KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
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1 ml pasTBOp CBABPXKaA 1 ME KCUIOMETA30IIHHOB XHAPOXJIOPHA (xylometazolme hydrochlorlde)
3a MLIHHA CHMCHK Ha MOMOITHHTE BEIIECTRA, BIDKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Cripefi 3a Hoc, pasTBOp (mo3Hpar)

4. KIMHHYIHH JAHHH
4.1 TepaneBTHYAHR HOKA3AHAN

CHMOTOMATHYHO ODJIeKUeHHE Ha Ha3anHa KOHTEeCTHA M [O/yBAHE, CBHP3aHH ¢ MHQCKIMH Ha TOPHHTE
AMXATEHH ITHTHINA HIH ¢ PHHHT ¢ pasiiYHa €THOIOIHA, KATO HATP. ANEPTHYCH PHHHT, Ba30MOTOPEH PHHAT
WM PHHMT, CBBP3aH ¢ HH(EKIMH HA TOPHHATE JUXATE/IHH IThTHINA.

IlokasaH 3a ynecHeHHe Ha OTACIAHETO HA CEKPCIMATA B CIIy4al Ha CHHY3HT H KOHTecTHA Ha EBcraxveBata
TphOa B koMOGHHAIHA ¢ IpOCTY A

TloaroTesHe Ha NALIHEHTHTE 33 AHArHOCTHYHH MAHHITYJIALIMA B HA3AHWTE IIPOXO/H.

42 [lo3HpoBKA B HAYHH HA OPEIOKEHHEe
JoaHponka

Br3pacTHy H neua Hag 6 roHHHE:

IlpHnara ce npH Hy»zAa 110 | BOpBCKBaHe BB BCSKA HO3APA A0 TPH ITBTH XHEBHO.

Omunt Xupapa 0,1% cnpefi 3a HoC He TpROBa a ce MPHIATa OBEYE OT 7 JHH, OCBEH AXO He € IIPEANHCAaH0
JAPYFO OT 1eKap.

Hauns Ha DpHIoKEHWE
3a BRHINHO NPUNOKEHHE (MHTPAHA3AIHO).

4.3 IIpoTHBOBOKAZAHAN

Omanr Xuppa 0,1% cnpeii 3a Hoc He TpaGBa Ja ce MpHIara B CJICIHHTE CTydad Ha:

- CBPEXHYBCTBHTE/IHOCT KBM 2KTHBHOTO BEINECTBO H/ITH KEM HAKOE OT IIOMOUIHWUTE BeINeCTsa, H30poeHH
B TOUKa 6.1;

- Aewua noy 6-roIMImHA BB3pAacT;

44 ChenmanEd npexynpexicHHs H HpeUA3HA MepKE OpH yHoTpeba

JlekapcTBOTO € MpeAHa3HAYeHO 3a KpaTKoTpaiina ynorpeba. [IpoXb/DKHTENIHOTO MpUNaraHe MOXE Aa JOBeae
J0 PeaKTHBHA XMIIEPEMHA ¢ Ha3aIHA KOHTECTHs WM Ha3aJHa 00CTpyKIHS.
Tosa Moxe Ja AOBEle 4O MHOTOKPATHA HJIH IOPH HENPEKECHATA YIIOTpeOa Ha NEKAPCTBOTO eHTa
(rmK ToqKa 4.8). -

NOBHINCH PHCK OT CCPHO3HH BCHTPHKYJIAPHH apHTMHH.
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Axo CHMITTOMHTE MpOABICKABAT HIH CC BJAOINABAT, HIIH C€ ITOABAT HOBH CHMITTOMH, IMAIfHEHTHT 'rpnﬁna
HesabasHo ga ce CBBPIKE C JIeKap.

4.5 BiaamoaeiicTBHE ¢ APYTH JeKAPCTBEHH DPOAYKTH H APyrd OPME Ha B3aAMoaeiicTBHE

TTopanu nuckaTa cHcTeMHa abcopOLHs Ha KCHIIOMETAa30/IMH NPH HHTPAHA3AIHO PIIOKERHE, C& CUHTa, Y€ €
MAJIKO BEPOATHO /12 BE3HHKHE B3aHMOJCHCTRHE C JIEKapCTBa, NMPHIAraHH 10 APYT ITbT.
He ca npopex1aHu H3cneipaHns Ha B3aMMOAeliCTBHATA.

4.6 @epTHIETET, OPEMEHHOCT H KbpMeHe

Hama anexpaTiy U 100pe KOHTPOIMPAHH H3C/IEABAHMSA ¢ KCHIOMETA30JIHH TIPH OPEMEHHH M KbPMEIIH KEHH.
He e H3BECTHO AATH KCHIIOMETA30/IHH HIIH HENOBHTE METAGONMTH Ce eKCKPETHPAT B KbpMara IPH HOBEKa.
To3u npoaykT He TpabBa fa ce H3MION3Ba MO BpeMe Ha GPEMEHHOCT MM KEPMEHE, OCBEH aKO MOTEHIMANHATA
NOJI3a OT JIEUEHHETO Ha MalKaTa He HAMXBBPIA BE3IMOKHHTE PHCKOBE 34 PAIBHBALIHS CE ILIOA,.

Ilpn GpeMeHHOCT KM KEPMEHE € HeOOXOMMA KOHCYIITALTAS C JTEKap.

4.7 EdexTn BLpxy cnocofHocTTa 3a modupane n pabora ¢ MamuEA
He e M3BecTHO AanM KCHIIOMETA30JIMH HMa edekT BbpXy criocofHOCTTa 3a modupane H paboTa ¢ MaNTHHH.

4.8 HexenaHn JeKAPCTEEHH PeAKIAR

JaHHH OT KIHHWYHH IPOYIBAHHSA
ITnane6o-koHTPONMpPaHH NPOYIBAHHA ¢ KCHIOMETA3ONHH ¢ JOCTaTHYHO JAaHHH 3a HexelaHH cKOHTHS He ca
HAJTHYHH.

IocTMapkeTHHTOBH IPOYYBAHHA
HesxetaHATE JIEKAPCTBCHH PEaklMK [10 BPEME HA MOCTMAPKETMHIOBHTE EPOYYBAHHA ¢ KCHIOMETA30/IHH ca
npeacTaseHH B Tabnuma 1. Taxuara 4eCTOTA € [PENCTABEHA, KAKTO CIIE/IBA:

Meuoro sectd (21/10); gectn (=1/100, <1/10); Hegectu (=1/1 000, <1/100); peaxu (>1/10 000, <1/1 000);
mHoro penkd (<1/10 000); c HewsBecTHa YecTOTa (OT HANTHYHKTE JAHHH He MOke Ja GbAe HampaBeHa
OLISHKA).

Tabmaia 1. Hexenatu neKapcTBEHH Peakiiy [0 BPEME Ha NOCTMAPKETWHTOBHTE IPOYYBAHMS ¢
KCHJIOMETA30JIHH 110 YeCTOTa, OLIGHCHH 110 BPEeMe Ha KIHHHYHH WIA E[MHASMHONOTHIHHE [IPOYIBaHHA:

YectoTa Hexenana peaxmas
Hapymenss HAa HEPBHATA CACTEMA

C HeH3BECTHA YECTOTA UyBCTBO 32 MAPEHE HA JIMraBHLIATE
PecnupatopuR, rpbaHN H MEAHRACTHEANEH

HAPYIIEHHY

C Hew3BecTHA 2ecToTa CyxoTta B HOCa

Heuectn Enmcrakche

O6ma HapymeHEg B ¢fexTh HA MECTOTO HA

NpHICKeHHe

C HeM3BECTHA MECTOTA PubayHnn edext

CrobmasaHe Ha IONO3UPAHM HENKETAHH PEAKIIHH
CrobmasaneTo HA MONOIHPAHH HEXCNAHH PEAKUMM CJ€/l PaspeliaBaRe 3a ynoTpeba HAa JEKADPCTREHHs
NPOAYKT € BaxHO. ToBa Ho3poNABa Aa MPOAWDKH HaGMIOACHHETO HAa CHOTHOIICHH

HEXeJaHa peakLiia ypes:
H3mrbHATENHA areHIMA 110 JICKapCTBaTa
yi. , Jlaman I'pyes™ Ne 8

1303 Codpus
Ten.: +359 2 8903417




yeOcaiiT: www.bda.bg
49 TIlpenosmpane

Ot npernena Ha AaHHHTE 32 6€30NACHOCT cle IMyCKaHe HA Ma3apa, He ¢a YCTAHOBSHH JOITBIHHTETHH
cmy4au Ha HJIP, ceppsanu ¢ Npeaosupase Ha KCHIOMETAZ0MHH.

KaTo MMHa30/1MHOB NPOMYKT, CHCTEMHOTO IIPENO3HPAHE HA KCHIOMETA30HH MOXKE 1a A0BEIE 10 ITHPOKa
raMa CHMITTOMH, KOMTO MOXKE Jia C€ O0ACHAT ChC CTHMyNHpaHe WIH JenpecHs Ha ChPACYHATa H HEPBHATa
CHCTEMA.

Ja ce cbxpansBa Ha MACTO, HENOCTBIHO 3a Jeuia. B caywaii Ha mpeaosnpase, HesabGaBHO TpaAGBa ma ce
[OTHPCH CTIEITHA MENHIIMHCKA MOMOLI.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 OapmMaxoAHHAMHYHHE CBOHCTBA

(apmaxoTepanepTHuHa rpyna: PecnuparopHa cucTema, cHMIATHKOMMMETHIH, caMocToarenHo, ATC kox:
RO1 AA Q7

KcunomeTasonul, nMpoH3BOAHO Ha HMHMZA30J13, € CHMITATHKOMHMETHYHO NIEKAPCTBO C auda-anpeHeprHyHo
AelicTere.

Toit aeficTea TAPEKTHO BHPXY (t-APEHOPELISIITOPHTE, HO He M BLpXy B-penenmopure. Kcrnomerasomi uMa
BA30KOHCTPHKTOPEH eeKT H MO TO3H HAYHH HAMAIABA KOHTeCTHATA M IOXYBAHETO HA HA3ATHATA JIHTABHLIA,
nono6psABa AHIIAHETO Mpe3 HOCA M OTAENAHETO HA CEKPeLHATa.

Koraro ce m3nomsea JIOKaNHO KATO HA3aieH AEKOHTECTAHT, KCHIOMETA3OMH AeHCTBA GBP30 M OCHIypiBa
OPOABLIDKHTETHO O0NeK4IeHN e,

Havanoto Ha aeiicTBHeTo 0OMKHOBeHO ce HabmomaBa A0 2 MHHYTH, KaToO JEKOHTECTAHTHHAT e(eKT e
OPOXWLKHTENEH U Tpae x0 10 yaca.

Omur Xunpa 0,1% cnpeii 3a HOC ChABPKA, OCBEH APYTHTE TIOMOHIHH BEIIECTBA M XHATYPOHOBA KHCETHHA
(mon gopmara Ha HaTpHEB XHANYPOHAT), KOATO NPEATIa3Ba H ORIAXKHABA JIMIABHIIATA HA HOCA.

52 @apMAKOKHHETHYHH CBOHCTBA

A6copbmua
Korato ce u3momsea M JO3HpA NPaBIIHO, abCOpPOUMATE HA JIOKANHO NPHJIOKEHHS KCHIOMETA3ONHH B
CHCTEMHOTO KpbBoOOpamenHe OOHMKHOBEHO € HE3HAYMTENHA.

Paznpenenenwme. GHoTpaHcdopMaims U eTMMUEMpane
Hama wammma wHQOpMaums OTHOCHO pasmpefeneHMETo, MeTaboONH3MA WIH  SKCKPELMATA Ha
KCHIIOMETA30/IHH [IPH YOBEKA.

5.3 IlpeaxnHEMYEH NaHHEH 3a GezonacHocT

Hsma Hanu4H# NpeNKTMEYHY TAHHH, KOHTO NPe/INONAraT HEXENAaHH KOHCTATAIHH, KOMTO /8 CHOTBTCTBAT
MIPH XOpa.




6. GAPMANEBTHYHH JAHHH
6.1 Codcbk H2 IOMOEHHATE BEMECTBA
Hartpuer xuamypoHar

Copburon (E420)

I'mauepon (E422)

Harpuer muxunporendocdar auxuapar
HJunatper docdar AMxunpar

Harpues xnopun

Boza 3a HIDKeKIHH

6.2 HecsBMeCTHMOCTH
Henpunoxumo.

6.3 Cpox Ha roagnocT

2 rofiuHH.
Omant Xuzapa 0,1% crpeli 3a Hoc He TpabBa Aa ce H3NOI3BA MOBEY¢ OT | rOOMHA CIIeH TEPBOTO OTBapAHE.

6.4 CpoennajnEE yC/IOBHS HA ChXpaHeHHe
Ja ce cexpansasa nog 25°C.
6.5 Jlanad 32 0DAKOBKATA

Bsna HDPE 6yrainxa ¢ 3K no3upama cucTeMa, I1acTMacoBa KAnadka, B KATOHEHA KyTHA 33€/IHO ©
HEpOPMALHOHHA JIMCTOBKA.
10 ml cripeii 3a Hoc.

6.6 Crhennajnsd DpeAna3HE MEPKH NpH HIXBLpJIgHEe H pabora

Hemanmonssaussr NPOOYKT HIH OTTIAALYHHTE MATEpHAITHM OT Hero 'rpn6na Ja C¢& HIXBBPIAT B CHOTBETCTBHE C
MCCTHHTE H3IHCKBAHHA.

7. NPHATEXATEJ HA PAPEMIEHHETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.
Airton Road, Tallaght
Dublin 24

Hpnanams

8. HOMEP(A) HA PAIPEIIEHHETO 3A YOOTPEBA

20110095

9. JATA HA ITBPBO PAIPEIMIABAHE/TIOAHOBABAHE HA PASPEIIEHAETO 3A
YIOOTPEBA

Hara na mopeo paspemaease: 08 ®espyapu 2011 r.

Jara na nonaorseane: 08 Mespyapu 2016 r.

10. JATA HA AKTYAJIM3APAHE HA TEKCTA
04/2021 r.
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