
npell.f7or 36upeH 113aewraj 3a oco6uHure Ha neKoT BETAMETAZON I 5ETAMETA30H 

35111PEH 1113BEWTAJ 3A OC05111HV1TE HA nEKOT 

BETAMETAZON I oETAMETA30H 

betamethasone 

KpeM, M a CT 

1. VlME HA nEKOT: 

BETAMETAZON /5ETAMETA3 0H 

2. KBAnVlTATVl BEH V1 KBAHTV1TATV1BEH COCTAB: 

betamethasone 0,05% KpeM (0,05 %mg 6eTaMeTa30H so cpopMa 
Ha g111npom-1oHaT I 1 g KpeM) 

betamethasone 0,05 % MaCT (0,05 %mg 6eTaMeTa3oH so cpopMa 
Ha A111 nponil1oHaT I 1 g MacT) 

3. <DAPMAWEBTCK Vl OE>n VlK: 

KpeM 
MaCT 

4 . Kn V1 HW1KV1 nO,D.ATOW V1 : 

4 .1 . TepanearcKu UH/l.UKau,uu 
,D,epMaT03111 KOII1 pear111paaT Ha noKanHo neKysarbe co 
KOpT1t1KOCT8pOit1Ait1: 
- KOHT8K~8H , ce6opOit148H, aTOnii148H, anepri11CK1t1, lt1 p lt1TaTit1B8H, 
M8Ait1KaM8HT038H, cj:lOTOA8pMaTit1T111C; 
- lichen ruber planus ,_. . ::=-.~ ... 
- ncop111ja3a (co lt1CKnyYoK Ha ncop 111 ja3a co A1t1¢ Y3Hit1 nospwV1HII1)'; 
- npyp111ryc (Kage 6eTaMeTa30H ce ynoTpe6ysa KaKo Clt1MnTO 'YJ~TcKa 
Tepan111ja); fl ...... : 
- HeKolt1 o6n111u,111 Ha epv1TpogepMit1ja; ~'lr:: ''· · 
- KaCHyBarb8 OA lt1HC8KT111. ' 
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npell,nOr 36upeH 113Bewraj 38 oco6UH/1Te Ha J78KOT BEiAMETAZOiV I 5ETAMETA30H 

4.2. /],o3upa!-be u Ha<..fuH Ha ynorpe6a 
Ha 3a6oneHoro Mecro co 6naro srp111sat-be ce HaHecysa Mana 
KOnii14111Ha Ha MaCT 111nll1 KpeM 1-2 naTII1 ,O,HeBHO, a 80 HeKOII1 Cny4all1 111 
,o,o 3 nan11. lllcrara ,o,o3a norpe6Ho e wro nocKopo ,o,a ce HaManlll Ha 
e,o,HaW ,O,HeBHO. 
no.o.onrorpajHara Me,o,111Kau,111ja norpe6Ho e .o.a 6~t~,o,e no,o, KOHTpona Ha 
neKap. 

4.3. KoHrpauH/1,11Kau,uu 
KoHTpaii1HAII1Kau,ll1ja 3a ynorpe6ara Ha 6eraMeTa3oH npercrasysa 
anepr~~tcKa npeocem~~tsocr Ha 111CTII10T, noroa ry6epKyno3a Ha KO:>Ka, 
s~~tpyCHVI VIHcpeKU,VIVI Ha KO:>Kara (xepnec, sap1111..1ena 111 en.), 
cneu, ll1cp V1 4HII1 npou,ec111 Ha Ko:>Kara ( nyec), KO>KH111 ynu,epau,111 111 . 
npenaparor He CMee .o.a ce ynorpe6ysa 80 6n!I13111Ha Ha oKoro, aKo 
nOCTOIII CeKyH,o,apHa 6aKTep111CKa 111HcpeKU,111ja VlnVI aKO Ce O'-leKysa 
111CTa. 

