J{ THUOC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim

FRANILAX

Thuéc ban theo don
Pé xa tam tay tré em
Poc k§j hwéng dan sir dung trueéc khi dun
Thong bédo ngay cho bac sy nhirng tac dung khong mong muaén khi sir dung thudc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUO| BENH

1.

Thanh phén, ham lweng cia thudc:
MJbi vién nén bao phim chua:

Hoat chat:
SpIronolacton ..., 50 mg
FUrosemid .......ccoocvevvevieseee e 20 mg

Ta dugc: Lactose monohydrat, starch 1500, calci carbonat, crospovidon, magnesi stearat,
natri carbonat khan, natri lauryl sulfat, polysorbat 80, silicon dioxyd, HPMC ES, titan
dioxyd, talc, PEG 4000, dau thau dau, mau oxyd sat do, mau oxyd sat vang.

M0 ta san pham: Vién nén dai, bao phim mau nau d6, mot mat c6 dap logo ¢
dap gach ngang.

Quy cach dong goi:

Hop 3 vi (Nhém - Nhom) x 10 vién.
Hop 6 vi (PVC - Nhom) x 10 vién,
Hop 10 vi (PVC - Nhdm) x 10 vién.

Thubc ding cho bénh gi?

FRANILAX chua hai hoat chét 1a spironolacton va furosemid, déu thudc nhom thude loi
tieu.

FRANILAX dugc dung dé ngan chan sy tich nude qua nhiéu trong co thé ctia ban. Sy tich
nudc qué nhiéu nay co thé gy sung mit ca chan, kho thd va cam thay mét moi hon.
FRANILAX hoat dong bang cach gitp ban loai bo nhiéu nudc (nude tiéu) hon binh thudng.
Néu lugng nuéc du trong co thé ban khong duoc loai bo, nd co thé lam ting thém ganh
nang trén tim, mach méu, phéi, than hodc gan.

Nén dung thuoc nay nhw thé nio va liéu lrong?

Lubn dung thudc chinh xac nhu hudng dan cua bac sy hoac duoc sy. Néu ban chua rd, hiy
hai lai cho chéc chan.

Thuong dung lidutir 1 - 4 vién/ ngay.

Béc sy s& ndi cho ban biét Can uong bao nhiéu vién va UOng trong bao lau.

Neu ban duoc bac sy bao UOng thude 1 lan/ ngay hay uong thudc vao bira sang Néu la
uong 2 lan/ ngay, hay uong thuoc vao bira sang va bira trua. Khong udng thude vao bira toi
Vi N6 cd thé anh hudng dén giac ngu cua ban.

Néu ban dang udng sucralfat (thudc diéu tri loét da day): Khong ubng sucralfat cing mot
lan véi FRANILAX. Ban nén udng sucralfat cach it nhat 2 gio truéc hodc sau khi udng
FRANILAX.

Cach dung:

Thude dung dudng uéng

Nuot nguyen vién v6i nude.

Thubc nay khong thich hop ding cho tré em.
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Néu ban cam thdy tac dung cua thudc qua manh hodc qua yéu, dimg tu ¥ thay dbi lidu dung
cua ban, hay tham khao y kién cua bac sy.

6. Khinao khong nén dung thudc nay?

Khong nén dung thudc nay néu ban:

- Qué méan vai furosemid, spironolacton, sulphonamid hoic céc dan chat sulphonamid
(nhu sulfadiazin hodc co-trimoxazol), hoic bat ky thanh phan nao cua thudc.

- Bi giam thé tich tuan hoan hoac mat nuéc (kém hogc khong kém ha huyét ap).

- Covan dé nghiém trong Ve than.

- COvéan dé nghlem trong vé gan.

- Ban khong thé di tiéu (V0 niéu).

- Ban c6 qua nhiéu hodc qué it kali hoic natri trong méau cua ban (xem két qua xét nghiém
mau).

- Ban bi chung bénh goi 12 bénh Addison. Bénh nay c6 thé khién ban cam thiy mét mai,
suy yéu.

- Ban dang c6 thai hodc cho con bu.

Khong dung thudc néu ban gap phai bat ky truong hop nao & trén. Tham khao v kién cua

bac sy néu ban chua chéc chan.

7. Téac dung khong mong muon

Nhu céc thudc khac, FRANILAX c6 thé gy tac dung khdng mong mudn, nhung khong

phai ai cling gap phai.

B4o ngay cho bac sy néu ban gdp nhieng triéu chiing sau - ban c6 thé can phdi duoc diéu

tri cap ciu kip thoi:

- Néu ban bi di &ng. Dau hiéu c6 thé bao gém viém than hozc suy than, sung mat ca chan
hoic ting huyét ap, ban da, thay doi mau da, nét phong ning trén da, tro nén nhay cam
hon véi anh sang mit troi hon binh thuong, sét va ngua.

- Phan tng di tng nghiém trong. D4u hiéu c6 thé bao gom séc nhu kho tha, da dinh, lanh,
da tai nhot va nhip tim nhanh.

- Dau bung hodc lung. Day c6 thé Ia déu hiéu cua viém tuy.

- D& bam tim, nhlem trung, cam thay yeu 6t hogc mét moi hon binh thuong. Thudc c6 thé
anh huong dén sb luong té bao méu, gay ra c4c van dé nghiém trong veé mau.

- Khét nhiéu, dau dau, cam thay choang vang hoac chong mit, ngét, 10 13n, dau hoic yéu
co hodc khap, chudt rt hoic co thit co, dau bung hoic nhip tim khong déu.

Pay co thé 1a diu hiéu cua mat nudc hoic thay doi can bang cac chat trong co thé ban. Mat

nudc nang c6 thé giy dong mau hogc gut.

- Ban nhan thay da hodc mat cua ban Vang va nudc tiéu tro nén sam mau. Day co the la
diu hi¢u cua cac Van dé vé gan nhu vang da hodc viém gan. O bénh nhén di bi cac van
dé vé gan, mot van dé nghlem trong hon vé gan la bénh ndo gan c6 thé xay ra. Triéu
chang bao goém hay quén, gian di, thay d6i tam trang va hon me.

- Phdng rop hodc bong troc da xung quanh mai, mat, miéng, miii va b phan sinh duc,
triéu ching gidng cim va sét. Pay co thé 1a tinh trang duoc goi 1a hoi ching Stevens-
Johnson. Mét tinh trang nghlem trong hon goi 1a hoai tr biéu bi nhidm doc. Cac 16p cua
da c6 thé bi bong tréc trén viing da rong trén co thé.

- Phét ban do thudc kém ting bach cau ai toan va cac triéu chung toan than (DRESS): Thé
hi¢n qua cac phan ing trén da (nhu phat ban hodc viém da troc vay), tang bach cau ai
toan, sot va/ hodc noi hach, véi céc bién ching toan than nhu viém gan, viém than, viém
phéi, viém co tim v&/ hodc viém mang ngoai tim.

- Ngoai ban mun mu toan than cip tinh (AGEP): Triéu chiing bao gém da bi do véi cac
vung da bi sung duoc bao phu boi nhiéu myn mu nho.

Chéng mat, ngat va mat y thure.

Cac tac dung khdng mong mUOn khéc:

Téc dung khdng mong muon lién quan Furosemid:

Rat thuong gap
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Mat nude, nhiém kiém chuyén hoa ha clor huyét, ha calci huyét, ha magnesi huyét (ty 1é
méc phai ba tac dung sau c6 thé giam boi triamteren).

Ha huyet &p (néu nang co thé gay ra cac dau hiéu va triéu chung nhu suy giam kha néng tap
trung va phan xa, choang vang, cam giac ap luc trong dau, nhtre dau, budn ngu, suy nhuoc,
réi loan thi luc, khd miéng, khdng dung nap thé ding).

Ling dong calci & tré em.

Thuong gap

Giam thé tich mau, ha clor huyét.

Tang creatinin huyét, ting uré huyét.

it gap

Thiéu mau bat san.

Giam dung nap glucose (do ha kali huyét), ting acid uric huyét, bénh gut, giam HDL-
cholesterol huyét thanh, tang LDL-cholesterol huyét thanh, ting triglycerid huyét thanh,
tang duong huyet

Rol loan thi gic, nhin mo, chi nhin thiy mau vang.

Diéc (d6i khi khong hol phuc).

Khéng dung nap tur thé, loan nhip tim, ting nguy co hoac kéo dai tinh trang con éng dong
mach & tré dé non.

