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1. HUME HA JJEKAPCTBEHHUA ITPOAYKT

BetazonGent 1 mg/g + 1 mg/g ointment
Berazonl ent 1 mg/g + 1 mg/g mas

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Enun rpam bBerazonl'eHT Ma3 chabpka | mg GerameraszoH (karo Banepar) /betamethasone valerate/ u
| mg renraMuuMH (Kato cyndar) /gentamicin sulfatel.

3a MbJIHKA CMUCHK Ha MOMOLIIHMTE BELIECTBA, BUKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Mas. ajo o0 (T (7

BbHILEH BH - NOYTH Osi1a XoMoreHHa maca Oes ar;loMepaTi H Bb3/1YILIHH MEXYPH.
£2 820 070005

4. KJIMHUYHU JAHHH
4.1 TepaneBTHYHH MOKA3ZAHHA

bera3zonl eHT Ma3 e noka3aH 3a o0JieK4aBaHe Ha MPOSBUTE HA Bb3IaJICHHE NPH KOPTHKOCTEPOUI-
MOBJIMABALIM C€ IEPMATO3H, YC/I0KHEHH C BTOPUYHA MH(EKLIMA, Npe/In3BUKaHa OT MMKPOOPraHU3MH,
YYBCTBHUTEJIHK HA FrEHTAMMLIMH MJIM [IPH PUCK OT NnosiBaTa Ha Takuea. Te3u 3a00/19BaHUS BKIKOYBAT:
MCOPHA3UC, KOHTAKTEH JIePMATHUT, aTOMHUYEH J1EPMATHUT, aJIeprUueH AepMaTHT, HEBPOAEPMHT (JIMXEH
CHMILIEKC XPOHHKYC), JIMXEH IJIaHYC, eK3eMH (BKJI. HyMyJlapHa eK3eMa, eK3eMa Ha pblieTe,
€K3eMaTO3eH AepMaTHT), HHTePTPHUIo, AUCXHApPO3a (MoMEOIHKC), ceDopeeH aepMaTHT,
eKkchosIMaTUBEH AEPMATHT, epUTeMa MyaTHdopme.

4.2 Jlo3MpoBKA H HAYHH HA NPHJIOKEHHE

Manko KOJH4YeCTBO OT MPpOAYKTA €€ HaHaCA C€/IHH-/1Ba ITbTH JHCBHO HAd ThHBK CJIOH BHPXY 3aCE€IrHATHA
KOYKE€H Y4acCTbK 10 MOCTHIraHe Ha ﬂGﬂUﬁpQHHE Ha KJIHHHYHHTE MPOABH.

YecToTara Ha IMPHIOKCHHC Tpﬂﬁﬂﬂ Aa cc Onpeac/ii OT JICKYBAUIHAT JICKap B 3aBHCHMOCT OT TCKCECTTA
Ha CbCTOAHHUCTO. an HAKOH MNMAlHCHTH NOAXO0As111a nNo/IbpiKallla Tepanusa ce rnocrtura € rnpHJIoKEHHE
BE€AHBIK JJHCBHO.

B cayuaii, ye criea 2 ce AMHYHO MPUIIOXKEHHE HE € HaJTMLe KJIMHHYHO noaodpeHue, B ¢boOpaxkeHHe
TpsaOBa Ja B/ie3e npeoleHKa Ha JdarHosara.

[IpenopbYMTEIHO € H3MO0JI3BAHETO HAa Bb3MOKHO HAH-MaJIKOTO KOJIMYECTBO, 10CTATHYHO 3a MOCTUraHe
Ha TeparneBTHYeH eekT, 3a KpaTKO BpeMe H Ha MUHMUMAJIHU KOKHH NMOBBPXHOCTH.

[Toaxoasii € 3a NPHJIOKEHHE NPH CYXH, TUMXEHU(PHULIMPAHH UIIH TTOKPHTH CHC CKBAMH KOXXHH
MOBBLPXHOCTH.

[TpoaykTsT He TpaOBa Aa ce npuiara noj OKJ1y3MBHa NpeBpb3Ka.

