Jonarok 29

no Iopaaxky IpoBeIeHHS eKCIEPTH3H
peecTpaniifHuX MaTepiaiiB Ha TKapchki
3aco0H, IO MOJAKOTHCS Ha JEPIKABHY
peecTpaniio (epepeecTpartito), a TaKoxK
CKCIIEPTH3H MaTepiasliB PO BHECEHHS
3MiH JIO peecTpariiHuX MaTepiasip
IPOTATOM Jii peecTpariifuoro
MIOCB1TUSHHS

(yHKT 4 po3aimy [V)

3BIT

PO JAOKJIIHIYHI JoCaiTKeHH

1. Ha3Ba mikapcbkoro 3aco0y (3a HasBHOCTI
- HOMEpP PeeCTpaliifHOT0 MOCBIUCHHS):

IBYKJITH®

1) T TiKapepKOTo 3ac00y, 3a AKHM
[poBOAMIACS ad0 IUIAaHYETHCS peecTpallis

I'enepuunwuii mikapceKuii 3aciod

2) IpOBEACHI TOCITI IUKEHHS

OTaxk HI fKIIO Hi, OOTPYHTYBATH

ObrpynryBanssa: lle remepwunwii jTikapchKuit
3aci6. Biznogiguo mo Bumor posainy I TTopsiaky
IPOBEACHHS EKCIIePTH3H peecTpariiitHux
MaTepiayiiB Ha JIKApChKi 3ac00H, 10 MOJaI0THCS
Ha JiepaKaBHY peecTpaliro (nepepeectpaiiio), a
TaKOK EKCIEPTU3H MaTepialiB PO BHECEHHS 3MiH
JI0 peecTpalliiHMX MarepialiB MPOTATOM il
peecTpaniiiHoro TTOCBITUEHHS (Haka3
MinicTepcTBa OXOPOHH 310pOB’st YKpaiHH BiI
26.08.2005 Ne 426 (31 3MiHaMH, YAHHA PEIAKILifA)
ta crarri 10.1 (a) Mupextusm 2001/83/€C
JOKIIIHIYHI JOCTIIKEHHS He BUMAraroThCs.

2. @apmakoJioris:

JlaHl He HaJaThes, OCKUIBKH BJIACHI JOKJIIHIYHI
JOCITIIKEHHS HE TIPOBOIAINCH

1) nepeunHa dapmakoJHHaAMIKa

JlaHl He HaJarThCd, OCKIJIBKH BJIACHI HOKJIIHIYHI
JIOCITIJDKEHHSL HE TIPOBO/IMIIUCH

2) BTOpHHHA (hapMakoaHHaMIKa

JlaHl He HAJAIOTHCS, OCKUILKH BJIACHI JOKJIiHIYHI
JIOCITIJDKEHHS HE IIPOBO/IMIINCH

3) dbapmakooris 6e3neku

JlaHi He HAJAITHCS, OCKIILKY BJIACHI JOKJIIHIYHI
JIOCITIJKSHHSI HEe TPOBOMITHCE

4) dpapmaxkoguHaMiuHi B3a€MOJIIT

JlaHi He HAJAIOThCs, OCKIIBKH BJIACHI JOKIIIHIYHI
TOCIIKEHHS HE IPOBO/IMIIHCh




3. ®apMaKkoKiHETHKA:

1) anamiTHYHI METOMKH Ta 3BITH LIOIO0 iX
BaIiganii

IaHi He HaJIAIOThCsI, OCKIIBKH BIACHI JOKJTiHIUHI
JOCTIDKEHHS HE TIPOBO/IH/INCE

2) BCMOKTYBaHHSI

JIaHi He HaJar0ThCs, OCKIIBKH BIACHI JOKTIHIYHI
JOCIIDKeHHS. He IPOBOIMIINCE

3) po3noin

JlaHI He HaJarThCs, OCKIIBKH BIACHI AOKTIHIYHI
NOCJIIJKeHHS. He IIPOBOIHIINCH

4) metabomizm

JaHi He HAJal0ThCH, OCKIIBKH BJIACHI JOKJTiHIYHI
JOCITiIPKEeHHST He MPOBOIMINCEH

5) BHBEJICHHS

JIaHl He HaJaloThCS, OCKIIBKH BJIACHI JOKJIiHIYHI
JOCITIIKeHHS HE MPOBOIHIIHCE

6) hapMaKkoKiHeTHYHI B3aeMO/IiT
(moKITiHIYHI)

