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Mezathion Mezathion

SPIRONOLACTON 25mg SPIRONOLACTON 251

Mariufachured by GMP-WHO  Sdnxudt i GMP - WHO
\H.wwprmunwm CONG TY CP DUCTC PHAM HA TAY

Mezathi

Compositions: Each tablet contains:
Spironolacton
Excipients g.s.f.

Jﬁmg
1 tablet

Indications - Contraindications -
Administrations - Dosage and other
information: See the package insert inside.

Storage: Store in a dry place, below 30°C,

Specification: USP 35,

Thuéc ban theo don

HATAPHAR

Thanh phan: Mai vién nén chifa:
SPIronolactoN......mmmmmmmmmmms 25mg
TaAUIC T 1 vién

Chi dinh - Chéng chi dinh - Cach diing -
Liéu diing va cic théng tin khic: Xin xem
t&r hudng dan st dung thubc bén trong hép.

Bdo quan: Noi khd, nhiét do dudi 30°C.
Tiéu chudn: USP 35.

SPK (Reg.No):
KEEP OUT OF REACH OF C
CAREFULLY READ THE ACCO
INSTRUCTIONS BEFORE USE.
Sén xuét taif Manufactured by:
CONG TY CP DUQ'C PHAM HA TAY/

HATAY PHARMACEUTICAL J.S.C

T8 din phd 56 4- La Khé - HaBang - Ha Ni.
Population groups Mo. 4 - La Khe - Ha Dong - Ha Noi.

Mezathion

SPIRONOLACTON 25mg

Hop 6 vi x 10 vién nén

DE XA TAM TAY TRE EM.
DOC KY HUGNG DAN 5Uf DUNG TRUGC KHI DUNG.

paeins

56 16 SX (Lot.No)
Ngay SX (Mfg. Date) :
HD (Exp. Date)

RY

Prescription Drug

Mezathion

SPIRONOLACTON 25mg

GWP-WHOl HATAPHAR

Box of 6 blisters x 10 tablets
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Huo’ng din sie dung thuéc
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* Qui cach dong goi: Hop 6 vi x 10 vién nén
* Thanh phan: Mi vién nén chira;
Spironolacton 25mg
Ta dugc vd | vién
(T4 dugce goém: microcrystalline cellulose, crospovidon, magnesi stearat, bét talc,
cellactose 80)
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* Duge lye hoe: Spironolacton 1a chit déi khang mineralocorticoid, tdc dung qua viéc tc
ché canh tranh véi aldosteron va cdc mineralocorticoid khdc, tac dung chu yéu ¢ 6ng luon
xa, két qua 1 ting bai tiét natri va nudce. Spironolacton lam giam bai tiét cac ion kali, amoni
(NHq4") va H'. Ca tac dung loi tiéu va chéng tang huyét ap déu qua co ché do. Spironolacton
bt dau tac dung tuong déi cham, cin phai 2 dén 3 ngay méi dat téc dung t6i da va thudc
giam tac dung chdm trong 2-3 ngay khi ngiing thude. Vi vay khong dung spironolacton khi
can gdy bai niéu nhanh. Su tang bai tiét magnesi va kali cua céac thude loi tiéu thiazid va loi
tiéu qual (furosemid) s& bi glam khl dung dcmg thdi voi spironolacton.
Spironolacton va cic chdt chuyén hod chinh cta né (7a-thiomethylspironolacton va
canrenon) déu ¢o tac dung khdng mineralocorticoid.
Spironolacton lam giam cé huyét 4p tam thu va tam trwong, tic dung ha huyét p ti da dat
dugce sau 2 tudn diéu tri. Vi spironolacton 1 chét dbi khang canh tranh véi aldosteron, liéu
dung cdn thiét duoce diéu chinh theo dap tng diéu tri, Tang aldosteron tién phat hiém 2ap.
Tang aldosteron thir phat xay ra trong pht thir phat do X0 gan, hoi chirmg than hu va suy tim
sung huyét kéo dai va sau khi diéu trj véi thude lgi tiéu thong thuong. Tac dung loi tiéu
duoc ting cuong khi dung phOI hop v6i céc thube loi tiéu thong thuong, spironolacton
khong gdy ting acid uric huyét hoic ting glucose huyét, nhu da xdy ra khi dung thude loi
tiéu thiazid liéu cao.
* Duwge dong hoc:
- Hap thu: Spironolacton dugre hip thu qua duong tiéu hoa, dat nonU do t6i da trong méau
sau khi uéng 1 gio, nhung van con véi nong do co thé do duoc it nhit 8 gidr sau khi udng 1
liéu. Sinh kha dung twong dbi 1a trén 90% 50 v6i sinh kha dung cta dung dich spironolacton
trong polyetylen glycol 400, dang hip thu tét nhét.
- Phén bo Trén 90% spironolacton lién két voi protein huyét twong. Spironolacton hodc
chit chuyé én hoa ctia né 6 thé qua hang rao nhau thai, canrenon phéan b vao sita nhung véi
lugng rat nho.
- Unlyen hoa: Spironolacton chuyén héa manh va nhanh thanh vai chit cf wyén hoa bao
goém canrenon va 7a-thiomethylspironolacton, ¢a hai déu c6 hoat tinh dwoc ly nhung kém
nhiéu so véi thude me.
- Thai trir: Sau khi udng mot lidu don & nguoi khoe manh, nira doi ctia spironolacton trung
binh 1,3-2 gio, nra doi cua 7a- thlomethylspnonol'luon trung binh 2,8 gi, ctia canrenon
13-24 gi6. Spironolacton va cdc chét chuyén hod cta né dao thai chu yeu qua nude tiéy,
mot phan qua mt va thai theo phan.
* Chidinh:
- Phui do ting qua mre aldosteron (nhu pht vo cén, phi do xo gan, hoi ching than hu, suy
tim sung huyet) Thuong phm hop véi céc thude loi tiéu khéc.
~Ting huyét-ap- throng phoi-hop voi cac thude loi tiéu khdce hoac thude chbng tn g huyét
ap. Tdc dung kém néu dung don doc. o
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- Suy tim sung huyét: ding liéu thap, phdi hop véi mot thube e ché enzym chuyén doi

