KPATKA XAPAKTEPUCTHKA HA TTPOJAYKTA

N3NLAHUTESTHA ATEHLIA NO NEKAPCTBATA

1. NME HA JIEKAPCTBEHMIA ITPOAYKT
Kpamxa xapammepucmuxa na npogyxma - [lpusomerus |

Knorpumazon GSK 1 % kpem
Clotrimazol GSK | % cream

2. KAYECTBEH H KOJIMYECTBEH CBCTAB

Bcekun ! rpam kpem ceabpka 10 mg knorpumason (clotrimazole).

[loMOLIHK BEWIECTBA ¢ H3BECTHO ﬂBﬁCTBHEZ CBABPKa LCTOCTCAPHUIIOB AJIKOXOJT U OEH3UN0B anKOXON.

3a NBbAHUA CNUCHK HA MTOMOLLHUTE BELECTBA BHXKTE TOYKa 6.1,

3. JIEKAPCTBEHA ®OPMA

[‘naabk 640 KpeM ¢ XOMOréHHa KOHCHCTEHLIMA.

4, KJMHHNYHHU 1AHHHA
4.1. IHoxazanus

JIOKaHO JledyeHHe Ha:

. BCHUKH JEPMATOMHKO3H, NPUYHUHEHH OT TUIECEHH U APYTH rbOuyuku (HanpuMep BUAOBE
Trichophyion), BKNIOUKUTENHO AepMmaToduTO3a (Fingworm);
. rLOMYHU HHDEKUMY, NpuuHHEHH oT Candida v 1pyru YyBCTBUTETHH NATOT€HH KaTo

cTapUNOKOKK U Bacteroides, Ho He nakToOaUUNH;

KOXCHH 3a00NSBaHK A, NOKA3BalllH BTOPHYHA HHPEKLHA C TE3U MOUUKH;
KaHAMA03€H OOpUB OT MENeHU, BYJBUT H OalaHMT;

pityriasis versicolor;

epHTpazMma.

4.2. JO03HPOBKA H HAMHH HA NPH/J0XKEHHE

O3HPOBKA
KpemsT TpsOBa Aa ce HaHACA BBPXY YHUCTH, MOACYUIEHH YYacTbUHX OT 3aCErHaTaTa KoxKa (/1a ce W3MHBA
CbC canyH ¢ HeyTpanHo pH). Ao KpembT ce HaHaca BBpXY KpakarTa, Te Tpaoea aa 6baar nodpe
H3MHTH, MOICYLUIEHH U ClleR TOBA KPeMBbT TPAOBRA [1a € HAHECe MEKy NPbCTHTE.
AKO CUMITTOMHTE HE ce€ NoAoOpAT cnea 7 nHU neueHHe, TpadBa Aa ce NOThPCH MEIULIMHCKA MOMOLL,

Brnipacrau 1 aeua vaa 12 roanHn

KpemsT Tp6Ba na ce HaHacs BbLPXY 3aCerHaTUTE YUACTBLUM J1BA HITH TPH MMBTH JAHEBHO. ™




3a ga ce NpeaoTBpaTH MOBTOPHA NOABA HA MHPEKLHUATA, JEYSHHETO TpAOBA Ja ce MPOoaBbJIKU 34
Hait-Manko 2 CeAMMUM CNeA M3YE€3BAHE HA BCHYKH NPH3HALK HA HHOEKUHA.

[lpepnarana NpoOABLIKUTENTHOCT HA JIEHEHHETO:

¢ HepMmaTopHTHU HHPEKLUUHK — Hali-ManKko eHH MecelLl

° KanaunosHa undekuua — Hall-Manko ase ceaAMHLH

AKO CUMIITOMHTE HE c€ NoAoOpAT cnea 7 AHU NeueHue, TpAOBa 1a ce NOTbPCH MEAHLIMHCKA NOMOLIL,

Heua

JlunceaT JaHHH.

Hayuenmu 6 cmapuecka sv3pacm

JluncBar JaHHU NpPH NALUKMEHTH B CTAPUYECKa Bb3pacT.
bvopeuno yspeaxcoane

JInncsart JaHHU NpH nauueHTH ¢ ObOpPEeYHO YBpeXKaaHe.
Yeproopobro yapesicoane

JIMnceaT AaHHU NPUH NALMEHTH ¢ 4epHOAPOOHO YBpEXKAAHE.

