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Ambroxol Hasco
B¢ xar -tk faw fre em
Bog k¢ larcmgy dan s dung e ki ding
Thaerg hao ngay cio bae s§ hoge dige sy ”‘lﬂ}ﬂgp-ilw; i c6 hai
gdp phai khi see dung thude

L. THANH PHAN CONG THUC THUOC

Méi Sml siro eo chim:

Théth phaint hogt ehie: ambroxol hydrchloride 30 myg

Thiihy phis td diere: Socbitol liquid (non-crystallising). gyeeral, benzoic acid, progy lene ghyeol, peach
flavour AR 0059, sacclurin sodium. purified water.

2, DANG BAO CHE
sire khing mau, trong suot, ¢b huong Jdae.

3. CHI BINH
Biéu trj cie bénh cdp v man tinh & phoi va phé quin Tign quan dén suy giam tiét chit nhiy v
gham viin chuyen chit nhay,

4. LIEU DUNG, CACH DUNG

Litu diing:

Niguréri 16m va tre em trén 12 tudi: 10 ml x 2 lin'ngdy,

Liéu ding khuyén cao wong rwong hop mic viém duomg hé hip cdp v trong giai doan diu didy
tri cae bénh ve duimg b hip min tink, trong 14 ngiy didu tr diu tén,

Tre em pir 6 wdi dén 12 woi- S ml x 2-3 Kin/ngiy.

Tré em tir 2 dén 6 tudi: 2.5 ml x 3 lin/ngdy.

Tre em tir 1-2 tuéi: 2.5 ml & 2 ln‘ngiy.

Litu ding trén duge khuyeén cio sir dung trong gisi doan ddu dica trj. Lidy ding oo thé giam
mit nim sau 14 ngdy diéu 1.

Ciach dang:

Thudie cin durge dinh lidu bing ede dong hode thia dong kém theo,

Cdh thié udng thude clng hode khing cing thire @n.

Khing nén ding san phim nay trede khi di ngu.

S CHONG CHI DINH
(ua mdn véi hogt chit hay bit ky thanh phan ta duge nao cua thude,

6. CANIH BAO VA THAN TRONG KHI DUNG THUOC

P eo hio cdo v cie phin img da nghidm trong lign quun dén sir dyng ambrosol byvdrochloride
nhur hrl-lnu ban da dang, hdi chimg Steven-Johnson (5J8). hogi 1 hidu bi nhidgm dioc (TEN) va
héi chimg ngogi bun mygn ma iedn thin cip tnh (AGEP)

Néu edc diu higu va tridu chimg cua phit ban da tién trién (001 khi lién quan dén phing rop
hode tn thuong niém mye), nén ngimg diéu trj bing ambroxol hydrochloride ngay ldp tie vi
hor ¥ Kien cua bae 3.
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Trong giai dogn dau coa hdi chimg Stevens-Johnson hode hoai tir biéu bi nhidm doe, bénh nhin
i thé ¢d hidu hidn gidng cim khong d3c trumg (tién tridy chimyg ) nhir s, daw nhire toin thin,
viém mili. ho va dau hong, Cace tridu chimg gidng cim khong die timg oo thé b didu 1ri nhim
lin bing thude ho vi thude cam lanh.

Ven bénh nhin suy thin hode suy gan ndng. chi duge sir dyng ambroxol hydrochloride khi ¢d v
kifn tu vin tir bac si Cing nhu cic san pham thudie khie duoe chayen hoa o gan va sau 36 thii
trir qua thin, o0 the xay ra teh wede chit chuyén hia cun ambroxol trong cor thé & bénh nhiin
suy thin ndng.

Canh bio lién quan dén ta duye

Thude chira 10 mg Benroic acid trong midi 5 ml, tromg duomg viri 2 me'ml.

MOt § mL thudc chim 1.75 ¢ sorbitol, nromg (mg véd 7.0 g sorbitol trong lidw khuvén cao hang
ngly cao nhit cua thude (20 ml). Bénh nhan ¢b van 4& di truyén hiém gp vé khong dung nap
fructose khing nén dimg thude iy,

San phim b theé o e dung nhudn fring nhe

7. SUDUNG THUOC CHO PHU NTTCO THAI VA CHO CON BU

Phu nir ¢h thai

Ambroxol hvdeochlorde i gua hing rio nhay thai. Cic nghién cir tién lim sdng khong chi ra
ciic tac dyung co hai trpe tiép hofic gidn tiép Adi v qud trinh mang thai, sy phat trién coa phai
thii/thai nhi. qua trinh sinh nd hodic sy phat trién sau khi sinh.

