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1. AME HA JIEKAPCTBEHUS HPOJXYKT

3unepur 40 mg/ml + 12 mg/ml npax w pa3TBOpUTEN 3a pa3TBOP 32 KOXKA
Zineryt 40 mg/ml + 12 mg/ml powder and solvent for cutaneous solution

2. KAYECTBEH H KOJIMYECTBEH CHhCTAB

Zineryt ceabpxa 4G mg / ml epurpoMurmH (erythromycin) u 12 mg/m! MAHKOB
aneTaT IUXKAPAT (zinc acetate dihydrate).

3. JEKAPCTBEHA ®OPMA

Tlpax u pazTROpHTEN 3a pa3TBOp 3a Koxa. [Ipax BEB OyTHIKa H Pa3TBOPUTE] BHB
OyTunka 3a cMecBaHe Npeau yrotpeda.

4. KIMHAYHR JAHHHA
4.1 TepaneBTHUHN MOKA3ZAHASA

VYMepeHo 1o TexkH GOopMH Ha aKHe, 32 KOMTO JIOKATHOTO JedeHHe 563 aHTHOHOTHLH
He JOBEXIA WIH JOBEK/A N0 He3HAUYKTENHH PE3YNTaTH WM HE CE HOHacH.

4.2 103ApoBKAa H HAMHE HA NPAJI0KEHHE

EOEHIQOBK&

Zineryt TpaGpa na ce npHiara jBa IWETH JHEBHO BBPXY 3acerHarata Koxa,
00HKHOBEHO B mpoAbKeHHe Ha 10-12 ceqmuii. 3HauuTeneH neveben eekT ce
MoIy4YaBa Npe3 IspeuTe 12 cenMuULm.

B cnyuai ye HaMa nogobpeHle WIK TO € HEAOCTATEYHO, WIH AOPH CBCTOAHHETO CE €
BJIOLIHIIO CIICA TO3H CPOK, MALHCHTET TpabBa a ce KOHCYNTHPA C IeKyBallHi ¢H
JIeKap M Ja ce pazTiefia BepoaTHOCTTa oT OakTepHallHa pe3UcTEHTHOCT. B caydail Ha
ycTaHoBeHa DaKTepHanHa pe3UCTCHTHOCT U3MNON3BaHETO Ha TIPOJAYyKTa TpAORa Aa ce
MPEYCTaHOBH 3a CPOK OT Ba MECEIa.

Haumn Ha npHioxkeHHe

Zineryt Tpa0GBa ia ce mpunara ¢cBoSOAHO BEPXY K0XKAaTa Ha LANOTO JTMIE HIH BBPXY
OPYTH 3acerHaTH YacTH (He caMo BbpXY Ne3usTa), AOKATO ce MOKpHeE 1ana obnact
(Bcexu neT ca Heobxomumu okono 0,5 ml oT mponykTa).

Zineryt ce npanara, kato SyTHIkara ce 00BpHE HAZIONY H KpasT Ha alIMKaTopa couu
KOXKaTa, a alUTHKAaTOPET ce TPHE B KOXaTa, OKATO NeKo ce HaTUCKA. CrenenTa Ha

Ha alllIdKaTopa BLPXY KoXKaTa.

4.3 llpornBonokazanus



Zineryt e IpOoTHBOIIOKA3aH TIPH MAIMCHTH CBPBLXTYBCTBHTEIHH KEM EpHTPOMHIHH
WM KbM APYTd aHTHOMOTHLM OT MaKpoNHMAHATa rpyna, KbM 1HHK, AMH30TPONHIOB
cefbaKaT HIIH eTaHoIL

4.4 CuennaiHu npeayupexIcHEs W NPeANasHH MEPKH MpH ynoTpe6a

Zineryt e nipefiHasHatueH caMo 3a JIOKAHO TPETHPaHE Ha KoXaTta M He TpsabBa 1a
MoNaAa B KOHTAKT ¢ OYHTE MIIH IMTaBHIlaTa Ha HOCa H yCTaTa.

