HEPEJIIK

Jonatok 2

10 Haka3y MiHicTrepcTBa 0XOpoHH

310poB’s Ykpainu «IIpo nep:xaBHy peecTpauiro
JiKapcbKHX 3ac00iB, AKi MOKYTH
3aKyNOBYBAaTHCS 0€00010, YIIOBHOBAKEHOIO HA
3[ilicHeHH 3aKyliBesb y cepi 0XopoHH
310POB’SI»

Big 050epe3nus 2024 poxky Ne 375

JIKAPCBKHX 3ACOBIB, IKMM BIZIMOBJIEHO B JEPKABHIN PEECTPAIIIl TA BHECEHHI J1O JEPKABHOI'O

PEECTPY JIKAPCbKHX 3ACOBIB YKPAIHU 3 METOIO iX 3AKYIIIBJI OCOBOIO, YIIOBHOBAKEHOIO HA
SAIMCHEHHA 3AKYIIIBEJIb Y COEPI OXOPOHH 310POB'A

Ne Haszea Popma sunycky 3asisHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa Ymoeu Peknamye Homep
n/ JNikapcbKo20 (nikapcbka ¢hopma, npouedypa eionycky aHHs peecmpauyiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. | ASAUMTUONH NOpOLUOK ANst Akkopg IcnaHia BiAnoBigansHUA 3a BUMYCK cepii: Monbwa/ peecTpauis 3rigHo 3 3a He UA/20112/01/01
AKKOPA NpUroTyBaHHS Xenckea Akkopp Xenckea MNoncka Cn. 3 0.0., MonbLua; Inpis/ Mopsgkom peuenmom nionsieae
AZACITIDINE cycnewsii gng C.Jy. BMPOBHMLTBO fikapcbkoro 3acoby, NepBrHHE Ta Benuka npoBefeHHs
ACCORD iH'ekuin, 25 mr/mn, BTOPWHHE MaKyBaHHS: BpwuTaHis/ nepesipkun
c¢nakoH no 100 wmr; IHTac ®apmacbtoTikanc Jimiteq, IHAis; HigepnaH peecTpauiiHmx
no 1 dnakoHy B BMPOBHMLTBO fikapcbkoro 3acoby, NepBrHHE Ta an/ marepianis Ha ix
navui BTOPWHHE NaKyBaHHS: YropuimHa aBTEHTWYHICTb Ha
IHTac ®apmacstoTikanc Jimites, IHgis; / nikapcbkuii 3acib,
Ao[aTKoBe BTOPUHHE NaKyBaHHS: Icnanis/ KU NOAAETLCH Ha
Akkopg Xenckea Jimiteq, Benuka BputaHis; ManbTa

AofaTkoBe BTOPUHHE NaKyBaHHS:
Bpokaued Xenckea JlogxicTikc B.B., HinepnaHnaw;
KOHTPOMb AKOCTI:

BeccniHr XaHrepi K., YroplmHa;
[o[aTKoBe BTOPUHHE NaKyBaHHSA, KOHTPOIb AKOCTI:
INa6opaTtopi ®yHaacio fAay, IcnaHis;
AofaTkoBe BTOPUHHE NaKyBaHHS:
CwuHonTus IHgactpian Cn. 3 0.0., MonbLya;
KOHTPOMb AKOCTi:
dapmasanig Ita., MikpobionoriyHa JlabopaTopisi,
YropLmHa;

[oAaTkoBe BTOPUHHE NaKyBaHHSI, KOHTPOSb SKOCTi:
Papmagokc Xenckea J1Ta., MansTta

OepXaBHy peecTpalLito
3 METOH Noro
3akynieni ocoboto,
YMNOBHOBAXXEHO Ha
30iACHEHHS
3akynisenb y cdepi
OXOPOHM 3[10pPOB’A




