Jonmarok 1

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

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
18.12.2025 Ne 1910

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI, «®a3za [I-111 BunpoOyBaHHs AJis OMIHKKA €)EeKTHBHOCTI Ta Oe3neku CyOiHrBaIbHOT IMyHOTEparii
KOJI, BepcCis Ta JaTa y TAIli€HTIB, M0 CTPa)XJA0Th Ha ajeprilo Ha KIIIa JOMAaITHHOTO MWIY», KOA IOCTIIKEHHS
SL-3R2A, Bepcis 1.0 Big 31 munas 2025 poky

3asBHUK, KpaiHa ToBapucTBo 3 0OMexkeH010 BianoiganpHicTIO «Dapmakci Kiinikan Pucepu», Yipaina

CnoHcop, kpaiHa POKCAJUI Megniuin I'm6X, HiMmeyunna / ROXALL Medizin GmbH, Germany

[Tepenik mocmimkyBanux mikapcbkux | SLI-RX-DPT  (matuBHUMIT  ekcTpakt amepreHy 3  Dermatophagoides pteronyssinus);
3aco0iB Jikapcbka Ghopma, cyominreansuuii cpeit; 30 000 TO/mn; ROXALL MEDICINA ESPANA, S.A., Spain;
JI03yBaHHS, BUPOOHUK, KpaiHa [Tnane6o mo SLI-RX-DPT, cyomiarsansauii cipeii; ROXALL MEDICINA ESPANA, S.A., Spain;

SLI-RX-DPT (matuBHMii ekcTpakT anepreHy 3 Dermatophagoides pteronyssinus);
cyominarBansaui crpeit; 75 000 TO/mn; ROXALL MEDICINA ESPANA, S.A., Spain;

[Tnane6o no SLI-RX-DPT, cy6ninrsansauii cipeit; ROXALL MEDICINA ESPANA, S.A., Spain;
SLI-RX-DPT (maruBHMiA ekcTpakT anepreHy 3 Dermatophagoides pteronyssinus);
cyominresansHuit cpeit; 150 000 TO/min; ROXALL MEDICINA ESPANA, S.A., Spain;
[Tnane60 qo SLI-RX-DPT, cybninrsansuuii cnpeit; ROXALL MEDICINA ESPANA, S.A., Spain

Binnosigansuuii (1) JocaiaHuK (1) 1) n.m.H., npod. KoBanenko C.B.
Ta MicIe (s1) IPOBEACHHS Ob6nacHe KOMyHaJlbHE HEKOMepLiHe MiANpUeMCTBO «YepHiBelbka 00siacHa KIIIHIUHA JIIKapH»,
BUNIPOOYBaHHs B YKpaiHi BIJUIUJICHHSI ITyJIbMOHOJIOTIT, M. YepHiBIi

2) nikap I'yk C.A.

Kniniuna nikapus «®eodanis» [lepKaBHOTO YINpaBliHHSA CHpaBaMH, LEHTP PpecHipaTOpHOI
meauinan, M. Kuis

3) mikap Amep JL.b.

KomynanbHe HekoMmepiiiiHe mianpuemMcrBo «Micbka kimiHIUHA JikapHsS Ne27» XapkiBCbKOT
MICBKOI pajin, aJleproJIoTiuHe BiJIiIEHHS, M. XapKiB

4) nikap CanoBcbka B.B.




2 MPOJOBXKEHHS J0/aTKa |

«YHIBEpCUTETChKA  KIIHIKa» BIHHUIBKOTO  HAIlIOHAIBHOTO  MEIUYHOTO  YHIBEPCHTETY
iMm. M.I. TluporoBa (IiKyBaJIbHO-HABYAIbHO-HAYKOBHHM IIEHTP), aMOYJaTOPHO-IIarHOCTUYHE
BiamiIeHHs, M. Binauig

5) k.Mm.H. lepkau M.I.

KomynanbHe HekoMmepuiiiHe minmpueMcTBo «OOnacHa KiiHIYHA JikapHS [BaHO-PpaHKIBCHKOI
obmacHoi pagm», LleHTp OpOHXOJNETeHEBUX 3axXBOPIOBaHb, aJEProJyiorii Ta iMyHOJOrII,
M. IBaHO-DpaHKiBChK

6) n.m.H., npod. [Tpuctyna JI.H.

Komynansne HekoMepiiiiae nianpuemctBo Cymcbkoi o0macHoi paau «CyMcbka o0siacHa KIliHIYHA
JTIKapHs», IyJIbMOHONIOTIYHE BigaiieHHss, CyMCBhKUI JepkaBHUH yHiIBepcuTeT, Kadeapa
BHYTPILIHBOI Ta CIMEHHOI MEUIIMHI HaBYAIbHO-HAYKOBOT'O MEAMYHOTO 1HCTUTYTY, M. CyMu

7) x.M.H. Pynnuk B.T.

Komynansne HekoMepiiiitHe mianpuemMctBo «Mickka kiiHiuHa JikapHs Ne 1 [BaHo-®PpaHKiBCHKOT
MICBKOI pain», BIJIICHHS CIEIiaTi30BaHO1 KOHCYJIbTaTUBHOI JOTTOMOTH, M. IBaHO-DpaHKiBCHK
8) n.Mm.H. SxoBenko O.K.

ToBapuctBo 3 o0oOMekeHOK BimmoBiganbHicTIO «KiTiHiKa ameprii Ta Kammioy», MTiIpo3aiia
MIPOBEICHHS KIIHIYHUX JOCHIKEHb, M. JIyIbK

9) k.m.H. JoOpsincekuit J1.B.

ToBapuctBo 3 oOMexeHoro BinmoinanbHicTI0O «Mennunuii nentp «APTEC MEIIKYMy,
JIKYBaJIbHO-JIIarHOCTUYHE BiAieHHs, M. KuiB

10) nixap FOpkiB T.b.

[IpuBaTHe MiANPUEMCTBO IpHUBaTHA BUpOOHMYA (PipMa «AIMHYC», JIIKYBaJIbHO-I1arHOCTUYHUN
1eHTp, M. KponuBHUIIEKHIH

11) x.m.H. [lexenbko B.C.

ToBapucTBO 3 0OMEXEHOIO BIAMOBIIHICTIO «EBpos1ad», aMOyIaTOPHO-TOMIKIIIHIYHE BiJ/IIJICHHS,
M. KuiB

12) nikap HoBocrozosa 1O.€.

KomyHnansne HexomepiiitHe mianmpueMcTBo «Opechbka oOmacHa KiiHIYHA JikapHs» OpechKoi
00JacHOI paju, BiAIIIEHHS myIbMoHOIIOTIT, M. Oneca

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa




3 MPOAOBXKEHHS 10jaTKa |

CymnyTHi MaTepianu/mpenaparu
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyMyTHIX MaTepiaiiB

- Po3unn anepreny ass mIKipHOTO MPIK-TECTY:

[TosutuBHuit  koHTponb  ([icramin), ROXALL Medicina Espana S.A., Icmanis;
Herarusnwmii kouTpons, ROXALL Medicina Espana S.A.,Icnanis;

bepeza, ROXALL Medicina Espana S.A., Icnanis;

AMOpo3is, ROXALL Medicina Espana S.A., Icnianis;

TumodiiBka myroa, ROXALL Medicina Espana S.A., Icnanis;

[TommH, ROXALL Medicina Espana S.A., Icnanis;

Kuimp D. pteronyssinus, ROXALL Medicina Espana S.A., Icnanis;

Kimka, ROXALL Medicina Espana S.A., Icrianis;

Cob6aka, ROXALL Medicina Espana S.A., Icnanis;

I'pubox Alternaria alternata, ROXALL Medicina Espana S.A., Icnanis;
- Hazaneuuii npoBoxkarniiiauii rect (HIIT), Laboratorios LETI S.L., Icnanis;

- Po3unHHMK A7 TUTPOBAHOTO HA3aJIBHOTO MpoBOKaIliiiHoro Tecty — po3unH, ROXALL Medicina
Espana S.A., Icnanis;

- Cnipomerp, Vitalograph (Ireland) Ltd, Ipnangis;

- Hazanenwuit incipatopuuii prmoymerp In-check, Clement Clarke International MPV Medical Ltd,
Benuka bputanis;

- JIunesi macku, Intersurgical Ltd, Benuka bpuranis;

- Min-Max tepmometp, WEPA Apothekenbedarf GmbH & Co KG, Himeuunna;

- Jlanueru nns npik-tecty, J.N. Eberle Federnfabrik GmbH, Himeuunna;

- Hazaneuuit aktyatop, Costertec S.A., Itamis;

- bakrepiansHo-BipycHi PunbTpu MicroGard, Vitalograph (Ireland) Ltd, Ipnannis;

- Hazanpni kimincu, Xiamen Dahton Meditech Co., Ltd., Kurai;

- llnpun-pyuka FASTJEKT 300 mikporpam, MEDA Pharma GmbH & Co. KG, Himeuunna

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
18.12.2025 Ne 1910

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, MOABIHHO-CIINE, IUIACO00-KOHTPOJIbOBAHE MOCHDKeHHS 3-1 dasm, 110
MPOBOJIUTHCS y MapaleIbHUX TpyHax 3 BHBUCHHS €(EKTUBHOCTI Ta O€3MeYHOCTI IpenapaTiB
KarXT + KarX-EC jns JikyBaHHS aXwWTalii TIOB’si3aHOi 3 XBOpoOow  AubIreimepa
(ADAGIO-2)», kox nocmipkerns CN012-0024, opurinaasauid poTtokoa Bijg 21 mororo 2025 p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpainay

CnoHncop, kpaiHa

ToBapucTBO 3 He0OMEKEHOI0 BinoBinanbHICTIO bpicTon-Maiiepc CkBi66 Cepgices, Ipnanmis

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

14/3 wmr (xcanomenin/ Tpocmito xjopun); (KarXT, BMS-986510; KarXT, BMS-986510,
PRD12404386, 986510-R999-029, 1-003871-100, KTX-001, KTX-002; XANOMELINE
TARTRATE (BMS-986519-03), TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520),
KCAaHOMEIIIH TapTpar, TPOCHII0 XJOopua); Karcyna; 14/3 mr (kcaHoMeliH/ TPOCIII0 XJIOPHU);
Catalent Nottingham Limited, BenukoOpuranisi; Catalent Pharma Solutions, LLC, CIIIA;
Bristol Myers Squibb Co., CIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenukobOpuranisi; Almac Clinical Services Limited, Benukooputanis; Almac Clinical Services,
LLC, CHIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
BenukobOpuranisi; AndersonBrecon Inc. (dba PCI Pharma Services), CILA;

28/6 wmr (kcanomenin/ Tpocmito xiopun); (KarXT, BMS-986510; KarXT, BMS-986510,
PRD12404386, 986510-R999-029, 1-003871-100, KTX-001, KTX-002; XANOMELINE
TARTRATE (BMS-986519-03), TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520),
KCaHOMEJNIH TapTpar, TPOCIHiI0 XJOpHNI); Karcyna; 28/6 Mr (KCaHOMENiH/ TpOCHiI0 XJIOPUA);
Catalent Nottingham Limited, Bemuxo6puranis; Catalent Pharma Solutions, LLC, CIIA;
Bristol Myers Squibb Co., CIIA; Bristol Myers Squibb Pharmaceuticals Limited,
Bemuxo6putanis,; Almac Clinical Services Limited, Bemuko6puranis; Almac Clinical Services,
LLC, CIIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
Bemuko6puranis; AndersonBrecon Inc. (dba PCI Pharma Services), CILA;

