KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
“A3MLAHWTENHA ATEHLAR N0 NEKAPCTBATA

1. HA JEKAPCTBEHHA IIPOAYKT =:Kpanmaxapamrspucnm Manpogjnmﬁ-ﬁpmmmf
OO L08R
TTusposor 0,05 % kpew Kot PO8, b v 2
Diprosone 0,05 % - 9o
1prosone o cream MW(“A/(W /J 9 /
, 01 09. 200
2. KAYECTBEH H KOAWYECTBEH ChCTAB : Ogotipesnie M ... SO AT

Beexks rpaM J{unposod ceaspxa 0,64 mg 6eraMmerasonop munpormonat (betamethasone
dipropionate), ekpHBaneHTeH Ha 0,5 mg (0,05 %) GeramerasoH.

3a TR CAMCHK HA NIOMOIUHWTE BEINECTBA BHXKTE TOUKA 6.1,

3. JIEKAPCTBEHA ®OPMA

Kpem

4. KJHAHHMHH TAHHH
4.1 TepaneBTEYHE DOKA3aAHHAL

JUHAIIPO30R KpeM € MoxazaH 3a o0ieKyaBane MPOABHTE Ha Bb3NaJeHHe U ChpOek MpH NOBNHABANIH Ce
OT KOPTHKOCTEPOHAM AESPMATO3H.

42 [lo3BpoBxa H HAYAH HA NPHACKEHHAE
TeHEK cnoH JIHITPO3OH KPEM ce HAHACA BBPXY 3aCETHATHA YUACTBK BE/INEX HIH ABA ITETH JHEBHO.
4.3 HporrBomoXa3aBEHA

CrpEXYYBCTRUTEIHOCT KbM aKTMBHOTO BEIECTBO MM KM HAKOe OT IOMOIIHMTE BEIecTsa,
H30poeHH B TouKa 6.1, KAKTO M KBM APYT'H KOPTHKOCTEPOKAH.

44 CpoenHaaEn npexynpeXJcHHS H OpeANA3HA MEPKH pH ynorpeba

CucreMHara abcopGums Ha JiokanHKTe KOPTHKOCTEPOMAM MOMKE a NPSIA3BHKA O0PaTHMO MOTHCKAHE
Ha XHrioTanamo-xunodnzo-Hantsbpeunara (XXH) oc ¢ noTeHIHan 3a INIOKOKOPTHKOHIHA
HEOCTAaTBYHOCT CIEN TIpeKpaTaBaHe Ha nederuero. [Ipu HIKOH NMaljMeHTH NOpagH CHCTEMHA
abcopbLus Ha JIOKATHHTE KOPTHKOCTEPOH TH CA BB3MOXKHH TIPOABH HA CHAAPOM Ha KbIIMHT no Bpeme
Ha yreueHuero. [IpH naupenTH, NpHEMAIH rOJIEMH A03H MOIIIHH JIOKATHHA CTEPOH/IH, IPHIAraHd Ha
OOIMPHH YJacTHUM KOXHa NOBBPXHOCT, TpAGBa nepHoanuHo fa Obe NpaBeHa OlleHKa Ha
npH3HalmTe Ha noTHckare Ha XXH oc. Ako ce yeranoew notickase Ha XXH oc, Tpabsa na ce
HamnpaBH OIMT 34 NPCKPaTABaHE HA ICTCHHETO, 38 HaMaliiBaHEe HA 9eCTOTATA HA MPHIOKCHHE HITH
CMAHA ¢ NO-c1ab KOPTHKOCTEPOH]L,

ITpu npeycranoesBaHe Ha nevenHeTo gyHkumara Ha XXH oc karo Uano ce BL3CTaAHOBABA Obp:

H3HCKBA NONBJIHHTCIIHE CHCTCMHHE KOPTHKOCTCPOKRIH.

Bceaka oT CroOIICHHTE IIPH CHCTEMHO NPHIIOKEHHE Ha KOPTHKOCTEPOHAH HEXXeIaHH
PedKIHH, BIJTIOYHTETHO NIOTHCKAHE Ha HANOROPETHHTE HKIIE3H, MOJKE Aa HACTHITH H
KOPTHKOCTEPOUAH, 0COOEHO IIPH KbpMavueTaTa H Ienara.
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eauarpuyuure NALMEHTH MOTAT Na 6HHAT NO-YYBCTEMTENHE KbM CHCTEMHA TOKCHYHOCT 1IPH
SKBHBAJIEHTHH [03H, MI0PAJH [10-TOIAMOTO CHOTHOMICHHE MEKY TEACCHATA NOBRPXHOCT ¥ TEICCHOTO
Terno.