Kho miéng, khat nudc, budn ndn, rdi loan nhu dong rudt, nén mia, tiéu chay, tao bon.
Chuoét rat, yéu co.

Gay tiéu nhiéu, tiéu khong ty chu, tic nghén duong tiéu (¢ bénh nhan ting san tién liét
tuyén, khong c6 kha niang lam rdng bang quang, hep niéu dao vo can).

Mét moi.

Hiém gap

Suy tuy xuong (can ngung diéu tri), tang bach cau ua eosin, giam bach cau.

R4i loan tam than khong ro nguyén nhan.

Di cam, 10 lan, dau dau.

U tai va mat thinh gidc c6 hdi phuc hodc khong hdi phuc (thuong tam thoi, dac biét ¢
nhitng bénh nhan suy than, giam protein huyét (nhu trong hoi chiing than hu)).

Viém mach, huyét khéi, séc.

Viém tuy cap (khi dung loi tiéu kéo dai, bao gdm furosemid).

Suy than cap.

Con dng dong mach.

Téng transaminase huyet

Rat hiém gap

Thiéu mau tan huyét, giam bach cau, giam tiéu cau.

Tetany.

Viém than k&.

Chua 6 tan sudt

Lam nang thém tinh trang nhiém kiém chuyén hoa sin c¢6 (¢ bénh nhan xo gan mat ba), réi
loan nude va dign gidi, tang thai kali.

Chéng mat, ngét xiu va mat y thirc (do ha huyét ap c6 triéu chang).

Téc dung khdng mong muon lién quan Spironolacton

Rat thwong gap

Tang kali mau & bénh nhan bi rdi loan chirc ning than ning, nguoi dang duoc diéu tri dong
thoi vai cac ché pham b sung kali.

Dau déu.

Kho tiéu, tiéu chay.

Nam gioi Giam ham mudn tinh duyc, réi loan chirc ning cuong duong, liét dwong, phi dai
tuyén vi (nir hoa tuyén va): Phu nit: Réi loan v, dau va, rdi loan kinh nguyét, tram giong
(trong nhieu truong hop khong hdi phuc).

Mét moi, budn ngi.

Thuwong gap
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Ha natri huyét (dic biét 1a khi phdi hop diéu tri chuyén sau véi cac thudce loi tiéu thiazid),
tang kali huyét & bénh nhan bj réi loan chic ning than ning, bénh nhan dang diéu tri véi
thudc e che ACE hogc kali clorid, nguoi cao tudi va bénh nhan dai thao duong.

Yéu strc, hdn mé & bénh nhan bi xo gan, ngira (di cam).

Budn ndn va ndn.

Phu nir: Thay ddi trong dich tiét am dao, giam ham muén tinh duc, vo kinh, xuat huyét sau
man Kinh.

Kho chiu.

it gap

Acid huyét (nhiém toan) & nhirng bénh nhan c6 van dé vé gan.

LG 1an.

Ban da, may day, ban do, ndm da, ngtra, chitng phét ban.

Co thit co, chudt rat & chan.

Tang creatinin huyét thanh.

Hiém gap

Giam tiéu cau, ting bach cau ua eosin, giam bach cau (bao gdm mat bach cau hat).

Eczema (phan ung di ung typ 1), qua man.

Thleu dich & cac md (mat nudc), porphyrin, ting tam thoi nong do nito trong mau va nudc
tiéu, ting acid uric mau (c6 thé dan dén bénh git & bénh nhan c6 nguy co cao).

Te ligt, liet phan dudi cia tay chan do ting kali huyét.

Rat hiém gap

Ung thu vu.

Viém thanh mach (viém mach).

Viém da day, loét da day, xuat huyét duong rudt, chudt rat.

Viém gan.

Rung tdc, eczema, hong ban ly tam, ram 16ng.

Lupus ban dé hé théng (SLE), nhuyén xuong.

Suy than cap.

Chua 6 tan suat

Céc tac dung androgenic nhe, bao gom ram I6ng.

Nhiém toan chuyén hoéa ting clor thuan nghich - thuong kém tang kali huyét da duoc bao
cao & nhitng bénh nhan bi xo gan mat ba, ké ca khi chirc ning than binh thuong.

Chéng mat, mét diéu hoa.

Ha huyét &p nhe.

Thudc c6 thé gay ra cac tac dung khdng mong muon khéc, théng bao ngay cho bac sj néu
gap phdi nhitng tac dung khéng mong muon sau khi si dung thugc.

Nén tranh dung nhimng thudc hoic thue phél‘n gi khi dang str dung thudc nay?

Thong bao cho bac s§ hodc duoc sy cua ban ve tat ca cac loai thuoc ma ban dang str dung

hodc sir dung gan day, bao gdm ca céc thude ké don hoic khong ké don, cac vitamin hoic

thudce tir duoc liéu.

Théng béo cho bac sy hodc dioc sy néu ban dang sir dung cac thusc sau:

Nhiing thuéc sau cd thé dnh huong dén tac dung ciia FRANILAX va lam tang kha néing gap

phai tac dung khong mong muon:

- Thudc lam thay déi luong kali trong méu cta ban. Nhiing. thudc ndy bao gdm nhiing ché
pham bé sung kali nhu kali clorid hodc mot sb thudc loi tiéu nhu triamteren va amilorid.

- Céc thubc nhu ramipril, enalapril, perindopril (cac thudc &c ché ACE) hoac losartan,
candesartan, irbesartan (cac thudc dbi khang thu thé anglotensm ). Bé4c sy c6 thé can
phai thay doi lieu FRANILAX hozc cho ban ngung udng céc thudc trén.

- Thuéc diéu tri tng huyét 4p hoac c&c van dé vé tim. Bac sy caa ban cd thé can thay doi
lidu ding caa thude cho ban.

- Thudc dung trong gy mé toan than dé lam thu gidn cac co khi phau thuat.

- Thudc diéu trj dai thao dwong. Nhitng thudc nay cd thé cho tac dung khéng hiéu qua khi
ban dang uéng FRANILAX.
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10.

11.

12.

- Theophyllin: Thubc diéu tri ching thé kho kheé hoic kho tho.

- Phenytoin: Thubc chéng dong kinh. Thubéc ndy c6 thé lam giam tac dung cua
FRANILAX.

- Trimethoprim va trlmethoprlm -sulfamethoxazol.

thng thuéc sau co thé ting kha ning gap phai cac tac dung khéng mong musn khi uéng

cung FRANILAX:

Lithi - Thudc diéu trj van dé vé tam than - D¢ tranh gap phai cac tac dung khong mong

muén, béac sy caa ban ¢ thé can thay d6i lidu lithi ban dang dung va kiém tra luong lithi

trong mau cua ban.

Cisplatin - Thudc diéu tri ung thu.

Digoxin - Thudc diéu tri cac van dé vé tim. B4c sy ¢ thé can thay doi liu dung cua thuéc.

Thudc khéng viém khong steroid (NSAIDs) - duge dung dé giam dau, chéng viém nhu

aspirin, ibuprofen, ketoprofen hoac indometacin.

Carbamazepin - Thubc diéu tri dong kinh.

Aminoglutethimid - Thudc diéu tri ung thu vi.

Ciclosporin - Thubc chong thai ghép sau ghép co quan.

Methotrexat - Thubc diéu tri ung thu da, bénh vé khép va rugt.

Carbenoxolon - Biéu trj loét thuc quan (cuéng hong).

Reboxetin - Thubc chdng tram cam (néu dung kéo dai).

Amphotericin - Dung trong nhiém nam (néu dung kéo dai).

Corticosteroid - Khang viém, vi du: prednisolon).

Cam thao tri ho (néu dung vai lugng I6n).

Probenecid (dung véi mot thude diéu tri HIV khac).

Colestiramin - Thubc ha cholesterol.

Thubc diéu tri nhiém tring nhu gentamycin, amikacin, neomycin, neltimicin, tobramycin,

vancomycin hoac liéu cao cua cac cephalosporin.

Thudc diéu tri tao bon (thudc nhuan trang) nhu bisacodyl hodc senna (néu dung kéo dai).

Thudc diéu tri hen phé quan khi dung liéu cao (nhu salbutamol, terbutalin sulphat,

salmeterol, formoterol hoac bambuterol). o _

Céc thudc loi tiéu khac nhu bandroflumethiazid. Bac s§ ¢6 thé can phai thay ddi liéu dung

cua ban.

