MIHICTEPCTBO OXOPOHH 3/10POB’Al YKPAIHU
HAKA3

Kuis

05 6epe3nst 2024 poky Ne 375

IIpo fAep)XaBHY peecTpariild JiKapCbKHX 3aco0iB, sIKi MOXKYTh 3aKyNOBYBaTHCH
000010, YIIOBHOBA)KEHOI0 Ha 3/liliCHeHHA 3aKYyIiBe/b y cepi 0XopoHH 3/[0pOB’A

BignosigHo g0 crarreit 9, 9' 3akony Ykpainu «IIpo jiKapceKi 3acoOum»,
ab3auly gBaAUATH CbOMOTO MiAMYHKTY 12 myHKTy 4 IlonoxxeHHsi mpo MiHicTepcTBo
OXOPOHU 3/I0POB’S YKpaiHHW, 3aTBep/pKeHOro mocTaHoBoio Kabinety MiHicTpiB
Ykpainu Big 25 6Gepe3ns 2015 poky Ne 267 (B pepakijii mocraHoBu KabiHety
MinictpiB Ykpainu Big 24 ciung 2020 poky Ne 90), nyHkTy 4 po3ziny I [Topsaky
MPOBe/IeHHs] TepeBipKU peecTpaljiiHUX MarepiajiB Ha IX aBTEHTHUYHICTb Ha
niKapcbKui 3aci0, KU MOJAEThCS Ha JIep>KaBHY peeCcTpallito 3 MeTO Moro 3akymiBii
0c00010, YIIOBHOBAa)KEHOI0 Ha 3/IiliCHEeHHS 3aKyIliBe/b Y cepi 0XOpPOHU 3/]0pOB's, abo
CrieLjia/ii3oBaHOK) OpraHisalji€ro, 3aTBep[yKeHOro Haka3oM MiHicTepcTBa OXOpPOHU
3m0poB's  YKpainu Big 15 uepBHa 2020 poky Ne 1391, 3apeectpoBaHOrO B
MinicrepctBi roctulii Ykpainu 14 jmumas 2020 poky 3a Ne 659/34942, Ha mijcrasi
pe3y/bTaTiB MepeBipKU peeCcTpaLjiiHUuX MaTepiasiB, AOJAAHUX A0 3asiBH IPO Aep>KaBHY
peecTpariifo JiKapchbKOTo 3aco0y, KU 3aKyTOBYEThCS 0C00010, YIIOBHOBa)XKEHOIO Ha
3[liiCHeHHs 3aKymiBenb y cdepi OXOpOHU 370pOB’s, TNpoBe/ieHOI [lep>KaBHUM
MiJANPUEMCTBOM «/lep>KaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOPOHM 370POB’A
YKpaiHvn», BUCHOBKIB 3a pe3y/bTaTaMU IepeBipKU peecTpaLiiiHMX MarepiajiB Ha ix
aBTEHTMUHICTh Ha JIiKapChbKWH 3acib, sSIKWM TIOJA€TbCS Ha Jlep)KaBHY peecTpallito 3
METOI0 MOro 3aKymiB/i 0c060r0, YIIOBHOBA)KEHOIO Ha 37/1iliCHEHHSI 3aKyTiBesb y chepi
OXOPOHHU 3/I0pOB's, ab0 creljiasizoBaHOI0 opraHi3aiii€to, Biji 13 uepBHs 2023 poKy, Bij
26 uepBHs 2023 poky, Bij 18 xoBTHs 2023 poky, Bifg 11 rpyaus 2023 poky.

HAKA3Y1O:

1. 3apeectpyBati Ta BHecTd A0 [lep)KaBHOTO peECTPy JIKapChKUX 3aco0iB
YKpainu siKapchKi 3ac00M, sIKi MOXKYTh 3aKyIIOBYBaTHCS 0C00010, YIIOBHOBaXKEHOO Ha
3/1iliCHeHHSI 3aKyTliBeJib y cepi 0XOpOHU 3[J0pOB’s, 3rifIHO 3 A0AATKOM 1.

2. BinmoBUTH B [ep)kaBHiM peecTpaliii Ta BHeceHHi [0 [lep)kKaBHOrO peecTpy
mKapchKUX 3acobiB YKpaiHu JiKapcbKUX 3aco0iB, $IKi MOXYTb 3aKyIIOBYBaTHCS



2

0Cco0010, YITOBHOBa)KEHOIO Ha 3/iliCHEeHHS 3aKymiBeab y cdepi OXOpPOHU 310POB’s,
3riZ{HO 3 AOAATKOM 2.

