JIacroBka: HEpOPMANHSA 32 HOTpeduTEIH

Ynazuan 1,0 /0,5 g npax 3a HHKEKIHOHEH PAITBOP
Unasyn 1,0 g/0,5 g powder for injection

AmmmnmmeynﬁamaM (Ampicillin/Sulbactam)

[IpouereTe BEAMATEAHO NANATA JHCTOBKA, BPEAR Aa 3aN0YHETE A2 HINOA3BATE TOBA /IKAPCTBO, Thil

KATO TH CLALPAA BaxkAA 32 Bac andopmanas.

- 3ama3eTe Ta3u JUCTOBKA. MoXKe Aa ce HAOKHM Ja s [IPOMeTeTe OTHOBO,

- AKO HMaTe HIKAKBH ACITEIHHTEIIHH BBIIPOCH, ToNHTalTe Baitius nekap, papMalieBT HIH MEIHILIMHCKA
cecTpa.

- Tora nexapcTeo € mpeArmcano uuHo Ha Bac. He ro npeorcrenraire Ha apyru xopa. To MOXe fa UM
HaBpeaH, He3aBHCHMO OT TOBA, He MIPH3HALIMTE HA TIXHOTO 3200/4aBaHe ca chlHTe KakTo BamHre.

- AKO nolTyudTe HAKAKBH HEXEaHH JICKapCTBEHH peaklyy, yeeaoMeTe Baurus nekap wim ¢papMalniesT.
ToBa BKIIOUBa H BCHYKH BBE3MOKHH HEXKeJIaHH peaKLMH, HEOHMCaHH B Ta3H JIMCTOBKA. Biokre
TOUKA 4.

KAKkBo cubpa Ta3H THCTOBKA: Uiﬂﬂbﬂﬂmgﬂﬁﬂ AIEI:I_HFIH N0 NREKAPCTBATA |
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6. ChappkaHHe Ha ONAKOBKATa M JOITRIHATEITHA HHGOPM HUB NE ovvovreerssssenns
1. Kakseo npeacraBnssa YHA3HH H 32 KAKBO ¢€ H3NM0JI3BA

YHa3HH € 0T Ipynarta Ha NeHBHAITHHOBUTE aHTHOMOTHLM. M3non3ea ce 3a JedeHue Ha OakrepHansHu
HH(eKUHAH, YHa3uH ¢ KOMOMHAITHA OT JRE BELHECTBA: AMITHIUTHH ([IEHULAIHHOB AaHTHOMOTHK) U
cynbakram. CynbakTaM noaroMara aMIMIWIHHA B AeHCTBUETO My IPH HHOEKIMH, TTPHYHMHEHH OT
TIEHHIMJIMH-PE3HCTEHTHH OaKkTepuu. TOBa IEKAPCTBO CE€ M3MNO/3Ba 32 JIeUeHHe HA MHOIO PA3TMYHH BHAOBE
vr(eKIMH, TPHYHHEHH OT MYBCTBHTENHN KbM HEr0 MAKPOOPTAHH3AMM.

B xaxkBH c/1y9aH ce H3MOI3BR TOBA JIEKAPCTBO: |

Bamust nexap Moxke 1a Bu npeanume YHa3HH 3a Jie4YeHHe Ha HHPEKLUMH 0T poja Ha:

- HH(EKIMH Ha TOPHUTE H JOJIHMTE AUXATCITHH ITHTHINA, HAMp. CHHY3UT, HH(EKLHH Ha CPEAHOTO YXO H
EIUITIOTUT (BE3NAICHUE HA IBIITAYa),

- DakTepHaIHN MHEBMOHUH;

- MH(EKIHR Ha MHKOYHMUTE ITBTUIIA H nmueaoHedpHT (Bb3nasicHHe Ha OBOpeuHOTO lereH4e);

- BBbTPeKOPEMHH HHPEKIIMH KaTO NepHTOHHT (HHpEKINUA Ha KOPEMHHUTE OPTraHH), XONeLIACTHT
(BB3MAICHHE HA JKIIBUKATA), BE3NANCHHE HA TA30BHTE OPTaHH;

- OakTepuaiHa cerrruieMus (GakTepuanHa HHQEKUHMA HA KPBLBTA),

- HHPEKIMU Ha KOXKATA, MCKHTE ThKaHH, KOCTHTE M CTABHTE;

- roHopes (baxrepnanHa HHpekIMs, peaBata 110 MOJOB ITBT).

