KPATKA XAPAKTEPUCTHKA HA NPOAYKTA

U3MBJIHUTENHA ATEHUMA N0 JIEKAPCTBATA |

1. HME HA NEKAPCTBEHHRS ITPOAYKT KParmKa XapaKmepUCUKE Ha MPOgYKma - (lpuAcKGHLE 1
AOC0D LD ...
Junporewra 0,5 mg/1 mg/g xpem KoM Pee. Ne : J’U-;jj
Di enta 0,5 mg/1 mg/g cre -
PR gl mgg cream PaspeuweHue N Q’MLA(H?/ .............................
" LY ]
2. KA‘-IECTBEH H KOMECTBEH CF.I)CTAB Mﬂe ! ,ﬁ..'"'.' ....................... ree

Exane rpamM JunporenTa KpeM ¢abpxka 0,64 mg Geramerasonos aunponunoHat (betamethasone
dipropionate), exsuBancHTeH Ha 0,5 mg GeramerasoH ¥ 1,67 mg renramuiHoB cyndar (gentamicin
sulfate), ekBMBancHTEH HA 1 IME reHTaMHIMH.

3a mLIHHA CIHCHK HA MOMOUIHHTE BEIECTRA BHYKTE ToUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

I'nagbk, 651, XOMOreHeH KpeM, He3 HaTHIHe Ha Yy KIAH JaCTHIH

4. KHMHHNYHHW JAHHH
4.1 TepancBTHYHH HOKAIARAN

JlunporeHTa KpeM € TokasaH 3a obnekvasane Ha MPOABHTE HA BH3MANEHHE NPH KOPTHKOCTEPOHA-
TIOBJIMABANH Ce JIEPMATO3H, YCIIOKHEHH ¢ BTOPHYHA MHPEKLIHA, NPeU3BHKAHA 0T MUKPOOPraHH3MH,
JyBCTBHTENHH HA MeHTaMHLNH HIH IPH PHCK OT NOAB2 Ha TakuBa, Tean 3a0ondBaHud BKIIOYBAT:
MCOPHA3HC, KOHTAKTEH JEePMATHT, aTONHYEH JIEPMaTHT (€K3eMa B IETCKA BE3pPacT, aIepruicH
AepMaTHT), HEBPOASPMHT (THXEH CHMITIEK: XPOHUKYC), THXEH IUaHyc, ekseMd (BKIL HyMynapHa
eK3eMa, €K3eMa Ha PBLETe, EK36MaTO3eH NEPMATHT), HHTEPTPHIO, ZUCXHAPO3a (HOMOOIIHKC),
cefopeeH IepMaTHT, ekcOTHATHBEH RePMATHT, CITEHYEB JEPMATHT, CTa3eH JAepMAaTHT, AHOTEHHTAICH
H CEHWNICH NPYPHTYC.

4.2 [losnpoBxa H EAYHH HA OPRJIOKEHHE

TeHBK cIOH OT JIMIIporeHTa KPeM ce HaHACH REPXY 38CETHATHTE YHacThIH /IBA IThTH JHEBHO, CYTPHH
H BevEp.

Yectorata Ha npunokeHHe TPAOBa Ja ce ONMpeAENH OT JieKaps B 3aBHCHMOCT 0T TEXECTTa Ha
CbCTOAHHETO. [TpH HAKOH MALAECHTH NOXXOAAIIA MOATHPHKAILA TEPATMA ¢ NMOCTHTA ¢ MPHIOKCHHE
BE/IEK THEBHO,

Hpo;mmm’rennoc*rra Ha TepailvATa BApHpa B 3aBACKMOCT OT CTCIICHTA H JIOKAJIH3AIHATA Ha
3abonABaHeTO, KAKTO M OT NIOBIHABAHETO HA DAIMCHTA. B’bl’lpﬁl(lfl TOBA, KO HE CC ITOCTHTHE KITHHHIHO

noaoGpeHHe 10 TPH-4YETHPH CEIMHLIH, THATHO3aTa TpAOBa J1a ce pepasraena.
4.3 TIporHBOnOKA3aHAY
JlMnporeHTa KpeM e NPOTHBONIOKA3aH NPU HALHEHTH ¢ aHAMHE3a 3a peakilin Ha

