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[ cong THUC:
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T4 dugc ......... W 1 vién
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TO HUGNG DAN SU DUNG THUOC
Vién nén MESONIC
(Thube bén theo don)

MESONIC - Vién nén (dai xanh)

¢ Cing thire: Cho 1 vién
- Dexamethason (khéng phiy nim miligam)......0,5 mg
(tromg dwomg véi dexamethason acetat ........ 0,55 mg)
= Tadugt..iinnne: YU A (i | VIED
(Dextrose anhydrous, lactose, tinh bt sin, PVP K30 {Polyvinylpyrrolidon), mau blue patent, mau
tartrazin, magnesi stearat, vanilin)
+ Tic dung duge ly:
Duye lue hoe
- Dexamethason la ﬂuonleﬂlylpmdmsolon glucucomcmd téng hqp Cide glucocorticoid tic
dung b&ng cich j,in két vio thy thé & 1é bao, chuyen vi viio nhan té bao va & do da tac ddng
dén mdr sb gen duge dich md. Cic glucocorticoid con eb mjt s0 the dung tnre uép coO the
khong qua trung gian ban 'w'au thy thé, D::xamelhason cf cde tidc dung chinh cia
glucocorticoid la chong viém, chnng di tmg va tre ché mién djch, con tic dung dén cin béng
dién giai thi rit it. Vé hagt lyre chéng viém, dexamethason manh hon hydrocortison 30 ln,
manh hon prednisolon 7 lan.
Véi liu tic dung duge 1y, dexamethason ding toan than gdy ire ché tuyén yén gidi phéng
corticotrophin (ACTH), lim cho vo tuyén thugng thin ngimg tiét hormon corticosteroid ndi
sinh (giy suy va Iu}rén thugng thin thir phit}. Néu ciin thiét phai diéu tri bing glucocorticoid
ldu dai, chi ding thude véi lidu thap nhét ¢o thé va thuimg chi ding nhu mt thude hé trg cho
mét diéu trj khic. Khi ngimg hl;u phép todn thin vai lidu dm;m Iy, phai giam liéu din, cho dén
khi chire ning cioa truc dudi déi -yén-thugmg thin duge phye hbi. N

Dwee ding hoc

- Dexamethason duge hip thu tét tir duémg tiéu hoa, duge phén bd vio cic md trong co thé.
Thude qua nhau thai va mét lugmg nhé qua sira. Thude duge lién két véi protein huyét twong
(77%) vi chi yéu la albumin. Thude duq:c hip thu cao @ gan, thin vi cic tuyén thugng than,
Chuyén hoa & gan chim va thai trir chil yéu qua nude tiéu, hau hét & dang steroid khong lién
hop. Nira déi huyét twong 14 3,5-4,5 gu:r Nira déi sinh hge cua dexamethason la 36-54 gid, do
vay thude dic biét thich hiyp cho bénh can ¢ glucocorticoid tde dyng lién tue.

¢ Chi dinh:

- Diling dé didu tri tich cue: diéu trj trang thai hen, bénh dj img ndng, phin img sau lmyén miu,
viém thanh quén rit.

- Dang phoi hgp véi cdc diéu trj khac trong phii ndo, trong sée do nhiéu nguyén nhén khic nhau

+ Liéu ding:

- Ngudi Iém: Cip tinh: 3 mg/ngay, néu bénh ning uéng 4-6 mg/ngay, khi dat két qué ha dén liéu
ding. Duy tri: ¥5-1 mg/ngay.

- Tré em: ¥%-2 mg/ngdy, thy theo tudi, chia 2-3 lin, udng trong hodic sau bira an.

+ Ching chi dinh:

- Qua min voi dexamethason hode bét cir thinh phin nio cia thude.

- Nhiém nim toan than.

