ry

JIncroBka: madopMannsd 32 DANHAEATA

HOJMKOJEPM TI11 23,12 mg/g + 0,58 mg/g cnpeii 3a koxa, cycrieHsus
TerpauMKIHHOR XAAPOXNOPH/ TPUAMUMHOIOHOB ALETOHHN

POLCODERM TC 23,12 mg/g + 0,58 mg/g cutaneous spray, suspension
Tetracycline hydrochloride/Triamcinolone acetonide

ITpouereTe BEEMATENIRO NSIATA THCTOBKA, NPEIH Aa JATIOUHETE 12 H3NOAIBATE TOEA JCKAPCTEO,
Thil KATO TH CLABPXKA BaxuAa 32 Bac undopmanus,
- 3anasere Ta3u THCTORKA. Moxke na ce HAJIOXKH 1a 3 NIPOYETETE OTHOBO.

- AKO HMaTe HAKAKBY JOITHIHHTEIHH BHIPOCH, TONUTaiTe Bamusg nekap WIH MERRUHHCKA CECTPa.
- Tosa siekapcTso e npennucano mraHo Ha Bac. He ro npeorcrrnpaiite Ha apyry xopa. To Maxe Aa
HM HaBpeJH, HE3ABUCHMO Ye IIPHIHALKTE Ha TAXHOTO 3abo/aBaHe ca ChINHTE KaTo Bamure.

- AKO moNy4KTe HAKAKBH HEYKENAHU JIEKaPCTBEH PeakuMy, yseomeTe Bamus nexap wnn
MeIuIMHCKA cecTpa. Tosa BIUTIOYBA M BCHYKE BE3MOXKHH HEXKe/TAHH Peakilii, HeOIHCaHH B Ta3H
JHcTOBKA. Bipkre Touxa 4.

Kaxpo ¢sabp:ka Ta30 JHCTOBKA

L3NLAKWTENHA ATEHUNSA NO JIEKAPCTBATA

Kakso npencrarnasa [NOJIKOJIEPM TI u 3a kakgo ce

1. - [lpuncoxerie 2
2. Kakso tpatpa 1a 3naere, npeau na usnonssare [TOJIK ﬂw 7 b0 2 6 &
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4. BE3MOKHW HeKelaHH peakiiin
5. Kaxk za cexpanasare [IOJIKOJIEPM TI] Paspeuwienue Ne B A (L0~ S, 55 £¢3
6. Crabpranue Ha OTIaKOBKATA ¥ JOITLIHHTENHA HHGOPMILHA 74, 08 204
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1. Kakeo npegcrapiansa IOJJKOJEPM TII 1 33 KaKBo ce H300.,13B8

TTOJIKOAEPM TI] e cripeii 3a ko3a, CyCHeH3HA, CHABPHA JBE AKTHBHH BEIlECTBA — TETpaUHKITHHE H
TPHAMIIKHOIIOH.

TeTpauHKmH e NINPOKOCIEKTEPEH AHTHOHOTHK.

Tpnamipionos e KOpTHKOCTEPOHA ¢ YMEpPEeHo MPOTHBOBBINATHTENHO, NPOTHROCHPGEKHO H CEHBAIIO
KPBBOHOCHHTE CHIAOBE ASHCTRHE.

HOJIKOJEPM TLY pB3aeiicTea Ha YyBCTBHTEHA Ha TETPAHICTHH 6aKTepyH BEB BL3ATHTENHA OTHALIA
MO KOXATa 1 HaMaIAB2 JIOKAIHH BE3NANCHH, 00neKyaBa 3auepBaBaHe H CHPOeK.

‘TepanerTraru noxazanms

JloxanHo neucHHe Ha BE3NAIMTENHH CLCTOSHMS HA KOXKATA, YCIIOXKHEHH OT HHGEKIuY IPHUMHEHH OT
YyBCTBHTE/THH HA TETPALMKIKH GakTepuM, IIpH ClITHHUTE YCAOBHA:

- afCPpriyHH CHCTOSHAR HA KOXaTa ¢ BTOpHUHa DakTepHantHa HideKuHs,

- H3TapsHUA H N3MPB3BaHHA OT ITHPBA CTETEH,

- paspanasade Ha noabenpuuara.

