JJUCTOBKA




JIucroBka: nHdopMauus 32 NaHEHTA

Iedenum Tenamua 1 g npax 3a HHKEeKNHOHEeH/HHPY3HOHEH Pa3TBOP
Cefepime Tenamyd 1 g powder for solution for injection/infusion

nedenum (cefepime)

[IpouereTe BHHMATE/IHO ISJIATA JIUCTOBKA, PEIH /1a 3aNI04MHeTe A H3M0JI3BaTe TOBA
JIEKAPCTBO, Thil KATO T ChABbpPkKa BakHa 3a Bac uudopmanus.

® 3anasere Tas3y JUCTOBKA. MOXKe 1a ce HaJIOXKH Ja 1 Mpo4YeTeTe OTHOBO.

® AKO MMaTe HAKAKBH JOITbJIHUTEIHU BBIIPOCH, NnonuTaiTe Baius nekap, papMaLeBT WIH
MEJIMLIMHCKa CecTpa.

@ Tosa nekapcTBO € npeAnucaHo Ju4Ho Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To

MO2KE J1a UM HaBpeau, HE3aBUCHUMO Y€ MPU3HALIUTE Ha TAXHOTO 3a00J1IBaHE ca CHhIIMUTE KATO
Baiuure.

% AKO MOJTy4HTe HAKAKBU HEXEJIaHU JIEKapCTBEHH peakLuH, yBeJoMere Baiuus jiekap,
dapmalLieBT WM MeIULIMHCKA cecTpa. ToBa BKIIOYBA U BCHYKH Bb3MOXKHH HEXKEJIaHH PeaKLuH,

HEOMUCaHH B Ta3H JIMCTOBKA. BriKTe TouKa 4. I

_ : - "~ ey "I | j
Al 1 1T BRI LY | T1TBR*AR* " alla

i f wll

I‘ i e I ] R ——— . =

Kakso CbAbPKA TA3H JIHCTOBKA.

.  Kakso npeacrabnssa Llepenum Tenamus u 3a KaKBd ce W3M0J/13Ba a{ \.7/ ? J / 7 .,? |
2. KakBo TpsOBa na 3HaeTe, peaHy 1a U3ITOJI3BaTe L[ed)ei%idj’euam —
3. Kak aa uznonssare Llepenum Tenamua | PaspeweH 1 -10- 2024 |
4, Bb3MOKHHU HEXKeJIaHU peaKLHu | | —. 6”6’ 205 ¥ l
3. Kak na cexpansaBare Llepenum Tenamua | , !
6.  CbabpKaHHe Ha ONAKOBKATA W JOMBJIHUTEIHA HHOpMAaLs e ————
1. Kakso npeacraBasBa llepenum Tenamua n 3a KakBo ce H3M0J13BA

[ledenum Tenamua e aHTHOMOTHK, U3IMOJI3BAH NP Bb3PACTHU M Aelia. Toi aelcTBa, KaTo yOuBa
OakTepuMTe, KOUTO NPUYMHABAT MH(Pekuru. Toll npuHaIekKH KbM IpyIia JeKapCcTBa, HapeYeHH
YemewbPMO NOKONEeHUE YeDaroCnopuHu.

an Bb3PpaCTHH H ACLA HAll | 2-roguiunHa Bb3pacT, BKIIOYHTCJIHO.

® Mndexuuu Ha 6enus Apod (MHEBMOHMA)

@ YenokHeHH (TeXKH) HHPEKUMHK Ha MMKOYHUTE IThTHILA

® YenodkHeHHU (TeXKH) HHPEKLMHU B KOpeMHaTa KyXuHa

® Bb3nasenye Ha nvraBvLiaTa Ha KOpeMHaTa KyXHHa (nepumonum), CBbp3aHO ¢ AHAIU3A IIPU

MaliMeHTH Ha NMPOABL/LKUTEIHA aMOyslaTopHa nepuTtoHeanHa auanu3a (ITAI1)

[Ipu BB3pacTHHU:
s OcTpy HHPEKUHMH Ha XJITBYHHUA MEXYP

[Tpu nena Ha BB3pacT oT 2 Meceua A0 12 roauHu M ¢ TenecHo Terno oA 40 kg, BKIIOUUTETHO:

® YcnoxkHeHH (TeXXKH) MHPEeKLUM Ha MMKOYHUTE IMbTHILA
@ HUudexkuuu Ha 6enus apod (MHEBMOHMS)
® Undekuun Ha MemOpaHuTe, NOKPUBALLM MO3bKa (Oaxmepuanen MeHurH2um)

[lebenum Tenamup ce U3MoI3Ba U NMPU Bb3PAaCTHHU U MPH Jela Ha Bb3pacT HaJl 2 Mecela

® 3a JICYEHHUE HA MPUCTBIT HA TPECKA C HEU3BECTEH IMPOU3X0/l MPH NALMEHTH C HAMAJIEHA _—— -~
PE3UCTEHTHOCT (aKO MMa CbMHEHHE, Y€ TpecKaTa ce Ab/DKH Ha OakTepHaiHa HHDEKLUs
MaLMEeHTH ChC CPEAHO TEXKA 10 TeXKa Heymponenus). AKO € HeoO0XoauMo, TpsOBa aa
KOMOMHALMA C Apyr aHTUOHOTHK.