CBPBXYYBCTBHTEIHOCT KbM AKTHBHHTE BEIIECCTBA WIH KbM HAKOE OT HOMOIHHTE BE
B TOUKA 6.1, HIIM KBEM APYIH KOPTHKOCTEPOHIH.




4.4 Coennanny HpegyHpeXACHHS H IpPeNna3HH MePKH npa ynorpeda

B ciyuaii Ha CBPLXYYBCTBHTENHOCT M ApasHeHe, ynotpeQara Ha JlunporenTa kpem TpaOBa Aa ce
TMPEYCTAHOBH U JIA CE 3aTOYHE NOXXOAAII0 NeueHue,

Besaka 0T HeKeNlaHHTE JIEKAPCTBEHH PeakiliH, CHOOIICHH IPH CHCTEMHa yTiorpeba Ha
KOPTHKOCTEPOH/IH, BKJIOUHMTE/IHO TOTHCKaHE Ha GyHKupgTa Ha HanOpbpeunaTa Kiesa, MOXe fia ce
TIpOABH H TIPH IOKANHHTE KOPTHKOCTEPOHIH, 0COOEHO IIPH HOBOPOJCHH H JELA.

Cucremuata aGeopOuus HA JIOKATHATE KOPTHKOCTEPOHM C¢ YBEIH4aBa IpH TPETHPaHe Ha rojIeMH
TEJIECHH TIOBBPXHOCTH WIH TIPH H3MON3BAHE Ha OKITy3HBHH NpeBPB3KH. B Te3u ciiyyan WIH Koraro ce
NPENBIKIA ALATOCPOUHA Tepanus, Tpatsa Na ce BIeMaT NOAXOARIIM NPEANAsHE MEPKH, 0cOGeHO NpH
HOBOPOZICHH H I€IA.

HPH AMHHOITTHKO3HANHTE ¢ YCTAHOBCHA KPBCTOCAHA ANCPIrCHHOCT.

CucreMHaTa aGcopOips Ha JIOKATHO TIPWIOKEHHA TeHTAMHALIHH MOXE 1A C€ MOBHIIH NPH TPeTHPaHe
Ha OOIIMPHH Y4acTBIH OT KOXKATA, 0OCOOEHO NPH MPOIH/DKUTENEeH IEPHO Ha YIIoTpeda ik HapaHeHa
KOKHA [TOBBPXHOCT. B TesH ciryuan e Bp3MOXKHO Ja Ce MOABAT HEXKEJaHH PEeaKiUHH, KOHTO ce
TIPOSBABAT CHE]] CACTEMHO NPHIOKEHHE HA TeHTaMULMH. B TakuBa cnydan TpsOBa a ce B3eMar
HeOOXOJMMHTE IpeNNasHH MEPKH, OCOGEHO NpH HOBOPO/JCHH H A€lla.

ITpoxsmknTeNHaTa YIIoTpeOa HA IOKAITHH AHTHOHOTHIINM B HAKOH CITy4a® NpeAH3BHKBA Pa3BHTHCTO Ha
HEYYBCTBHTE/IHA MHKPOOPTaHH3MH, BIJIFOYHTENHO MEOHYIKH. B Te3u ciiy4an wiH npu apasHeHe,
ceHCHOMII3alA WITH cynepuHdekimg, NeYeHUETO ¢ FeHTAMMIIMH CTISABA A Ce NPEKPaTy ¥ 1A ¢
Ha3HAYH MOIXONAINA TCPalTHA.

JiurporenTa KpeM He € TIpeAHasHaveH 3a odranMonorndHa ynorpeba.

