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Hexcveneromuaun Kaou 100 muxporpama/ml kounentpar 3a uadysnoned pazrsgp """

Dexmedetomidine Kabi 100 micrograms/ml concentrate for solution for infusion 7 ( -12- 2077 |
.

JIncToBka: nHEpoOpMaNHS 32 NoOTpeOHTENNA

JEKCMEICTOMUANH (dexmedetomidine)

IIpoyereTe BHUMATEIHO HASATA JHCTOBKA, MPeAH 12 BH ce nprIoku TOBa JIeKapcTBO, Thil

KATO T9 ChIBPA*A BaskHa 32 Bac nudopmanas,

- 3amazeTe Ta3H McToBKA. MOXe na ce HANIOXKK Aa S MIPOYETETe OTHORO.

- AKO HMaTe HAKaKBK AOMBIHHUTEIHH BBRNPOCH, IOMUTaliTe Bamua nexap Win MegHLMHCKA
cectpa.

- AKo nonyunTe HAKAKBH HEKeJIaHH JIeKApCcTBEHH peakuuu, yeegoMere Bainus nexap. Tosa

BKMIO4¥BA U BCHYKH Bb3IMOXXHH HEXECNAHH PeaklMK, HEOMTHCAHN B Ta3!u JIMCTOBKA. BrxTe TouKa
4.

Kakso ¢bIbpxKa Ta3H IACTOBKA:

Kaxso npeacrasiara Jexcmegeromuain Kabu H 3a Kakso ce H3No3Ba
Kaxso TpsaGpa na 3Haete, npeay aa Bu ce npunoxu JlekeMenetoMuaus Kabu
Kak npa msmomssate JexcmeaeroMuaun Kabu

BB3MOKHH HeXxeTIaHH PeaKUHK

Kaxk pa cexpanseare dekcMenetoMuauH Kabu

CoappikaHve Ha ONAKORKATA M JOMBIHUTEIHA HHOpMALHA

RN

1. Kaxso npeacraBiasiea lekemeneromunun KaGu u 3a Kakgo ce H3moa3sa

JexemeneTomupa KaOu chabpa aKTHRHO BELUECTBO, HAPEUEHO NEKCME/IeTOMHIMH, KOETO
NPHHAAICKM KbM IPyNa 1eKkapceTsa, HapedeHH cedartuBd. H3nonssa ce 32 OCHIypABaHE Ha Ceallis
{cBCTOSHME HA CIOKOHCTRHE, CHHJIMBOCT WK C¢hH) [IPY BB2PACTHH MALUHEHTH B OTAENCHHATA 32
HHTEH3MBHO NieueHne B GOMHUINTE 1K 3a Oy AHA Cenauus [0 BpeMe Ha Pa3NMuHM JHATHOCTHYHH HITH
XHPYPrUYecKH NpoesypH.

2.  Kaxpo Tpafsa aa 3naere, npens aa Bu ce npuioxn JekemeneroMaann Kabu

He Tpatea 12 Bu ce npnaara Jexemeaeromunun Kadn

- aKo CTe anepriyHH KoM JEKCMEIETOMUIHH HITH KM HAKOA OT OCTAHAJTHTE CHCTABKM HA TOBA
nexapeTeo (M3GpoeHH B Touka 6).

- aKO HMATE HAPYLISHHUA HA CHEPACHHYA PUTEM (CBpagdeH ON0K 2-pa HIH 3-Ta cTelleH).

- 2KO UMATE MHOTO HHCKO KPBRHO HAJIATAHE, KOSTO HE CE TIOBJIHABA OT JeUCHHE.

- aKO HACKOPO CTe IIPEXHBENIH HHCYIT WK JIPYTO CeprO3HO 3a0onaBaHe, KOETo 3acara
cHabaaBaHeTO HA MOYBKA C KPBB.

IlpeaynpexaeHus H NpeINa3HA MepKH
ITpeau fa Bu ce npuiou TOBa NEKapCTBO, ForopeTe ¢ Banma nekap win MeaMUMHCKaA ceCcTpa, ako
HEWO OT C/IeJHHTE ¢e OTHAC o Bac, Thii karo B Tesu cnyyan Jlekcmeneromunve Kabu TpaGea ma ce
TIpAJIara BHUMATENHO:

- aKo MMaTe HeobH4aiio 3abaBeHa ChpacHHa AelHoCT (Mopaay 3a60NABaHE Wik NOPaAH BHCOKA
cTerleH Ha M3HMIECKA IOArOTORKA), Thit KATO TOBAa MOXKE J1a YBE/IMYH PHCKa OT CliupaHe Ha
CBPLETO

- 4KO MMAaTe HHCKO KPBEBHO HAlIATaHe

- aKO MMaTe HaManeH obeM Ha KpBBTa, HaNpUMep clel] KbpBeHe

- @KO MMAaTe HAKOU CBPICHHH 3ab0MIBaHHa

- aKO CTe B CTapyecKa Bb3pacT

- aKOo MMare HEBPOJIOTHYHO 3a00IMBaHe (HanpHMep HapaHsaBaHE Ha IMaBara WM
MOBELK HIIH HHCYIIT)
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~  aKo MMaTe TeXKH YepHoApoGHH npobiieMH
~ KO HFKOra CTe MOfy4aBajli CepHO3HO NMOBHLIABAHE HA TEMIEPATYPATA Clefl YIOTpeta Ha HAKOU
neKapcTBa, ocobeHO AHECTETHIIH

Tosa nexapcTBo MoKe Jja IPHUMHA OT/IENAHE Ha FONAMO KOJIHMECTBO YPHHA 1 [IPEKOMEpPHA
3KaX/Ea, CBBPIKETE Ce C JieKap, aKO Co NMOABAT TE3H HEXEeNaHH peakimH. Brokre Touka 4 3a
noBeye WHHOPMAIHS.

HabmogasaH e n0OBMINEH PHCK OT CMBPTHOCT MPH TALHEHTH Ha BB3PACT 65 TOMHHM WM TO-MIa/H,
KOTaro Ce H3M0JI3Ba TOBa JICKapCTBO, OCOOEHO IIPH MALHEHTH, MPUETH B HHTEH3HBHO OTAENCHHE 110
JApPYTH IPHUYHHY, OCBEH CTIE] oNepailki, ¢ NO-TEXKO 3a00NABAHE [IPH NOCTHIIBAHE B OTAENSHUETO 33
HUHTECH3HBHO JIeYeHHE M NIPH N0-M1a7a Bb3pacT. BaluusT fNekap 1ie pellld Janu TOBA JIEKapCTBO BCE
OllE € MoAXOoAAIIO 3a Bac. Baminar nekap uie B3emMe nNpeiBHA HOJ3UTE U PUCKOBETE OT TOBA
JIEKAPCTBO 3a Bac B cpaBHEHHE C MIEYEHHETO C APYTH YCTIOKOHTETH.

JApyru aekapersa v dexcmeneromuaun KaGu
Tpabea na kaxxere Ha Bawpg nexkap KM MeAKHLIMHCKA CECTPA, aKO PHEMATE, HACKOPO CTe MpHEMATH
HITH € BbIMOXKHO [Ia IPHEMAaTe IPYTH JIeKapCcTRa.

Crenuure nekapeTsa Morat na veunsar edexra Ha Jekcmeneromumun KaGu;

- NIeKapcTEa, KOWTO Bu noMaraT na cnuTe MM NMPUYHHABAT cejaliid (Hamp. MHaa3onaM, nponodan)
- CHJIHM JIeKapcTea cpenty OoJka (Hanp. OMHOMION KaTo MOPghHH, KOICHH)

- NexapcTBa 3a aHecTe3uA (Hamp. cerodurypaH, uzodaypaH)

AKO H3M0/I3B4Te IEKAPCTBA, KOHTO HAMAIABAT KPEBHOTO HANAMAaHE W ChpleuHaTa Bu yecToTa,
€AHOBPEMEHHOTO MM Mpuiarane ¢ JlexcMeneromuauH Kabu moxe na 3acunm texaus edexr.
Hexemeneromuaun Kabu ne TpaGpa na ce #3non3ea ¢ JeKapeTBa, KOMTO IPHYHHSBAT BpEMEHHA
napanusa.

BpemMeHnOCT 1 KbpMene
Axo cTe OpeMeHHa HITH KbPMHTE, CMATATE, 4e MOXKe J1a cTe OpeMeHHa /T TNaHHpaTe OpeMeHHOCT,
nochBETBalTE ce ¢ Bamma nexap, npean ynorTpebaTa Ha TOBa 1€KapCTRO.

Hexcmeneromunnn KaGu He TpaOsa fia ce H3II0M3Ba 10 BpeMe Ha GPeMEHHOCT H KBPMEHE, OCBEH aKo
HE € KAaTeropuHo HeoOXoauMO.

IMednpane n pabora ¢ MAIIHAN

Hexcmeneromuarn Kabu nopnusABa B 3HAYMTENHA CTeNeH cnocobHoCTTA 33 wodupade 1 paboTa ¢
maiupnH, Cnen xaro By e npunoxen Jekcmeneromuaut Kabu He tpsdea ga mwodmpare, 1a paboTuTe
C MALIMHU WY Na paboTHTe B ONAcHH YCIOBHSA, JOKATO eeKTHTE He H3ue3HaT HanbiHo. [lonwTaiire
Baus nekap kora MOKETE OTHOBO [1a 3AMOYHETe Na WIBBPLIRATE Te3M ASHHOCTH M Kora MOXKeTe J1a e
BBPHETE KBbM TO3H BHI paboTa.

Jderemeneromuann Kabn coabpxa Harpmii
Toga JlexapcTBO CHABPMKA NO-Manko o1 | mmol Hatpuit (23 mg) Ha no3a, T.e. MOKe Ja ce Kaxe, ue
[IPAKTHYECKH ,,HE ChABPKA HATPHH®.

3. Kax aa usnompate [fexemegeromuaun Kadu
Orhenenne 3a HATEH3MBHO JIeYeHUe B (0/IHHLA
Hexcmeneromuud Kabu Bx ce npHnara ot nexap win MeIHIHHCKA CECTPa B OTH

HHTEH3MBHO JeueHne B O0THULATA.

Cepanng npu npouenypu/Gyana ceqanus




Hexcmeneromnaun Kaby Bu ce npunara or nexkap Wid MeJHIWHCKA CeCTpa Npeau WK IO BpeMe Ha
JAMATHOCTHYHH WITH XHPYPrHYECKH NPOLISIYpH, HAIArallH Cefalus, T.€. CeAalud NPy
npoueaypH/Oyaua ceaauHs.

Baiugdr Niexap wie pelld koa ¢ NnoaxoaAuwara 3a Bac aoza. KonusectsoTo Ha Jekemeaetomuaud Kabu
3aBHcH OT BaiiuTe BB3pacT, pheT, 00LLO 3APABOCIOBHO CHCTOAHHE, HEOOXOMHMOTO HHBO Ha Ceailtg
¥ OT TOBA KaK ce MOBJIMABATE OT JeKapcTBOTO. BauMaT nekap MoXKe 1a IpOMEHH 103aTa, aKo €
HeOOX0AMMO H 1€ CEAH CHCTOAHHETO Ha ChPUETO W KPRBHOTO B HandraHe 1o Bpeme Ha JIEYEHHETO.
JexcmeneroMuaui Kaby ce paspexxaa u ce npunara noa ¢hopmara Ha VHOY3HA (KANKOBO BIHBaHE)
BBEB BeHHTE.

Cnepn celanusn/cp0yKaane

- Jlexkapar uic Bu nbppokH non MeaHUMHCKO HaOMrOAEHHe 38 HAKOJIKO Yaca CITeA CeHAlMATA, 3a A ¢e

yBEpH, Y€ ce YyBcTBaTe qobpe.

- He Tpabsa aa ce npubupare B Kby 6€3 NPUADPYKMTE.

- JlekapcTsa, koHTO BH moanoMarar Aa 3acrimTe, KOMTO NPEAU3BMKBAT CEAALMA WM CHIHH
GOJIKOYCIIOKOARALIIH MOJKE /12 He Ca MOJXOMAH 38 H3BECTHO BpeMe, cell Karo Bu e 6un
npunoxeH Jexcmeneromuann Kabu. I'osopere ¢ Bamus nexap orHOCHO ynoTpeGaTa Ha TesH
AEKAPCTBA U HA AJIKOXON.

Axo Bu ¢ npunoxkena nosede oT HeodXoaamara noza Jekemeneromdann Kaon

Axo By e npuioskeHa TBbpJie Bucoka no3a Jlekcmeneromuaus Kabu, kprenoto Bu Hansrane Moxe aa
¢& MOBHILIK HITH Ja ¢najHe, cbpaedHaTa By qecTora Moxke Ja ce 3afaBy, MOKE ga AuIuaTe no-0aBHO H
MOXE JIa ¢€ UYBCTBATC MO-CHHIMBY. Bauinar nekap 3Hae kak aa BH nekyra cnopen Bamero
CBHCTOSHHE.

AKO MMAaTe HAKAKBH JIOTTLIHMTEIHH PBIIPOCH, CRBP3aHy ¢ ynotpebaTa Ha TOBa JIeKapCTBo, MouvTaiite
Baums nekap.

4. Bu3mMokHE HelKeNNaHH peakiuH

Kakro BcHukH JNeKapcTBa, TOBA NIEKapCTBO MOXKE Ja IIPEIH3BHKA HEXENAHH PCAKIHH, BBIPEKH Y€ HC
BCEKH I' NTOJTY4YaBa.

Mmoro yecTH (3acarat noeedve ot 1 Ha 10 gymu)
- 3abaeena cppleyHa AeHOCT
- HHCKO WM BHCOKO KPHBHO HANAraHe
- NPOMAHA B AHINIAHETO WK CTTHPaHE Ha JHINAHETO.

Yectu (3acsrar ot 1 go 10 #a 100 myum)
- 00nKa B I'ppAHTE HAH HIPapKT
- YCKOpeHA ChpAedHa geHHocT
- HHCKO WY BUCOKO HMBO HA KPBBHATA 3axap
- TajeHe, NOBPBUIAHE MK CYXOTa B YCTaTa
- DesnokolicTeo
- BHCOKaA TeMIepaTypa
- CHMITTOMH clle]] CIHpAaHe IPHEeMAa Ha NIeKapCTROTO.

Hevectu (3acarart ot 1 no 10 Ha 1 000 xymm)
- HamaNleHa chpIeyYHa (YHKUHS, CIIUPaHe HA ChPLIETO
- MOLYBaHE HA CTOMAaxa
- Kakaa
- CBCTOAHHE, IPH KOETO B OPTaHu3Ma HMa NPEKAICHO BUCOKO ChIbPXKAHHE HA KUC
- HHCKO HHBO Ha afGyMHH B KPbHBTa
- HENOCTHT Ha BBL3OyX
- XamOUHHALIAW
- JIEKapCTEOTO He € JOCTATBYHO €(EKTHRHO.




C Heu3BeCTHA YECTOTA (OMm HaauyHUMe OannU He MOJce Oa Bbde HANPABEHA OYEHKA 3q YeCMOMama)
- TONAAMO KOJIHYECTBO OTAC/IEHA YPUHA W MIPEKOMEpPHA JKAKIa - MOXKEe 1a ¢a CHMITOMH Ha
XOPMOHATHO HapylleH e, HapeyeHo Ge3BkyceH nuaber. CRBprkeTe ce ¢ neKap, ako Bb3HUKHAT
TAKHMBA CHCTOAHHS.

Crofmarane Ha HeXeIaAHN PeAKIHH

AKO NOyYHTE HAKAKBH HEXXENIAHH JISKAPCTBEHH PEaKLMH, yBeoMeTe Baums nekap mnu MeHITMHCKA
cecTpa. ToBa BKIIOYBA BCHYKH BE3MOXKHH HEONHCAHU B Ta3H JTHCTOBKA HEXKENAHW peakuun. Moxkere
CHILD J1a CLOOIMTE HEXENaHH PeaKUMK JUPEKTHO Ype3 HALIHOHAJIHATA CHCTEMA 34 Chodluasane,
roco4eHa no-nony. Karo ceobiiaBaTe HexenaHu peakiliu, MOXeTe Ja AaAere CBOsA [IPUHOC 3a
NoJIyYaRaHe Ha NOBEYE HHPOPMALHA OTHOCHO §e30M1acHOCTTA Ha TOBA JISKAPCTEO,

HanbannTenHa areHUUs 110 leKapeTsara
yn. . Jdaman Tpyer” Ne §

1303 Codmsn

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

5. Kak ga cnxpanspare MexemeneTomunnn Kadu
Ja ce ¢cexpansea Ha MACTO, HeIOCTBITHO 33 JIEnA.

He n3nonspaiite TORa NeKapcTRO Clel CPOKA HA TOAHOCT, OTOENA3aH BLPXY ETUKETA H KapTOHEHaTa
onakoBka cJieq .l ogel no:*. CpokeT Ha rOAHOCT OTTORAPA HA [TOCASAHHA JeH OT MOCOYCHHA MECeL,

ToBa NekapCcTBO He H3MCKBA CIIELIMAIHY YCITORHSA HA CHXPaHEHMUE.

He w3nonapaiite, ako ¢iakoHBT € NOBPENEH HITH CHYTICH.

He usxpupasiite nekapcTBaTa B KAHANMH3ALMATA WiH B KOHTeHHepa 33 JOMALUHHK OTAATbLH.

HonwTaiite Baimus gapMalerT kak 1a M3XBBPIATE JEKAPCTRATA, KOMTO BEYe HE H3NOn3Bare. Tesu

MEpKH 1€ CIIOMOrHAT 3a OI1a3BaHe Ha OKOJIHATA cpefa.

6. ChAbpiKaHHe Ha ONIAKOBKATA H AONBJIHHTEIHA HHpoOpManns

Kaxso ceaupika Jdexemeneromuaun Kabu

- AKTHMBHOTO BEIIECTBO € ACKCMedeTOMHIHH. Beekn ml OT KOHUEHTPAaTa Chabpika
JAEKCMEICTOMHAMHOB XUIPOXJIOPH], eKBUBaJIeHTeH Ha 100 MHKpOrpama jieKcMeIeTOMMAHH.

- IToMOLIHK BEeNIECTRA: HATPHER XJIOPUA H BOJA 33 MIDKEKITHH.

Bceexu dnakod ot 2 ml cpabpika 200 MHUKporpamMa eKcMeaeTOMHINH.

Beexu ¢nakon ot 4 ml cpabpaka 400 MukporpaMa 1eKCMeACTOMMIMH,

Beekn gnaxon or 10 ml ceanspxa 1 000 MukporpamMa AekcMeqeTOMUIHH.

KonuenTpaimara Ha kpaiHus pastsop cnen paspeskaaHe TpaGea na 6vae 4 Muxporpama/ml unu

8 Mukporpama/m.

Kak marnexna Jlekemeneromuann Kafn 0 kakBo cpAbpika onakoBKaTa

KonueHTpar 3a uH}y3MOHeH pasTBOp (CTepuiieH KOHUEHTPAT).
KoHUeHTpaTsT € OucThp, 6e3neeTeH pa3TROp.

OnakoBkH
Creriienn (aakony ot 2 ml, 4 ml wm 10 ml.




Bunoee onakoBke
10 ¢nmaxona x 2 ml
25 ¢nakona x 2 ml
1 dnaxod x 4 ml

4 ¢inakona x 4 mi
10 dnakona x 4 ml
4 ¢hnakona x 10 ml
10 ¢nakona x 10 ml

He Bcuuku BHIOBE ONAKOBKKY MOTaT Aa OBOAT MYCHATH Ha nazapa.
IpaTexares Ha pajpemieHAeTo 3a ynoTpeba ¥ IpoH3IBOTNTET

IIputexaTen Ha paspelieHHeTO 3a yIoTpeda
Opesennyc Kabu buarapus EOO/]

yn. An. Xenpos 1, er. 6, an. 37

1113 Codernt, Brarapus

TIpownsroamTen
Fresenius Kabi Austria GmbH

Hafnerstrasse 36, A-8055 Graz
ArcTpus

Tomra aekapcTBo € paspemeno 3a ynorpeba B AbpaxaBHTe — WieHKH Ha EpponeiickoTto

HKOHOMHYECKO OPOCTPaHCTBO, H B (GenuHenoTo KpaicTeo (Cepepna Hpnanaus) moa cieqanTe

HMeHA:

Hme Ha 1 prkasaTa Hwme Ha JeKapcTBeHHs NPOIYKT

qeHKa

ABcTphs Dexmedetomidin Kabi _1 00 Mikrogramm/ml Konzentrat zur
Herstellung einer Infusionsldsung
Dexmedetomidine Kabi 100 mcg/ml,

Eearsas Concentraat voor oplossing voor infusie

. Solution a diluer pour perfusion

Konzentrat zur Herstellung einer Infusionsldsung

Foarapus Hexcmeneromuann Kabu 100 Mukporpama/ml KoBueHTpart 3a
HEGDY3IHOHEH PA3ITBOD

Tepmanus Dexmedetomidin Kabi 100 Mikrogramm/ml Konzentrat zur
Herstellung einer Infusionslésung

Tepuns Dexmedetomidine/Kabi 100 pg/mL mokvé Stdivpe yio
RAPUOKELT] Sredbpartog tpog £yyuai]

Jlanun Dexmedetomidine Kabi

Ecronna Dexmedetomidine Kabi

o tamnmms Dexmedetomidine Kabi 100 micrograms/ml concentrate for

AL solution for infusion

Henanns Dexmedetomidina Kabi 100 pg/mL concentrado para solucion
para perfusién EFG

Hranus Dexmedetomidina Kabi

Kumsp Dexmedetomidine/Kabi 100 pg/mL mokvé Sudivpa yue
TOPATKELT) SIWADUOTOS TpOog £yyvan

Tutea Dexmedetomidine Kabi 100 mikrogramy/m! koncer% P
infuziniam tirpalui e )
Dexmedetomidin Kabi 100 pg/mi Konzentrat zur el

Mioxcembypr ciner Infusionsldsung e/ f?f A

Manra Dexmedetomidine Kabi 100 micrograms/mL cong
solution for infusion A\ =




HmMme na apprasaTa

Hme na JexapCTeeHHA OPOIYKT

YJIeHKA
Dexmedetomidine Kabi 100 meg/ml,
Huaepaanaus . 7
concentraat voor oplossing voor infusie
Hoprerns Dexmedetomidine Kabi

QO0eAnREHO KPAICTRO
(Cerepua Hpaanaus)

Dexmedetomidine Kabi 100 micrograms/ml concentrate for
solution for infusion

Ioama

Dexmedetomidine Kabi

[opryraams Dexmedetomidinag Kabi
Dexmedetomidind Kabi 100 micrograme/ml concentrat pentru
PymMuuusa . 1
solugie perfuzabild
CaoBakug Dexmedetomidine Kabi 100 pg/mlL
Deksmedetomidin Kabi 100 mikrogramov/ml koncentrat za
CnoBenns . . ..
raztopino za infundiranje
Dexmedetomidine Kabi 100 mikrogramm/m] koncentratum
Yurapus PV
oldatos infiizichoz
o Dexmedetomidine Kabi 100 pg/ml infuusiokonsentraatti, liuosta
HHIAHTHA varten ‘
@ DEXMEDETOMIDINE KABI 100 microgrammes/mL, solution
paHuus < 1 .
a diluer pour perfusion
Deksmedetomidin Kabi 100 mikrograma/ml koncentrat za
XbpRaTcka

otopinu za infuziju

Yewka peny0ianka

Dexmedetomidine Kabi

M senusa

Dexmedetomidine Kabi

Jara Ha mocreqno npepasriexiate HA JTHCTOBKATA

eem

TMocouenara no-mony wHGopMaLHi ¢ peIHAIHAYSHA CAMO 32 MEAMIIHACKH CTIEUMAINUCTH:

Hexemegeromuann Kaon 100 mukporpama/ml xoHnenTpar 3a undysnonen parsop

HaywuH ga npunokenne

Hexcmeneromuavn Kabu Tpabsa fa ce npunara 0T MeIHIMHCKH CHEUHANHCTH C YMEHHS 38
OBJIA/IABAHE ChCTOSHHETO HA MTALHEHTH, NMPH KOHTO € Heo0X0/IMMO MHTEH3HBHO JICUCHHE WIH 34
aHeCTe3Hd Ha NalHeHTH B ONepallHOHHAaTa 3a1a. TpsbBa /12 ce mpuiara caMo nog bopMaTa Ha
paspe/icHa MHTPaBeHOZHA HH(Y3Hs, KATO C¢ H3MON3RA H3ETHE 3a KOHTPOIMpaHa HH]Yy3HsL.

[puroTesayde Ha pa3TBOpa

[Tpenw npunoxenue Jexcmeneromuann KaGu Moxke na ce paspenm cbe clieaHHTe HHPY3HOHHH
pasTBOpM 3a JOCTHIaHe Ha HeoOXOAMMATa KOHLeHTpanua ot 4 Mukporpama/ml win 8 Mukporpama/ml:

- Harpues xnopun 9 mg/ml (0,9%)

- TI'mokosa 50 mg/ml (5%)

-  Puurep
- Punrep nakrar

- Manwuron 200 mg/ml (20%)

Mons, BrKTe r10-101y Tabnuua ¢ ofbemMure, HeoOXOOMMU 3a IPUrOTBAHE Ha HHY3HUATA.

B cnyu4aif 9e HeobXoaumMaTa KOHISHTpauyy e 4 Mukporpama/ml:

Q6eym Ha JdexcMeaeToOMHIHH
Katn 100 mukporpama/ml
KOHUEHTPAT 32 HH)YIHOHEH
pasTeop

OGem Ha paspennTen




2 ml 48 ml 50 mli
4 ml 96 ml 100 ml
10 ml 240 ml 250 ml
20 ml 480 ml 500 ml

B cnyuait ve HeobxoaHMaTa KoHIeHTpauMs ¢ 8§ MHkporpama/ml:

Ob6em ma JexcMeleTOMHINH
Kf:g::?{?ﬁ';:f;g’;::ﬁ::ﬂ Qbem pa pazpeavren OGm 06em Ha undy3HA
pa3Teop
4 mi 46 m! 50 ml
8 ml 92 ml 100 ml
20 ml 230 mi 250 ml
40 ml 460 ml 500 ml

PazteopnT TpAGBaA A2 C€ pa3KIaTH BHUMATEITHO, 38 1a ce cMecH Ao0pe.
Ipenu npunoxenue JexemenetoMuanH Kabu tpabea 1a ce npopepH BH3YAIHO 32 HAIMYMHE HA
YACTHIIM U NPOMAHA HA LIBETA.

JokazaHo e, 4e JeKCMEACTOMH/INH € CLBMECTHM NPH NpUiaraHe che CIeJHUTE MHTPABCHO3ZHY
PAa3TBODH M JIEKAPCTBEHH NPOLYKTH:

Punrep naxtat, 5% pasTsop Ha I'noko3a, HatpHeB xiaopun 9 mg/ml (0,9%) mrxekmhonen pasTeop,
mannton 200 mg/ml (20%), THonenran BaTPHi, eToMuAAT, BeKypPOHHEB SPOMUL, TAHKYPOHHER
OpoMH[I, CYKLHRMIXONMH, aTPaKypHeR Oe3unar, MHBAKYPHER XJIOPU/, POKYPOHHER GpoMua,
[IHKOMTHpOHKEE OpoMun, herunedprnos HCL, arpominos cyndat, nonaMus, HopaapeHaTHH,
Ao6yTaMHH, MANa301aM, MOPGHHOBR CyNdaT, PEHTAHWIOB UHTPAT M IIA3MEH 3aMECTHTE.

Cpok Ha rogHOCT
XUMHYeCKATa M Qu3MyecKaTa CTAGHIHOCT B MIEPHONA Ha M3TION3BAHE € IOKa3aHa B POAbL/LKeHHe HA
24 vaca Ha 25°C M B npogsmreHHe Ha 24 yaca Ha 2 °C no § °C.

Ot MuKpo6HONOruyHa Il Ha TOUMKA NPOAYKTET TPAOBa [a ¢ H3MON3Ba HezabasHO. AKO He ce
M3MON3Ba He3a0aBHO, BPEMETO H YCIOBHATA 33 CHXPAHEHHE B TIEPHO/A HA M3MO/3BaHe (peau
ymorpeda) ca oTTOBOPHOCT Ha MOTPEOHTEN H O0HKHOBEHO He TpAGBa A2 HanxBBpiaT 24 daca Ha

2 °10 8°C, 0CBEH aKO PaspeskAaHeTO HE € H3RBPIIEHO MPH KOHTPOJTHPAHH U BATHIAUPAHH ACENTUUHH
YCIIOBHA.