® 3a JiIeyeHHe Ha DakTepueMus (MPOHUKBaHE Ha OAKTEPHUHU B KPbBOOOPBLLEHH

L



2. Kaxso Tpa0Ba ga 3Haere, npean ga uinoassarte lledpenam Tenamua

He u3nonspaiite Hedenum Tenamua, axo:
. CTe AIEPrHYRH (C8pBLXUyecmaumennu) KbM Ipyry 1e¢anocnopHHOBH aHTHOHOTHIIH HIH KbM
HAKOS OT OCTAHAJINTE CHCTABKH HA TOBA JIEKApCTBO (M30OpOEHH B TOUKa 6).

. HSKOTa CTE MMAJIM TEXKA aJIeprHyHa peakiius (peakyus Ha CEPHLXHYECMEUMENKOC) KM
BCEKM ApYr BHA Oera-TakTaMeH aHTUOMOTHK (TEHULIWIMHH, MOHODAaKTaMu ¥ KapOaneHeMH),

. UMAaTe NOBUIleHa KHCEJTMHHOCT Ha KPBBTA (ayuoosa).

VeeaoMeTe Baums nekap, npeau Aa 3anodHere aa unonzpare Lllegpenum Tenamua, ako cMsrare, ye
TOBa ¢e oTHacs Ao Bac. B T0o3u ciyuaii He TpaOea na Bu ce npunara Llegenum Tenamuz.

IIpeaynpexaenns U NpeaNa3HA MEPKH

['oBopeTe ¢ Bawus fiekap, ¢papMalieBT WM MeAHLUMHCKA CecTpa, npeau Jaa usnomssare Lledenum
Tenamua:

¢ aKO HAKOra CTeé HMaJIH AJleprudHa peakuus KoM LedenuM wiu Apyry Oera-naKkraMHu
AHTUOHOTHMLIM MM KBM APYTO JieKapcTBo. AKO no BpeMe Ha JedeHue ¢ Ledennm Tenamun passuere
ajlepryyHa peakiyi, Tpadea re3adaBHO Aa ce cBbpikere ¢ Bawusd nekap, ToBa MOXe A2 € CepHO3HO.
B To3u chyuall nekapAT BeQHAara e npeyCcTaHOBHU 1€UEHHETO.

¢ aKO HAKOra CT€ HMaJTH acTMA UITH CKJIOHHOCT KBbM aJIepriH.

. ako uMarte npobnemMu ¢ 6pOpenHTe, MOXKE a ce Ha/IOXM Ao3aTa Ha Llepenum Tenamua na
ObAC KOpUTHpaHa.

¢ aKO 10 BpeME Ha JICYCHUETO Pa3BHETE TEXKKA H NIePCHCTHPAINa AHapHA. TOBa MOXE Ja €

NPU3HAK 32 Bb3NaJeHUe Ha 1e0eoTo YepBo M 1a ce Halara clelllHa MeHIIMHCKa HaMeca.

. aKO HMATE CbMHEHHA, Ye MO BpeMe Ha MPOAB/DKUTEIHO HinonipaHe Ha Ledenum Tenamun

CTe pa3BWIH HOBA HHexnusa. Tosa Moxe Ja € HH}EeKIHUI, TPHUHHEHA OT MUKPOOPTaHU3MH, KOUTO
He ca YYBCTBHMTEJIHH KbM LUCQENAM H MOXE A C€ HAJIOXKH MPEKbCBAHE HA JICUECHUETO.

. ako TpAOBa na Bu OBJaT HanpaBeHU H3C/IeABAHHA HA KPBB H/IH YPHHA, BAXXHO € 13 KaXKeTe
Ha Jiekaps, e uanonsBare Llepenum Tenamupa. Tosa ekapcTBO MOXKE Ja IPOMEHH pe3yJITaTUTE OT

HAKOH M3C/eBaAHMA.

. Hsakou manpeHTH CHOOLIABAT 3a CNy4ad HA HapYLUEHHE Ha Chb3HAHHUETO, BIIIKOYUTEITHO
00bpKBaHe, XATIOLMHALIMM, CTYIIOP, KOMA, BHE3allHH MYCKYJTHH CXBalllaHuid, MpHnaabuu, On0peuna
HeJOCTATBYHOCT (BWOKTE T. 4. Bb3MOXXHH HexenaHu peakuun). [loBedeTo cimyqan ca HaCTBIWIH
NpH NaLUKeHTH ¢ OBOpEYHHU NpobIeMH, KOHUTO ¢a NOJY4YaBaJIH MO-BUCOKA J03a OT
NpenopbUYUTE/HATA.

o [To npHHLKNO CUMITTOMUTE Ha HEBPOTOKCHYHOCT H34e3BaT Clie]l NpeycTaHOBIBaHE Ha
JICYEHUETO ¢ UehenUM WM clefl XeMOAHANHU3a (NPOLIEC Ha NPEYHUCTBAHe Ha KPBBTA Ha YOBEK,
yuuTo OBOpeUn He pabOTAT HOPMANIHO ), HO HAKOH CITy4aH MOTaT Aa AOBEAAT A0 CMBPT.

