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Enud rpam cycnensus ceaspka 10 mg dysngosa krcenHa (Kato XeMuxHUapar).
IloMomH# BelecTBa ¢ U3BECTHO AeHcTBHE: DEH3ANKOHHUEB XIIOPH

3a MENHHA CITHCBHK HA NOMOIHHTE BElleCTBAa BHXTE TOUKA 6.1.

3. JEKAPCTBEHA ®0OPMA

Kankn 3a oun, cycrneHsus.
bana no MpbcHO 0512 BHCKO3HA CYCITEH3HA.

4. KJIMHHYHUA JAHHAN

4.1 TepaneBTHYNA MOKA3AHUSA

Octep OakTepHaneH KORIOHKTHBHT.
4.2 Jo3MpoBKa H HAYMH HA NPAIOKCHHE

JlO3HpoOBKa:

Enna kanka oT npoayKTa € NOCTaBs B OKOTO 2 ITbTH AHEBHO.

Jleuenuero TpaOBa Aa NpOABIKH NOHE ABA AHH Clie] Bb3CTAHOBSIBaHEe HOPMAJIHOTO CHCTOSHHE Ha
OKOTO.

Hauun Ha npunoxenue:
Camo 3a 0YHO ApUIOIKEHHE

4.3 IlporrBOonOKA3IAHNS

CBpPBXYYBCTBHTEIHOCT KbM aKTHBHOTO BEIECTBO HIH KbM HAKOE OT TOMOUIHHTE BelliecTBa, W3bpoeHH
B TOUKA 6.1.

4.4 CrenuaHm NpeAYnpEeRICHHS H NPEANa3HH MEPKH NPH ynoTpeda

Crobiasa ce 3a OakrepHaliHa Pe3UCTEHTHOCT NpH yroTpeda Ha dysuaoea kucenuna. Kakro npH
BCHYKH aHTUOHOTHLIY, NPOABJDKHTENHATA WK NEPHOAMYHA YNIOTpeda MOXKE Aa ITOBHIIM PHCKA OT
pa3BUTHEC Ha aHTUOMOTHYHA PE3HCTEHTHOCT.,

He TpsadBa aa ce HOCAT KOHTAKTHH JICIIH M0 BpeMe Ha JieyeHHETo ¢ DycuraiMuk.
MHKpOKpHACTaNHHOBaTa PY3HAOBA KHCEMIHA MOXKe 1a NPHYHHH OQPACKBAHHA Ha KOHTAKTHHTE nemmn
WK porosHiaTa. KOHTaKTHH Jielts Morat 1a 6bAaT H3nmo3BaHy 12 yaca Cle/l NPUKITIOYBAHE Kypea Ha
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4.5 B3aamogeiicrsae ¢ APYrH JIEKAPCTBEHH NPOTYKTH H APYrA (OpMH Ha BiﬂﬁﬁlﬂﬂeﬁCTBHe




He c¢a npoeexnaHm NpOYYBAHHA 3a BilauMmoaelcrepe. CHCTEMHHTE B3aHMOACHCTBHA Ca MAJIKO
BEPOATHH, TBH KaTO CHCTEMHOTO H3JlaraHe ciaen NpuAoKeHWe Ha (DyCHTaAIMHK Karkd 3a O4YH €

HE3HAYHUTCITHO,

4.6 QepTHINTET, OPEeMEHHOCT H KbPMEHE

bpeMEHHOCT |
He ce ouaksat epexru 110 BpeMe Ha OpeMEHHOCT, ThH KaT0 CHCTEMHOTO H3jlarane Ha PycuTalIMHK

KAIKH 32 OYH € HEe3HAYHTENHO. (DYCHTAIMHK KAKH 3a O4H MOXKE Jia C& H3NOI3Ba IO BpeMe Ha
OpeMEHHOCT.

KnpMmeHe
He ce ouaksar edieKTH BbpPXY KBPMEHETO Ha HOBOPOACHOTO/MIEJICHAYETO, Thil KATO CHCTEMHOTO

H3J1araHe Ha KeHaTa-KeppMaydKa Ha (b}’SHﬂOBEl KHUCCITHHE © HE3HAYHUTCOTHO, 'T’YGHI‘&J'IMHK, KAaIlKH 3a OYH
MOXKC Ja CC H3II0II3Ba 110 BpEMC Ha KbpMCHC.