42/9 wmr (xcanomenin/ Ttpocmito xnopun); (KarXT, BMS-986510; KarXT, BMS-986510,
PRD12404386, 986510-R999-029, 1-003871-100, KTX-001, KTX-002; XANOMELINE




2 MPOJOBXKEHHS 10/1aTKa 2

TARTRATE (BMS-986519-03), TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520),
KCaHOMEJIIH TapTpaT, TPOCII0 XJIOpHA); Karcyna, 42/9 Mr (KcaHoMemiH/ TpPOCIHiI0 XJIOPHI);
Catalent Nottingham Limited, BenukoOpuranisi; Catalent Pharma Solutions, LLC, CIIIA;
Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenukoOpuranisi; Almac Clinical Services Limited, Benuko6putanisi; Almac Clinical Services,
LLC, CIIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
Bemuko6puranis; AndersonBrecon Inc. (dba PCI Pharma Services), CILA;

56/12 wmr (xcanomenin/ tpocmiro xmopun); (KarXT, BMS-986510; KarXT, BMS-986510,
PRD12404386, 986510-R999-029, 1-003871-100, KTX-001, KTX-002; XANOMELINE
TARTRATE (BMS-986519-03), TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520),
KCaHOMEIIIH TapTpar, TPOCHII0 XJIOPHA); Kamcyia; 56/12 mr (kcaHoMemnmiH/ TPOCHIK0 XJIOPHI);
Catalent Nottingham Limited, BemukoOpuranisi; Catalent Pharma Solutions, LLC, CIIIA;
Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenmukoOpuranisi; Almac Clinical Services Limited, Bemukooputanis; Almac Clinical Services,
LLC, CIHA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
BemukoOpuranisi; AndersonBrecon Inc. (dba PCI Pharma Services), CILA;

[Tnane6o mo 14/3 wmr; 28/6 mr; 42/9 wmr; 56/12 Mr kcaHOMENIH/TPOCHIIO XJIOPHAY; Kamcyna;
Catalent Nottingham Limited, BemuxoOputanis; Catalent Pharma Solutions, LLC, CIIIA;
Bristol Myers Squibb Co., CIHA; Bristol Myers Squibb Pharmaceuticals Limited,
Benmuko6puranis; Almac Clinical Services Limited, Benmukobpuranis; Almac Clinical Services,
LLC, CIIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
Benukob6putanis; AndersonBrecon Inc. (dba PCI Pharma Services), CILA;

14 mr kcanomenin (KarX-EC, BMS-986519; KarX-EC, BMS-986519, PRD12408422, 986519-
RO14-013, 1-003871-100, KTX-001; XANOMELINE TARTRATE (BMS-986519-03),
KCaHOMEJIH TapTpar); KarcyJja 3 eHTepaJbHUM MOKpUTTAM; 14 mr; Catalent Nottingham Limited,
Benukobpuranis; Catalent Pharma Solutions, LLC, CIIIA; Bristol Myers Squibb Co., CIIIA;
Bristol Myers Squibb Pharmaceuticals Limited, BenuxoOpuranist; Almac Clinical Services
Limited, BenmukoOputanisi; Almac Clinical Services, LLC, CIIIA; Fisher Clinical Services Inc.,
CIIIA; Fisher Clinical Services UK Ltd, Benuko6puranisi; AndersonBrecon Inc. (dba PCI Pharma




3 MPOJOBXKEHHS 10/1aTKa 2

Services), CIIA; Lucideon Limited, BenukoGpuranis;

28 mr kcanomenin (KarX-EC, BMS-986519; KarX-EC, BMS-986519, PRD12408431, 986519-
R028-014, 1-003871-100, KTX-001; XANOMELINE TARTRATE (BMS-986519-03),
KCaHOMEJIIH TapTpaT); Karcyia 3 eHTepadibHuM MoKpUuTTsaM; 28 mr; Catalent Nottingham Limited,
BenukoOpuranisi; Catalent Pharma Solutions, LLC, CIIA; Bristol Myers Squibb Co., CIIIA;
Bristol Myers Squibb Pharmaceuticals Limited, BenukoOputanist; Almac Clinical Services
Limited, BenmukoOpuranisi; Almac Clinical Services, LLC, CIIA; Fisher Clinical Services Inc.,
CIIIA; Fisher Clinical Services UK Ltd, Benmukoopuranis; AndersonBrecon Inc. (dba PCI Pharma
Services), CIIIA; Lucideon Limited, Beauko6puranis;

42 wmr kcanomenin (KarX-EC, BMS-986519; KarX-EC, BMS-986519, PRD12408417, 986519-
R042-018, 1-003871-100, KTX-001; XANOMELINE TARTRATE (BMS-986519-03),
KCaHOMEJIH TapTpar); Karcysa 3 eHTepaabHuM mokputTTsaMm; 42 mr; Catalent Nottingham Limited,
BenukoOpuranisi; Catalent Pharma Solutions, LLC, CIIA; Bristol Myers Squibb Co., CIIIA;
Bristol Myers Squibb Pharmaceuticals Limited, BemukoOpuranist; Almac Clinical Services
Limited, BenmukoOpuranis; Almac Clinical Services, LLC, CIIIA; Fisher Clinical Services Inc.,
CIIIA; Fisher Clinical Services UK Ltd, Benmukoopuranis; AndersonBrecon Inc. (dba PCI Pharma
Services), CIIIA; Lucideon Limited, BeaukoOpuranis;

56 mr kcanomenin (KarX-EC, BMS-986519; KarX-EC, BMS-986519, PRD12408423, 986519-
R056-020, 1-003871-100, KTX-001; XANOMELINE TARTRATE (BMS-986519-03),
KCaHOMEIIIH TapTpar); KarcyJla 3 eHTepalbHUM MOKpUTTAM; 56 mr; Catalent Nottingham Limited,
BenukoOpurtanisi; Catalent Pharma Solutions, LLC, CIIA; Bristol Myers Squibb Co., CIIIA;
Bristol Myers Squibb Pharmaceuticals Limited, Benuko6puranig; Almac Clinical Services
Limited, Benuko6putanisi; Almac Clinical Services, LLC, CILIA; Fisher Clinical Services Inc.,
CIIA; Fisher Clinical Services UK Ltd, BenukoOpuTtanisi; AndersonBrecon Inc. (dba PCI Pharma
Services), CIIIA; Lucideon Limited, BenukoOpuranis;

[Tnane6o no 14 mr; 28 wmr; 42 mr; 56 Mr KCaHOMENiHY; Karcyja 3 €HTEpaJbHUM MOKPUTTSIM;
Catalent Nottingham Limited, BenukoOpuranisi; Catalent Pharma Solutions, LLC, CIIIA;
Bristol Myers Squibb Co., CIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenukoOpuranist; Almac Clinical Services Limited, BenukoOpuranis; Almac Clinical Services,
LLC, CHIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
Benuko6puranist; AndersonBrecon Inc. (dba PCI Pharma Services), CILIA




4 MPOJOBXKEHHS 10/1aTKa 2

BignoBinanpHuit (1) JOCITIIHUK (H)
Ta Micie (51) IpOBEICHHS
BUNIPOOYBaHHS B YKpaiHi

1) k.m.H. baxxesuu 10.A.

KomyHansHe HekoMmepiiiiHe mianpueMcTBo «KimiHIYHME 3akiag 3 HagaHHSA IICUXIaTPUYHOI
nonomoru «[ICUXIATPIS»» BukonaBdoro oprany KuiBcekoi Micekoi panu (KuiBcbkoi MicbKoOi
nepkaBHOi anamiHicTparltii), LIeHTp NmepBMHHOrO MCHUXOTUYHOTO €304y Ta Cy4acHHX METOJIB
nikyBaHHs, M. KuiB

2) k.M.H., mpod. Cepedbpennikopa O.A.

KomyHansHe HeKoMepIIiiiHe MmianpueMcTBO «BiHHMIIbKA 0OjacHa KIIHIYHA TICUXOHEBPOJIOTIYHA
mikapHs iMm. akaa. O.I. FOmenka Binaunpkoi obmacuoi Pagwy», 3mimane (4ojoBide Ta KiHOYE)
BigmieHHs Ne2, M. Binauig

3) K.M.H., noueHT Jlenuco €.M.

Komynanene Hekomepiiiine mianpuemMctBo «OOnacHa KIIiHIYHA T[ICHUXIaTpUYHA JIKapHS
KipoBorpanucekoi o0iacHOT paan», TICHXOHEBPOJIOTIUHE TUCHAHCEpHE BiIIUICHHS, JlOHEIBKUI
HaI[lOHAJILHUN MEAWYHUI YHIBepcUTeT, Kadenpa mcuxiaTpii, mcuxoTeparii, HapkoJjorii Ta
MeAUYHOT ricuxoJiorii, cMT. Hoe, M. KponmuBHUIIEKHI

4) nikap @insr FO.0.

Komynanbne Hexkomepiiiine mimnpuemMctBo JIbBiBChbKoi oOsacHOi paam «JIbBiBChbKa oOmacHa
KJIIHIYHA [ICUXIaTpUYHa JIiKapHs», BiaaieHHs Ne 25, m. JIbBiB

5) n.m.H., po@. CxpunHiko A.M.

Komynanene mianpuemctBo «OOmacHUN 3akiaj 3 HaJaHHS [ICUXIATPUYHOI JOMIOMOTH
[TonraBcbkoi oOnacHOi pagu», 7 BIIAUIEHHSA-TE€POHTOINCUXIATPIYHE NallaTUBHOI JIOMIOMOTH,
ITonTaBchbkMii 1ep>KaBHUM METUUHUIN YHIBEPCUTET, Kadeapa rneuxiarpii, HApKoJorii Ta MeIUYHOT
ncuxosorii, M. [lonrasa

6) n.M.H., npod. Map’enko JI.b.

ToBapucTso 3 06MexxeHo10 BinoBiAanbHICTIO «Meanunuii nentp "Helipoxiinik"», M. JIbBIB

7) nikap Kocenkosa [.B.