HauuH Ha NMPHJAOXKCHHE

[IpnnaraHe BbpXY Koxara.
4.3. IIpoTHBONOKAZAHHA

Knorpumason GSK | % kpem e npoTnBonokasaH rnpu CBPbX4UYBCTBUTENHOCT KbM KIOTPHUMA30T HIH
KbM HAKOE OT MOMOLLHHUTE BELIECTBA.

4.4. ChneuHa/HH HpeayNpeXIAeHHS H MpeaANa3HH MePKH nNpH ynoTpeda

Ila ce n3bsrea koHTaKT ¢ ouuTe. [la He ce nornslua.

BcHdKH BB3MOXKHHU HHd)EKTHpHHH MCCTd Tpﬂﬁﬂa da CC JICKYBAT 110 CAHO H CBULO BPpEME.

Knrorpumazon GSK | % kpem cbabpka netocteapunor ajikoxos, KOWTO MOXKeE Aa [PHUYHHU JIOKATHH
KOXXHW peakLH (HanpuMep KOHTaKTeH JepMaTHUT).

Knorpumason GSK 1 % kpem cbvabspka 10 mg 6ensnnos ankoxon BbB BCEKH I'paM. bensunosusr
anKOXOJt MOXKE 14 TIPUYHHH aJIEpru4HH peakLyu.

4.5. B3aamMOoaAeHCTBHE C APYFH JNeKaAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aAaHMOAEHCTBHE

Koumpayenmueu

JlabopaTopHH U3NUTBAHUA MPEANONArar, 4e¢ KOraTo € U3Moa3Ba 3aeiHO ¢ IaTEKCOBH
KOHTpPALENTHBHH CPEACTBA, TO3M AEKAPCTBEH NPOAYKT MOXKE Jia T yBpeau. Benenctaune Ha Toea
e(pEKTHBHOCTTA Ha TaKMBA KOHTPALENITUBH MOXKE Aa € HamasieHa. [lanuenTure TpsaOBa na Obaar
CBBETBAHH Ja H3NOJI3BAT ANTEPHATUBHH NPEANA3HH MEPKH NMOHE 3a MET AHM CEA NPHIO
TO3M IEKAPCTBEH NPOAYKT. 6\\3.“” N0 e

Ly,




4.6, DPepruanTter, OPeMEHHOCT H KbpPpMeHe

bpeMeHRBOCT

Mma orpaHnyeHr AaHHM OT ynoTpedaTa Ha KIIOTPHUMa30 Npy OpeMeHHH eHun. [Ipoyusanus npu
’KMBOTHH C KJIOTPHMA30A NOKa3BaT PENPOAYKTHBHA TOKCHYHOCT NPH BUCOKH NEPOpanHu 103U
(Bx. TOuKa 5.3 IlpeakmuHHUHM naHHHK 3a 6e3onacHoCT). [Tpy HUCKHTE CHUCTEMHH €KCNO3HLMMU Ha
KJJOTPUMA30JI CJIed NTOKATHO MPHUITOMKEHUE, HE CE NPEABUKAAT BPEAHHU €(PEKTH 10 OTHOLLEHHE HA
penpoAyKTHBHATA TOKCHYHOCT, KitoTpUMazon MOXe aa ce M3non3Ba o BpeMe Ha OpeMeHHOCT, HO
caMO nox HabIIOACHHETO Ha JiEKap WM aKyllepKa.

KbpMmeHe

Hanuunute papMakoguHAMHUYHW/ TOKCUKOIOMMYMHHK JAHHU TIPH XKHBOTHH NOKAa3BaT €KCKPELMs Ha
KITOTPUMA301/MeTabONHTH B MIIAKOTO CNEA MHTPABEHO3ZHO MPHUIOXKEHHWE (BX. TOUKa 5.3
[IpeaAknMHKYHK AaHHH 3a He3onacHOCT). DapMaKOKHMHETHYHH H3CTEABAHHUA CNEA KOXKHO NPHNOKEHHUE
MOKa3saT, Y€ KJIOTpHUMason ce abcopbupa MUHMMANTHO OT KOXa C HEHapyLlleHa UAJIOCT UK Bh3MalieHa
KOKa B KpbBOOOpalLlEHUETO HA YOBEK (BXK. Touka 5.2 GapMakOKHHETUYHH CBOHCTBA).

