ONG DAN SU DUNG THUOC

https://trungtamthuoc.COM{yiGoAar SUSPENSION 50 ML

o Doc kj hieémg dan sir dung truece khi dimg. Néu can thém thong tin, xin hoi y kién bde s7 hodc dege si.

e Thing bdo cho bac si nhitng tic dung khing mong muon gap phai khi sir dung thudc.

o D¢ thudc xa tim tay tré em.

o Khong ding thuic qud han in trén bao bi.

1. Tén thube: Amgoal suspension 50 ml

2. Thanh phéin céng thirc thudc:

M3i 5 ml chira:

Hoat chdt:

Fexofenadin hydroclorid 30 mg

Ta duepe:

Sorbitol long, sucrose, propylen glycol, dinatri edetat, propyl hydroxybenzoat, butyl hydroxybenzoat, xanthan gum, poloxamer 407,
titan dioxyd, monobasic natri phosphat (dihydrat), dinatri hydrogen phosphat dihydrat, hromg diu S-798, acid citric monohydrat,
nude tinh khiét.

3. Dang bio ché: Hén dich udng

M@ ta: Hén dich mau tring hodc tring nga ¢o vi ngot va hwong dau.

4. Chi djnh:

- Giam triéu chimg viém miii dj img v& viém miii dj img theo miia & ngudi Iém vé tré em trén 2 tudi

- Giam tridu chimg mé day & ngudi 16m va tré em tir 6 thang tudi

5. Cich diing, liéu ding:

Tré em:

Viém miii di vmg va viém miii di ing theo mia:

Tré em tir 2 dén 11 tudi: 30 mg (5 ml)/in x 2 lan/ngay

Mé day:

Tré em tir 6 thang dén 23 thang: 15 mg (2,5 m1)/1in x 2 lin/ngay

Tré em tir 2 dén 11 tudi: 30 mg (5 mi)/lin x 2 lin/ngay

Nguwri Im vi tré em trén 12 tudi:

Viém miii di tmg: 60 mg (10 ml)/lén x 2 lan/ngdy

Viém miii di img theo mua: 120 mg (20 ml) hodc 180 mg (30 ml)lan/ngay

Mé day: 180 mg (30 ml)1in/ngay

Khong cin thiét phai diéu chinh liéu & nhimg d6i trong ngudi gia, bénh nhin suy gan, suy thin.

Cédch diing: Lic d&u tnrde khi sir dung dirdmg udng.

6. Chéng chi djnh:

Bénh nhén min cam véi bit cir thanh phin nio cha thude.

7. Canh béo va thin trong khi ding thude:

Cic dir ligu sir dung thudc trén nguoi gia, bénh nhan suy gan, suy thin con han ché nén can than trong khi sir dung thuée trén céc
d6i tugng nay.

Bénh nihén co tién sir bénh tim mach hodic bénh tim mach dang tién trién ciin dirge canh béo ring cic thude khang histamin thuimg
di kém v6i cée tic dung khong mong mudn 14 tim déip nhanh, dénh tréng nguc.

Thuée ¢6 chira sucrose: Bénh nhin c6 céc véin dé di truyén hiém gap vé bt dung nap fructose, kém hép thu glucose-galactose hofic
thiéu hyt sucrase-isomaltase khong nén sir dung thude nay. Can than trong khi sir dung thude & bénh nhan déi thao dudng.

8. Sir dyng thude che phy nir c6 thai va cho con bi:

Sir dung thuic cho phu nir cd thai:

Khéng c6 d dif liéu vé viée sir dung fexofenadin hydroclorid & phu nif c6 thai. o

Céc nghién ciru han ché trén déng vat khong chi ra céc the dung bét loi truc tidp hodic gidn tiép trén phy nif ¢6 thai, s phét trién
ciia phoi thai/thai nhi, qu trinh sinh n& va sau sinh. Fexofenadin hydroclorid khéng nén sir dung cho phy nit 6 thai, trir khi rd
rang I cin thiét.

Kha ning sinh san: (

Khéng co céc dir ligu trén ngudi vé anh hutmg cia fexofenadin hydroclorid trén kha ndng sinh san. Trén chugt, dicu tri bing
fexofenadin hydroclorid khéng giy anh hirémg dén kha ning sinh san.

