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INPHJIOXEHMUE 1

KPATKA XAPAKTEPHCTHUKA HA ITPOAYKTA



1. HME HA JIEKAPCTBEHMUA ITPOAYKT

NATRIUM CHLORATUM SOPHARMA 9 mg/ml solution for injection
HATPHUEB XJIOPHU] CODPAPMA 9 mg/ml HHXXEeKUHOHEH pa3TBOp

2. KAYECTBEH 1 KOJIMYECTBEH CHCTAB

Enun ml nHXxeKLMOHEH pa3TBOp cbhabpakKa 9 mg HaTpueB xnopua (sodium chloride).
Besaka amnyna ot 0,5 ml cvabpika 4,5 mg HatpueB xaopua (sodium chloride).
Beaka amnyna ot 1| ml eceabppka 9 mg Hatpues xnopua (sodium chloride).

Bcesika ammyna ot S ml cbabppaka 45 mg HatpueB xyiopua (sodium chloride).

Besaka amnyna ot 10 ml ecvabpaka 90 mg Hatpues xnopua (sodium chloride).
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4. KJIMHHYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

® PasTBapsHe Ha nmpaxooOpa3Hu JiekapCTBEHH (POPMH 3a HHIKEKLIHOHHO TMPHIIOKEHHE.
e PaspexnaHe Ha KOHLIEHTPHPaHHU pa3TBOPH 3a MHXKEKLIMOHHO MPUJIOKEHHE.,
% [IpoMHBaHe W 3anbiBaHE HA UHTPABEHO3HU KATETPU U KAHIOJIK 32 BPEMEHEH Ch0B JOCTBII.

4.2 JIo3HpPOBKA H HAYHH HA NMPHJIOKEHHE

Jo3upoBka
HeobxoauMOTO KOJTHYECTBO M30TOHHYEH Pa3TBOP Ha HATPHEB XJIOPH/, M3MOJI3BaH 3a pa3pekJaHe H
pasTBapsiHe, 3aBHCH OT KOHLIEHTpaUUATAa, 103aTa U HAYMHA Ha MPUIOXKEHHE Ha JIEKAPCTBEHUs NMPOAYKT 3a

WH)KEKLIMOHHO MPUJIOKEHHE.
Ha4yuH Ha NMPUJIOXKEHHE
HaTpueB XJ10pua HHXKEKLIMOHEH Pa3TBOp Ce MpHUjiara HHTPaBeHO3HO, HHTPAMYCKYJ/THO HJTH MOAKOXHO.

4.3 IIpoTHBONOKA3AHHSA
9 CBpBXYYBCTBUTEIIHOCT KbM HaTPUEB XJIOPHA.
4.4 CpoennaJHH npeaynpexaeHHs H NpeANa3HH MEePKH NPH ynorpeda

[Ipu ynorpeba kaTo pa3TBOpHUTES U 3a MPOMHUBKA HE ca HEOOXOAMMH CrEeLHaHU NPEANna3sHu MEPKH.
[Ipunoxxennero Ha HaTpues xJiopua MHXKEKUMOHEH Pa3TBOP B MO-roJISMO KOJHYECTBO M3MCKBA MOBHULIEHO
BHUMAHHUE MPH MALKEHTH CbC ClIeAHUTE 3a00/1IIBaHUS U CbCTOSHHA:

XUNEepHaTPUEMHUS WU XHUIEPXJIOPEMHUS, 3aAPb)KKA Ha TEYHOCTH;
3acToHHa ChpAeYHa HEAOCTATHYHOCT;

BucokocTreneHHa apTepyasHa XUIEepTOHHS;

Texka 6b0peyHa HeAOCTATHLYHOCT;

[Ipeexnamncus;

['eHepanu3upaHH oTouu, 6enoapodbeH oTok;



® [lauMeHTH Ha NeYeHHe ¢ BUCOKH 03U KOPTUKOCTEPOUAN WIIM KOPTUKOTPOIHH.
4.5 B3aumMoaelcrBHe ¢ APYId JIEKAPCTBEHH NPOAYKTH H APYru (opMH HA B3aHMOJAeHCTBHE

EAHOBpPEMEHHOTO NPHJIOKEHHE HA IPYTH HATPHUEBH COJIM MOJXKeE J1a I0BEE A0 MU3JIMIIBK HA HATPHH
(HaTpUEBO HATOBApBaHE).

HsikoM aKTMBHHM BELLECTBA 3a NapeHTEPaIHO NPHI0KEHHE MoraT Ja ObJaT HECbBMECTHMH C HATPHUEB
xsiopua. Ciiel CMECBaHE NMPUIOTBEHUAT pa3TBOP TpsaOBa Aa € OMCTBP U Aa HE ChAbPIKA MPELIMITUTATH.

4.6 DepruaHTeT, OPEMEHHOCT H KbPMEHE

Mosxe na ce npunara rno BpemMe Ha OpeMEHHOCT W B MepUo/ia Ha KbpMEHE.
4.7 EdexTn BbpXy cnocoOHOCTTA 32 I1opupane u pabora ¢ MAIIHHH
He nosnusaBa criocobHocTTa 3a wWodupaHe U padboTa ¢ MallUHH.

4.8. Hexenanu JeKapcTBeHH peaKnHH

Hexxenanure JiekapCTBEHH pPeaKLMHU ca KJacCH(ULIMPaHH MO YeCTOTa U M0 CHCTeEMa opraH-kiac. Yecrorara
no MedDRA otrosapsa Ha: mnoco yecmu (>1/10), vecmu (>1/100 po <1/10), nevecmu (>1/1 000 go <1/100),
peoxu (>1/10 000 oo < 1/1 000), mrozo peoxu (<1/10 000), ¢ neuzeecmua wecmoma (OT HANUYHUTE NAHHU
He MOXKe J1a Obie HarpaBeHa OLIEHKA).

TpyaHo MoXe J1a Ce NPeLEeHH v HexenaHuTe eeKTH ca Npearu3BUKaHH OT HATPUEBHS XJIOPHJ HITH OT
pa3peieHHUTE C HEro JIEKAPCTBEHH MPOAYKTH.
[Ipyu npaBWIHO NMPUIOKEHUE HEXKEJTAHH PEeaKLIMK NMPaKTHYECKH He ce oTOes3Bar.

O0mn Hapymenns H epeKTH HA MSCTOTO HA MPHJIOKEHHE
C neussecmua yecmoma: TemMneparypa, MHQEKLHs B MACTOTO Ha MHXKEKTHpaHe, BEHO3HA TpoMb03a WK
¢neduT, ekcTpaBasaLusi.

Hapywennst Ha MmeTab0/1M3Ma H XpaHEHETO
C neussecmna yecmoma: IlpoAb/DKMTETHOTO NPHIOKEHHE HA TOJIEMH J103H MOXKE /1a MPEAU3BHUKA

XHINEPHATPHEMHS, XHUITOKAJIHEMHS WK al|a03a. XUNepHAaTPHEMHATA MOXKE 1a OBEE [0 MOSBa HA OTOLM U
BJIOLIAaBAHE HA HAJIMYHA ChpJeYHA HEAOCTATHYHOCT.

4.9 Ilpeno3upane

CuMnTomMu

[IpenosupaHe e Manko BeposTHO. HaTtpues Xnopua MHKEKLIMOHEH pa3sTBOP Ce M3I0J3Ba KATO pa3TBOPUTE U
MOBEYETO HEXKEJIAHH peaKLIMM ca pe3yJsITaT OT NPOAYKTHUTE, KOUTO ca cMeceHH ¢ Hero. CUMITOMMU Ha
npeao3vpaHe MOXKE Jia ce MOsBAT MNPU HapylueHa eKCKpeuus Ha Hatpuii. Habmonasar ce »xax/a,
U3MOTABAaHE, HAMaJleHa CaJIMBaLIUA M HAMAJIEHO OTJENSAHE Ha CbJI3H, M1aBoOosue, 3aMasiHOCT, Bb30Y1€HOCT,
Oe3mokoicTBO, C1aboCT, MyCKYJIHH KpaMIH, 1eTMpHyM 1K Ge3cb3Hanue. B HakoM ciyuau ce HaGmonaBa
XHINEPTOHHA, TaXHKapaus, 0bOpeyHH yBpexKaaHusl.

JleueHue

[1pn nauneHTH cbe cn1abo U3paseH U3NHIIBK HA HATPUH OOMKHOBEHO € A0CTATHYHO NMEPOPATHO MPHEMAHE Ha
BOJIa U OrpaHM4aBaHe Ha npyWema Ha HaTpui. [Ipu no-Texko npeno3upaHe ce npujiara CUMITOMATHYHO
JICYECHHE,

5. ®APMAKOJIOI'MYHHU CBOMCTBA

5.1 ®dapmakoaHHAMHYHH CBOHCTBA



dapmakoTepaneBTHYHa rpyna: Enekrponurhu pa3tBopH, ATC koa: BO5SXAO03

HaTpueBusT kaTHoH Hrpae BakHa poJisi B MOAABPIKAHETO HA OCMOTHYHOTO paBHOBECHE HA ThKAHHUTE
TEYHOCTH. HaTpHeBHAT KaTHOH € Hal-BaXKHMAT eKCTpaLenyIapeH iHoH, CBbP3aH ¢ peaJiIu3UPaHETO Ha
TPaHCMEMOpaHHHMA aKUMOHEH NMOTeHUMA. XJIOPHUAT aHHOH € IIABEH €KCTpaLeJTyJIJapeH aHUOH, KOWTO
34C/IHO C HAaTPUEBHA KATHOH y4acTBa B MOJIbPIKAHE Ha ANKATHO-KHCEIMHHOTO PaBHOBECHE,
H30TOHHYHOCTTA H €JIEKTPOAUHAMHYHATA XapaKTEPUCTHKA Ha KIIETKHTE.

>.2 DapMakoOKHHETHYHH CBOIiCTBA

HatpueBnte u X10pHH HOHHM Ce M3TBYBAT OT OPraHMU3Ma OCHOBHO ype3 Ob0peuuTe nocpeacTBOM
rJoMepyJiHa puiTpauus U nocaeasawma Ty6yHa peabcopbuus, Manka 4acT ypes norra u ¢ekanuure.

5.3 Ilpeanxsuunuynu nanuu 3a GezonacHoct

He ca ycraHoBeHH naHHH 332 eMOPHOTOKCHYEH, TEPaTOreHeH U KaHLEPOreHeH e(exT.

6. PAPMAILIEBTHYHU JAHHU
6.1 CnHcbk Ha HOMOIHHTE BemecTBa
Boaa 3a umxekuuu

6.2 HecbBmecTuMOCTH

HobaBsHeTo Ha HaTpues xyopua KbM 20 WK 25% MaHHTON MOsKe Aa NpeAu3BHKa NPEeLMUITUTaLUs Ha
MaHHUTOJIA.

6.3 Cpok Ha rognocr
5 FrOAUHH
6.4 Cneunajnn yc/I0BHSI HA ChbXpaHEHHe

/la ce cbxpaHsiBa B OpUrHHaIHATa ONAKOBKa, MPH Temneparypa nog 25°C.
Jla He ce 3ampa3sBa!

6.5 Jlannu 3a onakoBKaTa

AMITYJIH OT G€3UBETHO CTHKJIO, C MAPKHPOBKA 3a OTBapsAHE Ha aMIysiaTa - LBETHA TOYKA/MPbCTEH.

Amnyiu o 0,5 ml u 1 ml - 10 amnynu B 6nucrep or PVC donuo, no 1 wau 10 OnucTepa B KapToHeHa
KYTHS, 3a€JHO C JIHCTOBKA.

Amnyni o 5 ml — 10 amnynu B 6aucrep or PVC onuo, no 1 unu S Gnucrepa B kaproHeHa KYTHS, 3a€1HO C
JIACTOBKA.

Amnynu o 10 ml — 5 amnyau B 6amcrep ot PVC onuo, no 1 unu 10 Gaucrepa B kapToHeHa KYTHS, 3a€THO
C JIMCTOBKaA.

He BcuukM BHIOBe OnakoBKM Morart na 6baat [TyCHaTH B npoaaxoa.

6.6 Cneunannum npexnasHu MepKkH npw H3XBbLpJIsiHE H paboTa

Hsma cneumasHu U3HCKBaAHU.

7. IIPUTEXATEJI HA PA3SPEIIEHUETO 3A YIIOTPEEA




CODAPMA Al
yi. Unuencko woce 16, 1220 Codus, buarapus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

20000506

9. JATA HA ITbPBO PABPEINIABAHE/TIOJJHOBSIBAHE HA PA3SPEINEHHMETO 3A
YIIOTPEBA

15.08.2000

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

FOnu, 2010



