Ha Linzagolix (OBE2109), Bepcis 9.0 Bim Oepesns 2022 poky
AHTITIHCHKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 893 Bin 15.04.2020

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«IlonBiitHe ciire, paHIOMI30BaHE MOAOBXKEHE JOCIIKEHHS JJI OI[IHKH JOBIOCTPOKOBOI €(DEKTUBHOCTI 1
OC3MEeYHOCTI TMpemapaTy JIH3aroJiKC VY TAIlieHTOK 3 0OoJieM, TOB’S3aHUM 3 CHJIOMETPIO30M»,
19-OBE2109-006, Bepcis 2.0 Bix 25 cepmas 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeskeHO0 BifnoinanbHicTIO «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT YKPATHA»

Cnoncop, kpaiHa

O6¢cEBa CA (ObsEva S.A.), Hseitnapis

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasbHoro qupexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.06.2022 Ne 1118

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocnigauka bemnenoigna kucmora (ETC-1002), Bumanus 17.0 Big 06 rpymas 2021 poky,
aHriiicekor0 MoBow; JlogatkoBa 1H(OPMOBAaHA 3roja Y4YacHUKAa Ha IIOBEPHEHHS JOCIHIKyBaHOI'O
npenapaty 3 oMy ydacHuka, sepcist V1.1UKR(uk)1.0 Bix 20 ciuns 2022 poky, mepekiaj yKpaiHChKOO
MoBow Bix 26 kBiTHI 2022 poky; JomatkoBa iHdoOpMOBaHa 3rofa yYacHHKA Ha MOBEPHEHHS
JOCTIPKYBAHOTO Mpenapary 3 nomy ydacHuka, Bepeis V1.1UKR(ru)1.0 Bix 20 ciuns 2022 poky, mepexia
pociiicbkkor0 MoBow Bim 26 kBiTHS 2022 poky; JlomarkoBa iH(oOpMOBaHA 3roja Uisl MaIli€HTa IS
3a0e3nedeHHs HEBIAKIIAIHUX 3aXOMiB y 3B’ 53Ky 3 BO€HHOIO arpeciero Pociiicekoi @eneparii Ha Tepuropii
VYkpainu, Bepcis V1.0UKR(uk) Bix 10 tpaBus 2022 poky, nepekiaa yKpaiHCbKOI MOBOIO Bif 12 TpaBHs
2022 poky; JlomatkoBa iHpOpMOBaHA 3rojaa IS TMAIi€HTa ISl 3a0e3MeueHHsT HEBIAKIAIHUX 3aXOMIB Y
3B’A3Ky 3 BO€HHOIO arpeciero Pociiicekoi @expepariii Ha Tepuropii Ykpainu, Bepcis V1.0UKR(ru) Bix
10 TpaBHs 2022 poky, mepekian pociiickkoro MOBOrO Bif 12 tpaBHs 2022 poky; [Ipomemypa BignaieHol
Bepudikamii TaHUX y BUNAJKy HaJA3BUUaiiHOI cutyaii, Bepcis 03 Bix 21 BepecHs 2020 poky, aHIIiCbKOIO
MoBoto; [lponenypa BinganeHoi Bepudikaiii JaHUX y BHUMAJKY HaA3BUYaiHOI cuTyanli, Bepcis 03 Bifg
21 Bepecus 2020 poky, nepekia yKpaiHCbKOI MOBOO BiJl 26 ciuns 2022 poky; JIUCT CTOCOBHO 3alTy4eHHs
nocrayasibHuka nocinyr «OwmHiTpeiic Kopm», Bin 16 rpyans 2021 poky, aHrmiicbkor MoOBOO; Jlucr
CTOCOBHO 3ailydyeHHs noctavanbHuka nociayr «OmuiTpeiic Kopmy», Bin 16 rpyans 2021 poky, nepekian
yKpaiHChbKOI MOBOIO Bia 27 ciuHs 2022 poky; Indopmaniiinuii OronereHp s MalieHTiB, BUJAaHHA 21,
Bepcis 1.0, rpyaens 2021 poxy [VO1 UKR(uk)], ykpaincekoro mMoBoro; [Hpopmariiinuil O6ronerens s
namienTiB, BupanHs 21, Bepcis 1.0, rpynens 2021 poky [VO1 UKR(ru)], pociiicbkoi0 MOBOIO;
[ndopmaniitnuii OroneTeHs Ui nanieHTiB, BUgaHHs 22, Bepcis 1.0, rpynens 2021 poky [VO1 UKR(uk)],
yKpaiHChbKOIO MOBOIO; IH(popMmariiiuuii OronereHb Ui Mali€eHTiB, BUIaHHA 22, Bepcis 1.0, rpyneHb
2021 poky [VO1 UKR(ru)], pociiickkoro MoBoto; [HpopmartiiiHuil 6rojeTeHpb A Nali€eHTiB, BUJaHHS 23,
Bepcis 1.0, rpyaens 2021 poxy [VO1 UKR(uk)], ykpaincekoro mMoBoto; [Hpopmariiiinuii OroneTeHs s
namieHTiB, BuaanHs 23, Bepcid 1.0, rpynens 2021 poky [VO1 UKR(ru)], pociiicbkoro MOBOIO




2 MPOJIOBXKEHHA foAaTka 13

Howmep ta narta Hakazy Ne 545 Bin 19.05.2017

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «PangomizoBaHe, MOJBIWHE CIIiMe, IUIANe00-KOHTPOIBOBAHE JOCIIIKEHHS I OI[IHKH il OemmenoiaHol

BUIIPOOYBaHHS, KOJI, kucnotu (ETC-1002) Ha MosiBY TSKKUX CEPIIEBO-CYJUHHUX SBHUII Yy IMAIIE€HTIB 13 CEPIEBO-CYAHMHHOIO

BepcCis Ta gaTa XBOPOO0O0I0 a00 3 BUCOKMM PU3UKOM i1 BUHUKHEHHSI, SIK1 HE TIEPEHOCATH JIIKyBaHHS cTraTuHaMmy, 1002-043,
3 IHKOPIIOPOBAaHOIO NONpaBkoio 5 Bix 24 BepecHs 2020 poky