Apyru nekaperea H Ledenum Tenamnp
Hudopmupaiire Bawius 1ekap Wiv apMaleBT, ako NpMeMaTe, HACKOPO CTe NPHEMANTH WIH €
BBL3MOXKHO J1a pHEMeTe APYTH JIEKapCTRa.

bpemMeHHOCT, KbpMeHe H PepPTHANTET

AKko cTe OpeMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKE Ja CTe OpeMEeHHa WIM IUIaHupaTe OpeMeHHOCT,
nocweeTraiire ce ¢ Baumna nekap wiu ¢gapmaLeBT npeau yrnorpebara Ha TOBa JIEKapCTRO.

Hsama undopmanms OTHOCHO ynorpelara Ha TO3M JICKAPCTBEH MTPOAYKT M0 BpeMe Ha OpeMeHHOCT.
3a npennouuTaHe € Aa ce u3darea ynorpedara Ha Lledermum Tenamua no Bpeme Ha 6peMEHHOCT.
Marnku xosM4ecTBa OT TOBa JIEKAPCTBO MOTAT A IIPEMUMHAT B KbpMaTa. Brnpeku Toea, Lledenum

Tenamua Moxe aa Bu 6na¢ npunaran, nopu ako kepmute. Tpabea o6aue, na HabmozaBare - -

KbpMA4eTO 3a BEb3HHKBAHC Ha HCXKCJIaHH pCaKIIHH.

Mlo¢gupane u padora ¢ MALIHHMU
Llepenum TeHaMup He NORIMSIBA WIH MMa HE3HAYMTETHO BAMAHHE BBPXY CIOCOOHOCTTa




3aMasgHH WM Ja MMaTe IpoMeHH B 3peHHero. He mwodupaitre U He H3NON3BANTE MAIIIMHY, aKo He ce
yyBcTBaTe J00pe.

3. Kax ga manoazpare Ilepenum TenaMun

IIpanoxenue
O6ukHoBeHo Iedenum Tenamup ce npunara ot Jiekap WIH MeNUIIHHCKA cectpa. Moxe na ce

NPWIOKHM KaTo KankoBa MH(Y3us (MHTPaBEeHO3HO BJMBAHE), YPE3 HIDKEKIHA JIHPEKTHO BB BEHATA,
WM ¥pe3 Aba6oka MyCKy/THa HH)KEeKLIMA B rayTeanHata o61acT (rojisiM MycKya B 06s1acTTa Ha
ceJaTHIeTo), (MHTpaMycKyJIHO). MHTpaMycKyHOTO npuiioskeHue € camo 3a 0,5 gu 1 g. 2 g xaro
eAMHHYHa N03a He TpAOBa 4a ¢e MpWaaraT MHTPaMYCKYJIHO.

O6uvalina no3a

ITpaBunuara 3a Bac no3za Lledpenum Tenamun e 6nae onpenencHa oT Bainus 1ekap ¥ 3aBHCH OT
TEKECTTA H BHIA Ha UH(EKLMATa, a/Id [IpHeMare ApyrH aHTuOuoTHIM, Bainero Tersio u Bb3pacT,
KOJIKO A0Ope dyHkupoHupaT Or0peLuTe Bu. Ob6nualinara NpoARDKHTENHOCT Ha JIEYEHHETO € OT 7 10

10 nuu.

Bun3pacTHH B WHOIH ¢ TejecHO Terjio 40 kg niu nosevye (npubansdareano Hax 12 roannn)
O6uuaiiHara 1032 32 Bb3PacTHH € 4 g HA JIcH, pa3Ae/ieHa Ha [Be No3K (2 g Ha BcekH 12 yaca). Ilpu
MHOTO TE€XKHA HH(EKIMH, 103aTa MOXKe Aa Ce ITOBHILH 10 6 g IHeBHO (2 g Ha Bceku 8 yaca).

Knpmauera (maa 2 Mecena) u aena ¢ renecuo reryio 10 40 kg (npubmmsurenno 12 roguau)

3a BcexH 1 kg TejiecHO TerJio HA KBPMAYETO HIH AeTeTo, TpAbBa Aa ce mpriarar no 50 mg
uedermM Ha Beeku 12 uaca. B cimydaii Ha MHOrO TEXKM HHOEKIMHY, HApUMep MEHUHIUT, Ta3H 1034
ce Mpuiiara Ha BCekM 8§ 4aca.

KbpMmauera (oT 1 Mecen 10 oA 2 Mecena)
3a Bcexn 1 kg TesiecHO Teryio Ha KbpMadeTo, TpadBa aa ce npuarar no 30 mg nedenM Ha BCEKH
12 yaca (1M Ha BeexH 8 yaca, B cliydail Ha MHOIO TEXKKH HHPEKUHH).