2. Kakso TpabBa na 3naere, npean Aa msnonssare IOJIKOIEPM TI

He m3nomBaiite IOJIKOAEPM TI
- 8KO CTe aICPTrUiHH KbM TETPaUHKIHH, TPHAMIHHOMOH WIH HAKOA OT OCTAHATHTE CHCTABK
nexaperso (H36pOeHH B TouKa 6),
- &Ko CTe pasBHIM:
* BHpYCHa, FEOHYHA HIH TyOepKY/Io3Ha KOXXHA MH(EKIHA,
aKHe WIH akHe posallea,
PaK Ha KOXKATA WIH TPEPAKORO CHCTOSHHE,
TIEPHOPANIEH AePMATHUT,
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- B 30HATA Ha aHyCA W MOJOBHUTE OPrady.

Hpeaynpexaensn H DpeanaInM MEPKH
Tosopere ¢ Bammsa nexap Wi MeanUWHCKa CecTpa, npeay aa wanomseare [TQOJIKOJEPM TII,

- JIekapCTRBOTO € mpemHa3HAYEHO CaMo 32 BBHIIHA ynotpeba BBPXy KOxara,

- Habarsalite KOHTaKT C NMUTABHIHTE.

- [TaseTe 04MTE OT KOHTAKT C IEKAPCTBOTO. B Cilyuait Ha KOHTAKT ¢ OYHTE W3MHIATE BHUMATENHO C BO/A.

- He sppuumaiite npbckanaTa cyGeranims.

- AKO ce MOSBH Apa3HEHE Ha KOXATA HAa MACTOTO Ha NMpUiarate Ha JeKapcTBoTO, yBeAoMere Baurna
nexap. Jlexapsr 1mie pelnH AanH JeKapcTBOTo Tpabea na 6nie cpaHo.

- IIpoam/kHTENHO M3MON3BAHE Ha JIEKAPCTBOTO BBPXY KOKATA MOXE Na JOBEME A0 JHAATallHA Ha
KPBBOHOCHHTE ChAOBE M aTpodHa Ha koxkara. JlekapcTroTo TpsGBa Aa ce mpmiara ¢ oco0eHO BHEMAaHHE
BBPXY KOXKATa Ha JIHLETO.

- He nocrapsiiTe npeBpr3ka Ha MACTOTO BBPXY KOXKATA, KBAETO € NPHITOKEHO JIEKAPCTBOTO H HE [0
H3N0M3BAlHTE NOA OKITY3HBHA NpeBpE3Ka. H3N013BaHeTo Ha OKITY3HBHA {XepMEeTHYHA) IPESBPH3Ka
yBenu4ara abcopGHpaHeTo Ha IeKapceTBOTO [IPes KOXKATa B KPBOOOPAINEHHETO, KOETO MOKE /4 IOBe/E
20 MpOABATA HA CHCTEMHH HEXesIaHH PEaKIHH Ha TETPAMKIHH H TPHAMIIMHOJMOH.

- TpraMupEOIOH MOXeE Jta ce abcopOupa Npes koXkaTa B KPHBTA H J]a UMa MMYHONIOTHCKaI edexT (1a
HaMaJIH HMYHHATA 3aU1HTa Ha opranu3ma}. [opaj Tasu npHYAHA 10 BpeMe Ha yriotpe6a Ha
NeKapcTBOTO TpAbBa 1a ce B3eMaT NpeNasHH MEPKH Cpelly BUPYCHH WH(eKuMH (Halp. BapHIena,
MOpPOWIH).

- JlekapcTroTo He TPAGBa ia ce M3MON3Ba 38 ABALT EPUOT OT BpeMe HIIH BLPXY rOEMH KOKHH
NOBBPXHOCTH. [la He ce Mpuiara BepXy paHH, THH KaTo TOBa MPIOKEHHE HOCH PHCK OT [IpOfABa Ha
CHCTEMHH HEXeNaHH PeakIMH Ha TETPAUMKITHH M TPHAMIMHONOH. TpHaMIMHOJIOH, CTepoUHaTA
CBCTAaBKA Ha JICKapPCTBOTO, MOJKE [ BI€3€ B KPhBOOGPaLIEHHETO H fa NPHYHHA CHCTEMHH peaknum,
BKJIKOYHTEJTHO NMOTHCKAHE HA XHTIOTANIAMO-XHITOH3HO-aJpeHANTHATA OC {Cpejl KOWTO CHMIITOMH HA
CurppoM sa Kymusr, rmoko3ypus, BUCOKO HHBO Ha KPBBHATA 3axap). [IpH nosea Ha CHMITTOMHTE Ha
HAKOA OT CHCTEMHHTE HEXKENAHH PeaKLMK Ha KOPTHKOCTEPOHAMTE BEOHAra yEefoMeTe Bamus siekap.
JlexapsaT we permu ganm nevenuero ¢ ITOJIKOJIEPM TI1 tpabea 1a 6blle npekpareHo.