Néu ban gap bdt ky rrwong hop ndo & trén (hodc ban khong chdc chan), hay thdo lugn véi

bac sy truréc khi dung thuéc.

Sur dung FRANILAX véi thire an - do uanq

FRANILAX nén dugc nudt voi mot coe nude day, tot hon nén udng cing bira an.

C%}n lam gi khi mgt lan quén khong dung thuoc? .
uong licu da quén som nhat c6 thé khi ban nhé ra. Khong dung 2 lieu trong cung 1 ngay.

Néu ban muon ngirng thude

Khong nging thudc chi vi ban cam thay khoe hon. Viéc tiép tuc dung spironolacton/
furosemid cho dén khi bac sy bao ngirng rat quan trong cho ban.

Ludn lam theo chi dan cua béc sy.

Néu ban c6 thiac mac gi khi st dung thudc nay, hay lién hé véi béac sy hodc dugc 3.

Can bao quan thudc nay nhw thé nao? )

Gitr thuoc trong bao bi goc ctia nha san xuat, day kin. ‘

beé thuoc noi kho rao, tranh anh sang, nhiét d6 khéng qua 30°C, va ngoai tam véi caa tré
em.

Khéng st dung thudc sau ngay hét han in trén bao bi (hop va vi thubc).

Nhirng diu hiéu va triéu chirng khi dung thudc qua lidu
Dung thude chinh xac nhu huaong dan cua béc sy. Neu ban dung qua liéu hozc tré em nubt
phai thudc, lién hé ngay véi béac sy va trung tam y té gan nhét.

Khi diing thudc qua lidu ban c6 thé c6 cac triéu ching sau:
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13.

14.

- Khé miéng.

- Cam thay khét.

- Pau co hoac chuot rut.

- Cam thay 6m hoac bi 6m (n6n).

- Nhip tim yéu hoic khong déu.

- Cam thay chong mat, mét moi hoic budn ngu.

Can phai lam gi khi dung thuoc qua liéu khuyen cao?

Ngung dung thudc, ubng mot coc sira day va lién lac ngay véi béac sy hoic trung tam y té
gan nhat. ) ) ) ) )

Mang theo vién thudc cung vai bao bi dé bac sy biét ban da uong thuoc gi va cé bién phép
xu ly kip thoi.

Nhirng diéu cin than trong khi dung thudc nay

Triéc khi dung thusc nay, thdng bao cho bac sy néu ban dang cé cdc van dé vé sirc khoe

sau day: ‘

- Ban gip kho khan khi di tiéu.

- Ban l1a bénh nhan tur 65 tudi tro 1én.

- Ban c6 véan dé vé gan hoic than.

- Ban bi dai thao duong.

- Pang ubng cac thuoc khac co thé lam thay d6i luong kali trong mau cua ban.

- Ban la ngudi cao tudi bi mat tri nhd va dang udng risperison.

- Banbiha huyet ap hoac cam thdy chéng mat khi dang 1én.

- Ban c6 van dé vé tuyén tién liét.

- Ban bj gut.

- Ban cam thay chéng mét hoac mat nude. Dicu nay co thé xay ra khi ban mat qua nhiéu
nuéc do sdt, tidu chay hoac di tiéu qua nhiéu. Diéu nay ciing co thé xay ra khi ban gip
kho khan khi an udng.

- Ban chuén bi 1am xét nghiém kiém tra glucose mau.

- Ban dang ding bat ky thudc loi tiéu nao khéc.

- Ban dua vao giong néi dé 1am viéc. FRANILAX c6 thé 1am thay ddi giong n6i cua ban.

- Ban bi lupus ban do hé théng.

- Ban la ngudi cao tudi hodc dang dung cac thuc khac gay ha huyét 4p va ban dang bi
bénh gy nguy co ha huyét &p.

- Dung dbng thoi FRANILAX vai mot sé thude, ché pham bd sung kali va thac an giau
kali c6 thé lam ting kali mau nang. C4c triéu chung cua tang kali mau ndng co thé bao
gom chut rat, nhip tim bat thuong, tiéu chay, budn non, chong mat hodc dau dau.

FRANILAX c6 chta lactose, thdng béo cho bac sy biét néu ban da timg dwoc cho biét 1a

khong dung nap véi bat ky loai dudng nao.

FRANILAX c6 chia polysorbat 80 c6 thé gy di ting va dau thau dau c6 thé gay budn nén,

noén, dau bung, tiéu chay.

Néu ban khdng chic chan minh c6 gap phai nhitng trudng hop o trén khong, hay hoi lai bac

sy trudc khi ding thudc.

Béc sy co thé can tién hanh xét nghiém mau dé chac chan mot sé mudi trong méau & muc

phu hop.

Duing thudc cho tré em

Thuoc khdng thich hgp dung cho tré em.

Phu niz mang thai hogc cho con bu

Phu nir mang thai

Khong uéng FRANILAX néu ban dang mang thai. Néu ban dang mang thai, cho ring ban

dang mang thai hodc c6 y dinh mang thai, hoi y kién bac sy truéc khi ding thudc.

Phu niz cho con b
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15.

16.

Khoéng cho con bl néu ban dang uéng FRANILAX, béi vi mét luong nho cua thudc cé the
di vao sira me. Thong bao cho bac sy trugc khi udng thudc néu ban dang cho con ba hoic
¢6 du dinh cho con ba.

Lai xe va van hanh may moc

Ban c0 thé cam thay chong mat hozc khong khoe sau khi udng FRANILAX. Néu diéu nay
xay ra vai ban, khéng lai xe hoac van hanh may moc. Thong bao cho bac sy.

Khi nao cin tham van bac s§, dugc s§?

Can lién lac ngay véi bac sy hoac trung tam y té gan nhat khi dung thudc qua liéu chi dinh.
Thong thufong, bao gio ciing phai hoi ¥ kién bac sy hoic duoc sy trude luc dung bt ky
thudc nao khi mang thai hoac cho con bu.

Théng bao ngay cho béac sy hodc duoc sy nhitng tac dung khdng mong mudn gap phai khi
str dung thudc.

Néu can thém thong tin xin hoi y kién bac sy hoac dugc sy.

Han ding caa thuéc: 36 thang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBO Y TE
1. PAC TINH DUQC LUC HOQC:

Ma ATC: CO3EBO1.

Nhém duge ly: Thudce loi tiéu; thude loi tiéu qual va thude loi tiéu giir kali.

Spironolacton: Spironolacton la mot corticoid co cau tric gidng aldosteron (hormon tuyén
thuong than), la chat @i khang thy thé mineralocorticoid khong chon loc va ciing 1a mot
chat doi khang thu thé androgen va progesteron. Spironolacton tac dyng thong qua vi¢c uc
ché canh tranh véi aldosteron va cac mineralocorticoid khac, tac dung chu yeu ¢ ong lugn
xa, két qua 1a tang bai tiét natri va nudc. Splronolacton lam giam bai tiét cac ion kali,
amoni (NH4*) va hydrogen. Ca tac dung loi ticu va Chong tang huyét 4 ap déu qua co ché do.
Splronolacton bit dau tac dung twong d6i cham, can phai 2 hoic 3 ngay moi dat tac dung
t6i da va thuoc giam tac dung cham trong 2 - 3 ngay khi ngung thude. Vi vay khong ding
splronolacton khi can gay bai ni¢u nhanh. Sy tang bai tiét magnesi va kali cua cac thudce loi
tiéu thiazid va loi tiéu quai (furosemid) s€ bi giam khi dung dong thoi vai spironolacton.
Spironolacton va cac chat chuyén héa chinh caa né (7-alpha-thiomethyl-spironolacton va
canrenon) déu c6 tac dung khang mineralocorticoid.

Spironolacton lam giam ca huyét 4p tam thu va tdm truong, tdc dung ha huyet &p toi da dat
duoc sau 2 tuan diéu tri. Vi spironolacton 1a chat d6i khang canh tranh véi aldosteron, liéu
ding can thiét dugc diéu chinh theo dép mg diéu tri. Spironolacton dugc dung trong
truong hop tiang aldosteron tién phat hiém gip, ting aldosteron thir phat xay ra trong phu
thir phét do xo gan, hi chung than hu va suy tim sung huyét kéo dai va sau khi diéu tri véi
thudce loi tleu thong thuong. Tac dung loi tiéu duoc tang cuong khi dung phol hop véi cac
thudc loi tiéu thong thuong, spironolacton khong gy ting acid uric huyét hoic ting
glucose huyét, nhu da xay ra khi dung thuoc loi tiéu thiazid liéu cao.

