Jonmarok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
23.09.2026 Ne 1399

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, mojBiitHE ciimne, mianed0 KOHTPOIbOBAHE JOCHIDKCHHS 3 OIIHKH OE3IeKH,
MepeHOCUMOCTI Ta (papMaKOKIHETHKH MOBTOPHUX 703 iHramsniiiHoro npenapaty CHF10073 y
YYaCHHKIB 3 11iomatuaHuM jereneBuM ¢iopozom (IJID)y», kox mocmimkenns CLI-010073AA1-02,
Bepeis 1.0 Bix 14 tpaBust 2026 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

Chiesi Farmaceutici S.p.A., Italy (K’e3i @apmaueytiui C.1.A., ITamis)

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHs, BUPOOHHUK, KpaiHa

CHF10073 ( CHF10073; CHF10073); nmopomok mis ixransmii; 1 mr; 1 mr / 20 mr; CHIESI
FARMACEUTICI S.P.A., Itams; CHIESI FARMACEUTICI S.P.A., Itanis; Micro-Macinazione
SA (LONZA), llBeitnapis;
[Tmane6o no CHF10073 (1 mr; 1 mr / 20 mr); mopomok uist iHransmii y kamcynax; CHIESI
FARMACEUTICI S.P.A., Itams; CHIESI FARMACEUTICI S.P.A., Itanis; Micro-Macinazione
SA (LONZA), Useiinapis;
CHF10073 (CHF10073; CHF10073); mopomiok mis ixransmii; 2 mr; 2 mr / 20 mr; CHIESI
FARMACEUTICI S.P.A., Itamsa; CHIESI FARMACEUTICI S.P.A., Itanisg; Micro-Macinazione
SA (LONZA), llIBeitnapis;
[Tnane6o no CHF10073 (2 mr; 2 mr / 20 mr); nopouok s iHransauid y kancynax; CHIESI
FARMACEUTICI S.P.A., Itams; CHIESI FARMACEUTICI S.P.A., Itanis; Micro-Macinazione
SA (LONZA), llIseiiuapis

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta MicIe (s1) IPOBEACHHS
BUNIPOOYBaHHs B YKpaiHi;
BIJITIOBIJaJIbHA 0c00a
6ioaHaniTHuHOI Jabopartopii Ta
OloaHaniTHYHA J1abopaTopis B
VYkpaini

1) n.m.H., npo¢. OctpoBebkuit M.M.

Komynanene HekomepuiiiHe mianpuemMctBo «LleHTp iH@ekuiiHuX 3axBOproBaHb I[BaHO-
@pankiBcbkoi  00yacHOi  paau», IyJbMOHOJIOTIYHE  BiJiiIeHHd, IBaHO-DpaHKiBCHKUI
HalllOHAJIbHUM MenW4yHUil yHiBepcuTeT, Kadenpa ¢rTusiarpii 1 MyJIBMOHOJOTII 3 Kypcom
npodeciitHux xBopoO, M. IBaHo-PpaHKiBCbK

2) k.M.H. Jlo6psiHchkuii [1.B.

ToBapuctBo 3 oOMexeHoro BinmoinanbHicTI0O «Mennunuii nentp «APTEC MEIIKYMy,
JIIKYBJIBHO-JIIarHOCTUYHE BifaieHHs, M. KuiB
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[IpenapaTty MOPiBHAHHS, BUPOOHHUK
Ta KpaiHa

JlomomikHi JIiKapchKi 3acoou,
BUPOOHMK Ta KpaiHa /JIiKapchKi
3aco0u cynmyTHBOI Teparnii, BUPOOHHUK
Ta KpaiHa / pO3YMHHUKH, BUPOOHUK
Ta KpaiHa / cymyTHI MaTepianu /
ropuauyHa abo ¢izudHa ocoba, ska
JTi€ 3a JIOBIPCHICTIO, SIKY HAJ/IaB
CIIOHCOP a00 3asBHUK Ha BBE3CHHS
JOCTIPKYBAaHUX, JOIMTOMIKHHX
JIKapChKUX 3ac00iB, JIIKAPCHKUX
3ac00iB CYITyTHBOI Tepartii,
PO3YMHHUKIB Ta CyMyTHIX
MaTepiaiB

- In-Check Dial G16, model: M61130-13;

- Disposable mouthpieces with inspected valve, for multiple patients; model: M61130-15;

- DLCO Equipment with HB Correction; model: EasyOne Pro (P/N 3000-1);

- Consumables Starter Kit (country of Origin: Germany manufacturer: eResearch Technology
GmbH):

MicroGard IIB Filter With Mouthpiece, Pack of 50;

Nose Clips;

Nose Clip Pads (100 per pack);

Ambu ECG Electrodes (Adults) 50 pcs/pack;

Printing Cartridge black HP62XL (for printer HP200);

Printing Cartridge col HP62XL (for printer HP200);

PT box of 10 (for SpS/MSC)

- SpiroSphere (country of Origin: Germany manufacturer: eResearch Technology GmbH);

- Smartphone from SH: the Inventus STK Inventus STK X3-SW2-EU (MODEL No -
X3/EEASW2)

Havanbunk ®@apmManeBTHYHOI0 YNPaBJIiHHA

Oaexcanap 'PINEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
23.09.2026 Ne 1399

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, MOABIHHO cllille BUIPOOYBaHHS, IO MPOBOJUTHCS B MapajiebHUX TpymHax i3
MeToro mopiBHsAHHS (papmakokinetnynux (PK), dapmakogunamiuaux (PJ]) mapamerpiB i
oesreunocti 6iocuminsipy PBO18 ta OkpeBycy® B yuyacHUKIB i3 poscisHuM ckiepo3om (PC)»,
kon nociipkeras PB018-01-01, ocraTtouna pegaxitis 1.0 Big 22 tpaBHs 2026 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITOBIJAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Ilonmbapma baitonomkukc Iarepnemnn AI» [Polpharma Biologics International AG],
[IBeiiapist

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
JI03yBaHHsI, BUPOOHHUK, KpaiHa

Oxpemnizymad (PB018; ocrelizumab) (MHH: okpenizyma0)); CBL5181, LM049; koH1eHTpat s
po3unny g iHQy3iit; 30 (300 / 10) mr/mm; Catalent France Limoges S.A.S, ®paniis;
Almac Clinical Services Limited, Benuka Bpuranis

Bianosinanbawmii (1) gocaiqHuK (1)
Ta Micue () MPOBEICHHS
BUNIPOOYBaHHs B YKpaiHi;
BIITNIOBIJjAJIbHA 0C00a
6ioaHaniTHUHOI Jabopatopii Ta
OloaHaniTHYHA J1abopaTopis B
VYkpaini

1) k.m.H. ['aymy JI.O.

[MpuBatae mignpuemctBo «KitiHika Memnikom», KOHCYJIbTAaTHBHO-TIAarHOCTUYHE BiIUICHHS
B1JIOKPEMIICHOTO BIJIIJIEHHS MEIMYHOTO IIEHTPY (cTamionap), M. Kuis

2) n.M.H., npo¢. Herpuu T.1.

VYHiBepcUTETChKA JIIKapHS 1€pP’KaBHOTO HEKOMEPLIHHOTO TOBapUCTBa «JIbBIBCHKUI HalllOHATBHUN
MEeIUYHUN YHIBepcuTeT iMeHi [lanmma [anuubkoro», KiiHIKa HEBPOJIOTIi Ta HEHpOXIpyprii,
HEBPOJIOTIYHE BiJIUIEHHS Kammycy imeHi Map’sna Ilanummumna, Jlep>kaBHe HekoMepLiliHe
TOBapucTBO «JIbBIBCHKHMII HalllOHANbHUM MeIUYHUN yHiBepcuteT iMeHi Jlanuna [amuipkoroy,
kadenpa Hepodorii, M. JIbBiB

3) nikap Irnarenxo 1.B.

[Tpusarne mignpuemctBo «llepma [TpuBatHa Kninika», Meauunuii nentp, M. Kuis

4) k.Mm.H. lopomenko O.0.

