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2. Thanh phin cong bubc:~
Thanh phan
Duoc chat:
Dexclorpheniramin maleat:  0,005% (kl/tt)
Betamethason: 0,04 % (kl/tt)
(Ta dwgc gom: Acid citric, natri citrat, Sodium carboxymethyl cellulose, Aspartam
Glycerin, Sorbitol, Du'ang tring, Natri benzoat mau quinolin, vanilin, Nudc tinh khiét, con 96%)

3. Dang bao ché cia thudc: Dung dich udng.
4. Chi dinh: Chdng dj tmg khi can diéu tri bang corticoid nhur:
- Dj g dudng hd hap: hen phé quan mén, viém miii dj ing, viém phé quan di img.
- Viém da: Viém da di (ng, viém da tiép xtc
- Ngtra hoic nbi mé day
5. Liéu dung, ciach diung: Theo chi dan cua béc sy, dugc s§ hoic theo lidu sau:
Liéu dimg:
+ Tré em tir 12 tudi trd 1én va ngudi 16n: Mdi 1an 5-10 ml, 4 1an / ngay, sau bita dn va trudc khi di
ngu. Liéu dung khong dugc vuot qua 40 ml mdi ngay.
+ Tré em tir 6 dén 12 tudi: Liéu duoc khuyén céo 2,5 ml/lan, 3 1in / ngay, can dung thudc trude khi di
ngu. Liéu dung khong dugc vuot qua 20ml mdi ngay.
+ Tré em tir 2 dén 6 tudi: Liéu khoi dau 1a 1,25 ml/lan, 3 1an / ngay véi diéu chinh liéu theo déap tmg
ctia bénh nhan. Liéu hang ngay khong dugc vuot qua 10 ml.
+ Liéu lugng cho tré em va tré nhé nén diéu chinh lidu theo mirc d6 nghiém trong cia bénh va dap
{tng ctia bénh nhan, thay vi theo tudi hodc can nang.
Liéu dung can duge diéu chinh theo tirng bénh nhan, theo bénh cu thé dang dugc diéu tri, mac do nghiém
trong va dap Ung cua bénh nhan. Khi dat dugc dap ing mong mudn, tinh trang bénh cai thién, can giam
dan liéu lugng theo timg nic nho cho t6i khi dat mic thap nhit ma c6 thé duy tri duoc dap Gng lam sang
day du, can ngung dung thudc cang sém cang tbt.
Khi c4c triéu chimg di img dugc kiém soat dy du, nén rat ngan thoi gian ngimg thude va diéu tri bang
thudc khang histamine don thuén
Cdch ding:
- P4 thudc ra cbe c6 phén liéu 1,25 ml, 2,5 ml, 5ml
- Thudc c6 thé ubng cuing thirc in hoic sita dé bao vé dudng tiéu héa.
6. Chéng chi dinh:
- Man cam véi bat cir thanh phan nao ctia thudc va corticosteroid.
- Betamethasone: Bénh nhan dai thao dudng, tim than, nhiém khudn va nhiém virus, nhiém ndm
toan than.
- Dexclorpheniramin maleat: Ngudi dang con hen cép, nguoi bénh c6 nguy co bi tiéu c6 lién quan
dén rdi loan niéu dao tuyén tién liét
- Khong dung cho tré so sinh
7. Canh bdo va than trong khi dung thudc:
Betamethasone:
- Phai ding corticosteroid thip nhit c6 thé dugc dé kiém soat bénh dang diéu tri, khi giam liéu phai
giam timg budc dé tranh nguy co xuét hién suy thugng than cép.
- Than trong trong truong hop suy tim sung huyét, nhdi mau co tim méi méc, tang huyét ap, dai
thao duong, dong kin, glocom, thiéu nang tuyén giap, suy gan, lodng xwong, loét da day va hanh
ta trang, loan tam than, suy than.
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;he nhiém Herpes Zoster ning nén ngudi bénh ding thudc tranh

i’ g//g cho ngudi bénh dang diéu tri bang corticoid dudng toan than
s

- Trong qua trinh dung 11eu phap corticoid kéo dai phai theo ddi ngudi bénh déu dan, can phai giam
luong natri va bé sung thém calci, kali vao co thé.

- Thubc chira betamethasone va natri benzoat khong dung cho tré so sinh vi c6 thé gay nén mot sb
tac dung khong mong mudn trén tim mach, hé héap, than kinh cia tré nho.

