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JIMCTOBKA 3A ITATTMEHTA

Wilprafen
Bunnpaden
Dunmupany TadleTH

CreTan

1 punmupana Tabiera cpabpka: 500 mr josamycin

HOMOI.LEHH BCLHECTRA:

Metnienynosa

MuxpokpHcTansa Henynosa
KonoupeH 0e3B0JieH CHINLUEB JOKCH,
Ionncopbar 80

Harpuepa xapOoKCHMeTHILENYII03a
Tank

Marneszuen creapar

Maxporon 6000

Turannes puoxeun E 171

AnyMEHEEB XWIPOKCH]T
onu-(eTHNAKPHIATMETHIIMETAKPHIIAT)
nucnepcrs-30%

0.12825 mg/tb
101 mg/tb

14 mg/tb
5 mg/th
5 mg/th
2.0513 mg/th
5 mg/th
0.3846 mg/th
0.641 . mg/tb
0.641  mg/tb

1.15385 mg/tb

II[!IITeH{ﬂT €JE HA PAIpemeHiero 3a Ynorpeda i IPONIBOANTEE

Heinrich Mack Nachf. GmbH & Co. KG
a company of the Pfizer group
Heinrich-Mack-Str. 35

D-89257 Hlertissen

Germany

CuoiicTBa 11 ieiicTBHE

Wilprafen e MakpoimiieH aHTHOMOTHK 32 JleueHne Ha OaKTepranHi HH(EKHHH.




Hoxazanusn

Wilprafen ce npunara npu seueH#e Ha OCTPHA U XPOHHUHI 060CTPEHIT HHYEKIHY,
ApHYBHEHI OT NATOrEHRH AMOBE, YYBCTBHTENHM KbM Josamyein.

Habexing Ha Hocorakrkara:

AHTDHA 1 (PapHHTETH, NPHUIEENH OT CTPEIITOKOKOBH 1aMoBe, HilpeKituy na
CPENHOTO YX0, CHHY3HT, NIAPIETHT, A1{pTepuT (KaTo JonbIHENHe KbM JICYEHACTO ¢
JmTepuTeH aHTHTOKCHH) KAKTO H cKapiaTnyHa B clyyail Ha aneprus iy
HENOHOCHMOCT KbM HEHNHIINH.,

Pecnupatopun nindemciiu:
KOKITHOLI, GIJOHXIIT, 6POHXDHHGBMOHI/1$1, THEBMOH NS, HETHITHYHA THEBMOHHS 1T
nelraKo3a.

Cromaronoriuii uHdekim:
rHEBHTH, 350ed a0dcnec.

Hudexuny na xoxxara 11 MeUTe Thiaiy B He( ek Ha TeHHTanHo-YpUHapHid

TPaKT:
Inozepmus, hypynKy:n, anTpaKe, epH3RNEH B cilyuaii Ha anepras HiH HENOHOCAMOCT

IChBM HNeHHNUNIH, aKHe, IlIlM(l)aHl_‘ nT, J'llIM(l)all,EBHHT, HHIBHHANHA J]IIM(])OI" Panysona,
Bh3l&JIEHHEe Ha IpOoCTarara, KakTo H TOHOpesA i CIl(l)HJ',llIC B Gﬂyllﬂﬁ Ha anepryua nan
NENOHOCUMOCT Kb MEH NI,

H[)O’I’llBUll()Kailﬂllllﬂ

Hexapc‘ruemm HPOAYKT © NPOTHBOIIOKA3AI HPH:

. CBPHXUYBCTBHTEHHOCT KBM erythromycin i Apyra Maxpoiiiani
anTHOHOTHIN

. CBPBXUYBCTBITENHOCT KbM HIKOE OT NIOMOINIHTE BelIeCTBa
TOKKH YePHOAPOOHNT YBPEKAaHHS

. €/IHOBPEMEHHOTO Upiuarase Ha Wilprafen n antuxncramumm,

cnappxanit terfenadine unn astemizole TpaGsa na ce 136sarna, Trii
xaro exckpeliara Ha terfenadine win croTBeTHO Ha astemizole Moxe
Jid ce YABIIKE, KOeTO JIa I0BeJe A0 MKHBOTO3acTPAIUABANTH ChPACYHH
ApPUTMEHK

. HeroHocenn OedeTa, THil Karo JIMICRA JOCTaThYHO OIUT

Clle!!llﬁ.ﬂllll npenynpeaiening u npearnaing Mepin

Jlo cera He ca H3BECTHH.