JaHl He HaJaloThCA, OCKIIBKH BJIACHI AOKIIIHIUHI
JOCIIIKEHHS HEe TIPOBOINIIHCH

7) iH1i (hapMaKOKiHETHYHI TOCITiIKEHHS

JIaHl He HaJarOThCH, OCKUIBKH BJIACHI JOKJIiHIYHi
JIOCITIJDKEHHS He MPOBOIHIINCE

4, ToxcukoJoris:

1) TOKCHYHICTE Y pa3i 0AHOPa30BOrO
BEE/ICHHS

JlaHl He HAJArOTHCH, OCKUIBKH BJIACHI JIOKJIIHIYHI
JOCITiPKEHHS HE IIPOBOJIUIHCE

2) TOKCHYHICTD Y pa3i IOBTOPHHX BBEICHB

IaHl He HamaoThCd, OCKIIBKHM BJIACHI JOKITiHIgHI
JIOCTIKEHHS HE TTPOBOIUITHCE

3) reHOTOKCHYHICTD:
in vitro

JIlaHl He HAJAlOThCHd, OCKIJILKH BJIACHI MOKJIiHIYHI
JOCIi/KEHHS He TIPOBOIHIIACE

in vivo (BKJIIOYAIOUH JOAATKOBY OILIHKY 3
TOKCHKOKIHETHKH )

IaHi He HAJAIOTHCS, OCKIIBKH BJIACHI JOKJIIHIYHI
JOCITIPKEHHS HE TIPOBOTHIHCE

4) KaHLIEPOTE€HHICTh:

JlaHi He HAJAITECHA, OCKIILKH BJIACHI JOKIIHIYHI
JIOCITIJDKEHHSI HEe TIPOBOTHIIHCE

TOBFOCTPOKORBI JIOCITiJPKEHHS

IaHi He HAIAIOTHCS, OCKIJIBKH BJIACHI JOKJIIHIYHI
JOCTIKEHHS HEe TIPOBOIUIHCH

KOPOTKOCTPOKOBI TOCITiPKEHHS
a0 IOCIIKEHHS CepeTHBOT TPHBAIOCTI

NaHi He HAJaloThCs, OCKIIBKH BJIACHI JOKIIHIYHI
JIOCJIDKCHHS HE MTPOBOIUIIHCE




TIOJIATKOBI TOCIIKCHHS

JlaHl He HAJAr0ThCH, OCKIIBKH BJIACHI JOKJIIHIYHI
JOCTIDKEHHS HE TIPOBO/IHIIHCE

5) penpoyKTHBHA TOKCHUHICTE Ta
TOKCHYHHI{ BIIJIMB Ha PO3BUTOK IIOTOMCTBA!

JlaHi He HAJalOTLCA, OCKIILKH BJIAcHI JOKTiHIUHI
JIOCITIDKEHHS He IPOBO/THITHCE

BILUIMB Ha (hePTHIBHICTE 1 paHHil
eMOpioHaBHUI PO3BUTOK

JaHi He HaJarThCs, OCKIJIBKH BIACHI JOKIIHIUHI
JOCTIDKCHHS HE IIPOBOIHIIHCE

eMOpIOTOKCHYHICTE

JlaHi He HaJarThCsl, OCKIIBKM BIACHI JOKTiHIYHI
JOCJIIJKEHHS He TIPOBOIMIINCE

[IpcHaTalbHa 1 MOCTHATaIbHA TOKCHYHICTE

JlaHi He HaJarThCs, OCKIJIBKH BIACHI JOKIIHIYHI
JIOCITIJDKEHHS He TIPOBOMIIHCH

JTOCITJDKEHHS, TTPH AKHX MpenapaT
YBOAMTHCS IOTOMCTBY (HECTATEBO3PLIUM
TBapHUHAaM) Ta/a00 OIIHIOETLCA BifyiaieHa
mis

