KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

1. HAMMEHOBAHHE HA JIEKAPCTBEHUSI ITPOAYKT

DERMODRIN 20 mg/g ointment / IEPMO/IPUH 20 mg/g ma3
W3NMbTHUTENHA ATEHLWA NO NEKAPCTBATA
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1 g ointment contains 20 mg diphenhydramine hydrochloﬁ)(ti,%b —
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1 g ma3 chabpxka 20 mg 1upEHXUIPAMUHOB XUIAPOXITIOPHIL

[TomomHu BelecTna:
3a MBJIHUS CIMCHK HA MOMOIIHUTE BELECTBa, BUKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Mas3s
OcHoBa Ha Ma3Ta: eMYJICHS Ha Macjo BbB BOJIA.

4. KJIMHHUYHHU JJAHHHU

4.1 TepaneBTHYHH NOKAZAHHS

Cpeuty cbpbeix, TOKaTHH GOJIKH U CBPHXYYBCTBHTEIHOCT HA KOXKATA MPH:

- aleprum

- yXarnBaHus OT HACEKOMH

- JIEPMATHTH, YPTUKApHs, CbpOek, ek3eMH, chbpOsmm prO0BE Ha PaHH U JIOIIEHE
- JIEKH M3rapsHus, CIbHYEBO H3rapsHe

- nosmmopdHa GpoTozepmaTosa (CrbHUEBA aeprus)

4.2 Jlo3MpoBKA M HAYMH HA NMPHJIOKEHHE

Criopes rojieMHHaTa Ha TPETHPAHOTO MSCTO C€ HAHACS KOJHMYECTBO € IOJIEeMHHATA Ha Yepeina
110 opex ot JlepMoipHH Ma3 (ChoTBETCTBalM Ha 1-3 g) BbpXy 3aC€rHaToTO MSCTO Ha KOXKaTa.

Bw3pacmuu: nanacs ce 4-6 MbTH JHEBHO, Oeya: caMo 4-5 IbTH JIHEBHO.

Buvspacmuu u deya: He ce NpenopbyBa HaJBHIIABAHE HA JHEBHATA /1033 OT
ma3 (orrosapsia Ha 300 mg qudeHXuApaMuH XHAPOXJIOPHIL).
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[IpoasmkuTenHocTTa Ha ynotpe6a 3aBHCH OT TeXecTTa 1 pa3mepa Ha 3acernarara o6Jacr.

[1pu mo-npoasmxuTeNHa ynorpe6a ce npenopbysa NPEOLIEHKA HA JICYEHHETO.

4.3 IporuBonokaszanus

CBPBXYYBCTBUTENHOCT KbM aKTHBHOTO BEILIECTBO, APYrH aHTHXHCTAMHHOBH CpE/CTBA WJIH
KBM HAKOE€ OT MOMOILIHHTE BEIECTBA.
HoBopoaenn u jiena nox 2 rogunm.

Hepmoapun Ma3 He TpsGBa na ce HamHacs Ha OTBOPEHH paHH M JIMTaBHIH, OCBEH TOBA He
TpsibBa Ja ce M3MON3BA NPH KOXKHH H3MEHEHHS C roJisMa MOBBPXHOCT, KaTO BB3NaJeHa U
HapaHCHa KOa 0COOCHO NPH MALMEHTH ¢ BapHIIe/a, MOPOUIIH 1 MEXYPH 110 KOKaTa.

4.4 Choenmajnu npexynpexienus u NPEANa3sHi MEPKH NPH ynorpeda

[IpoaykThT He TpsGBa 1a BM3a B KOHTAKT ¢ OYHTe.

ITopamu BB3MOXKHOTO (porocencnbunusupane namasauute ¢ HepMonpun koxuu yaacTbiu ne
TpsiOBa J1a ce H3araT Ha CJIbHYEBA CBET/IHHA.

4.5 BsammoneiicrBue ¢ apyrm JACKAPCTBEHH  NPOAYKTH M apyru  ¢opmu  ma
B3auMo/aelicTBHE

He ca nposesxnann npoyusanus 3a B3aumoeiicTsusTa.

