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i. :,_u:._’glujlu
W2\ TAY SON /&7 ) .
N ] ;‘ “’af'l_w{;-_—-' HUGNG DAN SUDUNG THUOC
S ST thude: THAZOLXEN

2. Cicdiu higo lew § vi khuyén cdo khi diing thude:

"B xa 1dm tay iré em

“Boc k¥ huromg dein sii dang i khi diing "

“Thuds dimg ngodi™
3. Thinh phin cing thire thude

Trong 106 g ché phim cé:

Thénix phein hogt chir:

Mometason furcat 0,1 gi0,1%)
Thémh phdn td diere; Cetyl stearyl aleohol, Cremiophor A25, vaselin, diu parafin, titan
dioxyd, FEG 400, natri lauryl sulfar, nude tinh khig vira dii | (g,

Trong mii fuip 5 g chiva:
Thinh phin hoat chit: Mometason furcat 5,0 mg {0,1%)

Thénk phdn 14 dwge: Cetyl stearyl aleohol, Cremophor A28, vaselin, diu parafin; titan
diexyd, PEG 400, natri auryl sulfat, nude tinh khide vira dit 5 g

Trong mii tuip 1) g chivas
Thitth phin hoat chit: Mometason furcat 10,0 m (0, 1%)

Thémb phan 14 dwe: Cetyl stearyl aleohal, Cremophor A25, vasclin, diu parafin, titan
droxyd, PEG 400, natri lauryl sulfat. pude tink kehriét vira di 10 g,

Trang mdi tufp 20 g chia:
Théah phin hoat chit: Mometason furcat 20,0 mg (0,19

Thavh phiin 16 due: Cetyl stearyl alcohol, Cremophor A25, vaselin, diu parafin, tizan
dioxyd, PEG 400, natri lauryl sulfat, nuge tinh khiét vira dit 20 g,

4. Dang bao chié: Kem bai ngodi da.
M 14 Kem min, mau trﬁng slla.

5 Duye lye hge

Nhiém duge 1v: Cic corticosteroid manh (nhéim 1]
Ma ATC: DOTACIZ

Mometason furoat 18 mét glucocorticoid éng hop cd hoat tinh ching vism. Cie
corticosteroid ¢6 te dyng tre ché nhity loai t& bio (duing bio, bach cdu eosin, bach chy
trung tinh, dai thue bdo, 1& bdo lympho) vi cac chdt trung gian (histamine, eicosanojd,
leucotrien vi cytokin} cb lign quan t6i vigm v ben, Céc bach cu vi dui thyre bao gitp cho sir
khoi ddu cac dép tng qua frung gian céc chit néu trén. Mometason furoat te chi sirbidm cia

I,
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taeh ciu viio thinh mach bi ton thaonyg, sau 46 ngan cin cde 18 bia viem khong di chuyén
dén vimg bj tén thuong, lim co mach vil gidm tinh thim cia mach maw, din dén cic 1é bao
viém khong dén duge vi ti tin thong.

6. Duye ding hye

Cic nghién eiu duge ding hoe 43 chi ring sir hip thy todn thin sau khi bdi kern
mometason furoat Img / g 14 rit nho, khodng 0,4% lidu sir dyng & nam gidi. Hip thy ting ién
khi ding bang kin. Phin lén trong sé d6 duee thai trir trong vomg 72 gidr sau khi sir dung. Bie
tinh ciia cic chit ehuyén hoa chia nghien e duge do hitm lugng qua nhi ¢é trong huyét
tromg v cic chiit bai tidr.

7. Chi dinh

THAZOLXEN dugc chi dinh dé didu 1] cic trigu ching viém vt ngia cua bénh viy nén
{khing bao gém bénh vy nén mang bim rong) va viem da dj ting.

B Cich ding, litu ding

Newdt lom, k¢ co benki nhdn cav tudi v iré enn trén 6 st Nén boi mot I6p kem mong van
viing da bi dnh hudmg méi ngdy mét 1n,

Khi co edi thign trigu chimg, kbuyén khich sit dung carticosteroid yéu hom,

B3 vegme 1ré e

Khéng nén sir dung trong thisi gian dai (trén 3 tubn) hede trén dién tich lon (trén 20% dign
tich bé mat co thé), O 1ré em, didy tri thi da 10% dién tich bé mat co th,

Sir dung cde corticosteraid tai chB & ié em tir § tudi trér 1én, hajie trén mat nén duge gidi han
o e thip nhit mi 66 hidu qua vi thid gian didu trj khéng dupo qua S iy,

B fiepmg ré em duedt 6 rici:

Do khdng dir dir ligu vé an todn nén khéng khuyén cdo sir dung cho tré em dudi 6 wéi.

9, Ching chi dinh

Maén cim véi mometason furvat hofic cic corticosteroid khic hoge voi bt cir thanh phin nio
ciia ché phim,

Chéhg chi dinh & bénh rosacea (chimg d6 mat), myn trimg ¢4, teo da, viém da quanh migng,
ngira hiu mén va co quan sinh due, phat ban do 13 6L vi khudn (vi dy: bénh chie 16, viém da
i), virus (vi du: herpes simplex, herpes zoster vi thiry ddu, myn cde, sii mao 2d o ni gidi,
U mém liy). nhidm tring ky sinh tring vi ndm (vi du: congida hodc dermatophyie), binh
vigm gan, bénh lao, giang mai hoje phar tng sau khi tiégm vaexin,

Kem khing nén duge sir dyng trén vét thuang hofic trén da b her hode vét thiromg lodt,

10. Cinh bdo va thin trong khi ditng thude
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& ¢4 kich img hay nhay cam khi s dung mometason, nén ngung didu trj va thay thi biing
liéu phidp thich hep.

Khi ¢d nhiém tring, nén phdi hep thém véi thude khdng ndm hay khing khudn thich hop.
Néu khang c6 dap tmg it we i, nén ngung dimg corticesteroid cho dén khi nhifm trimg
duge i khoi,

Hip thu tedn thin cda corticosteriod ding taf ¢hd gdy (e ché true ving dudi 881 — tuyén yén
- tuyén thirgng thin (HPA) va c6 thé phyc héi bing céch gidm glicocorticostersid sau khi
ngimg dieu tri. Cée bidu hién cum hii chimg Cushing, ting dutg huyét vi dubng nigu cling
b thé xay ra o mot sb bénh nhin do sy hilp thu todn thin dim corticosteriod diing tai ché. Su
hip thu tadn thin et corticosteriod diing tai chd s& gia tAng néu didy tri trén mdt dign tich co
thé ring hay bang kin sau khi bai thude.

Bit ki tac dung khdng mong mudn nio dige bio cdo sau khi sis dung cée eorticosteroid toan
thin, ké ci suy thurgng thin, eling 6 thé iy ra véi cac corticosteroid ding tai chi, dac biét la
o tré s sinh v tré nho,

Bénh nhin nhi ¢4 thé 48 bi nhigm dge hé théng hon so vai ngusi 16n do t 1§ dién tich bé mgt
da lim hom so vii trong lugng oo thé Vi s an odn v higu qua el mometason & bénh nhi
dudi 6 bt ehira duge nghidn i nén vige sir dung mometason trong nhém twdi ndy khing
dwroe khuyén cio,

Bie tinh i chd v wrén hé thing 14 phé bidn, dic biét 1 sau ki sir dung corticosternid ldu
i trén dign tich rang cia viing da d3 bi tén thiong hay bang kin. Khing nén $ir dung cha (ré
nho, viing da mt hay bang lai. Néu sir dung trén da mat. thdi gian didu iri khing dwoe qua §
nighy vis khing nén bang kin. Nén trinh didu trj kéo dai div o bit ky wéi nao.

Steroid t5i chd c6 thé nguy hidm déi voi bénh viy nén vi mot s Iy do bao o i phit sau
khi dung nap, nguy co binh viy nén thi myn mis toin thin vi cpe bé do chike ning hio vi
cita da bj-suy yéu. Cin theo ddi bénh nhan cin than khi s dgng trong bénh viy nén,

Nhur vétf tit ca cac thude glucocerticoid manh, trinh ngung didy e dit ngdr. Dimg dot net
khi didu tri tai chd kéo dii biing glucocorticaid manh cé th iy ra tinh trang vigm da vi nét
min 46 giy ngia do dai va néng rat, Bidu nay ¢ the han ché bing cdch giam ligu tir tir cho
dén khi ngimg didy tri,

Glucocorticoid co thé lam thay d6i sir xult hign caa mét <8 1dn thuong va gy khé khan cho
vige chin dodn chinh xac va ciing ¢6 thé ngdn can viée chita lanh,

Thazolxen khang sir dung nhin khoa, ké e mi méL, i nguy ed rit hidm gdp cua bénh ting
nhiin dp hodc due thiy tinh the.

