3BIT
Npo KJIAIHIYHe BUNPOOYBaHHS

1. Ha3ga nikapcekoro
3aco0y (3a HasABHOCTI -

Haiimicun baym, rparymu uist opaibHoi cycnensii, 100 mr/2 r

HOMEp peecTpauiinoro | (Himecysin)

[1OCB1UEHHS)

2. 3assBHUK AT «Dapmaky»

3. BupoOuuk AT «Dapmak»

4. ITpoBeneni TaKk  Hi KO Hi, OOIpyHTYBaTH
UIOCITIDKEHHS ! =

1) Tun nikapcekoro
3aco0y, 3a SIKUM
[poBoIHIacsa abo
[IJTAHYETBCS peecTpallis

I'enepuynuii nikapcekuii 3aci6

5. [loBHa Ha3Ba
KITIHIYHOTO
BUNIPOOYBaHHS,
KOJIOBaHHUH HOMED
KTIHIYHOTO
BUITPOOYBaHHS

Kuinivne nocipkenns 3 oninkn 6ioeksiBanenTHocTi mpenapatis Himecyiz,
100 mr/2 r, rpanymn n1s opaisHoi cycnensii (AT «®apmaky, Ykpaina) ta
Aulin® 100 mr/2 r, rpamymu s opayibHOT cycrensii («Angelini Pharmay,
Pecmybiika Yexis) 3a y9acTio 310pOBHX 10OPOBOIIBIIIB

Kox kniniunoro sunpo6ysanus: FK-NMS

6. @aza KIiHIYHOTO
BUIIPOOYBaHHS

I paza

7. Ilepion npoBenens
KJIHIYHOTO
BUITPOOYBaHHS

3 15.03.2018 poky no 06.04.2018 poky

8. Kpaiuu, ne
MPOBOAMIIOCS KITIHIUHE
BUIIPOOYBAHHS

Ykpaina

9. Kinpkicts
UITOCTTIIKYBaHHX

3amranosana: 24
MaxtuyHa: 24

10. MeTa Ta BTOpUHHI
111 KJIIHIYHOTO
BUIIPOOYBaHHS

Ouinka GioexsiBanenTHoCTI npenaparis Himecyumia, 100 Mr/2 r rpanynu as
opasbHoi cycnensii (AT «Dapmaky», Ykpaina) Ta Aulin® 100 mr/2 r, rpanyiu
I opaiibHOI cycnensii («Angelini Pharmay, Czech Republic s.r.0.) msixom
MOPIBHSAIBHOTO BHBYEHHs iX G10/I0CTYIHOCTI NPH OAHOPA30BOMY MPHHOMI
3J0POBUMH JOOPOBOJBISIMHE ITiJ Yac ixKi.

11. JIu3aiis K1iHIYHOTO
BUITPOOYBaHHS

ITopiBusneHe, paHgoMi3oBaHe, NepexpecHe 3 ABOMa MepiofaMM Ta JBOMa
OC/IIOBHOCTAMH  JIOCTIJUKEHHSI 3 BHBUEHHS O010€KBIBAJIEHTHOCTI MpH
OIHOPa30BOMY IIPHIOMI 30POBUMH JOOPOBOIIBLISMHE IT1/] Yac MPUHOMY 1%i
OOHOT  JI03M  JOCHIKYyBaHOro Ta pedepeHTHOro mpemaparis i3
«3acIIIeHHIM» aHATITHIHOTO eTaIly JA0CIiKEHHS.

12. OcHoBHI kpuTepii
BKJTIOUCHHSI

1. 3moposi noGpoBosbLi 4OMOBiKM Ta XIHKH BikoM Bix 18 mo 50 pokis
(BKJIFOUHO);
2. 3narmicte HazaTH IHMCEMOBY IH(opMoBaHy 3romy mo6poBOJIBIA Ha
y4acTh y KIHIYHOMY MOCHI/UKEHHI 10 MOYaTKy OyOb-sSKHX IIPOLenyp
CKPHHIHTY;




3. 3nmatmicte, Ha mymKy JIOCTiNHWKA, JOTPHMYBATHCS BCIX BHMOT
IIpotokony nocmimkents, To6To 37aTHICTE TOBPOBOMBLS 10 AAEKBATHOIO
CHiBpoOITHHIITEA,

