3BIT

Npo JOKJIHIYHI JOCTiMMKeHHA

1. Haspa nikapcskoro 3aco6y (3a
HassBHOCTI - HOMEP
PEECTPALiHOrO MOCRIIYeHHs):

Hazodepor®

kparuti Hasansai 100 000 MO/Mi, o 5 M y drakoHax i3
CBITJIO3aXHCHOTO CKJIa

(inmepghepon anvgha-2b nodunu pexombinanmmuuii)

1) Tun nikapeskoro 3aco6y, 3a
SIKHM IIpOoBOAMIacs adbo
MJIaHYE€ThCS peecTpariis

Jlikapchbkuit 3aci6 3a MOBHUM JIOCKHE, BigoMa JiFoua
peUOBHHA

2) npoBeaeHi JOCTiIKeHHS Xrax Oai AKIO Hi, 00TpyHTYBATH
2. ®apmakouioris:
1)nepBuHHA papmakoauuamika | Busuenns crnernudigHol aKTHBHOCTI penapary
m
«Hazodepon™» IIPOBEICHO 3 BUKOPHUCTAHHSIM

EKCIIEPUMEHTAIBHUX MOIEIILHUX CHCTEM in Vitro.

Ouinky cnenugidHoi aHTUBIPYCHOT aKTHBHOCTI TIpenaparis
inTepdepony ambha-2b NpoBOIUIH MIKPOMETOIOM in Vitro,
BUKOPHCTOBYIOUH B SKOCTI TECT-CHCTEMH KITHHH HHUPKH
ouka ninii MDBK Ta Bipyc Be3HKYJISPHOTO CTOMATHTY.

3a pesynbrTaraMu OWIHKH crerudiunoi aHTHBipycHOI mii
BCTAHOBJICHO CIENM(IYHY aKTHBHICTH JKAPCHKUX 3aco0iB
IOH-anbda B uyTnuBiil KITHHHIA TecT-cHCTeMI in vitro y
BI/IOBIHOCT] /10 MIDKHAPOIHHMX CTAHAPTIB IPOTHBIPYCHOT
aKTHBHOCTI iHTephepony anbha-2b (2nd WHO International
Standard, 1999, Interferon alpha 2b Human, rDNA E. coli
derived 95/566).

Jocaimxenns AHTHIIPOJI(pepaTHBHOT AKTHBHOCTI
npenapatis iHTephepony aibda-2b 3aificHIoBaNN in vitro Ha
MOJIEN] 370SKICHO TpaHC(HOPMOBAHHMX KIITHHHHX ITiHIsX
JFOMHMHE  (aJIeHOKapIuHOMa MoJIouHoi 3amosm  MCF-7,
memaHoma SK-Mel-28, kapuuHoma Hupka A-498). 3a
pe3yJabTaTaMu MOPIBHSIBHOTO JIOCI1DKEHHS
aHTHIPOITihepaTUBHOT aKTUBHOCTI TPhOX cepiit I[OH-anbda
(Bupobuuutea AT «®apmak») Ta cepii I[OH-ambda
(mpenapar NOPIBHAHHSA) Ha NMyXJMHHUX KIITHHAX JIFOJHHH
PI3HOTO TicToreHe3y (paKy MOJOYHOI 3aJI03H, METAHOMH,
KapIHHOMH HHUPKH) OyJI0 BCTAHOBJIEHO NOJIOHY MiI0 LI0/0
ransMyBaHHs nporidepauii (nurocTaTHuHOl i) KIITHH Ta /
abo xmiTuHHOI 3arubeni (UUTOTOKCHYHOI Jii) BHACTIZOK
BILTMBY JOCIHIIKeHHX Ipenapatis [OH-ansda.