—



https://trungtamthuoc.com/

BUCE PHaM z |
\*‘x JAY SON _,f
.l. |.; c ‘ﬂ-ﬁ Iugn thi gidic ¢ thé duge bdo cdo vii vide sic dung corticosteraid todn thin va tai chd
[bﬁm alim ci dirémg mdi, hit vt ndi nhan), Néu bénh nhin 6 Gic trigy chimg nhw thj luc mé
hode cde roi loan thi gise khde, bénh nhan nén dén gip bic si nhin khoa dé dirre dinh gid cic
nguyén nhin ¢d thé giy rbi loan thi giac co the bao gdm due thiy tinh thé, 18ng nhin ap hogc
cio bénh hiém gip nhur banh ke ving mgc trung tam thanh dich (CSCR) da dupe bio cio
siw khi st dyng corticostereid todn thin va tai ché.
11. Sir dyng thudc cho phy nir cd thai va cho con bi
Thii k¥ mang thai
Tinh an toan cia mometason khi dimg cho phy nir co thai chua xic dinh, Tuy nhién, ciing
nhw v tat ca cdc glucosorticaid sir dung béi tai chi, cdn cin nhic co kha ndng it nhd Fing
sif ting trumg cla thai nhied thé bi anh hudmg do glucocorticoid di qua hang réo nhau thai.
Do db, chi ding corticosteroid tai ¢hd trong thal ky khi Tgi ich cais hem nguy co cd thé xdy ra
cho me va thai nhi. Khong nén s dung mi lugng lon hay ding kéo dii cic thude thudc
nhém ndy ¢ho phip nit dang mang thai.
Thii ki cho con bi
Khéng rd thude o6 duge bai tiét viio sita me hay khing.chi nén dimg cho cic ba me cho con
b sau khi cdn nhie cin thin méi quan hé lgi ich / nguy co. Néu didu i véi lidu cao hon
hofic dp dung dai han duge chi dink, cho con bl nén ngung thudc.
12, Anh Iring cia thude 1n khi nZng I e va vin hinh may moe
Chuta et bng chimg vé dnh huéng cia thude 16n khi ning li xe, vin hinh may mée,
13, Tweng tic, tromg ky, cta thude
Chura 6 thang tin,
14. Tie dyng khimg mong muéin cis thube:
Céc phan tmg khing mong mubn duoe bio cdo theo tn sudt:
Rilt phis bién (=1 / 10); Thutmg gip (21 / 100, <E/10); Tt gép (=1 / 1,000, <1/100); hidm (21 /
10.000, <1 / 1.000, rit hiém (<1/10 000,); Khéng 1 tAn suit (khang thé udc tinh tir 4T lidy
¢ siin)
Nhifm tring va nhiém khudn
Khéng o tin sudt; Nhifm triing, nhgt
it hiém: Viém nang long
i loan hé thin kinh
Khing rd tin suit: Giy mé
Rét higm: Cim gific ndng rit
R logn da va md dwdi da 4
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l'L o TPL‘I" !ﬂ-ﬂuhg'n}ﬂn sudt: Viem da tidp xic, giam sie 18 da, ting sic 18, fan da, vigm da dang myn
= ‘Irﬂ'rtg%é;- teo da.
R hiBI‘Il Neia.

Réi logn chung vi tai vi tri bai

Khong rd tin sudt: cam gide daw vi phin tmg tai vi tri béi,

R logn mét

Khing biét: Tam nhin mé

Phin (mg khéng mong mudn khic dupe bio clo khong thiimg xuyén xay kbi ding

h
.

corticosteroid tai ché bao gdm: khé da, kich img, viém da, viém da quanh migng, da ting sie
t3. ban da v tinh mach migng nhén,

Bénh nhan nhi ¢ thé biéu hign khi ning nhay eam cao hon voi sir e ché trye viing dudi dbi
~tuyén vén - wyén thugng thin (HPA) v hdi chimg Cushing so véi bénh nhia triremg thanh
do ty 1 giti dign tieh bé mifi da 1om hom so véi trong luomg co thé,

Bidu 1rj biing corticosteroid liu dii ¢6 thé dnh hudng dén sy ting trudng vé phat wién cia té
gim.

15, Qus lidu va edeh xir tri:

St dyng corticosteroids tai chd Idu dai cd thé e ché tre ving dudi ddi — myén yén — uyén
thugng than (HPA) din dén suy thuong thin thir cip v thuimg 6 thé phue héi,

Khi trye HPA bj tie ché, cdn thuc hign ligu trinh dé ngimg thude, 8¢ giam tin sult sir dyng \
hode dé thay thé mit logi steroid yéu hon.

Ham hrgmg steroid trong 1img don w déng g6l qui thip nén ¢o it hoge khing co tic dung dde

hai trong trutmg hop do finh & nuét phai,
16. Quy cich déng gii

Hidp | tuyp x yp nhdm S 10g; 208,
Hop | tuyp X wyp nhya Sg; 10g; 20p.

17. Biéu kign bao quin, han diing, tiéu chudn chit lugng cila 1.'I|uo;_1-- ——
Bdo quan: Mai kbt mit, nhigt 4§ dudi 30°C, tranh 4nh sing, e :‘. :

Ham ditng criar thidie: 36 thing ké tir ngdy san xudt,
Tidu chudn char liegmg: TCCS,

18, Tén, dja chi oo si sin xuft thude

@ CONG TY CO PHAN DUGC HA TINS. MU0 CUCTRUCING
167-HaH Thinh h 'T!-I ING P ;\,_
HABIBHAR i Huy Tip- phé Ha Tin i j ,.
DT 02393 854617 - 02393 §55906. Fax : 02393 856821 /v s . "-":- Sl
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