- Ilo Bpeme Ha neveHneTo Aa ce H3GATBA CIIBHYEEA CBECTTHHA H H3KYCTBEHA YATPABHONETOBA PATHALIHA
(nanp. conapuym). ChIBpKaHHETO Ha TETPALMKIMH B JIEKapCTBOTO MOXE Ja MpeH3BHKA PA3BHTHETO
Ha KOXHH CHMITTOMH HA CBPBXYYBCTBHTENHOCT ((poToAepMarosa).

- [IpoxbikuTensaTa ynotpeba Ha IEKapcTBOTO MOMKE Jia IOBEAE IO Pa3sBHTHE HA rbOHYKH WiIH Ha
GaKTepHATHH MAMOBC PE3UCTEHTHH HA TETPALMKIHH, KAKTO H Ha CBPBXYYBCTBHTETHOCT KBM
TETPAIMIUIHH. B ciryqaii Ha passuTHe Ha MHbEKIMH DpHIMHEHH OT GaKTEPHH PE3UCTEHTHH KEM
TETPALWMIIIMH WK Ha MEOHYKH, € HEOOXOAMMO NTeKapAT Aa NpeAIHILe NOAXOAAMO AHTHOAKTEPHATHO
WIH AHTHMHKOTHYHO JIeYcHHe.

- Jla ce B3emMar crieLalTHH MEpKH TIPH H3MOM3BAHE HA TIPOAYKTA TIPH JeNa HaJl 3 FOIMHH, TOpaji PHCK OT
CHCTEMHH PEAKIHH OT TETPALHKIIHA MIH CTEPOHAHATA ChCTABKA HA POIYKTA - TPHAMUMHOIOH.
Ilopany no-BMCOKOTO CHOTHOLUEHHE HA NIOBBLPXHOCTTA HA TAIOTO CIPAMO TETIOTO MPH NELATA, NPH TAX
PHCKET OT CHCTEMHH peakITMH OT KOPTHKOCTEPOHIH, BKIIIOUHTEIHO HAPYILEHHE HAa XHITOTAIAaMO-
XHnohu3HO-aApeHATHATA o¢ (Hanp. CHHApoM Ha KyIHHT), ¢ No-BHCOK OTKONKOTO TIpH BB3pPAcTHUTES.
OceeH TORa, NPONKDKHTENHOTO H3TION3BaHE Ha KOPTHKOCTEPOUAH MOMKE A3 IIPUYHHH HAPYLIEHHE Ha
pacTexa W pa3BHTHETO Ha fieHara.

Apyra sexapersa 1 IOJNKOAEPM TIN
VBepomere Bamma iekap ako npremare, CKOpO CTe IpHEMaNnH HITH MOXKe A4 3a[0YHETE Ja [IpHeMare
JApYyTH N€KapcTBa.

He msnonsgaifre HHKaKBH APYTH JIOKAIHHA NPOLYKTH IIO BPEeME Ha JIEYSHHETO, Thi KATO TOBa MOXE Aa
TIOBJIHAC HA KOHLIEHTPALHATA HA aKTHBHHTE CBCTABKH HA MACTOTO Ha IPHIOKEHHE H MOXKe
B3aHMOMICHCTBHA KITH pa3ipasHEHHE Ha KOXKATa.

Bpemensoct, KbpMene H epTRAATET

Axko cTe OpeMeHHA WIH KBPMHTE, MHCIHTE Y¢ MOXKE Ja cTeé GpeMeHHA WIH IUIaH
NOCHBeTBaHTe ce ¢ Bawmus nexap npeau ynorpeGara Ha ToBa JIEKapCTBOTO.

Ha He ce npunara npn GpemMeHHN K JKeHH, KOHTO KbPMAT.
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Edexrn sbpxy cnocobrocTTa 32 modHEpane & padboTa ¢ MAIIBHE
Hima nanAy 3a BIAsHEe Ha TeKapCTBOTO BBPXY crnocobHoCTTa 3a modHpane H paboTa ¢ MaLIMEY.

3. Kax aa manomeare IIOJIKOIEPM TIY

BuRard u3nonsgaiiTe ToBa JEKapcTBO TOYHO KakTo BH € Kaszan Bamna sekap.
AKoO He CT¢ CHIYPHH KOHCYNTHpaiiTe ce ¢ Bammms nekap.