Hama naHHH 1o OTHOLIEHHE HA EKCKPELMATA HA KIIOTPUMA30J1 B KbpMaTa, HO CHcTeMHaTa abcopOuus
ciel NPUIcKEHUE € MHHHUMATHA W HE € BEPOATHO J1a BOAU 110 cHCTeMHHU edekty. Knotpumason moxke
Aa ¢ M3MON3BA B IEPHOa Ha KbpMEHE. AKO c¢ npunara B obnactra Ha 3bpHATa, H3MKBaHTE FbPAUTE
Npeayd KbpPMEHE.

QDEePTHINTET
He ca npoeexaaHu npoyuBaHKd 3a €EKTHTE Ha KJIIOTPUMA30/ BLPXY (hepTHIMTETA NPH XOPa, HO
MpOy4BaHMA NPH )KHUBOTHH HE MOKAa3BaT NEKAPCTBOTO Ja HMA HAKAKBH €peKTH BbpXy hepTUNUTETA.

4.7. EdekTH BLpXY cnocoGHoCTTA 32 MIoPHpaHe H padoTa ¢ MAIHHHA

JleKapCTBEHHUAT TIPOAYKT HE MOBIMABA WIH MOBNHABA NpeHEOpeXHMO cnocOOHOCTTA 3a IodHpaHe |
paboTa ¢ MallinHH.

4.8. Hexenanu TekapcYBeHH peaKIHH
JAaHHH OT KJIHHHYHH H3INHTBAHHSA
JIluncear naHHM.

IlocTMApPKETHHIOBH JaNHK

Hexenanute peakunu ca H3GpoeHu no-a0ay no cUcTeMo-opradHu knacose no MedDRA u no
4eCTOoTAa.

YecToTHTE Ca oNpeaeieHn KaTo:

Muoro uectu > 1/10

Yectu > 1/100 no < 1/10

Heuectn > 1/1 000 no < 1/100

Peaku > 1/10 000 no < i/1 000

Muoro peaku < 1/10 000

HeunspecTHa 4ecToTa (OT HaTM4YHUTE AaHHH Re MOXKE J1a Ob€ HanpapeHa OLEHKA).

Hapyluiedus Ha UMYHHaTa CHCTEMA
C neuzgecmua yecmoma: aHahUNaKTUYHA peakUUs, aHTHOENEM, CBPbXUYBCTBUTE

CUMIITOMH KaTC YPTHKApPHUA, JUCNHEA, XHITOTOHHA U CHHKOI’I)
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HapyuweHusa Ha KoXaTa ¥ NOAKOXKHATa ThKaH

C neuszgecmna vecmoma: cbpbex, 0OpHB, MEXYpH, ekc(hOAHALIHA HA KOXKATA, AMCKOMPOpT/60JKa,
OTOK, NapeHe, APa3sHEHE, EPUTEM, CMBIEHE, KOHTAKTEH AEPMATUT, MapecTe3Hd, peakUHUa Ha MACTOTO
Ha MpuWiaraHe.

CrpofmasaHe Ha NOJO3UPAHU HEKENAHH PEaKIIUH

Cro01aBaHeTo Ha NONO3IMPAHH HEXETAHH PEAKUMUH CIe] pa3peliaBade 3a ynoTpeba Ha teKkapcTBeHuUS
MPOIOYKT € BaXKHO. ToBa no3Bo/1ABa Aa MPOABLIKH HADNIOAECHHETO Ha CHOTHOILIEHHETO NOA3a/PUCK 34
NIEKApPCTBEHUA NPOAYKT. OT MEAULIMHCKUTE CIEHATTHCTH CE€ U3UCKBa Aa ChoOLIABAT BCAKa
MOAO3UPaHa HEXKE/aHa peaKLiMA Ha:

M3mbJIHUTEIHA areHUMs No NeKapeTBara

yn, . Jlaman ['pyesr™ Ne 8

1303 Codmus

Ten.: +359 2 890 34 17

yebcaiiT: www.bda.bg

4.9. IlIpeao3upane

CUMNOTOMH W NPH3HALK
CHMNTOMH NPH NMpeac3upane: 3aMaiBaHe, rajieHe, MoBpbllaHe.

