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OBIIAS XAPAKTEPUCTHKA JEKAPCTBEHHOI'O DPEHAPAzl'fQ 1 8

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Oenuctun, 1 MI/T, Telb 1Sl HAPYXKHOTO PUMEHEHHUS, Ly
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2. KAYECTBEHHBIN Y KOJJMYECTBEHHBIN COCTAB

eticmsyiowee éewyecmso: nUMeTHHIEHA MaTeaT 1,00 mr/r.

Bcnomozamenvhwie sewjecmsa, nanuyue KOMOPbIX HAOO yuumbI6amb 8 COCMAse NeKapcmeeHH020
npenapama: NPONUICHITUKONBb — 150,00 Mr/r, 6eH3ankoHus xnopuz — 0,05 mr/r.

[lonHEI# nepedeHs BCIIOMOTaTebHBIX BEIECTR NpUBENIEH B paszere 6.1.

3. JEKAPCTBEHHASI ®OPMA

['ens mn1s HapysxHOTO NpUMeHeHUS.

['omorenHsIit rens, npo3payHslil umm ciato ONAJICCUUPYIOIIHH, OT 6ECLBETHOrO 10 OJeJHO-KEITOrO
[1BETA.

4. KIMHUYECKUE JAHHBIE

4.1.  Iloka3aHMs K NPHMeEHEeHHIO

Jns obneryeHus 3yma mpH yKycax HACeKOMBIX K 3a00/IEBaHHAX KOXKH HEBGOJBLION MIONIAmT:
HEOOLIMPHBIE COJIHEYHBIE OXKOTH JerKoi CTCICHH, JIOKATH30BaHHBIE ANJIEPTHYECKHE 3a00TeBaHUS
KOXH.

4.2.  Pe:XHM X03MPOBaHHS H CII0CO0 NpHMEeHeHHs

B3pocnvie

B3pocnbiv rems HaHoCAT Ha mopakeHHbII YHaCTOK KOXH 2-4 pasa B [€Hb TOHKHM CIOEM u
OCTOPOKHO pacTUPAIOT.

eTH
Hemu 0o 2 nem

Y nereff B Bo3pacTe mo 2 ner JICKAPCTBEHHBIH IIpEnapaT MOXET MPUMEHSATHCS TOMBKO IOCITe
KOHCYJIbTall{H Bpaya.

HLemu om 2 nem u cmapuse

Pexcum nosupoBanus Takoit xe, Kak u a1 B3POCIIBIX MMALHEHTOB.

4.3. IlporuBonokazanus

['MnepIyBCTBUTENBHOCTS K IMMETHHIEHA Mayeary HIH OJHOMY H3 BCIIOMOTATENBHBIX BEILECTS,
NIEPEYUCIIEHHBIX B pasfene 6.1.

[Ipemapar ®He ciemyeT mpumensTts s TCpalliil TpH 3apaHee H3BECTHOH aeprHH Ha YKyChI

HACeKOMBIX (B [aHHBIX MESX HCIONB3yOTCS AOCTYIIHBIE [UI1 CHCTEMHOTO IpPHUMEHEHHUS
JIEKapCTBEHHBIE (HOPMET).

44.  OcoGble ykazanus u MEDLI IPE0CTOPOKHOCTH NPH NPHMeHEHHH

Y neteit B Bo3pacTe 10 2 neT IIpEIIapaT CICayeT NPUMEHSTE TONLKO MO HA3HAYEHHIO Bpauya.

Cnenyer uszberatn TPUMEHEHHsS Ha OOJBUIMX yuacTKax KOXH, OCOOCHHO y MIAfeHIEB U eTeil
Mitanmero Bospacta. Ilociie mpumenenus rens Oeructin C/IemyeT u3deratb BO3AEHCTBHS CONHEYHDIX
nTy4ell Ha 0671acTh HaHeCeH U Tels.