4.3 IlpornBonmokazaHus

) CBpPBXYYBCTBHUTEIHOCT KbM aKTHBHHTE HJIH KbM HAKOE OT MOMO
HM30poeHU B T. 6.1;

J [TepBUYHHM BHpYCHH, OaKkTepHanHu U rbOMYHM HHPeKuHUH (Xepne
BapH1Ie/ia, KOKeH cHpHUIHC U TyOepKy/103a, akHe BYJIrapHc, po3all
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[lepuopanen aepmatur,

[TepraHaleH ¥ reHHTaJIEH MPYPHTYC;

KoxHH Heonnasmy;

YBpeaeHa KOXKHa [MOBBLPXHOCT, BKI1. H3rapsHe;
Heua Ha BBb3pacT noa 12 roguHH.

4.4 ChnenuanHu npeaynpexacHHs H NpPeANA3HA MEPKH npH ynotpeba

[Ipu neyenue ¢ beraszonl'eHT Ma3 He Moxke Aa OBl HIKTIOYEHA MOABATA HA PEAKIIMH Ha
CBPBXUYYBCTBHTENHOCT. B c1yuaid Ha CBPbXUYBCTBUTENHOCT HIIH Jpa3HEHE, MPHIOXKEHHETO Ha
Bera3onl eHT Ma3 TpAOBa Aa ce MpeycTaHOBH H A e 3anouYHe NOAXOAALLO JICUSHHE.

[IpoAB/IDKMTENHOTO H HHTEH3UBHO JIEYEHHE C BACOKOAKTUBHHM KOPTHKOCTEPOHIHH NPOOYKTH MOXKE Ja
fpeaU3BHKA JOKATHHA aTpOPHUHN U3IMEHEHHMS Ha KOXAaTa M AWIaTalHus Ha NOBbPXHOCTHHTE
KPBBOHOCHH ChAOBE, KOETO C/l€JBa 1a Ce MMa Nnpell BHI NPH NPOXb/DKHTENHOTO M3M0I3BaHe Ha
NPOAYKTa BLPXY rOJIEMH KOXKHH MNOBBPXHOCTH.

Beta3zon] eHT Ma3 He TpsAOBa na ce npwiara BbpXY KOXATA Ha JTHLETO, MOPAIH PUCK OT pa3BHTHE Ha
Te/IeaHrHEKTA3HH H NEPHOpANeH AEPMATHT, ROPH NMPH KpaTKOTpaiHo eyerHe. [IpoaykrsT Tpabea na
ce mpunara BHUMATENHO B 00nacTTa Ha O4HTE, nopady TOBA Ye NONaJaHeTo My BhpXY OTKPHTHTE
NOBBLPXHOCTH Ha OYHHTE AOBLIKM MOXeE 1a NpeaH3BHKa MOBHILEHHE HA BETPEOYHOTO HAIRTAHE H
pa3BHTHE Ha IIayKOMa.

[TpOABIDKHTENHOTO TIOKAIHO MPHIOXKEHRE HA KOPTHKOCTEPOHIHH NMPOXYKTH H FeHTAMHLIMH HIH
NMPUIATAHETO UM BbB BUCOKM ZO3H WIH BLPXY OOLUMPHH KOXKHM y4acTBLH MOXE Na J0Beae 10
3HAYUMA CHCTEMHA pe3opOLMA, KOATO Aa NPEAHIBHKA MOTHCKAHE HA XHMOTAIAMO-XUNO(H3IHO-
HaAOLOpeuHaTa CHCTEMA C Pa3BHTHE Ha KIIMHHYHK NPOABH HA XMIEPKOPTHLUM3IBM OT CTPaHa Ha
KOPTHKOCTEPOUIMTE H NOABA HA HeXkeNaHH ePeKTH OT CTPaHa Ha FeHTaMMLMH. Te3H MposBH ca Mo-
YeCTH NPH MAJIKH AeLa WIK NPH YeCTO H3MON3BaHe Ha OKITY3HBHA NpeBpb3Ka. IIpunoxkeHHeTo Ha
NPOAYKTa BEPXY KOXKATA HA NOAMUIUHHLUKTE H cnabMHUTE MOBUILABA CTENEHTA Ha pe3opbLua Ha
AKTHBHHTE BEllECTBA.

[Tpy u3non3BaHeTO Ha JIOKATHH KOPTHKOCTEPOUAH 3a JIcUEHHE Ha NCOPHA3UC B Pe3yJITaT Ha HapylleHa
3aLIMTHA PYHKLHA Ha KOXKAaTa € Bb3IMOXKHO XpOHHGHIIHpaHe Ha 3a00n1BaHeTo, pa3sBHTHE HA TOJIEpaHC,
NMOBHINEH PUCK OT FeHEPATU3HPaAH TTYCTYJI03€H NICOPUA3HC M JIOKAIHA HIIH CHCTEMHA TOKCHYHOCT.
[Ipen Bua TOBA, MPHIOKEHHETO Ha MPOAYKTA TIPU Te3H I'PYNH NAUMEHTH U3HCKBA PEry/peH KOHTPON
Ha ChCTOSHHETO.

