- JIACTOBKA 3A IALIMEHTA | p OME%E HO I

AZATRIL 100mg/5ml powder for oral suspensi cern. R-&02F /,g, .40 . 04
A3ATPUJ 100mg/5ml mpax 3a nepopanHa Cycll A

AZATRIL 200mg/Sml powder for oral suspension
A3ATPUI 200mg/Sml npax 3a nepopaina CycrneH3ns
A3VUTPOMUUMH OUXHAApaT

BHMMATEJHO OPOYETETE TA3H JHCTOBKA ITPE/IN A |

3ATIOYHETE JJA TIPUEMATE TO3H JEKAPCTBEH INPOJIYKT

- 3anaseme ma3u nucmoeka! Moxce da ce Ranodcu 0a A npoyememe OMmHO80.

- Ako y Bac év3HuxHam OONbIHUMERHU 85NPOCU, MO obwprHeme ce kKoM Bawun
fexysauy rexkap wiu Kom gapmayesm!

. Tozu npodykm e npednucar JuuHo 3a Bac u ne mpsbea da ce 0asa Ha opy2! Tou
Moxce 0a Hagpedu Ha Opy2u Xopa, 00pU ako me umam nooobHu Ha Bawume
ONRAKB8AHUA. |

B TA3H JIMCTOBKA CE CbABPXA CIEXHATA NMHO®OPMAIIHSA:

KaxBo nNpeACTaBJIsiBA A3aTPHJI H 32 KAKBO C¢ NpHJjara

KakBo ¢ neoGXoIHMOo a 3HaeTe Mpear NPHI0KEHHETO Ha A3aTPHI
Kak ce nmpujara A3aTpH.a

Bb3MOXKHHE HeXKeNaHH peaKliHH

Ycn10BHA HA ChbXPAHEHHE

TonbaHATeAHA HHPOPMANHH

S th B N

A3aTpHJI IIpax 3a NepopanHa CyCIleH3Ns
A3UTPOMULIYH

Jexapcmeeno eewjecmso B 5 ml CyCIICH3UA:
A3HTPOMHKIIMH JMXHAPAT, €kB. Ha 100 mg A3ATPOMHULIKH
A3UTPOMULIMH OUXUIPAT, ekB. Ha 200 mg ASUTPOMHLIUH

TomowHu eewecmeq: OHHATPHEB QocdaT AWXUOpAT, ECCHIUA OaHaH, 3aXapWwH
HATPHUM, KCAaHTAaHOBA T[yMa, MAaHHTON, MCTHI napaxuapoxcuben3oar, HATPHEB
LUKIAMAT, HUILIECTE NPEKeNaTHHU3UPAHO, TPUHATPUCE docdar 6e3BoaeH, 3axapo3a

Azatril® 15 g rpax 3a 20 ml nepopanHa CyCreH3|s B ThMHH CTHKIICHH Oy THIIKH,
IBOMHA MO3UPOBBYHA JIEXUYKA ¥ CIIPUHIIOBKA 32 EPOPATHO A03UPAHE

[Mpumesicamen Ha paspeuwieHuemo 3a ynompeba
Axtasuc EAJ]
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1. KAKBO INPEJACTABJISIBA ABATPIJI U 3A KAKBO CE IIPHJIATA
A3aTpHJI € MakponHIeH aHTHOMOTHK OT Tpynara Ha a3aIuTe, HOBO TMOKOJICHHE
maxpomuau. [loTHcka cuHTe3aTa Ha OenThk B OaKTepHaliHaTa KJIETKa U BOAU A0
neyeHue Ha ONnpeaciaeHy HHPEKLIHH.

