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Huong dan su dung thuoc
RX Qi pern
*Siro APITAZON
“Doc kjj huéng dan sic dung trieée khi ding”
“Dé xa tim tay tré em”
“Thudc nay chi ding theo don thuéc”
Thanh phén trong 5 ml sird
Thanh phan dugc chit:
i T L T —— 0,25 mg
Dexchlorpliehir@ning MIBIEER. .o i i i G i issiois somtiesoremsssseerms mesessemts 2 mg

- Thanh phan ta duge: Anhydrous citric acid, sodium benzoate, ethanol 96%, propylene glycol, alura
red, ducmrr tlang sorbitol 70%, tutti frutti flavor, nudc tinh khiét.

Sir6 APITAZON dugc chi dinh dé diéu tri trong cac trudng hop phan ng dj ng trén da, mét va vén
dé hé hap

- Di @ng bui nghiém trong, phan hoa, viém da di g, viém mii di ing kinh nién, hen phé quan,
bénh huyét thanh va cac tuUng tac thude khic.

Viém gaac mac, viém két mac di mg, viém mang mach vdng mac, viém mang mach nho, viém
monu mat, viém thé mi.

e Ciich ding:
Thude dung duong uong. Nén udng thudc sau khi an va trude khi di ngu.

Déi voi tré em tir 2 den 12 tudi: Nén str dung Sird APITAZON dong chai 30 ml/ 45 ml/ 60 ml/ 75
ml/ 90 ml. Str dung, cbe dong c6 chia vach duoc dinh kém trong sén pham dé chia liéu cho mdi lan
udng.

o Liéu ding:
Nguoi lén va thanh thiéu nién trén 12 tuéi: 5 ml/ 1an, 3 - 4 1an/ ngay. Khong ding qua 30 ml/ ngay.
Tre em nie 6 dén 12 1oi:2,5 ml/ 1an, 3 lan/ ngay. Khong ding qua 15 ml/ ngay.

Tré em tir 2 dén 6 tuoi: 1,25 ml/ lan, 3 1an/ ngay. Khéng dung qua 7,5 ml/ ngay.

Liéu lugng cho tré em va tré nho cin dua vao d§ nghiém trong cia bénh va vao dap tng cua bénh
nhan hon la chi bim hoan toan vao licu lupng theo chi dinh ctia tudi tac, thé trong hodc vao dién
tich co thé.

Cac trieu chirng tiéu hoda co thé giam nhe, néu udng thude cing thire in hoic sira.
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Lidu lugng uin dua vao sy dap (mg va sir dung nap cta ting ca thé bénh nhan. Néu sau khi dat dap
(mg mong muén, can giam liéu lugng theo timg nac nho cho toi khi dat mic thap nhat ma ¢6 the
duy tri duoc dap img lam sang day di. Can ngimg thudc cang sém cang tot.

Khi diéu tri kéo dai, cdn ngiing betamethason dan dan tirmg budc mot.

Néu quén uéng mot lidu thude, nguoi bénh uong ngay khi nho. Tuy nhién, néu gan thoi gian udng
liéu tiép theo thi bo qua lidu da quén. Khong udng gap doi liéu dé bu liéu da quén.

Khéng co yéu cdu ddc biét vé xir Iy thudce sau khi sir dung.

INH
Qua man véi betamethason, dexclorpheniramin maleat hodc bat ky thanh phan nao cla thudc.

Neudi bj hgnh heu duromg, tam than, loét da day va hanh t4 tring, trong nhiém khuan va nhiém virus.
trong nhiém ndm toan thén, loét miéng ndi va & nguoi bénh qua man v6i betamethason hoac cac
corticosteroid khac.

i TR £ s G Fa ik
Nguoi co nguy co bi tieu lién quan dén rdi loan niéu dzo tuyen tién liét.
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Betamethasone;

Phai ding corticosteroid thdp nhat co thé dugc dé kiém soat bénh dang dicu tri; khi giam liéu phai
giam din timg budc mot

Thén trong trong truong hop suy tim sung huyet nhdi mau co tim méi mic, ting huyet ap, dai thao
duong, dong kinh, glaucom, thiéu ning tuyén giap, suy gan, lodng xuong, loét da day, loan tam than
va suy than.

Ngudi bénh lao tiém an phai dugc theo dai chat ché va phai ding hoéa du phang chéng lao, néu liéu
phap corticoid phai kéo dai.