BzannoneiicrBug ¢ ApYrN JIEKapCcTBa

Wilprafen/Jlpyrn antun6moruim



T'bii xaro HaKTEpHOCTATHYHIITE aHTHOMOTHLIM MOTAT A4 HOBIUAAT DAKTEPHUHIHOTO
AcHcraBe na ApYra aHTHONOTHLIA KaTo NEHH NN JUIH ledajocnopinyy, €
NPENoPBRUHTENHO CHBMECTHOTO BM NIpHarane Ja ce n30srea. flopaay BR3MONHO
B3aIIMHO HAMAIsIBANe Ha eHKACHOCTTA, josamycin He TpadBa ja ce npuiara
eHOBpEMERHO ¢ anTNOnoTHKa lincomycin.

Wilprafen/Theophylline

Onpenenenn NpeacTaBATENH OT TPYIATA Ha MAKPOIHAHNTE aHTHOHOTHIM HOBJIHABAT
exckpetpisara Ha Theophylline, koero Mosxe aa AoBexe o MATOKCHKaMAS, Bhipexn,
ye Wilprafen e maxponnues aHTHOHOTHK, EKCOEPAMEHTAIHH B XJIBHHYHN
H3CIENBANHS MOKA3aXa, Ue josamycin HOBRNABA B NO-MaNKa CTernen eKcKpeLMsiTa na
Theophylline B cpaBHEHE ¢ APYTH MAKPONHLE.

Wilprafen/ AHTIXICTAMHHOBH NPOAYKTH

Cren ennospeMento npunarane na Wilprafen s apruxneramMum, chALpIKani
terfenadine nnm astemizole, excxpeuusara ua terfenadine win croTBETHO Ha
astemizole MOMNce ia ce YIIBPKH, KOSTO Na AOBCIE AO AKHBOTO3ACTpAINIaBalii
CHPACYHH ApHTMHH

Wilpafen/Eprorasnaoni ankanonn

C’bOGlU,aBEl Ce 34 OTHENHIL CNYyUall Ha NOBHIICHA BA3OKOHCTPHICHHI CIIEN
eJIOBpEMEHHO TIPHIIAraHe Ha eproTaMHHOBI ANKAIONAN B MAKPOTIH/IHH
an’rnﬁnomun. C'bOGUlEH € CAHHNYEH Cﬂy‘-iaﬁ Ha HCNMOHOCHMOCT KbM CproTaMun y
[AIfMenT OT JKCHCKH [10J] HA JICUeHHE C josamycin. Twii KaT0o Mcxapi3Ma Ha TOBa
B3ElllMO,!],€i‘IUTBIIG BCE 011€ HE € H3BECTCH, HE CC 3HAae JAalH IMa IIPHYNHHE BPE3KI
MeXCly josamycin i1 eproTaMiHoBaTa HHTOJIEPABTHOCT, Thi KATO HCXCMMS €& NOABARA
CLILO TAKA 1 [PH HPHEM caMo 1a eproramMuil. Brlipeki BCHYKO eloBpeMeH oo
NPHIIATAHE Ha eProTaMIHOBH anKaIOHA 1 josamycin e HeoOxoanMo na Onae
CEBITPTCTBAHO OT CHOTBETCH MOHNHTOPHHT HAa HAIlHCHTATE. )

Wilprafen/Cyclosporin

EnsospemenHust npueM Ha josamycin ¥ Cyclosporin Moxxe na nosene no
[I0BHINABAHE HA IIA3MEHOTO HEBO Ha Cyclosporin u fia ce cTMrHeE 10 He(hpOTOKCHUHH
KOHHEHTpaluH B cepyMa. TpaOra pEROBHO Ja ce HaGiioapa nia3MeHara
xouuentpauus ua Cyclosporin.

Wilprafen/Digoxin
I1py manueHTH, KOUTO IIpHEMAaT SIHOBPEeMEHHO josamycin B digoxin ciezsa Ja ce
QuaKBaT MOBHIEHH IUIa3MEHK HiBa Ha digoxin.