[TpomsipxuTenHaTa ynotpeba Ha NOKaNHA aHTHOMOTHLIM NNOHAKOr'a MOKe Aa NOBE/E [0 Pa3BHTHE Ha
HEUYBCTBHTEIHY MHUKPOOPTaHHU3IMH, BKTIOYMTENHO reOuvYkK. B Te3u cmyvau, KakTo 4 NpH NoABa Ha
Apa3HeHe WK cynepHHpeKLHs, TeueHRETO TpAOBa 1a ce NPEKPaTH H Ja € Ha3Ha4yM NOAXoAd1la
Tepanns.

[TpH aMHHOTIMKO3HAHWTE € PErHCTPHpaHa H KphCTOCaHa CBPbXYyBCTBHTENHOCT. IIpH nposBH Ha
CBPBXUYBCTBUTETHOCT MPUNIOXKEHHUETO HA NPOAYKTa TPAGBa a ce NpeyCcTaHOBMY.

4.5 B3aamoaelicTBEE ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYrH GOPMHE HA BIaHMOACHCTBHE
[To BpeMe Ha NleucHHE ¢ TIIOKOPTUKOCTEPOUN He TPADBA A2 ce U3BLPLIBA HMYHH3ALHSA Cpelry

BapHLieNa U ApyTH 3a0onaBaHni, ocobeHo ako MpOAYKTHT ce npuiara Ha ODLIMPHH TUIOMM U
NMpOALJDKHTENIHO BpeMe, MOPaaXd PUCK OT JIMNCAa HAa AHTHTANOMEIWHPaH HMYHOJIOTMYEH OTIOB

[TpH NPOALIKHUTENHO NPUIIOKEHHE, 0COGEHO BLPXY I'oJieMH KOXKHH NOBBEPXHOCTH € B
YCHIH aKTHBHOCTTa HA MMYHOCYTIPECHBHHTE areHTH M 11a Ce TOTHCHE Ta3H Ha HMYH
areHTH.

4.6 ®@epraanTeT, GpeMeBHOCT B KbEpMeHe



Depmunumem
Hsama naHHM 3a edeKTHTE Ha JIOKATHO NPHJIOKEHHTE KOPTHKOCTEPOUAH H NTEHTAMHLIMH BLPXY
depTHnHTETA MPH XOpA.

bpemennocm

[TpHI0KEHHETO Ha JIOKAJTHH KOPTHKOCTEPOHIHH MPOAYKTH NMPH XKHBOTHH MOXE J1a J0BeAE 110
aHOMaJIM¥ BBB ¢eTyca, HO MOTBLPREHH JaHHK 3a BPBH3KaTa MEXUTY W3MNON3BAHETO HA TAKMBA NPOMYKTH
M TEPATOreHHH eEKTH MPH YOBEKa HE Ca U3BECTHH.

[MpunokeHHeTo Ha HeTaMeTa30HOB BanepaT No Bpeme Ha OPEeMEHHOCTTA H3MCKBA CTPHKTHA OLIEHKA Ha
CHOTHOILIEHHETO NOMN3a 33 MaifKaTa U eBEHTYAIEH PHUCK 34 TU104a M HoBOopoaeHoTo. IIpunoxeHHeTo
TpaOBa Aa cTasa 3a BE3MOXKHO HAH-KPATKHA NEPHOA OT BPEME H C H3MOJ3BAHE HA MHHHMAJIHATA
TepaneBTHYHA N03a.

UsBecTHO e, He NpH NOKATHO MPHIOKEHHE MeHTaAMULIMH ce pe3opbrpa 6aBHO, HO BBIIPEKY TOBA €
BL3MOXHO CTENEHTA Ha pezopOuma ga Obae AoCcTaThYHA 38 Ia [TPEAH3BHKA CTPAHHURH €(EKTH BBPXY
IU100a H HOBOPOAEHOTO, BHIIPEKH Y€ TAKHBA NPH XOpa HE Ca JOKYMEHTHPAaHH.

