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HUEMNG DAN S0 DUNG THUGC GMPO
*Thudc nay chl diing thee don thuse
1.Tén thuda Daleston-D
2. Ciic diu hidu I § vh khuy@n céo:
Doc ky huang din 3irdyng trede khi ding,
B xa tdm toy trd em. .
3. Thiinh phéin, ham lugng cila thuge:
- Thanhiphin dugc chdt ‘Chal 30 ml Chai 75 m
Betamethason VS mg 375mg
Dexclorpheniramin maleat 12mg 30mg

« Thénh phdn 1d duge

Buting tring, Sorbital, Natrt citrat, Natri benoat, Vanilin, Azd ciiric,
, Quinolin, Amaranth, Ethanol 963, nuoc tinh khidt vin di;

4. Dgng bio'ché: Siro, dang dung dich s

5. Chl Chéng d| ing khi'cin din .

e e qudn man, vigm phé quim di ung, viém mii dj img. Bidd n

widm ds i urg, vidm da thin kinh, vibm da thfp xdc. mé day.

6. Liéu ding, cich diing: ) T Y _

6.7. Dfiu tri han phi qudn man, vidm phi qudn di ng, viém mii dj

g
'%I'ﬁlﬁ”l%ﬂ o !
- Ted e bie 2 - 6 1wBE 25 mlaln, Khing visrquh 7.5 mi m& ngky.

oTréem i 6 - ulw.i!'kzsnﬂ-s-mh'nlni:h&igvumtqul'ﬁ!!mlm&.

gy, N
Mgl lom v trik em trén 1 2 i 5 mi =10 midin nhung khing vuot
quid 30 mi méi nghy. i

6.2, Diiu trj viém dad]ing, viém da thin Kinh, vidm da thfp xic mé

day.

-Udng 2 -3 tnfnglyy

Trbatn 102 - & wdl 25 mlidn, knbng Viigt qu 7.5 mi mdi hady.
+Trécerm 1ir 6 - 12 18t 2.5 mi - 5 miftin, khéog v qud 15 mi mél
ngay,

« Nquthen vi teé e rén 12 tud 5 ml - 1O miAn, nhing khding vust
qud30mimbinady -

~ L4 g cho trd em vi trd nhé el disa Vo 84 nghiém trong <ia
biénh va dip ang cda béah nhbn hon b chi dya hodn takn vha fhéu
{ugng theo chi dinh ciia 1 tée. the trong hobe dign tich oo thé.
wCdc trigu ching tiéu hda ¢b thé gidm nhe, néu wbog thudc cung
thigc dn hode sika

< LB lrginay clin s vo sy B (mig va 3 dung nap ciia ting cf the.

bénh nhin, Néy sau khi dat dip ung mong muln, cn gldm léu
limng thes timg ndc s cha 1ol khi dat majc thilp. nkft mb <o thé
»j:[ﬂy_;.gﬁ:uo: dip ing fim sing diy 6l Cin npimg thubc cing som

cang by
- Khl gl b ko dik eln ngimg Betamethason din diin Wng Bugc

mt.

7. Chéng chi dinh:

- Man cim woi Betamethasan hode cie Corticoid khie va Dexclorphe-
miramin. . .

- Nguii bénh bi g3 thao dutmg, thm thin, nhiém kbulin ning. nhitm
virus, nhidm pilm toan thin.

~Trd em il 2 tudl

+ Nouii bénh co lridu chwing g Sl uyén tén bt bl tiéu bibn,
-Bénh nhintingnhindp.

8. Cinh bito vi thin trong khi ding thude: y

- Phil ding Conicosterold thip nhit ¢ th dupe 84 kidm sadt bénh
dang didu tr, khi gidm liu phai gidm dén ting bude mgt,
~Thiin trgng trong Trubing hop suy tm sung hiyéy nhdl miu <o tim
mai mic, tang huyét dp, ddi thao duting, deng kinh, glaucom, thidu
Mmu:’uﬁngfmmmn;m.mwdem-wwﬁhﬂ
suy than, :

- Mguash bnh [ao tém fn phai dyise theo dal chitché va phii ding
héa du phong chéng las, néu liéu phitp Corticold phil kéo dil

< Nguy o thiry d3u v ¢d thé cd nhiém Herpes zoster ndng. ting &
nguis bénh khdeg < khi ning dip dng midn dich khi ding Cortico-
wmmtmﬂmmmmlmmuﬁmmm
-Hh@ngdwcdﬂngdﬂhrdnﬂnglm@gmﬂ-h{nh‘mmdmg
1igu phép Corticpid duimg todn than lu cao vi cd [t nhit trong 3
thang sau.