TIpH CHCTEMHO H JIOKANIHO NIPHIOKEHHE (BKITIOUHTEIHO HHTPAHASATHO, HHXATATOPHO M BBTPEOYHO) Ha
KOPTHKOCTEPOH/IH €4 BB3IMOYKHH CHOOILIEHNS 32 3PHTENHH CMyIICHAS. AKO IIpH HalMEHT Ca HATTHLE
CHMITTOMM K4aTO 3aMBIJICHO 3PEHIE HIH JIPYTH 3PHTEHH CMyIeHH, NALMeHTHT TpabBa Ja Obae
HACOYCH 38 KOHCYATAlM: C Ottﬂ‘aJIMO.ﬂOT 33 OIICHKA Ha BB3IMOXKHMTC IPHHHHA 33 3PHTCIIHA CMYLICHMH,
KOMTO MOTAT J1a BKJIOYBAT KATAPAKTa, IIayKOMa Wik peIKH 3a00/IIBaHHA KaTo UEHTPATHA Cepo3Ha
xopHoperuHOonaTia (11CX), 3a xoMTO ce choOLIaBa ciie]l CHCTEMHO M JIOKAJIHO H3TIOJI3BAHE Ha

KOPTHKOCTEPOHAH.

HeanaTpydHa nonynanns
l'Iaunemm‘e B I¢TCKA BB3pacT MOXE 11 NMPOABAT HO-BHCOKA YyBCTBHTEIHOCT 110 OTHOILUCHHAC HA

NPeH3BUKAHOTO OT JIOKAIHH KOPTHKOCTEPOUAH TIOTHCKAHE HA XHTIOTANAMO-XHIIO(H30-
HanOuOpeanara oc (XXH). Te ca no-uyBCTBHTEIIHH OT BL3PARCTHHTE TIAIHEHTH M KbM €K30T¢HHHTE
KOPTHKOCTEPOMAHH €(eKTH, IOPaIH NMO-BHCOKATA CTeeH Ha pe3opOins, ALDKANA ce Ha
OTHOCHTEHO NO-TOJAMATA KOXHA NOBBPXHOCT, OTHECEHA KbM TEIECHOTO TErIO0.

B HfKOH cilydan npH Jelid, TPEeTHPAHH ¢ JOKATHH KOPTHKOCTEPOH/IH, ¢& ChOOMIABa 34 MOTHCKAHe Ha
XXH, cuagpom Ha Cushing, 3a0apdHe na pacrena, HAMATEHO HAAAABAHE HA TEINO H WHTPAKPAHAATHA
xuneproHus. IposeHTe Ha MOTHCKaHe Ha HanGBOpeuHara ’Ule3a NPH AeNa BKIOYBAT HHCKK HHBA Ha
INa3MEHHR KOPTH3OJ ¥ IMNca Ha oTroBop npu cramynupane ¢ AKTX. Ilpossure Ha HHTpaKkpaHHATHA
XHIIEPTOHMA BKIIOYBAT H3TLKBAHE Ha (POHTAHENATA, IN1aBobONHE H ABYCTPaHeH OTOK Ha MArmlara.

YrorpebaTa Ha NOKATHH KOPTHKOCTEPOMAH NPH Aenia TpaOBa aa OBae orpaHirieHa f0 M ATHOTO
KOIIHYECTBO, HEOOXOMHMO 3a NOCTHraHe Ha TepaneBrrucH edexT. ToH KaTo NedeHu '
KOPTHKOCTEPOHAH, MOJKe Ja IIOB/IHAE PAcTeXa U Pa3BHTHETO NPH Aenia, T¢ Tpabsa
CaMO CNefi BHUMATENHA OLSHKA HA CHOTHONIEHHETO TI0M3a/PHCK.