Nguy co thily ddu, va c6 thé ca nhiém Herpes zoster nang, tang ¢ nguoi bénh khéng c¢ kha nang dap
ing mién dich khi ding corticosteroid dudng toan than va nguoi bénh phai tranh tiép xiic vai cac bénh
nay.

Khong duge ding cac vaccin sdng cho nguoi bénh dang dung liéu phap corticoid dudng toan than lidu
cao va ca it nhat trong 3 thang sau.

Trong qua trinh ding liéu phap corticoid dai han, phai theo déi ngudi bénh déu dan. Co6 thé can pha
giam luwong natri va bd sung calci va kali.

Dexchlorpheniramine maleate:

Bénh nhan Ién tudi co nhiéu kha nang bi ha huyét ap tu thé, bi chéng mat, budn ngu, bi tao bon kinh
nién (do ¢6 nguy co bi tic liét rudt); bi sung tuyen tién liét; bénh nhan suy gan, suy than ning do co
nguy co tich ty thude; tranh udng rugu va cac thude chira ruou trong théi gian diéu tri.

Canh bdo ta dwge:

Ethanol: Thube nay ¢6 chira | luong nho ethanol (Alcol), dudi 100 mg trong méi 5 ml.
Sorbitol, dwong tring:

Thude nay co chira 2000 mg sorbitol trong mdi 5 ml tuong duong voi 400 mg sorbitol / 1 ml.

Néu bénh nhan (hodc bénh nhi) duoc chan doin cé r6i loan dung nap voi mot so loai dudng nhét dinh,
hodc néu bénh nhén bi rdi loan khéng dung nap fructose do di truyén, mot roi loan di truyén hiém gap,
ma bénh nhéan RhonLIhL. tiéu hda fructose, hay hoi y kién bac st khi dung thude nay,

Sorbitol co thé gdy nhiing tri¢u chirng tiéu héa kho chiu va cho tac dung nhudn truong nhe khi dung
duong udng & mirc bang hodc 16n hon 140 mg/ kg/ ngay.

Sodium benzoate:

Thudc nay c6 chira 20 mg sodium benzoate tr ong moi 5 ml tuong duong véi 4 mg sodium benzoate/ |
ml. Co thé lam tang nguy co vang da, vang mét & tré so sinh (4 tuan tudi tro xuong).
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Phyu niv mang thai:

St dung corticosteroid khi mang thai hoac ¢ ngudi ¢o kha nang mang thai phai can nhac lgi ich va
nguy co cua thudce dbi véi ngudi me va phdi hodc thai nhi. B ghi nhan ¢6 su giam can & tré so sinh
khi nguoi me da didu tri bfmg corticosteroid dai han. Tré so sinh ma me da dung nhing lidu
corticosteroid déng ké trong thdi ky mang thai phai dugc theo dai cin than vé cac dau hiéu giam nang
tuyén thuong than.

Phu nit cho con bii: Thude bai xuit vao sira me va c6 hai cho tré nho vi thude e ché sy phat trién va
gay cac tac dung khong mong muon khac, vi du giam nang tuyén thugng thén. Loi ich cho ngudi me
phai duoc can nhac voi kha ning nguy hai cho tré nho.
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Betamethasone

Paracetamol: Corticosteroid cam tng cic enzym gan, lam ting tao thanh mot chét chuyén héa cta
= o [ v 5

paracetamol doc doi voi gan. Do do, tang nguy co nhiém ddc gan néu corticosteroid duoc dung

cung voi paracetamol liéu cao hodc truong dién.

Cac thude chong dai thao duong udng hodc insulin: Glucocorticoid [am tang nong d glucose nén
cin thiét phai diéu chinh lieu ciia mot hodce ca hai thude khi dung dong thoi.

Glycosid digitalis: Dung dong thoi véi glucocorticoid ¢é thé lam ting kha nang loan nhip tim hogc
doc tinh caa digitalis kem véi ha kali huyét.

Phenobarbital, phenytoin, rifampicin hodc ephedrin: Lam ting chuyén hoa cha corticosteroid va
l[am giam tac dung diéu tri cta ching.

Céc thude chong déng loai coumarin: Khi dung ddng thoi cling corticosteroid lam ting hodc giam
tac dung chong dong, nén can thiet phai diéu chinh lieu.

