Yxkazanns 3a ynorpeda Braunovidon Qintment 2006-06-20
brnrapms

NATJ

VKA3AHUS 3A VIIOTPEBA Sl EPEHOL

en ll.

Braunovidon Ointment
BbpaysoBuon mas
Iosumon Hox

100 g ma3 cpaBpxKa:

AxTusHa creraBka: 10 g nopugpon #ox (povidone iodine) cre ceabpixanye Ha 10% cBodoeH Hox.

Homommuu semmectsa: Maxporon 400, Maxporon 4000, Ilpeductena soga HaTpues xuaporen
KxapboHar.

Jexapcreena opMa B cbAbpPKAAHE
Mas, 20 g, 100 g, 250 g B ryOHIKH

Hpuresxarel Ha PA3PEIIATENHOTO 32 YNOTPeda H MPOH3BONHTEN

B. Braun Melsungen AG
Carl-Braun-Str. 1

34212 Melsungen
Germany

Terw: +49 (0)5661-71 0
®axc:  +49 (0)5661-71 45 67

®apMakoTepaieBTHYHA TPyHa:
AnTucenrrnn 1 Hesuadexranta, ATC-xon: DOSA G02

TepanepTuvaHA NOKA3AHUSA

Visrapsuis Ha KOXKATA CBC CYXa TOIUIHEA M FOPEIH TeIHOCTH, JISUeHHe Ha PaHH, JeKyOouTycH ¢
GaxTepuanuo pHEXTRpaHY YIALEPO3HU MpoMerH (JeKyOuTaIHH A3BH).

Tpynmo 3a3ApaBsBan KOKHA YBPEXKHARHS C BR3IANCHAC UM S3BCHH H3MEHEHHA.
oy Ko)xHE 00pHEH (IHOZEPMHASL).

Kosxaw 3a60gBanns NpeAu3BHKaHE OT GakTepi Wi THOFIKH, WK BTOPHYHE HE(EKITHE CHC
CBINHTE IATOreHHY OpraHu3MH.

Hporneonokazanus
YyBCTBUTENHOCT CIPAMO 10 UITH OCTAHAMTE ChCTARKH.

OcTpo U CKOPOIIHO 3a00i#Bake Ha IMETOBH(HATA KJI€33, BIUACIIO CE OT HO,I[
TlanyeHTH ¢ ryma uig ¢ GyHKNEoHaNEH aBTOHOMEH ageHoM (TIaBHO II&IIKCIfI}'IfI B Ha;upenﬂana
BBH3pacT). SO e -~

Ilpenu u ciney Tepanus ¢ pagHOAKTHBEH Hox (0 MBIHO 03,[[p3.BHBaI;IE) ',. D

pl-Braunovidpon oirt-BG-200606 NEW_CORRECTED_SUBMITFED 03,08.06- B. Braun Melsungen AG ~ e L. - kmplord




Yxazanust 32 ynoTpeda Braunovidon Ointment 2006-06-20
brarapns

CunppoM Ha XepreTH(OPMEH IePMATHT.
Hopoponern u 6ebeta Ha BB3pacT H0 6 Mecena.

Hpenynpe:xgausa npu ynorpeda

Hopamy oxucnuTenEys eheKT Ha MOBUI0H~H0J], B3MOKHO € HAKOU Nab0paTOpHA H3CIEABaHAS 2
ca ¢ (anBO-IONOKITENHY pe3ynTaTh (Harp. O-TONYHAUHOBA KHCeMHA WM TBASKOBa CMOJIa 32
OmpeessgHe Ha XeMOTTIOOHH HilA TIIOK03a).