4.5 BiaamoaeHCTBHE C APYTH JEKAPCTBEHA HPOAYKTH B APYrH Gopmna Ha p3aumMoielicTeHe
He ca npoeexnann npoy9YBaHHA 3a B3aHMOCHCTBHATA.

4.6 BpeMenaoCT H KbpMeHe

bpemennoct
Tsit xaro GezonacHocTTa Npu ynotpefara Ha JIOKATHHA KOPTHKOCTEPOH/AM NpH GpeMEHHH XEHH He €

YCTaHOBEHA, JIGKAPCTBEHHTE NMPOAYKTH OT Ta3H rpyna TpabBa Aa ce H3TIOM3BAT 110 BPEME Ha
OpeMEHHOCT caMo, aKO MOTEHI{HAHATA 1105132 ONPaBJARa MOTSHUMATHHS PHCK 3a IJI0AA.

JlekapcTBEHKTE [IPOAYKTH OT Ta3H rpyna He TpAOBa 1a ce H3MON3BAT HHTEH3HBHO B TOJIEMH
KOJIMYECTBA WIH 33 HPOIBDKHTEAHO BpeMe np#a OpeMeHHH.

Kepmene ,
He e m3pecTHO Janyn NOKATHOTO TIPHIOKEHHE Ha KOPTHKOCTEPOMAM MOXeE Ja ZOBEAE N0 3HATMTENHE

cHcTeMHa abcopOLps B 10 AOCTHIaHe Ha JIOTOBHMH HUBA B KbpMara. TpaGBa fa ce B3eMe pellicHHe
AAIH ]2 Ce MPeyCTAHOBY KhPMEHETO WM Zja CE TPEYCTAHOBH/HE ¢E MPHIOXKH TEpaniaTa ¢
JunporenTa KpeM, KaTo ce B3eMAaT HPeIBH] NI0I3aTa OT KbPMEHETO 32 ACTETO U MOJI3aTa OT TEPAIKATa
3a JXCHarTa.

4.7 EdekTa BBpXy cnoco0HOCTTA 33 modupaHe H pabora ¢ MAINHEAR
Crnoco6HoctTa 38 modHpane ¥ pabora ¢ MalIHHA He Ce BliUde oT Junporesra KpeM.
4.8 Hexenann JeKapCTBEHH PEAKTHHE

Knunuusute Nnpoy4yaHdd Ha JIUTIporeHTa KpeM NoKa3BaT Ao0paTa NOHOCHMOCT Ha MPOAYKTa.
Hexenanu peakiuu KbM JIHIIpoTeHTa KpeM ca cho0MasaHA MHOTO PSAKO W BKIIGYBAT
CBPBXYYBCTBHTCTHOCT H IIPOMAHA B MATMCHTALHATEZ HAa KOXKATA.

Hma cpobuenns 3a cHeHUTe TIOKATHH HEXXE/IAHH JICKapCTBEHH PeaKuH 1IpH ynoTpedara Ha
KOPTHKOCTEPOMAH 34 JIOKAIHO TIPUIOKEHHE, OCOGEHO TI0J] OKIIY3HBHA IIPEBPE3Ka: NapeHe, Chplex,
ApasHeHe, CyXa Koka, GONHKyIHT, XHIepTPHX03a, akHeH(opMeHH 0OPHBH, XHIIOIHI MEHTAL,
NepHopalieH AepMATHT, ATIEPTHYEH KOHTAKTeH JepMAaTHT, Mallcpaliis Ha KOXKaTa, BTOPHYHE
HMHGEKIHA, KOKHa aTPOdHA, CTPHH, MHITHYMH H 3aMBITIEHO 3peHHe (BX. CBHIIo Touka 4.4).

JledyeHHETO ¢ PFeHTAMMLMH MOXKE [Ia NPEAHIBHKA IIPEXOIHO KOXKHO APA3HEHe (epHTeMa B IPYPHTYC),
KOETO 0OMKHOBEHO HE H3HCKBA NPEKbCRAHE HA TepaITHATa.

