KPATKA XAPAKTEPUCTHKA HA JIEKAPCTBEHMA ITPOAYKT
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1. AME HA JEKAPCTBEHHA IPOAYKT | Kpamxa xapaxkmepucmuxa Ha npogykma - [TounoxeHis 1

APTOCYJIPAH 20 mg/g kpem | Kbm Paz. Ne ... "g wi()gﬂ ................. e
ARGOSULFAN 20 mg/g cream | |

PaspetuaHue Ne .00 0 .

llllllllllllllllllllllllllllll

2. KOMMYECTBEH H KAYECTBEH CbCTAB |
OGoLPenUB N2 covvuerernscrsacsreserinees VT ——

1 g kpeM craepxka 20 mg cpebbpen cyngaruason.
3a TBJIHHA CNIMCHK HA MOMOIIHHUTE BELECTRA BXK. T. 0.1.

3. JEKAPCTBEHA ®OPMA
Kpem

4. KJIMHAYHA JAHHHA

4.1 TepaneBTHYHH NOKA3AHHS

o JleyeHyie Ha BCHYKH CTETICHH KOMHH M3rapaHua (BKJI. paaHalHOHHH)
o JleueHue Ha NeKyOUTANTHMA A3BH,

e JleueHne Ha XPOHUYHM YJILIEPAIHH HA NIOA0EPHLIATA.

4. 2 Jo3MpoBKa H HAYYHH HA NPHJIOKCHHE
Aprocyndan kpeM MOXKe Ja Ce U3TON3BA 110 OTKPHT METOI UM N0 OKITY3HBHA NPEeBPH3KA.

Hpu uszapanua

Cnel MOYHCTBAHE M XHPYPrd4vHA MOArOTOBKA Ha paHaTa, IPH Cra3BaHe M3WCKBAHHATA 32 CTCPHIIHOCT,
ce HaHacs cnoi ¢ nedenuHa 2-3 MM, KpemuT TpabBa Aa ce npHlara A0 BH3CTAHOBABAHE HA yBpPeACHUA
Y4acThK WIH JO TPAHCIUIAHTHPAHE Ha KOXa.

Ipu s836u om 3anexcasane u XpoHuuRY YAYepupayuu Ha noobedpuyama

TEHEK cIOH OT KpeMa ce HaHAcA BBPXY MaTONIOTHYHO H3MEHEHHTE obnact 2-3 meTe AHepHo. [lpw
NPHICKEHHE BBPXY HHPEKTHpaHH paHH € BB3MOXKHA NOsABA HAa eckyaar. B TakbpB ciyvaH, npeau
NMOBTOPHOTO HAHACAHE HAa Kpema, paHata TpaOea mga Obae mpomura ¢ 0,1% BoaeH pa3TBOop Ha
XJIOpXeKCHAXNH WK 3% BOHEH pa3TBOP HA OOpHA KHCENMHHA.

Xopa e nanpeonana ev3pacm
He e HeoGxoauMa npoMAHa Ha J03aTa.

Heya
JlekapcTBEHMAT MPOAYKT & HE C€ Npuiara Ha HEROHOCEHH, HOBOPOACHH H KbpMauyeTa NOI ABa
Mécella, Thif KaTo ChIIECTBYRA PHCK OT 3aCWIBaHE HA XKBJITEHHLATa HA HoBopoaeHoTo. [Ipy no-roneMn

AcHa HE © HeoOXoaMa [IpOMSAHA Ha JOZHPOBKATA.

Hayuenmu ¢ 6pbpeuna nedocmamoynocm
Ilopagy nuncara HA KIHHHYHY H3CAEABAHMA, MPWIOKEHHETO HA NEKapCTBEHHA NPOINYKT IpH
MALKEHTH ¢ ObOpedHa HEAOCTATHUHOCT TPAOBA Jia Ce M3BLPILIBA ¢ OCOGEHO BHUMAHUE. Heoﬁmnnm e
KOHTPOJA Ha cepyMHuTe HHUBa Ha Silver sulphathiazole npw nauMenTH
HEIOCTATBYHOCT.

