KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

USNLIHUTENHA Al EHUIIS 110 NEKAPCTBATA
Kpamua XAPARMBPUGTRLKE Ha fpogykma - NMounoxenys 1

Kot Pez, s ..o L0 1o £2

1 HUME HA JEKAPCTBEHHA IIPOAVKT

Odranmo-CenroHexe Kafk 3a 04K, pasTRop
Ophtalmo-Septonex® eye drops, sofution

..........
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10 ml pasTeOp cEABPKAT 2 mg KapbeTonengenunon Spomun (carbaethopendecine bromide), 190 mg DOpHa
kucenuHa (boric acid) v 5 mg HaTpHeB TeTpabopat Asxaxwapar (sodium tetraborate decahydrate).

1 ml pasteop cpabpxka 0,2 mg kapberoneHaenuHor SpoMun (carbaethopendecine bromide), 19 mg Gopra
kucenuHa (boric acid) u 0,5 mg Hatpues rerpaGopart nexaxuapat {sodium tetraborate decahydrate).

2. KAYECTBEH H KONWYECTBEH ChCTAB

3a EMHUS CIHCHK HA TTOMOIHATS REIIECTBA, BIUKTC TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Karxu 3a ouH, pazTBOp.
ITpozpayna GesrBeTHa TEIHOCT, ¢ aek aposar. Crelt pazknamane bopmupa nasa,

4, KJIHHHYHH JAHHH
4.1 TepamesTHuHH DOKAAHAS

OCTRp ¥ XPOHHYEH HEeTHOSH KOHIOHKTHERHT, HMedapiT ¥ HerHOeH cynephuunaieH xepariuT. To3d npoaykr
MO2K€ Ja € H3MOA3BA OT BR3PACTHH, IOHOMY H fera.

4.2  JTo3EpoBKA M HAYHM HA NPHAOKEHRe

Pa3TBOPET Ce& MHCTHIMPa B MONHUA KOHIOHKTHBANEH ¢ak HA okoTo. [IpH OoCTpH BE3NANeHHA ce npuiara 1
Kanka Ha Beexd 1-2 gaca. [Tpy xpoHBYHE BRanarenys ce npmnara 1 kanka 1-3 nory AHesHO, MakcuManHaTa
IPOABIDKHTENHOCT Ha Nevenrero ¢ 10 aum.

VkazaHRA 34 yl'IOTpE6B.: ,ZIp’BHHCTe Hanody - TONHEA KACHEY Ha OKOTO, HaBCHETC INaBaTa JISKO Hasald H
TMOTTIEAHETE HATQOPE AOKATO IIOCTABATS SHHA KalTka BLB 8CARKO OKO.

4.3 IIpoTHBONOKAZAHHN

Odrammo-CenroHeke He TpsbRa Aa ce npuiara B chyual Ha CBPHXYYBCTBHTENHOCT KbM AaKTHBHHTE
BelecTRA HIM K6M HSKOS OT MOMOINHHTE REHICCTRA, KAKIC M NPH HAUHEHTH ChC CYX KEPATOKOHIOHKTHBHT.
(keratoconjunctivitis sicea)

4.4 CoenmManun npexyupexieHHs R NpeAIAINH MepKd OpK ynorpeda
Hama gaHay.

4.5 BiammopelicTBHE ¢ APYTH JCKADCTBEHN HPOAYKTHA H ApYry iopMi HA manmongugy’rgy&\
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4.6 DBpeMeHHOCT I KbpMeH®

[IpunoxerieTo Ha NPOAYKTAa He € MPOTHBONOKA3aHO IO BpeMe Ha OpeMensoct u kepMmesie. Ilopamu
BEPOATHOCTTA OT cucTeMHa abGcopOupa ciel JOKaIHO NpunokeHHe obave, e HeoOXOIUMO Ja Ce NpeHeHH
JAJA MOTEHIMAHATA [10J133 33 MalKaTa HaEXBBPIIA MOTCHIHANHNS PHCK 33 IVIOA HWIH KEpMaveTo.

4.7 EdexTa BEPXY cnocoGHOCTTA 3a MIohupane H paboTa ¢ MAINEHH

Odrammo-CenToHeke HAMa BIUAHHME BBPXY ACHHOCTH, M3KMCKBAIIU MOBHMINEHO BHUMaHHe (yIpaBlsgBaHe Ha
MOTOPHH HApeBO3HM cpeficTBa M pafoTa ¢ MamMHH). Bee mak, MoJke Ja ceé OYaKBa BPEMEHHO 3aMBITIEHO
BIDKAAHE CIIefl NIPHIOXKEHHETO M 3aTOBa TaKHBa NeHHOCTH MOTaT Ja ¢ M3BLPLIBAT CAMO CieJl H34e3BaHeTO
Ha TO3H edeKT.

4.8 Hexenani JeKAPCTEEHH PeaKINiE

HexxeaHuTe Peakimy ce KIACHBHUMPAT CHIOPES CISIHUTE KaTeTOPHH 3a 9eCTOTA HA BB3HHKBAHE! MHOIO
wectH (> 1/10), gectr (> 1/100 mo < 1/10), neyectu (= 1/1000 no < 1/100), penxu (= 1/10 000 zo < 1/1000),
mHoro pernxu (< 1/10 000), ¢ HensBecTHA HecroTa (decTOTaTa He MOXKE Ha Obje OlLCHEHa OT HAIHYHHTE
JaHHH).

HapyiieHH1 Ha OKOTO
C yeH3BECTHA YECTOTa: KOHIOHKTHBANHA KOHIECTHS, KOHIOHKTHBAIHO Bh3NAICHHUE.

BoamokcHo e na ¢e HaOmOAaBaT peaki Ha CBPBXHYBCTBHTEIHOCT. HpH MAMCHTH TYBCTBHUTEIHU KBM
HAKOS OT AKTHEBHHTE BeIICCTBa&, MONKES ',ua ce Habmogapa KOHIrecTHs WIH ycellaHe 3a TIiapeHe Ha
KOHIOHKTHBAaTA.

4.9 Ilpenosupane

IMpasunuara ynoTpeba Ha TOSH IMPOAYKT M3KIIOUBA BEPOATHOCTTA 32 OCTPa HHTOKCHKaIMI. TakaBa Moxe Ja
HACTEIH CAEH CHYYaiiHo (MK CBhC CYHIMAHA IIEJT) MOTTbIIAHe Ha TOJIAMO KOJHYECTBO OT HPOAYKTA.

OcTpara HHTOKCHKALMA Ce TPOSBARZ ChC CHMIITOMM ITIZBHO OT CTPaHa Ha CTOMAINHO-YPEBHHA TPAKT M
Koxkarta. OIMECAHH ca ¥ CHMIITOMM OT CTpaHa Ha IieHTpanHaTa HepRHA CHCTEMA.

CHMITOMH, [TOKa3BallK YBpexkAaHe Ha CTOMANIHO-IPeBHUS TPAKT c2 TaCTPOSHTEPHT, IOBPELIaHe, AHapyul 1
kopeMHa Gonka. TlepcucTupaniy, pedpakTepHH Ha JieUeHHe HOBpPBINAHE M JUapyd MOraTr na JAOBeJar o
0CTpa JeXUAPATALS, IXOK, KOMA i CMBPT, PA3BHMBAILM CO BCACACTBHE HA KOJATIC HA KPHBHATA HUPKYTIALH.
KosknuTe peakiMe BKIOYBAT CPHTEMAro3eH OOPHB 3acaraml KOKara H JIMFABHIMTE, [OCIEHBAH OT
IecKBaMallys.

CuMITOMM Ha YBpeXHaHe Ha NedTpafHala HEpPBHA CHCTEMA cA CBPBXBB3OYAHMMoCT, Oe3moKoiicTeo,
OIHCTOTOHYC, TPEMOp, IETAPTHs, [NIaBo6o/He, KOHBYJICHH, JeTIpecHs H KoMa.

OcBel TOBa MHTOKCHKALMAT2 MOKE Jla IOBeLe HO yBpesknane Ha GrOpeunmnte TyOymu. Panxo ca onucBaHH
CIyYaH Ha YepBoJAPOOHO YBpEXKIaHe M XKBITEHHIA,

JleyeHHETO HA MHTOKCHKAUHATA € CHMIITOMATHYHO W BKIFOYBA OYHMCTBAHE HA CTOMAUIHO-YPEBHHS TPaXT,
dopcapana fuypesa, oOMEHHO XPLBOMpPENIHBaHe, NEepHTOHEAINA JUAH3a, XeMOJHAIN3a M xeMonepdysust,
Hsma coenugHieH aBTHAOT.

5.  ®APMAKOJOI'HYHH CBOXICTBA
5.1 dapmakoIHEAMHAYHN cBOlicTBA

dapmMaKoTepANEBTAYHA IPYNa; IPONYKTH 32 quo'r{ppmomeHHe. . Jean
ATC xomx: SO1AX 00 . ff_'.;‘ S

MexanuzbM Ha AeficTBHE: . R L

Kap6eroneHaeMHOB GpOMEE € 4eTBBPTHYHA aMOHHEBA CON ¢ MK aHTHcemTHueH edekr. Ilpurexasa

BaxTepuLIHA CBONCTBA W BOIM A0 NPOMEHH B IepMeabmnurera Ha GakTepuanHATe KIETHYHE MeMOpatu,
3, A

ir w
R A

2 »



AKTHBHOCTT2 My € Io-HM3paseHa cipamMo ['paM-TIONoKHTeAHHTE MHUKPOOPTAaHM3MH, OTKONKOTO HpH I'paM-
otpuuaTenanre. Hiakou OaxrepuanHd mamose xato Pseudomonas W Mycobacterium tuberculosis ca
pesuctenTHd. KapbeToneHzelHOE GPOMH) He € AKTHBEH CIPAMO criopute Ha Oaktepuure. Ilpurexapa
byHrHUHHE CBOHCTEA,

BopHata kuceliHa ce Xapakrepusupa ¢ 0akTepHOCTaTHYHY ¥ GYHTHCTATHYHM cBOicTBA.

52 @apMakoKHHETHIHM CBOHCTEA

Bopnata kuceniHa ce abcopOupa OT CTOMAIIHO-YPEBHHS TPAKT, KAKTO U IIPe3 KOXa M JIMTABHLIA ¢ HapyILeHa
uanoct. He ce aGcopbupa or HHTakTHA Koka. Okono 50% ot abcop6upaHOTO KONHYECTBO C& eKCKPETHpa B
pamxute Ha 12 4aca B ypuHaTta. OcTaHaIOTO KOAHYECTBO ¢€ eKCKPETHPa 3a 7 IIHM.

5.3 IpeaxnuEuvHH AAHHH 32 (e300aCHOCT

HznurBane 2a Apa3sHEeHe HA OYUTE He 0Ka3Ba UPUTATHBHH peaKIiHH.

6. DAPMAIIEBTHYHH JAHHUA

6.1 CnuchK HA TOMOIIHHATE BEHIeCTBA

Asynen

Macno ot rop4HBoO pe3eHe

JIUHATpHCE edeTaT AMXHIpAT

Etanon 96%

IIpeurcTena BoAa 38 HHDKSKITAH

6.2 MHecsEBMECTHMOCTH

YeTBhpTHUHATA AMOHHMEBA COJ KapOeToNmeHNeUMHNeB OpoMuA € HEeChBMECTHMA CBC CAlyHH M APYTH
amonueBd cvpdhakranTy, GeHTOHHT, HOAHH H (heHHIDKUBAYeH HUTPAT.

6.3 Cpox Ha rogaocT

2 roOHHH.
Cret ispBO OTRApsiHe: 4 ceqMHIM,

6.4 CoemHajHH YCJIOBHA HA ChXpAHEHHE

Ha ce coxpansea npu temneparypa nop 25°C. Ha ce cwxpaHiBa B OPUrHMHANHATA ONAKOBKA, 3a Ja ce
npeanasy oOT CBeTIHHA.

6.5 JlanHH 32 OMAKOBKATA

Creiieny 6yTHAKH OT KadaHo ¢TekiI0, SANO kankomep, ykazanue 3a ynotpeba.
Pasmep Ha onakoskara: 10 ml

6.6 Cuoenuannu mpeana3sd MepKH IPU H3XBLPJLHE H padoTa

Hama criempaiiy H3NcKBasua.

7. TPUTEXXATEJ HA PASPEIUEHHMETO 3A YIIOTPEBA

TEVA Czech Industries s.r.o.
Ostravska 29, 747 70 Opava-Komérov
Yexus




8. PEIICTPAIIHOHEH HOMEP

- 9700448

9. JATA HA IBPBO PA3SPEIIABAHE/HNOJAHOBABAHE HA
YHOTPEBA

04.05.2004 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

Derpyapu 2010

PASPEHIEHHUETO 3A




