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TIPIIJIOXEHIIE I

KPATKA XAPAKTEPI,ICTIIKA HA IPOAYKTA



l. r{ME rIA JTEKAPCTBEHT,I' flpoAyxr

NATRruM CHLORATUM sopl{ARMA 9 mglmlsolution for injection
HATPI4EB XJIOPI4A cooApMA 9 mg/mr 

""*enq"oreH 
pa3rBop

2. KAqECTBEII I,I KOJIIFIECTBEH CbCTAB

Eru*r ml nmr(eKrlr.roHeH pa3TBop cbAbpxa 9 mg narpr.reB xJropr{A (sodium chloride).
Bcxrca aMryna or 0,5 ml cr4rpxa 4,5 mgHarpr{eB x;ropr,rA (sodium chloride).
Bcsra aMryna or I ml cbAbp)r(a 9 mg Harpner x.nopn.4(sodium chloride).
Bcsra aMryna or 5 ml cbAbpx(a 45 mgHarpneB xrrop'A (sodium chloride).
Bcrna aMnyrra or l0 ml cbAbpxa 90 mg HarpHeB xrrop'A (sodium chloride).

3a nuHnr cnuctK Ha rroMolrlulrre BelrlecrBa Br,DKTe roqxa 6. l.

4.

4.1

3. JIEKAPCTBEHA OOPMA

l,ftucexqnoneH pa3TBop
Bucrrp, npaKTnrrecKn ceo6o4eH or qacrnrln 6esqnereH pa3TBop.

o

a

a

ICIIIIIII,IIIHI,I AAIIHI4

TepanenrnqH[ noKa3anrrs

Pasrnapane Ha npaxoo6pa3Hn neKapcrBeHu Qoprr,rn 3a HHx(eKr{HoHHo 11pr4no)r(eHne.
PaspeN4aHe Ha KoHrIeHTp vrpaHu p:BTBopn 3a HH)r(eKrrr{oHHo nprurox(eH,e.
flpounnaHe n 3anbJIBaHe Ha I'IHTpaBeHo3Hr Karerpn H KaHroJrH 3a BpeMeHeH cbAoB Aocr,"fl.

4.2 ,{ornponna [r Harrrrn Ha fiprlnoil(enrre

AosHposra
Heo6xo4nuoro KoJIHqecrBo I'I3oroHI,IrIeH pa3TBop Ha HarpHeB xJropr,rA, H3noJr3BaH 3a paspexAaHe H
pa3TBaptHe' 3aBlrcll oT KoHIIeFITparlHflTa, AO3aTa V Haqul/ra Ha np[JIo)KeHHe Ha JIeKapcTBeHnr npOAyKT 3a
HrDKeKqrroEHo np[JroxeHr,re.
Haquu na npruoxenrae
Harpuer uopnl HH)K'KIIII.H.H pa3TBop ce npr,rJrara nHTpaBeHo3Ho, HHrpaMycKyJrHo HJrr rroAKo)rcHo.

fipornnouoKa3antrff

CnprxvyncrBr.rreJrHocr KtM Harpr,reB xJropHA.

Cnequa;rnn [peAyrrperrqenrrfl rr npeAna3nrr MepKrr npu ynorpeba

flpn ynotpe6a raro patrBopl'ITen H 3a npoMHBKa He ca neo6xoguur,r cnequurHg [peAna3Hr{ MepKn.
flpnnoxenuero Ha Harpuee xJIopHA llm*eKrrxoHeH pa3TBop B no-ro,rrMo KoJrHr{ecrBo H3HcKBa noB'rrreHo
BHUMaHHe npn naqneHTr,r cbc cneAHHTe ga6oilnsaHus H cbcrorHr,rr:
o XnnepHarpr{eMr{rr Hnr{ xunepxJropeM}rr, 3aApbxKa Ha reqHocrr;
o 3acrofiHacrpAeuHa HeAocrarbqHocr;
o BucoKocreneHHa aprepnaJrHa xunepron[r;
o Texxa6r6pevHaHeAocrarbr{Hocr;
o flpeerJraM[cnfl;
o fenepaJrrtHpanr,rororlu,6enolpo6enorox;

4.3

4.4



flaquenrn Ha JrerreHne c BHcoKH Ao3H KoprrKocrepo'Ar,r unr KopT'Korpofir,r'.