AKO BE3HHKHE BB3IIAJICHHE, JICUCHHCTO 'rpﬂﬁsa Ja ce TIpeyCTaHOBH H Ja cé npeAnpHeMar NoaxomatH
TepancBTHIHHA MEPKH,

TTpy HanAgue Ba KOXHA HHpeKuUMA TPIOBA 42 Ce NPHACKH NONXOAANO NPOTHBOTEOUHMHO WK
aHTHOaKTepHanHO cpeacTso. [Tpn aumica HA 6BP30 KIHHHYHO NOBITHABAHE KOPTHKOCTEPOHIHOTO
nedeHre Tpadea aa 6nae cpAHO O OBNATABAHETO HA HH(EKIHATA.

TIpH CHCTEMHO M JIOKAIHO IMPUAOKeHHE (BKTIOYHTETHO HHTPAHA3ATHO, HHXATATOPHO H BETPEOYHO) Ha
KOPTHKOCTEPORAH ¢a PEIMOXHH Ch00mMeHnd 3a 3pUTe/THH CMyIUeHHA. AKO IIPH NALHEHT ¢a HATHIIe
CHMITTOMH KATO 3aMELICHO 3PEHKE WM APYTH 3PHTE/IHNA CMYIISHI, IALMeHTHT TpsOsa na 6uae
HACOYEH 3a KOHCYNITAIMA ¢ odTaIMONOr 38 OLSHKA HA BE3MONHUTE [IPHYWHY 3a 3pUTeNHM CMYTICHNUA,
KOHTO MOTAT J1a BKIIOYBAT KaTapaKTa, rNayKoMa Wik pejKH 3a00mgBaHHA KaTO HEHTPaNHa Cepo3Ha
xopuoperusonartis (LICX), 3a kouTo ce crobmaga cnel CHCTEMHO H MOKATHO H3MION3BAHE HA

KOPTHKOCTEPOHEH.,
[eauaTpAyya nonyaauns

B cpaBHeHMe ¢ BL3pACTHHTE NAHEHTH, NeIHATPHYHHTE NALMEHTH MOKE A3 IPOABAT 10-rollaMa
YYBCTBHTETHOCT KM HHAYLIHPAHOTO OT IOKAIHH KOPTHKOCTEpORIH noThckade Ha XXH octa H KM
€K30T€HHHTE KOPTHKOCTEPOH/IHH €(eKTH NMopa/IM no-ronaMarta abcopOIius, NnKania ce Ha
TIO-TONAMOTO CHOTHOILIEHHE MEXY TENIECHATA NOBLPXHOCT H TEJIECHOTO TErJIO.

[py peaHaTpAYHHN NAUMEHTH, NPUEMALIM NOKATHI KOPTHKOCTEPORAY, ¢ Cho0mARa 3a IOTHCKANE Ha
XXH oc, cunapom Ha KBIHHT M OBHIIEHO BRTPEYEPENHO HANATaHE. [IposBrTe HA MOTHCKAKE HA
Haf6bOpeunaTa GyHKUMS PpH TEAHATPHYHHA NAIHEHTH BKTIOYBAT 320aBAHE B PACTeXa H HAIABAHETO
Ha Terno, HHCKH IUTa3MEHHA HABA Ha KOPTH30JIa H JIMIIC2 Ha OTroBOp MpH cTaMynauus ¢ AKTX.
TlposeHTe Ha MOBHIUEHO BETpEYEPEenHO HANATAHE BKIIOUBAT H3AyBaHe Ha doHTadenaTa, raapobonye
W ABYCTPAHEH OTOK Ha DATMIHNTE.

Jldnpo3oH kpeM He € 3a odraMoNioruyHa ynorpeba.

4.5 BiaumogeiicTBHE ¢ APYrA JIeKapCcTBeHH NPOIYKTH H APYrH OopMA HA B3aRMOoaeiicTBHE
He ca npoBsexaany DpoydBaHmA 3a B3aHMOACHCTRAATA.