.ﬂhe_!!!'.ﬁ.‘_-““ o I B

- Trong qud tink ding e phip Corticold dal han, phil theo dal
rguibi bénh diu diin, Co thié cin phai gidm lugng Natri va bé su»}-\
Canxi va Kall.

- Bénh nhln ln tudl oo nhigu khd nang bl h huydt §p 1w thé, b
<hing mit. budn ngli, b tdo bon kinh nién (do.cd nguy oo bi tit It
rixtytl: bi sumg tuyiin tidn gt bénh nhii suy gan, suy thin ning do cd
nguy oo tich ty thucs trnh uéng g va ch thud chits rug trang
thid gizn Jidu Ul

- e ehf sy phiat trid clin iré s sinh vi tré em o8 thiéxiyra, vi viy hiy
mmwummhmmutmm,@mmwum
1

- Cinl bdo thanh phdn:

«Bubing tring: ¢t thé gy hai cho ring. i T

+ Sorbitol: thubc nay cé chila 250 mag Sorbitol trang mé! 14 25 mi
xwmmﬂmmﬁ)\dﬁummmnq&ﬂ:mm
“ﬂﬂm m@wmm hﬁmu '

« Natr| benzoat: thufie nly b chis 5 mg Natrl benzaat trong y
Hidi 25 mil Math banzoat o thit lhm ting mm&%
i ) &tk sor i (A 4 tufin W),

« Ethanol: thisbc niy chia mdtluong nhb Ethanol, it hon 100 mg mé
Théu 2.5 mi. | ’

« Mau Quinolin, Amaranth: b thi gdy philn Ung di ing.

9. 5if dyng che phi it <6 thal vA cho con bi:

- Thixi ki mang thai: st dung Corticaid khi mang thal hosc @ ngubt
4 khi ning mang thai phii ciin nhdc I ich va nguy ca i me
A phii hode thal rhi 24 ghl nhin oo s glim chn & tré s sinh khi
nguit mi 84 didu i blng Corticold dl han.

- Thi ki chio con bil: thissc bl xult Waa sita e vh c& hal cho tré nhd
Wl thudc e ché suf phit idn vigiy e tie dyng Khdng mong mudn
khae, v du gibm nang tiyén thugng thin. Lyt ich cho ngutd me phii
duiie edn nhic vé khil ning nguy hai cho tré nhé hadc ngling cha
con b khi ding thudc pay,
10. Anh hudng cla th
méc \ ? ,
 Anh huding trung binh Cn thin trong khi diing thusc cho ngui Al
wummmmmmmmqmmmmm

Ién kil n&ng 141 xe vA vin hdnh méy

r Khong s dyng thud cho bt nhin dang ging thudc e ché
monaamine axidases _

- Paracetamal Conleasteroid ehm ung cdc enzym gan, €5 thé lam
ting tac thinh mot chit chisvén héa cila paracetamol ddc a6} vir
gan. Do vy, khi Corticosternic dutic dlng cling vl patacetamal i
tan hodc kio dii s& thng nguy ca nhidm doo gan.

~Thiscic ¢hding tréhm caim ba wong: nbing thudc ndy khang lim batva
€6 thé lirn ting cdc Bl legr tim thin do Corticosterold gy ra; khong
duge diing nhiing thut ehéng trim cim nay aif di i nhing te
dyng khdag mong mudn mol trén

« e thisdc chding i thdo dhiing Uding hode insulin: Betamethason co
thé lsm tng néng 46 glucose haydt, nén cin thift phil diéu chinh
s e0a mot hode cb Bal thise khi diing ding tho cs thé cing <in
phidi difu chinh lol i cla thudc ha dutmg huydt sau khi ngling ligu
pheip Corticold

- Glycosid digitafix Ding déng this vii Betamethason c6 thé lam ting
khil ndng koan nhip Hm hode 84¢ tink cda Digitalis kém vl ha Kall

byt

- Phenobarbiton, Phenytin, Rifampicin hoge Ephednn o6 thé mthng
ehiyéin hba cla Corticasteroid v tm gldm the dung didu 1 cia
chdng.

