PE3IOME IIJIAHY YIIPABJIIHHS PUBUKAMMU 1.2
d AAPHUUA EPIAES®
Ta0JIeTKH, 110 JUCTIEPIYIOTHCHA Yy POTOBiii MOPOKHUHI, 110 Crop 135
S mr

PE3IOME IIVTIAHY YIIPABJIIHHA PUBUKAMMU

EPIIE3®
Ta0JIeTKH, IO JUCIEPIYIOTHCS Y POTOBIi MOPOKHMHI, 110 S MT

Mixycnapoona nenamenmoesana nazea: Desloratadine

Ile pestome TuTaHy ympaBiiHHSA pu3MKamMu it Jikapcbkoro 3aco0y EPIJIE3® Ttadsjerkm, 1o
JAMCIIEPTYIOTHCS Y POTOBIii MOPOKHUHI, 0 5 MT.

VY naHomy miiaHi ynpaBiliHHS pU3MKaMHU HaBEACHO iH(POpMaIlilo PO BaXIIMBI pU3UKH, MTOB’A3aHI 13
3aCTOCYBaHHSAM JIIKapPChKOTO 3aco0y, 3aXO0JH IOJMO0 MiHiIMi3alii IMX PU3MKIB, a TAKOX MPO Te, 5K
OyJIe OTpUMaHO IOJATKOBI JaHI IIOJ0 PU3WKIB Ta HEBHU3HAYCHOCTEH (BiACYyTHBOI iH(DOpMaIiii),
OB’ I3aHUX 13 3aCTOCYBAHHSM IIbOTO JIIKAPCHKOTO 3aC00Y.

3axoou 3 ynpaeninnsa pusukamu BKIIOYAIOTH PYTHHHI 3axoAd 3 (apMakOHArJALy, Taki sK
MOHITOPUHT IMOBIIOMJIEHb PO MOOIYHI peakiii, aHai3 CUTHAIIB Oe3MeKH, MiArOTOBKA PETYIISIPHO
OHOBJIIOBAHUX 3BITIB 3 O€3MEKM Ta OHOBJICHHS IHCTPYKIIII I MEIUYHOTO 3aCTOCYBaHHS, y pasi
HEOOX1IHOCTI.

JlomaTkoBHUX 3aXO/IiB 3 MiHIMI3allli pU3HUKiB Hapa3i He mepea0oaveHo.

KopoTka XapakrepucTuKa JIKapChbKOTO 3aco0y Ta IHCTPYKIS A MEAWYHOTO 3aCTOCYBAaHHS
MICTATh BaXJIMBY iH(OpMAIiO AT MEIUYHHUX NPAIiBHHUKIB 1 MAII€HTIB MO0 MPAaBUIHLHOTO
3actocyBaHHs Jikapcbkoro 3aco0y EPIJE3® Tta0JjeTku, 10 AUCHEPryHOTbCS Yy POTOBIi
MOPOKHMHI, 10 5 MT.

Lle pe3toMe TIaHy yNpaBliHHSA PU3UKaMU Oyjie OHOBIIIOBATUCS Y Pa3i MOSIBU HOBUX CYTTEBHUX JaHUX
o0 npodurro Oe3meKu JiKapchkoro 3aco0y. BaxknwBi HOBI mpobieMu abo 3MiHHM 10 HAasIBHUX
pHU3HKiIB OyAyTh BiTOOpaKeH1 y BIJIMOBIIHUX OHOBJICHHSX IIJIaHY YIIPaBJIIHHS PU3UKAMHU.

L. Jlikapcbkuii 3aci0 Ta HOro NpuU3HAYeHHS

EPIJIE3® Tadaerxku, 0 AUCHEPry0ThCS Y POTOBiH MOPOKHUHI, IO S MI' 3apeeCTpOBaHUM JUIA:

YCYHEHHS CHMIITOMIB, TOB’SI3aHUX 3: AJIEPTiYHUM PUHITOM; KPOIHB’ SHKOIO.

[IpenapaTt MICTUTH JE3JI0paTaiviH SK 09y PEYOBHHY Ta 3aCTOCOBYETHCSA MEPOPAIbHO y (opmi

TabJIETOK AUCIIEPTOBAHUX IO 5 MT.

I1. Pu3uku, noB’si3aHi 3 JikapcbKUM 3ac000M, Ta 3aX01M I iX MiHiMi3alii a00 moaaabLIIOro

BHUBYCHHSA
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Hwxkue HaBeeHO BaKIMB1 PU3UKH, 1MOB’s13aH1 13 3actocyBaHHaM mpenapaty EPIJIE3® taduerku,
10 IMCIEPTYIOTHCA Y POTOBiil MOPOKHUHI, MO 5 MI, a TaKOX 3aX0Jy MO0 iX MiHIMIZaIli Ta
3arIaHOBaHI1 TOCIIHKSHHS JUIsl OTPUMAaHHS JOJAaTKOBOT iHQOpMAIIii 010 X PU3HUKIB.

