Hoparok 1

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjata

«[Topmanblinie BigKpuTe AOCTiMKeHHS (a3su 2 [/ OL[iHKM JOBrOTPUBA/sOro mpodimto Oe3meyHoCTi Ta
edekTuBHOCTI TiperniapaTy ABX464 mpu 3acTocyBaHHI y 7031 25 Mr oJuH pa3 Ha JeHb MallieHTaMH i3
aKTUBHUM BHPa3KOBUM KOJIITOM CepefHbOrO Ta TSDKKOIO CTYIIeHIO», Kof gociigkeHHs ABX464-108,
ocratoyHa Bepcis 1.0, 01.09.2021

3asgBHUK, KpaiHa

«Ckoyn IntepHeinn Al'», HimeyurHa

CrioHCOp, KpaiHa

ABIVAX, ®panuyjis

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka opMma,
[I03yBaHHSI, BUPOOHUK,
KpaiHa

ABX464 (ABX464; SUB184487; ABX464); karcyna; 25 mr minirpam(u); Delpharm Lille SAS, ®paniiisi;
Creapharm Clinical Supplies, ®paniiisi; Creapharm Clinical Supplies, ®paHtjis

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. Pe3nikosa B./I.

KomMyHanbHe HekoMmepiiitiHe MiArnpueMcTBO «MicbKa KiiHiuHa JiikapHs Nel3» XapkiBCbKOI MiChKOI pajy,
racTpOeHTEepOJIOriuHe Bi/iliIeHHs CTalliOHapHOI JOIIOMOI'Y, M. XapKiB

2) 3aB. Bifi. AdanacbeBa I'.1.

KomyHanbHe HeKoMepLiliHe TipUEMCTBO «XepCOHChbKA MiCcbKa KiTiHiuHa JiikapHs iM. €.€. Kapabesnerma»
XepCOHCBHKOI MiCbKOI pajik, raCTpOTEPAaneBTUUHE BiJji/leHHs, M. Xe€pPCOH

3) 3aB. Bif. XomaceHko O.M.

KomyHanmbHe TmiamnpuemMcTBo «/IHinmporeTpoBcbka o6jacHa KiiHiuHa mikapHs im. LI. MeuHuKoBa»
[THinporneTpoBCchbKoi 00/1acHOT paiu», Bifi[i/IeHHsI TaCTPOEHTEPOJIOTii Ta rernaroJiorii, M. JJHinpo

4) k.mM.H. Jauenko O.I'.

KomyHanbHe HekoMepLiliHe mifnpueMcTBO «MicbkKa KiiHiuHa yiikapHs Ne2 iMeni npod. O.0. IlanimoBa»
XapKiBCbKOI MiCbKOI pajik, MPOKTOJIOTiYHE BiJi/Ii/IeHHs, M. XapKiB

5) 3aB. Bij. banuipkuii B.B.

KomyHasibHe HeKOMepIiifiHe TiANpPUEMCTBO «XMeJyibHUIbKa 06sacHa JiikapHs» XMenbHHUIBKOI 061acHOl
pajy, MPOKTOJIOTiUHe Bifi/liieHHs, M. XMeJIbHULIbKUI

6) k.M.H. KoBasb B.I.

KomyHasibHe HeKOMepIfiiiHe TianpreMcTBo «Uepkacbka obsacHa JiikapHs Yepkacbkoi 00JslacHOI pazim»,
TIPOKTOJIOTIUHe BigaineHHs, M. Yepkacu
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[Tpernapart MOpPiBHAHHS, | —
BUPOOHUK Ta KpaiHa

CynyTHi 1. JlabopaTopHi Habopu Ta BUTpaTHi MaTepia/lu [0 HUX /s MPOBEJEHHs aHasli3iB (K/IiHiuHa remMaToJIoris,
Marepianu/rpernaparu Gioximist KpoBi, Mapkepu cepiieBoi ¢yHKii, MiRNA-124, dekanbHUI KaTbIPOTEKTHH), 0 OyayTh HazaHi
CyIyTHbOI Tepariil teHTpanbHOO Jabopatopiero LKF, Himeuunna (Laboratorium fur Klinische Forschung GmBH)

- Habip a5t 3pa3kiB KpoBi /17151 aHami3y rapameTpiB Oe3reku

- Habip 151 3pa3kiB /151 aHammi3y ¢eKambHOTO KaabIIPOTEKTHH

- Habip asist aHanizy mapkepiB ceprieBoi (yHKIIi1.

2. JlaboparopHi Habopu Ta BUTpaTHiI Marepianu OO0 HUX i TIpOBeAeHHs aHami3iB miR124 modulation,
Cell&Co, ®paHuiis.

3. Habopwu /1 TeCTy Ha BariTHICTb i3 ceyeto

4. EnektpoHHi Min/max TepMoMeTpy KOHTPOJIIO Temrieparypu 360epiranss [1J13 ta 6iosoriuanx 3paskis.

5. /IpykoBaHi MaTepia/ii: onMUTyBaJbHUKH, JabopaTopHe KepiBHUIITBO, iHCTPYKLIil, KAPTKHU Mali€HTa.
KowmmaHisi, sika i€ 3a IOBipeHiCTHO, SIKY Ha/laB CTIOHCOP Ha BBe3eHHS AOC/TiPKyBaHUX JIIKapChbKUX 3aco0iB Ta
cynyTHix Matepianis TOBAPUCTBO 3 OBMEXXEHOK BIAIIOBIJAJIBHICTIO «BOPJIABAM[
K/TTHIKAJI TPAUIC-YKP».

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopartok 2

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

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
8.02.2022 Neo 254

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjarta

«BAT'TATOLEHTPOBE BIJKPUTE HEKOHTPOJIBOBAHE NOCJ/IIIDKEHHA ®A3HM 111 JJ1d OLIIHKHA
OAPMAKOKIHETUKU, ED®EKTUBHOCTI, BE3ITEUHOCTI, I[NEPEHOCUMOCTI TA
OAPMAKOIVHAMIKM  CATPAJII3YMABY Y  ITALOIEHTIB  JUTAYOI'O  BIKY I3
3AXBOPIOBAHHAM CIIEKTPY OIITUKOHEBPOMICJIITY 3 AHTUTIJIAMU OO AQP4», xop
pocnigykeHHss WN41733, sepcis 2 Big 09 mucromnaga 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMexeHoro BiamoBigameHicTIO «KoHTpakTHO-[ocmigaunbka Opranizaris [HHOMapM-
YKpaiHa»

CrioHCOp, KpaiHa

«®D. Xohdmann-JIa Porn JITa» (F. Hoffmann-La Roche Ltd), [1Isetitjapis

[Tepenik gocmimKyBaHUX
MiKapChKUX 3acobiB
nikapcbka opMma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

catpanizymab (Satralizumab; SA237; Enspryng) (RO5333787; Satralizumab); po3uuH gns iH’ekijifi y
norepeHb0 3anoBHeHOMy wmpuii Nel; 120 wmr/mn; Chugai Pharma Manufacturing Co, Japan;
Chugai Pharma Manufacturing Co., Ltd. / Chugai Pharmaceutical Co., Ltd, Japan; F.Hoffmann-La Roche
AG, Switzerland; Catalent Pharma Solutions LLC, USA; Genentech, Inc., USA; DHL Solutions Fashion
GmbH, Germany; Roche Pharma AG, Germany;

carpanizymab (Satralizumab; SA237, Enspryng) (RO5333787; 533-3787/F01-06; Satralizumab); po3uux
JU1s1 iH’ €Kil y mornepeHbo 3aroBHeHomy wmmpuili Nel; 60 mr/0,5 mi; Chugai Pharma Manufacturing Co,
Japan; Chugai Pharma Manufacturing Co., Ltd. / Chugai Pharmaceutical Co., Ltd, Japan; F.Hoffmann-La
Roche AG, Switzerland; Catalent Pharma Solutions LLC, USA; Genentech, Inc., USA; DHL Solutions
Fashion GmbH, Germany; Roche Pharma AG, Germany

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUINIPOOYBaHHs B YKpaiHi

1) k.M.H. Kupuuenko B./I.
KomyHasibHe HeKoMepIliliHe MiAIpUeEMCTBO «BiHHMIIbKA 06/1acHa K/TiHiYHA TTICUXOHEBPOJIOTiUHA JTiIKapHS iM.
akaz. O.1. FOmenka Binaunpkoi o6acHoi Paau», qutsiye HeBpoJioriuHe BiagineHHs Ned, M. BinHu1s

IIpemnapatu TIOpiBHSAHHS,
BHUPOOHMK Ta KpaiHa
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CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

- JIabopatopHi. HabopHu

- KiMHaTHI LleHTpUQyru

- Mopo3u/pHi KaMepy. 3 TeMIIepaTypHUM. peXXuMoM -70°C

- IHKyOaTopy 1 TecTiB Ha TYOEepKY/IRO3

- QcBiTmoBayi Ta0IMIIE /15 TIEPEBIDKY. 30pY.

- Tabui. Ta.iHme 001aIHaHHS, /1. TIePEeBiPKY. 30DY.

- EnexTpokapaiorpady. Ta KOMIIEKTYIOUI 10 HUX

- KapTtkw, Opomypy, OyK/IeTH Ta iHII IPYKOBAHI MaTepialy, A1 IalleHTIB Ta iX 0aTeKiB

- Neurostatus DVD 1/ HaBUa/ILHUX MaTepiajiiB
- Neurostatus EDSS 0OVK/IeT 1/ TPeHiHrY

B.o. revepanbHoro jupexkropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 3

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«Hdocnimkenns: da3u 3 o0 Oe3nevyHocTi Ta eeKTUBHOCTI JIiKCiBariTaHa cepej] yUaCHUKIB 3 ayTOCOMHO-
JNOMiHaHTHOIO TIO/MiKiCTO3HOI0 XBOPOOOIO HUPOK, sIKe CKIaa€Thcs 3 1-piuHoil mopgitiHoi cimoi muiarebo-
KOHTPOJIbOBaHOI paHAoMi3oBaHOI ¢asu i 1-piuHoi Biakputoi ¢asu», kog gociaimpkenHs PA-ADPKD-301,
Bepcis 1.0 Big 30 uepBHsa 2021 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu YkpaiHa»

CnoHcop, KpaiHa

«[Tannazgio biocaeHcec Iuk.» (Palladio Biosciences Inc.), CIITA

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceka ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

Jlikcianrran (0C23 abo VPA-985 a6o BIIB030; CL 347 985); kamcyma; 50 wmr; Pharmaceutical
Manufacturing Research Services, Inc., CIIIA; AndersonBrecon Inc. (komepijitiHe HaiimeHyBaHHSI PCI
Pharma Services), CIIA; Millmount Healthcare Limited (komepiiiiiHe HalimeHyBanHs PCI Pharma
Services), Ipnangis;

[Tnare6o mo JlikciBanTaHy, karicysa; Pharmaceutical Manufacturing Research Services, Inc., CIIIA;
AndersonBrecon Inc. (komepiiiiiHe HaiiMmeHyBaHHs PCI Pharma Services), CIIIA; Millmount Healthcare
Limited (komepuitine HaiimeHyBaHHs1 PCI Pharma Services), Ipnangis

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. Tepeijenko H.O.

KomyHasibHe HeKOMepIfiiiHe TianpreMcTBo «Uepkacbka obsacHa JiikapHs Yepkacbkoi 00JslacHOI pazim»,
BiineHHs1 Hedposiorii Ta Aianizy, M. Yepkacu

2) a.M.H., npod. Ayaap 1.O.

KomyHanbHe HekoMepljiliHe TMiANpUeEMCTBO «KUIBCbKUM MiCbKUM 1ieHTp Hedponorii Ta fgiamizy»
BUKOHaBYOro opraHy KuiBcbKoi MickKOl pagu (KuiBCbKOI MiCBKOI Jep>KaBHOI afMiHicTpaLii), BigaineHHs
rocritanbHol Hedposorii Ta Aiamizy Nel 3 kabiHeToMm rpuiioMy amOy/1laTOpHUX XBOpUX, M. KuiB

3) 3aB. uentpom ITuBoBapoBa H.II.

KomyHasibHe HeKOMepIjiliHe MmiJrnprueMcTBO «BiHHMIIbKa oOsiacHa KriHiuHa mikapHsa iM. M.I. TIuporora
Binauipkoi obsmacHoi pagu», O6macHuii LleHTp Hedponorii Ta pgiamizy, Hedposoriune BigzineHHs,
M. Binnuis

4) k.m.H. ['ogneBcbka O.M.

KomyHanbHe HeKoMeplliliHe MiANPUEMCTBO «MicbKa K/IiHiUHa JiKapHs IIBU/KOI Ta HEBiJK/IagHOT MeJUuUHOT
poriomoru iM. mipod. O.I. MerijaHiHoBa» XapkKiBCbKOI MiCbKOi pazi, TepareBTUuHe BiffineHHs Nel 3
He(dpOoIOTiYHUMM JTi’)KKaMH, M. XapKiB
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5) A.M.H., ipod. Maptuntok JI.I1.

KomyHanbHe HeKoMepLliliHe MiANPUEMCTBO «TepHOMiNbCbKa YHIBEPCUTETChKA JIiKapHs» TepHOMiIbChbKOI
obsacHOi paju, HedposoriuHe BifzineHHs, TepHOMiNbCEKUN Hal[iOHAIbLHUN MeJUYHUIN YHIBepCUTET iMeHi
I.51. TopbaueBcbkoro MiHicTepcTBa OXOPOHM 3[]0POB'st YKpaiHW, Kadeapa BHYTPIlIHbOI MeAULMHUA Ne3,
M. TepHoriib

6) 3aB. LieHTpoM Jleryn O.M.

KomyHasnbHe HekomepliitiHe mignpuemMctBo «O6sacHa KiiHiuHa jikapHsi IBaHO-®paHKiBChKOiI 006s1acHOT
pazu», Llentp Hedposorii, Aiani3y Ta TpaHcIIaHTallii, M. IBaHo-PpaHKiBCHK

[Ipernapaty MOpiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamii

KowmmnaHisg, fika [i€ 3a [JOBIpeHICTIO, Ky HaJaB CIIOHCOpP UM 3asBHMK Ha BBe3eHHS [0C/iJKyBaHUX
niKapchKuXx 3acobiB Ta cymyTHix MaTepianiB: «IMII Jlorictuka» (IMP Logistics), Ykpaina

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HopnaTok 4

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PaHioMi30BaHe, TO/BiMHe criire, TIanie00-KOHTPOIBOBAHe AOCTiMKeHHST 3 (a3 3 MeTOH OL[iHKH
Oe3reuyHocTi Ta edekTHBHOCTI npernapary KarXT sk af'tOHKTHBHOI Teparil y TAali€eHTiB i3 HeJZ0CTaTHBHO
KOHTPOJIbOBAaHUMU CUMIITOMaMH 1iM30(peHii», ko pocaimkenHs KAR-012, Bepcis 2.0 Big 15 »koBTHs 2021

POKY

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHoro BiamoBigameHicTIO «KoHTpakTHO-[ocmigauibka Opranizaris [HHOMapM-
YKpaiHa»

CrioHCOp, KpaiHa

«Kapyna TepamnbioTikc, IHK.» (Karuna Therapeutics, Inc.), CIITA

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

KarXT, KarXT (kcanomenin/Tpocrito xmopuz), KarXT (xanomeline/trospium chloride) (Kcanomersnin
(Xanomeline), Kcanomenin TaptpaT (xanomeline tartrate), Tpocmito xmopug (Trospium chloride);
Kcanomenin (Xanomeline), Tpocmito xmopug (Trospium chloride)); kamcynu; 20 karcyn B OmictepHiit
ynakoBiji; 50/20 mr; Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA;
Eurofins Lancaster Laboratories Inc., United States; AMPAC Fine Chemicals, USA;

[Mnaie6o o KarXT, KarXT 50/20 wmr; (kcanomemin/tpocrito xyopHy), KarXT (xanomeline/trospium
chloride); kancynm; 20 karicyn B 6mictepHiii ymakosiji; Catalent Pharma Solutions, LLC, USA; Catalent
Pharma Solutions, LLC, USA; AMPAC Fine Chemicals, USA;

KarXT, KarXT (kcanomenin/Tpocrito xmopuz), KarXT (xanomeline/trospium chloride) (Kcanomesnin
(Xanomeline), Kcanomenin TaptpaT (xanomeline tartrate), Tpocmito xmopuj (Trospium chloride);
Kcanomenin (Xanomeline), Tpocmito xmopug (Trospium chloride)); kamcynau; 20 karcyn B GmicTepHiit
ynakoBiji; 75/20 mr; Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA;
Eurofins Lancaster Laboratories Inc., United States; AMPAC Fine Chemicals, USA;

[Mnaie6o o KarXT, KarXT 75/20 wmr; (kcanomemin/tpocrito xyopHy), KarXT (xanomeline/trospium
chloride), karicynmu; 20 karicyn B GmictepHiit ymakosiji; Catalent Pharma Solutions, LLC, USA; Catalent
Pharma Solutions, LLC, USA; AMPAC Fine Chemicals, USA;

KarXT, KarXT (kcanomenin/Tpocrito xmopuz), KarXT (xanomeline/trospium chloride) (Kcanomesnin
(Xanomeline), Kcanomenin TaptpaT (xanomeline tartrate), Tpocmito xmopuj (Trospium chloride);
Kcanowmenin (Xanomeline), Tpocmito xmopug (Trospium chloride)); kamcynau; 20 karcyn B GmicTtepHiit
ymnakoBiii; 100/20 mr; Catalent Pharma Solutions, LL.C, USA; Catalent Pharma Solutions, LL.C, USA;
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Eurofins Lancaster Laboratories Inc., United States; AMPAC Fine Chemicals, USA;

[Mnaie6o mo KarXT, KarXT 100/20 mr; (kcaHomesnin/Tpocrito xmopua), KarXT (xanomeline/trospium
chloride), karicysu; 20 karnicyn B Gmictepniii ymakoeii; Catalent Pharma Solutions, LLC, USA; Catalent
Pharma Solutions, LLC, USA; AMPAC Fine Chemicals, USA;

KarXT, KarXT (kcanomenin/tpocmito xnopuf), KarXT (xanomeline/trospium chloride) (Kcanomesnin
(Xanomeline), Kcanomenin TaptpaT (xanomeline tartrate), Tpocmito xsopug (Trospium chloride);
Kcanomenin (Xanomeline), Tpocmito xmopuz (Trospium chloride)); kamcynu; 20 karcyn B 6sticTepHiit
ynakoBifi; 125/30 mr; Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA;
Eurofins Lancaster Laboratories Inc., United States; AMPAC Fine Chemicals, USA;

[Mnae6o mo KarXT, KarXT 125/30 mr; (kcaHomesnin/Tpocrito xmopua), KarXT (xanomeline/trospium
chloride), karicysu; 20 karnicyn B Gmictepniii yrakoeii; Catalent Pharma Solutions, LLC, USA; Catalent
Pharma Solutions, LLC, USA; AMPAC Fine Chemicals, USA

BianosiganpHuii (i)
JIOC/TiIHUK (1) Ta MicLie
(s1) mpoBeieHHST
BUTIPOOYBaHHS B YKpaiHi

1) pupekTop Kocenkoga I.B.

KomyHanbHe HekoMmepliifiHe mianpueMcTBo «Yepkacbka obsacHa micuxiaTpuuHa JiikapHsi YepkacbKol
obstacHOI pagu», iHoue BiggiseHast Ne 11, yosioBiue BigginenHs: Ne 12, M. Cmina, Uepkacbka 001aCTh

2) p.M.H., ipo@. Jlincekui 1.B.

KomyHanbHe HeKoMepIjiliHe miAnpreMcTBO XapKiBChKoi 06sacHoi pagu «ObacHa KiTiHiYHA MCHUXiaTpUyHa
sikapHs Ne3», 3-Te ricuxiaTpuuHe BiJJieHHS 4/ JOPOC/INUX, M. XapKiB

3) a.m.H. [TycroBoit M.M.

KomyHanbHe HekoMepLiliHe TianpueMcTBo «IIpUKapraTCbKuii 00/aCHUM K/IiHIYHUN LIEHTP MCUXiYHOTO
310poB's [BaHO-PpaHKIiBCbKOI 00/1aCHOT pajiu», CTarfioHapHe BifgisieHHs Ne7 TIaHOBOTO JIiKYBaHHS 3
repiaTpUyHUMM  JDKKamH, IBaHO-DpaHKIBCbKMM Hal[iOHaJbHUM MeJUUHUM yHIBepcUTeT, Kadezpa
rcuxiaTpii, HApKOJIOrii Ta MeAUYHOI rcuxosorii, M. IBaHO-PpaHKiBCBK

4) 3aB. BiJ., K.M.H. PomaniB O.I1.

KomyHasibHe HeKoMeplliliHe TIATPUEMCTBO «3aKapIriaTChKUM 00/IaCHUA MeWUHWM LIeHTP TICHUXiYHOTO
3/0POB'Ss Ta MeAWIIMHU 3ajie)KHOCTel» 3akapriaTCchbKoi o006silacHOi paju, TMcuxiaTpuuHe BiJfi/lieHHs, M.
YKropof,

5) K.M.H. CiTiinyna O.B.

KomyHanbHe HeKoMepIjiliHe miAnpreMcTBO XapKiBChKoi 06sacHoi pagu «ObacHa KiTiHiYHA MCHUXiaTpUyHa
sikapHs Ne3», 14-Te nicuxiaTpyuuHe BiffisieHHs /151 JOPOC/IUX, M. XapKiB

6) a.M.H. Benrep O.I1.
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KomyHasibHe HekoMepliiliHe mignpueMcTBo «TepHOMmibCchbka o0siacHa KIIiHIYHA TICMXOHEBPOJIOTiuHa
nikapHsi» TepHOMiIbCbKOI 06/1acHOT pajy, TcuxiaTpuuHe BifgiseHHss No2 (40/I0Biue), ICUXiaTpUUHe

BiffineHHss Ne6 (kiHoue), TepHOMiMBLCHKUM  HALliOHATbHUA  MEJWUHUM  YHIBEPCUTET  iMeHi
I.{1. TopbaueBchbkoro MiHicTepcTBa OXOpPOHM 370pOB'st YKpainu, Kadezapa mncuxiarpii, Hapkosorii Ta
MeuyHoI ricuxoiorii, M. TepHominb
7) reH. nupekTop Bonomyk A.€.

KomyHasibHe HeKoMepIiikiHe TiAnpueMcTBo «OechbKuii 00/1aCHUN MeJUUHUN TIeHTpP MCHUXIYHOTO 3710POB’s»
Opecwkoi obsacHoOi paay, BiaginenHs Ne 2, M. Ozeca

8) TeH. AUPEKTOP, 3ac/l. Jikap Ykpainu 3isboepbnar I'.M.