4.4. MepKu Ha npema3nuaocr 
Ce npenopaYy8a npenaparor ,o,a He ce ynorpe6ysa Ha roneMIII 
nospWL11Hvt 111 .o.a ce ynorpe6y8a npvt vtH.O.vtU.IIlPaH!il cnyYavt co noce6Ho 
8HvtMaHL11e np111 ynorpe6a Kaj Manvt ,o,eu,a. norpe6Ho e ,o,a ce o6par 111 
BHII1MaHII18 Kaj naU,1118HTII1 CO VIHCycp111U,!I18HU,111ja Ha 6y6pe3!11T8. 
,D,onrorpajHa ynorpe6a, ynorpe6a Ha oKnY3111BHV1 3a8oll1 111 ynorpe6a 
Kaj 1v1an111 .o.eu.a MO:>Ke .o.a ,o,ose.o.e ,o,o pecopnu.~~tja 111 c~~tcreMCJ<II1 

,o,ejcrsa, KaKo pe3ymar Ha wro MO>Ke ,o,a ce nojas!l1 
X111nepKOpT!11li,V13aM 111 !11HXII10!11U,V1ja Ha XV1nOTanaMO-XV1nOcpi113HO­
Ha,o,6y6pe:>KHaTa OCKa. 

4.5. f1HrepaKU,UU 
He ce n03H8Til1 V1HTepaKU,V1!11 80 8111CTV1HCKa CM!IlCna Ha 360pOT, 
Mefyroa nOCTOIII onaCHOCT 0,0, KYMYT18TV1BHO WT8THO ,o,ejCTBO ,O,OKOnKy 
napanen ~;~o ce ynorpe6ysaar 111 CillCTeMCK!Il KOPTV1Kocr epo111,o,111 . 

4.6. 5peM8HOCT 11 /1,081-be 
np111MeHaTa Ha b8TaMeTa30H Kp8M ill MaCT Tpe6a ,O,a Ce V136erHyBa 80 
reKoT Ha nps111re r p111 Meceu,V1 o,o, 6peMeHocra. 
Bo nepii10D.OT Ha naKrau,111ja rpe6a ,o,a ce V136erHysa ,o,onrorpajHa 
npV1M8Ha Ha oeTaM8Ta30H MaCT V1 Kp8M, KaKO 111 npi!IMeHa Ha 
noroneMV1 nospwV1Hil1, 3apa,o,Vi MO>KHOCTa o,o, pecopnLJ,Iilja Ha neKOT 111 
V13J1 aYyBat-be 80 Maj'-ILI1HOTO MJ18KO. 

4 . 7. BnujaHwe ap3 cnoco6Hocra 38 ao3efbe unu paKyaafbe co MawuHu 
E>eraMera3oH KpeMoT 111 Macra He 8nl!ljaar ap3 cnoco6Hocra 3a 
so3et-be 111 ynpa8ysal-be co MaWII1HII1. 

4 .8 . HecaKaHu 11,ejcraa 
E>eraMeTa3oH KpeMoT 111 Macra ,o,o6po ce no,o,Hecysaar, HO np111 /f( .. {f~:~~>". 
HenpaBII1nHa ynorpe6a, K8KO !11 CII1Te l(OpT!11KOCTepoi!I,O,l!1 KOV1 C8 j/:;. 
npV1MeHysaar noKanHo, MO>Ke ,o,a npe,o,II!3B111Kaar nojasa Ha ja.o.e>t<, • ,.._ · 
V1CL-1n , 111pV1rau.1-1ja, XL-1neprpV1X03a, cysa Ko>Ka, Xl!lnonl!lrMeHTaLJ,I!Ija. 8PJ!I 
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npe/1,110r 36MpBH M38BWT8j 38 OC0 611HHT8 Ha JJeKOT BETAMETAZON I 5ETAMETA30H 

4.9. 

5.0. 