3axoau U MiHIMi3allil pU3KKiB, BU3HAYEHUX JUIS JTIKAPChKUX 3aC00iB, MOXKYTh BKIIOUATH:

. iHopMaIlifo B IHCTPYKIT 1T MEIUYHOTO 3aCTOCYBaHHS JIKApCHKOTO 3aco0y, 30Kpema
MOTIepePKEHHS, 3aCTEPEKEHHS Ta pEKOMEH 1allli II0J10 MPaBUIIBHOTO 3aCTOCYBaHHS;

. MapKyBaHHs BTOPHMHHOI Ta TEPBUHHOI YMaKOBKH, 13 3a3HAYEHHSM JIIKapCchKoi (opmu,
JI03yBaHHsI, yMOB 30epiranHs Ta iHIIO1 BayKIMBO1 iH(GOpMaLii At 6€3[1eYHOro 3aCTOCyBaHHS,

. HAJIC)KHE TAKyBaHHs, [0 BiANOBiJa€ KypcoBid 7031, II0 B CBOI Yepry, MiHIMI3y€ PHU3HK
MTOMUJIKH TP 3aCTOCYBaHHI.

VYci BuIe3a3HaueHi 3aX0QH € YaCTHHOIO PYTUHHHX 3aXO1B 3 MiHIMI3aIlil pU3HUKIB.

Kpim Toro, indopmariss nmpo modiyHi peakiii 30MpaeThcs Ha TMOCTIHHIA OCHOBI Ta PETYJISIPHO
aHaJ3y€eThCs, 30KpeMa Yepes3 OLIHKY PeryIsspHO OOHOBIIOBAHHUX 3BIiTiB 3 O€3MEKH.

Axmo BaxkiauBa iH(pOpMaIlisA, sSKa MOXKE BIUIMHYTH Ha O€3MeYHe 3acTOCyBaHHS IIpemnapary
EPIJE3® Ta6aeTKu, 10 TUCNEPTrYIOTHLCA Y POTOBiii MOPOKHHUHI, MO 5 Mr, Hapa3l BiACyTHS,

BOHA HaBe/IEHA HIKYE B PO3LL «BIACYTHS 1HPOPMALIIS.

ILA. IlepeJik BaxJMBUX PU3UKIB Ta BiACYyTHBOI iHGopmamii

BaxuuBi pusuku nikapcskoro 3aco0y EPIJIE3® Tauerku, mo JMCHEPrylOThesl Y POTOBIi
NMOPOKHUHI, M0 5 MI — 1€ TaKi PU3HKH, AKI MOTPeOyIOTh CIEMIAIbHUX 3aXOiB 3 YMPaBIiHHS
pHU3HKaMHU, CIIPSIMOBAHUX Ha iX MOJabIIe BUBYEHHS a00 MiHIMIZAIlilO0 IJIs TOTO, MO0 mpermapar
MO>KHa OyJ10 OE€3MEeYHO 3aCTOCOBYBATH.

BaxxnuBi pu3uKy TOIUTSIFOTECS HA 11eHTU(IKOBaHI Ta MOTEHITIIHI:

o InenTudikoani pusuku — 11¢ HebakaHi ePeKTH, s AKUX ICHYE TOCTaTHIN JOKa3 3B’A3KY
13 3actocyBanHsM npenapaty EPIJIE3® Tadjerku, 1m0 1ucnepryoThCs Y POTOBiii MOpPoKHMHI,
1o S mr.

. [ToreHmiiiHi pU3UKH — 1€ PU3UKHU, LIOJO0 SKUX MepeadadaeTbCsi MOXKIUBUM 3B’S30K 13
3aCTOCYBaHHSIM JIIKQPCHKOTO 3aco0y Ha IMMiJICTaBl HAasBHUX [aHUX, MPOTE 1€ 3B’S30K I HE
TOBEACHHH 1 TOTpeOy€ MOAAIBIIOT OIIHKH.

. Biacytusa indopmartiss — e Ti acniektr npodiiro Oe3neKku mpenapary, o0 KX Hapasi
Opakye AaHUX, 1 11l JaHi He0OX1IHO OTpUMATH (HAIIPUKIIAI, 1010 TPUBAJIOTO 3aCTOCYBaHHS, IEBHUX

IpyI NAIi€HTIB TOLIO).
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Biocymmnsa inghopmauin e BincyrHs

I1.B Pe3ome BasKJIMBHUX PU3HKIB

Indopwmariiss 3 Ge3nekn B 3amporioHOBaHINA iHQoOpMaIi MPO MPOAYKT Y3TO/HKeHa 3 pedepeHTHUM

JKapChbKUM 3aCO00M.

I1.C Ili1an micjasipeecTpaliiiHOro pO3BUTKY

I1.C.1 JocainkeHHs1, IKi € yMOBaMH peecTPALiiiHOr0 MOCBITYEeHHS

BiacyTHi mochimkeHHs, SKI € yMOBaMH peecTpaiii abo cremialbHUMU 3000B’sI3aHHSAMU IS

npenapary EPIIE3® TadsieTku, mo 1ucnepryTbesi y POTOBid NOPOKHUHI, IO S MT.

I1.C.2 I gocaigskeHHs1 y paMKax MicasipeecTPaniiHOro mjiaHy po3BUTKY

BincytHi nociimxenns, HeoOxinHi mig npenapaty EPIJIE3® TadieTku, 1o IMCHEPrylThes y

POTOBIii MOPOKHUHI, 10 5 MI y paMKax MiCIIpeecTPaLifHOTO TUIaHy PO3BUTKY.




