Rx - Thuoc na c_ | dung theo dom thuoc
HU'O'NG DAN SU‘ DUNG THUOC

1. Tenthuoc
Biseptol 480
Biseptol 120

2. Cac dau hiéu Iu'u y va khuyén cao khi diing thuoc

Poc ki hu'o'ng dan str dung truoc khl dung '

Dé xa tém tay tré em. : - e
Théng bao ngay cho boc s} hooc du’o'c 5] nhung tdc dung
khong mong mudn gdp phdi khi st dung thuéc.

Thudc nay chi diing theo don thuéc.

3. Thanh phan cong thirc thuoc

Biseptol 480: S ~

" Thanh phdn hogt chdt: M&i vién nén chU'a sulfamethoxazol
400 mg + trimethoprim 80 mg.

Ta duge: Tinh bot khoai tay, talc, magnesium stearat,
polyvinyl alcohol. .

Biseptol 120:

Thanh phan hoat chat: Moi vién nén ¢hira sulfamethoxazol
100 mg + trimethoprim 20 mg. - .

Ta duvgc: Tinh bot khoai tay, talc, magne5|um stearat
polyvinyl alcohol. -

4. Dang bao ché: Vlen nen. -

Blseptol 480: Vién nén mau trang hoL vang, tron, hal _
mat phang, vat canh, nhan 1mat khac “-*, mat _con IaJ E
khac “Bs”.

Biseptol 120: Vien nén mau trang hoi vang, tron, hai

mat phang, vat canh, nhan, dugc khac & mot ben o

chir “Bs”.

5. Chi dinh:

Thudc dugc chi dinh cho tré trén 12 tuou dén dudi 18 tuowa
ngu'on I6n dé diéu tri nhuem trung do cac VI smh vat nhay cam
v@i thuoc: -

¢ Didu tr| va dy phong viém ph0| do Pneumocysns -
jirovecii.

o Diéu trjva du phong nhiém toxoplasma

+ Diéu trj nhiém nocardia. ‘
Thudc dung cho cac nhiém khuan sau, khi cé bang chingvi
khuan nhay cam védi thudc va cé the ph0| hg'p vai mot loai.
khang sinh don & khéc dé diBu trj néu pht hop:

+ Nhiém trung dudng tiét niéu cap tinh khong b|en -
chung. . B

o Viém tai gita cap tinh.

+ Dot cap cla viém phé quan man tinh. \
Can xem xét cac hu’crng dan chmh thu!c de su’ dung khang smh

phu hop.

6. Liéu dung, cach dung:

Liéu dung ~
Khuyén cdo vé litu tiéu chuin doi véi nhlem trung cap tmh

Nguoi Ion trén 18 tudi: 160 mg trlmethoprlm/800 mg o

sulfamethoxazol mou 12 gio. v

Tré em trén 12 tudi va dudi 18 tudi: Liéu dleu tn heu chuan |

0 tré em dugc udc tinh 1a 6 mg tnmethopnm va 30 mg

sulfamethoxazol moi kg cin ning moi ngay, ngay chia thanh

2 |an. Liéu dung theo d¢ tuoi: 160 mg trlmethoprum/800 mg

sulfamethoxazol moi 12 gio.

Nén t1ep tuc diéu trj thém 2 ngay sau khi hét trleu chu'ng

Pa so yeu cau théti gian diéu trj t6i thiéu 1a 5 ngay. Néu khong

thay ro sy cai thlen lam sang sau 7 ngey dié eu tr|, benh nhan

nén dugc danh gla ai. . -

Liéu dung tleu chuan thay thé dm Vo nhlem trung d‘uo'ng tiét

niéu dudi cap tinh khong bién chu'ng, 10 trinh dleu tri ngan.tu

1dén 3 ngay chothay hiéuqua. -

Ngu'oi cao tuoi: AR

Xem phan canh bao va than trong khi dung thudc. Ngoal o

trr truvo'ng hop I|eu Iu'ong tieu chuan dac b|et khac duoc ap

dung. _

Suy gan:

Khong c6 dit liéu san co ||en quan den Ileu dung tren benh

nhdnsuygan.

Suythan

Liéu khuyén cao: -

Tré em tir 12-18 tudi va nguo Io'n tréin 18 tuoi:

Do thanh thdi  [Liéu khuyén cdo

creatinine ' ' |

(ml/phut)

160 mg trlmethoprlm/800 mg '

sulfamethoxazol mai 12 gio

|80 mg trlmethoprlm/400 mg
~|sulfamethoxazol moi 12 gi¢r

. |[Khdéng khuyén cédo

Khong cd thong tin doi véi tré em tir 12 tudi tré xudng bi
suy than. Xem phan dugc dong hoc cua trimethoprimva

* Né&u bénh nhan xuat hién SJS hodc TEN khi st* dung
“Co-Trimoxazole, khong dugc dé benh nhan st dung Ia|
Co-Trimoxazole & bat ky thot dié em nao

¢ Khi bt d3u didu trj gl Xuit hlen clia ban do 5Ot toan

than cung vo| mun mu, nen nghi ngo hoi chu'ng ngoai
ban myn mu toan than captinh (AGEP), nén nglrng
dung thubc va chong chi djnh dung co-trimoxazole
mot minh hodc két hop vai cac thuoc khac.

