KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHHUA NNPOAYKT

Knorpumason GSK 1 % kpem
Clotrimazol GSK | % cream

2. KAYECTBEH H KOJHYECTBEH CBCTAB

BcekH | rpam kpem cbabpxka 10 mg knorpumason (clorrimazole).

[IOMOLIHK BELLECTBA C H3BECTHO ACHCTBHE: ChABPXKA LIETOCTEAPHIIOB aNKOXO0 U BEH3WN0B ankoxol.

3a NbAHWA CNHCHK HA NOMOLIHHMTE BELUECTRBA BHXTE TOUKa 6. 1.

3. JIEKAPCTBEHA ®OPMA | ¢ i/ HMTENHA ATERUMS 10 NEKAPCTBATA
[(nanbk 6An KpeM ¢ XOMOreHHa KOHCHCTEHLIMA. ' pamxa xa l/;?ﬂ??; 0‘% 5'9; i
<om Pos. M
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4. KJJMHWYHH JAHHU , 5

| HG/MA/MP - ..éqf}”‘? ...... Sorerenrsesisssessimsecsnens
4.1. Iokazanns . GOBPEHIB A .....covvrenerinrcrerarcraosiirsenieesissisisassissinann.
JloxanHo neveHue Ha:
. BCHUKH JEPMAaTOMHUKO3H, NPHYHHEHH OT IUIECEHH H APYrY reOUYKH (HanpuMep BUAOBE

Trichophyton), BkmounrenHo nepmatoduTosa (ringworm):

. rbOMYHH HHPEKUHK, npuyunHeHH ot Candida v 1pyrH YyBCTBHTEHHU NATOTEHH KaTo

ctadunokoku u Bacteroides, Ho He nakTobaunnu;

KOXHH 3abonABaHHA, NOKA3BaLlH BTOPHYHA HHPEKLIUS C Te3H reOHUKY;
KaHAHAO03€eH OOPHB OT NeneHy, ByNBUT ¥ OanaHMT,;

pityriasis versicolor;

epuTpasma.

4.2. lo3HpOBKA H HRYHH HA NPRJICKERHE

ﬂoauwnxa

KpembT TpabBa 1a ce HaHACA BbPXY YHCTH, NOACYILEHH YHACTBLM OT 3aCErHaTaTa Koxa (a2 ce H3MHBa
CBC canyH ¢ HeyTpaiHo pH). Ao KpeMbT ce Hanacs BbpXY KpakaTa, Te Tpabsa aa 6baaT aobpe
H3MHTH, NOACYIUEHH K CNEA TOBA KPEMBT TPAOBA Aa C€ HAHECE MEXKAY NMPLCTHTE.

AKO CHMNTOMHTE He Ce NoROOPAT ciielt 7 RHK NedeHwe, Tpabra Aa ce NOThPCH MEOHLIMHCKA MOMOLL.

BripacrHr n geua Haa 12 roannu

KpembT TpsibBa na ce HaHacA BLPXY 38CErHATHTE YUACTHUM BA HAK TPH ML



3a na ce NpeRoTBPaTH NOBTOPHA NOABa Ha MHPEKLWATA, JTeueHHeTo TPAOBa Aa ce NPOABL/DKH 3a
Hak-ManKo 2 CeAMHLH CNeA H34E3BAHE Ha BCHUKH NPH3HALK HA MHGEKLUE.

[lpeanarana npoOABDKUTENHOCT Ha JICUEHUETO:

- HepMaToPHTHH HHDEKUMH — HAl-MaNKO €IHH Mecel|

o Kanauno3sHa MHpeKUHMA — Hal-Manko 2Be ceAMHLH

AKO CHMITTOMHTE HE ce nogoOpAT cnen 7 quy NieueHue, TpAORa 1a ce NOTHPCH MEAULIKHCKAE NMOMOILL,

Jena

Jlnuncear aaHHM.

