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TO HUGNG DAN SU DUNG THUOC

Tén thude: * CELESMINE

Thudc nay chi ding theo don thube
Pé xa tim tay tré em
Doc ki hwéng din sir dung trwée khi ding
Thong bdo cho bic sy tic dung khong mong muén gip phai khi sir dung thuéc

Thanh phin cfiu tao cho 1 vién:
Thanh phin duge chit: Betamethason 0,25 mg
Dexclorpheniramin maleat 2.0 mg
Thanh phén t4 duge: lactose monohydrat, tinh bt sin, PVP K30, natri starch glycolat, magnesi
stearat, do erythrosin, vira du 1 vién.

Dang baoe ché: Vién nén hinh tru.
Ma ta dang bao ché: Vién nén hinh try, mau hong, mdt mit cé vach ngang, mét mat nhin.

A

Chi dinh V
- Diéu tr triéu chimg ctia viém mii di ing theo mua hodc 14u nam sau thét bai cua liéu':fﬂiép ding
khéang histamin don doc hoac két hgp véi corticosteroid.

- Piéu trj triéu chimg ctia may day cép tinh trong thoi gian ngén (toi da 10 ngay).

Cich dung, liéu ding.

DANH CHO NGUOI LON VA TRE EM TREN 6 TUOI (ding duong udng):
Liéu thuong c6 hiéu qua la:

Ngudi 16n va tré em trén 12 tudi: 3 - 4 vién mdi ngay.

T 5 A - " A . AV 1 . Ae  Ku
[ré em tir 6 dén 12 tudi: 1 vién vao budi sdng va budi tdi.

Sau khi ¢6 dép tmg, liéu thdp nhét ¢6 tic dung c6 thé duoc giam xudng 1 vién mdi 2 ngay. Ngimg
str dung khi thich hop.
Thoi gian diéu tri thong thuong may day cip tinh sé khong vugt qua 10 ngay; vi thé khi ngimg diéu
tri khong cén phai giam lidu tir tir.
Chéng chi dinh.
Thube nay chdng chi dinh trong cac trudmg hop sau déy:
- Min cam véi bit ky thanh phén nao cua thuée
- Do su hién dién cua betamethason
Bit ky tinh trang nhi®m khuén nao
M{t s6 bénh virus (bao gdm viém gan, herpes, thity ddu, zona)
Tinh trang tAm than khéng duoc kiém soat bang diéu tri
Pang diing vac-xin song
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- Do su hién dién cua dexclorpheniramin maleat:
Nguy co bgnh tang nhén ap
Nguy co bi tiéu lién quan dén rbi loan niéu dao- tuyén tién liét.
- Tré em dudi 6 tudi.
Thude nay néi chung khéng nén:
- Dung cho phy nir dang cho con bu
- K&t hop véi cac thude chéng loan nhip, giy xoan dinh

Cénh bdo va than trong khi ding thubc.
* Khuyén cdo dic biét
Trong diéu trj may day cép tinh, thudc nay chi nén ding didu tri ngan 10 ngay, do d6 khong phu

hop dé diéu tri may day mén tinh.

Lién quan dén betamethason:

- Sir dung corticosteroid ¢6 nguy co tai phét triéu chimg ciia may day (hiéu tmg bét lai). Do do, diéu
tri nay 1a khong hop ly trong may day mén tinh.

- (J bénh nhan c6 loét da day ta trang, diéu tri corticoid khong phai chéng chi dinh néu két hop véi
didu tri chéng loét. Trong trudng hop tién sir loét, corticoid ¢6 thé duge chi dinh v6i gidm sat 1am
sang va ndi soi néu can thiét.

- Corticosteroid c¢6 thé thuan lgi cho su xuit hién cua cac bién chimg nhiém tring khac nhau bao
gdm vi khudn, ndm men va ky sinh trung.

- Déu hiéu tién trién ctia nhi®m khuén c6 thé dugc che ddy bing corticosteroid. \/

- Trude khi bit dau diéu tri, diéu quan trong 1a loai trir bat ky kha ning 6 bénh ndi tang diic biét la
bénh lao, va theo ddi sy xudt hién cua cac bénh truyén nhiém trong qua trinh diéu tri.

