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Rx — Thudc ban theo don

HWONG DAN SU’ DUNG THUOC
| VIEN NEN VAMIDOL 480
San xuét theo: TCCS

CONG THUC
Maéi vién nén cé chira:
- Hoat chat. Sulfamethoxazol................. 400,00 mg
TAMSthODPIM. ..o v 80,00 mg
— Ta dworc vira da cho 1 vién nén (Tinh bét khoai, Talc, Magnesi stearat, Natri
starch glycolat (A), Polyvinyl alcohol, Methyl parahydroxybenzoat, Propyl
parahydroxybenzoat, Propylen glycol).

Dwoc lwc hoc
- Co ché tac dung: Sulfamethoxazol 1a mét sulfonamid, (rc ché canh tranh sw
tdng hop acid folic clia vi khuan. Trimethoprim 1a mét dan chat ctia pyrimidin,
trc ché dac hiéu enzym dihydrofolat reductase cla vi khuan. Phéi hop W
trimethoprim va sulfamethoxazol nhw vay (rc ché hai giai doan lién tiép cta sw
chuyén héa acid folic, do dé (rc ché c6 hiéu qua viéc téng hop purin, thymin va
cubi cung DNA cta vi khuan. Su trc ché néi tiép nay co tac dung diét khuan.
Co ché hiép ddng nay ciing chéng lai sw phat trién vi khuan khang thuéc va
lam cho thubc c6 tac dung ngay ca khi vi khuan khang lai tirng thanh phan cla
thuéc.
— VAMIDOL 480 la mét khang sinh két hop gdm Sulfamethoxazol va
Trimethoprim & ti 1é 5:1.
- Céc vi sinh vat sau day thwéng nhay cam véi thube: Klebsiella sp.,
Enterobacter sp., Proteus indol dwong tinh, bao gom ca P. vulgaris, H.
influenzae (bao gébm cé cac ching khang ampicilin).

A{}_ '/__;_;-'- P .’1\

— Cac vi sinh vat thwong khang thudc la: Enterococcus, Pseudomonas,
Campylobacter, vi khuan ky khi, ndo mé cau, lau cau, Mycoplasma.

- Khang thudc cotrimoxazol phat trién cham trong éng nghiém hon so véi tirng
thanh phan don déc cla thube. Tinh khang nay tadng & ca vi sinh vat Gram
dwong va Gram am, nhwng chi yéu & Enterobacter.

- @ Viét Nam, theo bao cao clia Chwong trinh giam sat quéc gia vé tinh khang
thuéc cla vi khudn gay bénh (ASTS) thi sw khang thubc phat trién rat nhanh,
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nhiéu vi khuan trong cac nam 70 - 80 thwéng nhay cam
khang manh (Klebsiella, Proteus spp., Enterobacter, Saimone(fa

Dwoc dong hoc

—  Thubc dwge hap thu nhanh sau khi ubng, ndng dd téi da trong huyét thanh ctia
ca hai khang sinh tir 1 — 4 gi& sau khi uéng. 70% cla Trimethoprim va 44 —
62% cla Sulfamethoxazol dwoc gan két véi protein huyét twong. Sw phan bé
clia ca hai khang sinh khac nhau; Sulfonamid chi thdm qua mang ngoai té bao
trong khi Trimethoprim dwoc phan bé trong tat ca cac dich clia co thé. Néng
dé cao cla Trimethoprim dwoc tim thay trong dich tiét ctia phéi, tuyén tién liét,
va trong mat. Nong do Sulfamethoxazol trong dich co thé thap. Ca hai hién
dién trong nwéc bot, dich tiét ciia &m dao va trong dich tai gitra & néng do diéu
tri. Thé tich phan b clia Sulfamethoxazol I1a 0,36 I/kg va Trimethoprim la 2,0
Ikg.

-~ Ca hai dwoc chuyén héa & gan — Sulfonamid dwoc chuyén héa chi yéu nho
s acetyl héa va lién hop véi acid glucuronic va Trimethoprim dwoc chuyén
héa qua sw oxi héa va hydroxy hoéa. 1%

- Ca hai dwoc chuyén héa chil yéu qua than, bang cach loc qua cau than va
bang sw bai tiét qua dng hoat dong. Nong d6 cla ca hai trong nwéc tiéu cao
hon nhiéu so v&i néng d6 cla ching trong mau. 84,5% liéu udng cla
Sulfonamid va 66,8% trimethoprim duoc bai tiét trong nwérc tiéu trong vong 72
gi&. Thei gian ban thai trong mau ctia chung 1a 10 gie dbi véi Sulfamethoxazol
va 8 — 10 gi& ddi v&i Trimethoprim. Thei gian ban thai clia ca hai kéo dai &
ngwdi suy than dén mirc can phai didu chinh liéu.

—  Ca Sulfamethoxazol ciing nhw Trimethoprim déu qua stra me va nhau thai.

CHI DINH
Piéu tri cac nhiém khuan do vi khudn nhay cdm cotrimoxazol gay ra.
- Nhiém khuan dwong tiét niéu.
— Viém khuén dwéng tiéu hda do Shigella bacilli.
— Viém phdi do Pneumocystis carinii.

LIEU DUNG — CACH DUNG: Dung uéng
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e Nhiém khuan dwong tiét niéu:

- Nhiém khuan dwéng tiét niéu dwéi khong bién chirng:
Nguwéi Ién: 800 mg sulfamethoxazol + 160 mg trimethoprim (2 vié
gi¢, trong 10 ngay.

Hodac liéu phap 1 liéu duy nhat: 320 mg trimethoprim + 1600 mg sulfamethoxazol.
Nhwng diéu tri téi thiéu trong 3 ngay hodc 7 ngay cd vé hiéu qua hon.

Tré em: 8 mg trimethoprim/kg + 40 mg sulfamethoxazol/kg, chia lam 2 lan cach
nhau 12 gi¢, trong 10 ngay.

- Nhiém khuén dwéng tiét niéu man tinh tai phat (nir trwdng thanh):

Liéu thap (200 mg sulfamethoxazol + 40 mg trimethoprim mdi ngay, hoic mét
lwong gap 2 - 4 1an liéu d6, udng 1 hodc 2 1an méi tuan) té ra c6 hiéu qua lam gidm
s6 1an tai phat.
e Nhigm khudn dwéng hé héap:

- Dot cap viém phé quan man:

Ngwdi Ién: 800 - 1200 mg sulfamethoxazol + 160 - 240 mg trimethoprim, 2 1an méi b
ngay, trong 10 ngay. : -
Viém tai gitra cap, viém phdi cdp & tré em: 8 mg trimethoprim/kg + 40 mg
sulfamethoxazol/kg trong 24 gi®, chia lam 2 1an, cach nhau 12 gi®, trong 5 - 10

ngay.
e Viém hong do lién cau khudn: Khéng dung thudc nay.
e Nhiém khuan dwéng tiéu hoa:

Ly trwec khuén:

Nguwoi Ién: 800 mg sulfamethoxazol + 160 mg trimethoprim cach nhau 12 gid, trong
5 ngay.
Tré em: 8 mg trimethoprim/kg + 40 mg sulfamethoxazol/kg trong 24 gi¢, chia lam 2
lan cach nhau 12 gi®, trong 5 ngay.
e Viém phdi do Pneumocystis carinii:
Tré em va ngwdi I&n: Liéu dwoc khuyén dung déi véi nguwdi bénh dwoc xac dinh
viem phdi do Pneumocystis carinii 1a 20 mg trimethoprimkg + 100 mg
sulfamethoxazol/kg trong 24 gi&, chia déu cach nhau 6 gi®, trong 14 - 21 ngay.
- Liéu & bénh nhén suy than:
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Do thanh thai creatinin tir 15 — 30 ml/phut nén giam liéu coén
thwong.

480.
Thubc nén ubng trong hay ngay sau bira @n, bénh nhan nén uéng nhiéu nwéc.

CHONG CHi BINH

— MAan cdm véi bat clr thanh phan nao cla thubc, cac sulfonamid hodc
trimethoprim.

—  Tbn thwong gan.

—  Suy than néng, khi khéng thé wéc lwong nbng d6 VAMIDOL 480 trong mau.

— Réi loan vé mau nang.

