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JIncroBka: nHpopmanus 3a manueHTa
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Andaued 1 g npax 3a MIKEKIMOHEH Pa3TBOP AN 20T 1 -01- 2026
Alphacef 1 g powder for solution for injection
Aadaned 2 g npax 3a MHKEKIMOHEH PA3TBOP
Alphacef 2 g powder for solution for injection

nedenum / cefepime

IMpouereTe BHMMATEIHO ISIATA JIMCTOBKA MpEAM JIa 3anovHETe Ja NpueMarc TOBA
JIEKAPCTBO, Thil KATO TS ChABPKA BAXKHA 32 Bac nHpopmMaius.

- 3anaseTe Ta3zH ITMCTOBKA. MOKe Ja C€ HAJIOXKH J1a A MPOYCTCTC OTHOBO.

- AKO MMATe HAKAKBH JOIMbIHMUTE/IHH BIPOCH, MonuTaiTe Bamusa nexap wiu (papmanesT.

- Tosa nekapcTBO ¢ MpeAnUcaHo auuHO Ha Bac. He ro mpeorcTemBaHTe HA APYrH XOpa. To
MOXE 12 MM HABPEM, HE3ABHCHMO Y€ MPU3HALMTE HA TAXHOTO 3a00NABaHE Ca CHLIMTC KaTO
BammTe.

- AKO MOJYYHTE HAKAKBH HC)KCJIAHH JICKAPCTBEHH DPCAKLIHH, YBEAOMCTC Bammsa nexkap HJIH
dapmauesT. ToBa BKIIOYBA M BCHYKH BB3MOXKHH HCKCIAHH DPCAKLHH, HCOMHMCAHH B Ta3H
nucToBKa. BrokTe TOUKA 4.

KakBo Ch/AbpiKa Talu JIMCTOBKA

Kakeo npeacrasisiBa Angaued u 3a KAKBO CC H3I0JI3Ba
Kaxkso Tps6a 1a 3HacTe npeau aa npuemere Anaued

Kax aa npuemare Andaued

Bb3MOXKHH HCKCIIAHH PCaKLMH

Kak na cexpansiBate Andaued

CbIbpKaHHE HA ONIAKOBKATA M JOIThJIHUTEIHA HH(OPMALHA

=AU I o e

1. Kakso npeacrasisisa Alipaned v 32 KaKBoO c¢ H3N0JI3BA

[lepernum € MMPOKOCTIEKTbPEH AHTHOMOTHK, KOHTO NMPHHALICKH KbM nedanrocnopuHOBaTa
rpyna.

Andpaued | g u 2 g npax 3a MHKCKLHOHCH Pa3TBOP CE H3MO/I3BA 3a JCHCHHC HA HH(PEKIIHH,
MPHYMHEHH OT YyBCTBHTEIHH IAMOBE HA ONMPECACICHH MHKPOOPraHH3MH: baxkTepHEMHSA, KOATO CE
[osIBa BbB BPB3KA C WK CE€ MOJ03HMPA, Y€ € CBbP3aHa C HAKOA OT CJICAHHTE HH(pEKUHH: HHPECKLIHH
HA JOJHMTC AMXATE/IHM MbTHIIA, HH(EKUMM HA IMHKOYHHMTC IMbTHINA W TCHHTATHHA TPAKT,
MH(EKILMH HA KOXKATA M MCKHMTEC ThKAHH, MH(CKUHH HA MITbYHHTC MbTHILA, MCPHTOHHT H CC
H3MOJI3BA CHILO 34 JICYECHHE HA HCY TPOTCHHA, CHITPOBOACHA C TEMIICPATYpa.

2. Kaxso Tps0Ba 1a 3Haere npeau Aa npuemere Asipaued

He npuemaiire Asidaned:

- aKO CTE aJCpPru¥HM KbM uedernum, uedajsoCnoOpHHH HIH KbM HAKOS OT OCTAHAIHTC
ChCTABKH Ha TOBA JEKAPCTBO (M30pPOCHH B TOYKA 0),

- aKO CTE aJePrHyHH KbM MEHULMIHHA HIH KbM JPYTH O€Ta-TaKTaMHH AHTHOHOTHLIH.

MpeaynpexaeHusi M NMPeAnasHn MEPKH

[oBopeTe ¢ Bamms nexap i (papMauesT npeau aa npuemete Andaued:
- AKO CTe aJepruyHU KbM JPYTH JCKAPCTBCHH MPOAYKTH, ThH KAaTO B TAKbB CIy4aH ¢
BHCOK PHCK 32 aNCPrHYHM PEAKLMH CJIE] NPHIOKeHHE Ha Aspaued.




. AKO CTpajaTe OT AMapus caeA ynorpeda Ha AHTHOMOTHK.

- AXO c¢ mNOSBH CBPBXPACTEK HA HEMYBCTBHTCIHM MHKPOOPraHH3IMH, KOHTO H3HUCKBA
[OBTAPAIIO CE OLICHABAHE HA CHCTOAHHETO HA MALMCHTA.