Hocera He ca nabmozasann B3anMoeHcTBHS ¢ ApYTH JICKapCTBEHH NPOAYKTH ciie]| ynoTpeba
Ha JlepmoipuH Ma3s.

Bee mak npu mpuioxkenue BBpXy ronemmu TIOBPXHOCTH HE MOXKE ChC CHTYPHOCT Ja ce
H3KIIOYaT BB3MOXKHH B3auMojencTBus. Tosa ce orTHacs ocobeno IIPH €THOBpEMEHHATa
ynotpeba Ha J€KapCTBEHH TNPOAYKTH, KOWTO CeAbpKAT audeHxuapamun wim MAO
MHXHOHTOPH.  ATPONHH M TPHUHKIMYHH AHTHJICTIDECAHTH  MOraT Jla  3acHJIST
AHTHXO/IMHEPrHYHATE CBOHCTBA Ha JH(EHXHMIPAMHH XHAPOXJIOPH/, €HOBPEMEHHATa
ynorpeba ¢ JieKapcTBEHH NPOAYKTH JENpecaHtTH Ha LICHpa/lHATa HEPBHA CHCTEMA KaTo
TICHXOTPOITHHA JICKAPCTBEHH MPOXYKTH, CHHOTBOPHH JIeKAPCTBEHM NPOJAYKTH, ONHOWIHH
AHANTETHIH, JICKApCTBEHH NPOJYKTH MOHHKABAIIM KPHBHOTO HAJISTAHE H AIKOXON MOXe Jia
AOBEZAT 10 HENpPEeABHIAMMO B3aHMHO 3acHJIBAHE HA CTPAHHYHUTE edext, kouro He morar
NpeABapUTENIHO JIa Ce TPEIBHIAT.

4.6 Bpemennoct u Kbpmene

Hepmospun-ma3 He TpsGBa na ce u3nonssa B IbPBUSL TPUMECTHD Ha OGpeMeHH
CIHAEMHOJIOTHYHH IaHHH Ha omnpezenien 6poit (599) Gpemennu KEHH, KOUTO ca M
AN(GEHXHPAMHH B IIBPBHUS TPHMECTBD Ca BB3MOXKHHM MOKA3aHUS 33 YBE/HY
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00pa3yBaHeTO Ha ULENHATHHH [0 KOXKATA. Mscnensanust BBpXY SKMBOTHM moKaspar
PENPOAYKTHBHA TOKCHYHOCT (Bmxk 1. 5.3).

Hannu 3a onpenenen Gpoii (6837) Opemennn sxeun, JIeKyBaHH ¢ aupeHXHIpaMHHOB
XHAPOXJIOPH/I TIOKA3BAT, Y€ HAMA HEKENaHH PEeaKiMH M0 BPeMe Ha OpemenHocTTa MM BBHPXY
37paBETO HA 3apOMIIA H HOBOPOJEHOTO JIETe.

ITo Bpeme Ha octanamus neproz oT OpemeHHoOCTTa ynotpebara BbPXY rOJIeMH MOBBPXHOCTH
Tps0Ba Ja ce u36arBa, 0CO6EHO NPH Bh3NATeHa | HapaHeHa Koxa.

Jlepmonpun-mas e TpsbBa ga ce YnoTpebsiBa o BpeMe Ha KbpMEHe, Thii KaTo aKTHBHOTO
BELIECTBO (U(pEeHXuapamMun) ce €KCKpeTHpa B KbpMara.

4.7 EdexTn Bbpxy cnocobnocrra 32 mogupane u pabora ¢ Mamunn

Hepmoapun He Bimsie BPXy crocoGHOCTTa 32 wodupane u pabora ¢ MamMHy.

4.8 Hexenann sekapcreenn peakuuu

Hepmoapuu-ma3 06MKHOBEHO ce noHacs nobpe.
Moske na HacTenaT cieauuTe H30JIMPAHH HEXKEJIAaHN PeaKIuu:

Jlokannu peaxyuu:

IIpu nevenne ¢ andpenxuapamun Moxe na ce CPEUIHAT €JMHUYHN IIPOSBH HA alepruvHu
KOWHH PEAKIHH, KOHTAKTHH JIEPMATHTH W (OTOYYBCTBUTENHOCT HA KoYKaTa (na ce usbsarea
AMPEKTHO H3JIaraHe Ha CI'bHYEBA CBET/IMHA!) Che 3atepssBane, ChpOex, MexypH, nojiysaxe
Ha KO)KaTa.