Ilayuenmu 8 cmapuecxa ev3pacm

JInnceart NaHHK NpH MaUHEHTH B CTapuecKa Bb3PacT.
bvbpeuno yapexcoane

JIunceaT AaHHH NpH nauMeHTH ¢ 6LOpeuHo yBpexaane.
Yeproopobro yepexcoane

JIuncear JaHHKW NpH NaLKEHTH C YEPHOAPOOHO yBpeXXaaHe.

HauuH Ha npunoxeHue

[Tpunarane Bupxy KoXara.
4.3. IIpoTABONOKA3aAHHA

Knotpumason GSK | % kpeM e npoTHBONOKA3aH NPU CBPBXUYYBCTBUTETHOCT KbM KIOTPHMA30/ HITH
KbM HAKOE OT NMOMOLLHHTE BEUIECTBA.

4.4. Coenuannn npeaynpekieHHs H NpeANa3’HH MEPKH NPH ynoTpeda

Jla ce u3barea koHTakKT ¢ ouure. Jla He ce nornbuia.

Bcuukn BB3MOKHH HHPEKTHPaHH MecTa Tpa6Ba 21a ce JIeKyBaT 110 €HO W CBLLO BpeMe.
Knotpumazon GSK | % kpeM cpabpka LETOCTEAPHIOB &NIKOXOA, KOIWTO MOKE 14 TPUHUHH JIOKATHH
KOXHH peaKkUHH (HanpuMep KOHTAKTEH AEPMAaTHT).

Knorpumason GSK | % kpem cbabpxa 10 mg 6eH3unoB ankoxon BbB BCeKH rpam. BensunosuaT
ATKOXON MOXe A3 NPHYKHM alEpPrUUHH PEaKLIHH.

4.5. BzammoneficTBue ¢ APYrH NeKapCTBEHH NPOAYKTA M APYTH GOPMH Ha B3IaHMOAeHCTBHE
Konmpayenmugu

JlabopaTOopHH H3NKUTBAHKUA rpeanonarar, Ye KOraTo ce W3Mo/13Ba 3aeQHo C JJaTeKCOBY
KOHTPALENTHBHH CPEACTBA, TO3H IEKAPCTBEH NMPOAYKT MOXE Aa ' yBpeau. B U¢ Ha TOBA

CbBETBAHH [a U3MNOA3BAT AITEPHATHBHYU NPEANa3HN MEPKH NOHE 3a MneT
TO3H JIEKAPCTBEH MPOAYKT.



4.6. PDepTHIAHTET, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT

Hma orpasnueHud JanHu ot ynotpebata Ha KNOTpHUMason npu 6peMeHHu xenn. [lpoyusaHus npu
XUBOTHH € KJIIOTPUMA30/ NOKA3BAT pENPOAYKTHBHA TOKCHYHOCT NPH BUCOKH NMEPOpaiHu 103H
(BX. Touka 5.3 [lpeaknuHuyHHn gaHHH 3a 6e30MacHOCT). [IpH HUCKHTE CHCTEMHH EKCMO3HLHK Ha
KNOTPUMA30. e JIOKATHO NPHAOKEHHE, He CE NPEABUKAAT BPEAHK €(DEKTH NO OTHOLUEHHE Ha
penponyKTHBHaTa TOKCHYHOCT. KnoTpumason Moxe fa ce uanonssa no BpeMe Ha OpeMeHHOCT, HO
camo noa HabAOAEHHUETO Ha JIeKap HITH aKyllepKa.

KbpmeHe

Hannunure GpapMakoAHHAMUYHW/ TOKCHKONOTHYHH IAHHH NPH XHBOTHH NOKA3BAT €KCKPELHs HAa
KJ1OTpUMA30J1/MeTaboNHTH B MISKOTO CNel MHTPABEHOZHO MPRIOKEHHE (BXK. Touka 5.3
[NpeaxnuHuuHK faKHu 33 6e30nacHOCT). DapMaKkOKHMHETHUYHH H3CNENBAHMA CEM KOKHO NPHIOKEHHE
MOKAa3BaT, Y€ KIOTpUMason ce abcopbupa MUHHMATHO OT KOXKA ¢ HEHApYLIEeHa LAIOCT WK Bb3NasieHa
KOXKa B KPbBOOOpaLLEHHETO Ha YOBEK {BXK. TouKa 5.2 DapMaKOKHHETHYHH CBONCTBA).