KomynaneHe HexomepuiiiHe mianpueMcTBo «Yepkacbka oOjacHa IcuxiaTpuyHa JIKapHS
Yepkacbkoi 001acHO pajan», KOHCYJIbTATMBHO-IIAarHOCTUYHMNA MiAPO3JUT MO amMOyJaTOPHOMY
oOcityroByBaHHIO HaceneHHs Yepkacbkoi 00s1acTi B CKJIaAl MpuiiManbHOro BigAuleHHs, M. CMina,
Yepkacbka 06JacTh

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa




5 MPOJOBXKEHHS 10/1aTKa 2

CymnyTHi MaTepianu/mpenaparu —
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyMyTHIX MaTepiaiiB

B.o. HauanbHuka PapMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jomarox 3

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
18.12.2025 Ne 1910

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Bigkpure mnomoBKeHe AOoCHiKeHHS 3-i (a3su 3 OLIHKK JIOBFOCTPOKOBOI O€3MEeYHOCTI Ta
nepenocumocti npenapatiB KarXT + KarX-EC s gikyBanHs axuTalii HoB’si3aHoi 3 XBOPOOOIO
Aneureiimepa (ADAGIO-3)», kon mocmimkenas CNO12-0025, opuriHadbHUA TPOTOKOJ Bij
24 motoro 2025 p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpainay

CnoHncop, kpaiHa

ToBapucTBO 3 He0OMEKEHOIO BinoBinanbHICTIO bpicTon-Maiiepc CkBi66 Cepgices, Ipnanmis

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

14/3 wmr (xcanomenmin/tpocmito xmopun) (KarXT, BMS-986510; KarXT, BMS-986510,
PRD12404386, 986510-R999-029, 1-003871-100, KTX-001, KTX-002; XANOMELINE
TARTRATE (BMS-986519-03), TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520),
KCAaHOMEIIIH TapTpaT, TPOCIHIK XJIOopua); Karcyna; 14/3 Mr (KCaHOMENiH/TPOCIIIO XJIOPHI);
Catalent Nottingham Limited, BenukoOpuranisi; Catalent Pharma Solutions, LLC, CIIIA;
Bristol Myers Squibb Co., CIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenukoOpuranisi; Almac Clinical Services Limited, Benukooputanisi; Almac Clinical Services,
LLC, CHIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
BenukoOpuranis; AndersonBrecon Inc. (dba PCI Pharma Services), CILA;

28/6 wmr (xcanomenin/ Ttpocmito xiopua) (KarXT, BMS-986510; KarXT, BMS-986510,
PRD12404386, 986510-R999-029, 1-003871-100, KTX-001, KTX-002; XANOMELINE
TARTRATE (BMS-986519-03), TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520),
KCaHOMEJNIH TapTpar, TPOCIHiI0 XJOpUA); Karcyna; 28/6 Mr (KCaHOMENiH/ TpOCHiI0 XJIOPUA);
Catalent Nottingham Limited, Bemuxo6puranis; Catalent Pharma Solutions, LLC, CIIA;
Bristol Myers Squibb Co., CIHIA; Bristol Myers Squibb Pharmaceuticals Limited,
Bemuko6putanis,; Almac Clinical Services Limited, Bemuko6puranis; Almac Clinical Services,
LLC, CIIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
Bemuko6putanis; AndersonBrecon Inc. (dba PCI Pharma Services), CILA;

42/9 wmr (xcanomenin/ Ttpocmito xiopua) (KarXT, BMS-986510; KarXT, BMS-986510,
PRD12404386, 986510-R999-029, 1-003871-100, KTX-001, KTX-002; XANOMELINE
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TARTRATE (BMS-986519-03), TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520),
KCaHOMEJIIH TapTpaT, TPOCII0 XJIOpHA); Karcyna, 42/9 Mr (KcaHoMemiH/ TpPOCIHiI0 XJIOPHI);
Catalent Nottingham Limited, BenukoOpuranisi; Catalent Pharma Solutions, LLC, CIIIA;
Bristol Myers Squibb Co., CIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenukoOpuranisi; Almac Clinical Services Limited, BenukoOpuranis; Almac Clinical Services,
LLC, CIIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
Bemuko6puranis; AndersonBrecon Inc. (dba PCI Pharma Services), CILA;

56/12 wmr (kcanomenin/ Ttpocmito xyopuna) (KarXT, BMS-986510; KarXT, BMS-986510,
PRD12404386, 986510-R999-029, 1-003871-100, KTX-001, KTX-002; XANOMELINE
TARTRATE (BMS-986519-03), TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520),
KCaHOMEIIIH TapTpar, TPOCHII0 XJOPHA); Kamcyina; 56/12 mr (kcaHoMemniH/ TPOCHIKO XJIOPHI);
Catalent Nottingham Limited, BemukoOpuranisi; Catalent Pharma Solutions, LLC, CIIIA;
Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenmukoOpuranisi; Almac Clinical Services Limited, Bemukooputanis; Almac Clinical Services,
LLC, CIHA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
BemukoOpuranisi; AndersonBrecon Inc. (dba PCI Pharma Services), CILA;

14 mr kcanomenin (KarX-EC, BMS-986519; KarX-EC, BMS-986519, PRD12408422, 986519-
RO14-013, 1-003871-100, KTX-001; XANOMELINE TARTRATE (BMS-986519-03),
KCaHOMEJIH TapTpar ); KarcyJsa 3 eHTepaibHUM NOKpUTTsIM; 14 mr; Catalent Nottingham Limited,
Benmuxobpuranis; Catalent Nottingham Limited, BenukoOputanisi; Catalent Pharma Solutions,
LLC, CIIIA; Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb Pharmaceuticals Limited,
Benmukobpuranis; Almac Clinical Services Limited, Benmuko6puranis; Almac Clinical Services,
LLC, CIHA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
Benmuxobpuranis; AndersonBrecon Inc. (dba PCI Pharma Services), CIIIA; Lucideon Limited,
BenukoOpuraHis;

28 mr kcanomenin (KarX-EC, BMS-986519; KarX-EC, BMS-986519, PRD12408431, 986519-
R028-014, 1-003871-100, KTX-001; XANOMELINE TARTRATE (BMS-986519-03),
KCAaHOMEIIIH TapTpaT); Karcynia 3 eHTepajibHUM NoKputTsaM; 28 mr; Catalent Nottingham Limited,
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BenukoOpuranist; Catalent Nottingham Limited, Benuko6puranis; Catalent Pharma Solutions,
LLC, CIIA; Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenukoOpuranisi; Almac Clinical Services Limited, BenukoOpuranis; Almac Clinical Services,
LLC, CHIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
BenukoOpuranisi; AndersonBrecon Inc. (dba PCI Pharma Services), CIIIA; Lucideon Limited,
BenukoOpuranis;

42 wmr kcanomenin (KarX-EC, BMS-986519; KarX-EC, BMS-986519, PRD12408417, 986519-
R042-018, 1-003871-100, KTX-001; XANOMELINE TARTRATE (BMS-986519-03),
KCaHOMEIIIH TapTpar); Karcyla 3 eHTepalbHuM MOKpUTTIM; 42 mr; Catalent Nottingham Limited,
BenmukoOpuranis; Catalent Nottingham Limited, BenukoOpuranis; Catalent Pharma Solutions,
LLC, CIIA; Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenmukoOpuranisi; Almac Clinical Services Limited, BenukoOpuranis; Almac Clinical Services,
LLC, CIHA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Ltd,
BenmukoOpuranisi; AndersonBrecon Inc. (dba PCI Pharma Services), CIIIA; Lucideon Limited,
Benukobpuranis;

56 mr kcanomenin (KarX-EC, BMS-986519; KarX-EC, BMS-986519, PRD12408423, 986519-
R056-020, 1-003871-100, KTX-001; XANOMELINE TARTRATE (BMS-986519-03),
KCAaHOMEIIIH TapTpar); KalcyJla 3 eHTepalbHUM MOKpUTTAM; 56 mr; Catalent Nottingham Limited,
BenukxoOpuranis; Catalent Nottingham Limited, BenukoOpuranis; Catalent Pharma Solutions,
LLC, CIIIA; Bristol Myers Squibb Co., CIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenukobOputanisi; Almac Clinical Services Limited, BenukoOpuranis; Almac Clinical Services,
LLC, CHIA; Fisher Clinical Services Inc., CHIA; Fisher Clinical Services UK Ltd,
BenukobOpuranisi; AndersonBrecon Inc. (dba PCI Pharma Services), CIIIA; Lucideon Limited,
Benukobpuranis




4 MPOAOBKEHHS 10J1aTKa 3

BignoBinanpHuit (1) JOCITIIHUK (H)
Ta Micie (51) IpOBEICHHS
BUNIPOOYBaHHS B YKpaiHi

1) k.m.H. baxxesuu 10.A.

KomyHansHe HekoMmepiiiiHe mianpueMcTBo «KimiHIYHME 3akiag 3 HagaHHSA IICUXIaTPUYHOI
nonomoru «[ICUXIATPIS»» BukonaBdoro oprany KuiBcekoi Micekoi panu (KuiBcbkoi MicbKoOi
nepkaBHOi anamiHicTparltii), LIeHTp NmepBMHHOrO MCHUXOTUYHOTO €304y Ta Cy4acHHX METOJIB
nikyBaHHs, M. KuiB

2) k.M.H., mpod. Cepedbpennikopa O.A.

KomyHansHe HeKoMepIIiiiHe MmianpueMcTBO «BiHHMIIbKA 0OjacHa KIIHIYHA TICUXOHEBPOJIOTIYHA
nikapas iMm. akag. O.1. FOmenka BiHHUIBKOT 00yacHOT paamy», 3MilIaHe (YOJIOBIYE Ta KIHOYE)
BigmieHHs Ne2, M. Binauig

3) K.M.H., noueHT Jlenuco €.M.

Komynanene Hekomepiiiine mianpuemMctBo «OOnacHa KIIiHIYHA T[ICHUXIaTpUYHA JIKapHS
KipoBorpanucekoi o0iacHOT paan», TICHXOHEBPOJIOTIUHE TUCHAHCEpHE BiIIUICHHS, JlOHEIBKUI
HaI[lOHAJILHUN MEAWYHUI YHIBepcUTeT, Kadenpa mcuxiaTpii, mcuxoTeparii, HapkoJjorii Ta
MeAUYHOT ricuxoJiorii, cMT. Hoe, M. KponmuBHUIIEKHI

4) nikap @insr FO.0.

Komynanbne Hexkomepiiiine mimnpuemMctBo JIbBiBChbKoi oOsacHOi paam «JIbBiBChbKa oOmacHa
KJIIHIYHA [ICUXIaTpUYHa JIiKapHs», BiaaiaeHHs Ne25, m. JIpBiB

5) n.m.H., po@. CxpunHiko A.M.

Komynanene mianpuemctBo «OOnacHM 3akiiajy 3 HaJaHHS [ICHXIATPUYHOI JOMOMOTH
[TonraBcbkoi oGmacHOl panu», 7 BIIAUIEHHS - T€POHTONCHUXIATPUYHE MaNIaTUBHOI JTOTIOMOTH,
ITonTaBchbkMii 1ep>KaBHUM METUUHUIN YHIBEPCUTET, Kadeapa rneuxiarpii, HApKoJorii Ta MeIUYHOT
ncuxosnorii, M. [lonrasa

6) n.M.H., npod. Map’enko JI.b.

ToBapucTso 3 06MexxeHo0 BianoBianbHIcTIO «Meauunuit ieHTp "Helipokiinik"», M. JIbBIB

7) nikap Kocenkosa [.B.