BCHOJ[O.?L’UHQ.’Z bHblE Gelecmeda
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4694 -2018
[Iponunenznuxonb: 3TOT JeKapCTBEHHBIA mpemapaT comepxut 4500,00 mr IIPOMNMJICHTJIMKONS B
kaxmoi 30-rpammoBoit TyGe, uro skBuBanentHo 150,00 mr/l r rejs. [IponuneHrnukoas Moxer
BBI3BIBATH JIOKATM30BAaHHOE Pa3pakeHUE KOXKH.
bensanxonus xnopuo: ToT nekapcTBEHHBIH mperapar coziepxut 1,50 Mr GeH3anKOHHS XIopHaa B
kaxyioi 30-rpaMmmoBoit TyGe, uto sxBuBaneHTHO 0,05 Mr/l T ress. BeH3aTKOHHUS XJIOpUZ SBIISETCS
Pa3fIpaXaroLIUM BEILECTBOM M MOXET BBI3BIBATH KOKHBIE PEAKIIHH.
B nepuon rpynHoro BckapMiiuBaHus He CieoyeT HAHOCUTD Npenapar Ha rpyzb, IOTOMY 4YTO peGeHOK
MOXET IPOTJIIOTHTB €r0 BMECTE C MOJIOKOM MATEPH.

4.5. BzaumopgeiictBue ¢ APYTHMH  JIEKAPDCTBEHHBLIMH IMIpeNapaTaMd H JApyrde BHIBI
B3aUMOJEeHCTBUS
Hccnenosanus B3aumoneiicTBHS He IIPOBOIUJIKC.

4.6. ®epTHIBHOCTH, GEPEMEHHOCTD U JAKTAIUS

Bepemennocts

B uccnenoBaHnsx Ha )XHBOTHBIX He GBLIO 0OHapy>KEHO TepaToreHHoro 3(dekTa, a Takke He OBLIO
MPOICMOHCTPUPOBAHO  MPSIMOE  MIM  KOCBEHHOE BJIMSHHE [MMETHHIEHA HAa [pOTEKAHHE
OepeMEeHHOCTH, MK HA Pa3BUTHE IUIOAA, WM MOCTHATAILHOE pasButhe. KiimHuueckue uccnenoBanus
C ydJacTHeM OepeMEHHBIX XCHINMH He NPOBONMIHCH. B TNepHosT OEPEMEHHOCTH CIIEYET MPOSBIATH
OCTOPOXHOCTh U DEHUCTHUI TelIb HE ClELyeT IPUMEHSTh Ha OOIIMPHBIX yYacTKaX KOXH, 0COOEHHO
IpY HAJIMYHH BOCTIATIEHUS WITH [TOBPEKIEHHS KOXKH.

Jlaktauus
Crenyer cobmonmath Te xe MEpBI NPENOCTOPOIKHOCTH, YTO M BO BpeMsi GepeMeHHOCTH. B IepHOI

FPyAHOr0 BCKapMJIMBAHUS TaK)Ke HE CJIEAYET HAHOCHUTh IIperiapaT Ha COCKU MOJIOYHBIX JKeJies.

PepTUIIBHOCTE
JaHHBIE IO HEPTHIBHOCTH OTCYTCTBYIOT.

4.7. Bnusinme Ha cnoco6HOCTH YUPAaBJIATL TPAHCOOPTHBLIMH CpPeICTBAMH M pafoTaTh c
MeXaHH3MaMH

JlexapcTBeHHBIH mpenapar He OKa3bIBAET BAMAHHS HA CIOCOGHOCTE YTIPaBJIATh TPaHCIOPTHBIMU
CPEACTBAMH HJIH paboTaTh ¢ MEXAHH3MAMH.

4.8. HexeaaTeanbHble peakuun
VHpopmanus o HexenaTensHEIX peaKiusx TNIPENCTaBICHAa B COOTBETCTBHU C CHCTEMHO-OPTaHHBIMH
KJIaccaMi W 4YacCTOTOH BCTPEYAEMOCTH MO CIIEYIOIIHM KaTeropusaMm: o4yeHb 4acto (>1/10), gacto
(21/100, wo <1/10), Hewacto (>1/1 000, Ho <1/100), penxo (>1/10 000, uo <1/ 1 000), ouens pemxo
(<1/10 000). B pamxax kaxmoif TPYTIIBL HEXCNAaTe/bHBIE PEaKUHH IPENCTABICHBl B MOpSIKE
YMEHBILUEHUS CEPBE3HOCTH.