JleueHue

Ipu cnyuvaiino nornbitade npes ycrara Tpabsa fa ce B3emar 0OHUaitHUTE CUMNTOMATHYHH MEPKH.
[lo-HaTaThLWIHOTO JleueHHe TpAORA Aa e Cropen KNMHAYHHTE MOKA3aHMA HIIH CIOpea NMPEnopbKHTE Ha
HaunOHaNHHMA UEHTBP MO TOKCHKONIOTHSA, aKO TAKbE € HAJIMYEH.

5.  ®APMAKOJIOI'MYHU CBOMCTBA

5.1. PapmakoIWHaAMHY4HH CBOHCTBAa

PapmMakoTepanesTH4Ha rpyna: [IpoTuBorbbuuHu ekapcTBa 3a TIOKAIHO NPHIOKEHHE, HMHAA30JIOBH
U Tpra3onoBM npouizsoaun, ATC koa: DOLACOI

MexaHu3bsM Ha AeHCTBHE U hapMakOTHHAMUYBH €DEKTH

Kitorpumason nHxHOMpa pacTeka U J€JIGHETO HAa MUKPOOPraHU3MHTE U B 3aBUCHMOCT OT
KOHLIEHTpaUWATa MOXe Aa NMposBiBa PYHIHCTATHUHO WK QYHTMUHAHO AeicTBMe. MeXaHU3MbT Ha
ACHCTBHE HA KJIOTPHMA30JT BKIIOYBA NPOMAHA B APONYCKINBOCTTA Ha KIETHUYHHTE MeMOpaHU, KOSTO
Ce OCBIUECTBABA Hpe3 BB3ACHCTBUE BbPXY CHHTE3aTa Ha €procTepot, KakTo H Upe3 CBbP3BaHE C
docoIMNUANTE B KIIETBYHUTE MeMOpaHHU Ha rEOMUKUTE.

Knorprmason nHxubupa cHHresata Ha Gentbuy, Masiunm, JAHK v nonusaxapuam, yepexaa
KIETBYHHTE HYKJICHHOBH KUCENIMHHA H YCKOPABA OTACNSAHETO HA Kanui. Mojke CbLUO Ja HHXHOMpa
AECHCTBHETO HA OKHUCIIUTENTHHTE U NEPOKCHAAZHUTE EH3UMH H BHOCHHTE3aTa Ha TPUIJIHLEPHIH H
dochonnnuan npu rebuukure. [o-BUcokaTa KOHUEHTPaLMA HA KNOTPMMA30a YBpeXAa KJIeTbyHaTa
MeMOpaHa N0 MEXaHH3MH, HE3aBUCELH OT CUHTE3aTa Ha cTeposii. KioTpumason npenotBparssa
TpaHcgopMauusTa Ha 6nactocnopure Ha Candida albicans B uhBa3usHa MuuenHa dopma. [TpomenuTe
B ICHHOCTTA Ha KiieTb4HaTa MeMOpaHa BOIAT A0 KIEThYHA CMBPT H TOBA 32BHCH OT €KCNO3MLMATA HA
MHKpPOOHUTE Ha JIeKapCTBEHUS NPOAYKT.




CnexTbp Ha aKTUBHOCT

KnoTpumason ce xapakTtepuzupa ¢ IIHPOK CMEeKTbp HA aHTHMHKOTHYHO W aHTUDaKTepHanHo

aercreue. [ToTucka pa3BuTHETO H YOMBA:

- nepmaroduth (Epidermophyton floccosum, Microsporum canis, Trichophyton mentagrophytes,
Trichophyton rubrum),

- apoxau (Candida sp., Cryptococcus neoformans),

- aumoppun rebuuku (Coccidioides immitis, Histoplasma capsulatum, Paracoccidicides
brasiliensis).