- Chig vidin khiding ateraict Khl diing phél higp vl Corticoid co thé
diin d&n tineg xullt hidn hodc ting mile &6 trém trong clha lodt dutmg
i b, Cortlcosternid Lim ting ndng db Salicylat trong miu. Phili
thiin trang khi ding phéi hep Aspirin vél Corticoid trong tniting hap
gthm Prothrambin huyés

« Ao i edc thudc an thdn gay ngd ca thé lam thng tic dyng doché
TKTW cla Dexclorphaniramin mafeat,

. Ding déng thél Corticostéreld vl cde thude chang ddng foal
Coumarin ¢ thit lam ting hodc gidm tac dung ching dbng, nén <d
thd e thist phal didu chinh lidu.

- Dexclorpheniramin maleat [3m (e ch thcdung eia edc thudcching
déng diiling udng,

11.2. Turomng ky cia thude: Do khdng o cae nghidn ci v tinh tuong
Ky cha thudc, khang trén Iin thide ndy voi cic thuds khic
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12. Téc dung khéng mong muén:
- Tdc dung phy nghiém trong 4
» Nhifm khudn, 1hm tedm trong thém bénh truyén nhifm (tn sult
durdsh 0,1 ééin 5%), '
«Suy thugng thiin thi phit, tidu duting (khdng 16 tin s8), suy thugng
thén cip (tin sust duk 0,1 dén 5%).
- Lodt da diry (t5n sult dudl 0,1 dén S%), iém Ly (khong 1 tin s6)
whérm by v lodt tido Manhuloéldadiyoﬁmédym
« Tam than (t&n sust dudi 0,1 dén 5.9%), Izmg thai trém chm, co gt
(khang rd tin suit).
« Huy8t khéi (tin sust dudl 0,1%),
= Thigu méu bitsan, mit bach chu hat (tin'sudt dusi 0,1%),
- Tde dung phy khdc
Tl sudt 5% trdr | Tnsudbaint | Tdn sudtdudf
n hode khdng ar-5% 0.0 %
acainn l b |
mdn -
g 3

Qua min

Héthinkinh | An thin, héi | Mt nal, budn
hép, thit vong, | ngu, ning diu
hung  phin |
nhide LT
ching mat o
1ai, 1ol loan
tdn dinh, lo
tng. run réy,
bit thudng v
cam gide vidm |
thin kinh |

Kho migng. g | Daubung.
néng, Gy | budnnn,
bung, chan n, ful-ne.n , i ehdy
o bin

Bi tidu tl'rutmg'
Rupén,

tidy, bi llEu,
bénh thin do
steroid

. | Tidk nkéu
i bt

Hé tudn hoan | Ha huyét dp.
nhjp tim
nhanh, co thit

HEhohsp | Khé mii,
nghet mod

Midu Thidu méu tan

huyét, ting

bach ciu

Gan R8I loan chik

ndng gan (ting

AST {GOT), ALT
ting (GPT], |
ting Al - P

Nty “%ﬁl%: Ny
dugng

Pau cg, dau

Cobip/

iy Gan nhiem ma
Tipld / p-mm
Dichcathé /| Phiyniidm kifm, | Tang huy@tép
-chét dign gial | hakalimau -

Mt i loan véing
mac
Da Rung tée, myn
wing cd, ndm
dudi da ban
huyﬁ‘l ngira, a8
hél  bat
1I|uh1g, bandd
mat, mong da

Khic: SAt, mét mdd, | Mét mdi, tang
dau nguc cin

13, Qud lidu v cach xif tri:
- Tridu chifng:
+ Betamethason: Tic tic dyung tobn thin do qui litu Corticosteraid
trung dibn bao gém: téc dyng gill Natri va gill nudc, ting chiing
them &n. huy #dng Calci va Phaspho kim then lodng xuang, mat
Nitg, ting dirting huyét, 16c dung gidm 1l tao ma, ting clim thy vor
nhiém khudn, suy thugng thin, tng koat déng vo thugng thin, 1)
loan tim thén vi thin kinh, yéu co.

= Dexclarpheniraminmaleat: D3u higu qud lifu gbm trim chm vi kich
thich thin kinh trung vang (d8c bkt & tré em), u:ruong,chﬁngmﬁt,u
12i. mit diéu haa, nhin ma, ha huyét ap.

