KPATKA XAPAKTEPVICTUKA HA NPOAYKTA

1. HAMUMEHOBAHWE HA NEKAPCTBEHWA NPOAVKT

ERCTERCTED HA

SEPAESONA ZEANETC

Jox® fAokc

FORADLIBHIG b 1PN
pazpettomse saynetpeball 11 0Ll ~i

2. KAYUECTBEH W KONMUYECTEBEH CbCTAB

2 o 060tttz d’

Povidone-iodine 85 mg u Allantoin 1 mg 8 1 mi.

3a noMoWHKTE BeltecTsa BUX T.6.1,

3. NEKAPCTBEHA ®OPMA

PasTBOp 3@ raprapa, KOHUeHTpaT

Cripeit 3a yCTHa Auraeuua

lMpo3payna

A0  MeKo  onanecuupalia  uepsBeHo-KadABa TEYHOCT, HaMbJIHO

pasTeopUiHa BB BOAQ.

4, KAINHUYHW OAHHN

4.1. TepaneBTUYHKM NOKa3aHunA

Jox® e npegHasHaveH 3a:

aHTMcenTuuHa ofpaboTka Ha YycTHaTa KyxuHa (npeau, no speme u oneg
onepaTUBHKU HAMecu B CTOMaTONOrMYHATa WK AKUEBO-HeNoCTHaTa Xupypris)
Ae3WHGEeKUUA Ha YCTHATa KYXWHa W rOpHWTE [AUXaTenHk Nbiuwa n[pw
Bb3NAAMTEAHN W MHdeKuWosHn 3abonAsaHns KaTo OCTbp Haz0hapuHruT,
DapUHIUT, TOH3UNUT, XPOHHYEH PapurrnT, Ha3oPaprHIUT ¥ TOHZUIUT

adTV B yCTHaTa nurapuua (3a npeanoduTaHe ce usnonssa nog copMata Ha
cripei)

Andy3HO Bb3NaneHMe KaTo FUHIMBMUT (3a MpeanouynuTtaHe ce W2Nof3Ba noj
thopMata Ha pasTeOp)

aHrMHZ, Kato nogabpxalio nedeHue

npyv  CcAy4Yam Ha CTPenTOKOKOBRa
eHOBPEMEHHO C NEeYEHUETO C aHTMbuoTnumM

rpun B NpodpomManHa (asa (3a npegoTepaTABaHe Ha BropwuHa bakTepnanHa
WHperums)

nNp¥ 310KaueCTBEHW TYMOPW C orfies Aa ce OTCTPaHW HenpuaTHaTa MupusMa
W npeaoTepaTti BTopuuKa SakTepuanHa uHdeKUUs cnes akTuHoTepanus Win

onepauma

MpunoXeHWeTo Ha NPoAyKTa e oOrpaHiYeHo oT BL3pacTra. Jox" Moxe aa ce npunara

Ha BB3IPACTHU KM Aeua Haj 6 ToanliHa Bb3pacT.

4,2, [o2MpPOBKA 1 HaUWH Ha NpluAoXeHne

Pa3zTBOp 24 raprapa, KoHUeHTpaT
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PaspefeHvAT pasTBOp Ce M3MON3Ba 3@ W3NAaKBaHe Ha ycrara wan raprapa.
Pa3TBOpbT He TpabBa Aa ce robiTa. MannaksaHeTo Win raprapata ce npasu c 10-15
ml oT paspeaeHus pasTeop, Ho 30 cexkyHgu. WsnnakeadeTo unw rapraparva
06UKHOBEHO Ce M3BbpWBaT 2 A0 4 MbTU AHEBHO, KaTo MakcuMyMma e 6 MbTy

pHeBHOo. VIHTEpBasT MeXAy ABe npunomxeHus Tpatsa aa Hbae Haki-manko 4 vaca.

Cnpeli 38 ycTHa nurasuiia

Mpunara ce oBUKHOBEHO 2 A0 4 MbTi AHEBHO WU NO-4eCTo (Ha BCeKW 4 vaca), aKo
e Heobxofgumo, 1 [0 3 BNAPBHCKBAHUA BAABO W BAACHO Ha YyCTHaTa KyXWHa WM
HanpaBo B 3acerHaTtus ydyacTbK. WHTepBansT MeXAy ABe NpUNnoxeHna Tpnbea na
6bae noHe 4 uyaca. BnpbckaHwaT pasTeop He TpAGBa Aa ce BAWWBAa, HWTO Ja ce
renTa, JOX? cnpeit Moxe Aa ce nNpwiara MakcUMyM A0 6 NbTW AHEBHO.