JlaHl He HaJar0ThCs, OCKIILKH BJIACHI JOKIIHIUHI
JIOCJTJDKEHHSI HE TIPOBOIHIIUCH

6) MicIieBa NepeHOCHMICTE

JaHl He HaJaloThCHd, OCKUILKH BJIACHI JOKJIIHIYHI
JOCITI/KEHHS HE TIPOBOIHITHCE

7) mOmaTKOBI AOCIIIKEHHS TOKCHYHOCTI:

JlaHi He HaJaloThCs, OCKUIBKH BJIAcHi JOKJIiHIYHI
JIOCTTIJDKEHHSI HE TIPOBOIMIIHCE

AQHTHUT€HHICTh (YTBOPEHHS aHTUTLI)

JIaHl He HAJArOTHCS, OCKUIBKH BJIACHI JIOKJIiHIUH]
JIOCITIJPKEHHS He TIPOBOIMIIHCE

IMYHOTOKCHYHICTB

JaHi He HaJaloThCH, OCKUILKH BIIACHI JOKJIIHIYHI
JOCJIIJHKEHHS He TPOBOIHIIHCE

TOCITIKEHHS MeXaHi3MiB ail

aHl HE HAJAIOTLCS, OCKUIBKH BJIACHI JOKJIiHIYHI
,HOCJ'Ii,H)KeHHSI HE IIPOBOIUIITHCH

TiKapchKa 3aeKHICTh

NaHi He HANAITHCH, OCKUIBLKY BIACHI JOKIIHIYHI
JOCIIPKEHHS He TIPOBOAMIHACH

TOKCHYHICTHL METa00JIITIB

NMaHl He HAJaloThCS, OCKIIBKH BJIACHI JOKIIiHIYHI
JOCIi/PKEHHS HE TIPOBOIAIHCH

TOKCHYHICTD JOMIIIOK

aHl HE HAJATHCHA, OCKITBLKH BJIAcHI JOKJIIHIYHI
JIOCJIIIDKEHHSI HE TIPOBOIUIIUCE

inIme

JaHi He HaJarThCs, OCKIUILKH BIIACHI TOKITIHIUHI
JOCITIJPKEHHS He TPOBOIUITUCE




5. BucHOBKH 111010 JOKIIIHIYHOTO
BUBYCHHS

BHHOBKHM HE€ HaJIarOThCH,

OCKLIBKH

JOKJIIHIYHI JOC/II/DKEHHS HE IPOBOIUINCE

BJIACHI

3asBHUK (BJIaCHUK
peecTpaniifHoro
IOCBiIUEHHS )
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Jlomatok 30

10 TopsiaKy IpoBeIeHHS eKCIIEPTH3H
peecTpaniitHux MaTepialiB Ha JIKapChKi
3aco0u, 110 OJAI0TECS Ha JEPIKaBHY
peecrpaniio (mepepeecTpaliio), a TaKoxK
CKCIIEPTH3U MATEpiaiB PO BHECEHHS
3MiH JI0 peecTpallifHuX MaTepialiB
IPOTSTOM JIil peecTpaliifHoOro
TIOCBiTUEHHSA

(myHKT 4 po3aity IV)

3BIT

npo KJiHiYHe BHNPOOyBaHHSH

1. Ha3a mixapcekoro 3aco0y (3a
HAsBHOCTI - HOMEP PEECTPAIIHHOrOo
[OCBITUCHHS)

IBYKJ/IIH®,

cycnensist opajabHa, 100 mr/S mu

2. 3a9BHHUK

TOB «/Ip. Pexui’c JIaboparopiz», Ykpaina

3. BupoOnuk

EJJE®APM, C.JL, [cnanis; ®apmanigep, C.A., Icnanis

4. IlpoBeeHi JOCI IPKeHHS:

Tak 0 HI  sKIIO Hi, OOTPYHTYBaTH

1) Tim JiKapchbKOro 3aco0y, 3a SKHM
IpOBOIMIIACS a00 IUIAHYEThCH
peecTparis

[eHepuYHUIL JTIKAPCEKHH 3aci0

5. TToBHA Ha3Ba KIiHIYHOTO
BUNPOOYBAaHHS, KOJOBaHUH HOMED
KJTIHIYHOTO BHIIPOOYBaHHA

PanomizoBaHe BiIKpHTE KJIiHIYHE IepexpecHe KIiHivHe
NOCI/DKEHHS 3 TphOMa IMepiofiaMH [l  OLIHKH
GioexBiBaIEHTHOCTI TPBHOX JiKapchkux Gopm iGynpodeny
400 wmr (I6ympoden, cycmensis 100 wmr/5 mu Ta
I6ympoden, cycnensis 200 Mr/5 mim y NOpiBHSHHI 3
Junifen, cycmensis 100 mr/5 mu) micis OZHOPa3OBOTO
3aCTOCYBAHHS Y 3/I0POBUX JOOPOBOIIBIIB

