YTBEPKIEHO
IIpuka3z MunucTepcTBa
3APaBOOXPaHEHHN Y KPAHHBI
24.05.2013 Ne 426
PerucrpannoHHOe y10CTOBEepeHHe
Ne UA/8360/01/01

N3MEHEHWSI BHECEHBI

Ilpuka3s MuHHCTepCTBA

3ApAaBOOXpPaHeHHs YKPAHHBI
02.04.2015 Ne 199

WHCTPYKIIHSA
mo MEAHUHHCKOMY leflMEHEHHI{I npenapaTa

SJEM

(EDEM)
Cocrag JIEKAPCTBEHHOr0 CpecTBa:
Oeticmsyiowee seuyecmeo: desloratadine;
1 TabneTKa comepKUT ae3iiopaTanuHa B nepecuere Ha 6e3sonuoe 100 % BemecTBo 5 Mr;
8CnoMozamenvHuie geujecmsa: KaJIbIIHS runpocdochar IUTHAPAT, LEJLTI0N03a
MUKPOKPUCTA/UTHYUECKAs, JTAKTO3BI MOHOTMZpPAT, KpaxMall KyKypy3HBIH, THIIPOMENO3a, Kajblks
creapat, Opadry II 85F 30571 Blue (>xene3a oxcup kpacHsiil (E 172), cnupT MOMTMBHHUIIOBEIM,
tutana quokcun (E 171), tansk, maaurokapMud (E 132), monuITHIEHTIIHKOIIB).

JlexapcrBennas popma. TabneTy, MOKPHITHIE 0O0IOUKOH.
Tabnerku Kpyrinod (GOpMEI ¢ JBOSKOBBIIYKJION MOBEPXHOCTBIO, IOKPBITBIE 0DOIOUYKOH roiyooro

LIBETA.

Hassanue 1 MeCTOHAXO0K/IeHHE MPOU3BOIHTEIS.
[TAO «Dapmax».
Vxpauna, 04080, r. Kues, yn. ®pynse, 63.

dapmakoTepaneBTHYeCKash rpynna. AHTHUTHCTAMUHHBIE CpEACTBA [UIL  CHCTEMHOIO
npumenerns. Kog ATC RO6A X27.

JHe3noparaaiH — HeCeIAaTHBHBIA aHTUTHCTAMUHHBIN IIpenapaT MIMTENBHOrO AEHCTBHS, HMEOIMH
CEJIEKTHBHOE aHTaroOHHCTHYecKoe JeiictBime Ha mepudepuyeckue Hi-penentopsl. Ilocne
IIEPOPATTEHOTO BBEIEHHUS JE3NI0paTafiiH CENEeKTHBHO ONOKHpyeT Hepu(epHUecKHe THCTAMHHOBBIE
Hi-penenTopsl.

B wuccnenoBaHusX in vifro ne3nopaTagyiH IIPOJEMOHCTPHPOBAJ Ha KJIETKaX OJHIOOTENHSA CBOM
AHTHAJUIEPTHYECKHE CBOHCTBA. 10 IPOSIBIISIIOCH YTHETEHHEM BBIZICJICHHS
NPOTUBOBOCIANMTEEHEIX  [UTOKHHOB, Takux kak IL-4, IL-6, IL-8 wu IL-13, wm3
MacTOIMTOB/0a30(HIOB YeloBeKa, a TAKXKE YTHETEHHEM JKCIIPECCHH MOJIEKYJ aire3uH, TaKHX
KaK P-cellekTHH.

MHorouncaeHHblE HCCIENOBAHMS IIOKA3aJIM, YTO, KPOME AaHTHIHMCTAMHMHHOM aKTHBHOCTH,
JE3I0paTaiH OKa3bIBAET IIPOTHBOAIIEPTHYECKOE M IPOTHBOBOCHAIHTENIBHOE JeHCTBHE.
He3nopataguH He BBI3BIBAET H3MEHEHWH CO CTOPOHBI CEpAEYHO-COCYAMCTOH CHCTEMBI, He
IIPOHHKAET B IIEHTPAJBHYIO HEPBHYIO CHCTEMY H HE BIHAET Ha IICHXOMOTOPHYIO (DYHKIHIO.

