\lillfi 10C. 11

LA CHTES

1. Hazga nikapebkoro 3aco0y (3a
HAABHOCTI - HOMEP peccTpaiiiinoro
TOCBI/IYCHHSI):

YPCOI'EH, kancynn o 500 mr

1) THII JlIKapebKOro 3acofy, 3a ikUM
nporojwiacs ado 1aHyeTbes peecTpaitis

2) 1IPOBEJICHI JIOC/IKCH IS

2. dapmakosioris:

| 'iOpuanuii nikapebkuii 3acio

TaK HI  SIKIIO Hi, OOIpYHTYBaTH

Baacni jokiminiuni J0CHDKCHHA HE [IPOBOIHINCH,
ockiibk  YPCOI'EH, kancynu  no 500  wr
po3podiicHuii K TIOpHIHKK JlikapehKuil 3acid 10
pehepentroro npenapary Ursofalk®, rtaGierkw,
BKPHTI IUHBKOBOIO 000JI0HKOI0, 110 500 MI, BJacHHK
pecerpauiiinoro  nocsiguenus Dr. Falk  Pharma

GmbH.

Bizanosiano jo er. 10.1 Jlupexktusu 2001/83 €C (3
BHCceHMMU nonpaskamu) Ta Hakasy MO3 Ykpaiuu
B1)1 23.07.2015 p. Ne 460 (31 3minamu) Bijl 3asiBHHKA,
e BUMAracThes IIPORE/ICHHS BJIACHUX
TOKCHKOJIONTYHUX Ta (pAPMAKOIOTTUHHX JIOCH T KCHb,
A HAJIAIOTHCs PE3yIIbTaTH JIOKJITHIYHUX BUIIPOOYBaHb
pedepenTa, HAYKOBI JIaHl 100 aClEKTIB OLLIHKH
OC3ICKH, SIKI BUKJIAJACHI Yy BUIIOBIIHUX po3/Iiiax
peceTpaliiioro Joche,

[} nepBuina papmMako;imHaMixka

2) BTopHHHa (hapmMaKoMHaMiKa

3) papmaxosioris Gesnexn

4) papmaxo/imHaMivHI B3acMo11T

3. dapmMakoKileTHKa:

1) anajiTHYH1 METO/IMKH Ta 3BITH 11010 TX
Basiiant

1

2) BCMOKTYBalHs

3) posmoiin




4) metadosnizm

5) BUBC/ICHIIA

0) papMaKOKIHCTHYHI B3acMO, 11
(JIOKJTIHIUHI)

7) inui papMakoKiHe THUHI 0CIJIKEeHH

4. Toxcukonoris:

1) TOKCHYHICTB Y pasi 0/IHOPa30BOTO
BBC/ICHH S

2) TOKCUYHICTB Y pa3i MOBTOPHHUX BBEJIEHb

3) reHOTOKCHYHICTD:
in vitro

1N VIVO (BKJIIOUAIOUH J10/IaTKOBY OILHKY 3
'I*OKCIJIKOK]'HCTHKH)

1

4) KaHIICPOICHHICT D!

JOBIOCTPOKO B JIOCJIJPKCHHSI

KOPOTKOCTPOKOBI JIOCIH/KCHHS
a00 JIOCIHJBKEHHS! Cepe/IHLOT TPHBAJIOCTI

110J1aTKOBI JIOCIIJKCHHS

3) pernpo,lyKTHBHA TOKCHUHICTD Ta
TOKCHYHUI BILIMB HAa PO3BHTOK
1IOTOMCTBA!

BILIMB Ha (PCPTHILHICTE 1 paniii
CMOPIOHAILHUE PO3BHTOK

CMOPIOTOKCHUHICTE

HpEeHAaTA/IbHA 1 HOCTHATAILHA TOKCHUYHICTE

JLOCIJIBKEHHSL, [IPH SSIKUX TIperapat
)"BOJIHTI:CS] I']()TOMCTB_V (HCCTH'I‘CBO'}piHH M
TBapHHaM) Ta/ado OLIHIOCTLCA Bljy1aIcHa
Tis




0) MiCIleBa NEPEHOCHMICTE

7) JIOJIaTKOBI JJOCIJIKCHHS TOKCHUHOCTI

AHTUICHHICTD (y'rBopcmm au']‘u'rin)

IMYHOTOKCHYHICTh

JTOCIIJDKEHHS MeXali3zMiB JuT

[TiKapeLKa 3aJIeKHICTD

TOKCHUYHICTL MeTadoJITIR

TOKCHYUHICTD JIOMIIIIOK

e

5. BUCHOBKH 11L0J10 JIOKJTIHIYHOTO
BHBUCHHS

ButacHi jtoxkutiniuni 10¢a/DKCHHS HEe TIPOBO/IMITHCS.

3asiBHUK (BJACHHK
peceTpaniiioro
HOCBI/IUYCHHS)

TOB «|HOAPMA
Tpeiiainry», Jlarpiiichka
PecnybOnika

(nianuce)

[Tonpumxo A. B.

(I 1. B.)