3. @apmaiieBTuHOMYy YyripaBiiHHIO (Tapacy JIsickoBCbKOMy) 3abe3mneunTH
OTIPWIIOZAHEHHSI 1LIbOTO0 Haka3ly Ha odiiiiHoMy BeOcaiiti MiHicTepcTBa OXOpOHU

30pOB’sl YKpaiHu.

4. KoHTpo/b 3a BUKOHAHHSIM I[bOT'0 HaKa3y IOK/IACTH Ha TEpIIOro 3acTyITHUKA
Minictpa Cepris /lyopoBa.

MinicTp BikTop JIAIIIKO



IIEPEJIIK

Hoparox 1
J0 Haka3y MiHicTepcTBa 0X0poHH
310poB’s YKpainu «IIpo fep)xaBHy peecTpaio
JIIKapChKHX 3aC00iB, IKi MOXYTh
3aKyINoBYBaTHCs 0C00010, YIOBHOBa)KEHOI0 Ha
3/ifiCHeHHsI 3aKyHiBeJIb y cdepi 0XopoHU

30pOB’A»

Big 05 Gepe3ns 2024 poky Ne 375

SAPEECTPOBAHUX JIIKAPCBKHUX 3ACOBIB, AKI BHOCATBCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBbKHUX

Y COEPI OXOPOHMU 310POB'A

3ACOBIB YKPAIHU 3 METOIO IX 3AKYIIIBJII OCOBOI0, YITOBHOBAKEHOIO HA 3[IMICHEHHSA 3AKYIIIBEJ/Ih

Ne Hassa Popma surnycky 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, npoyedypa BionycKy aHHs peecmpayjiliHo2o
3acoby YrnakoskKa) nocsioYyeHHs1
1. A3ALUATUAN | nopollok gns AKkopa Icnanis BiANOBiAabHMI 38 BUNYCK cepii: MonbLa/ IHais/ peecTpaujis 3rigHo 3 3a He UA/20242/01/01
H AKKOP/, NpUroTyBaHHsa Xenckea Akkopg Xernckea lMoncka Cn. 3 0.0., Benvka bpuraHis/ Mopagkom nposefeHHA peyernmom niosnsieae
AZACITIDINE | cycneHsii gns CYy. Monbwa Higepnangu/ nepesipku
ACCORD iH'ekuin, 25 mr/mn, YropuwwmHa/ IcnaHis/ peecTpauiiHnx
hnakoH no 100 wr; BMPOGHMLTBO NiKapCcbKoro 3acoby, ManbTa marepianis Ha ix

no 1 dpnakoHy B
navui

nepBUHHE Ta BTOPMHHE NakKyBaHHS:
IHTac ®apmacstoTikanc Nimites,
IHAjA

BMPOGHMLTBO NiKapCbKoro 3acoby,
nepBUHHE Ta BTOPUHHE NakKyBaHHS:
IHTac ®apmacbioTikanc fMimites,
IHais