Trong trudmg hop bénh lao kéo dai, didu tri du phong bénh lao 14 cén thiét néu c6 di chimg phéng
xa dang ké va néu khong thé dam bao diéu tri dugc tién hanh 6 thang bing rifampicin.

- Viée sir dung corticosteroid doi hoi phai giam sat ddc biét thich hop, dac biét la & ngudi gia va
trong trudong hop viém loét dai trang (nguy co thung), khau néi rudt gan déy, suy than, suy gan,
loing xwong, bénh nhuoc co.

* Phong ngira:

Lién quan dén sy hién dién cla betamethason:

- Khi cAn thiét phai didu tri, khong cin chéng chi dinh cho bénh tiéu dudng va huyét dp cao nhung
didu trj c6 thé din dén sy mét can bing. Thuong gilr nude mdt phan 1a do tang huyét &p. Luong
mubi an nén vira phai.

- Bénh nhan nén trénh tiép xtc v6i ngudi bi bénh thiy dau hodc sdi, vi nguy co (e ché mién dich.
Lién quan dén su hién dién cuia dexclorpheniramin maleat:

- Dexclorpheniramin maleat nén duge sir dung mét cdch than trong:

+ & bénh nhan cao tudi: d& ha huyét 4p thé dimg, chong mat va budn ngi; tdo bon man tinh (nguy
co lidt rudt); phi dai tuyén tién liét.
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+ Trong suy than, gan va /hodc nghiém trong, boi vi cac nguy co tich liiy.

- Viée dung dd udng c6 con hoiic thudc c6 chira cdn khong duge khuyén cdo trong diéu tri.

* Canh béo lién quan dén céc ta duoc:

- Thubc ¢6 chira lactose monohydrat: bénh nhén co vén dé vé di tmyén hiém gap khong dung nap
galactose, thiéu men Lactase Lapp hogc kém hép thu glucose-galactose khong nén ding thue nay.

Sir dung thude cho phu nit ¢6 thai va cho con bi.

- Str dung thube cho phu nit 6 thai: Can can nhic glua loi ich va nguy co cua thude déi véi ngudi
me va thai nhi. Chi dung cho ngudi mang thai khi that can thiét.

- Sir dung thude cho phu nit cho con bz Thubc qua dugc sita me, e ché bai tiét sira va c6 thé hai
dén tré nho vi ¢o thé trc ché qua trinh phat trién va gdy céc tac dung khong mong mudn khéc, vi du
suy tuyén thugng than. Vi vy khong nén dung thudc nay trong thdi ky mang thai va cho con bu trir
truémg hop thét can thiét theo chi dinh cta bac s§.

Anh huéng cia thude 1én kha ning lii xe, vin hinh mdy méc.
Thubc ¢6 thé gay budn ngl, chéng mit, nhin m¢ va suy giam tam thin vin dong & mdt s6 bénh
nhén c6 thé anh hudng nghiém trong kha ning l4i xe va s dung may moc. Khéng nén dung.

Twong téc, twong ky cia thude.
* Phéi hop khong dwgc khuyén khich _
Lién quan dén su hién dién cla betamethason: x\/

- Thuée xoin dinh (astemizol, bepridil, erythromycin IV, halofantrin, pentamidin, [ sparfloxacin,

sultoprid, terfenadin, vincamin)

Lién quan dén su hién dién cua dexclorpheniramin maleat:

- Rugu: lam ting tac dung an thén cta thude khang histamin H;, thay doi su tinh tao c6 thé lam lai
xe va sir dung may moc gdp nguy hiém. Tranh udng cac loai do udng cé cdn va thude khéc c6 chira
con.

* Phoi hop can than trong:

Lién quan d&én su hién dién cua betamethason:

- Aetylsalicylic acid ding dudng udng

Corticoid lam ting thai trir cla salicylat din dén giam ndng do salicylat trong huyét thanh, sau
ngirng khi diéu tri voi corticoid ¢6 nguy co qua lidu salicylat

Cin didu chinh lidu salicylat trong khi phéi hop diéu tri va sau khi ngimg corticoid

- Thudc chdng loan nhip gay xoan dinh (amiodaron, bretylium, disopyramid, quinidin, sotalol)

Ha kali mau la mot yéu td gop phén cho viéc xuét hién xodn dinh ciing nhu 1am chdm nhip tim va
khoang QT dai trude do.