Cucmemnu peaxyuu:

B penku cnyuau cnen yBenmuena TIEPKYTaHHA pe3opOuus MOKe Ja ce mposBsT peakiuu Ha
CBPBHXUYBCTBHTENIHOCT, CYXOTa B yCTara, ChHIMBOCT, CMYLICHHS TIPH YPHHHPAHE H 0COOEHO
MpH JI€11a MOXeE J1a Ce NOABSAT ChCTOSHMS Ha BL36yaa KaTo Ge3nokoiicTBo, cTpax u crasmu.

4.9 Ilpenosupane

Jlocera Hsima cho61IeHus 3a CllyJaH Ha npelo3upaHe.

[Ipu nokanHo npunoxenue na Hepmonpun-mas He e BepositHO na ce TMOJIY4H Npeo3upaHe
nopazu  pesopOunonnara Gapuepa, TOKCHYHH peakiiu ce NpOsBABAT NpPH IJIa3MeHa
KoHneHTpanus > 600 ng/ml nudenxupamun.

Jleyennero Ha HMHTOKCHKAIMATA BCiEICTBHE CllyyaiiHa WJIH HEmoaxousma ynorpeba e
CHMITOMATHYHO, CBC 3allMTHA MEPKH KaTo H3KYCTBEHO JHINaHe U HMHTPaBeHO
NpHIIOKEHHE Ha TeuHOCTH. Ilpu crajaHe Ha KPBBHOTO HansraHe MosKe Ja ce m
CB/IOCBHBALIH CPE/ICTBA KATO HOPAPEHAIHH HIN henuneppun, Ho He u anpenanuy,
KPHBHOTO HAJSrAHE MNapajioKCcalHO MOXKE Olle [a Ce MOHHIKH. Cnasmure mo




KOHTpPOJIMpAT ¢ Jnasenam, NpUIIOKEH HHTpaBeHo3Ho. He GuBa ja ce JaBaT CTHMYJIHpaIn
cpexacrsa!

Karo anturoxcnn npu npenosupane c JU(EHXHAPAMHH XHAPOXTIOPH/ MOYKE J1a ce npHiara
duzocturmun (0,02-0,06 mg/kg TenecHo Terso HHTPABEHO3HO), KOraTO aHTHXOIMHEPrHYHHTE
CHMIITOMH HaMaJIsiBar.

5.  ®APMAKOJIOI'MYHHU CBOMCTBA
5.1 ®apmakoaMHAMHYHHE CBOiicTBa

®dapmakoTepaneBTH4Ha rpyma: Jlepmaronornunu nekapcrsenu NPOJYKTH,
IIporuBockpGexnn nekapeTsenn NPOAYKTH,
BIJIFOYHTEIHO AHTUXHCTAMHHH, aHECTETHIH U JpYTH
ATC kou: D04AA32

Jepmonpun cbabpxka H1-antuxucramun JAMBEHXHIPAMUH, KOHTO KOMIETHTHBHO HHXHOHpa
JICHCTBHETO HAa XHCTAMHHA BbpXy HI penenropure. Pasziuuno e ACHCTBHETO HAa XHCTAMHHA
BbpXy H2 peuenropure (nanp. ysennuenue na CEKpELHUATA HA CTOMAIEH COK), KOETO OCTaBa
HEIIOBJIHSIHO.

JInpenxuIpaMHH € aHTHXHCTAMHHOBO W AHTHAIEPIHIHO CPENCTBO ¢ n06pe u3paseno
NPOTHBOCHPOEKHO sieiicTBre. OCBEH TOBA € OMUCaH u JIOKAJTHOAHECTETHYEH M 0bJIeKyaBar
Oonkara edekr, a monmkasamoTo TpOMyCKIIMBOCTTA ICHCTBHE HaMaisiBa 06pasyBaneTo Ha
AJIEPrUYHy OTOIIH.