Hama RaHHM MO OTHOLICHWE Ha EKCKPEUMATA Ha KJIOTPHMa30N B KbpPMaTa, HO CHCTEMHaTa abcopbums
CJIEN MPUNIOKEHHE € MUHHMATTHA M HE € BEPOATHO Aa BOAH 40 CUCTEMHH eekTu. KnoTpumason Moxe
Aa C€ M3noN3ea B NEpHoaa Ha KbpMeHe. AKO ce npunara 8 00/1acTra Ha 3bpHATA, H3MHBAHTE MbPAHTE
npein KbpMeHe.

DepTUNHTET
He ca npoBeskaaHn npoyusaH1s 3a edexTHTE Ha KNOTPUMA30s BbPXY QEpPTHINTETA NPH XOpa, HO
NpoyuBaHHUs NpPH XKMBOTHH HE NMOKA3BAT NCKAPCTBOTO Aa UMA HAKAKBH €(EKTH BbPXY dhepTHIMTETA.

4.7. EdexTn Bhpxy cnocofHocTTa 32 Modupane H paboTa ¢ MAIBHH

JleKapcTBEHHAT MPOAYKT HE NOBNHABA WIIK NOBNHABA NPeHeGPERUMO CNOCOBHOCTTa 3a WodHpaHe
paboTa ¢ MaUIHHH.

4.8. HexenanH JIeKAPCTBEHH PeaKNHH
JanBH OT KIHHAYMHHY R3NATBAHASA
JIKNcBAT AAHHH.

HocTMApPKETHHIOBH NAHHH

Hexenanure peakuuu ca n3bpoeHH no-aony no cHcTeMo-opraHuu knacose no MedDRA u no
4eCTOTA.

YecToTHTe ca onpeaeneHy karo:

MHoro vectu > 1/10

Yeetu > 1/100 zo < 1/10

Heuectu = 1/1 000 oo < 1/100

Peakn > 1/10 000 ao < 1/1 000

Muoro penku < 1/10 000

HenipecTHa uecToTa (OT HANHYHHUTE AAHHH HE MOXe 1a Obae HanpaBeHa OLEHKa).

HapyiieHusa Ha HMYHHaTa CHCTEMA
C neuzsecmua vecmoma: aHapuNaKTUYHA PEAKUHUS, AHTHOEEM, CBPBXUY
CAMMNITOMH KaTO YPTHKApHA, AHCNHER, XHNOTOHHA K CHHKOR )
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HapyuieHWs HA KOXATd ¥ NOAKOXKHATA ThKaH

C Heuszsecmua yecmoma: copbex, 00pUB, MeXypH, ekcponmaLMa Ha Koxara, ZUckomdopT/6oka,
OTOK, NapeHe, Apa3HEeHE, EPUTEM, CMBIAEHE, KOHTAKTEH ACPMATHT, NAPeCcTE3HA, peakLUsa Ha MACTOTO
Ha MpWIaraHe.

CrobuiaBane Ha NOAO3UPAHH HEXETAHY peaKliuH
CroblaBaneTo Ha NOAO3HUPAHM HEXENAHH peakilH clejl paspellaBaHe 3a ynorpeba Ha nekapcTBEHHS

NpOoAYKT € BakHO. Tosa no3sosisBa 1a NPOABILKH HabNMIOAEHHETO HA CHOTHOLIEHHETO NOJ3A/PUCK 3a
NeKapCTBEHHUA NpoaAyKT. OT MEAHLHHCKHTE CNIELIMANTKHCTH CE H3UCKBA Ja CboOLLaBaT BCAKa
NOaO3HpAHA HeXeNaHa peakuus Ha:

H3nbaHUTENHA areHUHs MO NeKapeTBaTa

ya. ,.JdamaH ['pyes Ne 8

1303 Codns

Ten.: +359 2 890 34 17

yebealit: www.bda.bg

4.9. Ilpexo3npane

CHMNTOMH K NpH3HALK
CHMNTOMH npH npeao3vpaxe: 3aMaiiBaHe, rajieHe, NOBPLUIAHE.

