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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA,
O3HAYEHHS BBPXY OITAKOBKATA H JIHCTOBKA



KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA



i N3NLAHUTENHA ATEHUNA N0 NEKAPCTBATA

Ha npogyxma - Mpurcxenus 1
1. HME HA JEKAPCTBEHHS NPOAYKT Kpamia xepaKmere sy Tob0b
KBM POZ. O svrsre el et viarlesoansiruassnonsnonsonsssvarsssncsnannss
Angsantad 0,1 % kpem T I b (oo kP
Advantan 0.1 % cream PaspaweHus Nvéf//{?f/ - JJP
| Ogopone M S

2. KAYECTBEH H KOJIUYECTBEH ChCTAB
1 g AasanTaH Kpem ceabpxka 1 mg (0,1%) MCTHILIPEAHI30JIOHOB alenonar (methylprednisolone aceponate).

[ToMOIIHY BELECTBA C H3BECTHO JSHCTBHE:! LETOCTEAPHIIOB ANTKOXO, 6y THIIXHADPOKCHTONYECH.

3a IBAHMA CMUCHK HA IOMOIIHUTE BENIECTBA, BHXTe Touka 6.1.

3. JJEKAPCTBEHA ®OPMA

Kpem (Mac/io BbB BoAHA eMyNcHd, 651 10 XK BJISTHHKAB HENPO3PAYEH KPEM)

4. KJIHUHNYHU JAHHH
4.1 TepaneBTHYHH HOKA3ZAHHA

EnporenHa ek3eMa (aTonHueH NEpMAaTHT, HEBPOJCPMHT), KOHTAKTHA €K3eMa, JIeTeHepaTHBHA EK3EMa,
AHCKMIPOTHYHA eK3eMa, HyMYJIapHa eK3eMa, HEKacHDHUIIHpaHA eK3eMa, eK3EMa TIPH Jcua.

4.2 J03HpoBKA H HAYHH HA NPHJI0KEHHE

JJ O3UPOBKA

o npuHIKN NpoabIKHTENHOCTTA HA yoTpeba He TpsadBa 14 HAABHIIABA 12 CEMHUITH IIPH BR3PACTHH.
AKO KOXaTa H3ChXBA IPEKOMEPHO IPH NPOIbIDKHTENHA ynoTpeba Ha AJBaHTaH KpeM, TpabBa 1a ce ApeMuHe
KBM HIKOS 0T GOPMHETE € N0-BUCOKO MACTHO ChAbpKanue (ABAHTAH Ma3)

Heduampuuna nonynayus
BezonacHoCTTa Ha AZIBAHTAH KPeM IIPH Jella Ha Bb3pacT Nod 4 MECela He € YCTAHOBEHA.
He € HeoBxoAHMA KOpEKLIMA HA A032Ta, KOraTo AJABaHTAH KpeM Ce Mpunara 1py geud. [lo npuHuan

MPOLBIDKUTENHOCTTA Ha yrioTpeda He TpAOBa Aa HagsHIlasa 4 CEAMMIHM TIPH Jela.

HauvH Ha npHIoKEHHE

AJIBaHTaH KPEM Ce H3M0J13Ba JIOKAIHO KATO C& HAHACA BEIHBX AHEBHO HA THHBK CJIOH BHPXY 3acErHATHTE
00nacTH U c& BTPHRA JIEKO.

4.3 IIpoTHBONOKA3aAHASA




CBp’bX‘l}’BCTBHTCJ’[HOCT KbM AKTHBHOTO BEILCSCTBO WM KBM HAKOC OT MOMOIIHHTE BELMIECTBA, H36POBHH B TOYXKA
6.1.

MeTHINPeJHH30I0HOB alleNoHaT He TpAGBA Ja ce MpHIara B cydad Ha TyOepKyNO3HH WK CHPUIHCTHUHK
npoliecH B 06IaCTTa, KOATO Wie ¢e TPeTHPA; BHPYCHH 3abonABaHuA (HAMp. XepOec I Bapuiena), posauea,
MepHOpANeH AePMAaTHT, A3BH, AKHE BYJI'APHC, ATPOMHYHN KOKHH 3a00/BAHKA H OCTBAKCHHATHH KOXHY
peakiyi B 30HATE Ha TPETHpaHE.

