KPATKA XAPAKTEPHCTHKA HA IIPOXYKTA

1. HME HA JJEKAPCTBEHRA MPOAVKT

TIOJIKOAEPM TI] 23,12 mg/g + 0,58 mg/g cnpeii 3a koxa, cycneHsus
POLCODERM TC 23,12 mg/g + 0,58 mg/g cutaneous spray, suspension

2. KAYECTBEH H KO/IMMECTBEH CHCTAB

1 g cycniensua ceabpka 23,12 mg Terpannxnunos xunpoxnopun (fetracycline hydrochloride) n 0,58 mg
TPHAMIHHONCHOB AUETOHU (triamcinolone acetonide).

3a IBJTHHA CIIMCHK HA MOMOINHETE BEMECTRa BIDKTe Touka 6.1,

3. JIE CTBEHA ®OPMA : M3NLAHUTENHA ATEHLASA N0 NEKAPCTBATA
Kpamia Xapakmepucmuka Ha npogyxma - Npusomenus 1
Cnpeii 32 koxa, CycnieH3us Kem Pga. Ne ..... ﬂa 450’? 66
Komraxomoremma cycnewm, Lo Po Nl
Paspewenue Ne B, (HA((,H? 'J55¥83 .......
4. KinaEuunu JaHHM L Og06pBHUE Ns wuceeeeeesrcereerrreens A 2 A'DBZUZ 1

41 TepanesTuunn noxazanns

JlokanHo Nevenne Ha KOXKHH Bh3IIANCHH, YCIIOKHEHH OT MHGEKIMH NpeIM3BHKaHN oT OaKTepun
YyBCTBHTEIHH HA TETPALMK/IHHH, TIPH HAPYINEHHUS KaTo:

- aneprHYHO KOXKHO 3abondsaHe ¢ BTopHuHa GakTepuanHa uHbpekups,

- H3rapsaHUg M M3MPB3BAHKSA [THPBA CTENEH,

- A3BH NO KpakKara.

4.2 [o3EpoBKA H HAYHH HA NPHIGKEHHE

Buapacmuu u deya na ev3pacm HAO mpu 200uRY:
Hanpbckaitre sacerHaTTe 9acTH Ha KOXaTa ChC CYCIEH3HATA OT pa3cTosHne oT 15 1020 cm3a 1 oo 3
CeKYHJIH, KaTo NPHABLPIKATE ONMAKOBKATa BEPTHKAITHO, a PBCKAIaTa A103a coyn Harope. [Ipunaraiite 2
10 4 ITbTH JHEBHO HA PABHH HHTEPBAIH OT BpEMe.

Jabenexcxa:  Tasere ounre OT MpBCKaHaTa CYGCTAHIHA.
He saumBaiite npbckanaTa cybcTaHmms.
[Ipenu ynoTpeba CHITHO pasKiIaTeTe OMAKOBKATA HAKONIKO ITETH.
Crnen eaka ynorpeba n1o6pe W3MHiATe prLeTe ¢ BOga H callyH.

Heya na ev3pacm nod 3 20dunu
Ha He ce ynorpebasa.

4.3 Ilporasonokazanns

He npunaraitre npoaykra:

- TIpH CBPBXYYBCTBHTEIHOCT KbM TETPAIHKIHH, TPHAMIIMHONOH HJIH KBM HAKOE OT IIOM
BELIIECTBa, H30pOCHH B TOUKa 6.1,

- TpH BHPYCHH, rb0MYHH WK TYOEPKYO3HH HHOEKIMY Ha KOXKATA,

- aKHe ByprapHc WIH aKkHe posalles,

- TpH nepHOpaieH ACPMATHT,




- IPH paK Ha KOXKaTa H NpeapakoBH CECTOAHHA,
- B 4HANHATa N TCHATANHATA 30HA.

44 ChenpaaHH DpegynpexAcHHN H NpeANa3id MePKH NPRE ynoTpeba

TMpoaykTHT € MpeABHAEH CAMO 34 MPHJIOXKEHHE BBPXY Koxkara. Jla ce H30ATBA KOHTAKT C JIMTABHLATE.
TTasere ourTe OT IEKAPCTBOTO. AKO CTPYATA NONANHE B OKOTO, 0OMIHO H3IUTAKHETE ¢ BOMA.