JleueHue

Ipyu cnyvaliHo nornsiuatde npes ycrarta Tpabsa aa ce B3eMar 0bH4aitHUTE CHMITTOMAaTHYHH MEPKH.
[Mo-HaraTsHOTO NeyeHHne TpabBa Aa € cnopel KIHHHYHHTE NOKA3aHHA WK CIIOPe NPENOPbKHTE Ha
HauuoHanHus UeHTBP NO TOKCUKONIOTUA, aKO TaKbB € HaJIUYEH.

5. ©®APMAKOJIOIHYHU CBOUCTBA
5.1. ®apMaKOAAHAMAYHH CBOHCTBA

®apmMakoTrepanerThuHa rpyna: [Tpotusorb6uUHM JleKapcTBa 38 NOKATHO MPHIOKEHHE, UMHIA30/0BH
d TpHa3zonosu npon3eoaHH, ATC koa: DOIACOI

MexaHHu3bpM Ha geicTBue U HapMaKoIHHAMHYHH edexTH

Knorpumason HHxubupa pacrexka W AeIEHETO Ha MUKPOOPTaHH3IMHTE H B 3aBHCHMOCT OT
KOHUEHTPaLHATa MOXe Aa NPOABABA PYHTHCTATHHHO WK PYHrHUUWAHO AelcTBHE. MeXaHH3IMBT Ha
DeHCTBHE HA KIOTPHMA30J/1 BK/NIOYBA NPOMSIHA B NMPOMYCKIHBOCTTa Ha KJIEThUHHTE MEMOPaHH, KOATO
C€ OCBUIECTBABA HYPE3 Bb3ACHCTBHE BbPXY CHHTE3aTa Ha €procTepodl, KakTo H Ype3 CBbP3BAHE C
dochonunuanTe B KNeTbYHUTE MeMOpaHu Ha rbOMUKHTE.

KnotpumMazon HHxWOupa cuHTe3aTa Ha 6entbum, MasHuny, JIHK u nonusaxapuau, yspexaa
KAETHLYHHTE HY KICHHOBW KHCEJIHHH H YCKOPABa OTAENAHETO Ha kanui. Moxe cblio na MHXHGUpa
DeHCTBUETO HA OKHC/IUTESTHHTE H NMEPOKCHAATHUTE €H3MMH U GHOCUHTE3aTa HA TPHIANUEPUAN U
dochonunuam npu rebuukuTe. [lo-BUcokaTa KOHUEHTPALIHA Ha KJIOTPHMA30JT YBPEXIa KIETb4HaTa
MeMOpaHa No MEXaHH3MH, HE3aBUCELIH OT CHHTe3aTa Ha cTeponH. KnoTpumason npenorsparasa
TpaHcopmauraTa Ha bnacrocnopute Ha Candida albicans B nHBa3ueHa MuuenHa dopma. [TpomenuTe
B N€HHOCTTA HA KNeTbuyHaTa MeMOpaHa BOASAT A0 KIETbYHA CMBLPT H TOBA 3aBHUC

MHKpPOOUTE HA NeKApCTBEHHS NMPOAYKT.




CnexTbp Ha aKTUBHOCT

KnoTpumason ce xapakTepH3upa ¢ iMPOK CNEKTbP Ha AaHTHMHKOTHYHO W aHTHOAaKTEpHATHO

neiicreue. [loTucka pazsuTueTo 1 ybuea:

- nepmatodutu (Epidermophyton floccosum, Microsporum canis, Trichophyton mentagrophytes.
Trichophyton rubrum),

- apoxau (Candida sp., Cryptococcus neoformans),

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

Kiiorpumason € akTuaeH M cpelly Hakou [pamM-nonoxutenHun 6akrepuu.