A3aTpHRJ ce TPUWJIAra 3a JICYCHUEe Ha HHQEKUUH, MPUUMHEHH OT UyBCTBHTCIIHH Ha
aHTHOMOTHKA MEUKPOOPTaHH3MH KaTo:

o Hugexyuu na zopnume Ouxamenny nomuua — 6aKTepuaicH QapuHrHT/ TOHUIAT,
CUHYHUT H OTUTH Ha CPEQHOTO YXO;

o Hugexyuu Ha OorHume Ouxamennu nvmuwa - OakTepHaneH OpOHXHT,
WHTEPCTULINANIHA ¥ AJIBEOJIapHA ITHEBMOHHA;

o Hncpexyuu Ha xodcama u Mexu moKkanu — WbpBH cTamuit Ha JlaliMcka GomecT
(erythema ¢ hronicum migrans), YepBeH BATBHD (€PUSHIIC]), UMIIETHIO W BTOPHUYHA
NMUOAEPMHUS;

o Hugpexyuu Ha cmomaxa u 0eanadecemonpvcmuuka, npusunenu om Helicobacter

pylori.

2. KAKBO E HEOBXOINUMO JA 3HAETE HPEJIK 3A 3AIIOYHETE
JEYEHUETO C ASATPNJL

A3aTpHJI € NIPOTHBONMOKA3AH npn:
e l3BecTHa CBPBXUYBCTBUTENHOCT COPAMO a3SHTPOMHUUMHE WIKA IPYT MAaKpOIUACH
aHTHOHOTHK;

¢ CBpBXYYBCTBUTEIHOCT KbM HAKOH OT ITOMOIIHHTE BELUECTBA,

e EHOBPEMEHHO IIpUNaraHe ¢ eproTaMHHOBH IPOM3BOAHM (ITOpanu Teopemqeﬁ
PUCK OT €ProTU3IbM).

Ipu npu/I0KEeHHETO HA TO3H JIeKAPCTBEH NPOAYKT HMaiiTe NpeABHA CJIEXHOTO:

Anepauunu peaxyuu

B peaku ciyyad ce ¢ho0luaBa 3a CEPUO3HM AIEPrUYHM peakuuu (pAako ¢(aranHu)

KaTO aHI'MOHEBPOTHYCH exeM M aHagmiakcud. IIpH HAKOM OT Te3M peaknuu MOXe aa

ce HaOMoNaBa pelUNB Ha CUMITTOMUTE, KOETO BOAH A0 yIb/DKABAHE HA MEPHOJA Ha

HaOIoAeHUE U JICYEHHE. | |

Cynepurgexyuu |

Kakro W mpm JOpyrutre aHTHOAKTEpHAHM JIEKApCTBA CHINECTBYBA BEPOATHOCT OT

nogBa Ha cynepruHEeKLny, Hap. FrbOHYHA.

ITces0omemOpaHo3eH KOAUM

B13MOXHO € pa3sBUTHE Ha IIceBIoMeMOpaHO3€H KOMMT (TEXKa M YTIOpHUIA-HHINKA),

nogo0HO Ha ApyrH aHTHOAKTEpHAIHK TIPOAYKTH, KOHTO Moxe ma Ot //”.

TexecT. Jlexute KiuHHYHN GOpMH OOMKHOBEHO OT3BYYABAT CNIE CIIYf HRM AN

MPOAYKTA; NPH CPEIHO TEXKUTE ¥ TEKKO IPOTHYALIH QOPMH € HeOfxGIHMBA IeUL i

CBC €JEKTPOIHTHH Pa3TBOPH, aMHHOKUCEITMHHY Pa3TBOPH 3a MapeHEBaRia XndHe ¢
| " .




aHTHOAKTEpUATHY IPOAYKTH C BUCOKA aHTHMUKPOOHA aKTHBHOCT CIIPAMO Clostridium
difficile.

Ueproopobru 3a60136aHUA

BuuManne ¥ orpaHUIaBaHe Ha JICYSHHUETO ¢ AaanHn@ ce Hajlara npu YepHOIPOOHH
3a60/9BAHMA ¢ M3Pa3eHM HApylleHHs Ha (QyHKUMATAa HA 4EPHUA ApO0 H KIbUCH
3aCTOM, Thil KATO €MMMUHHPAHETO HA a3sUTPOMHMUHUH € OCBIICCTBABA OCHOBHO HpC3
yepHHUA ApoD.