He paumBaiiTe npbckaraTa cyGcTaHIs.

AKo ce nosBH Jpa3sHCHE HA KOXKATA Ha MACTOTO Ha NMPHICKCHKE HA NMPOAYKTa IPEKPaTeTS
ynorpebara.

[MpoxrmkuTenHa ynorpeba Ha NpOAYKTa BLPXY KojKaTa MOJKE Aa IOBEAE N0 Ba3OAWIATALIMA H KOXKHA
arpotus. Manonseaiite ¢ ocobeHO BHHMaHHE PHPXY KOXKATa Ha IHIETO.

He npepbp3BaiiTe KOXKHATa MOBBPXHOCT KBAETO € MPHIOKEH CIPENT K HE NMPHIAraiTe npoAyKTa noa
OKJTY3MBHH NIpeBpB3KH. H3tonspanero HA OKITy3UBHA NPEBPLIKa YBEHYABE MPOHHKBAHETO HA
IPOAYKTa Ipe3 KOXKAaTa B KPLETA, B PE3YITAT HA KOETO MOXKE 1a CC NPOABAT CHCTCMHH HEXCIaHH
pEaKIHH Ha TeTPALMITHH WK TPHAMIMHOMOH, XapaKTepHH 3a KOPTHKOCTEPOHIHTE.

TpHaMiMHONCH Moke jJa 6bae aGcopOupan npe3 KoxaTa B KPbBTa, KBACTO /1a NPEIH3BHKA
HMYHOTIOATHCKaUM edexrH. [Topanu ToBa no BpeMe Ha H3NOM3BAHETO HA NPOAYKTa, NAUHEHTHT
TpsbBa 2 B3eMe MEpKH aa He Oblie 3apaseH ¢ BHPyCHO 3afoniBane (Hamp. BapHIena, MOpOIITH).
ITposyxTeT He TPAGBA Aa ce H3ION3BA 32 NMPOXE/DKATENCH NEPHO BPXY FOJIEMH KOXHH
HIOBBPXHOCTH WiIH BEPXY PaHH, MOPajii PUCK OT CHCTEMHH HEXE/aHH PeakIMy Ha TeTpalHKIHH B/ WITH
KOPTHKOCTEpOHIa. CTepoMIHaTa CHCTABKA HA IPOJYKTA, TPHAMUMHOJIOH, MOXKe Aa ce aGcopbupa B
KPBBTA H 1a NPeH3BHKA CHCTEMHH PEaKLWH, EKIIOUBALIH [EOTHCKAHE HA XHTIOTATIaMO-XHII0(H3HO-
afpeHarHara o¢ (MpeAU3BHKBaiika HanpeMep CHHAPoM Ha KyIIMHT, MIIOKO3YPHS M XHIIEPTIHKEMESA).
AKO ce MPOABAT CHCTEMHH HeXXeNaHH peakLHH OT KOPTHKOCTEPORANTE, ynoTpebara Ha NpoayKTa
TpabBa fa 6B/1€ NpeKpaTeHa H KOPTH3ONOBHTE HUBa B YpHHaTa Aa OBJaT CleAcHH.

HanaraHeto Ha CTBHIE WIH HA H3KYCTBEHA YJITPABHOJIETOBA PajiHalg (Harp. conaprymu) Tpabsa 1a
ce m304ATBa Mo BpeMe Ha JiedeHHeTo. BraMoxkHO € Aa ce pa3ede (OTOAEpPMATO3a NOPaIH
ChABPXKAHUETO HA TETPAUMKIHH.

IpopsiokuTenHaTa ynorpeba MoxXe a MPHYHHKM pa3BUTHE Ha GakrepHaTHH MAMOBE PE3HCTEHTHH HA
TETPaLMIIIHH HIIH IEOHYKY, KAKTO H aNeprUa KbM TETPALHKIKH.

B ciryqan Ha HHOEKIHH, NPUMMHEHH OT 6aKTepHH, Pe3HCTEHTHH KbM TETPAUHKIIHH HIH OT I'OHUKH,
Jia ce TIpHITara MoXOANI0 AHTHOAKTEPHAIHO IIH IPOTHROIEOHYHO JIeYEHHE.