Kakro 1 Iipu Apyris MaKponHIH, ce cboDIaEa 3a pelKH CEPHO3HH ANeprudHH
PEaKIWH, BKIFOYBAIM OCTPA reHepaH3HpaHa ex3aHTeMaTo3Ha mycrtynosa (AGEP).
AKO BB3HHWKHE alleprHiHa peakiHs, IEKapcTROTO TpAOBa Aa 6bAe CIPAHO B Jia ce
3aMovHe Noaxodma Tepamua. Jlekapute Tpabra fa 3HaAT, Ye € BEIMOXHA NIOBTOpHA
MOsBa Ha aJIEPTUYHUTE CHMTOMU TIpH CTIHpaHE Ha CMMITOMATHYHATA TCpAaIlHi.
Mo3xe Aa ce monyTH KphCTOCaHa PE3UCTEHTHOCT C APYIY aHTHOHOTHIH OT rpynara
Ha MaKpOMHMIATE ¥ ¢ JIHHKOMHIWH B KIHHIAaMUIHHA. Mexay MakponHIHTe MOXe Aa
BBE3HMKEE KPBCTOCAHA CBPBXYYBCTBHTCTHOCT.

4.5 BaauMoeliCTBHA ¢ APYTH JIeKapCTBEHH IPOAYKTH H APYTH GopMH HA
BlaHMoaeiicTBHE

He ca u3BecTHY Aocera.
4.6 bpeMeRHOCT H KbpMeHe

OnUTHT NpH X0pa ¢ EPUTPOMHLIMH MEPOPATHO NMPEANoara, Y¢ EpHTPOMHMLIHHE MOXeE
Ila IPAYHUHE BPOACHH MalpopMaliiil KaTO ChpACYHO-CHIOBH ManGopMamuy H
CTEHO3a Ha IMHIopa, KOTAaTo ¢¢ TIPpHIara no BpeMe Ha 6peMeraocT. [IpoyqasaHns ¢
JKHBOTHH He ITOKA3BaT AUPEKTHH WIIH HHAHPEKTHH YBpeXJamy edekTH Mo
OTHOIIEHHE Ha penpoAyKTUBHA TOKCHIHOCT (BHXK TOUKA 5.3).

Zineryt ge TpaOBa a ¢ NpMiara o BpeMe Ha GpeMCHHOCT OCBEH aKC KITHHHYHATA
KapTHHA Ha JKcHaTa He Hajlara Jie4eHHe ¢ epRTPOMHIHH.

4.7 Edexa BLpXy cnocobuocTTa 3a modupane u paboTa ¢ MAaIIAHEH

Hsma gansu 3a edexra Ha Zineryt BepXy cnocoGHocTTa 3a wodupate 0 pabora ¢
MAaIIHHH, HO TAKBE e(eKT € MAIKO BEPOATEeH.

4.8 Hexxenann NeKaApCTBEHH PeAKIHH




Cucrema Opran | Heuectn Muoro peakn C nensBecTHa

Knac >1/1000,<1/100 | <1/10,000, ¢ ecrora
HeH3BecTHA YecTora | (OT HANIMYHHTE
(OT HANHYHATE JaHHH HE¢ MOMkeE 1a
AAHHH He MOXKe Ja OnJe HanpaBeHa
6bae HanpaBeHa olleHKa)
OHEeHKa)
Hapymenns Ha CBpEXYYBCTBHTENHOCT
UMYHHaTa
cHcTeMa
Hapywmenaus Ha | cbpbex Octpa
KOXaTa ¥ saveppaBane * TeHepaTM3HpaHa
MOAKOMXKHATa €K3aHTEMAaTO3Ha
JpasHEHe Ha
THKAH cTynoza (AGEP)
KoXara * ety
ycelaHe 3a
napeHe no
Koxarta *
CyXa KOXa

exchonuaund Ha
KOXaTa

* BanpBﬂBaHCTO, APas’HEHETO H MAPEHEHETO IO KOXKaTa ca IPCXOIHA 4 0T MaJlKo
KIHHHYHO 3Ha4YCHHC.

