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Kparr a xapaKTepncrr{Ka Ha rrpoAyKTa
1. IIME HA JIEKAPCTBEHI{f, IIPOAyKT

Ar5rnep 8 mg/ Ao3a rrepoparreH pa3rBop
Acuver 8 mg / dose oral solution

2. KOJIIIIECTBEH TI KAqECTBEH CbCTAB

I nnptcrnane Aocra,nt 0,8 ml pa3TBop, roftro cbAbpxa 8 mg 6emx[crrrHoB Ar{x}rApoxJropnA
(betahistine dihydrochloride).

flouor4ro BerqecrBo: 50 mg/ml erarroJr (96 o6.%)

3a nrmr[s cfl]rcbK Ha rroMorqur,rre BerqecrBa nux 6.1.

3. JIEKAPCTBEHA OOPMA

flepopa-nen pa3TBop, 6ncrpa [po3paqna requocr.

4. KJrrIHr,rqHI{ AAHHTI

4.1 TepanenrnqnrrnoKa3anrrff

3a ne.{eHne Ha Beprr{ro, cBbp3aHo c (pynruuoHaJrrru parcrpoficrna Ha Becrrl6ynapnnr alapar
B KorrreKcra Ha KoM[JreKcrrur Meuuepon cr{HApoM.

4.2 ,[oruponrca rr Haqnn Ha rrprnoxeHre

.Iloguposra rpu srgpacrHu :
Crarqapnrara.qo3a e:
3 nrrra AHeBHo no 1 - 2 nnprcraanur (crornercrBarqo na 3 nrrra lFeBHo uo 8 -16 mg
6erarorcruHoB .ry{xrrApoxnopua).
I nnprcrnaue e eKBlrBaJreuTrro ua 0,8 ml pasrnop.
.{trenuara Ao3a He rpr6na Aa H44Brrrtrana 6 nnpscKBanr,rfl um,48 mg 6era:rucr}rHoB
ArrxrrApoxJrop[4.

.Ileua u ronornu:
Axysep He ce rrpenoprrrBa 3a neqeHue Ha Aerla u roHortrrd ,qo l8-ro,ryrmHa Bs3pacr.
Eegonacnocrra r{ e(furacnocrra B Ta3}r Bb3pacroBa rpyla He ca ycrarroBen}r B [poyqBaHr.rt
(nux4.4 u5.2).
Hmraa aanrrll ga nouroxemae nprl naruaeHfla c .repHo,q)o6Ho ynpe)K.uaHe.
Hnraa aanHrl sa npr,uroxenfie npr,r uaruaeHru c 6r6pe.*ro yBpe]Krane.

.uo<uapoxnoplu rps6sa aa ce npllrrara nHr&rarerno [p]r reefi naulenrra.
Haw{H Ha rrpunoxeHue:

Mogy.r 1- Agunxncrparf,Bnn AaHf,f, n nnQopnaaqf,fl sa rrpeAtrf,cBane -

Acuver 8 mg / Dose Oral Solution

ItlS fi bJI t{ i ;Tffi HA Ar[HUlll|fl n0 J!EKAPITBATA
KpamKa xapaKmepucmuKa ua npigyKma -ffi
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flpe4Ir rlbpBara ynorpe6a orcrparrere BrruToBara KarraqKa rr 3aB]ruTere npaJroxeHara
Mepr,rrenna rroMrra na 6yuanara.
flpe4nucanara Ao3a ce ocao6oxAasa or 6ynamara c [oMorqra Ha MepureflHara rroMrra r ce
pa3rBapt B HeyrpaJrHa reqrrocr (noaa) (nafi-rraamo n 100 ml no4a n vama).

Arysep Aa ce npr{eMa rro BpeMe r{Jrr,r cJreA xp{ureHe.

Bpeuerpaene na neqernlEro :
Bpeuerpaeuero Ha Jleqeulrero 3aBr{cfi or KJrr{Hr{rrrrara Kaprrma fi nporr,rqanero Ha
ga6onrnanero. B noBeqero cJryrrrur e neo6xo,uaMo qpoABJDKr{TeJrHo JreqeHr,re (nmormo
ueceqa).

