1. Hazga nikapcekoro
3aco0y (3a HasBHOCTI —
HOMEDP PEECTpaLiiHOrO
MOCBiTYEHHS)

2. 3assBHUK

3. BupobHuuk

4. [1poBeneHi AOCTiIKEHHS

1) Tun nikapcbKkoro 3acofy,
3a IKMM IIpoBoausiacs ado
TUIaHY€THCS peecTpariis

5. lloBHa Ha3Ba KJIiHIYHOTO
BUIIPOOYBaHHs, KOJIOBAaHHH
HOMEp KJIIHIYHOTO
BUIIpOOYBaHHs

6. daza kniniu"oOroO
BUIIPOOYBaHHs

7. Ilepiox npoBe/ieHHS
KJTIHIYHOTO BUIIPOOYBaHHS

8. Kpaiuu, jie nporoauiocs
KJ1iHIYHe BUIIPOOyBaHHs

9. KinbkicTs
JIOCITIKY BAaHUX

10. MeTa Ta BTOpHHHI 11T
KJIIHIYHOTO BHIIPOOYBaHHS

3BiT Ne 2 npo kaiHiuHe BUNIpoOyBaHHH

KCAPIKC, tabneTkun, BKpUTI ITIBKOBOIO 000JIOHKOIO, IO 2,5 MT,
10 Mr, 15 Mr, 20 MT

TOB HB® «MIKPOXIM»
Canexa ®@apmMachioTikanis a.c.

TaK 0 Hi SKuio Hi,

0OIrpyHTYBaTH

I'enepuunHmii TiKapchKUit 3acid

Bigkpure, pangomizoBane, 30ajaHcoBaHe, JBOINEPIOJHE, 3 JBOMA
MOCIIIIOBHOCTSIMH, ~ OJIHOZO30BE,  II€PEXpEecHe  JIOC]iDKeHHS
010eKBIBJICHTHOCTI 3 MEpOpaJibHUM [PUHAOMOM [IpenapaTis
PuBapokcaban 10 mr, TaGneTkH, BKPUTI TUIBKOBOIO 000JOHKOIO,
BupoOHuuTBa Jlabopmen @apma C.A., Pymynis, ta Kcapenro® 10
Mr, TaOJeTKM, BKPHTI IUIBKOBOIO 000JIOHKOIW (pHBapokcabaH),
BupobHuitea baitep AI, 51368 Jlesepkysen, Himeuuuna, y
3J0POBUX JOPOCIIHX JIKOJIEH HATIIE.

Kon nocnimxenus: NCS-657-19-CS

IIpoTokon nocmipxenns: sepeis 1.0 Bix 18.01.2019 p.

@aza [ (nocnimkeHHsa 010€KBiBaJIEHTHOCTI)

JHara nouarky mocmimkennua: 09.03.2019
Jlata 3aBepuienns gociimkerns: 06.05.2019

lamia

3annaHoBaHa: 48 310pOBUX J0OPOBOJIBLIIB
@axTuyHa: 48 310pOBUX JOOPOBOJIBLIIB

Mera: OxapakTepu3yBaTH IIBHIKICTH Ta CTymiHb abcopOuil
puBapokcalaHy Micias MepopajbHOro 3acTOCYBAHHS Ta OLIHUTH
OloeKBIBalICHTHICTE ~ TECTOBOrO  Mperapary  crooHcopa  —
Pusapoxcabany 10 mr, TablieTOK, BKPUTHX MTIBKOBOK 000JIOHKOIO,
— MOpIBHAHO 3 pedepeHTHUM npenaparoM Kcapento® 10 wr,
TaOJeTKaMM, BKPUTHMH [IJIIBKOBOKO OOOJIOHKOI, Y 370pPOBHX
JIOPOCIIHX JIIOJICH HaTLE.

Bropunni wmimi: OuinutH ©Oe3meky Ta MepeHOCHMICTE 000X
NiKapchbKUX 3aco0iB Ha mnijicTaBl KIiHIYHOrO 1 JabopaTopHOro



11. Jlu3aiiH KIIHIYHOTO
BUIIPOOYBaHHS

12. OcuoBHi kpuTepii
BKJIFOUEHHSI

13. JlocnipkyBaHu |
Jikapebkuii 3acif, crocio
3aCTOCYBaHHs, CUJia il

14. Tlpenapati nopiBHAHHS,
crocid 3acTocyBaHHS, CHIIA

il
15. CynyTHs Tepanis

16. Kpurepii oninku
eekTHBHOCTI

17. Kpurepii ouinku
Oe3neku

18. CraTHCcTHYHI METOIH

19. lemorpadgiuni

MOKAa3HUKH J0CIKYBaHOT
MOy JIALiT (CTaTh, BIK, paca,

TOLIO)

20. PesynbsTatu
e(eKTHBHOCTI

21. PesynbraTn Oesnexu

22. BucHoBok
(3aKinouenns)

06CTeKEHHS a TAKOYX JJOKyMeHTy BaHHs rmodiunux s (1) ta/ado
nobiunux peakuii (I[1P) na JI3.