Kvpmene

He e ycraHoBeHa 6€30macHOCTTa MO OTHOLIEHHE HA HOBOPOAEGHOTO H KbpPMa4eTo, Nopann KoeTo
H3MOJI3BAHETC HA NPOAYKTa B NepHoJa Ha KbpMEHE CJIe[lBa Aa CTaBa C [IOBHLIEHO BHHMAaHHE H NpH
CTPHKTHA OLIEHKA HA ChOTHOLUEHHETO M10J13a 33 MaHKaTa K €BEHTYANIEH PHCK 338 KhPMAYeTo.

[Mpy neyeHHue Ha KLPMELIH XKeHH, Ma3Ta He TpaOBa na 6bae nocrasiHa BBPXY I'bPAKTE, 3a Ja Ce
u36€rHe HEroBOTO €BEHTYAIHO MOMTbLAHE OT KhpMayeTo.

4.7 EdexTH BLpIY cnocobnoctTa 32 modupane B pabora ¢ MAMHHR

BerazoHI'eHT Ma3 He NoBAMABA cROCOOHOCTTA 3a WodHpaHe ¥ paboTa C MaIIHHH.

4.8 HexenaHn N1eKapCcTBEHA PEAKNHAH

Hexxenanure nekapcTBEHH peakLiMM €a [TOCOYEHH B 3aBHCHUMOCT OT CHCTEMO-OPTraHHHA KJ1ac H
yectora no MedDRA. CnenHaTa TepMHHONOrHA € M3MOJ3BAHA NPH KI1aCHPUUKPAHETO Ha HEXENAHHTE
peaklHH 110 OTHOLISHHE Ha TAXHATA YecToTa: MHoro dectH (>1/10), gectt (>1/100 go <1/10), HeuecTH
(>1/1,000 oo <1/100), peaxu (>1/10,000 no <1/1,000), mHoro penxu (<1/10,000), ¢ Heu3BecTHA

yecToTa (YecToTaTta He MOXKe 12 Oblie onpeneicHa OT HATHYHHTE aHHHU).

HapyueHus Ha UMYHHATa CUCTEMA
MHoro peakH — CBpbXYYyBCTBHTEIHOCT.

HapyweHus Ha eHAOKPUHHATA CHCTEMA

MHoro peaku — MOTHCKAaHE Ha XHINOTalaMo-xunogHzapHo-HanbpbpeyHaTa oC ¢ NPOABH Ha
XHNEPKOPTHLHIBM: CHHAPOM Ha KhIIMHI, MOBHILEHHE HA TENIECHOTO TErNO, 3adaBeH pacTex NpH
NIELIa, OCTEONOP03a, XUNEPTNUKEMHA/TTIIOKO3YPHSA, XHITEPTOHKA, ATTONELHA, TPHXOPEKCHC.

CpIO0BH HapylIeHHS
MHoro peaky — gunaTauys Ha NOBLPXHOCTHH KOXKHH KPBBOHOCHH CBHAOBE (Te/1€aHIHEKTAa3HH).

Hapyiienys Ha KoXata M NOJAKOXXKHATA ThKAH
YecTu — TOKANHO NapeHe, Ipa3HeHe M chpbeXx B MACTOTO Ha NPHUIOKEHHE, koxHa Bonka.

MHoro peakH — aTpopMuHH KOXKHK H3IMEHEHHA, NOABa Ha CTPHH, 0cOOEHO MpH NMpHlaraHSEH0TasTy
ok LD I

Ha KOXXHM I'bHKH, XHIIEPIUIMEHTALUNA WIH QeNHUIMEHTALIHA, IEPHOPATICH ACPMATHT, A REpet
CTEPOUAHO-TIPHUHHEHA MypPMYypa, AepruyeH KOHTAKTEH AEPMATHT, epUTEM, NycTy I ndPhopNa ja

L Y \
Ncopralnc ByArapHc, o60CcTpsaHe Ha KIMHHYHATA CHMITTOMATHKA. & od P \"g,.
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Penxu — npu nprnarale BrpXy KIenavdHTe Wi MpH NollajaHe B OUHTe MOXE Aa MpeanU3BHKa
MHTEeH3U(HKALMA Ha CHMITTOMHTE Ha Irf1ayKoMa MY YCKOpPEHO pa3BHTHE Ha KaTapaKTa.