angiotensin.

- Tang aldosteron tién phét: diéu tri ngén tr ude phiu thut tang aldosteron tién phat hoac

diéu trj duy tri lau dai nguoi bi adenoma tuyén thuong thén tiét aldosteron it nhung khong
— —— phau thudt hodc ting aldesteron vé-¢an-(ting san tuyén thwong than).

* Cach dung va li¢u dung;

Cdach dung: Nén dung thube voi thire an dé giam kich ing da day va tang hip thu. Déi véi

tré em, c6 thé nghlen nho vién thude, pha vdi siro hoa qua dé ubng. Tranh dung cac ché

pham chira nhiéu kali (nhu mudi thay thé, thuc phdm it mudi, chudi, cac loai hat)

Liéu ding:
* Ngwoi [on:
- Phi: Liéu ban dau théng thuong: 100mg/ngay udng 1 1in hodc chia thanh liéu nho. Liéu
dao dong tir 25-200mg/ngay. Néu dung don ddc, cho lidu ban dau it nhit 5 ngay. Néu dap
rng t6t, lidu co thé duoc diéu chinh dé dat duoc liéu tHi wu hodc lidu duy tri. Néu sau 5 ngay
diéu tri ddp (mg khong tot, thém mot loi niéu thiazid hodc loi liéu qiai. Liéu spironolacton
khong duge diéu chinh khi phdi hop véi loi tiéu khac.
- Suy tim sung huyét: Cho bénh nhén dang dung 1 thude e ché ACE va mot thude loi tiéu
quai kem hodc khong kém glycosid tim, heu ban ddu ctia spironolacton la 12,5-2,5mg/ngay.
Lleu co thé ting téi 50mg/ngdy sau 8 tuan diéu tri & nhirng bénh nhén ¢6 biéu hién suy tim
tién trién va khong c6 tang kali huy ét (ndng do kali huyét 5,0 mEq/lit). Khi xay ra ting kali
huyét, liéu spironolacton giam xudng 25mg. cho cach nhét, tham chi c6 thé ngimg thude.
- Tang huyét ap:
Lidu ban dau ubng 25-50mg/ngay, uonﬂr [ lan hodc chia 2 lan, dung it nhét 2 tuan; lidu duy
tri diéu chinh theo tirng ngudi bénh. Nhung hién nay it duge ding dé diéu tri ting huyet ap.
Khi phdi hgp spironolacton voi hydroclorothiazid, cin dieu chinh liéu ciia mdi thude riéng
biet, khong nén ding ngay cdac dang ché pham két hop c6 san.
- Tang aldosteron tién phat:
Chén doan: 400mg/ngay, ding trong 4 ngay. Néu ndng do kali huyét tang trong thoi gian
duing spironolacton nhung giam khi dimg thudc, c¢6 thé coi la co tang aldosteron tién phat.
Sau khi dd duge chin doan: 100-400mg/ngay, chia 2-4 lan. diéu tri ngin ngdy trude khi
phau thuat.
Néu nguoi bénh khong phau thuat: lidu ban déu 400mg/ngay, lidu duy tri 100- 300mg/ngay.
Dung liéu thdp nhét ¢6 hidu qua néu diéu tri duy tri trong thoi gian dai.