KomyHasnbHe HekoMmepriiiiHe mignpuemMctBo KwuiBcbkoi ob6sacHoi paau  «OOsacHe  TMCHXiaTpUYHO-
HapKoJIoTiuyHe MeZiMuHe 00’€qHaHHsS», yosioBiue BigginenHs Ne 10, xiHoue BiggiseHHs Ne 2, cMt. ['1eBaxa,
KuiBcbka 006/1acTh

[Ipenapat NOpiBHAHHSA, | —

BHUPOOHUK Ta KpaiHa

CynyTHi - JTabopatopHi Habopw;

Marepianu/rperiapatu - TecTy Ha BariTHICTb;

CYIyTHBOI Teparii - EnekTpoHHi miaHieTy, cMapT(OHH, IPOTH KUBJI€HHS;
- Uentpudyruy;
- Enektpokapgiorpadu;

- MiH-mMakc TepmoMeTpuy;
- JIpyKoBaHi MaTepiaau A1 NaLji€HTiB;
- JIpykoBaHi MaTepianau [yisi JOC/TiTHUKIB

B.o. renepanbsHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonaTtok 5
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«BigkpuTe, posmMpeHe [OCTIPKEHHS 3 OJHI€0 TPYNOH JIKyBaHHS [Jid BUBUEHHS JOBIOCTPOKOBOI
6e3meunocTi npernapary BI 425809 mipu mpuiiomi ofuH pa3 Ha o0y B MalfieHTIB i3 mu3odpeHieto, sKi
3aBepIIWIM y4yacTb y monepefHix mocaimkeHHsx III ¢asu npenapatry BI 425809 (CONNEX-X)», kop
pocrigkenssi 1346-0014, Bepcist 1.0 Big 15 6epesnsi 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«bepinrep Inresnsxaiim PLIB I'm6X enp Ko KI'», ABctpist / Boehringer Ingelheim RCV GmbH & Co KG,
Austria, CT Disclosure & Data Transparency, Germany

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

BI 425809 (BI 425809; BI 425809; BI 425809); TabneTku, BKpPHUTi IUIiBKOBOIO 000/0HKOIO; 10 Mr
(minirpam); Boehringer Ingelheim Pharma GmbH & Co. KG, Germany/Himeuunna; Almac Clinical
Services (Ireland) Limited, Ireland/Ipnanzisi; Almac Clinical Services Limited, United Kingdom/Benvka
bpurtanis; Almac Clinical Services, LLC, USA/CIIIA; Fisher Clinical Services GmbH, Switzerland/
[Berjapisi; Labor LS SE & Co. KG, Germany/HimeuurHa; Fisher Clinical Services GmbH,
Germany/HimeuuriHa

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. [eHucoB €.M.

KomyHanbHe HekoMmepuifiHe miarnpuemMctBo «O6macHa KiiHiyHa TicuxiatpyuyHa JjikapHsi KipoBorpazacekoi
obmacHOl paau», TICHXOHEBPOJIOTiUHe [AWCIIaHCepHe BiAzdiieHHs, cMT. Hoee, M. KpONMUBHUIILKHUH,
KipoBorpazceka 0671.

2) A.M.H., ripo@. ITinkoputoB B.C.

[epxaBHa ycraHoBa «IHCTUTYT HeBpOJOrii, mcuxiaTpil Ta HapkoJiorii HarfioHanbHOI akazemii MegUUHUX
HayK YKpaiHW», BiJia KAiHIUHOI, COLia/IbHOI Ta AUTSYOI ncuxiaTpii, M. XapkiB

3) ren. gupektop Bosomyk A.€.

KomyHasibHe HeKoMepLiiiiHe TiAnprueMcTBO «OJechbKrii 00/1aCHUN MeJUUHUN TIeHTP MCUXiYHOTO 3/10POB’s»
Opecbkoi 06/1acHOI pajau, BigaiieHHs Ne 2, M. Ozeca

IIpemnapatu TIOpiBHSAHHS,
BHUPOOHMK Ta KpaiHa
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonaTtok 6
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PanzpomizoBaHe, mo/BiliHe ciline, TUIaleb0-KOHTPO/LOBAHE JOCTI/KEHHSI y TlapaselbHUX TpyIax s
OL[iHKM e(eKTHBHOCTI, Oe3rmeuHoCTi Ta MepeHOCUMOCTi JyBaJlaKCUCTAaTy y TMAal[i€HTiB 3 KOTHITHBHUMM
MOPYILEHHSIMY, TOB’SI3aHMMHU 3 1IKM30(peHi€l0, 3 TOJanbliUM [epioloM BiAKPUTOro JIiKyBaHHS», KOZ
pocnigkeHHss NBI-1065844-CIAS2023, 3 iHkopriopoBaHoro rioripaBkoro 1.0 Big 24 BepecHs1 2021 poky

3asiBHUK, KpaiHa

ITigmpuemctso 3 100% iHo3emMHOI0 iHBecTHiiclo «AVK’IOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«HbropokpuH baitocaeHcis, IHk.» (Neurocrine Biosciences, Inc.), CIITA

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceka ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

JlyBagakcucrar (NBI-1065844) (NBI-1065844; TAK-831 (momepegnsi Hasea [1JI13); NBI-1065844);
tabsetka; 10 mr; SPERA PHARMA, Inc., Japan (B munysomy: Takeda Pharmaceutical Company Limited,
Japan); Clinigen Clinical Supplies Management Inc., USA; Clinigen Clinical Supplies Management GmbH,
Germany; Sumika Chemical Analysis Service, Ltd. (SCAS), Japan; Catalent Pharma Solutions-RTP, USA;
[Tnate6o mo Jlyeamakcucrar (NBI-1065844), tabnetka; SPERA PHARMA, Inc., Japan (B MUHy/IOMY:
Takeda Pharmaceutical Company Limited, Japan); Clinigen Clinical Supplies Management Inc., USA;
Clinigen Clinical Supplies Management GmbH, Germany; Sumika Chemical Analysis Service, Ltd.
(SCAS), Japan; Catalent Pharma Solutions-RTP, USA;

JlyBagakcucrar (NBI-1065844) (NBI-1065844; TAK-831 (momepegnsi Hasea [1JI13); NBI-1065844);
tabsetka; 25 mr; SPERA PHARMA, Inc., Japan (B munysomy: Takeda Pharmaceutical Company Limited,
Japan); Clinigen Clinical Supplies Management Inc., USA; Clinigen Clinical Supplies Management GmbH,
Germany; Sumika Chemical Analysis Service, Ltd. (SCAS), Japan; Catalent Pharma Solutions-RTP, USA;
[Tnare6o mo Jlyeamakcucrar (NBI-1065844), tabnetka; SPERA PHARMA, Inc., Japan (B MUHy/IOMY:
Takeda Pharmaceutical Company Limited, Japan); Clinigen Clinical Supplies Management Inc., USA;
Clinigen Clinical Supplies Management GmbH, Germany; Sumika Chemical Analysis Service, Ltd.
(SCAS), Japan; Catalent Pharma Solutions-RTP, USA

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) reH. gupekTop Bosomyk A.€.

KomyHasibHe HeKoMepIiiiiHe MmignmpueMcTBO «OmecbKui 00/1aCHUM MeJUUHUN I[eHTP MCUXiYHOTO 3/J0POB'S»
OpecbKoi ob6/1acHOi pasay, BiaginenHs Neb (wosioBiue), BigzineHHst Nel2 (>kiHoue), M. Ofeca

2) reH. nupektop KoBanenko B.B.

KomyHasibHe HeKOMepIliiiHe MiAnmpueMcTBO XapKiBChbKOI 06/1acHO0i pagu «O61acHa KiliHIiYHA TICUXiaTpyUuHa
siikapHs Ne3», mcuxiaTpyuyHe BiJiliJIeHHS] TTEPBUHHOTO TICUXOTUYHOTO €Mi30/y, M. XapKiB
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3) nupektop [Tanamapuyk I1.B.

KomyHanbHe HekoMepIiiliHe TiAMpUeEMCTBO «XepCOHCHKWI 00/IacHUIM 3aK/aj 3 HaflaHHS TICUXiaTPUYHOI
JIOTIOMOTH» XepCOHCHKOI 006/1acHOI pajivi, uoJioBiue TcuxiaTpuuHe BiagineHHs Ne3, >XiHOUe TCHXiaTpUuHe
BiazinieHHs NelO, M. XepcoH, c. CternaHiBKa

4) K.M.H. [Jenucos €.M.

KomyHanbHe HekoMmepifiHe mianpuemMctBo «O6macHa KiiHiyHa TicuxiatpyuyHa JikapHsi KipoBorpazacekoi
obj1acHo1 paan», TICUXOHEBPOJIOTiUHe JIUCTIaHCEPHE BiZiZji/TeHHs, CMT Hoge,
M. KponuBHuibkuii, KipoBorpazceka o611

5) nupekTop Kocenkosa I.B.

KomyHanbHe HeKoMepijiiiHe mMmiAnMpreMcTBO «Uepkackka oOjacHa TicuxiaTpuyHa JiikapHs YepkachbKoi
obmacHoi paju», KOHCY/JIbTaTUBHO-AiarHOCTUUHUM MiJpO34in 1o aMOynaTopHOMYy 0OCTyrOBYBaHHIO
HaceneHHs YepKackKoi 00s1acTi B Ck/lazii MpuiiMaibHOTO BifzinenHs, M. Cmina, Yepkacbka 06/1acTh

[IpenapaTu NOpiBHSAHHSA, | —
BUPOOHUK Ta KpaiHa
CynyTHi —
Marepianu/mpenaparu
CYyMyTHBOI Tepartii

B.o. renepanbHoOro gupexropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hoparok 7

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«MixHapo/iHe 0araTolleHTPOBe PaH/|OMi30BaHe TO/IBiiHe CJTire AOCTiKeHHS /s OI[iHKHA e(eKTHBHOCTI,
(hapMakoOKiHeTHKH, (hapMaKOAWHaMiKH, Oe3rMeyHOCTi, TIepeHOCUMOCTi ¥ iMyHoreHHOCTi mpernapaty TEV-
45779 y nopiBHsHHI 3 omanizymabom (KCOJIAP®/XOLAIR®) y maljieHTiB i3 XpOHIUHOIO i/[i0MaTHUYHOO
KPOITMB’ IHKOIO / XPOHIUHOI CTIOHTAHHO KPOMNUB’SHKOO, B SIKUX CUMITTOMH 3aXBOPHOBaHHS 30epirarThces,
He3Ba)Kalouu Ha JiKyBaHHS aHTWricTamiHHUMU Tipeniapatamul (H1)», kox mocnimxenns TV45779-IMB-
30086, mpoTokos K1iHiyHOro BUNpoOyBaHHs 3 onpaBkoto 01 Biz 11 yepsas 2021

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOK BIJIOBIJAJIBHICTIO «®APMACBIOTIKAJI  PICEPU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHCOp, KpaiHa

Teva Pharmaceuticals Development, Inc., CIITA

[Tepenik gocmimKyBaHUX
MiKapChKUX 3acobiB
nikapcbka opMma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

TEV-45779 (Omalizumab/Omanizyma6; Omalizumab); morepesHb0 3aroBHEHWH IITIPUL] 3 PO3UMHOM
npenapaty; 150 mr/mi; Teva Pharmaceuticals Europe B.V., Hinepnangu; Teva Branded Pharmaceutical
Products R&D, Inc, CIIIA; Nelson Laboratories, Inc., CIITA; Almac Clinical Services Limited, Benuka
bpuranis; Actavis Laboratories UT, Inc., CIIA; Norton Healthcare Limited T/A IVAX Pharmaceuticals
UK (Teva Runcorn), O6'eqHane KopostiBcTBO;

[MTnare6o g0 TEV-45779; po3uuH a5 i’ €K1iii y rornepeHb0 HarloBHeHOMY mmipuili; Teva Pharmaceuticals
Europe B.V., Hinepnanau; Teva Branded Pharmaceutical Products R&D, Inc, CIIIA; Nelson Laboratories,
Inc., CIITA; Actavis Laboratories UT, Inc., CIIIA; Almac Clinical Services LLC, CIITA

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTNIPOOYBaHHS B YKpaiHi

1) A.M.H. Pe3niuenko H.}O.

BivicekoBuii rocmitanb (BiickkoBa yactuHa A3309) BiliCbKOBO-MeAUYHOIO KIiHIYHOrO LieHTpy CxigHoro
perioHy, TeparieBTUUHe BijiJjiieHHs (3 MasaTaMu [ HEBPOJIOTIUHUX Ta JlepMaTOBEHepO/IOTiUHUX XBOPUX),
M. 3aropixoKsa

2) A.M.H., ipod. Axzpaiiko FO.B.

JIikyBa/IbHO-ZIilaTHOCTUYHUM LIEHTP TIPUBAaTHOTO IMiJNIPUEMCTBA «ACKJeMik», MOMIK/IIiHIYHe BiAJileHHs,
M. YKropoz

3) nikap I'anarypuu O.M.

JIikyBa/IbHO-/IilaTHOCTUYHUI LIeHTP NPUBATHOTO TiATIPUEMCTBA «ACKJ/IeTili», BiloKpeMIeHU CTPYKTYpPHUM
nigpo3ain (Bigginenns) Nel, m.JIbBiB

4) n.m.H. Katigames L.I1.
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KomyHasnbHe migrnpueMcTBo «1-a MicbKa KiliHiYHa JjikKapHs IlonTaBchbKOI MiICBKOI pazu», TepareBTUYHE
BigzineHHsi, [TonTaBCbKUA [lep)KaBHUM MeJUUHMM yHiBepcuTeT, Kadegpa BHYTPIlIHbOI MeAWULMHU Ne3 3
¢drusiarpieto, m. [TontaBa

5) nikap Hopuenko JI.A.

KoMmyHanbHe HeKoMepljiliHe TiANPUEMCTBO «XepCOHChKA MiChbKa KiliHiuHa jikapHs iMeHi Adanacis i Onbru
TporiHnx» XepCoHCLKOI MICBKOI pajiyi, KOHCY/IbTaTUBHA IMOJIiK/IiHiKa Nel, M. XepcoH

6) n.M.H. 'oryHceka 1.B.

HepxaBHa ycraHoBa «IHCTUTYT oTosapuHrosorii iM. mpod. O.C. KonomiitiueHka HaijioHanbHOI akagemil
Me[IMYHHUX HaYK YKpaiHW», LIeHTP ajlepriyHnX 3aXBOPHOBaHb BEPXHIX IWXaJbHUX LISXiB, M. KHIB
[IpeniapaT NOpiBHAHHS, KCOJIAP/ Kconeiip® (XOLAIR); Omalizumab/Omanizymab; po3uvH [ iH’€KLili y TOmnepeJHbo
BHUPOOHUK Ta KpaiHa 3arioBHeHoMy wnpuii; 150 mr/mi; Teva Pharmaceuticals Europe B.V., Higepnangu; Almac Clinical
Services Limited, Benvika bputanisi; Genentech, Inc., CIIIA; Novartis Pharma GmbH, HimeuunHa;
[Tnare6o no KCOJIAP/Kconeiip ®( XOLAIR); po3unH s iH’ €Kil y monepeiHbO HATIOBHEHOMY IUTIPUILi;
Teva Pharmaceuticals Europe B.V., Hizepnanau; Teva Branded Pharmaceutical Products R&D, Inc, CILA;
Nelson Laboratories, Inc., CIITA; Actavis Laboratories UT, Inc., CIIIA; Almac Clinical Services LLC,

CIIIA;
CynyTHi Hevert Dorm (diphenhydramine hydrochloride /audenrigpaminy rizpoxmopun); Tabnetku; 25 mr; Hevert-
Marepianu/rpernaparu Arzneimittel GmbH & Co. KG, HimeuunHa

CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 8

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«[IpocniekTrBHe, BigKpHTe, MIaTGOPMHE AOCTIIPKEHHS 3 METOI0 MPOBeZleHHsI HaCTYIHOIO J0BIOCTPOKOBOT'O
CTIOCTepe)KeHHs 3a MallieHTaMM 3 JIereHeBOK TinepTeHsi€lo, sKi paHille NMpUKMaau y4yacTb Yy IMepBiCHUX
iHTepBeHLIMHUX BUMPOOYyBaHHSIX», KoJ AocmimkeHHss NOPRODPAPUH3001, Bepcis 1.0 Big 02 yepBHs
2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«fAnccen PapmaueBtrka HB»/ Janssen Pharmaceutica NV, Benbris

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceka ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

Martitentan (JNJ-67896062) (JNJ-67896062; Macitentan, Maritentan, JNJ-67896062, JNJ-67896062-
AAA, G001, Opsumit® OmcymiT®; Macitentan (MaijiTeHTaH)); TabeTKH, BKPUTI IJIIBKOBOIO 0O0IOHKOIO;
10 mr; Janssen Pharmaceutica NV, Benbris; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH &
Co KG, Himeuuuna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH,
Himeuunna; Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, I1IBeiitjapis;

Cenekcinar  (JNJ-67896049;  Cenekcinar, Selexipag, JNJ-67896049, Uptravi®, ¥YnrpaBi®,
ACT-293987/NS-304, JNJ-67896049-AAA; Selexipag (cenekcimar)); Tab/seTKH, BKPHUTi IUTIBKOBOO
o6ooHkoro; 200 mkr; Janssen Pharmaceutica NV, Benwrisg; SGS Institut Fresenius GmbH, HimeuuuHa;
Excella GmbH & Co KG, HimeuunHa; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf
GmbH, Himeuunna; Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIBeiiiiapisi; Catalent
Pharma Solutions LLC, CIIIA;

Cenekcinar  (JNJ-67896049;  Cenekcinar, Selexipag, JNJ-67896049, Uptravi®, ¥YnrpaBi®,
ACT-293987/NS-304, JNJ-67896049-AAA; Selexipag (cenekcimar)); Tab/seTKH, BKPHUTi IUTIBKOBOO
o6oonkoro; 400 mkr; Janssen Pharmaceutica NV, Bemnwrisg; SGS Institut Fresenius GmbH, HimeuuuHa;
Excella GmbH & Co KG, HimeuunHa; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf
GmbH, Himeuunna; Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIBeiiiiapisi; Catalent
Pharma Solutions LLC, CIIIA;

Cenekcinar  (JNJ-67896049;  Cenekcinar, Selexipag, JNJ-67896049, Uptravi®, ¥YnrpaBi®,
ACT-293987/NS-304, JNJ-67896049-AAA; Selexipag (cenekcimar)); Tab/seTKH, BKPHUTi IUTIBKOBOO
o6ooHkoro; 600 Mmkr; Janssen Pharmaceutica NV, Bemnsrig; SGS Institut Fresenius GmbH, Himeuuuna;
Excella GmbH &
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Co KG, HimeuunHa; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH,
Himeuunna; Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIBefijapisi; Catalent Pharma
Solutions LLC, CIIIA;

Cenekcinar  (JNJ-67896049;  Cenekcinar, Selexipag, JNJ-67896049, Uptravi®, ¥YnTpaBi®,
ACT-293987/NS-304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabneTku, BKDPHUTI TIUIiIBKOBOIO
obosonkoro; 800 mkr; Janssen Pharmaceutica NV, Benswris; SGS Institut Fresenius GmbH, Himeuunna;
Excella GmbH & Co KG, HimeuunHa; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf
GmbH, Himeuunna; Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIBeiiijapis; Catalent
Pharma Solutions LLC, CIIIA;

Cenekcinar  (JNJ-67896049;  Cenekcinar, Selexipag, JNJ-67896049, Uptravi®, ¥YnTpaBi®,
ACT-293987/NS-304, JNJ-67896049-AAA; Selexipag (cenekcimnar)); TabneTky, BKDPHUTI TIUIiIBKOBOIO
ob6osonkoro; 1000 Mkr; Janssen Pharmaceutica NV, Benbrig; SGS Institut Fresenius GmbH, Himeuunna;
Excella GmbH & Co KG, HimeuuuHa; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf
GmbH, Himeuunna; Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIBeiiijapis; Catalent
Pharma Solutions LLC, CIIIA;

Cenekcimar  (JNJ-67896049;  Cenekcinar, Selexipag, JNJ-67896049, Uptravi®, ¥YnTpaBi®,
ACT-293987/NS-304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabneTku, BKDPHUTI TIUIiIBKOBOIO
obosonkoro; 1200 mkr; Janssen Pharmaceutica NV, Benbrig; SGS Institut Fresenius GmbH, Himeuunna;
Excella GmbH & Co KG, HimeuunHa; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf
GmbH, Himeuunna; Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIBeiiijapis; Catalent
Pharma Solutions LLC, CIIIA;

Cenekcinar  (JNJ-67896049;  Cenekcinar, Selexipag, JNJ-67896049, Uptravi®, ¥YnTpaBi®,
ACT-293987/NS-304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabneTku, BKDPHUTI TIUIiIBKOBOIO
obosonkoro; 1400 mkr; Janssen Pharmaceutica NV, Benbrig; SGS Institut Fresenius GmbH, Himeuunna;
Excella GmbH & Co KG, HimeuuuHa; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf
GmbH, Himeuunna; Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIBeiiijapis; Catalent
Pharma Solutions LLC, CIIIA;

Cenekcinar  (JNJ-67896049;  Cenekcinar, Selexipag, JNJ-67896049, Uptravi®, ¥YnTpaBi®,
ACT-293987/NS-304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabmeTku, BKDPHUTI TIUIiIBKOBOIO
obosonkoro; 1600 Mkr; Janssen Pharmaceutica NV, Benbrig; SGS Institut Fresenius GmbH, Himeuunna;
Excella GmbH & Co KG, HimeuunHa; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf
GmbH, Himeuunna; Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIBeiiijapis; Catalent
Pharma Solutions LLC, CIITA.
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Bianosimanshuii (i)
JIOC/TiIHUK (1) Ta MicLie
(s1) mpoBeJeHHs
BUIPOOYBaHHA B YKpaiHi

1) a.m.H., mpod. Abparamosuy O.0.

KomyHanbHe HeKoMmepiijiliHe mignpreMcTBo JIbBiBCbKOiI o6siacHOI pagy «JIbBiBcbKa oOsacHa KiTiHiuHa
niKapHsi», KapjiosioriuHe BifgineHHsi, JIbBIBCbKMII HalliOHaTbHUA MeJWYHUM YyHiBepcuTeT iMeHi [laHuna
lamuupKkoro, kadepa BHYTpiliHbOI MeAULMHU Nel, M. JIbBiB

2) unen-kop. HAMH Ykpainu, A.M.H., npo@d. 'aBpuctok B.K.