Chéng viém khéng steroid hodc ruou: Khi ding phdi hop véi glucocorticoid ¢6 thé dan dén tang
xuat hién hofic ting mirc do tram trong cia loét dudng tiéu hoéa. Corticosteroid lam ting nong do
salicylat trong mau. Phai than trong khi dimg phdi hop aspirin véi corticosteroid trong truong hop
giam prothrombin huyét.

Dexchlorpheniramine maleate

Thuoc Grc ché mono-amino-oxydase (MAOI): Lam kéo dai va ting tic dung ctia cdc thude khang
histamin; gdy ha huyét ap nang.

Ruou, thuoe chdng tram cam 3 vong, barbiturat hodc cac thuoe lam e ché hé than kinh khac: Lam
ting tac dung an than cua dexclorpheniramin maleate

Thuoce chong dong: Tac dung ctia cac thuée chong dong dudng uong bi e ché boi cac thude khang
histamin.

Betamethasone

Céc tac dyng khong mong muon clia betamethason lién quan dén ca liéu va thoi gian diéu tri.
Thuong gap, ADR > 1/100

Chuyén hoa: Mat kali, gilt natri, gitr nude

N1 tiet: Kinh nguyét that thuong, phat trien hoi chimg dang Cushing, tre ché tang trudng cua thai
trong tir cung va cia tré nho, giam Jung nap glucose, boc 1o dai thao dudng tiém an, taing nhu cau
insulin hodc thuoe ha dudng huyét ¢ nguoi dai thao duong.
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- Co xuong: Yéu co, mat khéi lugng co, lodng xuong, teo da va dudi da, ap xe vo khudn.

It gap, 1/1000 < ADR <1/100
- Tam than: Sang khodi, thay d6i tam trang, tAm cam nang, mét ngu.

- Mait: Glocom, duc thé thuy tinh.

- Tiéu héa: Loét da day va co thé sau do bi thing va chay mau, viém tuy, truong bung, viém loét
thuc quan.
Hiém gép, ADR <1/1000

- Da: Viém da di ung, may day, phu than kinh mach.

- Than kinh: Tang ap luc noi so lanh tinh

- Khac: Cac phan ing dang phan vé hodc qua man va giam huyét ap hoac tuong tu soc.
Dexchlorpheniramine maleate

Tac dung khong mong mudn hay gap nhét ctia dexclorpheniramin maleat la budn ngu, nhirc dau,
kho miéng, kho mii hong, hoa mit, yéu mét, roi loan tiéu hoa nhu chan an, budn ndn, téo bon, tiéu
chay.

Huoéng dan xir tri ADR: Cac ADR nhe c6 thé ty khoi. Can theo ddi céc tac dung khong mong mudn
va didu tri tridu ching. Phai nging thude va bao cho bac si hodc dén bénh vién ngay lap tic khi co
biéu hién tic dung khdng mong mudn nang.

Bio cio cac phin wng ¢6 hai: Hay bao cho bac si, dugce st néu ngudi diing thude nhén thay bat ky tac
dung phy nao, ké ca cac tac dung chua duoc liét ké, hodc bao cdo céc phan tng c6 hai cua thude vé
Trung tdm Théng tin thudc va Theo doi phan (ing c6 hai cua thube (bdo cao ADR online tai dia chi
http://baocacadr.vn).

\-.

Betamethason

Mgt lieu don corticosteroid qua liéu ¢ 1€ khong gly cac triéu chimg cap. Tac dung do tang
corticosteroid khong xuat hién sém trir khi dung lieu cao lién tiép.

Triéu ching: Céc tac dung toan than do qua lidu corticosteroid trudng dién bao gdm: Tac dung giwr
natri va nuéc, tang ching thém an, huy déng calci va phospho kém theo lodng xuong, mat nito, tang
duong huyét, tac dung glam tai tao mo, tang cam thy v&i nhiém khuan, suy thugng than, ting hoat
dong vo thuc_m}:, than, roi loan tim than va than kinh, yeu co.

Diéu tri: Trong trwong hop qua lidu cip, can theo dai dién giai d6 huyét thanh va nude tiéu. Pac biét
chi y. dén can bang natri va kali. Trong trudng hop nhiém doc man, nglmg thude tir tir. Piéu tri mat
cén banﬁ dién giai néu can.