ToBapuctBO 3  oOMexeHol  BimmoimambaicTio «HEWPO TJIOBAJI», niKyBabHO-
npodimakTianuit miaposain JlikysansHo-niaraoctiasoro nentpy « HEMPO I'JIOBAJI», M. IBano-
®pankiBchK, c. Kpuxisii

5) k.M.H. KocTrouenko A.B.
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ToBapuctBo 3 oOMexeHOw BiamoBimanpHicTIO «Meamunuii Llentp Xenc KumiHik», Bimmin
HeBpoJIoTii MeIuYHOro KIIHIYHOTO JOCTIAHUIILKOTO IEHTPY, M. BiHHUIIA

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

KomyHansHe HekomepiiiiHe mianpueMctBo «OOmacHa kiiHIYHA JikapHs I[BaHO-DpaHKIBCHKOI
001acHO1 pain», HEBPOJIOT1UHE BIAIIICHHS 3 IIEHTPOM PO3CisTHOTO CKIIepo3y, M. IBaHO-DpaHKIBChK
7) a.m.H., ipod. Lxpodor C.I.

KomyHanpHe ~ HEKOMepIliHE  MiANPHUEMCTBO «TepHoninbchka  oOJlacHa ~ KIJIIHIYHA
TICHXOHEBPOJIOTIYHA JIiKapHs» TepHOMIIBChKOI 00acHOT paau, HEBpoJIOTiuHEe BimmiieHHs Nel,
M. TepHOMiIb

8) a.m.H., ipod. Cokonona JI.I.

ToBapuctBo 3 oOMexxeHoro BiAanoBinanpHicTIO «MenOya-Kiiniky, JlikyBanbsHO-poQiTaKTUUHUT
MiAPO3A1T MEMYHOTO HEHTPY, M. KuiB

9) a.m.H., npod. Kansoyc O.1.

VYHiBepcuTeTchbka JikapHs [IHIMPOBCHKOTO AEP)KaBHOTO MEIUYHOTO YHIBEPCHUTETY, BiAIIICHHS
HeBpoJiorii, JIHIMPOBCHKUN Jep)KaBHMI MEAMYHUN YHIBEpCUTET, Kadeapa HEBpOIOrii,
Herpoxipyprii Ta odpranemororii, M. JHInpo

10) x.m.H. XaByHKa M.S.

ToBapHCTBO 3 06MeskeHo0 BianosinansHicTio K HEMPODOKYCy, M. JIbBiB

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

KomynaneHe HexomepliiiHe mianpueMcTBo «YepHiriBcbka obiacHa JikapHsS» UYepHIriBChbKOT
o0macHOi paau, HEBPOJIOTiuHE BIJJIIJICHHS ISl XBOPUX 3 MOPYIIEHHSM MO3KOBOIO KpOBOOOITY,
M. YepHiris

12) n.m.H., npod. JIurBunenko H.B.

ToBapucTBO 3 OOMEXEHOIO BIJMOBINATBHICTIO «MEIKOHTUHEHT», IEHTP HEBPOJIOTIl Ta
peabumitanii JIikyBanbHO-1arHOCTUYHOTO LIEHTPY, M. [lonTaBa

13) x.m.H. Hepsinosa FO.M.
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MeauuHuii [EHTP TOBApUCTBA 3 OOMEKCHOIO BIAMOBINATBHICTIO «ACKICMIOH», BiIAUICHHS
tepanii, KuiBcbka 00i1., KneBo-CBATOmMMHCHKHM p-H, C. X0J0CIBKa

14) nikap Omimescbka H.B.

ToBapHuCTBO 3 0OMEKEHOIO BIIMOBIIATBbHICTIO « MI>KHAPOIHHMA IHCTUTYT KITHIYHUX JTOCTIKCHDY,
BIJUTUT HEBPOJIOTIi, MCUXIaTpii Ta eMienToNOril CTalliOHAPHOTO BiAAIICHHS MEIuYHOro HEHTPY
«Ox!Kminix+», M. Kuis

15) x.m.H. Konocuncpka O.0.

JepxaBHa ycranoBa «HarioHanpHHN HayKOBHU LIEHTP pajiallifHOI METUIIMHU, TeMaToJIorii Ta
onkonorii HamioHanpHOi akajgemii MeAMYHUX HayK YKpaiHW», BiIALT  paaianiiHol
TICUXOHEBPOJIOTil Ta BIJIJICHHS IIarHOCTUKH 1 JIIKyBaHHS palialliifHOl iHIyKOBaHOI mMaToJorii
BTy MEOUYHOI EKCIEePTH3W Ta JIIKyBaHHS HACHIAKIB BIUIMBY pajiallifHOTO OMpPOMiHEHHS
IactuTyTy KITiHiYHOT paaionorii, M. Kui

[Tpemapatu MOpiBHSHHS, BHPOOHUK
Ta KpaiHa

Oxpesyc® (ocrelizumab); KoHIeHTparT s po3umHy mis iHdysii; 30 (300 / 10) wmr/mm;
Almac Clinical Services Limited, Benuka bputanis; Genentech, Inc., A Member of the Roche
Group, CIIA;

Oxpesyc® (ocrelizumab); KoHLeHTpaT s posuuHy s iHgysiit; 30 (300 / 10) wmr/mi;
Almac Clinical Services Limited, Benuka Bbpuranis; Roche Diagnostics GmbH, Himeuunna;
Roche Pharma AG, Himeyunna

JlonomixkHI JIIKapchKi 3aco0H,
BUPOOHHUK Ta KpaiHa /JiKapchbKi
3aco0M CynyTHbOI Teparii, BUPOOHHK
Ta KpaiHa / pO3UMHHHUKH, BUPOOHUK
Ta KpaiHa / CymyTHI MaTepiaiu /
fopuuyHa ado izuuHa ocoba, ska
JIl€ 32 TOBIPEHICTIO, SIKY HAJIaB
CIOHCOp a00 3asBHUK Ha BBE3CHHS
JOCITIJKYBAaHUX, IOMTOMIKHUX
JIKapChKUX 3aC001B, JIIKAPCHKUX
3ac001B CynmyTHbOI Teparii,
PO3YMHHHUKIB Ta CYMYyTHIX
MaTepiajiB

Havanbank @apmManeBTHYHOIO YIIPaBJIIHHSA

Oaexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)
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110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
23.09.2026 Ne 1399

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Jlocmimkenns 11 dha3m 11 OmiHKK canuTy3yMaly THPpYMOTEKaHy B KOMOIHAI] 3 MiAMKIPHAM
BBEJICHHSM MeMOpotizymaly 3 Oepariamyponinazoro anbda (MK-3475A) sk iHayKIiiiHOT Teparmii
3 MTOAAJIBIIIOI MICIIEBOIO XIMIOMPOMEHEBOIO TEPAIi€n Ta KOHCOMiaytouoro Tepamicro MK-3475A
MOPIBHSTHO 3 MICIIEBOIO XIMIOTIPOMEHEBOIO TEPAII€I0 B YYaCHHUKIB i3 M S30BO-IHBa3UBHUM PaKOM
CEUOBOr0 MiXypa, sKi 00paiu 30epeKeHHs CEUOBOro Mixypay, ko pociimkenns MK-2870-055,
Bepcis 00 Big 26 uepsHs 2026 p.

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Ilapn eng Joym, CIHA (Merck Sharp & Dohme LLC, USA)

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHS, BUPOOHHUK, KpaiHa

Canuty3zymad tupymorekan (MK-2870, Sacituzumab tirumotecan, SKB264 mAb, Sac-TMT,
A264 mAb, WBP2423 mAb) (SKB264, Sac-TMT, MK-2870 mAb; moporiok miodiri3oBaHuii st
BHYTpIIIHBOBEHHUX 1HQY31il/dmakon; 160 mr/¢gmakon; WuXi XDC Co., Ltd, China; WuXi
Biologics (Shanghai) Co., Ltd., China; Werthenstein BioPharma GmbH, Switzerland; Fisher
Clinical Services Inc., USA, takox Bimomuii, sk - Fisher Clinical Services, USA; Merck Sharp &
Dohme LLC, USA; Almac Clinical Services, LLC, USA, takox Bimomuii, sx - Almac Clinical
Services, USA; Almac Clinical services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp &
Dohme LLC, USA;