Dexclorpheniramin maleat:

- Bénh nhan 16n tudi c6 nhiéu kha nang bi ha huyét ap tu thé, bi chéng mat, budn ngu, bi tdo bén
kinh nién, bi sung tuyén tién liét, bénh nhan suy gan, suy than do c6 nguy co trich tu thude uéng
rugu va cac thudc chira rugu trong thoi gian dung thude

8. Sir dung thudc cho phu nir ¢6 thai va cho con bi:

- Thoi ky mang thai: Str dung corticosteroid khi mang thai hodc & ngudi c6 kha nang mang thai phai can
nhic giira loi ich va nguy co ctia thubc dbi voi ngudi me va phdi thai. Pa ghi nhan c6 sy giam can & tré so
sinh khi nguoi me da diéu tri béng corticosteroid kéo dai. St dung ngén han betamethasone trudc khi
sinh d du phong hoi chig suy hd hip cép, chay mau ndi nhan ciu cho tré so sinh non yéu.Tré so sinh
ma me da dung corticosteroid dang ké trong thoi ky mang thaiphai dugc theo dai cin than vé cac ddu hiéu
giam chirc nang tuyén thuong than.

- Thoi kp cho con bii:Thude c6 thé bai tiét vao sita me va c6 hai cho tré nho vi thude e ché s phat trién
va gay tac dung khong mong mudn khac. Loi ich ciia me phai dugc can nhéc v6i kha nang nguy hai cho
tré nho

9. Anh hwéng cia thudc d6i voi cong viée (ngwdi van hanh may méc, dang lii tau xe va cic trrong
hop khic): can than trong khi ding thudc vi gdy nhirc dau, hoa mét, chéng mit.

10. Twong tic, twong ky thudc:

-0

* Betamethasone: Céc phan ung bét loi cho cua hoat chét nay, tuong ty nhu cac phan g véi cac thuc‘),c
corticosteroid khac, c6 lién quan dén liéu va thoi gian diéu tri. Mot lugng nho corticosteroid trong sy ket
hop nay lam cho ti 1€ tdc dung phu it xay ra hon.

- Thuong gap ADR >1/100. o .

+ Chuyeén hoa: Céc roi loan ve chat 1ong va dién giai: giir natri, mat kali, gilr nuéc

+ Noi tiét: Kinh nguyét khong déu, phat trién hoi chimg Cushing, {rc ché sy phat trién thai trong tir cung
va tré nhd, giam dung nap glucose, boc 16 dai thio dudng tiém 4n, tang nhu cau insulin hoat thudc ha
glucose huyét 0 ngudi dai thao dudng.

+ Co xuong: yéu co, mat khéi co, lodng xuong, teo da va apxe vo khuan

- It gap, 1/1000 <ADR<1/100

+Tam than: Thay doi tim trang, sang khoai, trim cam ning, mat ngu.

+ Mat: Gl6com, duc thuy tinh thé. ) )

+ Tiéu héa: Loét da day rudt véi thung va xuat huyét sau d6; Viém tuy, chuéng bung; Viém thyc quan
loét.

- Hiem gap, ADR <1/1000

+ Da‘liéu: viém da di ing, ndi may day, phii mach

+ Than kinh: tang ap luc ndi so lanh tinh.

+ Khéc: phan img qua méin va ha huyét ap hoic sdc phan vé.

* Dexclorpheniramin maleat: Khi ding v6i lidu diéu tri, cac tac dung phd bién nhat gdbm c6 buon ngu,
chong mait, mat phdi hop dong tac va tac dung khang muscarin nhe, caic ADR nay thudng mét sau vai
ngay.

- Thuong gap ADR >1/100. o )

+ Téc dung trén than kinh: Uc ché than kinh trung vong: ngi tir ngt nhe dén ngu sdu, mét moi chong mit,
mét phdi hop dong tac (d6i khi kich thich nghich ly dic biét & tré nho, ding liéu cao & ngudi 16n hay tré
em):
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+ Tac dong khang muscarin: é@@mlﬁng, '
- Ir gap, 1/1000 <ADRZ
+ Tiéu hoéa: buon non, LY
+ T1m Danh trong nguc

- Hiém gap, ADR <1/1 000 R

+ Huyét hoc: mat bach cau hat, giam bach céu, giam tiéu cau, thleu mau huyet tan.
- Khdc: co giat, vi mo hoi, dau co, di cam, tac dung ngoai thap, réi loan gidc ngu, trdm cam, 14 13n, 0 tai,
ha huyét ap.