[MpenopsunTEnHa NOZHPOBKA

Bwapacmnu u deya nao 3 200unu

HanpsckaifTe 3acerHaTHTE JacTH Ha KOXKATa ChC CYCTIEH3HATA OT pascTosHue oT 15 1o 20cm3a 1 no 3
CEKYH/IH, KaTo TIPHALPAKATE ONIAKOBKATA BEPTHKAITHO, 4 IPBCKALATA JF03a coaH Harope. [Ipunarafire 2
A0 4 ITETH AHEBHO HA PABHH HHTEPBAJTH OT BpeMe.

Vnorpeba npu Aena 1o 3 roanus
Ja e ce ymoTpebaea npu aena fo 3 rogysm,

3abenexkka: Ilazere ouHTE OT KOHTAKT C JIEKAPCTBOTO, HE BAHILBAMTE.
He papmiBaiite npbhckaHaTa cy0CTaHLMA.
IMpenu ynotpe6a cunmHo paskiarere pnakoHa HAKONKO IIBTH.
Cnen Bcaka ynoTtpeba wsMuiite 100pe pBIieTe ¢ BOAA B CalTyH.

Axo no epeme ra ynompebama na nexapcmsomo npeyenume, ue Oelicmeuemo My € maspoe CUAHO Ul
mevpoe caabo, xoncyamupaiime ce ¢ Bauus sexap.

AKo cTe H3DOM3BANH NOBETe oT Heobxoanmara aoza [IOJIKOJAEPM TH

HznonzeaHo BBpXy rojleMH KOXKHH NOBBPXHOCTH, BEE BHCOKH JI03H, MO OKITy3HBHA NPEBPB3Ka WIIH BEPXY
HAapaHeHa KOXKa, NIEKApCTROTO MOXE 2 MPOHHKHE Tpes KOXKATA B KPBBOOOPAIICHHETO X Aa NPEIH3BHKA
CHCTeMHH PeaKlMH Ha TPHAMIUHHOMOH WIH TeTpattnistiH (Biox Touka 2. TlpeaynpexaeHus H NPeANasHH
MEpKH).

Axo npunoxcume no-6ucoxa 003d om RPenOPLYUMERHAMAQ, BeONA2A C€ KORCYImMUpPaUme ¢ exap.

Axo cTe nponycaann na msnomeare [HOJKOIEPM TII

AKo CTe MPOIyCHATIH a H3MIOJI3BATE NEKAPCTROTO B ONpeleNeHns, PUKCHpaH CPOK H IEPHOAET 10
CIEABAMIOTO IPHICKEHHE € A0CTaTHUHO ABJTBT, H3MON3BalTe IEKAPCTROTO BEAHATA HITH IIPOIBIDKETE 10
obuyaiinata cxema.

He npunazaiime deoiina 003a 3a 0a KoMheHCupame nponycHamama 003a.

4. Be3MoRAH HesKeIAHH PEAKIAH

KaTo BcyMKH nekapeTBa, TOBA JIEKAPCTBO MOXKE A NPEIH3BHKa HEXKeJIaHH peaKUMH, BLIPEKH Y€ HE BCEKH
FH NOJTy4aBa.

YecToTaTa Ha HeXKeNTAHHTE PEAKIMH Ha TO3M JIEKAPCTBEH NPOAYKT He € uzgecmua {OT HAIMIHHTE IAHHH He
Moxe Jia 6bae HanpaBeHa OLEHKA).

- TpHaMIIHHOMOH - CTEPOH/IHATA CHCTABKA HA MPOAYKTA, MOXKe Ja NPHUMHH JIOKANHY HEKEAaHH PEaKIHH




CHCTEMHH HEXeNaHH PeakiyH TUIMYKH 3a KopTuKkocTepoHanTe. OCBeH TOB& MOXe /ia ce TOABAT
HapyHieHHA Ha pacTeka W pa3sBUTHETO IiPH JeLa.

- X pOHHYHOTO NpHUJIATaHe Ha JIEKAPCTBOTO BEPXY KOKATA HA JHLETO MOXKe /1a TIpe/M3B1Ka aTpodus Ha
KOXATA M WIATAIHA HA KPEBOHOCHHTE CHAORE.

- CoABPXKAILHAT CE B JISKAPCTBOTO TETPALHIUTHH MOXKE A2 NPHYHHH JOXAIHO BE3IA/ICHAE Ha KOXKaTa,
ANCPrHYHN PEaKIMH, KOKHM PEAKI[HH HA CBPLXYYBCTBHTEIHOCT KBM CBETIHHA, PAa3BHUTHE Ha MHOHUKH
HJTH pe3HCTEHTHH GaKTepHAIHH IMaMOoBe.