—  Thiéu mau nguyén hdng cau khéng 16 do thiéu hut folat.

—  Thiéu men G6PD.

— Khéng dung cho tré em dwéi 6 thang tudi. N

THAN TRONG VA NHI’NG LUU Y PAC BIET

—  Sau khi dung sulfonamid khéng cé bao cdo ti vong, nhwng cé mét sé tac dung
phu nhw: Héi chirng Stephens-Johnson, héi chitng Lyell's, hoai t&r gan cép,
thiéu mau khéng tai tao, mat hat bach cau, nhirng réi loan vé mau khac va
nhitng phan (rng nhay cdm dwéng hé hap (sw tham nhiém phdi).

— Néu bénh nhan bj dé da, viém hong, sét, dau khép, ho, khé thé, vang da xay
ra trong th&i gian diéu tri bang VAMIDOL 480 , m&c du rat hiém nhwng tac
dung khéng mong muén nguy hiém tiém &n, do d6 nén dirng thuéc ngay lap
tire.

—~ Dung VAMIDOL 480 trong diéu tri viém hong do lién cu khuan da chirng minh
la khéng c¢é hiéu qua trong phan I&n cac trwéng hop béi vi khdng thé diét tan
gbc vi khuan. VAMIDOL 480 khéng thich hop cho diéu tri viém hong do lién
cau khuan va viém amidan.

—  VAMIDOL 480 nén dung than trong &: bénh nhan suy than, thiéu hut folat
(ngwoi gia, ngwdi nghién rwou, bénh nhan dung thubc chéng co giat, bénh
nhan méc héi chirng réi loan chuyén héa, va réi loan dinh dwéng), nhirng bénh
nhan bj triéu chirng dj (’ng n&ng, hay bénh nhan hen suyén.

- Tang nguy co nhitng phan (ng khéng mong mudn khi dung VAMIDOL 480, bao

gdm suy gan hay suy than, xay ra & nhirng ngwdi gia. Tac dung khéng mong muén
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nang thu’ong gap nhat o' nhwng ngwo’l gla bao gom nhirng phan U gg asrip-uMo )

huyét.

— Nhirng tac dung khéng mong muén, déc biét nhw d6 da, sét, gidm bach cau,
tdng hoat tinh clia aminotransferase mau, tang kali mau, va giam natri mau,
thwong xay ra & bénh nhan AIDS dworc diéu trj véi VAMIDOL 480.

—  Trong thei gian diéu tri véi VAMIDOL 480 (nhw véi tat ca cac khang sinh khac),
viém rudt mang gia cé thé xay ra:

o Trong nhitng trwdng hop viém rudt mang gid nhe, ngwng diéu tri la da.
Trong nhirng trwérng hop trung binh dén ndng, bénh nhan nén dwoc bu
dich, chéat dién giai, protein, va dung nhirng khang sinh hiéu qua chéng lai
Clostridium difficile (metronidazol, vancomycin). Nhitng thudc khang nhu
dong va nhirng thubc gay tao bon khéng nén dung. W

o Dién bién clia bénh cé thé nhe dén de doa tinh mang. Do d6, nhirng chan
ddan thich hop cla bénh nay & nhirng bénh nhan tiéu chay trong thoi gian
diéu tri bang khang sinh la cwe ky quan trong. Diéu tri bAng khang sinh lau
dai co lién quan dén bénh viém rudt két va co thé gay tang sé lwong vi
khuan ky khi bacilli. Nhirtng chat déc dwegc tao ra béi Clostridium difficile 1a
nguyén nhan chinh clia viém rudt két.

— Ché pham c6 chra thanh phan cé hoat tinh sinh hoc: propylen glycol cé thé
gay triéu chirng gibng nhw udng rwou, cac ester parahydroxybenzoat cé thé
gay phan (rng di (rng (c6 thé c6 nhirng phan (rng xay ra muén).

TAC DUNG KHONG MONG MUON

Nhitng téc dung khéng mong mudn sau ddy cia VAMIDOL 480 da duoc ghi nhan:

~ Réiloan vé mau va hach bach huyét

Bach cau khéng hat, thiéu mau khéng tai tao, mau khé déng, thiéu mau

nguyén hdng cau to, té bao wa eosin, gidm bach cau, gidm bach cau trung

tinh, va gidm tiéu cau.