Wilprafen/Xopmonanty IpOTHBO3a4aThYHH JIEKapCTBEHH BPOAYKTH

B penxu ciiydan KOHTpauenTRBHUAT e(peKT Ha XOPMOHAIHH [IPOTHBO3aYaThUHK
JIeKapCTBEeHM NPONYKTH MOXKE /ia He € e()KaceH 1o BpeMe Ha jieueHHe ¢ josamycin.
Topapu ToBa ce NperopbyuBa AONBEIHATENHaTa ynoTpeba Ha APpyrH, HEXOPMOHANIBK
NPOTHBO3AYATHEYHH JIEKapCTBCHH NPOAYKTH.

Wilprafen/Triazolam

Be3mokHo e Josamycin Ja norenipa neiicrsuero Ha triazolam u na posene mo
cpHnuBoct. [Ipenopbysa ce BpeMeHHO NPeKpaTsBaHe Ha JEKAPCTBEHUS TIPOAYKT B
ciy4aii Ha cBpBX/103a triazolam.



Josamycin/Bromocriptin mesilate

Josamycin Moske na norennupa gedcrprero Ha bromocriptine mesilate 1 a gonene
J0 CHUNHBOCT, 3aMasHOCT, aTakens i iip. B cnyyaii na unroxenxanng ¢ bromocriptine
mesilate ce npenopbuBa BPEMEHHO NpeKpaTABaHe Ha JEKaPCTBCHITE NPOAYKTR.

B peMcHIIOCT I KbpMeEle

Brupexy, ue ne e noxasan emOpuoroxciuni efextn Wilprafen na ce npnnaré na
OpeMEHHIT 11 KBPMAUKH CAMO CIIE], BHHMATE)HA NPEeUeHKR Ha ChOTHOMCHNCTO
pHcK/nosa,

aora ¢ Mamunn

elicrsle BLPXY cHocofuoerra 3a wmodnpaiie i

11e ca nabnionapann eexTi BHPXY criocobuocTTa 32 Wo(ppane 1 paboTa ¢ MalAHIL.

Hauni ua Mpiiig:Renne 1 Ao3nposra

AKO He € HpeIlHcano APYro, NPEHOPBLUYITEeNHATA 403 32 BE3PACTHH H MIANESKH DAL
14 ron. e 1 ~2 r josamycin (2 no 4 {punmupanun tabnetn) gHeBHO, pasjenena Ha 2 1o
3 npnema, Karo nspeonauansa 103a ce npenopbuea | r josamycin

(2 pumupany Tabnets).

Cuenuaiiin Jo3npoBKaA;
3a acne vulgaris nn acne conglobala:

Josamycin 500 mr - apa nnTH Asesne (1 GuaMupana tabnera cyTpHH B I-
Beuep) KaTo wayaina Tepanys (2 Ao 4 cepmu),cnen koero — 500mr josamyein (1
(nnmnpasa rafnera) XaTo NOIABPXALILA Tepants 3a 8 cenMmm.

3a HoCTHENE 1A OUTHMANHH CEPYMUH KOHUEHTPALNY OTACIHNTE IIPHEMH Jla ce
NPHIATAT MEXLY XpaHeHisIa.

Wilprafen dmamnpani Tabneri 21a ce Hormpiar HesH ¢ MaJKO TeHHOCT.

Cuopeg tipenopbiire na C30 HPONLIDKHTENNOCTTA 1A JIEYEHNE 1A CTPEITOKOKOBY
nadexunn e pafi-mawiko 10 apn.

Ilpn neuenne na nankedTd ¢ OB0PeYHa HEAOCTATEYHOCT € HEOBXOAHMO J1a ce
13[I0N3BAT CHOTBETHNTE Na00oPATOPHI TECTOBE XaTO AONBLIAHKTCIHA HH(OPMaIH,
HeoOXoAuMa 32 Tepanyara.

[Tpu HoBOpOieHH € HeoOXORUMO Ja ce cneny 0nOpeunata yHKLusL.