Hayuenmu ¢ weprodpobna nedocmamoyHocm
Ilopaqy MicaTa Ha KAHHHYHHA H3CIICOBAHHA, DPMJIOKEHHETO Ha JIeKa
MALHCHTH ¢ YepHOApOoOHa HEZOCTATEUYHOCT TPAOBA Ja C€ M3BLPIIBA C ocoﬁmm



4. 3 IIpoTEBNOKA3aRAN
e CBpBXYYCTBUTEIHOCT KbM CY/¢aTHA30] H APYIH CyIHOHaAMHIH
e BpoaeHa HegOCTATHLYHOCT HA INMIOK030—6—(pocaTaexuaporenasa

o Jla He ce mpHUnara opH HEOOHOCEHH OebeTa, HOBOPOACHH H KBPMA4ETa Ha BL3PacT mojJ ABa
Mecela.

4.4 ConenmajHn npeaynpexaeHHd H NpeIna3zHu MEPKH BPH ynoTpeba

e BE3MOKHO € pa3BMTHETO Ha KPBCTOCAHU allepriui ¢ AepHBATH Ha cyadanuinypes, OeH30THA3HAH, P-
AMUHOCATHIIWIOBA KHucenHHa. Aprocyidan csabpxa methyl- u propylhydroxybenzoate, kouTo Morar
1a IpeIA3BHKAT AISPIHYHH PEaKUHH,

¢ Jla ce mpuiara ¢ BHHMAaHHE NPH NAaLHEHTH B IMOK HAH NPH TPYAHO KOHTAKTHH MAlMEHTH CBC
CEPHO3HH H3rapaHH.

e Huckara pasteopuMocT Ha Silver sulphathiazole nosponspa noaabp)KaHe Ha TMOCTOAHHA
KOHLEHTpaw|sa B paHata. C ornes MHHUMAaJIHATa pe3opOLus, T4 € Oe30nacHa 3a YOBSIIKHS OpPraHH3bM,
HO MpH NMPOAB/DKHTENHO MPHIAraHe ¢a BB3MOKHH HEXKEIAHM JIEKApCTBEHH peakiiH ( BXK. T.4.8. ).
[TpoAB/DKMTEHOCTTA Ha MMPHIArAaHETO HA NPOAYKTA 3aBHCH OT BHAA H roJIeMHHATA Ha YBpeXKAaHeTo, a
CHII0 U OT CHCTOAHHETO HA MALMCHTa H c¢ ompenenda Ot nekaps. Ilo BpemMe Ha NpOABLIDKHTENIHO
NpwIoXKeHHe , TpadBa xa ce HabirogasaT HMBATA HA CepyMHMA CyA(OHAMKJ, Hali-BeUe MPH MALHEHTH
¢ OB0peYHH HITH XEeNIATATHH HAPYyINEeHUs, IOpaau ONacHOCT OT KYMYJ/IHpaHeE,

4. 5 BzaumopeiicTBHSL ¢ APYrH JIeKAPCTBEHH NPOAYKTH H APYrH (JOpMH HA BIAHMOACHCTBHE
HepuBaTiTe Ha JoaKeBaTa KUCENHHA WK p-aMHHOOeH30eHaTa KMCEIHHa (HaIpuMep MPOKaHH ) MOrart
na otcnabsT antubakrepuantuus edekr Ha Silver sulphathiazole

4.6 bpeMeHHOCT B KbpMEHe

bpemernnocm

He ca npoBexxnaHH 3axpN00496HH H3CIEABAHNS PU XOpa.
He ce npenoppuBa ynorpeba no BpemMe Ha OpeMEHHOCT, OCBEH B CIIY4YaWTe, KOraro TepaneBTHYHATA

110J13a NpEBHUIABa PHCKA 34 I1044.

Kvpmerne
He ¢ u3BecTHO Aand Ipd JIOKAIHO [IPHN0KEHHE MPOAYKTHT IpeMHHABa B KbpMAaTa.

He ce npenoprusa Aa ce KbpMH MO BpeMe Ha ynoTpeba Ha AprocyidaH KpeM.

4.7 EdexTu BbpXxy cniocobBOCTTA 32 LIodRpane n padora ¢ MAIIHHHA
He yepexaa ICHXOMOTOPHHTE (DYHKLIMH, HAMA eheKT BRPXY criocobHOCTTa 3a HiodHpaHe W padoTa ¢
MAILHAHH.

4.8 HexxelIAEH JIEKAPCTBEHH PCAKIHH
e (OGuxHOBECHO AprocyidaH kpeM ¢e noHacq aodpe. B HAKoH ciiyda# ca Bb3MOXKHH CHMITTOMH
Ha JApa3HeHe, IPOABalH Ce KATO YCeLaHe 3a MapeHe Ha MACTOTO Ha NMPRIOKESHUCTO.,
¢ [lo BpeMe Ha IPOABJDKHTENHO H3TION3BAHE MOraT a Ce MOABAT XenaTaTH Wik Os6pedHH
PascTpoOHCTBA.
¢ B KpaWHO peaik¥ cliydyad MOXKe J1a ¢ CTHIHE 0 YBPEXKIaHe XeMONnoeTHYHATa CHCTEMA,
eKc(pOMUMATHBEH NEPMATHT WIH allepruvHi peaKLHH.