BakTepuaniy u ruOudnn 3afonspanis Ha KoXaTa, BX, Touka 4.4,
4.4 CnenHaaHy BpeaynpexaeHKs H IPeINa3HH MEPKH 1Py ynorpeba

[ MIOKOKOPTHKOKHAMTE TpAGBa fia ce M3MOJ3BAT CaMO BbB Bh3MOMXKHO HaH-HHMCKa 1033, 0COBEHO IIPH JeLa, U caMmo
TONKOBA IBAr, KOIKOTO € aBCoMOTHO Heo0X0ANMO 32 MOCTHTAHE H MOANBPAKAHE HA XKEMAHHA TEpaleBTHYEH
eeKT.

[py KOXKHY 3a00NABAHHS, MPHAPYKEHU ¢ OAKTEPHATHYE /UMM [BOHYHHE HHGEKnuK, TpAOBA la Ce nmpMANara 1
JOMBIHATENRHO CTIEMHGHYHO ICHEHHE.

JTokanau HH[‘)EKHHH HAa KOXKaTa MOoraT Jig C& YCUJTAT TIPH JIOKAJTHO NeYCHHE C THIOKOKOPTHKOHH.

AKO NpH [POAB/KHTENHA yIoTpefa Ha ABAHTaH KpeM KOXATA H3CHXBA NPEKOMEpPHO, TpA0BA []a c¢ NPEMHHE
KBEM HSKOA OT POPMHTE C O-BHCOKO MACTHO ChABPIKAHUE (AZIBaHTaH Ma3).

Tpu npunarase Ha AJBaHTaH kpeM TPAOBa [a ce H30ArBa KOHTAKT ¢ OYMTE, AbIOOKH OTBOPEHH PaHH
JIMTCABUIIH.

[TpoABIKHTENHOTO MPUAMKEHHE HE JOKATHH KOPTHKOCTEPOHIN BhpXY OOIIMPHY 00IaCTH OT TAROTO H
0COOEHO APH OKIY3Hs%, 3HAYHTEIHO YBETHYABA PHCKA OT HEXENaHH NCKAPCTBEHH peakivH. JleueHneTo
[Of OK/ITY3UBHH yCloBHs TpabBa Aa ce u30ArBa, OCBEH ako He e ykazaHo. Mmalite mpensun, ue nesieHHTe,
KAKTO ¥ HHTEPTPUTMHANHWTE 00NACcTH,; MOTAT Aa NPEACTABILABAT OKIIY3HBHH YCIIOBHA.

T1pu JledeHHe HA TOJIEMH YYaCThIH OT KOXKATA, MPOABKUTEIHOCTTA Ha IeYeHHETO TPADBa Ja ¢
BBE3MOXKHO Hali-KpaTka, KaTo BB3MOXHOCTTA 33 aBCopOLs WK CHCTEMEH €DEKT HE MOXKE HANBJIHO 13 Ce
H3KJIOUH,

Kakro # npy BCUYKH APYTH MIOKOKOPTHKOHIH, HenpodecHoHANHAaTa ynoTpeba Moxe 1a MacKkupa
KIMHUYHATA CHMIITOMATHKA,

KaxTto € U3BeCTHO OT CHCTEMHOTO TIPHTCKEHUE HA KOPTHKOHAH, MOXE [Ja CC pa3lpHe I1aykoMa mpH YHOTPCGB. Ha
JOKAIHH KOPTUKOHIH (Hanp. HpY rOoNeMHM JO3H MK OpHarane 3a NpoAb/DKHATENCH MEPHON, OKITY3HBHH
TPCBPDR3KY HIH NIPH HPHIGKEHHRE BBRPXY KOXAaTa OKOJIO O‘-IHTE).

3pHTENHH CMYLUEHUS:

[IpH CHUCTEMHO H JIOKAITHO MIPHJIOKEHHE HA KOPTHKOCTEPOUAH €& BB3MOXKHH CHOOGILEHHMA 3@ 3PHTEIIHH CMYLUIEHHUS.
AX0 TIpH TaITHEHT ca HAMMLE CHMOTOMM KaTo 3aMBIISHO 3pEHHE HAH JIPYTH 3PHTEHN CMYLUEHHH, NAIHEHTET
TpsabBa fa ObJe HAacO4YeH 3a KOHCYNTALUA ¢ 0QTaIMOIOr 32 OLEHKE HA Bhb3MOXKHUTE NPHYMHH, KOUTO MOTaT fa
BKJIFOYBAT KATAPAKTA, [AyKOMa I PEIKH 3a60ABaHNIS KaTO LEHTPAJIHA cePpo3Ha XopHopeTHHonaths (LICX),
33 KOHTO e CROOUIaBa CJIe/] CHCTEMHO H TOKATHO HAMON3BAHE HA KOPTHKOCTEPOUIH. I




Jee ot noMolHuUTe BelllecTsa HA AxBanTaH 0.1% KpeM (IIeTOCTeapHAOB AlTKOXOM H OYTHIIXHAPOKCHTOYEH )
MOTAT [1a TIPHYHHAT TOKANHK KOXHH PEaKLMH (Hanp. KOHTAKTCH ACPMATHT). ByTHIXHIPOKCHTONYEH MOXE ChHILO
12 MPUYHHH U Apa3HeHe Ha OUHTE U JTHFAaBUUHATE MeMOpaHH.

MMoMOIMIHOTO BEILECTBO (TBHPIH MA3HHHK) B AJBAHTAH KPeM MOXE [1a HaMaTH eeKTHBHOCTTA Ha JATEKCOBH
KOHTpALleNTHBH, KaTO Mpe3epBaTHBH W JHadparMu.

Tosa nexapcreo chabpixa 1.0 g bensunos ankoxon 8B BeekH 100 g. BeH3HI0BOAT ATKOX0NI MOXKE [a TPHYHHH
ANeprudHu peaklMH, KaKTO H JIEKO IOKATHO ApasHEHE.

He,g HATPHYHA TTOMYJIAIHA

AfBanTan KpeM ke TpsafBa 14 ce npunara Ipyu OkNy3HBHE yciopus. Hualite npeasis, 4e NMENCHATE
MOTAT 44 Ch3JaJaT OKMy3HRHH YCIOBHA.

BuumarenHa olieHKa HA CHOTHOIISHHETO 107134 / PHCK € Heoﬁxo,unma B CJ'Iy‘-Iaﬁ Ha YHOTPCGH IIpH JEL4 Ha
BB3PACT MEKIY 4 Mecena B 3 rofIHHuU.

4.5 BiaumopelcTBHE ¢ APYTH IEKAPCTBEHH NPOAYKTH H APYTH (GOPMH HA B3aHMOJCHCTBHE
Jlocera He ca M3BECTHH.

4.6 DepTHAHTET, GpEeMEHHOCT H KbPMEHE

DeprHIHTET
Hsma nanuuna nHQOpManya 3a BITHSHHETO HA METHIIPEAHH30/0HOB ALIEMOHAT BbPXY (PepPTHIMTETA.

bpemenHocT
Hsma nocTaThudo LaHHH oT yrioTpedara Ha AIBAHTAH KpeM fIipH OpeMeHHH »KEeHH.

[IpoyuBanus BPXY KHBOTHH C METHIIIPEAHH3ONOHOR ALENOHAT MOKa3BaT eMOPUOTOKCHUYEH U/HIH TEPATOrEHEH
eeKT NpH 1034, HAABHIUABAILH TepaleBTHYHaTa (BXK. TouKa 5.3 [Ipeax/imHyusy AaHHH 3a 6e30MacHOCT).

Peanua enuaeMuoTOrHYHH MPOYYBAHKSA IPEANONArar, e 61 Moro fa ce Habnroasa YBEIMYEH PHCK OT OpaiHH
LIENKH MPH HOBOPOJCHH HA MAlKK, KOUTO ca GHAH TPETHPAHH CBhC CHCTEMHH IIIOKOKOPTHKOCTEPOHIM fpe3
IBPBHS TPHMECTRP Ha OpeMeHHoCTTa. KIIMHUYHOTO NOKa3aHKe 33 JIeueHne ¢ AlBaHTaH KpeM Tpadea
BHHMATENHO A ce MPepare/(a H 1a ce OLleHH ChOTHOLIEHHETO MON3a/PHCK [IPH OpeMEeHHH XKeHH.

[o rpyHuMI, H3M0T3BAHETO HA TOKATHH TPETAPATH, ChIbPXKALM KOPTHKOMIH CJISBa 1A Ce H3DArea npe3
TBPBUTE TPH Mecelia Ha BpemenHocTTa. Oco0eHO TPEeTHPaHeTO HA rofeMH YYacThIH, TPOABDKHTENHO
MPHJIOXEHHE WIIH OKJTY3HBHH TPEBPH3KH CIIe/Ba Ja ce M30ArBar 1o BpeMe Ha GpeMEHHOCT U KbpPMEHE.

Knpmene
Hpﬂ HIBX0OBE MeTHﬂl'lpeJIHHBOJIOHOB anenoHaT npaKTqucxn HE IIPGMHHaBa Y HOBOpOI[EHHTe c H:meaTa.

JloknazBaHo e, ye CHCTEMHO NPUAAraHHTe KOPTHKOCTEPOHAH IPEMHHABAT B YOBEIIKATA KbPMA, HO HE €
H3BECTHO JAJIH METHNPEIHH3O0IOHOB ALIENOHAT ¢ CEKPETHPA B YOBEIIKATa KbpMa. He e H3BeCTHO Ha
JIOK&/THO NPHIOKEHHA ANBAHTAH KPeM MOXe /a IOBeME /0 CHCTeMHa abcopOuus Ha MeTHITIPeARHA

AlETIOHAT 0 YCTAaHOBHMM KOJIMYECTRa B HoBellKaTa kKepma. CilegosaTtendo Tpabsa jaa ce )Qmﬁ\ E’@
KOTaTo AZIBaHTaH KPEM Ce Ipriiara Ha KbpMELIn KeHH.




Ipu Maliki, KOHTO KbpMAT, He TpaOBa Aa GbJe TpeTHpaHa 00NacTTa HA MEpAUTE. TpPETHPAHETO Ha MOJNIEMH
Y4acTBLH, TPOXBIUKUTENHO IPUIOKEHHE HIIH OKITy3HBHH TIPEBPB3KH CIE/Ba Ja e H30ArBaT 1o BpeMe Ha
KbpMEHeE (BX. TO4YKa 4.4).

4.7 Edextn Bbpxy cnocobHocTTa 32 modHpate i pafoTa ¢ MARIIHHH
AJBaHTaH KpeM He NOBJHABA HITH MOBIHABA NpeHeOpexHMo cnocoOHOCTTa Ha modupane A paboTa ¢ MallHHH.
4.8 Hexenanu nekapcrseHd peakiHy

B IMHHYHH NPOYYBaHUA ¢ AJBaHTaH KpeM, HaH-4ecTo HaGMOZABAHMTE HEXCIAHM PEAKUHH BK/IIOYBAT
TapeHe U chphek Ha MACTOTO Ha TIPHIOKEHHE.

YecToTaTa HA HEKEJIaHHTE pEeaKkuHy, Haﬁnmnanaﬂn B KJHHHYHH IPOYYBAHHA W HOPCACTABCHH B
TafnuLaTa No-goNTy, Ca OMpelcneHH CIopel KoHBeHIMATa 3a uecrora Ha MedDRA: mHOro uecTH
(>1/10); gectu (>1/100 mo <1/10); meuectd (>1/1,000 ao <1/100), pemxu (>1/10,000 mo <1/1,000);
meoro penxu (<1/10,000), ¢ HeH3BeCTHA YecToTa (He Mke fa ObJe HaNpaBeHa OLEHKA OT HaNHYHHTE
aauuy). MedDRA sepcus 12.0 e H3MOM3BaHAa 3a ONHMCAHHE HA PEAKHHHTE, TEXHHTE CHHOHHMH H

CBBp3aHH CHBCTOAHHNA.