JlocmimiKeHHsT 3  BHBYEHHS  OIOJOTIYHOI  AKTHBHOCTI
npenapary  «Hasodepor®»  (intepdepon  ambda-2b)
NPOBOIMIM 3  BHKOPHCTAHHAM  €KCIEPUMEHTATbHHX
MOJETLHHX CHCTEM in Vitro Ta ex vivo. Byio oniHeno BIuMBs
JIOCIII/PKYBAHOTO Hpenapary Ta pediepeHc-3pasKy Ha:

- IMYHOMOJYJFOYI Ta TIPOTH3AIANBHI BIACTHBOCTI
npenapary in vitro 3 BUKOPHCTAHHSAM MOIETBHHX CHCTEM
OLIIHKH OPOIYKIIiT Ipo3anaJbHUX LU TOKIHIB
MOHOHYK/IeapaMH  nepuGepuyHoi KpoBi JHOJUHH Ta
MYXJTHHHAX KIITHH JIFOJHHH Pi3HOTO TiCTOreHe3y;

- (aronuTapuy aKTHBHICTh MOHOHYKJIEapiB
nepu(epuIHOi KPOBI JIFOIMHHA 3 BUKOPHCTAHHAM MOJIEILHOL
cucremu mivennx GFP axrepiit E. coli.

3a pesynbTaTaMM IPOBEIEHOTO aHATI3y GYJI0 [OKA3aHO
O/IHAKOBUH piBeHb akTUBHOCTI mpemapary «Hasodepon®y»
(intepdepon anbda-2b) Ta pedepemnc-3pasky.

ImyHOMORYyMIOrOYa aKkTHBHICTL npenapaty «Hazohepou®»
(intepdeporn  anwpa-2b)  Bignorimama MIXKHapOTHOMY
cTaHaapty intepdepony ansda-2b.

Oniaka  QarounTapHoi  aKTHBHOCTI MOHOHYKJIeapis
nepr(epHYHOI KPOBi JIFOIMHM TiCas JiT JOCTiTHMX TecT- Ta
pedepenc-3paskis inTepdepony anspa-2b.

Byno ouineHo mokasHHKH (arommTapHOi AaKTHBHOCTI
MOHOHYKJI€apiB JIOAHHH 5 3JI0POBHX JOHOpIB micis il Ha
KTTHHH eX Vivo npenapary «Hasodepor®» (intepdepon
anba-2b) B pi3sHUX KOHIEHTpALsX METOAOM IPOTOYHOL
ITUTOMETPI].

Pesynbratn  focimiKeHb TOKasaid, MO  JOCHiKYBaHi
3pasKu npenaparis J10303aJIEXKHO I1IBULITYBaJTH
(aronuTapHy akTHBHICTH MOHOHYKJICAPIB IO IMHH TTOI6HO
710 TO3UTUBHOTO KOHTPOIIIO (iHTEphepoH-y).

2) BTOpHHHA (hapMakoMHaMika

B HaykoBiii JiTepaTypi IIHPOKO NpeacTaBIeHI OMHUCH
crenrdiunnX  (GapMaKoNOTiYHHX — acmeKTiB  JHKapChKHX
3aco0iB  [®H-anpda, Takux sSK NPOTHNYXITHHHA [,
NpOTH3aNa/lbHa, aHrIONPOTEKTOPHA Ta IMYHOMOJY/IIOKYA
Ji, aHanreTHyHa akTHBHICTE. Tak sk JI3 «Hazodepon®» He
€ IHHOBaNliHHAM Ipenapatom, i BTopuHHa GapMaKoIHHAMIKa
OIIFCaHa B HAYKOBIiH JIiTepaTypi, Iy AOBEIEHH] IIEpBUHHNX
(hapmakonmunamiunmx Bractusocteit JI3 «Hazodepon®y, €
BCl IIACTaBH Ui peajisalii BTOPMHHHMX BIIACTHBOCTEH.
YUepes 11e BIacHi TOCIIPKEHHS He TPOBOIHIIHUCE.

3) dapmakosioris Oe3nexu

Hoxniniuni  dapmakonoriuai  mocmimkenHs — Gesiexu
Hazodepon®, kpamni masamemi 100000 MO/ma, 5w
IPOBOJHIIOCE B paMKaX TOKCHKOJOIYHHUX JOCIIIKEHb ITPH
0/IHOPa30BOMY Ta MOBTOPHHX YBEIAEHHSX, 110 € MPHIHATHHM
BIITIOBITHO JI0 MXKHAPOTHHUX PEKOMEHIALIIH.