00BpHeTe crielanHo BHUMAHNAE NPH M3TIOI3BAaHEe Ha MPOAYKTA NPH AClla Ha BB3pacT Haa 3 FOJHHH,
NopaJy PHCK OT CHCTEMHH peaKkiiMy Ha TeTpalMkIHH WIH CTepOHIHATA ChCTABKA HA NPOIYKTa —
TpHamMiHoNoH. ITopaay no-BHCOKOTO CHOTHOIEHHE HA MOBBPXHOCTTA HA TAJIOTO CIPAMO TETJIOTO
NP Jie1ia, TIPH TAX PHCKBT OT CHCTEMHH PEaKIMH OT KOPTHKOCTEPOHIH, BIIKUMHTEHO YBPEKAAHE HA
XHIMOTAIAMO-XHNo(H3HO-axpeHanHaTa oc (Hanp. CuHapoM Ha KyusHr), € no-BHCOK OTKOJKOTO TPH
Bb3pacTHH, OCBEH TOBa, NPOIL/DKMTENHOTO H3N0A3BaHe Ha KOPTHKOCTEPOHIH MOXE A4 IIPHYHHH
HAPYINEHHE HA PACTEKa H PA3BUTHETO HA JIENaTa.

4.5 BsarmojelicTBHe ¢ IPYTH JeKApCTBEHH NPOAYKTH H IPYrH GopMH Ha B3aAMOACHCTBHE

He n3nom3paiiTe RUKAKBH APYTH JOKATHA NPOTYKTH 110 BPEME Ha JIEUEHHETO, THH KATO TOBA MOXKE Aa
MOBJIHAE HA KOHLCHTPAIMATA HA aKTHBHHUTE CHCTABKM HA MACTOTO Ha NIPHIGKEHHE H MOMKE Ja A0BeJIe A0
B3aMMO/ICHCTBHA MITH pa3ApasHeHHe Ha KOXKaTa.

4.6 ®epraaETeT, OPEMEHHOCT B KbPMEHE

Jla Be ce u3nonssa no BpeMe Ha 6peMEHHOCT H KEPMEHE.

47 EdexTa Bppxy cnocobHocTTA 32 WodHpaHe H paboTa ¢ MAIINHA

Hama faHHH 3a BIMsAHEE Ha NEKAPCTEOTO BHPXY criocobHOCTTA 3a wodupaHe H pab




4.8 HexeJIAHR JIEKAPCTECHA PEaKIHR

YecToTaTa Ha HEKeJIaHHTE PEAKLMH HA TOZH JIEK2PCTBEH NMPOAYKT He € H3BecTHA (0T HAMHYHMTE NAHHH He
Moxe na 6bA¢ HaNpaBeHa ONeHKa).

Hudexnmm 1 nndectanmy

C neuseecmna wecmoma: BTOPHYHH KOXHH HH(EKLHH, CBPBXPACTEXK Ha rbGHYKY HIM PE3HCTEHTHH
OaxTeppanin mwamose.

Hapymenns Ha aTa CHCTeMa
C neuzsecmna yecmoma: anepravdHH Peakiyum.

HapynieHys Ha KOKATA M NOJIKOXKHATA ThKaH
C neusgecmna vecmoma: napese, chpOek, BE3NAICHHS HA MACTOTC Ha NPHIOKEHHE, TIPEKAIeHa CyXoTa,

ATPOOHIHM AECIWM HA KOKATA, KOHTAKTEH ACPMATHT, NIEPHOPAJICH ASPMATHT, MALICPALMS HA KOXKATA,
akreopmenn obpOBH, CTPHH, MHNHAPHS, OOPHB, XHITEPTPHXO3a, XHIIONUTMEHTAHS, LUPEH,
poTogepMaroza.

Tpw npoawKHTENHE YNOTpeGa BBPXY KOXKATA HA JTHISTO NPOAYKTHT MOXKE 1A NPeM3BHKA aTpodus Ha
KOKATA H Ba3OAHIATALIA.