IHanuenTn ¢ 0n0peunn npodaemn
Axko umate npobnemu ¢ Os0peunTe, Bawunsar iekap Moxe 1a MpOMEHH fo3ara Bu.
I'oBopeTe ¢ Bamus Jexap, ako ToBa ce OTHACA 3a Bac.

AKo ca Bu npriokuian no-rojamMo koandecrso Hedenum Tenamun, oTkoNKO0TO TPpROBA

Tsit kaTo Llepernnnm TeHaMHA Lite BH ce MpHIATa OT JIEKap HIM MEOHLIMHCKA CECTPa, HAMA BEPOATHOCT Ja
Bu ce npunosxu norpellHa go3a. Bee nak, ako MMaTe He)XelNaHH peakUMH WM CMATaTe, vye Bu ¢
OWI0 NMpUAOKEHO NPEeKaeHO MHOTO, KaXkeTe Ha Baiuua siekap He3abaBHO.

AKo cTe nponycHaau aa usnonipare Ilepennam Tenamun

AKO MHCITHTE, 4¢ He BH e mpunoxena no3a or Lledpenum TeHamun, kaxere Ha Bainus nekap
He3abaBHO.

AKO HMaTe HAKAKBH JOMBIHUTENHH BEIPOCH, CBBP3aHH ¢ yrioTpedara Ha TOBA JIEKAPCTBO,
nonuTaiite Bamus nekap, ¢papMaueBT WK MEOQUIUHCKA CECTPA.

4. BBb3MOKHE HEXXEJIAHH PeAKIHH

KakTo BCHUKHM JISKAPCTBA, TOBA JICKAPCTBO MOXKE 1A NMPECAH3BHKA HEXKE/IAHH PEaKlHH, Bb
BCEKH ' MOJIy4aBa.




Hudopmupaiite nezabapao Bamns Jekap, KOHTO 1le NPEKPATH JieUeHHETO, AKO HMATE HAKOH
OT CJEAHHTE TEKKH CHMITOMH HA AJIePrHYHA peakInd:

. Texka anepragana peaknus. [IpuzHauure Brnousat pesieden n cLpbam obpns,
noAYBAaHe, IOHAKOra Ha JIMLETO WIH YCTAaTa, KOETO NPHUXHABA 3ATPYAHCHHE HA NHIIAHETO.

. Kozen o6pHB, KOKTO MOXKE 1A € KaTo MeXYPH H Aa U3IVIEKIA KaTO MAIKH MHIIEHH (TbMHO
ETHO B LIEHTHPA, 3a00HKOJIEHO OT MO-CBET/A YacT ¢ ThMEH IMPHCTEH OKOO Hes).

. Fenepanu3dpan o6pHB ¢ MexypH H JIIOIIEHE HA KOXKATA (TOBA MOXKE /1a Ca MPU3HALH Ha
CHHAPOM Ha CmusbHC-LICOHCOH WIH MOKCUYHA enUOepMARHa HEeKPOAU3a).

O6npHeTe ce He3a0aBHO KbM Bamus jJekap, ako 3a0€1€XKHUTe HAKOE OT CACKHUTE:

MnBoro 4ecTH HeXXeJaHH PeaKIHH, KOATO MOIaT Aa ce Ha0/odaBaT OpH KPLBAHTE
H3CJIeABAHRSA
Te morar na 3acersar noseve ot 1 ma 10 gyymu

o nonoxureseH TecT Ha Kyymoc

YecTH HeXKeIAHH peaKIHH
Te morat ga 3acernar a0 1 1a 10 aymmn

. 60s1Kka Ha MACTOTO HA HHXKEKTHPaHe, MOJyBaHe U 3aUepBABAHE N0 BEHATA
. auapus
. KOXEH OOpHB

PelKH He)KeJIAHH peaKOHH

Te morat na 3saceruat go 1 na 1 000 aymm

. I'o6uunn uadexnnn: B peaku cnyyau nexapcrsa karo Legenum Tenamun morar na
NPUYMHAT CBpBbXpacTex Ha Apoxau (Candida) B T4n0TO, KOETO MOXE Aa AOBE/EC A0 MEOHUHH
uHbpeKLHH (kaTo MiIeyHHLa). Tasu HexeNnaHa peakLiHs € NO-BEPOATHA, ako H3non3sate Ledenum
TenaMua nNpoOABIKHTEIHO.

JApYTrHTe HeXKeJJAHH PeaKIUH BKJIIOYBAT:

HecTH HekeTaHH peaklBH
Te morar ga sacerdar a0 1 Ha 10 gymn

. YecTH HeXXeNnaHH peakUMH, KOHTO MOraT Ja ¢e HaD/oJaBaT B KPbBHATE H3CIICIBAHHA!
- NOBHINABaHE HUBATA Ha CHABPXKALLMTE CE B UepHUA Apo0 BewecTra (eH3umu)
-  noBHHIaBaHe Ha OunMpyOHHa (BelUeCTBO, NPOH3BEKAAHO OT YEpHUS Apob)
- rnpoMeHH B 6pos Ha Genure KPbBHH KIIETKH (€03uHOQuUALL)
-  HHCKHM HUBA Ha YepBEHMTE KPBLBHH KICTKH (aneMus)