- AKO CTpajare OT CynepHHOEKIMA, KOATO MOXE A3 C€ MPOBH ClcA IPOSbIDKHTEJICH NMPHEM
HAa aHTHOHOTHK.

. Axo Gn6penure Bu He paGoTar ao6pe, 0cobSHO ako CTe MALMEHT B CTapHiccka BB3pAcT (TbH
KATO CHINECTBYBA MO-BHCOK PHCK OT TOKCHMHH SHEKTH). TexkH TOKCHYHH €(eKTH HA HCPBHATA
CHCTEM3 KATO HApyIUEHO Ch3HAHHE ¢ OOBPKAHOCT, XAMHOLUMHALMH, CTYNOp M KOMA, MHOKIIOHYC,
rBPHOBE, BKIIOYHTEIHO HE-TBPUOB CTATyC CIHUICITTHKYC w/ wm 6p0peyHa HeAOCTATHUYHOCT Ca
CHOBIABAHN 0COBEHO NPH MALMEHTH B CTAP4ecKa BB3PACT ¢ OpOpevHa HENOCTATRHMHOCT, KOHTO
ca MOJY4aBaIM NMO-BHCOKH OT MPENOPBLYHTCIIHWTE JO3H ueenumM.

Bu6peunata GyHxiuns Tpabea na 6pA¢ BAMMATEIHO NMPOCICAABAHA MTPH NMPHIOKECHHE HA BHCOKH
f03d HCQPOTOKCHMHH NEKapcTBa (HANMPHMEP AMHHOTIHKOZHIM, MONIHH auyperuum). [lpu
MALMEHTH B CTAPYECKA BB3PACT MOKE [ C€ NOABK OBOPEHHO YBPEKIAKLS. [Topamu TOBa 103aTa H
on6peunara @y Hkums Tpabea aa ObAAT MPOCIEAABAHY oTOnM30.

OT ocobeHa BaXKHOCT € Aa yBeoMuTe Bamiia nexap, ako:

- crpagate ot amalbeT: Ysemomere Bamma nekap, u€ CTpajarc OT mabeTr W M3CICABAHTE
yPHHATA 32 HATMYUE HA 3aXap KAKTO OOMKHOBEHO. Iedermmm MOKE Aa MOBIMAC PE3YATATHTE OT
(HCeHIMMHHMTE) MICNICIBAHMA HA YPHHATA 338 HAIWYHC HA 3axap. Moxe na ¢¢ HAJIOKH Ja C€
MIMON3BAT APYTH HICICABAHHA 32 KOHTPOIHMpaHe Ha Bamrud muabeT AOKATO ce JIeKyBare ¢ TOBA
ICKAPCTBO.

-  me Bu 6bIaT MPOBEXKIAHM MICICABAHMA HA KPBBTA: TOBAa JICKAPCTBO MOXKES Ja MOBIHAC
PE3YATATMTE OT HAKOH HICICABAHMA HA KPHBTA (kato Tecr Ha Kym6c). BawHo ¢ aa yBeAOMHTC
Bamus nekap, 4e ce NEKyBaTe ¢ 1edenum, Korato C NPapHTe H3C/IEABAHNA Ha KPLBTA.

Jipyru aexapceTsa M Adipaued

Hudopmupaiite Bamms nekap Hum $apMaLesT, ako MPHEMATe, HACKOPO CTE MPHEMAJIH HIH ©
BB3IMOXHO Ja PHEMATE APYTH JEKapCTBa.

Koraro ce npueMa ChBMECTHO C AHTHKOATrY IAHTH ChIIECTBYBa NOBHILCH PHCK OT KBLPBCHC.
IMpoGererma 3a6apa € THMHHMPAHETO HA LECTIHM U N0 TO3H HAYTHH 3ACHIBA NeHCTBHETO MY.
CHBMECTHOTO MPUIOKCHHE ¢ GAKTEPHOCTATHMHH 2HTHOHOTHMIIM MOXE 13 TOB/IHAC HATMHA HA
neiicTeue HA 6€Ta-TaKTAMHHTE AHTHOHOTHIIH.

Andaned ¢ xpaHa, HANMKTKHA U ATKOX0N
Korato uedermM cc npuema CbBMECTHO C ANKOXONL TOH MOXE 12 MPEIHIBMKA oHcyipupam-

n10206HA PEAKLIHA, KOATO C€ 3COLMMPA C raICHE H NOBPBILAKE.

BpeMEeHHOCT, KbhpMeHe B PepTIINTET

BpeMEHHOCT

Axo cTe OpeMEHHAa WIM KbpPMHTE, CMATaTe, Y€ MOXE Ja CTC OpecMeHHa WM TLIAHHDATS
OpeMEHHOCT, MOChBETBAalTe ¢¢ ¢ Baumms nexap Wi ¢apmauesT mpeau ynorpebara Ha TOBa
TEKapPCTBO.

Andaned Tpabsa aa ce HINOA3BA MO BpeMe HAa OPEMEHHOCT, CaMo aKo ¢ abcomoTHO HeoOX0IHMO
H ¢JIeJ BHUMATE/THA OLICHKA PHCK/TION3A.