MK-3475A (Pembrolizumab (+) berahyaluronidase alfa, Humanized X PD-1_mAb (H409A11)
IgG4, 5083 (6R), 3083 (2R); MK-3475, Pembrolizumab, nembponizymad, MK-5180,
berahyaluronidase alfa, Gepariamyponinaza aneda), (SCH/900475; SCH/900475 (Anti-PD-1);
MK3; 02P106; ORG 307448-0; MK-3475 (Anti-PD1); MK-3475 (aPD-1); MK3475; ALT-B4,
Human hyaluronidase PH20, 3-305-Hyaluronidase PH-20 (human) fusion protein with 302-322-
hyaluronidase HYAL-1 (human) fusion protein with 327-433-hyaluronidase PH-20 (human);
CTepWIbHUM po3uMH Juisl iH ekuii / dinakon; 395 mr nem6ponizymady + 4,800 onuHuUIb
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Oeparianyponinazu anbda / 2,4 v, 165 mr/mi; Werthenstein BioPharma GmbH, Switzerland,
Fisher Clinical Services Inc., USA, Takox Bigomuii, sik - Fisher Clinical Services, USA; Merck
Sharp & Dohme LLC, USA; Almac Clinical Services, LLC, USA, takox Bigomuii, sik - Almac
Clinical Services, USA; Almac Clinical services Limited, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp
& Dohme LLC, USA; MSD International GmbH, Ireland; Merck Sharp & Dohme (UK) Limited,
United Kingdom; BSP Pharmaceuticals S. p. A., Italy; MSD International GmbH, Ireland

Bianosinanbawii (1) AocaiqHuK (1)
Ta Micue () MpOBEICHHS
BUIIPOOYBaHHs B YKpaiHi;
BiJIMOBiJasIbHA 0C00a
OloaHamiTHYHOI TabopaTopii Ta
OioaHaniTHuHa TabopaTopis B
VYkpaini

1) Fomynsik 51.B.

KomyHaneHe HekomepiiiiHe mignpueMcTtBo «OOmacHa KiiHIYHA JikapHs IBaHO-DpaHKIBCHKOI
00JacHOI pajiny, yposioriune BijaiieHHs, M. [BaHo-DpaHKiBChK

2) Mopapy-bypnecky P.I1.

Komynanene HexomepiiiiHe mianpueMctBo «KIiHIYHMIT 1[EHTp OHKOJOrii, TreMaToJorii,
TPAHCIUIAHTOJIOTII Ta mamiaTuBHOI qomomoru Yepkachkoi obnacHoi pamwm», Bigmin yposorii,
Hedposorii Ta TpaHCIUIaHTallli HUPKH, M. Yepkacu

3) Cabanmam M.€.

Komynanene HekomepiiiiHe mianpueMcTBo JIbBiBChbKOi obOmacHoi paau  «JIbBiBChbKUE
OHKOJIOTIYHHH peTiOHAbHUNA JIIKyBaJIbHO-IIarHOCTUYHUI IICHTP», OHKOJIOTIYHE XipypriduHe
ypoJioTiuHe BiJJlijIeHHs, M. JIbBiB

4) Cakaino A.B.

KomyHnanbHe HekomepuiiiHe mnianpueMcTBo «KuiBCbKHUH MICBKUN KIIHIYHUNA OHKOJIOTIYHUHN
LIEHTp» BUKOHaB4Yoro oprany KwuiBcbkoi wmicekoi pagu (KuiBcbkoi MicbKOi Jep>kKaBHOT
aZIMIHICTpallii), yposoriuHe BijiieHHs, [lepkaBHa ycraHoBa « [HCTUTYT ypouiorii iMeH1 akajiemMika
O.®. Bozianosa HamionaneHoi akaseMii MEIUUHUX HayK YKpaiHW», BIUIUT OHKOYpostorii, M. Kui
5) Cinenbhikos [.B.

KomynanbsHe nignpuemMctBo «BonnHcbka obacHa KiliHIYHA JIiKapHs» BonnHcebkoi o0macHoT paau,
00JacHUN METUYHUHN IIEHTP OHKOJIOT1i, OHKOJIOTIYHE XIMIOTepareBTUUHE BIIIEHHS, M. JIylIbK
6) Cxypenxko O.4.

ToBapucTBo 3 00MEXKEHOIO BIANOBIJANBHICTIO «YKPAiHCHKUI LIEHTP TOMOTEpaii», BiAIIJICHHS
ximioTtepanii, M. KponuBHULIbKHH
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7) 3yoxos O.0.

Jlep>xaBHa ycraHoBa «HarioHaJIbHMI HAayKOBHM ILIEHTP XIpyprii Ta TpaHCIUIAHTOJIOTIT 1MEHi
0.0. IllamimoBa HamionanbHOi akajgemii MeIWYHUX HayK YKpaiHW», BIJJIJICHHS OHKOJIOTII,
M. KuiB

8) Ko6zes O.1.

Komynanbue mianpueMcTBo «PiBHEHCHbKHMI 00JacHUN NPOTUNYXJIMHHHHA LEHTp» PiBHEHCHKOT
00J1acHO1 panu, a0JOMiIHAJIbHE BIIICHHS, M. PiBHE

[Ipenaparu mopiBHSIHHS, BAPOOHUK
Ta KpaiHa

JlomomixkHi JIiKapCchKi 3aCO0H,
BUPOOHHUK Ta KpaiHa /JIiKapchbKi
3aco0U CymyTHBOI Teparnii, BApOOHUK
Ta KpaiHa / pO3UMHHHUKH, BUPOOHHUK
Ta KpaiHa / CymyTHI MaTepiaiu /
ropuandHa abo ¢iznyHa ocoba, sKa
i€ 3a IOBIPEHICTIO, Ky HA/IaB
CIIOHCOP a00 3assBHUK Ha BBE3CHHS
JOCIIJIKYBaHUX, JTOMOMDKHUX
JIKapChKUX 3aC001B, JIKAPCHKUX
3ac001B CYIMyTHBOI Teparlii,
PO3YMHHHUKIB Ta CYMYTHIX
Mmarepiaiis

Cisplatin Hikma (Hucrmatun Hikma, Hucnnatun, Cisplatin); KOHIEHTpaT Uil PO3YMHY JUIS
iHOy3ii/pmakon; 50 mr / 50 mm; 1 mr/mu; Werthenstein BioPharma GmbH, Switzerland;
Fisher Clinical Services Inc., USA, takox Bimomuii, sik - Fisher Clinical Services, USA; Merck
Sharp & Dohme LLC, USA; Almac Clinical Services, LLC, USA, Takox BigOMHI, SK -
Almac Clinical Services, USA; Almac Clinical services Limited, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp
& Dohme LLC, USA; Hikma Farmaceutica (Portugal) S.A., Portugal; Thymoorgan Pharmazie
GmbH, Germany;

Cisplatin Teva® (I{ucrnatun Teva; I{ucnnarun; Cisplatin); KOHIEHTpPAT IS PO3YUHY IS
iH(y31i/paakon; 50 mr / 50 mu; 1 mr/mi; Werthenstein BioPharma GmbH, Switzerland;
Fisher Clinical Services Inc., USA, takox Bimomuii, sik - Fisher Clinical Services, USA; Merck
Sharp & Dohme LLC, USA; Almac Clinical Services, LLC, USA, Takox BIJOMHI, 5K -
Almac Clinical Services, USA; Almac Clinical services Limited, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp
& Dohme LLC, USA; Pharmachemie B.V., Netherlands; Teva Gyogyszergyar Zrt Hungary;
I'emmutabin SUN (Gemcitabine SUN; I'emuutaGin; Gemcitabine); mOpOIIOK Jisi PO3YUHY JJIs
iHOy31 / ¢dnakon; 1000 mr y 1 ¢makoni; Werthenstein BioPharma GmbH, Switzerland;
Fisher Clinical Services Inc., USA, Takox Bimommii, sik - Fisher Clinical Services, USA;
Merck Sharp & Dohme LLC, USA; Almac Clinical Services, LLC, USA, Takox Bigomuii, 5K -
Almac Clinical Services, USA; Almac Clinical services Limited, United Kingdom; Fisher Clinical
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Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Merck
Sharp & Dohme LLC, USA; SUN Pharmaceutical Industries (Europe) B.V., Netherlands;
Alkaloida Vegyeszeti Gyar Zrt., Hungary;

