JUCTOBKA 3A ITAHUEHTA

Wilprafen
Bunnpagen
CycneHens

Crperan
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10 mu cycniencus (1 Meputenna nexuaua) ceaspiar: 320,4 Mr josamycin propionate,

expuBanentHo ia 300 mMr josamycin.

IToMmoLuns BeuiecTsa:

XUIPOKCHIIPONIAII METHIILIENYJI03a
CopbuTan tpuoneat (Apnauen §5)
MuxpoxprcTanHa Lenynosa
Hatpuesa xapboxcumeTnn nenyinosa (Lenyren
F7A)

Hatpues untpar
LeTuARUPHUANHOB XIOPHN
Cunukon S184

Sronosa ecenuus G 2099

Mneuna ecenuus 101

Cykpo3za

Jlectunupana sona

0.1 g/100ml
0.05 .g/100mli
1.55 g/1060ml
0.1 g/100ml

- (.624 g/100ml

0.01  g/100ml
0.005 g/100ml
0.06 g/100ml
0.018 g/100ml
65.0 g/100ml
55.279g/100ml

HI!IITB}KaTeJl Ha pa3spenieHlueTo 3a !IIOT[!eﬁﬁ H IIPON3BOANTET

Heinrich Mack Nachf. GmbH & Co. KG
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Cuoitcrsa n neiicrnue

Wilpralen e maxposmaen anrnGnotnk 3a nevenne na GacrepHaiun undgexim.

TTorazanusn

Wilprafen ce npnniara npu sedenne Ha 0CTpH I XpoHuuHE ofocTpern nuexin.
NpHYHBEHH OT NATOTEHHH 1AMOBE, YYBCTBHTENHH KbM Josamycin,

|9 IH(])BI{ IHH Ha HOCOLNRTKATA:

ABrNHA 0 (apHHTATH, DPHYABEHN OT CTPENTOKOKORH 1HaMoBe, HIPeKiiii Ha
CPEHOTO YXO, CHHY3HT, JapHHraT, Audrepirt (KaTo JONBIHEHHE KbM JIEUEHHETO ©
mrepnTen aHTITOKCHH) KAKTO H CKapiaTHHA B ciiyyail Ha aiepras i
HEHOHOCHMOCT KbM TIEHHLUIUIHIL

Pecnnpaiopun nHleKim;
KoKmour, OponxuT, OpONXONHEBMOHS, THEBMOHNS, HETININYHA MTHEBMOHHS 1
ncHTAKO34. ’ :

CroMarojornuni HH(peKLm;
ruaraeiT, 350en adciec.

Hudexuni na xoxarta 8 MeKiTe ThbKaHi 1 HHBeKIHN Ha TeANTanHo-YPUHAPHIIs

TpaKT:
InoaepMis, pypyHKYN, aHTpake, EpH3NNEA B CIyuaii Ha anepryus i HCNOHOCHMOCT

KBEM TeBHIIHN, akge, Mg anrat, THMpafeHnT, MHrBIHARHA jumdorpasynoma,
BB3NIAIEHIE 1A NIPOCTATATa, KAKTO H FOHOpes M ci(HIMC B ciyvall Ha aneprus nin
HEeMOHOCHMOCT KhM JIEHRIHANH.

IpeTBONOKATIANIN

JlexapcTsenus 11pONYKT € 1IpOTHBOIIOKA3aH IPH:

. CBPBXUYBCTBUTENHOCT KbM erythromycin H ApyrH Makpoi A
ANTHOHOTHIH

. CBPBXUYBCTBHTENIHOCT KbM HAKOE OT TTOMOIHNTE BELECTRA
TEIKKH YePHOAPOOHE yBpeKaanns ]

. CIHOBPeMENIHOTO Npunarane Ha Wilprafen n antuxucramum,

chabpaalty terfenadine suns astemizole TpsaGera na ce M30aTBa, Thil-:. . -,
Kxaro exckpennAra na terfenadine s croTBETHO HA astemizole'Moke-

Jia e YABMKH, KOET0 /18 IOBEe [0 #NBOTO3acTpaiaBani Copsgudin ™~ « .

ApPHTMHH :

. cher
. ueponocenu Oebera, Thi xaTo MMNcBa AOCTaTHYHO ONUT | - F
I

[



Curennajaun HpeayYHPeIKMeIng H IDeI3NN MepKi

3a nocTirie Ha ONTHMANHI CePYMUH KOHBSHTpaLHi OTASHIITe HPHEMH a ce
TIPUIAraT MeXCRY XpaHenansTa. :

Pasknarere npean ynorpeda.