KpemooGpasuara ocHoBa na Ta3u mas, kosito He e APasHeIla OCHOBA, Ce HAHACSH JIECHO BHPXY
KOJKaTa M 110 TO3H HaYMH JHUCIIEPIHPAHOTO AKTHBHO BEIIECTBO Ce pasipeieNisi paBHOMEpHO.
Karto emyJicus na maciio BB Boja Jlepmonpun ma3 neifctsa oxnaxanmo.

Ilpu sokanHo npunoxkenne akTHBHOTO BemecTBo NIPOHHKBA B KOXaTa W MOIekKALIUTE
ThKaHH. YCIOKosBamoTo chpbexa aeifcTee u OonkoycnokosBamus edexr ce nposssar
CKOPO CJI€/l HAaHACSHETO M MPOABJKABAT 2-6 yaca.

5.2 ®apmMakoKHHETHYHH CBoiicTBa

Pe3opOrus
Cinen nanacsine BbPXY KOXata edeKTHBHH KOHICHTpauMn Ha MMPEHXHAPAMHH JIOCTHrAT

JAUPEKTHO B MSCTOTO Ha JICHCTBHE.

KonnuectBoro Ha pe3opbupanus mnpe3 Kkoxara JMu(EHXUIPAMHH € NMpONopUHOHANHO Ha
KOIHATA MOBLPXHOCT, MOKpHUTa ¢ JIepMOJPHH Ma3 M HA MPOXBIDKHTENHOCTTA Ha KOHTaKTa ¢
kojkata. Jlupenxuapamun ce pesopGupa pe3 KoXata, nmpu Koeto ce Habmoxasa 6aBHO
NOBHINCHHE HA MUasMeHAaTa KOHIEHTPAUMS M Ce JOCTHIaT camo HUCKH TUIa3MEeHH
KOHUeHTpaunn Ge3 cuctemHo aeiictsue. B jmrasnmara na yperpata aupenxuapamun ce
pe3opbupa 3a Makcumym 1-2 waca, npu koero ca H3MEPEHH IUIA3MEHH KOLEHTpaIH




JEUCTBALIM TUIA3MEHH KOHIEHTpauuu ot >25 ng/ml (aHTHXHCTAMHHOBO zeicrteue), >30-40
ng/ml (CbHOTBOPHO IEHCTBHE) HE CE JOCTUrAT IPH NPABHITHO NPUIIOIKEHHE,

Pasnpenenenue

Hudenxuapamun ce cebp3sa 10 70-85 % ¢ miasMeHuTe MpoTEHHH.

[Ipu HHTPaBEeHO3HO NPUIIOKEHUE pasNpeAeuTENHUAT 06eM focTura 4,54 l/kg
Ju(eHXuPaMUH, KOHTO Ce HaMMpa B MO-rOJISIMO KOJIMYeCTBO B Genure 1poGose.

buotpancdopmanus, enMMUHHpaHEe

Ilo-mainko ot 1 % audenxuapaMun XHAPOXIOPH/L Ce OT/IEN sl HETPOMEHEH B ypuHara, 50 % ce
MeTaboNM3HpaT B 4epHus Jpob, 4 HeaKTHBHH MeTaboiMTa Ce OTKPHBAT B ypHUHara.
Otzensinero na MerabonuTuTe B ypuHara e 64 % cies eJHOKpaTeH opajieH npueM Ha 100 mg
u 49 % cnen mosropen opanen npueM Ha S0 mg B pascTosHHe Ha 96 waca. Bpemero Ha
TNOJNY)KHBOT 3a Audenxuapamun e 4-8 yaca (nmpu Hanpeasana Bw3pacT m0 13,5 yaca) 4 3a
Metabomutute 8,6-10.4 yaca.

OOwuAT KIMPBHC HAMAJISIBa C YBEJIHYABAHE HA BB3PACTTa, ClIe]] eAMHMYHA opayiHa no3a (1,25
mg/kg) kmpbHCHT npu Aena e 49 ml/min/kg, npu 31 rommmmm — 23 u npu Xopa B
HanpeHaua Bb3pact (cpeana Bb3pact 60 roauun) 12 ml/min/kg.