4.9 Ilpenosuapane
He ce Habmopasa nNpyH JOKaIHO NPHIIOKEHHE.




5. PAPMAKOJIOI'TYHHA CBOMCTBA
5.1. @®apmMakonHHAMHYHHE CBOHCTBA

(DapMakoTepaneBTHIHA IPYNA; XHMHOTEPATICBTHLIH 34 JTOKATHO NMPHIOKCHHE; cyahOHAMHIA
ATC xon: D 06 BA 02

o Siiver sulphathiazole ce momy4asa npu XUMHUHO B3aMOAEHCTBHE MeXAY CpeGBPEH HATPAT H
HAaTpHeB CysdaTHa3on. MexaHH3MBET Ha HEroBara aHTHOAKTEpHAJIHA AKTMBHOCT BK/MO4YBA
NOATHCKaHe Ha faxTepHanHHs pacTexX H nponHdepanHa Upe3 KOMMSTHTHBSH aHTArOHH3bM C
p-aMHHODEH30eHaTa KHCETHHA H [OATHCKAHe CHHTe3a Ha (QonuMeBa KHCENHHA, KOATO €
HEe3aMCHHMA 3a OaKTepHaIHKUA OMOCHHTE3 HA MyPHHOBH HYKJICOTH/IH.

* bnaromapeHde Ha OJOTOAMHAMHYHHTE CBOMCTRA Ha CpeOpoTo, HaKTepHLIMAHATA AKTUBHOCT Ha
Cy/(aTHa30/a ¢ 3HaUMUTENIHA NPH SAHOBPEMEHHO HAMAJIeHa aJlepreHHATa TaKkaBa.

® AprocyiadaH NpHTEKaBa IMMPOK CHEKTHP Ha AeiicTBHE cpely cMmeceHa GakTepHanHa ¢aopa
(kaxkro Gram (+), Taka u Gram (-) Gaxrepum, BnounTenHo Pseudomonas aeruginosa). Hma
JIEK aCTPUHICHTEH €EKT [IPH JIOKAITHO NMPHIOKEHHE,

e Tpsabea aa ce nogueprae, ue Silver sulphathiazole npuTeskaBa akTHBHOCT ¥ cpemry xeprec
CUMILTICKC BHPYC H BapHliejia- 30cTep BHpyc. AprocyindaH HamblHO HHAKTHBHpA H
3HaYMTENIR0 HAMAJIABA SKCTpale/ylapHaTa KOHTATHO3HOCT Ha XEPIICCHHTE BHPYCH.

o JlekapcTBeHHAT mnpoAayKT AprocyndaH, ocBeH aHTHOakTepHaleH edeKkT NpHTEXKasa W
YCHOKOABAIO ACHCTBHE KaTO €IHMHHHpa 0oJikaTa M YYBCTBOTO 3a TNapeHe B 30HATA HA
paHaTa, KOeTO 3HAYHTEIHO HAMAJABA CTENEeHTA Ha CTpeca ciel uirapaHe. Aprocyndan Kpem
e(peKTHBHO TpEAna3Ba H3rapAHHATA OT HH)eKUMH, Kato dopMHpa edekTHBEH GHITHD,
OCHTYpABA C NOAXOAALLO OBJIKHABAHE M YCKOPABA 3a3/IpaBIBaAHETO.,

* XHAPOPHIHMAT HOCHTEN HAa MPOMYKTA OCHTYpPABa MOIXOMMINO ORIAKHABAHE, ChIelicTBa 3a
03/paBjiBaHETO Ha paHaTa H HMa ycnokossawl edekT. JlokanHo mpuaoxeH, AprocyiadaH He
[IPHYHHABA [TOTBMHABAHE Ha KOXaTa Wil 6eab0T0.