Homep mpotokoiny: FMLD-CALISTO2%4%-15
EUDRA CT number: 2012-002310-40

6. ®asa KIiHIYHOTO BUIPOOYBaHHS

Jlocmiokenns 6i0eKBiBICHTHOCTI

7. Tlepion npoBe/ieHHs KIiHIYHOTO
BUIPOOYBaHHA

Kniniyna ¢asza 3 25.06.2012 mo 26.07.2012

8. Kpainu, Jie IpoBOIHIIOCS

g

KJTiHIYHEe BUIPOOYBaHHSI /,{vfj b

Icnania
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f_sa%ﬂaHOBaHa: 24
q:')a;_cﬂlgytn{a: paHnoMi3oBaHi — 24, 3aBepIIIH TOCIKEHHS- 24




10. MeTa Ta BTOpHHHI IiJi
KIIHIYHOTO BUNIPOOYBaHHS

OcHoBHa MeTa — OLIIHUTH BiIHOCHY 010I0CTYITHICTE JBOX
TECTOBUX JiKapchbkux opm ibymnpodeHy B mopiBHIHHI 3
iHIIOK pedepeHTHOI0 TiKapCHKOK (GOPMOID B SKOCTI
KOHTPONIO, MO0 BCTAaHOBHTH IX eKBIBAJCHTHICTL 3a
JIOIIOMOTO0I0  010aHANITHYHOTO METOIY 3 YpaxyBaHHAM
XipaJlbHOCTI

Bropunna MeTra — ONMHHTH O0e3leKy IHX TPBOX
TIKapChKUX GopM.

11. JIu3aita KJIIHIYHOTO
BHIIPOOYBaHHs

OIHOIEHTPOBE paHJIOMI30BaHE BIIKPHTE MNEPEXPECHE
KIIHIYHEe JIOCJI/DKEHHS 3 TphOMa Iepiojamu i3
3aCIIUIeHHsIM  O10aHANITHYHOTO €Tamy [UIsS  OIIHKH
010€KBIBaJIEHTHOCTI TPHOX JiKapchKUX (hopM ibympodeny
400 wmr (I6ympoden, cycmensis 100 wmr/5 mn Ta
I6ynpoden, cycnenzis 200 mr/5 min y mopiBHSHHI 3
Junifen, cycmenzis 100 mr/5 mur) micns ogHOpPa3oBOToO
3aCTOCYBAHHS HATIIECEPIIC Y 30POBHX J0OPOBOIIBIIB

12. OcHOBHI KpuTepii BKIIOUCHHS

310poBi JOOPOBOJIII YOJIOBIYOI Ta JKIHOYOI CTaTi, SIKi
BI/INOB1 1AM KPUTEPIsIM BiOOpY:

*Bik Bij 18 10 55 pokis.

Inexc macu tina Bix 18,5 1o 30 xkr/m2

*Hekypui, ®a d9ac npoBeICHHS MOCTI[KCHHA HE
3JI0BXKMBaJIM ~ QJIKOrOJieM Ta He  3acTOCOBYBAJH
HApKOTHKH.

*Ha uac mpoBejieHHs JOCHIKEHHS HE 3aCTOCOBYBAIH
Jmikapebki 3aco0u  (OKIHKaM JTO3BOJLSUIOCS —IpUitMaTH
KOHTpAalEeNTHYHI 3acCO0H).

I [iceMoBa iHopMOBaHa 3ro/ia YH4aCHUKA JIOCIIKEHHS.