4) papmakoHAMIYH] B3a€MOIIT

3a omyOniKOBaHUMH ITepaTypHUMH MaHUMH, NpernapaTy
inTepdepony anbda-2b yCmIHO BHKOPHCTOBYETHCA B
MEIMYHIM TMpaKTHUIll y JiKyBaHHI OHKOJOTIYHOI MAaToJIOoril,
BipycHoro rematuty C, Sk MOHOMNpenapar, Tak i 0JJHOYacHO
3 XiMioTepalmeBTHUHMMH IpemapaTamu. Tak sax JI3
«Hazopepou®» He € IHHOBAIMHHM IpernaparoM, 1
dapMakouHaMiuHi  B3aeMOJil  onMcaHi B HAYKOBIiH
JTTepaTypi, BIACHI JOCHIKEHHS HE TPOBO/IMIIUCH.

3. @apMaKoKiHETHKA!

1) aHaIITHYHI METO/IMKH T 3BITH
1010 1X Basigaril

2) BCMOKTYBaHHsI

3) po3moIiI

4) meTabomizm

S) BUBEIEHHS

6) hapMakoOKiHeTHYH] B3aeMOo/Iil
(JTOKITiHIYH1)

JIoKMiHIYHI JTOCHIKEHHS 3 BHBYCHHS (apMaKOKIHETHKH
[IpH 1HTpaHa3aJIbHOMY 3aCTOCYBaHHI JIKApCBKOro 3acoly
Hazodepon®, kpammi masamsmi, 100000MO/Mn, 5 ma me
IIPOBOIHITACS.

Y wMatepianax HOChE TMPEJICTaBICHO OTJI] HayKOBOI
niTepaTypH 100 ocoOnuBocTed dapMaKOKiHETUKH Air0U01
PEYOBHMHH JiKapchKoro 3aco0y — iHTepdepony ambda-2b.
Binomo, mo iHTepdeponu-anbda € OLIKaMH, MOJIEKYIIApHA
maca sKHX Bapitoe Big 17,5 mo 23 x/la. IHTpanazaneHuii
IIISIX BBEZIEHHsI iHTep(epoHy 37aTHHUH 30LIBIIMTH HOro
KOHIIEHTPAIIIO B CIIM30BiH HOca, IpoTe He B KpoBoroui. Lle
0B’ s3aHe 3 THM, 1[0 TIOPIT MPOHUKHOCTI [T CIIH30BOT HOca
ctaHoBUThH 1 kJla, i pedoBHHH 3 OiNBIIOK MOJEKYJISPHOIO
Macorw He JUPYHAYIOTH 4epe3 ciu3oBy. He ouikyeTbes
HaIXOUKEHHS 0901 PEYOBHHM INpErnaparty B OpraHizM
JOCIITHUX TBapHH.

7) iHmn dapMakoKiHETHUHI
TOCITKCHHS

[Hmi  gokmiHIYHI  (papMakOKIHETHYHI JIOCTIKEHHsS IIpH
IHTpaHa3aJIbHOMY  3aCTOCYBaHHI  JiKapchkoro 3acoOy
Hazodepon®, xpamm HazausHi, 100000MO/Mi, 5 mi He
IPOBOHITHCH.

4. Toxcuxooris:

1) ToxcH4HICTS Y pasi
0JIHOPa30BOr0 BBE/IEHHS

TocTpa TOKCHUHICTH Jikapchkoro 3acoby Haszogpepon®™
(mronebkuit pekomOinanTHHUET iHTepdepoH anbsda-2b) Oyna
BUBYEHAa B EKCIEPUMEHTI Ha MuIIax o00X cTarei.
Iarepdeporn  anbda-2b  BHYTPIIIHBOBEHHO  BBOJMIIH
TBapuHaM y mozax 10000000 MO/kr ta 30000000 MO/xr.
PesynpTatH BHBYEHHS TOCTPOi TOKCHYHOCTI JIKapChbKOIO
3aco0y cBigYaTh, MO IpEnapar Mpu Pi3HHUX PIBHAX 103 HE
BHUKJIMKA€ 3HAYHUX O3HAK TOKCHYHOCTI, HE IOpPYLIyE
(DYHKIIO KHUTTEBOBAXKIIMBHX OPraHiB Ta € OE3MeUHNM.