HepxaBHa ycraHoBa «HaijioHanbHuit iHCTUTYT (QTU3iaTpii i mnysemoHosorii iM. @.I'. $IHOBCHKOrO
HarjionanbHol akageMii MeMUHKX HayK YKpaiHW», KIiHIKO-(QYHKIiOHanbHe BiagineHHs, M. Kuis

3) k.M.H. Bacunbesa JL.I.

KomyHasibHe — MANPUEMCTBO  «/IHITIPOTIETPOBChKUM — OOslacHMM  K/TiHIUHMM — LeHTp KapZionorii Ta
Kapaioxipyprii» /IHirporieTpoBcbkoi o6siacHOi pafu», BiffineHHs1 Kapziosorii, JHIMPOBCHKUY AepyKaBHUMN
MeJMUHUM YHiBepcuTeT, Kadeapa BHYTPilIHbOI MeAULMHU Ne3, M. JIHIimpo

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOro JupeKkTopa /lupeKkroparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 9

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHziomizoBaHe, MozBikiHe cilinie, M1aleb0-KOHTPO/IbOBaHe AOCTiKeHHs (a3u 2 mpernapaty VE202 B
TalfieHTiB, XBOPUX Ha BUPA3KOBHM KOJIIT JIETKOTO ab0 MOMIPHOTO CTYTeHs TSDKKOCTi», KOZ, AOCITiPKeHHS
VE202-002, opurinansHa (Bepcist 1.0) Big 09 kBiTHs 2021 poky

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeXeHOI0 BifnosigansHicTio «JJABKOPIT KJTTHIKAJI JEBEJIOTIMEHT YKPAIHA»

CnoHcop, KpaiHa

«Benanra biocasHcu3, IHK.» [Vedanta Biosciences, Inc.], CIITA

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceka ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

VE202; VE202; JNJ-72537634; karcynu; 10’-10" KYO/karncyna (KOJOHi€yTBOPIOIOYI OMHMIIi / KaricyJia);
Nordmark Pharma GmbH, Himeuunna; Cilag GmbH International Janssen Vaccines, IlIBeiiiapis;
Millmount Healthcare Limited, Ipnangis; PCI Pharma Services, CIIIA; PCI Pharma Services Germany
GmbH, HimeuuunHa;

[Tnare6o mo VE202; karcynu; Nordmark Pharma GmbH, Himeuuuna; Cilag GmbH International Janssen
Vaccines, IlIBefitiapisi; Millmount Healthcare Limited, Ipnangis; PCI Pharma Services, CIIA;
PCI Pharma Services Germany GmbH, Himeuunna; Boston Analytical, Inc., CIITA

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) A.M.H., ipod. Pegis O.1.

O6nacHe KOMyHa/lbHe HEKOMeEPIIiliHe MipUeEMCTBO «YepHiBellbKa 00slacHa KJIiHIUHA JIiKapHs», MiApO3/ia
racTpoeHTepoJiorii, M. YepHiBLji

2) K.M.H., goueHT Ositinuk O.1.

KomyHanbHe HeKoMeplliliHe MiANPUEMCTBO
racTpOeHTEePOJIOTiUHe Bii/li/IeHHs], M. 3allOPiXOKs
3) rosioBHul nikap ITyrau M.M.

MenuuHul TIeHTP TOBApUCTBA 3 OOMeXeHOIO BiAmoBifambHiCTIO «MeguuHa KiaiHika «bmaromeny,
JIIKyBa/IbHO-/IiarHOCTUYHUM MiZipo3ais, M. KuiB

4) k.m.H. llexoBuosa FO.O.

KomyHasbHe HeKoMmepilitiHe TiAnpreMcTBO XapKiBChbKoi o6macHoi pagu «Ob6acHa KiliHiuHa JTiKapHs»,
racTpOeHTepOoJIOriyHe Bif/isieHHsi, M. XapKiB

«Micbka JjikapHsi Ne6» 3ariopi3bKOi MiCBbKOI  paju,

IIpemnapatu TIOpiBHSAHHS,
BHUPOOHMK Ta KpaiHa
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CynyTHi BankomiuyH, Baukominmny rigpoxnopuz, VANCOCIN, Vancomycin, Vancomycin hydrochloride;
Marepianu/mpenaparu Karicynu; 125 mr (minirpam); Alcami Corporation, CIIA; Catalent CTS, LLC, CILA; Catalent Germany
CYIyTHBOI Tepartii Schorndorf GmbH, Himeuunna; ANI Pharmaceuticals, Inc., CIIIA;
[Tnaie6bo g0 Bankomiimu (Baukominuay rigpoxmopug, VANCOCIN, Vancomycin, Vancomycin
hydrochloride); kancynu; Catalent CTS, LLC, CIITIA; Catalent Germany Schorndorf GmbH, HimeuunHa

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 10

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Hasga ki1iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PanziomizoBaHe, To/BiliHe criine, TUIalEeb0-KOHTPO/ILOBAHe, GaraTolleHTPOBe AOC/i/KeHHS (a3u 3 3
TIPOZIOB’KEHUM BiJJKDUTHM TIE€pioZioM JIiKyBaHHS [/Isi OLiIHKM e(eKTHBHOCTI Ta 6e3reuHOCTi mMperapary
po3aHoJTiKCi3ymMab y mopociux 3 MmiemiH-osirogeHaporurapauM riikorpotein (MOG)-IgG-acoriitioBanum
JleMi€TiHI3yI0OuUMM 3aXBOPIOBaHHAM», KOJ, pociaigpkeHHs MOGO0O01 , 3 monpaBkoro 1 Big 07 BepecHs 2021
POKY

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

FOCibi biodapma EcApEn, Benbrisi / UCB Biopharma SRL, Belgium

[Tepesik moC/iKyBaHUX
niKapcbKuX 3acob6iB
nikapcbka ¢opma,
[103yBaHHS, BUPOOHUK,
KpaiHa

Pozanonikcizymab (UCB7665; Poszanonikcuzymadb; UCB7665 Liquid Drug Product; Rozanolixizumab;
ryMaHi30BaHe MOHOK/IOHa/bHe aHTUTio IgG4, ske po3pobneHe B SKOCTi iHTiOiTOpa aKTUBHOCTI
HeoHaranbHoro Fc-perjenitopa fo 1gG (FcRn)); po3uun s in'ekuiii; 140 mr/mn (Minirpam/mininitp); UCB
Pharma SA, Belgium / Bensris; Nova Laboratories Limited, UK / Benuka Bbpuranisi; Vetter Pharma-
Fertigung GmbH & Co. KG, Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG, HimeuunHa; Vetter
Pharma-Fertigung GmbH & Co. KG, Himeuuuna; Vetter Pharma-Fertigung GmbH & Co. KG, HimeuunHa;
Fisher Clinical Services GmbH, Switzerland/ IlIBeiinjapis; Fisher Clinical Services GmbH,
Germany/HimeuunHa; Almac Clinical Services Limited, UK/Benuka bpuranisi; DHL Solutions Fashion
GmbH, Germany/HimeuurHa;

riarie6o mo PoszaHonikcizymab (rutane6o go Po3aHomikcizyma0); po3umH asisi iH(y3iil; HaTpito Xiopuay
po3uuH 0,9 % (NaCl 0,9% w/v saline); UCB Pharma SA, Belgium/benbris; Fisher Clinical Services GmbH,
Switzerland/IIBetiapis; Fisher Clinical Services GmbH, Germany/HimeyuuHa

Bignogigansauii (i)
JIOC/TiIHUK (1) Ta MiclLie
(s1) npoBefieHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. IlIkpo6ot C.1I.

KomyHasnbHe HekoMmepLiliHe mignpueMcTBo «TepHomisbcbka o6siacHa KIIiHIYHA TICMXOHEBPOJIOTiuHa
nikapHsi» TepHOMi/bCEKOI 00/1acHOI paay, HeBposioriuHe BifzisieHAs Nel, TepHOIiIbCbKHI Hal[iOHATbHUN
MeanuHui yHiBepcuTeT imeHi 1.f1. ['opbaueBchkoro MiHicTepcTBa OXOpOHHM 370pOB'S YKpaiHu, Kadezapa
HeBpoviorii, M. TepHominb

2) k.M.H. Tomax H.B.

MeaWuHUI [IEHTP TOBAPUCTBA 3 00OMEXKEHO0 BinoBifambHICTIO «IHeT-09», M. 3amopixoKs

[MTpenapaTy MOPiBHSHHS,
BUPOOHUK Ta KpaiHa
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii
B.o. renepansHoro gjupekropa /lupekropary

(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HopaTok 11

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«barartolieHTpoBe, TO/IBiliHe cJine, paHzoMizoBaHe gocigkeHHs 111 da3u s mopiBHSAHHSA eheKTUBHOCTI
Ta Oe3neku Gensytudany (MK-6482) 3 nembposnizymabom (MK-3475) abo nanebo 3 membposizymabom
TIpU aJ]’FOBAHTHOMY JTiKyBaHHi CBIiT/IOK/TITUHHOI HUPKOBO-K/JIITUHHOI KapLMHOMU TMic/si HedpekTomii (MK-
6482-022)», koa gocnimkenHss MK-6482-022, 00 Big 29 >koBTHs 2021 poky

3asiBHUK, KpaiHa

ToBaprCTBO 3 0O0MeXKeHOI0 BifmoBigampHicTIO «MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn eng Hoym Kopn.», gouipue mignpuemctBo «Mepk enp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

MK-6482, Belzutifan, bemsytudan (MK-6482, PT2977, CK1604, WELIREG; MK-6482; Belzutifan, MK-
6482); tabnetku; 40 mr; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services
UK Limited, United Kingdom; Merck, Sharp and Dohme Corp., USA; Werthenstein BioPharma GmbH,
Switzerland; Patheon Inc, Canada; Bend Research Inc., USA; Merck Sharp & Dohme Corp., USA;

[Tnare6o no MK-6482 (Bensytudan) (Llemtono3a MiKpoOKpHUCTaliuHa, MaHiTO/I, MarHito cTeapaT); TabJeTKH;
Merck, Sharp and Dohme Corp., USA; Patheon Inc, Canada; Merck Sharp & Dohme Corp., USA;
MK-3475, Tlembposizymab, Pembrolizumab, Keytruda®, Kitpyna® (MK-3475; SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1));
CTepWIbHUIA PO3UMH /il BHYTpilIHbOBeHHOI iHQy3ii; 25 mr/ma; Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme
Corp., USA; Werthenstein BioPharma GmbH, Switzerland; MSD International GmbH T/A MSD Ireland
(Carlow), Ireland

Bianosimansuuii (i)
JIOCJTIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. Ctycs B.I1.

KomyHanbHe mignpuemcTBo «/JHimporeTpoBchka oOmacHa KiriHiuHa mikapHs im. LI, MeuHukoBa»
[uinpornieTpoBchKoi 06/1acHOI paan», BiagineHHs yposorii Ne2 (oHKosoriuxe), JIHIMPOBCHKUHN AeprKaBHUMN
Me/IMYHUM YHiBepcuTeT, Kadezpa yposorii, M. [IHinpo

2) dupektop IlapamoHoB B.B.

KoMyHa/ibHe HeKOMepIiiiiHe HiiNMpHUeMCTBO «UepKachbKHM 00/1aCHHI OHKOJIOTiuHMi AucraHcep YepKachbKoi




2 MpOJOBXKeHHs fojaTka 11

obmacHoi paau», OO6siacHWIA LIEHTP TUIACTUUHOI PEKOHCTPYKTHBHOI Ta MaJiOiHBa3WBHOI OHKOYPOJIOTii,
M. Uepkacu

3) 3aB. Big. Hanbaugsna T.A.
KomyHanbHe HeKoMmepililiHe migrnpueMcTBo «O6/acHUM 1[eHTP OHKOJIOTii», OHKOYPOJIOTiuHe BifileHHs,
M. XapkKiB

4) ron. nikap Kpysneko C.1.

MenuuHU TIEHTP TOBApUCTBa 3 OOMeKeHOIO BiJMOBiJa/NbHICTIO «YKpaiHCBKUN IIeHTP TOMOTeparii»,
BifiiieHHs1 XximioTeparii, M. KpOonuBHULIbKUI

[Ipernapaty MOpiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

- nabopaTopHi Habopw;

- min/max TepMOMeTpy;

- iHdy3omaTy;

- LIeHTpUQyTH;

- IPYKOBaHi MaTepianu;

- Hocil ingopmaii (USB drive).

KowmmaHisg, sKa fi€ 3a JOBIpeHICTIO, Ky Ha/laB CIIOHCOP UM 3asiBHUK Ha BBe3eHH$ [JOC/IiKyBaHUX
niKapchKUX 3acobiB Ta cynyTHix MaTepianiB: TOB «Arenuisi «C.M.O.-YkpaiHa».

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 12

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Ha3sBa kiiHiuHOr 0O «MixHapoziHe, OaraTorieHTpoBe, paHAOMi30BaHe, TO/BiliHe cJiire, Myiareb0-KOHTPOILOBaHe, JOC/TiKeHHS
BUIPOOYBaHHs, KO/, HypBanymady pa3zom i3 Oseknymabom i JypBasymaby pa3om i3 MoHamizymaboM y MaljieHTiB i3 MicrieBo
BepCid Ta Jjata PO3MOBCH/I)KeHUM HeoriepabebHUM HeIpiOHOKTiTHHHNM pakoM jeredb (HHPJI) 11T crazii, y sikux xBopoba

He mporpecyBasa micisi AediHiTUBHOI ofHOUACHOI MyIaTMHOBMIicHOI XiMmiorpomeHeBoi Teparii (PACIFIC-
9)», Koz pochimkenHss D9078C00001, Bepcist 2.0 Big 11 auctonazga 2021 poky

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa AstraZeneca AB, Sweden

[Tepenik gocmimpkyBanux | Jypanymab (Durvalumab) (MEDI4736; dypanymab (Durvalumab)); KoHIleHTpaT [jsi pO3uMHy /s
MKapChKUX 3acobiB indysii; 50 mr/mn; AstraZeneca Nijmegen, B.V., Netherlands; Catalent Indiana, LLC, USA; Vetter Pharma-
niKkapcbka opMa, Fertigung GmbH & Co. KG, Germany; Medlmmune, LLC, USA; AstraZeneca AB, Sweden; Almac Clinical
[103yBaHHS, BUPDOOHUK, Services, USA; Almac Clinical Services Limited, United Kingdom; Catalent CTS (Edinburgh) Limited,
KpaiHa United Kingdom; Catalent Pharma Solutions LLC, USA; Fisher Clinical Services, USA; Fisher Clinical

Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services PTE LTD, Singapore; AstraZeneca UK Limited, United Kingdom; AstraZeneca AB, Sweden;
miare6o o ypBamymab (Durvalumab, MEDI4736) ( Hatpito xnopugy 0,9% ); po3uwH s iHDys3iH;
HouipHe mignpueMcTBo «PapmaTpeii», YKpaiHa;

miare6o go Hypeanymab (Durvalumab, MEDI4736) ( rmoko3a 5%); posumH mis iHQy3ii; [JodipHe
nignpuemMcTBo «PapmaTpeiii», YKpaiHa;

Momnasnizymab (Monalizumab) (IPH2201; Monanizymab (Monalizumab)); mopomiok s po3uumHy st
indysiit; 375 mr; AstraZeneca Nijmegen, B.V., Netherlands; MedImmune, LLC, USA; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Catalent CTS (Edinburgh) Limited,
United Kingdom; Catalent Pharma Solutions LLC, USA; Fisher Clinical Services, USA; Fisher Clinical
Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services PTE LTD, Singapore; AstraZeneca UK Limited, United Kingdom; AstraZeneca AB, Sweden;
Fisher Clinical Services GmbH, Germany;

Oneknymab (Oleclumab) (MEDI9447; Oneknymab (Oleclumab)); KoHileHTpaT it po3urHy A7 iH)y3ii;
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100 wmr/mn; AstraZeneca Nijmegen, B.V., Netherlands; Medlmmune, LLC, USA; Catalent CTS
(Edinburgh) Limited, United Kingdom; Catalent Pharma Solutions LLC, USA; Fisher Clinical Services,
USA; Fisher Clinical Services UK Limited, United Kingdom; AstraZeneca UK Limited, United Kingdom;
AstraZeneca AB, Sweden

Bignoeinamsauii (i) 1) nikap 3y6 O.B.
JIOC/TiIHUK (1) Ta MicLie KoMyHanbHe HeKoMepLiiiiHe MiANpUEMCTBO «YepHIriBCbKUM MeJUYHUN L[eHTP Cy4acHOI OHKOJIOTii»
(s1) mpoBeieHHSsT YepHiriBceKoi 06/1aCcHOT pajiy, BifijisieHHsT K/TiHIYHOI OHKOJIOTIi Ta riHekosorii, M. UepHiriB

BUIIpoOyBaHHs B YKpaini | 2) nikap [Imura O.FO.

MegnuHuii 1jeHTp «YHiBepcanbHa KiiHiKa «OO6epir» TOBapucTBa 3 OOMEXEHOI BiJTIOBifaIbHICTIO
«Kamuran», K/IiHIKO-KOHCY/IbTaTUBHE BifJieHHs, M. KUiB

3) A.M.H., npo¢. Jyanivenko O.C.

Hep>kaBHa ycTaHOBa «IHCTUTYT 3aranbHOi Ta HeBifkaazHoi xipyprii imeni B.T. 3aiiueBa HarjioHanbHOT
aKkajeMii MeJUUYHUX HAayK YKpaiHW», BiJJiJieHHs THiIMHOI Xipyprii Ha 25 JIDKOK 3 ManaTor iHTEeHCUBHOI
Teparii Ha 6 i>KOK, XapKiBCbKa MeJJuyHa akKajieMisl Mic/IsIAUIJIOMHOT OCBIiTH, Kaeipa OHKOJIOTIT Ta JUTSYOL
OHKOJIOriI, M. XapKiB

4) ron. nikap Kpynbko C.I.

MeguuHuii IIeHTP TOBapUCTBAa 3 OOMEXEHOI BifTIOBiJa/NbHICTIO «YKpPaiHCHKUWA IIeHTP TOMOTepartii»,
BifiZiieHHs1 XximioTeparnii, M. KponmuBHULIbKUM

[Iperniapaty MOpiBHSHHS, —

BHUPOOHUK Ta KpaiHa
CynyTHi —
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 13

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«Bigkpure, GaraToljeHTpOBe, Mi>KHApOJHe JOC/ipKeHHs e(eKTUBHOCTI, Oe3reyHOoCTi Ta MepeHOCHMOCTi
npertiapaty bioseH, BupoOHuritBa TOB «biodapma I1na3ma», y mMarfi€eHTiB AUTSIUYOTO BiKy 3 XPOHIUHOIO
nepBUHHOI0 iMyHHOIO TpombormroneHieto (ITIT)», kox mocmimkenus 2021-BV-CITP-BP, Bepcisi 1.1 Bif
16.09.2021

3asiBHUK, KpaiHa

TOB «bBIO®APMA IIJTASMA», YKpaina

CnoHcop, KpaiHa

TOB «bIODAPMA TIJTA3BMA», YKpaiHa

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceka ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

bioBen (Human normal immunoglobulin for intravenous administration); po3uuH gas iHdys3ik; 1 mn
riperapary MiCTUTh iMyHOTr/100YyMiH JIFOIUHA HOpMaJIbHUM 0,1 r;
0,1 r/mn; TOB «bBIO®APMA ITJTA3SMA», YKpaiHa

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTNIPOOYBaHHS B YKpaiHi

1) nikap ITocmitioxa 1.B.

KomyHanbHe mignpueMcTBO «/IHiNpomneTpoBchka 06/acHa AWTSYa KTiHIYHA JTiKapHs» JJHIMpOoneTpoBCHKOi
obmacHoOl pagu», OHKOreMaTO/IOTiUHUM LIeHTP, M. JIHITpo

2) 3aB. Bi. bopozin A.B.

KomyHa/ibHe HeKOMepIiifiHe MiZAIpUEMCTBO «3aropi3bka 00JiacHa KITiHiUHa JUTSYa JTiKapHs» 3aropi3bKoi
00J1acHOI paJy, TeMaToJ/IoTiuHe BifiIiieHHs], M. 3aTOpixoKs

3) nikap Pwxkko f.J1.

KomyHasneHe mignpueMcTBo «BosMHCBKe 00/lacHe TepuTOpiasibHe MeguuHe 00’€JHAHHS —3aXUCTy
MaTepUHCTBA i AUTHHCTBa» Bo/MMHCEKOT 00/1acHOT pajiy, BiieHHs JUTSU0I OHKO-TeMaTosiorii, M. JIyLbK
4) k.m.H. Lmmbasnmok-BonommH LIT.

KomyHasmeHe  HekoMmepliiHe —mianpuemctBo  JIbBiBcbkoi  O6macHoi Pagu  «3axigHOyKpaiHCHKHI
crieljiasli3oBaHU AUTSUYAA MeAUYHUM LeHTP», BiJJi/JIeHHd TremaTo/iorii Ta IHTeHCHBHOI XimioTepartii,
M. JIbBiB

5) 3aB. BiA. Monogenps H.B.

KomyHasmbHe HeKoMepiiiiiHe mianpuemMctBo «Ofjeckka o0siacHa [uTsSYa KiiHiuHA JiikapHsS» OpecbKoi
obJtacHOI pagu», BiaineHHs quTsauoi remarosiorii, M. Ozeca
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6) A.M.H., pod. MakeeBa H.I.

KomyHanbHe HekoMepliiiiHe mignpueMcTBo «MicbkKa KiiHiuHa auTsaua jikapHsi Nel6» XapKiBCbKOI MiCbKOT
pajy, reMaroJsioriude BifjineHHsi, XapKiBCbKUI HallioHa/IbHUI MeJUUHUN yHiBepcuTeT, Kadeapa nefiaTpil
Ne2, M. XapkiB

7) nikap MoBuan-Bepuuzny6 O.B.

KomyHasibHe HeKoMepIjiliHe MiANPUEMCTBO «XMe/bHUIIbKa 00jlacHa AuTsda JiKapHs» XMeTbHHUIBKOT
o0J1acHOI pajy, BiJ/li/ieHHs: OHKOTeMaTorii, M. XMeTbHULIbKUH

8) 3aB. 1jeHTpoMm ['nyxapesa O.B.

KomyHanbHe HeKoMepiiiiiHe mignprueMcTBO «UepKacbKuii 00/1aCHUI OHKOJIOTiUHMIN AucriaHcep YepKachKoi
obsiacHOi pagu», 00/laCHUM TIeHTP AMTSAYO0I OHKOJIOTIi Ta remMarosiorii 3 JibKKaMH JeHHOTO repe0OyBaHHS,
M. Uepkacu

9) nikap Agupos M.B.