Dwa trén kinh nghigm lim sang mo rimg o phy nit mang thai saw 28 wan, khong phat hién e
dung et hai ndo d8i vird sie khoe cua thai nhi. Mjc di viy, cic bién phip phing ngir théng
thuemg nén duoe thire hign khi sir dung san phﬂm thuic niay o phy nir mang thai. Bac bi&t
khdng kKhuyén edo s dung ambroxol hydrochloride trong ba thing diu cia thai ky,

Phu nir cho con bi

Ambroxol hydrochloride duge bai 1iét qua sia mg. Mac dio khong gay hai cho tré so sinh bi
sira g, khiing khuyen cdo sir dung ambroxol hyvdrochlodde & phy nir dang cho con b,

hha niing sinh san

Cdc nghién ciru tien 1am sang khéng chi m tic dung ¢6 hai tre tiép hodc gidn tiép lién quan
dién die tinh sinh san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAIXE, VAN HANH MAY MOC
Khong ¢o bing chimg v¢ anh huimg cia thude dén kha niing lii xe va vin hinh may moc.
Chira co nghién el ndo vé tie dijng coa thude Ién kha ndng lai Xe va vim hinh may moc duge
thire hign.

9, TUONG TAC, TUONG KY CUA THUOC

Chura ¢o bing chimg nio cho thiy o6 wong tic bde loi ding ke vé mat 1im sang khi ding phoi
hop v cic thude khic.,

Khimg nén ding dong thin ambroxol hydrochloride véi thude giam bo (vi dyu: codeine), vi
chimg ¢b thé ire ché phan xa ho va giy kho khiin cho vige khac dém long tir phé quan,
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1. TAC DUNG KHONG MONG MUON CUA THUOC

Cic phin tmg o6 hgi duoe phin nham theo tin sudt: rdt thidmg plip (ADR > 1/10), thuong 2dp
(1100 < ADR < 110) i glp (11000 < ADR < 1/100), hiem £ip (110000 < ADR < 1/ 1000}
va ridt hiem gdp (ADR < 1/10000), vi khing rd (khdng thé woe tinh tir dit ligw sin co),

Phin logi hi thong va oo quan T¥ If méc binh

Roi logn hé thin kinh
| Réi logn i gide Thuimg gép

Risi logn it hip, limg ngiee va trung thit - I

Giam cam gide hau hong Ihumg gip =
Rii logn I thimg mién dich

Phin tmg qud min Hiém gap

Phan umg phan v¢ bao gdm soc phan vé, phir mach v ngua | Khéng rd

Rai logn tiéu hda '
| Buon non | Thuimg gap

Giam ciam gidc & miéng I'hiimg gip

Tidachty it eap

kb tiéu | Tieap -

Eyau bung It gip

Kha niém mac miéng It gip

Nan mua It gaip

Khdé ¢o hong Khéng ré

Rai logn da v mé dudi da a '

Phat ban da Hiém gip

Nii me day Hiém gap

Phan tmg nghiém trong trén da (hao gom: hdng ban da dang. hoi | Khong rd

chimg Stevens-Johnson, hogi W bigu bi nhiém djc, mun mi

ngoai ban todn thin cap tinh)

I, QUA LIEU VA CACH XU TR

Cho dén nay. chua co bio cdo vé trigu chimg cy thé ndo cua tinh trang qua lidu duge quan sit &
ngudr. Dy trén bao cho vé trrong hop vo tinh ding thuoe qua lidu vivhode sai st trong ding
thuoe. cic trigu chimg quan sat duec phit hop v cie we dung khing mong mudn i bidy o lidy
khuvén cao va b the win dhrre dicu trj tridu chimg.

12, CAC PAC TINH DUQC LLC HOC

Nhim dirge I¥: Thudc long dim (tiéu chit nhiy),

Ma ATC: ROSCBOO

Cde nghién etru tien m sing cho thiy ambroxol hydrochloride lam tang tiét chit nhiy trong
diimg hid hip, lam ting san xudt chit hoat ding bé mat phoi va cai thién chire ning cun long
mao coa hidu mo dwimg hd hip. Do do, logng chit nhiy tng 1@n v qud trinh vin chuyén
(thanh thisi chit Tﬂ'hlli}'l duge cal thién, diéu nay di diwge chimg minh trong cde nghién ciu lam
sang duoe v,

Ting tiét chit nhay vii thanh thai chat nhiv giup long démy va giam ho,
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Trong cie nghién el sir dung md hinh mit tho, the dung giv 18 cue bd cia ambroxol
hydrochloride da duge quan sat thily, didu nay ed the duoe gini thich thong qua chen kénh natri,
Cic nghién cirg in vitro a8 chi r ring ambroxoel hydrochlonde chen ede kénh natri duge nhin
bian trong ¢ bdo thin kinh; sy lién két ndy cd the hii phue va pho thude vio ndng da.