3asBHUK, KpaiHa [TignpuemcTro 3 100% inozemuoro inBectHiiero «AUK'TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa «Ecnepion Tepan’torikc, Iak.» (Esperion Therapeutics, Inc.), CILIA

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

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




Honartok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

28.06.2022 Ne 1118
Inentudikariist cyrTeBoi [ndopmaniitnuii TUCT TalieHTa CTOCOBHO Al B ymMoBax maHaemii (takoi sk COVID-19) a6o iHmmx
MOTPaBKU BOKIMBUX TOi, SKi BIUIMBAIOTH HA Y4YacTh y AOCHipKeHHI [[HpopmamiiiHuii nucT A ydacHHKa
KIIIHIYHOTO BUNIPOOYBaHH: |, Bepcis At Ykpainu Bif 26 O6epe3ns 2022 poky, yKpaiHChKOIO Ta POCIChKOI0
MOBaMHU
Howmep ta nata Hakazy Ne 2237 Big 18.10.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiiniunOTO «PangomizoBaHe mojBiitHe ciine miane00-KOHTPOIbOBAHE TOCTIKEHHS 3 (a3u 3 BUBUCHHS HABITOKJIAKCY
BUIIPOOYBaHHS, KO/, B TMO€IHAHHI 3 PYKCOJITUHIOOM TOPIBHAHO 3 PYKCOMITHHIOOM Yy TMAaIli€HTiB 13 MieaohiOpo3oM
Bepcis Ta Jata (TRANSFORM-1)», M16-191, Bepcis 4.0 Bix 27 tpaBus 2021 poky
3asBHUK, KpaiHa «E60BI1 biogpapmacsrotikan3 I'moX», lIBeitnapis
CnoHncop, kpaiHa «E66Bi Tax», CIIIA / AbbVie Inc., USA
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Honatok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

OHOBIIEH] PO3AUIM JIOCKE MOCIIKYBAHOTO JiKapchkoro 3aco0y NN7415 (concizumab) (CMC update):
Posznmin 3.2.P.3 «Manufacturey, Bepcis 2.0, ¢pinanbna, Big 27 sxoBTHs 2021 (v.2.0, final, dated 27 Oct 2021);
Poznain 3.2.P.5 «Control of Drug Product», Bepcis 3.0, pinanbna, Big 27 xostas 2021 (v.3.0, final, dated
27 Oct 2021); Pozmin 3.2.P.8 «Stability», Bepcis 5.0, dinansna, Big 27 xostHs 2021 (v.5.0, final, dated
27 Oct 2021); Poznin 3.2.S.4 «Control of Drug Substance», Bepcia 5.0, ¢inansha, Big 13 cepmus 2021
(v.5.0, final, dated 13 Aug 2021); Onosnenwuii JJogarok I, Bepcist 9.0, dinanbHa, Big 8 ucromana 2021 mo
npotokoiy NN7415-4311, Bepcis 7.0, pinanpHa, Big 18 uepBas 2021

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

Ne 2487 Big 17.12.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«E¢exTuBHICTb Ta Oe3neka npo¢iIakTUYHOro 3actocyBaHHs KoHnm3ymaly y maiieHTiB 3 remodiiiero A
yn b, ycknaaneHoro iHriditopamu», NN7415-4311, dinansna Bepcis 7.0 Big 18 uepsns 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopaick Ykpaina»

Cnoncop, kpaiHa

Novo Nordisk A/S ([Tamist)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JonaTok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi Honaroxk 1 Bix 21.04.2022 p. no bpomypu gocniguuka JNJ-40411813, Buganns 10 Bix 13.07.2021 p.
MIOTIPaBKH

Howmep ta nata Hakazy Ne 1586 Big 29.07.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa xmiHiuHOTO «PannomizoBaHe, MmojaBiiiHE ciine, ane00-KOHTPOJILOBaHE, B TapajelIbHUX TIpymnax, 0araTOlEeHTPOBE

BUIIPOOYBaHHS, KO/, KJIiHIYHEe BUMPOOYBaHHS ISl OLIHKU e(eKTHBHOCTI, Oe3neyHocTi Ta nepeHocumocti JNJ-40411813, sk

BepcCis Ta Jara JI0JJATKOBOTO JIIKYBaHHS y TALli€HTIB 3 CYJJOMHUMH HamaaaMu 3 (DOKAIbHUM TOYAaTKOM 3 HEIOCTaTHBOIO
BiINOBi IO Ha eBetupaneram», 40411813EPY2001, 3 monpaskoro INT-1 Big 18.01.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTHUKA HB», benbris

CnoHncop, kpaiHa «IHCCEH ®APMAILIEBTHUKA HB», benbris

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




Honatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

KAR-009 Vxkpaina OcnoBHa ¢dopma iHdopmoBanoi 3roau Bepcis 4.2.0 Bim 10 TpaBHs 2022 p.
YKpaiHChKOIO Ta pociiickkoro moBamu; Illkama PANSS, Bepcis 1.1 Bim 25 TpaBHs 2022 p. poCiHCBKOIO
moBor; Cxkpunrtu Bignosiaeir CamCog Ta nepenik ciaiB VRM ykpaiHChKOIO Ta pOCiiCBEKOI0 MOBaMH; 3MiHa
MICIIsl MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS !

BYJIO

CTAJIO

n.M.H. Mopo3z C.M.
KomyHanbHe mianpueMcTBo «J{HINMponerpoBchka
obmacHa ximiHigHa JikapHs iM. LI. MeunukoBa»

n.M.H. Mopo3 C.M.
KomyHnanehe mignpueMcTBo «JIHIImponeTpoBCchka
OaratonpodiibHa KITiHIYHA JIKApHS 3 HAJAHHS

JIHITpONEeTpOBCHhKOI 00JIaCHOT pajny», OOJIACHHWM | ICUXIaTPUYHOI JONMOMOTH» JIHIMpONeTpoBCHKOI
[HEHTp TMCHUXOCOMATHYHHMX pO3JaaiB Ha 0asi | obmacHoi paam», IlcmxocoMaTHUHUil  LEHTD,
TICUXOHEBPOJIOTIYHOr0 BIIICHHS, M. JIHinpo M. JTHinpo

