Jonatox 30

1o Iopsaky NpoBeNeHHs eKCIEPTH3N
peecTpaniiHMX MaTepianiB Ha JIIKapChKi
3aco0u, 1110 TOAI0ThCA Ha JepXKaBHY
peecTpaniio (IepepeecTpaliio), a TaKoX
eKCIIEPTH3U MaTepialiB PO BHECEHHS 3MiH
JI0 peecTpauitHMX MaTepianiB MIPOTATOM il
peecTpaniifHoOro NOCBiTYEHHS

(myHKT 4 pozainy 1V)

3BIT Ne 01
Npo KJIiHiYHe BUNIPOOYBAHHA

1. Ha3ga nikapchKkoro 3acody (3a
HasBHOCTI — HOMEP
peecTpaniiHOTO MOCBIYEHHS)

EMBOKCA, TabneTku, BKpUTI TUIIBKOBOXO 00OJIOHKOIO, 1O 2,5
Mr, 10 Mr, 15 Mr ta 20 MT

2. 3aaBHUK

®apmanertnunuii 3aBoja «I I0JIbOAPMAy C. A., Ionpina

3. Bupobruk

®dapmanertuunnii 3asoa « I IOJIbO@APMA» C. A., [lonrima

4. TIpoBeeni TOCTIHKEHHS:

Tak [ Hi

SKIIO Hi, OOTpyHTYBaTH

1) Tun nikapcekoro 3acoby, 3a
SIKUM TIpoBOAUiIacs abo
ITaHYETHCS peecTparis

['enepuyHMit TiKapchKUi 3aci6

5. IloBHa Ha3Ba KJIiHIYHOTO
BunpoOyBaHHS, KOJTOBaHHIH
HOMED KJIIHIYHOIO
BUNIPOOYBaHHS

IopiBHsAANbHEe mepexpecHe OOCHiKeHHs 6i010CTYNHOCTI
OJHOPAa30BOI A03U puBapokcadany 10 mr, TadneTkn, BKPUTI
WwiiBKoBoI0 oGoaonkow Ta Kcaperro® 10 mr, TaGaerkwy,
BKPHUTI IUIIBKOBOI0O 000JIOHKOK Y 3J0pOBMX A00pOBOJLIIB
40J10BiY0Y Ta ’KiHOYO1 cTaTI.

Ne: PLM-P1-261

6. daza xNIHIYHOTO
BUNIPOOYBaHHS

®aza I (nocmimkeHHs O10eKBIBAICHTHOCTI)

7. Ilepion npoBeeHHS
KJIIHIYHOTO BUOPOOYBaHHS

28.07.2017-14.08.2017

8. Kpaiuu, ne npoBoauiocs
KIIiHiYHe BULIPOOYBaHHS

Kanana

9. KipKicTh OCTIIXKYBaHUX

3apaxoBanux: 48
3aBepiuunu: 48

10. Mera Ta BTOpHHHI 111
KIIIHIYHOTO BUNIPOOYBaHHS

Meroro nmaBoro mocnmipkeHHs Oyna OIIHKA Ta IOpIBHSIHHSA
610M0CTYMHOCTI 1, OTXKEe, OIllHKa OIl0eKBIBAJEHTHOCTI MK
JOCHIJIKYBaHAM JIIKAPCHKUM 3acCO00M Ta KOKHHUM IperiapaToM
TIOPIBHSHHS pUBapoKcabaHy IiCs OJHOPA30BOTO IIE€POPATIBHOIO
TIpUITOMY HaTIIIE.

11. Jqu3aiis KIiHIYHOTO

BUNIPOOYBaHHS

OnHOLIEHTPOBE, paHIOMI30BaHe, CIIIe, OMHOPA3oBe, 3-MepiojiHe, 6-
MOCIIIOBHE, MIEPeXpecHe NOCIIDKCHHS.
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12. OcHOBHI KpuUTEpii
BKJTIOUSHHS

YyacHMKHY JOCTIKEHHS: YOJOBIKM UM XIHKHM BiKOM He MeHIte 18
POKiB, ajie He crapiie 55 pokiB. OCHOBHI KpUTepii BKIIOUEHHS:

* HEKYpL ab0 KOMHIIHI Kypll

* ingexc macu tina (IMT) y mexax Big 18,5 mo 30,0 xr/m?
BKJIFOUHO

* BIJICYTHICTH KJIIHIYHO 3HAYYILIMX BIOXWJIEHb 33 AaHUMH 12-
kananbHoi EKI', oTpuMaHOoi py BKIIOYEHHI 10 JOCIIKEHHS

* HETATUBHUH TECT HA BaTITHICTH Y KIHOK

* 3JIOPOBI 3TiHO aHaMHE3Y, MOBHOTO (I3UKATBHOTO 00CTEXEHHS
(BKIIOYAIOMN TOKA3HMKU JKMTTEIISIILHOCTI) Ta 1abopaTopHUX
JIoCIipKeHs (3aranbia 010XiMis, 3aranbHuil aHai3 KpoBi, aHai3
ceyi Ta Koaryjorpama)

13. JlocnipKkyBaHUN JTiIKApChKUiA
3aci0, croci6 3acToCyBaHHS,
cuia mii

PuBapokcabaH, Tab1eTKH, BKPUTI ILTIBKOBOIO 00OJIOHKOIO 110
10 mr (@apmanepruunuit 3aso «[IOJIbLOAPMA» C. A,
[Tonbma). Crioci6 3acTocyBaHHs: EPOPANBLHO.

14. IlpenapaT nopiBHIHHSA, 1034,
croci6 3acToCcyBaHHs, CHa il

Kcapesnro®, 10 Mr TabeTki BKPUTI MITiBKOBOKO 060JIOHKO0
(Bayer Pharma AG, HimeuuuHu)

Kcapento®, 10 Mr TabneTku BKPUTI MIiBKOBOIO 060IOHKOMO
(Bayer Inc., Kanana)

Croci6 3acTocyBaHHs: NEPOPATbHO

15. CynyTHs Teparist

OOMeXeHHs, SKi 3aCTOCOBYIOTLCS /ISl 3aro0iraHHsi MOXKIMBOMY
BIUIUBY Ha MOKAa3HWKA KOHIIEHTpAIll JTiKapCchKUX 3aco01B, ONUCaHI
HIDKYE!

» JlikapchKi 3ac00H, 3a00pOHEHI BiITIOBIHO A0 YMOB BUKITIOYEHHS.
* PenenTypHi npenapaty, sKi BUKOPUCTOBYIOTHCS IS JiKyBAHHS
Oy/Ib-SIKOTO 3aXBOPIOBAHHS, HE JIOITY CKAJMCA MPOTAroM 28 AHIB 10
TIEpIIOTo MPHIOMY Ta MiJi Yac JOCTIKEHHS, SKINO iHIIe He 0yo
BH3HAYEHO T'OJIOBHUM JIOCTTHUKOM a00 NIpU3HAY€HOI0 0CO00¥0.

*» bespenentypni npenaparu (OTC) He momyckamics IpoTaroMm 7
JIHIB 10 HEpIIoTo MpUtoMy Ta I Yac JOCHKEHHs. YJ9acHUKaM
Oy110 0cOOMHBO 3a3HAYEHO, IO JI0 HUX BIAHOCATHCA NpenapaT Bijl
sactyau, aunermncamimunosa kucnota (ACK), mecrepoimni
TpOTHU3anainbHl 3aco0K, BITAMIHM Ta HATYpaibHI MPOAYKTH, SKi
BUKOPUCTOBYIOTHCS JUTs JOCATHEHHS TEPAeBTUYHUX PE3YJIbTAaTiB, a
TaKO’X aHTAIM/IHI IIpeTapaTy.

Jlo3Bomsinocss  3acTOCYBaHHS ~CHUCTEMHHX KOHTpALIENTHBIB Ta
3aMiCHOT TOPMOHAIBHOI TEpartii.

16. Kputepil ominku
e(EeKTUBHOCTI

CriBBiAHOIIEHHS T€OMETPHYHUX CEPEAHIX 3HaUYeHb HallMEHIIHX
kBagparie 3 BimnosimHuM 90%  fmoBipuMM  iHTEepBalIOM,
PO3pax0OBaHMM 34 €KCIIOHEHTOK PIZHHLI MDK AOCIHIKYBaHHM
mKapchbkuMm 3acobom Ta IipemapaTroM MOpIBHSHHS Juis  In-
TpaHcopmoBanux mnapamerpie Cmax ta AUCO-T noBusHI
3HAXOJMTUCS B Mekax Jiianazony OioekeisanentHocti Bia 80,00
1o 125,00%.