KnpmMene
Andaned ce OTAEHA B KbPMATa IPH XOpa B MHOTO HUCKH KOHLICHTPALIHH. Andaued Tpabea na ce
NpWIara ¢ BHMMAHHE IIPH OKEHH, KOHTO KBbDMAT KOTaTo O4AaKBAHATA MOJ3A ONPABIARA
MOTEHUMATHHA PUCK. BBIpeKH T0Ba, KbPMEHETO (MIIH MPHEMBT Ha nexapcTBoTO) TpAdGEa Aa Obae
NPEYCTAHOBEHO MPH MOABA HA JMAPHA, KAH/IHI032 HIH KOKCH oOpHB ITPH KbPMAa4ETO. '




Hlodupane U paboTa ¢ MALTHHHA

EdbekTHTe BEPXY COCOOHOCTTA 32 IMOQHPAHE M pafoTa ¢ MAIIMHH HE Ca MPOY4BaHH. BhIpeku
TOBA, BHIMOKHH HCKEIAHH PEAKUMHM KATO NMPOMECHEHO CB3HAHHME, 3aMAAHOCT, CBCTOAHHC HA
0OBPKAHOCT WIIH XaMOLMHALMH MOTaT 04 MOBJIHAAT criocoBHOCTTa 33 modupane u pabora ¢
MALIHHH.

3. Kax na npuemarte Andaued

Buuaru mpreMaiiTe TOBa JEKAPCTBO TOYHO kakTo B € Kasas Bamuar nexap Wi (apMaLeBT.
AKO HE CTe CHTYDHH B Hello, monuTaifre Banma nexap nim GapMaLesT.

Andaued sunard me Bu ce npmnara oT 1€kap WM ApPYT 3paBeH CIICIGHAITHCT. AKO HE CTe
CHI'YPHH B HEIIO, OCHBETBAINTE Ce ¢ Bamma 1exap Hm ¢apmauent. Andaued ne Bu ce npuara
pHTpamMycKkytHO (IM) WM KaTto HHTPaBCHO3HA (1V) HIDKEKLMA WIH HHTPABEHO3HA HMH(Y3HA.
BamuTte 203 M ITHT HA BHBEKIAHE 3aBHCAT OT TEXKECTTA HA HH(EKINATA, 6uOpeunaTa QyHKIHA 1
o6moTo B CLCTOAHHE.

O6uxHOBEeHO TpAOBa A2 C€ Mpuiara JBa MbTH JHCBHO, 4 B CIy4ai HA TEKKH HHOCKIMH — 3 I TH
IOHEBHO.

HHTPaBEHOIHOTO NPHIOKEHHE ¢ 33 TPEANMOYHTAHC MNPH TOKKM H AKHBOTO3AC TPAIIABAILIH
uHdEKLMH, 0COBEHO AKO CHIIECTBYBA PHCK OT PA3BHBAHC Ha LIIOK.

Andaued TpaGsa na ce npunara CaMo HHTPABCHO3HO MPH ACLA.

ITo BpeMe Ha JNeueHHETO e By ¢¢ MpaBAT H3CICABAHMA HA KPBBTA. Cnopen pe3yITaTHTE OT TE3H
yicIeABaHMs BammaT nexap MOXe Aa MpoMeHd Bammme 1032 WM JCHCHHE.

AKO0 CTe NpHEJH NoseyYe 0T HeoOX0AUMATA 1033 Andaned

Bammsr Jekap me NMpocicafsBa ChCTORHHETO BH H OTroBOpa KbM JICKAPCTBOTO. Bhrpeku TOBA,
aKO Ce TPEBOXHMTE, Y& BH € MPHIONKEHO MO-TONAMO KOIH4ECTBO Andaued, ceppxeTe ce ¢ Banma
JIeKap MM APYT 31PaBeH CTICLMAIHCT He3a0aBHO.

AKO0 cTe NMponmycHANY Aa npuemere Andaned
Axo mpornycHeTe 4033, roBopere ¢ Bamma nekap MM MEIHLIMHCKA CCCTpa BCAHAra IMOM CH
CMIOMHHTE,

AK0 cTe cnipesid npueMa Ha Angaued

BaHO € Aa 3aBLPIUMTE ITHJIHHA KypC Ha JICYSHHE, JOPH H 8KO MOYyBCTBATE, MC MHpEKLHMATA €
OTHIYMANIA, 3@ A3 NPEAOTBPATHTE HAHHATA MOBTOPHA MOABA.

AKO MMATC IOIMBIHMTEIHH BBIPOCH, CBBLP3AHH ¢ ynotpebaTta Ha TOBA JEKAPCTBO, MOIUTAHTE
Banma rekap wiu (apMaLeBT.

4. B1L3MOXKHH HEXKEIAHH PCaAKIUH

KakTO BCHMKH JICKAPCTBA, TOBA JIEKAPCTBO MOXKE A4 IPEAH3BHKA HEKETAHH PEaki(H, BLIIPCKH HC
He BCEeKHM r'u noy4asa. JleueHneTo o6H4aifHO ce moHacsa JoOpe OT Bh3PaCcTHH H ACLA.

Mous, ne3abasno mudopmupaiite Baums Jexap, ako MMAaTe HAKOS 0T CICTHHTE HEXKETAHH

peaKuHm:
TexxH aNCpruvHH PEAKUMH — BHE3aneH 0OpHB (YPTHKApHA), OTOK Ha PBUCTC, XOMAH/IATA, KpakaTa,




MeTHIMHCKA HaMeca. Moke Ja HACTBIH MO-4ECTO MPH MALMCHTH, 34 KOHTO © UIBECTHO, Y€ ca
anepruvHy KbM NIEHUIHTHHH, Le(anocopHHy Wik KBM IpyTH AJICPICHH.

Mouis, BhIMOXKHO Haii-ckopo HHGopMHpaiiTe Balna J¢Kap, K0 HMATe HAKOR 0T CJICAHHMTE
HEXEJTAHH PEAKIHNAL

PasMiuHy BUIOBE KOKHM OGDHMBH, BKIIOYMTEIHO YPTHMKADHA M CBPOEK, TPECKa, BTPHCAHC
HEPAIMOJIOKCHUE, TIOBPBILAHE, JAHAPHUA (nceBAOMEMOpaHO3EH KOJMT), BBINAJICHHE Ha
IHraBHLATA HAa YCTHATAa KyXHMHA, BarHHUT, KaHIHZO3Q, rnasoboMe, nmpoMAHA Ha BKYCa,
MYCKYJHO TOTpEMBaHe, IApecTe3uHd Ha KpailHMLUTE (KAaTO MpaBy4iKaHE WIIH H3TPBITBAHE),
3aTPy AHEHO JUILAHE WIH 3aMAAHOCT.

YecTH HEXKEIAHH DEAKITHH

- CBpBXYYBCTBMTENHOCT: 0OpUB, ChPOEXK, ypTHKAPHA,

- XpaHOCMHIATEHA CHCTEMA: TaficHE, OBPBILIAHE, Opa/lHa MOHHIMA3A, MADHA, BB3MAJICHUE
Ha YepBATa, KOSTO B HAKOH CIy4YaH MOXKE Ja € TCIKKO,

- T'naBoboawue;

- Jlpyr¥ CHMITTOMH: TPECKA, BArMHHT, 334€PBABAHC HA KOXKATA,

-  Bep3naneHue HA BEHATA HA MACTOTO HA HHTPABCHO3IHATA HHKCKITHA.

HevecTH HEXETAHH DEAKIHH
- FBonka B KOpeMa, 3amneK, 3aTPyAHCHO JMILAHE, 3aMAAHOCT, YCCIIAHC 34 H3TPLIBAHE,

[OHIDKEHA KOXHA MyBCTBHTENHOCT, ChbpOek HA EHUTAMMWTE, MPOMCHH B ANCTHTA, BTPHUCAHC,
reOuHH HHOEKLHH.

Pe Ky HeRENAHH PeaKLIMH
- AnruoezeM (3aTpyIHEHO JHIIAHE MIH [PErTbILIAHE, HIM OTOK HA JIMUETO, PHLETE K KPAKATa,

OMMTE, YCTHHTE W/ WIH €3HKA),

-  TexxH anepruyHH peaKkiLMy, FbPUOBE,

- TexxH HAPYIICHHA HA KOxaTa, ObOpeLMTE H YEPBEHHTC KPBBHH KIICTKM,

-  KepseHe;

-  Bonaka WM Bb3MANCHHE HA MACTOTO HA TIOCTABAHE HA HHTPAMYCKY THATA HHAKCKITHA,
- DamHBO MOJOKHTEIHH PE3yITATH IPH H3C/ICIBAKE 3a IIHOK03a B KPBBTA.

Bammar jekap MOXe A2 pemn Aa Bu Hanmpasd H3CIeABAaHE HA KPBBTA HIM YPHHATA, 33 A3
nposepu janu Bammre uepen apob, 6pOpei MM KPBB € BBIMONKHO Ja Ca 3acerHatd oT

JCUCHHETO.

AKO HAKON OT HEXCIAHUTE JCKAPCTBEHH pPEAKIHH CTAHE CCPHO3HA HITH 3a0esie’KHUTe APYIH,
HeONMCAHM B TasH JHCTOBKA HOKEHAHH peakuMd, Mond yseaomere Banma nexap wiH

bapmaLeBT.

CrofInaBaHe HA HEKEIAHM PEAKIIMH
AKO TOJIYyYHTE HAKAKBH HEKCIAHH JICKADCTBCHH PCAKIMH, YBEIOMETC Banmsa nexap WM
dbapmanesT. TOBa BKIKOYBA BCHHMKH BB3MOXHH HCOMHCAHH B Ta3H JMCTOBKA HEKC/IAHH PCAKLIHMH.
MoskeTe ChLIO A3 ChOOIMMTE HEXEJaHH peakLMH AMPEKTHO 4pe3 HALMOHANHATA CHCTEMA 34
chOOMIABAHE:

HambaHMTETHA AreHIIHA MO ICKAPCTBATA
ya. ,JJamau I'pyes” Ne 8
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KaTo chLOOIMABATC HEXENAHH PEaKIMM, MOXETE O3 BAACTE CBOA NMPHHOC 34 NONY4aBaHE Ha
noseye HHGOpPMALMA OTHOCHO 6E30MacHOCTTA Ha TOBA JCKAPCTBO.

5. Kax 1a cexpaHasare Andaued

Jla ce chXpaHABa Ha MACTO, HCJOCTRITHO 32 ACLA.
ITa ce chXpaHsBa IpH Temrepatypa noa 25°C.

Ila ce ChXpaHABa B OPHIMHATHATA ONMAKOBKA.

Ja ce cbXpaHiBa Ha MACTO, 3AIHTEHO OT CBETIIMHA.

Pa3sTBOpeH MPOAYKT:

Pasmeopu 3a unmpaeenosna ungysus: Andaued npax 3a MIKEKUHOHCH pa3TBOp © cTaOWICH B
NpOAb/DKEHME HA 12 4aca, ChXpaHABAH NPH KOHTPO/IHPAHA craiina temneparypa (22°C+ 2°C)
win 20 24 yaca B xnaqwiamk (5°C £ 2°C).

Pasmeopu 3a unmpamMyckymia unscexyus: Anpaued npax 3a MIDKCKIMOHCH pasTBOP © cTabuiacH
B MPOAb/DKCHME HA 12 yaca, ChXpaHABAH NMPH KOHTPOIHPAHA craiina temneparypa (22°Cx 2°C)
win no 24 yvaca B xuagunHuk (5°C + 2°C).

He w3noa3saiiTe TOBa JEKapcTBO CIG/ CPOKA Ha TOAHOCT, OTOCAA3aH BbPXY KaDTOHEHATA Ky THA H
eTuxeTHTe. CPOKBT HAa TOAHOCT OTTOBAPA HA MOCICAHHA ACH OT IIOCOCHHA MECEd.
He usnonssaiite TOBAa AEKApCTBO, ako 3a6e/eKHTE BUAHMH YaCTHLM ITPEIH TIPHIIOKCHHC. Kakto
M mpu Apyrute uehanocnopuHy, UBETHT Ha NPACHO NMPMIOTBEHHA PA3TBOP Andaned Moxe na
OTbMHeE (Ha LBAT OT Ge3upeTeH a0 kexnubapeH) 6e3 MpoMaHa B €(PEKTHBHOCTTA.

He u3xBppisiiTe NCKApCTBATA B KAHAMM3ALHATA H/IH B KOHTEHHEpa 338 AOMAOIHM OTNATbIH.
[ommraiite Bammsa (apMaleBT XaK 432 M3XBBPIATS JEKApCTBAT3, KOWTC BCUC HC H3MOJ3BATE.
Te3u MEPKH e CIIOMOTHAT 3a Ofa3BaHe HA OKOTHATA CPEaa.

6. ChIbPKAHHE HA ONAKOBKATA H JOMBJIHHUTE/IHA HHPOPMALHS

Kaxso cuoanpka Andaned

- AKTHMBHOTO BeluecTBO € nehermm (cefepime) kato UePenMMOB AMXHIPOXTOPHA MOHOXHAPAT
(cefepime dihydrochloride monohydrate).

Beexy ¢pnakon Andaued 1 g mpax 3a HIKSKIMOHEH pa3TBOp ChAbPXKA 1 g ueermm (cefepime)
KaTo neEmHMOB AHXUAPOXIOPHI MOHOXMADAT (cefepime dilydrochloride monohydrate).

Beeku axon Andaued 2 g mpax 3a HIDKEKUHOHEH pa3TBOp ChIbPKA 2 g uepemmm (cefepime)
kaTo UedemMOB IHXHAPOXIOPUI MOHOXHADAT (cefepime dihydrochloride monohydrate).

- Jlpyrara cbeTaBka € L-aprumsH.

Kak miranexaa Andaned M Kakso CbAbPAKA OTIAKOBKATA
Andaned npax 3a MIDKEKUMOHEH Pa3TBOP € OAT IO CBETJO JXBATO Npax.

Anbaued 1 g npax 3a HHKexuuoHeH pastop: Tun I mpo3pauHy, CThIJICHH ¢1aKoHH C
HOMMHATEH KanauuTeT 15 ml. 3aTBOpeHHM ¢ ryMeHa 3amyLiajKka M arTyMHHHEBa OOKaTKa
cBC WIM Oe3 miacTMacosa OTUyNBallla Ce Karayka, CTHKeTHpaHH U IIOCTaBCHH B
KApTOHEHa KyTHSL.

Andaued 2 g npax 3a HIOKEKUHOHEH pastBop. Tum | mpo3pauHy, CTHIVICHH (hJ1aKOHHU C
HoMMHA/IeH KanauuTer 20 ml, 3aTBOPEeHN ¢ ryMeHa 3amyllaiKa ¥ aTyMHHHeBa oOkaTka

KapTOHEHA KyTHS.




Hanmunm ca kytiu ¢ 1 pnaxon, 10 dnaxona, 50 gnaxona u 100 ¢nakoHa.

He BCHMKM BHIOBE ONMAKOBKHM MOrar Aa O»aT MyCHATH B mpoaax0a.

AKO HCKATEe A3 TIONy4YHMTE NO-MOApoOHa HH(pOpMaLHA 32 Bamero 3a00/MBaHe HMAH 33 TO3H
eKAPCTBEH [IPOAYKT, MOJIA KOHCY NITHPAHTE CE C Bamms nexap.

Ipurexare Ha Pa3pCIIEHHUETO 32 ynorpeba
Medochemie Ltd.,
1-10 Konstantinoupoleos str.,

3011 Limassol,
Kumsp

IIpox3soaHTEN
Medochemie Ltd. (Factory C),
Mich. Erakleous., Agios Athanasios Industrial Area, Limassol,

Knmmsp

JIATA Ha MOCJIEAHO MPEPAITICKAAHE HA THCTOBKATA. 05/2025




MocouyeHara no-a0ay HHPOpMaLMs € NPEIHASHAMEHA CAMO 332 MEAKIMHCKH CTICLIHATHCTH!
To3u nexapcTBeH NpoAyKT Tpabsa aa ce rmpwiara HHTPAMYCKYJTHO WJIH HHTPABCHO3HO KaTo
HIDKEKLHH HJIM HHPY3H4,

O3HPOBKA
o [MaumenTH ¢ HopMamHa 6nOpeuHa by HKIMHA
IIpu ev3pacmuu
[OpenopLYMTeIeH PEXHM HA J03MpAHE NPH BBLIPACTHH M IOHOMIM € Terjo Hax 40 kr u

HOpManHa Oblpeuna pyuxkums *

TexecT HA HHPEKIINATA Hoia m mer Ha | [o30B
BLBEKIAHE HHTEPBAJ

— — ] — —
Jleku po ymepenn uHpeximd Ha muxounure | 0,5 -1 g IV umm IM | 12 vaca
ITHTHILIA _ _ |
Jlexu no ymepend uH(pexupm, pazmyuuy ot | 1 g IV uan IM 12 yaca
HH(EKLMHN HAa [THKOYHHUTE ITHTHILIA

[ Texxn rmdexuvm [2gIV 12 yaca | ,
| J

H3xmouHTETHO TEXKKH wm | 2glV 8 yaca

XKHBOTO3ACTPAMABAIH HHPCKIHH

* OrrrMManTHATa MPOIbLIDKHTENHOCT Ha JeueHueTo ¢ 7 — 10 muu. Tlpn Texxure MHPEKLMH MOKe
na ¢ neobxogumo no-gearo nevenue. [Ipu ¢ebpima HeyTponeHHsa NPOIbDKMTEIHOCTTIA HA
JeueHUeTO He TpAGBa A3 € mo-Majka oT 7 JHM A0 NMPEORONABAHE HA HCY TDONICHHUATA.

§ H OaoMHHATHA ON Bb3PACTHH

Emuunisea fao3a ot 2 ¢ Andaued muTpaBeHo3HO Kato 30-MuHyTHA MHpY3Ha 60 MMHYTH npeaH
onepalnuaTa, nocjiemsaHo ot 500 mg MeTpPOHHAA30d HHTPaBeHO3HO. [lo3aTa METPOHHZIA30I
TpabBa na Owbae pasTBOpeHAa M NPWIOKEHA B CBHOTBETCTBME ¢ ofuumanHata Kpatka
XapaKTepHCTHKA Ha mpoaykra. [lopasu HechBMecTHMOCTTA Mexay Andauetd H METPOHMZA3OIL,
OBeTe BeliecTBa HEe TpAOBa aa Obaar mpuiaradu 3aeaHo. [Ipemm uHPpy3HATa C METPOHHIAZON CE
npenopbuBa HHy3HoHHATa TpE6a Aa Obac NPOMHUTA CBC CHBMECTHM Pa3sTBOP. AKO MpoLEAypaTa
npoeDKaBa nosede or 12 uaca, mozata Andaued tpabea aa 6nae nosTopena cnea 12 vaca, HO
Oe3 Ja ce moBTapaA 403aTa MCTPOHUIA30J.

IIpenopnkH 3a J03MpaHe npH Aena ¢ HOpMATHA 6b0pedHa PyHKIHA

Mreamonus, uHexytu HA NUKOYHUME NoMuA U UHQEKYUU HA KOXCama u Mexume MbKaHu:
Jleua Ha Bp3pacT Haa 2 Meceua H tenecHo Terno noa 40 xr: 50 mg/ kg Ha A03a, MPUIOKCHH Ha
BcexH 12 yaca 3a 10 aum. [Tpu Texxa madexima gosara Tpadsa Ja ce mpuiara Ha BCEKH 8 vaca.

Cencuc, 6akmepuaien MeRuH2UM U eMRUPUNKO Revenue Ha gebpurna neymponenus: Jiera Ha
BB3PAcT Haa 2 Meceua u TenecHo Terao noa 40 kr: 50 mg/ kg Ha 1033, NMPHIOKEHH HA BCECKHM 8
vyaca 3a 7 — 10 gum.

Hama odmmanuu aaHum 3a ynotpeGara Ha Andaued nmpu aema Ha BB3pAaCT Moa 2 MeceLa.
Banpeky TOBA, Bb3 OCHOBA Ha MoAen-0a3upaHaTa KIMHUYHA (APMAKOKHHETHKA Ha [03H OT 50
mg/ kg Ha 038 mpH AcLa Ha BB3PACT Had 2 Meceua, Jo3a ot 30 mg/ kg Ha Bcekn 12 wm 8 yaca
MOXE A3 c¢ OOMHCM NPH AcUa Ha BB3pacT Mexkay 1 u 2 meceua. U gosara or 50 mg/ kg Ha no3a
mpu Jelia Han 2 Mmeceua, u ao3ata ot 30 mg/ kg Ha mosza nmpu neuwa Mexay 1 m 2 mec

. [MamenTn ¢ OBpOpeYHa HEAOCTATHYHOCT



[Ipu naumenTH ¢ yBpeacHa 6b0peuna pynxuma nozara uedenum tpadea aa Oba¢ amanTUpaHa, 3a
Ja C¢ KOMIICHCHpa NOHmkeHaTa OnOpeuna exckpemma. IlpenmopbumTenmaTra Havanna [aoza
neQenHM MPH MALMEHTH C JIEKO 10 YMEepeHO 6b0peyHo yBpeKJaHe € CHIIATA KATO NMPH MALMEHTH
¢ HopManHa OwbpeuHa ¢yuxuma. [lopgsprxkamata Ao3a npu nauMeHTH ¢ OnOpedna

HEJOCTATHYHOCT € NI0COYEHA B TabmuuaTa 110-10J1Y

IpenopnyMTe/IHA NOAABPKALIA 1034
JIeku i (1
YMEPCHH Jlekn a0
KpeaTninHos H3K1109MTETHO H,HMHHHH’ ¢ YMEPEHH
KINPBHC TERKA/ Texka :;quemle HH ek
(ml/min) XKHMBOTO3ACTPAINA | MHPEKLMS HA
HH{PEeKIIHN
BALIA HHPCKUHA Ha MMKOYHHUTE
NMUKQOYHUTE H-THINA
ML THINA
ObuyaitHa 103a, He c¢ HANara azanTHPaHE
Han 50 2 gHaBeekn | 1 g HA Bceku | 500 mg Ha
2 g HA BCCKHM 8 yaca
12 yaca 12 yaca BCEKH 12 yaca
30-50 [2 g HAa Bceku 12 |2 g Ha Bcekm | ] gLHa BCeKM | 500 mg Ha
4aca { 24 yaca | 24 1aca | Bceku 24 yaca
11-29 2 g Ha BcekH 24 |1 g Ha Beexm | 500 mg Ha [ 500 mg wma
Jaca 24 yaca BCEKH 24 yaca | BcekH 24 uaca
<10 l g Ha Bcexku 24 {500 mg wa | 250 mg mHa|250 mg =Ha
_ Haca | Beeku 24 yaca | Bcekd 24 yaca | Bcexu 24 yaca
Xemoguanuza * 500 mg Ha Bcekn | 500 mg Ha |S500 mg wua| 500 mg Ha
24 vyaca BCCKH 24 waca | BcekH 24 yaca | BCEKH 24 yaca

*IIpu Te3u narmMeHTH HEOGXOIMMOCTTA OT HAMAJIEHHE HA 03aTa ¢ (PAPMAKOKMHETHMHO JOKA33HE,

[TpermopbxuTe 32 JO3HpPaHE Ha Le(emHM NMPH MALKMEHTH HA XEMOIHAIH3a Ca KAKTO CJICIBA:

[Tupeu aeH Ha neverueTo: 1 g. Cnex toa 500 mg JHEBHO NPy BCHYKHM HH(EKLMH ¢ HIKIOYCHHE
HA HCY TPOTNICHMSL.

Pebprma HeyTponienus: |1 g auesHo. [Ipn xemomama uedennm TpsOsa aa ce mpHiara cien
Kpas Ha MpoLeAypaTa. AKO € Bb3MOXHO, LueenuM TpadBa aa ce mpHIara 1o €JHO K ChILO BPEME.
AKO Ca H3BECTHH CaMO CCPYMHHTE HHBA Ha KPEATHHWH, KpeaTHHMHOBMAT KiupbHC (CRCL ml/
min) Moke 1a Obe HIYHCAEH KATO ce H3noasBa Jopmynara Ha Koxpodr u Four.