O6u papymierys 1 eeKTH HA MACTOTO Ha IPHIOKEHNE

C neuseecmna yecmoma. NPH TIPOXB/DKUTENTHO H3ION3BaHE HA TIPOAYKTA H/WIH H3IION3BAHETO MY BBpXY
TOJIEMH [OBBPXHOCTH OT KOXATA, TPHAMIMHONOH MOXe Aa ce abcopOupa B KpBBTa H A3 NPHYHHN
CHCTEMHM HEXENAHHM Peakiliy, THIIHYHH 3a KopTHKocTepormure. OCBEH ToBa MOXe Ja ce HabmonaBa
HapyTIeHHe Ha PacTeXka H PA3BHTHETO IPH ACIIA.

Crobmapane Ha NOJ03HPAHN HEKEIARH PCAKIAR

CrobinasaneTo Ha MOJOIMPAHU HEKENAHA PEAKIMM CIIE] pajpeinaBane 3a yNoTpeda Ha NeKapCTBeHHs
IPOAYKT € BaXHo. ToBa 1103e0MABa 1a NPONEIDKH HaG/MIONEHHETO HA CHOTHOMIEHHETO MOI3a/PHCK 33
NIeKapCTBEHHS TIPOAYKT. OT MEIULIMHCKHTE CIICHHAMHCTH ¢€ H3HCKBA 1A ¢hOCIIABAT BCAKA TOJO3HUpPAHA
HEKENNAHA PEaKUHS IPes:

VnenHmTesHA AreHITHA 110 JICKApCTBATA

yiL ,Jlamsa Tpyes” Ne 8

1303 Codun

Ten.:+359 2 8903417

yeOcaifr: www.bda.bg

4.9 Ilpepo3upane

AKO MPOAYKTET ¢€ NpHIara BhPXY roJeMH HOBBPXHOCTH Ha KOXKATA, B FOIEMH JO3H, N0 OKITy3HBHA
NPEBPH3IKA WIH BBEPXY HapaHeHa kOxka, Toi MoxXe Nia ce aGcopOHpa B KpBBTA M Aa PHIHHH CHCTEMHH
PeaKiHH Ha KOPTHKOCTEPOHAZ WIH TETPALMKIHH (BIOK TouKa 4.4). B ciryqall Ha XpOHHYHG OTpaBsHe ¢
KOPTHKOCTEPOH/L CE IIPENIOPLYBA IIOCTENCHHO CIIHpaHe Ha MpHIarageTo Ha crped.

5. ©®APMAKOJIOIAYHH CBOMCTBA

5.1 PapmMakoIHHAMHYIHE CROficTRA

(PapmakoTepaneBTHUHA Ipyna: KOPTHKOCTEPOHAH, YMEPEHO CHIIHH, KOMOHHAITIH ¢ aHTHOKgS
ATC xox: DOTCBO1

NOJIKOJEPM TII e koMGHANpaH NekapcTBeH NPOAYKT ChABPKALN ABE AKTHEHH BEIIE

H
TETPALUMKIKH ¥ TPHAMITIHOINOH. !
TeTPANHKIHHA € aHTHOHOTHK ¢ IHPOK CHIEKTED Ha AHTHGAKTEPUANHA AKTEBHOCT.



TpuaMnRHOIOH € KOPTHKOCTEPOH ¢ YMEPEHO IPOTHBOBB3NANKHTENHO, IPOTHBOCHPOEKHO U
Ba30KOHCTPHKTHBHO felicTBre.

NOJIKOAEPM TII e edexrnBen cpemmy HyBCTBHTENHY Ha TETPAUMKIHH GAKTEpHH, HAMHDAIIH CE BLB
BE3NaleHH 00/IACTH Ha KOJKATA ¥ OTPAaHHYABA JIOKATHHTE BB3MANHTEIHH IPOLIECH, HAMANABAiiKy
3a4YepBABAHETO H ChpOexa.

5.2 (PapMakoKHHETHYHH CBOHCTBA

Terpaunsiag, NPUIOKEH BEPXY 3APABA KOXKa, AeCTEa IOKAIHO H HA TIPAKTHKA He ce abcopbupa B
KPBBT4. AKO NPOAYKTHT CE H3TI0N3BA BLPXY HAPAHEHA KITH ¢ TIOBPECHA IAIOCT KOXKA, TETPAMKIHH
TIPOHHKEBa B KPBBTA H MOMKE [Ia MPEeM3BHKA HE)KeJIaHH CHCTEMHM PEakIIHH.