I'emiutabin AqVida (Gemcitabine AqVida, 'emiuta6in, Gemcitabine); mopoIox /i po3unHy
st iHdy3i / daakon; 1000 mr y 1 d¢uakoni; Werthenstein BioPharma GmbH, Switzerland;
Fisher Clinical Services Inc., USA, Ttakox Bigomuii, six - Fisher Clinical Services, USA; Merck
Sharp & Dohme LLC, USA; Almac Clinical Services, LLC, USA, Takox BigoMuid, SK -
Almac Clinical Services, USA; Almac Clinical services Limited, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp
& Dohme LLC, USA; AqVida GmbH, Germany;

Dexamethasone Oral Solution USP (/lekcameTa3on nepopansuuii pozuna USP); onomickyBad s
potoBoi mopoxxuuHu/daakoH; 50 mr/500 mu; 0.5/5 mr/mn; Werthenstein BioPharma GmbH,
Switzerland; Fisher Clinical Services Inc., USA, takox Bimomuii, sik - Fisher Clinical Services,
USA; Merck Sharp & Dohme LLC, USA; Almac Clinical Services, LLC, USA, TakoX BiJIOMHI,
gk - Almac Clinical Services, USA; Almac Clinical services Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United
Kingdom; Merck Sharp & Dohme LLC, USA; West-Ward Columbus Inc., United States;
Ziextenzo® (Ilerdinrpactum, Pegfilgrastim); po3uun mis in’ekuiil y HonepeaHs0 HalIOBHEHOMY
urmpuii; 6 mr/ 0.6 mi; 10 mr/mi; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical
Services Inc., USA, takox Bimomuii, sik - Fisher Clinical Services, USA; Merck Sharp & Dohme
LLC, USA; Almac Clinical Services, LLC, USA, Takox Bimomui, sk - Almac Clinical Services,
USA; Almac Clinical services Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp & Dohme LLC,
USA; Sandoz GmbH, Austria; Novartis Pharmaceuticals Manufacturing GmbH, Austria;

Pelgraz (Ilerginrpactum, Pegfilgrastim); po3unH i 1H’€KIifl y HONEpeIHbO HAIIOBHEHOMY
mmputi; 6 mr/ 0.6 mi; 10 mr/mi; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical
Services Inc., USA, Takox Bimomuii, sik - Fisher Clinical Services, USA; Merck Sharp & Dohme
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LLC, USA; Almac Clinical Services, LLC, USA, Takox Bigomuii, sik - Almac Clinical Services,
USA; Almac Clinical services Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp & Dohme LLC,
USA; Accord Healthcare Polska Sp. z.0.0., Poland; Selvita Services Sp. z.0.0., Poland;

- mabopatopHi HabopH;

- min/max TepMOMETPH;

- CKaHEepH IS 3UUTYBaHHs ITpUX-KoaiB (barcode scanners);

- IPEIMETH JIJIsl YYACHUKIB JOCIIDKEHHS: CyMKa JUIs TAIll€HTa; TPy HOBaHUH MIPHUN CTaKaHIUK
IS JIKIB;

- USB-nakonunuyBaui;

- iH]Y31iHI MOMIIU Ta PO3XITHI MaTepiany;

- XOJIOAOBI HEHTPUYTH;

- IpyKOBaHi MaTepiaan

Havanbuuk dapManeBTHYHOI0 YIPABIiHHSA Ouexkcanap 'PIHEHKO

(mimmuc) (Bnacue im’st ITIPI3BUIIIE)



Jonmarox 4

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
23.09.2026 Ne 1399

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PanomizoBaHe OaraToreHTPOBE MOJIBIMHE cile mianed0-KOHTPOJIbOBaHe JociiKkeHHs (ha3u 11
3 OLIIHKHU e(EeKTUBHOCTI, Oe3MeKH Ta (hapMaKOKiHETHKH Oaratopa3oBux a03 npemnapary TRIV-573
JUTS. TTIIIKIPHOTO BBEJCHHS Y YYaCHHUKIB 3 aTONMIYHUM JIEPMATHTOM CEPEAHBOIO a00 BaXKKOTO
CTYIICHS TSDKKOCTI», Koa gociimkerHs 573-101, Bepcist 1.0 Big 01 gepBast 2026 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIUIOPATOPI MEJIICIH», Ykpaina

CnoHncop, kpaiHa

Tpiseni bio, Iak., CIIIA [Triveni Bio, Inc., USA]

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHs, BUPOOHHUK, KpaiHa

TRIV-573 (WBP2814); po3uun /i iH’ €Ki, (akoH s OJHOPA30BOTr0 3aCTOCYBaHHS MICTUTh
2 mi; 125 wmr/min; WuXi Biologics, China; WuXi Biologics (Shanghai) Co., Ltd., China;
Almac Clinical Services LLC, USA; Almac Clinical Services Limited, United Kingdom;
[Tmane60 no TRIV-573, po3unH juis iH’ €Ki, (pIakoH I OAHOPA30BOTO 3aCTOCYBAaHHS MICTUTh
2 mu; WuXi Biologics, China; WuXi Biologics (Shanghai) Co., Ltd., China; Almac Clinical
Services LLC, USA; Almac Clinical Services Limited, United Kingdom

Bianosinanbawmii (1) A0oCaiqHUK (1)
Ta MicIe (s1) IPOBEACHHS
BUNIPOOYBaHHs B YKpaiHi;
BIJITNIOBIJjaJIbHA 0C00a
6ioaHaniTH4HOI Jabopatopii Ta
OloaHaniTH4HA J1abopaTopis B
VYkpaini

1) nikap Pyznenko L.b.

TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIJJAJIBHICTIO «APEHCIA EKCITJIOPATOPI
MEJICIH», Biiain KIiHIYHUX JOCTiIKeHb MeanuHoro neHtpy, M. Kuis

2) k.m.H. Anekcanapyk O./].

TOBAPHUCTBO 3 OBMEXEHOIO BIIAITOBIAAJIBHICTIO «APEHCISA EKCITJIOPATOPI
MEICIH», BigaiieHHsI HOBITHIX TeXHOJIOT1H MeaudHoro neHTpy, M. IBano-OpaHkiBChK

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

JlomomixkHI JIiKapchKi 3aco0H,
BUPOOHHUK Ta KpaiHa /JiKapchbKi
3ac00U CymyTHBOI Teparnii, BApOOHUK
Ta KpaiHa / pO3UMHHHUKH, BUPOOHUK
Ta KpaiHa / CymyTHI MaTepiaiu /
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opuandHa abo ¢iznyHa ocoda, sKa
i€ 332 TOBIPEHICTIO, SIKY HAJIaB
CIIOHCOP a00 3assBHUK Ha BBE3CHHS
JIOCITIKYBAaHUX, TOMTOMDKHUX
JKapChKUX 3ac001B, JIIKAPCHKUX
3ac00iB CYIyTHBOI Teparii,
PO3YMHHUKIB Ta CYITyTHIX
MaTepiaiB

Havanbank @apManeBTHYHOIO YIIPABJIiHHSA Oaexcanap 'PINEHKO

(migmc) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
23.09.2026 Ne 1399

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke pociimpkyBaHoro jgikapcbkoro 3acooy MT-201 IMPD (Quality — Drug Substance, Quality —
Drug Product), Po3min 2.1.S.7 Stability, Po3nin 2.1.P.8 Stability, penakuis 1.3 Big 18 cepmus
2026 p.; IlomoBkeHHS TEepMiHY NPUAATHOCTI JOCIIKYBAaHOTO JiKapchbkoro 3aco0y MT-201,
100 mr/ma (3 M1 / hiakoH), po3uuH [uis iH’ ek 3 18 1o 24 micsmis

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 471 Bin 07.04.2026

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonienTpoBe miathopmue mocmikeHHs Il ¢asum 3 ouiHkum Oe3neyHocTi, ePEeKTUBHOCTI,
(hapMaKoKiHETHYHUX 1 apMaKOJUHAMIYHUX TapaMeTpiB MPU 3aCTOCYBAHHI PI3HUX BUIB Teparlii B
YYaCHHKIB 13 XBopoOoro KpoHa B akTuBHiN (GopMi 4M BHPa3KOBHM KOJITOM B aKTUBHIH (opmi
(xomoBe mo3HadeHHs: ASCEND-IBD)», MT-100-201, OcHoBHUII HPOTOKOJ KIIHIYHOTO
punpoOyBanHs MT-100-201, ocratouna penakuis 3.0 Bix 16 rpynus 2025 p.; Jdomarok mono
neBHoro BHAy nochimkysaHoi Tepamnii MT-100-201-ISA-MT-201-SOC-PROBECD, octarouna
penaxkiis 1.0 Big 26 rpyans 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Mipanop Tepamn’totike, [nk.» [Mirador Therapeutics, Inc.], CHIA