17. Kputepii ouiHKyu 6€30eKu

Besneka omiHrOBajiacs UDLIXOM aHamM3y NOOIYHUX e(eKTis,
CTAaHAAPTHUX J1abopaTOpHUX JOCHIKEHb (BKIIOYAIOUM pPIBHI
I[IB/MHO ta AUTB [koarymsimiiiai TecTH]), a TakoX NOKa3HHKIB
JKUTTENISUIBHOCTI.

18. CrarucTU4H1 MeTONHU

CratucTi4nuil aHami3 Oa3yBaBCs Ha mNapaMeTpUyHiil Mozeni
ANOVA. ®ixcopani (pakTopy: MOCTIJOBHICTE, TIEPiOA, NIKYBaHHS,
cy0'exT (BKIaseHi y IOCIIIOBHICTB).
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19. JemorpadivHi MOKa3HAKHA
JIOCJIIJI>KYBaHOT Oy ST
(cTats, BiK, paca, TOIIO)

VyacHUKU JOCHIIKEHHA: YOIOBIKYA YU JKIHKHA BIKOM He MeHiue 18
POKIB, aJjie He cTapllie 55 pokis.

20. Pe3ynbratu eeKkTUBHOCTI

Pe3ynpTaty 1bOro MOCHiMKEHHSA CBIAYATH NP0 JOTPUMaHHS
KpUTEpiiB 010€KBIBaJIEHTHOCTI npu 3aCTOCYBaHHI
JOCTIIPKYBaHOTO JIKapchKOro 3aco0y Ta mpenapary mopiBHIHHS
HaTLIe.

21. Pesynbratn 6e3nexu

3aranoM y [s0My JIOCTIDKEHH] B3SUTH y9acTh 48 YUACHUKIB, 1 TICIIS
pasmoMizaii  Bci 48 yYaCHHMKIB OTPHMATH JIOCHIJPKYBaHMI
nikapchkuit 3aco6 (PuBapokcabaH) Ta mnpemapaT TOpPIBHIHHS
Kcapento®, 10 Mr. ¥V %0[HOTO 3 YYaCHUKIB, 3a7Ty4eHHX JI0 IBOr0
OOCTIMKEeHHs, He OyJlo 3apeecTpOBaHO JKOAHHX CEpHO3HHX
nobiyHuX eekTiB Ta MOAHNX cMmepTei. JJOCTiIHUK He BUKIIOUMB
JKOJIHOT'O 3 YYACHHKIB 3 MipKYBaHb Oe31eku. Y ci aHOMabH1 KIiHIuHI
nabopaTopHi NOKasHUKK OyJM HE3HAYHO BULMMH a00 HIKUMMH 3a
cBOl pe(pepeHTHI Iiana3oHu, 1 KoJeH 3 HMX He OyB BU3HAHMIA
JOCIIHUKOM KiliHIMHO 3HadyuM. Kpim TOro, y yJacHUKIB 11bOTO
JIOCTIPKEeHHS He OyNIo BUSIBICHO KIIIHIYHO 3HAYYIIUX BIIXHUICHD Y
JKUTTEBO BAYKJIMBHUX MTOKA3HUKAX.

22. BUCHOBOK (3aKJIFOYEHHS)

Ha ocHOBi pesynbrariB, OTpUMaHHX Yy IBOMY JOCHIKEHHI,
PupapoxcaGan, TabneTrku, BKpPHUTI IUIIBKOBOIO 0GONOHKOIO MO
10 mr (EMBOKCA, Toprisensna nassa B Yxpaini) Ta Kcapento®,
10 wmr Tabnerku BKpUTI IUIIBKOBOIO 00ojoHKOIO Oyim
010€KBIBaJICHTHUMH IIpH pHHOMI HaTIIIe./’ ;

T 7

A/

e (minnc)
IIpencrasHul 3asBHuKaY MeHeUKepKa JenapTaMedTy 13
perviastopuux murtags TOB “TTOJIBDAPMA I0A”

Xutpuy H.B
(IL1.B.)

‘Q;Li&m“m/ﬁ

VTP




		2026-03-04T10:29:07+0200