Hapen ¢ aHTHMHKOTHUYHOTO CH J€HCTBHE, KNOTPUMA30J AeiCTRA K BLPXY [paM-notoxuTenHu
MHKpPOODPraHu3MH (cTpenTokoku/ctagpunokokw/ Gardnerella vaginalis) v I'pam-oTpruarenum
MHUKpOOpPraHu3MH (Bacteroides). Knotpumazon HaMa edeKT BbpPXY NaKTOSALMIMK,

In vitro KNOTPMMa30/ MOTUCKA Pa3MHOXKABAHETO Ha KopUHeOakTepun U ["paM-NoNOKHUTENTHH KOKH (¢
H3KIIOYEHHE HA EHTEPOKOKHUTE) B KOoHUEHTpaumny ot 0,5 — 10 ug/ml cy6erpar.

In vitro KNOTPUMA30N WMA LLHPOK CNEKTLP Ha GPYHIUCTATUUHO U GYHTHUMAHO aelicTBHe. EdexTuTe
MY BbpXy MHuena Ha nepmatoburure (Trichophyton, Microsporum, Epidermophyton) ca nonobum Ha
edexTuTE Ha rpH3eodynBUH, a ePEKTHTE My BLPXY MbOMUKHTE, KOWTO CE€ Pa3MHOXKABAT upe3
mbnkysaHe (Candida), ca nronobHU Ha neicTBHETO HA NoanennTe (amborepHUHH B ¥ HUcTaTHH).

KoHuenTpauun Ha knoTpumason noa | pg/ml uHxubupart pa3BHTHETO Ha NOBEYETO WAMOBE Ha
Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum v Microsporum
canis.

KOHUEHTpaUnH Ha KNOTpUMasos oT 3 pg/ml uHXUGHpaT pa3BUTHETO Ha NaToreHu Karo Pitorosporum
orbiculare, Aspergillus fumigatus, supose Candida, Bkmountenno Candida albicans, Hakou wamMoBe
Ha Staphylococcus aureus, Streptococcus pyogenes ¥ HAKOW 1LaMOBe Ha Proteus vulgaris u
Salmonella. Knotpumason e akTuBen v cpewy Sporothrix, Cryptococcus, Cephalosporium wn
Fusarium.

["0HUKH, PE3UCTEHTHH Ha KIIOTPUMA30N, Ca HIKINIOUHTENHO PEAKH; ONHCAHU Ca CAMO H3ONTUPaHH
wamose Ha Candida guilliermondi.

[ToHacTodieM HAMa CLOOLIEHHA 3a pa3BHTHE Ha PE3RCTEHTHOCT NPH YYBCTBUTEIHHTE Ha
KoTpuMason rebuuku cnen nacak Ha Candida albicans w Trichophyton mentagrophytes. He e
HabIONaBaHa PE3UCTEHTHOCT KbM KIIOTPHMA3oN npw wamose Ha C. albicans, kouTo ca 61nu
PE3UCTEHTHH KbM TMTONTHEHOBH aKTUOHOTHUM Cllex XHMHYHA MYTaLHs.

5.2. DapMaKOKHHETRYHH CBOHCTBA

Abcopbuna u paznpeaenenue

QapMakOKMHETHUHH W3CACABAHUSA CNEA KOXKHO NMPUIOKEHHE Ca NOKa3alH, Ye KNOTPUMa30 ce
abcopbrpa MHHHMATHO OT KOXKA ¢ HEHApYLIEHa LAJOCT WK BL3MNANEHA KOXKA B KPLBOOOPAILEHHETO
Ha YoBeK. [Tosry4eHHTE NHKOBH CEpYMHH KOHLEHTpaLHH Ha KNOTPHUMAa30/ ca GUNK oA rpaHuLaTa 3a
oTkpHaaHe ot 0,001 pg/ml, koeTo nNoka3pa ye NOKANHO NPUIACKEHHUST KIOTPHMA30A HE BOAH A0
U3MEPUMU CUCTEMHMU €PEKTH HITU HEXENaHH PeaKkLnH.