Tpadpa 1a ce ouaksa KpLCTOCAHA PE3UCTEHTHOCT MEXKAY MAaKPOJIHIHUTE
anTROROTHHH,

Ilpeno3upane

Jocera He ca U3BeCTHH cliydad U NIPH3HAUH HA OTPABsHE C JIEKapCTBEeHHs poaykT. B
ciyyali Ha INpeHo3upaHe MOTaT Ja Ce IOSBAT CHMIITOMHTE, OICAHW B pasfaeil
“Hexxenatii nexkapcTBeHH peakiuu’”, 0co0eHO TaCTPOMHTECTHHANHH CMYILCHHS.
CpobLiaBany ca 10303aBUCHMM HAPYIIEHMS HA ClIYXa, KOWTO MMO-KBCHO OTLIYMSBAT.



B cnyuait 1ia npreM na TBbPAE BHCOKH A03H OT JSKAPCTBEILIS POAYKT H 1a 08BN
CE CTPEHHIHI JIEKAPCTBEHH PEaKIiiH, He3a0aBHO YBEROMETE JHYHI Cif HeKap.

Axo cre 3a0pasnna ey ppuem, HezaDaBHO B3eMere ChOTBETHATA 1038, B criyyaii ve
€ HACTBLIINO BpeMe 3a NpPHEM Ha chejiBaila xosa - nponycnere 3abpapenara 11
npoabkinkeTe o obnuaiinara cxenma. IHe npremaiite goitnn no3wu!

IlpexseBane nunn ppeXxacBpeMedHO Dpekparssade Ha neuvenunero On Morme aa
HaNpaBH Pe3yNITara or TePanHsTa ChMHITENCH.

Ilpenn 1pekneBane R 1IPeXAEBPEMERIIO npel(pa'mnaué Ha Jievenmero ce
KOHCYNTHpaiite ¢ MivHes CH Jexap.

Hexenam Jegaperneint peaknin

acTpo-nurectinaiel Tpakr

Psinxo ce vaGmopasar HapyHICHHs OT CTPaHA Hi TacTPO-HHTCCTIHAMIHS TPAKT KATO!
3ary0a na anernT, ragene, KHCeImHE, anapns. B cayuaii Ba Texka, TpobnKHTENHA
Inapis e HeoOXOANMO JId CC HMA TPEABH]T BE3MOIKHOCTTA OT Pa3BHTIE 1A JKHBOTO-
sacTpamasa neespomeMOpanoset konnt. B To3u cayuyaii neuernuero ¢ Wilprafen
TpadBa na Ouae npexkeHaTo HeszabaBHO W 1A C& HA3HAUN CHOTBCTHA TEpAnhs (Hanp.
nepopanxo vancomycin 4x20 mr anesso). [IpoTnponiokasann ca NeKapeTBEHN
MPOAYKTH. NOTHCKAILN NepHCTAITHKATA.

Peaxiuii nia CBPBLXYVBCTBHTEIIIOCT
B H3rinounTesio Peaxu Cny4yan Morar naa ce INoABAT aJlieprH4llH KOXKH peaKlHi

(panp. ypTHxapns), NpHYlHEHH OT josamycin.

Yepen npob v ximuka

B oTnennn cnyuan ca nabnionaBaly NPEXOAHH H3MEHEHHS B HIBATA Ha
uepHOAPOOHNTE SH3HMH, TIOHAKOTA CHIIPOBOACHY CBC 38APBIKKA Ha KAbUKA H
SKBJITEHHIIA.

CeTHBHM Opranu
B ornennn cnyuau ce cp0011apa 3a A0303aBUCAMY HPEXOIHH HapYIUEHHs Ha cliyXa.

OO0NIH CHMITOMH

Honsxora, B pe3yaTaT OT IPHEMAHETO HA aHTHOHOTHIM MOFaT Zia Ce pa3BHsIT
MHKPOOPTraHHU3MH, HEUYBCTBHTENHH KbM aHTHOHOTHIA. B TO3M chayval NeueHHeTo ¢
aHTHOMOTHK TpsOBa J1a ce cIipe U Ja ce Ha3HaYM CHOTBETHA Tepamsl.

Yrazanus 3a chbXpaHnenne

Wilprafen ¢gunMupanu Tabnetu Aa ce chxpanssa Npy TeMueparypa non 25°C u ga ce
I1a3H OT CBETIIHHA.



Cpox Ha FoIOCT

4 royNH.
Jia He ce ynotrpebsBa cliell H3THYAHE HA CPOKA HA T'OJJHOCT, IIOCOYCH BbPXY
OnaKoBKAaTa.

OnakoBKy

1 Gmucrep x 10 punmupanu 1abnetn





