Rx Vién nén
Cotrimoxazol 800/160

*Luuy:
= Doc kg hudng din sir dyng trude khi ding,

- 1€ xa thm {ay tr¢ em,

- Thube niy chi ding theo don thube.

- Thong biao ngay cho bic 8§ hode duge s§ nhimg téc dung khong mong

mubn gap phai khi sir dung thube,

Thanh phiin cong thire thube:
Thanh ph(l_n dugc chét: Sulfamethoxazol 800mg va trimethoprim 160mg,
Thinh phiin 14 duge: (Gelatin, magnesi stearat, natri laury] sulfat, cellulose Vi
tinh thé, natri S1arch glycolat)....nssmmmmmsinsmessissssseses viradu 1 vién,
Dangbao ché:

Vién nén mau tring, hai mat 16i, mot mit c6 vach phan liéu & chinh gitra vién, bé
mitvién nhén, lanh lan,

Chidjnh:

Cotrimoxazol 800/160 duge chi dinh diéu trj trong ce nhiém khudn do cdc vi
khufn nhay cam:

#-Dibu trf vi phong ngira viém phdi do Pneumocystis firoveci (PIP)

+ Dibu trj v dy phong bénh do roxoplasma.

+ Diu trj nhiém Norcadia,

Che nhiém khulin sau ¢6 thé diéu tri bing két hop Cotrimoxazol véi mot khing
sinh khdc;

+ Nhiém khuin duomg tiét ni¢u khong bién chimg,

- Viém tai gitra clip,

+ Dot chp cla viém phé quan man tinh,

Libu ding, cch diing:

Libu diing:

¥ DOivi che nhiém khudn cdp tinh (ngudi 16n va tré trén 12 tubi):

Libu thong thuomg: mbi vién cach nhau 12 gio va trong duong 6mg
trimethoprim + 30mg sulfamethoxazol/kg/24 gid,

Diéu tri nén duge tiép tuc cho dén khi bénh nhan khéng con triéu chimg trong 2
ngay. Bénh nhin phai duge diéu trj {tnhit trong 5 ngy va néu cai thign 1am sing
khong ro trong 7 ngdy thi nén durge thay thube.

¥ Liéucho cde khuyén cdo ddc bigr:

- Chire niing thin suy giam (ngudi 16n va tré trén 12 tudi):

P thanh théi creatinin (ml/phat) Liéu khuyén dung

> 30) Liéu thong thuong
1530 ¥z liéu thudmg dung
<15 Khong ding

Chn 1Ay méu dé kiém tra nbng 46 sulfamethoxazol trong 2 dén 3 ngay sau khi
diing thube 12 gio, néu nbng 46 sulfamethoxazol trén 150ug/ml thi nén ngimg
diéu trj cho dén dudi 120pg/ml.

> Viém phé quén phoi:

- Diéu trj: 20mg trimethoprim + 100mg sulfamethoxazol/kg/24h chia 2 hodc
nhiéu hom 2 Vin ubng trong ngay, diéu trj trong 2 tudn,

- Dy phong:

Ngudi lon Tré em

Liéu thong thuomg x 7 ngay/tudn
Liéu thong thuémg x 3 1an/tuén, ubng

| vién/ ngay x 7 ngay
1 vién x 3 lan/tudn, udng céch

nghy céch ngay holic ung lién tuc
2 vién/ngay chia 2 Jan ubng, ding 3 | 2 vién/ngay x 3 1an/tudn, udng lién
Jan/ tuhin, ubng chch ngay tyc,

» Diéutri Nocardiosis: ngudi lon dimg 3-4 vién/ngay, ding trong 3 thang,

» Diéutribénhdo toxoplasma:

Liéu ding quyét dinh theo kinh nghiém Iam sang. Liéu dung dé dy phong co thé
gibng nhu liéu dé dy phong viém phdi do Preumocystis jiroveci 14 thich hop.