KomyHanmbHe HeKOMepIjiliHe TMignpueMcTBO «MuKomaiBchbka o0sacHa [AWTA4Ya KIiHiUHA JTiKapHs»
MuKomaiBcbKoi 00/1acHOI pajiy, BiJfii/IeHHsI OHKOremaTosiorii 3 0JIoKaMd BHCOKO/I030BOi iHTEHCHUBHOL
noJiiximioTeparii Ta Zj0- Ta MiC/ASTPaHCIIIAHTAL[iIKHOTO CYTIPOBOAY, M. MuUKo/1aiB

10) 3aB. Big. boxkiii [1.T.

KomyHaneHe mianpuemMcTBo «PiBHeHChbKa o6siacHa pAuTtsua JjikapHs» PiBHeHcbKoi o6macHOi pajw,
OHKOJIOTiYHUM 11eHTp, M. PiBHe

11) 3aB. Big. Hukutenko JI.K.

KomyHasibHe HekoMepiiitiHe mianpreMcTBo CymMcbKoi 06/1acHOT pagy «Ob/1acHa JUTsAva KTiHiYHA JIiIKapHSD»,
BiisieHHs remarosorii, M. Cymu

12) 3aB. Bif. [1aBneHko €.M.

KomyHanbHe HekoMmeplifiHe mianpueMcTBo «UepHiriBcbka obsiacHa [AuTsua JiikapHs» YepHiriBCbKoi
obmacHOI paju, reMaTosIoriuHe BigfineHHs, M. UepHiriB

13) 3aB. Big. [Ipucsoxatok O.0.

KomyHasibHe HeKoMepLiiliHe MiANpHUeEMCTBO «BiHHHMIPKA obOsacHa guTsva KiiHiuHa jikapHs BiHHHIBKOT
00J1aCHOI paJi», OHKOTeMaToJIOTiuHe BijjlijieHHs1, M. BiHHUIS

[Ipernapaty MOpiBHSAHHS, —

BHPOOHMK Ta KpaiHa
CynyTHi —
Marepianu/mpenaparu
CYIIYTHBOI Tepamii
B.o. renepanbsHoro jupekropa /Iupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 14

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoOB/leHUH TIPOTOKOJI KiiHiyHOro BumpoOyBaHHs, Bepcisi 2.0 Bix 03.11.2021, aHI/iliCbKOIO MOBOIO;
OnoBnenuii CHHOTICKC TIPOTOKOJY KiiHiuHOro BunpoOyBaHHs, Bepcist 2.0 Bix 03.11.2021, ykpaiHCBKOO
MOBOI0; 30i/bIIIeHHsT TPUBAJIOCTI TIPOBeZIeHHsI AOCTiIKeHHsI B YKpaiHi 3 6 g0 8 micsii; IHdopmatiis ass
TMAaLlieHTiB i 3rojla Ha yuyacTh B KiiHiuHOMy BuUnpoOyBanHi, Bepcis 2.0 Big 03.11.2021 p., ykpaiHCBKOO
MOBOI0; BK/TIOUeHHSs1 0AaTKOBUX MiCLlb ITPOBeJIeHHs1 KIiHiYHOr0 BUNPOOyBaHHSI:
Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TiAHUKA

/1 Ha3Ba Micuist ipoBe/ieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1 I.M.H., ipo¢. KoBanenko C.B.

ObnacHe KOMyHajibHe HeKOMepIjiiiHe TMiArnpueMcTBo «YepHiBerlbka obOsacHa KiliHiuHA
JIIKapHs», TiAPO311 Iy/IbMOHOUIOrI, M. YepHiBLi

2 3aB. ¢inii Jlumap FO.B.

KomyHanbHe HekoMmepliiiiHe miANpueMcCTBO  «KOHCY/IbTaTUBHO-/iarHOCTUYHUM  LIEHTP»
[JecHsiHCBKOTO parioHy M. KueBa, BiifjiieHHs IeHHOTO cTaLiioHapy, M. Kuis

3 kepiBHUK Llentpy I'yk C.A.

Kniniuna nikapHsi «@eodanisi» [ep)kaBHOro ymnpaBriHHs cripaBamy, LleHTp pecmipaTopHol
MeJIULIMHU Ta ajaeproJorii, M. Kuis

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2147 Bif 04.10.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«®a3a Il BurpoOyBaHHSI [ji OLiHKK T1€PeHOCHMOCTi, Oe3reku Ta eQpeKTUBHOCTI CyOIiHTBabHOI

iMyHOTeparii y Malji€HTiB, 0 CTPaXkJal0Th Ha ajeprito Ha mMuaoK Oepe3u», SL-361A, Bepcis 1.0 Big
14.04.2021
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3asiBHUK, KpaiHa POKCAJIJT Mepirin I'm6X, HimeuurHa
CnoHcop, KpaiHa POKCAJUT Meginin 'm6X, HiMeuurHa
CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




Honmatok 15

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi OnHoBnenuii npotokon gociimkeHHs: PN-943-03, nonpaBka 4 Big 08 >xoBTHsi 2021 poKy, aHI/TiMCHKOIO
TOMNPaBKU MOBOIO
Howmep Ta gata Hakazy Ne 1849 Big 11.08.2020

MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «PanziomiszoBane, GararolleHTpOBe, TIOBiliHe Cire, riane00-KOHTPOIbOBaHe OCTiKeHHsT (a3u 2 B

BUIIPOOYBaHHs, KO/, rapasie/IbHUX Tpyrnax 3 MeTOK OL[iHKM Oe3meuyHocTi ¥ edekTuBHOCTI mperapaty PN-943 mipu

BepcCis Ta jara repopasibHOMY 3aCTOCYBaHHI y TIALiEHTIB 3 aKTUBHUM BHPA3KOBUM KOJIITOM TIOMipHOTO ab0 Ba)KKOTO
cTyrneHs TsDKKOCTI», PN-943-03, nonpaska 3 Big 31 aunHs 2020 poky

3asiBHUK, KpaiHa TOB «KniniuHi gocaifpkeHHs: AUKOH», YKpalHa

CnoHcop, KpaiHa Protagonist Therapeutics, Inc, USA/ IIpoTaronict Tepan'totukc, Iuk., CIIIA

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHUH TTPOTOKOJ KiiHiuHOTO BUrpoOyBaHHs AEZS-130-P02, Bepcisi 2.0 Big 23 BepecHst 2021 poky;
OwnossieHa Bportypa gocnifgHuka Ajist AOCTiAKyBaHOro Jjikapcekkoro 3acoby Maijimopenin (AEZS-130),
BuganHs 9.0 Big 17 munas 2021 poky; [Hpopmatiis a1 6aTbkiB naiieHTa Ta @opma iHHOpMOBaHOI 3roau
MoZlenb A1 YKpainu, Bepcig 2.0 Big 26 mucronaza 2021 poky (yKpaiHCBKOIO Ta POCIMCBKOK MOBaMHM);
[Hdopmatiist a5 yyacHrka Ta PopMa iHdopMoOBaHOI 3ro/iy /1711 YYaCHUKIB, IKUM BUMOBHU/IOCS 18 pokiB
MiJ| yac A0oC/ipKeHHs, MoZiesib /11 YKpainu, Bepcis 2.0 Big 26 mucrtonaza 2021 poky (yKpaiHCBKORO Ta
pocilicbKoro MoBaMu); THdopmatiist st yuacHrKa Ta @opma 3roiu [ijisl y4aCHUKIB BikKoM Bif 5 10 6 pOKiB,
MoZlenb A1 YKpainu, Bepcig 2.0 Big 26 mucronazga 2021 poky (yKpaiHCBKOIO Ta POCIMCBKOK MOBaMHM);
[Hpopmatiisi Anst yyacHuka Ta dopma 3rofu AJis yyacHUKIB BikoMm Bif 7 mo 10 pokiB, mojenb Ajs
Ykpainy, Bepcis 2.0 Bix 26 micronaza 2021 poky (yKpaiHCbKOIO Ta pociiickkoro MoBamu); IHdopmariis
Ji1s1 yuacHUKa Ta ©opMa 3roiu /11 y4acHUKIB BikoM Bif 11 fo 13 pokiB, Mozens 151 YKpainu, Bepcis 2.0
Bif 26 mucroraza 2021 poky (yKpaiHCBKOIO Ta pociiicbkoro MoBamM); [Hdopmallis A7s yyacHHKa Ta
dopMa 3rofu I y4YaCHUKIB BIKOM Bif 14 mo 17 pokiB, Mojenb A YKpainu, Bepcis 2.0 Big 26
muctonaga 2021 poky (yKpaiHCBKOKO Ta poOCiMicbKO0 MoBaMu); OHoBieHe CripollleHe AOCbE AJist
rperapaTiB TOpPIiBHSAHHS: APpriHiHy rigpoxsopuj, iH’ekuis, USP, po3uun gns iHQy3iit (KoMepLiiiHUiA
npeniapaT R-Gene® 10), Ta Knoniguny rigpoxnopug (komepuitinuii npenapat CATAPRESAN® 75),
tabnetku, Bepcis 4.0 Big 09 BepecHsi 2021 poky; 3asyueHHs JIiKapCbKOTO 3aco0y, sSKWii He €
JOCITi/PKYBaHUM JTIKaDCBKUM 3aco00M, /i1 BUKODHCTaHHS y AaHOMY K/TiHiYHOMY BUTIpOOYBaHHi, a came:
Ectpodem, 1 wmr, TabmeTky, BKpUTI TIiBKOBOIO 000m0HKOIO (Bupobuuku: Novo Nordisk A/S, [aHis;
EuDC - European Distribution Center, HimeuunHa); CrpoirieHe A0ChE€ [Jisi JTiKapChKOro 3acoly
Ectpodem, 1 mr, TabsieTKH, BKPUTI IUTIBKOBOIO 000710HKOO, Bepcist 2.0 Big 11 uepHs 2021 poky; 3pa3ku
MapKyBaHHS ZJisl JTiKapcbkoro 3aco0y Ectpodem, 1 mr, TabneTkd, BKPWTI IUTIBKOBOH 00OJIOHKOIO,
30BHIIIHBOI Ta BHYTPIlIHBOI YMakoBKU (YKpaiHCbKOIO MOBOI); BK/ItOUeHHs [J0[aTKOBOTO MicCLis
MIPOBe/IeHHsI K/TiHIYHOTO BUNPOOYBaHHSI:
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[1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA
Ha3Ba Micuist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. J.M.H., ipod. YpbaHosuu A. M.

BiginenHs, M. JIbBiB

KomyHasibHe HeKoMepiiitiHe mirprueMcTBO JIbBiBCbKOI 06/1acHOi pagu «JIbBiBChKUI 00/1acHUMA
Jlep>KaBHUM KJTiHIUHWM JIIKYBa/IbHO-iarHOCTUYHWIM €HJ0KPUHOJIOTiUHKIN LIeHTP», TOJIiK/TiHiuHe

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

Ne 2616 Bif 24.11.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jjarta

«baraTolieHTpoOBe, BifKpuUTe [JOC/iPKeHHS A/ OL[iHKA e(eKTUBHOCTI Ta 0e3meuHoCTi MaljiMopesiHy
aleTaTy Npyd OJHOKPAaTHOMY IepOpaJbHOMY 3aCTOCyBaHHI 1031 1,0 MI/KT SIK CTUMYJISILIMHOTO TeCTy Ha
ropmoH pocty (CTTP) y nepiaTpyuyHMX MaLjieHTIB 3 Mifjo3por0 Ha JedinuT ropMoHy pocty (OIP)» —

pocaipkenHs DETECT, AEZS-130-P02, Bepcis 1.0 Big 11 rpyass 2020 poky.

3asiBHUK, KpaiHa

TOB «I[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

«ETtepHa 3enrapic 'm6X»/ Aeterna Zentaris GmbH, HimeuunHa

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepanbHOro fupekTopa Jlupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX



Honatok 17

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM TIPOTOKO/N 3 TomnpaBKow 2 BiAg 13 >xoBTHa 2021p., aHr/IilCbKOK MOBORO, bpoiiypa ajis
pocnigavka Vedolizumab (MLNO0002) Buzanusi 25 Big 14 jgunHs 2021 poky, aHIVIiHCBKOIO MOBOIO;
Indopmariist s narieHTa Ta Gpopma iHpopmMoBaHOI 3rofu /s MajOMiTHIX JiTeil BikoM [0 6 POKiB, Ass
YKpaiHu, aHT/IiCbKOI MOBOIO, Bepcis 2.0 Big 17 mucronaza 2021 p.; IHdopmMatiist a5 naijieHTta Ta hopma
iHopMOBaHoOi 3rou [ MasnoMiTHIX JiTel BikoM /10 6 POKiB, /i1 YKpaiHH, YKpaiHChbKOI0 MOBOMO, Bepcist
2.0 Bix 17 muctonaza 2021 p.; IndopmMatiis A/ naijieHTa Ta popma iHpopMOBaHOI 3rofu J/1s1 MasoJTiTHIX
niTed BiKOM [0 6 pOKiB, A58 YKpaiHHW, pOCiliCbKOHO MOBO, Bepcis 2.0 Bix 17 mucrtomaga 2021 p.;
Indopmatiist ans natjieHTa Ta dopma iHbopMoBaHOT 3rou /i Ma/lOMITHIX AiTel Bikom Bij 6 10 10 pokiB
Il YKpaiHu, aHT/TiMCcbKO0 MoBOto, Bepcis 2.0 Big 17 mucromnaza 2021 p.; [HdbopMaliis A maijieHTa Ta
¢dbopMma iHpopMoOBaHOI 3roau A/ MasoiTHIX AiTel Bikom Bif 6 1o 10 pokiB, A/ YKpaiHH, YKpaiHCHKOIO
MoBO10, Bepcist 2.0 Big 17 nucronaga 2021 p.; Indopmatiis As natjienrta ta popma iHpopmMoBaHoi 3rogu
ISl MasomiTHIX AiTed BikoMm Big 6 go 10 pokiB, Ay YKpaiHu, pociiicbKoro MOBORO, Bepcis 2.0 Bix 17
mictoniaza 2021 p.; Indopwmaiiis ans maijieHta ta dopma iHGopMoBaHOI 3rofu AJis MajOMiTHIX AiTeid
Bikom Biz 10 g0 14 pokiB, aia YKpaiHu, aHTJIilicbKoro MoBorwo, Bepcis 2.0 Big 17 nmucromaza 2021 p.;
Indopmariisi Ans marienta Ta ¢opma iHGopMoBaHOI 3roAu AJisi Majo/iTHIX fiTed BikoM Big 10 mo 14
POKiB, 1751 YKpaiHW, YKpaiHCbKOIO MOBOO, Bepcis 2.0 Big 17 nuctomaza 2021 p.; Indopmauis gmis
narjieHTa Ta opma iHdhopMoBaHoi 3rou A/ Ma/oJiTHIX AiTel BikoM Bif 10 zo 14 pokiB, g1 YKpainuy,
pociiickkoro MoBoto, Bepcis 2.0 Big 17 mucromaga 2021 p.; IHdbopmarijis ans maiieHta Ta dopma
iHdbopMoBaHOI 3roiu A/l HEMOBHOJIITHIX AiTel BikoM Bif 14 m0 18 pokiB, A/ YKpaiHd, aHT/TiMCHKOO
MOBoI0, Bepcisi 2.0 Big 17 muctomnaga 2021 p.; [ndopmariist asis naijiedta Ta opma iHbopMoBaHOiI 3roau
JI/1s1 HETIOBHOJIITHIX JiTel BikoM Bif 14 no 18 pokiB, /15 YKpaiHy, yKpaiHCbKOI MOBOMO, Bepcis 2.0 Big 17
muctoraga 2021 p.; MLN0002-3024 IndopmMaiiis aas maijieHTa Ta ¢gopma iHdopMoBaHOI 3rofu s
HETIOBHOJIITHIX JiTel BikoMm Bif 14 no 18 pokis, /151 YKpaiHu, pociiicbKoro MoBOro, Bepcis 2.0 Big 17
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muctonaza 2021 p.;MLN0002-3024 Iudopmaiiisi Ay maijieHta Ta dopma iHpopMOBaHOI 3roau Ajst
raijieHTa BikoMm Biz 18 pokiB i cTapiiie A/ YKpaiHu, aHIJIIMCbKO MOBORO, Bepcis 2.0 Big 17 nucronaza
2021 p.; MLNO0002-3024 Indopmatiis s naijieHTa Ta opma iHbopMoBaHOI 3roAu /s MaljieHTa BiKoM
Bif 18 pokiB i crapuie a1 YKpaiHM, yKpaiHCbKOKO MOBORO, Bepcisf 2.0 Bixg 17 mucromaza 2021 p.;
MLNO0002-3024 Indopmatiis ass maijieHTa Ta ¢dopma iHpopMoBaHOI 3rofu /s MaijieHTa Bikom Bix 18
POKIB i cTapie g YKpaiHd, pociiCbKOI0 MOBOIO, Bepcis 2.0 Bif 17 nmucronaga 2021 p.; MLN0002-3024
Indopmariist Ans1 6aThKiB Ta hopMa iHHOPMOBAHOI 3roiM yuacTb y HAYKOBOMY JIOC/Ti/PKeHHI, i1 YKpaiHuy,
aHTJIiiCbKOI0 MOBOIO, Bepcisi 2.0 Big 17 muctomnazga 2021 p.; MLN0002-3024 Tndopwmatiis Ay 6aTekiB Ta
¢opMa iHpOpMOBaHOI 3rofX yuacTb y HayKOBOMY JOCJiZPKeHHi, [isi YKpaiHH, YKpaiHCbKOIO MOBOIO,
Bepcis 2.0 Big 17 mucronaga 2021 p.; MLN0002-3024 IHdopmatis g1 6aTebKiB Ta popma iHhopmoBaHOi
3ro/Ii yuacCTh Y HAyKOBOMY JOC/i/KeHHi, 7151 YKpaiHu, pociliCbKOI MOBOMO, Bepcis 2.0 Bif 17 nucronaza
2021 p.; TAK_Vedo_3024_3025_Bbporypa 1iozo Habopy marjieHTiB, IIpo pgocmimkenHs Webb i
Kepler_gepcis 1.1 Big_20 numnus 2021 p., ykpaiHcekoro moBoro; TAK_Vedo_3024_3025_Fbpouypa 111070
Habopy nauienTiB, IIpo gocnimkenHss Webb i Kepler_sepcis 1.1 Big 20 nunns 2021 p., pocificbKoro
MoBoro; TAK_Vedo_3024-3025_KapTka 3 HarajyBaHHsM Tpo Bi3uT, Bepcis 1.1 Big 20 gumns 2021 p.,
ykpaiHcekoro MoBoro; TAK_Vedo_3024-3025_Kaprka-HarafiyBaHHs TIpo Bi3ut, Bepcisi 1.1 Big 20 numHs
2021 p., pociticekoro MoBoro; TAK_Vedo_3024_3025_JIuct nikaps Ao 6aTteKiB, Bepcis 1.1_sig 20 urHs
2021 p., ykpaincekoro MoBoro; TAK_Vedo_3024_3025_JTuct jsikapst g0 6aTbkiB, Bepcist 1.1 Big 20 nurHs
2021 p., pociiicekkoro MoBoto; TAK_Vedo_3024_3025_IlepekuaHuii OykaeT-miam’siTka Ajisi TIPOLielypH
inbopmoBaHoi  3roau, Bepcia 1.1_Bim 18 uepBHs 2021 p., yKpaiHCbKOIO  MOBOIO;
TAK_Vedo_3024_3025_ITepekuanuii OykieT-miam’siTka Ajist IporiefypH iHdbopmoBaHoi 3roau. Bepcis 1.1
Bif 18 uepBHs 2021 p., pocitickkoro MoBow; TAK_Vedo_3024_3025_ITpukiaj peknamHoro 6aHepa,
Bepcis 1.1 Big 20 munHs 2021 p., ykpaiHcekoro MoBow; TAK_Vedo_3024_3025_IIpukiaz peKkiaMHOro
6anepa, Bepcis 1.1 Big_20 mumHs 2021 p., pociticekoro MoBoto; TAK_Vedo_3024_[ocnimxkenns Kepler
Mpyu  BHUpa3KoBOMYy KomiTi, Bepcia 2.1 Big 20 jmnHg 2021 p., yKpalHCBKOKW  MOBOIO;
TAK_Vedo_3024_[locnimkenHsi Kepler rnpu BupaskoBomy Komiti, Bepcis 2.1 Big 20 numus 2021 p.,
pociiickkoro MoBow; TAK_Vedo_3024_3025_KapTka-mioasika, Bepcis 1.1 Bim 20 numnas 2021 p.,
ykpaiHcbkoro MoBow; TAK_Vedo_3024_3025_Kaptka-nogsika, Bepcis 1.1 Big 20 numus 2021 p.,
pociticekoro MoBoto; TAK_Vedo_3024_ Bpoiiypa 111040 po3yMiHHSI BUPa3KOBOTr0 KOMiTy, Bepcid 1.1 Bif
20 gumHs 2021 p., ykpaiHchkoro MoBow; TAK_Vedo_3024_Bpoiiypa 11100 po3yMiHHsS BHPa3KOBOTO
Komity, Bepcig 1.1 Big 20 numnusa 2021 p., pociticekkoro MoBoro; TAK_Vedo_3024_3025_Bporypa 111070
pO3yMiHHs K/IiHiUHMX BUTNIPoOyBaHb, Bepcist 1.1 Bif 20 sunHs 2021 p., yKpaiHCEKOI MOBOIO;
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TAK_Vedo_3024_3025_Bporiypa mof0 po3yMiHHS KTiHiYHMX BUTIPOOyBaHb, Bepcis 1.1 Big 20 nurmHs

2021 p., pociiicbkoro moBoro; TAK_VEDO_3024-3025_Site Digital Kit_IludpoBe orosoiieHHs, Bepcis
1.0 Big 20 nmumus 2021p., ykpaiHcekoro MoBow; TAK_VEDO_3024-3025_ Site Digital Kit_Iludgpose
oroyioiieHHs1, Bepcisi 1.0 Big 20 nmumHs 2021 p., pocitickkoro MmoBoro; TAK_Vedo_3024-3025_Site Digital
Kit_Komisi my6nikarii y Facebook, Bepcis 1.0 Big 20 mwmmus 2021 p., yKpaiHCBKOIO MOBOIO;
TAK_Vedo_3024-3025_Site Digital Kit_Komist my6sikaiiii y Facebook, Bepcis 1.0 Big 20 numnus 2021 p.,
pociticekoro MoBoro; TAK_Vedo_3024-3025_ Kormist iHTepHeT-pekiamMu caiTy, Bepcis 1.0 Big 20 numHs
2021 p., ykpaincekoro moBoro; TAK_Vedo_3024-3025_ Komisi iHTepHeT-peknamu caiity, Bepcist 1.0 Bif
20 numnnsa 2021 p., pociiicbkoro moBoro; TAK_Vedo_3024-3025_ HocnimxenHss Welcome Organizer for
Patient, Bepcis 1.0 Big 21 TpaBHs 2021 p., aHI/IilICbKOI0 MOBOKO

Howmep Ta faTa Haka3y Ne 1773 Bip 20.08.2021
MO3 o0 3aTBepyKeHHs
KJTiHIYHOTO BUTTPOOYBaHHS

Ha3ga kniHiuHOro «PaHngomizoBaHe, TofBiliHe ctirte mocmikeHHS (a3u 3 s OI[iHKKA edeKTHBHOCTI Ta 6e3rmeuHoCTi
BUTIPOOYBaHHs, KOJ, 3aCTOCYBaHHS BeZlo/izymaldy A/isi BHYTPIlIHBOBEHHOTO BBe/I€HHS SIK TiJTPUMYIOUOi Tepariii y Marfi€HTiB
BepCisi Ta jara JIUTSYOTO BiKy 3 aKTMBHMM BHPA3KOBHMM KOJIITOM Bifi TIOMipHOTO /0 TSDKKOTO CTYIIeHs, y SKHX 0yJi0

JOCSTHYTO KJIiHIUHOI BiATIOBifi Tiicsist Teparii BefosisymMaboM [/ BHYTPIllTHbOBEHHOTO BBEIE€HHS Y
Bigkputomy pexxumi», MLN0002-3024, npoToko. 3 norpaBkoro 1 Big 16 mrotoro 2021 p.