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.09.2026 Ne 1399

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa mociigauka Niraparib (Zejula), Bumanns 18 Big 18.06.2026 p.; bpomrypa mocmimgHuka
CINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), BumanHs 8 Bix
31.07.2026 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 636 Bix 22.03.2019

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, I1ane00-KOHTPOJIBOBAHE, TOJBIMHE CIiNe KIIiHIYHE JOCHiDKeHHS 3 das3u
npemnapaty Hipamapu6 y xomOiHarii 3 AGiparepona AmeratoMm Ta IIpeqHi3oHOM y MOpPIBHSHHI 3
AbGiparepona Auneratom Ta [IpeaHi3oHOM i JiKyBaHHS MAlll€HTIB 3 METACTaTHUYHUM PaKOM
nepeaMixypoBoi 3ano3ny, 64091742PCR3001, 3 [Tonpaskoro 7 Big 03.06.2024 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMANEBTHUKA HBy», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HBy», benbris

Havanbank ®@apManeBTHYHOIO YIIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.09.2026 Ne 1399

Inentudikariist CyTTEBOI MOMPaBKU

J1oChe 3 AKOCTI JOCIIIKYBaHOTO Jiikapcbkoro 3acody (IMPD) bpenosityr (BJT-778), Bepcis 4.0 Bin
04 cepras 2026 poxy, aHTITINCHKOI MOBOI; 3alydeHHs JOAATKOBOI BHPOOHWYOI TUISHKU IS
JOCITIDKYBAHOTO JIikapchkoro 3acoOy bpenosityr (BJT-778) — Lonza AG, Lonzastrasse,
3930 Visp, Switzerland

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 854 Big 22.05.2025;
Ne 742 Big 17.04.2023

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«I'moGanbHe, paHaIOMi30BaHE, BIIKpUTE, OaraToleHTPOBE MOCTiKEHHS (a3u 2b/3, mo OImiHIoE
BJT-778 y mopiBHSHHI 13 BIIKJIAJCHOIO TEpaIli€lo AJis JIKYyBaHHS XPOHIYHOro rematuty JlenbTta
(AZURE-1)», BJT-778-301, Bepcis 5 Bix 30 kBiTHS 2026 pOKy;

«®aza 1/2a, paHmoMmi3oBaHe, IUIANE00-KOHTPOILOBAHE JMOCTIHKCHHS JUIA OIIIHKM OE3IeKH,
MIEPEeHOCUMOCTI, (PapMaKOKIHETUKH Ta MPOTUBIPYCHOI akTUBHOCTI npenapaty BJT-778 y 3a0poBux
JO0OPOBOJIBIIIB TA MALIEHTIB 13 XPOHIUHOIO 1H(EKIIE0 BipyCy renaTuty B, BKIIIOYatouu Mami€eHTiB i3
XpoHI4HOI0 1H(eKuie Bipycy rematuty D», BIT-778-001, Bepcis 6, Bix 30 kBiTHs 2026 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

Mipym @apmacsiroTikans, [Hk., CIIIA/Mirum Pharmaceuticals, Inc., USA

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatox 8

110 HaKazy MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.09.2026 Ne 1399

InenTudikaist CyTTEBOI MOMPABKU

OmnositeHi po3aimu Jlocke MOCipKyBaHOTO Jikapchkoro 3aco0y: IMPD — Quality Data — Drug
Substance, Tolebrutinib, Big Bepecus 2025 poky; IMPD — Quality Data — Drug Product, Tolebrutinib
— tablet, film-coated, Dosage strength: 60 mg, Bixg BepecHs 2025 poky; 3alydeHHs TOAATKOBOTO
BHPOOHHUKA JOCIIKYyBaHOTO Jiikapcbkoro 3acody TomeOpytuniO Tolebrutinib (SAR442168),
TaOJIeTKH, BKPUTI MIiBKOBOIO 000noHKO0: Sanofi US Services Inc., CIIIA; 3miHa Ha3BU MicIs
MIPOBEICHHS KJIIHIYHOTO BUIPOOYBAHHS:
BYJIO CTAJIO

I.M.H., ipo¢. Herpuu T.1. I.M.H., ipo¢. Herpuu T.I.

KomyHaibHe HEKOMEpIliiiHe MiANPUEMCTBO | YHIBEPCUTETChKA  JIIKapHS JIepKaBHOTO
JIbBiBCHKOI ~ OoOmacHOi paaum  «JIpBIBChbKa | HEKOMEPIIIMHOTO TOBapuCTBa  «JIbBIBCHKMIA

obyacHa KiIiHIYHA JIIKapHS», HEBPOJIOTIYHE | HAIlIOHAJIBLHUHN METUIHHUI YHIBEpPCUTET
BIIIIJIEHHS, JIeBiBCBHKUIT HamioHanpHUi | iMeni  Jlanwmma — [anmmipkoroy, Kiniuika
MEeAUYHUN YHIBEPCHTET iMeHi | HeBpoJIOTii Ta HeHpoxipyprii, HEBpOJIOTiYHE
Hanuna Tamumpkoro, kadempa HEBPOJIOrii, | BLAUICHHS KaMITyCy 1IMeHI
M. JIbBIB Map’sana [TanunmuHa, JepxaBHe

HEKOMepliiiHe  ToBapucTBO  «JIbBiBCHKUI

HallOHAJIbHUN MEIUYHUI YHIBEPCUTET

iMmeni  Jlanunma  lamunekoro», — kadenapa
HeBpoiorii, M. JIbBIB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 397 Bin 07.03.2024

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta faTa

«IHTepBeHIiiiHe po3mupeHe nocaiikeHHs (a3u 3 A7 BUBUEHHS JOBIOCTPOKOBOI Oe3leku Ta
MIEPEHOCUMOCTI TOJIEOPYTHHIOY B YHACHHKIB 13 PEIIUINBYIOUUM PO3CISIHUM CKJIEPO30M, IEPBUHHUM
MPOrPECYIOYMM PO3CISIHUM CKJIEpO30M a00 BTOPHMHHUM IPOTPECYIOYMM HEPEIHIUBYIOUUM
poscissHuM ckiepo3zom», LTS17043, 3 inkopnopoBanoro nomnpaBkor 10, Bepcis 1 Big 15 koBTHA
2025 poky

3asBHHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenrtic Pemepm e JleBenomnman,
@paHniis)

Havanbank @apmManeBTHYHOIO YIIPaBJIIHHSA Oaexkcanap I'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 9

110 HaKazy MiHiCTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo nmpoBeneHHs KIHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK»
23.09.2026 Ne 1399

Inentudikaris cyrreBoi nmonpaBku | Jlocke mociimkyBaHoro sikapcbkoro 3aco0y Cenatorpens (ACT-246475) Skicte, Bepcis 10 Bif
22 tpaBus 2026 poky, aHIIIIHCHEKOI0 MOBOIO; 3anmydenHs komnanii Kindeva Drug Delivery (Takox
BimoMa, sik Meridian Medical Technologies, LLC), US, sk moaaTkoBoi BUPOOHWUYOI ILTHHUII;
3amydenHs kommanii Viatris Innovation GmbH, Switzerland, sk immoprepa; BxmoueHHS
JIOJJATKOBUX MICIb IPOBEJICHHS BULIPOOYBaHHSL:

Ne I1.Lb. BiAMOBIAaTBHOTO AOCIITHUKA
/11 HasBa Mmiciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | mokrop ¢inocodii 3 meauumay, 3aB. Bia. Kymuk A.B.
KomyHnanbHe HexomepliiiHe mianpueMcTBo «Yepkacbka obsiacHa JikapHs Yepkacbkoi
00J1aCHOT pasiny, KapAiopeBMATOJIOTIYHE BIIIICHHS, M. Yepkacu
2. | k.M.H. Imamyxk LI
ObnacHe KOMyHallbHE HEKOMEpIIfHE MiAmpueMcTBO «YepHiBelbKa JIKapHS MIBUAKOL
MEJIMYHOI IONTOMOTHY, TeparneBTraHe BiiieHHs Nel, M. YepHiBiii
3. | 3aB. Big. Kymmnip M.O.
KomynanbHe ~ HekoMmepuiiiHe — miampueMctBo  «OOmacHa — KIIHIYHA — JIKapHSA
M. O.®. I'epbaueBcbkoro» KuToMupchbkoi 00acHOI paju, Kapi0JIOriuyHe BIJIUIECHHS,
M. JKuromup
4. | a1.M.H., 3aB. Bia. Koryn I'.L.
Jlep>xaBHe HekoMepuiiiHe mianpueMcTBo «IHcTuTyT cepus MO3 Ykpainu», BiAIIICHHS
XIpypri4yHOro JiKyBaHHS I1aTOJIOT1 MiOKap/ly Ta TpaHCIUIAHTaLlli OPTaHiB 1 TKAHUH JIFOUHH,
M. KuiB
5. | nikap ITerpoBcbkuii T.P.
Komynanshe HEKOMEpIIIHHE  TIIIPHEMCTBO «ObmacHa  KJIiHIYHA  JIIKApHS
IBano-®pankiBchkoi 00macHoi paany», LieHTp Kapaionorii, peBMaToorii Ta iHTepBEHIIHHOT
Menuiuan, M. IBaHo-PpaHKiIBCHK
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6. | n.m.H., pod. Homkenko M.M.
KomyHansHe HekomepiriiiHe mignpueMcTBo «KuiBcbka MichbKa KimiHIYHA JHiKapHS Nedy
BUKOHaBUOro oprany KwuiBcbkoi wicekoi paam (KuiBcbkoi MicbKOi —JepKaBHOT
aaMmiHicTpalii), BIIIUICHHS BHYTPIIIHIX XBOPOO 3 KapAi0JIOTTYHUMHU JIbKKamu, M. KuiB

7. | K.M.H., 3aB. Bia. Comomonuyk A.B.
Komynanene Hexomepuiiine ToBapuctBo «llepmie BinHuipke TepuropiaabHe MeIUYHE
00’ eTHaHHs», KapIi0JIOTIYHE BIIIIJICHHS] TOCTPUX CTaHiB, M. BiHHUIISL

8. | A.M.H., ipod. bazuneBuu A 5.
VYHiBepcUTETCbKa JIIKapHS JEP)KaBHOTO HEKOMEPIIHHOrOo ToBapucTBa «JIBBIBCHKHIA
HalllOHAJILHUK MeAuYHui yHiBepcuteT iMeHi [lanwna [Manuubkoro», MOMIKITiHIYHE
Bigninenast Nel kammycy Map’sna Ilanunmmna, [lepkaBHe HEKOMEpIIiiiHE TOBapUCTBO
«JIpBiBCHKUMH HallIOHAIBHUN METMYHUM yHIBepcuTeT iMeHi Jlanuma ["anumproro», kadeapa
MIPOIICJICBTUKY BHYTPINTHHOI MEAUITMHY, M. JIbBIB

9. | k.Mm.H. Kenuk 1.O.
KomyHnanbHe HekoMepiiiiHe MiANPHEMCTBO «BiHHHMIBKa oONacHa KIIHIYHA JIKapHS
iMm. MLI. TTuporoa Binnuipkoi o06macHoi paany», KIiHIYHE KapioJIOTIYHE BiUIUICHHS Ha
30 nixok, BinHunpkuii HalioHAIbHUN MeTnYHUM yHIBepcuTeT iM. M.1. [luporosa, kadeapa
BHYTpilIHB01 MeauiHu Nel, M. BinHu1s

10. | nikap Pomanosa C.B.
HepxaBHa yctaHoBa «HarioHanbHUN HayKOBUH LEHTp Xipyprii Ta TpaHCIUIAHTOJOTIT
imeni O.0. IIlamimoBa HarionanpHOi akageMii MEAMYHMX HAyK YKpaiHW», BT
TpaHcIuIaHTauii Ta Xipyprii cepus, M. Kuis

11. | k.m.H. ['apazarok O.1.
ToBapuctBo 3 oOMexeHOK BiAnoBianmbHICTIO «Meanynuii neHtp «Jlo6poOyt-
[onikminikay, JlikyBanbHO-AlarHOCTUUHUN 1EeHTp «JloOpoOyr», LleHTp KIIHIYHUX
Jocimkenb, M. Kui

12. | n.m.H., mpo¢. IBanos B.II.

Komynanbne HekomepuiiiHe ToBapucTtBo «llepmie BinHuIbKE TepUTOpiajdbHE MeIUYHE
00’ eqHAHH», KapIOJOTIYHE BIAAIICHHS, BIHHUIBKUN HAIIOHATBHUA  MEIUIHHI
yniBepcuteT iM. M.I. [Tuporosa, kadenpa BHyTpiliHb0i Meauuuuu Ne3, M. BinHums
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Howmep ta nata nakazy MO3 npo Ne 1356 Bix 15.09.2026
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI, «baraTtouieHTpoBe, IMOJBIMHE CJIille, paHIO0Mi30BaHEe, IUIAeO00-KOHTPOJIbOBAHE, JOCTIIHKCHHS B
KOJI, BepcCis Ta JaTta napajelbHUX Tpynax 3 OMIHKU €(EeKTUBHOCTI i OE3MEYHOCTI CEeNaTorpeto Ui IiIIIKIPHOTO
CaMOCTIHHOTO BBEJEHHS 3 METOK0 3amoOiraHHs CMEpTi 3 yCiX NMPUYUH Ta JIKYBaHHS TOCTPOTO
iHpapkTy Miokapaa y CyO’€KTiB 3 HEIIOAaBHIM TOCTpUM iH(APKTOM MioKapAa B aHAMHE31»,
ID-076A301, Bepcis 8 Bix 20 6epesns 2026 poky

3asiBHUK, KpaiHa iampuemctso 3 100% inosemuoro inBectuuiero KAMK’ FOBIA PJIC Vkpainay»
CnoHcop, kpaiHa Viatris Innovation GmbH, Switzerland
Havanbank @apManeBTHYHOIO YIIPABJIiHHSA Oaexcanap 'PINEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.09.2026 Ne 1399

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MiCIs MPOBEICHHS KIHIYHOTO BUIIPOOYBAHHSL:

BYJIO CTAJIO

nikap IBanimun O.b. nikap IBanimun O.b.

«YHIBEpCUTETCHKA JKapHD» ¢imis | YHiBepcuTeTCbKa  JIIKApHS JIEP’KaBHOTO
Jlep>kaBHOTO HEKOMEPIIIITHOTO MiIIPUEMCTBA | HEKOMEPIIIHHOTO TOBapuCTBa  «JIbBIBChKHIA
«JIbBiBCHKUI HaIllOHAJTEHUH MEIWYHUN | HAIIIOHAIBHUN MEIWYHUN YHIBEPCHUTET iMEHi
yHiBepcuteT iMeHi [lanuna [Danumbkoroy», | Januna [anuubkoro», KiiHIKA BHYTPIIIHIX
BiJUTUICHHS Tepartii, M. JIbBIB XBOPOO, BIATIJICHHS Tepartii Ta eHI0OKPHUHOJIOTIT

kamiycy iMeHi IBana Orienka, M. JIbBiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1465 Big 08.08.2018

Hasga kiiHiYHOTO BUNPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«bararorieHTpoBe, paH/IOMi30BaHe, MOJBIHHE cIine, MIane60-KOHTPOIbOBAHE JOBIMOCTPOKOBE
MPOJOBXKEHE JOCIIKEHHS MIATPUMYIOUOi Tepamii A BUBUYCHHS €(PEKTUBHOCTI Ta OE3MEYHOCTI
VYnanamutunidy (ABT-494) y mnamientiB 3 xBopoOoro KpoHa, siki 3aBepLIMSIM JOCIHIIKEHHS
M14-431 yu M14-433», M14-430, 3 IHKOPHOPOBAHUMU AJMIHICTPAaTUBHUMU 3MiHaMu 5, 6, 7 1 8
(mume nns Kuraro) 1 [Mompaskamu 1, 2, 3, 4, 5, 6, 7, 7.01 (mume ns Kanaam), 7.02 (mume ans
VYropuwnn), 7.04 (uine ais Anowii), 8, 8.01 (yume myist Kuraro), 9, 10, 10.01 (mumre mist Kuraro) 1
11 Bix 10 rpyass 2025 poky