Cham sac dac biét luon duoc khuyen khich khi diéu trj cho

ngu*m cao tudi, bai vi nguol cao tudi dé gap cac phan uwng

bat lgi va-cd nhiéu kha nang phal ch;u cac anh huong nghiém -

trong hon, dac blét la do hau qua#cua cac tinh trang phttc tap, -

nhu suy. than va /-hodc suy gan va / hodc st dung dong thoi
cac thuoc khac.

Doi voibénh nhan sty than nén st dung cac blen phap theo
doi dac biét.. .

Nén duy tri Iu'o'ng nudc tiéu day dU & tat ca cac thoi diém. Co
hang chitng in vivo hiém gdp vé tinh thé ni¢u, mac du tinh thé
sulphonamlde da dugc ghi nhan trong nuoc tiéu dugc lam
lanh & bénh nhan dung thudc. O bénh nhan suy dinh du'ong
nguy co o thé tang len.

Nén xét-nghiém cong thi¥e mau hang thang khi dung thuoc

‘trong thoi guan dai hoac cho benh nhin thiéu folate hodc :

ngu'ol cao tudi: do cé kha nang xay ra nhitng thay doi khong

¢d triu chirng trong cac chi's xét nghiém huyét hoc do thiéu

folate. BG sung aX|t folinic ¢ thé dugc xem xét trong qua trinh
die eu tri nhung can than trong do ¢6 thé anh hudng dén hiéu
qua khang khuan. -

O bénh nhan thleu glucose 6 phosphate dehydrogenase
(G-6-PD) c6 thé xay ra-tan.mau.

Co-Trimoxazole nén thén trong cho bénh nhan bj dj tng ning

hodc hen phé.quan.
Co Trlmoxazole khong nén s dung trong diéu trj viém hong

do lién cau khuan do streptococa beta- haemolyhc nhomA ,

do it hiéu qua hon so véi penicillin. ' A
Trimethoprim da dwoc ghi nhan la lam glam chuyen hoa
phenylalanine nhu’ng lai khong cd y nghia @ nhirng bénh nhan.
phenylketon niéu dang c6 ché dd.an kiéng thich hop.

Nén tranh str dyng Co Tr!moxazole cho nhitng bénh nhan

da c6 hoac ngh| ngd ¢4 nguy co mac benh porphyrla Ca
trimethoprim va sulphonamide co thé lam tram trong bénh .
porphyrla

Can theo ddi chat ché kali huyét thanh ¢ nhtrng bénh nhan co
nguy co tang kali mau va ha natri mau.

Co-Trimoxazole co lién quan dén nhiém toan chuyén hda khi
cac nguyén nhan tiém an khac.da du'oc logi trur Theo ddi chat

e —— ey, T—————rm

Tru khi gidm sat can than, khong nén dung Co Tilmoxazole cho
bénh nhan bj rdi loan huyét hoc nghiém trong Co-Trimoxazole
da dugc dung cho benh nhan dang hda tri co it hodc khong co
tac dung phu trén tuy xuong hoac mau ngoai vi.

,,,,,

ché khi nghl ngo nh|em toan chuyen hoa.

Sy két hop cua khang sinh vai Co Tnmoxazole Chl nén du'oc .

su' dung khi ma theo danh gla cua bac S, Iol ich cua viéc dleu
tri 1&n hon bat ky rdi ro nao cd thé xay ra; nén xem xét vnec LY
dung mét chat khang khuan hiéu qua duy nhat.

9. Su dung thuoc cho phu nir co thai va cho con bu

Su dung @ phu nit ¢6 thai:
Trlmethoprlm va sulfamethoxazol qua nhau thai va si an toan

cta thudc & phy nit mang thai chu'a dugc xac lap. Cae nghién.

clru c6 kiém sodt da chi ra rang cé thé cé mbi lién quan glua
phon nhiém vai chat ddi khang folate va dj tit bdm sinh & -
nguoi.

Trlmethoprlm la mpt chat d0| khang folate va, trong.cac
nghién cttu trén dong vat ca hai hoat chat d3 duoc chung
minh |a nguyén nhan gay di tat thai nhi.