Takok BHUBYEHHsT TOCTpPOI TOKCHYHOCTI IIpenapaTis
Hasodepon®, xpani HazansHi BupoOHuITEa AT «Dapmaky)
npoBoMIK Ha Oinux OesmopogHux mypax o0oXx craTed.
BBenenns mpenaparis iHtepdepony anbda-2b 1ypam
3MIHCHIOBAIM TAKOXX 3a JOIOMOTOK J03YIO4OI HacaiKH.
Pesynbratd BUBYEHHS IOCTPOI TOKCHYHOCTI IOKa3aaH, 10
IIPH IHTpaHA3alIbHOMY BBeJeHHI npenapary Hazodepony®,
Kpalli Has3ajlbHi, HE BHKIMKAJIM 3arudesii TBapuH; HE
CTIPHYMHAIA TOKCHYHOTO BIUIMBY Ha 3arajbHHUN CTaH,
[IOBE/IIHKY, Ha CIIOKHBAHHS DKI Ta BOAM, Macy Tila IIypiB;




HE BHKJIMKAB BUIMMUX 3MIH BHYTpIIIHIX OPraHiB IypiB; He
BIUIMBAB Ha aOCOIIOTHY Ta BIAHOCHY Macy BHYTPINIHIX
OpTraHiB IypiB.

2) TOKCHYHICTD Y pa3i MOBTOPHHX
BBEICHB

CyOxpoHiYHy TOKCHYHICTH OyJI0 OLIHEHO 3a pe3yIbTaTaMu
IIPOBEJIEHOI0 JIOCTIKEHHS TOKCHYHOCTI MPH MOBTOPHHX
iHTpaHasa/bHUX BBeAeHHsAX npenapaty «Hazodepon®»
(intepdepon anbba-2b), BupobnunTsa AT «Dapmak» Ha
CTATEBO3PUIMX IIypax caMmKax.

Teapunam BBOJIMIIH IOCIIDKYBaHY pPEUOBHHY
IHTpaHa3aIbHO IoAeHHO HpoTsiroMm 14 xi6. JlocmimKysain
TOKCHYHICTh J[BOX /03, SIKi IEPEBHIIYBAIH TEPANEBTHYUHY
703y st mojuHu y 5 1 10 pasis, BiamosinHo. PeuoBuny
BBOJMIIM B Jllala30Hi BUNPOOYBaHUX IO3 LUIAXOM 3MiHH
00’eMy TecT-3paska Ta pedepeHc-3pas3Ka.

Pesynprati 1ocmipkeHHS 3 BHBYEHHsS CYOXPOHiI4HOT
TokcuuHocTi Tpenapary Haszodepor®, kpamm HasanbHi
MOKa3ajly, 110 MpernapaT He YHHHB TOKCHYHOTO BILIUBY Ha
MOBEMIHKY, CHO)XKHBaHHSA BOJM Ta DK, Macy Tijia; He
BIUTMBAJIM HA €JIeKTPo]i3i0/IoriyHy akTHBHICTH MioKap/a Ta
(GyHKIlOHANBEHUH CcTaH LEeHTpPaabHOI HEPBOBOI CHCTEMHE
IypiB; HE YHHHB TOKCHYHOTO BIUTHBY Ha MOKA3HHUKH
nepudepryHoOi KpoBi; HE 3MIHIOBAJIH TOKA30BHH, IO
XapakTepu3yrTh (YHKIIOHANBHUA CTaH MEYiHKH Ta HUPOK
mypiB.  [lpemapar He  YHHUB  KapJiOTOKCHYHOI,
He(pPOTOKCHYHOT 1 TremaToTOKCHYHOI 1ii Ha Opramiam
eKCIIEPUMEHTATbHUX TBApWH; HE BHKIAKAB BHAMHX
3pyIlleHb Y MOpQO(]YHKIIIOHATEHOMY CTaHi OpraHiB iMyHHOT
CHCTEMH — TUMYCY Ta CeJIe31HKH, a TAKOX B PI3HUX JUITHKaX
KOPH HaJIHUPKOBHUX 3aJ103.