- Nhiém virus tai chd hodc nhiém khudn lao, 13u chua kiém soat duge bing thude khang khudn,

- Khép bj hity hoai niing.
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¢ Tic dung khéng mong mubn cia thude:
- Thuimg gdp:
+  R6i logn dign gidi: Ha kali huyét, giir natri va giir nude giy ting huyét dp va phi né.
+  Noi tiét va chuyén héa: Hi chimg dang cushing, gidm bai tiét ACTH, teo tuyén thugng
thin, giam dung nap g,Iucid roi loan kinh nguyét.
+ Co xuong: Teo co hdi phyc, lodng xuong, giy xwong bénh 1y, nirt dét séng, hoai tr xuong
v6 khuiin.
+ Tiéu hoa: Loét da day ta trang, loét chay mau, loét thung viém tuy cip.
+ Da: Teo da, ban dé, bim méu, rim léng.
+ Thiin kinh: Mét ngu, sing khodi. /B]I/
- It gap:
+  Qué man, d6i khi gdy chodng phan v, tiing bach ciu, huyét khéi tie mach, tang ¢én, ngon
miéng, budn ndn, khé &, nic, ap xe vo khuan.

+  Trigu chlimg va cde ddu hiéu ngimg thuﬂc Giam qui nhanh liéu thude sau khi diéu trj kéo
dai c6 thé dan 16i suy thugng thn cdp, ha huyét dp va chét. Ngimg thude dbi khi gibng
nhur ti phat bénh,

Théng bdo cho bac si nhimg tic dung khéng mong mudn gip phai khi sir dung thudc

# Thén trong:

-0 ngudi nhiém khudn hogc nghi ngcr nhiém khuén, phai dic biét ¢chd ¥ va diéu tr1 bﬁngﬁ
thuée khing khuin dic hidu 13 cin thiét trude tién, do tdc dung ttc ché mién dich
dexamethason c6 thé gy nhimg con kich phét va lan rjng nhiém khudn. Tuy nhién, ng ¢
viém ming nﬁo nhiém khuéin cin phai ding dexamethason trude khi ding lhug: khang kh
diic hiéu dé d& phong viém ndo do phin img véi cde manh xde vi khuin bi thube khéng kbdd
huy diét,

- O ngudi lodng xuong hodc méi phiu thudt rugt, loan tim thin, loét da day 14 trang, déi thio
dudmg, ting huyct ap, suy tim, suy thin, lao, thi cin phai theo di chiit che va diéu trj tich eye
cic bénh dé néu cin phai ding dexamethason.

+ Twong tic thube:

- Céc barbiturat, phenytoin, rifampicin, rifabutin, carbamazepin, aminoglutethimid, ephedrin, ¢é
thé 1am ting thanh thai corticosteroid nén lam gidm tic dung didu trj.

- Corticoid dbi khfmg tde dl,mg cia cdc tac nhdn gay ha dudmg huyét (ké ca insulin), thude ha
huyét dp va lhuuc lgi tiéu. Corticosteroid lam tang tic dung ha kali huyét cia acetazolamid,
cic thiazid 1gi ti€u quai, carbenoxolon.

- Hiéu lyc cia cdc din chit cumarin ching déng mdu c6 thé ting khi ding dong thoi véi
corticoid, nén can kié¢m tra chit ché thid gian prothrombin dé tranh chay mau ty phit.

- Syr thanh thai salicylat tang khi ding déng thoi véi corticoid, vi vdy khi ngimg ding corticoid
dZ bj ngd déc salicylat,

- Cée thude lgi tiéu lam gidm kali huyét va amphotericin B ¢6 thé lam téng téc dung giam kali
huyet cua glucocorticoid.

+ Surdyung cho ngudi Fi xe va van hinh méiy mbc:

- Thude dimg diroe cho ngudi 141 xe v vin hanh may mée.

+ Sir dung cho phu nir ¢6 thai va cho con bi:

- Phy nit cho con bi: Dexamethason vao sira me va co nguy cor d6i voi tré bl me.

- Phu nir ¢6 thai: Thude lam gidm trong lugng nhau thai va trong lugng thai nhi néu nguéi me
ding thube kéo dai. Ding glucocorticoid trude khi d¢ non di chimg minh khd ning béo vé
chong nguy co hii chimg suy hd hip so sinh va bénh loan san phéi-phé quéan do dé non.
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¢ Qua lidu va xir tri:
- Qua liéu dexamethason giy ngd doc cdp rat hiém. Khong c6 thudc giai doc dic hiéu, khong co

chi dinh diéu tri ngd doc man, trir trudng hop ngudi bénh qua nhay cam véi corticosteroid, gdy
bénh ly; Iic d6 can didu tri triéu chimg.