Co-Trimoxazole khéng nén dugc st dung trong thai ky, dac
biét la trong ba thang dau trlr khi that can thiét, Nén dugc
xem xét bo sung folate néu Co Trlmoxazole duoc st dung
trong thai ky. ' |

Sulfamethoxazole canh tranh voi b|||rub|n a8 I|en két voi
albumm huyét tuong. Khi Co- Tnmoxazole duoc dung cho
me gan thoi diém sinh, thudc c6 thé van con dang keo
tré so sinh, gay nguy co lam tram trong thém chu'ng tang -
bilirubina mau atré so sinh. Nguy co' ly thuyet nay dac biét
co lién: quan & tré so sinh tang bilirubin mau, chang han nhu
nhitng tré sinh non va tré bj thiéu hyt glucose 6 phosphate
dehydrogenase -

St dung thudc @ phu nit cho con bu: |
Cac thanh phan cua thudc (trimethoprim va sulfamethoxazole)
dugc bai oet qua stra me. Nén tranh dung Co-Trimoxazole
trong cuoi thai ky va o nhu’ng ba me dang cho con bu déc biét
khi me hadc tré so'sinh rnac hodc ¢d nguy co mac bénh tang

bilirubin mau. Ngoal ra, nén tranh sir dung Co-Trimoxazole ¢

tre nho dudi tam tuan do nguy co bj tang bilirubin mau.

10 Anh hu'ong cua thuoc lén kha nang lai xe, van hanh may -

moc:

Chu'a cé nghlen cttu nao danh gla tac dong cua thuoc lén-kha
nang lai xe, vn hanh may méc. Cac tac dong bat lgi nhu vay
khong thé dy dodn tir duorc Iy clia thudc. Tuy nhién, nén luu

y tinh trang 1am sang cta bénh nhan va ho so tac dong bat loi

cua thudc khi Xem xét kha nang van hanh may mac cua bénh
nhan. - «

————



sulfamethoxazol & quan thé tré em c6 chirc ning than btnhh_ =

thwong, .

Cac phép do nong do sulfamethoxazol trong huyet tu'ong

trong khoang thoi gtan 2 den 3 ngay dugc khuyén nghj sau khi

dung thudc 12 gio. Néu nong do tong sulfamethoxazol vurot

qua 150 mlcrogam / ml thi.nén ngltng diéu trj chq den khi gia -

tri giam xuong dudi 120 mtcrogam [ml. -

Viém phoi do Pneumoczstts urovecn §

Diéu trj - Tré em (> 12 dén <18 tuoi) va nguoi lon (> 18 tuon)

Nén diing ligu cao hon, lidu 20 mg trimethoprim va 100 mg

sulfamethoxazol mdi kg can nang mdi ngay, ngay chia'2 [an -

hodc han; ding trong 2 tuan. Muyc dich la dé dat d UQC néng

d6 dinh tnmethoprlm trong huyét twong hodc huyet thanh

cao hon hoac bang 5 microgam / ml.

Phong bénh — ngudi lon trén 18 tudi:

Liéu dung nh sau: -

160 mg trlmethoprlm/SOO mg sulfamethoxazol moi ngay trong

vong 7 ngay moi tuan. '

160 mg trlmethOprlm/800 mg sulfamethoxazol 3 Ian/tuan

uong cach ngay..

320 mg tnmethopnm/ 1600 mg sulfamethoxazol moi ngay chia

2 |3n, 3 [an moi tuin, udng cach ngay

Phong bénh - Tré em (>12 tudi va < 18 tudi). |

lieu tiéu chuan cho tré em duoc wdctinh la 6 mg |

tnmethopnm va 30 mg sulfamethoxazol trén moi kg ¢an nang

mdi ngay, ngay chia 2 Ian. Che do liBu sau ddy.cd thé dugc st

dung trong khoang thoi gian c6 nguy co: .

160 mg tnmethopnm/800 mg sulfamethoxazol m01 12 gid),

trong vong 7 ngay moi tuan.

160 mg trlmethopnm/800 mg sulfamethoxazol moi 12h

3 an mai tuadn, udng cach ngay.

160 mg trlmethoprlm/800 mg sulfamethoxazol moi 12h

3 [an mai tuan vao cac ngay lién tiép. s

320 mg trlmethopr|m/1600 mg suh‘amethoxazol mot Ian moi

ngay, 3'an moi tuan vao cac ngay lién tiép. _

Liu duing hang ngay xap xi 150 mg trlmethoprtm/ mz/ngay

va 750 mg sulfamethoxazol/mz/ngay Tong lidu moi ngay

khang nén vugt qua 320 mg trimethoprim va 1600 mg

sulfamethoxazol. |

Bénh Nocardia — N U'ou 6n (>18tudi: =~

Khong co dong thudn vé liéu dung phu hgp nhat. Liéu

dung cho nguoi 16n tir 480 mg trimethoprim/2400 mg

sulfamethoxazol den 640 mg trimethoprim/3200 mg _

sulfamethoxazol moi ngay trong t6i da 3 thang dugc st dung;
Bénh Toxoglasma

Khong c6 dong thuan vé liéu dung phu hgp nhat dé diéu tr|

hodc du phong ddi vdi nhiém trung nay. Quyet dinh nén duya

vao kinh ngh|em lam sang Pé du phong, liéu khuyen dung

cho du phong viém phoi do Pneumocysus jirovecii c6 thé phu

hop.

Cach dung
Du'ong uong.
Co thé dung Btseptol vo| mot s8 thize 3n hodc do uong dé

giam thleu kha nang roi Ioan tieu hoa

7. Chong ch| dinh:

o Quéd man cam vdi cac hoat chét sulphonamide, .
trimethoprim, co-trimoxazole hodc vdi bat ky ta dugc
nao. e e

« Khong nén ddng thuo"c ¢ho'bénh nhan bjton thvong
nhu mo gan nang. Chong Chl dinh trong suy than

ndng khi ma khéng thé do nong do thuoc trong huyét
tuong.

¢ Khong nén dung thuoc cho tre so' sinh trong 6 tuan
daudsyi.

. Khong néen dung thudc cho bénh nhan cé tién st giam
tiéu cau mién dich do s dung trimethoprim va / hodc
sulphonamide.

o Khdng nén dung thudc cho bénh nhan mac bénh
porphyria cap tinh.

8. Canh bao va thén trong khi dung thudc:

Cac tru'ong hop tu vong, mac du rat hiém gdp, da xay ra do
cac phan ung nghlem trong bao gom hoi chu’ng Stevens-
Johnson, hoa| tu thuong bi nhiem doc hoal tu gan | toi cap,
mat bach cdu hat, thi€u mau bt san, cac roi loan vé mau
khac va qua man cam cua duong ho h'a"p.

» Cac phan (tng ¢ da de doa tinh mang Hdi chirng
Stevens-Johnson (SJS) va hoai ti thuwgng bi nhiem doc
(TEN) da dwoc bao cao khi st dung Co-Trimoxazole.

o Bénh nhan nén dugc thong bao vé cac dau hiéu va
triéu chirng va theo doi chat ché cac phan tng trén
da. Nguy co cao nhat xay ra SJS hoac TEN la trong
nhitng tudn dau diéu tri.

o Né&u bénh nhan xuét hién triéu chi*ng hodc dau hiéu
cua SJS hodc TEN khi sir dung Co-Trimoxazole, nén
nglrng dung thudc nay.

o Quan ly tét SJS va TEN dén tlr viéc chan doan so'm va
ngay 1ap tirc ngirng st dung thudc nghi ngo. Nglrng
dung thudc sdm ¢ lién quan dén tién lwgng tot hon.

11 Twong thc, twong ky cha thude: -

Tuong tac voi cac xét nghlgm trong phong thi nghiém:
trlmethopnm c0 thé can trd viéc do creatinine huyet thanh /

huyet tuong khi str dung phan (*ng picrate kiém. Diéu nay c6
thé dan dén gay téng két qua creatinine huyet thanh / huyet ,
twong @ mirc 10%. Dd thanh thai crea'umn giam: kétquado
do thanh tha| co thé glam tw 23% xuong 9% trong khl qua
trinh lpc cla cau than van khong thay d6i.
Ziovudine: trong mot sO truong hop diéu tri dong thot von
zidovudine c6 thé lam ting nguy co phan (rng bat lon ve huyet
hoc. Néu diéu trj két hop la can thlet can theo d01 cac Chl so
huyét hoc. |
yclosporl . Cotrimoxazol dung cung VO’ cyclosporm cothé
gay doc cho than
@ nguoi ghép than nhung co thé hoi phyc.
Rifampicin: st dyng dong thoi rifampicin va Co-Trimoxazole
lam giam thoi gian ban thai trong huyet turong « Cua i
tnmethopnm sau khoang mot tuan diéu tri. Dleu nay khong
¢ nhiéu y nghta lam sang.
Khi trlmethoprlm duoc dung dong thdfi vdi céc thudc dang .
cation ¢ pH sinh ly, va dugc bai tiet mot phan do bai tiét cht
dong 0 than {vi dy: Procainamide, amantadme) cd kha nang
trc ché canh tranh bai ttet va dan dén tingnong do trong
huyet tuwong madt hodc ca hai loai thudc.

Thudc loi tiéu (thla2|dgl 0 bénh nhan cao tuoi dong thou dung
thudc loi tiéu, chu yeu la thiazide, c0 NEUy Co: giam tiéu cau 6
hodc khong cd ban xuat huyét.

Pyrimethamine: Co-trimoxazol dung dong thoi véi
pyrlmethamtn tren 25 mg/tuan lam tang nguy co thieu mau
nguyén hong cau khongle. o
Warfarin: Co-trimoxazole da dugc chung minh Ia co tac dung
tang cu'ong hoat tinh chong déng mau clia warfarin thong qua
(rc ché qua trinh chuyén héa. Sulfamethoxazole ¢6 thé thay
thé warfarln tu cac vitri gan vdi protein huyét tu'ong-albumm
trong ong nghiém. Nén kiém soat chat ché liéu phap chong
dong mau trong khi diu trj bang Co-Trimoxazole.