4's Beannro4eficrBlre c Apyrfi neKapcrBenrr npoAyrcrrr rr Apyrr eopun Ha Bsa[MoAeftcrnne

EgHonpeueHHoro npl4JroxeHlle Ha Apyrn HarpneBr,r coJrr.r Mox(e Aa AoBeAe Ao r{urrurbK Ha Harpufi(Harpuero naroeapnaHe).
Hrrou aKTHBHII BelrlecrBa 3a [apeHTep{ulHo npruroxeHr,re Morar Aa 6rAar HecbBMecrlrMg c HarpHeB
xJropHr' CleA cnaeceaHe npnrorBeHl,ttr pa3TBop rpx6ta4a e 6ucmp il Aa He cbAbpx(a npeq[nprrarr,r.

4.6 @eprnlnrerr dpeueunocr rr tcbpMene

Moxe Aa ce np'nara no BpeMe Ha 6penaennocr H B nepxoAa Ha KbpMeHe.

4.7 EQerru Bbpxy cnoco6nocrra ra'roenpane n pa6ora c MarrrrrHrr

He nosrr'{rsa cnoco6nocrra 3a ruoQupane n pa6ora c Marrrr,rHr,r.

4.8. Herne.nann nenapcrBenn pearcqrr[

Hexelasu:re neKapcrBeHH peaKIrHH ca xracuQnqupaHr,r rto qecrora H no cucreMa opmH-KJrac. gecrorara
no MedDRA orroBapr lgra: rvHozo uecmu (>l/10), ie".u(>l/100 ao <l/10), Hevecmu(>l/l 000 ao <l/100),
pedrcu (>l/10 000 ao < l/l 000), uuoeo pedrcu (<l/10 000), c Heu36ecmHa vecmoma(or uaruruHure AaHHrdHe MolKe.qa 6r.qe HanpaBeHa oqeHxa).

Tpy4no Mo)Ke Aa ce npeIIeHI{ AtuII{ Hex(enaHr{Te efercrr.r ca npeA}BBHKaHr,r or Harpr{eB[fl xjropr,rA rrlkr or
pa3peAeHnTe c Hero JreKapcTBeHn npoAyKTE.
flpn upanunHo npI'IJIoxeHI,Ie HexeJraHr{ peaKrlr{u npaKTuqecKr,r He ce or6erssnar.

O6qn napylreHrrr n eeerrn Ha Mflcroro Ha npaJroxeHrre
C ueuseecmHa vecmornq.' TeM[eparypa, nu0exq"" 

" """toto 
Ha HH)KeKTHpaHe, BeHo3ua rpou6osa ll.lru

Sne6ur, eKcrpaBa3arr[s.
Hapymenuq Ha lrera6oJrrr3Ma rr xpaneHero
c HeuseecmHa uecmoma.' flpogauxurelHoro npr.rJrolr(eHue Ha roJreMH Ao3r,r Mox(e Aa npeAn3Br.rKa
xHnepHarpl'reMl'It' xr[IoKuuIHeMHt I'IJII'I aIIHAo3a. Xxuepuar:pnevtnflTa Mo)rce Aa AoBeAe Ao norBa Ha oror'' H
BnoluaBaHe Ha HaJrnqHa cspAer{Ha HeAOCTaTbqHOCT.

J.

O 4.g flperornpane

Cnunronau
flpegosnpane e MaJrKo BepotrHo. Harpuen xroprrA r{H)KeKrIr'oHeH pa3TBop ce [3non3Ba Karo pa3TBopr,rreJr H
rloBesero HexeJIaHI'I peaKIIHI'I Ca pe3ynrar or npoAyKTrrre, KoHTO Ca CMeCeHr{ C Hero. crEuurouu na
trpeAGtrpaHe Moxe Aa ce notBf,T npH HapyueHa eKcKpeq]rt nanarpuit Ha6lrc4anar ce xaxAa,
n3troTtBaHe' HaMaJIeHa caJruB,al{J/,a H HaMaJIeHo oTAeJItHe Ha cbJI3I,I, maso6orne,3aMatHocT, rrs6y4eHoct,
6esnoKoftcrso, cra6ocr, MycKyJrHH KpaMnr,r, Aen'pr{yM ruH 6escrsHasue. B HrKor cnyrra' ce Ha6rro4aea
x[rrepronnr, Taxr,rnapAur, 6t6peuHu yBpexAaHur.
Jleqenne
rlpu naqneuru ctc cla6o IBpa3eH I,I3JII{IrrIK Ha uarpufi o6axHoseHo e AocrarbqHo nepopiur'o [pueMaHe Ha
BoAa I'I orpaHHqaBaHe Ha npHeMa ua uarpnfi. flpu no-rexKo rlpeAo3upaHe ce npnJrara cr,rMnroMarflqHo
JIeqeHlle.