4.9 Ilpepo3upane
Cny4aiiHOTO NpeRo3KpaHe e MalKo BepOsATHO NPeBH IeKapcTBeHaTa gopMa.
HHuuaeHTHHAT npHeM Ha HANOTO ChAbPKaHUE HA eflHa onakorKa Zineryt me noBese

TaBHO A0 CHMIITOMH Ha OCTpa TOXCHYHOCT, BIZKAINH CE HA abCoOMOTHHA ANMKOXO0IT,
KOHTO € ¢IHO OT MOMOIIHUTE BCMISCTRA HA npoOAYKTA,

5. PAPMAKOJOIMYHH CBOUCTBA

5.1 PapMaKoIHHAMHYHH CBOlCTBa

(Dapuaxmgp'ancnmqﬂa rpyna
AntH-akne npoayktd, ATC D10A F52

Mexanu3sM Ha AcHCTBHE

o

EputpoMHLItH € HaKTepHOCTATHYESH aHTHOMOTHK ¢ TECEH CIEKTHP Ha J¢
crajai KbM rpynara Ha MakpolnuauTe. MHKpoopraHu3MHTeE, TyBCTBHTEZA
TO3H aRTHOHOTHK, BIIIFOUBAT GaKTEPHUTE, KOUTO YECTO C& HAOMIONAE
epidermidis u P. acnes. JIOKaNnHO TIPHIOKEHNS EPUTPOMULMH MOXE A



6naronpusreH edekr npu axke. [lo BpeMe Ha AeUSHHETO KOXKHATA Qopa MoXe Aa
CTaHE PE3HCTEHTHA KEM CpHTPOMHUITKH. Tazd pesHcTeHTHOCT 0OHKHOBEHO € 0bpaTiMa
cineJi CITipaHe Ha JeYCHHETO. HHHK'I:T 3acHiBa edaem‘a Ha CpPUTPOMHIIHH TIDH JICYCHHC
Ha aKHC.

Tpu Texku opMH Ha akHe NledeHHeTo ¢ Zineryt Moxe Aa ce KoMOMHHpa HallpuMeD C
JepMaJHO TIPUIOKEHHE Ha BHTAMEH A HITH OEH3ITOB TIEPOKCH/ HITH TIEPOPaTHO
TIPHIOJKEHNE Ha TETPALMKIIHH.

Cnea H3cyllagase IMpUNoKeHUAT Zineryt € HEBHJIHM H 3aTOBA € IPHEMIIHB OT
KO3METHYHA TJIcAHA TOYKA.

5.2 ®apMaKOKMHETHYHHM CBoiicTBA

JlokalTHO MPHIOKEHHAT EPUTPOMHLEH HE ce peopbHpa M ce pe3opbupa
MMHHMAITHO.

5.3 MIpeacanAuyny AAHNAR 33 GE30NACHOCT
HsaMa 3Ha4HMH JaHHH.

6. PAPMAIIEBTHYHH JAHHH

6.1 CniHCBLK Ha IOMOIIHUTE BEMECTBA

Junzonponunoe cebakar,
Eranon.

6.2 HechBMeCTHMOCTH

HenpHnoxumo.

6.3 Cpok Ha rogHoCT

OTAEAHO ONIAKOBARNTE NIpaX M TEYHOCT ¢a CTaOMnIHM A0 Kpad Ba cpoka Ha TORHOCT
OTIIEMATaH BBpXY onakoskara. CpoKbT Ha rofiHocT € 2 TOJMMHH.

CpoKBET Ha FOJHOCT cleZ MPHUTOTBSHE Ha Pa3TEOpa € 8 CeIMHIM.