2 [TponoBkeHHs goaaTKa 2
BEHKINIKCTO® | TabneTku, BKpUTI EG6BI LLserua E668i Jonunena MuoX i Ko. KI, HimewuuHa; HimeyumH peecTpauis 3rigHo 3 3a He UA/20302/01/01
nniBkOBOKO Biodhapma pist E668i Aipneng HIN B.B., IpnaHais; al Mopsiakom peuenmom | nidnsizae
obonoHkoto, 100 mr, CbiOTiKan3 E66Bi NTA, CLUA; Ipnangis/ npoBeaeHHs
MBX/NE/MXTOE m6X ®ypHbe Nlabopatopis Avpneng Nimiten, IpnaHais; CLIA/ nepesipku
Gnictepn 3 EG6BI IHk., CLUA; HinepnaH peecTpaLiiHnx
antoMiHieBoi E66BI IHk., CLLUA; an marepianis Ha ix
orbry, Wo MiCTATb tOMNC EcCikEc (HepepnaHa) b.B., Hinepnanamn aBTEHTUYHICTb Ha
4 TabneTkn, BKPUTI nikapcbkuii 3acio,
NnBKOBO AKUIA NOAAETLCA Ha
0600HKOI0; AepxaBHy peecTpalito
MyIbTUYNaKkoBKa, 3 MeTOlo oro
o Mictutb 112 3akynisni oco6oto,
TabneTtok (4x28 YMNOBHOBaXXEHOI0 Ha
TabneTok (y 6nictepi 3[iNCHEHHS
4 Tabnetku)) 3akynisenb y cdepi
OXOPOHMW 340pOB’A
nMc- TabneTkn, BKpUTI dapmacan | Kanaga BMPOBHMLTBO HEPO3(hacoBaHOro NPOAYKTY: Kanapa/ peecTpauis 3rigHo 3 3a He UA/20079/01/01
BO3EHTAH NniBKOBOO HC [HK. "enHBioH KopnopenweH, KaHaga JlutBa Mopsiakom peuenmom | nidnseae
obornoHkoto no 62,5 npoBeAEHHSA
Mr no 6 TabneTok, BTOPWHHE NaKyBaHHS: nepesipku
BKPUTUX MMiBKOBOIO JIntoBcbko-HopBesbke 3AT Hopdayewm, Jlntea peecTpauinHux
o6ornoHKow y MaTepianis Ha ix
6nictepi; mo 10 nepBrYHHE NaKyBaHHs, BTOPUHHE MaKyBaHHSA: aBTEHTWYHICTb Ha
6nictepis y kopobui MCI ®apma Cepsicec KaHaaa, IHk., KaHapa nikapcbkuii 3acio,
AKUIA NOAAETLCA Ha
BMPOGHUK, BiANoOBiAanbHWUIA 3a BUNYCK cepii, KOHTPOIb OepxaBHY peecTpauito
SAKOCTi: 3 METOH0 V0T
dapmacariHc IHk., KaHaga 3akynisni ocoboto,
YNOBHOBAXKEHOIO Ha
3[iNCHEHHSA
3akynisenb y cdepi
OXOPOHM 340pOB’SA
nMc- TabneTkn, BKpUTI dPapmacan | Kanapa BMPOBHMLTBO HEPO3hacoBaHOro NPOAYKTY: Kanapa/ peecTpauis 3rigHo 3 3a He UA/20079/01/02
BO3EHTAH NniBkOBOIO HC IHK. "eHBioH KopnopenweH, KaHaga JlntBa Mopsiakom peuenmom | nidnseae
obornoHkoto no 125 npoBeaeHHs
Mr no 6 TabneTok, BTOPWHHE MaKyBaHHS: nepesipku
BKPUTMX NNiBKOBOIO JlutoBcbko-HopBesbke 3AT Hopdayem, Jintea peecTpauiiHnX
o6oroHKow y marepianis Ha ix
6nictepi; mo 10 nepBrYHHE NakyBaHHs, BTOPUHHE NaKyBaHHSA: aBTEHTWYHICTb Ha
GnicTepi y kopobui MCI dapma Cepsicec KaHaga, IHk., KaHapa nikapcbkuii 3acib,
KU NOAAETLCH Ha
BMPOGHWK, BiANOBiAanbHWIA 3a BUMYCK cepii, KOHTPOIb [epXXaBHY peecTpauito
SIKOCTI: 3 METO0 Noro
dapmacariHc IHk., KaHaga 3akynieni ocoboto,
YMNOBHOBaXEHO Ha
30iACHEHHS
3akynisens y coepi
OXOPOHM 3[J0pOB’S
HavanbHuk

dapmManeBTHYHOI0 YNIPABJIiHHS

Tapac JIICKOBCbKUH