4.6 PeprraATET, GPEMEAROCT H KhpMeHe

Bpemensoct

Jinticpar afieKBaTHH H 100pe KORTPOAHpPaHH NipOYIBaHHA HA TEPATOTEHHHA NOTCHITHAN Ha IOKATHUTE
KOPTHKOCTepORIM NpH GpeMerHH KeHl, ETO 3am0 JoKanHH cTeposaM Tpabea na 6naar
YnoTpeOABaHH N0 BpeMe HA OPEMEHHOCT, CaMO aKO NOTEHLMATHATA NI0/13a ONPaBAaBa [IOTCHLHANHHS
PHCK 3a IJIonAa.

Kspmene
He € H3BECTHO NANH JIOKATHOTO NPWICKSHHE HA KOPTHKOCTEPOHH MOXE Ja JOBEAE N0 CHCTEMHaA
abcopbuma, KOATO 1a NPeqH3BHKA YCTAHOBHME HHBA HA JIEKAPCTBO B KbpMaTa. CHCTeMHO
UpHIAraHUTE KOPTHKOCTEPOKM e OTAEAT B KbPMAT2 B KOJIHYECTEA, 32 KOBTO € MaJIKO
HMAT BpesieH edexT BhpXy KbpMasero, Tpadra fa ce B3eMe pelneHre ANy Jia ce npey
KBPMEHETO HJIH /4 C€ MPEYCTAHOBH/HE C& MPHIIOKH Tepanuara ¢ JUImpo3oH KpeM, Ka
OpeABHA ION3aTa OT KEPMEHETO 32 JIeTeT0 H N0JI3aTa OT TEePAITHSITa 33 JKeHATA.

4.7 KEdexTn BHpXY ciocofHOCTTS 32 modupane B padora ¢ MATHAR
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Henprroxumo

4.8 Hexenann JeKapCTBEHHE peaknaH

Tatmumna 1
Jlox/IazBaHH HexkeJagH JeKAPCTBeHH peaknun 3a lanposon
Msaoro sectd (>1/10); 9ectn (>1/100 mo <1/10); nedectn (>1/1000 mo <1/100);
peakH (>1/10000 no <1/1000); mHoro peaxu (<1/10 000)

Cuﬁeuo—opmen KJac YectoTa Hexenann peaknan

Hadexnan u aadecranen | Yectn Bropuuna nHdexups

Haj)ymennn orctpaHa ma | Yectn napese, cpp0exK, BBINaNCHEE, CYX0Ta,

KOXKATA H NOAKOKHATA (ONHKYJTHT, XHIIEPTPHX034, aKACH{OPMEH 0OpHB,
THKAH XHIOMHMrMEeHTAIHA, TIEPHOpAIEH AEPMATHT,

anepruyeH KOHTAKTCH ,ZprMaTHT, MaLcpaiHa Ha
KOXaTa, KOXKHA aTpoUA, CTPHH H MHITHYM.

Hapymenns Ba ousETe C HenzpecTHa | 3aMBIVIEHO 3peHHE (BXK. CHILO TOUKa 4.4)
YeCTOTa

CrobHiaBaHe Ha NOKOIMPAHH HEKENAHH PEAKLIMA
Cro0maBaHeTo HA MOAO3HPAHM HEXEIaHH PEakilH Clie/| paspeliaBaHe 3a ynorpeba Ha TeKapcTBEHHA

MPOAYKT € BaykHo. TORa NO3BOMAABA A2 NPOTRLKHE HAGIIONEHAETO Ha CHOTHOMIEHHETO TON3A/PHCK 32
JeKapcTBEeHHS MPOAYKT. OT MEAMIMHCKHTE CRICUMANTHCTH Ce H3UCKBA A4 CHODIABaT BCSKa
MOJI03UPaHa HexkenaHa peakuus upe3 MsnwiHuTeHa areHIHs 10 JeKapeTBaTa, yi. ,.Jlaman I'pyes”
Ne 8, 1303 Codna, Ten.: +35928903417, yebGeaiir: www.bda.bg.