13. JocnikyBanuii TikapchKuit
3acib, crocib 3acTocyBaHHs, CHIIA
pithl

TectoBmit nikapeekmit 3aci6 1 (T1): Idympoden,
cycnensis opanpha 100 mr/5 M (2%)

MHH: i6ynpoden

Cnoci6 3acmocyeanusi 8 pamrax O0CHiONHCeHHA. TICIs
moHaiMermre 10-roguHHOTO Iepiofy yTpUMaHHS Bif
npuiiomy 1xi, 100poBOJbLI OZHOPa30BO IIpHHMAaIH
BCEpeMHHY mepopaibHO  Oesmocepemuso 20 M
nikapcbkoro 3acoby y dopmi cycmensii 100 mr/ 5 mi 1
3anuBali BOJOIO B 00cs3i 240 My, Ta OTpUMYyBaJM XKy
JIHIIE Yepe3 5 TOMH Iicis IPUiloMy JIiKapecKoro 3acofy.
TectoBuit nikapcekumit 3aci6 2 (T2): I6ympoden,
cycnensis opanbHa 200 mMr/5 M (4%)

MHH: i6ynpoden

Choci6 3acmocysanns 6 pamkax 00cniodcenis: TICIA
moHaliMerme 10-roJlHHHOr0 Mepiofy YTPUMAaHHS BiJ
npuitomy Ki, ZOOPOBOJNBII OJHOPA30BO INpHHMAaIH
BCEpeaMHy mepopaibHO  Oesmocepemubo 10 M
nikapepkoro 3aco0y y dopmi cycmensii 200 mr/5 mi i
3anMBaIM BOJOI0 B 00csa3i 240 mul, Ta OTpUMYBAlIH 1KY
JIHIIIE Yepe3 5 TOIUH Hicis IpUAOMY JIIKApcKoro 3acooy.




14, Tlpenapar mopiBHAHHS, 1032,
croci0 3acTocyBaHHs, CHIA il

Pedepentruit mixapcskuit 3aci6 (R): Junifen®, cycnensis
opameHa 100 mr/5 M (2%)

MHH: i6ynpoden

Crooci6 3acrocyBaHHs: micis  moHaiimenme  10-
FOJHHHOTO IIepiojly YTPUMAaHHS Bia mnpuiiomy 1iki,
A00pOBONBII  OMHOPA30BO  NPHHUMAH  BCEPEIHHY
nepopaibHo Oe3nocepeHpo 20 MIT TKapebKOro 3acody y
dopmi cycniensii i 3anuBanu Boxoro B 006cs3i 240 M, Ta
OTPHMYBaJIM 1Ky JIMINE Yepe3 5 TOAWH MiciA NpHioMy
JiKapcKoro 3aco0y.

15. CynyTHs Teparmis

Broponosx Bcix (a3 mocmijukeHHS J0OpOBOJIBII  HE
3aCTOCOBYB&IM CYIYTHE MEIMKAMEHTO3HE JIIKyBaHHS, 32
BHHSTKOM CHMIITOMATHYHOTO JIIKYBaHHS IpernaparamMmu
Oe3 BimomMuX B3aeMojii 3 i0ympodeHOM, TOJOBHHM
YHHOM  HapaumeraMmoiioM  (ameraminodenoM)  Ta
ANMKIOBIPOM IS MICIIEBOTO 3acTOCYBaHHS, Ta 3a
BUHATKOM TIpOTH3amIBAHUX 3acobiB. XKomen i3 nux
3aco0iB He B3aEMOJI€ 3 JOCTIKYBAHUMH JiKapCEKAMHU
3acofamu, 1 mepeBakHa 1X OLMBINICTL MOBHICTIO BUBEIACS
JI0 IPHHOMY JOCTIKYBAaHOTO JIKApChKOTO 3ac00y.

16. KpuTepii omiHk# e(heKTHBHOCTI

[Ilo6 ominut OioekBiBaJeHTCTiICTh, BH3Hauamuw 90%
JOBip4i iHTepBaJM JUIS CHIBBIJHOIIEHHS CEpegHIX
reOMETPHYHHX 3HAYCHb aHAII30BaHKUX (DapMaKoJOriuHHX
mapameTpiB (AUCo+t, AUCo-», Cmax) i0ympodeny mis
TEKCTOBOTO i pe)epeHTHOT0 JTIKapChKUX 3ac00iB.