AOnrorpajHa ynorpe6a 111nV1 ynorpe6a Ha noroneMa no8pW1!1Ha, 
noroneMa e MO>KHocra 3a noja8a Ha HecaKaHv. .o.ejcr8a, a 
ynorpe6ara no.o. oKny31!18eH 3a8oj MO>Ke .o.a .o.ose.o.e .o.o cponi!1Kynli1Tii1C, 
C8KYHAapH111 111Hcp8KLJ,Ii1111, CTp111111 111 arpocp111ja Ha KO>KaTa. 
np111 .o.onror pajHa ynorpe6a 111cro ral<a -Mo>Ke Aa ce noja8ar 
CI!1CTeMCKI!1 HecaKaHIII .o.ejcrsa (3apaAV1 3roneMeHara pecopnu.V1ja Ha 
6eraMera3oHor npeKy Ko>Kara): 3aocraHy8al-be 80 pacror, HaManeHa 
ronepaHu,l!l ja KOH jarneHIII XV1Aparil1 , Xlllnocp1!13Ho-a.o.peHanHa 
cynpecVIja VI Cushing-as CIIIHAPOM. 

npeJJ.0311pa1-be 

np111 AOnrorpajHa npVI MeHa Ha noroneMa nospwV1Ha Ha KO>Ka, no.o. 
OKny3VIB8H 3380j, Kaj HOBOPOA8HYI!11-ba 111 A8U,a, A8PMaTOCT8p0111Aii1T8 
MO>KaT Aa np8JJ.i1138111KaaT Ci11CT8MCKI!1 ecpeKH1, K3KO WTO ce 
pe8ep31116vmHa cynpecVIja Ha ocKara Xll1noranaMyc-xv.nocplt13a­
HaA6y6pe>KHa >Kne3.o.a, Cushing-as CIIIHAPOM, xv.neprn v.KeMv.ja 111 
rni11K03YPII1ja. 

CDAPMAKOnOWK!t1 CBOJCTBA 

5.1. <:PapM8KOJl.UH8MCKU CBO}CTB8 

- cpapMaKorepanltlcKa rpyna 
KOpH1KOCTepOit1A 38 A8pM8JlHa ynorpe6a 

- M8XaHII133M Ha J].8jCTBO 111 cpapMaKOJJ.It1HaMCK!I1 ecpeKTIII 
D8TaMeTa30H 8 KOpT111KOCT8p0111A 33 JlOKanHa npi11M8Ha CO V13pa38HO 
aHTI!Ii11Hcp!laMaTOpHO, aHTVIanepri!ICKO IIIMYHOCynpeCIIIBHO !11 

sa30KOHCTPIIIKTopHo Aejcr8o. C8oero Aejcrso ro 1113pa3ysa npeKY 
cra6111n1!13au.111ja Ha nv.3030MCKara MeM6paHa Ha neyKOU.Ii1Tii1Te, 
cnpeyysal-be Ha aKyMynau, 111ja Ha MaKpocparlil 80 8ocnaneHoro 
no.o.payje, cManeHa nepMea61!1nHocr Ha Kan111nap111re 111 C03Aa8al-be Ha 
8A8M, VIHXi1161!lU,IIIja Ha OAP8A8H111 111MYH111 npou,ecl!l, Aenysa KaKO 
aHraroHII1CT Ha Xlllcl'aMV1Hor, ja CManysa npon111cpepau,111jara Ha 
cp1116po6nacrV1Te 111 .o.ononHI!IrenHoro C03Aa8aroe Ha ny3HV1. Bp3 
KO>KH111T9 cp1116po6naCTII1 V1 8p3 enV1J].8pMV1COT KOpTit1KOCT8p0111AIIIT8 
Aenysaar aHTI!IMII1r oreHo. 
,D,ejcrsoro 6p3o Hacranysa 111 e AOnrorpajHo !11 3apa.o.111 roa MO>Ke .o.a 
ce ynorpe6y8a KaJ pa3nW1HV1 o6n111u,111 111 creneHlil Ha 3a6ony8al-ba Ha 
KO>Kara. 
KpeMor e HaMeHer 3a MpcHa KO>Ka 111 noro.o.eH 3a neKysal-be Ha 
8na>KHV1 .o.epMaro3111, a Macra e HaMeHera 3a neKysaf-be Ha cys111re 
J].9pM&T031!1. 
Ancopnu,111jara Ha 6eraMera30HOT no noKanHa anm1Kau,111ja e Mana, 
nopaAIII TOa 9 HaManeHa Ill MO>KHOCTa 3a CI!ICT8MCKO /J,8jCTBO. 