MeTabonH3bM W eNUMHHUpaHE
Kitorprmason ce Metabonuzupa B yepHHUsa Apob 10 HEAKTHBHH BELLECTBA, KOMTO C€ OTAENAT B ypHHaTa
H H3NPaKHEHHUATA. ~




5.3. [lpeaxnunnvHn JanAH 33 Gezonacnoct

Hexn1MHHYHHUTE JaHHU He noKka3BaT 0co0eH pUCK 3a Xopa Ha 6a3aTa Ha KOHBEHUMOHATHHUTE
¢dapMaKkonorH4HM NpoyYBaHMA 3a 0€30NacHOCT, MPOYYBAHHUS 32 TOKCHUHOCT MPH MHOTOKPATHO
npunaraHe, FeHOTOKCHYHOCT, KaHLEPOreHEH NOTEHLHAN, PENPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT
33 pa3BHTHETO.

JloxanHata U CHCTEMHATa NOHOCHMOCT KbM KIOTPUMA30J B Pa3fIMUHH NleKapcTBEHH GOPMH € OLIEHEHa
B MPOYYBaHHA C BArMHAIHO NMPHIOKEHUE NMPU KyHeTa H MAKMYHHA M NOZOCTPH NPOYUBAHHSA NPH
AEPMANHO NPUIIOKEHHE NPH 3aHLM. [IpH HEUKOE OT TE3H NPOYYBAHUA HE Ca YCTAHOBEHH JIOKANHH HIH
CHCTEMHH BPEAHH €(EKTH, CBbP3aHH C NIPUIIOKEHHSA NPOAYKT.

ToKCHYHOCTTa Ha KNOTPUMA30J MPU NEPOPATHO NPUACKEHHE € Ao6pe NpoyyeHa.

[1pH enHOKpaTHO NEPOPanHO NPHACKEHHE KIOTPHMA30A € ¢1ab0 A0 YMEPEHO TOKCHYEH MPH OMUTHH
AHBOTHMH, KaTo CTOWHOCTHTE Ha LDso ca: 761 ao 923 mg/kg TenecHo Terno npu Muwku; 95 no

114 mg/kg Tenecro Terno npu HoBopoaeHH nabxose U | 14 no 718 mg/kg TenecHo Ternoc npu
Bb3pacTHH NbXoBe; > 1000 mg/kg TenecHo Terno npw 3aituu; > 2000 mg/kg TenecHo Terao npu
Ky4€Ta H KOTKH.

[pn npoyuBaHHs ¢ MHOTOKPATHO NEPOPAIHO NPHIOXKEHHUE MPH TILXOBE K KYYETa € YCTAHOBEHO, Ye
TOKCHYHOCTTA 3acAra rinaBsHo 4epHus apod. Tosa e ycTaHOBEHO KaTO MOBMILIEHA AKTHBHOCT Ha
TPaHCAMHHA3UTE B CEpPYMa U YEPHOAPOOHA BaKyOIH3aLMA ¥ MAaCTHH OTJIaraHus B yepHus apod,
NposBABAUWIM ¢€ NPH A03H oT 50 mg/kg B npoyyBaHETO ¢ ABATOCPOUHO npunoxkeHHe (78 ceaAMHULN)
npu nasxose H oT 100 mg/kg B npoytBaHeTo 3a CyOXPOHHUHA TOKCHYHOCT (MPHIOKEHHE B
npoab/keHHue Ha |3 ceaMuLIn) NpH KydeTa.

KroTtpumason e npoyusaH o6¢TOHHO B M3CneBaHHA 3a MYTareHHOCT in Vitro W in vivo 1 He ca
YCTaHOBEHHH N@HHH 32 MyTareHeH noreHuman. [Ipu npoyusase ¢ nepopaiHoO NPUIOKEHUE HA
KJNOTPHMAa30J1 B NPOAB/IKEHHE HA 78 CEIMHLIA NPH IUTbXOBE HE € YCTAHOBEH KaHLeporeHeH edexT.

