| B | Kparka xapakrepucTuka Ha ripogykta (KXIT)

1. Thp208CKO UMe Ha rieKapcmeeHusi NPoayKkm

AntuMmuxo-Oera (Antimyco-beta).

2. KoriuyecrneeH u KavecmeeHd cbcmae

MAHACTEPCTEO HA 3QPABEONASBAHETO

{IpuAoieHHe KoM
paspewenite 3aynotpebaNe |~ L A,xﬁx,l 09, 0%

Mot 49. py-008 W

Ne o HanmenosaHue HA CHCTABKHTE Cranpgaprn KoanyecTso B %
pen /KauecTrenn
noxazarenn/
AKTHBHA CHCTABKA
1 Salicylic Acid Ph. Eur. 5.00
2 2-naphthol Ph. Helv. VIO 1.00

3. JlexapcmeeHa ¢hopma
HepmaneH pa3Teop.

4. Knunuvnu GaHHu

4.1. Hoxaszanus

CrubTCTBaIa Tepari npu JCHCHHUE Ha XepMaTOMHKO3H Ha FIIafKaTa Koxa 1

oKkocMeHara obnact Ha rnaBaTa, HHTEPAHrUTalHa H HHIrBHHAJIHA eIII/I)Z[epMO(bHTI/IS.

4.2, JTo3upoBKa H HAYHH HA YIIOTPeda

I'Ipnnara C€ BBHIIHQ, KaTO 3aCerHATOTO MACTO €€ HaMa3Ba €AHH- JIBA IBTH AHEBHO.

Ha ce ynoTpebasa cpenuo 10 mau (7-14 mum).

4.3. Iporusonoka3anus

CBpBXUYBCTBHTEIHOCT KbM HIKOS OT ChCTABKHTE Ha MPOXYKTA.
Ha He ce ynoTpebasa npy fena 10 6 roauHy, Npyu OPeMEHHOCT H KbPMEHE.

4.4, CriepMANHH NPOTHBONOKA3AHUS U CHIENHANHH NPeAYNPERACHAs 32 ynorpeda

Ha He Ce mpunara BbpXy FOJEMH Y4aCTbL Ha KOXATA, TMTABHIM i OTKPUTH pary!
Ifa He ce mpuiara NOK OKIY3HBHA HPEBPB3KA.

Jla ce masaT ouMTe OT NonagaHe Ha npoayxral
Jla ce npuiara ¢ 0co0eHo BHIMaHue Npu neual

IpenmaparsT fa ce npuiara ¢ 0codeHo BHUMaHMe TPH NAaUUeHTH ¢ HapyIueHus

nepudepHOTO kKpbhBoOOpameHne, KakTo ¥ npu nanuentu ¢ Diabetis melitus!
Jla He ce npuara npu 6onuu ¢ 6b0peuny 3a6onaBanus B cTagui Ha Ob

HEHOCTaTHUHOCT.
IlponyxTeT € 3ananum!
IlpenaparsT Coubspika eTanon (29 %).




4.5, JlekapcTBeHH H APYTH B3aHMOZEHCTBHA

T034 NPOAYKT HE Ce TIPUNAara CbBMECTHO ¢ eTePUYHH Macia, aMOHAYHH pasTBOPH U
’KUBa4YHH CheAHHEHHA.

TepanepTuuHUAT edeKT Ha CATMIIOBATA KHCENHHA Ce HaMaJlsiBa TiPH H3ION3BaHe Ha
anKaNHA NPOAYKTH (CaNyHH, IAMIIOAHH U APYri).

VYrorpebaTa Ha aJIKOXOJ MOJXe /13 TOTeHIpa HeXeNaH! JiekapCTBeHH Peakiiy OT
CTpaHa Ha LEHTPANHATA HePBHA CUCTEMA.

4.6. bpeMeHHOCT H KbpMeHe
Ha He ce n3non3Ba.

4.7. EdextTn 8ppxy cnoco0HOCTT2 32 modupaHe H padoTa ¢ MAIHEA
Ilpy BRHITHO NPHIIOKEHNE He Ca U3BECTHH.

4.8. Hexelann NexapcTBEHH PeAKIHH

B1amoskHO € fia ce HabnioxasaT pedKH CIIyYad Ha aNepriuyHy PeaKiHy. Be3MOXKHH Ca
CHy4ay Ha AEPMATHT, KOXKHH YILEPALUMH 1 ePO3HIHL.

4.9. Ilpexosnpane

Tloparyn HHCKaTa KOHIEHTPANKS HA aKTUBHATE ChCTaBKY, Obp3aTa UM cyOmuManmsa u
Pa3garaHeTo UM, IPeEO3HPAHETO He & OT ChIIECTBEHO 3HaYEHHE.

Ilpy ripusarase Ha nperapara BbpXy rojieMH NOBbPXHOCTH Ha TANOTO HIIH
IPOABKATERHO BPEME MOXE Ha HACTBIIT OCTPH HHTOKCHKALUM.

ITpu HenpaBHIIHO NPUICKEHHE (BLPXY IOJEeMH KOXKHH YYaCTbII HIH
MPONBIDKUTERHO BpeMe, 0co0eHO MpH Aela) Uiy HeCNa3BaHE HA IPOTUBONOKA3aHMATA
CBHINECTBYBA OFaCHOCT OT CANHIUIOBO oTpaBsine. CanunuioBara KHCENIHHA HMa UPUTATHBEH
ehekT BbPXY HUrapuETe M ankoxonononodex edext 8ppxy IHC — "camuunoso
DHAHCTBO", KOETO IPH MO-JIEKAUTE Cliyyau ce NPOSBABA KaTo LIyM B YIIMTE, CBETOBbPTEK,
rajiene, OBPBLIAHE, @ IIPH MO-TEXKUTE — ICHXOMOTOPHA BB30yHa, AeHHPUYM, 3aTPYAHEHO
nEnate, H3noTasaxe, denoapober oTox. Je3sHHTOKCHKHPAINH MEPONPHUATHS — AJIKANI3AINS,
MOSMAHE Ha TEYHOCTH, aKO AUype3ata e 3anaseHa, IIpy TeKKa HHTOKCHKALHSA —
XeMOAMaJIN3aTa € CPeNcTBO Ha 130op.

HuTokcukaiusaTa ¢ 2-HadTon MOXKe J1a C& M3Pasd B YCKOPeHa MO3bYHA
CUMIITOMATHKA, HO IOPaNK HUCKOTO MY ChABPKAHHE TaKMBa IPOABU Ca MaJKO BEPOSTHH.
HedporoxcuauusaT edexT Ha 2-HadToNna MOXKe Jia Ce NPOSABH C HAPACTBAHE CTEIIeHTa Ha
6nOpeuna HenOCTaTbYHOCT.

5. @apmakosio2uyHU GanHu

5.1. dapMaKoFHHAMHYHHA CBOHCTBA

ATC xon: DO1AE 20. .

dapmaxonunamuxa; OyHrucratuyeH ¥ QyHranmnes edekr crpamo AepMaTouTH OT
pasAdtieH BHA, )

5.2. ®apMaKoKHHETHIHH CBOHCTBA

CanmumnosaTa KUCeTHHa ce abcopOrpa JIeCHO 1pe3 KoxKaTa. 3a OCTaHAJIHT:
He e H3BECTHO A2 NEHETPHPAT rpe3 koxara. EXAMIHApAT ce upes cyOnumanus,
upe3 H3MMBAHE.

5.3. IpenxnuuyiHH JAHHHE 32 0e300aCHOCT
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6. Dapmayesmuynu GaHru

6.1. Crischbk Ha MOMOIIHNTE BEMIECTBA 4 TEXHHTE KOJINYECTBA

Ne po | HammeHoBanme HA CHLCTABKHTE Cranpaprn KomugecTso B
pen /KadecTeeHn APOLEHTH
noKazaresu/
1 Erauon 96 na cro (Ethanol 96 %) Ph. Eur. 29.0
2 T nunepus (Glycerol) Ph. Eur. 31.3
3 Ipeuucrena Bozna (Purified water) Ph. Eur. 2.4
4 AneroH (Acetone) Ph. Eur. 31.3

6.2. OU3HKO-XHMPYHH HECLBMECTHMOCTH
He ca usBecTHH.

6.3. Cpox Ha roAHOCT (B OIIAKOBKA, Clex NpHOaBsiHe Ha pa3TBOPHTEN H/HNH clel
IbPBOHAYAIHO OTBapsHe, aKo € HeoOX0omrMO) :

Ha onaxoBkara:

Cpox Ha roxuocT - 1 (enHa) romynsa. |

ChbxpaHeHue - B OPUTHHAIHY ONAKOBKY, Ha THMHO, B 3aKPUTH CIJIaJI0BH IOMEILeHH s [IPH
Temreparypa o 25°C.

Crnen mBpPBOTO OTBapsiHe Ha OIIAKOBKATA:

Cpox Ha rOOHOCT - 4 (4eTHpH) Mecela.

CobxpaHenuve - B OpHrHHAJIHY ONAKOBKY, KOOpe 3aTBOPEH, Ha TBMHO B 3aKPHTH CKIIAHOBH
HOMEIEeHus TP TemniepaTypa non 25°C.

6.4, CneumaJiiy ycjoBust Ha CbXpaHeHHe
Ja ce nasu ot neua!

6.5. lanHH 32 ONAKOBKATA

Cuapprkanue Ha " AHTHMUKO-0eTa" B €/Ha ONAKOBK2 — He Mo-Maiko ot 50 ml,
TIbpeuuna onaxoska: J03u no 50 ml oT nperniapaTa ce IBLAHAT B I12CTMACOBH OyTUIKH 110
®TC 02/2002, KOUTO Ce 3ATBAPSAT C IIIACTMAcoBH kanayku Ha BUHT no ®TC 03/2002. Brpxy
OyTHJKaTa ce NOCTABA XapTHUEH Wik camo3sasiensary ce eruker no @TC 07/2002 ¢ osnavenns,
chruaceo w3KckpanusTa Ha Hapenba 7/22.06.00 na M3 ([IB 6poii 65/2000 roxuna).
I’ pad)nqndTo ohopMIeEHE Ha €THKETA € YePHO, a LIBETOBOTO - PO30BO B 0aAN0.
BTopuira enaxkeska

He ce npexsuxna.
Tpaﬂcnofrma onaxkosxa: [ILPBUYHHTE ONAKOBKY Ce IMOCTABAT IUIBTHO B Kaca OT

TPUTNAcTOB BHIHOOOpaseH xapToH o ®TC 05/2002 r.. Kacara ce obnemnsa cbe

camosanensaia ce nenenxa mo BAC 16030-84. Ha 1sicHaTa ¥ IHPOKA CTPaHA H
3anensar ernxers no OTC 07/2002 r. ¢ o3nayesns no Hapenba 7/22.06.2000

1 TPaHCTIOPTHO-MaHuIyRanuosny 3Hanu no BJIC 16019-84.



6.6. Hlpenopuxu npu ynorpeda
CpriacHo T. 4.

7. Wime u adpec Ha npumexamensi Ha paspeweHUemo 3a ynompeba
@ "XIMAKC ©APMA” EQOJL, Bunrapus, 1618 Codmus, yn. “T'opura” 8A

Tenedoun: 9554278; 8563143; dakc: 9554278

8. Pezucmpauyuorer Ne e Pezucmbpa no un. 28 om 3ITAXN
20000012,

9. [lama Ha nbpeo paspewiagane 3a ynompeba Ha fiekapcmeeHusi nPodykm
01.2000 r.

10. Jama Ha (yacmuy4Ha) akmyanusayus Ha mekcma
Asrycr 2005 T.