Cucremuo- ¢ HEH3IBECTHA
Oprafgfd YeeTH HEYeCTH peAKH YecToTa*
Kracone
3aMBrIEHD
Hapymenuns Ha sperne (BK.
oqnTEe CBLIO TOYKA
4.4)
re0udHa KOWHA
WUndexunn n
urerug
HHpeCcTATMH
O6 napeHe Ha CYX0Ta Ha KOXaTa Ha IeJyIHT Ha XHITEPTPHXO3A
MSCTOTO Ha MSACTOTO Ha MACTOTO HA
HApPYIIEHHH H
epexcTH Ha MPHNOXKEHHE, | NPHIOKEHHE, epuTeMa | IPHIOKEHHE, OTOK
copbex Ha Ha MACTOTO HA Ha MACTOTO Ha
MSICTOTC Ha
MSCTOTO Ha MPUITOXKEHHE, MEXYPH [IPUIIOKESHHUE,
MPHIIOKEHHE
MPUIOKEHHEe | HA MACTOTO HA JpasHeHe Ha
TIPUIIOXKEHHE, MSACTOTO Ha
(hOMMKYIIHT Ha MACTOTO | NPUIMKEHHE
Ha TIpHACKEHUe, OOpHB
Ha MACTOTO Ha
[IPHIOKEHHE,
MapecTe3us Ha MACTOTO
HA OPHIIOKEHHE
CBPBXYYBCTBHTEIHOCT
Hapymienus Ha PRXUY.
KBbM JIEKAPCTBOTO
HMYHHATA
MHOLEPMHA, KOXHE
Hapymenns Ha AEpMHA,
tbHCYpH,
KOKaTa H




NOAKO0XKHATA TENICAHITHCKTAa3HA, JACPMATHT,

ThKaH aTpodia Ha JEeNUrMeHTalHA
KOXaTa, aKHE Ha KOKaTa,
aNepruvyHu

KOXKHH pEeaKIlHH

* [MoTeHUMANHY HEXeaiu JIEKApPCTBEHH PEAKIHH, KOUTO HE Ca HabMOAABAHK B KIHHHYHH NpoyYBaHHAL.

CHCTEMHH HeXXelnaHH peakiHH, nopaau abcopOLus, MOTaT Aa Ce NPOABST KOraTo Ce H3II0N3BaT HPOAYKTH
33 TOKANHO NPUIOKEHHE, ChALPKANIH KOPTHKOHIH.

CrobuiaBate Ha TOMO3HPARH HEXETAHH PEaKLMH

CrofiaBaHeTo Ha [TOJ03MPAHH HEXEIAHH PEAaKLMH Cliel] paspelllaBate 3a ynoTpeba Ha NeKapCTBEHHS TPOAYKT €
saxkto. ToBa M03BONABA 2 TPONBIKH HAGMIOAEHHETO HA CBOTHOLIEHHETO I10J13a/PHCK 33 JIEKAPCTBEHHA
npoaykt. OT MEIHUMHCKHTE CHELHANMCTH Ce H3HCKBA Aa ChoOLIaBaT BCAKA MOI03MPAHA HEKeNaHa PeakLys ypes3
H2nbaHUTENHA aTeHUMS [0 JIEKApCTRATA

yi. ,Jdaman I'pye” Ne 8

1303 Codusn

Ten,: +359 2 8903417

yeGeafT: www.bda.bg

49 pexozupane

Pesynratite 0T KIMHMYHK NPOYYBAHHA 38 OCTPa TOKCHUHOCT ¢ METHIAPESAHHIONOHOB alEeIOHaT He MOKa3BaT

HASIAYME HA PUCK OT OCTPa HHTOKCHKALMA ITPH eXHOKPATHO KOXKHO MPHIIOKCHHE HA CBPBX/03a (TIPHITOKEHHE

BBPXY OOLIHPHA 30HA NIPH CHCTOSHUSA, OIarcIpHATCTBAIM abCOPOLHA) HITH Cly4aifHO MepopaiHO NOrIbLIAHE.
5. ®APMAKOJIOI MUHH CBOMCTBA

5.1 CapMaKoAHHAMHAYHM CBOACTBA

dapmMakoTepaneBTHYHA Ipyna: KopTHKocTepoHau, MotnaH (rpyma III), ATC xoa: DO7AC14.

MexaHu3bM Ha AeHCTBHE

Crneql TOKamHO TPUIOKEHHE AJBAHTAH KPeM [IOTHCKA BB3IANMTEIHHTE H &JIEPrHYHH KOXKHM PEAKLHH, KaKTO H
PeaKHHTE CBBP3aHH C XHHGpHpOJIPId)Cp&HHH, KO€T0O BOOH N0 HaMaJIsBaHe Ha OBEKTHBHUTE CHMIITOMH (epHTEM,
elleM, CEeKpeLusa), KaKTo ¥ Ha cyDeKTHBHUTE OInaKBanus (ChpOex, napene, bonka).

HM3BecTHO €, 4e METHITIPEIHKU30JIOHOB allEIIOHAT C¢ CBLP3BA C BETPEKIETHYHHTE MIIOKOPOKTHKOHAHH
PELEnTOPH, ¥ TOBA Ce OTHACH 0COOEHO 32 OCHOBHHA MY MeTabOoMHT 6-Ct- METHIIIPEHH30N0H -1 7-IPONHOHAT,
KOHTO ce GopMHpa clieq pa3leBAHETO HA €CTEPA B KOMKATA.

CTeponHO-PELENTOPHHS KOMIUIEKC ce CBBP3Ba ¢ onpefeneny obnacty Ha JIHK, kato ¢ ToBa 3anelicTBa cepus
BHOJIOrHYHHE e(eKTH.

OﬁpaSYBaHETO Ha CTePOMJHO-PEUEHTODEH KOMIUICKC NIPSAH3BHKEA CHHTC3HPAHE Ha MaKPOKOPTHH.

MCAKATOPH Ha BBEINATCHHUETO KATO NPOCTArNIaHAHHH H JICBKOTPDHCHH.



MMYHOC)/HPGCMBHOTO IeHCTBHE HA IMIOKOKOPTHKOUIHTE MOXKE fa CE OBHCHH ¢ HHX.HGHpaHe CHHTE34a Ha
LHMTOKHHH K C BHTHMHATOTHYEH queKT, KOWTO #OCera He € U35ACHEH ,r106pe.

CbI0CBHBALIOTO AeHCTBHE H2 CITHKOKOPTHKOHIHTE ¢€ OCBLUICCTEARA YPE3 HHXHﬁHpaHGTO Ha CHHTE3& Ha CbI0-
Pa3stIHpABAILKATE MPOCTArTAHAMHH HIIH IOTCHUHPAHETO HA CBAOCBHBALIIMA elbeKT Ha aapeHanuHa.

5.2 DapMaKOKARETHYHH CBOHCTBA

Abcopbuns
MeTunnpenHuz010H0B auenonat (MPA) ce nonyyaBa oT GopMynHpaHaTa OCHOBE. KOHUEHTPALHATA B POTOBHS

CIIOH H »KHBATa KOXa HAMAIIABA OTBBH HaBBTPL.

MeTHAMPeIHH30IOHOB aUeNOHAT Ce XHAPOIH3HPA B eNHASPMHCA M IEPMAaTa 10 OCHOBHHA CH METabONHMT 6 -a-
METHINPeAHH30M0H - 17~ npomHoHaT, KOHTO CE& CBBP3BA NO-3LPaB0 ¢ KOPTHKOHHHA PELETTOP, OTKOIKOTO
OCHOBHHA MPOJYKT, KOSTO € I0Ka3ares 3a OUuoakTHBHpaHe B Kokata, CTereHTa M pasMepa Ha IepKyTaHHaTa
abcopbiryd Ha NOKaneH KOPTHKOMA 3aBHCH OT peauua GakTopd: XMMHYECKA CTPYKTYpa Ha CheAMHEHHETO, CHCTAR
Ha HOCELATA ChCTABKA (BEXHKYIIYM }, KOHIIEHTPALIKS HA CREAHHEHHETO BbB BEXHKYTYMd, YCIOBHA H2 KOHTAKT
(TpeTHpaH YY4acThK, NPOIBKUTEIHOCT Ha KOHTAKTA, OTKPHT HITH € OKITy3HA YY4CThK) H ChCTOAHHETO HA KOXKATA
(B M TEXECT HA KOXHOTO 3a00NABAHE, AHATOMHYHA 30HA H AD.).