KomynaneHe HexomepuiiiHe mianpueMcTBo «Yepkacbka oOjacHa IcuxiaTpuyHa JIKapHS
Uepkacbkoi 001macHOi paan», KOHCYJIBTaTUBHO-IIaTHOCTUYHHUMA MiAPO3JiT MO amMOyIaTOpHOMY
oOcityroByBaHHIO HaceneHHs Yepkacbkoi 00s1acTi B CKJIaAl MpuiiManbHOro BigAuleHHs, M. CMina,
Uepkacbka 0051aCTh

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa
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CymnyTHi MaTepianu/mpenaparu —
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyMyTHIX MaTepiaiiB

B.o. HauanbHuka PapMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jonmarox 4

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

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
18.12.2025 Ne 1910

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«baratoneHTpoBe, MoJBiMiHE CIiNe, paHI0Mi30BaHe, IIAIEe00-KOHTPOIbOBAHE JOCITIKCHHS B
napajebHUX TPyINax Ui MiATBEP/UKCHHsS KOHIENIil, 3 12-THKHEBUM JiKyBaHHSIM, 3 METOIO
BHBYCHHS epekTHBHOCTI Ta Oe3neuynocti mpenapary IDOR-1117-2520 y mopociaux malli€HTiB 3
XPOHIYHUM OJISIIIKOBHM IICOPia30M BiJl CEPEAHBOTO JIO BAXKKOIO CTYMEHS TSKKOCTI, 3
MICOPIaTUYHUM apTPUTOM a00 Oe3 HbOTO», Ko AociimkerHs ID-091A201, rmobanbha Bepcis 1 Bia
03 BepecHs 2025 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIJIOPATOPI MEJICIH», Ykpaina

CnoHncop, kpaiHa

Inopcist @apmactorikanc JIta, [lIseiinapis /Idorsia Pharmaceuticals Ltd, Switzerland

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

IDOR-1117-2520 (IDOR-1117-2520; antaronict CCR6; IDOR-1117-2520C (amumartoBa ciib
IDOR-1117-2520)); KHUIIKOBOPO3YMHHI TaOJETKH BKPUTI IUTIBKOBOIO 0005I0HKOW; 50 wMr
(minirpam); Idorsia Pharmaceuticals Ltd, Switzerland; Idorsia Pharmaceuticals Deutschland
GmbH, Germany;

[Mnane6o mo IDOR-1117-2520, KUIIKOBOPO3YMHHI TaOJIETKH BKPHUTI IIIBKOBOIO OOOJIOHKOIO;
Idorsia Pharmaceuticals Ltd, Switzerland; Idorsia Pharmaceuticals Deutschland GmbH, Germany

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) nikap Pyznenko L.b.
TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
ME/IICIH», Biaaia KIiHIYHUX AOCIPKeHb MeauuHoro neHTpy, M. Kuis

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

CynyTHI MaTepianu/npenapaTu
CYITyTHBOI Teparlii/fopuindHa abo
¢bi3udHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JIOCITIJKYBaHUX JIIKApPChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

B.o. HayaabHnKa PapManeBTHYHOIO YIIPABJIIHHA

Oaexkcanap I'PIHEHKO
(Bnacue im’st [TIPI3BUILE)

(migmc)



JlomaTok 5

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
18.12.2025 Ne 1910

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PannomizoBaHe, MojBiiHE ciine, Ianedo-KoHTposiboBaHe pochimkeHHs III ¢da3u Tepamii
6apinuTHHIOOM 3 MeTOr0 30epekeHHs (PyHKIIIT OeTa-KJIITHH Yy TauieHTiB BikoM Bif 1 poky 1o < 36
POKiB, IKUM BIiepie aiarHoctoBano Iykpouit miader 1 tunmy (BARICADE-PRESERVE)y, kxon
nocmipkenns [4V-MC-JAJK, Bepcis 3 monpaskoto (a) Big 20 cepmast 2025 poky

3asBHUK, KpaiHa

«Emi Jlinm Bocrok CAy, IlIBelinapis

CnoHncop, kpaiHa

Emi Jlinmi enn Kommnani, CIIA / Eli Lilly and Company, USA

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

bapinutuni6, bapunutuni6, Baricitinib (LY3009104; bapinutuni6, bapunutuni6, Baricitinib);
TabneTkn, BKPHUTI IUIIBKOBOIO oOosoHKOr, y mismi; 2 wr; Lilly del Caribe, Inc, USA;
Almac Clinical Services, USA; Catalent CTS, LLC, USA; Catalent Germany Schorndorf GmbH,
Germany; Catalent Pharma Solutions, LLC, USA; Catalent CTS, Edinburgh Limited, United
Kingdom; Catalent Shanghai Outside Free Trade Zone (OFTZ), China; Catalent (Shanghai)
Clinical Trial Supplies Co, Ltd, China; Eumedica, Belgium; Fisher Clinical Services, Inc., USA;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited,
United Kingdom; Sharp Clinical Services LLC, USA; Eli Lilly and Company, USA;
PPD Development, L.P., USA; Eli Lilly European Clinical Trial Services, Belgium;

[Tnane6o no bapinutuni6d, bapunutuni0, Baricitinib, TaGiaeTku, BKpUTI TTIBKOBOIO 000JIOHKOIO, Y
i Lilly del Caribe, Inc, USA; Almac Clinical Services, USA; Catalent CTS, LLC, USA;
Catalent Germany Schorndorf GmbH, Germany; Catalent Pharma Solutions, LLC, USA;
Catalent CTS, Edinburgh Limited, United Kingdom; Catalent Shanghai Outside Free Trade Zone
(OFTZ), China; Catalent (Shanghai) Clinical Trial Supplies Co, Ltd, China; Eumedica, Belgium;
Fisher Clinical Services, Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services UK Limited, United Kingdom; Sharp Clinical Services LLC, USA; Eli Lilly and
Company, USA; PPD Development, L.P., USA; Eli Lilly European Clinical Trial Services,
Belgium,;
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Bapiuutuni6, bapunutuni6, Baricitinib (LY3009104; bapiuntuni6, bapunuruni6, Baricitinib);
Tabmerku, BKPUTI IUTIBKOBOIO oOosioHKoro, y mamii; 4 wmr; Lilly del Caribe, Inc, USA;
Almac Clinical Services, USA; Catalent CTS, LLC, USA; Catalent Germany Schorndorf GmbH,
Germany; Catalent Pharma Solutions, LLC, USA; Catalent CTS, Edinburgh Limited, United
Kingdom; Catalent Shanghai Outside Free Trade Zone (OFTZ), China; Catalent (Shanghai)
Clinical Trial Supplies Co, Ltd, China; Eumedica, Belgium; Fisher Clinical Services, Inc., USA;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited,
United Kingdom; Sharp Clinical Services LLC, USA; Eli Lilly and Company, USA;
PPD Development, L.P., USA; Eli Lilly European Clinical Trial Services, Belgium;

[Tnane6o no bapinuTuni6d, bapunutuHio, Baricitinib, TabneTku, BKpHUTI TUTIBKOBOIO 000JIOHKOIO, Y
i Lilly del Caribe, Inc, USA; Almac Clinical Services, USA; Catalent CTS, LLC, USA;
Catalent Germany Schorndorf GmbH, Germany; Catalent Pharma Solutions, LLC, USA;
Catalent CTS, Edinburgh Limited, United Kingdom; Catalent Shanghai Outside Free Trade Zone
(OFTZ), China; Catalent (Shanghai) Clinical Trial Supplies Co, Ltd, China; Eumedica, Belgium;
Fisher Clinical Services, Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services UK Limited, United Kingdom; Sharp Clinical Services LLC, USA; Eli Lilly and
Company, USA; PPD Development, L.P., USA; Eli Lilly European Clinical Trial Services,
Belgium;

Bapinutuni6, bapunutuni6, Baricitinib (LY3009104; bapiuutuni6, bapunutuni6, Baricitinib);
[Tepopansha cycnensis y msmg; 200/100; 2 mr/mi; Catalent Pharma Solutions, LLC, USA;
Fisher Clinical Services, Inc., USA; Fisher Clinical Services UK Limited, United Kingdom;
Contract Pharmaceuticals Limited Canada, Canada; Contract Pharmaceuticals Limited Canada,
Canada;

[Inane6o no bapiuutunid, bapunutunid, Baricitinib, IlepopanbhHa cycneHsis y IUIAMILI;
Catalent Pharma Solutions, LLC, USA; Fisher Clinical Services, Inc., USA; Fisher Clinical
Services UK Limited, United Kingdom; Contract Pharmaceuticals Limited Canada, Canada;
Contract Pharmaceuticals Limited Canada, Canada
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BignoBinanpHuit (1) JOCITIIHUK (H)
Ta Micie (51) IpOBEICHHS
BUNIPOOYBaHHS B YKpaiHi

1) n.m.H., mpod. Bracenko M.B.

KomyHanbHe HEKOMEpIIHe  MiIIPUEMCTBO
SHJIOKPUHOJIOTIYHNI  1leHTp  BiHHMIBKOI  0OmacHOl
KOHCYJIbTaTUBHOI MOJIIKTiHIKH, M. BiHHUISA

2) n.m.H. 3iany O.B.

HepxaBHa yctaHoBa «IHCTHTYT eHAOKpHHOJIOTIi Ta oOMiHy pedoBuH iM. B.II. Komicapenka
HamionansHo1 akajgemii MeAMYHUX HayK YKpaiHW», BIJUII BIKOBOI €HIOKPHUHOJIOTIT Ta KIIIHIYHOT
dapmakororii, M. Kuis

3) A.Mm.H., npod. Xumwxkusk O.0.

ToBapucTBO 3 0OMEKEHOI BIANOBIIATBHICTIO «3akapnarcbka EHmokITiHIKa», METUIHUA [EHTP
«EHJIOKITIHIKY», M. YKropoJ

oOJracHUit KINHIYHAN
TEPaNeBTUYHUN  BiIII

«BiHHUIBEKUI
Pamny,

[Ipenaparu mopiBHSIHHS, BAPOOHUK
Ta KpaiHa

CynyTHi MaTepianu/mpenapaTu
CYITyTHBOI Teparlii/fopuandaa abo
¢i3udHa 0ocoba, sKa Ji€ 3a
JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP YU
3assBHUK Ha BBE3EHHS
JOCTIPKyBaHUX JIIKapChKUX 3ac001B
Ta CyMyTHIX MaTepiajiB

JlaboparopHi Habopu BupoOHunTBa pipmu Pharmaceutical Product Development, LLC (PPD) Ta
BUTpaTHI Matepianu 10 HuX; Cucrema ansi O€3MEPEepBHOIO MOHITOPUHTY PIBHS TIIIOKO3U
BupoOHMLTBA (hipMu Dexcom, Inc.; Cymka; Konreitnepu ans i 300py BUKOPUCTaHUX TOCTPUX
iHCcTpyMeHTiB; CHUpTOBI aHTHUCENTHWYHI cepBeTKH sl nae3indekuii; CrupToBi CHOHXKI s
cTepimizanii; Apmantep sl macTUKoBoi musmiky; [lmactukoBi mosyroui minetku; [Iposzopa
IJTIBKOBA TOB’sI3Ka, TIMOAJIEpreHHa, 0e3 J1aTeKCy, BOJIOHETPOHUKHA, cTepuiibHa; CKaHep MITpHUX-
koxiB 3 USB-kaGenewm; [lepeB’suuii opxinomerp; I'mokomerpu Accu-Chek; Tect-cmyxku Accu-
Chek; Jlanuietn Accu-Chek; Po3unn Accu-Chek; [Tosepbank 4000 MA ‘Tox 3 po3’emom tumy C;
M'ska irpamka Anbnaka; Proksak; ®dmicoBa koBapa; Jutsaumit mimam-nenepunka; [Dismka 3
Kpuuikoro; J{uraua pozmanboBka; Halip K0JIbOpOBUX OMIBIIB.

