I B | Kpatka xapakrtepuctuka Ha npogykra (KXI)

1. Tbp2oecHO uMe Ha riekapcmeerusi npoaykm
Honosa TuHKTYpa 5 Ha cTo (Solutio iodi spirituosa 5 per cent).

2. Konnuyecmeer U KayecmeeH checmae

Ne mo| HapmeHOBaHHE HA CHCTABKUTE Cranpaprn Koanvecrro [Kommuecrso
pen /KauyecTeenn B % B mg/ml
noxazarenn/

AKTHBHA CHLCTABKA - - -
1 Iodine Ph. Eur. 5.0 50.0

3. JlekapcmeeHa hopma
HepmaneH pasTsop.
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4. Knunuvyxy GaHHu

4.1. Doxazanun

AHTHCENTHYHO CPencTBO 32 00padoTka Ha ONepaTHBHOTO II0JE, Ha KOXKATa OKOJIO
OTKPUTH paHu, IIPH eKCKOpHaruH (parafin) 1 emuaepmoduris.

4.2, lo3upoBKa M HA4YMH Ha ynoTpeda

1-2 mpTH AHEBHO. Hpnnara C€ BBLHIIHO HPE3 HaHaCAHe C IOMOINTE HA ITOAXOIAIN
TaMIIOH.

4.3. HpoTHBONOKA3AHHSA

o CBpBX4yBCTBHTEIHOCT KbM HOXK ¥ €TaHOMN, KAKTO U IPH UPUTATHBEH AEPMATUT H
H3TapsaHus.

4.4. CnenuajHu APOTHBONOKA3ARNSA H CHEHHATHH NPeAYNPEXACHNS 32 yNoTpeda

o la He Ce NpHIAra BBPKY JIMIaBULK ¥ OTKPHTH PaHM,
¢ Jla ce ChXpaHsBAa Ha MACTO, HEMOCTBIHO 34 eLia.

e T2 He ce IpHIara NPy OKJIy3UBHH MPEBPH3IKH.

e IIponykTHT CHABPIKa eTanon 48 % 06./06.

4.5, JekapcTBeHH ¥ APYIH B3AHMOJEHCTBHS
e Jla He ce U3MOA3Ba C €TEPHYHH Macla, AMOHAYHE Pa3TBOPH H XKHBA




4.6. BpeMenHoCT B KLPMeEHe
He ce mpenopbuBa H3n0JI3BaHE NIPH OPEMEHHOCT U KbPMEHE.

4.7. EdexTu Bbpxy cnocodHocTTa 32 miorupane 1 paGora ¢ Mamunn
He ca m3BecrHu.

4.8, Hexxenanu JIeKapcTBEHH Peakisy

Hpassemo nefcTsne; ypTHKAPHS, aHrHoeeMa; chpbesk; xemoprudeH 0OpuB, Tpecka,
apTpaNTist, NTHMGaReHOIATHSE, €03HHOMHITHS,

Bw3moxHa Ca peakiHH Ha CBPBbXUYBCTBUTENHOCT, IPOABIBALIY CE C JIOKAJHO KOXKHO
OpasHeHe.

4.9. IIpenoszupaxe
IMpeno3upaneTo BOAM OO WPUTATHBHI H KOPOIWBHH YBPEKAAHMA HA KOXKATA.

5. Qapmaxosioauynu GaHHu

3.1, dapmakoAHHAMMYHH CBOHCTBA

ATC xon: DOBA G.
IlpuTexxapa aHTHCENITHYHO HEHCTBHE KaTO OKCUIIAEA ¥ PA3pyIlaBa NaTOTEHHUTE
MHKPOOPTaHH3MH 1 TEXHUTE CHOPH.

5.2. ®apmaxoKHHETHIHH CB0CTBA

Abcopbupa ce nipes kokata. Enumusupa ce OBbP30 nopagi HUCKATa KOHUEHTPALMS 1
4pes u3napexue u cydnpmaius Onarojapesye Ha BUCOKHs CH apeH HATHCK.

5.3. lIpegkauHHYHN ZAHHH 32 0e30acHOCT
He e u3BeCTHO mpenaparsT Aa ChObpiKa TOKCHYHH B BPEIHH 34 3IPaBETO CHCTaBKH.




6. Papmayeemuyny GaHHU

6.1. Cnuchbk HA HOMOINHHTE BEIIECTBA N TEXHMTE KOJHYECTEA

Nt 1o pep HauneHoBaHIe Ha CHCTABKHTE Cranpapru Konnuecrro,
/KayecTBeHn %
noKaszarenu/

1 Kanues fomun (Potassium iodide) Ph. Eur, 2.0

2 Etanon 96 % 06./06. (Ethanol 96 per Ph. Eur. 392
cent vol./vol.)

3 [Ipeuncrena soxa {Purified water)’ Ph. Eur. 53.8

6.2. ®H3HKO-XUMHYIHE HECHBMECTHMOCTH

HonkT e creH OKHCIUTEIL. ﬂ:a HE CC M3TON3B4A C JXHBAYHH CRCAMHCHNA, CTCPHYHH
Macla | pasTBOPH Ha aMOHSK,

6.3. Cpox Ha ropHocT (B ONAKOBKa, Cliex NpHOABAHE HA PA3TBODUTEN W/ WK ClEN
IYbPBOHAYAIHO OTBAPSHE, aKO € HEOOXOHUMO)

Ha onaxoBkara:

Cpoxk Ha roguoct — 1 {(eaHa) romusa.

Crxpanenye: Crraacho Ph Eur - B OpHIrHHANHY OIAKOBKY B 3aKPHTH CKIAIOBH TTOMEHICHN,
Ha 3alIHTEHO OT CBETJIHHA MACTO, IPK TemiepaTypa rox 25°C.

Crnen mppBOTO OTBapsAHE HA ONIAKOBKATA!
Cpox Ha ropaocr - 4 (ueTupu) Mecena,
Crxpanenue: JJoGpe 3aTBOPeH, Ha CYX0 M THMHO MSICTO IIpM TeMreparypa nox 25°C.

6.4. CneHajany ycIoBMA Ha ChXPAHeHHE
Jla ce nazu ot meua!

6.5. lanHH 32 ONAKOBKATA
Crrspixanne Ba " Monoea TUHKTYpa 5 Ha cTo" B eaHa onakoBka — He mo-Manko oT
0.9kg /20 mi.

Hupeuyna onaxoexa: [lozu no 20 mi/0.9 kg oT npenapata ce MbAHAT B CTHKIEHN HIH
macTMacosu GyTmikd no @TC 01/2002 pecn. 02/2002, xOuTO Ce 3aTBAPAT ¢ AMTHKATOP-
xanxomep no OTC 06/2002 u nractMacosu kanauxy/ tanu no @TC 03/2002. Brpxy
OyTuiKaTa Ce rocTaBs XapTHEH Uy camo3anensaiy ce eTuker o @TC 07/2002 ¢ o3nauenus,
chriacHo u3ucksanusTa Ha Hapenba 7/22.06.00 va M3 (B 6poit 65/2000 ropuna).
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Bropunusa onakosKa

He ce npenprxna. SN



TpaucnopTHa onakoBKa: ITbPBHYHNTE ONAKOBKH CE MOCTABST ILTETHO B KaCa OT
TPHILIACTOB BBIHOCOpaseH kapToH o ®TC 05/2002 r.. Kacara ce obnensa cbe
camosanensama ce nenexka 1o BJIC 16030-84. Ha TachHara u mIKMpOKa CTpaHa Ha KacaTa ce
sanernBat erukerd 110 @TC 07/2002 r. ¢ osnavenus no Hapenda 7/22.06.2000 roxmna, KakTo

H TPaHCIOPTHO-MaHUITy ROy 3Hau| o BAC 16019-84.

6.6. Xipenopbku npu ynorpeda
Cornacuo T.4.

7. Mive u alpec Ha npumexkamerisi Ha paspewieHuemo 3a ynompeba
@ "XHMAKC ®APMA” EOOJI, Bexrapus, 1618 Codus, yn. “Topuna” 8A

Tenedon: 9554278; 8563143; dakc: 9554273

8. Peaucmpauyuonen Ne e Pezucmbpa no ui. 28 om 3/IAXV
20000002,

9. Jama na nbpeo paspewagare 3a ynompeba Ha neKapcmeeHust nPodyxm
01.2000 r.

70. Jama Ha (vacmuy4Ha) akmyanu3ayust Ha mexkcma
Hexemepu 2005 r.
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