Cdch dimg: C6 thé dimg trong bira fin hoic mot s6 thirc ubng aé giam thiéu kha
néng gay rbiloan tiéu hoa,

e —

(,h(,,,uchidinh:‘ 6 _
Bénh nhin co tién sir man cam voi trimethoprim, sulfamethoxazol hoge bat cir

thanh phén ndo ctia thube.

Ton thuemg nhumo gan nghiém trong,

Bénh nhén suy thin ndng.

Bénh nhin c6 tién sit gidm tiéu chu do sir dung trimethoprim va/hodic cing véi
sulfonamid,

Rénh nhin bj rbi logn chuyén héa porphyria cip tinh.

Tré so sinh non thang hojic tré so sinh du thang trong vong 6 tudn tudi ddu, trir
trudmg hop diéu trj cho tré viém phdi do JPJ ¢ tré tir 4 tudn tudi tro lén.

Ciinh bfio va thin trong khi dung thubc:

Tinh trang tir vong (rt hiém) xay ra do cde phan img ning bao gom: hdi chimg
Stevens-Johnson, hogi tir thugng bi nhiém dgc, hogi tir gan man tinh, mét bach
chu hat, thiéu méu bit thudmg, rdi loan tao mau khdc va tinh trang qud min
dwomg hé hép.

Bénh nhin nén duge theo doi chiit ch& cée phin mg vé da khi sir dung
cotrimoxazol.

Cin diic bigt thin trong khi diu tri cho bénh nhan cao tudi. Do nhém tudi nay dé
bj cde phan (mg phy hon va ¢6 thé bj anh hudng nghiém trong hon khi cé cac tinh
trang phire tap nhu suy thin/ suy giam chire niing gan hofic ddng thai sir dung céc
logi thube khéc.

Ciin thin trong va gidm sat d¢ thanh thai creatinin & bé¢nh nhan suy thén. X
Nén duy tri lugng nuéc tiéu thich hop, DA c6 bao cdo tim thdy tinh thé
sulphonamid trong nude tiéu (rét hiém). O nhirng bénh nhan suy dinh dwdng
nguy co ¢6 thé tang lén.

Chin bd sung acid folic cho nhirng bénh nhan ding Cotrimoxazol dai ngay hodc
ngudi gia.

O nhing bénh nhan thiéu G6PD ¢6 thé xay ra sy tan mau.

Cén than trong khi sir dung cho nhimg bénh nhan bj hen phé quan niing.

Thude khéng nén sir dung trong diéu tri viém hong do Strepiocoeal, Streptococci
tan huyétnhém A, viée logi trir cde vi khuén niy khoi tii hong it hiu qua hon khi
dung penicilin.

Trimethoprim lam suy giam chuyén héa phenylalamin (khong c6 y nghia déi véi
bénh nhén phenylketonuric khi ché do an thich hop).

Cin tranh dung cotrimoxazol cho cdc bénh nhan cé nguy co ting kali mau va ha
natri mau,

Cotrimoxazol c6 lién quan dén tinh trang nhi®m toan chuyén héa khi cac nguyén
nhén khéc da dugc loai trir. Nén theo ddi chat ché khi ¢6 nghi ngd nhiém toan
chuyén hoa.

Nén giam sat chit chd ¢ nhimg bénh nhan diéu trj bing thudc gay doc té bao co
ho#c khong c6 tac dong 1én tiy xurong va mau ngoai vi.

Sir dyng thudc cho phy nir c6 thai va cho con bu:

St dung thuée cho phu nit ¢ thai: Sulfonamid c6 thé giy vang da & tré em thoi
ky so sinh do viéc dé"y bilirubin ra khéi albumin. Vi trimethoprim va
sulfamethoxazol ¢é thé gay can tré chuyén hoa acid folic, thube chi ding lic
mang thai khi thit can thiét. Néu can phai ding thudc trong thdi ky mang thai,
diéu quan trong 1a phai diing thém acid folic

Str sung thuéc cho phu niz cho con bii: Phy nit thoi ky cho con bu khong duge
ding TMP/SMX. Tré so sinh rat nhay cam véi tac dung ddc cia thude.