K noGouseiv sddextam, o KOTOPEIX cOoO0WIanock Hanboslee 4YacTo, OTHOCATCA JIeCKHE K
KpaTKOBPEMCHHbIE PEaKIHU B MECTE HAHECEHHUS TIpenapara.
Hapywenus co cmoponst kosrcu u nodkosrcvix mxarei: 5 COTTACOBAH
Heuacto — cyxocTs, sxokeHne kosxu. | (EPCTBOM 3]

OueHb penko — aymiepruyeckuit JIEPMATHT.

=

C006LL¢€HM€ (0] ﬂO()OS’D@GCI@.Mle HeXcenamenlbiblx peaKyusix
Baowcno COOﬁl(!(ll’nb o )’10003}766’(1@;&1&.’( HedfcenamelibHblx peakyusax  nocne pecucmpayuu
JeKapcmeenHo2o hpenapama c¢ yenvto obecnevenus HenpepvlieHO20 MOHUMOPUHCA COOMHOULCHLISA
«Nnonb3a — DpPUCKY JleKapcmeeHH020 npenapama. Meduzﬂmc;\'u.w pa6omHuz<aM peko.wendyemc;z
coo6u;amb 0 n106bIx n0003pesae.wbzx HeofcelameNlbHblX peaKyusx JeRapcmeeHH020 npenapama yepes
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HAYUOHANbHYIO  CUCEMY COOOWeHUs O Healcenameﬂbnbv{' "pe‘?uc{;wzx u Oneaqb%aezcmueuocmu
JleKapCmeeHHbIX Npenapamos.
B Pecnybauxe Benapycw:
Pecnybnuxa benapyce 220037, 2. Munck, Tosapuweckuii nep., 2a VII «lJenmp sxcnepmusz u
Ucnblmanuil 6 30pagoOXPaAHEHUU»
Tenegpon omoena papmaxonadsopa: +375(17) 242 00 29; ¢paxc: +375(17) 242 00 29
On nouma: repl@rceth. by, rceth@rceth.by
https://www.rceth.by.

4.9. Ilepemozuposka

Ilpu cnyuaitHom nomaganuu 6oJBIIOro KonudecTBa rens MDeHHCTU BHYTPb MOIYT OTMEYaThCs
CHICNYIOWHUE CHMITOMEI, XapaKTepHbIC Ui Mepefo3UpoBKH HI-aHTHIHCTAMHHHBIMH NpenapaTamu
AT CHCTEMHOTO MPUMEHCHHS: YTHETEHHE LEHTPAIbHON HEPBHOHM CHCTEMBI C COHJIHMBOCTHIO
(IpeMMYINECTBEHHO Yy  B3POCHBIX),  CTUMYJISLHS LHCHTPAJIbHOH  HEPBHOH  CHCTEMBI |
AHTUXONMHEPruiecKoe JeHcTBHE (OCOGEHHO y [IeTeii), COmpoBOMKIaroLeecs BO30YXIEHHEM,
aTaKCHEH, raIOUHHALMAMY, TOHHKO-KIOHHYECKUMH CyI0pPOramH, MHIPHA30M, CYXOCTBbIO BO DTy,
THIIEPEMHEH JIHIA, HApyLIEHHEM MOYEHCIyCKAHHS, ITOBBIIEHHEM TEeMIIEpaTypsl Tena. Bo3MoxHO
Pa3sBUTHE apTEPUATIBHOMN ITMIIOTEH3HH.