TpramMuEBONOR, H3NOI3BAH JIOKANHO, 0CO6EHO BEPXY TOIEMH KOAKHH OBBPXHOCTH, MOKE J1a 6B/1e
abcopGupaH B KpBTa. BhananeHue WM Apyri koxkHH 3a60/ISBaHAS yeKOpABaT abcopBIHaTa Ha
npofykra. Manonssaneto Ha OKNy3MBHA NPEBPH3KA 3HAYHTENHO YBENUUara aGcopOumaTa Ha
TPHAMIMHOJIOH Tipe3 KoxkaTa. Cnesl IPOHHKBaKe B KPBETA, TPHAMIHHOMOH ce pasrpax/a B UepHus apob
H ce oTAend npe3 OsOperpre.

53 IlpexknEHAYHHE AAHHEH 33 Ge30macHOCT

Hama xnMHAYHA KOKIaJH 338 TOKCHIHOCT Ha npoxykra. Hacieapanus BEPXy JKHBOTHH HE [IOKA3BAT
HUKAXBH MYTAllHH, [IPH CHCTEMHO TIPHIATaHe Ha KOPTHKOCTEPOHRM BEPXY KOXKAaTa.

6. GAPMAIIEBTHYHH JAHHHA

6.1 CoECBK HA IOMOIHETE BelIeCTBA

Copburanos TpHonear (Span 85)

JleuyTHR

Hzonpominos MupHcTaT

Iponenent (cMec ot uzobytan 72%, nponan 24%, n-GytaH 4%).

6.2 HecneMecTHMOCTH

Henpanoxaimo.

6.3 Cpox na rognocr

2 rogHA

6.4 CoenmanHm yCIOBHA HA ChXpAHERHE
Ja ce cbxpansBa mog 25°C.

HzkmounTenno 3anamm aepo3or.

Cna noa Hamarane, Moxe fa €KCIUI0AMpA MPH HarpSBaHe.
Ha ce masu OT TONIMHA/ HATOPSIICHH NOBEPXHOCTH/HCKPA/ OTKPHT IUIAMBK M IPYTH H3TOUHHIH Ha
sanansane. TioTionomymenero 3abpaxeHo.

Ja He ce MpBcka KbM OTKPHT IUIAMBK WIH APYT H3TOYHHK Ha 3allanBaHe.

Cea non paysrane. Jla ne ce npo6Hea 1 u3raps 1opH cnen ynorpeta.

Jla ce a3 OT pAKa cABHYEBA CBeTIHHA. Jla He Ce H3/iara Ha TeMITEPATYPH TI0-BHCO.




6.5 Bua B cRALPKRAHAE HA ONAKOBKATA

AJTyMHHHeBa OTIaKOBKA I10]] HaJIAraHe, 3aTBOpeHa ¢ BEHTHII ¢ NOHNPONWICHOBA Kanavka, ChIbpaali
17,3 g cycnieHsus, B KapTOHEHA KyTHA.

6.6 CoenuaJHH NpeANAIHE MEPKH HPH H3XBLPJIAHE H paboTa

He3nompaHKAT ekapcTBeH NPOAYKT HIH OTHATBYHATE MATCPHATH OT Hero TpsbEBa 1a ce H3XBBPIAT B
CBOTBETCTBHE C MECTHHTE H3HCKBaHHA.

7. IIPHTEXATEJ HA PASPEINNEHHETO 3A YIIOTPEBA

Tarchomin Pharmaceutical Works “Polfa” S.A.
2, A. Fleminga Street

03-176 Warsaw

Tlomma

8. HOMEP(A) HA PASPEIIIEHHUETO 3A YHOTPEBA

Peructpaimonen Homep: 20160266

9, JATA HA ITEPBO PASPEITABAHE/AIO THOBABAHE HA PASPEINIEHUETO 3A
YHOOTPEBA

Jlata Ha mepBo paspemasane: 29.08.2016 r.
Jarta Ha nocnegHO NOJHOBABAHE:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

06/2021