Un UU KU HHe H
Penky - npy npoaBL/IDKUTENHO TPHIOKEHHE € Bb3IMOIKHO pa3BUTHE HA CYNEepHHPEKUHH HITH Pa3BHTHE
Ha Pe3UCTEHTHOCT.

Brnpexu cnabata u 6aBHa pe3opOuMa Ha reHTAMHLIMH ClE] IOKATHO NMPWIOXKEHUE He MoraT aa 6uaat
H3K/II04EHH OTOTOKCHYHH U HePPOTOKCHYHH edekTH, 0cOOEHO IpH MMPOABJDKUTENHO NIPHIIOKEHHE
BBLPXY FOJIEMH KOXXHH MOBBLPXHOCTH H B C/TyYali Ha NPHIOKEHHE BLPXY KOXKa ¢ HapylIeHa UsIoCT WiH
NpH H3MOJ3BAHE HA OKITY3WBHA IPEBPH3KA.

Cro6maBane Ha NOAO3RPARE HEXKe/IAHH PeaKIHH

CrofuiaBaHeTo Ha NOJO3HPaHU HEXENAHH peaKlHi clie] pa3peluaBase 3a ynorpeba Ha JeKkapcTBEHMSA
NPOAYKT € BaKHO. TOBa MO3BOJNARE Ja MPOXAL/DKU HabMOAEHHETO Ha CHOTHOLLIEHHETO NOJ3a/pUCK 3a
NeKapcTBeHHA NPoAyKT. OT MeAULIHHCKHTE CIIELIHAIKCTH Ce H3KCKBA Aa ChoOulaBaT Beaka
NOAO3UPAaHa HeXXenaHa peaklm ypes:

HzmenHuTeIHA areHIMs No JeKkapeTBaTa
ya. ,Jamau ['pyes“ No 8

1303 Codus

Ten.: +359 28903417

yeOcaiT: www.bda.bg
4.9 Ilpenosmpane

Cumnmomu

OcTpo npeno3upaHe MpH JOKATHO MPWIOXKEHUE HA KOPTUKOCTEPOMIHH NPOAYKTH € MAJIKO BEPOATHO.
[Ipy XpOHHYHO MPOABL/LKHTEIHO NPWIOKEHKE BBPXY TOAEMH KOKHH NMOBBPXHOCTH HIIH HEMIPABHIHO
NPWIOKEHHE MOTAT Aa cg HabmoJaBaT CUMIITOMHK Ha XHITEPKOPTHLIHIBM.

EaHOKpaTHOTO Npeo3upaHe ¢ FeHTAMHLIMH € MAaJTKO BEPOSTHO Ja NMpeW3BUKa HEXETAHH
nexapcTBeHH peakum. [IpekomepHara M npoas/DKMTENHA yoTpeda Ha aHTHOMOTHUM 32 JTOKATTHO
NPUIOKEHHE MOXKE 1a ROBefle A0 NOABA HA JIE3HH, NPEAUIBHKAHH OT Pa3sBUTHETO HA MOWYKM WIH
HEUYBCTBHTENHN BaKTepHH.

Jeuernue

Jleyenneto e cummroMaTHyHO. OCTPUTE CUMIITOMM Ha XHNTEPKOPTHLIMZBM OOHKROBEHO ca 06paTHMH.
[Mpu HeoOXOAUMOCT Ce KOpUTHpa e/IeKTPONHTHUS Aucbananc. B cioyyai Ha XpoHUYHA HHTOKCHKALIMA
e HeoOXOAMMO NOCTENEHHO CIUpaHe NIPIITOKEHHUETO Ha MPOLAYKTA NOJ JIEKAPCKH KOHTPOJI 34
YCTAHOBABAHE Ha €BeHTYya/lHa MOABa HA CUMITTOMH Ha HaA0LOpeuHa HeJOCTAaTHLHYHOCT.

B ciyyail Ha 3aCHNEH pacTexk Ha HEYYBCTBHTEIHM MUKPOOPTaHH3MH, JIEMeHHETO Tpabea na ce
NpeKpaTy U J1a Ce 3aMo4YHe MOAXOAAILA Teparnus.