CepyMHHMAT kpeaTMHMH Tpa0Ba Oa mpeacTass CTAMOHAPHOTO CBCTOSHME Ha OnOpeuHaTa

(yHKLHSA;

AMEPHKAHCKO YPABHEHHE
Mszxe: CRCL (ml/ min) = rerno (kr) x (140-sw3pactra [B roauru])/72 x SCR (mg/dl)

EBpDONCHCKO YPABHEHHUE
Muake: CRCL (ml/min) = rerno (xr) x (140-b3pactTa [B romusnm)) x 1,23/72 x SCR (mg/dl)

Kenu: CRCL (ml/min)= 0,85 x cTOHHOCTTA 33 MBXKCE.

HauuH Ha NpIIOKCHHE




LHedpermum Moxe ga Ownae npwnokeH HuTpaBeHo3Ho (IV) (1 g, 2 g) nmocpeacmsoM 0OaBHa
HHTPABCHO3HA MIDKEKLMA 32 3 A0 5 MHHYTH WM upe3 30-MUHYTHA HHQY3HA, UTH KaTo IbJI00KA

HHTpaMyCKyaHa (IM) urxkekuns (1 g).

Humpageno3no npunoxicenue
3a AMpEKTHO HHTPABCHOZHO npunoxkeHue Andaued Tpadbsa oa Obac pa3TBOPEH B CTEPHIIHA BOJA
3a MHKCKUHMH, 5% rmoko3a ums 0.9% warpues xnopua. CroTBeTHMAT 00eM € NMpeJCTABEH B

TabJIHLATA NO-JOJTY

[IpuroTeane Ha pasteopH Andaued

Komiectso Konmuecteo [Tpubmaurencu o6em | [Ipubmuiure mHA
uehenumM BbB | Pa3TBOPHTEN, KOETO | ciea pasteapsaHe (ml) | KOHLEHTpaLmA HA
¢raxoHa Tpabsa ma ce nobasu uedenum (mg/ ml)
(ml) |
v
Dnakoun 1 g 10,0 11,4 90
@nakoH 2 ¢ 10,0 12,8 160
| IM
Onaxon 1 g 3,0 4.4 230

3a uHTpaBcHO3HAa HH(QY3ua, pasmopere Aindaued KakTo € NOCOYEHO Mo-rope W zobasere
HEOOX0AMMOTO KOJIHYECTBO OT NOJYYCHHMA Pa3TBOP KbM KOHTEHHED 3a MHTpaBeHO3HA MH(by3us.
Hony4enuaT pa3tsop Tpa6sa ma 6pae NMpHUIOKEH NPHUOAHINTEIHO 3a 30 MHHYTH.

HumpaMmycxyano npuroxcenue
3a uHrpaMmycKynHO npunoxeHue Andaued tpabsa na Obae pasmsopeH ¢ eaMH OT CJIEOHHTE
pa3TBOpH: CTEPIIIHA BOJA 33 HHIKCKUHH, CTEpHIHA OAKTCpHOCTATHMHA BOJA 33 HIDKekimw, 0.9%
HATPHEB XJOpHA, 3% rmoko3a MiaH 1% CTEpHICH HIDKEKLMOHEH pasTBOP HAa JIMAOKAHH.
PastBopuTe Tpadsa na ce mpunarat apa00K0 B roisM MYCKYJ (HanpUMeEp B FOPHUA KBaJPaHT HA

FIyTEYCa).

CveMmecmumocm

Humpasenozno npuioxcenue
Andaued e cpBMecTHM B KOHUEHTpaUMHM 1 — 40 mg/ ml ¢hC cieqHHTE Pa3TBOPH 3@ HHTPABEHO3HA
HHpy3na: 5% u 10% HIKEeKUHMOHEH pa3TBOp HA AckeTpo3a, 0,9% HIDKEKLHMOHEH pa3TsoOP Ha
HATPHEB XJIOPH/, PA3TBOP 34 HHTpaBeHO3HA HH}y3ua Ha 0,9% HaTpHer xmopua u 3% aekcTposa
H pa3tBOp Ha PuHrep.
Pasteopure Ha Andaued, nonobuo Ha apyrute Gera-1akTaMHH aHTHOHOTHLUM, HE TpAOBA Ia ce
CMCCBAT C. METPOHHJA30JI, BAHKOMMUMH, N'¢HTAMHLUMWH, TOODAMHUHH HWIM HETHIMHMLMH CyJpar
Nopaay NOTEHLMATHY (PH3UKO-XMMHYHM B3aUMOISHCTBHA.
Brrpexu TOBa, aKO CBBMECTHOTO IPHIOKEHHE Ha Andaued € HeoOX0oauMO, BCEKM OT TE3M
aHTHOHOTHLIM MOXKE 13 OB JIe MPUIIOXKEH NMOOTHACITHO.

KakxTo ¥ npu octaHanurte uedanocnopHHy, MPACHO MPUTOTBEHHTE PA3TBOPH MOTaT Ja NMOTbMHEAT
(Ha wBaAT OT Oc3uBETHH J0 Kexaubapenn) 6¢3 ToBa na nmosauAe eUKACHOCTTA.