3) TEeHOTOKCHYHICTB:
in vitro

in vivo (BKJIFOYAKOYH JI0JATKOBY
OLIIHKY 3 TOKCHUKOKIHETHKH)

HocikeHHs TeHOTOKCHYHOT if TPOBO/IHITH Ha IBOX CepisiX
npenapary HazodepoH® Ta cepii pedepeHc-3pazky Ha
EKCIIEPUMEHTAJIbHUX MOJICIBHUX CHCTEMAaxX in Vifro Ha
MOHOHYKJIeapax nepuepruyHoi KpoBi 30POBHX TOHOPIB.

PesynpraTy anamizy nokazagu, 1o yci JOCTiIKyBaHi cepii i
po3BeneHHsa mpenapaty Hasodepon MaoTh He3HAYHHI
FeHOTOKCHYHHMH BIUIMB Ha MOHOHYKJIeapu moauHu. [lpu
BEOMY JOCTOBIpHUX Bigminunocreit % Buxony JIHK y xsicr
KOMET MIJK CEPisIMU He BHSBIEHO: FTeHOTOKCUYHUHN BILTHB HA
MOHOHYKJICapH JIFOJMHHE B JOCITIKEHUX KoHIeHTpaisx JI3
TecT- Ta pepepenc-3pasky OyB MoiOHHUI, 10303aEKHIM Ta
0e3 3HAYHUX reHOTOKCHYHHUX e(eKTIB.

4) KaHIIEPOTeHHICTD:

TOBrOCTPOKOBI JOCTIIKEHHS

KOPOTKOCTPOKOBI JOCIIKEHHS
00 JJOCTiPKeHHS cepeTHBOT
TPUBAJIOCTI

Tak six npemapar Hazodepon®, kpamri mazamsni 100000
MO/mn, 5§ MI pPEeKOMEHIOBAHO  3aCTOCOBYBATH
IHTpaHa3aldbHO, Ta He IependadaeThess HOrO CHCTEMHOTO
BIUIUBY Ha OpraHizM, a TakKoXX, BpaxoOBYIOUH, IO
pEeKOMEHJOBaHa TPUBAIICTh IHOro 3acTOCYBaHHS HE
NepeBuIye 2 THXKHIB, JIOCHIJUKEHHS KaHIeporeHHoi il
JMIKapChKOTO 3ac00y He IPOBOIHIOCS.




TOZIATKOBI TOCITITKEHHS

5) penpoAyKTUBHA TOKCHYHICTH Ta
TOKCHYHHI BILIMB HA PO3BHTOK
[TOTOMCTBA!

BIUIMB Ha (QepTHIILHICTS 1 paHHii
eMOpiOHaTBHHI PO3BUTOK

eMOpIOTOKCHYHICTE

NpeHaTaabHa | MOCTHATAIbHA
TOKCUYHICTE

NIOCITJDKEHHSL, TIPY SIKUX [perapaTr
YBOJHTLCS IOTOMCTBY
(HecTaTEeBO3PLIAM TBApHHAM)
Ta/ab0 OLIHIOETHCSA BiaaieHa Iisl

Ominka  MOXIHBOI  PENPOAYKTHBHOT  TOKCHYHOCTI
inTepdepony anbda-2b npoBomuIacs 3a JAaHHMH HAYKOBOT
JITEPATypH Ta Pe3yIbTaTaM JOCIIKEHHs IIPH TOBTOPHOMY

BBe/IeHHI npenapary Hasohepon® kparum nasamsni 100000
MO/Mi, 5 Mo

JocniKeHHs pPerpomyKTHBHOI TOKCHYHOCTI Mperapary

Hasodepon®™ nposoaunu B paMKkax BHBYEHHS TOKCHYHOT JIii |

npenapary MpH TOBTOPHUX BBEJEHHAX. J[OCIiJDKEHHS
MPOBEJIEHO Ha CTATEBO3PUIMX ILIypax (caMKax Ta CaMIIX).

Trapunam BBOJIHIIH JIOCITIKYBaHY PEUYOBHHY
IHTpaHa3aabHO (y KOMKHY Hi3[IpIO) LIOAEHHO MpOTSroM 14
ni6.  JocmimkyBamy — TOKCHYHICTH  OBOX 103, SKi

MEPEBUINYBAIH TEPANEBTHYHY 103y Ul JTIOAMHH y S5 1 10
pasiB.