5. GAPMAKOJIOTHYHHU CBOMCTBA
5.1 QapmMaKoaHHAMHYHH CBOMCTRA

PapMaKoTepaneBTHIHA rpyna: MolHH KOPTHKOCTEPOUAH B KOMDHHALIMA ¢ aHTHOHOTHLIM.
ATC xon: DO7CCOI

Beraloul'enT Ma3 koMOHHHPa NPOIBKHTEAROTO NPOTHRBORBLINAJIHTENHO, NPOTHROCHP
CBHAOCBHBAILO AcHCTBHE HA OeTaMeTa3zoH BaiepaT ¢ LIMPOKOCNEeKThpHaTa bakTep
AHTHOHOTHYHA AKTHBHOCT HAa FEHTAMHLMH Cyndar.



MexaHH3bM Ha JEHCTBHE
BerameTa3oH BaslepaT € CMHTETHYEH IMIOKOKOPTHKOCTEPOHA. KopTHKOCTEpOUAUTE NTPEMHUHABAT [1pe3

KIeThYHHUTE MEMOpaHH NMOCPEACTBOM AHQY3HA, KATO 00pa3yBaT KOMIUIEKCH CbC crieupHUHH
LMTOILIa3MEHHK PELIEITTOPH, KOMTO HAaB/IM3aT B KIETLYHOTO a4p0, cBup3sar ce ¢ JJHK u ctuMmynupar
TpaHckpunuuata Ha TPHK n nocneapamms 6enrbyeH CHHTE3 Ha pevLia EH3UMH € Pa3IHYHH QYHKLHH
B OpraHydsma.

KopTukoctepouaure HHXMOHpaT anepriudHtTe peakiuuH oT 3abaBeH THIT Ype3 HamanasaHe Opos Ha
MAaCTOLIMTHTE, MOTHCKAHE HAa XeMOTAKCHCa H MPOLYKIMATA HA UHTOKHHH OT IUM(OLIMTHTE,
MACTOLIUTUTE H €03UROHIIHUTE.

['eHTAaMHLMH € aMHHOT/IMKO3MICH OaxKTepHLMICH AaHTHOMOTHK ¢ WHPOK aHTHOAKTEpHATIEH CNIEKTBP.
dapMakonornyHu edeKTH

BerameraioH Banepar npH JOKaTHO NPUNOXKEHHE NPUTEXkaBa Obp3, NPOIBILKHTENEH H H3pa3eH
NPOTHBOBBL3NANIUTENEH, aHTHNPYPHIHHO3EH H CHAOCBHBALL €(eEKT.

Hanwnunero Ha ¢nyop B Herosata XMMH4Y€CKa CTPYKTYpa YCHIBa NPOTHBOBB3NANHTENIHATA MY
AKTHBHOCT, KOATO MPEBHLIABA Ta3u HAa XUAPOKOpTY3OoH noutH 30 meTH. He npurexasa
MHHEPATKOPTUKOWIHA AKTHBHOCT.

IlenTamMuLMH G10KMpa pacTeka Ha Pa3NHYHH rPaM NOMOXKHTENHHU (a- H [3-XeMOJHTHYHH CTPENTOKOKH
OT rpyna A ¥ cTadNoKOKM, BKI. Staphylococcus aureus — KOarynasonoNloKHTEIHHA H
KOaryna3oOTPHUATENHH H HAKOH MEHHUWIHHA30NPOAYKTHBHH 1aMOBE) H FpaM OTPHLIATETHH
(Escherichia coli, Proteus spp., Pseudomonas aeruginosa, Klebsiella, Enterobacter, Serratia,
Citrobacter spp., Salmonella w Shigella) MuKpoopraHu3MH.

5.2 @apmakoKHHeTHYHH CBOHCTBA

bemamemazon eanepam

CrenenTa Ha xoxHata abcopbuma ce onmpefieNna oT Ka4ecTRATa U CheTaBa Ha BEXUKYIYMa, LIENocTTa Ha
enUAepMHUCa H HAJIMYHETO Ha OKITY3MBHA NPEBPBb3Ka. JIOKANTHO NPWIOKEHHTE KOPTUKOCTEPOHAH Ce
pe3opOHpaT W NMpe3 HHTAKTHA KOXkKa.

BB3naaHTenHHTe U Apyru 601eCTHH MPOLECH, 0c00eHO HANHYHETO Ha aTpOdHUHH KOXKHH H3MEHEHHS
OnaronpusrcTear abcopbumdra.

[TonagHaau B CHCTEMHOTO KPBBOOOpAIlEHHS IOKATHATE KOPTUKOCTEPOMAM HMAT (GapMaKOKHHETHYHO
NoBejleHHE, AHATTOMMYHO Ha MPOAYKTHUTE NpeAHa3HAYEeHH 332 CHCTEMHO MPHIIOKEHHE.