Binkpure, panjomizoBaHe, 30ajlaHCcOBaHe, 3 ABOMA IpernapaTami,
JBOMa IlepioflaMH, IBOMa TMOC/IIOBHOCTSAMH, 3 OJHOKPATHHM
[IepOpaAILHUM HPUHAOMOM, repexpecHe JIOCJIIJIDKEHHS
O10€KBIBAJICHTHOCTI Y 3/I0POBUX AOPOCIIHX JIIOJIEH HaTIIE.

3nopoei nobpososnbii BikoM Bij 18 10 45 pokiB (BKJIIOYHO), 3 MACOIO
Tina e menme 50 xr Ta ingexcoM Macu Tiia Bix 18,5 mo 30,0 kr/m?
(BKIJTIOYHO) HA MOMEHT CKPHHIHTY.

PuBapoxcaban 10 mr, TabneTkH, BKPHTI IUIIBKOBOIO OOOJOHKOLO,
supobuunTea Jlabopmen ®apma C.A., PymyHis juist nepopaibHOro
3aCTOCY BAHHA.

Kcapenro® 10 wmr, tabneTku, BKPHTI IUIBKOBOK 000JIOHKOIO,
BupobHunTBa baiiep Al, 51368 Jleepkysen, Himewyuuna s
HepOPaILHOTO 3aCTOCY BAHHS.

He 3actocoByeThes.

[Mpenapati BBaXaTh OioekBiBaieHTHUMHM, aK1o 90% noBipunit
iHTepBaJl Ul CIBBIJIHOIIEHHS Cepe/iHIX IeOMETPHYHHX 3HAueHb
napaMeTpiB  Cmax, AUCq.y Ui JOCHIDKYBaHUX —IIpenapariB
3HaxoauThesA B Mexkax 0.8000-1.2500 (80.00-125.00%).

Jist oLiHKH Oe3MeKH J0CIIIDKYBaHHX MpernapaTiB OyB NpoBeaeHHH
ananis [TS/11P.

JHucnepciiinuit  ananizs (ANOVA) OyB BukoHanui s In-
nepeTBopenux (apmakokiHeTHUHUX mapameTpiB Cmax 1 AUCo-.
Po3paxoBaHo cepe/iHi reoMeTpHyHi 3HaueHHS napamerpiB Ciax 1
AUCo., BIIHOIIEHHs cepe/HiX reomeTpuuHux 3HadeHb (T/R), a
takoxk 90% J1oBipYi iHTEPBAIH 7S LIUX BiJHOILIEHB.

V nociipkeHHl B3sM ydacTh 48 moOposomnsiB. [1ix uac ckpuHIHTY
peecTpyBau Bary, 3pict, IMT Ta Bik koxHoro cy0’ekra. Bara Oyna
B ME’KaX HOPMH BiJIMOBITHO /10 HOPMAaJIbHHUX 3HAYEHb 1HEKCY MacH
tina (ixz 18,50 mo 30,00 kr/mM?) 3 miniManbHOMO Baroro 50 kr. Bik
JoCIiKyBaHuX OyB y aianazoHi Bia 23 1o 44 pokis.

O6uncneni 90% oBipui iHTEpBAIH JUIS CIIBBIIHOIIEHHS CEPEIHIX
reOMETPHYHHX 3Ha4yeHb napaMeTpiB Cmax, AUC(01) 3HAXOIATHCS B
mexax 80.00-125.00% Juis puBapokcabany.

VY uboMy JI0CIi/DKEeHH] JIeTaIbHUX BUIMIAAKIB HE OYJI0.

ITig yac mocimkeHHs OYJI0 3apeecTpPOBAHO IIiCTh MOOIUHUX ABHILL
Ta OJIHE cepio3He MoOIYHEe SIBUIIE.

TecTtoBanmii Ta pehepeHTHHH npenapaT 100pe MepeHOCHITUCS.

BioekBiBaleHTHICTL JIKapchbKHX 3acobiB Puapokcadan 10 wr,
TabJIETOK, BKPUTHX IIJIBKOBOK  OO0JIOHKOK, BHPOOHHIITBA
Jlabopmen Mapma C.A., Pymynis, Ta Keapento® 10 mr, Tabnerok,



3asiBHUK (BJIACHUK Jupekrop
peecTpariitnoro TOB HB® «MIKPOXIM»
TIOCBI/TYCHHS) Knum TUMKO