— Réiloan hé théng mién dich

Viém co tim di trng, &n lanh, sét do thudc, phan (rng qua man, ban xuét huyét
Henoch-Schonlein, chitng mé day, ngtra da, hdi chirng giébng lupus ban dg,
phat ban di (rng, hodi chirng bénh huyét thanh xay ra. Cac u mach mau ngoai
bién, cac lién két, sung huyét mang cirng va phan (rng nhay cam dwéng hd
hap hiém khi xay ra.
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_ Réi loan dinh dwdng va chuyén héa: Tang kali huyét, ha natri
va hiém khi ha dworng huyét xay ra.

— R&iloan tam than: Suy nhwoc va do giac co thé xay ra.

— Réi loan hé than kinh: Th® o, viem mang nao do vi khuan, mat diéu hoa,
dau, co giat, cang thang, U tai, viem day than kinh ngoai bién, yéu co, suy
nhwoc, méat ngl cé thé xay ra.

— Réi loan hé hd hap, ngwc va trung that: Kho thé, ho, sw tham nhiém phdi cé
thé xay ra.

— ROi loan hé tiéu héa: Tiéu chay, dau bung, viém rudét mang gia, viém miéng,
viém |wdi, viem tuy, budn nén, non.

—  Réi loan co dwdi da va da: Hoai ti biéu bi nhiém déc (hdi chieng Lyell), hoi
chirng Stevens — Johnson: ban d da dang, phu mach, man cam anh sang.

— Réiloan co lién két va co xwong: Pau khép va dau co.

—  Réi loan hé tiét niéu vé than: Két tinh niéu, suy than, viém than mé ké, hoi
chirng nhiém doc than véi bidu hién tidu it, tiéu kho, ting lwong creatinin
huyét. W

Théng bao cho Béac Sy hodc Dwoc Sy biét nhikng tac dung khéng mong muén

gdp phai khi sir dung thuéc.

HWONG DAN CACH XU TRi ADR

— Dung acid folic 5 - 10 mg/ngay cé thé tranh dwoc ADR do thiéu acid folic ma
khong lam giam tac dung khang khuan. Can chu y la tinh trang co thé thiéu
acid folic khéng dwoc phan anh day di qua ndng dé acid folic huyét thanh.

—  Liéu cao trimethoprim trong diéu tri viém phéi do Pneumocystis carinii gay tang
dan dan kali huyét nhwng co thé tré lai binh thwéng. Nguy co tang kali huyét
cling xay ra & lidu thwong dung va can dwoc xem xét, dac biét khi dung dong
thoi cac thude 1am tang kali huyét khac hodc trong trieng hop suy than.

— Nguwoi bénh can dwoc chi dan ubng dl nwéc dé tranh thude két tinh thanh séi.
Khéng phoi nang dé tranh phan (rng man cam anh sang.

TWONG TAC THUOC

—  Két hop VAMIDOL 480 véi vai thube loi tiéu, dic biét Ia nhém thiazid, co thé
lam tang nguy co gidm tiéu cau & ngudi gia.

—  VAMIDOL 480 c6 thé Iam tang hiéu qua thuéc khang déng mau.

—  VAMIDOL 480 (rc ché chuyén hoa phenytoin; thdi gian ban thai clia phenytoin
kéo dai khéang 39%, va do thanh thai phenytoin giam khéang 27% & bénh
nhan dung ca 2 thubc.
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- VAMIDOL 480 c6 thé trc ché gan protein va bai tiét qua than clipa
va vi vay giam dao thai, tang tac dung cua methotrexat.