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

Ne 614 Bin 01.04.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«PangomizoBaHe, MOJBIiHE cliirie, 1ae00-KOHTPOJIbOBAaHE OaraToIeHTPOBE NOCiKeHHs 3 (a3u, siKe
MPOBOANTHCA y TapalelbHUX TPyNax 3 METOK OLIHKU ePeKTUBHOCTI Ta Oe3meku npemnapaty KarXT y
JIOPOCIHMX MAIIEHTIB 3 MM30¢peHiero 3a kpurepisimu DSM-5, rocnitanizoBaHUX 3 TOCTPUM MICUXOTUYHUM
posnagom», KAR-009, Bepcis 1.2 Bix 09 cepnust 2021 p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaiHa

Karuna Therapeutics Inc., United States (CILIA)




2 MPOJIOBXKEHHS toaaTka 17

CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

bpomrypa nocminauka npenapaty Kcranai (enzalutamide MDV3100), Bepcis 13.0 Bix 09 kBitHs 2022 p.,
AHTITIHCHKOI0 MOBOIO

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

Ne 1586 Bix 29.07.2021

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«TALAPRO-3: PAHJIOMI3OBAHE, IIOJBIMHE CJIIIE JOCHIDKEHHS ©®A3M 3, IO
[MPOBOJUTLCSA 3 METOIO TIOPIBHSIHHSI TAJIABOIIAPMBY B KOMBIHALIL 3
EH3AJIYTAMIJIOM TA IUIALIEBO B KOMBIHAIIIL 3 EH3AJIYTAMIJIOM Y YOJIOBIKIB I3
METACTATUYHUM T'OPMOHOUYTJIMBUM PAKOM IIEPEJMIXYPOBOI 3AJIO3U 3
MVYTALIEKO T'EHA DDRy», C3441052, ocTtaTo4Ha penakiiisi IpoTOKOIy 3 mornpaBkoro 1 Big 20 BepecHs
2021 p.

3asiBHUK, KpaiHa

[¢aiizep Iuk., CILIA

CnoHcop, kpaiHa

[Naitzep Iuk., CIIA

CynyTtHi
Mmarepianu/npenapaTH
CYNYyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonarok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikarist cyTTeBOi
MIOTIPaBKH

3MiHa BiANOBIJAIILHOTO JOCIIIHUKA B MICLII TPOBEICHHS] BUTPOOYBaHHS !

BYJIO CTAJIO
3aB. Big. Ko63es O.1. nikap Jleonoa B.B.
Komynanene ~ HexomepmiiiHe — migmpueMcTBo | KoMyHanpHe  HEKOMeEpIiiiHE — MiAIPHUEMCTBO
«O0nacHUil TEHTP OHKOJOTii», OHKOXipypriune | «O0MacHUN IIEHTP OHKOJIOTi(», OHKOXIpypriuHe
BI[UIUICHHS ~ OpraHiB  TPyAHOI  TMOPOXXHWHH, | BIAJUIEHHS  OpPraHiB  TPYOHOI  MOPOXHHUHH,
M. XapKiB M. XapKiB

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

Ne 1468 Bin 26.06.2020

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PangomizoBaHe, MOJABIMHE CITine JOCTIIKEHHS Ga3u 3 AJis OLIHKK XIMioTeparnii nmpenapaTaMu Ha OCHOBI
wiatuHu 'y KomOiHanii 3 npenapatom INCMGAO00012 a6o 6e3 HpOro B sIKOCTI Teparii nepuoi JiHii npu
METacTaTUYHOMY IUIOCKOKJIITUHHOMY 1 HEIUIOCKOKIITUHHOMY HEIpiOHOKIITUHHOMY paKy JIEreHiB
(POD1UM-304)», INCMGA 0012-304, Bepcis 2 3 iHKOPHOPOBaHOK THompaBkor 1 Bix 16 rpymHs

2021 poky

3asiBHUK, KpaiHa

[TigmpuemcTBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Incyte Corporation, United States

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHHUX




Honarok 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

ACE-536-MDS-002, Indopmarist as mamieHTa i ¢gopMa iHGOPMOBAHOI 3TOJU aHTJIIMCHKOIO MOBOIO IS
VYxpainu, Bepcis 6.2 Big 10 tpaBusa 2022 p.; ACE-536-MDS-002, Indopmanis s namieHTa i popma
iHQopMOBaHOI 3roAM YKpaiHCBKOIO MOBOI g YKpaiHu, Bepcis 6.2 Bigm 10 tpaBHa 2022 p.;
ACE-536-MDS-002, Tadopmartis ans mamieHTta i ¢gopMa iHPOPMOBAHOI 3rOM POCIHCHKOI0 MOBOIO IS
VYkpainu, Bepcis 6.2 Big 10 TpaBas 2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 9 Bix 02.01.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«Binkpute, pannomizoBane nociijpkeHHa ®azu 3 g mOpiBHSAHHA e(EeKTHBHOCTI Ta Oe3Me4HOCTI
npenapary Jycnarepuent (ACE-536) ta emoetuny anbda s JIIKyBaHHS aHeMii, CIPUYUHEHOT
mienonucriacTuyHuMu cuaapomMamu (MJIC) 3 nyxe HU3BKUM, HU3BKUM 200 MPOMIKHUM pPIBHEM PU3HKY
3a IPSS-R, y mnamieHTiB, Kl paHillle HE OTPUMYBAIU CTUMYJSTOPU EPUTPOIOE3y Ta MHOTPEOYHOTh
nepenuBanHs eputpounTiBy, ACE-536-MDS-002, monpaska 4.0 Bix 31 Gepesns 2022 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMexeHow BiamosinanbHicTio «KOHTpakTHO-AOCHIAHMIBKA opraHizauis [HHO®apMm-
Ykpaina»

Cnoncop, kpaiHa

Celgene Corporation, USA/ Cenmken Kopropetimx, CIITA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

Bbpomrypa mpociigHuka ITOCHiKyBaHOTO Jikapcbkoro 3aco0y SB12, Bepcia 2.3 Big 12 kBiTHsa 2022 poky,
AHTITIHCHKOI0 MOBOIO

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

Ne 1804 Bix 15.08.2019

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PangomizoBane, mojBiiiHEe ciine, OaratoueHTpoBe nocmikeHHs ¢azu Il 3 meroro mnopiBHAHHS
e(eKTUBHOCTI, Oe3meyHocTi, (hapMaKOKIHETUKU Ta IMYHOTE€HHOCTI mpemnapaty SB12 (3amporoHOBaHOTO
Oloananora ekymi3ymalOy) 1 mpenapary Comipic® y mNamieHTiB 3 TapOKCU3MAIBHOK HIYHOKO
remorao0inypieto», SB12-3003, Bepcis 6.0 Big 27 aucronaga 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BianosimanshicTio «KoHTpakTHO-Jlochminnunpeka Opranizanis IHHOGapMm-
Ykpaina»

CnoHncop, kpaiHa

«Camcymnr Baitoeric Ko., JIta.», Pecriyomika Kopest (Samsung Bioepis Co., Ltd., Republic of Korea)

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

3MiHa BiANOBIJAIILHOTO JOCIIIHUKA B MICLII TPOBEICHHS] BUTPOOYBaHHS !