3asiBHUK, KpaiHa ToBapuctBo 3 O6MmexkeHow BianopizanbhicTio «KoHTpakTHO-ocmiguunbka Oprani3aiiis IHHOdapM-
YKpaiHa»

CnoHcop, KpaiHa Takena /[leBenorniveHT CeHrep Awmepikac, IHK., CriosnyueHi Illtatu (Takeda Development Center
Americas, Inc., USA)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




Honatok 18

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBneni posgimu  P.3.1  «Bupobuuk(u)» (P.3.1_cmc407641), P.5.2 «AHaITHUHI MeTOAUKN»
(P.5.2_cmc407643), P.5.4 «Anani3su cepiii» (P.5.4_cmc407645), P.8.1 «Pe3tome 1110710 cTabiMBHOCTI Ta
BucHOBKM» (P.8.1_cmc405634), P.8.2 «IIpoToKo/i TMic/sSpeecTpaliiHoOro BHWBUEHHSI CTabilbHOCTI Ta
3000B’s13aHHA 100  crabineHOCTI»  (P.8.2_cmc409371), P.8.3 «Jaui mnpo crabinbHiCTb»
(P.8.3_cmc405636) gocbe aocmimKyBaHoro jgikapcbkoro 3aco6y Kposamimab

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

Ne 2147 Bif 04.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanHg0Mi30BaHe, BiIKpUTe, KOHTPOJIbOBaHE aKTUBHUM TIperiapaToM, 0araToLieHTPOBe JOCTi/KeHHs (a3u
III gnst orfiHKM epeKTUBHOCTI Ta 6e3MevyHOCTi 3aCTOCyBaHHs KpoBasiiMaly B IMOPiBHSIHHI 3 eKy/1i3ymaboM y
TnaljieHTiB i3 MapoKcKM3ManbHOI HiuHOIO reMornobinypieto (ITHT), ski paHilie He oTpUMyBasK JiKYBaHHS
iHribiropamu KomrieMeHTy», BO42162, Bepcis 3 Big 20 mucronaza 2020 p.

3asaBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifnoBifanbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Honatok 19

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe pocnimkyBaHoro Jikapcekoro 3acoby BGB-A1217 (Ouunepnimab (Ociperlimab), Bepcis 3.2 Big
11 muctonaza 2021 poky aHr/IiMCHKOI0 MOBOO; JI0Che JOCTiHKyBaHOTO Jlikapchkoro 3acody BGB-A317
(Tucnenizymab (Tislelizumab), Bepcist 2.0 Big 10 muctomnaza 2021 poky aHT/IiMCEKO0 MOBOO; 3amy4eHHs
JIOJATKOBUX BUPOOHMKIB [/IsT  [OC/I/PKyBaHOTO Jiikapcbkoro 3acody BGB-A1217 (BGB-A1217;
rymani3oBaHe IgG1l moHokmoHanmpHe aHTUTiO Tipoth TIGIT; OuunepniMab (Ociperlimab)), 20 mr/mmn,
KOHI[eHTpaT [/ pO3uMHy s iHdy3iii, Ta muiaieb6o mo BGB-A1217, koHIeHTpaT [jisi PO3UMHY [I/Ist
iHdysiii: BeiGene Guangzhou Biologics Manufacturing Co., Ltd., Kutaii; Fisher Clinical Services Inc.,
CLIA; Fisher Clinical Services PTE Ltd., Cinranyp; 3amyueHHs [OJATKOBUX BUPOOHMKIB ISt
JOCTimKyBaHoro jikapcekoro 3aco0y Tucnenisymab (Tislelizumab) (BGB-A317; BGB-A317, BGNI1,
JHL2108; TUCJIEJI3YMAB (TISLELIZUMAB), 10 Mr/mi, KOHLIEHTpAT AJii PO3UMHY /s iHQy3iit:
Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services PTE Ltd., Cinranyp; [TogoBxeHHs1 TepMiHy
MIPUJATHOCTI JTOC/iIKyBaHOTO Jiikapcbkoro 3aco0y BGB-A1217 (BGB-A1217; rymanizoBane IgGl
MOHOK/IOHa/IbHe aHTUTino mpotu TIGIT; Ouurepnimad (Ociperlimab)), 20 mr/mi, KOHI[eHTpaT [jIst
po3unHy s iHdy3iii, Ta ninaie6o o BGB-A1217, KoHlleHTpaT AJs po3urHy Ass iHdys3ii, 3 18 mo 24
MicsiriB; IToJoB)KeHHs TepMiHy TIPHAATHOCTI AOCTIIPKYBAaHOTO JTiKapchKoro 3acoby Twucsienizymab
(Tislelizumab) (BGB-A317; BGB-A317, BGN1, JHL2108; TUCJIEJII3YMAB (TISLELIZUMAB), 10
MI/MJI, KOHLIEHTpaT J/1s1 po3unHy AJs1 iHdy3il, 3 30 go 36 micsiis

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe paHJOMi30BaHe TIO/BiliHe ciiine TUIAle00-KOHTPO/IbOBAHE [OC/TiMKeHHs (a3u 2 s
BUBUeHHs edekTtuBHOCTI Tucnenizymaby (BGB-A317), MoHOK/IOHasbHOTO aHTWTiia g0 PD-1, y
noegHaHHi 3 miperrapatoM BGB-A1217, monHoknoHaneHUM aHTUTIIOM A0 TIGIT, B mnopiBHSAHHI 3
TucnenizymaboM y mMoegHaHHI 3 Tuianebo sk Teparii Apyroi jiHii B maljieHTiB i3 HeornepabeabHOIO,
MiCIIeBO-TIOIIMPEHO0, PEUIUBYHOUO) a00 METaCTaTUUHOO T/IOCKOK/TITHHHO KapLIMHOMOKO CTPABOXO/Y
3 ekcripecieto PD-L1 (Bi3ya/ibHO-OLIiHIOBaHHM KOMOiHOBaHWI TOKa3HMK MO3UTHUBHOCTI VCPS >10%)»,
BGB-A317-A1217-203, Bepcis 0.0 Bix 16 BepecHs 2020 poky
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3asiBHUK, KpaiHa

TOBAPNCTBO 3 OBMEXEHOIO BIAITOBIOZAJIBHICTIO
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/riperniapaTu
CYIyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekroparty

(¢apmareBTHUHOTrO 3a0e3neueHHA

Isan 3A/IBOPHUX




Honatok 20

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[TojoBXXeHHsT TepMiHy TPHIATHOCTI AOCTipKyBaHOTO Jiikapcbkoro 3acoby AEVI-007 3 6epesns 2022
POKYy z10 BepecHs1 2022 poky

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararonienTpoBe Bigkpure mocmimpkeHHs ¢dasu 1b  gns  owiHku  Ge3nevHOCTi, TIePeHOCHUMOCTI,
e)eKTUBHOCTI, (papMaKOKiHeTHKHU Ta (apmakoguHamiky nperapaty AEVI-007 y marjieHTiB i3 xBopoboto
Crinna, 110 po3BuHyJacs y gopocioMy Bini», AEVI-007-AOSD-101, Bepcis 4.0 Big 30 ymrag 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOH BIAIOBIJA/BHICTIO
ACCOYIIUENTC YKPATHA» (TOB «PPA YKPATHA»)

«PAPMACBIOTIKAJT PICEPY

CnoHcop, KpaiHa

Cerecor, Inc. (lepekop, Iuk.), CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0€3MeueHHA

IBan 3A/IBOPHUX




HopnaTok 21

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJleHe [0ChE AOCiipKyBaHoro mperiapaty RO7490677 ta twianie6o (IMPD), Bin >xoBTHs 2021 p.;
3asyueHHs1 JOJATKOBOI BUPOOHWYOI [ITHKK [y JIOCJIiZPKyBaHOTO  JliKapChKOro  3acoly -
PekombiHaHTHUIT TieHTpakcuH-2 moguHu (RO7490677, PRM-151), 160 mr/8 ms CTepUabHOTO PO3UMHY
s BHyTpilHboBeHHMX iH(QYy3iii: F. Hoffmann-La Roche AG, IIseiirapis; Tect i3 6-XBUJIMHHOIO
X0ZbOOI0 — TUIOBI iHCTPYKLii Ta mMi/0apOPIOBaHHS, 2-Teé BUJAHHSA YKpaiHCbKOI MOBOMO; TecT i3 6-
XBWIMHHOIO X0/IbOOI0 — TUTIOBI iHCTPYKLii Ta mi/[0a[bOproBaHHsl, 2-re BUJAHHS POCIMCHKOI0 MOBOIO

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure pmocmimpkeHHs mipofoBkeHHs (a3 Il gns  ouwiHku  moBrotpuBanoi  Ge3reyHocTi  Ta
edekTHBHOCTI mperiapaty PRM-151 y maijieHTiB 3 imiomatuunum sereHeBuM (ibpozom (IJID)»,
WA42294, Bepcid 2 Bifg 17 muctonaga 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKeHO¥0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT JEBEJTOIIMEHT YKPATHA»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HopnaTok 22

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBJIeHUH TIPOTOKOJ KTiHIiYHOTO BUNIPOOYBaHHS, Bepcis 4 Bix 16 sumHsa 2021 p.; ®opma iHpopmoBaHoi
srogu, Bepcis 2.0 A YKpaiHu yKpaiHCbKOKO Ta pociiickkoro MoBamu Bif 02 nuctomaza 2021 p. Ha
OCHOBI MaiicTep-Bepcii hopmu iHbopMoBaHoi 3roau Ass AoctimkeHHss BO42162, Bepcis 4 Big 16 nurHs
2021 p.; dopma iH(oOpMOBaHOI 3ro/li Ha TIPOBEJEHHS aJbTePHATUBHUX Bi3UTIB BUI3HUM MeJWYHUM
repcoHasiom, Bepcisi 1.0 a1 YKpaiHu yKpaiHCBKOIO Ta pocikicbkoro MoBamMu Bif 02 nuctomnaza 2021 p. Ha
OCHOBi MaiicTep-Bepcii (opmu iHopmMOBaHOI 3roAu Ha Bi3UTU BUI3HOTO MeAUUHOTO TEepCOHATy [t
nocnimkensss BO42162, Bepcis 1 Big 16 numnus 2021 p.; JonoBHeHHs o0 Popmu iH)OpMOBaHOI 3rofiu:
3roZla Ha IIpOBeJieHHs a/JbTepHAaTUBHUX BI3UTIB y Me)KaX [AoC/ifpKeHHs mifg vac nadzgemii COVID 19,
Bepcig 1.0 asig YKpaiHM yKpaiHCBKOKO Ta POCilcbKOr MoBamu Bif 02 smucromaza 2021 p. Ha ocHoBI
Matictep-Bepcii gomoBHeHHs 1 g0 dopmu iHGopmoBaHoi 3rogu oo COVID-19 ans pociigkeHHs
B0O42162, Big 16 numusa 2021 p.; Jokyment ClinOne ayis narieHTis, Bepcis 1.0 Big 10 uepBHs 2020 p.
yKpaiHCBKOI MOBOFO Ta Bepcisi 1.0 Big 09 kBiTHa 2020 p. pociiicbkoro MoBow; ITociOHUK i3 rpoBeieHHs
Bi3uTiB, Bepcia 3 Bif 12 »xoBTHA 2021 p., yKpaiHCBKOIO Ta pocCiiicbkoro MoBamu; KapTka narjieHTa, Bepcis
2 Bif 18 ceprins 2021 p., yKpaiHCBKOIO Ta POCIHCHKO0 MOBaMH

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2147 Big 04.10.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Panziomi3oBaHe, BifKpuTe, KOHTPO/IbOBAHE aKTWBHUM IIperapaToM, b6araToiueHTpoBe AOCTipKeHHs (a3u
IIT gst o1fiHKKM epeKTUBHOCTI Ta 6€3MeYHOCTi 3aCTOCYBaHHs KpoBasiiMaly B MOPIBHSIHHI 3 eKyJ/1i3ymaboM y
TaIfi€HTIB i3 MapOKCHU3MabHOI HiYHOIO TeMorobinypieto (ITHT), siki paHilie He oTpyMyBay JTiKyBaHHS
iHribiTopamu KomrieMeHTy», BO42162, Bepcis 3 Bizg 20 mictonaga 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOr0 BifiNoBianbHiCcTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JIta, lIBeiitapis
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii
B.o. renepansHoro gjupekropa /lupekropary

(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 23

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi
TIOTIPaBKU

[ndopmariisi ans nairjienTa/@opma IHhopMoBaHOI 3roAy TaljieHTa A/ YKpaiHU aHTJIiCbKOI MOBOIO,
Bepcis 6.0 Big 03 nucromnaga 2021 poky, nepeksaz yKpaiHCbKOrO Bify 08 mucromnaga 2021 poky, repekiaz
pociticekoro Bif 08 mucromaza 2021 poky; OHOB/eHa CIpolljeHa XapaKTepUCTHKa MpenapaTy ACHipuH
(Aspirin ® protect) 100 mr Bif ciuns 2021 poKy, aHI/iICBKOI0 MOBOO; 3MiHa HaliMeHYBaHHS 3asiBHUKA B
Ykpaigi 3 TOB «KOBAHC KIJIIHIKAJI AEBEJIOTIMEHT YKPAIHA» nHa TOB « JIABKOPII
KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»; 3mMiHa Ha3Bu MicLig IpOBe/ieHHs] K/iHiYHOr0 BUMPOOYBAHHS:
bysio Craino

Kypba C.B. Kypba C.B.

Yepkacbkuii 00macHUM Kapgiosioriuauii 1ieHTp, | KoMyHanbHe — HeKOMepiiiiiHe — TiATPUEMCTBO
BiflineHHss XpOHiuHOI imlemiuHOi XxBOpoOM | «Uepkacbka 00macHUM KapZiONOTiYHUI LIEHTP
cepus, M. Uepkacu Yepkacbkoi ~ obOsacHOi  pagw»,  BiagineHHs
itmemiuHOi XBOpOOU Ceprist Ta HEKOPOHAPOTeHHUX
3aXBOPIOBAaHb MioKapAay, M. Yepkacu

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1132 Big 15.06.2018

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«BuKopuCTaHHs nepopajbHUX aHTUKOAryJISHTIB, 1[0 He BiJHOCATBHCS 0 K/IaCy aHTaroHicTiB Bitaminy K,
y TaLi€HTIB 3 mepejcepAHUMH eri3ofamMu BUcoKol yactot», NOAH - AFNET 6, Bepcisg 5.1 Big 01
»KOBTHS 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXeHO0 BifnoizansHicTI0 «JIABKOPIT K/ITHIKAJI IEBEJIOIIMEHT YKPATHA»

CrioHcop, KpaiHa

Kompetenznetz Vorhofflimmern e.V. (AFNET) [Atrial Fibrillation NETwork], Himeuuuna
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CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii
B.o. renepansHoro gjupekropa /lupekropary

(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Hopartox 24

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHOB/IeHHH TIPOTOKO/ KiTiHiYHOTO BUIPoOyBaHHS M14-430 3 iHKOPHOpOBaHWMHU AMiHICTpaTUBHUMH
3miHamu 5 Ta 6 i [TonipaBkamu 1, 2, 3, 4, 5, 6 Ta 7 Bif 16 nvcronazga 2021 poky

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTtolieHTpOoBe, paH/OMi30BaHe, TOABiliHe  cCjiile, T/1alle00-KOHTPOIbOBAHE  [JOBIOCTPOKOBE
TIPOZIOBXKEHEe /IOC/Ti/PKEeHHS TiATPUMYIOUOi Teparii [y BUBYeHHST e(eKTMBHOCTI Ta 6e3rmeuHoCTi
YnagarutuHiOy (ABT-494) y narjienTiB 3 xBopo6oto KpoHa, siki 3aBeprimam gocsimkenHs M14-431 uu
M14-433», M14-430, 3 iHKopriopoBaHUMY AMiHICTpaTUBHUMU 3MiHamu 5 Ta 6 i [lonpaBkamu 1, 2, 3, 4,
5 Ta 6 Big 25 xoBTHs 2020 poky

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikans I'm6X», I1IBetitjapist

CnoHcop, KpaiHa

AbbVie Inc., USA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 25

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi BKJ/TIOUEHHST I0/IaTKOBUX MiCIlb TPOBE/IEHHS K/TiHIYHOTO BUIPOOYBaHHSI:
TIOTIPaBKU Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA
/1 Ha3Ba Micuist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. nikap Bacuneus B.B.

JIikyBa/IbHO-/IiarHOCTUYHWIA L[€EHTP TOBapucTBa 3 OOMEXeHOW BiAmoBiganbHicTIO «[im
MeAUWLIMHW», aM0y/1aTOPHO-TIOJIK/TiHIuHe BifiieHHs, M. Ofieca

2. nikap Typsaung C.P.

KomyHasibHe HeKOMepIjifiHe MiATPUEMCTBO «3aKapraTchka oOsiacHa K/iHIUHA JiKapHs iMeHi
Anppiss HoBaka» 3akapraTchKoi 06/1aCHOI pajid, peBMaTOJIOTiUHe BifiliieHHsI, M. Y>Kropo

Howmep Ta fata Haka3sy Ne 1773 Bip 20.08.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «baraTolieHTpOBe, paHJ0Mi30BaHe, TO/BiliHe Ciire, T1alle00 KOHTPO/IbOBaHe K/iHiUHe AOC/Ti/KeHHS 4

BUTIPOOYBaHHS, KO/, a3y 15 OLiHKK eeKTHUBHOCTI Ta 0e3MeuHOCTi MPU3HAUeHOro MiZIKiPHO TyceibKyMaly y TallieHTiB 3

BepCisi Ta jjata aKTUBHUM aKCia/IbLHUM TICOPiaTUYHUM apTPUTOM, $IKi HiKOMM He OTpPUMYyBaiu OioJioriuHy Tepartiio»,
CNTO1959PSA4002, Bim 14.04.2021 p.

3asiBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa «AHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi —

Marepianu/mpernaparu

CYIYTHBOI Tepamnii

B.o. renepanbsHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonaTok 26

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi Onosnenuti [TpoTokon KiiHiuHOro BUrnpodyBaHHs AB-729-201, Bepcis 2.0 Big 01 sucronaga 2021 poky,
TI0IIpaBKU aHrmiicekoro MoBow; IHdopmaniinuii nmuctok i Popma iHdopmoBaHoi 3roau, OcHoBHa PI3, ans
Ykpainy, Bepcis 2.0 Big 30 mucromaga 2021 poky Ha 6a3i AB-729-201 OcHoBHoi @13, Matictep Bepcii
3.0 Big 15 mucromaza 2021 poky, aHr/IiMCHKOIO Ta yKpaiHChbKO0 MoBamu; [ozatok Ao IHdopmatiiliHoro
nmucTKa i @opmu iHpopmoBaHoi 3roau, OcHoBHOI PI3, ans YKpainu, Bepcis 2.0 Big 30 nuctorazga 2021
poKy Ha 6a3i AB-729-201 OcHoBHoi ©13, Maticrep Bepcii 3.0 Big 15 smcromnaza 2021 poKy, aHITiHCHKOIO
Ta YKpaiHCBKOIO MoBamHy; bporiypa gocnigavka AB-729, Bepcis 5.0, Bix 08 nmucrtomaza 2021 poky,
aHTTIMCHLKOI0 MOBOIO; J[0ChE IOC/iZPKYBAaHOTO JliKapchkoro 3acody AB-729 ans iH'ekuiti (180 mr/mn),
Bepcis 3.1 Big 02 mucronaza 2021 p., aHraiicbkoro MoBor0; KapTka yuacHUKa K/IiHIYHOTO AOCTiIKeHHs
AB-729-201, Koropra A, ®dinaneHa, Bepcis 2.0, Big 08 rpyans 2021 poky, yKpaiHCbKOO MOBOR; KapTka
y4acHHKa K/aiHiyHOro gocnigkeHHs AB-729-201, Koropra B, ®iHanbHa, Bepcis 2.0, Big 08 rpyaus 2021
POKY, YKpPaiHCBEKOK MOBOIO

Howmep Ta fara Haka3zy Ne 2616 Biz 24.11.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «Panziomi3oBaHe, BifKpuTe, OaraToOleHTPOBE ZOCTiPKEHHS 3 BUBUEHHS JIiKyBaHHS mperiapatoMm AB-729,
BUTIPOOYBaHHS, KO/, aHa/JIorOM HYK/1eo3(T)UAIB Ta TeriJiboBaHUM iHTeppepoHOM anb(da-2a y TMalLli€eHTIB 3 XPOHIYHOIO
BepCisi Ta jara indekuieto Bipycy renatury B», AB-729-201, Bepcis 1.0 Big 30 uepBHsi 2021 poky

3asgBHUK, KpaiHa TOB «APEHCIA EKCITVIOPATOPI MEZIICIH», Ykpaina

CrioHcop, KpaiHa Apb6ytyc biodapma KopropeiiiiH, CIITA/ Arbutus Biopharma Corporation, USA

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 27

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi OnoBnenuii Ilporokon kniHiyHoro aocmimxkenHs MOR202C206, Bepcis 3.0 Big 01 rpyans 2021 p.,

TIOTIPABKU aHTJIiCbKOK MOBOHO

Howmep Ta gata Hakazy Ne 1265 Big 23.06.2021

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «[TogBitiHe cstinie, paHAOMi30BaHe, I/1alle00-KOHTPOIbOBaHe, OaraTolleHTPOBe K/IiHiUHe AOCITiIKeHHS

BUTIPOOYBaHHS, KO/, ¢asu Ila 3 o1jiHKu epeKTUBHOCTI Ta Ge3meuHoCTi desb3apTaMady Ha OCHOBI JIIOCbKUX aHTUTIT 7o CD38 y

BepcCis Ta jara nikyBaHHi IgA-Hedponarii — IGNAZ», MOR202C206, Bepcis 2.0 Big 01 BepecHsi 2021 p.

