Jlucroka: Undopmauus 3a nanHEeHTA

~ND /D
Jenuiien 2 g npax 3a HHXKEKUHOHEH HJIH HH]Y3HOHEH pa3TBOP az J iz ) 7
Zepilen 2 g powder for solution for injection or infusion
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[Ipouerere BHHMATEHO USLIATA JIHCTOBKA, NMPEAH 1A Bu 0bae npHIaraHo ToBa JIEKaApCTBO, ThH

KATO TS ChABPXKA BazkHa 3a Bac undopmaums.

e 3anascre Tazu aucroBka. Moxe aa ce HAJI0XKH Ja A MPOYCTCTC OTHOBO.

e  AKO MMATC HIKAKBH JOMbAHUTCIHH BbIPOCH, nonuraite Bamus nexap, papMaueBT HiH
MEC/AMIIHHCKA cecTpa.

e Tosa 1cKkapcTBO € npeanucano andHo Ha Bac. He ro mpeoTcThnBanTe Ha Apyru Xopa. To moxe na
UM HABPL/AH, HC3ABMCHMO 4C MPU3HALIMTE HA TAXHOTO 3a00/ABAHE Ca CHLIMTE KaTo Bamure.

e AKO NOAVIHTC HAKAKBH HEXKCIAHW PEAKUHH, yBeaoMeTe Baumms nekap, ¢dapmaueBT UK
MeIHIHHCKa ceeTpa. ToBa MOKE Aa BK/IOYBA M BCHYKH BB3MOXKHH PCAKLNH, HCOMHCAHH B Ta3H
nuceroBka. Bukre Touka 4.

AKBO ChAbLPYXA Ta3H JIHCTOBKA
Kakso npe/aciasiisiBa 3eMUICH H 32 KAKBO C€ M3M0JI3BA
Kakso 1p#0Ba aa 3HaeTe, npean aa Bu 6bae npunoxen 3enuicH
Kak ce npusiara 3CnuieH
BbsMOKHEH HCKCIAHH PCaKLHH
Kak aa chxpaHsBaTe 3CMUICH
(b AbPrkaliue HA OMAKOBKATa U AONbJIHHTEIHA uH(popMaLHs

S AL =

1. Kakpo npescraBiasasa 3enHjieH H 3a KAKBO € H3MO0J/13BA

Lledazosin ¢ GaktepriumnicH 1edanocnopuHOB aHTHOHOTHK OT MbPBA MEHCPaLInA 33 MAPCHTCPATHO
MPUTOACHUC,

Llehaso/ii ¢e Manosaa 3a ACUCHIE Ha GaKTEPHATHH HH(CKUMH C Pa3IHYHA JOKATH3ALMA U
MHTCH3HTCT, IPHUIMHCHH OT YYBCTBHTCIHH KbM LIC(a301HH MHKPOOPraHU3MH, KaTo:

© WMH(PCKLUIH HA AMXATCIAHHUTC IBTHILA

e upH(peKkuMH HA OBOPCUMTE, YPHHAPHHUSA TPAKT H FCHUTAJIHHTE

® HH(PCKUMKH Hd KOKATA A MCKHTC TbKaHH

¢ HH(CKUMH HA KIBbUHHUS TPAKT

® MH(CKUHII Hid KOCTHTC W CTABHTC

o ccreuc (1.4ap. OTPABIHC HA KPHBTA)

¢  CHAOKAPANT (BBLIMUICHNC HA BTPCUIHMS CJIOH HA ChPLETO HIIH ChPACHHHUTC KJIaIH)
®  KATO HPCBAHTHUBHA MspKA TTPH TOJICMH OINCPALIHH.

2. iLaBo Tpabsa aa sHaete, npean 4a Bu 6bae npuioxen 3enniieH

JennicH He rpsbBa Aa ce NpHJara:

e  JKG CTC adeponiani kKbM ucdasonuH uiamM Apyry uedasoCnopuHH, ThH KaTo ChUIECTBYBA PHCK OT
AHADH 1AKTHYCH 1LOK (BHE3ANCH KOJAMNC Ha KPbBOOOpameHueTo). EAHOBPEMCHHO MOXKE
ChIICCTBYBA CBPBXUYBCTBHTCIHOCT KbM APYrH O€Ta-1aKTaMHH aHTHOMOTHLH (HAnp. KbM
MCHHLHIIAH ).

e KO HAKOra CTC MMAIHM TCKKA AJECPTHYHA PEaKLMs KbM MEHULMINH MK HAKOU ApYyT OeTa-

A CAMCH A THOMOTHK, Thil KATO ChLIECTBYBA PUCK Ja CTE aJIEPrHYHHU U KbM LC(a30nuH
(Kp bCTOCAHA PEAKLIHSA ).