BYJIO CTAJIO
3aB. Big. Ko63es O.1. nikap Jleonoa B.B.
Komynanene ~ HexomepmiiiHe — migmpueMcTBo | KoMyHanpHe  HEKOMeEpIiiiHE — MiAIPHUEMCTBO
«O0nacHUil TEHTP OHKOJOTii», OHKOXipypriune | «O0MacHUN IIEHTP OHKOJIOTi(», OHKOXIpypriuHe
BI[UIUICHHS ~ OpraHiB  TPyAHOI  TOPOXXHWHH, | BIAJUIEHHS  OpPraHiB  TPYOHOI  MOPOXXHHUHH,
M. XapKiB M. XapKiB

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

Ne 1966 Bix 15.09.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«ocmimkenns da3u 3 g ouiHKKM MOHOTepamnii 3umoepenimadbom (AB122) mopiBHSIHO 31 cTaHIAPTHOIO
ximiorepamniero abo komOiHalliero 3umobepenimada i npenapary AB154 B skocTi Tepamii meprioi miHii
PD-L1-mo3uTUBHOTO, MICIIEBO-TIOMIMPEHOT0 ab00 METACTAaTMYHOTIO HEAPIOHOKIITUHHOTO PaKy JIETEHIBY,

ARC-10, Bepcis 2.0 Big 18 nuctonana 2020 poxy

3asBHUK, KpaiHa

[TigmpuemcTBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaiHa

Arcus Biosciences, Inc., United States

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Teparnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JonaTok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

3MiHa BiANOBIJAIILHOTO JOCIIIHUKA B MICLII TPOBEICHHS] BUTPOOYBaHHS !

BYJIO CTAJIO
3aB. Big. Ko63es O.1. nikap Jleonoa B.B.
Komynanene ~ HexomepmiiiHe — migmpueMcTBo | KoMyHanpHe  HEKOMeEpIiiiHE — MiAIPHUEMCTBO
«O0nacHUil TEHTP OHKOJOTii», OHKOXipypriuHe | «O0NacHUN IIEHTP OHKOJIOTi(», OHKOXIpypriuHe
BI[UIUICHHS ~ OpraHiB  TPyAHOI  TMOPOXXHWHH, | BIAJUIEHHS  OpraHiB  TPYOHOI  MOPOXXHHUHH,
M. XapKiB M. XapKiB

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

Ne 2006 Big 02.10.2019

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, BIAKpUTE AOCTIKEHHS (a3u 3 13 BUBYEHHS 1H €KIIMHOTO JIIMOCOMAaJIbHOTO IpUHOTEKAHY
(OHIBAU/I®) mnopiBHAHO 3 TOMOTEKAaHOM Yy MAI€HTIB 13 JpIOHOKIITMHHUM pPAaKOM JIeTeHi, SKuH
IpOTPeCyBaB ITiJT yac ado MicIIs Teparrii mepiioi JiHii Ha OCHOBI Mpenaparis miatnany, MM-398-01-03-04,

Bepcis 8.0 B 07 sxoBTHA 2021 poky

3asBHUK, KpaiHa

[TigmpuemcTBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaiHa

Ipsen Bioscience Inc., CILIA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonartok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

Honarok no IlnaHy cTaTUCTUYHOIO aHaji3y — CIIOCTEPEKEHHS 3arajlbHOr0 BUKMBAHHSA, BUAaHHS 2.0 Big
03 TpaBus 2022 poky, aHIJIHICHKOI0 MOBOIO

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

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PanyomizoBaHe, TOJBiliHE ciine, OaraTo-nieHTpoBe nociimpkeHHs Il ¢asm, ske TPOBOAUTHCS B
napajieiabHUX Ipyrnax, 3 METOI0 MOPIBHSAHHSA €(PEKTHBHOCTI Ta NEPEHOCUMOCTI npenapatiB PynBecTpaHT
(PA3JIOJJEKC™) 500mr i Anactpozon (APUMIJIEKC™) ImMr y siIkocTi TOPMOHAIBHOI Teparii mpu
MICIIEBO MHOLIMPEHOMY a00 METacTaTUYHOMY paky TPYIHOI 3aJ03M 3 MO3UTUBHUMHU TOPMOHAJIBHUMHU
penenTopamu y )KiHOK y TOCTMEHOMay31, sIK1 TIONepeIHbO HE OTPUMYBAIH OyAb-sKOT TOPMOHAJILHOT TEpartii
(PAJIKOH [FALCON] )», D699BC00001, Buyanns 6 Big 17 rpyans 2021 poky

3asiBHUK, KpaiHa

Iignpuemctso 3 100% iHo3emuom0 iHBecTHIiE0 «AMK'TOBIA PJIC Vipainay

CnoHcop, kpaiHa

“Actpa3eneka Ab” (AstraZeneca AB), llIBernis

CynyTtHi
Mmarepianu/npenapaTH
CYNYyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