3asiBHUK, KpaiHa

«E00Bi biodhapmacerotikans ['m6X», [lIselnapis

CnoHcop, KpaiHa

AbbVie Inc., USA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
23.09.2026 Ne 1399

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnigauka bynonpytyr (Budoprutug, TNT119), Buganns 3.0 Bix 09 uepsus 2026 poky,
aHIITIHCHKOI0 MOBOIO; PopMa OaHKIBCHKHX PEKBI3UTIB IS 3[IHCHEHHS BiJIIKOYBAaHHS YYaCHUKY
nocimkenHs (Hecnar), Bepcis 1.0 Big 03.08.2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 854 Bix 22.05.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Bigkpure nocmimkenHs a3 1b/2a 3 mocnigoBHUM (GOpPMYBaHHSIM KOTOPT, BBEACHHIM
MIBUIIYBAHUX JI03 1 PO3MIMPEHHSM KOTOPTH BCTAaHOBIICHOI TO3W JIJISi BU3HAYCHHS OC3IEYHOCTI,
MEePEHOCUMOCTI, (hapMaKOKiHETHKH, (papMaKoJIMHAMIKK Ta MOINEPEAHbOI KIHIYHOI e(EeKTUBHOCTI
npenapary bymompyryr (TNT119) y mnamientiB 3 imyHHOIO Tpombormroneniero (ITIT)y,
TNTI119-ITP-201, monparka 2 Big 18 6epe3ns 2026 poky

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJINOBIJIAJIBHICTIO «ITilli/li FOKPEWH», Ykpaina

CnoHcop, kpaiHa

Climb Bio, Inc., USA (Kunaiim6 bio, Ink., CII1A)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.09.2026 Ne 1399

Inentudikariist CyTTEBOI MOMPaBKU

3pa3ok MapKyBaHHS JIiKapchKoro 3aco0y JlekcameTa3oH, OIMOJIICKYBay JUisl POTOBOI MOPOKHUHH,
0,5 mr / 5 mi, 500 mi, Outer Package, Big 20 BepecHst 2025 poky, aHIIIIHCBKOIO Ta YKPaiHCHKOIO
MOBaMHM; 3pa30K MapKyBaHHS Jikapcbkoro 3aco0y MK-2870, mopomok miodigi3oBaHUN 1iis
BHYTPIIIHROBEHHUX 1HQY31i/prmakon, 200 mr, Outer Package, Bim 25 mororo 2025 poky,
aHTTINACHKOI0 Ta YKpaiHCBKOIO MOBaMu; 3pa3oK MapKyBaHHS Jikapcbkoro 3acody MK-2870,
MOPOIIOK JIi0(1TI30BaHMNA [UIs BHYTPIIIHbOBeHHHX 1HQY31H, 200 mr, Immediate Container, Big
25 motoro 2025 poky, aHTJIHCHKOIO Ta YKPATHCHKOIO MOBaMHM

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 662 Big 17.04.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«KEYMAKER-UO1, mignocnimxkenus 01E: mapaconskoBe gociimkeHas I ¢ha3u 3 moueproBumu
rpynamMy JOCHPKyBaHUX IIpernapariB 3 ximiorepamiero abo ©0e3 Hei y KomOiHamii 3
nemMOpoizymMaboM sl JIIKyBaHHS YYacHHMKIB 3 BIIEpIIE JIIarHOCTOBAaHMM OIEpadesIbHUM
HeapiOHokmTUHHUM  pakoM JereHiB (HAKPJI) cramiii  II-IIB  (N2)», MK-3475-01E,
3 iHKOpIopoBaHoto nonpaskoro 04 Bix 02 nunust 2026 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

TOB Mepk Illapn enx Joym, CHIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk dapManeBTHYHOI0 YHPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
23.09.2026 Ne 1399

InenTudikamist CyTTe€BOI MOMPABKU

Onosnenunii Ilpotokon kiiniunoro gocmimxenHss CLI-05993AA9-01, Bepcis 4.0 Bixm 22 yepBHS
2026 poKy aHTIIHCHKOI MOBOM; [HhopMariitHuii TUCTOK yyacHUKa 1 popma iHpopMOBaHOI 31011
1t yaacti B kiiHigHoMy nociimkerai CLI-05993AA9-01, Bepcis 4.0 Bin 17 numuas 2026 poky aist
VYkpainu, aHraiicekor0 MOBOO; [HGopMariitHui TUCTOK ydacHHKA 1 opma iHHOpPMOBaHOI 3roau
st ydacti B KiriHiuHOMY nociimkenHi CLI-05993AA9-01, sepcis 4.0 Big 17 mumnas 2026 poky amst
VYkpainu, ykpaiHCbK0I0 MOBOI0; CyNnpoBiAHUN JTHUCT A0 iHOPMAIIHHOTO JTUCTKA yUYacHUKA 1 hopMu
iH(opMoBaHoi 3romu s ydacti B kimiHIgHOMY nociimkerHi CLI-05993AA9-01 Bix 24 numHs
2026 poky, aHrIiichKkol0 MOBOIO; CympoBigHMIA JUCT 10 1H(GOPMALIHHOTO JHCTKA yYacHUKA 1
¢dbopmu iHDOpMOBaHOI 3roam misg ydacTi B kiiHigHOMY npocmimkeHHi CLI-05993AA9-01 Bixg
24 qunusa 2026 poky, yKpaiHChKOIO MOBOIO; [lociOHMK 13 HalamToOBYBaHHS E€JIEKTPOHHOTO
IIOJICHHUKA 1 CHCTEMH JJIsS BUMIPIOBAHHSI IIIKOBOT IBUIKOCTI BUIUXY 1uis nociimpkeHas TRECONY,
Bepcis 2.0 Big 24 nunusa 2026 p., yKpaiHChKOIO MOBOW; bpolrypa mocmiiHuka 3 mpernapary
CHF5993pMDI-152a (Doc.No.CLI-CHF5993-1B-00940), Bunanus 4.0 Bix 09 mumas 2026 poky,
aHIIMCbKOI0 MOBOIO; OnuTyBasbHUK 3 KoHTposto actMu ACQ-7, Bepcit 2.0 Big 08 TpaBHA
2026 poky yKpaiHCbKOIO MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 51 Big 15.01.2026

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«®aza II, MixnapoaHe, OaraTOLIEHTpOBE, MOJBIWHE CIiNe, PaHIOMI30BaHE, KOHTPOIHOBAHE
aKTUBHMM IIpenapaToM, TpbOXETallHE IepexpecHe MOCHIDKEHHS Ul OLHKH TepaneBTHYHOI
€KBIBAJICHTHOCT1 J030BaHOr0 aeposoiibHoro iHranstopa CHF5993 3 nmozamm 100/6/12,5 wmxkr
HFA-152A y mnopiBHSHHI 3 J030BaHUM aepo3oibHUM iHramsatopom CHF5993 3 nozamm
100/6/12,5 mxr HFA-134A y naiieHTiB 13 OpOHX1aJIbHOIO aCTMOIO JIETKOT'O Ta CEPEIHBOTO CTYIECHS
TsxKocTi (mocmimkenHs TRECONY)y», CLI-05993AA9-01, Bepcis 2.0 Big 21 numnus 2025 poky

3asBHHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOIIMEHT YKPAIHA»

CnoHcop, KpaiHa

«K’e31 @apmarieBtiui C.m. Ay, ITamis

Havanbuuk dapManeBTHYHOI0 YHPABIiHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.09.2026 Ne 1399

InenTudikariist CyTTeBOI MOMPaBKU

Omnosnena bpomrypa nocmigauka ais Harpiii Imerenscrat, Buganus 22 Big 10 munasa 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2777 Bix 02.12.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«ocnmimkenns 3 ouinku mnpenapary Imerenbcrar (GRN163L) y mikyBaHHI 3aleXHUX Bij
Tparcdy3ii namieHTiB 3 MieaoauciuracTiaHuUM cuHApoMoM (M/IC) 3 «HH3BKUM» 200 «IIPOMIKHHM-
1» cryneneM pu3uky 3a mkanoro IPSS, 3 mporpecyBanHsM a0 BiJICYTHICTIO BiANOBIAl Ha TEPaIio
eputporoe3-ctumyiaorounmu  areHTamu  (ECA)», 63935937MDS3001, 3 mompaBkoro 8 Bif
30 nucronana 2022 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

I"'epon Kopnopeiimn, CIIA / Geron Corporation, USA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
23.09.2026 Ne 1399

