JIncroBka: undopmanus 3a naHEHTA XJ 'zlz 0l5J / ?//
- 20X 62 -3

Meponenem Enexcn 500 mg, npax 3a Hnkeknuonen/Hu@y3nonen pasrsop 73 -10
Meropenem Enexi 500 mg Powder for solution for injection/infusion

Meponenem Enexkcn 1 ¢ npax 3a HHKEKIHOHEH/HHPY3HOHEH Pa3TBOP
Meropenem Enexi 1 g powder for solution for injection/infusion

Meporenem/meropenem

[IpouereTe BHUMATEIHO 1SLIATA JHCTOBKA, NPEIH /14 3aM04MHETe /12 H3I0JI3BaTe TOBA
JICKAPCTBO, Thil KATO T3l ChAbPKa Bazkua 3a Bac nndopmanus.

- 3anazere Taszu JaucroBka. Moxe ja ce HaJloKH 1a s [1poYeTeTe OTHOBO.

- AKO MMATE HAKAKBY JOITBJIHUTEC/IHA BBIIPOCH, nonuTaiite Bawuums jekap, GpapmanesT i
ME/IHLIMHCKA cecTpa.

— Tosa nekapeTBo € npeanucano auuHo Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moxe
1a UM HABPE/H, HE3aBUCHMO OT TOBA, Y€ NMPU3HALIMTE HA TAXHOTO 3a00/19BaHe Ca ChIIUTE KATO
Bauwure.

— AKO NOJIYUHTE HAKAKBM HEIKCJIAHM JICKAPCTBEHHW peakuuu, ysejaomere Baiuus siekap,
(hapmaleBT WKW MeJMUMHCKA cecTpa. ToBa BK/IIOYBA W BCHYKHM Bb3MOKHHW HEXKEIAHW peakLMH,
HeonucaHu B Ta3u JUcToBka. Bukre Touka 4.

KakBo ¢babpAKa Ta3H JJHCTOBKA:

ks {akBo npejcrapnssa MeporieneM EHEKCH M 3a KakBO €€ W3IM0JI3BA

2 CakBo TpsaOBa aa 3Haere, npeau jaa winonssare Meponesem EHekcH

3. Kak n1a u3nonssare Meponenem EHeKcH

4. 3B3MOMKHH HEXKENAHW PEaAKIIMH

. {ak na cbxpangsate Meponenem EHekcu

6.  CbabplKaHUE HA ONAKOBKATA W OITBbJIHUTEIHA HHQOPMALIHS

2 Kakso npejcrasasasa Meponenem EnekcH u 32 KaKBO ce H3M0JI3BA

Meponenem EHekeH npuHaniexku KbM rpyna JekapeTsa, HapeueHu , . kapdaneHeMOBH aHTHOMOTHILLH
JleiicTea kaTo yOUBaA OaKTEPHU. KOUTO MOTaT JAa PUUHUHAT CEPUO3HHU MH(DEKLIHH,

Meponenem Enexkcu ce u3nonssa 3a JieueHue Ha caeanure 3adonaBanns NpH BL3PacTHH MU JIeLa Ha
WK Haj 3 Meceua:

Uudekunn, Kouto 3acsarat oeaunte Apodose (IMHEBMOHHS).

benoapoOHu 1 OPOHXHAIIHM HH(EKLMH TTPH TTALMEHTH, CTPAaJaLM OT MYKOBHCIIH/1034.
VCI0KHEHH HHPEKUMKM Ha NUKOYHUTE ITbTHILA.

YCJI0KHEHH MH(DEKIIMK B KOPEMHATA KYXHHA.

Mudekin, KOUTO MOraT /1a e pa3BHsT 110 BPEME Ha WK e/l paxkaade Ha Bawero aere.
VC0KHEHH HHPEKIIMKM Ha KOXKATA U MEKUTE ThKaHMU.

Octpa OakrepraiHa UHPEKUHS Ha MO3bKa (MEHHHIUT).

MeponeHnem EHEKCH MOKe /1a ce M3M10/13Ba 3a JICYEHHUE HA NAUMUEHTU C HEYTPONEHHUS (NaLHEHTH C
HUCKH HHUBA Ha OCJTUTE KPBLBHM TEjIA Ce HapuyaT .. HeyTpo(hHIM™) 1 NOBUILIEHA TEMIMEpaTYpa. 3a KOATO
ce cMsTa, e ce AbJUKH Ha DakTepuaiHa MH(EKLHS.

Mepornenem EHeKeH MosKe J1a ce M311013Ba 3a JieueHre Ha DakTepraliHi HH(PEKLIMU Ha KPBBTA, KOUTO
MOJKE /1a €A CBBLP3AaHMU C HAKOM OT TOPEeH30POEHUTE MH(PEKIINH.
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2. Kaxso Tpa0Ba na 3uaete, npeau aa uanons3sare Meponenem EHexkcr

He manon3Balite MeponeneM Enexkcu, ako:

. CTE aNleprHyMHH (CBPbXUYYBCTBUTENIHH) KbM MEPOTIEHEM HIIH KbM HAKOA OT OCTAaHAJINTE ChCTABKH
Ha TOBA JiexapcTBo (M36poenH B Touka 6 ,,ChAbpiKaHHE Ha OMAKOBKATa M IOMBJHHUTENHA
wHopMauua™);

¢ ¢Te aNepruvHH (CBPBXUYBCTBUTETHY) KbM APYrY AHTHOMOTHIM KaTO NEHHLMIIHHH,
uedanocrnopyHy WK kapbaneHeMH, ThH KaTo MOXe 1a CTe AICPrHYHHA H KbM MEPONCHEM.

IIpeaynpexxaAeHHs ¥ NPEANAIHH MEPKH

[NoBopere ¢ Baiuns nekap, GpapmaueBT WIH MEAWLUMHCKA CECTpa, NPeay Aa W3nonseare Meponenem,
aKo:

. MMaTe ApYrd 3ApaBoCcIOBHH NPoOIeMHU - HanpHUMep YepHoApoOHK Unu OBOpeuHy;

. CTEe MMAJIM TEXKA JHAPHA ClIeM NPHEM Ha JpYr aHTHOHOTHK.

[Tpu Bac Moske /1a CTaHe MONOXKHTENHO M3cneapaHe (TecT Ha Kym0¢), koeTo roBopH 3a Haauyue Ha
aHTHTENA, pa3pylUaBallld YEPBEHWTE KPbBHHU KJIeTKHU, Bawudar nekap we o6¢baou Tora ¢ Bac.

AKO He CTe CHTYPHHM JIanH HAKOE OoT u3bpoeHUTe BaxXH 3a Bac, oObpHeTe ce kbM Bauins nekap,
dapmaLieBT KM MEAULIMHCKA CECTPA, NPEAM Aa 3aMouHere Aa npuemare MeponeHem.

Hpyru aexkapcrsa 0 Meponenem Enexcrn

Nudopmupaiite Bawus nekap unu papManest, ako U3N0A3BaTe, HACKOPO CTE H3MOJI3BAIM HIIH €
BB3MOXKHO Ja U3MON3BaTe Apyry JeKapcTBa.

{lpuunHara 3a TOBa €, ue MeponeHem moxe Aa MOBNHUAE BBPXY ACHCTBUETO HA HAKOH JICKAPCTBA,
KAKTO M HAKOH JIeKapCcTBa MOraT Jia MOBJIHAAT ASHCTBUETO HA MeponeHeM.

[To-cnieumanyo, HHopMupaiite Bamnsa nekap, bapmaueBr vnM MEIMLIMHCKA CECTpa, aKko NpHeMare
HAKOE OT CIIeHHUTE JIEKAPCTBA:

o [IpobeHeunn (M3n0a3Ba ce 3a AEUCHUE HA rIoAarpa);

. Bannpoesa kucenuHa/HaTpUEB BAINpOAT/BANPOMMA (M3MOJI3BA CE 3a IeYeHUE Ha ETIUIIEIICHS).
MeponedeM He TpsOBa Aa ce M3NOM3Ba, 3alll0TO HaMansABa eeKTa Ha HATPUEBHS BaJINpoAar.

. [TepopaneH aHTHKOAryJIaHTEH areHT (U3MO3BaH 38 JICYEHHE UAH NMPEeAOTBpaTABAHE

0Opa3yBaHETO Ha KPBBHU CHCHPELIH).

bpeMeHHOCT M KbpMeEne

Axo cTe 6peMeHHa MM KbPMUTE, aKO CMATATE, Y€ MOXKE Aa CTe OpeMEeHHa WK IJIAHHpaTe
OpeMeHHOCT, NoChBEeTRakTe ce ¢ Bamua nekap win ¢gapMaLeBT npeau ynorpedara Ha ToBa 1EKapCTBO.
3a npednoyuTaHe € no Bpeme Ha HpeMenHocTTa Ja ce u3barea ynorpedara Ha Mepornienem EHekcn.
BawmusT nexkap Lue pelun gaiu Tps6ea aa nanon3sare Meponenem.

Baxxno e 712 yBeJOMHTE Jiekaps CM, NpeH /a 3anovHeTe Aa ynorpebtasare MeponeHem ErekcH, ako
KbPMHTE HIH Bb3HAMepPABaTe Aa KbPMHTE. ManKH KOMHYECTBA OT TORA ICKAPCTBO MOTAT Ja NPEMHHAT

B KbPMATa H TOBa MOKE /1a MOBIHAE Ha KbpMaydeTo. ETo 3amo Bamuar nekap wie pewud aanu tpadea
na usnonssare Meponenem, 0OKaTo KbpMHTE.

Modnpane n padoTa ¢ MALIHHH

He ca npoBexxaaHu npoyuBaHua 3a edekTuTe BuPXY ¢NocoBHOCTTA 3a wodupaHe ¥ padoTa ¢ MallHHH.
MeponeHeM ce cBbP3Ba C 1aBo00AUe, YyBCTBO 32 U3TPBIBaHe WM OOAEKH 0 KOXKaTa (NapecTe3nH).
Beexu ot Te3u cTpaHHYHHM edeKTH MOXKE Aa 3acerdHe BawaTta cnocobHocT Aa wodupare uny na
paboTHUTE ¢ MALLIMHN.

Meponenem MOXKe Aa NPUUHHM HEBOJIEBU MYCKYAHH ABHKEHUS, BOOEIH N0 OBP30 H

HEKOHTPONMPYEMO TpENepeHe Ha TANOTO (KoHBYACHH ), Tosa 0OUKHOBEHO € npuap
Ha ch3HaHHWe. He wodupaiite mnu u3non3saire MallHHHU, aKO H3ITMTBATE TO3H CTP




Meponenem EHeKCH ChALPXKA HATPHIA.

MeponeneM Exexcu 500 mg: Tozu nekapcTBeH NpoayKT ChAbpxka npudnusurento 45,1 mg HaTpuii
(OCHOBEH KOMIIOHEHT HA roTBapckara coj) B eqHa 2o3a oT 500 mg. Topa e ekBuBaneHTHa 2,25% ot
APeNOPbUYMTENHHA AHEBEH NPHEM 32 Bb3PaCTHH.

MeponeneM Exekcu 1 g: Toea nexapcetBo cpaepxka 90,2 mg HaTpHit (OCHOBEH KOMIIOHEHT Ha
rOTBapCKAaTa COJ) BbB BCAKA 4032 oT | g. Toea ce paBHARa Ha 4,5% OT npenoppUUTEIHHI MaKCHUMAaJleH
NHEBEH XPaHHTENEH IPUEM HA HATPUH 3a Bb3PacTEH.

AKO UMaTe CbCTOSHHE, KOCTO HaJIara KOHTPONMpaHe Ha npyuemMa Bu Ha HaTPpUH, Mond, uHdopMupairre
Bawus nekap, papMauesT unu MEAHLMHCKA CECTpA.

3. Kax na nanoassare Meponesem Enexcn
BuHaru M3non3sanTe TOBa NEeKapCTBO TOYHO KakTO BH e kazan BawuaT nekap, papmauesT unu
MENHLIMHCKA cecTpa. AKO HE CTE CHI'YPHHM B HELLO, NMOoNHTadTe Bawuna nekap, apMauneBT HaH

MeIHLIMHCKA CecTpa.

Ynorpeba npu Bb3pACTHH

. Hlozara 3aBHCH OT THIIA MH(EKLMA, KOSTO UMATE, KOS 4acT Ha TAnoro Bu 3acara u J0KoAKo e
TeKKa. BallUaT nekap 1ie npeueHy oT KaKBa [03a ce HyXKJaeTe.
. 3a Bb3pacTHH A03upoBkaTa 06HKkHOBeHO e Mexay S00 mg (Munurpama) u 2 g (rpama).

Obuuyaiino Tasu no03a e Bu 6bae npunarana va scekn 8 uaca. Axo ofaue 6b6peunTe Bu He
QyHKLHOHHpAT HOPMAJTHO, f03aTa MOe 1a By ce npunara no-paaxo.

Ynorpeba npH aAena H I0HOIIH

. [lpn peua Ha BB3pacT OT 3 Meceua A0 12 roauHHn ao3aTa 0OHKHOBEHO ce Onpeaens cropes
Bb3pacTTa W TernoTo Ha aereto. Obuuaitnata nosuposka € mexay 10 mg u 40 mg MeponeseM Ha
Bcekn kunorpam (kg) ot Tersioto Ha aereto. O6GMKHOBEHO x03aTa ce npuiara Ha scexkd 8 yaca. IMpu
Aeua, KoUTo TexaT Haa 50 kmnorpaMa, ce rpuiara 203ata 3a Bb3PacTHH.

Kak aa usnonssate MeponeHem Enekcu

¢ Meponenem we Bu 6bae npunaras kato MHXeKUMa UAU UHGY3HS B rojisiMa BEHa.
. O61KkHOBEHO MeponeHeM wie Bu 6bae npunaran or Bawus fiekap iy MeauuMHCKa cecTpa.
. Bce nak HAKOM NauMeHTH, TEXHW poauTend Han bonHornenauum ce obyyasar /ia npyaarat

MeponeHem B AOMALLIHHK YCnoBHA. B Ta3u nucToBKa ca AaieHH MHCTPYKLMH 32 NPUIIOKEHHETO MY (B
pa3gena ,,IHCTpYKLHH Kak Na npunarate MeponeHeM Ha ce0e CH WIH Ha JPYT YOBEK B JOMALUHH
ycnoBus). Bunaru usnonssarre Meponesiem To4HO kakTo Bu e kaszan BawmaT nekap. Ako He cte
CHTYPHH B HeLllO, NnonuTanTe Bauing nexap.

* Bawata nHxxekuus He TpabBa Aa Onae cmecBaHa WK NpubaBsHa KbM Pa3TBOPH, ChABPKALIH
NpYyTH JeKapCcTRa.

* VinkekTHpaHeTo MOXe a MPOABIDKH OKOJIO 5 MUHYTH WK MeXAy 15 u 30 MmuHyTH. Bamust
nexkap e BH kaxe kak ga npunarate Meponenem.

. OOMKHOBEHO UHXKeKLIMMTE TPAGBa na By ce NpaBsaT no €4HO H ChbLLO BpeMe BCEKH fIeH.

AKO CTe HIMOJI3BAIH NOBeYe 0T HeoOXxoaumaTa 103a Meponenem Erexcr

AKO Cily4aiHO M3N0JI3BaTe 1033, MO-BUCOKA OT npeanucaHara Bu, vesabasHo ce 06bpHeTE KbM
Bawms nekap wnu Hali-6nanskaTta Sonnuua.

AKoO cTe AponycHaan Aa n3noassate Meponeuem Enexcn

AKO MpOMyCHETe MHXEKUHSA, T2 TpaGBa Aa Bu ce HanmpaBH KonkoTo Moxe no-6bp3o. Be Dak;aKa.

HaOmxcaBa BpeMeTo 3a crelBawata Bu miwkekuus, npomnycHere 3a6papenata. He nprifaraiire nsoiina
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AKo cTe copeyir ynorpebara ua Meponesem Enexcn

He cimpaiite npunoxenunero Ha MeporneHneM, fokato Bawuar nekap He By kaxe.

AKO UMaTe HAKaKBU AOMbJIHWTEHH BLAPOCH, CBBP3aHH ¢ ynorpebaTa Ha TO3H NPOAYKT, NonuTaiiTe
Bawmua nekap, GpapMaLEBT UK MEeAULIMHCKa CECTpa.

4. Bh3MOXHH HeXeJAHH PeaKIHH

KakTo BCHUKH JICKapCTBa, TOBa JICKAPCTEO MOXKE a MpCOU3BUKA HEXETAHU PCaAKLIUH, BBIIPCKH Y& HE
BCCKH T'H NMNOJIY4YaRa.

Texkn aneprudHe peakuuu

AKO pa3BHETE TEXKKA anepruyHa peakius, cmpeTe NpHIoxkeHHeTo Ha MeponeHem H He3abasHo ce
CBLpskeTe ¢ Jekap. Moke na ce Hyxnaere OT CNelHo JieyeHue. [Ipu3HauMTe MOXKE Aa BITIOUBAT
BHE3aMHO Pa3BUTHE Ha:

Texrk 00puB, CrpOeX WITH YPTHKH 1O KOXKATA.

ITonysaHe Ha MTHLETO, YCTHHTE, €3HKA HIH JIPYT'H YaCTH Ha TAJIOTO.

3agyx, XpUNTEHE WIH 3aTPYAHEHO NUILIAHE.

CepHo3HH KOXKHH peakLHH, KOHTO BKJIIOYBAT

CepHO3HH peakuiH Ha CBPbXYYBCTBHTEIHOCT, BKIIOYBALIH MOBUILIEHA TEMMEPATYpPa, KOXKEH
0OpHB M NIPOMEHH B KPbBHHTE H3CJIEBAHKA, CBBP3aHH ¢ paboTaTa Ha yepHUA APoO (TIOBHIIEHH HUBA
Ha YePHOAPOOHHTE €H3UMHU) U YBE/IKUABaHE HA JaJeH BUA Ha Genure KPBBHH KIETKH (eosnHopunu)

Y YBEJTH4EHH TMM(PHHU BB3H. ToBa MO3Ke Aa ca MPU3HALM HA Pa3cTPOHCTBO HA MYJITHOPraHHA
4YBCTBUTEIHOCT, U3BeCTHO KaTto DRESS cunapom.

. CuneH YepBeH JOCNECT 00pHB, THOMHY NOAYTHHH, MEXYPH MM JIIOILIEHE HA KOXATA, KOETO
MOXe na ObAe CBBP3aHO ¢ BUCOKA TeMMEpaTypa W 60IKY B CTABHTE.
° TeXKH KOXKHH OOPUBH, KOMTO MOTAT ia C€ NPOSBAT KATO YEPBEHUKABH KPBIJIM MIETHA, YECTO C

UEHTPANTHH MEXYPH MO TAJIOTO, JIIOLLEHE Ha KOKATa, S3BW HA YCTATA, MbPAOTO, HOCA, TEHHTAIHUTE H
OYMTE M MOraT Aa 6bJar NpeAleCTBAHH OT NMOBUUICHA TEMIIEPATYPA H FPHIONOACGHM CHMOTOMM
(cHHapom Ha Stevens-Johnson) unu no-rexka Gopma (TOKCHYHA enuaepMaHa HEKPOAU3A).

YBpexaane HA UePBEHHTE KPhBHH KJIETKH (HEH3BECTHA “1eCTOTA)
[1pu3nanyTe BIUTIOYBAT:

. Henoctur Ha BB34YX, KOraTo He Ouakearte nogoOHO Hewo.
. YepseHna nnu kadapa ypuHa.

Ako 3abenexuHTe HAKO#H OT H3GpOeHUTE NPH3HALH, He3a6aBHO ce CBLIKETE ¢ JIeKap.

APyrH BEIMOXKHE HeXeJIaHH peaKIlHH cA:

Yecru (Morar aa ce paspuaT npu a0 1 ua scexn 10 xyun)
. bonku B kopeMa (cToMaluHi GONKH).

I'aneue.

Ilosprinane.

Huapus.

I nasoGonue,

KoxxHu obpuBu, cepbexu.

bonka 1 Bb3naneHue.

lloBraBare Ha Opos Ha TpoMGouuTHTE B KPEBT2 (YCTAaHOBSBA CE INpH H3CJIEXBAHE Ha KPLB).

IIpoMeHH B KpBBHHTE M3CIEABAHHS, BIUTIOUMTENHO H HA TOKA3aTeN! 34 bYHKLIUATA HA YePHUS
apo0.
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HapeueHo ,,0nnupyoun”. Ot BpeMe Ha BpeMe BalMAT nexap moxe aa Bu npaBu KpbBHM U3CTIEABAHYA.
° IIpoMEeHH B KPBBHHTE H3C/ENBAHHA, BKAIOYHTENHO W B M3CJEABAHMATA, MOKA3BALM KOJIKO
nobpe pynkuuonupar 6u6peiure.

. HyBCTBO Ha H3TPEBIBaHe (MpaByuKaHe).

° HMHpekunu Ha ycTara ¥ BlaraamuieTo, NPHYHHEHH OT MOHYKH (KAHAMA033).

. Bb3nanenue Ha neGenoro uepso ¢ auapus.

. bonesHeHOCT Ha BeHaTa, B KOATO € HHXKEKTHpaH MeponeHem.

&

Apyru npoMenu B KpbBTa. CHMIITOMMTE BKJIIOYBAT YECTH MH(EKLMH, BUCOKA TeMNepaTypa M
BB3NANEHO repi1o. OT Bpeme Ha BpeMe Bammar nekap Moske fa By npaBH KpbBHE H3C/ieABaHUS.

Peaxu (Morar aa ce passusT npH xo 1 na scexn 1000 aymm)
- [Ipunaasuu (repuose).
° OcTpa pe3opueHTanna H o6bpKBaHe (nenupuym).

Crobmanane Ha HeXXeJIaHH peaKIHu

AKO NOJTYyYHTe HIKAKBH HEXEAHH IEKAPCTREHH PEaKLHK, yBeaoMeTe Bawmms nexap, gapMalieBT WiIn
MEMUKHCKA cecTpa. ToBa BKIIOYBA BCUMKHM BHL3MOXHYU HEOMHCAHHW B TA3M JIHCTOBKA HEXKEAHH
peakuun. Moxere chIlo 1a ChobLMTe HeXeENaHH PeaKlMM RHPEKTHO upes:

HMamennuTenHa areHLMs no jekapersara

ya. ,,Jamsan I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Karo chobiiasaTe HexxeNlaHH peakLnH, MOXKeTe Aa JajieTe CBOS IIPUHOC 32 NOJY4YaBaHe Ha NoBeYe
HHQOPMaLH OTHOCHO GE30NMacHOCTTA Ha TOBA JIEKAPCTEO.

5.  Kak na cbxpansasare Meponenem Enexcu

J1a ce cbXpaHABa HAa MACTO, HEIOCTLITHO 34 Jella.

He usnonseaiite ToBa nekapcTBo cnen cpoka Ha rogHocT, oTGens3a BEPXY ¢rakoHa. CpoKbT Ha
FOOQHOCT OTTOBapsA HA NOCICAHHMA AEH OT MOCOYECHHSA Mecell.

To3u JACKAPCTBCH MPOAYKT HE H3UCKBA CrielHalIHU YC/IOBHMA HA CbXPAHEHHE,

Hnxexuns

Cnen pa3TBapsiHe: rOTOBUAT pasTBOP 33 HHTPABEHO3HA MHIKEKIIHS TpAbBa Ja ce H3noa3Ba HezabaBHO.

[leproabT Mex Iy 3anovBaHe Ha pa3TBAPAHETO M Kpasi Ha MHTPaBEHO3HOTO MHXKEKTHpaHe He Tpabpa
Nla HaaABHI1lIABA:

- 3 yaca, KOraTo pa3TBOPBT Ce ChXpaHABa NPH Temneparypa noa 25°C;
— 12 yaca, koraTto PasTBOPBT Ce ChXpaHaBa B XJIafgHIHHK (2-8°C).

Hudysun

Cnen pasTBapsHe: roTOBHSAT pa3TBOp 3a HHTpaBeHO3Ha HH(Y3Ha TpAOBa Aa ce M3noMN3Ba He3abaBRHO,
IlepuonbT Mexay 3amouBane Ha pasTBapAHETO M Kpas Ha WHTpaBeHO3HaTa MHOY3uA He TpabBa na
HaABUILIABA;

* 3 4aca, KOraTo pa3TBOPBT Ce ChXpaHsBa npH TeMnepatypa nox 25 °C, xorato Meponenem e
PasTBOPEH B pa3sTBOP Ha HATPHUEB XJIOPH;

. 24 vaca, KOraTo ce ChLXpPaHfBa B XJIaAMTHUK (2-8°C), xorato Me
PasTBOp H& HATPHEB XJIOPH/L,

* koraro MeponeHeM e pasTBOpeH B pa3TBOp Ha JEeKCTPO3a, pa3sTBOPHT Tp/ﬁ YY.C%
He3a6aBHo. foo




Ot MHKpOOHOJIOrHYHA INeAHAa TOYKA, OCBEH ako METOALT HA OTBapiAHe / pasTBapaHe / paspexiaHe

M3KITIOYBA HAJIMUMETO HA PHCK OT MUKPOOHOIIOMrMYHO 3aMbPCsBaHe, NPOAYKTHT TpAOBa Aa ce H3Mon3pa
He3abaBHO.

AKO He ce u3non3sa He3abaBHO, BPEMETO H YCIOBUATA Ha CHXPAHEHHWE Ca OTTOBOPHOCT Ha
norpeburens.

He 3aMpa3saBaiiTe roTOBUA pa3TBOP.

He wu3xeepngiiTe nexkapcreara B KaHAIM3aUMATA WIH B KOHTelHepa 3a OOMAIHH OTHANBLM.
[Tonuratite Bamug ¢apMaueBT Kax Aa H3XBBPJISATE NEKAapCTBAaTa, KOMTO Bede He H3MON3BaTe. 1e3H
MEPKH LIE CMOMOTHAT 3a Ola3BaHe HA OKOJIHATA cpefa.

6. Cranpxanne HA ONAKOBKATA H JONBLJIHATENHA HEGOpPMARHS
Kakso cxabpixa Meponenem EnexcH

Meponenem Enexcu 500 mg, npax 3a unocexyuonen/ unyzuonern pameop

- AKTHBHO BELIECTBO - BCEKH (DIAKOH ChIbPXKA MEPOINEHEM TPHXHAPAT, EKBHBAIEHTeH Ha 500
mg 6e3BOAEH MEPOTIEHEM.

- [ToMoIIHO BElECTBO - O€3BOACH HAaTPHEB KapOOHaT.

Meponenem Enexcu I g npax 3a undicexyuonen/un)y3uonen pazmeop
- BcekH (nakoH ChIbpiKa MEPONEHEM TPHXMIPAT, eKBUBAJICHTEH Ha | g Ge3B0oeH MeponeHeM.

- HApyrara cbCTaBKa e 6e3BOACH HaTpHER KapOOHaT.

Kak n3raexaa Meponenem EHEKCH H KRKBO ChABLPXKA ONAKOBKATS

MeponeHem e b4n 10 bneao KbaT npax 3a HHKEKUMOHEH HAH HHDY3HOHEH Pa3TBOP, HAIIbJIHEH BbB
¢dnakon. Ilpennara ce B onakoeka ot 10 duiakoHa.

IipATexkaTes1 Ha PASpemIEHHETO 32 yNoTpeta H NPOH3BOAATE.]

IIpuTekaren Ha pa3pemieHRETO 32 ynoTpeOda
,» 1 paiie Mapma®™ EOO]]

yi. ,,Hukonaii Xaitros*“ Ne 12, er. 5, oduc 19
1113 rp. Codusa

bbnrapus

IHponsBoauren
Venus Pharma GmbH,
Am-Bahnhof 1-3,

59368, Werne,
['epmanus

European Pharma Hub Kft.
Gorcsev Ivan Utca 5, Gyal, 2360
YHrapus




To3n JekapcTBeH RPOAYKT € paszpermeH 3a ynorpeda B cTpanaTe-aaeAKH na EWIL HoA CJIeAHuTe
HMeHA:

Hpnaugun: Meropenem Star Pharmasin 500 mg and 1 g Powder for solution for injection/infusion
Hrannsa: Meropenem Star Pharmasin 500 mg and 1 g Powder for solution for Injection/infusion
Ilopryraamns: Meropenem Star Pharmasin

Obennnenoro xpancreo: Meropenem Star Pharmasin 500 mg and 1 g Powder for solution for
injection/infusion

Ecrouns: Meropenem Wogen Pharm 500 mg and 1 g Powder for solution for injection/infusion
JlaTBus: Meropenem Wogen Pharm 500 mg and 1 g Powder for solution for injection/infusion
JlutBa: Meropenem Wogen Pharm 500 mg and 1 g Powder for solution for injection/infusion
bbarapas: Meponenem Exnexcr 500 mg u 1 g IMpax 3a MEXKEKIMOHEH Wi UH(Y3HOHEH pa3TBOp
Hanusa: Meropenem Thrive

Punaasgas: Meropenem Thrive 500 mg and 1 g injektio-/infuusiokuiva-aine liuosta varten
Hcenanana: Meropenem Enexi 500 mg and 1 g Powder for solution for injection/infusion

Hopserna: Meropenem Thrive

[Isenus: Meropenem Thrive 500 mg and 1 g Powder for solution for injection/infusion

ChBeT/NOBHIIABAHE HA MeJHIIHHCKATA KyJaTYpa

AHTHOMOTHLIMTE C€ M3MOA3BAT 32 JIeYeHHE Ha HHMEKUMHK, npuuHHeHH oT Oakrepun. Te He ca
e(pHKACHH NPH HH(EKUHH, NPUIMHEHH OT BHPYCH.

[Nonsikora uHGeKLMH, TPHYUHEHH OT GAKTEPHH, HE CE MOBIUABAT OT JCUEHHETO C aHTUOHOTUK. EaHa
OT HaH-YCCTHTE NPHYKHHK Aa CE CYYH TOBA €, ye GAKTEpPHHTE, KOMTO NPpHYMHABAT MHQEKLMATA, ca
PESUCTEHTHH KbM aHTHOMOTHKA, KOHTO ce n3non3ea. ToBa o3HayaBa, Ye MOTaT Ja OLE/IEeST 1 I0pU Aa
C¢ pa3sMHOXKABAT, BLIIPEKH MPHIAOKEHHUETO Ha AHTHOMOTHKA.

baxrepuuTe MOraT aa pasBMAT PE3UCTEHTHOCT KbM aHTUOMOTHUHM MOpajd MHOTO NPHYMHM.
BHHMATENHOTO M3MOA3BaHE HA AHTHOHOTHMIINTE MOXE A3 CHOMOrHE 334 HAMATABAHE Ha pHCKa OT
pa3BUTHE Ha OaKTEpHaNIHA PE3HCTEHTHOCT KbM THX.

Koraro Bamusr nekap Bu npeanuine neuenne aHTHOHOTHK, TOH € NpeaBHAEH 3a JICUEHHE CaMo Ha
HacToAwoTOo Bu 3abonssane. OGbpHere BHMMaHue Ha cremHuTe CBBETH, 3a Ja NOMOTHETE 3a
MPCROTBPATABAHETO HA PA3BUTHE HA PE3UCTEHTHH OaKTEPHM, KOMTO MOraTr Aa TIPEKpaTAT AeHCTBUETO
Ha aHTHOMOTHKA.

. MtHoro e BaxHO na npueMaTe aHTHEMOTHKZ B TOYHATa A033a, B TOYHUTE YaCOBE H 38 TOYHMI
Gpo#t anu. IIpoyerere HHCTPYKLIMHUTE B JIHCTOBKATA M, aKO He pa3bHpate Hello, IoMoeTe NeKapa MK
¢apManerTa cu na Bu obsacHar.

2.  He Tpabea na npuemare aHTUGMOTHK, OCBEH AKO He e npeAnucad cneuuanHo 3a Bac, kato
TPAOBA [a ro K3MON3BaTE CAMO 34 JIeYEHHe Ha MH(EKLMATA, 3 KOSTO e NpeanucaH.

3. He 1pa6sa na npuemare aHTHGMOTHK, KOHTO € NPEANUCAH HA APYrM Xopa, AOPH M Te jxa ca
MMaiH cXontHa ¢ Bawara ungexuus.

4. He tpabsa na npeaocrapsTe Ha APYrH Xopa aHTHOMOTHLIK, KOUTO Ca Npean1calu Ha Bac.

. Ako cnen mpennucad Bu ot Bammg neKap Kypc Bu e ocranan aHTtuGHOTHK, TpaGBa aa ro
3gHeCceTe B aNTeKa 3a NPaBWIHO U3XBHPISHE.

/laTa Ha mocAexHO npepa3riiexkaaHe HA JIHCTOBKATA
OxTomBpn 2025 r.




Ilocoyenara mo-aoy HHpOpMaURSA € NPeSHA3HAYEHA CAMO 33 MEAHUHHCKH CHEHHAJIMCTH H
3qpaBHH NPoPEeCHOHATHUCTH:

HHCTpYKIHH Kak na npmjarare Meponenem Ha cefe CH MAH HA JpPYr YoBeK B JOMALIHH
YCIOBHS

Haxon nauueHTH, poautenu B GonHorfexayu ce ofyuasaT ga npunarat MeporneHeM B JOMALIHH
YCIOBHA.

IIpeaynpexaenne — Tpa6Ba na NprJIaraTe ToBa JeKapcTBO CAMH HA cefe cH BTN Ha APYT YoBeK
B JOMAIIHH yCJIOBRS, CAMO CJIeA KATO ¢Te OHAH 0fyueHH OT Jiekap HJIH MEIHIHACKA cecTpa.
Kak 1a npHroTsaTe TOBA JIEKAPCTBO

. JlexapcTBOTO TPAOBa 8 CE€ CMECH ¢ ApYra Te4HOCT (pa3TBopHTen). BamusaT nexap me Bu kase
KaKBO KOJIMYECTBO OT pa3TBOPUTENA Aa M3MON3BATE.

. HM3nonssaiTe JIEKApCTBOTO BEHAra, ¢ KaTo ro npuroTeute. He ro 3ampasssaiire.

1. HamuiiTe u noacywere MHoro nobpe puuere cu. [loaroteere cu uket paforeH MIOT.

2. Hseanere driakon Meponexem ot onakoskara. Ornenaiire diakoHa ¥ npoBepeTe cpoka Ha
rogHocT. IlpoBepete Aanu uenoctra Ha QUIAaKOHA HE € HApYLIEHa.

3. OrcTpaHeTre OLBETEHaTa Kanayka H NOYUCTETE CHBATA IYMEHA 3anyIUAIKa € HATIOeH ¢ aIKOXOJl
Tamriod. M3uakaiite rymMenara samyuiaska 1a H3ChbXHe.

4, IlocTaBere HOBa CTepwHA MIla HA HOBA CTEPHIIHA CTIPHHLOBKA, G€3 1a NOKOCBaTe KpaHLaTa UM.
3. H3ternere npenopbuaHOTO KOMHYECTBO OT CTEPHITHATA ,,BOAa 32 MIDKEKLIMK™ B CLIPHHLIOBKATA.

KonnuecTBOTO TEHHOCT, OT KOETO Ce HY)KRAeTe, € AafcHO B CliegHaTa Tabnuia;

Ho03a Meponenem KonnvecTno ,,Boaa 3a nuxexanu®,
He00X0AHMO 3a pa3pexRAAHETO
200 mg (Munurpama) 10 ml (MuinnuTpa)
| g (rpam) 20 ml
1,5¢g 30 ml
2g 40 m|

Mons, orGenexere: Ako npeanmcaHara Bu no3a Meponenem e Haa 1 g, we TpsaOBa 1a u3non3pare

noseve ot 1 dpnakon Meponenem. Moxere aa usternauTe pasteopute oT GIAKOHHUTE B €18a
CHPHHLIOBKA.

6.  Ilocrarere urnara Ha CIPHHLOBKATA NPe3 LIEHTBPa HA CHBATA T'yMEHa 3aImyLIaiKa,
HHKEKTHPAHTE NPENOPBYAHOTO KOJIMUECTBO BOAA 38 MHKEKUHH BB hiakoHa Meponenem.
7. HzBanete vrnara or ¢sakoHa U ro paskiarere n06pe B MPOALIDKEHHE HA OKOMO 5 CEeKYHAM HJIH

[IOKATO MpaxeT C€ pasTBOpH. OTHOBO NOYHCTETE CHBATA M'YMEHA 3AITYLIANKA C HOB HAIMOEH C JIKOXOJI
TAMIIOH H H3YaKaHTE 3aMyLIakaTa 4a H3ChXHE.

8. H3byTaiire GyTanoro Ha CnpHHLOBKATA 0 Kpasi ¥ OTHOBO BKapaiiTe MrjaTa npe3 CUBATA T'YMEHa
3anyinanka. Cnen TOBa 3aiphKTe CIIPHHLIOBKATA 1 (riakoHa 0OBPHATH.

9. 3anbpxaiikk Bbpxa Ha MIJiaTa B TEYHOCTTA, H3TerneTe GYTANOTO U H3TErNeTe LAIATa TEYHOCT
OT $JaKOHA B CNIPHHLIOBKATA.

10.  H3Banere uraara v CNpHHIOBKATa OT (GUIaKOHA H U3XBBPIETE MIPa3HHUA Gnakod Ha
DesonacHo MaCTO.

1. 3anpwxkre CIpHHUOBKATA MPABA, C BPBX Ha UIMIATA, COYELL Harope. [loyykaiite no
CIpHHLOBKATA, 33 1a MOKE, aKO B HEA WMA MeXyp4eTa, Te Aa H3IUTYBaT B ropHaTa i 4acT.

12. C ek natuck Ha GyTanoTo MaxHeTe BCUUKHS BB3AYX OT CIIPHHLOBKA.

13. Axo usnonssare MeponeHeM y 1oMa, H3XBbPIETE BCHUYKH MU U HHQY3HOHHM CHCTEMH, KOUTO

CTE H3NO/I3BANH, M0 NIOAXOAALL HauHH. AKo BawmsaT nexap pewn na cripe newenvero By usxsnprere ..
HEH3MOJI3BaHOTO KOMUYECTBO MeponeHeM no noaXoasi HauuH. Vo e Ny




NnxekTupane
ToBa nekapcTBO MOJKe /1a Ce MHIKEKTHPA Npe3 Kbca KaHioJ1a Uik aboKaT, WK Npe3 MHTPAaBEHO3eH MOpT
HJIM LIEHTPAaJIEH BEHO3€H I1bT.

UnkekTupane na Meponenem npes Kbca KaHioJ1a HiH adokar

L. MaxHere urjara OT ClIpMHLIOBKATA M 5l U3XBbpJIeTe BHUMATEIHO B KOHTEMHEpa 3a OCTPH
[MPEAMETH.

2. [louncrere Kpas Ha KbcaTa KaHI0J1a WK aD0KaTa ¢ HAMOEH ¢ aJKOXOJ TAMIOH M M3YakaiTe /1a
H3cbXxHe. MaxHeTe Kanaykara Ha KaHIKOJ1aTa U CBbPIKETE CIIPUHLIOBKATA KbM Hesl.

3. basHO u30yTaiiTe OyTas0TO HAa CNPUHIIOBKATA, TAKA Y€ /la MH)KEKTUpaTe aHTUOMOTHKA C
paBHOMEpHA CKOPOCT 3a OKOJIO 5 MHUHYTH.

4. Cnel KaTo CBbPIUMTE ¢ MHKEKTHPAHETO Ha aHTHOMOTHKA M CIIPUHIIOBKATA € Npa3Ha, MaXHeTe

CIIpHHLIOBKAaTa M MPOMUHUTE KaHIO1aTa Taka, KakTo By e npenopbyano ot Baums nekap uiu
MEJ/IMLIMHCKA cecTpa.

3 3aTBOpeTe KarnaukaTa Ha KaHio/lata M BHUMATesHO M3XBbpJIeTe CIPUHLIOBKATA B KOHTElHepa 3a
OCTPH MPE/IMETH.

NuxexTHpane na Meponenem npes HHTPABEHO3€H MOPT HJIH HMEHTPAJIEH BEHO3€H MbT.

]. MaxHere Karaukara Ha rnopra Wiu LICHTPAJTHUS BEHO3€EH ITbT, MMOYHUCTETE Kpasi My C HAIlOEH ¢
AJTKOXOJ1 TAMITOH U U34YaKaWuTe 1a U3ChbXHeE.

2. CebpykeTe cnipuHLOBKaTa M 6aBHO M30yTaiiTe GyTasoTo HA CHIPUHLIOBKATA, TAKA Y€ J1a
HHIKEKTHpaTe aHTHOMOTHKA C paBHOMEPHA CKOPOCT 3a OKOJIO 5 MUHYTH.

3. Cnea kaTo CBBPIIMTE C MHKEKTUPAHETO HA aHTHOMOTHKA, MAXHETE CIIPHHLIOBKATA M NnpoMuiire
OpTa WK LEHTPaIHUA BEHO3CH NbT Taka, KakTo By e npenopbuano ot Bawus nekap unu
ME/IMLIMHCKA cecTpa.

4. llocTaBete HOBa 4MCTa Kamayka Ha LEHTPAIHWsS BEHO3€H MbT M BHUMATENHO M3XBbpJieTe
CIIPHHLIOBKAaTa B KOHTEHHEpA 3a OCTPH OTNAAbIIH.

Cneanara mudopmanusi e mnpeaHasHayeHa caMo 32 MEIHIMHCKH CHENMAJIHCTH. 32 IIbJIHA
HH(popManus 3a npeanucsane, Bukre Kparkara xapakrepucruka na npoaykra.
JLO3HPOBKA H HAYMH HA NPHJIOKEHHE

Jlo3upoBka

Tabsmuure no-gony npenocrassat oOLM MPErnoOpbKHU 3a J03UpPaHe.

[ Ipunaranara 103a MmeponeHem M NPOABLIKUTENHOCTTA Ha JIEUEHHETO TPsOBa aa B3emar peaABU BH/1a
Ha MH(EKLMATA, KOSTO LUE CE JIEKYBA, BKIIOYHTETHO HEHHATA TEXKECT W KIMHHYHUSL OTTOBOP.

J103a 10 2 g Tpu MBTH AHEBHO NPH BB3PACTHU M IOHOIIK M 103a 10 40 mg/kg Tpu MbTH IHEBHO TNpH
eua Moxke 1a Obae 0coOeHO MOAXOAAIIA MPH JleUeHHe Ha HIKOW BHAOBE HHEKIIMH, KaTo HHDEKLIMH,
ABJDKALIM €€ Ha MNO-MAJIKO YyBCTBUTE/IHW Oakrtepuainu BHAOBe (Hanpumep Enterobacteriaceae,
Pseudomonas aeruginosa, Acinetobacter spp.), Win MHOTO TeKKH MHOEKLIMK,

Heobxoanma e ombaHMTEIHA NpeoleHKa Ha J03MPaHeTO NpPU JIeUEeHHe HA MALMEHTH C OBbOpeuHa
HEI0CTATbYHOCT (BXK. M10-/10J1Y).

Hudexkuns npu BL3pacTHH H IOHOLIH Jlo3a, KosITO ce npuJjara Ha Bcexku 8 yaca
lTexka mnHeBMOHMA  BKMOUMTENHO GonHuuna u | 500 mg uau | g
CBbpP3aHa C BEHTHJIALIMSL.

bpoHxo-0e101poOHK  MH(pEKUMH npu  KHCTO3HA | 2 g

¢ubpo3sa

YenoKHeHH HHEKIIMH Ha MUKOYHHUTE MbTHILA S00mgunm | g
YCl10)KHEHH MHTpaabA0MUHAIIHK HH(DEKLMK S00mgunn | g
HMurpa- u cneapoanniu HHpeKUH S00mguimn | g
Y C0XKHEHH HH(EKLMU HA KO)KATa U MeKHTE Thkanu | 500 mg min g
OcTbp OakTEpHAICH MEHUHTHT 2 g

Jleuenne Ha heOpHIIHM NALMEHTH C HEYTPOIEHHS | g




MeponeHeM OOMKHOBEHO ce rMpuiiara upe3 WHTPaBEHO3HaA HH()Y3us 3a npubauszurento 15 no 30
MHHYTH (B3K. TOUKH 6.2, 6.3 1 6.6).

AJITCPHATUBHO JI03H /10 1 @ MoOrar aa ce npujiaraT ¥ MHTPABEHO3HO Ooslyc 3a OKOJIO 5 MHHYTH.
Hanuue ca orpannieHd HaJMYHKM JaHHU 3a GE30MaCHOCT B MOJIKperna Ha npuaaraHeTo Ha /103a ot 2 g
[1PH Bb3PACTHH KATO HHTPABEHO3HA OOJIyCHA HHIKEKLIMS.

bvopeuna neoocmamvunocm

/lozata 3a BB3pacTHHM W IOHOWIM TpsAGBA J1a ce KOPHrHpa, KOraTo KPEaTHHUHOBHUAT KJIUPBHC € Mo-
Maabk oT 51 ml/min, kakto e mnokasano no-mony. Mma orpaHuuend naHHu B MoJikpena Ha
[IPpHJIaraHeTo Ha TE3W KOPEKLWK Ha J103aTa 3a e/IMHUYHA 1034 OT 2 g.

KpeaTHHHHOB KJIHpPBHC /1o3a (Bb3 0cHOBA HA 1030BH Yecrora

(ml/min) eIHHHIH, Bapupamu ot 500

mg wik 1 g niu 2 g, BHIKTE
TA0JIHIATA NO-TOpe)

26-50 e/lHa €IMHMLIA Ha BCeKkH |2 yaca
10-25 MOJIOBUH €IMHHU LA Ha BcekH |12 yaca
<] () [MOJIOBUH €IMHHLIA Ha BCekH 24 yaca

Meponenem ce oTcTpaHsBa upe3 XeMoaHan3a | xemounrpauus. Heobxoamumara noza tpsbea na ce
[MPHJI0XKHM CJI€/1 Kpas Ha LIMKbJ1a HA XeMO/1Mall13a.

Hsama YCTAHOBCHH NpPENOPBHKHU 3a AO3HPAHE 34 MNalHUeHTH, MNMOJUTI0KEHH Ha [ICPUTOHCAJIHA J1HAJIHU3aA.

Heprnoopobro vepescoane
He e HeoOxoaumo kopurupate Ha 103aTa npu naumMeHTH ¢ 4epHOAPOOHO yBpekaaHe (BkK. Touka 4.4).

Hosa npu nayuenmu ¢ cmapuecka 6v3pacnn

He ce nHanara kopurupane Ha j03ara [IPH MALKCHTH B CTap4ecka Bb3pacT ¢ HopmasiHa ObOpeuHa
(pyHKUMS MM CTOMHOCTH HA KPEaTHHHHOB KJupbHC Haa SO ml/min.

[leouampuuna nonyiayus

Leya noo 3 meceuna evzpacm

besonacHocTTa n edukacHocTTa Ha MeponeHem [pH 1e1a 1o/1 3-MeceyHa Bb3pacT HE ¢a YCTAHOBEHH M
ONTHUMATHUAT /10308 peKMM He € ycTaHoBeH. Bbmpekn ToBa Orpanuuenure (apMakoKMHETHUHH

JaHHU npeanonarar, ye 20 mg/kKg Ha Bcekn 8 yaca moske na 6bae noaxoasia JO3UPOBKaA (BIK. TOYKA
3d)i

Heya na evspacm om 3 meceya 0o 11 200unu u ¢ menecna maca 0o 50 kg
[ IpenopbumTennuTe 1030BH peXKUMH ca NokazaHu B TabIMLATA [10-10.1y:

Hudekuus Ho3a, KosiTo ce npuJiara na Beeku 8 uaca

Te:xxka NMHEBMOHMA, BKIIOUYMTEIHO OGOJHHYHA M 10 nim 20 mg/kg
CBbp3aHa C BEHTHJIALIUS

bponxo-6enoapobuu uupekumu npu kucroszna | 40 mg/kg

¢ubposa

YCI0KHEHH HH(EKLIMK HA NIMKOYHUTE THbTHIIA 10 nin 20 mg/kg
YCII0KHEHH HHTPaaGIOMHHAIHM MH(EKLIHH 10 nim 20 mg/kg
YelnokHeHH MH(eKUMH Ha koxkata ¥ MmekuTe | 10 unm 20 mg/kg
ThKaHM

OcTbp OakTepuaseH MEHHHTHT 40 mg/kg

Jleuenue Ha pebpunnum naumenTH ¢ HeyTponienus | 20 mg/kg
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Heya ¢ mezno nao 50 kg
Jla ce npunara no3ara 3a Bh3pacTHH.
Jluncea onut npu neua ¢ 6uOpeuHo yBpexkaaHe.

Haunn Ha npunoxeHue

MeponeHeM OOMKHOBEHO Ce Mnpuiara uYpe3 HHTPaBeHO3Ha WHQY3Ms 3a npuGmusurenso 15 no 30
MHHYTH (BX. ToukM 6.2, 6.3 u 6.6). AnTepHaTuBHO, 103M MeponieHeM n0 20 mg/kg MoraT na ce
[pUIAraT KaTo HHTpaBeHO3eH OoyC 3a NpHOAM3UTENHO 5 MUHYTH. Ma orpaHMueH HATHYHM NaHHU
33 6e30MacHOCTTa, MOAKPENIH HHTPABEHO3HOTO GOMYCHO MPUIOKEHHE Ha 103a oT 40 mg/kg npu
neua.

33 MHCTPYKUHH OTHOCHO Pa3TBAPAHETO HA JIEKAPCTBEHMA NPOLYKT NPy NPWIOKEHHE BXK. TO4Ka 6.6.

HechBMECTEMOCTH

To3n nexapcreeH npoaykT He TpsaOBa Aa ce cMecea ¢ APYTH NEKapCTBEHHU MPOAYKTH, ¢ H3KNIOUYEHHE Ha
IMOCOYEHUTE B TOUKA 6.6.

Cpok Ba rognoct
2 FrOIUHU

Cnep pasTBapsHe:

boaycHO npuiIokenHe KATO HATPABEHO3HA HHAKEKI[HS

Pa3TBOpBT 32 GOMYCHO MHXEKTUpaHE C€ NPHIOTBs Ype3 PasTBAPAHE HA JEKAPCTBEHHSA MPOOYKT BbB
BOJA 32 HHXXEKLUM 10 KpahHa KoHUeHTpauus 50 mg/ml. JlokasaHo €, Ye rOTOBHAT pasTBOp 3a Gomyc
HHXKEKUHS € XUMUYCCKH H QH3MYecKH cTafuned B NpokiDkeHre Ha 3 yaca npH TeMnepaTypa a0 25°C
HnM 12 yaca npu xnaaunum ycnosus (2-8°C).

Ot mMuKkpoOHONOrMuHa rjefHa TOYka, OCBEH AKO METOABT 3a OTBApAHE/IPUrOTBAHE/Pa3TBaPSHE
H3K/TIOYBA PHCK OT MHKPOOHONOrHYHA KOHTAMHHALIMSA, NPOLYKTHT TPAGBA J1a ce M3M0/I3Ba HE3aBABHO,

AKO He Ce W3Non3Ba He3abaBHO, BPEMETO M YCNOBHATA 33 ChXpAHEHHE ca OTTOBOPHOCT Ha
norpedurens.

IIpaniokeHde KATO HEHTPABEHO3HA HAY3H

HHQY3HOHHHMAT pa3TBOp Ce MPHrOTBA Ype3 pasTBapAHE Ha NEeKapCTBeHHA NpoaykT win B 0.9%
PasTBOp Ha HaTPHEB XJIOPHA 3a HHQY3HS, WM B 5% pa3TBOp Ha AeKCTPO3a 3a uHbYIUA 10O KpatiHa
koHuenTpauus ot 1 ao 20 mg/ml. JokasaHo e, ye rorosuaT pasTeop 3a MHTPaBEeHO3Ha HHQY3Hs,
NPUrOTBEH Ype3 H3noysBaHe Ha 0,9% pa3TBop Ha HaTpHUEB XJIOPHA € XMUMHMYECKH W hU3HUECKH
cTabuileH B NpOABTKEHHE HA 3 yaca NpH TeMnepatypa 10 25°C wnu 24 uyaca Npyv XNaguiHHU YCIOBUA
(2-8°C).

Ot MuxpobHonoruuyHa riieAHA TOYKA, OCBEH 4KO METONbT 3a OTBapAHE/IPUrOTBAHE/PAa3TBAPAHE

M3KTIOYBA PUCK OT MUKPOGHONOrHYHA KOHTAMHHALIMA, TPOAYKTHT TPA6BA & Ce W3MoN3Ba He3abaBHo.

AKO He ce u3NnOn3Ba He3aGaBHO, BPEMETO H YCIOBHATA 3a CbXPaHCHHE Ca OTrOBOPHOCT Ha
norpedurens.

Pa3TBOPBT Ha MEPONEHEM, PUrOTBEH ¢ 5% pasTBOp Ha rAIOKO3a (aexcTpo3sa), Tpabea ga ce w3nonssa
He3abaBHO,

IpuroreennTe pasTeopy He TpaGBa na ce 3aMpa3fABar.

Crnenuannu npeanazHn MepkH NpH chbXpaHeHHe

Tosw nexapcTBeH NpoyKT HE H3KCKBA CIELMANHH YCIOBHS 34 ChXpaHeHue.
He 3ampassBaiite npHroTeeHus pasraop.

3a yCIIOBHATA Ha ChXPaHEHHE CIIe PasTBAPAHE Ha JieKapCTBeHHs MIPOAYKT BXK. Touka 6.3.

Uxekuma
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HHudv3us

3a HHTpaBeHO3Ha HHOY3HE (IAKOHUTE HA MEPOTIEHEM MOrar Aa 6BaaT JAHPEKTHO NpUroTBeHH ¢ 0,9%
HATPHEB XJIOPHA MK 5% pa3TBOPH Ha AEKCTPO3a 3a HHMY3HA.
Beekn (iakoH € caMo 3a eqHOKpaTHa yrioTpeoa.

3a IPUrOTBAHE U MPHIIOKEHHE HA Pa3TBOpa TPAGBA Ja Ce H3NON3BAT CTaHZAPTHH aCeNTUYHH TEXHHKH.
Pa3TBOpbT TpaGBa Aa ce pa3kiaTH npeau ynorpeba.

BcekH HeW3Mon3BaH MPOAYKT WK OTNAaAb4YHH Martepuanu Tpabpa aa ce M3XBBPAAT B CHOTRETCTBHE C
MECTHUTE U3UCKBaHHS.
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