OHOBIIEHUH TTPOTOKOJ KJIiHIYHOTO BUINpoOyBaHHsS MK-3475-365, Bepcis 3 iHKOPIIOPOBAHOIO MOMPABKOIO
12 Big 29 Gepesnst 2022 poky, aHTIIHCHKO0 MOBOIO; [HpopMaIlis Ta TOKyMEHT PO iHGOPMOBaHY 3TOAY
Uit narienta, Ykpaina, MK-3475-365, Bepcis 1.01 Bim 02 TpaBHa 2022 p., YKpaiHCBKOIO MOBOIO;
[adopmariist Ta TOKyMEHT TIpo iHGOPMOBaHY 3roTy JUIs MaiieHTa, Ykpaina, MK-3475-365, sepcis 1.01 Bin
02 tpaBus 2022 p., pociiicbkoro MOBOIO; [H(hopMaliifHUN TUCTOK 1 JOKYMEHT Mpo iHPOPMOBaHY 3rojly Ha
MaiOyTHe OioMeawuHe nociipkeHHs, Ykpaina, MK-3475-365, Bepcis 01 Bim 02 tpaBHs 2022 p.
YKpaiHChbKOI MOBOI0; [H(opMaiiiHui JHUCTOK 1 JOKYMEHT Mpo iH(OpMOBaHy 3rogy Ha MailOyTHe
OlomenuyuHe nociimkeHHs, Ykpaina, MK-3475-365, sepcist 01 Bix 02 TpaBast 2022 p. poCiiiChKOI0 MOBOIO

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

Ne 1586 Bix 29.07.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Hocmimxenns Ib/Il ¢a3u kombinoBaHoi Tepamii 3 memOpomizymabom (MK-3475) mpu nikyBaHHI
METacTaTUYHOTO KacTpaliifHO-PE3UCTEHTHOTO  paKy  MepeAMIXypoBOi  3al03u (MKPPII3)
(KEYNOTE-365)», MK-3475-365, Bepcis 3 inkopropoBanoro mompaskoio 10 Big 30 cepmus 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo0 BianoBiaaabHicTI0O «MC/] Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipae nignpuemcto «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
28.06.2022 Ne 1118

Inentudikariist cyrTeBoi
MIOTIPaBKH

OHoBIeHUH MPOTOKOJ KiIiHIYHOTO BUunpoOyBanHs, Bepcis 11 (Koropra C) Bix 17 moTtoro 2022 p.; ®opma
iH(popMoBaHoi 3roau s manieHTiB kKoroptu C, Bepcis 5.0 mist YkpaiHu ykpaiHCBKOIO Ta POCIHCHKOIO
moBamu Bif 11 kBiTHs 2022 p. Ha ocHOBI MoienpHOT hopmu iHHOPMOBAHOT 3ro/Iu JIJIs MAIIEHTIB KOTOPTH
C, Bepcis 6 Big 18 mrotoro 2022 p.; HoxaBanus Pe3rome pe3ynpTaTiB KIiHIYHOTO BUMPOOYBAHHS BiJl TPYAHS
2021 p. ykpaiHCbKOIO Ta pociiicbkoro MoBamu; JlomaBanHsa JlucTa-moAsku Y4YacHHUKY JOCIIIKEHHS
YKPATHCHKOIO Ta POCIHCHKOI0 MOBaMHU

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

Ne 211 Bin 07.02.2018

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«[lonpiitHe ciine mIane00-KOHTPOIbOBaHe paHaoMizoBane (asu Il mgocmimxenHs imaracepTiOy y
KOMOIHAIl 3 MaKIITaKCceJIOM B SKOCTI JIKYBaHHS JJIs TMAaLI€HTIB 3 TEHHUMM MOPYLIEHHIMU
PIK3CA/AKTI1/PTEN B rpyni MiCLEBONOIIUPEHOIO ab0 METACTaTUYHOIO, MOTPIHHO-HETaTUBHOTO PaKy
MOJIOYHOI 3aJI03u a00 B rpymni ropmoH-no3utuBHoro, HER2-HeratmBHOro paky MOJIOUHOI 3aj03m»,
C040016, Bepcis 10 (Koropra C) Bin 09 mororo 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKEHOI0 BiANOBiAAIBbHICTIO «Pomn Ykpainay

CnoHncop, kpaiHa

®.Xoddpmann-Jls Pour JItg (LLseitapis)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.06.2022 Ne 1118

Inentudikarist cyrTeBoi
MOTPaBKH

OHOBIIEHUH TPOTOKOJI KJIIHIYHOTO BUIIpoOyBaHHs, Bepcis 3 Bixg 23 mororo 2022 p.; OHoBinena dopma
iH(popMoOBaHoi 3roau, Bepcist 4.0 111 Ykpainu yKpaiHChKOO Ta pociiicbkoro MoBamu Bix 21 kBitHs 2022 p.
Ha ocHoBi maiictep-Bepcii dopmu iHpopmMoBaHoi 3roau st gociimkernHs WO042633, Bepcis 4 Bin
23 motoro 2022 p.; @opma iHpopMOBaHOi 3roau MpecKpuHiHTY, Bepcis 1.0 g Ykpainu ykpaiHCBKOIO Ta
pociiicbkoro MoBamu, Bim 21 kBitHa 2022p. Ha ocHoBi MoaenpHOi (opmu iHpopMoBaHOT 3roau
npeckpuHiHTY a7 nociimkenast WO42633, Bepcis 1 Bix 23 mrotoro 2022 p.; OnoBnena Kaprtka narienra-
yuacHuka pgocmimkeHHs WO042633, Bepcis 3.1, Bin 11 kBiTHa 2022 p., yKpaiHCHKOIO Ta POCIHCHKOIO
MoBamu; [H(popmamiiitauii OroneTeHs JUIst ydacHHKIB mgociimkenHs WO42633; Bumyck 1, Big JIOTOTrO
2022 poky YKpaiHCBKOIO Ta pOCiiicbKOr0 MOBaMHM; Bineo 1j1s marieHTiB 13 3arajpbHOI0 1H()OpPMALIi€l0 1010
nocmimxenas «ACTEDAHIS» ykpaincekoro Ta pociiicbkoro MoBamu; IHpopmariitna nuctiBka 11/2021
M-CH-00001462 Ta 11/2021 M-CH-00001475 mono momatky s MAII€HTIB XBOPUX HA PaK MOJOYHOI
3ano3u Focus Me, ykpaiHCbKOIO MOBOIO