- Giam kali huyét (do diéu tri thude loi tiéu hodc khi bd sung kali khong du): ding lidu 25-
100mg/ngay.
* Tre em: Tre em nén lwa chon dang bao ché cho phit hop voi lira tuoi.
Loi tiéu khi phut trong suy tim, ¢d trudng do so gan hodic chong tang huyet ap;
- Tré so sinh: udng 1- -2mg/kg/ngay, dung 1 lan hodc chia 2 lan. “ ONG TY
- Tir 1 thang dén 12 tudi: ubng 1- 3mg/kg/ngay, ding 1 lan hodc chia 2 an 60’ PHAN
- Tir 12-18 tudi: 50-100mg/ngay, ding I lan hodc chia 2 lan. WGC PHAM
Liéu duoc diéu chinh sau 5 ngay.
* Newdi cao tudi:
Liéu ban‘déu 12,5-50mg/ngay, ubng 1-2 lan. khi cdn c6 thé tang dan én dén 25-50mg mdi 5
ngdy. Diéu chinh li€u trong suy than
(Tlm()c nay chi ding theo sw ké don ciia bdac sy,
* Chong chi dinh: Suy thén cép, suy than ndng, vo ni¢u, tdng kali huygt, giam natri huyet
mén cam voi spironolacton. Khi ndng do creatinin huyét thanh hokt pilo huyét cao hon gép
2 lan binh thut ong. Man cam véi mot trong nt \ing thanh phan cta thude.
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* Thén trong: Tinh trang cé nguy co tang kali huyét nhu khi suy giam chirc nang thén,
chirc néing gan, ngudi cao tudi, ngudi déi thdo duong va khi phdi hop véi cac thude loi tiéu
théng thuong khac. Toan chuyén hod do tang clor mdu ¢ thé hoi phuc (thuong di kém véi
tang kali huy et) cé thé xdy ra trong xo gan mat bu du chtre nang than binh thuong. Nén dinh

ky-kicn tra chatﬂdrenﬂgtar’v‘a—mimgeﬁwua uze--h—uyet—I%en‘rseat chat nong—é&k&ll—%}uyet—dc&——

v6i nhitng bénh nhan diéu tri suy tim, trdnh dung céc ché pham c6 kali hodc cac thube co

thé lam tang kali huyét.

- Céc thube loi tiéu noi chung chéng chi dinh & ngudi mang thai, trir khi bi bénh tim, vi

thudc khong phong duoc va cling khong chita duge phii do nhiém ddc thai nghén va thude

con lam giam tudi mau cho nhau thai.

- Spironolacton duge xem la khong an toan cho nhitng bénh nhan c6 réi loan chuyén héa

porphyrin.

* Str dung cho phu nir ¢6 thai hoéc cho con bu:

+ Thube c6 thé sir dung cho ngudi me trong thoi ky cho con bi. Néu cén thiét phai str dung

thi nén tam dirng cho tré b me trong thoi gian dung thude

+ Thubc khong duge dung cho phu nit mang thai vi thudce khéng phong duge va ciing

khong chita dugc phit do nhiém doc thai nghén va thude con lam giam tuwéi méu cho nhau

thai. Tuy nhién, thudc c6 thé diing cho nguoi mang thai khi bi bénh tim.