Komnanis, sika Jii€ 3a TOBIpEHICTIO, Ky Ha/laB CIIOHCOP Y 3asBHUK HA BBE3EHHS JOCIIIKYBaHUX
JiKapchKUX 3aco0iB Ta cynyTHiX MaTtepianiB: TOB «IMII Jlorictuka Ykpaina»

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomarok 6

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
18.12.2025 Ne 1910

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Binkpure pocaimkerss | ¢a3u 11 oiHku O€3MeYHOCTI, TEPEHOCUMOCTI, (hapMaKOKIHETUKH Ta
(dapmakoIMHAMIKH TIpermapaTy CypoBaTamir MIiCisl BBEJACHHS OJHOPA30BOi 3pOCTAIOUOi 103U Ta
MOCTYMOBOTO 30UIBIICHHS 103U, TPU3HAYEHOT JTOPOCIUM yYaCHUKAM 3 PEBMATOITHUM apTPUTOM
a00 CHCTEMHUM 4YEpBOHUM BOBYaKOM», Kon pnociimkenHs D740AC00001, Bepcis 1.0 Bixg
04 yepBHs 2025 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

CnoHcop, kpaiHa

«Actpa3eneka Aby» [AstraZeneca AB], IlIBemis

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

cypoBatamir (AZD0486; imynornooynin G4-kamra, Oicienugpidyae MOHOKIOHATIBHE aHTUTLIIO 10
CD3 Ta CDI19); miodinizar pist po3unHy uig iH'ekmiit (1 mr/¢uakon); 2 mr/mu; AstraZeneca
Nijmegen B.V., Hinepnanau; KBI Biopharma Inc., CIIA; SGS INSTITUT FRESENIUS GmbH,
Himeuunna; AstraZeneca UK Limited, BenukoOpuranis; AstraZeneca AB, Ilsemis;
Almac Clinical Services Limited, BemukoOpuranis; Almac Clinical Services LLC, CIIIA;
Almac Clinical Services LLC, CIIIA; Fisher Clinical Services UK Ltd, Benukoopuranis; Fisher
Clinical Services Inc., CIIIA; Fisher Clinical Services Inc, CIIIA; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services PTE Ltd, Cinramyp; Fisher Clinical Services GmbH,
[Beitnapis; Thermo Electron Limited, Thermo Fisher Scientific, Fisher Bioservices Division,
BenukobOpurtanis; Fisher Clinical Services GmbH, Himeuunna,

cypoBaramir (AZD0486; imynorno0ynin G4-kamnmna, OicrieniuiyHe MOHOKJIOHAJIbHE aHTUTLIIO J10
CD3 ta CD19); mio¢inizatr g po3uuHy s iH'ekuii (7.5 mr/¢aakon); 10 mr/mi; AstraZeneca
Nijmegen B.V., Hinepnaunu; KBI Biopharma Inc., CIIIA; SGS INSTITUT FRESENIUS GmbH,
Himeuyunna; AstraZeneca UK Limited, BenukoOputanisi; AstraZeneca AB, IlIBemis;
Almac Clinical Services Limited, Bemuko6puranis; Almac Clinical Services LLC, CIIA;
Almac Clinical Services LLC, CIIIA; Fisher Clinical Services UK Ltd, Benukoopuranis; Fisher
Clinical Services Inc., CIIIA; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services
PTE Ltd, Cinramyp; Fisher Clinical Services GmbH, IlIseitmapisi; Thermo Electron Limited,
Thermo Fisher Scientific, Fisher Bioservices Division, BenmukoOputanisi; Fisher Clinical Services
GmbH, Himeuunna; Fisher Clinical Services Inc, CIITA
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BignoBinanpHuit (1) JOCITIIHUK (H)
Ta Micie (51) IpOBEICHHS
BUNIPOOYBaHHS B YKpaiHi

1) nikap Kypunpunk 1.B.

ToBapucTBO 3 O0OMEXEHOI BigmoBiHaNbHICTIO «Menuunuii 1eHTp «KoHcumiym Menikam,
MEIMYHUN TIEHTP, KIIHIKO-KOHCYJIbTaTUBHE BiJIUIeHHS, M. KuiB

2) n.m.H., npod. Cwmisa C.1.

KomynaneHe HekoMmepiiiiiHe mianmpueMcTBo «TepHominbchbka oONacHa KIIHIYHA JTKApHSDY
TepHominbebkoi 00IacCHOT paau, PeBMATOJIOTIUHE BiIUICHHS, TepHOMIIBCHKUN HAI[lOHATBLHUN
MenuuHui yHiBepcuteT imeHi [.51. ['opbadeBchkoro MiHicTepcTBa OXOpOHHU 370pOB'ss YKpaiHH,
kadenpa BHyTpimHKOI Menuiuan Ne 2, M. Teprominb

3) a.M.H., pod. CranicnaBuyk M.A.

KomynanbHe HekomepiiiiHe mignmpueMcTtBo «BinHumbpka oOmacHa  KJIiHIYHA — JTIKapHS
imeni MLI. ITuporoBa» BinHuibkoi 00siacHOi paau, Bucokocmnenianizopanuii kimiHiuHMA LleHTp
peBMaToJIorii, ocTeonmopo3y Ta OioJoriyHoi Teparii, BIHHHIBKWI HAMIOHATBHUA METUIHUN
yHiBepcuteT iMmeHi M.I. Tluporosa, kadeapa BHYTpintHb0i Meauiau Ne 1, M. Binauis

[Ipenaparu mopiBHSIHHS, BAPOOHUK
Ta KpaiHa

CynyTHi MaTepianu/mpenapaTu
CYITyTHBOI Teparlii/fopuandna abo
¢biznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y1
3asBHUK Ha BBE3CHHS
JOCTIPKyBaHUX JIIKAPChKUX 3aC001B
Ta CYMyTHIX MaTepiajiB

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlonaTok 7

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
18.12.2025 Ne 1910

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PannomizoBane, MmojBiiiHe ciine, IUIale00-KOHTPOIbOBAHE AOCTIIKEHHS (a3zu 1 3a ydacTio
3I0POBUX YYaCHHKIB 13 TOJAIBIINM pPaHIOMI30BaHHM, IMOABIMHUM cIinuM, TUIanedo-
KOHTPOJIbOBAHUM JIOCIIDKEHHAM (a3u 2 cepel] yYaCHHKIB 13 aKTUBHUM BHPA3KOBUM KOJIITOM BiJ
MIOMIPHOTO JI0 TSDKKOTO CTYMEHs», Koj gociipkeHHs XmAb942-01 (G942-101), Bepcis 5.0 Bix
11 cepniast 2025 p.

3asiBHUK, KpaiHa

TOB «biomamacy, Ykpaina

CnoHcop, kpaiHa

«Kcenkop, Iak.»/ Xencor, Inc., CIITA

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

XmAb®942 (XmAb®942); po3unH Ajsl BHYTPIIIHBOBEHHOTO BBeIeHHS; 320 Mr / 2 Mi1 y ¢urakoHi
(160 mr/mi); WuXi Biologics (Suzhou) Co.,Ltd., Kuraii; WuXi Biologics (Shanghai) Co., Ltd.,
Kuraii; PCI Pharma Services (Millmount Healthcare Limited), Ipmanmis;

[Tnae6o 1o XmAb®942, po3uun 11 BHYTpilIHbOBeHHOTO BBeAeHH; WuXi Biologics (Suzhou)
Co.,Ltd., Kuraii; WuXi Biologics (Shanghai) Co., Ltd., Kuraii; PCI Pharma Services (Millmount
Healthcare Limited), Ipnanmis;

XmAb®942 (XmAb®942); po3unH g OigmIKipHOro BBeAeHHs; 320 mr / 2 mu y ¢uaHOHI
(160 mr/mi); WuXi Biologics (Suzhou) Co.,Ltd., Kurait; WuXi Biologics (Shanghai) Co., Ltd.,
Kuraii; PCI Pharma Services (Millmount Healthcare Limited), Ipnanais

Bianosinanbawmii (1) AocaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H., npod. Bnosuuenko B.1.

Binokpemnennit nigposain «Jlikapas Cesroro [lanteneliMona» KoMyHabHOTO HEKOMEPLIIHHOTO
nianpueMcTBa «JIbBIBCbKE TepuTOpiasibHe MeauuHe 00’enHaHHs «bararonpodinpHa KiiHIYHA
JIKAapHS IHTEHCUBHUX METOIB JIKyBaHHS Ta IIBUIKOI MeAM4YHOI foromoru», Llentp Teparii,
Jlep>xaBHE HeKOMepIliiiHe MiaAnpueMcTBO «JIbBIBCHKMI HAllIOHAJBHUNA MEIUYHUI YHIBEPCUTET
imeni [lanmna Tamuiekoro», kadenpa tepamii Nel, MeaudHOi AIarHOCTUKU Ta TeMaTOJIOTI 1
TpaHcdy3ioorii GpakynbTeTy HicIsIUIIIOMHOI OCBITH, M. JIbBIB
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2) n.m.H. 'onoBuenko O.1.

ToBapucTBO 3 0OME)keHOI0 BimmoBinaidbHiCTIO «Menuunuii Llentp Xenc Kminik», Menuunuit
KIIHIYHUA JAOCTITHULBKAA TIEHTP, BIUIUI TaCTPOCHTEPOJIOTii, remaToiorii Ta eHIOKPUHOJIOTI,
M. Binaung

3) a.Mm.H., mpod. 3axapam FO.M.

TOBAPUCTBO 3 OBMEXEHOI BIAITOBIJAJIBHICTIO «APEHCIS EKCITJIOPATOPI
MEICIH», Bigain KIIHIYHAX JOCTIKEeH, MeaudaHoro neHTpy, M. Kuis

4) nikap 36opiBchkuii S1.M.

Komynanene nHekomepiiiiiHe mignpueMctBo JIbBiBChKOi oOmacHoi paau «JIbBiBcbka obOnacHa
KIIiHIYHA JIIKapHs», Xipypriune Biaginenus Nel, m. JIbBiB

5) nikap IBanimun O.b.

«YHIBepCcUTETChKA JTiKapHI» (QuTis Aep>KaBHOTO HEKOMEPIMHOTO mignmprueMcTBa JIbBIBCHKOTO
HaI[lOHAJILHOTO MEJMYHOTO YHiBepcuTeTy iMeHi [lanmna ["anuibkoro, TepaneBTHYHE BiJA1ICHHS,
M. JIbBiB

6) nikap Caginpka JI.M.

ToBapuctBo 3 0OMexeHOW BignoBimambHICTIO «Memioop Ilmrocy, BiIIUICHHS cTalioHApy
MeauuHoro neHTpy, M. XKuromup

7) nikap Cxubamno C.A.