DepTHANTET |
Hama xnwHuYHE npoyuBanusg ¢ @ycHTaNIMHEK 10 OTHOIIEHHE Ha peprunurera. He ce ouakBar epektn
TIPH KEHH ¢ JEeTEPOEH MMOTCHIHA), ThH KaTO CHCTEMHOTO H3NlaraHe Ha PyCHTAIIMUK KarnkH 3a O9H €

HE3HAYHTECITHO.

4.7 Edextn BbpXxy cmocobnocrra 32 modupane u pabora ¢ MaIIHHH

QycuranMuK Kanky 3a OYH HAMA UK HMa HE3HAYMTEITHO BIHAHHE BBPXY CNIOCOOHOCTTA 3a IIO(hHUpaHe
1M pabora ¢ malinHH. Benpekn Tora, PycHTANMHK KAIIKH 338 OYH MOXKe A NPUYHHH 3aMBIJIsIBaHE Ha

3pEHHETO CIIEA MPHJIAraHe H naudeHTHre TpAOBa na UMat NPEABHA TOBA.
4.8 HexenaHH JexapCcTBEHH PeaKIHA

OLeHKaTa Ha 4eCTOTaTa Ha HEXKEJIaHUTE JICKAPCTBEHH peakuni ¢&€ OCHOBaBA Ha COOpEH ananu3 Ha
AaHHH OT KIHHHYHH NMPOYYBAHMA H CIIOHTAHHH CHOOIIEHMS.

YecroTara Ha HEeXKENAHUTE JIKapCTBeHH peakuuu ¢ Ouna I1.3%, 6asupaiiky ce Ha cOOpHI AAHHH OT
KJIMHUYHH TPOYyYBaHUA, BIIOYBAIIHM 2 499 nauueHTH ¢ OYHH MH(PEKIUH, BK/I. OCTEP KOHIOHKTHBHT,
- KOWTO ¢a noiayyasand PyCHTAIMHK.

Haii-yecTO CBOOLIABAHHTE HEKENAHM /EKAPCTBEHH pEaKMU N0 BpeMe Ha JICYEHHE ca Pa3THYHH
peaxiy B MACTOTO Ha Npunarane karo Doska, cupbexk M pazapasHeHHe/JHCKOMGOPT B/OKOIO OYHTE,
KOUTO ce nogsaear npd npubn. 8.5% otr nanneHTHTe, CNECABAHH OT 3aMbBINSABAHE Ha 3PCHHETO,
nosBasawio ce npyu npudn. 1.2% ot nmaiuenTuTe. I1oCTMaPKETHArOBO ce ChO0IaBa 3a aHrHOESAEM NpH
MaJIKO Ha Opoii nauueHTH.

Hexenanute nexapcrBeHH peakumu ca onvcadHd ot MedDRA SOC, a uHOuMBHAYyaHHTE HEXEnaHH
JNIEKAapCTBEHH peaklyH Ca ONUCAaHH KaTO ce¢ 3amo4YHe OT Haili-decTo choOllaBaHuTe. BBB BCAKO

PYNHPAHE MO YECTOTA HEXKENAHUTE JICKAPCTBEHH PEaKUMH ca MPEACTABCHH B HU3XOALL peA Mo
CEPHO3HOCT.

Muorowectu >1/10

YecTH >1/100 no <1/10
Heuectt >1/1 000 no <1/100
Penxu >1/10 000 no <1/1 000

Mroro peaxa  <1/10 000

HapymeHnns B HMyHHATAR CHCTEMA

Heyectn CBpBXUYBCTBUTEHOCT

OuHH HApYMIEANS




Yectu 3aMBLIIABaHE HA 3PpEHHETO /MpeXoaHo/
Heuectn Enem Ha Knenaua

| IloBHIIIEHO CHN3EHE
Penku Brouiapasne Ha KOHIOHKTHBHTA
HapyiueHnn Ha K0XATA H NOAKOKHATA ThKAH !
HeuecTH AHruoeaem

Obpus

Penxu Yprukapus

O0mu HApYIIeHHS H PEAKNHA B MACTOTO HA NpPHJIaraHe

Yectn Bonka B MACTOTO Ha NPHUNATAHE /BIITFOYHTETHO
napeHe ¥ CMbACHE Ha OKOTO/

Cuplex B MACTOTO HAa ApUAAraHe
JnckoMopT B MACTOTO Ha
MpuiaraHe/pasapasHeHHe

[lepuaTpHyHa mOMyIanis
Hatmonasanuat npodun Ha fe30nacHocT € Nofobex npy AS1a ¥ BE3pacTHM.

Cro0maBaHe HA HONO3HPAHN HEXKeJIaHH PEAKIHH

Cro01maBaHeTo HAa NIONO3MPAHK HEXKENAaHH PeaKUHH ClIe]l pa3pelliapaHe 33 ynorpeda Ha IeKapCTBEHHA
MpOXYKT € BaxkHO, ToBa MO3BONABA Aa NPOABIDKY HaOIIOAEHHETO HA CHOTHOIICHHETO MOJ134/PHCK 32
JeKapcTBEeHHs NpoAyKT. OT MEeIHLMHCKHATE CTICUHATUCTH CE M3HCKBA Aa ChOOIIABaT BCAKAKBA
MOO3HPAHA HEMENAHA PEAKUMA Upe3 HAUKOHANHATA CUCTEMA 33 cho0iaBate B Manbnunrenna

areHuMA no nekapcreara yi. ,Jlaman I'pyes” Ne 8,
1303 Codus

Ten.: + 35928903417
yeOcaiir: www.bda.bg

4.9 Hpemmpaue

O6moro konu4ecTBO Py3HAOBA KMCenHHa B eAHa Ty0a oT 5 g PycuTanMuk , KankH 3a oud (50 mg) He
HaJBHIlIABa OAI00peHaTa JHERHA opanHa A03a ¢ry3uaoBa KHCENMHA B MPOAYKTHTE, KOHTO I ChIBPIKAT.
KOHIIeHTpaLHATa Ha MOMOINHH BELISCTBAa € MHOIO MaKa, 32 Aa NPEACTAaBIABa PHCK N0 OTHOIICHHE Ha
6esonacHoctTa. CleaoBaTeNHO, MAIKO BEPOATHO € Ja ce NOMYYH [Ipefo3HpaHe.

5. ®APMAKOJOI'MYHM CBOUCTBA
S.1 PapMakoAuHAMHYIHH CBOHCTBA

dapmaxoTepanerTidHa rpyna: AurnOuoriiim, ATC xon: SO1AALS

Dy3ugoBaTa KMCENTHHA € aHTUOHOTHK C TECEH CMEKThP HA ACHCTBHE, KOWTO € aKTHBEH CpeLry
NOBE4ETO NATOTEHHH MUKPOOPIraH#3MH B OKOTO H 0co0eHO cnipsaMo Staph. aureus.

Dy3uaoBaTa KHCE/IMHA MPOABABA aHTHOAKTEPHANTHOTO CH JACHCTBHE Ype3 NOTHCKAaHE Ha MPOTCHHOBATA
cuHTe3a B HakTepuuTe, KOETO BOAHU AC pa3pyilaBaHe Ha OakTepHanHaTa KIEThYHA CTEHA.

HsaMa faHHH 3a KPBCTOCAHA PE3UCTEHTHOCT ¢ APYTH aHTHOHMOTHLIM.

3.2 PapMaAKOKHHETHYHH CBOHCTBA

QOycuraiMHK oA (PopmaTa Ha O4EH rejl OCHTYPABA MPOABDKUTENECH KOHTAKT © Kgﬂﬂfgg‘“
obesneyasaiiky AOCTATEYHM KOHUCHTpa#H Ha $y3HIoBa KHUCEJIMHA B HﬂKpHM&JIHMTG‘-IHQG
NpHIOKEHUE ABa MbTH AHEBHO. Eaun, 6 ¥ 12 yaca cires] eHOKPaTHO npunaraﬂe«ﬁ,a (I)ycmaﬂ
FeJl CpefiHaTa KOHUSHTPAUHMA Ha Qy3n0Ba KHCENHHA B TAKPUMATHATA TEUHOCT BAPHpPA MEXCLY 5

10 1 0-6 pg/ml pecn. B 3aBHCUMOCT OT METOAQIOTHATA, CHOTBETCTBALIA HA GHDJlomqu n.rlameyl e
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nony#HeoT oT 1,4-7,3 yaca. Bue BETpeoYHaTa TEYHOCT HHBA Ha (hyzugoBara kuceanHa ot 0,30 pg/ml
(cnen exHoxparso mpunarane) H 0,8 pug/ml (cnen norropHH HO3H) ce AOCTHTAT B NPOALIDKSHHE HA
eAMH Yac M ce 3ana3Bar noHe 12 yaca. CucTeMHH KOHUEHTPANUH Ha Py3uA0Ba KHCENIWHA Clie
npuiarade Ha OyCHTAIIMHK HE Ca OTKPHTH.

5.3 Ilpeaxanuu4nH JAHHR 32 6€300aCHOCT

ITpu TecTa Ha ApazHeHe o4YKTe HA 3aiiiK ¢ DyCcHTaANMHK NPHIArad 2 WbTH JHEBHO B NPOABIDKEHHE Ha 6
CSIMHLK HE ca HaOMONAaBaHM NPU3HALM HA Jpa3HEHe WY APYrH HeXKENaHU peaklHd OT CTpaHa Ha
OKOTO H 3a00nKansuure ro Tekanu. IIpM nocneasamo BHAMATENIHO MHKPOCKOIICKO H3CIEABAHE Ha
CPe3H OT OKOTO He ca HaOMIogaBaHK MaTONIOrHYHH MPOMEHH.

ITpu recra 3a cencnbOwM3ala (maximisation TecT) Ha MOPCKO CBHHYS NPOBEAEH NPH JIOKATHOTO H
HHTPAASPMAIHO BhBEKIaHE Ha DYCHTAIMHK, TO NpHAaraHeTo Ha QYCHTANIMHK JABE CEAMHLH NO-KBECHO

He MPEeAW3BUKA CeHCHOWTH3aM 1TIPH HUTO €{HO OT ONMUTHHMTE *KMBOTHH. TaKa 4e, IIPH HOpMaIHATa
ynoTpeda Ha [pPOAYKTA HE Ce 04MaKBaT Ja & HabMogasaT ajlepruuHy YCIOXKHEHHAA Ha Xopa.

6. ®APMALIEBTHYHHA JAHHM

6.1 Cnachbx Ha TOMOIMHHTE BEMIeCTBA
benszankoHueB xXmopua

Harpues eqerar auxuapar

MaunuTon

Kapbomep

Harpuep XuapoKcHA

Bona 3a HH>XeKLUH

6.2 HechbBMeCcTHMOCTH

He ca nabmonaear.

6.3 Cpox Ba roaHocT

3 rogMHH.

Ilepron Ha U3nO3BaHE CIIEA ITEPBO OTRAPAHE: 28 AHH.
6.4 CoeuHa HE yc/108HA HA ChXpaHeHHe
Ha ce coxpansea npu Temnepatypa nog 30°C.

6.5 lannn 32 onakoBKATA

AnymMuHHeBa TyOa ¢ TIOJMETHIEHOBO MOKPHTHE OT BHTPEIUHATA H BRHIIHATA cTpana, Tybata e
cHab/ieHa ¢ NONMMETUACHOB HAKOHEYHHK M 3aTBOPEHA C MOJJHETHICHOBA Kanavka Ha BUHT.

6.6 CnenHaNHN NpeaNa3HA MEPKH NPH H3XBLPJIAHE

Hsama crieiuaniy H3BCcKBaHHA. .
HeuanonspaHUsT NPOAYKT WIH OTIIAABYHHTE MaTEpUaH OT Hero Tpabea aa ce H%B‘E 38
CBOTBETCTBHE ¢ MECTHHTE H3HCKBAHMS. EET
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7. HPUTEZKATEJI HA PASPENIEHUETO 3A YIIOTPEBA




Amdipharm Limited
Temple Chambers
3 Burlington Road

Dublin 4
Upnanaus

8. HOMEP HA PA3PEINIEHUETO 3A YIIOTPEBA

200006277
9. JATA HA ITBPBO PASPEITABAHE/IONHOBSBAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

08.06.2000

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA



