JIMCTOBKA: HHOOPMAIHA 3A IIOTPEBHTEJSL

HedraznauM-MIP 1 g mpax 3a ARKeKUoHeH/AR(Y31oHeH pasTBOp
Ceftazidim-MIP 1 g powder for solution for injection/infusion

Liedrazaaum-MIP 2 g npax 3a wikeKinoHeH/nH(y3HOReH pa3TROp
Ceftazidim-MIP 2 g powder for solution for injection/infusion

Ledrasanum (Ceftazidime)

IIpoueTeTe BHEAMATEINO NAJATA JIMCTOBKA, NPeAK A4 3AN0YHETE 12 H3NOI3BATE TOBA JCKAPCTBO, Thi

KATO T8 CHALPKA BAKHA 3a Bac angopmauns,

- 3amazere Ta3d aMcTOBKA. MOXe 1a ce HANOXH Ia A TIPOYETETE OTHOBO.

- Axo MMaTe HIKAKEM JNONBJIHHTENHH BBRNpOcH, nonutalite Bamma nexap, papMalieBT Wiy MeIMIHHCKA
cecTpa.

- ToBa NekapcTeO e NpeAnKcaHo TaHo Ha Bac. He ro npeorcrsnBalite Ha Apyrd xopa. To mMoxke fla aM
HABPEAH, He3aBHCHMO Ye TIPH3AALINTE Ha TAXHOTO 3a00N4BaHe ca ChIMMTE kKaTo Bamute,

- AKO DOTMY9HTE HAK2KBH HEXENaHH NEKADCTBEHM peakluH, yeegomere Bamms nexap, dapMaLesT Wi
MEIMUHHCKA cecrpa. ToBa BKIOYBA ¥ BCHYKHM BB3MOXHH HEKSTAHA PEAKIMM, HEOMHCAHW B TasH
JHCTOBKR. BiikTe ToKa 4.

KakBo ¢haIBpxa TAa3H JHCTOBKA:

Kaxso npencrarnasa Ledrazaaum-MIP 4 33 xaKBo ce M3M0I3Ba
Kakso TpsalBa na 3naete, npeu Aa wanonspare Lledraznamm-MIP
Kak na manonssare Liedrazumum-MIP

Be3MokHA HeKeAaHH PeaKHA

Kak na coxpanssare Iedrazunum-MIP

CBABPAAHHE Ha OTaKOBKATA H JOITbAHATEIHA HHHOpMALn

Al s

1.  Kaxso npencrasiasea Hedprasnaum-MIP H 32 KAKBO ce HINOI3BA

LedrazuguM-MIP e aHTHOHOTHK, KOWTO Ce TIpHNara Npu BB3PAaCcTHH M flena (BKIIOYHTEIHO HOBOPOAEHM
Gebera). Toi neficTpa, kato y6uBa GaxTepHHTe, KOUTO NpHIYHAABAT HHOeKUHH. TIpHHAITEHH KbM TpYHa
TIEKAPCTRA, HAPEUCHH Yedanocnopuru.

Ledgraznpum-MIP ce nanon3sa 34 aedenue Ba ek GaxrepuaJanid ARQeKTHH HA:

- Genwre ApoGOBE WM FEPANTE;
- Genure apobose U GpoHXMTe NpA NamMeHTH ¢ KucTo3na GHAIBALNHUTENRHA ATEHLNSR (19 NEKAPCTBATA
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- JeYCHME Ha TMAUHEHIH ¢ HUCHK Opoif 6eny KPBBHH KIETKH (Heymponeuun), KOHTO HMAaT MOBHIICHA
TeMIEepaTypa opany GakTepuanta nHbpexuua.

2.  Kaxso Tpubsa 1a 3uaere, npenn na minonssare Hedrazsuaum-MIP

Nedraznaam-MIP ne Tpaéea na Bn ce npaaara:

- AKO0 CTE ANEPTHYHHE (CEPBYYYECMENMEnHY) KEM IS TAIAKHM WA KbM HAKOS OT IPYTHTE Chb
TOBA JIEKAPCTBO (uzbpoenu 6 moixa 6).

- 3KO CTe MMAIH TEeXKKA ANEPrHYHA PeAKUHMs KbM HAK2KBB APYr AaHTHOHOTH




MOHODaKTaMH K KapOaneHeMn), Thit KaTO Moe 12 cTe anepriniy 1 kbM Liedrazuaum-MIP.

<> ¥YBegoMere Bamun nekyBaim Jexap npean na 3anodnere aedenne ¢ Hedrasnnum-MIP, ako cMsTare e
HAKOE OT NIOCOYEHHTE NO-Tope TRBPAEHN ce oTHaca 1o Bac. He Tpatba na By ce npunara Liedrazunym-
MIP.

ObwpreTe cNeMEanH0 BHHManue npu ynorpebata ua Hedraznoum-MIP

Tpatsa aa ce HabMoAaBaTe 3a HAKOH CUMITTOMH KaTO AJICPTHYHH PEAaKLtHA, NPoDIeMH ¢ HEPBHATA CHCTEMa B
racTPOHHTECTHHAJIHHA HAPYIIEHHA KaTo nHaphy, nokato Bu ce mpunara Ledrasuaum-MIP. Topa e Hamamm
pHCKa OT BE3MOXKHE npobeMu. Binkre (,,Cecmonnua, 3a koumo mpabsa 0a ce nabmodasa™) B ToUKa 4. Ako
CT€é MMANH aneprHYHa peakUuyd KeM APYIH aHTHOMOTHLHM, MOke CBIIQ fa CT€ aleprMiHd H KbM
Uedrazumemm-MIP.

Axo TpsabBa na Bu ce NpapH H3c/leABaHe HA KPHBTA BJIH YPHHATA

Lledrrasnaum-MIP Moxe fa HORIHAE peyJITaTiTe OT H3CIeJBaHe HA YPHHATA 33 3aXap, KAKTO H KPbBEH TeCT,
HapeueH mecm na Coombs. AXo BH IpeCTOAT Te3H H3CHeIBaHHA:

= KaxeTe HA cnenMaNHCTa, KOHiTO B3ema npobara, ue Bu npunarar Ledrazumm-MIP.

JApyrn aexaperaa v Hegraznaam-MIP
Hndopmupaitre Bammmus fiekap Wi ¢apMaliesT, ako HATON3BATE, HACKOPO CTE HIION3BATH WM € BE3MOKHO Ja
H3TOI3BEATE ApYyry NekapceTsa. ToBa BIIIIOMBA | JIEKAPCTBA, OTIYCKAHH (e3 pelenTa.

He tpadea na Bu ce npunara Liedrasuamm-MIP 6e3 ga cre ro ofcwaunn ¢ Batnas exap, ako IpHEMATe K.
- aHTHOHOTHK, HAPCICH XA0PaMPEHUKon;

- THN aHTUOHOTHIM, HAPEUCHHE AMUNOZAUKOIUOU, HATIP. 2ENMAMUYYUH, MOBpaMuyun;

- TalNeTKH Cpely 3aIbpikaHe Ha BOAa, HAPEUESHH Qypocemud;

-> Yeeaomere Bamns aekap, ako Toea ce oTHaca A0 Bac.

BpeMeHBOCT, KbpMeHe H PepTHAHTET
AKo cTe OpeMeHHAa WM KBbPMHTE, CMATATe, ue MoOKe Aa cre OpeMeHHa W riaHupare GpeMeHHOCT,
nochseeTRaiTe ce ¢ Bammha nexap npepn ynorpeGata Ha ToBa JIEKAPCTBO.

BammsT nexap me ofMucii nomsure ot nedennero ¢ Ledraynmm-MIP 3a Bac cnpaMo puckosere 3a
Bamero Gebe,

IMogupane n pabora ¢ MANMKHHHA

Ledrazuaum-MIP Moxe Ja IPHIHHE HEXKEAaHH PEAKIHH, KATO HallPHMEP 3dMasgHOCT, KOUTO 13 TIOBIHSAAT
cocofHocTTa B 3a modHpaHe.

He uiodupaiire v ne paboTere ¢ MAITAHH, OCBEH aKO CTE CHTYPHH, He HE CT€ 3aCETHATH.

Hegrasnapm-MIP cbabpaka HaTpHil

Ledrasuaum-MIP 1 g chabpxa 52 mg HaTpuii (OCHORHA CHCTaBKA HAa TOTBApCKATA/TpanesHaTa cof} BB
Bcska (uiakoH. Topa KONHYECTBO e eKBHMBAJNIEHTHO Ha 2,6 % OT mpeMophbUMTENHHA MAKCUMANCH JTHEBEH
XpaHuTeICH NPHEM HAa HATPUH 33 Bh3pacTeH.

Ledrazmmum-MIP 2 g coappka 104 mg HaTpuii (OCHOBHA CHCTABKA HA FOTBAPCKATA/TpamnesHaTa cojl) BbB
BCsika (prakoH. ToBa KONAYECTBO € €KBMBAJEHTHO Ha 5,2 % OT NMpenopbuHTENHHS MAaKCHMANEH AHEBEH
XpaHHTENEH NPHEM Ha HaTpuii 32 Bp3pACTEH.

Tps6Ba aa ro HMaTe NPEABHA, aKO CTE HA JMETa C KOHTPOJIHPAH IPHEM Ha HATPHH.

3. Kax na msnoneare Hepraznanm-MIP

Hedrazaaum-MIFP 06HKHOBEHO Ce MPUIAra OT JieKap HAH MeIMUMBCKA cecTpa. Moxe na ce napa
BEHC3HO-KANKOBO (MHTPaBeHO3Ha HHQY 3HA) HIH KaTO RIKEKUHH JRPCKTHO BbB BEHA WM B MYCKYJL.

UedrasuauM-MIP ce npuroTsa ot nexap, $hapManepT WK MeAHIMHCKA CECTpa, KaTo Ce M3MON3Ba BOLA 3a
HHKCKIMH WIH MONXOAIMA TeYHOCT 3a HHYIHA.

Obnuaiina nosa




Nomxoasmara po3a Ha Lledmasummm-MIP 3a Bac me 6wie onpeaencHa or Bammia jnexap H 3aBHCH OT:
TeXecTTa M BMAA HA HH(EKLHATA, FATH NMpHEMaTe ApyrH aHTHOMOTHIM; Baiiero Terno H pp3pact; kak
dyuxmonupar 6r0pemnuTe Bu.

Hosoponeuu (-2 mecena)
Ha pcexu eIHa KHAOIpaM Terao aa GeGero, e 1M ce npunarat 25 no 60 mg uepTasHaAHM HA NIEH,
pa3ieneHH Ha ABe JO3H.

Befera (Ha pu3pacT Haa 2 Mecena) H Jena, ¢ TeIecHO Tero mo-Manko ot 40 kg
Ha BcekH eqMH xmjorpam terso Ba Gefero wim gerero, me uM ce npwiara o 100 go 150 mg
nedTazuaMM SHEBHO, paseieHH Ha TPH A03H. MakcHMaHaTa nosa € 6 g AHEBHO.

Bn3pacTHH W WHOIIN, ¢ TeNecHO Tero Han 40 kg
1 g no 2 g nedrasuauM TpY THTH JHEBHO. Makcimanuara 4o3a e 9 g AHEBHO.

TlanueHTH Ha BB3pacT Hafd 65 rogumnd
JlHeBHaTa noza o6HUalino He Tpatea Jia HANBHIIABA 3 g AHERHO, 0cobeHO ako cTe Ha B3pacT Hal 80 roaHHH.

IMauuenTH ¢ Gu6pevnn npobaemu

Moake na Bu ce mpunara ao3a, pasnpiHa ot ofuyatinaTa. Jlexapar niy MeqHIMHCKATa CECTpa MIE peliar ot
xonko LledrasuauM-MIP umare Hyxna, B 3aBHCHMOCT OT TekecTTa Ha OuOpedHoro 3abonspaHe. BammsT
nexap me B npocreassa orénnso W Moxe Aa BH ce mpaeaT mo-uecTo HicnenpaHHs Ha ObOpednara
Gynxups.

Axo BH e npwiokeHa nopede oT Heo6xoanmaTa noaa edraznanm-MIP
AKO HHIMIEHTRO IPHEMETE NOBeUe OT ipeAnMcanaTa Bu 103, BeiBara ce cBbpxkere ¢ Bamins nexap wim ¢
Hali-Gmuskara GOMHKIA.

AKo cTe npomycHann aa w3noassare Hedraznanm-MIP

AKo ITpOIyCHeTe HHXEKNHs, TA TpaOBa fa Bu Obie HampaseHa BE3MOXKHO Hali-Cckopo. Bbipekn ToBa,

aK0 BeYe JaCHT 3a cleApamaTa By nikekius ¢ 630, He Tpasere IponycHara. He 3emalite neottHa nosa
{Be MEKEKIIMH [0 eHO W CHINO BpeMe), 3a a KOMITEHCHPATE IOy CHATATA.

AKo cre cipenn ynorpebata ua Hedraznanm-MIP
He compatite ynotpeGata pa Lledrasuarm-MIP, ocsen ako BawmsT nekap He Bu kake fa ro HalpapuTe.
AKO HMATE MAKAKBH OITLJIHHTENHH BBIOPOCH, CEBD3AHH ¢ yHoTpe(aTa HA TOBA JICKAPCTBO, NONHTANTE

Bamns Bamara nexap, papMauesT Win MEARIMHCKS CECTPa.

4, Bu3MOXKHH HeXeJIARH PeAKIAHA

KakTo BCHYKH NekapcTBa, TOBA JIEKAPCTBO MOXE Aa MPEAN3BHKA HeAEeNaHH PEaklliH, BBIPEKH 1€ HE BCEKH
TH NOJTy™aBa.

CucTonnng, 32 KoHTO TpabGBa Aa ce HaluogaBaTe

H3bpoeHnTe Mo-10/Ty cepHO3HH HexXeIAHH PeakiHH ca HabaoAaBaHA pi MaTbk Gpoii Xopa, Ho TOYHATA KM

9eCTOTa € HEACHA:

- Texxn anepruyud peaxuun. [IpH3HauuTe BKMOMBAT HARMIHAT W cLpOam ofpus, nogyeane,
NOHAKOCra HA THIETO MK YCTATa, IPHYMHABAIEO 3ATPYAHEHO AHATANE.

- Koxen ofpus, 0 koHTO MOTaT Aa Ce MOABST MEXYPYeTa, H H3TNeKa KaTo MAJKH MHIIeHH (ThMHA
HACT B LEHTHPA, 3a00HKONEHA OT NI0-CBeTNIa 0GNACT ¢ THMEH NPBCTEH N0 NepadepnsTa).

- Tenepanusnpan ofpHB ¢ MEXypH 1 RIIOINBaHE HA KoxkaTa. (ToBa Moxe Aa ca npH3HalKW ha Cundpom
Ha Cmusbuc-IIiconcor WA HA MOKCUNHA eNUOEPMAINA HEKPONU3A).

- HapymeHHs HA HEPBHATA CHCTEMA: TPEMOD, IBPYOBE H, B HAKOH ciyuaH, koMa. Te ca Habmonasanu
NPH MAUHEHTH, NIPH KOHTO 203aTa & Glia MHOTe BECOKA, 0co0eno Npy xopa ¢ Gs0pedeno sadongpane.

- Hma peskn crODmCHHA 3a TeXKKH PEakUMH Ha CBPEXUYBCTBHTENIHOCT C TEHCBK OOpHB, KOHTO Maxke na
OBae npHApYKEH OT NOBHINEHA TEMIIEPATypa H BTPHCaHe, yMopa, OIyBaHe HA JTHII
AIe3H, MOBKINABAHE Ha Gpod Ha eo3uHobHMHTE (BHT Gl KPHEHH KICTKH), edexTi




6r0pewTe yun Gemure Apobose (peakuws, Hapeuena DRESS).
- He3aGaBHO ce CBBLpPHKETE € JEKAD MJIH MENHUHHCKA CeCTpa, aKO NOAYIHTe HAKOH OT Te3H
CHMITTOMH.

YecTH HeXeJIAHH peaKuuH

Te morar na 3acernar go 1 va 10 naumenTH:

- JHAapusa,;

-~ TMOAYBaHE H 3a4epPBABAHE N0 X04Aa Ha BEHa;

- 3a9epBeH, HaZIMTHAT KOKeH o0pyR, KOHTO MOXe Ja ChpOH;

- Gonka, napeHe, NOAYBAHE ¥ BB3MANCHHE HA MACTOTO HA HHIKEKTHPAHE.

=> VBenomere Bamns nexyBaim Jexap, ako HAKOM OT Te3H CHMITOMH Bl Gesnokow.

YecTH HeXXeIaHH peaKiliH, KOUTO MOraT Ja ce MPOABAT Ype3 KPhBHATE H3CTICIBAHHS:
- TOBHINABAHE Ha eMHH THT 0eNH KPYSBHH KIETKH (eo3unodunus);

- NOBHINABaHE Ha Opod Ha KICTKHTE, KOATO IOMAraT Ha KpbBTa Ja ce ChCHPBa;

- TIOBHINABAHE HA CTOUHOCTHTE HA YePHOAPOGHATE CHIHUMH.

HedecTH HexKe1aHH PeaKi|daH

Te moraT aa 3acernar ao 1 ga 100 nanuenTi:

~ BBE3IAJEHHE Ha YePBaTa, KOSTO MOKE Aa IPHIMAA G0JIKa HITH AHAPHS, B KOATO MOXKE 1a HMa KPBB;
- KaHAWA03a — re0MdHa HHPEKITHA Ha YCTaTa WK BIArAIHIETO;,

- Tnasobonne;

- 3aMagHOCT;

- 0OTKH B cTOMaxa;

- TajcHe RIH MOBPBINAHE;

- IIOBHIIEHA TEMIEPATYpa ¥ BTPACAKE.

-> ¥Ysenomere Bamus Jiexap, ako NOTYHHTE HIAKOH OT TE3H CHMITTOMH.

HedecTH Hexenany peakii, KOHTO MOTaT 11a ce IIPOABAT Ype3 KPHBHUTE H3CIICBAHMS

- NOHHKABaHe HA Opos Ha GenNUTE KPHBHH KIIETKH,

- [OHHXKaBaHe Ha Gpod Ha TPOMOOLHTHTE (KIEeTKHTE, KOWTO MOMArarT Ha KP/BBTa Jia ce ChCHPBa);
- [OBHIDABAHE HA CTOHHOCTHTE Ha YpeATa, ypeHHHA A30T WK HA CepYMHHA KPEATHHHH B KPbBTA.

MHOro pefKE HeReJIaHH PEeAKIHH
Te Morar na 3acernar go 1 na 10 000 nanpesT™!:
- Bb3NANCHHE HITH HeIOCTATHIHOCT Ha Gp0permTe;

JApyrH HexeJAHH PeaAKIHH

JIpyrH HexelaHH peaxipid ca HabNroAaRaHH PH MAITbK Gpoil Xopa, HO TOYHATA HM 9eCTOTA HE € H3BECTHA:

- MpaByIKaHe;
- HETIpHATEH BKYC B yCTATR;
- TOXBITABAHE Ha GANOTO HAa OYHTE WK HA KOXKATA.

Jpyrn Hexenann peakiuy, KOUTO MOTAT Ja Ce NPOABAT Ype3 KPBBHUTE H3CTCABAHUA:
- TpeKaleHe Onp3o paspymIanaHe Ha YEPBEHHTE KPHBHU KIICTKH,

- TOBHITABAHE HA ONpeeTicH BHA OeTH KPBBHH KIIETKH;

- 3HAYHTENHO NOHIDKaBaHe HA OpoA Ha OeNnuTe KPBBHH KIETKH.

Crofmasate Ha HeXeJIAHH PEAKUHH
AKO TIOAyYMTE HSKAKBH HEXENAHH JNeKapcTBeHH peakimu, ypsefomere Bamms Bamara nexap Wi
¢apmanerT. Toba BIIOYBA BCHYKH Pb3MOMHH HEOTHCAHH B Ta3H NHCTOBKA HEXenauu peakumu. Moxere




HeKellaHM peaklMH, MOXeTe Na JaJieTe CBOA MPHHOC 3a MOJTy9aBaHe Ha [oBede MHGOPMALHA OTHOCHO
GesonacHocTTa Ha TOBA JIEKAPCTRO.

5.  Kak na cbxpanusarte Hedranaum-MIP
Cexpanssaiite Ha MACTO, HEJIOCTBITHO 33 JELA.

He m3nonspaiiTe ToBa AEKapcTRO CNEA CPOKA Ha FOZHOCT, OTOENA3AH BBPXY €THKeTA H BBDXY KapTOHEHATA
onakoeka ciaen “EXP”. CpokbT Ha roAHOCT OTTOBApA HA IOCAEKHWA AH OT NOCOYCHHA MeCcell.

Ja ce cexpansea nmon 30°C. Crexpanseaifre ¢uiakoHa B XapTOHEHATa ONAKOBKA 3a Ja CE Opeylasd OT
CBETNHHA.

He usxpupnare nexkapcTBaTta B KaHANIM3ALUMATA WIH B KOHTeHHepa 3a JOMANIHH OTHaxbuy. Ilomuraiite
Bammua ¢apmatieBT kax Ja H3XBPIATE fEKapCTBaTa, KOHTO Bede He W3non3sare. Te3n MEpKH IE CIOMOTHAT
3a Ola3BaHe Ha OKOJIHATA Cpefia.

6. CLabpkanne Ha ONAKOBKATA H JONMbIHHTE/IHA HHGpOpMAaNHs

Kaxpo coabpxka Heprasnaam-MIP
- AxtHeHoTO BemecTeo e: Lledrazunum. Beexu $akoH Chabpxa ChOTBeTHO 1 g HIM 2 g nedrasuamm

(xaTo meHTaxHApaT).
- Jpyrure cbCTABKH Ca: HAaTPHEB KapOoHaT, Ge3BOIeH.

Kax marnexaa Heprasnoum-MIP 1 kakBo chIbLpaa 0NaK0OBKATA
bsn nnx OnegoxceaT Mpax

Ledrasuaum-MIP 1 g ce npezyiara B crbiiIeHH (pAakoHH oT 15 mi ¢ ryMeHa Tana H OTYYTIBAINA Ce Kanavka.
Lledrasumum-MIP 2 g ce npeanara 8 crakiiens $prakors ot 50 mi ¢ ryMeHa Tana H OTIyTBALIA Ce Kanadka.

PazMep Ha onakoskure: Onaxorky ¢ 0o 1, 5 wm 10 crekorenn dmakona.
He BcHYKH BHIOBE OITAKOBKA MOTaT Ja GBaar MyCHaTH B nponaxia.

IIpETeXRATE HA PAIPEINICHAETO 33 YNOTPela 4 NPOH3BOANTEN
MIP Pharma GmbH

Kirkeler Str. 41

66440 Blieskastel, l'epmanus

Ten1. 0049 (0) 6842 9609 0 dakc 0049 (0) 6842 9609 355

Jara Ha nocieqno npepasraexaade Ha gacropkata (08/2021

I[Tocouenara no-pony HHpOpMALHA € npeqHA3HATCHA CaMO 33 MEIHUMHECKY cneupanicTi: Cell pasTeapsse
Ha MPOAYKTa ce 0cBOOOXKIABA BHIVIEPONCH AMOKCHA M HAIMIANETO cTraba NoNokuTenHo. Hanuuuero na
MaJIKH MeXypHeTa OT BbIIIepoJeH AMOKCH] B IPHTOTBEHHA Pa3TBOP MOXe Jia ce HrHOPHpA.

HucTpYKIAH 32 NPHTOTBAHE
Bmxre Tabimuara 3a JOMBIHUTENHN 00eMH H KOHLEGHTPAIMH HA Pa3TBOpa, KOHTO MOTAT Ja Ca TIONE3HH,
KOTATO Ce HAnara NpriokeHne Ha (PpakiHonMpaHH JO3H.

Pa3mep na duiaiona Koan4ecTEG pa3TBOPHTE 33 TNpaGan3sTeNna KOKUCHTPALHA
aobapane (ml) (mg/ml)
| 1 g npax 3a HEKeKIMOHEH WM HHYIHOHEH Pa3sTROD
lg | HurpamyckymsHo 3m! 260
HutpaseHosen Gomyc 10ml 90
HutpaBeHo3na HHPY3HA | 50 ml* 20

2 g pax 33 HHKEKIHOHEH WIH HH(Y3MOHEH pasTBop
5




2g | Unrpapenosen Gonyc 10 mil 170
HarpaseHnosHa Hpy3uas | 50 ml* 40

* 3abenexxa: JlobaBsHeTO Ha PASTBOPHTEN ¢ HA IBa eTana.

IlpersT Ha pasTBOpHTE Bapupa OT ONENONBIT N0 KEXNHOapeH, B 3aBHCHMOCT OT KOHUCHTpAL{HATA,
PasTBOpHTENA H YCIOBHATA Ha chxpadeHwe. [Ipu criaspane Ha NpenophidTe, epUKaCHOCTTa HA MPOAYKTA Ie
ce Biasie HeONaronpUATHO OT TAKHBA BAPHALMW B LIBETA.

CBBMECTHMOCT ¢ HH(YY3HOHHH TETHOCTH

3a NpHTOTBAHE Ha PasTBOpA €A NOAXOAAIIH CNEAHHTE PAITBOPHTENH:
- BOAA 32 HHKEKIHH;

- T'moxo3sen pasteop 50 mg/ml (5%);

- Pasreop Ha HatpueB xJopuz 9 mg/ml (0,9%).

IledTasnaymM 32 HATPaMyCKYNIHO TIPIICKEHHE MOXe Aa Onle pasTBoped B 1 % IHAOKAHH XHAPOXJIODHA
HHXEKIHOHEH pasTBop.
MIOTBAHE HA H 33 eHo3Ho {(Bonyc CKTH :

1. Bupenete Wriata BBLB (iakoHa Npe3 samylllaikata My H HHKEKTHpaiTe HeoOXOAMMOTO KOMMICCTBO
pasTeopHTeN. OTCTpaHETe HTTIATA H2 CIIPHHILOBKATA.

2. Pazknatete duiaxona, 3a Jia PajTROPHUTE: OTAeNA C¢ BBINIEPONEH AWOKCHA H cien 1 1o 2 MumyTH ce
MONMy4aBa OUCTED pasTBOP.

3. ObwpHere dnakoHa. C HaITBIIHO HATHCKAHE Ha GyTano, BhBEAETE HITIATa HA CIPHHIIOBKATa BbB (u1akoHa H
H3TErJIETe BCHYKAA PA3ITROP B COPHHUOBKATA (HaMra€eTro BHE (uakoHa MOKE Ja DOANOMOTHE
m3termiHero). Hrnara tpaGea ga ocraHe B pasTBopa W /12 He HABIH3A BLB BBPXOBOTO IIPOCTPAHCTBO.
HarerneHuaT pasTBop Moxe Aa ChbIbPXa Maikid MeXypdeTa OT BBITIEPOACH MHMOKCHJ; T€ MOTAT Jia ce
HrHOpHpAT.

Te3n pasTROpPH MOraT 1a ce INPMIAraT JUPEKTHO BLB BEHATA MM [a €€ BHACAT B CHCTEMA, aKO MAlMEHTET €

HA TNapeHTEepaHHM BrHBaHuA. LleTazHauM € CBBMECTHM ¢ Hali-decTO H3ION3BAHHTE WHTDABCHOZHH

pa3TBODH.
IpyroTeate Ha pa3TBOP 34 iv HEDYIMA:

[Npuroreere, kare u3non3sare o6mo 50 ml ¢eBMecTHM pa3TBOpHTEN, KOKHTO ce npubass Ha JIBA erama,

KaKTO € ONHCAHO IO-7I0ITY.

1. Bnpenere urnata Ha cipWHIIOBKATA TIpe3 Kanadkara H HIbkekTApaiite 10 ml or pa3tBopHTEN.

2. Orcrpanere HrnaTa H pa3KiareTe ¢uakoHa JO MONTyuaBaHe Ha GHCTHD pa3TBOP.

3. He spBexpaiite urna 3a oceoO0kAaBaHE Ha Bb3AYXa, JOKATO NPOAYKTHT He ce pasTBoph. Bneenere Hrna
3a 0cBoDOXKIABAHE HA BB3AYX Npe3 3amymankara Ha (pnakoHa, 3a Ja 0cBoGoAHTe BETPEIIHOTO HAMAraHe.

4. Ilpexpnplere MPHIOTBEHHA PA3TBOP B MEHHCAK HIH (lopeTa, KaTo Jo0aBUTe Pa3TBOPUTEN N0 NOjTy4aBaHe
Ha 00m oGem ot 50 ml, n pHNoHeTe Hpe3 HHTPABEHO3HA HHGY3HK 33 NeproA ot 15 A0 30 min.

Jabenexka: 3a Ja ce 3amaszu CTEPIITHOCTTA Ha JIEKAPCTROTO, € BajKHO MIIATA 3a 0CBODOXK/IaBaHe Ha BB3AYX 1

HE Ce BhBejK/Ia Npe3 3alMyarkaTa Ha ¢uIaKoHa IPpeH pasTBapsHe Ha NPOAYKTA.

BaxHH HeCBBMECTHMOCTH:

PasteopeH B Harprep GHkapOoHar 3a HHxekTHpaHe Lledrasnmam e mo-HecTabuieH OT Apyry WATPABCHOIHA
TEYHOCTH, IIOPAJH TOBA He C¢ MPENOph4Ba H3NON3BAHETO MY KaTo JHIyeHT (paspenmTe).

LiedTasnaAM M AMHHOITTHKO3NAN He TPAGBA Ja C¢ CMECBAT B €JHa CIPHHLIOBKA HITH CHCTEMA.

OmmcBa ce NIPSIMIATHPaHe Ha Pa3TROpa MpH fo0aBiHe HA BAHKOMHIWH KbM pasTBopeH LedrasiauM. [pa
MOCNEAOBATENHO NPHWIOXKEHHE HAa TE3H JBE JIEKAPCTBA, C€ IPEnopb4iBa MH(QY3IHOHHMTE CHCTEMH H
AHTPABEHOZHITE KATETPH J1a C€ TIPOMMAT.

Crnxpanenne ciel pasTeapsaHe

CpOoK Ha TOAHOCT Ha [IPUTOTEEHWS PA3TBOD

[IpHroTBeHMAT pa3TBOp TOKa3Ba XPMHYecKa M dusmuecka cTabMIHOCT B pamkuTe Ha 6 daca IpH
TeMneparypa 25°C ® 3a 12 daca npu Temmeparypa 2-8°C. Cnes pasTBapsHe B JIMAOKaHH: H3MON3BaiTe
BeflHara (B paMkuTe Ha 2 qaca). OT MUKPOGHOIOTHYHA IACAHA TOUYKA, NPUTOTECHUAT pazTRop TpaGea Ja ce