VYV manueHTOB C aUIEprHYecKUM pHHHUTOM JAe3nopaTaiuH 3(Q(EKTHBHO YCTPaHAET TaKue
CHMIITOMBI KaK YHXaHHe, BBIICTEHUS U3 HOCa U 3y, a TAKXKE pa3[pakeHHe I7a3, CIe30TeUeHUE U
noxpacHeHue, 3yx Heba. [esnopatanun 3¢dekTUBHO KOHTpOJIPIpY?_I‘_,QI{MHTQMBI“B‘T&‘IEH'I:I'EZLL




YacoB.
KonuenTpauuu ne3nopataguHa B IUIa3Me KpPOBH MOXHO ompenenuTs 4epe3 30 MUHYT mocie
BBeeHus. Jle3nopaTaaut Xopouo abcopOupyeTcs, MaKCUMaNbHas KOHIEHTPalKs JOCTHIAETCs
NpHOIH3HTENBHO Yepe3 3 4aca; Nepuo. II0IyBLIBeIeHHS COCTaBIsIET IPHOIM3UTENBHO 27 4acoB.
CTeneHb KyMyJISIMH A€3/I0paTaJiHa OTBEYasia ero Nepruoay MOTyBEIBeAeHUS (TPHOIH3HTENEHO
27 49acoB) W uacToTe IpHeMa | pa3 B CYTKH. DHOJOCTYIHOCTE Ae€3lopaTagvHa Oblla
[pONOPILHOHATEHA 03¢ B AHama3oHe oT 5 mo 20 mr. Jle3nopaTaIuH YMEPEHHO CBS3BIBAETCA C
Genxamu miasmel (83-87 %). Ilpu npuMeHeHUH 1035 ne3nopatanuHa (ot 5 go 20 Mr) oauH pa3 B
CYyTKH B TeueHHe |4 1OHeHd NpHU3HAKOB KIMHHYECKH 3HAYAMOH KyMyJAIMM Ipermapara He
BBISIBJIEHO.

I[Tuina (KUPHEBI BEICOKOKAIOPHAHBIN 3aBTPAK) He BIMAET Ha (apMaKOKHHETHKY Je3/10paTafiHa.
Taxoke ycTaHOBIIEHO, YTO IpeHn(pyTOBLIH COK HE BIUIET Ha (JapMaKOKHHETHKY Ae3JI0paTanuHa.

IMoxka3aHus K NpUMEHEHHIO.
VcTpaHeHue CUMIITOMOB, CBS3aHHEIX C:
—  QJUIEprHYecKAM PHHHTOM (YMXaHHe, BBIIETICHUS U3 HOCa, 3y, OTEK H 3aJI0KEHHOCTh HOCa,
3y[l ¥ IOKpAacHEHHE IJ1a3, CIE30TEUEHHE, 3yl B 001acTH Heba U Kallelb);
— KpamMBHHLEH (3yX, CBINb).

IIpoTHBONMOKAa3aHH.
[ToBBIIIEHHAs YYBCTBHTENIBHOCTh K AKTHBHOMY BELIECTBY HJIM K KakoMY-IHOO KOMIIOHEHTY

IIpeIrapaTa, UK K JIoOpaTadHHY.

Hapne:xamue Mepb! 6e30MacHOCTH NIPH NPHMEHEHHH.

VY GoNBHBIX ¢ NMOYEYHOH HEZOCTATOYHOCTBIO BBICOKOHM CTENEHH IpPHEM IIpernapara DIEM CIeoyeT
OCYIIECTBIATh IIOJ KOHTponeM Bpaua. llarpeHTaM C pEOKOCTHBIMHM  HAC/EICTBEHHBIMH
NPOSIBJIEHUAMH HENEPEHOCHMOCTH TajlaKTO3bl, HEIOCTATOYHOCTHIO JIAKTa3bl MJIM CHHIPOMOM
ManbabcopOIMH [IFOKO3BI ¥ FaJIaKTO3bI HE CIIEAYET IPHHUMATh 3TOT IIpenapar.