Furosemid: Furosemid la thuéc loi tiéu dan chat sulfonamid thuoc nhém tac dung manh,
nhanh, phu thudc liéu luong. Thubc tac dung & nhanh l1én cua quai Henle, vi vay duoc Xep
vao nhom thudc loi tiéu quai. Co ché tac dung cha yéu cua furosemid la tc ché hé thong
ddng van Chuyen natri-kali-2clor, ¢ doan day cta nhinh 1én quai Henle, lam tang thai trir
nhitng chat dién giai nay kém theo tang bai xuat nuéc.Thube ciing lam giam tai hap thu
natri, clor va tang thai trir kali ¢ dng luon xa va co thé tac dung truc tiép ca trén éng luon
gan. Furosemid khong tc ché carbonic anhydrase va khong dbi khang vai aldosteron.
Furosemid lam ting dao thai c4c ion calci, magnesi, hydrogen, amoni, bicarbonat va cé thé
ca phosphat qua than. Mat nhiéu kali, hydro va clor c6 thé gay ra kiém chuyén héa. Do 1am
giam thé tich huyét twong nén co thé gay ra ha huyét ap nhung thuong chi giam nhe.
Furosemid co tac dung gidn mach than, giam suac can & mach than va dong mau qua than
tang sau khi dung thudc. O bénh nhan suy tim sung huyét kém voi nhdi mau co tim cap,
sau khi tiém tinh mach furosemid, stc loc cu than ting tam thoi nhung déng ké, ddng thoi
gidm sirc can cua mach ngoai bién va tang luong méau tinh mach ngoai bién. Khi dung liéu
cao & bénh nhan suy than man, toc do loc cia cau than co the tang 1én tam thoi. Néu bai
ni¢u qua muc do thude lam giam thé tich huyét twong, co thé xay ra giam dong méau qua
than va giam toc do loc cau than.

Furosemid it tac dong lén nong do glucose huyét hon thiazid, tuy nhién c6 thé gy ting
glucose huyét, c6 glucose niéu va thay doi dung nap glucose, c6 thé la két qua caa ha kali
huyet.

2. PAC TINH DUQC PONG HQC:

Hdp thu

Spironolacton: Spironolacton duoc hap thu qua duong tiéu hoa tuy theo ché pham, dat
noéng do t6i da trong mau sau khi udng 1 gio, nhung van con vai ndng do ¢ thé do duoc it
nhat 8 gid sau khi udng 1 liéu. Thirc dn lam ting hap thu thude, nhung khong ¢ ¥y nghia
lam sang. Sinh kha dung twong ddi trén 90% so vai sinh kha dung cua dung dich
spironolacton trong polyethylen glycol 400, dang hap thu tét nhat.

Furosemid: Furosemid hip thu nhanh qua dudng tiéu hoa, sinh kha dung khoang 60 - 70%,
nhung hip thu thay ddi va that thuong, bi anh huang boi cac dang thude, cac qua trinh
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bénh tat va su c6 mit cua thire an. Tuy nhién, du uong thude lic no hay doi, dép ing loi
tiéu déu twong tw. O bénh nhan suy tim, hap thu furosemid con that thuong hon. Sinh kha
dung cé the giam xuéng 10% & ngudi bénh than, ting nhe trong bénh gan. Khi udng, tac
dung loi tiéu xuat hién nhanh sau 1/2 glo dat tac dung t6i da sau 1 - 2 gio va duy tri tac
dung tir 6 - 8 gio. Tac dung giam huyét &p toi da c6 thé chua thay rd rang cho téi vai ngay
sau khi bat dau diing thude. Chua biét nong o thudc can thiét trong huyét thanh dé dat
duoc tac dung loi nigu t6i da, nhung muc d6 dap ing khong twong quan voi nong d¢ dinh
hoac nong d6 trung binh cua thudc trong huyét thanh. O ngudi suy than niang, dap tng loi
niéu cé thé kéo dai.
Phan bé

plronolacto Trén 90% splronolacton lien két véi protein huyét twong. Splronolacton va
c4c chat chuyen hoa caa n6 ¢6 thé qua hang rao nhau thai, canrenon phan b vao sira nhung
Véi luong rat nho.
Furosemid: Taéi 99% furosemid trong méu gan albumin huyét twong. Phan furosemid tu do
(khdng gin) cao hon ¢ ngudi bi bénh tim, suy than va xo gan. Furosemid qua dugc hang
rao nhau thai va vao trong stta me.
Chuyén héa

Spironolacton: Splronolacton chuyén héa manh va nhanh thanh vai chat chuyén hoéa bao
gom canrenon va 7a-thiomethylspironolacton, ca hai déu c6 hoat tinh duoc 1y nhung kém
nhiéu so Vi thUOC me. Trudc day canrenon duoc coi la chat Chuyen hoa chinh nhung céac
nghién ctu gan day cho thdy 7o- -thiomethylspironolacton méi la chat chuyén héa chinh, it
nhét sau khi ding liéu don cua thubc.
Furosemid: Furosemid it bi chuyén hoa.
Thadi tror

Spironolacton: Sau khi ubng mot liéu don & ngudi khoe manh, thoi gian ban thai cua
spironolacton khoang 1,5 gio, thoi gian ban thai cua 7a-thiomethylspironolacton khoang 9 -
12 gio, cua canrenon 10 - 35 gio. Splronolacton va cé4c chat chuyén hoa dao thai chu yéu
qua nudc tiéu, mot phan qua mat va thai theo phan.
Furosemid: Furosemid duoc thai trir chii yéu qua nudéc tiéu, phan Ién dudi dang khong
chuyén hoa. Thoi gian ban thai cua furosemid trong khoang tr 30 phut dén 120 phit &
ngudi binh thuong, kéo dai & tré so sinh va ngudi cao tudi, bénh nhan suy gan, than. Thudc
thai trir hoan toan trong 24 gio.

3. CHI PINH:
FRANILAX chira mot thuéc lgi tiéu tac dung ngan va mot thudc khéng aldosteron téc dung
kéo dai. Pugc chi dinh diéu tri phu khang thudc lién quan cuong aldosteron thir phat; Céc
tinh trang bao gdom suy tim sung huyet Man tinh va xo gan.
FRANILAX nén dugc dung khi diéu tri voi mot thudc loi tieu ¢ lidu thong thuong khong
c0 higu qua.
Phéi hop liéu ¢ dinh nay chi nén st dung khi diéu chinh lidu véi cac thanh phan riéng biét
cho thay dang phdi hop nay thich hop.
Viéc str dung FRANILAX trong diéu tri ting huyét ap co ban nén dugc han ché ¢ nhiing
bénh nhan bi cuong aldosteron. Bong thoi, & nhitng bénh nhan nay, khuyén céo chi ding
dang phéi hop khi diéu chinh liéu vai cac thanh phan riéng biét cho thiy dang phéi hop nay
thich hop.

4. LIEU DUNG - CACH DUNG:
Liéu dung:
Nguoi 1on: 1 - 4 vién/ ngay.
Tré em: Ché Pham nay khong phu hop str dung cho tré em.
Ngudi cao tudi (> 65 tudi): Furosemid va spironolacton thai trir cham hon & ngudi cao tudi.
Céach dung:
Thubc dung duong udng. Nubt nguyen vién voi nudc. T6t nhat nén udng thuoc vao bira
sang va/ hodc bita trwa voi nhiéu nude. Khong khuyén cdo cho bénh nhan udng thube vao
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budi t61, dac biét 1a khi khéi dau diéu tri, vi c6 thé 1am tang so 1an di ti€u vao ban dém cua
bénh nhan.