5.3 Ilpeaxiuuu4nu Janau 3a 6e3onacHocT

HpH HCKIIMHUYHHUTE M3IHTBAHUS CaMO IIPH E€KCIIO3ULHH, 3a KOHUTO Ce cydTa, 4ye ca B
J0CTaTb49Ha CTEIEH IIO-IrOJIEMH OT MakKCHMalHATa €KCITO3UIU IIpAu Xopa ce Habumo1aBar
e(beK’I‘I/l, KOHUTO ITOKa3BaT MAJIKO 3HaA4YE€HHUE 3a KIIMHUYHAaTa )’HO’I’pCGa.

OcTpa TOKCHYHOCT

LDso nipu onuTH BHPXY KHUBOTHH CJIEJ IEPOPATHO NpHIOXKeHHe e 114 mg/kg TenecHo Terno
(Mumku) w500 mg/kg TenecHo Terso (MIBXOBE), ClE MOAKOKHO npuiarane 99 mg/kg
(Mumk#) 1 362 mg/kg TenecHo Terio (MIbXoBe).

MyTareneH ¥ TYMOPOreHeH NOTeHIHA

JubenxuipaMut  XUAPOXJIOPHI € H3CIeABAH ,MH-BUTPO” 3a MyTareHeH TOTEHIHAL
TecroBere He moka3sBar peneBaHTHH MyTareHHH eQekTH. IIPOXBIDKHTENHN H3CIICABAHUS C
IUTBXOBE M MHUIIKH HEe JIaBaT HH(pOPMALUs 32 TYMOPOr€HEH MTOTeHIHAIL.

PenposyKTHBHA TOKCHYHOCT

EmOpuoTokcnunn epexrn ca HabogaBaHu NpH 3aiilii U MHIIKH ¢ J03UpoBKH OT 15-50
mg/kg nuesHo. 3-19 mg/kg nudenxuapamMun no Bpeme Ha opraHoreHesara NIPH IUTBXOBE M
3ailli HE N10Ka3BaT TEPATOreHHH e(eKTH.

6. ®APMAINEBTHYHHU JAHHU

6.1 CuoucbK HA NOMOIHUTE BEMIECTBA




MeTtui-niapa-xuapokcubensoar; (bCTbYEHO Macio, paguHHpaHO; NUENeH BOCHK, Os;
LETHJIOB alKkoxoJ; napaduH, TBbpA; napaduu, 651 MeK; rIMLepoI; nereapar-3; nojaucopoar
80; n3000pHIIIOB aLleTaT; HATPUEB XUAPOKCH/I; IPEYHCTEHA BOJIA.

6.2 HecbBMECTHMOCTH

Henpuioxumo.

6.3 Cpoxk Ha roanocr

3 rojiuHU
Cpok Ha roZIHOCT ciiell MbpBO oTBapsaHe: 12 mecena

6.4 CuoeumajHu yCJIOBHSA HA ChbXpPaHeHHE

CpraHxBaﬁTe T)’68Ta B KapTOHE€HATa OIMaKOBKa, 3a Jila NpeArnasuTe OT CBCTIINHA.

6.5 JlaHHM 32 ONAKOBKATA

Anymunuesu Tyou ot 20g, 30g, 50g u 100g B KapTOHEHH KyTHH.
He BCHUYKH BHIOBE ONAKOBKH MOJXe Jia ObJiaT mycHaTy B mpozaaxoa.

6.6 Cnenmajuu NpeanasHH MEPKH NPH H3XBbPJIsHE

Hewu3non3BaHnusr NPOAYKT HJIH OTHAaABbYHHUA MaTepHall ’I’pﬂﬁBa Ja C€ U3XBBPJIAT B
CBOTBETCTBHE C MCCTHHUTC U3MCKBAHHA.

7. TPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

Pharmazeutische Fabrik Montavit Ges.m.b.H.
6060 Absam/Tyrol, Salzbergstrasse 96, Asctpus
tel: ++43 5223 57926 0

fax: ++43 5223 52294 11

e-mail: pharma@montavit.com

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

20060861

9. JIATA HA ITbPBO PA3SPEINABAHE / IIOJTHOBSIBAHE HA
PASPEHIEHHUETO 3A YIIOTPEBA

29.12.2006 r.




10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
Maprt 2011 r.