KnoTpumazsost € akTUBEH u cpewty HAkoH [ pam-nonoKuTenHH 6GakTepuu.

Hapen ¢ aHTHMHUKOTHYHOTO CU eHCTBHE, KNOTPUMA30 AcHCTBA U BbPXY [ paM-nonoxuTenHu
MUKPOOpPraHu3MH (cTpentokoku/cradunoxokn/Gardnerella vaginalis) n ['pam-oTpruaTesinu
MHKpoOprannsMH (Bacteroides). Knotpumaszon HaMa edieKT BbpXY NakToOaLMIH.

In vitro KNOTpHMasoN NOTUCKA PasMHOKABAHETO HA KOpUHeOakTepHu n [ pamM-noNoKUTENHH KOKH (¢
H3K/AIOYEHHRE Ha EHTEPOKOKHUTE) B KOHUeHTpaluu ot 0,5 — 10 pg/ml cyGerpar.

In vitro K10TPHMa30]1 KMa WHPOK CNEKTbP Ha GYHIUCTATHUHO U PYHrHUMAHO aeicTeue. EdexruTe
MY BbLPXY MHLIENa Ha aepmaTtopuTute (Trichophyton, Microsporum, Epidermophyton) ca nostobHm Ha
edeKTUTE Ha rPpHU3COPYIIBHH, a ePEKTUTE My BLPXY I'bOMUKUTE, KOUTO C€ PAIMHOXKABAT Upe3
nenkyBaHe (Candida), ca nonoGHu Ha aelicTBUeTO Ha nonueHuTe (amdorepuuut B U HUCTaTHR).

KoHueHTpauuHn Ha knotpumason noa | pg/ml nHxubupar pazBMTHETO HA MOBEYETO LIAMOBE HA
Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum w Microsporum
canis.

KoHueHTpauuu Ha knorpumazon o1 3 pg/ml mHXuOHpaT pa3BUTHETO HA NATOrEHU KaTo Pitorosporum
orbiculare, Aspergillus fumigatus, snnose Candida, sxounrenvo Candida albicans, vakou wiaMose
Ha Staphylococcus aureus, Streptococcus pyogenes W HAKOW WaMoBe Ha Proteus vulgaris v
Salmonella. KnoTpumason e akTHBeH U cpewy Sporothrix, Cryptococcus, Cephalosporium w
Fusarium.

['bOHUKH, PEIUCTEHTHH Ha KIOTPHUMA30/, Ca W3KITIOUHTENHO PEAKH; OTTUCAHH €a CaMO H30JHPaHH
wamoBe Ha Candida guilliermondi.

[ToHacTosIlIEM HAMA CHOOLIEHUS 32 PA3BUTHE Ha PE3UCTEHTHOCT MPH YyBCTBHTETHHTE HA
KA0TpUMason rebuuku cnen nacax Ha Candida albicans w Trichophyton mentagrophytes. He e

Ha0/110aBaHa PE3UCTEHTHOCT KbM KJIOTPHMa30J1 Npu wamMose Ha C. albicans, kovTo ca 61y
PE3UCTEHTHH KbM MOJIMEHOBH aHTUOUOTHLM CIEA XHMHYHA MYTaLl14.

5.2, DapMaKOKHHETHYHH CBOHCTB2

Abcopbuna U paznpeaeneHue

OapMaKOKHHETHUHH H3CAEABAHHA CNell KOXKHO NPUIOKEHHE €a NoKa3aiH, e KIOTPHMAa30Jl ce
abcopbHpa MHHHMANHO OT KOXKa C HEHAPYLUEHA LAOCT WK Bb3MaleHa KoXa B KpbBOOGpaltieHHETO
Ha 40BeK. [1oMyYeHHTE NHKOBH CEPYMHH KOHLEHTPALWH Ha KJIOTPUMa30. ¢a GHIM Mo rparMuaTta 3a
oTkpuBaHe oT 0,001 pug/ml, koeto nokasea 4e NOKATHO NPHITOKEHHAT KIOTPUMA3ON HE BOAH A0
U3IMEPHMH CUCTEMHH €(EKTH HIH HEXKENAHH PEaKLLHH.