HedecTH HeXKe/IaHH peaKkiHH
Te morar na 3acernar Ao 1 ma 100 xymu

¢ BB3MaJIeHHE HA KoJIOHA (1ebenoTo yepBo), NPUIHHABALLO AHapHI, OOUKHOBEHO C KPbB H
city3, O0NIKH B KOpeMa

. BHCOKa TeMnepaTypa (Tpecka)

. 3auepBIBaHE Ha KOXAaTa, KONPUBHA Tpecka (ypmukaput), cepOex (npypumyc)

° [MO3UBH 34 MOBPbLUAHE (rageHe ), NOBphILAaHe

. rnasodonue

HeuecTn HexxenaHu peakUMy, KOUTO MOTAT Aa ¢€ HabMIoAaBaT B KPBBHU U3C/IEBAHUA:
- HHCKH HHBA Ha ONpeAeNieH! KPbBHH KIICTKH (1€6KONEHUA, HeymponeHus, mpomboyumonenus)
- MOBHIIABAaHE HA HUBATA HA a30T B ypeATa U CEPYMHHS KPCATUHHH B KPHETa.

Pe)KH HeXe/IaHE peaKIHH
Te morar na 3acernar ao 1 ma 1 000 aymu:
o aJlepruyuHa peakuus

- MpUNaabLy, 3aMasHOCT, HapyIllEHKHe Ha BKYCa, yceliaHe 3a Go/1exH HWIH H3TPhIIB




KOXATa, 3a0yX

. OOJIKH B KOpEMa, 3aleK
. TpeNepEHE
- OTOK Ha o-ABAOOKHUTE CI0EBE Ha KOXKaTa (aHrHoeieM)

C HeH3BeCTHA YeCTOTA: OT HATHIHHTE JAHHH He MOXe 1a O0bJe HanpaBeHa OlleHKa

. KOMa, HapylUEHO Ch3HAHHE WIH 3aTPyAHEHO MHCAeHe, 0ObpKBaHe H XaNIOLHHALHH,
CMa3MH Ha MYCKYJTUTE

npUnaabUMU

¢banKHBO MOJIOKHUTEITHH TECTOBE 34 INIIOKO3a B YPHHATa

npobneMu ¢ XpaHOCMHJIAHETO

npobieMn ¢ Ox0OpeLuTe

KbpPBEHE

HexenaHu peakiyy, KOMTO MOTaT Ja ¢¢ HabMmoJaBaT B KPbBHUTE H3C/ICABAHUA!

- NpoMeHH B 6pos Ha KPEBHUTE KIIETKH (a2panyroyumosq)

- YepBEHWTE KPBBHHU KNETKHU ce paspyluaBat T8upae 61p30 (xemonumuuna anemus)

Cro0manaHe HA HEKEJIAHH PEAKIHHA

AKO NMOJTYYHTE HAKAKBH HEXEJIAHH JISKAPCTBEHH peakUMH, yBeaoMeTe Bauus nekap, ¢papMauesT
WIH MEAHLHMHCKA cecTpa. ToBa BKIIOYBA BCUYKHM BB3MOXKHH HEOIIMCAHH B Ta3H JIMCTOBKA HEXENAHH
pEaKIUH.

Moxere ¢biIo Aa ChOOILIMTE HeKeMaHH peaklMU AUPEKTHO Ype3 HallMOHA/IHATa CHCTEMA 32
chobluasaHe:

H3nbLAHHTEIHA ATeHIHA N0 JIeKAPCTBATA
ya. ,,Jaman ['pyes* Ne 8

1303 Codus

bnnarapus

Ten.:+359 2 8903417
yebcaiiT: www.bda.bg

Kato crobuiaBare HeXKelaHH peakLHH, MOXeTe 1a AafieTe CBOA NPHHOC 34 NOMyYaBaHE Ha [TOBEYE
HHGOpMaLHa OTHOCHO 06€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak gpa coxpanasare Hedenum Temamnn

,[[a C€ ChXpaHiaBa HA MACTO, HEAOCTBRITHO 3a& AcLid.

He u3znonspaiiTe TOBa NEKAPCTBO ClIed CPOKA Ha FOJHOCT, 0TOENA3aH BEPXY €THKETa Ha (JIaKOHA H
KapTOHeHaTa ornakoBka cnefl {I'ogeH no:}. CpokbT Ha rOAHOCT OTTrOBaps Ha MOCICAHHA ACH OT
Noco4YeHHd MeceLl.

Ha He ce coxpansBa Hafg 25°C.

CoexpaHsaBaiiTe ¢pakoHa B KAPTOHEHATA ONAKOBKa, 3a Ja ce Ipeanasy oT CBETJIHHA.

3a ycnoBUATA Ha CEXpaHEHHEe Ha NPUrOTBEHHA/paspeACHHA JICKAPCTBEH NPOAYKT BHXKTE B Kpad Ha
nucToBkaTa "CneaHara yHQOpMAUHs € peHa3HaYeHa caMO 33 MEJULIMHCKH CIIELUATUCTH .