Cnopen, tipestophkire na C30 HpoybIaTeHHOCTTa Ha JiedeliHe Ha CTPeliTOKOKOBH
nHexunn e Haii-manko 10 aon.

ITpy nevcnne na naientu ¢ 6L0peyna HEROCTATHLYUHOCT € HEOOX0ANMO 1A ce
H3TION3RAT CHOTBETHNTE JIaOOPATOPHH TECTOBE KATO JONBAHNTENNA NH(opMaIL.
reo0XOUIMa 38 TePanHsTa.

{Ipn nosoponeHu € HeoOXoMMO Aa ce cnenn OpOpeunara (yHKns.

Tpsbsa na ce ouakpa KPLCTOCAHA PE3NCTEHTHOCT MEXKILY MAKPOIIHAHIITC
antHbRoOTIHI. :

Baxxao 32 anadersu:

10 M Wilprafen cycniencus cuaspixa 0,5 r cykposa, exBusanesTaa Ha (.54
madeTnyaHn €TTHAE,

Baaumoaeiicrpus e Apyru JeRaperng

Wilprafen/Jlpyrn antiOnorhim

Toit kaTo GaxrepHocTaTHUHINTE AaHTHOHOTHIEN MOFAT J4 HOBIISAT OAKTCPHINAHOTO
peiicTpiie va Apyrn anTHOHOTHIN KATO NEeHHIEIHEE Wi uedajociopann, e
NPENOPHUHTENHO CHBMECTHOTO HIM npiilarane aa ce uzbarsa. Ifopany BE3MOXHO
B3AMMHO HamangBalie Ha epUKacHoCTTa, josamycin He TpsaOBa aa ce nipunara
eNHOBPEMENHO ¢ anTHONoTIKA lincomycin.

Wilprafen/T'heophylline

OQupencnenn HPeACTaBiTeNH OT FPYNATa Ha MAKPOJIBIHHTC aHTHOHOTHILT NOBISBAT
exckpeiysita Ha Theophylline, xoeTo Mosxe aa aoBese K0 MATOKCHKARHS. BhNpexi.
ye Wilprafen e maxkponizies auTnOBOTHE, eKCHEPHMEHTANHH 1 KAUHMWIN
H3CNeABaHA NoKa3axa, ue josamycin noBIugea B No-MajKka CTCICH EKCKPEIMATa 1a
Theopliyiline B cpaBuesne ¢ Apyru MAKPOIMILH.

Wilprafen/AnTnxacraMiHOBH NPOLYKTH

Cnen egnoBpeMenso npiarade Ha Wilprafen n antuxuctaMngsn, chiibpikauin
terfenadine 1un astemizole, excxpeunsra na terfenadine nmu cxoTBETHO HA
astemizole Moxce 1@ ce yUbIDIKH, KOETO Ja JIOBEAE B0 JHHBOTO3ACTPALIABATI
CHPACYHH aPUTMHAH

Wilpafern/EproTaMuHoBy ankanouiu

Cro61aBa ce 32 OTHe/HY Cy4aH Ha NOBHILEHA BA30KOHCTPHKLHMA cllel

e/1HOBPEMEHHO NPUJIArate a EproTaMHHOBH aNKaJloMAH H MaKPOIHAIH

anTOHoTHIH. CHOOIIEH € eMHAYeH Cllyyail Ha HEMOHOCHMOCT KBM EPrOTaMHH Y, .= -+ =77 -
NMAKERT OT JKEHCKH JI0N Ha JiedeHue ¢ josamycin. Thil kato Mexanusma HaToBa - .
B3aHMOJCHCTBIE BCe Ol HE € H3BeCTeH, He Ce 3Hae Aau UMa PHIMHHA Bph3ka

MEXCLy josamycin i eproTaMHHOBATA HHTONSPAHTHOCT, Thil KaTO MCXeMus ¢ TOABsIBa

CBIIO TaKa H NPH IIPpHEM CaMO Ha €proTaMHuH. B’bﬂpel(l/l BCHYKO eﬂHOBPGMGHHOTO'



MpHIaraHe Ha eproTaMuIoBH ANKanoHAN H josamycin e HeoOxouumo 1a Onae
ChITHTCTBANO OT CHOTRETEH MOHHTOPHHT HA NanyeHTaTe.

