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\’ Bisolvon® Kids

Thianh phin L
M1 5 mi i chifa 4 mg bromhexin hydrechlorid.

Ta dugc: Acid tartaric, natri benzoat, natri carmellos, glycerol 100 %, sorbitol lng (khong két tinh), natri cycamat,
di-natriedetat dihydrat, pham dé 70F 124, hung vi dau v nudctinh khidt.

=\ Boehringer
"l Ingelheim

Chidinh
Lam loang dim trong cac biénh phé quan phii ¢dp va man tinh cd kém theo su tiét chit nhay bét thung va s vin
chuyén chat nhay bi suy yéu.

Liéulvangva cichdiing

Naubilonva trétrén 12tudi:  10mL (8mg) 31dn mdingay

Tré6-12 tudi: Sml (4mg) 31 méingay

Tré 2 - 6 tudi; 2,5mL{2ma) 3 linmdingly

Tré dudi 2 tudi 1,25mL (1mg) 3 lin mii ngay

Khi bt déu diéu tri co thé cdn thiét phii ting tdng lidu mdl ngay dén 48 mg (60 mL hodc 20 mL 3 1in mdi ngdy) &
nauiildnvatré trén 12tudi,

Ciicdong lidut an phém cé vach chialiéu phil hp.

x.rmangmuam.gdeauphuhupchobmhnhanaamm vatrénhd,

Canthing bao trude cho bénh nhin duge diéu tri bing BISOLVON vé kha ndng gia tang luigng chat tiét.

Trong chi dinh cho bénh hé hap cip tinh, dita vao titng bénh nhan d€ quy&t dinh viéc hai § kin béc s§ tisy thude vao
trigu chiing co cai thién hay x8u di trong thoi gian didu tri,

Thoi gian dié 6 khiing qud8-10ngay ma khing héiykién bicsy.

i Bisalvon xi

Chéng chidinh

Khiing ding BISOLVON chonh qua man vdibromhexin hodc cicthanh phdn khac cia thude.
Chdng chi dinh sir dung thudc trong trugng hop bénh nhan mdc bénh 1 di truyén higm gap ma o thé khing tuamg
thichwdi t4 duoc nao cia thudic (xem phan “Canh bao va than trong dac bigt").

hanh k& A5 b

Cinh bsova thintrong dachiét

(i rdt it bao cdo tn thuong da nghiém trong nhu hdi chiing Stevens-Johnson v hoai tir biéu bi nhigm 39 (toxic
epidermal necrolysis -TEN) tam thai lién quan dén viéc si dung thudc long dim nhu bromhexin. Hau hét cac trutmg
hap duge by gidi 1 do bénh kf ma bénh nhin dang méc phai va/hodc thube ding ciing. Hon nida trong giai doan som
cia hii chiing Stevens-Johnson hodc TEN, trudc tién bénh nhan ¢ tién tridy qnﬁm] cim khing e higu nhu sit, dau
nhiic nguii, viém mili, ho va dau hong. Do bi 1im béi cac tién tridu gidng cim khng d3c hidu nay ma nguii ta co thé
bit ddu diéu tri triéu chitng bdng thubc ho va cdm. Do 8, néu xudt hién mdt vai ton thuong mdi trén da hodc niém
mac thinén di kham bacsi ngay va ngimg diéu tribing bromhexin.

BISOLVON xirb 4 ma/5mi chia 17,142 g sorbital ng choméi fiéu 6i da khuyén ciohang ngay

trong truiing hop ding gap 86i liéu & nquii idn tai thi diém bat ddu diéu tri).

Khiing nén sii dung thudc & nhiing bénh nhin mac bénh di truyén hiém gap bit dung nap vdi fructose. Thude cb thé

¢ tac ding nhudn trugng nhe.

Nén than trgng khi st dung ddng this Bisolvon i rd va cac thudc de ché ho 88 tranh tich tu cic chdt tiét dosu suy giam

phin xa hova két hop nay chi nén st dung sau khi danh gid loiich-nguy co,

Sirdung than trong dnhing bénh nhén loét daday.

Sirdung than trong dnhiing bénh nhan henvi bromhexin 8 thé gay co tht phé qudn dnhiing mat s8 ngué man cam.