MeTabonu3bm U €TMMUHHUpAHE
Knotpuma3son ce MeTabosininpa B YepHUA Apo6 10 HEAKTHBHH BEILECTBA, KOWTO Ce OTAENAT B YPHHaTa
U U3NpaKHEHUATA.




5.3. IlpeaxTHHHYHK JAHHH 32 0€300ACHOCT

HexknuHUYHATE NaHHU He NOKa3BaT 0cobeH pUCK 3a XOpa Ha 0a3aTa Ha KOHBEHLIMOHANHUTE
(hapMaKoJIOrHYHH Mpoy4YBaHHUA 3a 6€30NMacHOCT, MPOYUYBAHHUSA 3a TOKCHYHOCT NMPH MHOTOKPATHO
npuaaraie, reHOTOKCHYHOCT, KaHUEPOTeHEH MOTEHLIMAM, PENPOIYKTHBHA TOKCHYHOCT H TOKCUYHOCT
3a Pa3BUTHETO.

JIoKkanHaTa ¥ CHCTEMHATa MOHOCHMOCT KbM KJIOTPUMAa30. B pa3iiiHHU NEKaApCTBECHH QOPMHU e OLieHeHa
B NPOYYBAHUS C BArHHATHO NPHUIIOKEHHE MPY KyUYeTa U MAHMYHH U NIOROCTPH NMPOYYBAHUA [TPH
AEPMATTHO NMpHIoKEeHWE npu 3aiiun. [1pu HHKOE OT Te3u NMPOoyYBaHHA HE CA YCTAHOBEHM JIOKATHH MK
CHCTEMHH BpEIHH €PEKTH, CBbP3aHH C MPUACKEHNS MPOAYKT.

TokcryHOCTTa Ha KNOTPUMA30] NPY NEPOPATHO NPUIOKEHWE € 1o0pe MpoydeHa.

[1py eNHOKPATHO NMEPOPATHO NPUNOKEHUE KNOTPUMA30A € ¢nabo 10 yMEPEHO TOKCHYEH NPH OTNTUTHH
XXMBOTHH, KaTo CTOMHOCTUTE HA L.Dso ca: 761 no 923 mg/kg TenecHo Terno npH MuLku; 95 no

114 mg/kg Tenecro Terno npu HoBopoaeHH miabxoBe U 114 no 718 mg/kg renecHo Terno npu
Bb3pacTHHU nabXxose; > 1000 mg/kg TenecHo terno npu 3aium; > 2000 mg/kg TenecHo Terno npw
Ky4eTa U KOTKH,

[1py MpoyuBaHHA ¢ MHOMOKPAaTHO NMEPOPANHO NPUIOKEHHUE NTPH MITLXOBE W KYUETA € YCTAHOBEHO, Ue
TOKCUHYHOCTTA 3acAra rnasHo yepHua apob. Tosa € ycTaHOBEHO KaTo MOBHLLIEHA AKTHBHOCT Ha
TpaHCaMHHA3HUTE B CepyMa H 4€pHOAPOOHA BaKyOIHM3allMa U MACTHH OTNAaraHus B YepHUA Ipoo,
POSBABALLH Ce TpH A03H OT 50 mg/kg B Npoy4BaHETO ¢ ABATOCPOHHO NMpuaoxkeHue (78 cenMuLM)
npv nibxoBe U ot 100 mg/kg B npoy4raHeTo 3a CYOXpOHHWUYHA TOKCUHHOCT (MPUJIOXKEHHE B
Npoab/hKeHue Ha 13 ceaMuum) npy Kydera.

KnorpuMazon € npoy4saH 06CTORHO B M3CAEABAKUSA 34 MYTAr€HHOCT In VItro M in Vivo U He ca
YCTAaHOBEHHHU JaHHH 3a MyTareHeH norenuman. I[pu npoyueaHe ¢ nepopajiHo NMPUNOKEHHE HA
KNOTPUMAa30Jl B NPOAb/DKEHHE Ha 78 CeAMHLIM NMPH ILTBXOBE HE € YCTAHOBEH KaHUEPOreHeH edeKT.