Crofuasane Ha MOAOIMPAHH HEKENAHH PEAKLIN
CrpollaBaseTo Ha HOJI03HPAHH HEXXENIAHH PeaKH Cilef| pa3peliaBane 3a yNoTpeba Ha IeKapCTBEHHA

npoaykr e saxkuo. ToBa No3BoNsBa Aa MPOXBLDKM HabIOAEHHETO HA CHOTHOMEHHETO MOA3A/PHCK 32
NIEKapCTBEHHA NPOAYKT. OT MEAHUMHCKITE CHSLMATHCTH C¢ H3MCKBA fia ChoOmasaT BCAKa
NOKO3HPAHA HE)KeNaHa PeakiEg upes M3muiIHMTeIHA areHIM 10 JeKapCTBara, yi. ,,Jamau ['pyes”
Ne 8, 1303 Codma, Ten.: +35928903417, yebcaiit: www.bda.bg.

4.9 IIpeaozmpane
Cumrrromu: [IpexoMepHa HIH NpoALDKUTENHA yNOoTpeba Ha TOKATIHH KOPTHKOCTEPOMAM MOXe 1a

HOTHCHE XHITopH30-HanOEOpeUHaTa QYHKIMA, KOETC A2 JOBEHS KO BTOPHYHA Hanﬁhﬁpeqﬂj”
HEJIOCTATBYHOCT, POABA HA XUITEPKOPTHLM3bM, BKIIOUMTENHO cuHapom Ha Cushing.

EI[HOKP&THOTO OpeAO3HpaHE Ha TCHTAMHLIHH € MAJIKO BEPOATHO A OpE€aH3BHKA He CoreL)
NexapcTBeHH peakuud. [IpekoMepHaTa H NPpOXBDKUTENHA YTIOTpeOa Ha aHTHOHOTH
NpHJIOKEHUE MOMKE Na JOBeJie 0 NOKBa Ha JIe3uH, NIPeAM3BMKAHH OT PA3BHTHETO HE
HEYYBCTBHTEIIHH GakTepHu.



Jleuenue; Heo6xonumo € NOAXOMAMO CHMITOMATHYHO edeHHe. OCTPHTE CHMITTOMH Ha
XMOEPKOPTHIM3IBM 00MKHOBEHO ca obparumu. TIpH HeOOXOAMMOCT ce NIEKYBa eNeKTPOIHTHHA
aucGananc. B ciryuaii Ha XpOHHYHA HHTOKCHKALWS ce Npenopkusa 0asHo crmpaHe Ha
KOPTHKOCTEPOK/A.

B cryvaii Ha 3acHJIEH PacTeX Ha HEIYBCTBHTEIHH MHKPOOPTaHHEMH, NPEKPATETE JIEYEHHETO ©
JHnporeHTa KpeM M 3anoyMHeTe NOAXO0AAa TepalHs.

5. ®APMAKOJIOTHYHH CBOHMCTBA
5.1 ®apmako]HEAMHYHE CBOHCTBA

PapMaKOTepaneBTHYHA MPYNa: MOMIHA KOPTHKOCTEPOHAH B KOMOBHALNS ¢ aHTHOHOTHIH,
ATC xon: DO7CC 01

JIunporeHTa KpeM KOMOHHHPA NPOILIDKMTEHOTO NPOTHEOBBNANNTE/IHO, IPOTHBOCHPOSKHO H
CHAOCBHBALIO KelCTRBIE HAa GeTaMeTa3oHOBHS JUIIPONHOHAT ¢ IYMPOKOCTIEKThPHATa DaKTepuuMana
AHTHOHOTUYHA AKTHBHOCT HAa TEHTAMHIIMHOBHA CYI(parT.