Thc dung 1&n kha nang l4i xe va van hinh may méc

Khong c6 dir li¢u ndo vé sir anh hwrong cia thude 1én kha ning 1ai xe va vin hanh
may méc. Tuy nhién ¢ mot sé tac dung khéng mong mudn khi sir dung thude:
dau ddu (thuong gap); trAm cam, do gide (rit hiém); nén than trong sir dung thude
khi 141 xe va viin hanh may méc.,

Tuwong tc, trong Ky ciia thude:

Tuong tde voi cde xét nghiém trong phong thi nghiém, trimethoprim lam tré ngai
cho vi¢e xdc dinh:

+Pinh lugng creatinin huyét thanh.

+ Xéc dinh methotrexat trong huyét thanh khi dihydrofolat reductase tir
Lactobacillus casei dugc sir dung. Thude khong lam anh huong dén xét nghiém
methotrexat biing xét nghi¢m phong xa.

Zidovudin: ding déng théri ¢6 thé lam ting nguy co tac dung phy vé huyél hoc.
Cyclosporin: dii ¢6 bio ¢io vé suy giam chirc ning than & bénh nhan ding két
hop cotrimoxazol sau khi ghép thin,



Rifampicin: 1am giam thon gian ban thai trong huyél trong cua trimethoprim sau
Khodng 1 tudn,

Thude g tiéu thiazid: nguy co giam tiéu chu o bénh nhn cao tudi.
Pyrimethamin: i ¢6 bao cao bénh nhan bj thiéu mau khi ding ddng thei voi
pyrimethamin véi licu trén 25mg/tudin.

Warfarin: Cotrimoxazol lam tiang hoat tinh chéng déng mau ciia warfarin,
Phenytoin: Cotrimoxazol 1am kéo dai thoi gian ban thai cua phenytoin. Khi
dung ddng thiri cdn theo ddi chat ché tinh trang bénh nhén va ndng 4o phenytoin.
Digoxin: trimethoprim lam ting néng do digoxin trong huyét trong & mot
bénh nhén cao tudi néu ding ddng thai,

Methotrexat: Cotrimoxazol lam tang néng d6 methotrexat trong huyét tuong.
Néu Cotrimoxazol dugc xem 14 thich hop & nhimg bénh nhén ding cac thube
lam giam folat nhw methotrexat, nén xem xét bd sung folat.

Lamivudin, repaglinidin: trimethoprim lam ting sy hdp thu ctia thube.

Thudbe ha dieing huyét sulphonylure: di c6 bio cdo vé sy tuong tac 1am ting tdc
dung cua thude,

Thubc lam tang kali mau: thin trong khi ding cing cac thude c6 thé lam ting
kali mau.

Thudoc tranh thai: phy nir diéu trj bing khang sinh nén sir dung mét phuong phép
tranh thai khic ngoai dudng udng.

Tic dung khong mong mubn:

+ Rat thudmg gap (ADR > 1/10):

Réi loan chuyén hoa va dinh dudmg: ting kali méu.

+ Thwong gap (1/100 <ADR <1/10):

Nhi&m khuén va lay nhiém: nhiém khuan qua mirc.

Réi loan hé thin kinh: dau dau.

Réi loan tiéu héa: budn non va tiéu chay.

Réi loan m6 va md dudi da: phat ban.

+ ltgap (1/1000< ADR <1/100):

Réi loan tiéu hoa: nén.

+ Rét hiém (ADR < 1/10000):

R&i loan mau va hé bach huyét: giam bach cu, giam tiéu cau, giam bach clu
trung tinh, thiéu mau tan mau, tang acid uric mau, ting bach cau 4i toan, tan huyét
omot s6 bénh nhin thiéu G6PD.

Réi loan hé min dich: bénh huyét thanh, phan img phéan vé, viém co tim dj (mg,
phit mach, lupus ban do h¢ thong.

Rbi loan chuyén hoa va dinh dudmg: ha duong huyét, ha natri méu, chan an,
nhiém toan 6ng than, nhiém toan chuyén héa.

Réi loan tim thén: trim cam, a0 giac.

R&i loan hé thin kinh: viém mang ndo vé tring, co gift, viém than kinh ngoai vi,
mét ngu, chéng mit, i1 tai.

R 61 loan mat: viém niém mac.

Rébi loan tim: nhjp tim nhanh.

Réi loan ho hip- 16ng ngye - trung thit: ho, khé the, tham nhiém phi.

Réi loan tiéu h6a: viém miéng, viém dai trang gia mac, viém tuy cép.

Réi loan gan mat: vang da, ting transaminase huyét thanh, ting bilirubin.

R&i loan da va mé dudi da: nhay cam, viém troc da, hong ban da dang, hoi chimg
Stevens-Johnson, hoai tir.

R&i logn co xuong va mb lién két: dau khop, dau co.

R&i loan thin va tiét ni¢u: suy thin, viém dng than.

Qui libu va xir tri:

Qud liéu: Bubn nbn, nén, chéng mit, nhdm Ian. DA ¢6 bdo cho vé ire ché iy
xuong trong ngd doe trimethoprim chp,

Xie tri: Ghy non, rira da day. Tiy thufe vao chire niing thin, cén bur djch néu
luong nudce tiéu thp, Thiam phéin méu chi logi bo duge mot lugng khiém ton
thubc, Tham phan mang bung khong hi¢u qua.

Dic tinh duge lye hoce:

Cotrimoxazol 800/160 1a mot thube phéi hgp gbm sulfamethoxazol va
trimethoprim (ma ATC: JOIEEO1) véi ty 1¢ 5/1. Sulfamethoxazol la mt
sulfonamid c6 tac dung kim khuén bang céch (e ché sir tao thanh dihydrofolic
acid cua vi khudn, Trimethoprim 1a mot diin chét caa pyrimidin c6 tae dung di¢t
khudn vA bang cach e ché enzym dihydrofolat reductase con vi khudn,
trimethoprim (rc ché sy tao thanh tetrahydrofolic acid tir dihydrofolic acid. Bang
cich e ché thng hop tetrahydrofolic acid, cotrimoxazol (e ché tbng hop

thimidin ctia vi khudn. Sy irc ché 2 burdre lién tiép trong chuyén hoa acid folic da
cho cotrimoxazol tdc dung c&finh chét hiép ddng khang khudn. Co ché higp
dbng ndy ciing chong lai sy phat trién vi khudn khang thudc va lam cho thube ¢6
téc dung ngay ca khi vi khuéin khéng timg thanh phén cua thude,

Téc dung ti tru in vitro chéng lai da sé vi sinh vat duge thiy & ty 1¢ | phin
trimethoprim v&i 20 phdn sulfamethoxazol. Ché phim cotrimoxazol
(TMP/SMX) dugc ph6i hop véity 1§ 1:5; do sir khac bigt vé duge ddng hoe cua
2 thudc nén trong co thé ty 1¢ ndng d6 dinh dat xAp xi 1:20. Tinh hiéu qua cla
cotrimoxazol phy thude nhidu vao tinh nhay cim ctia vi sinh vat dbi voi
trimethoprim hon 1a véi sulfamethoxazol. Nhiéu vi sinh vit khing vdi
sulfamethoxazol nhung nhay cam hodc nhay cam vira véi trimethoprim {6 ra
nhay cam c6 tinh chit hiép ddng v6i cotrimoxazol,

Ph khdng khudn:

- Chung nhay cam:

+ Vi khudn gram dwong: Staphylococcus aureus, Staphylococcus
saprophyticus, Streptococcus pyogenes.