L[Cf]l:.l.;;:,lnli HC Ipdf}ﬂ-u Ja CC npujiara Ha HCAOHOCCHH 666‘3'1‘3, HJIH HOBOPOACHH I1PC3 [MbPBHS MCCCL OT

YKUBOTZ. THI KATO KbM TO3H MOMEHT HE Ca HAIMYHH J0CTAaThYHO AAHHH.

[Mpuiioncrieero Ha uedas3onnH, CMECCH € JIOKQJICH aHCCTCTHK 3 HHTPAMYCKY/THA HHKCKLIHA (Hanp.

JAMACKQMHE XHAPONTOPH,1). HE ¢ MOKa3aHo MPH ACLA Npe3 MbpBaTa roAdHa OT XXHBOTA HM.



[peaynperxaeHns H NPeANa3HH MEPKH

Iosoperc ¢ Baums ckap, GpapMauesT HITH MCAMLIMHCKA CECTPa, NPEAd Aad Bu Oba€ NpHIOKEH

3enuiieH.

O6bPHETE CNICLIHATHO BHUMAHHE, KOTaTo Bu ce npunara 3enuieH:

e  AKO HWMATC ATCPrHYHA PeaKius (Hanp. ypTHKAPHS UK OPOHXHATHA acTMa), Thif KATO TOBA
NOBHILABA PUCKA OT CCPHUO3HH PCAKIMH HA CBPbXIYBCTBHTCIHOCT.

o QKO MATL TUAKA Vi POIBDKUTEIHA XbPBABa AUAPHs MO BPEMC HA HIM CIICA ICUCHHCTO. B To3u
Cy4ail. MOsis yBCAOMETE Batns neKap He3abaBHO, Tl KaTO TOBA MOXE Ja ObAe MPU3HAK HA
(JOTCHLMATHO JKHBOTO3ACTPALIABALIO BB3NANCHHE Ha AeDenoTo HepBo (nceBaoMeMOpaHO3CH
KOTHT). KOCIO M3HCKBA He3a0aBHHM NOAXOAALIM CNICLIHHA MCPKH. He tpsabBa ga ce mpunarat
fICKApPCTBA, KOHTO [TOTHCKAT YPCBHHA MOTHIIHTET (AHTUMEPHCTATTUYHH).

o  aKO NOAVMPATES, UC CTC PA3BUIN HOBA MHGEKLHMA MO BPEME HA MPOAB/DKUTCIHO KK YECTO
ncachie ¢ uepasonus. Toa Moxe aa Obae uH(EKLHA, IIPUMHHEHA OT MHKPOOPraHH3MH, KOHTO
HC G "1YBUTBATCTHE KbM Hedasonut. BamusaT ickap me HasHayH CbOTBEHOTO JICYCHHEC.

e KO HMUTC TCAKO YBpCACHa ObOpeuna dyHkums. B To3n crydaH, Bamuar nekap e HamMand
103413 MM LIS VIbh/DKM WHTEPBala Ha JO3UPaHe.

*

B Moo pelky cayuan negazonud MOXe Ja A0BEAC A0 HAPYIICHHS B kpbsochcupBaneTo. [lopaau
TOBA IPOTPOMOLHOBOTO BpeMe Tp:0Ba Ja ce NpOBEpsABa PCAOBHO MPH MALMEHTH Che 3a00naBaHHA,
KOHTO MOFAT 4i AOBSIAT A0 KBPBEHE (HATIP. CTOMALIHK M YPEBHY S3BH) H IMTPH NAUMCHTH € HAPYIICHH
Ha KD bBOCoCHPBAKCTO (BPOJACHN: HANP. XeMOPHIHS, MPUACOHTH: HANp. NAPEHTCPATTHO XPAHEHE,
HCAOXPAHBAKS, BAPYLICHA YepHOAPoOHa 1 OpOpeyHa byHKuMs WK TPOMOOLIMTONECHHS, CHCTOSHHC,
KOETO BbiMNKBA, KOTaTo GposT Ha TPOMOOHUTHTE B KPbBTAa BH ¢ HMCBK, CBBP3aHH € JICKApCTBA. HATID.
XCOUPHA HAN HCPOpPaIHKA aHTHKoaryanTy). Ipu HEOGXOMMMOCT Moxe Aa ce 3amectH Butamun K (10

mg H ceAMHLL).
Licdazo.nii 1Ma He3a10B0AUTENCH TPBOHAYHO-MOIBYEH KIIHPBHC.