6.4 CnenHAIHH YCJIOBHA 3a ChXpanenue

Zineryt (TTpax 3a IpATOTBAHe Ha AepMancH pasTBOp) ¥ TIPHTOTBCHHAT Pa3TBOp TpAbEa
Ia ce cbXpanssat nog 25°C.

Beanara mom ce NPATOTBH Pa3TBOPET, BBPXY OyTHIIKaTa TpaOBa Aa ce oTHeNEkH A0
Kora € rofieH. '

6.5 lannn 3a onakoBKaTa




Zineryt ce npemniara noj ¢popMara Ha Npax, CbAbPHal EPHTPOMHIIHH U HHKOB
AUETaT QUXHIPAT, U TeUeH Pa3TROPHUTEIN, ChABPIKALL €TaHOM U oMekunTel. Ilpaxsr H
TEYHUAT Pa3TBOPHUTEN Ca NOCTABEHM B OTACIHH OYTHIKH.

6.6 CnennaHi NpeINA3HH MePKH MpH H3XBLpAsHe/paboTa

B HavajoTo Ha IeYEHHETO TEYHOCTTA OT CAHOTO LWHILE CE NpeIHEa B APYTOTO LIWIIE,
CHOBPIKAUIO NpaX, paskialla ce Jobpe AoKaTo NpaXbT Zineryt ce pa3TBOPH M ce cllara
3anyulankaTa ¢ aluiMKatopa. CreaBar noJpobHH yKa3aHHs 3a CMECBAHETO:

1. KyTusTa € ¢ XBIT/CHB/OST IBAT H CHABpXA 2 GYTHIKH M anIHKATOP.

Tpabea Ja MaxHeTe KaMaYKHTE HA JBETE INMIICTA.

3anasere Kamaukara Ha IIUIIETO C mpaxa.

2. TpaGea aa npeneete pa3TBOPHTENA OT eAHara 6yTunka B 6yTHIKaTa ¢ Npaxa.
HpasHara 6yTHIKa MOXeE J1a Ce W3XBLPIIM.

3. 3aBHHTBRa ce KanaikaTa Ha OyTHIKaTa, B KOATO ¢4 NPAXbT U Pa3TBOPHTENAT.

4. Paslcnam,a €< BCaHara B nipOABILKCHHAC HA 1 MHHYTA.

5. Kamagkara Ha eNHata 6yTiiika ce oTBHBa oT OYTHIIKATA ¥ BBPXY 3alyllankara ce
NoCTaBA anIHKaTopa.

6. 3anymankara ¢ alJTHKaTOpa ¢ HaTHCKA BhpXY ITHITHaTa OYTHIIKA H JISKO Ce 3aBHBA.
7. Cera MOKe fa ce OTBHE Kanavkata oT OyTHIIKaTa # J]a C€ MPOBEPH Aaly
aITHKATOPET € Jo0pe 3aKpeneH. Ako € HeoGXoIUMo, alUTHKaTOphT ce HaTHCKa
CHITHO.

8. Pa3rBopbT MOKE Aa ¢ ChXpaHABa 8 ceqMHULH cael NPUroTeaHeTo My. Hanuinere
Jarara, Io KOATO € TofieH BEpXY OyTHIKaTa.

Enna OyTHNKa ¢ NpUTOTBEH pasTeop ¢bABpxka 30 ml Zineryt, nocraTsusH 32
CMHOMECEYHO ICYCHHC.
7. IPUTEXKATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

CHEPLAPHARM Arzneimitte] GmbH

Ziegelhof 24

17489 Greifswald

I'epManma

8. HOMEP(A) HA PABPEINIEHHETO 3A YIIOTPEBA

20010281
9. IATA HA ITBPBO PA3PEIIABAHE/TIOAHOBSBAHE HA
PAPEIIEHHETO 3A YIIOTPEBA

Jlata Ha TEpBO pa3spemasane: 06.03.2001
Jarta Ha nocneqao nogHoeABaHe: 17.05.2006

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA
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