* Xirly ADR:
+ Céc ADR cuia Dexclorpheniramin maleat thuong mat sau vai ngay ding thudc.

+ Céac ADR cua Betamethasone thudng c6 thé phuc hdi hoic giam thidu bang cach giam liéu, cach nay
thuong dung hon 1a ngung dung thuoc C6 thé ding thubc cung vai thire an dé han ché ching khé tiéu
hodc kich ung dudng ti€u hoa c6 thé x4y ra. Ngudi bénh diéu tri kéo dai vdi corticosteroid & lidu diéu tri
c6 thé phai han che dung natri va bd sung kali trong qua trinh diéu tri. Vi corticosteroid lam tang dj héa
protein, c6 thé can thiét phai ting khau phin protein trong qué trinh diéu tri kéo dai. Dung calci va
vitamin D c6 thé giam nguy co lodng xwong do corticosteroid gdy nén trong qua trinh diéu tri kéo dai.
Nhitng ngudi c6 tién sir hodc ¢ yéu t6 nguy co loét da day phai dugc cham séc bing thudce chdng loét
(thubc khéang acid, d01 khang thy thé H2 hoc irc ché bom proton). Ngudi bénh dang dung glucocorticoid
ma bj thiéu mau thi can nghi dén nguyén nhan c¢6 thé do chay mau da day

“Théng bdo ngay cho bdc st hodc dwoc sy biét nhitng tdc dung khéng mong mudn khi sir dung thuoc”

12. Qua liéu va cach xir ly

* Qud liéu: 13 mot san pham két hop Betamethasone / Dexclorpheniramin maleat do d6 phai xem xét dgc
ctia mdi thanh phan cua thudc.

- Dexclorpheniramin maleat: Phan mg qua liéu véi thudc chdng histamine théng thudong c6 thé khac
nhau tir trim cam than kinh trung wong (an than, ngung thd, giam sy tinh tao, suy tim mach) dé kich thich
(mét ngt, 40 giac, run, co giat) dén chét. Cac ddu hiéu va triéu chimg khac c6 thé bao gdm chéng mit, u
tai, mat thAm my, thi luc mo va ha huyét ap. O tré em, su kich thich chiém wu thé, nhu céc d4u hiéu va
triéu ching gidng nhu atropine (khé miéng, ¢b dinh, gidn nd, do bing, sot va cac triéu chirng dudng tiéu
héa). C6 thé xay ra ao giac, mat phdi hop va co giat cc loai thubc bd. G ngudi 16n, mot chu ky gdm trim
cam vé&i budn ngl va hén mé, va giai doan phén khich din dén co git va trAim cam c6 thé Xay ra.

- Betamethasone khong gay ra triéu ching cap tinh. Trir nhitng liéu cuc doan nhat, mot vai ngay ding lidu
glucocorticosteroid qua mirc s& khong gdy ra cac két qua c6 hai, ngoai trir & bénh nhén betamethasone.
Biéu hién: Pau bung, budn ndn, nén, thd o, ngu ga, co thé xéy ra dau dau, con co cung, Uc ché TKTW, co
giat, ha huyét ap, nhip tim nhanh, thd nhanh va rung nhi. C6 bao c4o nhung hiém gip vé nhiém toan
chyén héa, hon mé, suy than cép, tang kali huyét, ngimg thd, rc ché ho hip va suy ho hip.

* Cdch xit ly:

- Ngung ding thudc

- Xtr tri: Dung thudc rira da day dé loai luong thudc con lai khoi co thé.

Diéu tri cé’c diu hiéu yé triéu ch?l’mg clia qua liéq la ‘triéu chung yé hd tro. Khoéng nép dl‘mg’ chét, kich
thich. Thudc giam huyét ap c6 the dugce sir dung dé di€u tri ha huyet ap. Co gidt duoc dieu tri tot nhat véi
tram cam tac dung ngén, nhu thiopental. Duy tri lugng chat long can thiét va theo doi cac chét dién giai
trong huyét thanh va nuéc tiéu, dic biét cht y can bang natri va kali. Xir Iy sy mét can bang dién giai néu
can