5.2. <:PapM8KOI<UHeTCKU CBO}CTB8 

o9TaMeTa30H J].VInponiiiOHaT KaKO cpnyopl!lpaH KOpTI!IKOCT8p0!11A 9 ~ 
HaMeHeT 3a noKanHa ynorpe6a. KopTI!IKocrepo111AI!ITe KOV1 ce _-;;,- .~ ~"< · ~ 
HaMeHeTIII 3a noKanHa ynorpe6a so HajroneM npou,eHT ocraHysa'eh' - ~. '-J : "'~ ~ .,~ 
so stratum corneum. Bo noMan npou.eHr npo.o.wpaar 80 noAJlaef6KIIIJ8 • -::> 1'J • 

cnoes111 o.o. Ka.o.e 61-1 MO>Kene Aa 6111Aar pecop61!1paHV1 80 l<psra. 'Osaa " :; 
\ ' - .. OJ(. 
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npe/1,17or 36upeH M3Bewraj 3a oco6uHure Na neKor BETAMETAZON I 5ETAMETA30H 

5 .3. 

pecopnu.111ja 3aBIIIC III on noseK:e cpaKroplll KaKo MacHara nonnora, 
IIIHerpvneror Ha enl!lnepManHara 6ap111epa, npiiiMeHaTa Ha OK1lY3111BHIII 
3a80III , socnan111renH111 111 npyr111 3a6ony8arna Ha Ko>Kara. noKanHo 
anm1U.111paHIIITe KOPTVIKocrepoiiiAIII He ce pecop6111paar on 3Apasa 
KO>Ka. 
MaKCI!IMaJlHIII KOHU.eHrpaU.IIIIII nocne no8pWV1HCKa anniiiKaU.IIIja Ha 
0 ,05% 6eraMeTa3oH 80 o6n111K Ha Macr 11111111 KpeM ce nocr111rHysa no 
1,5 ~.Jaca on anni!IKaU. IIIjara. He e HajneHa c lllrHIIIcj)IIIKaHTHa pa3n111 Ka 
80 KOHL..I,8HTpal..I,I!IIIIT8 nOMefy 1 ,5 Ill 16 Ltaca OA anJli!IKal..l,l!ljaTa WTO 
yKa>Ky8a Ha AOJlrOTpajHOTO A8jCT80 Ha KOpTIIIKOCTepOIIIAIIIT8 Ill HIIIBHO 
3a1J.p>KyBal-be Ha M8CTOTO Ha anJliiiK8L..I,V1ja. 
JJ.oKonKy nojne no pecopnl..l,lllja Ha noKanHo anniiiU.IIIpaHII1Te 
KOpTV1KOCT6pOIIIAV1 npeKy I<O>KaTa, HV1BHaTa cpapMaKOKIIIH8TV1Ka e IIICTa 
KaKo V1 np111 ClllcTeMCKara ann111KaL..1,111ja. T111e ce sp3y8aar 3a 
nna3MaTCKIIIT6 npOT6111HIII, npi!IMapHO Ce M8T860Jllll3111paaT 80 U,pHIIIOT 
npo6 111 ce 11131lal..lysaar npel<y 6y6pe31!1Te. He1<o111 noKanHIII 
KOpTIIIKOCT8pOIIIAIII Ill HIIIBHIIIT8 M8Ta60Jl iiiTIII ce 1113Jlal..lysaaT npeKy 
>KOJlYKaTa. 