Sie dung thube cho phu nit cho con bii:

Khéng c6 dif ligu vé nong 46 thude trong sita me sau khi diing fexofenadin hydroclorid. Tuy nhién, khi sir dung terfenadin véi phu
ni¥ cho con bii, fexofenadin ¢ duoc bai tiét vao sita me. Do d6, khong khuyén céo sir dung fexofenadin hydroclorid dbi véi phu nit
dang cho con bi.

9. Anh hwéng cia thutc 1én kha ning 14i xe, vin hinh mdy méc:

Dura trén théng tin dugc 1y va cdc tdc dung khong mong mudn duge ghi nhin, fexofenadin hydroclorid khong chic sé gay ra cac
anh hudng trén kha nang lai xe va van hanh miy moc. Trén céc xét nghiém trén cac ddi tugng, thudc duge chi ra 1a khéng giy ra
cic anh hudng 1én chirc ning hé thin kinh trung wong. Piéu niy ¢6 nghia 1a bénh nhén ¢6 thé 14 xe hodc thyc hién cic cong viée
ddi hoi sy thp trung. Tuy nhién, dé nhén dién nhimg ngudi nhay cdm cb cic phan tmg bit thudmg véi thube, nén kiém tra déi véi
timg cé thé trre khi 14i xe hodic thye hién cée cong viée phire tap.

10. Twromg tde, twomg ky, ciia thude

Fexofenadin khong chuyén héa & gan nén s& khéng twong tic véi cac thude ¢b chuyén héa & gan. Ding ddngthii fexofenadin
hydroclorid véi erythromyein hodc ketoconazol 1am ting gip 2-3 1n néng d§ fexofenadin trong méu. Thay d6i nay khéng kém
theo anh hwémg trén khoang QT va khéng di kém véi sy ting cfic tic dung khong mong muén so véi khi ding thude don 1€.

Cic nghién ciru trén ddng vt chi ra ring ting néng dd trong méu cia fexofenadin sau khi ding déng theri véi erythromycin hofic
ketoconazole |4 do ting hip thu & duong tiéu héa va déng théi gidm thai trir twong tmg & mét hoic duéng tiéu hba.

Khéng 6 twong tic gitta fexofenadin vi omeprazol. Tuy nhién, ding cic antacid c6 chira nhdm va magnesi hydroxyd 15 phit tnrée
khi diing fexofenadin gay ra gidm sinh kha dyng do giam lién két & dwdmg tiéu hoa. Khuyén cdo nén dimg cdc thude nay céch nhau
khoing 2 gid.

11. Téc dyng khéng mong mubn ciia thube:

Phin logi tin sudt:

Rit thuemg gip: ADR = 1/10

Thieong gdp, 1/10 > ADR = 1/100

It gap: 1/100 > ADR > 1/1000

Hiém gap: 1/1000 > ADR > 1/10000

Rit hiém gip: 1/10000 = ADR

Chua biét (tdn sudi chira duge tinh todn tir cac di ligu)

Trong mdi nhom tén sufit, tic dyng khéng mong mudn dugc sip xép theo chiéu giam din mire 49 nguy hiém.
& ngudi 1ém, céc tic dyng khéng mong muén sau déy dd dugce ghi nhin trén thir nghiém 14m sang, véi sw xudt hién twong tr dwgc
ghi nhan trén nhém placebo.

R6i loan than kinh trung wong:

Thudng gi: dau diu, budn ngi, hoa mit

Réi logn tiéu hoa:

Thuémg gép: budn nén

Todn thin:

ft gip: métmai ey

Cic thc dung khong mong muén sau diy dugc ghi nhan sau khi thude luu hanh trén thi truong, Tin suat thudng 1a chua biét

Réi loan hé mién dich

Phan (mg qué man véi cac biéu hién nhu phi mach, tire ngyc, kho the, o bimg va phin vé toan thin.

Réi logn tim than

Mét ngl, nbng niy, rbi loan gi.ﬁc ngt hodic gip ic ming.

Tim mach

Tim dip nhanh, danh tréng ngye

R6i logn tiéu héa

Tiéu chay

Réi logn da va mé duii da

Ban da, miy day, ngira.