CBBbp3BaT ce IUIa3MEHUTE NPOTEHHH U Ce MeTaboNH3UPaT OCHOBHO B YEpHHUA Zpob.

OCHOBHHMSAT ITHT Ha ENHMHHHPaHE € OLOPEYHHAT.

TFenmamuyun cyngpam

[MpunoxeH BbpXY HHTAKTHA KOXKA NEHTAMULUMH He ce pe3opOupa, HO citel NPOABIKHTENTHO
NPHIOKEHHE WIIH BBPXY MOJIEMH KOXKH NMOBLPXHOCTH, KAKTO M BbPXY KOXa C YBpeleHa LIAIOCT €
BB3MOXCHO /13 IPEMHHE B KPBBTA.

He ce meTaGonu3npa B OpraHu3Ma M ce OTIENS HEMPOMEHEH C YPHHATA.

5.3 [IlpeakiHHHYHH JaHRH 3a Oe30naCHOCT

beTaMeTazoH Banepar
H3eecTHO €, Ye KOPTHKOCTEPOHAUTE Hai-00110 ca noKa3asi TEPATOreHEH eeKT B EKCIIEPHMEHTH MpH

YKHBOTHH, NIPWJIaraHH CUCTEMHO B OTHOCHTENIHO HUCKH JO3H.
[Tpunaranu no speme Ha OpeMEHHOCTTAa BOAAT A0 KOHMEHUTATHH AHOMAJTHH, KaTo Hesa
TBLPAOTO Hebue, AedopMalMK Ha NpeaMULIHALMTE, (POKOMENHA U aHa3apkKa.

[enTamuuus cyndar




Hawma naHHH 32 TepaTOreHHO OEeHCTBHE Ha TCHTAMHIIMH IIPH ILTBXOBE CJIEA MYCKY/THO MPHIOKEHHE.
HMa cHoOILEeHNHA 32 yBpeXKIaHe Ha CTyXOBHA H BecTHOynapeH Heps ciieAl MPOARDKHTETHO
NPHIOKEHHE BbB BHCOKH A03H, 0CO0EHO BBB BTOPH H TPETH TPHMECTHP Ha G6peMEeRHOCTTA.

Hsama AaHHH 3a KaHLEPOTreHHO H MYTAr€HHO AEHCTBHE.

6. PAPMALIEBTUYHHA JAHHHN

6.1 Chnacek Ha NOMOLINMTE BeOleCTBA

[lapaguH, TeueH
[lapaduH, 641 Mek

6.2 HecbBMECTHMOCTH
Henpunoxkumo.
6.3 Cpox na rognocr

3 /Tpw/ roaMHH OT JaTaTa Ha NPOH3IBOACTEO.
[Tepuon Ha H3no/3BaHe cliell MHPBO OTBapAHE Ha OMTBKOBKaTa — 3 Mecella.

6.4 CoenuaaHH yC/I0BHS HA ChXPRHeHHE

[Tpu Temnepatypa nog 25°C.
Jla ce chbxpaHsaBa Ha MACTO HEJOCTBINHO 32 Aeua.

6.5 BnascoabLpxkanse Ba ONAKOBKATA
berasonl'eHT Ma3 no 15 g B ABOIHO NaKUpaHH ATyMHHHEBH TYOH, 3aTBOPEHH C MJ18CTMACOBA Kanauka

Ha BHUHT.
E,lll-la T}’ﬁﬂ C JJIACTOBKA 3a INallMCHTA B KAapTOHCHA KYTHA.

6.6 ChnenEansa DpeANA3HHE MepKH OPH H3IXBLP/ASHE H paboTa

Hama crieimanHe H3IUCKBAHHUA.

7. IIPHTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA
AnTHbuoTuk-Pasrpang Al
Oyn. Anpuncko Bbctanne Ne 68, oduc 201

7200 Pasrpan
brnrapus

8. HOMEP HA PAZPEINIEHHUETO 3A YIIOTPEBA

Per. Ne 20100410

9. JATA HA ITBhPBO PAIPEIIABAHE/MIOJHOBABAHE HA PASPEIIRAE
YIIOTPEBA

Hata na mepBo pazpemanane: 05.07.2010r.



10. JATA HA AKTYAJIMIHPAHE HA TEKCTA

Aunyapn, 2025