5. CHONG CHI PINH:
Qua man véi furosemid, spironolacton, cac sulfonamid hoac dan chat sulfonamid, hoic bat
ky thanh phan nao cua thudc.
Bénh nhén bi giam thé tich tuan hoan hozc mat nudc (kém hoic khéng kém ha huyét ap).
Bénh nhan bi suy giam chtrc ning than va do thanh thai creatinin dugi 30 ml/ phat/ 1,73 m?
bé mit co thé, vo niéu hoic bénh nhan suy than bi vo niéu khong dap tng véi furosemid,
suy than do ngd doc bai cac tac nhan cé doc tinh trén than hoac gan hoac suy than kem hén
mé gan, tang kali huyét, ha kali huyét ning, ha natri huyét ning, bénh Addison.
Phu nir mang thai hoac cho con ba.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Spironolacton co thé gay thay doi glong noi. Than trong trong viéc xac dinh liéu c6 nén

khoi dau diéu tri ¢ nhung bénh nhan ma giong néi quan trong dbi véi cong viéc cua ho (vi

du: Dién vién, ca i, gido vién...).

Luong nuéc tiéu phai dwoc bao dam. Bénh nhan bi tic nghén mot phan duong dan nudc

tiéu, vi dy, bénh nhan bi phi dai tién liét tuyén hoic giam niéu, ting nguy co bi « dich cip

tinh va can theo ddi can than.

Can thyc hién cac bude diéu chinh lai tinh trang ha huyét 4p hoic giam thé tich mau truge

khi bat dau diéu tri.

Can dac biét theo doi can than khi:

- Bénh nhan bi ha huyét ap.

- Bénh nhan c6 nguy co giam huyét ap ro rét.

- Bénh nhan bi bénh dai thao duong tiém an co thé boc phét hodc nhu cau insulin & bénh
nhan dai thao duong tang lén.

- Bénh nhan bi bénh gut.

- Bénh nhén bi xo gan cung vdi suy giam chirc nang than.

- Bénh nhan bi giam protein huyét, vi du: Két hop hoi ching than hu (tic dong cua
furosemid c6 thé bi giam va ting doc tinh trén tai). Can than trong khi diéu chinh liéu
cho nhirng bénh nhan nay.

- Ha huyét &p triéu chang dan dén chéng mit, ngat xiu hodc mat y thic c6 thé xay ra &
bénh nhan diéu tri véi furosemid, dic biét 12 & ngudi cao tudi, bénh nhan ding cac thubc
khéc gay ha huyét ap va nhitng bénh nhan mac phai cac tinh trang dan dén nguy co ha
huyét ap khéc.

Tranh dung FRANILAX ¢ nhitng bénh nhén ting kali huyét thanh. Khéng khuyén cao
dung ddng thoi triamteren, amilorid, ché pham chira kali hoic cac thuéc chdng viém khong
steroid do 6 thé dan dén tang kali huyét.
Can than trong khi ding thubc cho nhitng bénh nhan bi thiéu hut chat dién giai. Theo doi
dinh ky muc natri, kali, creatinin va glucose huyét thanh thuong duoc khuyén céo trong
qué trinh diéu tri; Nhat 1a can theo di chat ch& ¢ nhitng bénh nhan c¢6 nguy co cao bi mat
can bang dién giai hoic trong truong hop mat dich b sung dang ké. Phai diéu chinh tinh
trang giam thé tich méu hodc mat nudc ciing nhu rdi loan dién giai va acid - base dang ké,
c6 thé can tam thoi ngung ding FRANILAX.

Dung céc thudc gay tang kali huyét dong thoi véi spironolacton cé thé gay ting kali mau

nang.

Suy than

Can kiém tra dinh ky mirc kali huyét thanh & nhitng bénh nhan bi suy giam chirc ning than

va do thanh thai creatinin dudi 60 ml/ phat/ 1,73 m? dién tich bé mit co thé ciing nhu trong

truong hop dung FRANILAX dong thoi véi mot sé thude khac co thé 1am tiang nong do
kali.
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Bénh nhdn c6 nguy co cao bi bénh than do thudc can quang, khong khuyén céo ding
furosemid dé gay loi tiéu nhu 13 mot phan trong cac bién phép phong ngira bénh than do
thudc can quang.

C6 nguy co xay ra cac dot cap hoac khoi phat lupus ban dé hé théng khi ding FRANILAX.
Dung déng thoi véi risperidon:

CO0 su gia tang ty & tir vong & bénh nhén 12 nguoi cao tudi bi mét tri nho khi ding déng
thoi risperidon va furosemid so véi khi chi dung risperidon hoac furosemid. Su dung ddng
thoi risperidon véi cac thudce loi tiéu khéac (cha yéu 1a loi tiéu thiazid liéu thap) khong lién
quan toi két qua tuong tu.

Can than trong va can nhac nhiing loi ich/ nguy co cia phdi hop nay hozc cua phéi hop véi
thudc loi tiéu manh khéc trude khi quyét dinh sir dung.

Than trong lién quan spironolacton

Suy gan ngng

Than trong khi ding thudc cho bénh nhan rdi loan chire ning gan do nguy co hon mé gan.
Nguy co ung thw

Nghién ctru trén dong vat cho thdy dung spironolacton liéu cao, kéo dai c6 thé gay phat
trién khdi u. Ung dung két qua nay trén 1am sang chua rd. Tuy nhién, can can nhic gitra loi
ich diéu tri so v&i nguy co l1au dai c6 thé gap phai trudc khi khoi dau diéu tri kéo dai voi
spironolacton ¢ ngudi tre tuoi.

Céc thudc loi tiéu noi chung chdng chi dinh ¢ ngudi mang thai, trir khi bi bénh tim, vi
thude khong phong duoc va cling khong chira duoc phi do nhiém doc thai nghén va thudc
con lam giam tudi mau cho nhau thai.

Spironolacton duwoc xem la khdng an toan cho nhitng bénh nhan c6 rdi loan chuyén hoa
porphyrin.

Mot s6 nha 1am sang coi la chng chi dinh dung spironolacton khi ndng dé creatinin huyét
thanh hoic nito uré huyét cao hon gap hai lan binh thuong.

Than trong lién quan furosemid

Theo ddi thuong xuyén BUN trong nhimng théng dau diéu tri va dinh ky sau do.

Thay doi cac gia tri trong xét nghiém cdn 1am sang

Tang creatinin va uré huyét thanh trong qua trinh diéu tri.

Cholesterol va triglycerid huyet‘thanh c6 thé ting nhung thudng tré lai mic binh thuong
trong vong 6 thang sau khi bat dau dieu tri véi furosemid.

Ngung diéu tri bang furosemid trudc khi tién hanh xét nghiém dung nap glucose.

Than trong véi nhitng nguoi bénh phi dai tuyén tién liét hodc dai khé vi ¢ thé thuc day bi
tiéu cap. Dung furosemid dugc coi la khdng an toan & bénh nhan bi rbi loan chuyén hoa
porphyrin, vi thuong kém voi dot Cap cua bénh.

O bénh nhan gidm nang tuyén can giap, dung furosemid cé thé gy co cimg co (tetany) do
giam calci huyét.

Than trong lién quan ta dwoc

FRANILAX c6 chira Cellactose (chura lactose), bénh nhén bi rdi loan di truyén hiém gap vé
dung nap galactose, chimg thiéu hut Lapp lactase hodc rdi loan hap thu glucose-galactose
khong nén str dung thudc nay.

FRANILAX c6 chia polysorbat 80 c6 thé gy di tng va dau thau dau c6 thé gay budn nén,
noén, dau bung, tiéu chay.

Pé xa tAm tay tré em.

Sir dung cho phu nir ¢6 thai va cho con bua

Phu nir o thai

Nghién ciru trén dong vt khong thay ddc tinh cua furosemid trong thai ky. Co bang ching
lam sang vé tinh an toan cta thudc trong ba thang cudi thai ky ¢ ngudi. Tuy nhién,
furosemid qua dugc hang rao nhau thai.

Spironolacton hoic chit chuyén hoa cta né cé thé di qua hang rao nhau thai. Cac nghién
ctru trén dong vt cho thdy doc tinh gy nit hoa co quan sinh duc cua thai nhi 1a con duc.
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Tac dung khang androgenegic da dugc bdo cdo & nguodi vol nguy co co quan sinh duc
ngoai khong rd rang & tré so sinh nam.

Do do, chi dugc str dung FRANILAX ¢ phu nit mang thai khi that sy can thiét. Can theo
ddi sy ting truong cha thai nhi khi dung thudc cho phuy nit mang thai.