4. Inmexc Macw Tijla 3HAXOMUTHCH y HOPMATBLHHEX Mexax (18,5 kr/m? ta <30
Kr/M?);

5. Ocobu, sAKi HE MalOTh TOCTPHX | XPOHIYHMX 3aXBOPIOBAHb CEPIEBO-
CY[MHHOI CHCTEMHM, HEHPOCHIOKPHHHOI CHCTEMH, HUPOK, TIEYiHKH,
[UTYHKOBO-KHIIIKOBOT'O TPAKTY, JHXATEHOT CHCTEMH;

6. Pesymbrary (i3MKaTbHOrO, IHCTPYMEHTANBHOTO Ta J1aGOPATOPHOIO
obcTexkeHHs 100POBONIBIIB - y MeKaX HOPMH a00 BiIXHIEHHS pPO3IiHEHe
JlociiHuKOM SIK KITiHIYHO He3HadyIIe;

7. Pesynsratm ¢mooporpadii aGo perrtreHorpadii B Mekax HOPMH
(mocnimkenns mMae OyTn mpoBeaeHe He Ginbine Hix 3a 10 Micsuis 10 mus
rocritamizamii);

8. Aprepianpnuii THCK y Mexkax HOpMu: CAT ne Hukue 110 MM pr. cT. Ta
He Bue 140 mm pr.ct, JIAT ne Hikde 55 MM pr. CT. Ta He BAIIe 95 MM PT.CT.
Ha CKPHHIHTY;

9. XKinmku  gitopogHoro - BiKy T4  yYACHHKH-YOJTOBIKH  ITOBHHHI
BHKOPHCTOBYBATH MEIHYHO MIATBEpIKEH! Oap'epHi METOAM KOHTpalenii
[POTATOM YCBOI'O Iepioy AOCTiIKESHHS;

10. ToGpoBoiens He MaINUTh;

11. 30608'13anns 3 GoKy I0OPOBONBIA 1IOJI0 JOTPUMAHHS 3arajbHHUX
OOMEKEHb B AIETI MPOTATOM YCHOTO JOCIIKEHHS.

13. HocnikyBanuii
TiKapchKHii 3acio,
CI10Ci0 3aCTOCYBaHHS,
cHia ail

Himecynin, rpanysn s opanbroi cycnensii, 100 mr/2 r, Bupo6uunTsa AT
«Dapmak», Ykpaina

1 came o 2 r rpanyu, mo Mictsats 100 Mr HiMecy iy

[lepopanbuuii npuitom (mepen BxkuBaHHAM 1 came posunmnsig y 100 wo
TETIJIOT HEra30BaHoi CTOIOBOT BOJIH).

14. IIpenapar
MOPIBHAHHS, J1034,
croci® 3acTocyBaHHA,
cuiaa il

Aulin®, rpamymu jans opamsHOl cycrnensii, 100 mr/2 r, BHpoOHMIITBA
«Angelini Pharmay, Pecrybrika Yexis

1 came o 2 r rpanys, mo Mictats 100 Mr Himecy iy

llepopanbuuii npuifom (nepen BxuBanHsM 1 came posumnsam y 100 mn
TEILI0T HEra30BaHOT CTOJIOBOT BO/IH).

15. CynyTHs Tepartis

Cy0’ekram 3a00pOHAIOCE 3aCTOCOBYBATH CYIYTHIO TEPAIIiiO.

16. Kputepii ouinku
c()EKTUBHOCTI

Ouinka 6ioekBiBaIeHTHOCTI BigOyBanacs Ha OCHOBI BUMipIOBaHb HiMeCyJTiTy
B IU1a3Mi KpoBi. BusHawanm HacTynHi (apMakOKiHETHYHI mapamMeTpHy.
Ocuogni napametpu: Cmax Ta AUCo.¢

Honarkosi napamerpu: AUC -, tmax, Kel, ti/2.

[IpenapaTy BBaxkatoThCs GioekBiBaneHTHHMA, AKII0 90% NOBipUHil iHTEpBA
JUIS BiZIHOIIEHHS TeOMETPHYHHX cepequix cykymHocTi 3nauens AUCq. Ta

Cmax U1 TECTOBOTO Ta pehepeHTHOrO MpenapariB 3HAXOIUTHCA B MEikKax
0,8000-1,2500 (80,00-125,00 %).