Dexclorpheniramin maleat

Déu hidu qua liéu cia dexclorpheniramin maleat: Tram cam va kich thich than kinh trung wong (dic
biét o tré em), tir vong, chong mat, u tai, mat diéu hoa, nhin mo, ha huyét ap.

Diéu tri: Diéu tri triéu chirng & bénh vién.

Nhom duoce ly: Thuoc khdang histamin H.

Mi ATC: RO6ABS52

- Sird APITAZON phoi hop betamethason va d{:\dmphemramm maleat cho phép giam liéu
corticoid ma van thu dugce hiéu qua tuong ty khi chi ding riéng corticoid dé véi lidu cao hon.

- Betamethason la mot corticosteroid tong hop, co tac dung glucocorticoid rit manh, 0.75 mg
betamethason ¢6 tac dung chdng viém twong duong khoang 5 mg prednisolon. Betamethason c6 téc
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dung chéng viém, chdng thdp khép va chong di img. Do it ¢o tac dung mineralocorticoid, nén
betamethason rat phti hop trong nhing treong hop bénh Iy ma gitt nudce bat lgi. Dung licu cao,
betamethason cé tic dung trc ché mién dich.

- Dexclorpheniramin maleat la chat khang histamin dan xuét cua propylamin. Dexclorpheniramin tic

ché canh tranh v&i nhitng tac dung duoc Iy ctia histamin (tie 14 chat ddi khang voi histamin thu thé
HI1).
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- Betamethason dé dwgc hap thu qua duong tiéu héa. Phén bd nhanh chéng vao tit ca cac mo trong
co thé. Thube qua nhau thai va c6 thé bai xudt vao sira me voi luong nho. Trong tuan hoan,
betamethason lién két rong rai véi céc protein huyét tuong, chi yéu 1a globulin con véi albumin thi
it hon. Nira doi cua chang ciing ¢ chiéu huéng dai hon: betamethason la mt glucocorticoid tac
dung kéo da1 Céc corticosteroid duge chuyén hoa chii yéu & gan nhung ciing c¢a & thin va bai xuét
vao nudc tiéu.

- Dexclorpheniramin maleat: Sinh kha dung khoang 25-50% do bi chuyen hoa dang ké khi qua g gan
ldn dau. Thube dat nonﬂ 46 tbi da trong mau sau 2-6 gior. Hiéu lue toi da dat duoc sau khi uong
thude 6 gior. Thoi gian tdc dong tir 4-8 gio. Ty I¢ gin voi protein huyét tuong la 72%. Thude dugc
chuyén:héa chu yéu O gan va tao ra chat chuyén héa dugc loai gbe methyl, chat nay khéng co hoat
tinh. Thuoc chu yéu duge dao thai qua than va tily thude vao pH nude tiéu, 34% dexclorpheniramin
duoc bai tiét dudi dang khéng dbi va 22% dudi dang chat chuyén hoa loai gde methyl. Thoi gian
ban huy tir 14-25 gio.

G GOI
- Hop 10 géi x 5 ml, t& hudng dan sir dyng thude.
- Hop 20 géi x 5 ml, t& hudng dan sir dung thude.

- Hop 30 géi x 5 ml, to hudng dan su dung thude.

- Hop 1 chai x 30 ml, 1 cbe dong, to hudng dan sur dung thude.

- Hop 1 chai x 45 ml, 1 cbc dong, to hudng dan sur dung thubc.

- Hop 1 chaix 60 ml, | cde dong, to hudng dan sir dung thude.

- Hop 1 chai x 75 ml, 1 cée dong, to hudng dan sir dung thude.

- Hbép 1 chai x 90 ml, | cbc dong, to hudng dan st dung thude.

3 Bleu Kién bao quan: Bao quan noi kho rao, tranh anh sang, nhiét do dudi 30°C. Pé thude ra khoi
t&m nhin va tam tay cla tré em.

- Han dung:
+ 24 thang ké tir ngdy san xuat.
+ Chi st dung trong vong 30 ngay sau khi ma nap chai lan dau.

- Tiéu chuin chit lwgng: TCCS.

Cong ty C6 phin Duwgc APIMED
- Dia chi try ¢ : 263/9 Ly Thuong Kiét, Phudng 15, Quéan 11, thanh phd Ho Chi Minh

- Dia chi nha may : Duong N1, cum cong nghiép Phit Thanh - Vinh Thanh, xa Vinh Thanh, huyén
Nhon Trach, tinh Ddng Nai.
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