—  VAMIDOL 480 lam tang ndng do digoxin trong mau & mot s6 ngudigis
—  VAMIDOL 480 c6 thé lam gidm hiéu qua cla cac thudc lam giam dau cau tric ?
3 vong.
— O nhixtng bénh nhan ghép than, dwgc diéu tri bang VAMIDOL 480 va
"Cyclosporin, ¢ sw réi loan nhe chirc ndng thai ghép, tang creatinin mau (c6
thé do tac dung cla trimethorim).
_  Dung déng thoi vai pyrimethamin co thé gay thiéu mau nguyén hong cau.
—  Céc Sulphonamid co6 cau tric héa hoc giéng v&i vai thuée khang giap, thudc
loi tidu (acetazolamid va thiazid) va cac thuée tri tiéu dwong, va do do co thé
lam tang phan (rng di trng cheéo.
—  Anh hwéng trén mét vai thi nghiém: Y
o Trimethorim co thé 1am thay ddi két qua chan déan lwgng methotrexat trong
mau dung phwong phap enzym, nhing khéng &nh huéng dén két qua chan
déan lwong methotrexat trong mau dung phirong phap mién dich phéng xa.

o VAMIDOL 480 c6 thé lam ting két qud chan doan lwong creatinin bang
phwong phap Jaffe khéang 10%.

NGUO1 CO THAI - NGU'O'I NUOI CON BU

—  Trong nhitng thi nghiém trén déng vat, dung liéu rat cao VAMIDOL 480 gay
nhirng khiém khuyét trén sy phat trién bao thai, dac trwng cta sy khang folat.

—  Thubc cé thé dwoc dung cho phu nir mang thai: phai c6 y kién cua bac sy, khi
loi ich cho ngwdi me cao hon nguy co tiém an cho bao thai.

—  Phu ni mang thai dwoc khuyén cao dung déng thei cac ché pham co chira
folate v&i VAMIDOL 480.

—  Ca Trimethoprim va Sulfamethoxazol déu di qua sira me. Khéng nén dung
VAMIDOL 480 trong thoi ky cho con bu.

NGUI DIEU KHIEN XE VA VAN HANH MAY MOC

—  Thubc khéng anh hwdng trén than kinh, hay kha nang lai xe va diéu khién may
méc. Tuy nhién, néu xady ra nhirc dau, co giat, cang thdng, va mét moi nén
than trong khi lai xe va diéu khién may moc.
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QUA LIEU — CACH XU TRIi:

Triéu chirng:

~  Xay ra khi dung qua liéu Sulfonamid: biéng &n, dau bung, budn nén, nén,
chéng mat, nhirc dau, budn ngl, va mét tinh tao, sét, tiéu ra mau, va ket tinh
niéu co thé xay ra. & giai doan sau dé, suy tly, va vang da co thé xay ra.

— Qua lidu cép tinh, budn nén, nén, chéng mét, nhirc dau, suy nhuoc, réi loan
sy tinh tao va suy tdy cé thé xay ra.

X tri:

—  Loai thuéc ra khéi dwong tiéu hoa (rra da day, va gay nén) dong thdi ubng
nhiéu nwdc chirc nang than binh thwong.

- Acid héa nwéc tiu thic day sw dao thai trimethorim, nhwng c6 thé 1am tang u/
nguy co két tinh sulfonamid & than. Céng thirc mau, cac chat dién giai, va
nhitng théng sé sinh hoa khac clia bénh nhan dwoc theo déi. Néu co dau hiéu
trc ché tdy, ngudi bénh can dung leucovorin (acid folinic) 5 - 15 mg/ngay cho
dén khi hdi phuc tao mau. Sw tham tach mau c6 hiéu qua khéng nhiéu Iam
trong khi thdm phan mang bung khéng co6 hiéu qua.

BAO QUAN: Noi khé thoang, tranh anh sang, nhiét dé phong (< 30°C)
DONG GOI: Ep vi 20 vién nén, hop 1 vi. Chai 100 hodc 500 vién.
HAN DUNG: 36 thang ké tir ngay san xuét
HUGC NAY CHi DUNG THEO BON CUA BAC SY
DE XA TAM TAY CUA TRE EM
/ KHONG DUNG THUOC QUA HAN SU* DUNG
POC KY HUONG DAN SU’ DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY
Tén va dia chi nha san xuéat
CONG TY CO PHAN SPM
ﬁ WWW.Spm.com.vn
L6 51, Pwdng sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan,
TP. H6 Chi Minh, Viét Nam
~~DT: (08) 37507496 - Fax: (08) 38771010

Tp. HCM,, 11 nm 2013
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