Phai hét siic than trong khi sit dung BISOLVOM & nhiimg bénh nhin suythanhoacswgan néng.

drmnng hennnhansunnannammh |u9mma:dmyénhmaa
han 13 nguii cao tudi, suy nhugc hodc qud yéu ma khd

qimegla 34,284
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Tuong tac

Chusa thay b bao cdo vé tuong tac bt g vl cac thudc khac vé mat lim sang.

Nén than trong khi st dung d6ing thafi Bisolvon xi rd v cac thudic tic ché ho 88 tranh tich tu cac chat tiét do su'suy gidm
phan xa ho va ket hop nay chi nén sii dung sau khi danh gid lgi ich-nguy co {xem muc “Cinh bao va than trong déc
bigt").

gidm tiét dich nhu cic thudc kidu atropin.
& phiiva phé quan; do vdy, thudc

(idungl i cae thude |
Sirdung phdi hap brombexin veii cac khang sinh lam tang ndng @) khang sinh
dugcsidung kéthop vél khiingsrnhtrnngﬂiiumrﬁﬂmihu!nﬂuhgh&hip.

Khanangsinhsan, thai kyva cho conbi

Thai ky

Difliéu st dung bromhexin cho phu nimang thai con gidi han.

Whiing nghién cifu trén ding vat khing cho thiy tac dung gay hai truc tiép hodc gian tigp lign quan dén doetintrsinty
sdn

Nén than trong hdng cach trinh sirdung BISOLVON trong thai ki mang thai.

Chaconbi

Chua rilidu bromhexin/cac chdt chuyén héa co duge tidt va
Diiéu 6 sdn vé dugc e hoo/ddc tinh trén ddng valchuthaycﬂsuh&l t|ét n‘:a hmmhenn.’(ac chit chuyén hda vao
silacon me.

Khéng thé loal trifnguy co ddi vl tré bi me.

Khiing nén ding BISOLVON trong théi gian cho con ba.

a._,n. Lha

mdndngmhsdn

Chuatiénhanh mnnm' h huséng ciia BISOLVON dén inhsind

Dyatrén kinh nghiémtiénlamsang, khong c6 ddu hiéu ch ,‘ 1 ‘.?.é..‘-mﬁngd!nth&nangsinhsén
Anhhugng dénkha na § ¥ méc

Chusa nghién ciu dnh huting ¢l I!IS[ILWNN kh nang di xe v vinhanh mdy mdc.

Técdung phy

Réilognhémién dich

Hiém (=1/10.000n < 1/1.000); qud min

71535-03%

Khdng biét (khdng thé uic uamg tirdifiéu sdin c6): s8¢ phdn vé, phan ingphinvé

Rdiloan hé hé hdp, ngucva trung tht

Khdng biét (khng thé uc lvomg tirdirfiéu sdin cd): cothdt phé quén
Réiloanda day rudt

Knhingphd bign (>>1/1.000dEn < 1/100): Budnndn, non, tiéu chay va dau bung trén.

Réiloan davimé dutida

Hiém(=1/10.0008én < 1/1.000): phtban

Khdng biét (khang théic ugng trdirliéusdn c): phiimach, may day, gz,

Théng bdo cho Bicsj biéttdedung khdng meng mudh gdp phaikhi diing thude.

Qua liéu

Chodénnaych ictriéu chiing dic higu do qua liéu d ngui,

Dua trén cac bdo cdo vé qud liéu mot cach tinh ci va/modc ding thudc sai, cic triéu chiing quan sat thdy phil hop voi
cactdcdung phu da biét cia BISOLVON tailiéu khuyén cio va co thé cin diéu tri trigu chiing,

Dugchychoc

Bromhexinla mbt ddnxudt tdng hop tirhoat chét thio duvc vasicine.

Vémattién |3m sing, brombexin duwoc nhin thiylam ting ty 12 tiét thanh dich phé quan. Bromhexin lam ting suvin
chuyén chat nhdy bang cich lam gidm 86 quanh ciia chat nhdy va hoat hod biéu md cd nhung mao (tng xuat chit
nhiybangling chuyén).

Trong céc thit nghiém lam sang, bromhexin cho thdy cd tic dung lam loang dich tiét va van chuyén chit tiét & dutng
phé quan gidp thudn loi viéc khac dim va ho dé dang.