Ngin ngira ha kali méu, didu tri néu cin thiét; theo ddi khoang QT. Trong trudng hop xoin dinh,
khong sur dung thube chdng loan nhip.

- Thude chéng d6ng mau ding dudng ubng:
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Kha ning anh huéng do sir dung corticoid trén sy chuyén hoa cua thudc khang dong duong udng va
cac yéu td dong mau.

Corticosteroid gdy nguy co chay médu (niém mac tiéu hoa, d& v& mach mau) & lidu cao hodc diéu tri
kéo dai hon 10 ngay

Khi dung phdi hop, can ting cudng giam sat: kidm soat chi s sinh héa vao ngdy thir 8, sau d6 cir 15
ngay ddi voi corticoid va sau khi ngimg dung phéi hop.

- Céc thude ha kali mau khidc (m¢t minh hodc két hop, thude loi tiéu, thubc nhuan trang kich thich,
amphotericin B IV, tetracosactid)

Gia tang nguy co ha kali huyét. Theo dai kali huyét thanh va didu chinh néu can thiét.

- Thube chdng co gidt cam {mg enzym: carbamazepin, fosphenytoin, phenobarbital, phenytoin,
primidon.

Néng 46 trong huyet tuong va hi¢u qua cua corticoid giam do ting chuyén héa & gan boi céc tac
nhan gdy cam ung. Két qua la dic biét quan trong trong diéu tri bénh Addison bang hydrocortison
v trong trudng hop cAy ghép.

Theo dai 1am sang va sinh hoc; diéu chinh liéu cia corticoid trong diéu tri v6i cac thude cam tmg va
sau khi ngimg phéi hop.

- Digitalis: corticoid 1am ha kali méau do d6 lam ting ddc tinh cua digitalis khi dung dong thoi

- Insulin, metformin, sulfonylurea: | n,-

Lam ting glucose mau déi khi c6 nhim ceton (giam dung nap carbohydrate do’ corticoid).
Canh bao bénh nhan va ting cudng tu gidm sat luong dudng trong mau va nudce tiéu, dac biét khi
bat ddu didu tri. C6 thé didu chinh liéu cia cac thubc diéu tri dai thio dudmg khi diéu tri voi
corticoid va sau khi ngimg phm hop.

- Isoniazid: (Pugc mé ta cho prednisolon) giam ndng do trong huyét tuong cua isoniazid. Co ché:
tang chuyén hoa & gan cla isoniazid va giam chuyén héa & gan cua glucocorticoid. Theo doi lam
sang va sinh hoc.

- Thudc chdng loan nhip nhém [A (quinidin, hydroquinidin, disopyramid) va chéng loan nhip tim
nhém 11 (amiodaron, sotalol, dofetilide, ibutilide), thuéc an thén (thioridazin, chlorpromazin,
levomepromazin, cyamemazin, sulpirid, cisaprid, diphemanil, erythromycin IV, halofantrin,
lumefantrin, methadon, mizolastin, moxifloxacin, pentamidin, spiramycin IV, vincamin IV): Gia
ting nguy co loan nhip that, bao gom xo#n dinh.

- Thubc tidu hoéa (mudi, oxit va hydroxit cua magie, nhdm va calci) (md ta cho prednisolon,
dexamethason): lam glam sy hap thu qua duong tiéu hoa cua glucocorticoid. Tranh sir dung dong
thoi (cach nhau 2 gid néu co thé).

* Phéi hop cdn chii ¥, xem xét

Lién quan dén su hién dién cia betamethason:

- Thuée ha huyét 4p: Giam téc dung ha huyét 4p (do tic dung gilr mubi va gilr nude cia corticoid).
- Interferon alpha: Nguy co e ché hoat dong cua interferon.
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- Vac-xin sdng giam doc: Nguy co giy bénh ¢ thé tir vong. Nguy co ndy tang lén ¢ nhimg bénh
nhan da suy giam mién dich do bénh tiém an.