ToBapucTBO 3 0OMEKEHOIO BIAMOBIIATBHICTIO « MiXKHAPOAHUN 1THCTUTYT KIIHIYHUX TOCIIHKEHDY,
BIIJIJT TAaCTPOCHTEPOJIOTIT Ta TEemarosiorii CTAIlOHAPHOTO BiIUIEHHS MeEIUYHOro WEHTPY
«OK!Kninik+», M. Kuis

8) 1.M.H., ipod. CranicnaBuyk M.A.

KomyHanbHe HekomepliiiHe mignpueMcTBo «BiHHuIbKa oOnacHa  KJIIHIYHA  JIIKapHS
iMm. M.I. TluporoBa Binuumpkoi oOmacHoi pamm», OOmacHUl cHeIiaTi30BaHUNA KITHIYHUI
racTpOCHTEPOJIOriyHUM  1eHTp, BiHHMIBKHMH  HalllOHAIBHUN  MEIWYHUH  YHIBEpCHTET
iM. MLL. TIuporosa, kapeapa BHyTpilIHb0i MeAUIIMHU Nel, M. Binaus

9) k.M.H. [lerpuna B.O.
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KomynanbHe HekoMmepuiiiHe minnmpueMcTBo «OOnacHa KiiHIYHA JikapHS [BaHO-DPpaHKIBCHKOI
00J1acHOT pasiny», raCTPOCHTEPOJIOTIYHE BiIUICHHS, M. [BaHO-DpaHKiBChK

10) n.m 1., pod. Yomeii [.B.

KomyHanpHe HEKOMEDIIIHE MiAMPUEMCTBO «YIKIOpoAChKa Michbka OararompodinbHa KIIiHIYHA
JTiKapHs» YKropoJAChbKOi MICBKOI pajau, COMAaTUYHE BIIJIJICHHS 3 HEBPOJIOTIYHUMH JIIKKAMH,
Jlep>kaBHUH BUIIMK HAaBYATBHUN 3aKJIaJ « Y KTOPOACHKHI HAIllOHAIBHUI yHIBEpCUTET», Kadeapa
Tepamii Ta CIMEHMHOI MEIWUIIMHHW I1HCTUTYTY MICISIUIIIOMHOI OCBITH Ta JIOYHIBEPCHUTETCHKOI
MIJITOTOBKH, M. Y KTOpOJI

11) mikap Ulynera [.®.

Komynanbsae nignpuemctBo «BonnHchka obacHa KiliHIYHA JIiKapHs» BonmrHcepkoi o0macHoT paau,
Xipypriyde BiJjUIeHHS a0JOMIHANIbHOI, EHJOKPUHHOI MAaTONOrii Ta KOJOMPOKTOJOTI],
M. JIynpk

[TpemapaTu MOpiBHSHHS, BHPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamii/topuandaa abo
¢d13uyHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJaB CIIOHCOP YU
3assBHHUK Ha BBE3CHHS
JIOCIIJKYBaHUX JIIKApChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

- Obnamnanns CIMS, HeoOXimHe A €HAOCKOMIYHOI Bizyalisallii: HOYTOYK Ta akcecyapw,
aJianTepu KUBJICHHS, B1IEOKapTH, Kabei, 30BHIMIHI )KOpcTKi Aucku, USB-HakonuuyBayi, 3aXUCcH1
MITKH, IHCTPYKIIi 3 eKCIUTyaTalii;

- Labcorp Lab naboparopHi Habopu — KOHTeHHepu 1 300py 3pa3KiB KPOBi Ta Kaily, 00J1aHaHHS
JUTsL BEHOITYHKIIIT; XOJOAMIBHHUK Ta XOJIOJIOBI ITaKeTH;

- @aiinu 10CHIAHUIBKOTO LEHTPY Ta GapManeBTUYHI (ailii — JTOKYMEHTH B MarKax;

- Mopo3zunpHa xkamepa -80 °C;

- XononunbHuk IMP 3 111101060BUM MOHITOPHHIOM TEMIIEPAaTypH Ta CUTHAIII3ALIEIO;

- XonmoaunbHa nieHTpudyra;

- PeectpaTop Temneparypu 3 CUTHaNI3ALI€lO;

- Pigkuii a3oT;

- Hnst migroroBku iHGy3ii: 0,9 % NaCl, 6e3 [IBX ta JIET'®;

- Jnst migroroBku 1HQY3ii: mmpur 20 m;

- s miaroroBku iHQYy3ii: ronka 3 Hepkasitoyoi crani 18G 1-1/2";

- Jnst mingroroBku 1H(y3ii: rojgka 3 Hepkasitouoi ctani 18G 1-1/2";

- Jlns miaroroBku iHQy3ii: Mimok ams 3mimyBanHs PAB 150 mu, 6e3 [IBX/JIET'®;
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- JIns BHYTpIIIHLOBEHHOTO BBEJIeHHS: 1H(Y31liHa momia Infusomat Space P;

- s BHyTpimiHROBEHHOTO BBeACHH:: QinbTp Sterifix 0,2 mxm PES;

- JIns BHYTpIlIHLOBEHHOTO BBeIeHHS: JIiHis Infusomat Space, 6e3 [1BX;

- st BHYTpIIIHBOBEHHOTO BBeIeHHs: KareTep 22G /yisi BHYTPIIIHHOBEHHOT'O BBEICHHS;

- J11st BHYTPIIIHOBEHHOTO BBEJICHHS: YOXJIU IS MIIIKIB JUISI BHY TPIIIHHOBEHHOT'O BBEJICHHS;

- JIns miamKipHOTO BBEICHHS: TOJIITPOITIICHOBHIA IITIPHIT 3 MJT;

- Jlnst mimkipHOTO BBeeHHS: Toka 27G Y4” 3 HepKaBito4uol cTaii;

- Jlns mimmkipHoro BBeneHHs: royika 18G 1-1/2” 3 HepxkaBirO4oi cTai.

Kommnanis, sika Ji€ 3a TOBIpEHICTIO, SIKY Ha/laB CIIOHCOP YW 3asBHUK HA BBE3EHHS JIOCIIIKYBaHUX
JiKapchKuXx 3aco0iB Ta cynyTHix MaTepiaiiB: TOB «Arentis «C.M.O.-Ykpaina»

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHSA Ouexkcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIILE)



Jomarok 8

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
18.12.2025 Ne 1910

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Binkpute, 6baraToneHTpoBe AOCHIHKEHHS (a3u | 3 eckanaii€ero 1031, U0 TPOBOIUTHCS 3 METOO
OLIIHKA 0e3MeYHOCTi, MEePEeHOCHMOCTi, (hapMaKOKIHETHUKH, (apMaKOJUHAMIKH 1 IMOMEpPEIHbOI
OIIHKH €(PEKTUBHOCTI JOCTIKyBaHOro npernapaty EXS73565 B y4acHHKIB 3 peluIuBYIOUNMHU a00

pebpakTepHUMUA  B-KITITHHHAMH ~ 3JIOSIKICHUMH ~ HOBOYTBOPCHHSIMHY», KOJl  JIOCIIIJKCHHSI
EXS73565-001, Bepcist 2.0 Bix 08 ceprus 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHncop, kpaiHa

«Ekccaiienma Ei-A# Jitny, [otnanais (Crnomyuene KopomiBcTBO) (modipHsS KOMIaHisA, IO
3HAaXOAMTHCS y MOBHIH BiaacHocTi KommaHii «Pikepmen @apmaceroTikans, [Hk.») / Exscientia Al
Ltd, Scotland (United Kingdom) (a wholly owned subsidiary of Recursion Pharmaceuticals, Inc.)

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

EXS73565 (REC-3565) (EXS73565; (C220811007FP; EXS0073565; EOAI10037307;
EXS73565); Tabnerku (30 tabmerok Ha miusamky); 25 mr; Ardena Pamplona S.L., Spain;
NETPHARMALAB CONSULTING SERVICES, Spain; Ardena Oss B.V., Netherlands;
EXS73565 (REC-3565) (EXS73565; (C220811007FP; EXS0073565; EOAI10037307;
EXS73565); Ta6nerku (30 tabmerox Ha tuisimky); 100 mr; Ardena Pamplona S.L., Spain;
NETPHARMALAB CONSULTING SERVICES, Spain; Ardena Oss B.V., Netherlands

Bianosinanbauii (1) 1ocaigHUK (1)
Ta MicIie (s1) TpOBEACHHS
BUIIpoOyBaHHs B YKpaiHi

1) k.m.H. Kapnabezna O.A.
TOBAPUCTBO 3 OBMEXEHOIO BIJIITIOBIJAJIBHICTHO «APEHCISI EKCIIJIOPATOPI
MEICIH», BiaaiI KIIHIYHUX JOCTKeHbh MeandHoro nenTpy, M. Kuis

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa
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CymnyTHi MaTepianu/mpenaparu
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyMyTHIX MaTepiaiiB

EKT-o6nannannas: Anapar s 3anucy EKD B crani cmokoro «MAC 2000» 6e3 momemy i
aKcecyapu, B TOMYy YHCJI IIHYP >KUBJICHHS, KaOelb TaIllieHTa, TeJieOHHUM MIHYpP, MEPEKEBHUI
kabenp Ethernet, xom HTS: 90181100, xpaina moxomxkenHus: Iunis, BupoOHUK: Wipro GE
Healthcare Private Ltd., 4, Kadugodi Industrial Area, Bangalore, INDIA 560067. T.; Ilanip mus
3anucy EKI' mna amapary «MAC 2000», kog HTS: 48025620, kpaina moxomxenus: CIIA,
BupobHuk: Graphic Controls, 400 Exchange Street, Buffalo, NY 14204, USA; 3uuryBau Quemi-
kapt, kog HTS: 85235110, kpaina nmoxomxenns: CIIA, supobnuk: Delkin Devices, Ltd, 13550
Kirkham Way, Poway, CA 92064-7117 USA; Kaprka mam'sti SDHC Ha 16 T'0 (moposxHs), KO
HTS: 85235110, xpaina noxomxenns: Manaiizis, Bupoonuk: Western Digital Technologies, Inc.,
951 SanDisk Dr., Milpitas, CA 95035, USA; EnekTpo/1 3 KOHTAaKTHOIO TUTACTUHKOIO JIJIST TOPOCIUX
(ELT-RTABA-500), xon HTS: 90181100, kpaina nmoxomxkenHs: ABCTpis, Bupoonuk: Leonhard
Lang GmbH, Archenweg 56, 6020 Innsbruck, Austria

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Oaexcanap 'PINEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jomatok 9

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
18.12.2025 Ne 1910

Inentudikaris cyrreBoi nmonpaBku | bpomrypa mochmignuka ICP-248, Bepcis 4.0 Bim 27 xoBTHa 2025 poKy, aHIIHCHKOIO MOBOIO;
Jlocke mocimimpKkyBaHoro Jikapcekoro 3aco0y ICP-248, Bepcis 2.0 Bim »xoBTHs 2025 poky,
AHTIIIChKOI0 MOBOIO; [10OBKEHHS TEpMiHY NMPUAATHOCTI JOCIHIKYBAHOTO JIIKAPCHKOTO 3acO0y
ICP-248, tabnetku 5 Mr Ta 25 Mr 10 36 MicsIiB; 3MiHa Ha3BHU MICIIS TIPOBEICHHS BUIIPOOYBaHHS:
bYJIO CTAJIO

3aB. Bia. Ycenko ['.B. 3aB. Big. Ycenko I'.B.