PesynbraT eKcepuMEHTATBHUX JOCIIKEHb CBIAYATS, 110
iHTpaHasanbHe — BBejJeHHs — npemapary — Hasodepor®
(iHTepdepon anbda-2b) He CHpHUHHIE pPEMPOAYKTHBHOI
TOKCHYHOCTI y CTaT€BO3PLIiX TBapHH.

Hocmimxennss eMOpiOTOKCHYHOI Ta TepaToreHHoi il
nmpernapaTy, a TaKOoX OIIHKY NOTEHIIHHOTO BIIUBY Ha
PO3BUTOK MOTOMCTBA HE MPOBOJAUIH, OCKITBKU JIKapChKUH
3aci0 MpOTHUITOKA3aHUH MIPH BariTHOCTI.

Owuirky 1oBeHinpHOI TokcHuHOCTI mpenapary Hazodepor®
(intepdepon ambha-2b) 3aiHCHIOBAIM TPH MOBTOPHHX
IHTpaHa3aIbHUX  BBEIEHHSX  (JOCIIIKYBaHOrOo  Ta
pedepepenc-3pas3ky) craTeBOHE3pUIAM IypaM 000X crateif
npotsarom 14 nid. JlocaiakyBaay TOKCHYHICTb ABOX 1103, AKI
MEPEBHUINYBATH TEPANCBTHYHY 103y I MOIUHH y 5 1 10
pasiB.

Pesynprat  1IpoBeeHOr0 JOCHIJIKEHHS CBiIYaTh,
JOCIIJIKYBaHUHA 3pa3oK Ipenapary
(Intepdepon anwda-2b) mpu iHTpaHa3zaIbLHOMY BBEACHHI
FOBEHUTBHEM IMypaM 000X cTareil He BUKIHMKAB 3HAYUMHX
MOpYIIEHb  AOCTIUKYBaHMX [MOKa3HUKIB Ta Mopdo-
(YHKIIOHAIBHUX 3MIH B OpraHi3Mi TBapMH Ta He YHHUB
TOKCHYHOT Jiii.

aro

Hasodepon» |

6) MicLieBa IEPEHOCHMICTh

Micuesy nepenocumicts npenapary Hasopepon®, kparuti
nazanbHi 100000 MO/Ma, 5 Mt OyJ10 JOCTIKEHO B paMKax
eKCIIEPUMEHTY ITPH TIOBTOPHUX 1HTpaHa3aIbHUX BBEJICHHSAX
CTATEBO3PLIMM Ta IOBEHUILHUM IlypaM. MakpocKomiuHe Ta
ricrojoriyge oOCTeXeHHd CcJIM30B01 OOOJOHKH HOCOBOI
MOPOKHUHM LYPIB HE BHABHJIO NATOMOPQOIOriYHUX 3MIH B
ciu30Bii. O3HaK MiCIEBOIOAPA3ZHIOYOT YH TOKCHYHOT il
npenapary He 0yJI0 BUSIBJIEHO.

7) NOJIATKOBI TOCITiDKEHHS
TOKCHYHOCTI:

Jlocmimpkenns: iMmyHoTOKcHuHOCTI mpenapary Hasodepon™
MPOBOJIM/IM B paMKaX BHBYEHHS TOKCHYHOI Jii Ipemnapary




AHTUTEHHICTD (YTBOPEHHSI
QHTHTIN)

IMYHOTOKCHYHICTE

TTOCTIKEHHS MEeXaHi3MiB il

iKapchbKa 3aJIeKHICTh

TOKCUYHICTHL MeTaboJIiTiR

TOKCUYHICTH JOMIIIOK

iHIIIE

IPH TIOBTOPHUX BBEIECHHAX. bylno mpoBeeHO MOpiBHSAIBHE
JOCHIKEHHS TOKCHYHOCTI TIPH TIOBTOPHHX IHTpaHa3aIbHIX
BBEJIEHHSIX JIBOX cepii mpemapary «Hazobepou®y»
(intepdepon anbha-2b), BupobuunTea AT «Dapmak», Ta 3
cepieto pedepenc-3paska.