Crenupuyecknil aHTHIOT HEH3BECTEH. Creyer npeanpuHATh OBLIENIPUHATEIE MEPHI 10 OKA3AHHIO
OKCTPEHHOH ME[MUMHCKOH IIOMOIIM, Takue Kak [pueM AKTHBHPOBAHHOIO YIJIS, COJIEBBIX
CIa0HTENBHBIX, a TaKXKE MEpBI, HANpPABICHHBIE HA CTAGMIM3ALHIO JIBIXaTeIbHOM U KPOBEHOCHOM
cucteM. He crnemyer mpuMeHSTs cTuMymTHpYOLIHE IIpenaparsl, Ui HOpMalU3alid apTepHaIbHOrO
AaBJICHUS CIIEMYET UCIIOIB30BATh BAa30NPECCOPHbIE [IPENapaThl.

5. PAPMAKOJIOTUYECKHE CBOMCTBA

5.1. dapmakoauHamMHuecKHe CBOICTBA

®apmakoTepaneBTHYeCKasl  rpynmna: Openapatel  AAS  YCTpaHEHWs  3y[a,  BKJIIOYas
AHTHTMCTAMUHHEIC, aHECTE3UPYIOLIME [MpeNapaTel M T.I. AHTHTMCTAMMHHBIE [IPENapaThl s
Hapy>KHOT'O IPUMEHEHHS.

Koax ATX: D04AA13

Mexanusm neiicteus

Oenuctun reb 3pQeKTUBEH POTHB 3ya PasIHuHOro reHesa, ObICTpO oONeryaeT 3y U yMeHbLIAeT
pasnpaxenue. [leiictBue 0OyCNOBNEHO TeM, UTO, SBISASCH AHTATOHHCTOM T[HCTAMHHOBDIX H1-
PCLENTOPOB, NUMETHHAEH OONagaeT BBICOKMM CPOACTBOM K perentopam Hl u YMEHBLIAET
MPOHHMIIAEMOCTD KAlMIUIAPOB, KOTOPAsi CBA3aHA C peaKiueil TUNepYyBCTBUTENBHOCTH HEMEUTEHHOTO
Tuna. IIpy MeCTHOM NpHMEHEHHH JHUMEHTHHIEH MaJeaT OKa3blBAeT MECTHOE aHeCTe3UpYIoIIIee
AericTue. 'eneBas ocHOBa Ipenapara o6eryaeT IPOHHKHOBEHHE aKTHBHOIO KOMITOHEHTA B KOXY.

5.2.  ®apmMaKOKHHeTHYeCKHe CBOIiCTBA

[lpn mecTHOM mnpuMeHeHHM mpemapaT HAYMHACT NEHCTBOBATE 4epe3 HECKOJIBKO MHHYT.
MakcumaneHslii 3¢dekT mocruraercs uepes 1-4 waca. CucreMHast GHOJOCTYIHOCTS DU MECTHOM
TPUMEHEHHUH COCTABIISET 0KOJIO 10% OT mpHHATOH 10361

3.3.  JlaHHBIE JOKJIHHHYECKOI 6e30MacHOCTH
JIOKIIMHUYECKHE HCCIeIOBAHUS ¢ HCTIONB30BAHHEM JUMETHHJECHA Ha IpeaMeT (GapMaKoIorH4ecKoi
OesomacHOCTH, TOKCHUHOCTH mpH [TIOBTODHOM TPHUMEHEHHH H T'EHOTOKCHYHOCTH HE BBISBHIU
CNeUU(UYECKHX PUCKOB NPH TIPUMEHEHHH npenaparta 4enoBekoM. IIpu uccrnenoBanusx npenapara,
HPOBOMMMbIX Ha KpbICaX H KPOJMKAax, TepaToreHHbie >QdeKTs OGHapykeHbl He ObUH. VY KpBIC
BO3ICHCTBHs Ha PepPTHILHOCTS TGO HA IEPHHATATBHOE U OCTIEPOIOBOE PA3BUTHE MIOTOMCTBA [10CJIE
NCpOpaNbHOro BBEACHUS 15 MI/KT U 25 MI/KT He HAOIIOAaI0Ch. 5- COTJIACOBAHO '

é PECTIVEJURH BETAPYCH
! SRR
{
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6. ®PAPMAIIEBTHYECKHE CBOJICTBA 4694 -2018
6.1. TIlepeyeHb BcoMoOraTe/IbHbIX BEIECTB

bensankonus xmopun

Hatpus snerat

Kapbomep 974 P

[Iponunenriaukons

Harpus runpoxcun (pactsop 30%)

Bona ounmennas

6.2. HecoBmecTuMoOCTH
He npumenumo.

!