¢ Trinh bay:
- Chai 200 vién.
- Chai 500 vién.
- Hop 2 vi x 10 vién.
- Hop 10 vi x 10 vién.
+ Han dung:
- 36 thang ké tir ngay san xuét.
+ Bio quin:
Noi khd mat, nhiét d6 dudi 30°C, tranh énh sang. _
¢ Tiéu chuin: TCCS m
PE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG

THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC.

CONG TY TNHH DUQC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tén Tao — Q.Binh Tédn — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999

TPHCM, nghy 20 théng 05 ném 2017
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TO HUONG DAN SU DUNG CHO BENH NHAN

Tén thuie: MESONIC
Khuyén cdio:
Poc ki huéng dan sir dung truée khi ding
Dé xa tim tay tré em
Thube ban theo don
Thdng béo cho béc s§ hofic duge sy nhimg tic dung khong mong mudn gip phai khi sir
dung thude.
Thinh phén, him lwrgng cia thube:
- Hoat chit: Dexamethason (khong phﬁ'y ndm miligam).....0,5 mg
(twomg duong vai dexamethason acetal....... 0,55 mg)

- T duge: Dextrose anhydrous, lactose, tinh bat sin. PVP K30 (Polyvinylpyrrolidon), mau blue
patent, mau tartrazin, magnesi stearat, vanilin,

M td san phém: Vién nén dai, mau xanh, canh va thanh vién lanh lan.
Quy cich déng gdi: Hop 2 vi, 10 vi x 10 vién; Chai 200 vién; Chai 500 vién.
Thude diing cho bénh gi:
- Ding dé diéu trj tich cye: didu trj trang thdi hen, bénh di (mg néing, phan img sau truyén
miéu, viém thanh quan rit.
- Ding phdi hop véi cac diéu trj khic trong phi ndio, trong sic do nhiéu nguyén nhén khac
nhau.
. Nén ding thube nay nhuw thé niio va lidu lurgmng:
- Nguoi 16n: Cdp tinh: 3 mg/ngay, néu bénh niing udng 4-6 mg/ngay, khi dat két qua ha dén
licu ding. Duy tri: ¥2-1 mg/ngay.
- Tré em: “4-2 mg/ngay, tiy theo tudi, chia 2-3 lin, udng trong hojic sau bira in.
Khi niao khéng nén ding thube nay:
- Quéd man véi dexamethason hodc bét eir thanh phén nio cia thude.
- Nhi&m ném toan thin.
- Nhiém virus tai chd hodc nhifm khudn lao, lju chua kiém sodt duge bing thude khing
khuan.
- Khdp bi hay hoai ning.
. Tic dung khdng mong mudn:
- Thudng glp: . . .
+ Roi loan dién giai: Ha kali huyét, gitr natri va gilr nuée gay ting huyét dp va phii né.
+ Ngi tiét va chuyén hoa: Hoi chimg dang cushing, gidm bai tiét ACTH, teo tuyén thugng
thiin, giam dung nap glucid, roi loan kinh nguyét.
+ Co xuong: Teo co héi phyc, lodng xuong, gly xuong bénh 1y, nirt dbt séng, hoai tr
xwong vé khuan,
+ Tiéu hoa: Loét da day 4 tring, loét chiay mau, loét thing, viém tuy cép.
+ Da: Teo da, ban do, bam mau, rdm long.
+  Thin kinh: Mét ngu, sing khodi.
- Itgap: _ -
+ Qué min, doi khi gdy choang phan v¢, ting bach cau, huyét khoi tic mach, tang cén,
ngon miéng, budn nén, khé &, néc, dp xe vo khuin.
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10.

+ Triéu chimg va cde dédu higu ngimg thuac Gidm qud nhanh liéu thude sau khi diéu trj
kéo dai c6 thé din 161 suy thugng thin cip, ha huyét dp va chél. Ngimg thude doi khi
giong nhu téi phét bénh,

Thdng béo cho bic si nhimg tée dung khong mong mubn giip phai khi sir dung thude

Nén trinh ding nhirng thude hojic thye phim gi khi dang sir dung thude nay.

Cie barbiturat, phenytoin, rifampicin, rifabutin, carbamazepin, aminoglutethimid, ephedrin,

cd the lam ting thanh thii corticosteroid nén lam gidm tic dung dizu trj.

Corticoid d6i khing tic dung cla céc tde nhin gay ha dudmg huyét (ké ca insulin), thudc ha

huyét 4p vé thude 1gi tidu. Corticosteroid lam tang tic dung ha kali huyét cia acetazolamid,

ciic thiazid loi tiéu quai, carbenoxolon.

Hiéu lye cia cde din chit cumarin ching déng mau ¢ thé ting khi ding dong thoi véi
corticoid, nén ¢in kiém tra chit che thoi gian prothrombin dé tranh chay mau 1y phat,

- Sy thanh thai salicylat tang khi ding dong thisi vdi corticoid, vi vdy khi ngimg ding

1.

12.

corticoid dé bj ngé dc salicylat,

Cic thude lgi tiéu lam giam kali huyét va amphotericin B ¢6 thé lam ting téc dung gidm kali
huyét cia glucocorticeid.

Cin 1im gi khi mjt lin quén khéng ding thude:

Tiép tyc diing thude theo hudmg din,
Ciin bio quan thude niy nhu thé nio: .f/),
Noi khé mdt, nhiét dd dudi 30°C, trdnh dnh séng,

. Nh i.‘mg dfiu higu va trigu chimg khi dung thude qui litu:

- Quid lidu dexamr.th'lsun eay ngd dje cdp rét hiém. Khong ¢ thube gidi doc diic higu, khong

14.

I5.

¢6 chi dinh didu tri ngd doe mgn, trir truomg hop ngudi bénh qua nhay cam véi
corticosteroid, gay bénh 1y; lic dé can dicu trj tri¢u chimg.

Ciin phii 1am gi khi ding thude qud liéu Khuyén cdos

Qui lidu dt.xamethason gay ngd dje Cap rat hiém. Khong ¢6 thude gidi doe dac higu, khong
¢6 chi dinh didu tri ngd dic mgn, trir tndmg hop ngudi bénh qud nhay cam voi
corticosteroid, giy bénh ly; I do ciin diéu trj tri¢u chimg.

Nhimg Piéu cin thin trong khi ding thude nay:

-0 ngudi nhifm khudn hodc nehi nga.’r nhlcm khuin, phai ddc bigt chi ¥ va didu tn b&n@, cdc

thudc khing khuin die hiéu 1a cén thiét trude tién, do téc dung (e ché mién dich nén
dexamethason ¢6 the gay nhimg con kich phdt va lan rgng nhiém khuan. Tuy nhién, nguoi
viém mang ndo nhiém khudn cin phai ding dexamethason truée khi dung, thube khing
khudn diic higu dé dé phong viém ndo do phan img voi cic manh xée vi khudn bj thude
khang khudn hay diét.

8] ngudi loing xuong hode méi phiu thudt rudt, Io:;m tam thén, loét da day ta trdng, dai thao
dudmg, tEng |1uyél ap, suy tim, suy than, lao, thi can phai theo dai chit ché va dlcu trj lich
cue cac bénh dé néu cin phai diing dexamethason.

- Sir dung cho ngudi 1di xe va vin hinh may moe: Thude diing duge cho ngudi 1 xe va vén

16.

hiinh méy moc.

Sir dung cho phy nir mang thai va cho con ba:

+  Phy nir cho con bii: Dexamethason vio s@a me va ¢6 nguy cor dbi vai tré bl me.

+  Phy nir ¢d thai: Ti}uf':'»c lam giam trong heong nhau thai va trong heong thai nhi néu
ngudi me ding thuoe kéo dai. Dang glucocorticoid trude khi dé non di chimg minh kha
ning bio vé chdng nguy co hdi chimg suy hé hidp so sinh va bénh loan sin ph{"i':-phé
quin do dé non.

Khi nio cin tham viin béc sy, dwge sv:

Néu cdn thém théng tin xin hoi § kién bic s§ hofic duge s9.
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17. Han dung ciia thude:
- 36 thang ké tir ngay san xuit. Y/Z{

18. Tén, dia chi, biéu twong (néu c6) ciia co s& san xuat.
- Tén nha san xuat: CONG TY TNHH DUQC PHAM USA - NIC (USA - NIC PHARMA)
- Diachi: L6 11D, dudong C, KCN Tan Tao, Q. Binh Téan, Tp.HCM.
- Dién thoai: (028) 37.541.999 — Fax: (028) 37.543.999

19. Ngdy xem xét sira ddi, cAp nhit lai ndi dung hwéng din sir dung thude: 20/05/2017

TUQ.CUC TRUONG
PTRUGNG PHONG