PesynpraTi gmociipkeHb IOKazad, MO Yy IMIypiB ycix
IOCIIAHUX TPYIl HE PeecTpyBalIOCs 3MiHH abCOIIOTHOI Ta
BIIHOCHOT MacH IMyHHHX OpraHiB (THMYyc, cele3iHKa), a
MakpOCKOIIIYHMHA Ta TICTOJIOTIYHHN aHali3 HE BHIBHUB
MOP(OIOTIYHUX 3MiH K Y CaMOK, Tak i y camiiiB. Pe3yipraTu
MPOBEACHOrO  JIOCIAUKEHHS — CBIAYaTh, IO Mpemapar
Hazodepor® (intepdepon anbha-2b) npu inTpasagpHOMY
BBEJCHHI IIypaM y 103aX, sKi epeBUIIyBaIK TepareBTHIHY
703y jis moauHu y 51 10 pasiB, He YHHHTE IMYHOTOKCHYHOT
i,

S. BHCHOBKH 10010 JOKIIHIYHOTO
BHBUYECHHS

[IpoBeneni  fOKJiHIYHI  JOCHI/DKEHHS 3 BUBUEHHS
crerugigHol thapmakosI0rigHOT AKTUBHOCTI Ta
TOKCHKOJIOTIYHHX ACIEKTiB B YMOBaX in vitro, in vivo Ta ex
vivo nikapckkoro 3acoby Hazodepor® kpammi HazameHi
100000 MO/mn, 5 wmin, Bupobuuurea AT «Dapmaxy,
Vkpaina, 3acBiI4YIOTh IPOTHBIPYCHY, IMYHOMOIY/IFOOYY,
POTH3ANAIBHY, AHTUIIPOTi(epaTUBHY AKTHBHICTb
mikapepkoro 3aco0y Ta BiICYTHICTH TOKCHYHOI nii Ha
JKHUTTEBO BayKJIMBI CHCTEMHM OpraHiB TBapuH, Takl SK
LHEHTpaJlbHa HEPBOBA, CEPUEBO-CYJHHHA Ta JUXalbHa
CHCTEMH) TIPU HOTro 1HTpaHa3aIbHOMY BBeAeHHI. OTXKe, IpH
3aCTOCYBaHHI JIIKAPCBKOrO 3aco0y y TEPameBTHYHUX J103aX
3riAHO 3 IHCTPYKUIEK M MEOHYHOTO 3acTOCYBaHHA,
CHUCTeMHHUX e(eKTiB Ta, 30KpeMa BIUIMBY Ha JKHTTEBO-
Ba)KJIMBI OPIaHH, HE OYIKY€EThCS.

3asgBHUK (BIaCHUK
peecTpaniiHoro

T

IIOCBIJTYEHHS )

Gife By AL
7

(T.1.B.)




3BIT

Npo KJIiHIYHe BUIPOOYBaHH

1. HasBsa nikapcbkoro
3aco0y (3a HAABHOCTI -
HOMEp peecTpamiiuoro

Hazodepon®

kpami  HazaneHi 100 000 MO/mi,
CBITII03aXMCHOTO CKIa

mo 5 Mn y dumakoHax i3

4. ITposeneni
ITOCITIKEHHS

IOCBLIYEHHS ) (inmeppepon anvgha-2b noounu pexombinanmmuuii)
AT «®apmaky»

2. 3asBHUK P
AT «Dapmaky

3. Bupobuuk P
TaK HI SIKINO Hi, OOTPYHTYBATH

SIkicHi mapameTpu HOBOro Jikapcskoro 3acoby Hasodepon®, kpami
HazabHi 100 000 MO/Mu, 110 5 Mit y dmakoHax i3 CBITI03aXHCHOTO CKIIa,
BIZIIOBIZAOTh €BPOMEHCHKHM CTAHAAPTAM (apMalleBTHYHOI PO3POOKH.
JloksinivHi nocikeH s, IpoBeeHi y Bi/IMOBIAHOCTI 10 €BPOMEHCHKOT
nacranosu Guideline on Non-clinical and clinical development of similar
biological medicinal products containing recombinant interferon alpha or
pegylated recombinant interferon alpha. European medicines Agency
(EMEA/CHMP/BMWP/102046/2006), IPOJIEMOHCTPYBAIH
npuramanti IOH aneda-2b Bnactusocri.