He u3xpbpnsiiTe nekapcrBaTa B KAHANU3ALMATA WM B KOHTEHHEPA 32 JOMAUIHU OTIIATbLH.
[TonuTaiiTe Baluuat papMalLeBT Kak fa U3XBBPIATE JIeKapCTBATa, KOUTO BeYe HE H3ION3
MEPKH LLIE CTIOMOTHAT 32 Ofa3BaHe Ha OKOJIHATA cpela.




6. CobIbpkanse HAa ONIAKOBKATA U JONBLJIAHHTENHA HHPOpMALHS
Kakpo coanpxa Ilepenum Teramun

- AKTHBHOTO BELLECTBO € ledenyM (kaTo HedenuM JUXHIPOXIOPUA MOHOXHAPAT).
- Jlpyrara cecraBka € L-apruuH.

Hepenum Tenamua 1l g
Bceku dnakoH chabpxka 1 g uedenum (kato uedennuM JMXMAPOXIOPHA MOHOXHPAT).

Kak n3rnexaa lledpennm TenaMna # KaKBo CbAbPKA ONAKOBKATA

Llepenum Tenamun e npax, ¢ 6sn a0 61eaoxkbAT UBAT. ONIAKOBAH € B CTLKIICH, 6e3LBETEH QJIAKOH
tun 11 ot 15 ml, ¢ aMamMeTsp 20 mm, 3aTBOPEH CHC CHBA CWIMKOHH3HpaHa 6poMo0yTHIOBa ryMeHa

3anymanka, Al-o0kaTka v OTUyNBalla ce Kalay4ka.

KaproHeHH kyTHH, chabpxkatny 1 unu 10 ¢pnaxona x 15 ml
He BCHUKH BHAOBE ONAKOBKH Morat na ObJaT mycHaTtH B mpojaxda.

IIpaTekaTeN HA paspelIcHHETO HA YROTpeba

Tenamug I0pun EOOJ

yia. “Hapns Japeun” Ne 3, rp. Codus 1113
bnarapus

Ten.: +359 2 9631328

IIpou3gonuTe

Meaurpaia Harepaemrsnsic KOO/
Oya. “Llapurpancko woce” Ne 119A
1784 Codua

brarapus

Ten.: +359 2 9631328

JaTa Ha mocjieAHO npepasraexiane Ha aucropkara: 08/2024

e r 7ty 7ttt f 13 1 1 r i L b 1 t { I 1 1 t 3 J t ' 1 1 [ B 0 & ' J 0 B I ' I [ B I T L 1 B Q1 |} 1 B L 1 J I [ L 1 8 L L B & 1 L L L L g § J L L L J L B 1 L L B L & L L 1 R _L L 2 1 L 4 L 21 J ]

[TocoueHara no-aAoiny HHGOpMAaLHA € MpeaHa3HAYeHA CaMO 38 MEIULIHHCKY CIEHANTUCTH:

I IpAroTBsiHE Ha pa3TBOpa 33 HHTPABEHO3HO HH)KCKTHpaHe

ChabpxaHHeTO Ha uiakoHa ce pastBapda B 10 ml roga 3a nHxxekuuy, 5% pa3TBop Ha INIOKO3a 32
HHXKEKLHH, 1M 0,9% pa3TBOp HAa HATPHER XJIOPH/ 338 MHMKEKIHH, KAKTO € IOCOUYEeHO B TadIHuATa
no-gony. IIpurorseHuaT pasTBop ce HHXKEKTHpa 0aBHO B MPOABLKEHUE HA 3-5 MHHYTH HIIH
AUPEKTHO BBEB BEHA, WA AUPEKTHO B KAHIOIATA Ha CUCTEMATa 3a HHPY3HS, AOKATO HA MallHeHTa ¢e
npaBu HHGY3US CHC CHbBMECTHM HH(Y3HOHEH pasTBOP.

CnenHara Tabnuua CbaBpXa HHCTPYKLIMH 33 pa3TBapAHE:

Uo3upoBKa # Foﬁaaeﬂ Emaﬁm pacH obem (ml)
HA4YyMH Ha ml) _
1giv. 10,0 11,4

PastapsaHeTo/ pa3pexxaaHeTo TpadBa a ce W3BBPUIBA B ACENTUYHH YCIIOBHA.




[IpMroTBAHE Ha Pa3TBOPA 32 UHTPABEHO3HA HHY3IUA

3a KHTpaBeHO3HA HHY3HA pa3TBopeTe 1 g, KaKTO € MOCOYEHO NMO-rope 3a AUPEKTHO HHTPABEHO3HO
MpUAOKEHHE, No0aBeTe HEOOXOAUMOTO KOMHYECTBO OT MOJNyYeHHA PasTBOP KbM KOHTCHHEp ¢
elMH OT CbBMECTHMMTE HHTPABEHO3HH pa3TBOpH (IIpenopsUYHTENeH KpaeH obem okono 40-50
ml). [TpuroTeeHMsT pasrsop TpaOBa Ja ce mpuiara 3a nepHoa or okono 30 MUHYTH,

CBBMECTHMOCT ¢ MHTPABEHO3HU Pa3TBOPH
3a NpHroTRIHEe Ha pasTBOpa ca MOAXOAALIH CIICAHHTE Pa3TBOPHTCIH.

