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1. HAME HA JEKAPCTBEHUS ITPOJAYKT S T e wuﬁh g i

BETHOBAT 0,1% xpewm | | S |
BETNOVATE 0,1% cream | I A et
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2. KAYECTBEH A KOOMMMECTBEH ChCTAB

Beexu rpaM kpeM chabspxa 1,22 mg (0,122 % w/w) Herameraszon-17-panepar
(betamethasone-17-valerate) , exsupanenrer Ha 1 mg (0,1 % w/w) beramerasod (betamethasone).

3a TBJIHAA CIUCEHK HA MOMOIMHUATE BELIECTBA BHKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA
Kpem

I'manbk Kpem ¢ 65T IBAT.

4. KJIMHMYHH JAHHH
4.1. TepameBTHYHH NMOKA3aHHA

berameTazoH Baiepar € MOIIEH JIOKAIeH KOPTHKOCTEPOU, TI0Ka3aH 3a IPWIOXKEeHHE IIPH BE3PacTHH U
Jienia Ha Bb3pact Haj 1 ropuwa. M3nonsea ce 33 o0nexuapaHe HAa NPOSBUTE HA Bb3NANeHUE H cuplex
NpH AEPMATO3H, KOUTO C€ [MOBIHABAT OT KOPTUKOCTEPOHAHA TePaTIHA.

BETHOBAT e nokasaH 3a je4eHue Ha:

- ATONHYCH ACPMATHUT (BKJIFOYUTENHO aTOMMUYEH ASPMATHT NPH KbpMAaYyeTa)

- Hymynapua exzeMa (AUCKOMHA €K3eMa)

- IIpypuro nogynapuc

- [Icoprazuc (¢ M3KMOYCHIE HA FeHepaIM3UPaH IIAKATEH NICOPHA3UC)

- JIuxeH CUMIUICKC XPOHMKYC (HEBPOJACPMMT) M JIUXCH ILIAHYC

- Cebopeen gepMaTuT

- HpuratviseH Wiv anepruieH KOHTAKTeH ASPMATHT

- JIMCKOHAeH NyNnyc epUTEMATO3YC

- Honbneamo NeueHue KbM CHCTEMHA TEPANUS ¢ KOPTHKOCTEPOUOH [IPH IreHepanH3Hpata
epUTPOICPMHS

- Peakumu Ha MACTOTO Ha yXalBaHe OT HACEKOMH

- Miliaria rubra.

4.2. do3HpOoBKA B HAYHH HA NPHJIOKEHHE
BETHOBAT kpeM € moaxomsin 3a H3NOJI3BaHe TIPSIUMHO HPH BIIZDKHHA WIM MOKPEIIM [OBLPXHOCTH.

KpeMET ce HaHacd Ha ThHBK CJI0H H c& BTPHBA JIEKO, KATO ¢ H3MOI3Ra CAMO KOJIMYECTBOTO, KOETO
e HeoOXoaMMO, 32 1a ce MIOKPHE LisiaTa 3acerHara obnact. [Ipuanara ce BeAHBX Wi aBa Tk

HECTOTaTa Ha NPHIOKCHHE HJTH A4 ¢ IIPECMHHC Ha JICUCHHUE C 1o-caabd KOPTHKOCTEPO

BCAKO HAHACAHE HA KOPTUKOCTEPOHIA Tpa0Ba Aa Ce H3uaka JOCTATHLUYHO BpeMe 3a ab
MpeAH Ja ¢e TIPAIOKH €MOJTHEHT.

.....



[TpH Mo-pe3UCTEeHTHH JIe3UH, KaTO 3aaebeieHUTe ILAKK MO JJAKTHTE U KOJICHeTe NpH [ICOpUasuc,
e(pMKaCHOCTTa Ha OGeTaMeTa30H BaJlepaT MOKE J1a e IOBHIIM IPH HEOOXOUMOCT, Ype3 HalaraHe Ha
OKJTy3HBHAa NpPeBpH3Ka ¢ IOJIHETHIICH BhPXY 3acerHaTHa yJacThK. [IpunoykeHne Ha mpeBpb3KaTa 10
€HA HOII OOMKHOBEHO € AOCTATHYHO 3a TIOCTHTaHe Ha 33JOBOTHUTENICH OTTOBOP NMpH TaKHUBA JIE3HH,
cJIe TOBa NOACOPEHHE MOXe Jla C€ NOoIbpKa OOUKHOBEHO Ype3 peOBHO IIPUIOKEHME Ha IIPOAYKTA
0e3 OKITY3u4.

IIpu Bno1aBaHe HA CHCTOAHHETO UM JIMIICA Ha NIOJOOPEHUE B PAMKHTE Ha 2-4 ceaMULH, ce HATara
MpeoLeHKA Ha JICUEeHHETO H AHardosara.

Amonuven Oepmamum (exzema)
JleuenneTo ¢ HeTaMeTazoH Basiepat TpabBa Aa ce cipe MOCTENEHHO ¢lIek IOCTUrane Ha KOHTPOJ HA
CBCTOAHHETO M KaTO HNOAbpaKalla TEPAnkg Ja e MPOABIDKH NPHIOKEHKETO HA €MOJIHEHT.

BHe3amHOTO cniupaHe Ha OeTaMeTa30H BaJlepaT MOXKe Ja A0BEAC 10 PeLtH/IUB Ha Npe/AcCTBAIH
AepMATO3H.

Hlayuenmu ¢ vecmu peyuougu

HHTESpMHUTEHTHO IIPUIOKECHHE (BEHEX IHEBHO, IBA ITBTH CEAMIYHO, 0€3 OKITY3HA) MOXKe Ha Ce
obMHCIU cien e(heKTHBHO JIEYSHHE HA OCTHP €IH30/ ¢ IPOABIDKHTETHO IPIIOKEHHE Ha JTOKAJTHH
koprukoctepouan. 1oxkasano e, ue Tazn cxema Ha IPHNAraHe oMara 2a HamMaJIsiBaHe Ha 9eCTOTaTa Ha
PELIM/IMBHTE.

[Tpunoxkenuero Tp40Ba Ja NpoabKH BBPXY BCHUKM MECTA Ha MIpeALnecTBall# JIe3HH WIH Ha MECTATa,
Ha KOHTO € U3BECTHO, Y€ CE MOIBARAT PELHAHBH, U Aa ce KOMOUHHpA ¢ PYTHHHA, exKkeHEBHA yroTpeba
Ha emoNHcHTH. TpsadBa 1a ce nMpaBu peqoBHA IPEOIIEHKA Ha CBCTOSHHETO, KAKTO H HA [TOM3KTE |
PHUCKOBETE OT MPOABIDKATEITHOTO JISUEHHE.

CrneyHaniu nonyJaluy malderTy

Heoduampuuna nonyrayus
berameTazoH BajtepaT € MPOTHEOIIOKA3AH 3a IPHIIOKEHWE TTPY eila HA BB3PacT HoJ ¢1HA rOJAHHA.

Ilpu penara ¥ma no-rongaMa BepOATHOCT 3a PASBHTHE HA JIOKAJTHH H CHCTEMHH HEXEJIAHH PEAKLIHH OT
NPWICKEHHE Ha JIOKAJIHH KOPTHKOCTEPOMIH H IPH TAX, KaTO LIAII0, ca HEOOXOIHMH [TO-KPaTKH
KypCOBe B N0-cabu CpeCTBa, B CPABHEHHE ¢ BHIPACTHHUTE.

IIpu npunoxenuero Ha HeraMeTaszoH Banepat TpadBa 1a ¢¢ BHUMaBa IPIIOKEHOTO KOJIMUYECTBO Ja €
MUHUMAIHOTO KOIMYECTRO, KOSTO OCUrypsaBa TepaneBTHuUeH edeKT.

Cmapuwecka ev3pacm

KnuHA4YHA NPOYYBAHMS HE ¢a YCTAHOBWIM pa3/IMKa B OTTOBOPA IPH MAUMEHTH B CTAPYECKa Bb3pacT H
npH no-mnaad nanueHTy. [lo-BHCOKAaTa YeCTOTa Ha HaManeHa uepHoapobHa wm 610peuna GyHKIMA
[IPX NALHEHTHUTE B CTAPYECKA BE3PACT MOXKE J1a AOBEAE A0 OTJIOKEHO eIHMMHUPAHE B CIIyyal Ha
cHcTeMHa abcopbuus. Ilopaau ToBa, Tpadea na ce npunara MAHMMAITHOTO KOJTHYECTBO 32 HAH-KPaThK
NIEPHUCT OT BpeMe 34 IIOCTUraHE Ha XKeJIaHU KITMHHYEH eeKT.

bvbpeurno/ueprnodpobro yepexcoane
B cimyyai Ha cucTeMHa abcopbumd (Korato mpHIIOKEHHETO € BBPXY OOIMPHH 00NacTy OT TAIOTO 32
NPOIB/LKUTEICH NEPHOI OT BpeMe), MeTa00IM3MBT H €JIHMHHAPAHETO MOXE J1a ca 3a0aBeHH H TOBa
Jia OBUIIH PUCKa OT CUCTeMHa TOKCHYHOCT. [lopaau ToBa, TpAOBa Ja ce NMpHilara MUHHMANHOTO

KONHYECTBO 32 HAlH-KPATHK [ICPHOA OT BpeMe 33 IIOCTHIaHe HA JKeJIaHuA KIIMHHYEH e(eKT.

4.3. IIpoTuBomoxazanns

ITprnoxenyiero Ha HeTaMeTa30H BalepaT € MPOTHBOTIOKA3aHO TpH:
- Henexypanu k0oXHi HHGEKLHU




- Posanies

- AKHE BYJIrapuc

- Coppbex 6e3 pp3naneHue

- IlepnaHaneH ¥ reHUTAIEH MPYPHTYC
- IlepropaneH pepmaTHT.

beraMerazoH Bajiepar € IPOTHBONOKA3aH 34 JIEYeHHe Ha JepMaToJIOrMYHH 3a00MsBaHMUsl,
BKJIIOUHTENTHO ACPMATHT, NPU KbpMadeTa Ha BE3PACT MO/, e/IHa M'OJHHA.

4.4, CpenmHanHH NpeXyNpeXICHAA H MPEANA3ZHE MEPKH NPH ynorpeda

beramera3zoH Bajiepar TpaOBa Ja ce npujiara ¢ NOBHINEHO BHUMAaHKE NpH NAaLHeHTH ¢ aHaMHe3a 3a
JIOKaJIHa CBPBXUYBCTBUTEIHOCT KM KOPTUKOCTEPOUAH HIM KBM HAKOE OT IMOMOLUIHHTE BENIECTBA Ha
NEKapCcTBOTO. JIOKanHUTE peaKkiy Ha CRPHXIYBCTBUTENHOCT (BA. Touka 4.8) Morar ma Hanogobssar
CHMIITOMHTE Ha CECTOSAHHETO, KOETO CE JIEKYBA.

ITposiBu Ha xunepkoprH3onu3bM (CuagpoM Ha Kbiuer) 1 06paTHMO MOTHCKaHE Ha
XHNO0TajIaMo-Xunoduzapao-Haadsopeunara ¢hypothalamic-pituitary-adrenal (HPA)) oc, rogemm no
TJIIOKOKOPTHKOCTEPOMIHA HEAOCTATBYHOCT, MOTAT Aa ¢ PasBUAT NPH HAKOM XOpa B Pe3YyJITAT Ha
NnoBULIeHa CHCTeMHa abcopbums Ha okanHU cTepora. IlpH mossa Ha HAKOE OT TE3H ChCTOAHHS,
TpsAOBa NOCTENEHHO Jia ce cIIpe NMPHIOKEHHETO Ha JISKAPCTBOTO C HAMAIMBAHE HA YE€CTOTaTa Ha
NPWIOKCHHE WIN YPE3 3aMECTBAHETO MY ¢ Mo-cnad koprukocTepou. BHe3anHOTO peKbeBaHE HA
JICYCHHETO MOXKE a4 JOBEAS A0 MIIOKOKOPTHKOCTEPOHAHA HEAOCTATEUHOCT (BXK. TOUKa 4.8).

PrckoRn GakTopH 3a 3aciiBaHe Ha CHCTEMHMWTE e(EeKTH ca:

. Curna u nexkapcTBeHa (opMa Ha JIOKaJTHHA KOPTHKOCTEPCHT

* [IpoABIDKMTEIHOCT Ha €KCIIO3ULIMATA

. [{punoxense BppXy OOIHUPHHA 00IACTH OT TANOTO

. [TpunokeHHe Moa OKIy3Hs (HAIp. B FTBHKUTE WIH IOA OKNY3MBHA IIPEBPH3KA; MPH KbpMaveTa

NEJSHUTE MOTAT Ja ZSUCTBAT KaTO OKIIY3UBHA [IPEBPH3Ka)

IMoBulEHa XuapaTailid Ha POrOBHA COM
IIpunoxeHve BbppXy 00JACTH € MO-THHKA KOKA, KATO JIMLETO

. [IpunoxeHue BEpXY HAPAHEHA KOXKa FUIH NIPUA APYI'd ChbCTOSHUA, IPH KOUTO KOXHaTa Oapuepa
MO3Ke [1a € YBpeJleHa
. B cpasHexue ¢ BB3pacTHH, Jeuara MoraT Aa adcopOHpar NPONOPLIHOHAITHO MO-TOJIEMH

KOJIMYECTBA OT JIOKAJTHUTE KOPTHKOCTEPOMIH H J1a ca MO-TIOAATIHBH HA CUCTSMHH HeKeJIaHH
peakumH. ToRa ce AB/DKA Ha He3pAaTa KoxHa Oapuepa d Ha NO-rOJIIMOTO OTHOLUEHHE TEIIECHA
HOBRBPXHOCT/TENIECHA Maca IIPH Jiea, B CpaBHEHHE ¢ Bb3PacTHH.

Heouampuuna nonynayus

ITpu 6ebeTta 1 neua Ha BB3pACT 1104, 12 rogHMHM, KOTaTo € BH3MOXKHO TPAOBA Ia ce m3dArRa
[POIBIDKHTENHOTO JISHEHHE ¢ KOPTHKOCTEPORAH 32 TOKAJTHO IIPIIOKEHHES, MOpagd BE3MOMKHOCT 32
NOTUCKAHE Ha HanObOpeuHaTa (yHKIHA.

Puck om ungbexyuu npu orxnyzus

[ToprinenaTa TeMIeEpaTypa M BIOXKHOCT B KOXKHHTE I'bHKH HIH IPH OKITY3UBHHTE NPEBPD3KH,
YNECHABAT Pa3sBHTHETO Ha DakTepranda HHQeKIMA. Koraro ce M3Noa3BaT OKIIY3HBHM IIPEBpPB3KH,
Koara TpabBa a ce mOUKUCTBA IIpe/IH OCTABSAHE HA HOBA [IPEBPB3KA.

Ipunoocenue npu ncopuazuc
JIoKamHUTE KOPTUKOCTEPOHAH TPAOBA Aa ce MPUIAraT ¢ HOBHUICHO BHHMAHHE IIPU MICOPHA3UC, Thil

KATO B HAKOHM CITy4aH € CHoOIaBaHo 3a pa3BUTHE Ha eekT Ha oTHeMaHeTo (rebound-edekr), g oS
TOJIEpAHC, PUCK OT TeHEepau3HPaH NyCTYIO3€H ICOPHA3UC U Pa3sBUTHE HA JIOKAJIHA UITH /; M o
TOKCHYHOCT IIOpaJH HapylLueHaTa bapruepHa QYHKIMS Ha KoxkaTta. [Ipu npunoxenme np#/ngop %
BHUMATEJIHOTO HAONIOIeHHE HA NALHEeHTA € BAKHO. y




Hpunoocenue na auyemo
[TpOAB/DKUTENHO HPUIOKEHHE HA JIMIIETO HE € XKENAaTeNHO, ThH KaTo Ta3u 004acT € Ho-NoAATnHBA 34
pa3BUTHE HA aTPOPUIHY IIPOMECHH.

Ilpunoocenue na xrenavtime

IIpu npunoxenue BEPXy Kienadnure Tpa0Ba Ja ¢& BHUMaRa MPOAYKTHT A4 He [IONAJHE BBPXY
OTKPHUTATA YACT Ha OYHTE, [OPAJH BE3MOKHOCT 3a pasBUTUE Ha KaTApaKTa M INIayKoMa B pe3yJTaT Ha
MHOTOKPaTHA SKCIIO3ULIKA. |

Conememeawa ungeryun

ITpn ns¢exTUpare Ha BH3NANUTEIHH JIe3MH TPAOBa a ¢ce HA3HAYH ITOAXOAAII0 aHTEMUKPOOHO
JAeqenne. Beako revepanv3ipane Ha MHQEKIMATA H3HCKBA CIMPaHe IPIICKEHHETO Ha JIOKAIIHHTE
KOPTUKOCTEPOHIH U Ha3HAYABaHe HA NOAXONALIa AHTHMUKpPOOHa Tepanud.

XPOHUYHY PaKu HAa Kpakama

JIokanHKTe KOPTHKOCTEPOMOH TIOHAKOra ¢& H3TIONI3BAT 3a JICYCHHE Ha AEPMATHT OKOJIO XPOHHYHH
paHH Ha KpakaTa. Toea npuioxeHnre 0Haue MOXKE /1a € CBbp3aHO C [TOBUIISHA YECTOTa Ha JIOKATHH
peaKiiH Ha CBPBEXIYBCTBUTEIHOCT M [TOBHLIEH PUCK OT JIOKATHA HH(PEKUHA.

IpumenHu CMyeHUA

[Ipu cUCTEMBO U JIOKATTHO MPUIIOXKEHHe Ha KOPTHKOCTEPOHH ¢a BE3MOMCHH CHODIICHHA 3a 3pUTETHH
CMYILUEHHA. AKO [IPU [TALHMEHT Ca HAIMLE CUMIITOMM KaTO 3aMBIVIEHO 3peHHe WIIM APYTH 3pUTETHH
CMYILLUEeHHA, TalHeHThT TPsAOBa a O'bie HaCOYEH 3a KOHCYNTAUKA ¢ 0TaNIMONOr 3a OLIEHKA Ha
BB3MOXHHTE IPHYMHHA, KOUTO MOTAT Aa BKIIIOUBAT KaTapakTa, [iIiayKoMa WIH peiku 3abonspanis KaTo
HeHTpaIHa ceposHa xopHoperunonatua (L{CX), za kouTo ce chobmara ciesl CHCTEMHO H JIOKATHO
W3NOM3BAHE HA KOPTUKOCTEPOUIHN.

4.5. B3amMoaedcrsae ¢ APYrH JeKAPCTBEHA HPOAYKTH H APYrH PopMH HA B3aHMOAEHCTBHE

EnHoBpEMEHHOTO NPIIOKEHUE C JIEKapeTBa, KOUTO HHEXuOupatr CYP3 A4 (manp. putoHarup,
UTPaKOHAa30m) € NoKasaio HHXHOHpaHe Ha MeTabOMH3Ma Ha KOPTHKOCTEPOHNTE, BOACIIO 0
MOBHINEHA CHCTEMHA eKCO3UIHA. CTeneHTa HA KIHHHYHA 3SHATAMOCT Ha TOBA B3auMoneiicTBue
3aBHCH OT A03aTa ¥ HBTA Ha PHIOKEHUE HA KOPTHKOCTCPOMIUTE U OT CHIaTa Ha HHXHOUTOpA HA
CYP3A4.

4.6. DepTHIANTET, OpeMEHHOCT H KEPMEHE

QepTHIHTET
JlviicBaT JaHHU NPH XOpa 3a OLleHKa Ha edekra Ha JIOKAIHHUTE KOPTHKOCTEPOHIH BEpXY GepTHNHTETA.

bpemenHoCT
HMa orpansyeHy JaHHu OT yriorpebara Ha ODeramerazon Baiepar Npu OpeMeHHH JKEeHH.

JIOKaTHOTO NPHIIOXKEHHE HA KOPTUKOCTEPOMIAHU 11pU OpeMEHHH XKHBOTHHU, MOXKE Ja J0BEe A0
aHOMAITMH NpH JeTaTHOTO pa3sBHTHE (BXK. TOUYKA 5.3).

He e ycraHoBeHa Bpb3KaTa Ha TC3H [IPOSBH € NPWIOKESHHETO HA JIEKapCTBEHMA NPOAYKT NIPU XOP4.
Bnopekud TOBA, NPUWIOKEHHAETO Ha DeTaMeTA20H BaJiepat M0 BpeMe Ha OpeMeHHOCT Tpabea Aa ce
OOMECTIE CAMO, aKO OUAKBAHATA MOJI3A 32 MatikaTa HagBHMIllaBa pycKa 3a iofa. Tpsdsa na ce
M3I10J13BA MMHUMAJIHATA 71034 34 MUHUMAJIHUA TIEPHO/T OT BpEME.

KsxpMene
besonacHOCTTa Ha IpUIMKEHHE HA TOKAIHH KOPTHKOCTEPOYAH 110 BpEME Ha KbPMEHS/4
YCTAHOBEHA.

He e u3BeCTHO Jany NOKAMHOTO NPHJIOXKEHHME HA KOPTHKOCTEPOHAY MOJKE J1a JIOBE
abcopOiiHs, KOATO Ja € NOCTATH4YHA, 34 Ja ¢ eKCKPETHpaT ¢ KbpMara. Ilpmnoxenu
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OerameTazoH Balepar 1o BpeMe Ha KbpMeHe TpabBa ga ce 0OMMCTH ¢aMO, AKO OYaKBaHaTa I10/13a 34
MalikaTa HABJBHIIABA PHCKA 32 TUIOJA.

AKO ce W3M0I13Ba IIpe3 NepHoda Ha KbpMEHE, OeTaMeTasoH BalepaT He TpA0Ba Aa ce NpuJiara Ha
EPAUTE, 38 A4 ce U30erHe HHUMICHTHO NOrTBIaHe OT KbPMAaieTo.

4.7. EdexTn BLpXY cnnocoOHOCTTA 3a mOpHpase n padora ¢ MAIHMHA

He ca nporexaanm npoyuBaHus 3a U3clieZpane Ha edekra Ha OeTameTazoH BalepaT BBPXY
criocoOHOCTTa 3a modupane ¥ pabota ¢ MalliuHK. OT MpoGIIa Ha HEXENAHU JIEKAPCTBEHH PECAKIHH
Ha JIOKAJIHO IIPHIICKEH OeTaMeTa3soH BalepaT He ¢e O4YaKBa HeOnaronpuaTeH e)eKT BbpXy TEe3H
aKTHBHOCTH.

4.8. Hexeaann JeKapeTBEHR PLAKIUH

HexxenaHure JIeKapcTBEHH PEaKIUM ¢a H30POEHH NO-A0JTy M0 CHCTeMO-0praiHu knacoee ne MedDRA

W 10 yecToTa. U3noi3BanuTe KaTeropuH B 2aBHCHMOCT OT YeCTOTaTa ca: MHOro uecTH (21/10), yectn
(21/100 u <1/10), aevectu (=1/1000 1 <1/100), penxu (>1/10 000 u <1/1000) u mHOTO peaku
(<1/10 000), BKMIOYKTEIHO H30IUPAHA CHOOIIICHHA.

H[ICTMEIPKETHHPUBH HaHHHA

Wndekumm v nHdecTarinm
Muozo peoxu OIOPTIOHHUCTHYHH HHOCKIH

Hapyiiieaus Ha UMYHHATA CUCTEMA
Mnozo peoxu JOKaJIHA CBPBXYYBCTBUTENHOCT

Hapyienns Ha eHIOKPAHHATA CHCTeMa

Muoeo peoxu NOTHCKAHE HAa XHIIOTaNlaMO-XHHO(pH3apBO-Haa0pOpeIHaTa oc

| KBIUMHIOMHN HYepTy {Hanp. JyYHOBHAHO JIHIE, IEHTPAIHO 3aTIIbCTABAHE ),
3abaBeHO HATPYNBAHE HA TerN10/3a0aBsHE HA pacTeka IIpH Jella, OCTEonopo3a, raykoMma,

XHIEPIIAKEMHUA/TIIIOKO3YPHS, KATapaKTa, XHIIEPTOHMA, TIOBULLEHO TErJ10/3aTIbCTABAHE, IOHWKECHU

HHBA Ha CHOOICHHUS KOPTU3OJ, aJIOTIELUs, TPHXOPEKCHC.

Hapyinenus na ouwre
C neuzgecmmua vecmoma 3aMBIJIEHO 3pEeHHKE (BXK. CHIHO TOUuKa 4.4)

Hapynienus Ha KoxaTa M IOAKOKHATA THKaH

Yecmu chpOex, IoKaHO napeHe/KoxHa OoNKa

Mhruozo peoru aNepruyeH KOHTaKTeH AePMaTHT/ IEPMATHT, €pUTEM, OOPHB, YPTHKAPHAL,
IYCTYNIO3EH TICOPHA3KC, H3TEHABAHE Ha KOXKATA /KOXKHA arpodus , HaGppuKBaHe Ha KOXKATa , CyXa
KOXKA', CTPHH , TENEAHTHEKTA3MH , THTMEHTHH W3MEHEHHA , XANEPTPHX034a, H30CTPAHE Ha
[IOUIEKANUTE CHMITTOMM.

%
Koxnn riposBH, KOMTO ¢ pa3BHBAT BTOPHYHO Ha JOKAIHH H/HITM CACTEMHH €deKTH 0T IIOTHCKAaHe Ha
XUNIOTANaMO-XunodusapHo-HandsopeunaTa oc.

OOuy HapymieHus U edekTH HA MACTOTO Ha IPUIOKEHHE
Mrno20 peoxu Apa3HeHe/60oKa Ha MACTOTO Ha NPHICKEHUE




CrobapaHe Ha IMOI03HPaHN HEXKEIIAHW PeaKITHH

CroOIaBaHeTO Ha IOAOIHPAHH HEXKENIaHH PEAKIMH CIICH, pa3pelaBaHe 3a ynorpeda Ha nekapcTBEHUs
NPOAYKT € BaXKHO. TOBa [03BOMMABA Na NPOABIDKH HAOMI0ACHHETO Ha CHOTHOIIEHUETO TION3a/PUCK 32
JIEKAPCTBEHHA HPOAYKT. OT MEAMIUHCKHTE CIIELHATHCTH CC H3MCKBA [a ChOOIIABAT BCAKA
MOJIO3MPAHA HEeXKENaHa peaKilis Ype3 HA[{HOHAIHA CHCTeMa 3a ChoOIaBaHe:

HanbiaEUTENHA areHIHs 1o JIeKapcTBara
yi. . Jlamana I pye” Ne 8

1303 Codus

Ten.: +359 2 890 34 17

yeOcaiiT: www.bda.bg

4.9. Ilpeno3upane

CUMIITOMH M IPU3HALIU

JIokaHo mpuiioxkeH, GeTaMeTaszoH BanepaT MOXe Aa ce abcopbupa B JOCTATHYHO KOJIWYECTRO, 32 Aa
NpeAUu3BHKa CUCTEMHH epexTi. MHOr0o MajlkO BEPOSATHO € f{a HACTHIIA OCTPO Npeao3HpaHe, HO B
C/Iydai Ha XPOHHYHO NMPEeAO3HPAHE MM HETIPaBUIIHA YHOTpeba Moxke [a ce MOABAT CHMIITOMHM Ha
XHIEPKOPTU3ONH3BM (BxK. TOYKA 4.8).

JleucHHe

B cnyuaii Ha ipefozupaHe OeTaMeTa3oH Banepar TpAOBa Aa ce crpe MOCTENeHHO ¢ HaMandBaHe Ha
4eCTOTAaTa Ha NPWIOKEHHE MK Ypes 3aMeCTBAHETO MY C 10-C/1ad KOPTHKOCTEPOM MOPAdH PYUCK OT
TMTIOKOKOPTUKOCTEPOUIHA HENOCTATHYHOCT.

[To-HaTaTeWIHOTO JeveHHe TPAOBA A3 € ciopel KIIMHHYHKUTE TIOKA3aH|A WIH CIIOpe MPENOPHKUATE Ha
Harnonanausg TOKCUKOIOTHYEH LIEHTHP, aKO TAKEE € HAJIMHYEH.

5. O®APMAKOJOIrd4YHHA CBOHCTBA

3.1. PapMakoIHHAMHYHEHA CBOHCTBA

QapMakoTepaneBTHYHA Ipyla: KOpTHKocTeporay, cuinHu (rpymna I, ATC kon: DO7ACO1

MexaHu3LM Ha JeHCTBUE
JIoKanHuTe KOPTHKOCTEPOHAN Ca NPOTHBOBL3NANMNTEHY CPEICTRA, KOWTO HHXMOHPAT KbCHUTE

aNCPruyHy peaklMy Ype3 MHOKECTBO MEXaHH3MH, BKTIOUHTEIHO HAMAJISBAHE IUTETHOCTTA Ha
MACTOLIUTUTE, HAMAIIABAHE HA XEMOTAKCHCA M aKTUBHPaHe HA eO3MHOWIMTE, HAMATIABAHE Ha
NPOAYKIMATA HA WATOKHHH OT JTUM(OLUTH, MOHOLIMTH, MACTOLIMTH 1 €03HHO(WIH, KAKTO H
HHXAOUpaHe Ha MeTa00TH3MAa Ha apaxXHI0HOBaTa KHCEJTHHA.

DapmMakoTHAMHYHH eheKTH

JlokanHATE KOPTHKOCTEPOHAU UMAT MPOTHBOBB3IIAIHTENHH, IPOTHBOCHPOEKHH M CHIOCBHBALIH
CBOMCTBAR.

3.2. ®apMaKOKMHE¢THIHH CBOHCTBA

Abcopbrims

JlokanuuTe KOPTHKOCTepOUAH MOTaT Aa ce abcopOUpaT CHCTEMHO OT HHTAKTHA, 37paBa KoxXa.
CrenenTa Ha abcopOius Ha JIOKATHHTE KOPTHKOCTEPOHIH NPe3 KOXKATa ¢ ONPEeAeis OT MHOTO
thaxTOpH BKIIIOUHUTEIHO BEXAKYTYMA ¥ IEJIOCTTa Ha emiaepManHaTa 6aprepa. OKNy3HEHH NPEBPh3KH,

KOXKaT4d.