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

Ne 1012 Bix 24.05.2021

HazsBa xiiniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«PangomizoBaHe, TMOJBIHE cIine, IJIane00-KOHTpoIboBaHe JgociikeHHs ¢asu Il nns  omiHkum
e(peKTUBHOCTI Ta Oe3MeYHOCTI aj’lOBaHTHOI Tepamii are3zonizymaboM abo mianebo y KoMmOiHamii 3
TpacTy3ymaboMm emTaHcMHOM y marieHTiB 13 HER2-mo3uTuBHUM pakoM MOJIOYHOI 3a7103U 3 BHCOKUM
PHU3UKOM PEeLUAMBY Micis nepenonepaniinoi tepaniin, W0O42633, Bepcis 2 Big 11 cepnnus 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeKEHOI0 BiANOBiAAIBHICTIO «Pomn Ykpainay

Crnoncop, kpaiHa

®.Xoppmann-JIa Pour JIta, HIseituapis

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.06.2022 Ne 1118

InenTudikarist cyrTeBOi
HONPaBKU

Onosnenuii [IpoTOKON KIIIHIYHOTO AOCTiIKeHHs, Bepcis 3 mompaskoto 2.0 Big 07 rpyaus 2021 poky
aHTIICHKOI0O MOBOIO; BKIIIOUEHHS T0MAaTKOBOTO KOAY KiiHIYHOTO BUIpoOyBaHHs «AdvanTIG-302y;
Bporrypa pociigHuka JOCTIIKYBaHOTO Jikapcbkoro 3aco0y Tucinenizymad/Tislelizumab (BGB-A317),
Bepcis 9.0 Bim 20 »xoBTHs 2021 poky aHrmiiicbkor MoBOIO; bporrypa mociigHuka IOCIHITKYBaHOTO
aikapepkoro 3aco0y Ommumepiimad/Ociperlimab (BGB-A1217), Bepcist 3.0 Bin 19 mucromama 2021 poky
aHTIICHKOI0 MOBOMK; [HGopMamiiHui THCTOK marieHTa Ta ¢popma iHpopMoBaHOi 3roau, Bepcis 2.0 mis
VYkpainu Big 09 mororo 2022 poky yKpaiHCBKOIO Ta POCIHCHKOI MoBaMu; [HpopMaridiHui JMCTOK
naiieHTa Ta Gopma iHPOPMOBAHOI 3TOAM HA MPOXOJKEHHS MOIMEPEIHbOr0 CKPUHIHTY, Bepcid 2.0 mis
VYkpainu Bin 27 rpyaas 2021 poky ykpaiHCEKOFO Ta pOCiChKOI0 MoBaMu;, [HpOpMaIiitHIIA JINCTOK MaIlieHTa
Ta popma iH(HOPMOBAHOT 3roIu: MPOJAOBKEHHS JIKyBaHHS MPH MPOrpecyBaHHI 3aXBOproBaHHS, Bepcis 2.0
it Yipaiau Big 09 mororo 2022 poky yKpaiHCHKOIO Ta POCIHCHKOIO MoBamu; [HpopMaIiiHuil JTHCTOK
naimiesta ta (opma iHGOpMOBaHOI 3roiu Ha JOJATKOBHMH 30ip 3paskiB, Bepcid 2.0 ans YkpaiHu BiA
09 motoro 2022 poky yKpaiHCHKOIO Ta pOCiiichKOI0 MoBamu; [HdopmaliiiHuii TMCTOK marfieHTa ta gopma
1H(OpMOBaHOi 3roJi Ha J0/JaTKOBE 30epiraHHs Ol10JOTIYHMX 3pa3KiB Ta iX BUKOPUCTAHHS B MalOyTHIX
JocTiKeHHsX, Bepeist 1.0 qia Ykpainu Big 09 mprotoro 2022 poky yKpaiHCBKOIO Ta pOCIHCHKOI MOBaMU;
Indopmaniitnuii aucrok Ta Qgopma iHGOPMOBAaHOI 3rojM BariTHOI MApTHEPKU YYaCHUKA HAYKOBOTO
nociimkenHs, Bepeid 2.0 ansa Yipainu Big 09 motoro 2022 poky yKpaiHCBKOIO Ta pOCIMCbKOIO MOBaMu;
OnutyBanbHUK «3arajibHa OILIHKA TSKKOCTI 3axBoproBaHHs nairientoM (PGI-S)», Bepcis 1.0 Big 13 ciuns
2022 poky YKpaiHCBKOIO Ta pociiicbkor0 MoBamH; OnuTyBaibHUK «OIlliHKa MAI[ilEHTOM HABaHTAXXEHHS,
3yMOBJIEHOTO ToOIYHMMH edektamu uepe3 mnposeneHHs Tepanii» (PRTSE), Bepcis 1.0 Big 13 ciuns
2022 poky ykpaiHChKOIO Ta pociiicekoro moamu; [HOEKHIA COVID-19 TA BGB-A1217 i
Tucnenizyma6/Tislelizumab (BGB-A317): OLIHKA PU3UKY/KOPUCTI, Bepcis 1.0 Big 13 cepmus
2021 poxky anrmiicbkoro MoOBoOw; KepiBHunrso mns npocmigauka anss COVID-19. JlocnimkeHHs
BGB-A317-A1217-302, mixkHapoHa Bepcist 2 Bix 13 ceprast 2021 poky aHTIIiHCHKO0 MOBOIO
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Howmep Ta nara Haka3sy
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1966 Bin 15.09.2021

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KOJI,
BepcCis Ta gaTa

«PangomizoBane nojapiitHe ciine gociimkeHHs ¢aszu 3 npenapatry BGB-A1217, anturina no TIGIT, y
NO€AHAHHI 3 THCIENi3yMaOoM IMOPIBHSHO 3 MEeMOpoJizymMaOoM y Mali€eHTIB i3 paHille HeliKOBaHHM,
MICIICBOTIOIITUPEHUM, HeolmepadeIbHUM a00 METaCTaTUYHUM HEAPIOHOKIITHHHUM PAaKoOM JIETeHb 13
BuOpanuM cratycom ekcrpecii PD-L1», BGB-A317-A1217-302, 3 nonpaskoto 1.0 Big 23 rpyaus 2020

POKYy

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIJAJIBHICTIO «®APMACBIOTIKAJI ~PICEPY
ACCOVYIHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

Cnoncop, kpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CIIIA

CynytHi
Marepianu/mpenapaTu

CYNyTHBOI Tepanii

B.o. renepanbHoro rupexkropa JIlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK
28.06.2022 No 1118