INomo6HO Ha APYTHTE KOPTHKOCTEPOMAM 38 JIOKAUTHO NPHIOKEHHE, GETAMETA30HOBHAT MHIIPOHOHAT,
MpPUTEkKARA NPOTHBOBL3NATHTENHH, IPOTHBOCHPOEKHHA M ChIOCBHBAINM cBojicTBa. ToutmaT
MEXaHM3EM Ha ASHCTBHE HA JIOKATHHTE CTEPOHAIM KaTo 110 e HesAceH, Cmara ce, 4o
KOPTHKOCTEPOHIHTE HPOABABAT NEACTBHETO CH Ypes HHAYKLWA Ha pocdonunasza A2 RHXROHTOpHUTE
NPOTEHHH, HAPUYAHY CHOHPATETHO JIMNIOKOPTHHA. CuHTa Ce, e Te3H NPOTeNHH KOHTPOIHPAT
GHOCHHTe3aTA Ha MEJUATOPHTE HA BH3MAICHHETO, KaTO NPOCTarialIMHH H JICBKOTPHUCHH,
NIOCPEACTBOM HMHXHOHpaHe 0cBoO0XKAaBaHETO Ha MPEKyPCopa apaAXHIOHOBA KHCEIHHA.
ApaxHIOHOBATA KHCE/IHHA ¢e 0cBOGOK/IaBa oT MeMOpaHaTa na docdommmuauTte ot pocdonumasa A2.

CesrraMHIpH, TIpeACTARIISRA HIHPOKOCNEXTHPEH OaKTePHUHACH aHTHOHOTHK, €hEKTHBEH CPElLy roJaM
6poii KOXHH MATOTEHH.

TMozaTueuTe NATOTEHM BKIIOYBAT YyBCTBHTENHM maMoBe Staphylococcus aureus (kKoaryiasa
TIOJIOXKHTENHH, KOAryJia3a OTPHUATEHH, H HAKOH ICHUITTA3a-TIPOAYLIHPALIH (IAMOBE), KAKTO H rpaM-
oTpuLaTennuTe Gakrepun Pseudomonas aeruginosa, Aerobacter aerogenes, Echerichia coli, Proteus
vulgaris v Klebsiella pneumoniae.

52 <dapmaxokHHETHTHH CBOHCTBA

CreneHra Ha nepkyTaHHa abcopOuHa Ha JIOKATTHHTE KOPTHKOCTEPOMAH BapHpa HHAHBHAYAIHO 32
BCCKH NAIHEHT H MOXKE 14 C€ YBETHYH 0T YNOTpedaTa Ha OKITy3#BHH IIPEBPH3KH, YBeTHYaBaHe
KOHIEHTPALMATA HA KOPTHKOCTEPOUAA, KAKTO M YIOTpe(aTa Ha pasiHIHH HOCHTEH. DiryopHpaHHuTe
KOPTHKOCTEPOHIH HE CC pesopﬁnpa’r OT JepMarTa B HO-rofiaMa CTencH OTKOJIKOTO XHAPOKOPTH30HA.

Ipu nokanHO NpHIcKeHHe HA KOPTHKGCTEPOHAH BEPXY TIOBEYETO YUACTBIIM Ha HOPMAHATA KOXa,
CaMO MHOTO MAJIKH KOJTHYECTBA OT ACKAPCTBEHOTO BEINECTBO AOCTHTAT NEPMATa H BIIOCTIEACTBHE
CHCTEMHOTO KpbBooOpamenye. Bripexn ToBa, peaopb1HATa ce yBEIHYABA 3HAYHTENHO, KOTaTO
LEN0CTTa Ha eNMASPMATHAA CI0H HA KOXKaTa ¢ HapymeHa. Pe3opOLHATa Ce YBENHUABa K [IPH HANHYHE
Ha BL3NAMMTENIEH Npollec WM 3aboNgpaHii Ha emuaepManHaTa Gapuepa (Harp. NCOPHA3tC, eK3eMa).
JlexapcTeeHHTe cpeacTBa ce abcopOHpar B MO-BHCOKA CTENEH OT CKPOTYMA, MOAMHIIHHITATE,
KIIENauuTe, AMNETO ¥ CKANNa, OTKOJIKOTO OT HPEMHIIHHLE, KONSHO, 1aKLT, NJIaHu B neTd. Jopu 0
Clle/| M3MHBaHE Ha TPETHPAHHA KOXEH YYACTBK, ce HabmoNana IPOALIKUTEHA pe3opbups Ha