5.2 PapMAKOKHHECTHIHH CBOHCTBA

Silver sulphathiazole ce xapakTepusmpa c¢ BHCOka CTaGWIHOCT H MO-HMCKA PA3TBOPHMOCT B
CPpaBHCHHE C JAPYTH CpeObpPHH ChEAHHEHMS Ha CyN(QOHAMHIH, KOSTO OCHTYpSBa OT €AHA CTpaHa
noaabpkaHe Ha HeoOxomuMaTa GakTepHIMAHA KOHUEHTpallHA HA AKTHBHATA CyOCTaHLMA B paHaTa, a
OT Apyra CTpaHa npeanasea ot abcopOHpaHe B CHCTEMHOTO KpeBOOOpAllleHHE, H MO TO3H HAYMH
OCHTypsBa n00pa TOJNEPAHTHOCT HA JIEKAPCTBEHHS MPOLYKT M JIHIICA HA TOKCHYHOCT. TOBa € OT
0cobeHO 3HaUCHUE NPH NPOABJLKUTEIHO JCYCHHUE,

He ce pasrpaxkaa oT cBeTIHHATA.

Cnen cucremHa abcopbuusd, ce alleTwinpa B YepHHs Apo0 U ce eIMMHHHpA ¢ YpHHATa 1104 (opMara
Ha HEaKTHBHH MeTaOONMTH H YacTHYHO B HempoMeHeHa ¢opma. AGcopOumusra Ha cpedbpHUSA
Cyn(aTva3ofl e YBE/IMYaBa C/ie] NpUIaraHe BbpXy 00IUHPHa HApaHEHA IIOBBPXHOCT.

5.3 IlpeaxiHEUYHE NaHHH 32 {e300acCHOCT
[lepopanso WM MOAKOKHO MPHIOKEHKE HA cy/IdaaUasHH Ha MHIIKM B f03a ot 1050 mg




6. PAPMAIEBTHYHUA JAHHH

6.1 CoBcbk Ha NOMOIGHETE BEIMECTBA

¢ Liquid paraffin 200 mg
¢+ Cetosearyl alcohol 84.125 mg
¢ White petrolatum 759 mg
¢ Sodium lauryl sulphate 10, mg
¢ Glycerol 53.3 mg
¢ Methyl hydroxybenzoate 0.66 mg
¢ Propyl hydroxybenzoate 033 mg
¢ Monobasic potassium phosphate 1.178 mg
¢ Dibasic sodium phosphate 13.052 mg
¢ Water for injection upto 1.0g

6.2 HecnLBMEeCTHMOCTH
He ce npenopb4Ba e AHOBPEMEHHO TIPHITOKEHHE C JAPYTH JEKAPCTBSHH IIPOAYKTH.

6.3 Cpok Ha rogHocT
IlBe rogHHH.
Cpox Ha rOqHOCT cnefl MEPRO OTBapAHe Ha Ty0aTa — MOXe Ja ¢e ChXpaHdBa He MoBeue oT 30 aHH,

IIpean npunaranerTo HA JEKApCTBEHHA NPOIYKT Aa ce NIPOBEePH CPOKLT HA FOAHOCT BBPXY
OnaKoBKaTa. [la He ce npraara cjieq HITHYAHE CPOKA HA FOQHOCT.

6.4 CnenHaanu yCJIOBHA 32 ChXpaHeHHe

Ha ce cvxpanaBa nog 25°C.
Ja He ce 3aMpasgBa.
Ha ce cpxpaHaBa Ha MACTO HEAOCTBITHO 3a A€lia.

6.5 1annn 3a oNaKOBKATA

Ty6unuka, 40 g, onakosaHa B TaMHHHpaHa KAPTOHEHA KYTHA ¢ BCHUKHM HEOOXOAUMH O3HAYCHHSA H
HH(pOPMAaIHOHHA THCTOBKA.

IlponuneHos koHrekiHep, 400 g.

6.6 Ilpenopnku npu ynorpeda
[Ipu BcHukM caydad Ha ynorpeba Ha AprocyndaH kpeM € 3agb/DKMTENHa MOpOBEpKa Ha
YYBCTBHTCJIHOCTTA KbM JICKAPCTBEHHU MPOAYKTH, 0COOEHO KBM CyI(OHAMHIH.,

7. IPHUTEXATEJI HA PA3ZPEIIEHHUETO 3A YIIOTPEBA
Pharmaswiss Ceska republika s.r.o.

Jankovcova 1569/2¢, 170 00 Praha 7

Yewmxa Penrybnnka

8. HOMEP(A) HA PASPEIIEHNETO 3A YIIOTPEBA

20020311




9. JATA HA IIHPBO PA3SPEINABAHE/AIONMHOBABAHE HA PA3SPEIIEHHUETQO 3A
YIIOTPEDBA

03.04.2002

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
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