npeTKn/lfHW-IKU n0/1,8TOU,/If 
TOKCIIIKOJlOWKIIIT6 IIICnlllryBal-ba ce onWV!pHO Onlt!WaHIII BO 
JJ.OnOJlH8HIII8TO Ha cpapMaKOJlOWKOTO Mlt!CJl81-b8 ( 2008 r.) . 

6.0. <DAPMAL(EBTCKVI nO,D,ATOWVI 

6.1 . Cocrae 

6.2. 

6. 3. 

1 g KpeM COAP>KIII 0,5 mg 6eTaM6T830H 80 cpopMa Ha AlllnponiiiOHaT. 
1 g Macr conp>KIII 0,5 mg 6eraMeTa3oH 80 cpopMa Ha Alllnpom1oHaT. 

EKcu,unueHTU 

KpeM. 
nayp11111 M8KpOrOJlrJlllll..l,6pllliJ.III 
noJli!18TIIIll8H rJliiiKOJl Ill 
8T1!1Jl8H rJliiiKOJl nanMIIITOCTeapaT 
napacpiiiH, reLJeH 
nponiiiJl napaXV11J.pOKCV168H30aT 
rniiiL..1,8piiiH 
npommeH rllli1KOJl 
Mer 111n napaXli1APOKCIII6eH3oar 
npo4111CreHa sona 

Macr. 
napacpiiiH , re4eH 
L(eTIIIJl 8JlKOXOJl 
Ba3eJliiiH. 6en 

n aKyBal-be ,g{>.-;::- · . ~ . 
Ty6a co 20 g 0,05% Kpe~~~ ,_ __ ; - . -\ 

Ty6a co 20 g 0,05% MaCT~ ~ · , ·· : .'J 
~-, ,J 



npefJ,flOr 36upeH J13BeWT8j 38 OC06J1HJ1Te H8 J7eJ(OT BETAMETAZON I EETAMETA30H 

6.4. PoK H8 rp8et-De 
3 r0Ai11Hil1 

6.5. H8 Lf/lfH H8 LtYB8t-De 
,!J,a ce Yysa Ha TeMnepal)'pa AO 25• C, 33WTit1TeHO OA CBeTnlt1Ha. 
nEKOT LJ,A CE LJYBA HA MECTA HELJ,OCTAnHV1 3A ,!J,EL.tATA! 

6.6. K8p8KTepucrJ1KJ1 H8 BH8rpewHoro (KoHT8KTHo) n8J<YB81-be 
AnyMII1HII1YMCKa TY6a coPE KanaYe 

6.7. 

7.0. 

8.0. 

HaLtMH H8 113/1.8881-be 
neKoT ce 1113Aasa caMo co neKapcKlll peu.em. 

JI/Me u 8/l.pec8 H8 npou3aop,urenor 

ALl JAKA 80-PaAOB!tiW 
npoi113BOAH3 noKaU.~'lja: 
npaoMajcKa 6.6. , CKonje 
Peny6n111Ka MaKeAOHII1ja 

Hocvnen Ha OAo6peHit1eTo 3a 
CTasal-be so npoMeT: 
A,!J, JAKA 80-PaAOBIIIW 
Mapwan TIIITO 6p. 2, PaAOBIIIW 
Peny6nl11Ka MaKeAOHlllja 

..------ ... ,..,. ' ~ .. 
J],8T8 H8 npaara perucrp8u,uja 
22.05.2000 r . / ~ ~ ­
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J],8T8 H8 nocnep,Hara peau3U}8 H8 36upHuor u3aewraj 3a ocb6uH~re 9.0. 
H8 J7eKOT 

CKonje, MapT, 2009 r. 