Tlorunon-#oa Moxke 14 CHIDKH BHOCA Ha Hoa ga IATOBM{HATA JKIe3a. ToBa MoxKe Ja
KOMIPOMETHPA H3CIACABANNS Ha IIHTOBUHATA *xJle3a (CpBRTUrpadyst, onpeensHe Ha OeITHUHO
CBBp3aH HOH, M3CIeABaNMs ¢ PAFHOAKTHBEH HOJT) U 1T TO3U HAYMH 2 HallpaBy HEBB3MOXKHA
TEpamKITa ¢ paHoaKTuBeH Hoxn. B pamxute Ha | — 2 cemMmunu crnen negeHueTo ¢ bpayHOBHIOH Ma3
Tpg6Ba Ka ce Hampaey CHEHTHTpadus.

BzaumopeiicTBre ¢ ApYTH JIeKapCTBEHH IPOAYKTHA H ApYrM dopMM Ha B3apMoaeiicTBHe

VionsT pearnpa ¢ KEBAaYHHE CHeMHeRHs 00pasyBalike CHITHO Pa3mKHAT KHBAYeH HOmu,
[Mosupon-iton meiicTea mpy croiHocTy Ha pH mexny 2 u 7. TpabBa ja ce ogakea, 9¢ [IOBHACH-HOA
e pearrpa ¢ NPOTEHHH ¥ HAKOH JPYIH OpraHMYHH CHeAMEEeHAS, KOeTo HaMaisBa Herosara
e()EKXTUBHOCT.

Jla we ce KOMOMHMpa TOBUAOH-HOX ¢ eH3HMHH Npenapary 3a 00paboTka Ha paHm, ¢ TayPOIIKH,
HIIE C BOZOPOKEH HEPOKCH]L.

Beneowcra:
Tpsa0Ba xa ce BHEMaBa 0THOCHO XMMHYHH HECBBMECTHMOCTH C IPYTd BEIIECTRA.

Crennpainy ApexyRpeRIHIs

Ynompeba npu 6pestenHocm u kbpMeHe

Tps6GBa Aa ce BHuMAaBa OpH GPeMeHHM JXeHu Ho TpeTus Mecell. CHeN TpeTHs Mecell Ha
OpeMEHHOCTTA H B HEpHOJa Ha KbPMEHe O INeCTHA Mecel] Cllef PaXFaHeTo, TpsaOBa Na Ce NpeneH:
HOJI3aTa OT JCYECHHETO COPSIMO BE3MOKHOCTTA OT IOBNHABAHE BEPXY IMHTOBHIHATA XT3 Ha
IUIOZA KT Ha HOBOPOAEHOTO.

HMozapoBKa 0 Ma4YWH HA NPHI0AEHHE

BpaynoBUIOH Ma3 ce IIpHiiara BEpXY paHaTa HIKONKO IBTH JHEBHO CIIOpeX pasMepa Ha
HOBBEPXHOCTTA Hy)KAaelIa ce oT nevenue. Panara Tpsabpa fa 6b1€ HaIBIHO IOKPUTA.

B ciryuanTe Ha CIUTHO BB3WATEHM WM eKCYIHpaIly PaHH, II0AH0BsABaliTe Ma3Ta Ha Bcexu 4-6 gaca
3a IOCTHTAHE Ha OIITAMANIeH aRTHMHUKPOOCH edeKT.

Kyxunure oT abciiecH MOraT Ja ce TaMIIOHHPAT C IOMOINTa Ha bpayHOBHIOH Mas.

MazTa MOX€E Ja ce OCTABA BEPXY PAHHUTE 34 IO-FBIBI IIePHOJ OT BpeMe H TpAOBa Ja ¢e CMeHH,
KoraTo ce 00e3BeTH.

Ipunosxenueto Ha BpayBOBHEOH Ma3 TPAOBa Ja IPOALIKH JOKATO ChINECTBYBAT CHAMITOMY Ha
uHEKIHS WM Ha ONAacHOCT OT HA(EKIHs.