13. Pic tinh duwgc luc hoce:
* Betamethason

- Nhém duoc ly: Glucocorticoid
-Ma ATC: RO1ADO06 ) )
- Betamethason l1a mét corticosteroid tong hop, c6 tic dung glucocorticoid rat manh, kém theo tac dung

chuyén héa muéi nudc khong dang ké. 0,75 mg betamethason c6 tac dung chdng viém tuong duong véi
khoang 5 mg prednisolon. Betamethason c6 tac dung chng viém, chdng thip khép, chdng di tng, liéu
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cao co tac dung trc chg
nhitng truong hop bé
* Dexclorph eniramir

éﬁ“c %CP\;B\? it Qb dung gitt mudi nude, nén betamethasone rat phit hop trong

ma&158®61 v ht loi.
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0 Etﬁyd/an xuit cua propylamin
Fdongphan dextro ctia clopheniramin, c6 tac dung manh gép 2 lan
clophenyramin, thuc trc ché canh tranh véi nhing téac dung dugc 1y cia histamin bang cach phong bé c6
dao nguoc histamin & cac thu thé H1 & cac mo trén duodng tiéu hoa, ho hép, thanh mach, thudc khong lam
mat hoat tinh ciia histamin hodic ngén can téng hop hoic giai phong histamin. Dexclorpheniramin maleat
diing dé diéu tri cAc tri¢u ching dj tmg nhu: nbi may day, phii mach, viém miii dj tmg, viém mang tiép
hop di ing, ngira.
Adafix 12 sy két hop clia Betamethason va Dexclorpheniramin maleat maleat cho phép giam liéu cta
corticoid ma van thu dugc hiéu qua turong tu khi dung riéng corticoid.
14. Cac déic tinh dwgc dong hoc:
* Betamethason
- Hdp thu: Betamethason d& hap thu qua dudng tiéu héa, c6 thé c6 mot lugng Betamethason dugc hip
thu du cho tac dung toan than.
- Phdn bé: Betamethason phan bd nhanh chéng vao tt ca cac m trong co thé, thube qua nhau thai va c6
thé bai xuét qua sifa me¢ v6i mot lugng nhd. Trong tudn hoan, Betamethason lién két chu yéu véi globulin,
it voi albumin, ti 18 lién két v6i protein huyét khoang 60%.
- Pao thai: Thoi gian ban thai clia Betamethason khoang 36 - 54gid. Betamethason dugc chuyén héa cha
yéu & gan va thai trir chii yéu qua thanvdi ti 16 chuyén hoéa dudi 5%.
Do Betamethason c6 tdc d chuyén hoa cham, ti 1é lién két véi protein huyét twong thip va nira doi dai
nén hiéu luc manh hon va tac dung kéo dai hon so vdi corticosteroid tu nhién.
* Dexclorpheniramin maleat
- Hdp thu: Dexclorpheniramin maleat hip thu tét nhung twong d6i cham vi thudc bi chuyén héa nhiéu &
niém mac dudng tiéu héa va chuyén héa bude dau & gan khi udng xuét hién trong huyét trong trong vong
30 — 60 phut. Néng do dinh dat dugc trong khoang 2,5 -6 gid, hiéu luc tdi da dat dugc sau khi uéng thude
6 gio. Thoi gian kéo dai cia thuodc khoang 4-8 gidy
- Phan bé. ti 18 lién két véi protein huyét khoang 70%.
- Chuyén héa: Thube duoc chuyén héa & gan, tao ra chét chuyén hoéa duoc loai géc methyl, chét nay
khong co hoat tinh.
- Ddo thai: Thoi gian ban thai cta thudc khoang 14 — 25 gid. Thude chi yéu dio thai qua than, phi thude
vio pH nude tiéu, 34% Dexclorpheniramin dudi dang khong ddi, 22% du6i dang chat chuyén hoa loai
gdc methyl.
15. Quy cach dong goi: Chai 30 ml, chai 60 ml, hop 1 chai, keém c6c nhua va to huéng dan sir dung.
16. Piéu kién bio quén va han ding cia thude, tiéu chuén chit lwong cia thudc:

* Didu kién bdo qudn: Bao quan noi kho mat, tranh anh sang, nhiét d¢ dudi 30°C.

* Tiéu chudn chit lugng: Tiéu chuin co s&

* Han ding: 24 thang tir ngay san xut va 30 ngay sau khi mé nip chai
17. Tén, dia chi co sé san xudt:

CONG TY CO PHAN HOA DUQC VIET NAM
@ Dia chi nha may san xuét: 192 Puc Giang, phuong Thuong
Thanh, quan Long Bién, TP Ha Ni.
Dién thoai: 04.3655.7842/2243.1603

Dexclorpheniramin maleat