HMepryransata abcopOuua Ha METHINPEIHA3ONOHOB aleMoHAT noj GopmMaTa Ha KPEM € H3CNEBAHA IPH 3PaBH
Aobposonuy. [IpH OKk1y3HBHH yC/IOBHS THERHOTO MPHIMKeHHe Ha 2 X 20 g AlBaHTaH KpeM 3a 8 AW BOAR 10
CpelHa MepKyTaHHa abcopBins oT okenno 3 % , CHOTBETCTBAILA HA CHCTEMHO HATOBAPBAHE C KOPTHKOUA OT
okono 20 pg/kg/aneBHo. [MepkyranHaTa abcopOuUis HA METHNPEHE30N0HOB AUEMIOHAT [Ipe3 KOXa,
[IPEABAPUTEHO YBPEIEHa Yupes [peMaxBaHe HA POrOBHYHMA CIIOH, ¢ 3HAYHTEAHO Mo-BHCOKa (13-27 % oT nozara).

BuoTpaucdopmaiius

Cnen Karo JOCTUTHE B CHCTEMHATA THPKYNALMS, TBPRHYHHAT MPOAYKT OT XHIPOIH3ATA Ha
METHIIIIPEIHHIOIOHOB all€TIOHAT, 6-0.- METHNIMTNCAHUIQNOH -17- ApONKXOHAT CE KOHIOTUDA 6'bp30 C MNIOKYpOHOBA
KHCETHHA, B pe3yNTaT Ha KOESTO & HHAKTHBHPA.

EmumuHupane
MeTtabonutute Ha MPA (ocHoBeH MeTaloJMT 6-0.- METHINPEIHH30OH -17- nponKoHaT -21- rMOKOPOHKA) Ce

e/IMMHHHPAT OCHOBHO Hpe3 Gp6peuure ¢ NOMyKHBOT OKono 16 gaca. Crie/l HHTPABEHOZHO NPHIOKEHHE
eKCKPEIMATA Upe3 YpHHATa W pexaiuuTe ¢ [rbina ciel 7 AHH. B opraHH3Ma He ce aKyMyJHpa HHTO
fEKapCTBEHOTO BELECTBO, HUTO MeTabONHTHTE MY,

5.3 IlpeaknaHu4HA JaHHH 32 BezomacHocT

CHCTEMHUTE NPOYYBAHHA 3a IOHOCHMOCT CIIE TIPOABIKHTENHA YHOTpeda Ha METHIIPEAHH30/I0HOB allenoHar,
NPHIAraH MOAKOKHO H KOXHO, NOKa3saT AeHCTBHE KATO [P BCHUYKH MIIOKOKOPTHKOMAH. T TE3H pesynTaTd
ClefiBa ue MpH TepaeBTHYHa YIoTpeda Ha AZBaHTAH KpeM He ce 0YaKBaT HEXETaHM IEKapCTREHH peakiuy,
PasIMYHH OT THIIHYHHUTE 32 MIOKCKOPTHKOHAH, A0PH NIPH €KCTPEMHH YCIIOBHA KaTO [PHIIOKEHHE BBPXY HIHPOKa
KOXHA TIOBBPXHOCT H/HITH OKIY3UA.




H3cienpaHusiaTa HH BUTPO BbPXY OaKTEPHAIHHN KISTKH M KISTKH OT 03aiHHIM 32 OTKpHBaHEe HA MCHHH MYTaliuH
H W3CNeIBAHUATA HH BHTPO H MH BHBO 33 OTKPHBAHE HAa XPOMO3OMHM M MEHHH MYTALHH HE [I0KA3BaT
I'€HOTOKCHYEH MOTEHUMa HA METUNPEIHH30NOHOB ALENOHAT.