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«Hocmimkennst ¢ga3zu 1b mpenapary ZN-c3 B komOiHaIlli 3 XiMIOTEpami€l0 y XBOPUX Ha PaK SE€YHHUKA,
ouyepeBUHH a00 paIonieBUX TPYO, pE3UCTEHTHOTO JI0 IpenapaTiB IIATHHWY, Koa gociikenns ZN-c3-002,
Bepcis 5.0 Big 02 ceprias 2021 poky

3asiBHUK, KpaiHa

«Epromen [TiEaCi», Cnonydyene KopoiiBcTBo

CnoHcop, kpaiHa

«K-I'pyn bera, Ink.» [K-Group Beta, Inc.] , CIITA

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

ZN-c3 (ZN-c3); TabneTku, BKPHUTI TUIIBKOBOK 000JIOHKOIO 25 mr; 25 mr; «ABicta ®apma Conromns, IHK.,
d/b/a Kamb6pekc» [Avista Pharma Solutions, Inc., d/b/a Cambrex], USA; I1iCiA#i ®apma Cepgice3 Kanasna,
Iak. [PCI Pharma Services Canada, Inc.], Kanana; I1iCiAii ®apma Cepgice3 Oraiio, JIJIC [PCI Pharma
Services Ohio, LLC], USA; IIiCiAi# dapma Cepsice3 Jxxepmani I'mbX [PCI Pharma Services Germany
GmbH], Germany;

ZN-c3 (ZN-c3); TabneTku, BKpUTI MIiBKOBOIO 000510HKOI0 100 Mr; 100 mr; «ABicta @apma Conronrss, [HK.,
d/b/a Kamb6peke» [Avista Pharma Solutions, Inc., d/b/a Cambrex], USA; ITiCiAii ®apma Cepsice3 Kanana,
Iak. [PCI Pharma Services Canada, Inc.], Kanana; ITiCiAit d®apma Cepsice3 Oraito, JIJIC [PCI Pharma
Services Ohio, LLC], USA; TTiCiAi# dapma Cepsice3 [xxepmani 'MbX [PCI Pharma Services Germany
GmbH], Germany;

IF’EMUIWTABIH-BICTA (122111-03-9; remuuTtabiHy TiApOXJIOpUAY); MOPOMIOK Jio(Dimi3oBaHUN IS
po3unny s iHy3ii; 1 draakon mictute 2000 Mr remuuTadiny; 40 mr/mir; Akrasic Itamis C.m.A. [Actavis
Italy S.p.A.];

I'EMITABIH AMAKCA (122111-03-9; remiutaGiny rijpoXiaopu); MOPOLIOK Ul PO3UUHY Ul 1H(Y3ii;
1 ¢pmakon mictuth 1000 Mr remiurabdiny; 38 mr/min; AkBina I'm6X [AqVida GmbH], Germany;
I'EMIUTABIH MEJTAK (122111-03-9; remuuTaliny riApoXJIOpUA); HOPOIIOK AJISt IPUTOTYBAHHS PO3UUHY
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i iHdy3ii; 1 ¢makon micture 1000 mMr remuutaliny; 38 mr/mu; Menak ['esenpmadt drop kiinime
HInemiansnpenapare M0X (Medac Gesellschaft fur klinische Spezialpraparate m.b.H.), Germany; Onkorek
dapwma I[poxakmu 'MbX [Oncotec Pharma Produktion GmBH], Germany;

KAPBOITA (41575-94-4; xapOoriaTiH); KOHIIGHTpAT I po34yuHy mis iHQy3id; 1 daakon 15 mu, mo
Mmictuth 150 mMr kap6ornatuny 1 ¢uakon 45 mi, mo mictuts 450 mMr kapboruatuny; 1 ¢guakon 60 M, 1m0
mictuth 600 Mr kapoomnaruny; 10 mr/mir; Akkopa Xeanckea Jlimiten [Accord Healthcare Limited] Benuka
Bpuranis;

KAPBOITJIATUH AMAKCA (kap6omnatus); po3uuH i iHQy3iid; 1 daakon 60 mut, mo mictuts 600 mr
kapoomiatuny; 10 mr/mi; Crampadapm 'm6X [Stadapharm GmbH], Germany;

KAPBOIUUIATUH MEJIAK (41575-94-4; xap6oruiatvH); KOHIEHTpAT JUlsl po3uuHy 11 iH]y3ii; 1 ¢uakon
45 wmi, mo wmictuth 450 mr kapOomnatuny; 1 dmakorn 60 mu, mo Mictuth 600 Mr kapOoIIaTHUHY;
10 mr/mi; Menak I'esenbmadr drop kmininre Inemiaasnpenapare moX (Medac Gesellschaft fur klinische
Spezialpraparate m.b.H.), Germany;

ITAKJIITAKCEJI AMAKCA (33069-62-4; makmiiTakce:n); KOHLIEHTpAT IJs po3unHy ams iH}y3iif; 1 guakon
5 i, mo wmictute 30 mr makmitakcemy, | ¢makon 50 mu, mo wmictute 300 Mr makiiTakcemy
6 mr/mi; AkBiga I'm6X [AqVida GmbH] , Germany;

IMAKJIIBICTA (makmitakcen; 33069-62-4); xoHIeHTpaT A po3uuHy it iHQY3id; 1 daakon 50 mi, 1mo
mictute 300 mr makmitakceny 6 wmr/mu, Xaynt ®apma Bombdparcxayzen I'm6X [Haupt Pharma
Wolfratshausen GmbH], Germany;

ITAKJIITAKCEJI «<EBEBE» (33069-62-4; nakmitakcen); KOHUEHTpAT Ui po3uuHy A iH)y3ii; 1 grakon
16,7 mi, mo mictuth 100 Mr makimitakceny; 6 mr/mir;, Eoese @apma I'ec.m.0.I. Hor.KT" (Ebewe Pharma,
Ges.m.b.H.Nfg.KG), Ascrpis;

IMTAKJIITAKCEJI-BICTA ( 33069-62-4; makiiTakceln); KOHIIGHTPAT JJIs po3uuHy Juis iH(DY3ii; 1 ¢urakon
5 mu, mo wmictute 30 Mmr maxmitakceny; 1 ¢makon 50 mn, mo wictute 300 Mr mnakiiTakceny;,
6 mr/mut; Akrasic Itamis C.mA. [Actavis Italy S.p.A.];