Phenytoin Co-tnmoxazole keo dai tho glan ban thai cua
phenytom va néu dung dong thai oo thé dan dén phenytom .
Can theo doi chit ché finh trang ciia bénh nhan va.nong do
phenytom trong huyet thanh. ;

Digoxin: st dung dong thol tnmethopnm VO dtgoxln da d woc
chirng minh |a lam tang nong do digoxin trong huyet tuong
trén bénh nhan cao tuoi. ‘
Methotrexate: co-tnmoxazole ¢ thé am tang nong do
methotrexate trong huyét twong. Néu Co-Trimoxazole bat
budc st dung & nhitng bénh nhan dang dung cac loai thude )
khang folate khac nhu methotrexate, thi nén bo sung folate.
Trimethoprim anh huang dén xét n~ghiém"methotr95(até
huyet thanh khi dihydrofolate reductase tir Lactobacillus
casei dugc st dung trong xét nghiém. Khong anh huéng néu
methotrexate dugc do bang xét nghiém radioimmuno.
Lamivudine: dung trimethoprim /'sulfamethoxazole :
160 mg / 800 mg (co-tnmoxazole) Am tang 40% phaoinhiém
lamivudine do tac dung:cua tnmethopnm Lamivudine khong
anh huang trén duoc dong hoc Wit trlmethopnm hoac o
sulfamethoxazole. : *

Tuong tac voi cac thuog ha d u'o'ng huyet sulphonylure
khong phd bién nhu’ng da du'oc bao cao.

Tang kali mau: nén than trong, 0 nhirng benh nhan dung bat ky
Ioal thudc nao khéc c6 the gay tang kali mau, vi dy nhu thudc
irc ché men chuyen thyqc e ché thythé: anmtensmya .
thudc loi tiéu gitt kali nhu spironolactone. SU dung dong thou
trlmethoprlm sulfamethoxazole (co-ttnmoxazole) cdthédan
dén tang kali mau lién quan dén lam sang.

Repaglinide tnmethopnm c thé lam tang tac dung cia
repaglinide cd thé dan dén ha dudng huyét. '
Acid follmc bo sung add folinic dd dwgc chirng minh lam glam
hiéu qua khang khuan cla tnmethoprlm sulfamethoxazole.
Anh hu'ong nay dwoc quan sat thay trong diéu tri dy phong va
diéu trj viém phai do Pmeumocystts jH’OVE’CH

Tranh thai: khang smh c6 thé 1am mit tac dung cta thudc

tranh thai. Co ché cua hiéu Ung nay chura dugc lam sang to.
Phy nit dang d|eu tri bang khang smh nen chon mot blen phap

tranhthaikhac. -~ = -~

Azathioprine: ¢6 cac bao cdo 1am sang vé tuong tac doi lap
glua azathlopnne Va tnmethoprlm sulfamethoxazole, dan dén
cac bat thuong vé huyét hoc .nghlem trong.

12 Tac dung khong mong muon clia thuoc

Phan loai tan suat cua cac tac dung khong mong mudn dudi
ddy la wdc tinh. Doi véi hdu hét cac bién ¢d, cac dit lidu phu
hop dé woc lugng la chua day dl. Thém vao d6, tan suitgip
cac tac dung khdng mong mudn cd thé khac nhau tuy thudc
chi dinh.

DiY liéu tir cc thir nghlem [am sang lon da cong bo du'oc st
dung dé xac dinh tan suat cac tac dung khéng mong mudn

twr rat pho bién cho dén hiém gdp. Cac tac dung khéng mong
mudn rat hiém gap duoc’xc dinh cha yéu tir dit liéu hiu mau "
do do st dung ty 16 bdo cdo thay chotansudtthyc.
Nhom tan suat duoc xac dinh bang cach su dung quy uwdc sau
day: Rat pho bién (2 1/10), Pho bién (> 1/100 dén<1/10),
Khéng phd bién (2.1/1.000 dén <1/100L Hiém gap .

(> 1/10.000 dén <1/ 1000) Rat hiém (<1/10. 000) va Khong

xac dinh (khong thé udc tinh tir du' liéu cd san). ,
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Téc dung khang mong mudn

Phat trién qud mdrc nam

| Viém dai trang gia mac

Giam bach cau, giam ~
bach cautrung tinh, giam
tiéu ciu, mat bachcau '
hat, thiéu mau héng cau
|&n, thiéu mau bat san,
thi€u mau tan huyét,
methemoglobm huyét, -
tang bach cau ua eosin,

- | ban xuat huyét, tan huyé’t;_
| & bénh nhan thiéu G-6-PD

Xuat huyét, phan &ng phan
vé, viém co tim di ing, phu

| mach, ban xuat huyét Henoch-
Schoenlein, viem nut quanh
:dong mach, lupus ban do he

| thong

Phan (*ng qua man nghiém

trong lién quan dén PIP, phat
ban, s6t, giam bach cau, giam
tiéu ciu, men gan tang, tang kali
mau, ha natri mau, tiéu co van

Rdi loan | Rat hiém

ROi loan Téngkali huyé't
dinh. .
duong.
va trao
dodi chat

R4t ph"’
‘| bién |

| Rat hiém Ha du’bfng huyet ha natri
t huyét, chan an, nhiém
toan chdyen héa

Khong Xac RO Ioan tam than

hethong

than Viém mang ndo vo khudn,

kinh - co giat, viém than kinh
R | ngoai vi, chéng méht, utai

Rdi loan

tam
than

Rdiloaritai | Rat hi€m | Chéng mit, U tai
vataitrong | . < F

ROi loan | Rathiém |

Roilogn hd-'Rat hl‘e'm i
hap, |ong
NELC Va

trung that

‘Ho, khé th0' tham nhlem
| phoi ' |

RO Ioan Pho blen : Budn non, tiéu chdy

Khéng
pho bién-

Rat hiém |Viém miéng, V|em da day, :
L IR VIem tuy |

| Tang men transaminase,
‘| tang bilirubin huyét, vang da
I mat, viém gan hoat t&r

ROi loan | Rat hiém

ROi loan | Pho bién
da va
mo dU’0’|

Phat ban

Nhay cam anh sang, phU
| mach, viém da tréc vay,
héng ban da dang, hoi
chirng Stevens-Johnson:
o (SJS) hoai t& thwong bi
nhiém doc (TEN), hoi
chirhg ngoai ban mun mu
toan than cap tinh (AGEP) |

Hoi chirng da tang bach cau
da nhan trung tinh cé s6t
| cap tinh (H6i chérng Sweet)

| Rt hiém

Khéng xac
dinh-

RGiloan |Rat hiém [DPaukhép, dau co
Co Xuong
va mo
lién két

RGi loan Rat hlem

Suy than hoi chirng V|em
than va -

_ than ong than k&, nhiéem
toan dng than -

R

ti€t nigu

néu nghi ngd. Thdng tin nay chi dua ranhitng hudng dan gan -
dung xac suat vi khuan co thé nhay cam VO khang sinh hay
khong. '

Tnmethoprlm/sulfamethoxazol cd tac dung trén cac vi khuan
0 bang sau: SR

Bang 1: Pho kha’ng khuan cla trimethoprim/sulfaméthoxazol )
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Staphylococcus oureus
Staphylococcus soprophyticus ,,

Streptococcus pyogenes ,

Enterobacter clogcae

Haemophilus influenzae '
Klebsiella oxytoca

Moraxella catarrhalis
Salmonella Spp.

Stenotrophomonas moltoph:ho

Yersinia spp.
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Enterococcus faecahs
Enterococcus faecium

Nocardia spp.
Staphylococcus epidermidis
Streptococcus pneumomae o

Cttrobocter spp
Enterobacter oerogenes
Escherichia coli '
Klebsiella pneumomae *

Klebsiella pneumoma

Proteus mirabilis
Proteus vulgaris
Providencia spp.

Serrat'ia marcesans o

Pseudomonas aerugmoso R

Sh’ge”a Spp o 5 ‘ e
Vibrio cholera
15. Dic tinh du'qc dong hoc:

Hdp thy . .

Sau khl uong thuoc tnmethoprlm Va sulfamethoxazol hap thu
nhanh vagan nhu hoan-toan. Sy cd mat cua thirc an khong
anh huong tol hap thu thudc. Dinh hap thu dat dugc tir 1-4
gi®f sau khi udng thudc, lién quan t&i liéu va duy tri mic liéu
co tac dung tdi 24 gior. Nong d6 on dinh cla thudc & ngudi lon
dat dugr sau 2-3 ngay dung thudc. Ca hai thanh phan khang
sinh déu ~khong co anh hu’cmg dang ké 161 nong do dat duoc
trong huyét thanh clia thudcconlai. — o'- oo v 0 rst

Phdn bé _ _ .

Xap xi 50% trimethoprim lién két vgi protein huyét thanh.
Nong do trimethoprim trong mé cao hon nong dg thudc trong
huyét thanh, ph6i than. Nong d6 trimethoprim trong dich
mat, tuyén tién liét, nudc bot dom va dich tiét 4m dao cao
hon trong huyet thanh. Nong do tnmethoprlm trong | sita me,
dich ndo tuy, tai gitta, dich khop va dICh nol mo di dé co tac
dung. Trlmeth0pr|m di qua dich mang 0i va vao md nhau thal

dat dwoc ndng d6 thudc gan bang nong d6 thudc trong huyet
thanh me.

Xap X 66% sulfamethoxazol lién két v&i protein huyet thanh
Nong dd sulfamethoxazol cd hoat tinh trong dich mang.¢ i,
mat, dich ndo tuy, dich tai glu'a dich khdp, dom va djch noi
md khoang tur 20 tdi 50% nong do trong huyét thanh.

Chuyén hda sinh hoc

Sulfamethoxazol dugc bai tlet nguyen ven qua than khoang
15-30% ligu. Sulfamethoxazol dugc chuyén héa manh hon
trimethoprim thong qua acetyl hoa, oxy hoa va glucuromd ,
héa. Trong khoang 72 gio, gan 85% liéu thudc dLroc bai tiét
qua than 0 dang khong chuyen hoa cung vol chat chuyen hoa
chinh cua nd (N4-acetylated). - -

Thai trir tre

Thoi gian ban thai cla tnmethoprlm & ngudi Ion chirc ndng
than binh thu'ong khoang 8,6 tai 17 gio. Thoi gian nay tang
én theo hé s8 1,5 dén 3 khi dd thanh thai creatinin it hon
10 ml/phdt. Khong ¢d sy khac biét dang ke gitta nhém bénh
nhan lon tu0| va nhdm benh nhan tré tuo. Trlmethoprlm thai
trit chu ygu qua than va xap xi 50% liéu dugc thai trir @ dang



Thong bao cho bac sy hoqc du'q'c sy nhu'ng phdn u'ng co hqu
gqp pha: khi su' dung thuoc - _

13 Qué Ii'éu va chch xi tr:
Buon non, non, chong mat bon chon co thé la cac tneu chirng

qua liéu. Suy tuy xuong da duoc bao cao trong qua Ileu -
trimethoprim cap tmh -

Diéu tri

Gay non, rira da day. Tuy thuoc chifc nang than khuyen cao
st dung cac djch truyen néu lugng nuwdc tiéu tha| ra thap.

Ca trimethoprim va sulfamethoxazol déu thim tach dwgc
bang tham tach mau. Tham phéan phuc mac khong co hueu
qua. . _

14. Dic tinh duge lwe hoc * -.N
Nhom dugc ly: Két hop gilta squonamlde vVa trlmethoprlm -
Ma ATC: JO1EEO1

Co ché tac dung

Sulfamethoxazol (rc ché canh tranh viéc st dung acnd

para- amunobenzouc trong tong hop dlhydfofolat cua té bao
vi khuan, két qua |3 kim khuan. Trimethoprim (rc ché thuan
nghich enzym dihydrofolat reductase (DHFR) clia vi khuan,
la mot enzyme hoat héa con dudng chuyén héa folat tir
viéc chuyén dlhydrofolat sang tetrahydrofolat Két qua la
trimethoprim co.tac dung diét khuan. Trtmethopnm va
sulfamethoxazot trc ché 2 giai-doan ké tlep trong sinh tong

hop cac purin va cac acid nucleic thiét yéu ctia nhiéu vi khuan.

Trlmethopnm gan voi DHFR huyet thanh nhu'ng kém hon rat
~ nhiéu so vdi vi khuan. Ai lyc cla thudc v&i DHFR & dong vat co
- v thap hon khoang 50 000 Ian s0 V@i vi khuan.

Co ché khing thudc

- Cac nghlen CUu in vitro chi ra.rang SV g khang clavi

khuan cd thé phat trién cham hon néu sty dung phoi hop
sulfamethoxazol va trimethoprim so vai su dung don doc
khang sinh.

Su khang véi sulfamethoxazol cé the xay ra bou cac co

ché khac nhau. Céc dot bién cd thé lam tang nong docua
“PABA, canhTarTtht suifamethoxazol két qua lam gidm -

tac dung irc ché enzyme dlhydropteroat synthetase Mot

co ché khéc la qua trung gian plasmtd tw do lam bién doi
enzym dlhydropteroat synthetase di lyc.cUa enzyme nay vdi
sulfamethoxazol giam so v&i enzyme nguyén ban. .

Khang trlmethoprlm co the,xay ra thong qua dot blen'trung
gian plasmud lam bién do6i enzym dlhydrofolat reductase, ai
lW'c cua enzyme nay voi trlmethoprlm glam S0 VOi enzyme
nguyén ban.

Trlmethopnm gan VOi DHFR huyet twong nhung thap hcm rat
nhiéu so vdi & vi khuan. Ai lyc véi DHFR & dong vat cd VU thap
hon khoang 50 000 an so vai O vi khuan -

Nhiéu loai vi khudn nhay ¢dm in vitro vm trimethopnm Va
sulfamethoxazol & nong do thap hon nong dd thudc trong
mau, dich mé, nudc tiéu sau khi dung liéu khuyén céo. Gidng
nhu cac khang sinh khdc, hoat tinh in vutro khong co nghla la
56 co hoat tinh trén lam sang.

Diém giy nhgy cam

Céc diém gay nhay cam doi vm cac i khuan gay benh d ien
hinh: -

EUCAST: o
Enterobacteriaceae: 0 nhay cam < 2 va sttc khang thudc> 4
S. maltophilia: d§.nhay cam < 4 va sirc khang thudc> 4
Acinetobacter: dd nhay ¢am < 2 va strc khang thudc > 4
Staphylococcus: d§ nhay cam < 2 va stirc khang thudée >4
Enterococcus: d nhay cam < 0,032 va strc khang thudc > 1
Streptococcus ABCG: do nhay cdm < 1va strc khang thudc > 2
Streptococcus pneumoniae: 30 nhay cam < 1va strc khang thudc > 2
Hemophilus influenza: 40 nhay cam < 0,5va strc khang thuoc>1. -
Moraxella catarrhalis: 80 nhay cdm < 0,5 va strc khang thudc >1
Pseudomonas aeruginosa va cdc loai non-enterobacteriacedae:
dd nhay cam < 2* va sttc khang thuoc >4

* Day Ia diém gay nhay cam CLSI vi hlen tai khong co dlem gay
nhay cam EUCAST cho cac sinh vat nay.

Tnmethoprlm Sulfamethoxazol ti 18 1:19. Diém gay nhay cam.

biéu dién theo ndng do trimethoprim.

Pho khéng khuan

Sy khang thudc cd thé kHac nhau tuy thudc d;a ly va theo thon
gian doi vcn cac chung vi khuan du'otc chon va thong tin dja
phu'otng vé tinh khang thudc la can thlet dac biét 1a voi cac vi
khuan gay nhiém khuan ndng. Khi cn, hoi y kién chuyén gia

khong bién dé trong vong 24 gidy. Mot s0 chat chuyen hds da
tim thay trong nudc tieu.

Thoi gian ban thai clia sulfamethoxazol & ngu'ou lon chu'c nang
than binh thudong khoang 9 i 11 gio.

Khong co sy thay doi thoi glan ban thai cua sulfamethoxazol
doi voi nhung trwong hop glam chure nang than nhung co sW
kéo dai thdi gian ban thai cua cic chat chuyén héa chinh clia
n6 nhu chat chuyén hda acetylat khi do thanh thai creatlnm '
dudi 25 ml/phut.

Sulfamethoxazol thai tri chu yeu qua than, khoang 15% dén
30% tim thay trong nudc tiéu & dang c6 hoat tinh. «

Duoc dong hoc 0 benh nhan tré em co6 chirc nang than binh
thuong cho thay ca trimethoprim va sulfamethoxazol déu phu
thuoc tudi. Viéc thai trir tnmethdpnm/sulfamethoxazol giam
o tre so sinh, trong 2 thang dau doi, sau do ca trlmethoprlm --
va sulfamethoxazol déu cho thay thai trir Cao hon vdi 40
thanh tha| cao-hom va thdii gian ban thai ngan han. Sy khac
blet ndi bat nhat o tre so' sinh (51,7 thang cho déh24 thang) |
va glam dan theo tudi, khi so sanh vdi tré nho (1 tudi dén

3,6 tudi), tré em (7,5 tudi dén < 10 tudi) va ngudi lon.

O nhém bénh nhan cao tudi, cé sy gidm thanh thai qua than
cua sulfamethoxazol.

Nhom bénh nhdn dac biét:
Bénh nhdn suy than |

Thoi gian ban thai cta trimethoprim tang theo hé s§
1,5 dén 3 khi dg thanh thai creatlmn it hon 10 ml/phut.

Kh| dd thanh thai creattnm ha xuong dum 30 ml/phut liéu
clia Co-trimoxazol can glam | |

Bénh nhéin suy gan

Than trong khi st dung vdi bénh nhan ton thu’dng nhu mod gan
nang VI cé nhiéu bién dai trong hap thu va chuyén hda sinh
hoc cua tnmethOprlm va sulfomethoxazol.

Bénh nhédn cao tudi

Co sy giam nhe d§ thanh tharthan cua sulfamethoxazol
nhu'ng chua quan sat thay 0 trimethoprim.

O tré em
Xem trong liéu dung.

16. Quy cich déng goi: S
- BISEPTOL 480: HOp 1 vi x 20 vién nén.
- BISEPTOL 120: HOp 1 vi x 20 vién nén.

17. Diéu kién bao quan, han dung, tieu chuan chat lu'qng cla
thudc: ,

- Bao quan: Bao quan noi kho rao 0 nhlet do khong qua 30°C
tranh anh sang.

- Han dung: .
Biseptol 480: 24 thang ke tu' ngay san xuat
Biseptol 120: 24 thang ké tir ngay san xuat.
- Tiéu chuan chét lugng: tiéu chudn co'sd. -

18. Tén, dia chi clia co’ s& san xut:
Adamed Pharma S.A.
ul. Marszatka J6zefa Pn‘sudsktego 5, 95 200 Pabianice, Ba Lan.

Ngay cép nht huéng dan st dung:

PULAPEQ06821-01