Sau khi diéu tri bng bromhexin, ndng 83 khang sinh (amoxicilin, erythromycin, oxytetracydlin) trong dim va dich
tiét phé quan - phii tang lén.
Dugcddng hoc

Hap thu

Bromha:lnﬂwuth!plhunhanhvahoanmnquidlmmﬁéuhéa
Sinh khd dung la tuong
Sinh khd dung tuyét d8i la bromhexin. hydrudllunde I:hulmg 22,2+ 8,5 % va 26,8 £ 13,1 % tuong (ng i

hinks
9 ?

BISOLVON dangviénva dungdich.

Lugng chét chuyén hda lin diu khodng 75 - -80%.

Diing cizng thic dn dan dén ting ndng & bromh g huyét tuang.
Phénbd

Sau khi disng duéng tinh mach, bromhexin duge phan bd nhanh va réing 13 trong toan co thé véi thé tich phan phéi
trung binh (Vss) lén tdi 1209+ 206 L (19 L/kg). B3 nghién ciiu sy phan bl vao md phdi (phé quin va nhu m) sau khi
ufing 32 mgva64mg brumhmun Nonq 16 tai md phdi sau 2 gitrding thude, néng 4 tai mo tidu phé quin-phé quin
caohon 1,5-4,51dnvatainhu md phdi cao honkhodng 2,4 - 5,91 sovdinting 4 trang huyét tuong.

Bromhexin lién két dutdi dang khdng ddi véi protein huyé 95% (lién két khing han ché).

Chuyénhéa

Bromhexin chuyén héa gin nhu hodn toan thanh chit chuyén héa hydroxy héa da dang vi thanh axit
dibromanthranilic. T8t c chdt chuyén hda va bin than bromhexin duoclién hop hiu hét dudi dang N-glucuronide vi
D—glucmnlde Khéng cd I:ang chiing ¢6 y nghia vé viéc thay ddi phuong thiic chuyén hoa do sulphonamid,
yein. Do vy, tuang tac tuong tng do cht nén CYP 450 209 va 344 a khang thé xdy ra.

y 1hayer
Thaitrir

Sau khi ding dudng tinh mach, bromhiexin ¢ ty 1 ly trich cao trong pham vi cia luu lugng méu qua gan, 843 - 1073
mL/phut dan dén 89 khac biét In giifa cdc cd thé va trén ciing mét cd thé (CV > 30%). Sau khi ding bromhexin c6
danh ddu phang xa, khodng 97,4 %+ 1,9 % liéu duoc tim thiy dudi dang cd phong xa trong nufdic tiéu, vél dang hoat
chit gdc dudi 1%. Ndng 46 bromhexin huyét tuong gidm theo cap 8 mil. Sau khi udng don liéu tir8 - 32 mg, nda dii
théi trir cudi ndm trong khodng 6,6 - 31,4 gidL Niia doi thai trislién quan 8 dy dodn dugc ddng hocda lidula khodng 1
i1, dovay khang cd sutich Iy sau khi diing da lidu (hé sé tich Iy 1,1).

Téng qudt

B?mhﬂhthé hién dugeding hocti 1 vdiliéu diing trong pham vi tir8 - 32 mg sau khi dung duting udng.

Khing cd difliéu duoc ding hoc cia bromhexin trén bénh nhan cao tudi hodcbénh nhan suy gan hodcsuy thin. Kinh
nghiém Em sang khing cho thay nhimg vin 3 lién quan dén tinh an toan trén nhing ddi tugng nay.

Ciing chira cd cac nghién o vé tugng tac vdi thudc ching ddng mdu dang ubing hodc digoxin, Dugc ddng hoc cla
bromhexin khéng bj dnh hudng lién quan khi diing déng thii ampicillin hodc oxytetracyclin. So sinh trudc dé khing
thay tuang tac tueng dng gitia bromhexin va erythromycin.

Khing c6 bt ky bdo cdo tuang tic lién quan trong théi gian dai luu hanh thudc gai y khé ndng tuong tic khing ding
ké v cic thudcnay.

Baoquan

Khingqud 30°C.

Bdo qudn noi khd mat va tranh dnh sang.
Quycich@onggéi

Hap 1 chai thity tinh 60mL.

Handing
36 thang ké titngay sin xudt.

San xudt béi

PT. Boehringer Ingelheim Indonesia
. Lawang Gintung Ne.89
Bogor — Indonesia.
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