17. Kpurepii ouinku
Oesnexu

Peectpauis nobGiuaux peaxuiit / nobivnnx sy (ckapr 106poBOIbLIE)

Pesynbraty dizukaapHOro ta 1aGopaTopHO-iHCTPYMEHTAIBHIX 00CTEKEHb

18. CraTuctruni
METOAH

bymu pospaxosani: cepenne reomerpuune (GM), cepenne apupmeTHyHe
3HaueHHs (Mean), cranmaptHe Bizxunenss (SD), crammaprHa mnoxubka
cepennboro (SE), xoedinmient Bapiaiii (CV,%), Meniana, MaKcUMaabHe Ta
MiHIMaJTbHE 3HAYCHHS.




Mt papmaxokineTnnnx KoHCTAHT Crax, AUCo, AUCo4 B orapudmidno
IEPETBOPEHOMY BHIIsI/I BUKOHYEThCS ANOVA.

19. Jlemorpadiumni
[OKa3HUKH
IOCITIDKYBaHOT

oIy sAnii (cTaTh, BiK,
[paca, ToIIo)

3n0posi 106poBostbli 060X crateii (10 xkiHok, 14 4onosikiB) eBpomeoiaHol
pacw, Bikom Big 18 10 48 poxis.

20. Pesyneratu
eekTHBHOCTI

Mexi 90% noBipunx iHTepBatiB IS BIAHONIEHHS TCOMETPHYHHUX CEPEXHIX
CykynHocTed 3uaueHb Cmax Ta AUCo. HiMecyminmy Juid TecTOBOro Ta
pedepentroro mpenapatis ckian Cmax — 100.91 + 109.15% ta AUCo. —
99.43 + 106.40% BinmosignHo.

90% moBipui iHTepBaH AN BiXHOIEHHS JTorapuMiB CYKyIMHOCTEH 3HAUEHb
napamMetpiB Cmax Ta AUCot s J0CmiukyBaHoro Ta pedepeHTHOro
IPENAapaTiB BiANOBINAIOTH KpUTepito GioeksiBanenTHocTi 80,00-125,00%.

21. Peayneratu Oesmexn

[ix vac pocnipkenHs 3apeecTpoBaHo | BANMAIOK BUHHKHEHHS HeOGaKaHOTO
ABUIIA: remMaToMa Ha Micul BeHomyHKIIl. [losimomnenmii Bumamox HSI
OLIHEHO AK JIETKUH 32 CTYNIEHEM TSIKKOCTI, HecepHo3HHUii, He BUMAaras 0IHOT
MEIHKaMEHTO3HOI Teparnii 4M iHIIMX Iii.

[Tij yac mpoBeieH s JOCIII/UKSHHS JKOJHUX CEpHO3ZHUX HeOaKaHHX SBUII He
3apEeECTPOBAHO.

22. BUCHOBOK
(3aK/IIoueHHs )

Ipynrytouncs Ha pesynbraTax aHamizy Cmax Ta AUCo— MOXHa 3poOuTH
BHCHOBOK, 10 mpenapar Himecynia, 100 mr/2 r rpanynu juis opanbHOL
cycnensii (AT «®apmak», Ykpaina) € GioekBiBasieHTHHM pedepeHTHOMY
npenapary Aulin® 100 mr/2 r, rpadynu Juist opanbHoi cycrnensii («Angelini
Pharmay, PecrryOmixa Yexis).

3asBHUK (BJIaCHHK
peecTpauiffHoro
NTOCBI/TUEHHS )
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3BIT

Npo JOKJiHIYHI J0CaiIKeHHs

1. HasBa nikapcekoro 3aco0y (3a
HasBHOCTI - HOMED peecTpariiHoro
[IOCRIJTUEHHS )

Haiimicun baym
IpaHyJii Ui opaiasHol cycnensii, 100 mr/2 r

(nimecyJrij)

1) Tun nikapceKoro 3acoQy, 3a IKHM
[IPOBOIMIIacs ado MIaHy€eThCs
peecTparist

I'eHepuuHmii TiKapchKuii 3aci6

2) npoBeseHi TOCIiKeHH S

tak O =i AKIIO Hi, 00TpYHTYBATH

Jlixapebknii 3aci6 daitmicun baywm, rpanymu st opainbHOT
cycnensii, 100 mr/2 r, pozpobneno AT «Dapmak» sK
TFeHEepHUHUIl  JmiKapchkui  3acid Jgo  pedepeHTHOro
nikapeekoro 3aco0y Aulin®, granules for oral suspension,
100 mg/2 g, BUpoOHMK Ta BIACHHK PEECTpPAIliHOrO
noceiuends Angelini Pharma.