Jlikapcbki 3aco0u  BBakay OlOCKBIBAJICHTHHMH  3a
yMOBH, 110 90% m0BipYi iHTEPBATH IS CIIiBBITHOIIEHHS
cepenuix reomerpuuHux 3HaYeHb AUCo-t, AUCo-0, Cmax
st i6ynpodeny 3naxoauiucs B mexax 80,00-125,00%.

OcHoeHi napamempu, AKi 6U3HAYANUCH!

AUCo0-t (rog MKI/MI) — IUIOHIA Mifi KPHBHMH «4ac —
KOHIIEHTpallis eHaHTiomepiB iOympodeny» Bix 0 10
OCTaHHBOI BU3HAYEHOI KOHIIEHTpaLlil B 9ac t, po3paxoBaHa
32 JIONIOMOIOK  JiHIHHO-TOTapuMIYHOTO  METOMY
Tpanenii.

Cmax  (MKr/MiM) — MakcCHMajlbHa  KOHIIEHTpaIlis
eHaHTiomepiB iGynpodeny B ma3Mi KpoBi JOGPOBOIIBLIB,
IO criocTepiranacs.

Jlpyeopsaoui napamempu, AKi 6USHAYANUC:

AUCO-» (MKr/Ma) — mjoma mifi KpUBHMH «4ac —
KOHIIEHTpallis eHanTioMepiB iOympodeny» Bim 0 mo
HECKIHYEHHOCTI, po3paxoBaHa 3a JOIIOMOrOK0 JiHiHHO-
Jorapr(pMi4HOrO METOLY Tpamenii.

Tmax (rom) — dYac JOCATHEHHS MAaKCHMAILHOI
KOHIIEHTpAIlii eHaHTioMepiB i0ynpodeHy B mIa3Mi Kposi
JI0OPOBOJIBIIIB, IO CIIOCTEPIraIUC.

B i




17. Kpurepii oninku Gesnexu

Binkpute omuryBaHHA 1mox0 NOGIYHMX  SBHI,
enexTpokapaiorpadis y 12 BigBeJeHHAX, OIIHKA JKHTTEBO
BaK/IMBUX ITOKa3HUKIB (CHCTOJIYHHI Ta [qiacTONIYHMI
aprepialbHUi  THCK, YacTOTA CKOPOUEHbL  CepIld,
TeMIlepaTypa Tijia B akCHIApHil o6racti) Ta anani3 KpoBi
Ta CCYl

18. CraTuctiuni MeTo 4

[Iporeneno IUcCTiepCiiHmi aHai3 (ANOVA)
norapumMiHoO TpaHcGopMOBaHHX IIOKAa3HHUKIB
papmoxokinetukn. Mogens  Bkmouana  GaxTopu
«IOCIIZOBHOCTI», «I00pOBOJIENlE B IOCTIZOBHOCTI,
«epioay Ta «IiKapchKHi 3acioy.

Toukopa omiaka Ta Bigmosimumii 90%  noBipuwmit
inTepBan Oymu nobynoBaHi Ha orapudMiydniil mikam juis
PI3HHII «TECTOBHI TiKapChKuii 3acib Minyc pedepenTHui
mikapchKuil 3aci®6» 3 BHKOPHUCTAHHSM 3ATHIIKOBOT
mucriepeii.  IloTiM s TOYKOBOTO 3HAuYCHHA Ta

Bignosigaoro 90% JOBipYOTO iHTepBaly Ha
norapudmidHii HIKai IPOBOTHIIH 3BOPOTHE
IIepeTBOPEHHS IUTISt OLlIHKH CITiBBiTHOIIIEHHS

«recToBHi/pedepeHTHHIT TiKapChKUi 3aci0»

dapMakoloriyHi  mapaMeTpH  pO3paxOBYBaH  3a
noromoroto WinNonlin Professional Edition Bepcii 2.0
(Scientific Consulting, Inc, Kepi, CIIIA).

19. lemorpadivni moKa3HHKH
JocIiKyBaHol rmomyssiuii (cTars,
BiK, paca, TOIIO)

¥ nocnijpxenss Brnourii 24 (11 gonogikie Ta 13 xkiHOK)
no6poBoabl. Mejiana BiKy J10OpOBOJIBIIB CTaHOBHIIA
27,0 pokis (po3max Bix 19 no 40 pokis) Ta Meniana Macu
Tima — 65,4 xr (po3smax Bim 48, 0 mo 87,3 xr). 18
no0poBoBIiB Oy/iM €BPONEOiAHOI pacu, 2 — HErpoiAHOL
Ta 4 — iHmoi pacH (KyOMHCLKOTO, iCIIaHCBKOTO, JTAaTHHO-
aMepPUKAHCHKOTO ITIOXO/DKEHH, 3MIIIaH01 pacH).