He ca nposexaHy cneuuduusy W3C/IEABAHHA 32 TYMOPOTEHHHSA OTEHUMAI HA METHIILIPEAHH30TOHOB
auenonar. [To3nanusra 3a cTpyKTypaTa, MeXaHH3Ma Ha (apMakoNOrHIHHTE ehEKTH H PE3YITATHTE OT
CHCTEMHHTE H3CIeIBaHH 32 TTOHOCHMOCT [1PY NPOABKHTEIHA yIoTpeda He HOKAa3BaT NOBALLIEH PHCK OT OB
HA TYMOP.

Twit KaTo IpH CMA3BaHE Ha MPENOpPEUaHaTa 4033 NPH KOXKHO IPHIOKEHHE AJIBAHTAH KPEM HAMA CHCTEMEH
HMYHOCYTIpecHBeH cieKT, He ce OUaKRa BIHAHUE BHPXY NOKBATA HA TYMOPH.

[IpoyusanuaTa BEPXY NOKAJIHATA MOHOCHMOCT Ha METHINPEIHH30JIOHOB allelloHaT U (OpMHTE Ha AQBaHTaH
EBPXY KOKA M MHTABHLM HE TIOKAZBAT HELLO APYI0 OCBEH JIOKAHH HEXKENAHH PEAKIMH, XapakTepHH 32

TIHOKOKOPTHKOHINUTE.

MCTHHﬂpeﬂHHSOHOHOB aLenmoHaT He 10Ka3ea CGHCH6HHH3H})3HI ed)eKT BBPXY KOXa Ha MOPCKH CBHHYETA.

6. DAPMAIIEBTUYHH JAHHH

6.1 CHHCBK Ha AOMOIUMMTE BElECTRA
Jenunonear

['nuueponos moHocTeapat 40-55 %
[leTocTeapHa0B alkoXoa

Tevpma mac
Kanpuno-kanpig-MHpHCTHR-CTEAPHHOB TPHIIHLEPHT
Maxporonos creapar 40 (Tum [)

['mitepon 85%

JunaTpues efetat

BeHzunoB ankoxon

ByTHAXHAPOKCHTONYEH

[lpeuucTera Boaa

6.2 HeceBMecTHMOCTH

Henprnoxumo

6.3 CpoOK Ha TOAHOCT

3 roguHu

6.4 CriennajiHy yCJIOBHA HA CEXPAHENHE
Ha ce cexpaHsBa NpH TeMmneparypa nol 25°C.

6.5 Bua B cbAbpiKaHHE HA ONAKOBKATA

Tybu, ceappxkatiy 15 g, 30 g uawm 50 g.




TyGu, w3paGoTeHH OT YMCT ATYMHHHH C YITBTHUTENHA IEHTA B Kpas, BRTPEIIHATA CTPaHa, Ha KOHTO € MOKPHTA ¢
EIIOKCH/IHA CMOJIA, a BBhHILHATA — CBC CII0H Ha OCHOBATa Ha nonuectep. Kanaykarta Ha BHHT € OT NOJHETHIICH ¢
BHCOKA IUYBTHOCT.

6.6 CrienHaaHH MpeNa3HH MEPKH NPH H3XBbLP/sHe H paboTa

Hsama cnenyainy H3UCKBAHMA.

7. IMMPUTEXKATEJ HA PASPEHIEHHETO HA YIIOTPEBA

LEO Pharma A/S

Industriparken 55

DK-2750 Ballerup

JaHug

8. HOMEP{A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Perucrpaunonen Homep: 20010606

9. JATA HA IIBPBO PAIPEHIABAHEMIOJHOBABAHE HA PASPEINEHHUETO 3A
¥IIOTPEBA

Jara Ha mbpBo paspewarane: 14.06.2001

Hara Ha nocienqo nogHosgeane: 15.12.2011

10. JATA HA AKTYATH3UPAHE HA TEKCTA

11/2019