KomyHaiibHe HekoMmepiiiiiHe mignpueMcTBo | KoMmyHalibHE HEKOMEpIIHE —MiJIPUEMCTBO
«Micwpka kiiHiuHa Jikapas Nedy» JIHinmpoBceKkoi | «Micbka kiniHiuHA JikapH Nedy JIHITPOBCHKOT
MICBKOT pajy, TEeMarToJIoTiuyHe BIIIIJICHHS, | MICBKOI pajay, TeMaToJIOridyHe BiUIUICHHS 3
M. [lHimpo OIOKOM  TpaHCIUTAHTAlii  TEeMOMOETHUYHHX
CTOBOYPOBHUX KJIITHH, M. J[HIpo

Howmep Ta nara nakazy MO3 nipo Ne 1553 Bix 06.09.2024
MPOBEJICHHS KIIHIYHOTO

BUIIPOOYBaHHS

Hasga kniniyHoro BunpoOyBanHs, | «locnimkenHs ¢a3u I ans oniHky 6€3MeYHOCTI, TEPEHOCUMOCTI, (PapMaKOKIHETHKH Ta MONEPEaHbOT

KOJ, BepcCis Ta faTa epextuBHOCTI mpenapaty I[CP-248 vy mamieHTiB 31 3pUIMMH  B-KIITUHHUMH  370SIKICHUMH
HoBOYyTBOpeHHsIMI», ICP-CL-01202, Bepcis 2.0 Big 16 munus 2024 poky

3asiBHUK, KpaiHa IignpuemcTso 3 100% inoszemuoro inBectumicio «AVMK’FOBIA PJIC Vkpaina»

CnoHcop, KpaiHa InnoCare Pharma Inc., USA

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)




Jomatok 10

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
18.12.2025 Ne 1910

Inentudikariist CyTTEBOI MOMPaBKU

301bIIEHHS TEPMIHY IPUAATHOCTI TOCIIIKYBAHOTO JIIKapChKoro 3aco0y L{ukimocuikar MupKOHII0
Hatpiro 0.125 r/rpam(a), MOPOIIOK TSI IEPOPATBHOT CYCIIEH311 B Karcylax, [0 PO3KPUBAIOTHCS Bif
36 no 48 micsuiB Ta [uknocwminikat nupkoHiro Hatpiro 0.25 r/rpam(a), MOPOIIOK Il TEPOPATBHOT
CyCIleH3il B KallcyJiax, IO PO3KpuBarOThCs Big 48 mo 60 wmicsaniB;, OHoieHi Po3maimm mocke
JOCTIKYBAHOTO JTiKapchkoro 3aco0y L{ukimocuiikat HUPKOHII0 HATPIIO, MOPOIIOK /TS TePOpaIbHOT
cycriensii: Introduction Bepcis 1.0 Bixm 09 xoBTHs 2025 p.; P.8.1A Stability Summary for drug
product Bepcist 6.0 Bix 14 sxoBTHs 2025 p.; P.8.1.B Stabiliti conclusion for drug product Bepcis 6.0
Bix 16 xoBTHs 2025 p.; P.8.3.B Stabiliti data for drug product Bepcist 6.0 Big 16 >xoTHS 2025 p.
AHIITIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1804 Big 15.08.2019

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta faTa

«Bigkpute nocmimKeHHs Uis  OIiHKKA Oesme4yHocTi Ta edektuBHocti HIH y mitedr 3
rinepkaniemietoy, D9481C00001, Bepcis 8.0 Bix 14 nucronaga 2023 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

CnoHcop, kpaiHa

Actpa3eneka Ab, [lIBeris

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
18.12.2025 Ne 1910

Inentudikariist CyTTEBOI MOMPaBKU

Onorneni poszau S.2.2 “Onuc BUpPOOHUYOTO mpolecy Ta Horo koHTpomo» (S.2.2 - RIM-
REGQUAL-103350 v3.0), S.2.4 «KoHTpoib KpUTHYHUX CTamiii 1 MPOMDKHOI MPOMYKLIi»
(S.2.4 - RIM-REGQUAL-105292 v2.0), S.4.1 «Cnemudikamis» (S.4.1 - RIM-REGQUAL-096538
v2.0), S.4.2 «Ananitnani merogukm» (S.4.2 - RIM-REGQUAL-097352 v4.0), S.4.3 «Baminartis
aHanmitnyHux Meroauk» (S.4.3 - RIM-REGQUAL-098154 v2.0), S.4.4 «Amnanizu cepiii»
(S.4.4 - RIM-REGQUAL-099213 v3.0), S.4.5 «O0rpyntyBanns cremudikamii» (S.4.5 - RIM-
REGQUAL-100035 v2.0), P.8.1 «Pestome momo crabimpHOcTi Ta BucHOBKW» (P.8.1 - RIM-
REGQUAL-091745 v3.0), P.8.3 «/lani npo crabinsHicTsY (P.8.3 - RIM-REGQUAL-093885 v3.0)
JIOChE JTOCITIDKYBAHOTO JIiKapchKkoro 3aco0y KpoBanimad

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2147 Bix 04.10.2021

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBaHe, BiIKpUTE, KOHTPOJIbOBAHE aKTUBHUM IpenapaToM, 6araToleHTPOBE TOCIIKEHHS
¢azu Il nns oniHku eeKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBAaHHS KpoBaliMaly B HOPIBHSHHI 3
eKyJ1i3yMa0oM Y Malli€HTiB 13 MapoKCU3MaIbHOIO HivHOI Temornobinypieto (ITHT), sxi panimie He
OTPUMYBAJIU JIIKYBaHHsI 1Hri01TOpamu KomiemMeHTy», BO42162, Bepcis 8 Big 28 Oepesns 2025 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MekeHO010 BiANOBIAANBHICTIO «Pou Ykpaina»

CnoHcop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIeituapis

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 12

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
18.12.2025 Ne 1910

Inentudikariist CyTTEBOI MOMPaBKU

3pa3ok MapKyBaHHs Jikapcbkoro 3aco0y Kapoorutatun 10 mr/mi, 60 M1, KOHIICHTPAT JUIsl PO3YUHY
s iHQy3iid, 1 ¢umakon, Outer Package Bim 16 BepecHs 2025 p., aHIITIMCBKOI0 Ta YKpaiHCHKOIO
MOBaMH, 3pa30K MapKyBaHH Jikapchkoro 3aco0y Kapoormatun 10 mr/mn, 60 mMi1, KOHIIEHTpAT AJIs
po3uuny ais indy3ii, Immediate Container, Big 16 BepecHs 2025 p., aHTIIHCHKOIO Ta YKPaTHCHKOIO
MOBaMH; 3almydyeHHs JOJaTKOBUX Jikapchkux 3aco0iB: KapOomiatun «EBEBEy, konuenTpar ans
po3uunHy mns ingysid, 10 mr/mu, mo 45 mu (450 mr) y ¢umakoni, mo 1 ¢makony y KopoOii;
INEMETPEKCE-BICTA COJIKOT, xoHueHTpaT uisi NPUTOTYBaHHA pPO3YUHY g 1HQY3IH,
25 wmr/ma, mo 40 min (1000 wmr) y duakoni, mo 1 ¢rakoHy y KapTOHHIH KopoOIi;
EpbGitykc (ERBITUX), 5 mr/mmn, 20ma, po3uun i iHQy3ii y dhraakoHax; 3amydeHHsS T0JaTKOBUX
BUPOOHHMKIB Jikapchkux 3aco0iB: Kapboratnn «EBEBE» - ®dapeBa Yurtepax I'mOX, ABcrpis,
(Fareva Unterach GmbH), Monnazeemrpacce 11, 4866 VYutepax am Artrepsee, ABCTpis
(Mondseestrasse 11, 4866 Unterach am Attersee, Austria); [IEMETPEKCE/I-BICTA COJIIOT -
Cinron Xicnanis, C.JL., Icnanis, Byn. K/Kacrenno, Nel, Cant boi ne JIno6perar, bapcenona, 08830,
Icnanisa (Synthon Hispania, S.L., C/Castello, n°1, Sant Boi de Llobregat, Barcelona, 08830, Spain);
EpbGityke (ERBITUX) - Merck Healthcare KGaA, Himeuunna, Frankfurter Strasse 250, Darmstadt,
64293, Germany; MK-3475 (ITem6pomnizymad, Pembrolizumab) - MSD International GmbH, Ireland,
Dublin Road, Carlow, R93 KF 74, Ireland; BxkintoueHHs 101aTKOBUX MiCIlb TPOBEIEHHS KIIHIYHOTO
BUNIPOOYBaHHS:

Ne I1.1.B. BiAIOBIZAILHOTO JOCHITHUKA
n/n HazBa Miclig mpoBeieHHs KJIIHIYHOTO BUIPOOYBAaHHS

1. | n-p. dbimoc. Tapacenko T.€.
ToapuctBo 3 obOmexenor BignoBigambHicTIO «BIDKH ITAPTHEP», Bigminenas
ximiorepanii, M. Kui
2. | mikap Birypo M.C.
ToBapuctBo 3 oOMexeHOI BiAmoBimanmpHICTIO «Mpis Men-CepBicy», BIIIT KIIHIYHUX
nociikeHb, M. Kpusnii Pir




2 MPOJOBKEHHS 1oJaTKa 12

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1659 Big 03.11.2025

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«KEYMAKER-UO1 mignocnimkenns 01J: PangomizoBane mapacosibkoBe gociimxeHus I gasu 3
MOYEPTOBUMH TPYINaMH JTOCTIKYBaHUX IpenapariB, A MepIIol JiiHii JIKyBaHHS yYaCHHKIB i3
PO3IOBCIODKEHHM a00 METAaCTaTUYHUM HEIUIOCKOKJIITHHHUM HEAPIOHOKIITUHHUM PaKkoM JIETCHIB
(HAKPJI) 3 myTanismu KRAS G12C», MK-3475-01J, Bepcis 00 Bix 12 cepnnst 2025 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIIHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)