Jpyra jiekapersa v 3ennieH
Uudopuvnpaiic Beuius 1eKap, ako NPUEMaTe, HACKOPO CTE NPHEMATH KM € BhIMOMHO Ja npueMeTe
APYUH JCKUPpUTBA.

Llehasoine MUK 1a HOBIMIC HAUUHA, 110 KOMTO ACHCTBAT HAKOH JekapcerBa. Cbilo Taka, HAKOM
ICKAPC BA MOLAT Ad MOBAHAST HAMHHA, MO KOHTO AEHCTBA uedasonuH.

B uacTioct. yacaomere Bains ackap, ako IpUEMaTe HAKOE OT CIICAHKTE JICKapCTha.

AMIHO IMKO3HIN MM APyT# aHTHOMOTHIH (M3MON3BAHH 34 JCYCHHUE HA HH(]EKLIHH)
NpoGCHELHA (M3MOI3BAaHH 33 ICYCHUE Ha NOAATpPa)

B IAMAH K

ARTHKOAFYIAHTH ((ICKAPCTBA 33 PA3PEXAAHE HA KPBBTA)

o (hypOICMHI \AKYPCTHLH).

TpaCsi. A2 \BC.oMmitie Bamns aekap, ako me Bu ¢€ npaBu U3cneaBaHe 32 II0KO34 B ypHHATa HIH
KPBBHH hi3C.ICABAHHA.

Bpemenasnocy v Kbpmese
AKO ¢TC GPUMeHng MWK KbPMUTE, CMATATE, 9E€ MOXKE /a CTE OpeMeHHA HITH TUIAHHPATE OpEMEHHOCT,
nockBoTBai Te c¢ ¢ Batuus Jckap, npeay Ja NPpUeMETE TOBa JICKApPCTBO.

OcoGeiio npys Ibpiks TPHMECTBP 0T GpeMeHHOCTTA LedasonuH Tpadsa 1a Ce npriara caMo CieA
CTPMKTHA NPCLUCHKA HA CHOTHOUWICHHETO PHCK-TION3A OT J1eKyBalliyd NICKap, ThH KATO HAMA JOCTATBYHO
O M +CipA30TET IPCMIMHABA B KPHBOOOPAIEHHUETO HA MI0AA (MOXC A 3aCCTHE OcbeTo).

Lledasoing 1peMisiasa B KbpMata B MAIKH KOTHYECTBA H MOXKC A3 NPEAUIBHKA THAPIA H
KOTOHIC3A N HA T'bOMUKK IPH KbpMaueTo. [Topasu ToBa KbPMEHETO TPAOBA Aa €€ MPEYCTAHOBH 1O
BPCMC it o cHie © uchasonuH,




Lleda3o.iH CbAbLPKA HATPHH.
Tosa nekaperso cbabpxa 101,1 mg Harpuit (OCHOBEH KOMIIOHCHT HA roTBapckaTa/ Tpane3HaTa con)

pbB Beekn d1akoH. Tosa e exsuBaneHTHo Ha 10,11% oT npenopBbUTEIHIA MAKCHMATICH IOHEBEH
XPAHMUTCIICH TTPHCM HA HATPHH 32 Bb3PacTHH. |

3. Kak ce npuaara JenuneH

Jernuics nic B Owac npuiarad ot nexap. lle Bu Obae npuiarad no €AuH OT CICAHATE HAMHHHA.
o icrro GaBiid iDKCKLNS B Hikos oT Bamure BeHu. ToBa Moxe Aa OTHEME 3 110 5 MUHYTH.
e npo3cHcTeMa B HikOy oT BammTe BeHd. Tosa ¢ Hapua ,,HHTPABCHO3HA HH)Y3HA .

JlosaTi, na 3criiac we 6bAC ONpecaeHa OT Bawmsa nekap B 3aBHCUMOCT OT Banara Bb3pacT,
TENCCHO TCIIO, TeKecTTa Ha uHdekuusaTa Bu n cb00pa3HO TOBA KOIKO n06pe paborar Bamure
OBOPCLIL.

Ynorpeda 1pu gena i wHowH Haa 14-roanuing Bh3pacT
IMpyn BB3PACTHH K 10HOWH HaA |4 roauHH COMKHOBEHO CC NMPHIIAraT AHCBHH 403K OT 1.5gno2g
pnediso. it i1 LHPCKIRA, TPUYHHEHH OT FPaM-TIONOXHTEIHH IIATOrCHH.

Mpys in1PeKitny, NPHUHHCHA OT TPamM-OTPHLATE/IHM MATOrC¢HH, AHCBHATA 2034 Tpabsa aa 6bae 3 g 10 4

g ucgasonH.