B npoyusaHne 3a ediexT BbpXY NJ10J0BUTOCTTA NPH NABXOBE rpynu ot mabxoee FB30 ca nonyvasanmn
nepopanHo A03H KiroTpumaszon Jo 50 mg/kg TenecHo Terno B npoabkeHne Ha [0 ceamuum npeau
4U(PTOCBAHETO, KAKTO K Nnpe3 3-ceAMUYHHUA Nepuoa Ha YMPTOCcBaHE (CaMO MBIKKUTE), a NpH
MEHCKUTE — MK A0 | 3-TH recTallMOHEH AeH, unu 10 4-ta ceamuua post partum. HeonaranHara
[peXKUBAEMOCT € NOHHWKEHA B rpynarta ¢ go3a 50 mg/kg tenecto rerno. Knorpumason B 1034 10

25 mg/kg TenecHo Terno HaMa otpuuareneH ¢PeKT BbpXy PasBHTHETO HA HOBOPOAEHHUTE. B HKHKOA OT
U3CNEABAHHTE JO3H KIOTPUMA30 HE € OKasall ePeKT BbpPXY NJIOAOBHTOCTTA.

He ca yCcTaHOBEHH TepaTOreHHH e(PEKTH NPH NMPOYUBAHHSA NMPH MHLLIKH, 3aHUM H IJTbXOBE MPH
NepPopPanHO NpHIoXkeHue Ha 1034 choTeeTHO 10 200, 180 nan 100 mg/kg.

[Ipoy4BaHe NpH 3 NabXa, NPH KOUTO B IEPUOA HA JIAKTaUKA € NPpUAoKeH KinotpuMaszon 30 mg/kg
WHTPaBEHO3HO, MOKAa3Ba, Y€ JIEKaPCTBOTO C€ CEKPETUpPa B MAAKOTO M 4 Haca ciiel] NPHI0KEHHETO
KOHLIEHTpauHuaTa My B MiakoTO € 10 10 20 nbTH No-BUCOKA OTKONKOTO B Mia3Mara, KaTo
ChOTHOWEHHeTO ¢cnana no 0,4 no 24-Thsg uac.

C ornen Ha orpaHH4enara abcopdbuua Ha KIOTPUMA30N NMPU BarHHAJTHO NPHIOKEHHE (OLEHEHa Ha
3% — 10%), He ce oyakBa pUCK NPU BArMHAJIHO NPUNCKEHNUE HA KJTOTPUMa3O.




6. ®APMAILIEBTHYHH JAHHH

6.1. CnHcbK Ha NOMOIMHHTE BEIECTBA
LleTocTeapHioB alkoxon

OKTHAN0AEKAHON

[Monucopbar 60

CopbutaHoB cTeapar

CHHTETHYEH LeTaueym

beH3uN0B anKoxon

I1peurcrena sona

6.2. HecbBMECTHMOCTH

Jlunceat AaHHM.

6.3. Cpok na rogHocrt

3 FOKHH.

6.4. CnenHanHH yCII0BHA 33 ChbXpaHEeHHe

Ja ce cexpansasa noa 25 °C. [la He ce 3ampa3zaBa.
Ja ce cbxpaHaBa Ha MACTO, HEAOCTHIHO 3a AeLa.
6.5. Bua n chabpxaine Ha ONAKOBKATA

20 g xpeM B anyMHHHeBa Tyba ¢ M1acTMacOBa Karaixa Ha BUHT, OCTaBEHa B KAPTOHEHA KYTHS.

6.6. ChnennanHu npeina3Hu MEPKH NPU HIXBBLPpJAHe H pabora

HaMa cneuanHy U3UCKBaHMUA.

7. IIPUTEXATEJ HA PASPEILIEHHUETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk

Citywest Business Campus

Dublin 24

D24 YKI11

HpnraHaus

8. HOMEP HA PE3PEIHIEHUETO 3A YIIOTPEBA

Per. Ne 20030629




9. HATA HA ITBbPBO PA3PEINIABAHE/TIOJHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

JlaTa Ha nbpeO paspeiwnapane: 01 oamn 1985 r.
JlaTa Ha nocneaHo noaHoBasaHe: 14 cenremepu 2009 r.

10. JATA HA AKTYAJIH3ZUPAHE HA TEKCTA