Wilpraten/Cyclosporin

EanoppemensasT npien Ha josamycin 1 Cyclosporin Moyxe na nosejie 210
TNoBNIaBane na niaasmenoro HuBo #Ha Cyclosporin i ja ce CTHTHE 10 HE(POTOKCHYHH
KonunenTpaunn s cepyma, Tpsdsa peposno xa ce Habmonaea masMenaTa
xonuenTpatinsg Ha Cyclosporin.

Wilprafen/Digoxin
I'lpn naigenTi, KOATO NpHEMAaT eIHOBpeMeHio josamycin 1 digoxin cyieapa fia ce
OuAKBaT NOBHIICHH NIa3Meny HiBa Ba digoxin.

Wilprafen/XopmoHaasy DpoTHBO3aYaTHURI NEKAPCTBEHN TPORYKTH

B penxs cnyyan KOHTPaenTHBHEAT e(DeKT Ha XOPMOHMIHA NPOTHBO3AYaThYHIL
NIeKapcTBEnH NPOAYKTH MOJKe ia Be ¢ e)HKaceH no BpeMe Ha JeUcHNe ¢ josamycin.
TTopann ToBa ce npenoppuBa JONBIHATENHATA yHoTpeda HA APYFH, HEXOPMOHANHH
NPOTHBO3AYATHYHA JEKAPCTBEHH HPOAYKTH.

Wilprafen/Triazolam

Bo3moso e Josamycin sia noteHuupa AelicrBuero va lriazolam u Aa xosene 1o
cpunnpoct. [penopnusa ce BpeMenilo npexparspane Ha JeKapCTBEHHs [IPOLYKT B
ciyyaif Ha cBpBx03a triazolam.

Josamycin/Bromocriptin mesilate .

Josamycin Modxce na noreHnupa Aetictsiero Ha bromocriptine mesilate i ja gosene
JI0 CHHJHIBOCT, 3aMasiiocT, ATaKcna u ap. 13 cnyyaii va naToKCHKans ¢ bromocripline
mesilate ce mpenoppuBa BPeMEHHO NIPEKPATABAHE Ha JIEKAPCTBCHUTE NPOAYKTH.

DLpenmennocr i KppMene

Beupexn, ue ie € nokasan emOpyotokcunn edexry Wilprafen na ce npnsara Ha
BpeMenni 1 KRPMAUKH CaMO CIISH BHUMATENHA NPEIEHKA Ha ChOTHOLICHACTO
pHCK/mon3a.

ﬂeﬁCTBlIe BLPXY cnocoOHoCTTA 33 mogunane H [!aGOTﬂ C MAINHMHH

He ca naGmionasany edextu BbpXy cnioco0HoCTTa 32 Hlo(pupane 1 paboTa ¢ MallHHH.

Hauun Ha npiaoKenue u 103N poBKa

1 MepHTeIIHA JIHKHIA (10 M) Wilprafen cycnencus e exsusanenrna Ha 300 mr
josamycin. P

Ao He e npelllIcano Ipyro, npenoquBaHaTa AHEBHA /034 32 HOBOPOJCHH, Ge6erra ;S ‘:_-:

sena 1o 14 ropunu e 30 go 50 Mr josamycin /Kr TenecHo TeINo, pasieieH. A 3
npuema. Ilpn HoBopoaerd U pena 10 3 rojliHy [o3upatero Tpadea na 61>ne TOUIIO
aJanTHPaHO KbM HHAMBHAYMITHOTO UM TEJECHO TEIO. S



Jluennara so3a 3a BR3pacTii i MIaaenal uag 14 ropuan e 1 go 2 r josamycin,
pasjenen Ha 3 puema,

Bn3pacr Tenecno Terso | Jnepna j1o3a B MCPHTCIIIN
(kr) JLIKHYKH 0T CyCileNensra

beGera (nan 3 meceua nazg 5,5 no 10 3x25Mnp0lxS5Ma
Jo | ronuna)
Mann neua nay 10 no 21 IxS5mupo3x 10 Mmu
(ot 1 po 6 rojmm)
Hena (ot 6 1o 14 nHazn 21 3x10mao3 x15an
rOANHI)

IInenosupane

Hocera 1ie ca H3BECTIIH ClIydall H IPH3IALN HA OTPaBsIe C JeKapcTBes UPoAyKT. I3
ciyuaii Ha mpeso3upaHe MOTAT Ji@ CE TOABAT CHMITOMHIC, ONHCAHH B pasaen
“Hexenann nexapcTBeHH peakuuy’, ocobeHO raCTPOMHTCCTHHAIHH  CMYLIEHHS.
Crobiuapany ca 103033BHCHMH HAPYILCHNS HA CIIYXE, XOWTO IQ-KLCHO OTIYMABAT.

B cuyuaii na npiesM na TBBpAE BHCOKH 1O3M OT AEKaPCTBEHHs NPORYKT I Iia NOABIIIH
CE CTPAHHUHI JEKAPCTBEHI PeakunH, He3alaBHo YBEAOMETE JINHHHS CH fcKap.

Axo cre 3a0pasiun e/uH npaeM, HesadaBio pieMere CHOTBETHATA 1038, B cnyyail ue
€ HACTBLINUIO BPEME 38 NpHEM Tia cleiABama no3a - nponjcne*re 3abpapeHaTa 1
npoaskere 1o obnuaiinara cxema. He npaemaiire npoiinn no3n!

Ilpexncpane nup HpeNIEBPEMEHHO NIpCKparsBake Ha Jjieyennero OB MOIno ja
HanpapH Pe3yiTara oT TepalisTa ChMHHTeNeH.

pemn DppekncBane HWiIH  IpeXieBpeMenHo MNpekparsapalie pa  JICUSHHETO e
KOHCYATHPAITTES ¢ JYHI i1 IeKap.

Hexenann Jexaperpeinl PeAKain

Cagrpo-purectniiaien TpaKr

Panro ce naGuionasar HApyIIEHHs OT CIPAHA HA FACTPO-HHTECTHHANIIA TPAKT KaTO:
3ary(a Ha aneriT, raficHe, KIceannn, Jnapus. B cayuail Ha exka, npojnmKRTeNHa
Juapns e HeoOXOaHMMO Zia e 1IMA HPEABH BE3MMKHOCTTA OT Pa3BlTHE Hal JKHBOTO-
sacrpamabain neepaopemOpanoze xoant. B To3n cayyvaii neuesuero ¢ Wilprafen
TpaGBa na One npexseHaTe He3a0aBHO H g ce Ha3HAYN CHOTBETHA Tepatist (Hanp.
nepopanto vancomycin 4320 mr 1aesno). IlpoTneonoxasann ca nexapcrseHu
NPOAYKTH, NOTHCKAIK HEpACTANTHKATA,

Peaxiiny Ha CBPBXUYBCTBUTENHOCT BT
B H3KniounTenno pefkd cnyyas Morar [ia ce NMosBIT aNepruuHi KOKHHM peakuud | -

(Hanp. ypraxapus), IpAYHHEHH OT jOsantycin. T



Yepen npob ¢ airbuKa
B otnenun cayyad ca HaGNIOAaRaHK MPEXORHH H3MEHEHHS B HABATA HA

qepnonpoﬁﬂme CH3HMH, ITOHAKOra CHIPOBOHEHH ChC 3aNPEIKKa Ha JMITbUKa 1
IKBIATCHHLA.

CeTHRHY Oprasy .
B oTaenua ciyuan ce cpo0IUaBa 34 K0303aBUCHMH NPEXOMHH HAPYIUEHHS HA CITyXa.

OO0IIH CHMITTOMH
INonsikora, B pe3yTar OT IPHEMAHETO Ha aHTHOWOTHIM MOraT fa ce Pa3BHsT

MHKpPOOPraHH3MH, HSUYBCTBHTECIIHN KbM anTHOHOTHUM. B TO3M 'cnyqai’l JICUSHHCTO C
agTAONOTHK Tp}IﬁBa Aa e CIIPE | fa €€ Ha3Ha4y#l ChOTBETHa TCPallHi.

Yxaszaums 3a ChXpallenic

Wilprafen cycnencus Moe Ja ce ChXpaHasa Npy crafiHa TeMnepaTypa KakTo Ipeiy,
TaKa U cJIe] OTBapSIHETO M.

Cpox na roauoct

3 ToouHH
IlpenopruBa ce Wilprafen cycneHcus fa ce n3n07138a 10 4 ceAMHLM CIIE/l OTBapsSHE
Ha ONaKOBKAaTa.

OnakoBK

Onaxopks ot 100 M1 cycnencus