BroaMOwHO ¢ AHCBHATA 1032 Ledaszonun 2 Obje YBEIHUCHA 40 6 g JHEBHO. [Tpu cepuo3Hy,
SRHBO 0340 T pilitsa it KEPCKLMH MOXE Ja €2 HEODXO0AMMH JI0 12 g uedaszoauH Ha ACH.

Crnensaxin 2034
Hey . 10RHCAY HH(PCKUHH Ha YPHHAPHUS TPAKT: | g uedazomux Ha seexn 12 yaca.

[Teproncparuaia npoduiakruka: 1 g nedasonun 30 1o 60 MuHyTH npeau npoucaypara 1 0,5 g 1o 1
g tudasoann wa socki 6 10 8 Yaca cnea onepaumarTa 3a 24 4aca.

Npuaoaceinde npy aeua

[ipi AcuA M BLPACT HA M Haa 2 Mecena 0OMYaifHO ce npuiarat 25 mg/kg ao 50 mg/kg TenecHO
TEr10 UCGA30.1MH, NPUIOKEHHA KaTo 3 WK 4 PaBHO Pa3fACICHH AO3H. JiHeBHaTa A03a MOXE 43 Obae
yscateka 10 100 ing/kg TeaecHO Terno ueasonuy.

[lpuJoxkerHe TPH BL3pacTHY H gena ¢ 6n6peunu npodaemu
TpH it © 10K yBpeAcHa GuOpeuna ¢yHKIuA TPAOBa 12 CE OYAKBA HATPYTIBAHE HA
nedasoasit. Tlopi.ast ToBa c¢ npenopbuBa NOAAbPKALIATA 1033 TTPH BH3PACTHH H IOHOIIH HA/ 14

roause Aa GbJIC 11AMAICHA, KAKTO CIe/ABA, KATO ObPBOHAMATHATA 1032 OCTaBa ChMiATa.

Kpeasunaiios ianpbuc 35-54 ml/min O6uuaiinaTa A03a, NPUICKEHA Ha BeekH 8 yaca
Kpcarurimos iaupbic 10-34 ml/min 50% ot obuyakHATA 4034, TIPHIIOKEHH HAa BCEKH
i 12 yaca
Kpeat wndHoB kiMpbhc o 10 ml/min 50% or obuuaiiHaTa A03a, NMPHICKCHH Ha BCCKH
18-24 yaca

Tleuz ¢ vppeacHa veHpeaHa GyHknma TpadBa Aa nomyvapaT CICAHATE A034 CICA obryaiHaTa HAYAIHA

034
Kpearusunos kiupbHe 40-70 ml/min Karo uano, 60% or obuyaitHaTa AHEBHA O34 €
A0CTATBbYHA, PAa3AcliCHA Ha 2 paBHH AO03M,
L NPHIOXKEHH Ha BCCKH 12 yaca
Kpearurunos kanpbae 20-40 ml/min 25% ot oOMuaiiHATA AHEBHA 034, Pa3dC/iCHH Ha
R 2 paBHH J03M, NPHJIOKEHH Ha Beexu 12 yaca
Kpcatnnubos kaupbHe noa 20 ml/min 10% ot obuuiiHaTa AHEBHA 034, MPHWIOXKCHH Ha
o BCEKH 24 uaca




Kax 1 Kora cc 13noisa Jenujex

Lichaso.1HH CC MHKCKTHPA BbB BeHa (MHTPaBCHO3HA MIDKEKLIMA) MK OABHO KaTO HHTPABCHO3HA
nrdyius uan uedazonud 1 g ce HHXKEKTHPA B MyCKY .l (MHTPAMYCKYJTHA HHXKEKUMA). KITHHHHMAT
omuT nokasBa. ue uchazomnH TpabBa Aa ce NpHara HHTPABEHO3HO CaMO TPH TEKKM U yCIOKHCH
MHQCKIIO3HH 3000I9BaHHA.

[Tpiiioscenng K3 SIHHIMHY 1034
TuesHn 2034 01 2 8 a0 3 g ueda3onnH MOraT Aa ObAAT NPHIOKEHH Ype3 DaBHa MHTPABEHO3HA
HEDKCKLIT K&TO 2 1M 3 paBHO pa3aciacHH Ao3H 1o 1 g Bedka.

[pi 110-BHCOKM 1HCBHI 03K UC(ABOIHH (4 g 1o 6 g) ce npcaAnoYMTa HHTPABCHO3HA nHdy3Hu1,
MOPAAH NO-PABHOMCPHHSA M TO~ABATOTPACH SEKT. MueBEATE 103K OT 4 g tedazonuH TpadBa Aa ce
NPT d i L0 GUPNETY HA 2 HHODY3KM TI0 2 g BCAKA, AHCBHHTE /1031 0T 6 g uedasonuu — karo 3
uHOY 310 00 2 g Beaka. [IpoABDKATEIHOCTTA HA BCAKA undy3na Tpadea aa 6vae or 30 xo 120
MELY L,

[10iirOTBCHIAT P2STBOP 33 HHTPABCHO3HO MPUIOKCHHE MOMKE J1a NPUHHHH DoNnKa, ako HE CS MPHIIOXKH
O NPCAHABHAICHNRC (HHTPAMYCKYTHO WK Cy4aHHO NapaBeHO3HO MPHIIOKCHHC — B Onu30CT Ao
BCHAJ.

Lichazoantd 32 HRTPAMYCKYTHO IPHIIOXKECHHE HE TpaOBa A3 ObJC HHKCKTHPAH BbB BCHA

(M (PABCHOIHO), NopaaK A00ABAHETO HA MHAOKAMH 33 JIOKATHA aHECTEIUA.

ITpH NAUMCHTH C TCKKH CACKTPOJIHTHH HAPYINCHUA Tpsa0Ba Ja ¢€ UMa NPSABUA CHABPAKAHUCTO HA
HA1PHiL B Pl CTBCHHA PA3TBOP.

KoJ11k0 ABJ0 ve H3moa38a 3enuieH

[[pOABIOKHTCIHOCTTA Al JIEYCHHETO CE OMPEASa OT NCKYBALINA JICKAD. Ts 3aBHCH OT NOB/IMIBAHETO
Ha [dl TOMCHITC M X0,1a 1a 3abonspaneTo. JleueHneTo TpAOBa A3 NPOABILKH HAKOJIKO AHH CICA
HIMC3BAHE HY TCMICPATYPATA HIM OT3BYYaBAHE HA CMMITTOMHTC HA 3a00/1ABAHETO.

Axo Bu e npnnoxex noseue 3enuaeH, 0TKOJIKOTO € He00x0HMO, TOBA MOXKE Ja AOBCAC 10
npeaosnpine. FHpusHiaunie BmoqBaT riasobonue, 3amMaiiBade, nmapecte3us (KOXHH YCCLIAHMS),
BBAOYML, MHOK.10HYC (ITOTPENBAHC HA OTACITHH MYCKYJIH) ¥ KOHBYJICHM.

OGaicic oo b HAi-G: 113K JICKap 3a NMOMOI, aKO €€ MOABY HAKOH OT TE3H NPHU3HALM HA zaboaBaHe!

B c.1yuail Ha OTPABsHC Ca TIOKA3aHH MCPKM, YCKOPSBALIH €TMMHHHPAHETO. He cbimecTsyBa
cncuptdhanies anviaoy. dedasonnH noaiekH Ha XEMOAHATH3A.

AKO HMATC hiKAKBK A01LTHHTE,THH BBIIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBA JEKAPCTBO, oOBpHETE
Ce KbM Sauliisi HoKayp, PapMaLcsT WK MEAULIMHCKA CCCTPa.

4. Bo3mOoK1I HEAKeNAHH PEAKIHH

KaxTo BCHUYKH NCKAPCTBA, TOBA IEKAPCTBO MOXE Aa MPEAN3BHKA HEKETAHH PEAKLIMH, BBIPEKH 1T HC
BOCKH 71 G HABA.

YeceTn (Morat Aa 3acernar o | wa 10 aymm)

¢ anepriiile KOXHE PCAKUMM KATO OOPHB, YPTHKApUA H ChpOeK

®  CTOMILUHU-UPCBHH CMYyIUEHUS MoA opmaTa HA AUApHA, FaACHE, MOBPBHIIAHES, JHIICA HA ANCTHT,
NOAYBAKC M KOpeMHEA 00/1Ka, KOMTO OOMKHOBEHO €2 JICKH H 4eCTO OTLIYMABAT MO BPEME Ha
SCHCHHC O 1.l B TIPOTHBCH ClTy4YaM — CNICA NMPEKpaTaBaHe HA NICICHHETO.
AKO 110 BPCME HQ H.TH CIICA ICYCHHETO CC MOABK TEXKKA H YIIOPHTA AHAPHA, TpAOBa Aa ce
KGHCYIVAPATE © JICKAP, Thil KATO T4 MOKC Ja € PH3HAK Ha CEPUO3HO “IPCBHO 3ab019BaHE
(Nees oMemOpiLHL ICH KOIHT), KoeTo TpsabBea Aa ce nexyBa nesaGasno. He tpsbsa Aa ce mpumarat
ACKAPCTBA, KOM (0 MOTHMCKAT ABHXXCHUETO HA HCPBATA.



e  1cka GOTKA. KAKTO M STBBbPAABAHE HA THKAHTA HA MACTOTO HA MIDKCKTHUPAHE CJIC MPHIIOKCHUE B
MVCKY.13, BbIPCKH J00aBCHHS TOKAJIEH aHECTCTHK.

Heuecrty (vorar aa sacernat a0 1 Ha 100 aywn)

¢ TCKKH QICPTUYHH PCAKLIHH KaTO AHTMOHEBPOTHYCH CACM (MoAyBaHE HA THKAHHTE, OCOOEHO Ha
JALCTO) H ICKAPCTBCHA TPECKA

® npexo4Ha [poMsiHa B 6posd Ha OEUTE KPHBHHU KIIETKH (HEYTPONCHHS, IEBKONEHHS, EO3HHODHANA)
1 Epon Ha TpOMOOUHTHTC

e  IICKO. IPENO.HO MOBHIIABAHE HA HUBATA HA YSPHOAPOOHUTE CH3UMH acriapTaT
amitHOTpance a3, ATaHHH AaMHHOTpaHChepasa 1 aTKanHa docdaraza

o  CICA HHTPABCHO3HO NPRIOKeHHE: GprcOHT (BH3NANCHHC HA BCHA), TIOHAKOra ¢ obpasyBaHe Ha
kpesuil cuciper (Gacdur, Tpombodnedur).

Peawn (vmorar 1u saceruar 1o 1 Ha 1 000 AyLH)

®  HAPVILCHIN 11U KPBBOCHCHPBAHETO H B PE3YJITAT HA TOBA — KBPBCHC. PrcxoBH MaLMEHTH €A TE3H,
KUM 0 €4 G IOF HM KbM KbPBEHS (HAmp. MALMEHTH C XeMO(HUIHS, CbC CTOMAIIHN H PCBHH A3BH)
‘L1 Takuba o Acunt Ha BrramuH K (Ramp. ¢ M3KyCTBEHO XPaHEHE, HEAOXPAHBAHE U HAapylICHA
acpLoApodHi B 01L0peuHa QyHKUIMA).

e  BbinaIcHUE HA OBOpCLKUTE Hau Apyrd GpOpeuHn 3a00IABaHNA, OOMKHOBEHO IIPH KPHTHYHO OOTHH
HALHGHTH. KOW IO €2 110;1yHABAIH MHOMKECTBO JICKAPCTBA. '

Muoro pedsh iMorat ga sacernat ao | #a 10 000 xymn)

o JKHBOIGILCTPRTABAL aHaduNaKTHYCH OK (HApYLIEHHE Ha KpbBOOOPAILICHHETO B XOAA Ha
AICPI Y HA PUAKLIHA)

®  [IPCXOACH XCHATHT (Bh3MAICHHE HA YCPHHA ApoD) M KBITEHHILIA (TOXKBATABAHC HA KOXKATA HITH
GAQOW0 HE O IC).

C HeBeCT I YeeToTa (OT HANHYHUTE AAHHH HE MoXe 1a Obaa HanmpaBeHa OLIICHKA)
o CiLiHG HAML GG HA HIKOH BeIH KPbBHH KIETKH (arpaHyIoLMTO32) M ONpeaeneHa popMa Ha
GHUMEIA {ACMOMPTHYHA AaHCMHA ),

Ocoduio b Civiad Ha NPCAO3UPAHC ¥ KO KONMYCECTBOTO HA JIEKAPCTBOTO HE € KOPHTHPAHO MpH
HapyuicHa OpOpeuta QyHKUMA, MOraT Ja ¢C NoABAT rnaBoboJINeE, 3aMAAHOCT, MapecTe3nus (KOXKHH
YCCLIANA K (D »i5TPbIBAHE, MPABYUKAHE WU NAPEHE), Bb30Y1a, MHOKIOHYC (MOTPENIBAHE HA
OTACHEH MYCKy L) H KUHBYJICHU.

IMpob. KUICIHATA K MHOTOKpaTHA ynoTpeda Ha 1edasonuH MOXKE 13 [IPHIHHY 3a00/1SIBAHUS OT
BaKICphH viIN APUAKIM, KOHTO €A HEHYBCTBUTEIHY KbM Leha3onuH (Hamp. MICUHHIR, BarHHAIHA
KAH, 1,40 30).

Cpobmasaic Hi HeKeAHH peaKuHn

AKO [10.1YMITC HAKAKBH HOKETAKH JIEKAPCTBECHH PEAKIHH, YBEAOMETC Baurua nexap unu dbapManecBT.
Topa BRAOYEL RSHUKH b3MOMKHH, HEOIHUCAHH B TA3H THCTOBKA HEXKENaHH peakuun. Moxere cpulo aa
CHOGLLNRS HUKC LAl PCAKLME AMPCKTHO Ype3 HALMOHATHATA CHCTEMA 33 ChODLIABAHE:
Mzire.mmiicsiHa arcH st 510 JieKapersaTa

ya. . Javse Fpves™ Ne 8

1303 Cuosia
Tea: +354 2 866G 24 17
y'UGﬁLl“ SNV i};’__lu L}g

Kato cnoBulsd e HokeIaiy PEaKiHH, MOXKETE Ja AAACTE CBOA NMPHHOC 3a NMONYHIABAHC HA NOBEUC
HEQOP ML OTHOCHO OC30NACHOCTTA HA TOBA JICKAPCTBO.

5. ik Lia ChXpanuBaTe JennieH

Jla Lo ChXiHnI 1 MACTO, HCAOCTBIHO 32 Ie1a.




He 13n0:13B241TC TOBA EKAPCTBO CEA CPOKa HA FOAHOCT, OTOENA3AH HA CTHKETA CIICA Tonen no:*™.
CpoKbhT HA NOIHOCT OTrOBaps HA NOCCIHNA ACH OT TOCOYCHHS MECCLL.

To3M JICKapCTRCH NPOAYKT HE H3UCKBA HAKAKBH CNICHIMATTHH TEMNEPATYPHH YCIOBHA 32 CbXPAHCHHC.
Coxpanspaiire (IAKOHHTE B KAPTOHCHATA OMAKOBKA, 32 Ja I npeArna3vTe OT CBCTINHA.

He msxabp.niiiTe ACKAPCTBATa B KAHAMM3AIHMATA UM B KOHTCHHEPA 33 JOMAIIHH OTIAXBLH.
Moy raiite Bawhs GapMALIEBT KaK A3 H3XBbP/ATE ICKAapCTBaTa, KOUTO BEHE HE H3IOI3BATC. Tezu
MEPKH LIC CIIOMOTHAT 133 ONa3BaHC HA OKONIHATA Cpeaa.

6. CoLab]IKARHE HA ONAKOBKATA M AOMbJIHHTEHA HRPOpMALHS

Kaxeo codbpaxka Jennaed

o i HBHOTO poUCeTBO ¢ uchasonnH (cefazolin). Beeku dnaxon coanpxka 2 g 1ieda30aIHH KATO
nedaonnk narpuit (cefazolin sodium).

e Hama Apyin CbCTABKH.

Kakx n3rjexna 3enujieH ¥ KaKB0 ChAbPXKA 0NAKOBKATA

Bstit 40 1ottt 05 MBOTO XHMPOCKOTIMUYCH IPAxX, KOHTO CE€ pasTBops A0 OHCTBD OC3LBETEH A0
6aca0mb. I pastsop. pil Ha npaxa ¢ 4,0-6,0.

Ocmoaipnrer. 320-720 mOsm/kg.

[Mpospaunt $.1ukony oF OS3UBETHO CTHKIO THA 111 (Ph.Eur.), 3aneuaTany ¢sc cuBa OpoMoOyTHIOBA
[YMCH2 $211Y104. (k2 1 A.[YMMHHCBA Kanavka (CbC WM 0€3 NIacTMAcoBO OTHYNBAINO CC YILTBTHEHHE), C
obem 201l

Haam s ca onaxosku ¢ 1, 10, 25, 50 u 100 dnaxona.

He Belc 1 Bia08e OGAKOBKH Morart aa ObpaaT myCHaTH Ha nasapa.