[oAaTKoBe BTOPVMHHE NaKyBaHHSA:
Akkoppg, Xenckea Jlimiteq, Benvka
BpuTaHis

[04aTKoBE BTOPVHHE NakKyBaHHS:
Bpokaued Xenckea flogxicTikc B.B.,
HigepnaHnaun

KOHTPO/b SIKOCTI:
€spochiHc AHaniTikan Cepsices
Xanrepi KdoT., YropuyuHa

[oAaTKoBe BTOPVMHHE NaKyBaHHS,
KOHTPO/b AKOCTI:
Na6opaTopi dyHaacio Jay, IcnaHis

[04aTKoBE BTOPVHHE NakKyBaHHS:
CuHonTus IHgacTpian Cn. 3 0.0.,
MonbLa

aBTEHTWYHICTb Ha

NiKapcbKuii 3acio6, sknii
nofJaeTbCs Ha AepXaBHy

peecTpaLio 3 MeTOH
oro 3akynieni ocoboto,

YNOBHOB&XXEHOI Ha
3[iiCHEHHS 3aKkyniBenb y
cchepi OXOPOHM 34,0pOB’A




KOHTPO/b SIKOCTI:
dapmasanig /ta., MikpobionoriyHa
Na6opaTtopist, YroplimHa
[04aTKoBE BTOPMHHE NaKyBaHHS,
KOHTPO/b SIKOCTI:
®apmagokc Xenckea J1tg., ManbTa
BILUWNIH N-A | cycneHsia ana Mdpaiizep CLWA BVMPOGHMLTBO, NaKyBaHHS, CWA peecTpavuis 3rigHo 3 3a He UA/20244/01/01
| BICILLIN® iH'ekyjin no 2400000 Eiiy.Ci.Mi. TeCcTyBaHHs, BUMNYCK cepil: Mopagkom nposefeHHsA peyenmom nionsieae
L-A ofh/4mny KopnopeiwH KiHr ®apmacbtoTikans JI/1C nepeBipkn
nonepeaHLo peecTpauiiHnx
HanoBHeHOMY marepianis Ha ix
wnpwyi, no 10 ABTEHTUYHICTb Ha
Lwnpuuis B nikapcbKuii 3aci6, SKuii
KapTOHHIlA ynakoBL,i NoOAAETLCA Ha AiePXKaBHy
peecTpaLiio 3 MeTor
1ioro 3akynieni ocoboto,
YNOBHOBaXEHOI Ha
3[iiCHEHHS 3aKyniBesib Y
cchbepi 0XOpOHU 340pOB’'S
HauanbHUK
dapManeBTHYHOT0 YIIPaB/JIiHHA Tapac JISCKOBCBbKINUN




Hoparox 2

J0 Haka3y MiHicTepcTBa 0X0poHH

310poB’s YKpainu «IIpo fep)xaBHy peecTpaio
JIIKapChKHX 3aC00iB, IKi MOXYTh
3aKyINoBYBaTHCs 0C00010, YIOBHOBa)KEHOI0 Ha
3/ifiCHeHHsI 3aKyHiBeJIb y cdepi 0XopoHU
30pOB’A»

Big 050epe3ns 2024 poky Ne 375

IIEPEJIIK
JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIII TA BHECEHHI /IO JJEPKABHOI'O

PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHHM 3 METOIO iX 3AKYIIIB/II OCOEOI0, YIIOBHOBAKEHOIO HA
3JINCHEHHSA 3AKYIIIBEJIb Y CO@EPI OXOPOHH 3/IOPOB'A

Ne Hasga ®opma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BionycKy aHHs peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
1. ASAUNTUANH | nopoliok gns Akkopa Icnanis BiANOBiAaNbHWIA 3a BUNYCK cepii: Monbwa/ peecTpauis 3rigHo 3 MNopsigkom 3a He UA/20112/01/01
AKKOP., NPUroTYBaHHSA Xernckea Akkopg Xenckea lMoncka Cn. 3 0.0., IHais/ npoBeAeHHS NepeBipKn peyenmom niossieae
AZACITIDINE cycneHsii ans C.JYy. Monba; Benvka peecTpauiiHux maTepianis Ha
ACCORD iH'ekuin, 25 mr/mn, BMPOGHMLITBO NiKapCbKOro 3acoby, BputaHis/ X aBTEHTUYHICTb Ha
hnakoH no 100 wmr; nepBrvHHE Ta BTOPUHHE MaKyBaHHA: HigepnaHngwn/ nikapcbkuii 3aci6, AKuii
no 1 chnakoHy B IHTac ®apmacbioTikanc fimites, YropwmHa/ NoJaETLCA Ha AepXaBHY
nauui IHAis; IcnaHis/ peecTpav,ito 3 MeTo noro
BMPOGHMLITBO /1iKapCbKOro 3acoby, ManbTa 3aKynisni ocoboto,
NepBUHHE Ta BTOPUHHE NakyBaHHS: YNOBHOB&XXEHOI Ha
IHTac ®apmacbioTikanc flimites, 3[iiCHEHHS 3aKyniBesb y
IHAiA; cchepi OXOPOHU 30POB’A
[ofaTKkoBe BTOPYHHE NaKyBaHHS:
Axkoppg, Xenckea JlimiTeg, Benvika
BpuTaHis;
[ofaTKkoBe BTOPVHHE NaKyBaHHS:
Bpokaued Xenckea JlopxicTikc B.B.,
HigepnaHaw;
KOHTPO/b SKOCTI:
BeccniHr XaHrepi KdT., YropwuHa;
fofaTKkoBe BTOPMHHE NaKyBaHHS,
KOHTPO/b SIKOCTI:
NabopaTopi PyHaacio fay, lcnaHis;
[ofaTKoBe BTOPVMHHE NaKyBaHHS:
CuHonTu3 IHgacTpian Cn. 3 0.0.,
MonbLa;
KOHTPO/Tb AKOCTI:
dapmasanig NiTa., MikpobionoriyHa
Na6opaTopis, YroplumHa,;
fofaTKkoBe BTOPMHHE NaKyBaHHS,
KOHTPO/b SIKOCTI:
Papmagokc Xenckea Jita., Mansta
2. BEHK/NIKCTO® | Tabnetku, BKpUTI E66Bi LBeiiLapis E668i foiiuneHg Mv6X i Ko. KT, HimeuunHa/ peecTpauisi 3rigHo 3 MNopsigkom 3a He UA/20302/01/01
nAiBKOBOIO Biochapma HimeuunHa,; Ipnangis/ npoBeAeHHS NepeBipkn peyenmom nionsiecae
060/10HKO0, 100 M, CbioTikan3 E668Bi Apnena HN B.B., IpnaHgis; CLIA/ peecTpauiiH1X MaTepiasiiB Ha




