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1. NME HA JIEKAPCTBEHMSI IPOAYKT  Facoeieo S

Hatpues xnopua Codapma 0,9% uHpy3noHeH pa3TBop
Natrii chloridum Sopharma 0,9% solution for infusion

2 KOJMYECTBEH U KAYUECTBEH CbCTAB

AKTHBHO BelleCTBO:
Hatpues xnopuna (Sodium chloride) 9 g/,
koeTo otroBapsa Ha: Na™ 154 mmol/l, CI” 154 mmol/l,
pH 4,5-7,0
Teopernuen ocmonaputet: 308 mOsmol/I

3a MbJIHUA CIMIUCHK HA MOMOLLHHUTE BellecTBa, BUXKTE T. 0. |

3. JJEKAPCTBEHA ®OPMA

UHdy3noHeH pa3TBop.
bBuctbp, 6e31BeTEH pa3TBOpP, CBOOOAEH OT BUAHMH YaCTHLH.

4. KIUWHUYHHA JAHHH

4.1. TEPAIIEBTHYHHU I1IOKA3AHUS
- Jexuzaparauus (B pe3yaTar Ha NOBpbLUaHE, AHapHs ),
- XUnoBoJieMHs (B pe3yJiTaT Ha KpbBo3aryba);
- XWIIOHAaTpHEMHUS;

- pa3TBapsiHE WJIM pa3pexJaHe Ha CbBMECTHMH JIEKapCTBEHH TIPOAYKTH 3a HHTPABEHO3HO
NMPUJIOKEHHUE.

42. JO3HUPOBKA U HAYHH HA IITPHJIOKEHHE

Jlo3npoBKa

Jlo3upoBKaTa, CKOpPOCTTa ¥ MPOABJKUTENHOCTTA HA NPHIIOXKEHHE CE OMNPENEIIAT OT: Bb3PacT, TErJ1o,
KJIMHUYHO ChCTOSIHHE, ChITHTCTBALLO JieueHue. [1o BpeMe Ha neyeHHeTo ce HabnmoaaBaT BOAHOTO
paBHOBECHE W KOHLIEHTPALMHUTE Ha TIA3MEHUTE EJIEKTPOJIUTH.

Ilpenopvuumenna 0osa.
e 3a Bb3pacTHHU: 500 ml 1o 3 1/24 h

e 3a kbpmauera M aeua: 20 no 100 ml 3a 24 h na kg TenecHo Terno B 3aBUCHMOCT OT Bb3pacTra H
TErJ10TO.

[Tpenopb4BaHOTO KOJMYECTBO MPH U3MOJ3BAHETO HA MPOJYKTA KATO pasTBOPUTEN U pa3peauTell Ha
nekapcTBeHu npoaykTu e oT 50 no 250 ml 3a eqHa n03a nekapcTBeH NpoAyKT. B Te3u ciyyau

MPHIOKEHHUE HA JICKAPCTBCHHA TIPOAYKT.

Hauynn Ha n PHJIOAKCHHC




Pa3TBOPBT CE MpHAra 4pe3 HHTPaBeHO3HA HHPY3UA NPH CTIA3BAHE Ha aCCNTHHAA TeXHHKa. Pa3TBOPDLT Ce
H3MON3BA CaMo, aKo € 6HCThp, 663 BUAMMH YaCTHLM 1 ONTAKOBKAaTa € HEMOBPEACHA. [Ipunara ce
HeroCpPeACTBEHO Clle]l CBhp3BaHe Ha pa3TBOpa ChC CHCTEMATA 3a HHDY 3N,

[IpUTHCKAHETO HA PA3TBOPH B MACTMACOBH ONAKOBKH C L/ TIOBHILIABAHC CKOpPOCTTA HA HH(Y3HUATA
MOJKE Ia IPHUNHY Bh3AYyIUHA eMOONUs, aKo 0CTAaTHUHASA BB3JYX OT OMAaKOBKATa HE © HanbLIHO
eBaKyMpaH npeamn npuioKeHUeETo.

JlekapcTBeH K NPOAYKTH MOrat aa c€ BbBEX AT NPEn HHQY3UATA WIH 010 BPEME HA UH(Y3UATa Npe3
ONpeaeneHoTO 3a TOBa MACTO.

4.3. TNPOTHBOINOKA3AHH

- XunepxuapaTauHOHHH ChCTOAHNA
- XNMepHaTpUEMHS
- Xunepxaopemni

[poTHBONOKa3aHUATa HAa A0OABAHUTE JIEKAPCTBCHH TIPOIIYKTH TpsabBa cbuUIO Ad C¢ B3CMAT B NPEABUA.

4.4, CNENHUAJHU NPEAYINIPEXIEHHNA K IIPEJNNAZHH MEPKH ITPH YIIOTPEBA

PeakllH Ha CBPbXHYBCTBUTSIHOCT MOTart ja Ce NPOABAT NpH NPHIOXKCHNE Ha HMH(Y3UOHHUS pa3TBoOp,
BIUTIOUBAILIM XHUTIOTOHHMS, MHPEKCHS, TPEMOP, BTpUCaHe, YPTHKApua ¥ ApYyTH.

B 3apHCcHMOCT OT 06eMa B CKOpOCTTa Ha MHPY3HATa MOXKE J1a CC Haba10aBa NPeTOBAPBAHE C TEYHOCT
WK CONN © MOCIEABALIO BNO1IABAHE HA CbCTOSHHUETO, BKIIOUHTENHO U KIMHNHHO 3HAHHMH
eNEeKTPONMTHH HAPYLIEHHS U HApyLIEHUs Ha KUCENMHHO-2IKATHOTO paBHOBECHE.

Axo ce nanoxu, Harpues xnopua Codapma 0,9% TpsbBa aa ce npuiara ocoOeHO BHUMATEITHO NTpH
MayUeHTH, 33 KOUTO HMa PUCK OT:!

- TexkkKo DBHOPEUHO YBPEXKAAHE;

-  XWNCPHATPHEMHSA,

- XMIIEPXJIOPEMHA;

- MeTabonyTHA auuao03a,

-  XWMEepBOJIEMUA,

. CBCTOSIHHMA, KOMTO MOrAT Aa NPUYMHAT 3aAPbKKA HAa HATPUI, BOAHO NPETOBAPBAHE H OTOK, KaTO

Npy NaUMEHTH C IbPBHYEH H/HAK BTOPHYEH XUNEPANITOCTEPORUILM.

JTleKapCTBEHUAT TPOAYKT C€ NPHAra ¢ 0COOCHO BHUMAHHME NPH MEARATPUYHH NALHCHTH M MaLKUEHTHU B
HanpeaHana Bb3pacT.

45. B3AMMOJEACTBME C APYTH JEKAPCTBEHU MPOAYKTH U IPYTH ®OPMU
HA B3AMMOJIEVCTBUE

PUCKDBT OT XUIIEPHATPHEMHA U XMNEPXUApaTalns MOXKE 1a &bae MOBUILEH NPYU €AHOBPEeMEeHHa ynoTpeba
A JIEKapCTBA KaTo KOPTHKOCTEPOU/M, KAPOEHOKCONIOH U IPYTH.

[1py NalyenTyH NeKyBaHH ¢ JIUTHH, NPHI0KEHUETO HA Hatpues xnopua Codapma (,9% moxe fa 10BEAE
no NOHWXaBaHe HUBOTO Ha JIMTHUA.

4.6. GEPTWINTET, BPEMEHHOCT H KbPMEHE




UH]y3HOHHHMAT pa3TBOpP He MOBIIHSABA BbPXY CNOCOGHOCTTA 33 WIOgHpaHe UK paboTa ¢ MALLIHHH.
4.8. HEXEJAHHA JIEKAPCTBEHH PEAKIIUH

[py npasunHa ynoTpeba Ha UH(Y3NOHHNA Pa3TBOP NPAKTHYECKMN HE ce OTOeNA3BaT HeXenaH!
neKapceTeeHM peakiuy. Hexxenannte peakunu ce xnacuguuupar no 4€CToTa MO CACAHUA HAYHH: MHOTO
yectn (= 1/10), yecty (= 1/100 1 <1/10), Hewectu (> 1/1 000 n <1/100), peaxu (= 1/10 000 v <1/1 000) n
mHoro peaxH (<1/10 000), BKNIOUNTENHO EAHHUYHH CHODLLECHHS.

Peakuuunre, KOMTO MOraT Aa ce HabnroaasaT OOMKHOBEHO CE AbJIKAT Ha NPeJ03HPaAHE HA Pa3TBOpa UK
Ha HauyWHa Ha npuioxkenue. Morar ga ce HabaoAaBaT PedpHIIHK PEaKLMHY, Bh3NaleHNe B MACTOTO Ha
NpUIOKEHNE, BEHO3HA TpoMOo3a nitk paeduT (nopaay eKCTpaBasaiHo MONaAaHe Ha pasTBOPa) WK
xunepeonemus. TIpu BANBaHE HA TOJIEMM KONMYECTBa, XJOPHUTE AOHH MOTAT Aa NPUYHMHAT 3aryba Ha
OrkapOoHaTH, BOAEILLO A0 aunao3a.

Corobugasane HQ NOOO3UPAHU HENCENANY PeaK Ul
Cro0OLIAaBaHETO HA NOJ03HPAHM HEXENAaHH peakliMy clie] pa3peliaBaHe 3a ynoTpeba Ha IeKapCTBEHUS
NPOAYKT € BaxkHO. ToBa MO3BONABA 43 MPOAB/KY HaOMIOAEHHETO Ha CHOTHOLIEHHETO NO/3a/PUCK 32
neKkapcTBeHMd NPoayKT. OT MEAHLIMHCKUTE CIIELHMATHCTH C€ H3UCKBA Ja cboOLaBaT BCska Noa03HpaHa
HeKenaHa peaklus Ha:

HinbLauaTeIHA ATCHIIMA N0 JIEKAPCTBATA

Ya. ,,Jamsau [pyes” 8, Codua 1303,
Ten. 02/890-34-17, www.bda.bg

4.9. TIPEJO3UPAHE

QO6uMTe HEXKENaHHW peakluHd NPpH Npeao3rpaHe ¢ HaTpHH ca: NMOBPbUIAHE, FajiecHe, JHapus, cnaimu,
KAXKIA, HAMaJIEHO CICHOOTAENAHE H ChI3EHE, H3TIOTABAaHE, IOBHILIEHA TEMNEPATYpa, TAXUKapAu,
XUMepTonKs, ObOpeYHa HEAOCTaTBYHOCT, NeprdepeH unn OenoApodbeH OTOK, PECTUPATOPEH apecT,
rnarobosive, BHEHE HA CBAT, 0e3M0KONCTRO, pa3apa3RUTETHOCT, cnabocT, MyCKYJIHH NOTPENBaHHA H
PUIHAHOCT, KOHBYJICHH, KOMA 1 CMBPT.

EKCLIECHBHOTO MPH/0XKEHHE Ha HATPHUEB XJIOPHA MOXKE 1A JIOBEJE A0 CbCTOAHUE HA XMNCPHATPUEMUA,
KoeTo TpaOBa na ObA¢ NEKyBaHO OT NeKap CNelHAaNtCT.

EKCLIECHBHOTO NPHAOKEHHE Ha XJIOPHAHM CONM MOXe Aa JoBele A0 3aryba Ha OukapboHaTH ¢
moclieIBalll alluao3eH eeKT.

[ipn no6GaBaHe Ha NEKapCTBEHH MPOAYKTH KbM HH(Y3HOHHHA Pa3TBOP, CHAMNTOMUTE Ha APEAO3UPAHE Ca
CBbP3aHU ¢ BUIA Ha fobaesaHus npoaykT. B cny4ail Ha HHUMAEHTHA CBPBXHHPY3HsS NEYCHHUETO Clie/iBa
na ObAe npekpaTeHo W naluueHTa Aa bae HabmoaasaH 3a CHMITOMH CBBP3aHH C MpularaHus NpoayKT.
AJIEKBaTHO CHMNITOMATHYHO NleyeHHe TpaOBa aa ¢e npeanpueme, Korarto € HeobXoauMmo.

5, GAPMAKOJIOI'AYHU CBOUCTBA

51. ®OAPMAKOJIHHAMHNYHU CBOHCTBA

dapmakoTepaneBTH4YHa rpyna: PaiTeopn, NoBIHABALUN €JEKTPOJINTHHSA 0aIaHC, eJIEKTPOJINTH
ATC xoa B05 BB 01

HaTpHAT urpae Ba)kHa posifi B IOAARPAKAHETO HA OCMOTHYHOTO PAaBHOBECHE Ha ThKAHMHTY
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oz opMara Ha W30TOHMYEH PasTBOD, NPeAM3BUKBA KPATKOTpaiiHa xuapemus (6bp3o 4pe3 0cMo3a
[IpeMHHABa B ThbKaHUTE) ¥ cnaba Anypesa, KaTo NpH AEXHUApATaUHs TOH 3aMecTBa HITyOEHHTE TEUHOCTH.
CrioMara 3a pa3pexkAaHe Ha TOKCHUHUTE BELleCTBa U 110-66p30To MM M3Nb4BaHe Upes bvOpeunTe Nph
HHTOKCHKALMM. Moxe 1a ObAe NPHICKEH KaTo HOCEL pa3sTBOp 3@ ApyrH JJCKapCTBEHH NPOAYKTH, B
CBLOTBETCTBUE C TEXHNATE KPAaTKH XapaKTEPHCTHKH.

57  GAPMAKOKHUHETHUYHH CBOHUCTBA

HatpuesuTe H XJIOpHHTE OHH He yNpaXHABaT CNeUHPUIHO (papMakonoruuHo AeicTsye. Yanbyear ce
OT Oprann3Ma upe3 GbOpeunTe NOCPEACTBOM INIOMEPY IHA (PUATpaLKA U noCeABallR TyOy/Ha
peaGcopOUMs, 4pe3 NOTTa U Ype3 CTOMAHHA COK.

5.3. MNPEIKJHUHHYHH JAHHH 3A BE3OITACHOCT

Be3onacHoCTTa Ha HATPUEBHS XJIOPHA NMPH KHBOTHH HE € OT 3HAYECHUE, NOPaJd HErOBOTO HAMUHE KaTo
HOPMAJTHA ChCTaBKa Ha TEJECHUTE TEUHOCTH.

6. GAPMALIEBTHYHYU JAHHH
6.1. CIIMCHK HA IOMOIHUTE BEILECTBA

Bona 3a nnxkekunn (Water for injections).

6.2. HECBBMECTHMOCTH

e [lpu cmecBane ¢ ApyrH JIEKapCTBEHM NPOAYKTH, TpAOBa Ja ce NpoBepu CbBMECTUMOCTTA € pa3TBOpa
M Oa ce MpeleHy Aali WMa poMsiHa B UBeTa W NPO3pavHOCTTa Ha Pa3TBOpa Wik NosABa HA YTalKa H
KpUCTaIH.

o Jla ce npeLeny Aany IEKapcTBEHUS NPORYKT, ¢ KOHTO ce npusara pastsopa, nMa AelicTsre npu pH
4,5-7.0.
o Pa3TROPBT CMeCEH C APYTH NEKApCTBEHH NPOAYKTH Aa ce Npulara BeaHara CJiell NpHroTBAHETO MY .