Ciic nghién el in vitro 48 chi ra ring ambroxal hyvdrochloride lam giam ddng ké sy giai phéng
cde cytokine tlr che té bao dem nhdn va 16 bio da abdn O miu vi cde mo.

Ciam dang ke tinh trang dou hong v &6 hong 48 duge chimg minh trong cac tha nghiém lim
sang ¢ nhimg bénh nhdn b viém hong.

Cac dic tinh duge v nay phit hop vén quan sat bd sung duge thue hién tong cac nghién ciu
dinh gid hidu qua lam sing cua ambroxol hydrochloride trong diéu tr cie tridu chimg duimg
his hap trén, giip giam dou nhanh ching va gism khé chiu lién quan dén i, mii va khi quan
sau khi hit phai.

Sau khi ding ambroxol hvdrochloride, r1¢"1r|g. d6 khing sinh (amoxicilling  cefuroxime.
erythromycin) trong dich tié1 phé quan phoi vi trong dim ting fén.

13, CAC PAC TINH DUQC DONG HOC

Hip thu

Sy hip thu cun cde dang hao ché giai phéng tic thid ding dudmg udng cia Ambroxol
hydrochlonde [ nhanh ching v hodn toan, voi sy tuyén tinh theo lidu ding trong khoang 1
ligu,

Ning di dinh trong huyét tuomg dat duge kboing 1-2.5 gilr sau khi uing dang gigi phong ngay
vi trung binh 13 6.5 gier sou khi udng dang giai phong chim.

Phin bi

Sy phin bd ambroxol hvdrochloride tir miu $én cie md nhanh chong vii rd réL, trong d6 phii 14
N i n."’mg 40 hog chat cao nhar, The tich phin bo sau khi mfmg duwoc wd tinh la 5352 L.
Trong gio han trj liéu, s gfm két v protein hu}'ét tromg duoe chomg mink 14 Khodng 900,
Chuyén hod vis thai trir

Khoang 30% lidu udng duoe thai tr gua chuyén hoa lin diu.

Ambroxol hydrochloride duoc chuvén hoa chi véu o gan nhér glecuronid héa vi mit phan
dupe tach thanh scid dibromoanthrunilic (khodng 10% lidu ding), ngodi ra con cd mit sb chit
chuvén hoa nho khic. Cac nghién cir trén microsome & gan nguid 88 chi ra riing isoenzyme
CYP3A4 chiu trich nhiém chuyén hoa ambroxol hvdrochloride thanh dibromoanthranilic acid.
Trang vong 3 ngay sou khi uong. khoang 6% liéu ding duoe pind phong dadi dang 1 do va
khoang 26% lidu ding dudi dang lién hop trong nude tiéu. Thed gian bin thai cudi cling cla
ambroxol hydrochlonde 1a khoang 10 gicn D% thanh thil todn philn xidp xi 660 ml phit va do
thanh thii thin chiém khodng 8% thunh thii toin phin,

Sau 5 ngay. woc tinh 83% Tﬁng liew idrre dinh i phéng xp) by dio thal trong mude tidu,

Péi tugmg dic bidt

(3 nhimg hénh nhin by suy glam chire ndng gan, thai wir ambroxel hydrochloride by giam, din
dén ming 46 trong huvét wong ting khoang 1.3 - 2 lin. Do khoang diéu tr} cua thuse rdng nén
khing cin diéa chinh lidu,

Nhirng dii twgmng khie

Tudi tde vi gici tinh & duge chimg minh khong dnh heomg ddng ké dén duge dong hoe cun
ambrixol hvdrochloride vé mat ldm sang va do 46 khéng cdn didu chinh lidu,

Khimg cd bing chimg v&¢ anh huomg cun thie &n dén sinh khi dung et ambroxol
hvdrochloride.

WeNmEr e 0w
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14. QUY CACH PONG GOI
Fiop 1l x 30 mil.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA
THLOC

a. Didu Kign bio quin:

Bao quan trong hao bi poc tgi nhidt do dudi 30°C

h. Han dung:

24 thiing k& tir ngdy san xudt,

Han sir dyng sau lin mo diu tién: 6 thang,

¢. Tifu chuin chit lwgng:

TCCS,

16, TEN, DJA CHI CUA CO SO SAN XUAT THUOC
Cor sr sin xult; Precdsichiorstwo Produkeji Farmaceatycencj HASCO-LEK S.A.
[¥a chi: ul, Cugeniuses Kwiatkowskiego 9, Siechnice, 55-011. Poland (Ba Lan).