4.3 flpornnonora3aHrrfl

Arysep e [porr{BoroKa3ilr B cre,U{II:Ie cJr}^raa:
- cBpbxtryBcrBl{TeJmocr KbM 6erarucruHoB ArDorApoxJropnA r{Jrr,r rrflKo}t or

[oMor4lr{Te BerqecTBa;
- ro BpeMe ua Opeueunocr rr KbpMeHe (nnx 4.6);
- (leoxpoMorlrrroMa.

4.4 Cneqna.nnn nperrytrpex(Aenrrfl rr rrpeAna3nn MepKrr ra ynorpe6a

flpenopt na ce BHr{MareJrHa yrrorpe6a npll JrerreHr4e Ha [aquerrrr4 c:

croMarrHa xsna (nrrno.urreJmo arraMHecrr{rrrr}r AaHH}r 3a rar(oBa pascrpoftcrno) - upu
JIeKyBaHlr c 6etaxucuuoB ArDorrpoxJroplrA naqr{euT}r Moxe Aa Hacrbrru Ar,rcne[cnr;
6ponxuamra acrMa;
ypTl{Kapl[ff, eK3aIITeMAilr'Jd aJreprrueH p[H]rT - Te3[r c]rM[ToM]r MO]Ke Aa Ce BJrOmaT;
H3pa3eHa xn[IoToHnr;
cblrbrcrBilqo ilprlJroxeur{e Ha arrrrDc{craMunn (aux 4.5)

Axyeep He ce rrpeflopbqBa 3a Jreqenrre Ha Aerra rl rouomu noa l8-ro.qurrrna Bb3pacr.
Begonacnocrra r{ eSzracnocrra B T:r3rr rpyla rraul]reHTrr He e ycrarroBeHa B rrpoytrBarrr.rf,
(nux4.4 u 5.2).

Aryrep cbAbp)Ka MaJrKn KoJrr{qecrBa eraHon (amoxon), no-MaJrro or 100 mg eArra Ao3a.

flpu cnyrafiuo nnxa-rnrparre Ha Aryrep [epopaJrerr pa3TBop BMecro [epopaJreu rrp]reM
Teoperr{rrHo e Bb3MoxHo Aa Hacrrlrl{ 6porxocuasru rallla rroHr{xaBulHe Ha rqpbBuoro
HAJI'TAHE.

4.5 BganuoAeftcrnue c Apyrn JrenapcrBerr[ npo.ryficrrr rr Apyrn $oprun na
nrannrogeftcrBrre

He ca flpoBexq{auri }r3rrr{TBaur{f, 3a B3arlMoAeiltcrnu4 [o-cneq]ramro He ca [poBexAaurr
r,r3nnrBaulrs 3a B3arrMoAeficrslr c JreKapcrBeur{ [poAyKTrr, Kor{To rrecro ce
yc[opeArro c 6era>rucruu rrprl yKa3aunre rro-rope repaueBTurtrr*t rroKa3aH
Btt3oAr{Jrararopr{, ucrD(oar(TrrBrrrr BerqecrBa (ce4aruelr, TparrKBr{Jrr{3aropu,
lapacnMIIaTHKoII,IT[q[ r{,JII{ BI{TaMI{HI{.

Mo4y.r 1- A4nrnnncrparf,Bnn Aannf, n nn$opmaqf,fl 3a trpeAtrncBane -

Acuver 8 mg / Dose Oral Solution
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AxSreep Aa He ce npr{eMa yc[opeAno c arrrrrx]rcraMlrHoB]r JIeKapcrBeHr4 qpoAyKTrI, ttfi raro
pByJrTaTrrTe oT eKcrrepr{MerrTamrfi [poyrrBarll{s fiprl )KI{BOTHI,I COqaT, qe Te3I{ TIpOAyKTI{
Moxe Aa HaMaJrsr B3arrMrro eQuracnocrra clr.
Yraganue:
Aro 6em>rrlcrrrH 6tAe npe.quficarr cJreA reqeHue c arrrlDil{craM}rnr.I, rpe6na Aa ce B3eMe

4peprrA, qe [oBeqero arrrrfxrrcraMrln]r r{Mar ceAarrrBeH e(perr ln ilp]r BHe3afIHo [peKbcBarre
rra JrelreHrreTo e Bb3Mo)r(Ho Aa ce nporBrT HenpI{sTIIII cIIMnTOMII Ha OTHeMaIIeTO KaTO
HapymeHr{r Ha cbnr mu ars6y.ua. CneAosareJrrro, Jreqenr{ero c aHTI{xlrcraMI{HrI cJle,rya Aa ce
rrpeycrturonu 6aano c [poAbJDKasarr{o HaMaJIeHr(e Ha,qo3ara 3a oKoJro 6 Ann.

4.6 Oepur.nnrerr 6peuenHocr n rcbpMene

flpoyrnanzrra rrpu )Kr{Borfir{ He ca AocrarbqHn flo orHomeHr{e na e(ferrrare Bbpxy
6pervreunocrr4 ervr6puouaruroro/t[eramroro pa3Brrrue, puDK,qaHero vr rocrHaTaJIHoTo
pa3B[Tue (aux 5.3). florenquanHusr pncK 3a qoBeKa He e I{3BecreH.
He ca rraJrr,rqe AarrHr{ 3a eKcfpequrTalria 6eranucrun B K6pMara.
flopaaa rora Axynep e [porr{BorroKa3aH rro BpeMe na 6peuernrocr I{ JIaKTarIrt (nux 4.3).

4.7 EQerru Bbpxy cnoco6nocrra sa mo$npane n pa6ora c MaItruEIl

flo nperrae Ha rrplreM na Arynep Moxe ,qa ce qporBrr HexeJranu eQercrn Karo cbnJllrBocr.
Karo ce r{Ma npeADr{A, rre Arysep cbAbpxa rr MaJrKu KoJrr{tlecrBa eraHoJI (a-uxoxor),
yuorpe6ara na Arcynep Moxe Aa rroHr,rxu cuoco6nocrra 3a pearnpaue Ir raKa Aa HaMaJIn
cnoco6nocrra 3a ruo([upane u pa6ora c Milrr]ru]r.

4.8 Hexe.rrannJreKapcrBerrf, peaKrlnr

rlecrorara Ha Hexenanure neKapcrBeulr peaKrllru ce uacu(prullpa Karoo cne,@a:

Muoro qecrr.r Pll10)
rlecna Plll00 <l/10)

Heqecru Plll 000 <l/100)
Pe.uxs (>l/10 000 <l/l 000)
Mnoro peAKu (<1/10 000), neusnecrrrr{ (ne rraoxe Aa ce Aa,qe oqelrKa
Bb3 ocHoBa Ha HaJrrrqH[Te AaHilr)

Hexenanrre JreKapcrBeHlr peaKrlilu ca [peAcraBerru ilo clrcreMo-oprarrHrr KJracoBe.

HapymeH[s ua HepnHara cucrerua:
Crnrulaocr, ycerqane 3a re)Kecr B rlraBar4 rnano6orme.

Crpaeqnn Hapymeuur:

Mo4y;r l- AAnrnnncrparnBnn Aannf, n nnQopuaqf,fl 3a trpeAtrf,cBaf,e -

Acuver t mg / Dose Oral Solution

Crpue6nene, crflrrure B {pb.urara o6nacr.
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f44ene, rroBAlrraHe, KnceJIrlHLr, croMaureu 4lcrorr,r([opr u 6olx4 rtl3oBe,

wrapvfl, rroBpbrqaHe.

Hapymenur na roxara u uo.uroxnata trrau:
Muoro pemx: O6pnn, crp6ex, ypruKapuf,.

O6ur napymenlu:
Pelru: Vcerqane 3a rorrnr{Ha.

B noseqero cJryqau croMarrrHlrf,T.qrncrorr,r(fopr Moxe Aa ce ng6erne, Karo Arysep ce npneMa
rro BpeMe Ha r{Jrlr cJreA xpaHeHe r{Jtrr c HaMaJreH}re Ha Ao3ara.

4.9 lpegosnpane

Cuunroruarura na npe.uograpanero:

,{ornapan}r ca Muoro peA6}r cJrfrarr Ha [peAo3r{paue. B noseqero or re3l{ cJrfrau He ca
HacrbrrBaJrr{ crrMrrroMrr Ha orpaBffHe. flplr MaJrbK 6pofi naqueuTn cileA.qo3rlpoBKa or IraA
200 mg e na6nroAa^silra JreKa Ao ytr,repeHo rex(Ka crrMnroMarrrxa. Caruo e,qrrn rraqlrenT e
no[yrrrrJr KoHByJrc[n cneA npr{eM na 728 mg 6eraxncrnn. Brs Bcr{rrKlr cJryqafi [aq]reHTI{Te
HAIIbJIHO CA CE BC3CTAHOBI{JIII.

B crryrqa;i Ha [peAo34paue Mo)Ke Aa ce orraKBar aHaJrorFIHr,I Ha xl{craMr[HoB]rre eQerrn,
BoAelqlr Ao cJreAgrrre clMlrroMr{: rnanoborue, 3arlepBtBaHe Ha Jrl{rlero, 3aMaflHocr,
Ta>il,rKepAlrfl, xrlnoronr{ro 6ponxocna3bM, oror[{, JroKaJrrr3r{paH[ rrpenlMuo B JMraBlrII]rre Ha
Foprrlrre Ar{xareffrlr rrbr}rrqa (e.qel,r ua Knnrre).

Hsr,ra cueqri[r.reH anr]r.qor. B lormnHeHr{e Ha o6rqrre MepKrr 3a AeroKc}rKarl}rfl (croruarueu

JraBa)K, rrpuno)KeHrre Ha aKTnBeH nsrneu), reqeHllero e c]IMrIToMarI{tIHo.

5. OAPMAKOJIOIFIHI,I CBOfrCTBA

5.1 (DapuaroqnnaMnrrnncsoftcrsa

@apuaxorepaneBTrma rpyfla: JreKapcrBeH]r rrpoAyKTr{ aHTnBeprI,Iro, ATC roa: N07 CA01.

Eera:<ucrrarr npeAcralnrBa cbeAlrHerrlre or rpyfiara laa6era-2-m{prrArrJIaJrKI{JIaMrlHI{Te.

Crpyrrypara na 6era>orcmn e noAo6xa Ha crpyKTypara lra euAoreHlrlrfl aMrrH xrlcraMlru.

To.mnsr Mexaur{3bM sa Aeficrn}re Ha 6eraxracruu rlo orHomeHrle na 6uoxuurlH}rre My
e(ferru, KaKTo [r peqenropuara My cneqr(fr.runocr r{ a(fnuutet Bce olqe He e I,I3tcnerra.

Mo4y.lr 1- A,qrunnncrparf,Bnf, Aaf,Ef, n nnQopuaqf,fl 3a trpeAtrf,cBalre -

Acuver 8 mg / Dose Oral Solution
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flpoyrnanux qpr{ xr{Borrrr{ pa3Kpr{Bar yclrJreHa q4pKyraryu B striae vascularis Ha
BbrpemHoro )xo, KosTo Bepof,rHo ce AbJDKTI Ha oTnycKarre Ha npeKanl{ntpH}rTe cQumtepu n
Mr{KpoqupKyirarryrsTa Ha BbTpemHoTo yxo.
flpone4erure i[apuaroJrorFrrr]r r{pofrBaHnr rroKa3Bar cra6o IEpa3eH H1-aroH}rcrl{tleH I{
3HATMTCJICH H3-SIITETOHITCTI{qEH E(IETCT HA 6ETAXI{CTIIHA B IIHC }I ABTOHOMIIATA HEPBHA

cucreMa. [orasano e Ao3o3aBnc]rMo r{rrxr,r6nparqo AeftcrBue Ha 6etaxucrun Bbpxy
aKTr,rBnocrra Ha JrarepaJrHrrre r[ MeAr{aJrrrr{Te Becr}r6yJrapull flApa. flpu ncmxn cJD Ia[,
peJreBaHTrrocrra Ha re3n Ha6rroAeHnr rro ornomenlre reqenl{ero Ha Meuuepou{fl crllrApoM
ocTaBa HercHa.

5.2 Oaprrarcorurnerrrqnrr csoficrna

Ksru ,qremrra Aara.rucr 6era(Ecrr{HoB Ar{xrrApoxJropu,q He Mo)Ke Aa 6rAe onpe.qeJltu B
qoBemKur opraur.r3bM (nog rpannru Ha orlpeAersne). Ilopaal roBa nJla3MeHure
KoHrlerrTpaqllu I{ [Jrai]MeHrrrT rroJry)Kr{BoT ce onpeAeJlf,T c IIoMoqa Ha paAI{oaKTI{BHo
MapK4paH 6eraxucruHoB,uDorgpoxJropng ra rrpe3 KoHrlerrrpaqll{Te B ypuHara Ha Hear(TI{BHI,If,
HraBeH rr,rera6onur 2-nupuwnorlerua KnceJrrlHa.

Pesop6uus

Cne4 nepopanuo nplrJro)Kenue 6eranucrnHoB.ryrxr{ApoxJroprrA ce pesop6upa 6rpso n
HarrbJrrro. Maxcuuamu{ KoHrlerrrpaq[il Ha MapKr{pau c '"C 6etaxl{cr}ruoB.ufxu(poxJropur ce
Aocrurar oKoJro I qac cre,q [epopaJruo npr{Jro}Kerrre rrpll Ao6poBorrl]r Ha HIaAHo.
A6cornornara 6uonanraqnocr Ha 6eranncruHoBr{ff MX}rApoxJIoprrA He e ycrarroBeHa.

Pasupe.ueremae

O6err,rcr Ha pa3npeAeJreHrre na 6eranncrlrHoBr{t Ar{xltApoxJloprrA He e ycrarloBeH.

Cnrpsnanero c rrJra3Melrr{Te nporel{Hl{ e nol, 5o/o.

Mera6o.nragrrra

Bera<racurrroBr{rr nrxr4ApoxJropu ce uera6ormgupa 6rpso B qepHut 4po6 4o HeaKTlnBHrc
HIaBeH laera6onur 2-nupuwtorlerlra KaceJrI{Ha r{ Ao AeMerl{n-6erarncrnn.

Enrnannupane

orono 90Yo or rrpr{Jro)KerraTa Ao3a ce eJrr{Mr{Hrrpa B yp}rHaTa sa24qaca noA Qopruara na
HraBHnr rraera6onnr. B ypunara ce ycrarroBrBar caMo cJreArr or Ae3MerIUr 6etaxucrnnos
.u{xrupoxJroprng. EmavrurupaHero npee xJrbrrKara He e cunruQmanreH flbr Ha
eJrr,rMr,Hnpar{e Ha aKTr{BHoro neKapcrBeuo BerqecrBo }rJI}r HeroBl{re uetabormru.

5.3 Ilpegrc.rrnrurrnrr AaHErr ra 6egonacnocr

XpourrHa rorcrlurocr
flpoyrrauua 3a xpoHrr.ma roKcr{qHocr cJreA rrepopaJreH [prleM Ha 6etanrcfirnos
4rxlrApoxiroplrr ca qpoBeAeHrr rrpu rrJrbxoBe 3a nepr{oA ot 18 Meceqa u lapn Kyqera 3a
reprroA or 3 u 6 uecerla. Pesynraure rroKa3Bar, tre Ao34poBKa or 500 mg/kg/Arrenuo
(nnrxone) u 25 mglkg/,urenno (ryrera) ce rlouactt 6eg orrrouenrs B
xeMaroJrorrl.mr,r [apaMetpu. XracroJlorl,[lruara Haxo,46a cblqo ocraBa
Br,rcoKara Ao3a or 300 mg/kg npfi Kyr{erara e na6rnoAaBaHo roBprlqilre,

Mogy.n 1- AAmnnncrparf,Bnf, AaHf,f, n nnQopnraqf,fl 3a npeAtrf,cBane -

Acuver E mg / Dose Oral Solution
\
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npexo.ura JreKa ilreMw,.IIpu u3rrr,rrBaHr,rr c 6era>rncmu npr{no}Ken Ha rrJrbxone sa 6 Meceqa
ce cso6rqana 3a xnuepeMus Ha AaJraKa Karo xr{croJroruqna Haxo.q6a B rpyrrara, Tperrrpaua c
39 mg/kg; B {pyrrr{Te, npr{ Kor{To e npnnarana rro-Br{coKara Ao3a ce na6ruoAasa u x[ilepeMr{t
na 6r6peqrrre r{ qepnnff Apo6, orqacrrr cbqeraua c KJrerb.Irra arpoQux r,r KJrerbrrua
AereHepaqnr, KoeTo Moxe Aa ce oTAaAe Ha roJrffMaTa Ao3a fipr{Jro)r(eHo Ba3oaKrrrBHo
BerqecTBo.

Myrarenen u ranueporenen norenunan
Flmraa AaHHlr 3a MyrareHHocr Ir KarqeporeHHocr na 6erarucrlrH Ir HeroBlrre cbeAuHeHrrr.

Penpo,uyrrzsHa rorc[Trocr
I4sullrnanxrra qpn xnBorrru ca HeAocrarbrrfi 3a oqenKa Ha pe[po4yKTfiBHara roKcr.rrrHocr
na 6eraxucrrrHa rr HeloBrrre cbeAr{Herrm. H e ,@ere rrpofrBarrn lpFrrr (10 n 100
mg/kg/anenno) eu6puo-Qeranuara sary6a e ro-Br{coKa B cpaBHenr{e c KornpoJrrrara rpyna.
CuqecrseHnxr eQerr na 6era:rrcrr{Ha rre Moxe,qa 6r,qe rrcKrroqeH.

6. OAPMATIEBTT.TqHTI AAHHTI

6.1 Cnncrrc Ha rroMo[Hnre BerrlecrBa

3axaprn naT pnft (Saccharin sodium)
fruqepon (Glycerol )
Eranor (Ethanol) (96 o6.%)
Harpuen 6ensoar (Sodium benzoate) (E2ll)
Cornra Kr{cerrrua (Hydrochloric acid) (3,5 yo w/w) sa Koprrr4paHe na pH
BoAa, [pequcreHa

6.2 HecrsMecrrrMocrtr

Henpnnoxuuo.

6.3 Cpor Ha roAnocr

4 ro.4nnu.
120 ml: 2 ueceqa cJreA rrtpBoro orBaprne.
60 ml: 1 ueceq cJreA rrlpBom orBaprHe.

6.4 Cneqna;rnn upeArrasnrr MepKrr rrprr cbxpaneHrre

Tosu nerapcrBeH npoAyrcr He r,r3r,rcKBa cneqlraJrrru ycJroBl4t Ha cbxparrenlre.

,{a ce crxparrffBa B oprmrrHaJruara o[aKoBK4 3a,ua ce [pelpa3Ba or cBerJI[rHa.

,{a ue ce cbxpzrnsBa B xJraAr{JrrrlrK rrJrrr 3aMpa3sBa.

6.5 Bul n cbcraB na rconreftnepa

Konrefinep:
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Paglrep Ha ouaxonx[T€:
60 ml nl20 ml
He ncn'rKn pa3Mepr{ Ha orrar(oBKr{Te Mo)Ke Aa ce rrycKar Ha rranapa.

6.6 Cneqna.rrntr npegtrasnrr MepKrr trprl n3xBbpnflrre
Hnraa crreqlraJrrrfi lr3r{cKBarr}rfl .

7. IIP}ITE}I{ATEJI HA PA3PEIIIEHI,IETO 3A YIIOTPEBA

CYATHUS Exquirere PharmaforschungsGmbH
Rudolfsplatz2ll/8
1010 Vienna - Ancrpux
Tel.: 0043 (0)l246 46 0
Fax: 0043 (0)l 246 46 666
Email : offi ce@cyathus.eu

8. HOMEP(A) HA pA3pErrrEHr.rETo 3A yrroTpEEA

20090148

9. AATA HA TIbPBO PA3PEIIIABAHE/TIOAHOBflBAHE HA PA3PEIIIEHI,IETO
3A YIIOTPEBA

09.04.2009

10. .TATA HA AKTYAJIII3IIPAIIE HA TEKCTA

{0et20r0}.

Mo.qyr 1- Agmnnncrparf,Bnf, Aaf,f,f, n nnQopuaqf,fl 3a upeAtrf,cBane -

Acuver 8 mg / Dose Oral Solution ,a\