* Bozaa 3a HHXKEeKIHY
. Pasreop Ha mmokosa 50 mg/ml (5%)
. Pasteop Ha HaTpues xyopua 9 mg/ml (0,9%)

[TpuroregHe Ha pa3TBOpPA 3@ HHTPAMYCKYJIHO HIDKEKTHPAHE
3a MHTpaMyCKY/IHA HIDKeKUMS pa3TBoOpeTe ChAbpxaHeTo Ha Qiaxona B 3,0 ml pasrsopuTeNn, KakTo e

[IOCOYEHO B Tabrmuara no-fAony. PasreapaHero/paspexxaaHero TpsaOBa Aa ce U3BBPIIBA B ACCIITHUHH
yCNOBH,

Bunpeku ge Lledenum Tenamua moxke Aa 6vae npurorsed ¢ 0,5% win 1% pa3TBop Ha JIMAOKAHH,
TOBA OOMKHOBEHO HE € HeOOXO0AHMO, ThH KATO UHTPAMYCKYJIHOTO fIPHIOXKEHHE HE NMPHYHHABA WK
NpUUYKHHABA CaMoO JieKa DOJIKa.

CneguHaTa Tabnuua ChIbprka HHCTPYKLMH 33 pa3TBapsHe:

ll[ompoaxa u HaudH  |fobaBen pasTeopuren (ml) [Kpaen o6em (ml) OHUEHTpaLus
Ha PHJIOXKEHHE npubi1., B mg/ml)

1 g im. 3,0 4

CHBMECTUMOCT ¢ HHTPAMYCKYJIHH Pa3TBOPH
. Bojaa 3a MHXEKIHH

. Hatpues xnopup 0,9% WHXKEKUHOHEH pa3sTBOP
. HexkcTposa 5% UHKEKLMOHEH pa3TBop
. Bopaa 3a nmxekunu ¢ napabeHn # OCH3WIOB alIkOX0

[TonoGHo Ha apyruTe HedanoCnopruHy, pasTBOPET HA iepelrM MOXe /g C€ OLIBETH B XKBJIT A0
KexJTHOapeH LBAT, B 3aBHCMMOCT OT YCJIOBHATA HA ¢CbhXpaHeHue, ToBa obaue He BlIMsAe OTPHLATEHO
BBPXY edeKxra Ha NPOAYKTa.

Ornegaiire gnaxoHa npeau ynorpeda. PasreopsT TpabBa f1a ce U3MNONI3Ba CaMO aKoO B HErO HAMa
yacTHUH. M3noassaiite caMo BUCTPU pasTBOPH.

Camo 3a eqHoKpaTHa yrioTpeba. M3XBLprieTe HeHM3MON3BaHOTO KOMHYECTRO. HEH3MON3BaAHUAT JIEKAPCTBEH

NPOAYKT WM OTNAXBYHHUTE MATEPUANTH OT Hero TpAOBa Aia ce H3XBBHPJAT B CHOTBETCTBUE C MECTHHUTE
M3HCKBAHUA.

HechbBMECTHMOCTH
PazTBopure Ha Lledernim Tenamun He TpabBa fa ce cMeCBAT ChC CACAHUTE AHTHOMOTHLIM:
METPOHHIA30J], BAHKOMHILIMH, N'eHTAMHULMH, TOOpaMHLMH cy/1QaT U HETWIMHIIMH cyidar, nopaau
¢dbH3HYECKa WIK XUMHYECKA HECBBMECTHMOCT. AKO € MOKa3aHO €IHOBPEMEHHO JIeYEHHE, Te3H
aHTUOMOTHLIM TpAOBA Na ce IPHIAraT NOOTAEIHO.

Coxpanenue ciej pasTsapsse




Cpok Ha rORHOCT HA NMPUTOTBEHUA Pa3sTBOD

3a MHTPABEHO3HO HIDKEKTHPAHE, HHTPAMYCKYITHO MIDKCKTHPAHEe WIH NPUIOKEHHE KaT) HHGY3HA

(nobaBeHa KbM CHBMECTUMA MH(DY3MOHHA TEYHOCT)

XuMuuHaTta H ¢H3HYHA cTabHAHOCT NpH ynoTpeba Ha NPUrOTBEHHA PAa3TBOP € JOKA3aHA 32 He
nosBeue oT 1 yac npu Temnepatypa nox 25°C wiau 12 yaca npu remneparypa 2°C - 8°C.

Ot MUKpOOGHOIOrMYHA IMIEIHA TOUKA, IPUTOTBEHHAT pa3TBOp TpAOBa fa ce 13rnon3ea HezabaBHo,
OCBEH aKO METOABT Ha OTBApAHE H Pa3TBapsHE H3KTIOUBA BE3MOXHOCTTa OT MUKpOOHO

3aMBPCABAHE.

Jlpyrd cCpoKOBe Ha ChbXPaHEHHE H YCIOBUS NpM ynoTpeba ca 0TrOBOPHOCT Ha noTpedurens.