Bignoeigno mo crarri 10.1 {upextusun 2001/83 €C (3
BHeceHUMH nonpaskamu) Ta Hakazy MO3 Vkpainu Ned26
Big 26.08.2005 (mirowa penmakiiis) Bil 3adBHHKa HE
BUMAraeThCsl MPOBEJICHHS BIACHUX TOKCHKOIOTIYHHX Ta
(hapmakoI0riyHUX BUIPOOYBaHb, @ HAAIOTECS Pe3yILTaTH
OOKTIHIYHHX JOCIIKEHb pedepeHTHOro npenapary, ski
BUKJIJ€HI Y BI/ITOBIIHUX PO3/IiJIax PEECTPALiifHOr0 I0ChE,

2. dapmMakosioris:

1) nepeunHa GapmakoauHaMiKa

2) BTopuHHa (apMako uHaMiKa

3) ¢apmaxosoris 6e3nexn

4) papmakoguHaMivHI B3aeMOIiT

JIOKIIHIYHI JOC/I/KEHHS He [TPOBO/IHIINCE

3. dapmaKkoKiHeTHKA:

1) ananiTHYHI METOJIMKH Ta 3BITH
1010 TX Baiigaril

2) BCMOKTYBaHHS

3) po3no/iin

4) metabomizm

S) BUBEIEHHS

JloxJTiHIuHI OCTi/KEHHS HE TPOBO/IUIIHCE




6) GapmakokiHeTHuH] B3aeMOii
(moxTiHIYHi)

7) inmi papMaKoKiHETHYHI
NTOCITIJIKEHHS

JIOKITiHIYHI TOCIT[UKEHHS He MTPOBOIMIIHCE

4, TokcHKOJIOTIA:

1) ToxkcuuHiCTh y pasi
0IHOPA30BOT0 BBEICHHS

2) TOKCHYHICTB Y pa3i MOBTOPHUX
BBE/ICHD

3) reHOTOKCHYHICTD:
in vitro

in vivo (BKJIFOYAOUH J0JaTKOBY
OLIIHKY 3 TOKCHKOKIHETHKH )

4) KaHLIePOT€HHICTE:

TOBFOCTPOKOBI JIOCIIJIPKEHHS

KOPOTKOCTPOKOBI JOCITIDKEHHSI
abo mocmiKeH s cepeHbol
TPHBAIOCTI

JIOKTiHIYHI TOCIiPKEHHS HE POBO/IMIUCH

TONATKOBI JOCHIIKEHHS

JIOKITiHIYHI JOCTIKEHHS HEe TPOBOIMITHCE

S) penpo/lyKTHUBHA TOKCUYHICTh Ta TOKCUYHUIT BIUTHB HA PO3BHUTOK IIOTOMCTBA!

BILUIMB Ha (DEPTHIIBHICT | paHHiH
eMOplOHATLHHN PO3BUTOK

eMOpPIOTOKCHYHICTE

MpeHaTalbHa i TocTHATATbHA
TOKCHYHICTE

JIOCITPKEHHS, IIPH AKUX Ipenapat
YBOJHUTBCA IOTOMCTBY
(HecTaTeBO3PLIIMM TBAPHHAM )
Ta/ad0 OLIHIETHCS BiJIAJICHA JTis

JIOKJIIHIUHI JTOCIJIPKEHHS HE ITPOBOHIIHCH

6) MiclieBa IEPEHOCHMICTh

JIoKTiHIYHI JOCTIKSHHS HE TPOBOUIIUCE

7) mOIaTKOBI JOCITIIKEHHS
TOKCUYHOCTI:

JOKITiHIYHI JOCHIKeHHs He TIPOBOIHIIHCE




AHTHI€HHICTH (YTBOPEHHS aHTHTiN)

JIOKiHIYH] TOCTIIKEHHS He IIPOBOIMINCE

IMYHOTOKCHUHICTE

JTOCIIDKEHHS MeXaHi3MIB il

JTiKapchKa 3aJIeXKHICTh

TOKCHYHICTL MeTal0IiTIB

TOKCHYHICTE JOMIIIOK

IHIIE

JIOKIIHIUHI TOCITiIKEHHS HE IPOBOAMIINCE

S. BUCHOBKH IIIOJ0 JOKJIIHIYHOTO
BHUBYEHHSI

JIOKITIHIYHI JOCITI/IKEHHS HE TPOBOIHIIHCE

3asBHHK (BJIaCHHK
PEECTPaLliHHOTO MTOCBITYEHHS ) s
0.

cekad. 63
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