IMpusoxeHHe HA A3aTPHJ H NpHEM Ha XPAaHH H HANHTKH
XpaHaTa HaMaJIfgBa YCBOSBAHETO Ha A3aTpHJl, 33T0Ba TON Tpabpa na ce npunara 1 yac
npeay XpaHeHe WK 2 yaca ¢jel TOBa.

bpeMeHHOCT H KbpPM€EHe

Ipedu npuem Ha KaAkKeumo u 0a e AeKApCmeenu NpooyKmu ce KOHCYy mupaume ¢
nexyeawus Bu nexap wnu ¢ papmayeem |

JlekapcTBeHaTa GopMa € MpeaHasHavycHa 3a Acla.

JlaHHH 32 MOMOIIHHTE BEUIECTBA

[IpoAyKTHT ChABPHKA KATO MOMOLIHO BELIECTBO METHI MapXUAPOKCUOEH30aT, KOHUTO
MOKE Ja NPWYKHA OOpUB U YPTHKApHA, & B PCAKH CIy4an ¥ peaKkiu OT OBp3 THIT -
OPOHXOCIIA3BM.

AsaTpui® CycneH3Hs ChOBPXA 3aXapo3a, KOETO MOXE 1a BIOUIH ChCTOAHHETO HA
MALHEHTH C BpPONEHA HEMOHOCHMOCT KbM (PyKTO3aTa, TNIOKO3EH/TalaKTO3eH
CUHOPOM.

S ml 0T cycneH3usaTa ChABPXKAT OKOJIO 3 g 3axap.

Mlodupane u padoTa ¢ MAIKMHH |
[TpwiokeHneTo Ha A3aTpHi He BAMAE BBPXY CIIOCODHOCTTA 3a wodupaHe Wil pabora
C MaIlIUHY.

IIpueMaHe Ha JPYTH JIeKAPCTBa |
Mons, unpopmupaiime ce0os neKyéawy nexap uiu papmayesm axo npuemame umu
CKOPO CMme NpUeManu CKopo Opy2u ReKapCmeeHu npoOyKmu, oopu ako me He ca Bu
OuUNU NPednUCARYU OM NeKap |

Armuayuou |

EQHOBpPEMEHHO NpHEMaHe Ha MPOAYKTa C aHTHALUMIHH MPOAYKTH, KOUTO CBABPXKAT
ATYMHAHUN WM MarHe3nii HaMajsaBa BCMYKBAHETO Ha A3aTpHUIlL. [IpoaykTsT TpsAOBa 113
ce mpuiiara Hai-Manko 1 yac rmpean WK 2 gaca cjiefi IpueM Ha aHTHAMACH TIPOAYKT.

Kapbamazenun

A3aTpui He IOB/IMABA 3HAUNMO KPbBHUTE HUBa Ha KxapbamasenuH 4 Ha aKTUBHHTE MY
MeTabONuTH.

Luxnocnopun
Kom6uHupaneTo Ha A3aTpuil ¢ IHKIOCIOPUH MOXE Ja NOBEAC
cepyMHAaTa KOHLEHTPAIIHA Ha TO3HM JIEKapCTBEH IIPOMYKT, KOETO HaJl
 [pH HYXKJa J1a C€ KOPHTHPa 103aTa MY. |
Kymapurnosu anmuxoazyranmu




ChluecTByBa TEHIEHIMA KbM I10fBa HAa KPBHBOM3NHMBY HPpH KOMOMHUpAH INpPUEM Ha
A3aTpiil M IepopalHd aHTHKOaryjlaHTH, KOETO Hajara [pociefdBaHE Ha
MpOTPOMOMHOBOTO BpEME.

Hucoxcur

B1L3MOXKHO € [IOBMIIABaHE KOHHECHTPALMATA Ha JAUCOKCUH IpH CIHOBPEMCHHO
npueMaHe ¢ Azatpui. IIpenopbuBa ce HAOMOACHHUE HA MJIA3MCHUTE My HUBA.
Epzoanxanouou

Azatpun He TpabBa Ma ce¢ HasHayaBa E€JHOBPEMCHHO € €ProalkajOoniy IopaiM
CBILCCTBYBALL PUCK OT €PrOTH3BM.

Tepgernadun |

KoMmOunpaneTo Ha A3aTpwi ¢ TepdeHaanH TpA6Ba Ja ¢TaBa ¢ MOBHINEHO BHHMAaHHE
Nopaau pUCK OT PUTHMHH HapyLICHH.