Benexncra:

NI
P61 rfo“zcasigd‘i\rgnme'ro Ha
S R

KagssasT oAt Ha Ma3Ta € IPUCHINA XapaKTepHCTHKA Ha upenagai{ai.,
cBOGOIEH HOK ¥ CISKOBATENHO ¢ HHANKATOp Ha eQeKTHBHOCTTS,: [;
i

Y
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Yxkazauud 3a ynorpeda Braunovidon Qintment 2006-06-20
Brarapus

Koraro xadspiaT OBIT Hamaliee, HeoOX0MIMO € IOXHOBABaHE Ha IPHI0KeHHETO. I10BEpXHOCTTA,
HY>KHaema ce OT Jieyerde TpaOBa ja Ob/ie HallbIHO TTOKPHTE, Thil KaTo aHTHMHKPOOHHEAT €PEKT Ha
BpayHOBHION Ma3 € H3KIIFOUHTEHO MECTEH.

Topagu dakTsT, 9€ NOBEAOH-HONBT € BOAOPA3TBOPHM, IIETHATA BEPXY TEKCTHIHH MATCPHH MOIaT
JIa Ce OTCTpPaHsT CHC CallyH M BOJA. Y IIOPHTHTE IIETHA JIECHO CE OTCTPAHsABAT ¢ HOMOIITA Ha
pasTBOPH Ha aMOHSK U THOCYIpaT.

Hexenann edexrn

AJepriynyTe PEaKiyy ca MHOFO PefKH, JOPH IPH NalHCHTH YyBCTBHTEIHYE Ha HOX.

Tipy mofaTIABY NAMEHTH B eAHHAYHE CIIydal MOTaT Jja ce HaOJIoJaBaT dyBCTBa Ha 60lKa, mapene
¥ 3aTOIUISHE.

Crep mo-FBITE Xepaois Ha IPAToKeRNe Wil Iy JedcHUe Ha U3rapsHisi ¢ TOJIEMH pasMepH ce
cH0bMmaBa 3a OTHENHY CllyJyad Ha CMYHIEHHS B CEpYMHHTE €IEKTPOINMTH H OCMONIAPUTETA,
MeTabonHTHA ary03a un 6E0pedHa HeJoCTaTBYHOCT.

Axo ce mprtara BpayRoBHIOH Ma3 B IPOABIDKEHHE Ha HO-EBIBT IEPHO, OT BPEME WM BBPXY HO-
TONEMH IOBBLPXHOCTH, 0COOEHO H3TapsHAS, MM ce IIPHiara IPH IallHeHTH ChC 3ab0/apate Ha
NMTORHAHATA JKII€34, I HOBOPONEHHU, IPeIOPHIUTENHO € HO BpeMe Ha JICUCHHETO Jia Ce IPOBEpH
(GYHKIINAT2 HA [MAETORKHATA XIIe3a Ha al[ieHTa.

Crenpansn IIpefnasHy MepKH NPH CHEXpaHeHue

Ja ce chxpansBa IIpA Temmeparypa mox 25 °C.

Cpox B2 rogaocr

,IEa HE CE F3N0JI3Ba CIe[ H3THYAHE Ha CPOKa Ha TOAHOCT, orbenazan BEPXY €THKETE.

Hata Aa nocjeHATa PeNaKIHA Ha TEKCTA
10mm 2006

BpaynoBujoH Ma3 B HPaKTHIHA Ty0u4Ka oT 20 g ¢ BaKoHeYHHK

Vineanes 3a npel3Ha MM IPONbIDKATENHA 06paboTka Ha paHH Iy CiTyYad Ha HapaHABaHKs,
W3TapAHAS K KOXHH 3200/ IBaHuA.

He 3amnpixa MAasHUEH, H3MEBA Ce.

b) a) py HeoOXOEEMOCT CKHCETE HAKOHETHHKA JI0
HCKAHIA THaMeThp

b) ynecHeHO IpHIIOXKEHHE Ha XKETaHOTO
KOJIMYECTBO OT Ma3Ta IIpe3 MallbK HIIH IO-TOJAM
oreop. Cnen ynorpeba 3aTBOPETE C BHHTOBATA
Kallayka.
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