Théng béo cho béc si nhitng tic dung khing mong mudn gdp phdi khi siv dung thude

12. Qué lidu va chch xir tri: '

Hoa mit, buén ngii, mét méi va khé mdm di dwge ghi nhin khi ding qua lidu fexofenadin hydroclorid. Nguoi khoe manh sir
dung liéu don 1én dén 800 mg va cic lidu 690 mg x 2 lin/ngay trong 1 thang hojc 240 mg x 1 lin/ngay trong 1 nim duge ghi

nhin khéng thiy sy phat trién cia cc tdc dung khéng mong mudn nghiém trong trén 1im sing khi so sanh véi nhom placebo.
Liéu dung nap tHi da cia fexofenadin hydroclorid viin chira dugc thiét lip.

Nén cin nhiic logi bé phin thude chua dwoe hip thu ra khéi co thé. Khuyén cdo diéu tri triéu chimg va didu tr h3 trg, Thim tach
mau khdng ¢d hi¢u qué trong viéc loai fexofenadin hydroclorid ra khéi méu.

13. Dic tinh dwge Iye hoe:

Nhém duge 1: thude khang histamin. Ma ATC: RO6AX06

Co ché:

Fexofenadin hydroclorid 14 thudc khéng histamin H, khdng giy budn ngi. Fexofenadin 1a chiit chuyén hoa c6 hoat tinh durge 1y cla
terfenadin.

Hiéu qua vi an toan:

Céc nghién ciru sau khi sir dung liéu don 12 liéu 2 lan /ngay cia fexofenadin hydroclorid chi ra ring thude thé hién tic dung khang
histamin trong vong mft gio sau khi dung thudc, dat dinh sau 6 gio va kéo dai 24 gié. Tén tai mot méi twong quan lidu-dap (mg
trong khodng Tiéu 10 mg dén 130 mg. Mé hinh nghién ciru hoat tinh khéng histamin chi ra réing liéu 130 mg 12 lidu ti thiéu dé duy
tri tac dyng kéo dai trong 24 gi. Cac nghién ciru 1am sing trén viém mii dj émg theo mila chi ra ring lidu 120 mg li du dé duy tri
the dung trong 24 gid.

Khi so sanh v¢i nhém placebo, khéng ghi nhin sy khac biét vé khoing QT & bénh nhén viém miii di (mg theo mua sir dung
fexofenadin hydroclorid khi dung liéu 240 mg x 2 lan/ngdy trong 2 tuéin, Twong tyr, khong c6 sw thay doi dang ké vé khoang QT &
ngudi khée manh khi diing fexofenadin hydroclorid 60 mg x 2 lin/ngdy trong 6 thang, 400 mg x 2 lan/ngay trong 6,5 ngdy va 240
mg x 1 lanmgay trong 1 nam khi so sanh vai nhom placebo.

14. Pie tinh dwge djng hge:

Hap thu:

Fexofenadin hydroclorid-dwoe hép thu nhanh vao méu sau khi uéng, véi Ty khodng 1-3 gidr. Gid trj Coms trung binh khoang 427
ng/ml sau khi ding liéu 120 mg x 1 lan/ngéy.

Phin ba:

Fexofenadin lién két khoing 60-70% vdi protein huyét twong.

Chuyén héa va thi trie: |
Fexofenadin tri qua sy chuyén hoa khong dang ké, bai no 1a hoat chat chinh duy nhit dugc phan lip & nudc tidu va phiin cia dong
viit vt nguoi. Ning d§ trong huyét trong cia fexofenadin giam theo ham sé mii véi théri gian ban thai khoang tir 11-15 gié sau khi
ding da lidu. Duge ddng hoc ciia fexofenadin tuyén tinh véi liéu 120 mg x 2 lin/ngdy. Con dudng thai trir chinh 13 thai trir qua mét
trong khi khoang 10% liéu ding dwrge thii trir duéi dang khong bién d6i qua nurée tiéu.

15. Quy edch dong goi: Hip 1 lo 50 ml

16. Diéu kién bio quin, han diing, tiéu chuin chét lwgng ciia thude:

Diéu ki¢n bdo quéin: Bio quan noi khd mat, & nhiét d6 khong qua 30°C, trénh dnh sang.

Han diing: 24 théng ké tir ngdy san xuét,

Tiéu chuin chit lrgng ciia thude: Nha san xuit

17. Tén, dja chi co si sin xuit thube:

The ACME Laboratories Ltd.

Dia chi: Dhulivita, Dhamrai, Dhaka, Bangladesh