Phu nit cho con bu

Furosemid di vao dugc sita me va ¢ thé e ché su tiét sita. Caneron, mot chét chuyén hoa
clia spironolacton, da dugc tim thay trong sita me. Do d6, khong ding FRANILAX cho
phu nir dang trong thoi ky cho con bt

Anh huwéng caa thude @éi véi cong viéc (nguoi van hanh mdy moc, nguoi dang ldi tau xe,
nguoi lam viéc trén cao va cac trurong hop khac): Thuoc cé thé anh huong dén kha nang lai
xe va van hanh may moéc do 1am giam su tinh tdo. Nén than trong, dic biét ¢ giai doan dau
diéu trj véi thude.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Anh hueng cua cac thuoc khac doi véi FRANILAX
Thitc an
Hap thu splronolacton tang néu thudc ding véi thirc an. Chua 16 dnh huong trén 1am sang.
Phai hop gdy tang kali huyét:
Khi st dung chung FRANILAX véi muoi kali, cac thuoc lam giam thai trir kali, cac thuoc
khang viém khong steroid (NSAID) hogc phong bé kép h¢ renin- anglotensm -aldosteron
(RAAS) bang phol hop mét thude tc che enzym chuyen angiotensin (ACE) va mét thudc
d6i khang thu thé angiotensin II, ting ndng d¢ kali huyét thanh va ting kali mau c6 thé xay
ra.
Phéi hop céc thudc Gc ché ACE va spironolacton cé thé giy tang kali huyét, dac biét 13 &
bénh nhan suy giam chtrc nang than. Can than trong va theo ddi bénh nhan chit ché can
bang dién giai.
Clclosporm va spironolacton déu lam ting nong d6 kali huyét thanh va tuong tac nay c6 thé
gay tu vong. Nén tranh dung dong thoi hai thuoc nay.
Ngoai cac thudc giy tang kali huyét khac, dung dong thoi trimethoprim/ sulfamethoxazol
(co-trimoxazol) v6i spironolacton ¢6 thé dan dén tang kali huyét trén 1am sang.
Phéi hop ha kali huyét )
Corticosteroid, carbenoxolon, cam thao, thuoc giao cam B liéu cao (nhu bambuterol,
femoterol, salbutamol, salmeterol, va terbutalin) va ding kéo dai cac thuéc nhuan trang,
reboxetin va amphotericin co thé lam ting nguy co ha kali huyét.
Téang nguy co ha kali huyét khi phdi hop khang nam amphoterecin.
Téc dung loi tleu tang khi phdi hgp metolazon. Nguy co ha kali huyét ting khi phéi hop
cac thudce loi tiéu thiazid.
Corticosteroid, ACTH
Tang nguy co mat dién giai, dac biét 1a ha kali huyét c6 thé xay ra khi ding phdi hop
spironolacton.
Téc dung loi tiéu co6 thé giam (do tac dung giir natri caa corticoid).
Heparin, heparin ty trong thap
Dung ddng thoi spironolacton va heparin hoac heparin ty trong thap c6 thé gay ha Kali
huy€t ndng. Da c6 bao cdo tang tac dung loi tiéu khi phdi hop spironolacton va heparin.
Thudc khang viém khong steroid (NSAID)
Cac NSAID (nhu indometacin, acid acetylsalicylic) co thé l1am gidm tac dung cua
FRANILAX va cd thé gay suy than cap trong cac trudng hop bi giam thé tich méu hay mat
nuaoc tu tredc.
Dac tinh cua salicylic c6 thé ting 1én bai FRANILAX.
Thudc ic ché renin
Aliskiren 1am giam ndng do trong huyét twong cua furosemid.
Sucralfat
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Khong nén dung FRANILAX va sucralfat cach nhau dudi 2 gio vi sucralfat lam giam hap
thu caa furosemid tir rudt va do dé lam giam hiéu qua cua thuoc.

Thude diéu tri déng kinh "

Dung dong thoi carbamazepin hoac aminoglutethimid cé thé lam ting nguy co ha natri mau.
Hiéu qua cua FRANILAX c6 thé bi giam khi diing chung véi phenytoin.

Oestrogen va progestogen

Lam giam tac dung loi tiéu caa furosemid.

Thudc gay mé toan than

Thudc gdy mé toan than lam ting tac dung ha huyét 4p caa furosemid.

Furosemid c6 thé 1am tang tac dung cua curare.

Cac thusc khac

Probenecid, methotrexat va thudc khac, nhu furosemid, phan 16n thai trir qua éng than, c6
thé lam giam tac dung ciia FRANILAX. Nguoc lai, furosemid c6 the 1am giam thai trir qua
than cua cac thudc nay. Khi dung |Ieu cao (dac biét khi ca furosemid va thubc khac déu
dung liéu cao), co thé dan den ting nong do trong huyet thanh va tdng nguy co gdp phai cac
tac dung khéng mong muédn cuaa furosemid hozc cac thude dung dong thoi.

Anh huong cua FRANILAX Ién cac thugc khéc

Thudc Chong dong

Furosemid 1am ting tac dung chdng déng.

Téc dung chong dong ciia coumarin, hay dan chét indandion hay heparin bi giam khi ding
cung vai spironolacton.

Noradrenalin

Spironolacton lam giam tac dung co mach caa noradrenalin.

Thudc ha huyét ap

Spironolacton lam ting tac dung cua cac thudc ha huyét ap.

C6 thé can phai diéu chinh liéu caa cac thudc glycosid tim, thudc loi tiéu, thudc chéng ting
huyét ap, hoic cac thudc khéc co kha ning ha huyét ap do ting nguy co ha huyét ap khi
dung dc‘mg thoi FRANILAX.

Ha huyét ap nang va suy giam chirc ndng than co thé xay ra khi chat e ché ACE hoic chat
dbi khang thu th¢ angiotensin I duoc thém vao li¢u phap diéu tri voi furosemid hoic duoc
tang liéu. Liéu FRANILAX nén giam hodc ngung lai it nhét ba ngay trugc khi bat dau s
dung hoac tang lieu thuoc uc ché ACE hoac thuoc doi khang thu thé angiotensin II.

Thudc gidn mach: Tac dung ha huyét ap ting khi phdi hop furosemid va moxisylyt
(thymoxamin) hoac hydralazin.

Furosemid phdi hop nitrat, levodopa, aldesleukin, theophyllin hodc prostaglandin (nhur
alprostadin) lam tang tac dung ha huyét ap

Tac dung ha huyet 4p tang khi phdi hop céc thube gidn co nhu baclofen hoic tizanidin.
Thubc e ché than kinh trung uong (clopromazin, diazepam, clonazepam, halothan,
ketamin) lam tang tac dung ha huyét p.

Thudc giai lo au, gay ngui

Furosemid phol hop thudc giai lo au, gay ngu lam ting tac dung ha huyét &p. Cloral va
triclorfos c6 thé thay thé hormon tuyén giép tai vi tri lién két.

Dung ddng thai cloral hydrat va furosemid gay hoi ching do bing mat, nhip tim nhanh,
tang huyét ap, toat mo hoi.

Lithi

Ciing nhu v6i cac thubc loi tiéu khac, nong do lithi huyét thanh c6 thé tang 1én khi dung
ddng thoi lithi véi FRANILAX, lam tang doc tinh lithi, bao gom tang nguy co doc tinh trén
tim va than kinh caa lithi. Vi vay, khuyén céo theo ddi can than nong d lithi va diéu chinh
lidu lithi néu can thiét.

Digoxin va cac glycosid tim

Thoi gian ban thai caa digoxin va cac cac glycosid tim cé thé ting, dan den tang nong do
va doc tinh cua glycosid tim khi dung dong thoi spironolacton. Vi vay, néu phai dung dong
thoi, can theo ddi bénh nhan can than va viéc duy tri, liéu luong glycosid tim can duoc didu
chinh cho phu hop.
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Ha Kkali huyét va réi loan dién giai (bao gdom magnesi) do furosemid c6 thé 1am ting nguy
co doc tinh trén tim.

Ruou, barbiturat, thusc ngu ‘ ’

Ha huyét ap tu thé c6 thé xay ra khi dung dong thoi cac thude trén véi spironolacton. Ruou
lam tang tac dung ha huyét &p cua furosemid.

Cholestyramin

Tang kali mau co thé xay ra trong trudng hgp nhiém toan chuyén héa do tang clor huyét &
bénh nhan dung chung FRANILAX véi cholestyramin.

Thudc chéng logn than

Furosemid gy ha kali huyét lam ting nguy co doc tinh trén tim. Tranh dung dong thoi
pimozid. Tang nguy co loan nhip thit khi phdi hop furosemid véi amisulpride hoic
sertindol va tang tac dung ha huyét ap khi phdi hop phenthiazin.

Thudc kich thich CNS

Ha kali huyét c6 thé 1am tang nguy co loan nhip tht.

Thuoc chong logn nhip (amiodaron, disopyramid, flecanaid va sotalol):

Tang nguy co doc tinh trén tim khi phol hop furosemid do tac dung ha kali huyét. Tac dung
cua lidocain, tocainid hodc mexiletin c6 thé bi d6i khang boi furosemid.

Thudc gay kéo dai khoang QT

Doc tinh trén tim ting do tac dung ha kali huyét va/ hoic ha magnesi huyét caa furosemid/
spironolacton.

Thudc déc than - tai

Doc tinh cua thudc gay doc than cé thé ting khi dung chung véi thudc loi tiéu manh nhu
furosemid.

Thudc c6 thé lam tang doc tinh trén tai caa cac aminoglycosid va thudc doc tai khac. Vi tac
dung nay c6 thé din dén ton thuong khong hoi phuc, do d6 chi st dung dong thoi khi lgi
ich vuot trgi so véi nguy co.

Nguy co giy doc trén tai néu dung chung cisplatin va furosemid. Ngoai ra, doc tinh trén
than cua cisplatin co thé tang 1én néu khong duing furosemid o liéu thap (vi dy 40 mg &
bénh nhan co6 chirc nang than binh thuong) va véi can bang dich dwong khi sir dung dé dat
duoc tac dung loi tiéu khi dung cisplatin.

Suy giam chuc niang than c6 thé xay ra & nhitng bénh nhan sir dung dong thoi furosemid va
cephalosporin liéu cao.

Doc trén than va tai cua cac thude doc té bao (cac hop chét platinum) ting 1én khi ding
dong thoi furosemid.

Thude diéu tri ddi thao dwong, insulin

Giam tac dung khi phéi hop FRANILAX. C6 thé can tang liéu insullin khi dung phéi hop.
Levothyroxin

Liéu cao furosemid c6 thé wc ché gan céc hormon tuyen giap véi cac protein van chuyén va
do d6 din dén tang thoang qua hormon tuyén giap tu do khi bat dau dleu tri, sau d6 lam
giam toan thé tong hormon tuyén giap. Nén theo ddi nong do hormon tuyén giap.
Risperidon

Can than trong, can nhac k§ nhitng nguy co va loi ich khi phéi hop hoic diéu tri dong thoi
véi furosemid hodc cac thuoc loi tiéu manh khac truée khi sir dung. Ty 18 tir vong & bénh
nhan 13 ngudi cao tudi bi mat tri nhé tang khi dung déng thoi risperidon va furosemid.
Spironolacton lam giam tac dung cua cac chat cha van beta/ alpha, quinidin.

Khang histamin

Ha kali huyét c6 thé 1am tang nguy co doc tinh trén tim.

Cac thusc khac

Str dung dong thoi ciclosporin va furosemid c6 lién quan téi ting nguy co viém khaop gut.
Ca spironolacton va carbenoloxon déu c6 thé lam giam tac dung cua nhau. Spironolacton
lam giam kha ning chéng loét cua carbenoxolon. Sir dung cam thao vai sé lugng 16n gay
tuong tac twong tu carbenoxolon.

Twong tac khac

Amoni clorid
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Nhiém toan chuyén hoéa tang clor huyét, thuong kém ting kali huyét, ¢ duoc béo cdo &
bénh nhan dung déng thai spironolacton véi amoni clorid (nhu liquoric).

Qua lidu liquoric 1am tang nguy co ha kali huyét cua furosemid.

Nong dg cortisol huyét tuong

Spironolacton anh hudng dén phuong phap huynh quang ké Mattingly dé xac dinh nong do
cortisol huyét tuong.

8. TAC DUNG KHONG MONG MUON:
Nhin chung, furosemid dugc dung nap tét.
Furosemid
Téc dung khéng mong muén chu yéu xay ra khi diéu trj liéu cao, hay gap nhat Ia mat can
bang nudc va dién gidi, ddc bict & nguol suy gan, suy than, sau khi dung lidu cao va keo dai.
Céc dau hiéu cia mat can bang dién glal bao gom dau dau tut huyét &p, hoa mat, chong
mat, ri loan thi giac, chuét rat, kho mleng, khat nudc, yéu, mét, ngu lim, bUOn ngu, khong
ngu duoc, tiéu it, loan nh1p tim va rdi loan tiéu hoa. Giam thé tich mau va mit nuéc cé thé
xay ra dic biét & nguoi gia. Vi thoi gian tic dung ngan hon, nguy co ha kali huyét cua
furosemid c6 thé it hon loi tiéu thiazid. Khac véi thiazid, furosemid lam ting thai trir calci
trong nudc tiéu va nhidm calci than da duoc théng bao & tré em.
Rat thuong gédp, ADR > 1/10
Chuyén hoa va dinh dudng: Mét nuéc, nhiém kiém chuyén héa ha clor huyét, ha calci
huyét, ha magnesi huyét (ty 1€ mac phéi ba tac dung sau c6 thé giém bai triamteren).
Mach mau: Ha huyét ap (néu ning co thé gay ra cac dau hiéu va triéu chimg nhu suy giam
kha nang tap trung va phan xa, choang vang, cam giac ap luc trong dau, nhac dau, budn
ngu, suy nhuoc, roi loan thi lyc, kho miéng, khdng dung nap thé dimng).
Than - tiét niéu: Lang dong calci & tré em.
Thuong gap, 1/10 < ADR < 1/100
Chuyén hoa va dinh dudng: Giam thé tich mau, ha clor huyét.
Xét nghiém: Tang creatinin huyét, ting uré huyét.
it gap, 1/1 000 < ADR < 1/100
Huyét hoc: Thiéu mau bat san.
Chuyén hoa va dinh dudng: Giam dung nap glucose (do ha kali huyét), tang acid uric huyét,
bénh gat, giam HDL-cholesterol huyét thanh, ting LDL-cholesterol huyét thanh, ting
triglycerid huyét thanh, tang duong huyét.
Mat: Roi loan thi gi&c, nhin mo, chi nhin thay mau vang.
Tai va mé 16: Diéc (d6i khi khong hoi phuc).
Tim: Khong dung nap tu thé, loan nhip tim, ting nguy co hodc kéo dai tinh trang con 6ng
dong mach ¢ tré dé non.
Tiéu hoa: Khd miéng, khat nudc, budn ndn, rdi loan nhu dong rudt, ndn mia, tiéu chay, tao
bon.
Co - xuong - mo lién ket Chugt rat, yéu co.
Than - tiét niéu: Gay tiéu nhiéu, tiéu khong tu chu, tic nghén duong tiéu (¢ bénh nhan ting
san tién liét tuyén, khong c6 kha nang lam réng bang quang, hep niéu dao vé can).
Toan than: Mét moi.
Hiém gdp, 1/1 000 < ADR < 1/10 000
Huyét hoc: Suy tuy xuong (can ngung diéu tri), ting bach ciu ua eosin, giam bach cau.
Tam than: R6i loan tam than khdng ro nguyén nhan.
Than kinh: Di cam, 10 1an, dau dau.
Tai va mé 16: U tai va mét thinh giac ¢ hoi phuc hoac khong hdi phuc (thuong tam thoi,
dic biét & nhitng bénh nhan suy than, giam protein huyét (nhu trong hoi chiing than hu)).
Mach mau: Viém mach, huyét khéi, soc.
Tiéu hoa: Viém tuy Cap (khi dung lgi tiéu kéo dai, bao gom furosemid).
Gan - mat: U mat nguyén chit trong gan (vang da), chirc ning gan bat thuong.
Da va mé dudi da: Phat ban, ngtra, nhay cam anh sang, hoai tir biéu bi nhiém doc.
Than - tiét niéu: Suy than cép.
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R&i loan bam sinh - gia dinh - di truyén: Con dng dong mach.

Toan than: Khé chiu, sot, phan tng phan vé hogc qua man nang (vi du: Séc).

Xeét nghi¢m: Tang transaminase huyét.

Rat hiém gap, ADR < 1/10 000

Huyét hoc: Thiéu méu tan huyét, giam bach ciu, giam tiéu cau.

Chuyén hoa va dinh dudng: Tetany.

Than - tiét niéu: Viém than ké.