B npoyusaHe 3a edekT BbpXY MICOOBHTOCTTa NPH TUTEXOBE IPyMK oT nabxose FB30 ca nonyuyasanu
nepopanHo 4031 Knotpumason Ao 50 mg/kg tenecHo rerno B npogbikenre Ha 10 ceaMuum npeaw
YH(TOCBAHETO, KAKTO H Npe3 3-CEAMHYHHUA NMEPHO Ha YHDTOCBAHE (CAMO MBXKKHTE), a MpH
KEHCKHUTE — WJIH 10 13-TH recTauHOHeH AeH, WK 10 4-Ta ceamMHLa post partum. HeoHaTanwara
TPEKHBAEMOCT € NOHKXKEHa B rpynara ¢ no3a 50 mg/kg renecHo Terno. Knorpumason B no3m 1o

25 mg/kg TenecHo Terno HAMa oTpuuaTeneH edheKT BbpXY Pa3BUTHETO Ha HOBOpPOAEHHUTe. B HUKOS OT
H3CNENBAHUTE NO3H KINOTPHMA30 HE € Ookazan €(PEKT BbpXy IOA0BHTOCTTA.

He ca ycTaHoBeHM TepaToreHHH eeKTH NPH NPOYYBAHWA NMPH MHLLKH, 3aiiUM W MABXOBE NpPH
NepOPATHO NPUIIOKEHNE HA A03H CbOTBETHO A0 200, 180 unun 100 mg/kg.

[MpoyusaHe npu 3 nibXa, NpH KOMTO B NEPHOAR2 HA NTAKTAUMA € MPUAOXKEH KnoTpuMmason 30 mg/kg
WHTPABEHO3HO, MOKAa3Ba, Y€ IEKAPCTBOTO CE CEKPETHPA B MAAKOTO U 4 vaca ciied NPHUIOXKEHHETO
KOHUEHTpauuaTa My B MiIAKoTO € 10 10 20 NbTH NO-BHCOKA OTKOMKOTO B 1a3Mara, KaTto
ChOoTHOWeHHeTO cnana a0 0,4 no 24-Ttus yac.

C ornen Ha orpaHnueHarta abcopSums Ha KAOTPHMA30/1 NPH BArHHAIHO NPUNOXKEHHE (OLIEHEHa Ha
3% — 10%), He ce o4aKBa pHCK NPH BaTHHAIIHO MPHICKEHHE Ha KJIOTPHMA30N.




6. ©OAPMALEBTHYHHU JAHHH

6.1. CInHCBHK HA NOMOUWIHHTE BellleCTBA
LleTocteapuioB aikoxon

OxTunponexkaHon

[Noancopbar 60

CopburaHoB creapar

CHHTeTHYEeH LeTaleyM

beH3nnoe ankoxon

[MpeuncreHa sona

6.2. HeCcHLBMECTHAMOCTH

JlunceaTt aaHHw,

6.3. Cpok Ha roaHocT

3 roAHHM.

6.4. CpnennanHR ycJIOBHSA 32 ChXpaHEHHe

Ha ce cxxpanasa noa 25 °C. Jla He ce 3ampa3saba.
Ha ce cpbXpaHgBa Ha MACTO, HELOCTBIMHO 32 feua.
6.5. Bua n chAbLpKRAAHE HA ONAKOBKATA

20 g xpeM B anymMHHHeBa Tyba ¢ ruiacTMacoBa Kanauka Ha BHHT, MOCTABEHA B KAPTOHEHA KYTHS.

6.6. ChneunaaHu NpeANa3HH MEPKHA NPH HIXBLP./IAHE H paboTa

Hama cneuHanHu U3HCKBAHUA.

7. IPUTEXATEJI HA PASPEINIEHUETO 3A YIIOTPEBA

GlaxoSmithKline (Ireland) Limited,
I2 Riverwalk,

Citywest Business Campus,

Dublin 24,

Hpnangns

8. HOMEP HA PE3PEHIEHHETO 3A YIIOTPEBA

Per. Ne 20030629

9. JATA HA ITBPBO PA3PEILIABAHE/TIOQJHOBSBAHE HA
YIIOTPEBA

Jara Ha mepBo paspewapane: 01 onu 1985 r.



Jarta Ha nocneano noaHoBsaRaue: 14 centemapu 2009 r.

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA




