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Vién nén Spiromide
Thuéc bén theo don cla Béc sy. Doc ky hwéng dan truéc khi dung.

Néu cén thém théng tin xin héi y kién Béc sy. Dé thubc tranh xa tadm tay cua tré em.
Khéng uéng qua liéu chi djnh.

Tén thudc: Vién nén Spiromide

Thanh phéan:

Mai vién chira:

- Spironolactone (BP) ; 50 mg
- Furosemide (PH.EUR) : 20 mg

Dang bao ché cua thubc: Vién nén.

Quy cach déng géi: Hdp carton x 2 vi Alu/PVC X 10 vién

Chi djnh:

- Tinh trang phu dac biét khi cé cwédng aldosterone thir phat

- Phu va ¢ treéng do suy tim va so gan

- Diéu trj cao huyét ap phai dung thugc thé nhe dén vira.

- Hdi chirng than hw khi viéc diéu trj bénh ly cdn ban, han ché udng nwéc va an
mudi, ddng thdi dung cac thube lgi tiéu khac khéng dat hiéu qué mong mudn.

Liéu lwging va cach ding, dwong ding:

- Ubng tr mét dén bbn vién/ngdy (50-200 mg Spironolactone va 20-80 mg
Furosemide) tuy theo dép (rng cla bénh nhan.

- Téc dung téi da xay ra sau vai ngay dung thudc.

Chéng chi djnh:

- Suy than cap, suy gidm dang ké chirc ndng than, vd niéu, ting kali mau va bénh
nhan c6 tién st qua man véi bat ky thanh phan nao clia thuée.

- Phuy ni¥ ¢6 thai, cho con bu va tré em

Thén trong khi st dyng thuéc:
- Canh bao khi st dung thubc:

+ Than trong khi dung bd sung thudc bd sung kali hodc cac thudc chiva kali
khac vi c6 thé gay tang kali huyét.

+ Can diéu chinh liéu cac glycoside tro' tim va thuéc chéng cao huyét ap khi bd
sung Spiromide vao phac dd diéu tri.

+ Céc dan xuét sulfonamide, ké c& Furosemide, da cé bao cac ghi nhan lam
nang thém hoac kich hoat bénh lupus ban do hé théng.

- Lwuy dac biét: :

+ Céan danh gia dinh ky cac chét dién giai trong huyét thanh do cé kha nang
tang kali mau, gidm natri mau, kiém héa gidm clo huyét va cé thé co tang
BUN thodng qua, d&c biét & bénh nhan cé tdn thwong chirc ndng than. Néu
co tang kali méu, ngwng dung thuéc va can c6 bién phap tich cic dé giam
ndng d4 kali huyét thanh v& muirc binh thuwdng. Két hop véi cac thude lgi niéu
thiazide, Spiromide ¢6 thé Iam ting ndng @ acid uric trong huyét thanh va
nang thém bénh gut.

+ Than trong & bénh nhan ¢) bénh gan nang vi diéu tri bang thudc lgi niéu qua
manh ¢6 thé Iam nang thém bénh ndo gan & bénh nhan nhay cam.

+ Da ghi nhan c6 mdt vai trudng hop ¢ ting glucose mau va thay ddi kha
nang dung nap glucose. Kiém tra dinh ky glucose trong mau va nwéc tiéu &
bénh nhan tiéu dwdng va & ngwdi nghi ngd méac bénh tiéu dwong khi diéu tri
bang Spiromide.

+ Furosemide Iam ting nguy co bi tiéu cAp & bénh nhan loan san tién liét
tuyén va/hodic cb tdn thwong chirc nang tiéu tién. Ba ghi nhan cé nhiém toan
chéuyén héa 1ang clo mau c6 kha nang phyc hdi & mdt vai bénh nhan so gan
mat bu.

+ Spironolactone ho&c chat chuyén héa clia né c6 thé qua nhau thai va do an
toan cla Furosemide & phy ni¥ c6 thai thei ky dau chwa duwoc thiét 1ap. Do
@6, chi str dyng Spiromide & phy ni¥ ¢6 thai khi Igi ich thu dwgc I&n hon
nguy co déi véi me va thai nhi.

+ Canrenone (chét chuyén héa ctia Spironolactone) va Furosemide cé trong
stra me. Furosemide gy (rc ché tiét sira, néu can diéu tri bing Spiromide &
phu nir dang cho con bd, can phai cho tré 3n ngoai.

Sty dung trén phy ni¥ c6 thai va cho con bu:

- Spironolactone hodc chét chuyén héa clia né c6 thé qua nhau thai va do an toan
clia furosemide & phu nir co thai thdi ky dau chwa duoc thiét lap. Khéng dung
thuc cho phy ni¥ 6 thai vi Furosemide qua nhau thai, thuéc cling 1am giam lwong
mau t&i t& cung. Chi slr dung Spiromide & phu nir cé thai khi @i ich thu duwgc Ién
hon nguy co d6i véi me va thai nhi.