YHa3uH MOXe CBIIO Ja ¢¢ M3MOM3Ba MIPH XUPYPrudecKH ONnepaliH 3a HaMa/IIBaHe HA BEPOATHOCTTA OT

HI—I(lJBKTHpaHE Ha paHaTa [ipH IIALHCHTH, MOAICHKAINN Ha KOPCMHH HIH Ta30BH ONCpalLluH, Hailp. IIQS_EPQBQ
..-'-'_::..r"' e “"'...._.

CEYCHHEC. o .




2. Kaxso TpaGBa aa 3HaeTe, Ipead Aa HINOI3BATE YHAIHE

He n3noa3eadtTe YHAZHH |
- aKO CTe anepruvyHy KbM aMITMUMNHH, Cyn0akTaM MM KBM JIEKAPCTBO OT I'PyNaTa Ha NCHHUIFIHHHTE,

IlpeaynpexaeHns 1 Kpeana3Hy MepPKH |

T'oBopere ¢ Bamusg nekap, GpapMaUeBT WM MEAUIMHCKA CeCTpa, MIPeH Ja MPHEMETe Y Ha3HH.

- AKo MMaTe WIH CTe HMaIH aJiepriud KbM HAKOH aHTHOHOTHIM (IEHUIWIMHY, HedanoCnOpHHH) HIH

. KBbM APYTH JIEKapCTBa,; -

- Axo crpajare oT OpOHXHATHA acTMa, YPTHKAPHS HJTH KOTIPHBHA TPECKa.

- AKO 110 BpeMe Ha JiedeHHeTo BH ¢ YHA3HH ce MOABAT 3aTPYAHEHO [Iperirbliane WM JHInaHe,
3avYepBABaHe WM NOAYBAHE HA JIALIETO WiIH phueTe. HezadasHo ce cabpxere ¢ Balins nexap Win
MEAMIMHCKA CECTpa WM NOTHPCETE MOMOII B HAkH-0MH3KOTO IcUEOHO 3aBEICHHE.

- Axo 0o Bpeme Ha AeueHneTo BH ¢ YHa3MH ce NosBy TexXKa KOXKHA peakiys (0OpHBH Mo KOXKAaTa H
JIATAaBHLNATE, MEXYPH TI0 KOMKATa I CHPOAINM YepBEHH TI€THA, JIOIMCHE Ha KOXKaTa I10 WAIOTO TAI0),
MpHeMbT Ha YHa3uH TpOBa Aa ce npexpatu ¥ Aa Bu 6bae HazHaucHA CHOTBETHA Teparu,.,

- Axko no BpeMe Ha. teueHreT0 Bu ¢ VHA3WH ce NOosBK AUMapua, BKITIOUUTEIHO A0 ABa MECelia Cheh
clipaHe Ha sekapcrteoto. Habmonagato € yBpexkaaHe Ha Aefenoto 4epso (ncesaoMeMOpaHo3eH
KOJIUT) IIPH NPWIOKEHHETO HA MOYTH BCHYKA AHTHOHOTHIH, BKJIIOUYHTEIHO H TIPH NPIIOKEHHETO Ha
YHazuH, KaTo TeKecTra Moxe Aa Oble Jigka A0 :KHBOTO3acTpallaBalma.

- Axo m3nuTBare 00JIKa B KOpEMa, HMaTe ChpOek, ThMEH LIBAT HA YPHHATA, JXBJITO OLBETABAHE Ha
KOJKATa M/Id OYMTE, TafieHe (MO3KUBH 3a MOBPBIIAHE) HIH KaTO LUI0 HE ce YyBeTBaTe Ao0pe, chobinere
BeHara Ha Bamms nekap. Te3u mpu3HAIM MOTAaT /1a OCOYBAT YePHOAPOOHO YBpeKJaHe, KaKBOTO €
BB3MOKHO /1a B3HHKHE IMPH YHoTpeba Ha aMIHIMIMH/CyJI0aKTaMm.

- AKko ToBa niekapcTBo B ce npuiara npoas/DKHTeNHO BpeMe, BatnuAar iekap Moxe Aa OHCKa Aa Bu
HamnpasH HAKOH H3C/ICABaHNA Ha KPBBTA. |

- AKo cTe Ha sjHeTa ¢ OrpaHH4eH NMPUEM Ha HATPHIL - 00IOTO KOMHYECTBO HATPUMN B €IHH (JIAKOH
VHazul e npubnusurenso 115 mg,

JApyra fexkapeTsa u Y HAHE

HudopMupaiite Bamus nekap wim ¢papManesT, akO NpHUeMaTe, HACKOPO CTe MPHEMAIHA WIH € Bb3MOXKHO /ia

npneme're OPYTH JIEKApCTBa., |
ANIOTYPHHON (M3MO/I3RA CE 32 JICYSHHE HA NOArpa): Bb3MOKHOCTTA Aa PA3BHETE KOKEH o0pus
HapacTBa, KOraTo alomypHHOJ Ce MpHiara 3a¢IHO ¢ Y Ha3HH.

- AMMHOTIHKO3HIH (H3MOJ3BAT Ce 34 JIeYeHHe Ha GakrepHanHd HHPEKIHH): AKO YHA3HH H HAKOMH
aMHHOTIMKO3H ObIaT Ha3HAYeHH CIHOBPEMEHHO, T¢ TpAOBa A Ce NMPIWIaraT Ha paslInyHH MECTa ¢
pPa3iHKa BBEB BPEMETO OT II0HE eJJHH Yac. -

- AHTHKOAarYyaaHTH (npenocTBpaTaeaT TpoMO00Opa3syBaHETO B KPBPBOHOCHATA CHCTEMA): Y HA3HH MOXKe
Ia 3acHJTH JeiCTBHETO Ha TE3H JIEKAPCTBA.

- XiopaMpeHHKOJI, EPHTPOMHLIMH, CYI(POHAMHANA H TETPALHKIUHA (aHTH-UHOEKIMO3HH JICKapCTBA).
TE€3H JICKAPCTBA MOKE J1a HapyllaT aHTH-HHGPEKIMO3HOTO AeiicTBHE HA YHAa3HH — HaH-1o0pe € Ja ce
130sarBa eAHOBpEMEHHATA HM yroTpeba.

- EcTporen-chbabpaaiy nepopaiHd KOHTpaleNTHBH (IIPOTHBO3a4aTHYHHU XaImdeTa). Y Ha3HH MOXE Ja
HaMaJIi €(peKTHBHOCTTA HA NMPOTHBO3AYaTHYHHTE XalyeTa — ApernopbhyBa C€ H3I0I3BAHETO HA APYT
WK JOITRTHUTEIIEH METO] 3a Npeana3BaHe OT HexeNaHa OpeMeHHOCT, TOKATO NpueMarTe Y HasHH.

- MeToTpeKcar (M3NoN3Ba ¢C IIPH HAKOW HOpMH Ha PaK, KOXKHI ¥ BE3TAJIHTEHN 3a00NABaH):
CAHOBPEMEHHHAT NPHEM ¢ YHA3HH MOXKE Ja YBCIMYH TOKCHYHOCTTA HA METOTPEKCaTa.

- [Ipobenenup (M3MON3Ba CE 32 JICUCHHE HA MOJArpa); MOXKe 1a YBEJIMYH TOKCHYHOCTTA HA Y Ha3HH.

- JlabopaTopHH H3CAEJBAHHA: HAKOH H3C/ICIBAHHA HA YPHHATA WIH KPBBTa BH Morar fia ce noBAUAAT
OT NMpHEeMa Ha Y Ha3uH,

bpeMeHHOCT H KhpMeEHe

Axo cTe OpeMeHHa HITH KbPMHETE, CMATATE, 4€ MOXKE J1a ¢Te OpeMeHHa WIH IUIaHHpaTe Ope
nochBeTRaliTe ce ¢ Baimia siekap Hiu ¢apMalieBT npeau ynoTpedara Ha TOBa JICKapCTRBO.
BesomacHocTTa Ha YHa3HH 110 BpeMe Ha OPEMEHHOCT H KEPMEHE HE € YCTaHOBCHA.




lo¢pnpane 1 paGoTa ¢ MAIIAHH
Hama U3BeCTHO JIcHCTBHE..

YHa3nn ¢chaAbpxa HATpHI
AKO ¢T€ Ha IHETA ¢ OTPaHHYEH NPHEM HA HATpHii, TpAOBA Aa UMaTe NMpeABHI, Y¢ B eAMH (IakoH YHA3HH ce
cbAbpxKaT npHOausuTenHo 115 mg (5 mmol) Harpmit.

3. Kak aa a3no/3sare YHa3HH

BuHary H3nonseaitre ToBa JIEKapCTBO TOUHO KaKTO BH e kazan Bamuat nexap. AKO He CTE€ CHT'YPHH B HELIo,
nonuTaiite Bamma nekap wiu ¢papMaliesT.

Heobxoanmara no3a YHasun e By 6b0e HKeKTHpaHa BLB BEHA 32 MUHHMYM 3 MUHYTH WiH e Bu Obae
NPHIOKEHA KaTO BEHO3HO BJIMBaHe 3a 15-30 MuAyTH.

YHa3HH Moxe 1a Bu 6b1e npiiokeH H KaTo AI100Ka MyCKY/THA HEDKEKLIHS.

(Obnuaiinara no3a YHa3HH 3a Bb3pacTHH € B paMKHTe Ha 1,5 g 10 12 g Ha aen (1 oo 8 ¢nakoHa), pasaeneHa
Ha NpucMHU Ha Beeky 6 wiu 8 yaca. [o-nexure wHpeKkipM MoraT Aa ObJAAT ICKYBaHH ¢ MPHUEMH Ha BCEKH
12 vaca.

Morar na 6b4aT npeANUCaHH T10-TOJIEMH HITH TIO-MATTKH HHTEPBAIN MEXAY OTACTHHTE JO3H B 3aBHCHMOCT
OT TeXeCTTa Ha 3abo/isBaHeTo M OT OBLOpeuHaTa GyHKIMA HA NanueHTa. IIpH NauMeHTH ¢ TEXKKO yBPE/ACHA
6b0pevna ¢pyHKUHA J03HTe YHA3WH ce MPHIAraT Ha N0-roJIeMH MHTEPBATH.

JleuerneTo 0OMKHOBEHO NMpoABKaBa N0 48 yaca ciel OT3By4aBaHe HA MOBHIICHATA TEMIICPATYpa H Ha
ApYrure aOHOPMHH NPH3HALH, KOeTO 06HYaliHO € Mexay 5 H 14 AHH, KaTO TO3KM NEPHOA MOXKe Aa 6b/e
yABJDKCH HIM Ja ce Ha3Ha4H AOITBIHUTE/IHO aMIALINH ITIPH MHOTO TEXKKH CJTy¥aH Ha 3a0onsBane.

3a npeoTBpaTABaHE HA XHPYpruyHa HH}peKuua Tpadea Aa ObaaT npuioxenu 1,5-3 g YHasun

(1-2 pnakoHa) npu BHBEKOAHETO B aHecTe3HA. J{o3aTa MOXKe Ia OBbAe rnoBTrapAHa Ha Bcekd 6—8 yaca, Kato
TpUNaraHeTo 0OHKHOBEHO ce cnupa 24 yaca ciien noBedeTo mpypmecm NPONEAYPH, OCBEH aKO HE €
MOKA3aHO JICYCHHE ¢ Y Ha3HH.

Ako cre 3abosesin or roHoped, YHasuH MOxke Ja Bu Obl1e JaneH karo eqHoKpaTHa nosa or 1,5 g (1 dpnakon)
H €THOBPEMECHHC IIie npreMare TabneTku npobeneury 1 g, kaTo B creapainute 4 Mecenia Bamuar nexap me
B nipaBH M3CIeBaHMA.

Yoorpeba npn nena
Ho3arta Ha YHa3HH 3a mOBeYeTo HHEKIHHU IIPH ieUa, KbpMadeTa 1 HopopoaeHu € 150 mg/kg nHeBHoO,
pasfiesieHa Ha npueMHU Ha BeekH 6 10 8 yaca.

I'lpH HOBOPOASHH MO BpEME Ha ITBPBATa CEAMHIIA OT KHBOTA {0CO0EHO HEAOHOCSHH ) NpeNoPLYBAHATA 1034 €
75 mg/kg nHeBHO, pa3AcieHa Ha IpHeMH Ha BcekH 12 Jaca.

AKO CTe H3N0M3BATH NI0BeYe OT HeoBX0THMATA K034 YHAZHEA

YHasuH me By Ovae mpunaran ot MEOHIMHCKH NEPCOHA, TTOPAJH KOETO € MATKO BEPOATHO Aa Obae
npeno3upaH. AKo ce ChMHABATE, 4¢ Bu € npuioxkeHo TBBpae oMo KOTHYECTBO Y HA3HH, TOBOPETE
BEAHATA ¢ Baims jiekap WM MeIMLIMHCKA cecTpa. Te e npeAprHeMaT ChOTBeTHH MEPKH.

AKO cTe NpONyCHAJR A H3N0/I3BaTe YHA3HH
JlexapctBoTo e Bu 6bae npunaraHo oT MEAHUHHCKH CISUMATHCT MOJ, PEXHM, AKO ¢€ CBMHABATE, He CTS
NPOIYCHAJIH /1034, ropopete ¢ Bamns nexap win Meaumncka cectpa. Te me npenenar nami jaBu_ . _
IPWIOKAT POIyCHATATa 034, ‘

AKO HMaTe HAKaKBH JOITBIHATEIHH BEIPOCH, CBBP3aHH ¢ ynoTpebaTa Ha TOBa nexachBo, ’
Baimua nexap Wid MeAHIIHHCKA CecTpa.



4. Bob3MOXKHH HEKECIAHH PeAKIHH

KakTo BCHUKH JieKapcTBa, TOBA JIEKAPCTBO MOXKE Aa MPeAN3BAKA HEXESIaHU peakiiuH, BBIPEKU 9€ HE BCEKH
T'H [IOJTY4aBa.

YecTn HexXkeJIAHH peaknna (MOraTt Aa 3acersar a0 1 ma 10 aymn) ca:

- Hamanes 6poii Ha ChCHpBAIIATE KNETKH, HAPHYAHH TpOMOOLIMTH, B KPBBTa (TpoMOOoLMTONIeHH);
HaMaNleH Opoii HA YEPBEHUTS KPHBHE KJISTKH B KPBRTA (aHEMU ), HOBUINICHHE (H3REH HOpMaTa) Ha
onpeaereH BUg OSIH KPBBHH KICTKH (€03HHOMIITHA)

- Br3nanenue Ha BeHa (¢aebur)

- Jtuapus

- Hapymenne Ha yepHoapobnata tbym(n;m; (mopunieH GWIMPYOMH B KPBBTA);

- bonka Ha MACTOTO Ha HIDKEKTHPaHE

- [ToBuineHHE Ha HAKOH YepHOAPOOHH (PYHKLMOHAJIHH IIOKA3aTe)H (TPAHCAMHHAH)

HeuecTn Hexenann peaknnn (Morat Ja 3aceraar a0 1 aa 100 aymn) ca:

- Hamanen Opoii Ha Oenure KpbBHH KNETKH B KPHBTA (JIEBKOTIEHHSA, HEYTPOIICHHA)
- IloppblaHe

= Ob6pus, crpdex

Penxn nexe/ann peaknun (Morat Aa zacersar Ao 1 sa 1 000 aymn) ca:
—~ [anere, Bp3NaneHue Ha e€3uka (TJIOCHT)

C men3necTHA 1ecTOTA (0T HAIMYHAHATE JAHHA He MOKe a3 0bJe HanpaBeHa oneHKAa) ca:

- Hamanen 6poif Ha YepBEHHTE KPHBHH KJICTKH B KPBBTA {(XEMOJHTHYHA aHEMHA ); PASEK criax B Opod Ha
Oenure KPHBHHU KISTKH, C BHCOK PHCK OT TEKKH HHpEKLUMH {arpaHy/IOLMTO34a); KPHBOH3IIHBH B KOXKaTa
HWIH JPYTH YacTH Ha TAJIOTO, AB/DKAIIH ¢€ Ha HUCHK Opoi TPOMOOLMTH B KPHETA
(TpoMOOLMTONICHHYHA ITypITYypa)

- BHe3zamnHa, Te;kka aNeprudHa peakiui ¢ pA3Ko [IOHHKeHHE Ha KPbBHOTO HaNAraHe, YpTHKApUATICH
OOpHB ¥ 2aTPYAHRCHO AMinane (AHaIIaKTHUEH HIOK), TE/KKA aNepruiHa (ana@mamon,uﬂa) peaKiumi,
KOATO NPEeAU3BUKBA 3aTPYAHEHO JHIIAHE WM 3aMaiiraHe

- I'spuose

- Bua uHdexnus Ha yepBara (1ICeBAOMEMOPAHO3EH KOJUT, EHTEPOKOJIHT); Bh3NaJICHHE Ha JIMT4BHIATA
Ha yCTaTa, BEHLATE, €3UKa H YCTHHTE (CTOMATHT); 00e31IBETABAHE HA €3HKa

- Bun yeprogpobHO Bh3naieHHe (XONCCTATUYECH XEMNATUT); NOTUCHAT HUTHYEH NOTOK KbM depBaTa
(xonecrasza);, abHopMHa YepHOAPOOHA PYHKLUA; XKBJITCHHLA

- [ToayBaHe Ha AULIETO, YCTHUTE, €3MKA H/HIH I'bPJIOTO ¢HC 3aTPYAHEHO MPErTbiiaHe WK JHILAHE
(aHrHoeneM); TexXKa aANCpPruyHa peakiys, 3acArama IoTo TAUIO0, NPOSBABaIa c& B OOpUBH IO
KOXKATA M JIMTABUIIHTE U MEXYPH 0 KoxkaTa (CHHApOM Ha CTHBBHC-/PKOHCEHH); OTAEIAHE HA
NOBBPXHOCTHHA CJIOH HA KOXKATA IO LAIOTO TANO {TOKCHYHA eNHASPMATHA HEKpOIH3a); OOpHB No
KOXKATA, IPHYMHABALL CHpOAILN YCPBEHH MIETHA (epuTreMa MyaTrgopMe); oOpur 1Mo KoxKaTa

(epuTeMa); OCTpa XKOAKHA peaklis, CBbp3aHa ¢ pHeMa Ha JIEKAPCTBOTO, ¢ MEXYPH IO KOXKaTa H
NOBHUICHA TEMIIEPATYPA (€K3aHTEMATO3HA MYCTYR03a); BE3NANCHAS HA KOXKATA CHC 3aUepBaBaHe |
OLIEHE (EKCGONHATHBEH ACPMATHT); NOABA HA MEXYPH, 3a4EPBABAHEC HIIH CHHHHH IO KOXKaTa
(YPTHKapHs)

- Buxg 656peuno pp3nasicHde (TyOYNOHHTEpCTHLHANEH HEPPUT)

- Peakiiig Ha MACTOTO HA HEDKEKTHpAaHe.

Cro0masane HA HeXKe/ITAHH PeaKnHH
AKO NOJIYMHTE HAKAKBH HEXKEIaHH JIEKAPCTBCHU PEaKLMH, yBeaoMere Bauma nekap, ¢papmaiest

MEJHMLIMHCKA cecTpa. ToRa BKIIOYBA BCHYKM Bb3MOXKHH, HEONHMCAHU B Ta3H JIMCTOBKA HEXKET '
MokeTe ¢BIIO 13 CHOOINHTE HEXKEMAHH PEaKIHK AHPEKTHO Ype3 U3mbIHHATEIHA areHIHA
yi. “amsn I'pyes” Ne 8, 1303 Codus, Ten. +359 2 8903 417, yebeaiir: www.bda.bg. Ka
HEXKEJIAHH peaKiH, MOXKeTe 1a AaieTe CBOS MPHHOC 3a MOjTydYaBaHe Ha noBede HHopMA|
0€30MacHOCTTa HA TOBA JIEKAPCTRO. |




5. Kak 1a ¢cbXpaHsBarTe YHAIHE
Ja ce cpxpaHsaBaiTe Ha MACTO, HEAOCTHIIHO 32 Jella.

He u3nonssaiite ToBa IEKapcTBO C/iel CPOKA HA M'OJHOCT, 0T0€/I93aH BEPXY KaPTOHEHAaTa onakoBka, CpOKET
Ha FOJIHOCT OTTOBapA HA MOCACAHNAA ACH OT [IOCOUCHHUA MECEL.

Ha ce cpxpanssa noa 30°C.

Jla ¢e na3H OT CBeT/THHA.

6. Crappixanne HA ONDAKOBKATZ H JONL/IHHTEIHA HHGOPMANHA
KakBo cuappxa YHasan

AKTHBHHTE CBCTABKH ca CynbaxkTam U aMIHLIWIHH. B equn duakon ce ceappkar 330 mg cynbaxram
(585 mg cybmaxram Hatpuit) 1 1 000 mg aMmmuamae (1 137 mg aMIMLMIHH HATPUIA).

Kak M3rjiex1a YHAIHH H KAKBO ChABJKA ONAKOBKATA
VHa3uH ce npeiara karo 1,5 g cyx npax 3a paspe)kIaHe B CTHIUICH (PIAKOH ¢ T'yYMEHA 3aMyINaKA.
IIpuTekaTen Ha pa3pemeHHETo 3a YIOTPeda B HPOA3BOARTE]

IIpurexkaTen Ha pa3pelieHUETO 3a ynoTpeoa:
PFIZER EUROPE MA EEIG
Ramsgate Road, Sandwich, Kent CT13 9NJ

ObeauHeHo KPANCTBO

[IpousBoauTEN:

Haupt Pharma Latina S.r.1L.
Latina (LT)

Strada Statale 156 Km 47,600
04100 Borgo San Michele

Hranus

Hara Ha noc/i¢AH0 npepasriexaane Ha JHCTOBKATA

ITocouenata mo-goay HEGOpMaIHA € mpeAHa3HavYeHa caMO 33 MEOHIMHCKH CIICLIHAJIHCTH;

PasTBapsaHeTo MOXE 1a C€ HAIIPaBH N0 CICAHHS HAYHH:

Obwma EKBHUBaNIeHTHH 103U Onakoeka Ob6eM Ha MaxkcuManHa
A03UPOBKA Cyn0aKTaM-aMITHIHIHH pasTBOpHUTENIA  KpaiHa

(2) (g) (ml) Konueﬂ'[pamiﬁ

1,5 0.5-1,0 20 ml dpnaxoH 3,2




3a MHTPaBEHO3HO NMPHNOKeHNe YHa3HH TpaOBa fna Oblie pa3TBOpEH B CTEPIIHA BOJAA 34 MIDKEKIHH HIH ApYT
CBBMECTHM Pa3TBOp. 32 Aa ¢& OCUI'YpPH ITHIHOTO pa3TBapAHe, TpAOBA J1a Ce OCTaBH, JOKATO H3YE3HE NIAHATA,
3a J1a MOJKe J1a ce npoBepH BM3yaiHo. [lo3ara TpaOBa ja 66ae nproxkeHa KaTo O0MyCHa HEKEKLHA 34
MHHMMYM 3 MHEYTH Wil MOXKS 2 c& U3MO0/I3BaT NO-TONEMH PA3TBOPH KATO MHTPaBeHO3HA MH(Y3Hs 32

15-30 MuHyTH.

YHa3us MoXe Culio Az Obae MpHNaral noCPeACTBOM TBIOOKA HHTPAMYCKYNHA MHOKeKIma, AKo HMa DOJIKa,
Moke Ja Opae m3nonzean 0,5% paTBop Ha MHAOKAHHOB XHAPOXJOpHA, 0€3BOACH 3a pa3TBApAHE Ha IIpaxa.

Ynompeba npu ev3pacmnu
O0uuaitHara 703MpoBKA Ha YHA3HH € B paMKHTe Ha 1,5 g 10 12 g IHeBHO, B OTAE/IHH J03H Ha BCEKH 6 10

8 yaca 10 JOCTHraHe HA MAKCHMAJIHA JHEBHA 1033 Ha cya6akTam oT 4 g. He TonkoBa TexxkHTe HHPSKIHH
Morat ga ObaaT JIeKyBaHH ChC CXeMa Ha NpHIIOKeHHEe Ha Bceku 12 vaca.

HHeBHa J03a cynbakTam
Texect Ha nHdekHATA HATpUIY/AMIHITATH HATDHIT (g)
Jlexa 1,5003¢0,5+1 001 +2)
YMepeHa 1o 6 (2+4)
Texka oo 12 (4 + 8)

YecToTaTa Ha IPIIOKEHHE HA JO3UTE MOXKe J1a Ob1€ MO-BHCOKA HIH II0-HUCKA B 3aBUCHMOCT OT TE€XeCTTa
Ha 3afonaranero H o7 660peyHaTa GyHKIUY HA NAUKUCHTS.

[Ipu natHeHTy C OrpaHNYEH MIPHEM Ha HATpuii TpaOBa Aa ce HMa npenBuy, 4¢ B 1 500 mg YHazuH ce
chABpKAT npuOmmsHTeano 115 mg (5 mmol) HaTpu#.

3a npodriakTHKa Ha XHpYyprudHi uadekunn, 1,5-3 g YHasun tpadea aa GbAaT AAACHU HPH BHEBCKAAHETO B
aHecte3ua. Ta3u noza Moxke Aa Opae OBTOpEHA Ha BCeKH 6-8 4aca, KaTo npHIaraHeTo 0OHKHOBEHO Ce
crHpa 24 yaca ¢iel Kpasi Ha [10BE9€TO XHPYPrHUHM IIPOLEAYPH, OCBCH aKo HE € OKa3aH TEpaneBTHYCH Kype
C YHa3uH.

[Tpu nedeHUeTO HA HEYCIIOKHEHA r'OHOped YHa3HH Moxe 1a Obae JaBaH KaTo eaHOKpaTHa Aosa oT 1,5 g.
EanoepeMeHHO TpAOBA NEPOPANTHO Aa CE npydiara npodeHeua 1 g, 3a Aa ce yab/KaT INasMEHHTE
KOHLIEHTPAaLlMH Ha cyJa6aKTaM ¥ aMITHLIMIHH.

Heouampuuna nonyaayua

Jlo3HpoBKaTa Ha YHA3HH 3a NOBeYeTO HHAEKLAH TIPH Aena, KbpMaveTa H HoBopoaeHd e 150 mg/kg/nen
(expuBaneHTHO Ha cynbakraM 50 mg/kg/nen u amnuuwnaH 100 mg/kg/neH), pazaencHa Ha IPHEMH HA BCEKH
6 1o 8 4yaca B CHOTBETCTBHUE ¢ OOHMAAHATA MTPAKTUKA 38 AMIHUMNKH.

[Tpu HOBOpOAEHM IO BpeMe HA TFPBATA CEAMHMIA OT JKHBOTA (0CO0EHO HEAOCEHH) NMPErophYBaHaTa
A03MpoBKa e 75 mg/kg/nen (exBuBameHTHO HA 25 mg/kg/neH cyndaxkram i 50 mg/kg/nen aMNvpIMH),
pasaesieHa Ha J03H Ha BeekH 12 Jaca.

Hayuenmu ¢ 6vbpeuno yepeorcoane

o an it
,_,--H "“"l-n. The,
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BpemeBuTe HHTEpBAH 3a YIIOTpeda ¢ pasAHYHUTE PA3TBOPH 3a paspexaHe 3a MHIPABCHO3HA HHY3HA ca
KaKTO ClIeBa:

PasTBop 3a paspexaane KonmeHTpanns Bpeme 3a
H3N0/3BAHE
(B 9acose)

Cyabaxram + AMORIHIKHE 25°C 4°C
Crepunna BOAA 332 HHXXCKLMH a0 45 mg/ml 8

45 mg/ml 48

a0 30 mg/ml 72
H3oToHHMYEH HAaTpHER XIOPHA A0 45 mg/ml 8

45 mg/ml 48

Zo 30 mg/ml 72
M/6 pa3zreop Ha HaTpHEB a0 45 mg/m} 8
NaKTaT

a0 45 mg/ml 8
5% BoneH pasTeop Ha rmoko3a 15 a0 30 mg/ml 2

o 3 mg/ml 4

no 30 mg/ml 4
5% raroxo3a B 0.45% NaCl A0 3 mg/ml 4

1o 15 mg/ml 4
10% BoneH pasTBOp Ha 1o 3 mg/ml 4
HMHBEPTHA 3axap

no 30 mg/ml 3
Punrep nakrateH parsop 0o 45 mg/ml 8

A0 45 mg/ml 24
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