Tax sx inTepdepon anpda-2b e BioMOI0 Ai0Y0I0 PeHOBHHOIO, TaHi PO
KIiHIYHY €(eKTHBHICTh NpeICTABIEHI y BUINSI HAYKOBHX OIVISB,
BKJIFOYAKOYH  JIOCBIJI 3aCTOCYBAaHHS TOTOBOI JHiKapchkoi  (opMu
«Hazodepon® kpammi wHazamemi, 100000MO/mi, Swmu»  (PIT Ne
UA/15653/02/01, Tepmin aii HeoOMeskenuit 3 06.08.2021) npotsrom 16
POKIB IiepeOyBaHHs IpeliapaTy Ha PHHKY, Ta EKCTPAroJIsiii BIaCHHX
pe3yNbTaTiB, OTPUMaHUX B XO1 JOKIIHIYHHX TOCIKEHb.

BCl

1) Tun nikapcbkoro 3aco0y,
3a AKHM IIPOBOAMIACH a0o
[UIAHYETHCS peecTpaltis

Jlixapchkuii 3aci0 3a IIOBHUM J0ChE, BijjoMa mitoua pEUOBHHA

5. IloBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBaHHSI, KOJIOBAHUIT
HOMED KIIIHIYHOTO
BUITPOOYBaHHS

Kniniuni BUNpoOyBaHHs HE TPOBOIHINCE

6. @a3a KIiHIYHOTO
BUITPOOYBaHHS

Kiniyni BUNpoOyBaHHS HE HPOBOIKIINCE

7. Ilepion mpoBeaeHHs
KJIIHIYHOTO BHIIPOOYBaHHS

Ktinigni BUNpoGyBaHHS HE TIPOBOIKIIHCE

8. Kpainu, e nposoumiocs
KITIHIYHE BUIIPOOYBaHHS

KninivyHi BUIpoOYBaHHS He TPOBO/IHIIHCE

0. Kinbxkicts
ITOCIILKYBAHHX

Krniniuni BUpoOyBaHHs He IPOBOIUINCE




10. Mera ta BropuHHI mimi
KIIIHIYHOTO BUIIPOOYBaHHS

Kninivni BUnpoOyBaHHs HEe IPOBOIMIIHCE

11. JIuzaiin kiaiHigHOTO
BUITPOOYBaHHS

KniHiuHi BUIPOOYBaHHS HEe TPOBOIKIIICEH

12. OcHoBHI kpuTepii
BKJTFOUCHHS

Kninigni BUnpoOyBaHHs He [TPOBOMINCH

13. JlocnijpKyBaHHi
TiKapceKuil 3acib, cmocio
3aCTOCYBaHHS, CHJIA il

Kninivni BunpoOyBaHHs HE IPOBOIUINCE

14. [IpenapaT nopiBHsHHS,
1034, crocio
3aCTOCYBaHHS, CHJIA JIil

Koiniuni BUNpoOyBaHHs He MPOBOIMIHCEH

15. Cynytus tepanis

Kuninigyni BUnpoOyBaHHs He IPOBOIHINCE

16. Kputepii orinku
e(eKTHBHOCTI

Kniniyni BunpoGyBaHHs He MPOBOIHIHCEH

17. Kputepii ominku
Oe3nexu

Kniniuni BUnpoOyBaHHs He TIPOBOAUIIHCE

18. Cratuctuudi MeToau

Koninivyni BUnpoOyBaHHs HE POBO/IHIIHCEH

19. emorpadiuni
[TOKa3HUKH JOCIII/HKYBAHOT
MOIYJIsALil (CTaTh, BIK,
paca, TOIIIO)

Kninivyni BunpoOyBaHHs He MPOBOIHITHCE

20. PesynsTaT
e(eKTHBHOCTI

KuniHi4yHi BUIPOOYBaHHS HE TPOBOIHIIHCE

21. PesynbTaTu Oe3nexu

KuiHiuHi BUNIpoOYBaHHs HE TPOBOINITHCE

22. BucHOBOK

(3aKJTFOUCHHST)

KninivHi BUIpoOyBaHHS HE [IPOBOAMIIHCE

3asBHUK (BIIACHUK
peecTpaniiuoro
MIOCBITUCHHS )
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