6.3. CPOKHATOAHOCT
2 (nB€) rOAUHH,

6.4. CIEINUHAJHH YCJIOBHS HA CbXPAHEHHE

Jla ce chXpansBa npu temneparypa noa 25°C.
Jla ce ¢cbXpaHsBa Ha MCTO, HEAOCTBITHO 33 AEa.

6.5. BUIA U CHABPKAHHUE HA OIIAKOBKATA

[MonunponuneHos cax - 100 ml, 250 ml, 500 ml, 1000 ml ¢ HakpalHHHK CBHCTOALY CE OT NONHKApOOHATHA
GyHHS, CHBA KAYYyKOBa 3amyLUanka u Mpo3pa4Ha noJunponuicHoBa 3alliTHa Kanayka.

[Monunponunexosa 6ytuaka - 100 ml, 250 ml, 500 ml n kana4ka ¢ TepMOIIACTHYEH AUCK 34.0BLP3BAHE C
nHdy3MOHHATA cHCTeMa ¥ NpUOaBsHe Ha NeKapCTBEHY NPOAYKTH NPU HEODXOANMOCT, 83y g
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He Bcuuky BUAOBE 06eMK OMAKoBKK Morar aa GbAaT nycHatyd B poaaxoa.




0.6. CIIEITUAJHH IIPEAITAZHHU MEPKH I1PH YIIOTPEGA M 11PH NU3XBDBPJ/IAHE
JlexapcTBeHHAT NPOAYKT CE AOCTABA CaMO B ONTAKOBKH 33 €QHOKPATHA ynorpeda.

ITa ce ©3M0/13Ba camo, ako pa3TBOPLT € OMCThbp, OesuBeTeH, 0€3 BUAMMH YaCTHUH K C HEHApPYLLIEHa
UANOCT Ha onakoBKaTa. [Ipean npuioxkeHHe ga ce TeMnepupa 10 TenecHa temneparypal Jla ne ce
fipMnara cnej M3THYaHE Ha CPoKa Ha FOAHOCT, 0TOe/A3aH BbpXY ONlaKoBKATa!

[Tpu noGaBsine Ha feKapCTBEHHU NPOAYKTH Aa C€ B3eMa npeask/]l HHPOpMaUHATa 32 CbLBMECTHMOCTTA UM ¢
Pa3TBOpa, IpK CTPUKTHO Cnia3BaHe Ha oOWYaliHUTE acenTHYHHU npeanasHi Mepku. MHdy3uoHHnaT
Pa3TBOP HE CNeaBa Aa ce [pHIara Npu NpoMsaHa B UBETA U MPO3PAYHOCTTA HA Pa3TBOPa WM MOSABA Ha

yTanKa 0 KpUCTAJIH.

Heu3non3saHHAT NPOAYKT UM OTNAaabYHNTE MATEPHAIH OT HEro TpsadBa na ce U3XBbLPIAT B
CHOTBETCTBHE ¢ MECTHHUTE H3UCKBAHHA.

7. IMPUTEKXATEJ HA PASPELIEHHUETO 3A YIIOTPEBA

COPAPMA A/l

yn. Unnencko moce 16,

1220 Copuna, brarapus

8. HOMEP(A) HA PASPELHLIEHHUETO 3A YIIOTPEBA

Per. Ne 20050290

0. JATA HA IIBPBO PAZPEITABAHE/TIOJHOBSABAHE HA PAZPEIIEHHUETO 3A

YIIOTPEDBA

Hata Ha nbpBo paspelwaBane 12.05.2005 r.
HaTta nHa nogHopasaHe: 30.09.2010 r.

10, IJATA HA AKTYAJIN3UPAHE HA TEKCTA: ¢espyapu 2024 r.