O3HPOBKA NPH MALMEHTH ¢ HapyLweHa OnOpeuna dyHKUMA

Bw3pacmuu u ronowu ¢ menecro meano Hao 40 kg:

[TpenopbuMTENnHaTa HaYMANHA J03a IPH NALUHEHTH ¢ OBOpedHO yBpeKAaHe € ChillaTa, KAKTO MpH
nalHeHTH ¢ HopManHa ObOpeuHa gyHkuua. Cneapainara TabMHLA [TOCOYBA MOANBPIKALIMTE JIO3H:

PEATHRHHOB KJIHPBHC pPeNOPBLYHTEIHA HNOAAbLPXKALIA A03A:
{m)/min] JMHUYHH JO3H H HHTEPBA/I Ha BBEBEXIAHE

Teowcku ungpexyuu: HO20 MeXCKU uHexyuu:
bakTepHeMHA, MHEBMOHMA, CJIOXHEHH HHTpaabIOMHHANIHH
IMHGEKIUN HA THKOYHHTE HHOEKLIMY, eMITUPHUYIHO JeUeHHe
| ITETHINR, OCTPY HHPEKLIMM Ha [HA MauueHTH ¢ ¢pebpuiHa
{ JKTBYHHTE MBTHILA ~ HEYTpONeHHd
50 (obvualina no3a, He ce 2 g Ha BCeKH 12 yaca 2 g Ha BceKH 8 yaca
MCKBA KOPUIHPaHE)
0-50 X ? g Ha BCEeKH 24 yaca ? g Ha BceKH 12 yaca
11-29 1 g Ha BcekH 24 4aca ? g Ha BCeKH 24 uaca -
< 10 0,5 g na Bcexu 24 1 g Ha BcexkH 24 yaca )

Ilayuenmu na ouanusa

Eauna HaTosapsaiiia 103a oT 1 g npe3 nbpBusa AcH ot nedeHHeTo ¢ Ledpenum Tenamun, nocneasana
oT 500 mg Ha JeH cnea TOBa, ¢ H3KIKOUeHUe Ha cny4yauTe Ha (eOpiiHa HeyTponeHu s, pH
MOKa3aHH4, 38 KOUTO NpenopbuMTeNHATa 103a € 1 g Ha JeH. B aHuTe Ha quanuaa, llepenum
Tenamun TpsOBa aa ce npwiara B Kpas Ha Kypca Ha Adann3ata. AKO € BE3MOxHO, Ledenum

Tenamun TpabBa Aa ce npwiara no €IHO U ChIIO BpeMe BCEKH JEH.

[Ipn maumMeHTH, NONTOKEHH Ha NMPOAB/DKUTE/IHA aMOynaTopHa nepuroHeanHa auanusa (I11AILI) ce
npenopbyBa CieAHaTa Ao3upoBKa: | g llepenum Tenamua Ha BcekH 48 waca B Ciyyail Ha TEXKH
vHpekudy win 2 g lledenum Tenamug Ha Bcekd 48 yaca B CiTydail HA MHOIO TE€AKKH HH(EKIHH.

Heya ¢ napywena 6vbpeuna @yrnxyus

[Ipenopruea ce HauanHa no3a oT 30 mg/kg 3a kppMaueTa oT 1 10 mo-mMaiko ot 2 Meceua wi 50
mg/kg 3a nauMeHTH MeXxxay 2 Mecella 4 12 roqunn. Cneapaluara Tabnuua nocoysa MoAIbP KALMTE

JO3H.

EquariHg 1034 (mg/kg TenecHo Terno) ¥ HHTEPBAI MEXAY OTAENHITE MPHIOKEHUA

KpeaTHHHHOB Teoicku unghexyuu: Mrnoeo medicku ungpexyuu. ——
KJIHPBHC [THeBMOHMS, YCIIOKHEHH baxTepHeMus, dakrepyaACH ARGy
[ml/mm] HHOEKLHUH Ha NMUKOYHHTE EMIIHPUYHO JIEYEH -/ Y12 Ho
MBTALLA (BKIT. MHETIOHSQPHT) bebpuiHa HeyTpo Lits Tk
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Kepmayeraor {2 Mecena - 12 ppMadeTa ot 1 g0 [ Mecena - 12
1 no Mo-Majko  [FOOWHHU O-MaJIKO OT 2 rOJHHH
oT 2 Mecena eceLa
50 (oOuuaiiHa 30 mg/ke/12 waca |50 mg/kg/ 12 30 mg/kg/ 8 uaca |50 mg/kg/8 yaca
033, He Ce W3HCKBA yaca
KOPHUTHPAHE)
30-50 30 mg/kg/24 vaca (S0 mg/kg/24 yaca [0 mg/kg/12 yaca |50 mg/kg/12 yaca
11-29 15 mg/kg/24 yaca 25 mg/kg/24 vaca (30 mg/kg/24 gaca |50 mg/kg/24 vaca
'S 10 7,5 mg/kg/24 uaca 12,5 mg/kg/24 yaca 15 mg/’kg/24 yvaca [25 mg/kg/24 yaca