. Hassa . m\apu,lcom MLO(} (3a
HAABHOCTI - HOMEP
peccTpaltiiiHoro MocBiIuCHHs)

YPCOI'EH, kancysm no 500 mr

. JasiBHUK

S, Bupobink

b

3

[ Iposejieni JlocnjpReHis:

])'lml ul\dpu,l\m 0 3ac00V.

34

SIKHAL TTPOBO,LIIACS ado
IIAHYCTLCS peceTpaltis

5. Tosna naszea KJHIYHOIO
RUIIPOOY BAH . KOJIOBAHKIT HOMED
KJHIYHOTO BHIIPOOYBais

0. Daza katniunoro
BUIIPOOY BaH 113l

7. 1epio/1 npoBe/IcHHS KIITHIYHOTO
BHITPOOY BATHSI

8. Kpaliu. Jic npoomiocs
KJHIUHe BHIPOOY BAHIS

0. KiabKiCcTh JIOCIRKY BaHMX

10, Meta ta sropuuni i
KATHIUHOTO BHIPOOYBatlHs

LT, Jlnsadin K2aimaioro
BHIIPOOY BAIs

l" Ocnonni hpnupn BKJIOYECHHSI

13, Jlocaiery Batuii Jikapebrnit
5acio. crocid 3acTocyRalis., chia
i

(pakTHuHa: -

TOB «ITHDAPMA ™ [pui iy, Jlarsificska Pecny6iika

ITasnis

ABiYi DAPMAYEYTIMI C.ILA.,

TaK i SIKILO Hi. OOIPVHTYBATH

F10pu, uniii Jikapeskuii acio
USO-P1-498 «llopmmubnc ,umn mccmm 010, Locnﬂm[m ri
VpCOIIoAY vV OBHIUIAM Kareyi 1o 250 Mr npu OJIHOKPaTHOMY
BBEJICHTI JI03H 3/I0POBHM JIOOPOBOIIBISM YOJIOBIUOT Ta IKIHOYOT
crarti nicis npuitomy 1031 S00 M1 natiecepiey

[ paza

no 22 02 2013

30701 2013

Kanaja

sansianopana: - 48

O ta nnplmmm BLIHOCHY O10JIOCTYIHICTh. a
DIOCKBIBAICHTHICTE JIBOX PI3HUX JMIKAPCHKUX 3aco01B VpCojiiony
HIC/I51 O/UIOPA3OBOI0 IIEPOPAIBLHOIO HIPHITOMY HaTUICCeple

oTHe. |

OJoneHTpoBe.  parjoMizonarie,
1031, J1ad0paTopHO-3acIiIlICHE,
HOCIIOBHOCTAMH, HEPEXPECHE JIOC/ I/ IKCIHS

30pOB1 JI0OPOBOIBLIL HOIOBIHOT TA JKIHOUOT CTaTl. AKI HE NS Th
(IUU KOJIHCH HAJITHITH, Hll\().\[ Hl,l l%\ [')UI\IH 3 lll,lLI\LU.\I MACH II_Id
18.50 abo menne. aiie mente 30.00 kr/se

3 OJIHOKPATHHM  BBCJICHHAM
3 JABOMA IIC]JEO,'LEL’\’EH Ta JIBOMd

OvB  OyTH

pizHyHuM
HOKA3HHUKH ).
KT TN M

HOBHIICH
HOBHHM
BAGKIIIRBI

Cran  310poB's  JI0OPOBOILILIB
HLATBEPUKCHUM  @aHAMHE30M  XBOPOOH.
(BKAIOUAIOUH  FKHTTCRO
(LK)

JIOCIIIRCTHTAM Y

OOCTCARCHIISIM
CHCKTPOKAPLTOTPAMOIO
1ad0PATOPHIMH OIOXIMIS.
QLTS ceul). BKJIOUalodn nerarusin reern na BUL renartur 13
ta renarut  C. J[oOpoBOJLIL HOBHHHI  MaTH  HCIaTHBIIHI
PE3YIILTAT CKPHHIHTY HA CTANO0/ Ta HAPKOTHUIT PCUOBHIH B €Ul
ra HEraTHBIN TCCT Ha BATTHICTDL (JUis SKINOK)

T ABHYAHITINMY

(reMaToIorisl.

.\pu)uv,)m\tu.\u.fc'(,u Kuctoma, Katuevin no 250 amr. komunanti)

ABIY DAPMAULEYTIUI C.ILA.. Ttais

BBOJMTLES epopasibo, JBL Kaley i 10 250 M1 3a o/inh pas



4. Hpenapar nopisusiiiis, j103a.  |Vpcodhains® ., kancyim 1o 250 Mr. KoMmarii )lp Gank Gapma
croci0 3acTocyBanus, cuia il ['MBEX
Bpo,urbes nepopaiibio, Jisi kaneyan 1o 250 M1 3a 0/ pas

15, Cyuyros reparisi HC 3aCTOCORYBAJIACH

16. ]\pnlcpnummmul)cmummcn( HIBBULIOMCHIS  FEOMETPHUIHX  CepeJIHiX  3HavYeHb 3
piAOBL UM 90% JLOBIPUHAM  THTCPBAIOM. PO3PAXOBAHHM 34
CKCHOHCHTOIO PI3HUIL MK JIOCIUBKYBaHMM Ta pedepenTiim
npenapartom Juist In-rpanchopmoranux napamerpiB Cpay Ta
AUCT norunni Oyan 6yTH B MeKax JIOBIPUYOro 1HTCPBAIY BiJl
80,00 10 125.00% six ju1s m,u\opmmmnu\ 110 3arajibHoro piBis,
TAK 1 CKOPHTOBAINX JIAHUX HCKOH'TOrOBAOro Ypeo/iosy

AHajoriuni - KpuTepii  3aCTOCOBYBAIHCS U 3arajibHOIO)
VPCOJLoNY  (YPCOoi. TIKOYPCOJIio Ta Taypoypcojiion). a
pesviibTaru l]PC,'IC'l'ElB_‘[CHi AK IIi,’[TBC]’JJ[H\')"IO‘!i JIOKa3H
[HOPIBIALIIOIO TCPAICBTHYHONO PE3yibTaTy

17 l\pmn,p 0 owinkn 0esnekn  Jladoparopni qani / Hooiuni egexkrs
I8, Craruernuni Meto/n DapyMaKoKTHCTIHI HapamMeTpi JOCHLERCHTA: In-
Tpanchopamopana Cupgy Ta AUCY,

Inmi napamerpu. Binodatoun Tmav. AUC, AUCT, . Kerra Tu,
OV pospaxosaiti Juiie 3 iidopmartiifioio MeTolo.

Craruernunmii  ananiz Twae  pozpaxosanuil  Ha  OCHOBI
HenapaMeTpuiioro nixosy. Crarueruanmii ananis yeix iHmmx
(papMaKOKIHCTHIHUX  TTapaMeTpiB  po3paxoBaiiii  Ha OCHOBI
napamerpuuiiorl Mojieii ANOVA. Jlsoctopontiit 90% josipumnii
HITCPBAI CHIBBLIOMICHISA TCOMCTPHUHHX CCPE/IHIX 3HAYCHb.
orpusmanux 3 In-rpanchopmorainx  (papMakOKiHETHUHUX
HapameTpis.
Moaeas ANOVA:  (ikcosani  (akropy - 1OCHJIOBHICTD,
_|mepios. sBesenis npenapary. evO'ekT (B MCHAX HOCIOBHOCTI),
19, ]Lu[m pm]nqm HOKA3HHKH 3,10poBi 10OPOBOILIL - HOIOBIKH Ta KIHKH BIKOM BIL =18 pokis.
LOCITIIRY BAHOT HONY ST (CTaTh, [3 THJICKCOM MacH Ti2a B Mexax 18.5-30.0 K1/
BIK. paca. TOILo)

20. Pesyabrarn ehexTHBHOCTI Ilcpmmm (Ihl]ﬁ'\hli\ﬂl\llll.[lIL!IIl napamerpn Coae 1 AUCH,
veifinm B meski 90% sosipaoro inrepsasy 80.00-125.00%

21. Pesyabrarn Oesiieku 21 (43.8%) 3 48 yuactukiB JIOCIHJEKESHIS BUIMINCHO 3aralloM 16
noGiunnx eperrin. TsorkicTn 1o01uNUX eerTiB Oyiia JICIKoIO)
abo nomipnoto. Tl wac jochijokenus He crnocrepiranocs
SKOJUTHX cepifo3inX nodiunmnx eektis abo emepri.

2 BucHoBoOK (3aK! m)mmm) OrpuMani  pesyibTarn HITBCP/UKYIOTE, 10 KPUTEpli. Ui
OIIHKN  OIOCKBIBAICHTHOCTI MK JIOCHLUKYBAHUM  Ta
pedeperrtiinat  nipenapatami,  Bukonani.  CuiBpiouienus
FCOMCTPHUIIHX CCPEUTIX 3HAUCHB JIOCHIAYBAHOrO [Ipenapary
10 pedeperrrioro ta siuosiunii 90% nosipunii inrepsan Juis
Con T2 AUCT 30aX0JTHC B MEKAX JIOTYCTHMOTO JHala3zony
i1 80.00 110 125.00% sk JU1st 1HECKOPHTOBAHOTO JI0 3ardIbHOr0
PiBHA. Tak 1 /Ul CKOPHIOBAIOTO IO 3AIIbHOIO  PIBHS
HEKOHTOTOBANOTO VPCOJIOIY.

T~ |




Takum diHoM. JlocaukyBaHmil nipetiapar (Vpcooesokcuxoiesa
MIL kompanit o AbiYi

Kueromd,  Raneyim o o 250
BBAKACTLCA

OAPMAYLEYTIHI CALA lrasis)
OloekBiBICHTIHHM  pedepeHTHOMY  Hipetapaty  (Vpcogaibr®,
karcyim no 250 mr. komnanii Jp. ®ank ®apma 'mbX) nichs

ipuiiomy o3 S00 M1 natiece

SasBHUK (BJIACHHEK
pecerpaniinoro
HOCBLLUCTIHS)

TOB «ITTDAPMA
Tpeiury. Jlargiiiceka
Pecnyoiika