[puiexaied HA paspelieHHETo 3a ynoTpeda
Mecdochemie Lid.. 1-10 Konstantinoupoleos str., 3011 Limassol, Kurrbp

[ponssoutires

Medochenic Lid. tactory C (Injectable Facility), 2, Michael Erakleous Street, Agios Athanassios
Industrial Arca. 4011 Agios Athanassios, Limassol, Kumsp

To31 JIEKAPCTBEH NMPORYKT € paspeilieH 3a ynorpeba B c/1eJHHTE ALPMABH YJIEHKH HA EHNIIL:

- - -

Boarapis | Acpiici 2 g Ipax 3a HHKEKUHOHEH/ HHQY3NAHEH PAsTBOP

Cyprus | Zepilen Forte 2 g XOVLG Y10 EVEGIO duddvpa/didAvpa TPog EyYuon "

Malta | ('cfazolin Medochemie 2 g powder for solution for imjection or infusion

Romania ZOLINEF FORTE 2 g pulbere pentru solutie injectabild/ perfuzabila

Spain 7EPILEN 2 G POLVO PARA SOLUCION INYECTABLE Y PARA PERFUSION
FFG

JIaTa HA NOCNeAHY NpepasrjeKaaHe Ha JHCTOBKATA! OKTOMBPH 2025

IMocoucHata rio- 131V HH(pOPMALMS € IPCIHAZHAYCHA CAMO 32 MCIAMIMHCKH CNCLIHATMCTH.
3a mhAHA HHGOP vidllkMs OTHOCHO NPCAMHCBaHE, MO BOKTE KpaTkaTa XapaKTCpUCTHKA Ha IPOAYKTA.

MpuroTesiie i cTAGKIHOCT HAa PAITBOPHTE 38 HHKEKLHUN HIH HHpY3HUR

—_— — = —a

HauwnH Ha KoinuecTBo Mpu6musurenda | Crabunnoct npu | CrabumHocT npu
ITPUITOXKHHC PA3TBOPHTEN, KOHLIEHTpALMA HA | CTaiHa ChXPaHCHUE B
R __ HGII)aBGJIHH !




koeTo TpAOBa Ja TEMIIEpaTypa XTAJHITHUK (2-

| cc pobasu (25°C) 8°C)
urTpaMyckyaHa | 8 ml¥ 25 mg/ml 24 yaca 24 qaca
MHOKCKLLHS] B
MHTPABCHO3HA 20 ml** 100 mg/ml 24 yaca 24 yaca
MHOKEKIIUS |
HHTPABCHO3HA 30 mal - 100mi*** | 20mg/ml - 24 yaca 24 yaca
uH(Y3HA | 40mg/ml

*[fpy MHTPaMYCKY/1HA HHKEKLMA NPaxbT CC pa3Tsaps B 0,

5% pa3TBOp HAa MMAOKAUH XMAPOXJIOPHUA.

**[Tpi MHTPABCHO3HA MHKEKLMS MOXKE Aa C¢ U3TI03/IBA CAINH OT CIEAHHTE Pa3TBOPU. BOAA 32

MHKEKLIMH, H30TOHHYCH pa3TBOP HA HATPHUEE XJIOPHA HITH 5% pa3TBOP Ha I'TIOKO3A.

***[Tpy pHTPaBCHO3HA HHY3HA MOXE Ja CC M3MO0NI3BA EAHH OT CICAHUTC Pa3TBOPH: M3OTOHHICH
Pa3TBOP Ha HATPUCE X10pHA, 5% UIH 10% pasTBOp HA IIIOKO3a, Pa3TBOP Ha PHHTED, NaKTaTeH
pa3TBOP Ha PHHICP # BOAA 32 HHKCKUMH C 5% unn 10% uHBepTHA 3axap.

MHATpaBEHO tHY HHMKCKILHA:

PasrBOp®HT CC {HH¥CKTHPA DABHO — B MPOAB/DKCHUC HA 3-5 MHHYTH — JUPEKTHO BbB BCHAaTa HJIH B

Tpu6aTa HA TCUAUIA HTPABCHO3HA HH(QY3UA Ha €IUH OT Io

pHUTE pa3TBOPH. JIHEBHUTE A03K OT 2 g /10

3 g redazomis MOTAT Tt CE HEDKCKTHPAT OaBHO MHTPABEHOIHO B 2 umi 3 pasaeneHu ao3u o 1 g

BCSKA.

JfokasaHa ¢ X1iMiIaeckd u PU3HUECKA cTaOKIHOCT NO BpeMe Ha ynoTpeda 3a 24 waca mpy 25°C n 2-8

°C.

OT MEKPOGHO.1C T114:5a [ACAHA TOYKA, OCBEH aKO METOABT HA Pa3TBAPAHE M PA3PEHCIAHT HE H3KTIOYBA

pHCKa OT MHEp0DHC 32:1BPCHBAHE, TPOAYKTBT TpabBa Ja ce H3noN3Ba He3abaBHO.

Heu3noa3BaHHET ICKAPCTBEH MPOAYKT WM OTNAABYHHTE MATCPHATIN OT HETO TpsOBa Ja ce

H3IXBBPIT B ChOTRCCTRHC ¢ MCCTHHUTC H3HCKBAHHA.