MBX/ME/MXTPE 6X E66Bi NTA, CLUA; HigepnaHan X @aBTEHTUYHICTb Ha
6nictepu 3 PypHbE Jlabopatopis AlipneHsa nikapcbkuii 3aci6, AKuii
a/TOMIHIEBOT Nimiten, lpnaHais; NoJaETbCA Ha fepxaBHy
pOnbIK, WO MICTATb E66BI IHK., CLUA; peecTpawdiito 3 MeTok iioro
4 TabneTkun, BKpUTI E66BI IHK., CLLUA; 3aKynisni oco6oto,
N/IBKOBOIO HOrNC EcCikEc (HegepnaHga) b.B., YNOBHOB&XXEHO0 Ha
060/10HKOI0; HigepnaHan 3[jiCHEHHS 3akyniBenb y
My/IbTUYNaKOBKa, cchepi OXOPOHU 340pPOB’A
Lo MicTUTb 112
Tabnetok (4x28
Tabnetok (y 6nicrepi
4 TabneTkm))
nMcC- TabneTku, BKpUTI dapmacaii KaHapa BMPOOHULITBO HEPO3(hacoBaHOro Kanaga/ lutBa | peectpauisa 3rigHo 3 Mopsgkom 3a He UA/20079/01/01
BO3EHTAH NAiBKOBOIO HC [HK. NPOAYKTY: NpoBeAEeHHS NepeBipKu peyenmom niossiecae
060n0oHkKot no 62,5 eHBioH KopnopeiiweH, KaHaga peecTpauiiHux maTepianis Ha
Mr no 6 TabneTok, X aBTEHTUYHICTb Ha
BKPUTUX M/1IBKOBOKD BTOPVHHE NaKyBaHHS: nikapcbkuii 3acio, skni
060/10HKO0 Y JInToBCbKO-HOpBE3bKE 3AT NoAacTbCA Ha AepXasHy
6nicTepi; no 10 Hopdauewm, lutsa peecTpaLiito 3 MeToH oro
6nicTepiB y Kopobu,i 3aKynisni ocoboto,
nepBUHHE NakyBaHHSA, BTOPUHHE YNOBHOB&XXEHOI Ha
naxkyBaHHs: 3AiiCHeHHS 3akyniBenb y
MCI ®apma Cepsicec KaHaaa, IHk., cchepi OXOPOHM 340pPOB’A
KaHaga
BMPOGHMK, BignoBiganbHMiA 3a
BUNYCK cepii, KOHTPOSIb AKOCTI:
®dapmacaiiHc IHk., KaHaga
nMc- TabneTkn, BKpUTI dapmacaii KaHapa BMPOBGHULTBO Hepo3dacoBaHOro KaHapa/ NlutBa | peecTpauis 3rigHo 3 Mopsgkom 3a He UA/20079/01/02
BO3EHTAH nAiBKOBOIO HC IHK. NpoAyKTy: NpoBeAEeHHA NepeBipku peyenmom nionsieae
o6onoHkoto no 125 enBioH KopropeiiweH, KaHaga peecTpauiiHux maTepiasnis Ha
Mr 1o 6 TabneTok, X @aBTEHTUYHICTb Ha
BKPUTUX MNIBKOBOIO BTOPVHHE NaKyBaHHA: nikapcbkwii 3aci6, Akuit
000/I0HKOI0 Y Jintoecbko-HOpBeE3bke 3AT NoAaETbCA Ha AepXXaBHy
6nicTepi; no 10 Hopchauewm, NiutBa peecTpawdiito 3 MeTok Iioro
6nicTepis y kopoobLi 3akynisni ocoboto,
nepBUHHE NaKyBaHHS, BTOPUHHE YNOBHOB&XXEHOI Ha
nakyBaHHs: 3AiiCHeHHS 3akyniBenb y
MCI ®apma Cepsicec KaHaga, IHk., cchepi OXOPOHW 3[0pPOB’s
KaHaga
BMPOOGHWK, BignoBiganbHUi 3a
BWMYCK Cepii, KOHTPO/Ib SKOCTI:
dapmacaiiHc IHK., KaHaga
HauanbHUK

dapmaleBTUYHOr0 ynpaB/IiHHSA

Tapac JITICKOBChKU
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