3asiBHUK, KpaiHa TopapuctBo 3 ObmexeHow BignoriganbHicTio «KoHTpakTtHO-[ocmiguuiibka Opranizarisi [HHO(apM-
Ykpaina»

CrnioHcop, KpaiHa MopdoCuc AT, HimeuunHa / MorphoSys AG, Germany

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 28

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporiypa pociigHuKa JoC/Ii1pKyBaHOro JTiKapchKoro 3aco0y bimekizymab (UCB4940) Big 23 ymuctonaja
2021 poky aHrmiiicbkoro MoBoro; IHdopmaljilinuii nucToK mnatieHTa Ta ¢opma iHdbopMoBaHOI 3roau,
Bepcis 9.0 Bix 02 rpyzans 2021 poky yKpaiHCBKOIO Ta POCiMCbKO0 MOBaMH

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 84 Bif 17.01.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTorieHTpOBe, BiZIKpUTe TIOZOBXKEHe [OC/i/PKeHHSI /s OLIiHKKA JIOBrOCTPOKOBOI Oe3rmeku Ta
edeKTUBHOCTI OimMeKi3ymaly y MalfieHTiB 3 aHKi03yrounM crioHAnuIiToM», AS0009, 3 moripaBkoto 3 Big 06
mororo 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIIOBIJAJIBHICTIO
ACCOYIIMENTC YKPATHA» (TOB «®PPA YKPATHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 29

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi
TIOTIPaBKU

[HdopmariitiHuii MCTOK MaijieHTa i ¢popmMa iHbopmoBaHoOi 3roau, YKpaiHa, Bepcis 3/1/0 Bix 28 >KOBTHs
2021 p. (Ha ocHoBi Mactep Bepcii 3/0/0 Bim 15 BepecHsi 2021 p.) poCiMCBKOIO MOBOM; 3BIT i3
CKPUHILIOTaMU eKpaHy MPUCTPOI0 110710 BUKOpHCcTaHHS fJozatky TrialMax Slate, Bepcis 1 Big 08 rpyans
2021 poky pociiicbkoto MoBoro; JIuct go mocnigauka (Dear Investigator Letter (DIL)) Bix 18 6epe3sHs
2021 p. aHTJIiACHKOI0 MOBOIO; BK/TIOUEHHS /10IaTKOBOT'O MiCIisi MPOBE/IeHHs K/IiIHIYHOTO BUITPOOYBaHHS:
Ne [1.1.b. BignoBiasibHOrO AOC/IIAHUKA
n/n Has3Ba micus ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. nikap Cemeren I0.B.
Ob6nacHe  KOMyHa/lbHe  HeKOMepliiiiHe  TiANPUEMCTBO  «BYKOBHUHCBHKUIA
OHKOJIOTiUHUM LIEHTP», CTPYKTYPHMM MiAPO3/ia A€HHOTO CTallioHapy, M. YepHiBLji

KJIHIUHUH

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpure baraTolLieHTpOBe paHZOMi30BaHe J0C/iKeHHs 3-1 (a3u mepiuoi fiHii Teparii eHKopadeHiGoM
3 [leTyKCMMaboM y TIo€/IHaHHI 3 XiMioTepartieto abo 6e3 Hei B MOPiBHsAHHI 3i CTaHAAPTHUM JIIKyBaHHSM 3
BBi/IHOIO (ha30t0 /yis OL[iHKM Oe3rmeuHOoCTi 3acToCcyBaHHS eHKopadeHiby Ta 1eTykcumaby 3 XiMmioTepartieto
y TAaLi€HTIB 13 MeTaCcTaTUYHUM KOJIOpeKTaJbHUM pakom i3 mytaniero BRAF V600E», C4221015,
rorpaska 3 710 NpOTOKoJy Bif 24 moToro 2021 poky

3asgBHUK, KpaiHa

[Maiizep Iuk., CHIA

CrioHcop, KpaiHa

[Ndatizep Iuk., CIITA

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 30

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi [MTooBXeHHsT TPUBAIOCTI KTiHIUHOTO BUNIPOOyBaHHs B YKpaiHi 0 31 >koBTHsS 2022 poKy
TOMNPaBKU
Howmep Ta gata Hakazy Ne 1804 Big 15.08.2019

MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «[TogBitine cmime, mane6o KOHTPOJbOBaHe, PaHZOMi30BaHe 3 BiZIMiHOIO, OaraTOL|eHTPOBe K/IiHiuHe
BUIIPOOYBaHHs, KO/, JOCTiKeHHs1 [i/1s1 OL[iHKM e¢eKTUBHOCTI, Oe3rekd Ta IepeHOCHMOCTi 3aCTOCYBaHHsS KapuIipa3vHy B
BepcCis Ta jara MO/IeJTi 3MEeHIIIeHHs [03H [ijis 3aro0iraHHs peLUIMBiB y MallieHTiB 3 OinonsspHrM po3sagoMm I tury, y akux

HasBHUY TIOTOYHMI MaHiaka/jbHUN abo [ernpecyBHHN CTaH 3MilIaHOro abo OJHOTHUITHOTO XapaKTepy»,
RGH-MD-25, 3 nonipaBkoro 4 Big 17 rpyaas 2019 poky

3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrnioHcop, KpaiHa «Annepran En.Ti.[i.», CrioniyueHe KoponiBctBo / Allergan Ltd., United Kingdom
CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Hopnatok 31

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OmnosieHe [locbe OC/iKyBaHOTO fiKapcbkoro 3acoby MabionCD20 (Rituximab), Bepcis 2.0 Big 13
BepecHs1 2021 poky; bporiypa gocmigHuka [js gocsifpKyBaHOro Jiikapcbkoro 3acoby MabionCD20
(Rituximab Mabion), Bepcis 9.0 Bix 08 >xoBTHsS 2021 poKy; 3a/nyueHHs [OJaTKOBOTO BHPOOHHKa
nperniapaTy nopiBHsHHS Pitykcan (Rituxan (Rituximab Genentech)), KOHLeHTpaT [jsi NPUrOTyBaHHS
po3uuny ans iHdysii, 10 mr/min: Genentech, Inc, CIIIA; 3anyueHHs [0OJaTKOBUX BUPOOHUKIB TIperapaTy
nopiBHsiHHSI Mabtepa (MabThera (Rituximab Roche)), koHLleHTpaT [jisi TIpUTOTYBaHHS PO3UUHY /IS
ingys3ii, 10mr/mn: Roche Diagnostics GmbH, Himeuunna; Roche Pharma AG, HimeuuriHa

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

Ne 2814 Bif 17.12.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

“IlozBiiiHe cime, paHOMi30BaHe AOC/iPKEHHs B Mapajie/bHUX Tpynax, sKe TPOBOJUTHCS 3 METOH
OLiHKM (papMakKOKiHeTHYHOro Tipodimo Ta TmoAibHOCTI KmiHiuHOI fii mpemapariB  MabionCD20
(BUTOTOBIAETHCSI B KOMEPLIHHKUX MaciTabax), MabTeporo® (sika 3aTBepzykeHa y €Bponerickkomy Coro3i)
Ta PirykcaHoM® (sikuii niteH3oBaHuii y CIIA) y mailieHTiB 3 peBMaToilHUM apTPUTOM CepeJHbOr0 Ta
TSDKKOT'O CTyTIeHs1 BaKKoCTi», MabionCD20-003RA, Bepcis 2.0 Big 21 TpaBHsi 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Mabion C.A.»/ Mabion S.A., TTonbIra

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 32

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi Bporirypa gociifHyKa 10CipKyBaHoro fikapcbkoro 3acoby YKP3089, sepcis 16.0 Big 21 BepecHst 2021

TOMNPaBKU POKY aHTJIiliCbKOK MOBOO

Howmep Ta gata Hakazy Ne 700 Big 24.03.2020

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «bararorieHTpoBe, BiZKpUTE, AOAATKOBE MAOCHTiPKEHHS, $Ke TPOBOAUTHCS [Jis OL[iHKH 0e3reuHoCTi

BUTIPOOYBaHHS, KO/, JIOBTOTpMBaJIOi aJ]’FOBaHTHOI Tepartii [ileHoOaMaToM y TAI[i€HTiB i3 MepBUHHO-TeHepasli30BaHUMU TOHIKO-

BepcCis Ta jara KJIOHIUHUMU Hanazamu», Y KP3089C033, 3 nonpaskoro 1 Biz 22 kBiTHA 2019 poky

3asgBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIOZAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa SK Life Science, Inc., CIITA

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 33

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/ieHUI TIPOTOKOJT 3 iIHKOpPIIOpoBaHo0 mnorpaBKoto 8 Bif 02 BepecHsi 2021 poKy aHIJIiHCEKOI MOBOIO;
Indopmariitinuii vcTok Ta opma iHpopmoBaHoi 3roau natieHTa, Bepcisi 10.1.0 Big 29 mucronaga 2021
POKY YyKpaiHCBKOIO Ta POCiMCbKOO MoBamM; Popma 3rofid MapTHEPKM Ha MOJasblile CIOCTepe)KeHHs
BaritHOCTI, Bepcis 3.1.0 Bix 29 muctomaga 2021 poky ykKpaiHCBKOK Ta pOCiHChKOH MoBaMu; KapTka
naijieHTa, Bepcis 2.0 Big 29 xoBTHsA 2021 poKy yKpaiHChKOIO Ta POCiiCbKOI0 MOBaMH; OHOB/IeHHH 3pa3oK
MapKyBaHHS JIs1 AOC/TiZPKYBaHOTO JTiKapchkoro 3aco0y ®inroTini6 100 mr, TabseTKy, BKPUTI MJTiBKOBOO
000/10HKOI0, YKpaiHCbKOI0 MOBOIO; OHOBJIEHHI 3pa30K MapKyBaHHS [Jisl [JOCTiPKyBaHOTO JIiKapCbKOTO
3acoby ®inrotini6 200 mr, TabseTKH, BKPUTI ITIBKOBOIO 00O0JIOHKOI, YKpaiHCBKOK MOBOIO; 3MiHa
CTIOHCOpA TIPOTOKOJY KiiHiyHOTro BUrpobOyBaHHs GS-US-418-3899 3 Gilead Sciences, Inc., CIIIA Ha

Galapagos NV, besbris:

bYJIO

CTAJIO

HalimeHyBaHHS topuanyHoi ocobu/l. I. B. disnyHoi
ocobu: Gilead Sciences, Inc., CLUA

M. I. B. KOHTaKTHOI ocobu: Jeremy Hsieh
Miclie3Haxo/pkeHHsT ~ FOPUUYHOI  0Ccobu/Miclie

TMPOKUBAHHS (i3nuHOi 0CcoOu:

333 Lakeside Drive, Foster City, CA 94404, CLLUA
KonTakTHuii TenedoH: + 1 650 653 9479
®akc: + 1 650 524 9091

Agipeca eleKTPOHHOI TIOIITH:
jeremy.hsieh2@gilead.com

HalimeHyBaHHs topuanyHoi ocobu/l. |I.
ocobu: Galapagos NV, benebris

I1. I. B. KoHTakTHOi ocobu: Angela de Haas -
Amatsaleh

Miclie3Haxo/pkeHHsT  FOPUAUYHOI  0CoOH/Miclie
npokuBaHHS ~ (isuuHoi ocobu: Generaal De
Wittelaan L11 A3, 2800 Mechelen, benbris
KonTakTHumii Tenedon: +32 15 342 900

dakc: +32 15 342 901

Afipeca e/leKTpPOHHOI ITOIITH:
angela.dehaas@glpg.com

B. disnuHoi

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 423 Bin 12.04.2017




2 MPOJOBXKEeHHA JojaTka 33

Ha3Ba kiiHiuHOr O «[loBroTpurBase Mo/ioBXeHe AOCTiPKeHHs AJisi OLiHKYA Oe3reku ¢inroTiHiOy B MaljieHTIiB i3 BUpa3KOBUM

BUTIPOOYBaHHSI, KO/, KomitTom», GS-US-418-3899, 3 iHKopriopoBaHo1o 1onpaBkoto 7 Bif 23 6epe3nst 2020 poky

BepCis Ta Jjlata

3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIATIOBIOJAJIBHICTHO «®APMACBIOTIKAJI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHcop, KpaiHa Gilead Sciences, Inc., CIIIA

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 34

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBIeHUM MPOTOKOJI KiiHivyHOTrO AochifpkeHHs 20140346, iHKOpriopoBaHUM MOMPaBKOIO 7 Bif 29 nurHA
2021 poky; OcHoBHa ¢opma iHdopmoBaHoi 3rogu, Bepcisi YKP 10.0 Bix 10 nucromaga 2021 poky,
yKpaiHCbKOI0 MoBOR; OcHoBHa ¢opMma iHpopmoBaHoi 3rozau, Bepcis YKP 10.0 Big 10 sucronaza 2021
POKY, POCiliCbKOK MOBOO

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

RECITE: PanzpomisoBaHe, 1uiaijeb60-KOHTPOJ/IbOBaHe, TIOABilHe ciine gocimkerns 11 ¢a3u gis oifiHKu
POMITUIOCTUMY TIpM JIiKyBaHHI TpPOMOOILIUTOIEHi, BWK/IMKAHOI XiMmioTeparii€ro, y Tal[i€HTiB, SKUM
MPOBOJATL XiMiOTeparito Ha OCHOBI OKCa/IIaTUHY [JIS1 JIIKYBaHHS IIYHKOBO-KUILKOBOIO paky, paky
Ti/IIUTYHKOBOT 3271031 ab0 KosiopeKTanbHOro paky, 20140346, iHKOpropoBaHMi 3aMiHOIO TIOTIPaBKH 6 Bif
02 mucromnazga 2020 poky

3asaBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«AmxeH [HK.» (Amgen Inc.), CIITA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Honatok 35

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporirypa gocigHuKa st OC/iKYBaHOTO TiKapchKoro 3acody HLX10, Bepcis 5.0 Big 25 »koBTHsa 2021
POKY

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1360 Big 10.06.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane mofBiliHe crime OaraTorjeHTpoBe AocmimKeHHs (a3u I s mopiBHSHHA KITiHIiYHOT
edektuBHOCTI Ta Ge3neuHocti HLX10 (pekoMOiHAaHTHOTO I'yMaHi30BaHOTO MOHOK/IOHAJBHOTO aHTHUTi/IA
no PD-1 (autu-PD-1) nns in’ekuiil) B KoMm0OiHalii 3 ximiotepariero (kapOoriaTiH + eTorno3u/) y paHiiie
He/MiKOBaHUX TAI[iEHTiB 3 TMOIIMpeHor (opmoro  ApiOHOKMiTHHHOrO paky JereHi (JKPJI)»,
HLX10-005-SCLC301, Bepcis 4.0 Big 05 motoro 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Shanghai Henlius Biotech, Inc., China / [llanxaii Xensniyc baioTek, [HK., Kutaii

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTok 36

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[TogoBXXeHHsT TepMiHy TIpUAATHOCTI Tianebo A0 ATe3o/i3ymMady, KOHLIEHTpAT [Jii PO3UMHY ISt
BHYTpilIHbOBeHHUX iHGY3iM 70 30 wmicsuiB; OHosineHi po3gimi P.8.1 «Pe3tome 1jof0 cTabibHOCTI Ta
BrcHOBKM» (P.8.1_cmc380706), P.8.3 «/laHi mpo crabimbHicTb» (P.8.3_cmc380704) mocke mariebo 0
ATe3omizymaby

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomisoBane, nozBiiiHe crine, GararoreHTpoBe dasu 111 gocsimkeHHs 3acTocyBaHHS aTe30/1i3ymaly
(antu-PD-L1 aHTUTiNI0) TIpOTH TiMarieb0 K aj’fOBAaHTHOI Tepariii y Tal[i€eHTiB 3 M’S30BO-iHBAa3UBHUM
pakoOM (CeyoBOI'0O Mixypa BHMCOKOIO PpHU3MKY 3 HasfBHOK LuWpKy/aowuow [JHK nyxnuHu micias
pcTekToMii», BO42843, Bepcis 3 Big 08 6epesns 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOr0 BifiNoBianbpHicTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JIta, IIBeiitapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 37

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpourypa nocnignuka, PF-06873600, Bepcis 5.0 Bif xkoBTHs 2021 p., aHIJIiHCEKOIO MOBOIO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2616 Big 24.11.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PO3IINPEHE [JOCJHIIKEHHA ®&A3M 1/2a 31 3BUIBLIEHHAM [JO3U [AJId OLIHKU
BE3INEYHOCTI, I[MTEPEHOCUMOCTI, ®APMAKOKIHETUKHW, OAPMAKOIVUHAMIKN TA
[TPOTUITY XJIMHHOI AKTUBHOCTI ITPEITAPATY PF-06873600 B AKOCTI MOHOTEPAIIII TA ¥
KOMBIHALII 3 EHIOKPMHHOIO TEPAIIIEFO» , C3661001, momnpaBka 7 [0 THpOTOKody Bix 07
yepBHs1 2021 poky

3asgBHUK, KpaiHa

[Ngarizep Iuk., CIITA

CnoHcop, KpaiHa

[Ndaiizep IHk., CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 38

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi 3MiHa Ha3BU MiCI[sl IPOBE/IeHHsI BUTIPOOYBaHHS:
TIOIPaBKU byno Crano
I.M.H., ipod. Ctych B.II. I.M.H., ipod. Ctych B.IL.

KomyHasnbHe mianpuemcTBo «/JHinporieTpoBcbKa | KoMyHanbHe mignpueMcTBo «/IHINIponeTpoBChKa
obsiacHa kmiHiyHa JikapHsi iM. L.I. MeuHukoBa» | obsiacHa KriHiyHa jikapHs im. 1.I. MeuHukoBa»
THINporneTpoBChKO1 00/1acHOT paain», BiadineHHs | JJHITIporeTpoBChKOI 001acHOI paju», BifgiieHHs
ypouorii Ne2 (oHKOJIOTIUHE), M. JJHINpo yponorii Ne2 (oHkosoriuHe), [IHINpOBCHKUMI
Jlep’)KaBHUM MeJUUHUM yHiBepcuTeT, Kadepa
ypoJorii, M. /IHinpo

Howmep Ta nata Haka3zy Ne 1586 Biz 29.07.2021
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Has3sga k/iHiyHOTO «Bigkpure, paHgoMi3oBaHe, KOHTPOJIbOBaHe, 3 a3y JocimKkeHHs: eH)OpTyMady BeJOTHHY B KOMOiHarlil

BUIPOOYBaHHs, KO/, 3 memOponmidymaboM y TIOpiBHAHHI 3 JMIIe XimioTepari€ro TIpM paHillle He JIIKOBAHOMY

Bepcid Ta Jjata MiCIIeBOTIOIIMPEHOMY ab0 MeTacTaTUYHOMY ypoTeianbHOMy paky», SGN22E-003, momnpaeka 3 Bix 10
mororo 2021 poky

3asiBHUK, KpalHa TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa «CimxkeH IHK.»/ Seagen Inc., CIIIA

CynyTHi —

Marepianu/rpernapaTu

CYMyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTrO 3a0e3MeueHHA Isan 3A/IBOPHUX




Honatok 39

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi Bporiypa gociiHUKa 71 IOC/iZIPKYBaHOTO JiKapCchKoro 3aco0y KapumpasuH, BugaHHs 18 Big 24
TOIpPaBKU mucromnaga 2021 poky.
Howmep Ta gata Hakazy Ne 1804 Big 15.08.2019

MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «[TogBitine cmime, mane6o KOHTPOJbOBaHe, PaHZOMi30BaHe 3 BiZIMiHOIO, OaraTOL|eHTPOBe K/IiHiuHe
BUIIPOOYBaHHs, KO/, JOCTiKeHHs1 [i/1s1 OL[iHKM e¢eKTUBHOCTI, Oe3rekd Ta IepeHOCHMOCTi 3aCTOCYBaHHsS KapuIipa3vHy B
BepcCis Ta jara MO/IeJTi 3MEeHIIIeHHs [03H [ijis 3aro0iraHHs peLUIMBiB y MallieHTiB 3 OinonsspHrM po3sagoMm I tury, y akux

HasBHUY TIOTOYHMI MaHiaka/jbHUN abo [ernpecyBHHN CTaH 3MilIaHOro abo OJHOTHUITHOTO XapaKTepy»,
RGH-MD-25, 3 nonipaBkoro 4 Big 17 rpyaas 2019 poky

3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrnioHcop, KpaiHa «Annepran En.Ti.[i.», CrioniyueHe KoponiBctBo / Allergan Ltd., United Kingdom
CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 40

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi 36i/bIIIeHHsT KiJTbKOCTI AOC/Ii/PKyBaHUX B YKpaiHi g0 200 ocib

TIOTIPaBKU

Howmep Ta gata Hakazy Ne 762 Biz 20.04.2021

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «bararorieHTpoBe, paH;OMi30BaHe, mMoABikiHe ciine gocmimkeHHs I dasu kombiHamii MK-7684 3

BUIIPOOYBaHHs, KO/, nembpoJtisymabom (MK-7684A) ropiBHSIHO 3 MOHOTeparii€r0 memMOposisyMaboM B SIKOCTi TepLIOi JIiHii

BepcCis Ta jara Teparil Ay yyacHUKiB 3 PD-L1-MO3UTHMBHMM MeTacTaTUUYHUM HepiOHOK/IITHHHAM pakOM JiereHiB»,
MK-7684A-003, 3 inkopriopoBaHoto rioripaBkoro 01 Biz 28 mrotoro 2021 poky

3asiBHUK, KpaiHa ToBapucTBO 3 00MekeHOF0 BifnoBiganbHicTIO « MCJI YKpaiHa»

CrnioHcop, KpaiHa «Mepk lapn eng Joym Koprm.», gouipHe nianpuemctso «Mepk eHz Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

MaTepianu/ripernapaTu

CYINyTHBOI Tepariii

B.o. renepansHoro jupekropa /JIupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Hoparok 41

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJieHUI TIPOTOKOJT KiTiHiuHOTO BHIpoOyBaHHs MK-3475-992 3 iHKopriopoBaHOIO TornpaBKow 03 Bif
23 nucromaga 2021 poky, aHI/iMCbKOK MOBOR; JIMCT-MIOsicCHEeHHs1 70 mpoTokony MK-3475-992, 3
iHKopriopoBaHot0 TionpaBkoro 03 Bixg 23 nucrtonaza 2021 poky Big 15 rpygus 2021 poky aHI/IiMCBKOO
MOBO10; 30i/bIIIeHHs KiJTbKOCTI AOC/Ii/PKyBaHUX B YKpaiHi 3 60 mo 75 ocib.