4.9 TIpenosmpane

Ynorpebara Ha NOKaIHM KOPTHKOCTEPOUH B TONIAMO KOJIHYECTBO MITH 33 ABJITO BPEMe MOXE 1a
MOTHCHE XHNOTARAMO-XHNOoPH30-HanOs0peuHaTa GyHKIMA, KOETO 1a A0Beje 10 BTOPHYHA
Hax6BE0pedna HeROCTATEYHOCT.AKO ce YCTaHOBH noruckade Ha XXH oc, TpaGBa i ce HaNpasu OnuT
33 MpeKpaTABaHe Ha JICUSHHETO, 38 HaMa/sBaHe YECTOTATA Ha IIPHIIOKEHHE HIH 34 3aMECTBaHE C T0-
cnab crepoua.

5. GAPMAKOJOI'MMHM CBOMCTBA

5.1 DapmakoguEAMHIHH CBONHCTBA

PapMaKoTepaneBTHYHA Ipyna: KOPTHKOCTEPOHIH, MOMIHE KopTHRocTeponam (111 rpyna),
ATC koa: DO7ACO1

JIOKANHHTE KOPTHKOCTEPOMAN, KATO DeTaMerTasoH THUNPONHOHAT, Ca ¢EKTHBHH NPH JCUYCHHe Ha
KOPTHKOCTEPOHI-TIOB/IMABAINY CC IEPMATO3H, IIaBHO NOPA/IH CBOHTE TIPOTHBOBB3NATIHTE/THH,
NPOTHBOCHPOEHKHH M ChAOCBHBAmM CBolcTBa. JlokaTo QHIHONOTHYHHAT, HapMaKOIOTHIHHAT H
KIAHHIHHUAT €(eKT HA KOPTHKOCTEPOHIHTE € J06pe NO3HAT, TOYHHAT MEXaHH3bM HA TAXHOTO
AclCTBHE TIPH Bcako 3a00/9BaHe € HesaceH.

CwmsTa ce, 4e KOPTHKOCTEPOMAKTE TIPOABABAT JAEHCTBHETO CH Ype3 HHAyKiwms Ha $ocdonHnaza
HHXWOHTOPHHTE MPOTEHHH, HAPHYAHH CxOHPaTETHO THIIOKOPTHHH. CHHTa ce, Ye Te3H CH
KOHTPONMpAT GMOCHHTE3aTa HA MOLIHATE MEHATOPH Ha BB3NAIEHHETO, KATO NPOCTATHH

apaxHAOHOBA KHCEMHHA, APaXHIOHOBATa KHCETHHA Ce 0cBo00KAaBa OT MeMOpaHHI
¢ momonrra Ha Qochonnnasza A.



5.2 DapMaKOKHEETHIHH CBOHCTBA

CrenenTa Ha kOXHATA a0copOIMA HA NOKANHWTE KOPTHKOCTCPOMIIH 3aBHUCH OT MHOTO AKTOPY,
BIJIIOUMTETHO BEXHKYIIYyMa, LIEIOCTTa Ha enMuepMaidaTa 6apuepa H H3MOMIBAHETO HA OKJIY3HBHI
HPEBPB3KH.

KoprukocTepouaure 3a NOKAIHO NPHAGKEHHE MoraT Aa ce abcopOHpaT OT HOpMANHATA 3paBa Koxka,
HO HANHMMETO Ha KOXHO BB3NaleHHe H/IIH APYTo KoXHO 3a00/1MBaHe MOXKe /Ia YBEJIHYH KOXKHAaTa
abcopbuus. OxAy3HBHETE NPEBPLIKA SHAYWTEAHO TIOBHIIABAT KOKHaTa abcopOums Ha NOKANHHTE
KOPTHKOCTEPOH/TH.

Cnen xoxHaTa abcopOums papMakoKHHETHKATa HA KOPTHKOCTEPOHANTE 33 IOKAIHO NPAJIOKEHHE €
CXO/HA € TA3H HAa KOPTHKOCTEPOHINTE 3 CHCTEMHO npmiokeHue. KopTAKocTepoaHTe Ce CBBP3BAar B
PA3INYHA CTENEH ¢ TUIA3MEHHTE MpoTeHHH. Te ce MeTaGOTH3MPAT [MABHO B 4epHHS Jpod H ce
eKCKpeTHpaT upes Gu0penure. HAKOM IOKATHE KOPTHROCTEPOH/IH H TEXHHTE MeTaboaHTH
OPETHPIBAT EKCKPELHA 1IPpe3 HITBHKATA.

5.3 IpeakaHAEYAH JARHY 32 He30MaCHOCT

Jincrar ABITOCPOUHH MPOYUBAHHA IIPH XKHBOTHH 32 OLCHKA Ha KAPIWHOINCHHHA OTEHIHAT HA
feTaMeTa’soHOBMS AWIPONKOHAT WM edekTa Ha TOKaNHHTE KOPTHKOCTEPOMIM BBPXY (epTHIHTeTA.

BeraMeTazOHOBHAT JMIIPOITHOHAT IdBa OTPHUATENHM PE3yJITATH IPH TeCTa 3a OakTepHanta
MyTareHHocT (Salmonella typhimurium v Escherichia coli) 1 TecTa 3a MyTareHHocT apH 6o3aHHHIIH
(CHO/HGPRT). Toii zaBa ONOKHTENICH PE3yIITart TP it Vifro TecT 3a XpOMO3OMHH abepaiium npe
GOBSIIKYA IMM(OLMTH M HEACCH PE3YJIITAT TIPH in Vivo MUKPOHYK/ICAPEH TECT BEPXY KOCTEH MO3bK Ha
MHOIKH. Te3u pe3yNTaTH ¢a CXOAHM € Te3H HpH ACKCaMETa30H H XHIPOKOPTHIOH.

BeramMeTa30HOBMAT AHITPOIMOHAT Moka3Ba deToToKcHYHOCT (ToBHIIeHa deTanna pe3opduma) 1
TEPATOr¢HHOCT NPH 3aiilIM, CJIeN) HHTPAMYCKYJTHO MpHIIoxkeHHe Ha fosu ot 0,015 1 0,05 mg/ke.
HabmonasanuTe asomamuy Bmovusar mbiHa xepauns (0,015 1 0,05 mg/kg), uedanouene H uenHaTo
uebne (0,05 mg/kg); nabmozxasan e chino nosunicH 6poit va pesopbupaHy eMOPHOHH H NpH ABETE
no3M.

JlpyTH KOPTHKOCTEPOHAH, IPHIATraHH CHCTEMHO B CPABHHTEJIHO HHCKM A03H, ¢& NOKa3anH
TePaTOreHHOCT opH naﬁopa’ropﬂpl JKHBOTHH, 4 HAKOH KOPTHKOCTCPOHAH Ca TIOKA3ATH TCPATOTCHHOCT H
CIER AEpPMATHO IPHIIOKEHHE,

6. PAPMAINIEBTHIHHA JIAHHHA

6.1 CHHECBK HE NOMOIIHHETE BeMIeCTBA

XIOpOKpe3OI

HaTpueR auxuaporeHocdar muxunpar
dochopHa kacenuHa

napaQHH, TeYeH

IeTOCTeapHIIOB &IKOXOI

MaKpOroJl IeTOCTeapHieTep

napadhun, Osn Mex

HATPHEB XHIPOKCH/T

MPEYUCTEHa BOAA

6.2 HecsBMeCTHMOCTH

Henpanoxumo




6.3 Cpok ma ropuoct

3 ronHHA
Cpok Ha roOHOCT CJie[] OTBapAHE HA ONMAKOBKaTa: 3 MEcella.

6.4 Coenna/iHH YCIOBHS HA ChXpaHEHHE

Ja ce cexpasssa nog 25°C.

6.5 Baa  chabpxkanne A ON2KOBKATA

Anymuzuerd Tybu ot 15 g

6.6 Cuengalug BPEINA3HR MePKH OPR B3XBLPIgHE

HeuzronzBaHuaT neKapcTBEH NPOAYKT WIH OTAAIBUHUTE MATCPHAIH OT HETO TPAGHA 1A ¢¢ HIXBHPIAT

B CBOTBETCTBHE C MECTHHTE H3HCKBAHMY.

7. NPHTEXATEJ HA PASPEINEHUETO 3A YIIOTPEBA

N.V. Organon

Kloostersiraat 6

5349 AB Oss

Hanepnanama

8. HOMEP HA PASPEIIEHUETO 3A YIHHOTPEBA

Per. Ne 20010008

9, AATA HA TLPBO PASPEMABAHE/TIOAHOBABAHE HA
PAIPEHIEHWETO 3A YIOTPEBA

Jata Ha mepBO paspemasare: 02 auyapu 2001 r.

JMata Ha nocneaHo noaHossBade: 15 pespyapu 2017 1.

10. BAATA HA AKTYAIMZUPAHE HA TEKCTA