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke pocmimpKyBaHoro Jgikapebkoro 3aco0y bpenosityr (BJT-778) (Quality IMPD), penaxiis 4.0
Bix 04 ceprus 2026 p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1723 Big 14.11.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannmomizoBane Bigkpute OararorieHTpoBe mociipkeHHs III ¢a3su 3 oiiHkE OpenoBiTYry B
MOPIBHSIHHI 3 BIJCTPOYECHOIO TEpAIi€l0 MpHU JIKyBaHHI XPOHIYHOIO BIPYCHOro remaTuty D
(xonmoBe no3HaueHHs: AZURE-4)y, BIT-778-304, penakiist 3 Big 11 tpasus 2026 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Mipym ®PapmaceroTikans, [nk.» [Mirum Pharmaceuticals, Inc.], CHIA

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



Jlomatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.09.2026 Ne 1399

Inentudikariist CyTTEBOI MOMPaBKU

301IbIICHHS 3aIlJTAHOBAHO1 KIIBKOCTI CYO’€KTIB JOCTIIKCHHS Il BKJIIOYEHHS Yy KIIiHIYHE
BUMpoOyBaHHs B YkpaiHi 3 150 mo 250 ywacHukiB (ckpuHOBaHUX); IlogOBXKEHHS 3aIiaHOBaHOL
TPUBAJIOCTI MPOBEJICHHS KIIIHIYHOTO BUMPOOYyBaHHs B YKpaini 1o 08 rpyans 2028 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1271 Bix 11.08.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«ITmardpopmue nocmimrerns Il ¢asu 3 omiHKK ePeKTUBHOCTI i O€3MEYHOCTI aHTUTLI TPUBAJIOT Jii
TP 3aCTOCYBaHHI B peKHMiI MOHO- 200 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEIHBOTSHKKOr0o abo
TSOKKOTO Tepediry BUPa3KOBOTO KOJITY B akTuBHIiN ¢dopMmi», SPY123-201, OcHOBHHII TPOTOKOI
kiiHiyHOrO BUNpoOyBanHs SPY123-201, pemakuis 2.0 Bim 01 kBita 2026 p.; Jomatok mo
IPOTOKONY KiIiHIYHOro BunpoOyBaHHa SPY123-201, mo onucye KOHKpeTHE BTpy4YaHHS 13
3acrocyBaHHsaM npenapaTty SPYO001, penakuis 1.1 Big 30 TpaBus 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cmnaep Tepan’torikc, Ink.» [Spyre Therapeutics, Inc.], CIHA

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
23.09.2026 Ne 1399

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnenuii [Iporokon kniHigyHOrO BUnpoOyBanHs JS004-008-11I-SCLC, Bepcist 4.0 Big 15 nmumas
2026 poky; bpomypa nochimHuka A7 TOCTIIXKYBAHOTO JIKAapChKOro 3aco0y THdueManiMad
(JS004/TABO004), Bunanus 7.0 Bix 5 uepBus 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1553 Bix 06.09.2024

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, moABiHE ciine, IMIANE00-KOHTPOJIbOBAHE, MYJIbTUPETIOHATbHE KIIIHIYHE
nocmimxenns 111 ¢as3u 3 oninku TopumnaniMaly mpu HOTO 3aCTOCYBaHHI y BUTIISAI MOHOTEpaIlii ab0
y komOiHartii 3 Tudpuemanimadom (JS004/TAB004) B sskocTi KOHCOMITAIiiHOT Tepartii y Halli€HTiB 3
JOKaJTi30BaHUM JAPIOHOKITITHHHUM paKkoM JieTeHb Oe3 MpOorpecyBaHHS 3aXBOPIOBAHHS ITiCIIS
npoBeieHoi XiMionpomeHeBoi Tepamiiy, JS004-008-111-SCLC, Bepcis 3.0 Bix 28 tpaBHs 2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

«Tanxait [[3ronpmr baitocaiience3 Ko., JItn.», Kurtaii [Shanghai Junshi Biosciences Co., Ltd.,
China]

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Ouaexkcanap 'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 18

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK»
23.09.2026 Ne 1399

Inentudikariist CyTTeBOI MOMPaBKU

Bunymenuii JIuct/eneKTpoHHUM JUCT OO Y4YacHHMKIB JOCHIDKEHHS, IIOJ0 JOCIIIKYBaHOTO
npemnapary mija yac nepexoay Ha TEP «Ilepexin Ha MeHIy 4acTOTY TeJIe(OHHUX KOHTAKTiBY, BEpCis
2.2 Bix 23 ciuns 2026 p., ykpaiHCbKOIO MOBOIO; Bumymiennii JIncT/enexkTpoHHU JHCT 10 yYaCHUKIB
JOCIIIJKEHHS, 111010 A0CIIPKYBaHOr o penaparty nij yac nepexony Ha TEP « Ilepexin Ha nikyBaHHS
y BIAKPUTOMY PEXUMi: 75 MT MalliTeHTaHy Ha ACHbY», Bepcis 2.2, 23 ciung 2026 p. , yKpaiHCBKOIO
MoBOI0; Bunymenuii JInct/enekTpoHHUH JTUCT 10 yYaCHUKIB TOCIIIKEHHS, 1010 10CIIIPKYBaHOTO
npemnapary mig gac nepexoay Ha TEP «Yac nepeiiti 1o Hactymuoi ¢as3u gocmimkenns UNISUS!
[lepion «JlikyBaHHS Y BIZKPUTOMY pexumi», Bepcis 2.2, 23 ciuns 2026 p., yKpaiHCbKOIO MOBOIO;
JIvcT/eneKTpOHHUMA JMCT A0 YYaCHUKIB JOCITIKEHHS, 100 JOCTIKYBAHOTO IMpEerapary Iij] Jac
nepexony Ha TEP «Ilepexin Ha MeHIIy 4acToTy Tene(OHHUX KOHTAKTiB», Bepcis 2.2 Bia 23 ciuHs
2026 p., pociiicbkoro MOBOIO; Bumymiennii JIucT/enekTpoHHMIA TUCT 10 YIACHHUKIB JOCIIKESHHS,
1010 JJOCIIIJKYBaHOT O npenapary mija yac nepexony Ha TEP « Ilepexin Ha qiKyBaHHS y BIIKPUTOMY
pexxumi: 75 Mr mamiTeHTaHy Ha AeHb», Bepcis 2.3 Bim 23 ciuag 2026 p., pociliCbKOI0 MOBOIO;
Bunymenuii Jluct/eneKTpoHHUI JUCT OO YYacHHMKIB JOCHIDKEHHS, IMI0JI0 JIOCIIIKYBaHOTO
npenapaty mig yac nepexony Ha TEP «Yac nepeiitu no HactynHoi ¢a3u gocaimxenns UNISUS!
Ilepion «JlikyBaHHS y BIIKpUTOMY pexuMi», Bepcis 2.3 Big 23 ciuns 2026 p., pociiicbkoro MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1849 Bix 11.08.2020

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«IIpocriekTrBHE, OaraTolEHTPOBE, MOJBIMHE CIIiNe, 3 MOJBIMHOIO IMITAIlI€l0, PaHIOMI30BaHE, 3
aKTUBHHUM KOHTpPOJIEM, B MapalelbHUX Tpymax, 3 MOCTiJOBHUM BKJIIOYEHHSM TpYyI, aJalTUBHE,
KOHTPOJIbOBAHE 3a MOMAISIMU KJIIHIYHE TOCHIPKEHHS TPEThol (a3u i NOPIBHAHHS €()EeKTUBHOCTI,
0e3MeYHOCTI Ta MEPEHOCUMOCTI MaIliTeHTaHa 75 Mr 3 MaiiTeHTaHOM 10 MT y Malli€HTIB 3 JIETEHEBOIO
apTepilaJIbHOIO TIEPTEH31E0 3 MOATIBIINM NEPIOAOM BIAKPUTOrO JIIKYBaHHS MALlITEHTaHOM 75 MI»,
AC-055-315, 3 mompaBkoto 4, Bepcis 5, Big 04.04.2023 p.

3asBHHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbrist

CnoHcop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HBy», benbris

Havanbank @apmManeBTHYHOIO YIIPaBJIIHHSA Oaexkcanap I'PIHEHKO

(migmic) (Bnacue im’st [TIPI3BUILE)