Jomatox 13

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

3aTBEPIKECHHSI CYTTEBUX IIOIPABOK
18.12.2025 Ne 1910

Inentudikariist CyTTeBOI MOMPaBKU

bpomypa nocmigauka MK-3475 (Pembrolizumab), Bumanus 26 Bim 28 >xoBTHS 2025 poky,
aHTIHChKOI0 MOBOIO; bporrypa nociigauka MK-1022 (Patritumab deruxtecan), Bumanns 13.0 Bix
19 Bepecus 2025 poky, aHrmiicekoro MoBow; bpomypa mocmimamka MK-2400 (Ifinatamab
deruxtecan), Bunanus 7.0 Big 16 xoBTHS 2025 pOKy, aHTIHCHKOI0 MOBOI0O; 3ay4eHHS JOAATKOBUX
JIIKapChKUX 3ac001B, 10 BUKOPUCTOBYIOTHCS SK Ipernapaty nopiBHsHHA: Kapoomnatuan «EBEBEy,
KOHIIGHTPAT JUIst po3uuHy s iH}y3id, 10 mr/mi, mo 45 mi (450 mr) y ¢uakoni, o 1 puakony y
kopoOuii; Kapbornarun Bendalis, koHuentpar ans pozuuny s iHdy3id, 10 mr/miu, mo 60 mia
(600 mr) y ¢makoni, mo 1 ¢makony y KopoOui; 3amydeHHs BUPOOHHKIB JIKapChKUX 3ac00iB, 110
BUKOPHUCTOBYIOTHCS SIK JOCIIIKYBaH1 JIIKapChKi 3aco0u Ta mpemnapatu nopiBHsHHs: KapOomnaTun
«EBEBE» - ®apeBa Yurepax I'm6X (Fareva Unterach GmbH), Monazeemrpacce 11, 4866 YuTepax
am Attepsee, ABctpisa (Mondseestrasse 11, 4866 Unterach am Attersee, Austria); Kap6omnatun
Bendalis - Bendalis GmbH, Germany, Keltenring 17, Oberhaching, Bavaria, 82041, Germany;
MK-3475 (Ilem6pomnizymad, Pembrolizumab) - MSD International GmbH, Ireland, Dublin Road,
Carlow, R93 KF74, Ireland; MK-2400 (Ibinatamab nepykcrekan, Ifinatamab deruxtecan) - Daiichi
Sankyo Propharma Co., Ltd., Hiratsuka, Japan, 1-12-1, Shinomiya, Hiratsuka, Kanagawa, 254-0014,
Japan

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1832 Bix 02.12.2025

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«KEYMAKER-UO1, OcHoBHe nocnixeHHs: napacoyibkose nociipkeHns I/11 ¢pa3 3 moueprosumu
rpynaMu JOCiI)KyBaHUX MIpenapariB, NeMOpoIi3yMadoM Ta XiMioTeparli€lo, sk MOHOTeparis abo y
CKJIa/l KOMOIHAIIil mpenapariB, B YYaCHHUKIB 3 HeApiOHOKMITHUHHUM pakoM JjereHiB (HAKPJI)»;
«KEYMAKER-UO1, nignocnimxennast 01A: mapaconskoBe gociimkenns I/II ¢a3 3 mouepropumu
rpynamu JOCIIKyBaHUX Mpenaparis, 3 meMoposizymaboM y KkomOiHalii 3 ximioTepamnieto abo 6e3
Hel, y paHille HelIKOBaHUX YYaCHMKIB 3 HepiOHOKIITHHHUM pakoM jereHiB (HAKPJII) IV cranii»,
MK-3475-U01, 3 iakoprnopoBaHoto nonpaskoro 15 Big 19 cepmus 2025 poky; MK-3475-01A, 3
iHKOpnopoBaHoto nonpaskoro 11 Bix 23 BepecHs 2025 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHoto BianosiganpHicTIO «MCJ Ykpainay

CnoHcop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC), USA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Oaexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 14

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
18.12.2025 Ne 1910

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke nmocmimkyBaHoro Jikapcbkoro 3aco0y ARGX-113/rHuPH20, po3uun st iH’€KIiH,
MmomepeHh0 HamoBHeHWH mmpui i3 5 mu (200 mr/mom), Bepcis 2.0 Bim 25 mumas 2025 p.,
aHIIIMCHKOI0 MOBOIO; 3ally4eHHs JOJATKOBUX BUPOOHUYMX IIISTHOK BIJIOBIJAILHUX 33 BUITYCK Ta
BUIIPOOYBaHHS CTaOUTBHOCTI JJIsl JOCHIKYBaHOTO Jikapchkoro 3aco0y ARGX-113/rHuPH20,
PO3YMH IS 1H’ €KIIil, monepeaHb0 HanoBHeHU# mmpul 13 5 mi (200 mr/mi): Eurofins Biolab S.r.l.
(Via Bruno Buozzi 2, Vimodrone, 20055, Italy) ta Eurofins BioPharma Product Testing Munich
GmbH (Robert-Koch-Str. 3a, Planegg, Bayern, 82152, Germany); IIpogoBkeHHs TepMiHYy
MPHUAATHOCTI JOCTiKyBaHOTO Jikapchkoro 3aco0y ARGX-113/rHuPH20, po3umn i iH’€KIiH,
nonepeaHbo HarmoBHeHUH mmpuil 13 5 mut (200 mr/mon) o 36 micsmiB; [HCTpyKLid 13 3aCTOCYBaHHS
Edrapririmony PH20 y nonepennpo HamoBHeHOMy Immpuii, Bepcis 2.0 Big 25 mumas 2025 p.,
aHTTHChKOI0 MOBOIO; IHCTpykuist 13 3actocyBanHs Edrapririmony PH20 y mnonepenuso
HaroBHEHOMY Hmpwii, Bepcist 2.0 Big 25 mumast 2025 p., ykpaiHChKOI0 MOBOI0; JKypHai miArOTOBKH
Ta BBEJAEHHS JOCIIPKYBaHOTO mpenapary (miamkipHo), Bepcis 2.0 Bix 23 mumus 2025 p.,
AHTIIIMCHKOI0 MOBOIO; JKypHas MmiArOTOBKHU Ta BBEICHHS JOCIIIHKYBAHOTO MpernapaTy (IMiAmKipHO),
Bepcid 2.0 Bix 23 numnus 2025 p., ykpaiHCbKOIO MOBOIO; bpolrypa nociigHUKa JOCITiAKyBaHOTO
nikapcekoro 3acody ARGX-113 (Efgartigimod), Bumanus 14.0 Bim 19 Bepecus 2025 p.,
aHITIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1360 Bix 10.06.2020

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«Bigkpure mnpomoBxenHs gocmipkeHHS ARGX-113-1802 panst BHBYEHHS JOBrOCTPOKOBOI
0e31e4HOoCTI, epeHocuMocTi Ta edekTuBHOCTI npenapary Edrapririmon PH20 nns miamkipHOro
BBEJICHHA Y MAllI€HTIB 13 XPOHIYHOIO 3alalbHOIO JEMIi€NiHi3ylo4oto nomineiponariero (X3/I1)»,
ARGX-113-1902, Bepcis 8.0 Bix 02 nunas 2024 poky

3asiBHUK, KpaiHa

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

CnoHcop, kpaiHa

argenx BV, Belgium/ apukenkc bB, benbris

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatoxk 15

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
18.12.2025 Ne 1910

Inentudikariist CyTTEBOI MOMPaBKU

OHoBIeHUH TPOTOKOIN KIIiHIYHOTO BunpoOyBaHHs OD-07656, Bepcis 3.0, Big 30 >xoBTHs 2025 p.,
aHIITIHChKOI0 MOBOIO; [H(OpMaIiitHmif TMCTOK 171 atienTa ta popma iHGopMoBaHOT 3r0U, BepCis
3 Bix 05 nmucromnana 2025 p., ykpaiHcbKo10 MOBOKO; OHOBIJICHE JOCHE HA JIOCITIKYBaHHH JIIKAPChKUT
3aci6 (IMPD) OD-07656, 2.3. [lani nonepenHix KIiHIYHUX BUMTPOOYBaHb Ta JOCBiLY 3aCTOCYBaHHS
y moaei (Previous Clinical Trial and Human Experience Data), Bepcis 2.0 Big nucronana 2025 p.,
AHTITIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1187 Bix 29.07.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Binkpute panmomizoBane nochipkeHHs a3y 2a B IBOX YAaCTHHAX JJIS OIIHKH OE3MEYHOCTI Ta
edextuBHOCTI mpenapaty OD-07656 3 moganpliol Tepami€ro Benosii3ymMaOoM Yy MAIli€HTIB 3
BHUPA3KOBHUM KOJIITOM CEPEIHBOr0 Ta BaKKOI'O CTYNEHIO TsKKOCTI», OD-07656-201, Bepcis 2.0 Bix
11 nrotoro 2025 poky.

3asiBHUK, KpaiHa

TOB «biomamnacy, Ykpaina

CnoHcop, KpaiHa

«Opmicceit Tepamn'totike, Ink.»/ Odyssey Therapeutics, Inc., CIIIA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 16

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
18.12.2025 Ne 1910

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa KOHTPAKTHOI JOCIITHUIIBKOI OpraHi3ailii, BiAMOBIaJbHOI 32 BUKOHAHHS BAXKJIMBUX 3aB/IaHb
y pamkax kiiHiuHoro BurpoOyBanHs 3 TOB «IIAPEKCEJI Ykpaina» na TOB «Canodi-ABeHric
Ykpaina»

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 614 Bin 01.04.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, mojBiliHE ciimne, IUaneb0-KOHTPOJbOBAHE MOCITIKEHHS (a3u 2 Ui OLIHK!
edextuBHOCTI Ta Oesmekn SAR441344, moHOKIOHATBHOTO aHTUTLIA M0 aHTaronicra CD40L, y

MAIIEHTIB 3 PEUUIUBYIOUUM pO3CisHUM ckiiepo3om», ACT16877, 3 monpaBkor 04, Bepcis 1 Bifg
18 nucronana 2024 poky

3asBHUK, KpaiHa

TOB «Canodi-ABenric Ykpainay

CnoHncop, kpaiHa

sanofi-aventis recherche & developpement, France (Canogi-ABeHTIC pelepin € AeBeloNMaH,
OpaHitis)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
18.12.2025 Ne 1910

Inentudikariist CyTTEBOI MOMPaBKU

OHoBieHUH TPOTOKON KiiHIYHOrOo BHmpoOyBanHs MK-7902-014 (E7080-G000-320) 3
iHKOpropoBaHo10 nonpaskoro 09 Bix 28 xoBTHS 2025 pOKy, aHTIIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 2072 Bix 10.12.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanrnomizoBane nocmimkenns I ¢hazu st oriHku ePEeKTUBHOCTI Ta OE3MEYHOCTI TEMOPOoITi3yMaly
(MK-3475) y xom6inanii 3 nenBatunibom (E7080/MK-7902) i ximioTepami€lo MOPIBHSHO 3i
CTaHJAPTHUM JIKYBaHHSM B SIKOCTI MepHIOi JIiHII Tepamii Ui YYacCHUKIB 3 METaCTaTHYHOIO
KapuuHOMOI0 cTpaBoxony», MK-7902-014 (E7080-G000-320), 3 iHKOPIIOPOBAaHOIO IMOIMPABKOIO
09 Bix 28 sxoBTHs 2025 poKy

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH010 BianoiganbHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'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
18.12.2025 Ne 1910

Inentudikariist CyTTEBOI MOMPaBKU

Onornena cekuist Jlocke gocnimkyBaHOro Jikapchbkoro 3aco0y MK-4482 P.5 CONTROL OF
DRUG PRODUCT, Bepcist 08ZFTS, Bin 05 nmucromana 2025 poky, aHTITIHCEKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 2012 Bix 03.12.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, mianed0-KOHTPOJILOBAHE, MOABIHHE CIIille KIIHIYHE TOCHIPKeHHS 3 ¢a3u s
OLIIHKU eeKTUBHOCTI Ta Oe3neku monuymnipasipy (MK-4482) y HerocmitanizoBaHUX JOPOCIUX 13
COVID-19 3 BHCOKMM pPHU3HKOM IporpecyBaHHs XBopoOm», MK-4482-023, 3 iHKOpHIOpPOBaHOIO
nonpaBkoro 02 Bix 25 BepecHs 2025 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)