Mo-Bb3pacTHUTE NAUMEHTH MOraT Aa NonyvaT CbilluTe A03W KaKTO Npu Bb3pacTHuTE.
Jocera He ca YCTAHOBEHMM cneumduuHn fepuartpuuny npobnemu nNpu JIOKaIHOTO

npunoxXersnMe Ha noaa.

4.3. MpoTnsonoOKazaHua

- CBPbXYYBCTBUTEAHOCT KbM HOA MM KbM HAKOE OT MOMOWHNTE BewlecTsa

- 6pemenHOCT

- KbpMeHe

. 2 ceamuum npeau W cheA NNaHWpadHo uscAedsaHe wiu fedeHne ¢
pagnoakTuseHr oa

- peposnata ynorpeba e NPOTMBONOKE3EHa MPU NAUWeHTU C HapylleHus BbB
dyHKUMATa Ha  WKMTOBMAHATA Xne3a (No-cneunando npy HoA03Ha Konowuaka
CTpYMa, ERASMMUHE [YLla W TUPEONANT Ha XaluMMoTOo)

- peaocsnata ynotpefGa TpAdBa Aa ce nz6Arsa nNpu  NauMeHTW NekysaHu
eAHOBpEMEHHO C JAMTWEBM npenapaTtu (ycraHoBeHO e Hanu4Mero Ha
OOMBAHUTENRHN XunoTupeonaHn edektn)

Jox® He Tpa6sa Aa ce npunara Ha Aeua nof 6 roanwiHa BL3PACT nopaaun chopMaTa
Ha posupade (Cripedt) W BL3IMONHYW 3aTPYAHEHWs NpWu raprapata (pasTBOpa 3a

raprapa, KoHUeHTpaT).

4.4. CneunanHy npeaynpexaeHns u npeanasHi MEPKWA Npy ynorpeba

[a ce usbarea KoHTakTa ¢ oynTte. PasTBopsT Tpatea aa 6bAe M3aMuBaH C BOAA, aKO
rnonagHe cnyd4aiHo B oHKTe.

MpoaykTeT TpsibBa ga 6Obae npunaraH c ocobeHO BHib yBpeiena

6b6peuHa QyHKUUA ¥ XKMepKantMenus.

|08
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Mpu naunedTy ¢ yepHoZpobHa HEROCTaTBLUHOCT MOXE A3 NPeausBuKa Mo-BUCoKU
HUB& Ha YepHoApobHWTE TpaHcaMmuHasy. [poayKTeT coabpxa 18,6% arnkoxos.
NpoabaxutenHata ynotpeba Ha Jox® Tpabsa aa ce m3barsa, Toil KaTo MOxe Aa
[oseje A0 pe3opbuus Ha 3HAYMTENHO KONMYECTBO ioA. fla He ce u3nonssa noseye
OT 7 pHWU. Ako He ce Habnogasa nogobpeHne B NpoabAKeHWe Ha 7 aHU TpafBa Aa
Ce KOHCYNTUpaye c nexkaps.

Mpu  paHHw  3&8  CBPBLXYYBCTBUTEIHOCT WM NOCTOSHHO NOKANHO JApasHeHe
W3Non3BaHEeTO Ha npoAykTa Tpabea Aa ce cnpe.

MpoAYKTLT MOXE Aa OUBeTH YCTHATa NMraBuua, 3u6uTe, KOXaTta W ApexuTe.
OupeTsBaHETO Ha YCTHATa JMrasuLia, 3u6UTe U KoXaTa MOXe Aa 6bAe OTCTPEHEHO ¢
ankoxosl. BoAANCBAKETO Ha Apexute MoXe Aa 6bae OTCTPAaHEHO Ype3 U3MUBaHE U

M3nflakBaHe C pa3pefeH aMOHAK WAK CbC carnyH v Boga.

4.5, JlekapcrBenn v apyrut popmMu Ha BIavMogelcTBNS

Won nosugoH He TpsibBa Aa ce n3nosissa 3aelHO C BOAOPOASH MNEepoKcua, Thit KaTo
MOXe Aa rnipeAnsBMKa eKCrie3uBHa CMec.

YCTaHOBEHWO €, Ye efHospeMeHHaTa ynotpeba C AUMTUEBM npernapatu Moxe Aa
Aosefe Ho AONBIHWUTEAHW XUNoTupeomaHw edexktu. He ce npenopwusa ga ce
n3noNzBa Mon NOBMAOH C  Npenapark, CbAbpXauwlM CclegHuTe  BelwecTsa:
XAopxekcuMua, cpebbper cyndaanasmH, ankanliu Conn U XUBAK, Thil KATO MOXe aa
ce HabnwaaBa 4aCTUYHD WHaKTUBMPaHe,

Woa noempon He Tpabsa ga ce KOMBUHUPE ¢ ApyrY JIOKaAHW aHTMCenTUUM 3a
ynotpeba B ycTHaTa KyxXuHa W apuHKea.

Pe3opbuuara Ha itof oT Hog noBuacHa MOXe Aa nHTepdepupa C noKazatenite 3a
uscnegsane MyHKUWsSTa Ha WWToBMAHATA XAe3a.

¥norpebata Ha oA NOBMAOH MOXe A28 NpeavwsBuKa  NCeBA0-NONOKUTEMHW
PE3YATATH NPy HAKOW OT NOKazaTenuTe 3a orpepensHe Ha OKYNTHW KPbBOW3MBH

BbB (heKanuuTe Win 3a Hanudue Ha KpbB B YpUHaTa.

4.6. BpeMeHHOCT 1 KbpMeHe

EpemeHHOCT
NMpoMeHn B JHK v MyTareHHn edekTh Ha lof-nonnBuiaoHa Gaxa HabnwaaBaku no

BpeMe Ha apefknuHWYHK npoyusaHus. MacnegeaHnsTa npoeBegeHn ckc Salmonella
typhi murium noxassaTt cneuuduyHK NPoMeHn B CTPYKTyparta Ha OHK Ha xusute

KneTkin., YcrtaHoBeHn 68Xa OTKIAOHEHUS B PasBUTMETO Ha (PeTycuTe Npu oueHSBaHe

JoxSPC_0706 doc

L5 ]




Hama onuT oT nokanHata ynorpeba na /0f4-NOAMBMAOH B YCTHATa KyxuHa U
aputkca npu GpeMeHHn keHu. PesopBupanusT ioa Moxe fAa npeMuHe
rraueHTapHara 6apuepa. Xunomipeosa e HabnwaasaHa APW HOBOPOASHU, YUUTO
MaltkK ca Ounv M3A0XEeHW Ha JNIOKanHO npwnarad Mog cneg BarWHanHa/unu
nepuHeanHa ynorpeba npean paxAaHETo WK NPUAOKEHUE BbpXY KOXaTa no epeme
Ha bpemeHHocT. [lopagu TOBa npunaraHeTo Ha oA NOBWACH TO BpeMe Ha

BpeMeHHOCT He ce NpPenopLYBa.

KupMmere
Flo,qs'r NPpUWAGKEH AOKANHO MOXe A2 npeMuHe B KbpMaTta. He ce npenopbusa

M3NON3BaHETO MY Npu MalKm KbpMa4dkh, Tbil KaTe TOoBa Moxe Ad aosege [o

MpeToBapBaHe C o4 U XUNOTUPEOUAN3LM NpU KbpMayeTaTa,

4.7. Bnusinne BbpXYy cnocobHocTTa 3a wodupaHe Ha MOTOPHW NMPeBO3HK
CpeAcTEa 1 pabota ¢ MauHK
Jox® He MoBNMABE WM HE3HAUUTENHO NOBAUSBA CNOCOBHOCTTA 3a wodupaHe nunu

padtoTa € MallnHMK.

4.8. Hexxkenanyk nekapcreeHyn peakumm

Mowe fa ce HabnwgaBa ApasHeHe Ha AurasluwTe, BOASWIO A0 YYBCTBO Ha
3aTomfifgHe Wnu cbpbex, W3NpulIBaHe W cyxXoTa B ycTata, 1e3uw peakuuu ca
0DUKHOBEHO NpexoaHu. Pagxo ca Habnwgasaum peaKkimK Ha
CBPbLXYYBCTBUTEJHOCT.

M3paseHaTa pezopbuua Ha Hoo MOXe Aa nApefu3suka cucTemHM ederkTu Karto
MeTabo/IuTHaE aumnaosa, XuNnepHaTpuemnua U yepexaaHe Ha 6bbpeyHara Qyskuma.
Hewenanuwte nexkapcrseHu peakuuik nocodeHu n[o-Aony ca KnacuduuupaHu
CbOBpPa3Ho CTaHAaPTHaTa CcucTeMa Ha opraHHa Knacu@mKauma v TAXHaTa 4yecrora.
Teau peakumu ca GuAn cooBUEHM RO BpeMe Ha KWHWYHKM npoyuysaHus ¢ Jox™ n
Apyru NpoAyKTW, ChbOLPXKALM ROA NOBWAOH 33 Ae3uHderuua Ha ycrata U dhapuMKea

winnm nocTMapKeTuHrooaTa yn0Tpe6a Ha Te3n NMpoaykKT B KAMHWYHAGTa MNpakTuka.

HapyiieHHus Ha uMyHHaTa cncrema
Penku ( >1/10,000, < 1,000): ypTukapus
Muoro pegkn (<1/10,000), BKANHUTENHO W3CNUPEHN CbOGILEHWS: aHruoaeM,

aHa@uiaKTu4yeH WokK

HapywieHnsa Ha Merabonmnama v XpaHeHEeTo

Penxu ( >1/10,000, < 1,000): metabonurHa auunag
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Hapyurenns Ha OuBpeunTe M NUKOYHATE MhTHLE

Penkn ( >1/10,000, < 1,000}: yepexaaHe Ha 6bubpedHaTa QyHKUMS

Q6L HapylweHuss 1 CbCTOSTHUST B MACTOTO Ha NpuaaraHe
Heweerw (>1/1,000, < 1/100): yyscTBO Ha 3atonfisiHe, uYyBCTBO Ha cbplex W

MBMpULLBaHE B MACTOTO HA MpWiaraHe; cyxora B ycrara.

4.9. MNpepoznpane

MpueMaHeTo Ha rOAAMO KOAWYECTBC oA MOXNe JAa npeanssuka  CcTpyMa |
XMAOTUPEONAN3BM WAK XuneptupeonaussM. OCTpoTo npefo3npaHe HabrwiasBaHo
cnej NOrNbLUWAaHeTo Ha pasTBop Ha o4 MOXe Aa AoBefe A0 CUMNTOMM Ha MeTaleH
BKYC B yCTarta, Xunepcanuneaumns, napeHe wuan bonka B ycTata WNW bpioTo,
Apa3HeHe N OTOK Ha o4yuTe, 3aTpyAHeHo AuwaHe nopagy GenoapobHia OTOK, KOXHU
peakuuu, cTOMalIHO-YPEBHO pasTpolicTBe W Amapwda. MoraT aAa ce wnabniwopasart

merabonuTHa aun[osa, XunepHaTpueMus ¥ yepexaade Ha 6bbpevHata dyHKUMA,

JleveHwne Npu NpenosmpaxHe
B cnyyall Ha YMUWAEHO WAW ClydYailHO norabade Ha roneMm Konuuyecrsa oT

pasTeBop Ha Hop Tpsbsa Aa Ce ApoBeXAa CUMNTOMATHM4YHO M NOALBEKALLO NeveHue
CbC CASUMENHO BHUMaHWE BLPXY enexkTponuTHus bGanaHc u Obbpeunata u

TupeouaHaTa (pyHKLMS.

Neyennero obOMKHDBEHO ChRefBa CTaHAapTHWTE  npouenypu, Bofeww Ao
npedcTBpaTABaHe Ha NO-HaTarbilHaTa pe3opbuuAa Ha NPpogykra oT CTOMaluHO-
UpEBHUS TPaKT. AKO NMaUWeHTa € B Ch3HaHMe MOXe 4a Ce Aasa NepopantHo NPAcHe
MAAKO Ha Bcekw 15 MuHyTM A0 obnekyaBaHe [pa3HeHeTo Ha croMmaxa.
AombnsUTeNHO MOXe Aa Ce NMPUNOKKU 3a pe3opbupaHe Ha ocTaTb4yHua o pasTsop
Ha HUWEcCTe mpuroTeeH 4pes jgobaeanHetro Ha 15 mg RWweHnyeHO HuIecTe Wam
GpawHe B 500 mi soaa. fpegusBuKBaHeTO Ha NOBPbUAHE W CTOMAWHA NpoMUBKa
He TpaGBa A3 Ce M3BLPWBAT MPU HanWuMe Ha YBPEXOaHe Ha XpasHonpoBoia.
AnasmenuTe HMBa Ha Mofga Mmorar ga Obhaat HamaneHu ypes nepuToHeanHa Alanusa

" Xemoiuanuiaa.

AKO nauMweHTLT € Cepuo3HO YBpeaeH Tpabsa pa Cce winonzsat W Apyru

negnoMarawin Mepky 3a [oOLpXaHe Ha MU3HeHUTE beH BKAKYNTENHO
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dHTUXUCTaMUHHW CPEACTBa, ajpeHalluH WAM KOpTUKOCTEPOMAK 38 JNedeHwe Ha

aHagunakcusTa.

5. ®APMAKONIOrUYHW OAHHNW

5.1 dapMmakoanHaMUuHM cBORCTBA

®aprMakoTepaneBTM4Ha rpyna: OTOPUHONAPUHIONOIMYHN CpeacTBa, AHTUCENTULM.
ATC koa: RO2AALS.

MexaHu3sM Ha AeiictBue: CuATa ce, ve #ioga npeuUunMTUpa NPOTEeMHUTE B
MUKpOOpraHuamute ¢  06pasysaHeTo Ha  ConM  NOCPEACTBOM  QUPEKTHO
XanoreHupane. Ookono 90% oT pesopbupaHus Wog B GakTepuanduTe KneTku ce
fpespbia B Hogua 1 A0 TO3W Ha4YUH NOTBLPXAABA OKUCAUTENHOTO B3aumogehcrene

KaTo ocHoseHl HakTepuunaeH MeXaHW3bM Ha JICKaNHO npuaoxKexsns tfiod.

®apmaKogMHamMiuHy edexTu;

OCHOBHOTO aKTWBHO BEIMECTBO Ha npoayxTa e fog-nosugon (PVP-iodine). Toit e
aHTMCENTUK OT rpynata Ha Wogodopure, kouTo ocsoboxaaBaT opraHuuen iod npu
KOHTAKT C KoxaTa Waw naurasuuute, MogbT nposBsSBa  LWHPOKOCTEKThPHA
DakTepuunAHa akTUBHOCT. Ta3u aKTUBHOCT Ce& AbKWM Ha HerosBuTe CUIHU
okucnuTenHy edekty Bbpxy amuHo (NH-), Tuonosute (SH-) n dedonHuTe (OH-)
rpyny Ha aMuHoKUCcennmHuTe n HykneoTuaute. PVP-liona B3auMoaelicTBa owe cunHo
C ABOMHWTE BPBL3KM Ha HEHACUTEHWTE MacTHM KWCenuHW B KJeTb4YHaTa cTeHa M
MeMbpaHnuTe Ha KAETbYHUTE opraHenn. Toll e akTuBeH cpely [paM-oTpuuaTenHuTe
1 [pam-nonmKUTenHuTe BakTepun, KakTo u cpeuly re8MuyKn, NpoTo3ou KU HAKOU
Bupycu. [lpoTuBoMUKpobHaTa aKTUMBHOCT Ce NOBNuABa 3HayWTenHo ot pH u e no-
BUCOKA MNpW kuceno pH. ANaHTOMHBT noanovMara 03ApaBABaHMETO Ha TbKaHUTe
3acerHatm 0T  Bb3NaneHueTo W 3aeaH0 € Ho4-MOBMAOHA  OChiECTBRABAT

]

TepanesTuyHuAa ediekT Ha Jox*™.

5.2 ®apMmaKoKNMHEeTHYHKX CBOMCTEA

MoasT ce pesopbupa cnabo, KOraTo ce npuAara NOKalHO BLpXy WHTaKTHa KoXa.
PesopbumnaTa BupXy YBPEAEHaTa KOXa W AWrasiuy e BepoaTHO No-u3paseHa.
KoraTo ce B3emaT npes ycrata MoAHwTe npenapat (KOWTO ce npespbllat B
hopuan) u AoangnTe Ce HaTpyneaT B WMTOBWAHATa XNesa. D'Io,u;m,ume, KOUTO He

nonafat B WNTOBWAHATZ Ne3a Ce M3JTbYBaT OT OpranniMa NPpeanMHO 4pPes ypuHarta

npe3 nnalenTaTa ¥ NonanarT B KbpMaTa.
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5.3. fipeaknMHUUYHK AaHHM 33 6e30NacCHOCT

Mpomenw B AHK v myTaredHn edekT Ha fioA-nonuBKAOHa Baxa HabmoaaBaHu no
Bpere Ha NpeAKAWHWYHY RpoyYiBaHna. MscnensaHusTa npoBegeHy cwxe Salmonella
typhi murium noxkassat cneunduyHN npoMeHu B CTPYKTypaTa Ha AHK Ha xusurte
KNeTKu. YcraHoBeHn 6axa OTK/IOHeHUs B pasBuUTHeTo Ha deTycuTe nNpu oueHsBaHe

Ha eMBpUOTOKCUHHOCTTa BbPXY aMEPUKaHCKM MOpCKK Tapanexu.

6. PAPMALEBTUYHMW BAHHN
6.1 CnuckhkK Ha AOCMOLLHKTE BelyecTsa
Citric acid monohydrate, menthol, propylenglycol, ethanol 96 %, sodium citrate

dihydrate, purified water.

6.2 HecsBMecTMMOCTI
MoAbT € HECHLBMECTUM ¢ aMOHAKA, CoAM Ha XenAsoto, BucMyTa, MenTa, oNoBOTO W
XKUBaKa, Kanuesns Xnoprwa U APYFW DKWCNABALWMW CpeacTBa, MUHEPanHWu KUCESTMHA,

CTPUXHUHOB XUAPOXIIOPUA, XUHUHOB CyApaT 1 APYru afKanongHu conu.

6.3 CpokK Ha YogHOCT
PasTBOp 3a raprapa, KoHUeHTpaT: 5 roawHn.

Cnpeii: 4 roauHn

6.4 CneuytanHy npegnasHu MEpKKU 33 ChXpaHeHue

fla ce cuxpaussa npy TemnepaTtypa nog 25 °C, s opurkHanHaTa onakosKa.

6.5. NMponaxoa 1 ChbABPHAHME HA ONAKOBKSTa

PaBTBOQ 3a raprapa, KOHHeHTDaT

TubMHO CTbKAGHO WWWe ¢ NoAMeTUNeHoBa 3anywanka, nnactMacoBa MepuTenHa
Halwka 1 nonunponWiaeHOBa 3anedartaHa Kana4kKa Ha BUHT, JIWCTOBKE 3a nayMeHTa,
KapToHEeHa KyTus.

Pasumep Ha onakoskaTa: 50 ml, 100 mi.

Crpeii 3a YCTHa ANraByuUA:

Mnactmacoso e (PE) cHabgeHo © MexaHu4YHa 3anylWanka C xanadka Ha BUHT U
NyNBEpU3aTOP, aniuKaTop 38 YCTa, eTWKeT, NUCTOBKa 3a nauMeHTa, KapToHeHa
KyTWa,

Pazmep na onakoskaTta: 30 mi.
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6.6 YkazaHua 3a ynorpe6a u MmanunynupaHe

PasTBop 33 raprapa, KoHUEHTPaT

Paspegere pasTBopa c nwuTeiiHa Bsoga npu TeMnepaTtypa oxono 18 °C B
CbOTHowmeHue 1:20 wnn 1:40 (t.e. 2,5 o 5 ml or NpogyKTa ¢ noMoiuTa Ha
npunoxeHaTa MepuUTenHa Hawka ik V2 Ao 1 yaeHa nbXuyka B8 100 mi Boga).
PasTBopuT M3bneAHABa, KOETO MOKazBa HaManeHue Ha aHTUMUKpobHaTa My

8KTMBHOCT. PasrpaxaHeTo Ce YCKOpaBa oT CEETHNHA U TEMnepaTypa Hag 40°C,

Cnpeli 3a ycTHa nnraerua

MaxHeTe 3allMTHOTO NMOKPUTME 1 CNOXETE annukatopa 3a ycTa. Nocraeere vacita
3a ycrara BbB Bawata ycra v npu 3aTBopeHa ycTa HaTUCHETE nyneepusatopa;
Morat ga ce NpuaoKaT A0 3 BNPbLCKBaHUS BAABO W BAACHO. [0 XUFMEHUYHU

CbobpaxeHus U3MUIITE anJMkaTopa 3a ycTa C Tonna Boga npean ynorpeéa.

7. IPUTEXXATEN HA PASPELUEHWETO 3A VIIOTPEEA
IVAX Pharmaceuticals s.r.o., Ostravska 29,747 70 Opava-Komarov, Czech Republic

8. PETUCTPALUIMOHEH HOMEP

9. AATA HA PA3PEIMEHMETO 3A YNOTPEBA/MNOAHOBSBAHE HA
PA3PELLMEHUETO 3A YNOTPEBA

10. BATA HA PEAAKLINA HA TEKCTA
BG07/2006
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