IMTAKJIIMEJTIAK (33069-62-4; makmitakceln); KOHIEHTPAT Ui pO34yuHy Jutst iHQY3id; 1 daakon 5 mi, mo
mictuth 30 Mr makiitakceny; 1 ¢maxon 16,7 mi, mo mictute 100 mr naxumitakceny; 1 ¢uakon 50 mu, 1o
mictuth 300 Mr makiiTakceny; 6 mr/mia; Menak I'esenbiadr drop kiinime Hlnemiansnpenapate Mo X (Medac
Gesellschaft fur klinische Spezialpraparate m.b.H.), Germany;
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Bianoiganbauii (1)
JIOCJTITHUK (M) Ta Micle
(s1) mpoBeACHHS
BUNPOOYBaHHS B YKpaiHi

1) k.m.H. Agamuyk ["A.

Komynanene minnpuemMctBo «KpHBOpPI3bKHN OHKOJIOTIYHHMN aucriaHcep» JIHIMpOnmeTpoBChKOi 00JacHOT
panuy», XiMmioTepaneBTU4YHE BigaiieHHs, M. Kpusuii Pir

2) K.M.H., 3aB. Bia. [llaxpkoBa M.IO.

KomynansHe HekoMepiiiitHe mianpueMcTBO «OOIacHUMA IIEHTP OHKOJIOTI», OHKOTTHEKOJIOTIYHE BiUIUICHHS,
M. XapKiB

3) x.m.H. Hedppa M.IO.

KomyHanpHe HekoMmepIiiiHE MiANPUEMCTBO XapKiBChKkoi oOmacHOi pamum «OOJacHUM  KIIIHIYHUN
CreniaTi30BaHUi TUCTIAHCEP PAialliifHOTO 3aXUCTY HACEIEHHS», XipypridHe BiJJIJICHHS 3 OHKOJOTTUHUMHU
JDKKaMH, M. XapKiB

[IpenapaTty mopiBHAHHS,
BUPOOHHK Ta KpaiHa

CymyTHi
MaTepianu/mpenaparu
CYITyTHBOI Teparii

Kommnanis, sika i€ 3a TOBIpEHICTIO, SIKY Ha/1aB CIIOHCOP YH 3assBHUK Ha BBE3CHHS JIOCIIKYBAHUX JTIKAPChKUX
3ac06iB Ta cymyTHixX marepianiB: TOB «entp Kniniunux nocmimxens JITI»;

Kemuke (CAELYX) (23214-92-8; nerinpoBaHuii JIiNOCOMAIbHHN JOKCOPYOILIMH); KOHIIGHTPAT Ui PO3UUHY
s iHoy3ii; 1 dmakon 10 mi, mo mictuts 20 Mr gokcopyOinuny; 1 ¢makon 25 mia, mo Mictuth 50 mr
nokcopyoiuny; 2 mr/mi; Sancen @apmaceyruka HB [Jannsen Pharmaceutica NV], Belgium;

HaTpito xyopua (7647-14-5; Hatpiro xynopun); po3uuH Juist iHpy3ii; 9 mr/mi; TOB «Hosodapm-biocunresy,
VYkpaina;

HaTpito xjopun (7647-14-5; varpito xnopun); pozuuH s iHpy3ii; 0,9%; ITAT «Iudy3is», Ykpaina;
HaTtpito xyuopun (7647-14-5; watpito xmnopun); po3uuH ansa 1HQY3iH; 0,9%; JlouipHe MiANIPUEMCTBO
«®apmarpeiin» [Subsidary Company «Pharmatrade»], Ykpaina;

rimoko3a (50-99-7; rimroko3a); po3unH s iHPyY3ii; 5%; [TAT «lHdy3ia», YkpaiHa;

rimoko3a (50-99-7; riroko3a); po3unH s 1HDy3ii; 5%; HoudipHe mignpuemctBo «Papmatpeitn» [Subsidary
Company «Pharmatrade»], Ykpaina;

nexkcameTas3oH (2392-39-4; nexcameTa3ony (ocdar); po3unH s iH’exuii; 1 ¢uakon 1 mi, 1o MiCTUTh 4 MT
nexcamera3ony ocdary; KPKA, n.1. HoBo mecto [KRKA, d.d., Novo mesto], CrnoBeHis;

I'entpan® (29908-03-0; anemeTioHiH); MOPOILIOK Ji0(iTi30BaHUN U1 pO3UUHY AJs 1H €Kuiif; 1 ¢akoH, 1o
MmictuTh 500 Mr kationy agemetioniny; 500 mr/¢nakon; biomomxici Itanis Jlabopatopiz C.P.JI. [Biologici
Italia Laboratories S.R.L.], Italy; Hanpon Jlaii¢ Caencec I[IBT. JIT/I. [Naprod Life Sciences Pvt. Ltd.], India;
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omenpazoin (73590-58-6; omenpazon); modimizar mis po3uuHy mausa iH’ekuid; 1 ¢uakon mictuth 40 Mmr
omenpasoiny; 40 mr/¢nakon; Hampox Jlaiidp Caencec IIBT. JITA. [Naprod Life Sciences Pvt. Ltd.], India;
omenpazoin (73590-58-6; omenpazoi); miodimizar mas pozuuHy s iHY3id; 1 daakon mictuts 40 mr
omenpazoiny; 40 mr/¢uakon; TOB « DAPMEKC I'PVII», Ykpaina;

oceTpoH® (103639-04-9; onmaceTpon); po3uuH s iH €KIii; 1 hakoH MICTUTH 8 MT OHAACETPOHY; 2 MI/MII,
I-p Penni’c Jlabopatopic Jlimiten [Dr. Reddy’s Laboratories Limited], India;

cynpactuH® (6170-42-9; xmoponipamin); po3uuH ju1s i1’ ekitii; 1 ¢pmakon 1 mur mictuth 20 MT XJIOpOITipaMiHy
rigpoxsopuay; 20 mr/mi; 3AT Papmanesruunwmii 3aBoja EI'IC [EGIS Pharmaceuticals PLC], Hungary

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