- Canrenone (chat chuyén hoa clia Spironolactone) va Furosemide cé trong sira
me. Furosemide gy (rc ché tiét sira. Néu can didu tri bang spiromide & phy ni
dang cho con bu, ¢&n phai cho tré an ngoai.

Tac dong cua thudc khi lai xe va van hanh may méc:
Khéng c6 thdng tin ghi nhan.

Twong téc véi cac thubc khéc va céc dang twong tac khéc:

- Furosemide va cac salicylate canh tranh & vij tri bai tiét & than, do 4 bénh nhan
dung liéu cao salicylate c6 thé bj ngd déc salicylate.

- Furosemide c6 tac dung dbi khang tubocurarine va cé thé gay tang cwdng tac
dung cla succinyicholine. Ca Spironolactone va Furosemide |am giam @ap (ng
thanh mach déi v&i norepinephrine. Do @6, than trong khi dung & bé&nh nhan phai
gay mé toan than hoic gay té tai ché.

- Thanh thai than cla lithium bj gidm @i do Furosemide, c6 thé dan dén ting nguy
co ngg déc lithium.

- Khéng dung ddng thdi cephaloridine v&i Furosemide vi da cé bao cao ghi nhan
tang déc tinh trén than.

Céc tac dung khéng mong mudn cua thudc:

- Cé thé xuét hién chirng v to & dan 6ng khi dung Spironolactone, va thay thuébc
nén ¢6 canh bao cho bénh nhén vé tac dung cé thé cé nay. Xuét hién chirng vu to
c6 thé lién quan @én lidu dung va thoi gian diéu tri va thwong hét khi ngwng ding
Spironolactone. Mét 6 truedrng hop hiém gaip c6 thé bi chivng vu to dai dang.

- Céc phan rng béat lgi khac, thwdng hét khi ngwng dung thube da dwec ghi nhan
bao gém: bat lyc, réi loan da day-rudt, ngli ga, phéat ban, réi loan kinh nguyét va
tac dung androgen nhe.
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- Furosemide co thé gay ting ure huyét, ting acid uric huyét va ting dwong huyét.
Sléy gidm tdy xwong 1a bién chirng hiém g3p clia Furosemide, can phai ngung
dieu trj.

- Céc phan (rng da lidu da dwoc ghi nhan khi sir dung Furosemide, bao gdm mé
day, ban dé da dang, ban xuét huyét, viém da tréc vay, ngra, viém mach hoai ti,
gidp da do phan (rng ddc v&i anh sang.

- Sééi loan mau do Furosemide bao gdm thiéu méau, méat bach clu hat va giam tiéu

u.

- Hiém g&p viém than ké dj (rng va viém tuy cép

- Céc phan (rng bat Igi khac, thwéng hét khi ngwng dung Furosemide da dworc bao
céo bao gbm: U tai va diéc cé hdi phuc, di cdm, nhin me, tut huyét 4p thé dieng, va
réi loan da day- ruét.

Théng béo cho bac si c4c tac dung khéng mong mudn gap phai khi st dung

Qué liéu:

- Qua liéu Spironolactone gay ngu lim, It &n tinh thdn, budn ndn, nén, chéng mat,
tiéu chdy. Tang K+ méu va ha Na+ mau hiém thdy xay ra clp tinh. Triéu ching
thwdrng mét khi ngwng thude, bu dich va dién gidi, didu tri ting K+ mau thich hep.

- Liéu cao furosemide cé thé.gdy mét dich va dién gidi ning gay giam thé tich ndi
mach, cb thé gay tut huyét ap thé dirng va giam do loc ciu than.

- Giadm thé tich do Furosemide sé hoat héa hé Renin-Angiotensin- Aldosterone va
bang cach ndy K+ cang mét nhidu qua nwéc tiéu. Didu tri bao gdm bd sung NaCl
va nwde, néu can thiét phai truyédn tinh mach.

Cac ddéc tinh dwoc ly:
- Céc déc tinh dwoc lwe hoc:

+ Spironclactone 1a chét &c ché canh tranh sy két hop clia Aldosterone véi thy

thé cla né.
Vi tri hoat ddng quan trong clia nd 12 éng than xa, noi né két hop véi thy thé
Aldosterone héa tan trong bao twong dé tao thanh phtrc hop bat hoat. Biéu
hién hang loat chudi phan (rng sinh héa dwa dén tdng hop cac protein ¢6 hoat
tinh sinh Iy, gay Igi tiéu va ha ap. Dung Spironolactone kém véi réi loan dién
gidi cang gop phan tang hoat tinh renin trong huyét thanh & chuét thi nghiém.
M@t tac dung khac nhuwng it quan trong 1a sy (rc ché tripe tiép dén tdng hop
Aldosterone cla thweng than, Spironolactone a3 lactone steroid quan trong
nhét trong trng dung 1am sang; thuéc hoat déng nhw mét thudc loi tidu va ha
ap do tac dong (rc ché gil» Na* ciia Aldosterone, va trc ché mét phdn sy sinh
tdng horp cortisol thwong than clia Aldosterone.

+ Furosemide la dan xuét cla acid anthranilic, thudc nhém thude Igi niéu quai.
Furosemide c6 tac dung loi tidu bang cach: phong tda co ché ddng van
chuyén & nhanh 1én cla quai Henle, tang thai tri» Na*, K*, CI', kéo theo nworc
nén Igi niéu; tang Iwu lveng mau qua than, tng dd loc cau than, va gidn mach
than, phan phéi lai mau cé lgi cho céc ving sau & vo than, khang ADH tai 6ng
lwon xa; gian tinh mach, gidm (» mau & phdi, giam ap suét thét trai; ting dao
thai Ca*™, Mg ** va lam giam Ca**, Mg*™* mau.

- Cac ddc tinh dwoc dong hoc:

SPIRONOLACTONE:

+ Sy hép thu Spironolactone bang dworng udng cé théd thay ddi vi thube it tan
trong nwéec. Dung thube sau 3n sé& ting hép thu, ¢6 thé Iam cham qua trinh
lam tréng da day, thire &n thic Gy s phan hiy thudc va cai thién hda tan
thuéc. Hon nira, acid mat dwgc tiét ra trong bira &n cé thé hoa tan
Spironolactone, 1a mét chat wa Lipid. Néng d6 dinh trong huyét thanh thwéng
xay ra sau 1 gi& dung thubc (sau &n b&a an chudn, & nguwdi khde manh tinh
nguyén). Hoat tinh sinh hoc toan than dwgc xac dinh khoang 60-70% va thoi
gian ban hiy thuéc trong huyét twong 1a 1,3+/-0,3 gi¢r. C6 thé phét hién duoc
thubc dén 8 gid sau hap thu nhwng nd chuyén héa rt manh nén khéng thay
thanh phan thudc tw do trong nuwéc tidu.

+ Spironolactone két hgp véi protein khodng 98% nhwng thé tich phan phéi
thuéc thi chwa rd. Mirc dd tich ty thuéc & mé va kha ndng thube qua hang rao
mau nao ciing chua ro.

+ Vi tri chinh chuyén héa sinh hoc Spironolactone dwoc cho 1a & gan.

FUROSEMIDE:

+ Phuwong phép tham khao dé xac dinh ndng dé Furosemide trong huyét twong
va nuéc tidu 1 phuong phap séc ky khi-ldng va séc ky 16ng hidéu nang cao.
Khi ding Furosemide dang udng & ngudi khde manh thi hoat tinh sinh hoc
trung binh cla thubc khodng 52% nhuwng khodng EHE rong 27-80%. Dwong
nhw khéng cb chuyén hoa dang ké trude dé. Thire &n Iam gidm hoat tinh
sinh hoc ctia Furosemide khoang 30%. :

+ Trong huyét twong, Furosemide két hop véi protein, chi yéu 13 Albumin. Thé
tich phan bd cta Furosemide thay ddi trong khodng 170-270 mi/kg.

+ Khi ndng @6 Furosemide dugc xac dinh bang cac phwong phap dac biét, thi
thoi gian ban hiy clia pha b thay ddi trong khoang 45-60 phut. Dé thanh thai
Furosemide trong huyét tirong toan bd vao khodng 200ml/phat. Bai tiét qua
than duwéi dang khdng thay d@di, loai bd thudc nhér chuyén hoa va thai qua
phan_Furosemide duec Ioc 1 phan & than dwédi dang glucuronide. Furosemide
c6 thé qua nhau, & ba me c6 thai ¢ phii va cao huygt &p. Nong dé thubc trong
huyét tirong tré so sinh ¢ thé twong dwong véi ndng 86 thubc trong huyét
twong cla ba me. Furosemide tiét qua siva.

+ Hoat tinh sinh hoc cla Furosemide dung dwéng ubng khéng thay ddi & bénh
nhan c6 suy tim, nhuwng c6 thé giam dd thanh thai & nhirng bénh nhan nay. O
bénh nhan c6 suy than tién trién thi hoat tinh sinh hoc clia thubc gidm va giam
thanh thai thudc trong huyét twong, théi gian ban hiy kéo dai khoang @ gioy &
bénh nhan c6 uré huyét tang.

+ O nguwoi, Furosemide duwgec chuyén héa mdt phan thanh dang khdng hoat
déng - glucuronide 7-15%, va dwoc bai tiét qua mat va nwérc tidu.

Han dung, bado quan, tiéu chuan &p dung:
Han dang: 2 ndm ké tir ngay san xuét.

Diéu kién bao quan thubc:
- Bao quan tréanh &m wét, qua lanh, qua ndng va anh ning mat troi.

Thong tin nha san xuit:
SEARLE PAKISTAN LIMITED
Dia chi: Plot No. F-319, S.I.T.E. Area, Karachi, Pakistan