53 [peaxnuduydn jasHM 3a Ge3onacHoct

IIpoy4BaH e eeKTET OT NOACCTPO MPHICkeHHe Ha JUIporeHTa Mas BEpXY KHT:
KOXKa rmpy 3aliim U Mopeku cerHdera. He ca HabmonaBanyu HexenasH peakiiH

4



HapaHeHaTa Koka. He ca HaOmiomaBasm CHCTEMHH e(peKTH, KOHTO Ja ¢ OBJDKAT Ha epKyTaHHaTa
aGcopOLHA Ha KOPTHKOCTEPOH/IHTE.

YcTaHOBEHH ¢a aHTHOAKTEpHAIHATA AKTHBHOCT, TOKCHYHOCTTA, JIOKAJIHATA H CHCTEMHATa
TIOHOCHMOCT, IOKAJIHATA TIPOTHBOBB3MAIMTETHA aKTHBHOCT M HEXXeNaHKTe peakiuk Ha JlunporeHTa
Ma3. JlunporedTa Ma3 HMa MOINHA AHTHOAXTEpUANIHA AKTHBHOCT H 3HAYHTEITHH JIOKAITHH
TIPOTHROBB3NATHTE/HY ¢(heKTH, YCTaHOBEHA € JIMTICA HA TOKCHYHOCT M H3KIIIOUMTENHO no6pa
cHcTeMHa moHocHMocT. HiaMa HoKa3aTencTea 3a HeKelaHH PeakiMe B TPENOPEIMTEIHHTE 32
KITMHHYHA yIoTpeda N03MpOBKA H HAYHH HA MPHIOMKEHHE.

6. PAPMAIEBTUYHH JAHHA
6.1 CnHCBbK Ha DOMOIMHHETE BETIECTBA
XJIOPOKPE30a

HATpHeB auxuaAporendocdaT MHXHAAPAT
tbocdopua xucennHa

TedeH mapagHH

LIETOCTEAPAIOB AJIKOXOJ

MAaKpOTOJi IETOCTEAPWIETED

051 Mek mapadun )
HATpHeH XHOPOKCHI — 3a KopurHpase aa pH
TIPEYHCTEHa BOAA

6.2 HecbBMeCTHMOCTH

Henpumos#umo.

6.3 Cpox Ba rogaocr

3 roauum

6.4 CpensajJsH yC/IoBHS 33 ChXpaHeHne

Ha ce cpxpansga noa 25°C.

Jla ce cexpansaBa Ha MSCTO, HEAOCTBIIHO 34 Jielia.
CaMo 3a epMaTOIoOrHdHa ynorpeba.

6.5 Buaa B cLABPKAHEHE HA ONAKOBKATA

Anmymunnesn you—15g,30 g

6.6 CrennanHi NpeANa3HH MePKH OpH H3XBEPJSHE # paGoTa

Hama cneranii H3HCKBAHMA.

7. TIPHTEXATEJ HA PAJPEHIEHHETO 3A YIIOTPEBA

N.V. Organon
Kloosterstraat 6
5349 AB Oss

Hupepnangus




8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20000520

9. JIATA HA MHPBO PA3PEITABAHE/TIOTHOBSIBAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Jara na mepBo paspemasane: 19 wouu 2006 1.
Jara Ha nocneqHo nogHosaBaHe: 17 aeryer 2011 1.

10. JTATA HA AKTYAJIM3HPAHE HA TEKCTA