= Ceh xir trf:
Trong trudmg hap qud ligu clp, cin theo doidién gidl 46 huyt thanh
v nude tifu. Brde bibt chd ¥ &R can bing Nath va Kall, Trong truting
nhigm déc man, ngnnn:.hmwu.mwj mit dn-hhum.

néu ¢
n .dlﬁtw

' Iy mét Corticosteroid tdng hap co téc dung
rt manh, kiém theo (i ding chuyén hda mudl nude khing
£10,75 'ma Betamethason cd téc 'dung ching viem tudng
duang hni khodng 5 mg Prednisolon, Betamethason cé tie dyuna
chéng viém. chéing thip khip, chéng dj Ung, va lifu cao cé tac dyng
1 ché mign dich. Thudc diing duting udng, tikm, 1iém tai ché, hit
haiic b1 8 trf nhidu bénh cdn chl dinh ding Corticasteroid. Do lt c6
téc dyng trén chuyén hda mudl nude, nén Betamethason rit phi hop

tmng nhing trucng haop bénh i ma gidr nudc 1 bit ol
maleat la mat khing histamin dén xwat cia
Prapﬁamlm in maisat tk:h!wmnhvﬂnhfﬂu

t;;du;ﬂgdm Ifthmammm 14 chit ddikhang vii histamin thy
théH

18.. mmhdwc
- Betamethason d& hip thu qua duting théu hoa. Thusdc ciing
dé dugc hip thu khi i chid, Khi boi, dic biét néu bang kin hoge
khi da I;j rich haosc ¥RI thyt trut trang. cb thé b mét luemg
Betamethason dude Hap'th #WW "
Bunmmhls_untantmng.n" ﬂuwedﬁ titm tinh mach décha
&'nqnhanln cacdang tan trong lipkd tiém bﬁpﬁch&ﬁc diing kéo

mummmnmwnmmmmu&dmmﬂwwm.
Thuse qua nhau thal v ¢d thé bl xudt viro siia mg vl fugng nhé.
Trong tuiin hoan, Betamethason lién kit chil yéu véi Globulin, 1t vél
Albunin, Ty 1 Betamethason lién két vl protein huydt khodng 60 9%
thip hon so vél Hydrocortison. Betamethason 13 mot Corticold the
dung kéo di véi nifa dé khodng 36 - 54 gitk Thute duge chizyén héa
d:u]ri‘ud'ganvsat}dltmchu;zlqualmvdlrﬁléthuﬁnhhm
5. Do Betamethason o t6c db chuyén hda chim, ty 1 idn ket vé
Protein thip va nifa dé dai nén hidu luc manh han va thc dung kéo
dal hon so val cie Corticosterald e nhién,
- Dexclorpheniramin maleat sinh kha dyng khodng 25 - 50 % do bj
mwinhmdangukhlquaganﬂnﬂjumuétdﬂnﬁngﬂlﬂﬁa
trong mau sau 2 - 6 gie. HiB Iyc tal da dat duge sau khi ung thufic 6
alés. Thl glan tAc ddng ti4 - Bigid, Ty 12 gin vdi Protein huyét tuang
h\Izﬁmuﬁcm:huy&lm:puﬂu#gﬂnﬁmuchﬂ&m'&n
ha duisc loal a8 Mothyl, et nly khiing e6 Hoat tinh, Thibc chi ye -
dugre dao thil qua thiin va thy thudc vie pH nude tiéy, 34% Dexclor-
phenirmin dugc bal 6t dudi dang khiing déivA 22 % duidi dang chit
chinyfin hoa Ioai goc Methyl Thet gian bidn hiy tr 14- 25 gio,
16. Quy cich déng gél: Hop | chal 30ml, 75 miL
17. Bliulﬂnbhquh,hqndﬂng.ﬂhdmhthﬂlwngmﬂb&:
17.1. Didu kién béo qudn;
Nuildﬁm.‘l‘l.ﬂl'ﬂhdﬂhdngquim
17.2. Han ding:
- 24 thing ké tit nghy sdn xudt.
- Chi st dung sdn phim trong 30 ngay sau kbl mé np chai tin diw
17.3. Tidu chudn chdt lugng: TOCS16-16-031-23,
18.Tén, dia chi cia co' s& sin xust:
CONGTY CO PHAN DUDC PHAM TRUNG UONG 3
Tru =&t 16 Li 23 Hanh - Minh Khal - Héng Bing - Hal Phdng
M may sdn xudt: 56 28 - dubng 357 - Nam Son -
-An Duong + Hai
Bidn thogk (02253747507, Fax: (022513823125