20. Pesynbrati eeKTHBHOCTI

Bci 24 n00poBoJibIs 3aBEPIIMIM Y4acTh B JOCTIKEHHI
3riZIHO MPOTOKONY, Ta IX JaHi BKIIOUHIHM [0 aHali3y
010eKBIBAJICHTHOCTI. PesynsTatu OIIHKH
6i0eKBiBaIEHTHOCTI HABEACHO B TAOJIHUII HUXKYE.

[oka3nuku Ouinka GioexiBanentrocti ais JI3 16ynpoden
2% (I6yxnin) pedepentnomy JI3 Junifen
R-ibynpoden S-idynpoden
Cnis- 90% M1 Cnis- 90% I
BifiHOIIE BigHOLIE
HHS HHSI
T1/R TI/R
AUCO0-t 100,44 94,37 — 97,63 93,41-
106,90 102,05
Cmax 108,82 101,86 — 103,78 97,23-
116,26 110,77

Ouinka GioexBiBasenTHoceti 11 JI3 I6ynpoden 4%
pedepenTHomy JI3 Junifen

—




R i

ITokasu R-i6ynpoden S-i6ynpoden
HKH
Cmis- Cnis-
BimHOIIIE 90% JII BiIHOLIEH 90% JI
HHAT2/R HA T2/R
AUC0-t 101,97 95,81 — 97,02 92,82-
108,53 101,41
Cmax 104,47 | 97,79-11,61 100,53 94,19-
107,30

Ckopouenns: AUCy. — nioma mijg KpHBHMH «4ac — KOHLEHTpAaLis
eHantiomepiB  i0ynpodeny» Bin0 mo ocTaHHBOI BH3HAUEHOT
KOHIeHTpauii B uac f, po3paxoBaHa 3a JOMOMOroI0 JiHiiiHO-
Jorapudmiynoro Meromy Tpaneuili; Cmax — MakCHMAalbHa
KOHLIEHTpallis eHaHTioMepiB iGynpodeny B rmiasmi 106pOBOIBIB,
1o cnoctepiranucs; J{I — noipunii inTepean; JI3 — jlikapceKkuii 3acio.

21. PesynbraTi oninku Ge3nexn

[Ticnsa mpuifoMy BCiX TPBOX JOCIIDKYBAHHX JIKAPCHKHX
3aco0iB He BHSBICHO Cepilo3HHX MOOIYHMX sIBUIN abo
BUMAJKIB  3HAYYIIOTO  BiAXWIEHHS J1abOpaTOpHHX
NOKA3HHUKIB. Bei TpH JIKapChKi 3acobu
XapakTepU3yIOThCsd MOAIOHHM mpodinem Oe3meku Ta
MEPEHOCHMOCTI.

22. BUCHOBOK (3aKJIFOUYEHHS)

Pesynbratd, mnpencTraBieHi B IbOMY JOCHIIKEHI,
MOKa3yloTh, IO KPUTEpil, 10 BHKOPHCTOBYIOTHCS IS
OiHKH  OlOEKBIBAJIEHTHOCTI MK  TECTOBHM  Ta
pedeperHuM mikapcbkuM 3acoboMm OynmM  BHKOHaHI.
BimHommeHHss TeCcTOROTO  JIKapchKoro 3acoby 1o
pedepentroro Biamosizano 90% moBipuoMy iHTepBalLy
1151 Cmax Ta AUC.T, 1110 3HAXOMIIHCH Y MEKax Jliana3ony
npuitHaTHOCTI Bix 80,00 mo 125,00 %. Tomy TecroBuii
mikapcekuii 3aci6 (I0ynpogen, cycrnensis 100 mMr/5 mu)
BBa)XKA€THCA O10€KBIBaJICHTOM pedepeHTHOMY Ipenapary
(Junifen, cycnenzia 100 mr/5 mr).
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