Oco6ble nmpeaocTepekeHus.

Ipumenenue g nepuood bepemenHoCmU UL KOPMIIEHUA 2Py ObIO.

[e3noparague He MpPOJAEMOHCTPHUPOBAJ TEPAaTOTEHHOCTh B HCCIENOBAHUAX HA IKUBOTHBIX.
besonacHocTs NpuMeEHeHMS Tpenapara B IepHOJ OEpeMEHHOCTH HE YCTAHOBJIEHA, IIO3TOMY
IpUMEHEHHE JIeMa BO BpeMs OepeMEHHOCTH HE PEKOMEHIYETCS.

Je3nopartanyd MpPOHHUKAET B TIPYJHOE MOJOKO, IIO3TOMY IpHMEHEHHE OJeMa >KEHIIHHAM,
KOPMSIIMM TPYIBIO, HE PEKOMEHIyeTCs,

Cnocob6rocms enuams HA CKOPOCHMb PEeAKWUU RPU YRPAGIEHUU ASMOMPAHCROPMOM WU
pabdome c Opyzumu MexaHuIMamu.

[MTanenToB ciexyer npoHHGOPMHPOBATh, YTO B OYEHB PEOKHX CIydasX HEKOTOPEHIE JIOMU
OLIYINAIOT COHJIHUBOCTE, TOJIOBOKPY)KEHHE, UTO MOXKET BIHATH Ha MX CIIOCOOHOCTE YIIPaBIATH
aBTOMOOHMIIEM M CIIOXKHOM TEXHHUKOIH,

Hemu.

OddexTuBHOCTs W Oe3omacHOCT NpUMEHeHHs TabneTok OpmeM neTaM m0 12 j1eT He
YCTaHOBJIEHEL.

Cnocof npuMeHeHHs ¥ 103bI.
Bspocnvim u demam ¢ 12 nem npenapat HasHadaeTcs B mo3e 5 mr (1 tabnerka) 1 pas B cyTkw,
HE3aBHCHUMO OT NpHeMa muiy. [Ipenapar pekoMeHIyeTes IPHHEMATE PETYISpHO B OJHO H TOXE
BpemMs CyToK. TaOmeTky HYyXHO TIJIOTaTh LENOH, He pa3)KeBbIBas, 3amuBas HeOOJIBIIHM
KOJMYECTBOM BOABL [IpOMOKHTENBEHOCTE JIEYEHHS 3aBHCHT OT TSDKECTH W TEUEHHS
3aboeBanus. I



JleueHre HHTEPMUTTUPYIOIIETO AJUIEPTUYECKOr0 pUHUTA (HalHuKe CHMIITOMOB MeHee 4 nHell B
HeJIeNI0 WM MeHee 4 Heenb) HeoOX0IUMO IIPOBOJUTE C YUeTOM JaHHBIX aHEMHe3a: IPEeKpaTHTh
II0oCie HCYE3HOBEHHS CHMITOMOB M BO300HOBUTE IOCJIE IIOBTOPHOIO MX BO3HHKHOBeHH. [Tpu
MEPCUCTUPYIOEM AJUIEPrHYeCKOM pHHUTE (HaJIH4He CUMITOMOB Ooliee 4 IHEH B Helenro WIH
Oonee 4 Henens) HEOOXOAMMO INPOAOJKATH JIEYEHHE B TEUEHHE BCEr0 NEPHONA KOHTAaKTa C
aJIJIEPTEHOM.