OAPMAKOJIOTFIHII CBOft CTBA

Oapuaxo4[HaurrrrHrr cnofi crna5.1



@apuaxorepaneBTr{rrHa rpyna: Elexrpolnru' pa3rBop,, ATc xog: B05XA03

Hatpnennrr KarI'IoH Hrpae BOKHa pont B noAA'pxaHero Ha ocMor'qHoTo paB'oBec'e Ha TbKaHHr,rreTerlHocrlt' Harpueanrr KarI'IoH e Hafi-sa,,.'r'r.f,T eKcrpaqeJrynapeH ftoH, crrpsaH c peaJrr{3r.rpaHero HarpaHcueu6paHH't aKIrI{oHeH noreHIIIdtuI. Xlopnurr;;;; HraBeH eKcrpar{errynapeH aHroH, rcofiro3aeAHO C HalpI{eBI'It KarItoH yqacrBa B noAAbpxaHe Ha EUIKaJTHo-KICeJTHHHOTO paBHoBecr,re,}I3OTOHI,I'HOCTTA I,I EJIEKTPOAI,IHAMUTIHATA XAPAKTEPI4CTIKA HA K'IETKIITE.

5.2 Oapuarorctrrrernqn[cnof,crsa

Ha'puenure I{ xJropHI'I ftonn ce lBJrbrrBar or op.aHr43Ma ocHoBHo vpes 6r6peqr4Te nocpeAcrBoMrnoMepynHa $nr''paqur H rocneABarqary6ytnap""6"d;;;;, M,lrr^a qacr rrpe3 norra z Qenaruzre.
5.3 ffpe4rurunnrrn[ AaHHI ra 6elonacnocr

He ca ycraHoBe'n AaHHH sa eu6pzoroKc'r{eH, TeparoreHeH H KaHrleporeuen eQercr.

6. (DAPMAIIEBTI,TTIHI4AAIIHII

6.1 Cnncrx Ha troMorqnrrre BeqecrBa

Bo4a sa [rDKeKr{Hu

6.2 HecrsmecrrrMocrrr

#fffif" 
Ha Harpr{eB uoplu rcu 20 wnn2|%oMaHnron Moxe Aa npeApr3Br.rKa rpeqnnr.rrarlu, Ha

6.3 Cpon na roAf,ocr

5 ro4nuu

6.4 Cneqnalnu yc.rroBtrfl Ha cbxpanenrre

,{a ce crxpaHrBa B op'ruHiurHara ona*oBKa, npr,r reMneparypa no4 25"C.
.{a He ce eaupasana!

6.5 ,{annu 3a orrarcoBKara

Aunynr' or 6esunerHo 
"TY9, 

c MapKIcpoBKa 3a orBapr'e Ha aMnyJrara - rIBerHa roura/nprcreH.

fiXH[H*t TH#l- 
l0 aunvn, i 6n""""p o' Fvc Qoruo, no l puu l0 6ru*epa B KaproHeHa

f#H::J" 
5 ml - l0 aunynn n 6rncrep or PVC Qoruo, no l mu 5 6nr.rcrepa B KaproHeHa Kyrtr, 3aeAHo c

ff##ff 
l0 ml - 5 ar'rnyra n 6rnctep or PVC gorao, no l 

",,u 
l0 6rucrepa B KaproHeH aKrn.,n,'aeAHo

He scuqxll Br4{oBe onaroBKlr Morar la6rlatrD/cHarH e npo4ax6a.

6.6 Cneqna;rnn npeAna3nrr MepKrr npll u3xBbpJrf,He rr pa6ora

Hrua cnequaJlHu HgHcKBaHH.fl .

7. NPI{TDI*TEJIHAPA3PEIIIEHI,IETO34YIIOTPEEA
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