Teogunun

EXHOBPEMEHHOTO TIpWIaraHe Ha MakKpOJUAM H TEOQWIHH C€ TIpupyxasa OT
MIOBUIIEHUE HA CEpYMHHUTE KOHIIEHTpanuy Ha TeOOWIHH, HO KOMOHHAIMATA € CYUTa
33 JOIyCTUMA.

Lluzanpuo

CeBMecTHATa yrioTpeGa ¢ UM3alpUd MOXeE Ia JIoBelle 10 CMYILICHWA B ChPACYHHUSA
PUTEM.

Pughabymun

EmHoBpeMeHHO Tpuiarane Ha puabyTHH M a3aTpui HE TIOBJIMABA CEPYMHUTE
KOHUEHTPAlMY Ha ABaTa npoAaykra. Moxe na ce Habmonasa HEYTpOIIEHMS, KOATO €€
CBBpP3Ba ¢ pUadyTUH.

A3aTpuil € MOMYCHHTETHYEeH MAaKpOJIHIeH aHTHOMOTHK, KOHTO HE HHAKTHBHpA
cHeHUbWIHA CH3MMHA CHCTeMa B UepHHA JApo0 (UWTOXpOM Pysp), MOpasy KOETO 3a
pasNuKa OT APYrd MAaKpOIMAM He NPOMEHS KOHIEHTpauusdTa Ha (QEHHTOMH,
Bap(apHH, METHINPEAHHU30JI0H ¥ HMMCTUAMH.

3. KAK CE IIPUJIAT'A AZATPHJ
Bunazu npuematime Azampun cnoped UHCmpyKyuume na AeKysauus nexap!
A3aTpHII CYCIIEHCHS Ce MpHiiara B IiepopaiHo 1 vac npeay win 2 yaca Clie]l XpaHeHe.
Jlo3UpaHeTo € KaKTo CIelBa;

¢ npu uHpexyuU Ha 20pHUME U OONHU OUXAMENHY NbMUMA U UHPEKYUU HA KOXAmQ
u mexume mvxkanu (¢ U3KIIOYEeHUEe Ha erythema migrans) — 10 mg/kg 3a 24 uaca
BEIHHK JHEBHO B IPOAB/KEHUE Ha 3 IHH,

Jlo3ute Ha IPOJYKTa Ce ONPEAEAT OT TENECHOTO TErJIO.

Tenecrno mea2no | Azampun npax 3a nepopansa | As3ampui npax 3a nepopaiia

cycnensua 100 mg/s> ml cycnensus 200 mg/S mi
S kg 2,5 ml (50 mg)
6 kg 3 ml (60 mg)
7kxg . |35Sm(MOmg) .. ... .\ . o]
8 kg 4 ml (80 mg
9 kg 14,5 ml (90 mg
10-14 kg 5 ml (100 mg)
15-24 kg
25-34 kg | 7,5 mi (1 rons

IHKHIKa-300




35-44 kg 10 ml (2 ronremu 16xuuku-400 mg)

Han 45 kg IIpunara ce 103upoBKa 3a
BB3pacTHH — 500 mg OHEBHO

[Ipy nedyeHHE Ha CTPENTOKOKOB (hapUHTUT IpH Acua, Asarpui ce I[pHiara
eJHOKPAaTHO AHEBHO B J03HpoBKa oT 10 mg/kg unu 20 mg/kg B npolbixeHde Ha 3
AHY. BBIpekyu ToBa NE€KapCTBOTO HA ITBPBH W300p NMpH NpOPHIAKTHKA Ha (BapHHTHT,
NMpPUYHHEH OT Streptococcus pyogenes U peBMaTHYHa TPECKa € IICHULIMIKH.

¢ npu Havannus cmaouii na Jlaiimcka 6onecm (erythema migrans) obiata foza €
60 mg/kg: mepBua aAeH 20 mg/kg emHOKpaTHO NHEBHO, nocneisad oT 10 mg/kg ot 2
10 5 JIeH B €AHOKpaTeH IPHEM.

* npu uHGexyuu Ha cmomaxa U 08aHAOecemONnpbCMHUKAG, NPUYUHEHU Om
Helicobacter pylori - 20 mg/kg nHeBHO B KOMOUHAUMA ¢ MOAXOAALIM JE€KApCTBa IO
MPEICHKA Ha JIeKap.

Asatpun® CyCTIeH3Hs ce TpUIara BEAHBX AHEBHO, TIOHE €MH 4ac NPEIH XPaHeHe W

2 yaca cjied ToBa. ToyHaTa JO3UPOBKA C€ HU3MEpBA ¢ NMOMOIUTA Ha CIIPHHIOBKATA 32
epopalHO AO3UPAHE WIN MEPUTEIHA TbXKUYKa.

Tayuenmu c 6v6peyna HedOCMAMBUHOCT

[Ipn nauMeHTH ¢ JeKO yBpedeHa ObOpeuHa QyHKUMA (KPEATUHMHOB KnaupbHC >40
ml/min) ue e HeoOXxoMMMa KOPEKLUA HA AO3HMpOBKaTa. HsiMa TaHHHA 32 NPUTOKEHUECTO
Ha MPOMYKTA NpPH MAlMeHTH che croiHocTH Ha KK<40 ml/min u B TakuBa ciaydawu
TpaOBa Ja ce TIOAX0XKAa C NIOBUINEHO BHEMAHHE.

[Hayuenmu ¢ 4epHOOPOOHA HEOOCMAMBYHOCT

A3UTpOMUIIMH ce TipepaboTBa B YepHHMA Opo0 W ce OTHACHA Ype3 MIIbYKata M HE
tpsa6Ba Ja ce¢ OpuIara npy NAalMEHTH, CTPajalld OT TEXKa YepPHOLPOOHA
HEAOCTATHYHOCT.

IIpuzomesne Ha cycnensuama

B Oytunkara ce nosuBat 12 ml npeasapuTenHo npeBapeHa U OXJIaJICHa BOJA, CIICK
KOETO Ce pa3kiaina fodpe A0 NojIy4aBaHe Ha XOMOICHHa CYCTICH3HA.

[Mpenu Besixa ynorpeba cycneH3naTa TpgOBa 1ia ce pasksamia.

AKO ¢T€ NPpHEJH NO~-ro/sIM0 KOJIHYECTBO 0T JIEKApCTBOTO!

IIpu npuem Ha no-6ucoxa 003a om npednucanama geoHaza ce obvpHeme 3a NOMOU
KoM aexap!

Hsma naHdu 3a npenosupaHe ¢ A3uTrpoMULMH. llpenosypane ¢ Apyru 1eKapcTsa Ot
cplllaTa TPyNa ce MpOoABABa ¢ IPEXOIHa 3aryda Ha CiiyXa, TeXKKO M3pa3eHO raicHE,
TIOBpBIIaHe U AHapus. B TaksB cirydalt € He0OX0IHUMO JIa ¢€ POBOKYIpa MOBPHIIAHE 1
Ia ce NOTbhpCcH He3abaBHA MEIUIMHCKA [TOMOILIL.

AKO cTe NPOoNyCHAJIY A NPHIOKHTE AZaTPHI:
AKO cTe TpONYyCHalX Na IIpUEeMeTe MNOopelHaTa A03a, TO IPHEMETE IPET]
[10-CKOPO, HO Ce HE 4 NpueMaiTe eJHOBPEMEHHO ChC Ce/IBaIlaTA. &
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4. Bb3AMOXHU HEXEJIAHU PEAKIIUHN

Kaxmo ecexu Opyz nexapcmeen npoOyKkm, Asampun modxce 3a NPeQuU3BUKA HeNCerary
JIEKAPCMEER U PeaKyuu

Hapywenus_na kpvema u numdnama cucmema
* Peoxu (>1/10000, <1/1000) - Hamanen Opoii  KpBLBHM  MNOYKM

(TpomMOouMTOEHNS); Jleka U MpexonHa HeyTpomeHus 6e3 NOTBBpICHA
MPHYUHHO-CIICACTBEHA BPH3Ka;
lcuxuvecku Hapywernus

* Peoxu (>1/10000, <Ii/1000) -— arpeCUBHOCT, TPEBOXHOCT, IMOBMILEHA
HEPBHOCT; |
Hapywenus na nepsnama cucmema
* Cpasnumenno pedxu (>1/1000, <I/100) - 3amasHOCT, CBETOBBPTEX,

CBHIIMBOCT, I1aBO0OJIKE, MbPUOBE, IPOMAHA Ha BKyca,
* Pedxu (>1/10000, <1/1000) - MpaByuxanus, bescuiine,
Hapywenus na enyxa u pasnosecuemo
* Peoxu (>1/10000, <1/1000) — ciyxosu HapynIeHys, rIyxora, IIyM B YIINTE,
OOMKHOBEHO IPY BUCOKHU N03M U NPEXOMHY: -

Cvpoeunu napyuienus |
* Peoxu (>1/10000, <1/1000) - cepuetuene, HapyIIeH CBPUCYEH PHTHM,

OOMKHOBEHO KaMEpHa TaXMKapIus;
CmoMawno-ypeeru HapyueHus | |

 Yecmu (>100, <1/10) — ranexe, OBPbLUAHE, NUapus, CTOMAalleH auckombopr;

* C(pasnumenno pedxu (>1/1000, <1/100) — razose, HapyImeHO XpaHOCMHJIAHE,
3ary0a Ha aneTur; |

* Pedku (>1/10000, <I1/1000) - 3anex, ofe3uBeTsBage Ha €3UKa,
[ICeBIOMEMOPAHO3EH KOJIUT:

Heprnodpobru u Jcavuny HapyueHus

* Peoku (>1/10000, <1/1000) — xenaTuT, KBITEHNA, HapyLeHN CTORHOCTH Ha
YCPHONPOOHHTE  €H3MMH, YepHOApOOHAa  Hekposa W YepHOIpOOHa
HEAOCTAaTBYHOCT;

Hapywenva na xoacama u nodnexcawume MbKAHU

* Cpasnumenno peoxu (>1/1000, <1/100) — aneprugnmu peaxUuy, BKJI. OOpHB U
YIHOPHT Chpbex; .

* Peoku (>1/10000, <1/1000) — anepruunu P€aKuVH, BKJI. AHT'MOHEBPOTHYEH
OTOK, YPTHKapus, (OTOYYBCTBUTEIHOCT, epUTEMA MYJITH(OpPME, CHHAPOM Ha
CtusbHC-/DKOHCBH, TOKCHYHA CIHACPMAlTHa HEKPOJTH3a;

- Hapywenus na kocmume, myckynume u cvedunumennama mokan

* (Cpasnumenro pedxu (>1/1000, <1/1 00) — craBuu GonKu,

Hapywernus na nuxounama cucmema

* Peoxu (>1/10000, <1/1000) — wHTEpCcTHUMATEH HeQPUT M octpa OB6peqna

HEZOCTAaThYHOCT; | LTI

Hapywenus na nonosama cucmema
* Peoxu (>1/10000, <1/1000) — Baruuur;

Hapywenus om 06w xapaxmep
- & Peoxu (>1/10000, <1/1000) - aHAQUIAKTUYHH  PeaKII

KaHAua03a.
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Axo 3abenexcume KaKBUMO U O € HEJXCENAHU peaxyuu, KOUmo He ca Ompa3eHu 6
masu MUCMOoBKA, MOAs Cbobujeme 3a mosa HA NEKY8awUs 1exap uiu gpapmayesm.

5. YCJIOBHUS HA CbXPAHEHUE

ITpu Temnepatypa noa 25° C!

Cpok Ha TOAHOCT: 2 (IB€) TOAMHH.

CpOK Ha TOOHOCT Ha [OTOBATa CYCNEH3UA - 5 NHU mpu ceXxpadeHue ot 2°C o 8°C (B
XJIaIUTHUK)

6. JOIThJIHUTEJIHA HH®OPMAILIAA
3a BCAKO AONBJAHUTEIHA HHPOPMALHA OTHOCHO TO3H JIEKAPCTBEH NPOAYKT Ce
o0pblIadiTe KbM MECTHOTO [IPEACTABUTEACTBO Ha [IpuTeiKaTella Ha paspeLuCHHETO 34

yroTpeoa.

AxraBuc EAJ[ |
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