IlepenosupoBka. B ciydae mepego3wpoOBKHM NPHUMEHATH CTAHZAPTHBIE MEPHI JUIS YAaICHHS
HeaOcopOHPOBAaHHOrO  aKTHBHOIO  BellecTBa. PeKoMeHAyeTcss  CHMIITOMaTHYecKoe H
HOJIECPIKUBAIONIEE JIedeHHe. B KIIMHUYECKHX HCCIIe0BaHMAX, IE AE3/I0paTaguH BBOJHMICS B
no3ax 45 Mr (kxotopele B 9 pa3 mpeBBIIANM PEKOMEHIOBAHHBIE), KIMHHYECKH 3HAYUMEIE
HeXKeNaTeNbHbIe peakuuy He Habmonanuck. Jle3nopaTaJiiH HE BEIBOJUTCS IIyTEM IeéMOHalln3a;
BO3MOYXHOCTb €r0 YAaJIeHHUS MPH MePUTOHEeaTFHOM IHAJIN3E HE YCTaHOBJICHA.

Ilo6ouHnsble 3¢ dexThL

OO6bBI4HO Jie3mopaTaliH XOpOLIO ITePeHOCHTCS, HO MHOITIA BO3MOXKHO BO3HHKHOBEHHE MOOOYHBIX
s dexror.

Icuxuueckue paccmpoticmeq: TAIUTIOLAHALIHH.

Co cmoponwi HepeHOll cucmembl: TOJNOBHAs OONb, FOTOBOKPYXKEHHE, COHIMBOCTh, OECCOHHHUIIA,
IICUXOMOTOPHAs THIIEPaKTHBHOCTB, CYAOPOTH.

Co cmoponwl cepdya: TaXxuKapus, CUIBHOE cepauebueHue.

Co cmopoHul dicenydouHo-KuueyHo20 mpaxkma. CyXOCTb BO PTy, IAuapes, OOnb B JKHUBOTE,
TOIIIHOTA, PBOTA, TUCIIETICHS.

Co cmoponer eenamobunuaprHoll cucmembpi. TOBBIIIEHAE aKTHBHOCTH MEYEHOYHBIX (PEpPMEHTOB,
MOBBILIEHHE YPOBHA OHIHpYOHHA, TelaTHT.

Co cmoponbl crenemHo-molde YHOU CUCMEMbl U COEOUHUMENbHOL MKAHU, MUAIITHSL.

Obwue  HapywieHus:  peaklUHd  THIEPYYBCTBHUTEIBHOCTH  (BKJIIOYWas  aHa(HIaKCHIO,
AHTHOHEBPOTHYECKHH OTEK, OJNBIIIKY, 3YZ, BBICHIIAHMS M KPANMBHHILY), IOBBIIIEHHAs
YTOMJISIEMOCTb.

BzanMopneiicTBHe ¢ JpyruMH  JIEKAPCTBEHHBIMH  CPEACTBAMH M JApyrue BHIbI
B3aHMO/IeHCTBHI.

Kinuauyeckn 3HaYMMBIX H3MEHEHMH B IUIa3MEHHOH KOHLEHTpAlMH IIpernapara IpH
HEOJHOKPAaTHOM COBMECTHOM HCIOJB30BAHUE C KETOKOHA30JI0OM, JPHUTPOMHUIIHHOM,
a3sUTPOMHIIMHOM, (IIIOOKCETHHOM, LUMETHIUHOM 00HapyxeHO He ObL10. B cBA3HM ¢ TeM, 4TO
(bepMeHT, OTBeHarOWMi 3a MeTaboJu3M [e3jI0paTajiHa, HE YCTAHOBJEH, BEPOSTHOCTH
B3aUMOJEHCTBHSA C IPYTHMH JIEKAPCTBEHHBIMH CPEICTBAMH IIOJHOCTHIO HCKITIOUNTE HEJIB34.

B ximHEKO-()apMaKoIOTHUeCKUX HCCIENOBAHUAX Je310paTaJiH, KOTOPEI MOMyJaln BMECTe ¢
AJIKOTOJIEM, HE YCHIIMBAJI HETATUBHOE JIEHCTBHE 3TAHOJA Ha ICHXOMOTOPHYIO (DYHKIIHIO.