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1143 Big 15.05.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomiszoBane, TmoABiliHe citine, T1alle00-KOHTPOIbOBaHe KiliHiuHe gociimkeHHs 11 ¢a3m  aas
BHBUEHHs1 e)eKTUBHOCTI Ta Oe3meuHocTi nembponisymady (MK-3475) y koMbiHaiiii 3 XxiMiorpoMeHeBOwO
tepamieto (XIIT) y mopiBHsHHI uie 3 XiMmionmpomeHeBoto Teparieto (XIIT) B yuacHUKIB 3 M’s130BO-
iHBa3uBHUM pakoM ceuyoBoro Mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992 , 3 iHKOprIOpoBaHO0
nonpaBkoro 02 Big 07 yepBHs 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0O «MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp Joym Kopr.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hoparok 42

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpouypa pgocnifHvka KBagpuBaneHTHOI BakLMHU TIPOTH BIpyCy TPUIly Ha OCHOBi K/IITUHHOI Ky/IbTypHU
(KBI'k), Bumanus Ne2 Bix 26 ceprmHsi 2021 poky, aHIJIiCBKOO MOBOO; 3MiHa Ha3BU MiCLisi IPOBe/IeHHS
BUIPOOYBaHHS:

bysio Craino
K.M.H. MakezioHCbKa 1.B. K.M.H. MakenoHceKa 1.B.
KomyHanbHui 3aknaj «[JHIMpOBCbKa MiCkKa | KoMyHanbHe — HeKOMepIlifiHe  MiJnpUEMCTBO
adTsg4a KiiHiuHa JiikapHs NeS» JIHIMPOBCBKOL | «Micbka JUTAYa  KiHiuHa  j1ikapHa — Ne6»

MICBKOI pajji, KOHCY/JIbTaTMBHO-/AiarHOCTUYHE
BigmineHHs, M. [JHinpo

JHINpOBCBKOI MICBKOI pafii, KOHCYJIbTaTUBHO-
JlarHOCTHUYHe BifjineHHs, M. /IHinpo

Howmep Ta faTa Haka3sy
MO3 wopo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PanziomizoBaHe GarartorieHTpoBe AociizpkeHHs (as3u 111 3 MackyBaHHSAM JaHUX Bif criocTepiraua s
BUBUEHHs e(eKTUBHOCTI, iMyHOreHHOCTi Ta 0e3neuHOCTi KBaJpWBa/eHTHOI CyOOAMHUUHOI BaKIMHU
MIPOTH BipyCy IpUIly Ha OCHOBI KMiTUHHOI Ky/nbTypHy (KBI'k) komnanii «Cekipyc» MOpPiBHSIHO 3 BaKLJMHOIO,
He TpU3HauyeHOH [/ NPOQiNakTUKX TpUIly, MPU 3aCTOCYBaHHI y 37l0POBUX YYaCHHUKIB JOC/TiPKEeHHs
BiKOM Biji 6 micsauiB o 47 micsni», V130_14, Bepcis 3.0 Bix 03 BepecHst 2020 poky

3asgBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Seqirus UK Limited, AHruis

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /lupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 43

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi BKJ/TFOUEHHS /10/IaTKOBOTO MiCLisl TPOBE/IEHHS! K/TiHIYHOTO BUMPOOYBAHHSI:
TIOTIPaBKU Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA
/1 Ha3Ba Micuist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. sikap bpugyn C.C.

Bigninenns ToBapucTBa 3 00MEXXeHON BifmoBifanbHICTIO «Meguunuii 1jeHTp «/]06po0OyT-
[MonikniHika» «JIiKyBa/bHO-[[iaTHOCTUUHUH 1eHTp «J/l0OpoOyT», OHKOJIOTiUHEe Biffi/eHHS
crarjioHapy 3 6710koM ximioTepartii, M. KuiB

Howmep ta fata Haka3y Ne 1143 Big 15.05.2020
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «bararoljeHTpoBe, paH/OMi30BaHe, TIO/BiliHe CJjiife, KOHTPOJIbOBaHe 3a [IONIOMOTOK AKTHUBHOIO
BUTIPOOYBaHHS, KO/, npernapaty KiaiHiuHe gocmimkenHs III ¢a3m gyia ouinku Oesrekd Ta eheKTHUBHOCTI JIeHBATHUHIOY
Bepcis Ta JjaTa (E7080/MK-7902) 3 mnem6pomizymabom (MK-3475) 'y moegHaHHI 3 TpaHCapTepiaTbHOIO

ximioembouizarjiero (TACE) nopiBasiHO 3 mipoBezieHHsM TiibKd TACE y y4YacHUKIB 3 HEBWIIKOBHOIO /
HeMeTaCTaTUYHOI remnarolentoasipHo0 KapuuHoMoro (LEAP-012)», MK-7902-012, 3 iHKOpriOpOBaHOO
nonpaBkoro 03 Big 28 TpaBHst 2021 poky

3asiBHUK, KpaiHa ToBapucTBO 3 06MexeHO0 BiznoBifanbHicTi0O «MC/I YKpaiHa»

CrioHcop, KpaiHa «Mepk lapn Exp Joym Kopr.», nouipHe nianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/rpernapaTu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 44

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHs K/TiHIUHOTO BUTIPOOYBaHHS:
byno Crasno

K.M.H. Kanpbyc O.1. n.M.H. Kansoyc O.1.

KomyHaneHuit  3aknag — «/lHinponerpoBcebKka | KomyHanbHe MinpUeMCTBO «/JHIMpOIeTpOBChKa
obnmacHa  KmiHiuHa ~ jikapHs  imeni LI | obsacHa  kiiHiuHa — sikapHa  imeni LI
MeunvkoBa», BiggineHHs HeBposorii  Nel, | MeunukoBa»  [IHiMpomeTpoBchbKOi  06sacHOi
[ep>kaBHUI 3aKsaj «/IHITpoIeTpoBChbKa | pagu», BifiTeHHs HeBPOJIOTiT Nel,
MeZMuHa akajemiss MiHicTepcTBa  0XOpOHH | [IHINPOBCHKUNA Jlep’KaBHUM MeJUYHNN
370poB’st  YkpaiHu», Kadeapa HeBpoJsiorii i | yHiBepcuteT, Kadeapa HeBpOJOrii, M.
odranbmoorii, M. [IHinpo [Hirnpo

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2487 Big 17.12.2019

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«MixHapo/iHe, baraTolieHTpOBe, paH/I0Mi30BaHe, TIo/[BiliHe cTire, Tare00-KOHTPOIbLOBAHEe OC/TiPKEHHS
¢asu 3 B mapasieflbHUX Ipynax y MalieHTiB i3 peruguBHUMU hopMamu po3scisHoro ckieposy (PPC) ans
OLIiHKY e(peKTUBHOCTI, 6e3MeyHOCTi Ta MepeHOCUMOCTi TIaTUpaMepy aljeTaTty Aerno, BHYTPIllIHbOM sI30BOT
iH’ €Kil MPO/IOHTroBaHoI Aiii, sika BBOAUTLCS O/IMH pa3 KOKHi uoTHpu TxKHi» , Mapi GA Depot Phase 11T —

001, Bepcis 03 Big 07 kBiTHs 2021 poKy

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIOZAJIBHICTIO

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPAIHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

Mapi Pharma Ltd., I3pains

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepasibHOro JupeKkTopa /{upekroparty

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HonaTok 45

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BM MiClis TIPOBe/IeHHs KJIiHIYHOTO BUTIPOO

BaHHA:

byso

Crano

KepiBHUK LIeHTpy Muxasnbcbka JI.B.

Kniniuna nikapasi «®eodanis» [lep)kaBHOro
yIIpaB/iHHA  COpaBaMM, L|@HTP TeMaroJIorii,
ximioTepamii remMo00/1aCcTO3iB Ta MPOMeEHeBOi

Teparii, M. KuiB

KepiBHUK LieHTpy Muxanbceka JI.B.
Kniniuna nikapas «®eodanis» [lep)kaBHOTro
yIOpaB/IiHHS ~ CrpaBaMd, LIEHTP TIemaToJIorii,
ximioTeparii remo6/1acTo3iB Ta TpaHCIUIAHTALii
KICTKOBOTO MO3KY: BiJJji/leHHd TemaroJiorii Ta
ximioreparii remo61acto3iB, M. KuiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe, paHJOMi30BaHe, TIO/BilHe CJliTie, T1ale00-KOHTPO/IbOBaHe, 3 Mapaje/lbHUMU TPyIaMH
JociipkeHHss 3 a3y 3 BiAKPUTHM MepioloM MPOAOBXKEHHS JiKyBaHHS [/s1 OLIiHKM e(eKTHUBHOCTI i
0e3revHOCTi TepopasbHOTO 3aCTOCyBaHHSI puib3adbpyTuHiOy (PRN1008) y mopocimx Ta TiTiTKiB 3
MePCUCTYI0YOI0 abo XpoHiuHOI imyHHOIO TpomborwmroneHieto (ITIT)», PRN1008-018, morpaBka 02,

enekTpoHHa Bepcis 4.0 Big 21 ymunag 2021 p.

3asiBHUK, KpalHa

ToBapHCTBO 3 06MeXeHOI0 BiAnosifanbHicTIo «MEJITIENC YKPATHA»

CnoHcop, KpaiHa

«[Tpunyunis Biodapma IHk.», CIIIA (Principia Biopharma Inc., USA)

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTOopa /lupekTopary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTok 46

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi BK/tOUeHHs J0AAaTKOBOIO MiCLis IPOBeZIeHHs TOC/IiPKeHHS

TIOTIPaBKU Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA
/1 Ha3Ba Micuist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS
1. K.M.H., 3aB. BiZl. PomaniB O.II.

KomyHasibHe HeKoMepliiliHe TiANPUEMCTBO «3aKapraTChbKuii 00/acHUN MeIWYHUN LIEHTP
TICUXiYHOTO 37I0POB'SS Ta MEJUIMHU 3a/Ie)KHOCTeH» 3akapraTChKoi 00JiacHOI  pajw,
TCUXiaTpUYHe BiJIIJIEHHS, M. Y Kropoz,

Howmep ta fata Haka3y Ne 568 Big 27.02.2020

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «PaHgomi3oBaHe 1ozBiliHe criime miaieb0-KOHTPO/IbOBaHe JOC/iHKeHHs (a3u 3 3 OLiHKU e)eKTUBHOCTI

BUTIPOOYBaHHS, KO/, Ta 0e3MeyHOCTi MiMaBaHCepUHY SK [O/IaTKOBOI Tepamii i JIiKyBaHHS HEraTMBHUX CHMITTOMIB

BepCisi Ta jara mm3odpenii (Advance-2)», ACP-103-064, Bepcis 1.0 3 iHKopriopoBaHOw moripaBkoto 2 Bifg 07 ceprHs
2020 poky

3asiBHUK, KpaiHa ITignpuemcrso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CrnoHcop, KpaiHa ACADIA Pharmaceuticals Inc., CIIIA

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Hopartok 47

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi Ononenuii [Ipotokosn kniHiyHoro pociimpkenHs: ALN-AGTO01-002, iHnkopnopoBaHui MOMpaBKoOw 3 Bif
TIOTIPABKU 09 rpyans 2021 poky; IHdopmanitinuii auctok i gpopma iHpopmoBaHoi 3rogu, Bepcis V5.0UKR(uk)1.0
BiJ 14 rpyzans 2021 poky, nepeksaj, yKpaiHCbKOH MOBOIO Bif 17 rpyaust 2021 poky; IHdopmariiiinumii
mictok i dopma iHdopmoBaHoi 3roau, Bepcis V5.0UKR(ru)l.0 Big 14 rpyans 2021 poky, mepeksaj
pocikcbKor0 MoBORO Bif 17 rpyaHs 2021 poky; Po3kaspyBaHHS BCTYITHOTO Bifieo, Bepcis 1, Bif 04 >KOBTHS
2021 poky, mepeknaj ykpaiHCbKOK MOBOK Bif 10 rpyans 2021 poky; Po3kajgpyBaHHSI BCTYIHOIO
Bileoposnvika, Bepcig 1, Big 04 >xoBTHS 2021 poky, nepeknaz pociiicbkoro MoBoro Bif 10 rpygns 2021
poky; CnoBHUK TepMmiHiB fis1 @13 B enektpoHHOoMy ¢opmari, Bepcisi 01, Big 04 >xkoBTHs 2021 poky,
repeksiaZ, yKpaiHcbKor0 MoBoOO Bif 10 rpyzaHs 2021 poky; CnoBHUK TepMiHiB A1 PI3 B esleKTpOHHOMY
dopmari, Bepcis 01, Big 04 >koBTHs1 2021 poKy, nepekniaj, pocitickkoro MoBoto Bif 10 rpyans 2021 poky

Howmep Ta gata Hakazy Ne 2147 Big 04.10.2021

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hasga kniiHiuHOrO «PanziomisoBaHne, noBifiHe ciire, TIaleb0-KOHTPO/IbOBAHe, OaraTOLeHTPOBE JOC/i/KEHHS TI0 Migdopy

BUIIPOOYBaHHs, KO/, o34 Asisi ouiHKM edekTHBHOCTI ¥ Oe3reuHocti mpermapaty ALN-AGTO1 y maiieHTiB 3 M'SKOHO Ta

BepcCis Ta jara MOMIpHOK apTepianbHOIO rineprensieo» , ALN-AGT01-002, iHkopriopoBaHuii norpaBkorw 2 Big 09
yepBHs 2021 poky

3asgBHUK, KpaiHa ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiero «AVIK’FOBIA PJIC Ykpaina»

CrioHcop, KpaiHa Alnylam Pharmaceuticals, Inc., United States

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 48

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi BK/tOUeHHs J0AAaTKOBOIO MiCLis IPOBeZIeHHs TOC/IiPKeHHS

TIOTIPaBKU Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA
/1 Ha3Ba Micuist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS
1. K.M.H., 3aB. BiZl. PomaniB O.II.

KomyHasibHe HeKoMepliiliHe TiANPUEMCTBO «3aKapraTChbKuii 00/acHUN MeIWYHUN LIEHTP
TICUXiYHOTO 37I0POB'SS Ta MEJUIMHU 3a/Ie)KHOCTeH» 3akapraTChKoi 00JiacHOI  pajw,
TCUXiaTpUYHe BiJIIJIEHHS, M. Y Kropoz,

Howmep ta fata Haka3y Ne 886 Bim 01.08.2017

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «52-TWKHeBe BIJIKpUTe po3LIMpeHe [O0C/ipKeHHs IliMaBaHCeprHY B $IKOCTI [JOZATKOBOI'O JIiKyBaHHS
BUTIPOOYBaHHS, KO/, um3odpenii», ACP-103-035, nomnpaBka 3 Bif 11 cepriusi 2020 poky

Bepcis Ta jjarta

3asiBHUK, KpaiHa ITignpuemcTso 3 100% iHo3emHoto iHBecTHIieto «AMKTOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa Acadia Pharmaceuticals Inc. (AKAIA ®apmacstotikan3 IHk), CIIIA

CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonaTok 49

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi AstraZeneca D5271C00002 (romepegniti Ne 3150-303-008) IHcTpykuis 3i 300py 3pa3ka Kanmy mAjist

TIOTIPaBKU amOy/1laTOPHUX TalfieHTiB, pepakiis 2.0 Big 02.12.2021 p.; 3anyueHHs1 AOAATKOBHUX MiCIlb TPOBEIEHHS
K/IiIHIYHOTO BUITPOOYBaHHS:
Ne [1.I.b. BignoBiasbHOrO AOC/IIAHUKA
n/n Has3Ba micus ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. [.M.H., ipod. ®Pegnis O.1.

Ob6nacHe KOMyHa/lbHe HEKOMepIiiiiHe miAnpueMcTBO «YepHiBellbka o0/acHa K/iHiUHa
JIIKApHSI», MiIPO3/ia racTpoeHTepoJiorii, M. YepHiBii

2. K.M.H., gou. Konecnuk I1.0.

JIiKyBa/IbHO-ZIiarHOCTUYHUM  LeHTP  «3aKapnaTChbKUM LIeHTP XIPypriuHMX IiHHOBaLiK
«AcTtpamen» ToBaprcTBa 3 0OMekeHOW BifmoBizampHicTIO «KitiHika 370poBOi  poAuHU
«AcTpame», M. YKropoz,

Howmep Ta fata Haka3sy Ne 1773 Bip 20.08.2021
MO3 wofo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

HasBa kj1iHiuHOTO «BigkpuTe, MOBrocTpOKOBe pO3IIMpeHe JoC/ipKeHHsT bpa3ukyMaly y maijieHTiB 3 xBopoboto KpoHa Bif
BUTIPOOYBaHHS, KO/, cepeHbOrO 710 BaKKoro cryrneHs aktiuBHOCTI (INTREPID OLE)», D5271C00002, nonpaBka 3, Bepcis 4.0
BepCisi Ta jjata Big 02 6epe3nst 2021

3asgBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

MaTepianu/ripernapaTu

CYIYyTHBOI Tepariii
B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 50

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi
TIOTIPaBKU

MK-7902-014 (E7080-G000-320) IHCcTpyKLis 100 TpuiioMy JjieHBaTHHIOY, Bepcis 3 Big 04 >XKOBTHs
2021p., ykpaiHcekoro MoBow; MK-7902-014 (E7080-G000-320) IHcTpykuis 1040 MpUKOMY
nenBatuHiOy, Bepcisi 3 Big 04 >koBTHs 2021p., pocificbKOr0 MOBOIO; BK/HOUeHHSI ZOAATKOBOTO MicCList
TIPOBe/IeHHsI KJIiHIYHOTO BUIPOOYBaHHS:

Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA

/1 Ha3Ba Miciist ipoBe/ieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1. sikap bpugyn C.C.

Bigginenns ToBapucTBa 3 00Me)KeHOW BiAmoBifambHiCTIO «Meanunuii 11eHTp «J06po0yT-
[MonikniHika» «JIiKyBa/bHO-iarHOCTUUHUH 1eHTp «/0OpoOyT», OHKOJIOTiuHe BiJi/IeHHs
craijioHapy 3 670koM ximiorepariii, M. KuiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2237 Big 18.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanpomizoBane pocnimpkenns 11 da3u asst oiHky edeKTHBHOCTI Ta Ge3neuHocTi membposnizymaby (MK-
3475) y kombiHarii 3 serBaruHioom (E7080/MK-7902) i ximioTepari€to TOPiBHSHO 3i CTaHJApTHUM
JIKyBaHHAM B SKOCTI ITepiuol jiHil Tepartii /11 y4aCHUKIB 3 MeTacTaTUYHOK KapLMHOMOK CTPaBOXOAY»,
MK-7902-014 (E7080-G000-320), 3 inHKkopnopoBaHoto 1oripaBkoro 03 Bizi 05 ceprnHsi 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXxXeHOI0 BifnoBifampHicTI0 « MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eng Joym Kopr.», gouipHe nianpuemctso «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTOopa /lupekTopary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




HopaTok 51

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi 3anyueHHs 1OIATKOBUX MiCIlb MPOBe/IEHHs K/IiIHIYHOTO BUITPOOYBaHHS:

TIOTIPaBKU Ne [1.1.b. BignoBiasbHOrO AOC/IIAHUKA
n/n HasBa micus ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS
1. reHepanbHUK gupekTop Muxammokosuy O.K.

KomyHanbHe HekoMmepijitiHe mifmpueMcTBo «Ofecbka obacHa rcuxiaTpuuHa JiikapHsi Ne2»
Opecekoi obmacHoi pagu, BigginenHs Nel6, Opecbka 0051, JIMMaHCBKUK p-H, C.
OnekcaHjpiBka

2. 3aB. BizI. BiTebcbka T.B.

KomyHanbHe HekoMepLiiiHe mignpueMcTBO «KuiBcbKa MicbKa NCHXOHEBPOJIOTiUHA JliKapHS
Ne2» BwukoHaByoro opraHy KuiBcekoi Micbkoi pagu (KuiBCbKOi MiCBKOI eprKaBHOI
aaMiHicTpallii), KOHCY/IbTaTUBHE BiJiineHHs, M. KuiB

Howmep Ta gata Hakasy Ne 2672 Big 01.12.2021
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «PanziomiszoBane, mofBiliHe ciiite, TIarie00-KOHTPOIbOBaHe, 0araToOLlEHTPOBE AOCTIHKEHHS 3 METOH
BUTIPOOYBaHHS, KO/, OLIIHKK edeKTUBHOCTI Ta Oe3MeuyHOCTi JyMaTerepoHy y SIKOCTi [J0JaTKOBOI Tepamii MpH JTiKyBaHHi
Bepcid Ta fjaTa TAaLli€HTIB 3 BeJIMKUM JlelIpeCUBHUM posnazom», ITI-007-501, 3 monpaskoro 2 Bif, 20 cepriag 2021 poky
3asgBHUK, KpaiHa TOB «IIpem’ep Pecepu Ykpaina»

CrnioHcop, KpaiHa Intra-Cellular Therapies, Inc., United States

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopnaTtok 52

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi 3asyueHHs1 I0/IaTKOBOTO MiCIisl TPOBeZIEHHST K/TiHIYHOTO BUIPOOYBaHHSI:
TIOTIPaBKU Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA
/1 Ha3Ba Micuist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS
1. K.M.H., fou. Konecnuk I1.0.