+ Vi khuén gram am: Enterobacter cloacae, Haemophilus influenzae, Klebsiella
oxytoca, Moraxella catarrhalis, Salmonella spp., Stenotrophomonas
maltophilia, Yersinia spp.

- Chung dé khang:

+ Vi khuin gram duong: Enterococcus faecalis , Enterococcus faecium,
Nocardia spp., Staphylococcus epidermidis, Streptococcus preumoniae

+ Vi khuén gram am: Citrobacter spp., Enterobacter aerogenes, Escherichia
coli, Klebsiella pneumoniae, Klebsiella pneumonia, Proteus mirabilis, Proteus
vulgaris, Providencia spp., Serratia marcesans, Pseudomonas aeruginosa,
Shigella spp., Vibrio cholera.

Diic tinh duge dong hoc:

Hap thu: Ca sulfamethoxazol va trimethoprim déu dugc hap thu nhanh chéng va
hoan toan qua dudmg tiéu héa. Thire an khong anh huéng dén hap thu ciia thude.
Néng d6 dinh dat dugc sau 1-4 gior dung thudc, va phu thudc vao liéu dung.

Phan bo:

Trimethoprim: lién két 50% véi protein huyét twong, tap trung nhiéu vao mé hon
huyét tuong (dac biét 1a phdi va than). Trimethoprim tdp trung cao hon trong
mau & mot sb noi: thin, tuyén tién ligt, nudc bot, dom, dich tiét am dao. Mirc d§
qua sira me, dich ndo tuy, dich tai giira, dich khop, dich rudt tuy thude vao mirc
d6 nhiém khuan. Trimethoprim di vao dich mang 6i va mé bao thai dat ndng d§
x4p xi huyét twong me.

Sulfamethoxazol: Lién két 66% protein huyét trong. Nong d6 dat duge trong dich
mang 61, dich ndo tiy, dom, dich khép khoang 20-50% ndng d¢ huyét tuong.
Chuyén héa: Sulfamethoxazol dugce bai tiét nguyén ven & than tir 15-30% liéu.
Thude duge chuyén héa qua qué trinh acetyl hda, oxy héa, glucuronid héa.

Thai trir.

Trimethoprim:  nam gidi ¢6 chirc ning thin binh thuomg, thai gian ban thai
khoang 8,6 ~ 17 gid, va tang lén 1,5-3 lin khi 4§ thanh thi creatinin <
10ml/phut; khoang 50% lidu dugc thai trir qua murdc tiéu trong 24 gio.
Sulfamethoxazol: J nam gidi c6 chirc nang thin binh thudng, thoi gian ban thai
khoang 9-11 gi¢r. Thoi gian ban thai cia sulfamethoxazol khdng thay déi khi suy
giam chire ning thin ma chi kéo dai thai gian ban hiy cia chat chuyén héa acetyl
hoa khi 4§ thanh thai creatinin < 25ml/phit, Khoiang 15-30% liéu duge tai hip
thu tré lai. & ngudi cao tudi co sy giam thai trir sulfamethoxazol

Quy céich dong goi: Hop 10 vix 10 vién, kém 1 t& hudng din sirdung thude.
Piu ki¢n bio quan: Noi kh, tranh dnh sang tryre tiép, nhidt 4o dudi 30°C.

Han ding: 36 thing ké tirngdy san xudt.

Tiéu chudin: Tiéu chuén co'so.

Ca s& san xudt:

i MO FNARCO
Cong ty ¢d phin duge phim Minh Din
Dja chi: L6 N8 ~ Pudng NS - KON Hoa Xa - Phuomg My Xi
TP. Nam Djnh - Tinh Nam Djnh - Vi¢t Nam

Di¢n thoai: 0228 3671086 Fax: 0228 3671113
Email: duoepham.minhdan@gmail com