Cpok rogaocTu. 3 rofa.
He npumensTs Ipenapar nocie OKOHYaHHs CPOKa IOHOCTH, YKA3aHHOTO Ha YIIAKOBKE.

YcoBusa xpaHeHHs.
XpaHHTE B OpUTHHAJIBHON YIIaKOBKe NP Temieparype He Boime 25 °C.
XpaHHUTb B HEJOCTYIIHOM JUIA IETeH MecTe.

¥Ynakoska. ITo 10 wm 30 tabnerok B 6muctepe. ITo 1 Gmuctepy B mauxe.

Karteropus ormycka. bes perenta.

Jarta nocieanero nepecmorpa. 02.04.2015. -
; "




YTBEPKIEHO
IIpuxaz MunucrepcTsa
3ApaBOOXpaHeHHs YKPAHHBI
24.05.13 Ne 426
PerucrpanuonHoe ynocrosepenune
Ne UA/8360/01/01

HU3MEHEHNSI BHECEHBI
IIpuka3 Munucrepcraa
3APABOOXPAHEHHs YKPaHHbBI
1 09 D% 200

3assaTens, crpana: IIAO «@®apmak», Ykpanna
IIpoussoaurens, crpana: [IAO «®apmak», Ykpaunna

Hzmenennst k MHCTPYKIHH MO MEAHUHHCKOMY NPHMEHEHHIO JIEKAPCTBEHHOTO
cpeacTsa

MEM
(EDEM)

Tabnerku, MOKPEITEIE 000I0YKOM, IT0 5 MT
ITo 10 nmm 30 Tabnetok B Gucrepe.
ITo 1 6muctepy B mauxke.

Ipensiaymas pexaxums

Hogsas pepaxius

CocTag JIeKapCTBEHHOI 0 CpeacTBa:
oOeticmaylowee eeugecmeo. desloratadine;

1 TabneTka comepXHT Je3nopaTanMHA B
nepecyete Ha 0e3pomHoe 100 % BemiecTsBo 5 Mr;
BCHOMOZAMENbHBIE seuecmea: KaJTbIIUSI
ruzpodochar JUTHJIpaT, LeJUTIoN03a
MHUKPOKPHCTAITMYECKAs], JTAKTO3BI MOHOIH/PAT,
Kpaxmajl KyKypy3HBId, THIIPOMENO3a, MAarHHs
creapar, Opadry II 85F 30571 Blue (xeneza

Cocras JiekapcTBEHHOI'0 CpecTBa:
Oeticmgyiowyee seujecmeo. desloratadine;

1 Tabnerka comepXHT [esopaTanEHA B
nepecuete Ha 6e3BoHoe 100 % BernecTBo 5 MT;
6CHOMO2amenbHbIE geujecmea: KaJbLIHst
ruapodocar JOUTULPAT, LETT0N03a
MHKPOKPHCTaJUIMYECKas, JIAKTO35I MOHOTH/IPAT,
KpaxMall KyKypy3HBIH, THIPOMEN03a, KaJbLHs
creapat, Opadry II 85F 30571 Blue (xemesa

OKCHJT KpacHBIH (E 172), CIIHPT | OKCH KpacHBIH (E 172), CIHPT
MOJIMBHHUIIOBEIH, TUTana nuokcun (E 171), | moNMBUHMIOBEIH, THTAHA IHOKCHI (E 171),
TaNbK, HMHIUTOKapMHUH (E 132), | Tanek, HHIUTOKapMHH (E 132),
TIOJIM3THIICHTITHKOJIB ). HOMHITHICHIJTAKOJIB).

PyxoBoanresns qemapramenra
PErHcTPANMH H PEryIATOPHBIX TPedoBaHHii
ITAO «®@apmax»

yarompseto 3 matepianamn
| PEECTPAUINHOTO JOCKLE Ta [OCTOBIPHE
iei.qoé.mmn [aHUMM 100 3aCTOCYBaHH:
i nikapckkoro 2acoby

JA.b. Becara
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