Lién quan dén su hién dién cua dexclorpheniramin maleal:

- Thubc chéng trAm cam hé than kinh trung wong khéc (thude chong trdm cam an thén, barbiturat,
benzodiazepin, clonidin va céc chét lién quan, thude ngu, cic din xuit cia morphin (thude giam dau
va giam ho), methadon, thuée chéng loan thin, thudc giam lo au): Téng cuong sy tram cam trung
wong. Su thay dbi tinh téo c6 thé 1am cho 14i xe hogic van hanh may méc gap nguy hiém.

+ Atropin va cac chit khic tuong tu atropin (thube chéng trdm cam ba vong, thube khéng choline,
thudc chita parkinson, chéng co thét atropin, disopyramide, thubc an than phenothiazin): Lam ting
céc tac dung phu cua atropin nhu bi tiéu, tdo bon, khd miéng,

Tac dung khong mong mudn ciia thude.

Tén sudt xudt hién céc tac dung khong mong mubdn gf‘)m: thuong gap (ADR >1/100). it gap (1/1.000
< ADR <100), hiém gip (1/10.000 < ADR< 1/1.000)

Lién quan dén betamethason: Lién quan dén licu dung va thoi gian diéu tri

- Réi loan nudc va dién gii: ha kali huyét, nhidm kiém chuyén hoa, giit nude ting huyét ap, suy tim
sung huyét.

_ Réi loan noi tidt va chuyén héa: hoi chimg Cushing do thude, teo tuyén thugng than, giam dung
nap glucose, kinh nguyét khéng déu, trc ché su ting trudng & tré em. \\/ ,

- Réi loan co xuong: ting di hoa protein, lodng xuong, gy xuong bénh ly dic bigt 1ol dot sbng. hoai
tir ddu xuong di.

- Roi loan tiéu hoa: Viém loét da day ta trang, loét rugt non, thung va xut huyét ticu hoa, viém tuy
cép tinh da dugc bao cdo dic biét la ¢ tr¢ em.

- Réi loan vé da: mun trimg ¢4, ban xuét huyét, bam mau, ram ldng, chdm lanh vét thuong

- Réi loan than kinh:

+ Thuong gip: sang khoai, mét ngu, kich dong

+ Hiém giip: con hung cam, nhim ldn, co gidt

+ Trdm cam khi ngimg thude diéu tri

- Rbi loan vé mit: mot s6 triéu chirng cla bénh téng nhan ap va duc thuy tinh thé

Lién quan dén dexclorpheniramin maleat:

- Tdc dung trén than kinh thuc vat:

+ An thin hodc budn ngi

+ Tac dyng khang acetylcholin nhu khé mang nhiy, tdo bon, md mat, gidn déng tr, tim dép nhanh,
nguy ca bi tiéu.

+ Ha huyét ap thé ding

+ Réi loan cén bang, chong mat, giam tri nhd hodc su tdp trung (thuong gap O nguodi gia)

+ Mét phdi hop, run

+ Roi loan tédm thén, ao gidc
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+ Kich dong bdn chdn, mit ngti (dic biét ¢ tré so sinh)

- Phan (g mén cam

+ Phat ban, eczema, ngira, ban xudt huyét, phat ban ¢6 thé lan rong
+ Phu, hiém khi phtt mach

+ Sbc phan vé

- Huyét hoc

+ Giam bach céu, giam bach cdu trung tinh

+ Giam tiéu cdu

+ Thiéu mau tan huyét

Qui lidu va cich xi tri:

- Qua lidu corticosteroid véi cdc trigu chimg: Cdc tac dyng toan than do qua liéu corticosteroid
truomg dién bao gbm: Tac dung gilt natri va nude, ting chimg them dn, huy dong calci va phospho
kém theo lodng xuong, mat nito, ting glucose huyét giam tai tao md, téng nguy co nhiém khudn,
nhiém ndm thir phat, suy thuong thén, ting hoat dong vo thugng than, rbi loan tam thdn va than
kinh, yéu co.

- Qué liéu dexclopheniramin maleat voi cdc tri¢u chung: co giat (ddc biét ¢ tré em va so sinh). roi
loan y thire, hdn mé. \/

- Cach diéu tri triéu chimg va hod tro chire ning song, can chi y déc biét dén chirc ning gan théan, ho
hap, tim va cén bang nude, dién giai.