Paznpenenenue
Heobxoaumo e m3nom3saneTo Ha GapMakoJMHAMUYHY TTOKA3ATENH 33 OIICHKA Ha ©
EKCIIO3MUMA Ha JIOKAJHA KOPTUKOCTEPOUA# Nopanu akTa, 1€ LHPKYIaTOPHHTE
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YCTAHOBUMUTE.

Merabonusmsm

Cnen karo ce abcopOupar rpe3 Koxara, JIOKATHUTE KOPTHKOCTEPOHIH [IPEMHHABAT T10
(apMaKOKHHETHUHH IHTHIA, IOJXO0HM Ha TE3H HA CUCTEMHO TPHIAraHUTe KOPTHKOCTEPOUIH.
KopTtHkocTeponauTe ce MeTADOTH3UPAT IJIABHO B YepHMA Apod.

EnumMunupane
JlokanHUTE KOPTHKOCTSPOHIM €€ eKCKpeTHPAT npe3 0sOpelyTe. HAKOM KOPTUKOCTEPOHIH M TEXHUTE
META0OTUTH C& EKCKPETHPAT AOIIBJIHATENIHO YPes HITHYKATA.

3.3. Ilpeaxnneu49nH AanA#A 32 0€300aCHOCT

He ca nporexnaHu OBNCOCPOUHH TIPOYUBAHUAS NPH )KMBOTHH 32 OLIEHKA HA KApLHHOreHHUs
NOTEHIMAT Ha DeTaMeTasoH Baiepar.

He ca npoBexxaaHu cneipHIHN APOYYBAHKMA 32 U3C/ICABAHE HA NeHOTOKCHYHHA MOTEHIMAN Ha
OeTaMeTasol Banepar.

EdexTsT Ha GeTameTason Bajiepar BepXy QEPTIIMTETA HE € OLICHABAH TPH JKUBOTHH.
[loaxoxxHO NpHIOKeHHe Ha HeTaMeTa30H BalepaT Ha MHINKH WK Ireixose B 4034 ot >0,1 mg/kg/nen

HIH Ha 3aMIM B A03H oT >12 MuKporpaMa/kg/nes no BpeMe Ha 6peMeHHOCT € A0BeNIO 10 (eTanHH
aHOMAITHM, BKIIOUMTENHO BB/IYA YCTa (LICIIKA HA TBBpAoTO Hebie).

6. @®APMALEBTHYHH JAHHH

6.1. CHnechK HA HOMONMHHATE BeIIECTBA
Xnopokpe3o

Letomakporon 1000

LleTrocTeapunoB ajikoXol

ban, mex napagun

TeueH napadun

Harpues auxuaporesdocdar auxuapar

docdopHa kucenuna (10% w/v) unu HarpueB XuapokcH (4% w/v)
Ilpeuncrena rona

6.2. HecnBMecTHMOCTH

Hsima ormmicaHu.

6.3. Cpok Ha rogaoCT

24 meceua.

6.4. Cpoenuaimg yCI0BHS HA ChXpAHEHHE

Ja ce cexpanssa rog 30°C.

6.5. Bupamu chibpikanMe HA ONAKOBKATA

Meku TyOH OT AILyMHHHI ¢ BPTPEILHO JJAKOBO IIOKPUTHE Ha OCHOBA OT ENOKCHAHA CMO
Kanayka oT MOJUIPOITHIEH.

Kaprtonena kytusd, ceaspaxkaina 1 Tyba or 15 g.



0.6. CrneyuaHy NpesuA3RH MEPKH IPH W3XBBDJIAHE

HaMa cnenuaniy nzucksasys.

7. IIPUTEXKATEJ HA PASPEINIEHHUHETO 3A YIIOTPEBA

I'makcoCmurKnaiina EQQOJ|

Oyn. Hapurpaacko moce Ne 115 T,

Cochus 1784,

Eparapus

8. HOMEP{A) HA PAJPEHIEHHMETO 3A YIIOTPEDBA

Ne 20020447

9. JATA HA ITBPBO PAZPENIABAHE/TIOJHOBSIBAHE HA PASPEINIEHHETO 3A
YITOTPEBA

Jlata Ha mTepRO pazpemaBaHe — 1979 r.

JlaTa Ha nocneHO nogHoBABane — 25 wonu 2007 r.

10. JATA HA AKTYAJINZUPAHE HA TEKCTA