Chura ré tan sudt

Chuyén hoa va dinh dudng: Lam nang thém tinh trang nhiém kiém chuyén hoa san c6 (¢
bénh nhin xo gan mét bu), rdi loan nude va dién giai, ting thai kali.

Than kinh: Chéng mit, ngét xiu va mat y thuc (do ha huyét ap cd trigu ching).

Da va md duéi da: Mé day, hong ban da dang, ban Xuat huyet viém da troc vay, ngua,
phan tng di ung, nhu ban da, cac loai viém da bao gom nodi me day, ton thuong béng nudc,
ngoai ban myn mu toan than cap tinh (AGEP). Trong truong hop xay ra cac tac dung nay
can ngung diéu tri.

Spironolacton

Cac tac dyng khdng mong mudn phu thudc lidu dung va thoi gian diéu tri. Tac dung khong
mong muon thuong gap nhét 1a tang kali huyét, rdi loan h¢ thong sinh san va tuyen vU, bao
gom nit hoa tuyén va. Nit hoa tuyén vi Xy ra c6 lién quan dén ca liéu dung va thoi gian
diéu tri va thuong hOI phuc khi ngung diéu tri. Cac tac dung khong mong muon thudng gap
khéc bao gdm dau dau, réi loan hé tiéu hda, tieu chay, mét moi va budn ngu.

Rat thwong gdp, ADR > 1/10

Chuyén hoa va dinh dudng: Tang kali huyét & bénh nhan bj réi loan chic nang than nang,
ngudi dang dugc dieu tri dong thoi vai cac ché pham bo sung kali.

Than kinh: Pau dau.

Tiéu hda: Kho tiéu, tiéu chay

Hé sinh san va tuyén va: Nam gisi: Giam ham muon tinh duc, réi loan chirc ning cuong
duong, li¢t duong, phi dai tuyén vl (nir hoa tuyén v(); Phu nit: Réi loan va, dau vi, rdi
loan kinh nguyét, tram giong (trong nhiéu truedng hop khong hdi phuc).

Toan than: Mét moi, buon ngu.

Thuong gap, 1/10 < ADR < 1/100

Chuyén hoa va dinh dudng: Ha natri huyét (dc biét Ia khi phéi hop diéu tri chuyén sau véi
céc thude loi ticu thiazid), tang kali huyet ¢ bénh nhan bi roi loan chirc nang than néng,
bénh nhan dang diéu tri véi thudc tc ché ACE hoic kali clorid, nguoi cao tudi va bénh
nhan dai thao duong.

Than kinh: Yéu stc, hdn mé ¢ bénh nhan bi xo gan, ngaa (di cam).

Tiéu hoa: Budn ndn va non.

Hé sinh san va tuyén va: Phu nit: Thay ddi trong dich tiét am dao, giam ham muén tinh duc,
vo kinh, xuat huyét sau man kinh.

Toan than: Kho chiu.

it gap, 1/1 000 < ADR < 1/100

Chuyén hoa va dinh dudng: Acid huyét (nhim toan) ¢ nhitng bénh nhan c6 van dé vé gan.
Tam than: LG Ian.

Da va m6 duéi da: Ban da, may day, ban d6, nam da, ngtra, ching phat ban.

Co - xuong - md lién két: Co thit co, chuét riit & chan.

Than - tiét nigu: Tang creatinin huyét thanh.

Hiém gap, 1/1 000 < ADR < 1/10 000

Huyét hoc: Giam tiéu cau, ting bach ciu wa eosin, giam bach cau (bao gom mat bach cau
hat).

Mién dich: Eczema (phan tng di ang typ 1), qua man.

Chuyén hoa va dinh dudng: Thiéu dich ¢ cac md (mét nudc), porphyrin, ting tam thoi nong
d6 nito trong mau va nudc tiéu, ting acid uric mau (c6 thé dan dén bénh gat & bénh nhan
cO nguy co cao).

Than kinh: T& liét, liét phan dudi cua tay chan do ting kali huyét.
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Rat hiém gdp, ADR < 1/10 000

U lanh tinh, ac tinh va khong xac dinh (bao gom cé céc nang va polyp): Ung thu vi.

Mach mau: Viém thanh mach (viém mach).

Tiéu hoa: Viém da day, loét da day, xuat huyét duong rudt, chudt rat.

Gan - mat: Viém gan.

Da va m6 du¢i da: Rung toc, eczema, hong ban ly tam, ram 16ng.

Co - xuong - md lién két: Lupus ban do h¢ thdng (SLE), nhuyén xuong.

Than - tlet ni¢u: Suy than cap.

Chua ré tan sudt

Noi tiét: Céc tac dung androgenic nhe, bao géom ram 16ng.

Chuyén héa va dinh dudng: Nhiém toan chuyén hoa ting clor thuin nghich - thuong kém
tang kali huyét da dugc béo cao & nhitng bénh nhan bi xo gan mét ba, ké ca khi chic ning
than binh thuong.

Than kinh: Chong mat, mat diéu hoa.

Mach mau: Ha huyét &p nhe.

Da va m6 duéi da: Hi chiing Stevens-Johnson, hoai tir biéu bi nhidm doc (TEN), phét ban
do thudc kém ting bach cau i toan va cé4c triéu chiing toan than (DRESS), pemphigoid.
Thubc cé thé gay ra cdc tac dung khéng mong mudn khdc. Can theo doi chdt ché va khuyén
cdo bénh nhdn thdng béo cho bdc sy nhitng tic dung khéng mong muon gdp phdi khi sie
dung thuéc.

CACH XU TRI ADR:

Giam natri huyét thuong biéu hién: Khé miéng, khat nude, mét moi, budn ngu. Diéu nay
thuong duoc xem xét than trong, dac biét khi dung phéi hop cac loai thudc loi tiéu khac,
Ha natri huyet xay ra thuong xuyén nhat & _nhitng bénh nhan xo gan tién trién va co thé
ngan ngua bang cach han ché udng nudc. Can phai diéu chinh lidu lwong va kiém tra dinh
ky dién giai do. Nén cho benh nhan dung spironolacton 2 - 3 ngay trudc khi phdi hop
thiazid d€ ngan thiéu hut kali va gay hén mé gan.

B sung kali khi nguoi bénh ¢6 nguy co cao ha kali huyét.

Giam liéu hoic ngimg diéu tri néu ADR & mirc d6 trung binh hoic nang.

9. QUA LIEU VA XU TRi:
Biéu hién 1am sang do qué liéu cdp hoic méan tinh cua dang phdi hop spironolacton/
furosemid phu thugc vao muc do va hau qua cua mat nudce va dién giai, vi du: Giam thé
tich mau, mét nuée, c6 dic mau, loan nhip tim do tac dung loi tiéu qua muc. Cac trigu
chang cua nhung rbi loan nay bao gém ha huyet &p nang (tién trién dén sbc), suy than cap,
huyét khol mé sang, ligt meém, tho o va la lan.
Do d6, tién hanh diéu tri nham thay thé dich va didu chinh mit can bang dién giai. Cung
Vi viéc du phong va diéu tri cac bién ching nghiém trong do nhitng rdi loan trén va cua
cac tac dung khac trén co thé (nhu ting kali huyét). Viéc tién hanh diéu chinh nay c6 thé
doi hoi phai tién hanh céc bién phap diéu tri (nhu tang thai kali) va bénh nhan phai duoc
giam sat chat ch& va toan dién bai bac sy diéu tri.
Khong c6 thubc giai doc dac hiéu cho qua liéu furosemid. Néu chi méi uong thudc, co thé
tién hanh cac bién phap dé han ché su hap thu thuoc nhu rira da day hoac uéng cac chat lam
giam hap thu (nhu: Than hoat).

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khéng dung thubc qua liéu chi
dinh.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DPAT VI PHU
(DAVIPHARM)
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L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thoi Hoa, Thi x4 Bén Cat,
Tinh Binh Duong, Viét Nam.
Tel: 0274.3567.687 Fax: 0274.3567.688

12. NGAY XEM XET SUA DOI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC: 06/01/2020

Tén san pham:

FRANILAX

M4 sb toa:

0097.T1

Kiém soét stra ddi:

- Chuyén file in theo mau nhdn Cuc Quan Iy Duoc cap

- Chuyén m4 toa tir TOA055DBB sang 0097.T1 theo SOP Q.DK.1003

Nhan vién thiét ké:

18/18

0097.T1