!

6.3.  Cpok roaHocTH (CpoK XpaHeHHus) i
2 rona. .

L

6.4.  OcoGble MepbI IPETOCTOPOKHOCTH NPH XpPAHEHHH
XpaHHuTh NpH TemriepaType He Boe 25 °C.

6.5.  XapakxTep u coepkanme mepBHYHOI YINaKOBKH
ITo 30 r B amoMuHKEBOI Ty6e, 3aKPBITOH KOMTAYKOM M3 TIOTH3THICHA, Ty6y BmecTe ¢ uncTpyKIMEH
[0 MPUMEHEHHUIO YIIaKOBBIBAIOT B KAPTOHHYIO MAYKY.

6.6. OcoGble  Mepbl  MPEIOCTOPOKHOCTH NPpH  YHHYTOXKEHHH  HCIO0Jb30BAHHOIO
JEKAPCTBEHHOr0 MpeNnapaTa WM 0TXO0A0B, MOJYYeHHBIX MOCJde NPUMEHEHHs JIeKAPCTBEHHOT0
npenapara, 4 Ipyrue MaHUIYJ/JISILHA C IPENapaToM

HeT oco6rix TpeGoBanuit k yTum3anuu.

6.7.  YciaoBus oTnycka u3 anTek
be3 penemnra.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSI

I'CK Konceromep Xenckep CAPJI, seituapus / GSK Consumer Healthcare SARL, Switzerland.

Pro ne Jletpas, 1260 Huos, [Isefinapus / Route de 1'Etraz, 1260 Nyon, Switzerland.

7.1. IPEAICTABUTEJIb JEPKATEJS PEI HCTPAIIMIOHHOI'O YJIOCTOBEPEHUS B
PECITYBJIUKE BEJIAPYCH

IIpetensun norpeGureneit HanpasIATs 1O azapecy:

[IBeitiiapus.

I'CK Koncrromep Xesckep CAPJI, HIseiuapus / GSK Consumer Healthcare SARL, Switzerland

Pro ne Jletpas, 1260 Huom, [seiinapus / Route de I'Etraz, 1260 Nyon, Switzerland.

ten. +90 212 622 6600

axc. +90 212 623 1952

AZpec 3eKTPOHHOM MOYTHI:

0ax70065@gsk.com (s Asep6aitmxana, I py3un, Y3bekucrana, Tapkukucrana, TypkmeHncTana u

Mouromnuu)

EAEU.PVdcustomers@gsk.com (mist Apmenuy, Benapycu u Keipreiscrana)

CooOienns o xamobax Ha KauecTBO npenapata TNPHHHUMAKIOTCA MO WIEKTPOHHOH moute UA-
CIS.LOC-PQClaosk.com.

Topzosvie mapxu npunadnescam unu ucnonvzyiomes no nuyensuu epynnoi komnanuii GSK.
©2021 epynna komnanuii GSK unu ux JuYyeH3uap.
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4694 -2018
Obwmas xapaKTepHCTHKa JeKapcTBeHHOro mpemapara ®enuctun, 1 Mr/r, reib s Hapy>KHOTO
npuMeHenus B Pecmybnuke Benapych noctynHa Ha ohHIMATEHOM caiiTe yIOJHOMOYEHHOrO OpraHa
rocyapcTsa B MHGOPMAIIHOHHO-KOMMYHUKAIIMOHHOM ceTh « HTepHeT»: www.rceth.by.
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