C6 thé didu tri bing than hoat tinh néu khéng ¢6 chéng chi dinh cho nguoi st dung cang sém cang
t6t. Khi gip ha huyét ap va loan nhip, cin duoce didu tri tich cue. Co thé didu tri co gidt bang tiém
tinh mach diazepam hoac phenytoin. Co thé phai truyén mau trong nhing ca nang.

Pic tinh dwgc luc hoe:
Nhom duwee ly:
MaATC: Betamethason RO6A BO2

Dexclorpheniramin maleat RO1A D06
- Betamethason 13 mot corticosteroid tong hop, ¢6 tic dung glucocorticoid rit manh, kém theo tac
dung mineralocorticoid khong dang ké. 0,75 mg betamethason co tac dung chong viém tuong dwong
véi khoang 5 mg prednisolon. Betamethason c6 tac dung chéng viém, chéng thap khop, chbng di
img va liu cao c6 tic dung e ché mién dich. Do it ¢6 tac dung trén chuyén héa mudi nuée nén
betamethason rt phit hgp trong nhimg trudng hop bénh 1y ma gilr nude 1a bét 1oi.
- Dexclorpheniramin maleat la ddng phan dextro cua clorpheniramin, mot khang histamin co it tac
dung an than. Nhu hiu hét cac khang histamin khéc, dexclorpheniramin maleat lam giam hogc lam
mat cac tac dung chinh cua histamin trong co thé bing cach canh tranh phong bé c6 ddo ngugc
histamin & céc thu thé H, ¢ cdc md dudng tiéu hoa, thanh mach va duong hé hap; thude khong lam

mét hoat tinh ctia histamin hodc ngan can tong hop hodc giai phong histamin.
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Diic tinh dwge djng hoc

- Betamethason d& duoc hép thu qua dudng tiéu héa, phan b nhanh chéng vao tit ca cdc md trong
co thé. Thube qua nhau thai va cé thé bai xuat vao stra me voi luong nho. Trong tudn hodn,
betamethason lién két rdng rdi voi céc protein huyét twong (khoang 60%), chu yéu 1a vai globulin
con véi albumin thi it hon. Betamethason c6 tac dung kéo dai voi nira doi khoang 36-54 gid. Thube
duoc chuyén héa chii yéu & gan va thai trir chu yéu qua than voi ty 1€ chuyén héa dudi 5%. Do
betamethason c¢o tde d6 chuyén héa chém, ty 1§ lién két voi protein thdp va thoi gian béan thai dai
nén hiéu luc manh hon va tac dung kéo dai hon so véi corticosteroid ty nhién.

- Dexclorpheniramin maleat hip thu tét khi udng va xudt hién trong huyét tuong trong vong 30 - 60
phut. Nong d¢ dinh huyét trong dat dugce trong khoang 2.5 dén 6 git sau khi udng. Kha dung sinh
hoc thip, dat 25 - 50%. Khoang 70% thudc trong tudin hodn lién két véi protein. Thé tich phan bd
khoang 3,5 lit/kg (ngudi lén) va 7 - 10 lit/kg (tré em). ,JV
Dexclorpheniramin maleat chuyén hoa nhanh va nhidu. Thube duoc bai tiét chu yéu qua nudc tiéu
du6i dang khong déi hodc chuyén hoa, sy bai tiét phu thude vao pH va luu lugng nude tiéu. Chi mot
Jugng nho duoc thdy trong phén. Thoi gian béan thai 1a 12 - 43 gio va kéo dai toi 280 - 330 gio 0
ngudi bénh suy thin man.

Quy cich déng goi: Hop 2 vix vi 13 vién (PVC/Nhom)

Pidu ki¢n bio quin, han ding, tiéu chuin chitt lugng cia thube:
- Diéu kién bao quan: Noi kho, tranh anh sang, nhiét 4o dudi 30°C.
- Han dimg: 36 thang ké tir ngdy sdn xudt

_ Tieu chudn chét heong cia thuoe: TCCS

Tén, dia chi cta co s¢ san xudt: CONG TY CP DUQC TW MEDIPLANTEX
Tru so: 358 Giai Phong — Phuong Li¢t — Thanh Xuédn — Ha Ngi
San xut tai: Nha mdy Duge Phdm sé 2 — Trung Hau — Tién Phong — Mé Linh — Ha Noi (fo

AT LF
4 3