JIiKyBa/IbHO-iarHOCTUYHUM  LIeHTP  «3aKapnaTChbKUM LIeHTP XIPYypriuHMX IiHHOBALiK
«AcTpamen» TOBapucTBa 3 OOMEXeHOH BifmoBifganbHicTIO «KiliHika 370pOBOI  pPOAMHU
«AcTpame», M. YKTropog,

Howmep ta fata Haka3y Ne 1326 Big 02.07.2021

MO3 o0 3aTBepAKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «bBaraTolieHTpOBe, paHOMi30BaHe, TIO/IBiliHe CJlire, y TapajiebHUX TPyIax, riarebo-KOHTpoboBaHe 3-

BUTIPOOYBaHHS, KO/, YaCTHUHHE J0CTiHKeHHs da3u 3 1715 JeMoHCTparllil eeKTUBHOCTI Ta Ge3reku OeHpanizyMaly y TaijieHTiB 3

Bepcis Ta JjaTa €031uHO(MLTEHUM racTpuToM Ta/abo ractpoeHTepruToM (The HUDSON GI Study)», D3258C00001, Bepcis
4 Big 15 BepecHst 2021 poky

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepianu/mpenaparu

CYTyTHBOI Tepamnil

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HonmaTok 53

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Indopmariisi Ta popma 3roau /s JOPOCIUX YUYaCHUKIB JOC/TiKeHHs, JIoKanbHa Bepcis Homep 8 asst
YKpaiHM yKpaiHCBKOIO Ta POCiHCbKOK MOBamy, Aata Bepcii 29 rpyaHs 2021 poky - Ha OocHOBI Mactep
Bepcii Homep 10 Bix 15 rpyansa 2021 poky, Jomatky 1 Macrtep Bepcii Homep 4 Bix 30 nucronaga 2018
poky Ta [Jomatky 2 Macrtep Bepcii Homep 4 Biz 30 nmucronaza 2018 poky

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1388 Big 08.11.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomisoBane, Bigkpute, 6aratorjeHTpoBe AocmimkeHHs 111 ¢a3u [dypeanymady ta Tpemenimymaby B
SKOCTI Iepiol /iHil MiKyBaHHS MAaLli€HTIB 3 MOLIMPeHUM remnatouentonspHuM pakom (HIMALAYA)»,
D419CC00002, Bepcis 7 Bix 22 BepecHs 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. renepajsibHOro JupeKkTopa /lupekropary

apMaleBTHYHOro 3a0e3neyeHHs BaH
p 0 I 3A/IBOPHUX




Honatok 54

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi [Hdopmariisi Ta dopma 3roau s AOPOCIUX YUaCHUKIB AocmifkeHHs JIokanbHa Bepcis Homep 7.0 ajis
TOTMPaBKU YKpaiHM yKpaiHCBKOIO Ta pOCiMiCbKOIHO MOBaMu, Aata Bepcii 29 rpygHs 2021 poky Ha ocHOBi Mactep
Bepcii Homep 8.0 Big 09 rpyans 2021 poky

Howmep Ta fara Haka3zy Ne 545 Biz 19.05.2017
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «PaHgoMi30oBaHe, OaraTolleHTpPOBe, BigKpuTe, TOpiBHsIbHe nocmimpkeHHs III da3u ans BU3HaueHHs

BUTIPOOYBaHHS, KO/, edektrBHOCTI [lypBamymaby uu KombOiHawii [ypBamymaby i Tpemenimymaby y KombOiHarjii 3

Bepcid Ta jarta TUIATUHOBMICHOIO XiMioTeparii€to y mepiiiid JiiHii JiKyBaHHS TMalfieHTiB 3 TOMMPEeHUM [JPiOHOK/TI THHHUM
pakoM JiereHiB (JPJI) (KACITIAH)», D419QC00001, Bepcist 6.0 Big 16 ciunsg 2020 p.

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HomaTtok 55

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Indopmariist mpo gocsifkeHHs Ta opMa 3rou AJisi JOPOC/IUX, JOKaabHa Bepcist Homep 11.0 asis Ykpainu
YKpaiHCBbKOIO Ta POCiHMCHKOI MOBaMH, JjaTa Bepcii 29 rpyans 2021 poky Ha ocHOBi MacTep Bepcii Homep
11.0 Big 30 yucromnaza 2021 poky

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 687 Big 21.06.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«MixHapoziHe, 0araTOL|eHTPOBe, paHJOMi30BaHe, BiJKpUTe, TMOPiBHsAIbHE [JOC/i/MKeHHs ¢a3u 3 1o
BU3HaueHHIO edektuBHOCTI [ypBasymaby uu KombGiHarii [ypBamymaby i TpememnimymaOy i3
IUVIaTUHOBMICHOKO  XimioTepamiero aasg  1-1  JiiHIl  JiKyBaHHS  TIALIIEHTIB 3  MeTaCTaTUYHUM
He/ipiOHOKTiTHHAMM pakoMm JiereHiB (HIKPJI) (POSEIDON)», D419MC00004, Bepcis 6.0 Big 09 nurHs
2021p.

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 56

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa gocnigarka CNTO1959 (guselkumab), Buganns 13 Big 14.12.2021 p.

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpOBe, paHI0Mi30BaHe, TIOZBilHe cire, Tialebo KOHTPO/IbOBaHe KIIiHiUHe AOCTimpKeHHs 3b
a3y A5 OLiHKK edeKTUBHOCTI Ta O6e3rMeyHOCTi MpHU3HaueHoro MifIKipHO r'yce/ibKymaly y MaljieHTiB 3
AaKTHUBHUM TICOPiaTUUHUM apTPUTOM, $IKi paHillle Majyd HeZOCTATHIO BiJTOBifb Ta/abo HermepeHOCHMiCTh
MiKyBaHHSI OFHUM 3 iHTi0iTOpiB (akTOpy HeKpo3y myxyuH anbda», CNTO1959PSA3005, Big 13.04.2021
p.

3asgBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonmaTok 57

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikallis cyTreBoi BKJ/TIOUEHHST I0/IaTKOBUX MiCIlb TPOBE/IEHHS K/TiHIYHOTO BUIPOOYBaHHSI:
TIOTIPaBKU Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA
/1 Ha3Ba Micuist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. IO.M.H., npod. Ximion JI.B.

KomyHasibHe HekoMmepliiliHe mianpueMcTBo KuiBchkoi ob6sacHOi pagu «KwuiBcbka obsacHa
KJIiHIYHA JIiIKapHs», By3bKOCTIeLlia/li30BaHe TepareBTUYHe BifjiieHHs, M. K1iB

2. K.M.H. Crenjp P.B.

KomyHanbHe HekoMepLiiiiHe nignpueMcTBO «Mickbka yikapHsi Ne6» 3anopispkoi MicbKOI paau,
TepareBTUYHe Bifi/lisIeHHs, M. 3aropixkKs

Howmep Ta fata Haka3sy Ne 1773 Bip 20.08.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «baraTolieHTpOBe, paH0Mi30BaHe, TO/BiliHe ciire, T1arieb0 KOHTPO/bOBaHe KiiHiuHe JocsipkeHHsT 3b

BUTIPOOYBaHHS, KO/, a3y 15 OLiHKK eeKTHUBHOCTI Ta 0e3MeuHOCTi MPU3HAUeHOro MiZIKiPHO TyceibKyMaly y TallieHTiB 3

BepCisi Ta jjata aKTUBHUM TICOPiaTUYHUM apTPUTOM, sIKi paHillle Maiu HeJOCTaTHIO BiJTOBiAb Ta/abo HemepeHOCHMIiCThb
MiKyBaHHSI OHUM 3 iHTi0iTOpiB (hakTOpy Hekpo3y myxyuH anbdpa», CNTO1959PSA3005, Big 13.04.2021
p-

3asgBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», benbris

CnoHcop, KpaiHa «IHCCEH ®APMALIEBTUKA HB», besnbrisa

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopaTok 58
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB
Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM TPOTOKOJ KiiHiuHOro pociifpkeHHs, Bepcis 3.0 Big 03 BepecHsi 2021 p., aHIVIIMCBKOIO
MoBo10; Jlocke mociipKyBaHOro Jlikapcbkoro 3aco0y TaBamazoH (Tavapadon) Ta nane6o, Bepcis 3.0, Bif
17 Bepecuss 2021 p., aHrailicekoro MoBow; [lomaTtok Ao bpolnypu pgocnifHMKa AOC/TiIKyBaHOTO
nikapceKoro 3aco0y Taeamagon (CVL-751) 1.0 Big 31 cepras 2021 p., g0 Buzganus 3.0 Big 08 uepBHs
2020 p., adraificekoro MoBoro; CVL-751-PD-001_Indopmariisi g nauienta i @opma indpopmoBaHoi
srogu_Bepcis i Ykpainu 6.1.0 Big 18 >xoBTHf 2021 p. ykpaiHCBKOIO Ta POCIMCHKOIO MOBaMU;
OnuTyBa/NbHUK 1110710 iMIy/IbCHBHO-KOMITY/IbCHUBHUX pO3/1aZiiB Mpu XBopobi ITapkiHCcOHa — oOIjiHIOBa/ibHa
mkana (Questionnaire for Impulsive-Compulsive Disorders in Parkinson's Disease - Rating Scale, QUIP-
RS) ansa Ykpainu pocilickkoro moBoro Bepcisi 1 Big 03 »xoetHs 2019 p. (CVL-751-PD-001_QUIP-
RS_Ukraine_Russian_ V1_2019_Oct_03); 3miHa Ha3BHM MiCIlb ITPOBe/IeHHS KJIiHIYHOTO BUTTPOOYBAHHS:

byno

Craso

K.M.H. Mopo3 O.M.

Kninika /[lep>kaBHOI yCTaHOBU «YKpalHCbKUM
Jlep>KaBHUM HayKOBO-ZI0C/Ti THU T iHCTUTYT
Me/IUKO-COIlia/IbHUX ~ TMpo0JieM  iHBasTiIHOCTI
MiHicTepcTBa OXOPOHM 30POB'A  YKpaiHW»,
BiZiil  MeJUKO-COLia/IbHOI ~ eKCIepTu3u  Ta
peabisiTariii  mpyM  BHYTPIIHIX,  HEPBOBUX
XBOpOOaxX Ta TICMXOCOMATHYHUX pO3/IaZiax Ha
0a3i BiggineHHs HeBposorii Ta IMOrPaHUYHUX
CTaHiB, M. JIHinpo

K.M.H. Mopo3 O.M.

Kninika /[lep>kaBHOI yCTaHOBU «YKpalHCbKUM
Jlep>KaBHUM HayKOBO-Z0C/iAHAN iHCTUTYT
MeIUKO-COI[ia/IbHUX ~ Mpo0sieM  iHBasIiIHOCTI
MiHicTepcTBa OXOPOHM 3[0POB'A  YKpaiHW»,
HeBPOJIOTiYHe BifjiieHHs, M. IHIrpo

K.M.H. Yepke3 A.M.

KomyHanbHa ycraHoBa «3aropi3bka 006/acHa
K/IiHiuyHa JiKapHs» 3aropi3bkoi 06/1acHOI pajw,
HeBpoJioriyHe BiaziieHHs Nel, M. 3anopixks

K.M.H. YUepke3s A.M.

KomyHanpbHe ~— HekoMmepLiiiHe  MiZIPUEMCTBO
«3amopisbka  obmacHa  KJIiHIYHA  JTiKapHs»
3aropi3bkoi  00slacHOi  pajy, HeBpOJIOTiUHe
BigisieHHs1 Nel, M. 3anopixoks




2 MPOJOBXKEeHHA JojaTka 58

O.M.H., ipod. 135k JI.A. I.M.H., npod. 135K JI.A.

MeguuHuii  LeHTp  JepXKaBHOro  3akjazy | Meauunuii LeHTp JJHIMPOBCHKOrO [1ep>KaBHOTO
«/JHIrponeTpoBCbKa MeJu4yHa aKazeMist | MeJU4HOI o YHIBepCUTeTY, [HinpoBChKUiA
MinicTepcTBa 0XOpOHM 370POB‘s  YKpaiHW», | lep’KaBHUM MeJUUHUM yHiBepcuTeT, Kadenpa
[epxaBHuit 3aK/az «/IHITIpOTIeTPOBChKA | HEPBOBUX XBOPOO Ta HEMpOXipypril ¢akyabTeTy
MeJuyHa akajgeMmis MiHicTepcTBa  OXOPOHH | MIiCIAAUIUIOMHOI OCBITH, M. JIHINpo

370pOB‘ss YKpaiHu», Kadeapa HEPBOBUX XBOPOO
Ta Helpoxipyprii (dakyabTeTy MiC/ASAUIIOMHON
0CBiTH, M. /IHirpo

Howmep ta faTa Hakasy Ne 1636 Big 20.07.2020
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOTO «Panziomi3oBaHe, no/BitiHe ciiine, T1are00-KOHTPOJIbOBaHe AOCTiHKeHHs (ha3u 3 y TapanesbHUX TPyTiax

BUTIPOOYBaHHS, KO/, TPUBAJIIiCTIO 27 TWXKHIB /151 OI[iHKK e()eKTUBHOCTI, 6e31eyHOCTi Ta TIepeHOCUMOCTi [BOX (hiKCOBaHUX 703

BepCis Ta jara TaBamafoHy y marieHTiB 3 xBopoboto IlapkiHcoHa Ha paHHiM ctagii (gocmimkenns TEMPO-1)»
CVL-751-PD-001, OHoBnenuti mpotokon Bepcisi 2.0 Big 29 yepBHs 2020 p.

3asgBHUK, KpaiHa TOB «Cineoc Xesnc YkpaiHa»

CrioHcop, KpaiHa Cepesen Tepam'totikc, JIJIC, CIIIA [Cerevel Therapeutics, LLC, USA]

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonmaTok 59

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuii [IpoTokosn KiiHiyHOTO BUTIpOOYBaHHS, Bepcis 10 Big 12 mucromaza 2021 p.; Homatok 2
Bepcisi 1.0 asia YkpaiHu yKpaiHCBKOIO Ta pociiickkoro MoBamu Bif 26 nmuctomaza 2021 p. go dopmu
indbopmoBaHoi 3roau Bepcii 8.0 asna YkKpaiHu ykpaiHCbKOIO MOBOw Bif 27 kBiTHs 2020 p. Ha ocHoBi
MozensHoro Jlomatky 2 mo dopmu iHpopmoBaHoi 3roau Bepcis 10 ans gocaimkenns W039210 gig 11
mucromnazga 2021 p.

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 248 Big 09.03.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, paHZiOMi30BaHe, MUlarie00-KOHTPOIbOBaHe, TOABiMHe ciine gocmimkeHHs 111 ¢a3wm
aTe30/1i3yMa0y (aHTH-PD-L1 aHTUTI/IO) B AKOCTi a/;’t0BaHTHOI Tepariii y Maiji€HTiB 3 HUPKOBO-K/IiTUHHOIO
KapL[MHOMOIO 3 BUCOKHMM pPH3MKOM PO3BUTKY MeTacTasiB miciis HepekTomii», W0O39210, Bepcisi 9 Big 07
mororo 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOr0 BifiNoBianbHicTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JITa, IBeiitapis

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 60

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ononenwuii mpotokon BIG 16-05/AFT-27/W039391, Bepcis 8 Bix 24 nucronaza 2021 poky aHI/TiMCBKOIO
MoBoto; bporrypa pocnmignvka, RO5541267, Tecentriq (Ate3onizyma6/Atezolizumab), Bepcis 18 Bix
munHg 2021 poky aHriinicekoro MoBoro; [JlomoBHeHHs Nel Bim ceprHsa 2021 poky pmo bBpomypu
nmocrigauka, RO5541267, Tecentriq (Ate3onizymab/Atezolizumab), Bepcis 18 Bix mumHs 2021 poky,
aHricbKor MOBOM; [HopmauiliHuil nMcToK marjieHTa Ta ¢opma iHdopmoBaHOi 3roau [ YKpaiHuy,
Bepcis 8 Bif 07 rpygHs 2021 poKy yKpaiHCHKOIO Ta POCiiiCbKOK MOBaMU

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1532 Big 21.08.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, paHjoOMi30BaHe, BigkpuTe mpocmimpkeHHs III ¢dasu 3 mopiBHSHHA KOMOiHarIii
ArTe3onizymady (aHTu-Pd-L1 aHTHTi/IA) 3 a7’ FOBAHTHOIO aHTPALMK/IiHOBOI/TaKCAHOBOKO XiMiOoTepari€ro
Ha BigMiHy Bif TimbKK XimioTepariii B maifieHTiB 3 omepabeslbHUM TPHUUi HETAaTUBHUM PAKOM MOJIOUHOL
3as103u» (IMpassion030). , BIG 16-05/AFT-27/W039391, Bepcist 7 Big 17 motoro 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOI BIJIOBIJIAJIBHICTIO «®APMACBIOTIKAJT PICEPU
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd. /®. Xopdmann-JIs Poiu JItg,. /®. 'oddmanu-JIa Poru JITa., [IBetitapis

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHUHOT0 3a0e3nmeueHHs

Isan 3A/IBOPHUX




HopnaTok 61

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

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoOBJIeHMH TTPOTOKOJI KJTiHiuHOTO BUnpoOyBaHHss MK-3475-B68, 3 iHKopriopoBaHoto monpaBkoto 02 Bif
01 rpyans 2021 poky, aHIJiMCbKOIO MOBOIO; YKpaiHa, MK-3475-B68, Indbopmaliis Ta JOKyMeHT Ipo
indbopmoBaHy 3rofy AJis maijieHTa, Bepcisi 2.00 Big 16 rpyaHs 2021 p. ykpaiHCBbKOIO MOBOIO; YKpaiHa,
MK-3475-B68, Indopmaliis Ta JOKyMeHT Mpo iHQOpMOBaHy 3rofy Ajs TaijieHta, Bepcis 2.00 Bim 16
rpysHs 2021 p. pocCiliCbKOI0 MOBOKO

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

Ne 1102 Big 02.06.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Hocmimkenns 11 ¢a3u membponizymady (MK-3475) KoxkHi 6 TWKHIB y Mali€eHTIB 3 peLAUBYOUO0 abo
pedpakTepHOI0 KIaCHUHOM yTiM(oMoro XoKKiHa ab0 y TalieHTIiB 3 peluUBYyOUO0 abo pedpakTepHOO
MepBUHHOI0 Me/liaCTUHA/IbHOI0 B- KpynmHOKMiTMHHOW dimdomoro», MK-3475-B68, 3 iHKOpriopoBaHOIO
nonpaBkoro 01 Big 30 yepBHs 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0O «MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn eny Joym Koprm.», nouipHe niagnpuemcrso «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTtok 62

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHUI TIPOTOKOJT KiliHiuHOTO BUNpoOyBanHs: MK-6482-012, 3 iHKopriopoBaHoro rorpaBkoio 03 Biz
10 rpygns 2021 poky, aHrjiicbkoro MoBor; YkKpaiHa, MK-6482-012, ITndopmaliis Ta AOKyMeHT Mpo
indbopmoBaHy 3rofly AJis maijieHTa, Bepcisi 2.03 Bifg 14 rpyaHs 2021 p. ykpaiHCBbKOIO MOBOIO; YKpaiHa,
MK-6482-012, Indopmaljisi Ta AOKyMeHT Tpo iH(opmoBaHy 3rofy AJs maiieHTa, Bepcis 2.03 Big 14
rpysHsa 2021 p. pociticekoro MoBoro; CrieHapiii mpoBeZieHHs1 onuTyBaHHS PyHKIiOHa/IbHA OLiHKa Tepartii
paky - IToka3HMK BHPA3HOCTI HHUPKOBUX CHUMMTOMIiB - CHUMIOTOMH, OOyMOBJIeHi 3aXBOPHOBAHHSIM
(Functional Assessment of Cancer Therapy - Kidney Symptom Index - Disease related Symptoms, FKSI -
DRS), Bepcis 4 Big 13 ceprnus 2020p. ykpaiHcbkoro MoBOrO; ClieHapiii MpoBeZileHHsI OIMUTYBaHHS
@yHKI[iOHa/lbHA OLliHKa Teparii paky - IToka3sHMK BMpa3HOCTI HUPKOBUX CUMIITOMIB - CHUMITOMH,
obymoBsieHi 3axBoproBaHHsM (Functional Assessment of Cancer Therapy - Kidney Symptom Index -
Disease related Symptoms, FKSI - DRS), Bepcis 4 Bif 12 ceprinsi 2020p. pociiiCbKOI0 MOBOHO

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Bip 20.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpure, paHgomizoBaHe gociimpkeHHs III da3u gyia ouiHku edeKTUBHOCTI Ta 6Ge3rneyHocTi
nembponizymaby (MK-3475) y kombiHariii 3 6en3ytudanom (MK-6482) ta nenBatuHibom (MK-7902),
abo MK-1308A y kom0iHariii 3 ieHBaTHHIOOM TIOPiBHSTHO 3 1eMOposTi3yMaboM i jieHBaTHHIOOM B SIKOCTi
repLIol JIiHil Teparii [/ y4YaCHUKIB 3 PO3IOBCIOJ)KEHOI CBITJIOK/JITUHHOK HHUPKOBO-K/IITUHHOK
KapuuHoMoro», MK-6482-012, 3 inkoprioposaHoto roripaBkoro 02 Bizg 01 yepsHst 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn eny Joym Koprm.», gouipHe nianpuemctso «Mepk eHzp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HonaTok 63

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBep/KEHHsI CyTTEBUX MOIMPaBOK»
8.02.2022 Ne 254

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHrii TIPOTOKOJ KiiHiuHOro AocmigkenHsi CL3-95005-006, ¢dinanbHa Bepcisi 4.0 Big 02 rpygHs
2021 poky, 3 IHKOpnopoBaHo0 CyTTeBOR monpaBkoro Ne 4, Bix 02 rpygHs 2021 poky

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1465 Big 08.08.2018

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PangomizoBane, BigkpuTe KiiHiuHe fociimpkeHHs III dasu Tpudaypuauny/tunipauuny (S 95005) y
KoMOiHariii 3 6eBarj3ymMab0oM y MOPiBHsIHHI /10 KareluTabiHy y KombOiHarlii 3 6eBarju3yMabom y mepiiii
JIHII JIIKyBaHHS TIALi€EHTIB 3 MeTaCTaTUUYHUM KOJIOPeKTa/bHUM PAakOM, fIKi He € KaHaujataMu s
inTeHcuBHOI Tepanil (mocnimkenHs SOLSTICE)», CL3-95005-006, ¢inanpHa Bepcis Bif 25 ciuHd
2021 poky, 3 iHKOpPIopoBaHOIO CyTTeBO TonpaBKoro Ne 3, dhiHambHa Bepcis Big 25 ciuds 2021 poky

3asgBHUK, KpaiHa

ToBaprcTBO 3 0OMeXkeHO0 BifnoBiganpHicTIO «KIIP Ykpaina»

CnoHcop, KpaiHa

[HCTUTYT Mi>kHapoaHuX gociigkeHb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®paHuis

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