* Sir dung thudc cho nguoi lii xe, vin hanh may méc: Thude gdy mét moi, dau dau, ngu

ga nén can than trong khi sir dung cho ngudi lai xe va van hanh méay moc

* Tédc dung khong mong mudn ciia thude: Cac phan tng khong lién quan dén liéu dung

trong ngay va thoi gian didu tri. Nguy co phan tmg ¢6 hai thip khi dung liéu thip hon

100mg. Thong thudng nhit la to vii dan 6ng do ting nong d6 prolactin nhung thudng hdi

phuc sau diéu tri. Tang kali huy &t ludn phai duge xem xét & nhitng ngudi giam chirc ning

than. Nguy co nay thap khi dung liéu dudi 100mg/ngay & ngudi c¢é chirc nang than binh

thudng, voi dicu kién khong dung thém kali va phai kiém soat viéc nhén kali qua an uom‘Jr

khong theo ché do.

Thirong gap:

Toan than (Mét moi, dau dau, ngu ga, liét duong);

Noi tiét (Tang prolactin, to vii dan dng, chay sita nhiéu, réi loan kinh nguyét, mit kinh, chay

mau sau man kinh);

Tiéu hoa (Ia chay, budn non).

It gap:

Da (Ban d6, ngoai ban, may day);

Chuyén hod (Tang kali huyét, giam natri huyét);

Thén kinh (Chudt rat/co thit co, di cim);

Sinh duc tiét niéu (Tan g creatinin huyét thanh).

Hiém gdp:

Méu (Mat bach ciu hat, giam tidu cdu).

* Ghi chii: "Théng bdo cho bidc sy nhitng tic dung khéng mong mudn gip phai khi si

dung thuic",

* Twong tic voi thude khac, cac dang twong tac khéc:

+ Su dung ddng thoi spironolacton véi cdc chat tre ché enzym chuyén (ACE - 1) ¢6 thé din
i "tang kali huyet ndng, de doa tinh mang, ddc biét & nguoi cd suy than.

+ Tdc dung chéng doéng ctia coumarin, hay dan chét indandion hay heparin bi giam khi dung

cung vai spironolacton.
+ Céc thude chéng viém khong steroid, ddc biét la indomethacin F\F‘\Ulé tc dung chong

tang huyét dp cua spironolacton. )

+ St dung ddng thoi lithi va spironolacton ¢6 thé din dén ngo do l1th1 do giam do thanh
thai.
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’ + Sir dung dong thoi cac thude c¢é chira kali hodc thudc loi tiéu gitr kali khéc voi
spironolacton lam tang kali huyét.
+ Nira doi sinh hoc cua digoxin va cac glycosid tim co thé tang, din dén tang nong do va
tang ddc tinh cua glycosid tim khi ding dong thoi vai spironolacton, vi vy, néu phai dung
== —ﬁong thoi, can theo-d&i-bénhnhan cin than va viée duy tri; liéu lugng glyeosid tim can duge —

diéu chinh cho phu hop.

+ Ciing nhu céc thude loi tiéu khéc, spironolacton c6 thé lam giam kha nang chong loét cua

carbenoxolon.

+ Spironolacton ¢6 thé lam giam tac dung ciia céc chét chi van alpha/beta, quinidin.

+ Tranh ding déng thoi spironolacton véi tacrolimus vi lam tang tac dung cua tacrolimus,

+ Ethanol tuong téc véi spironolacton lam ting nguy co giam huyét ap thé dung.

+ Tranh ding vé1 cam thao tu nhién (do hoat tinh mineralocorticoid).

* Qua lidu va xir tri:

+ Biéu hién: Lo lé’mg, 1an 16n, yéu co, kho tho.

+ X1t tri: Rira da day, dung than hoat. Kiém tra can bang dién giai va chirc nang than,

Néu ting kali huyét co thay ddi dién tdm dd: Tiém tinh mach natri bicarbonat, calci

gluconat; cho udng nhua trao doi ion (natri polystyren sulfonat- biét duoc Kayexalate...) dé

thu giit cdc ion kali, lam giam nong do kali médu.

* Han dung: 36 thang tinh tir ngay san mdt Khéng ding thube da qua han st dung.

* L y: Khi thdy vién thude bi am mdc, vién thube bi nit v, nhan thude in sd 16 SX, HD

mo...hay ¢6 cdc biéu hién nghi ngd khac phai dem thude tdi tra lai noi ban hodc noi san xudt

theo dia chi trong don.
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* Bdo quan: Noi khd, nhiét do dudi 30°C. 40029;4%\
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