Crobu(aBane Ha HEKETAHH PeaKIHH

AKO NOJTy9dTe HAKAKBY HEXENaHH JIEKaPCTBEHH peakiyy, yeeaomere Bamma nexap, papmauest win
MeJULMHCKA cecTpa. ToBa BKJIFOYBA BCHYKH BE3MOMKHH HEOTIHCAaHH B Ta3H NHCTOBKA HEXKC/IAHH peaKilHH.
Moxere chUIC Aa CHOOIINTE HEXENAHH peaKIHy JUPEKTHO Hpes:

M3nbaHUTENHA areHIHs [10 JIeKapeTBaTa

yi. . Jaman I'pyes” Ne §

1303 Codna

Ten.: +35 928903417

yeOcaiit: www.bda.bg

Karo cpo0iaBaTe HexKeNaHH peakiyH, MOXKETE Aa KaleTe CBOA MPEHOC 33 NOJMYy4aBaHE HA MOBEYC
HHdopMaLMa OTHOCHO Ge30MACHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak aa eoxpansgsare IIOJIKOJEPM TII
Jla ce cexpansBa noa 25°C.
Ja ce cpxpaHaBa Ha MACTO, HEIOCTBITHO 3a Aclia.

He w3noaspaiite T0Ba JiekapcTBO ciefl CPOKA Ha FOJHOCT, OTOE/IA3aH BLpXY KAPTOHEHATa OTIAKOBKA CJIe]
.1 0feH 0:“. CPpOKBT Ha FOAHOCT OTTOBAPA HA MOCTCAHUA ASH OT NOCOUYCHHA MECell.

¢ HMaxmouwTeTHO 3aNanAM aepo3o.
Cea o Handrane. Moxe 1a excIonHpa py HarpsBsaHe.
e Jla ce ma3H oT TOIUTHHA/ HArOPELICHH TOFEPXHOCTH/ HCKPH/ OTKPHT MJIAMBK M APYTH H3TOYHHLA Ha
sanansase. TioTioHOMymeHeTo 3a0paHeHO.
Jla He ce NpBCKa KM OTKPHT IVIAMBK HIH APYT H3TOYHHK Ha 3araliBaHe.
Csna nox Hansrane. a He ce mpoGnBa 1 H3Taps J0pH ceA ynoTpeba.
Ja ce razu oT npAKa CABHAEBA CBETIHHA. Ja He ce H3ara Ha TeMneparypH no-sucoxu ot 50°C/122°F.

He m3xenpdiiTe IeKapcTBATa B KAHAIW3ALMATA KIH B KOHTeHHepa 33 JOMAIIHK OTTIanslM. [lommTaiTe

Bamus ¢apMalieBT Kak a H3XBBPIIATE NeKapeTsaTa, KOHTO Beye He uinonssare. Te3d MEpKH e
CIIOMOTHAT 34 Ola3BaHe Ha OKOJIHATA cpefa.

6. ChrappAanHe HA ONAKOBKATA H JONLJIAHTEIRA HAGOpPMaANHT

Kaxso cpappxa IOJIKOIEPM TI
AKTHBHHTE BELIECTBA ¢a; TETPALMKIHHOR XHAPOXOIOPH H TPHAMLIHHONOHOR ALETOHUA.

1 g OT cycneH3MATA CBABPKA:
23,12 mg TerpaiMiIHHOB XUApoxonopus 4 0,58 mg TpHaMLIMHONOHOB aueTOHHA.

Jpyrure cheTaBkH ca: copbuTanos Tpuonear (Span 85), JeLHTHH, H30MPOIHIIOB
{cmec ot m3obyTan 72%, nmponian 24%, n-6yTau 4%).

Kaxk mrnexaa TIOJIKOJEPM TII v kaKkBo ChALPXKA ONAKOBKATA



Topa leKapCcTBO € crpeii 3a K0Xa, CYCTIEH3HA, KOATO Ce npuiiara BpXy KoxkKara.
CycneH3uaTa € XbJTa H XOMOIeHHa.

OnakoBxa
AnyMuHHeBa oTIAKOBKA N0/l HANATaHe, ¢hAbpXama 17,3 g CycrieH3nd, B KAPTOHEHA KyTHA.

IIpHTeXRATEN HA PA3PEIICHHETO 32 YIOTpeDa H IPOR3IBOAHTE]
Tarchomin Pharmaceutical Works “Polfa” S.A.

2, A. Fleminga Street

03-176 Warsaw

Monma

JlaTa Ba mocIeAHO IpepasraekIane Ha JucToBkara: 06/2021




