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= . Sulfamethoxazol + Trimethoprim
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&&/ GMP-WHO
Hop 5 vi x 10 vién nén

Ta duvc vira da 1 vién.
CHI DINH, LIEU LUQNG, CACH DUNG,

BAO QUAN: Noi khé, nhiét d duéi 30°C
TIEU CHUAN: TCCS
soK: T s

THANH PHAN: M3i vién nén chira: Dé xa tm tay tré em.
| Doc ki hwomg dén sir dung trwéc khi ding.
T' prim 80mg Phan phéi béi:

CONG TY CO PHAN DUQCC PHAM TIN PHONG

TinHong  Did chi: Lo B10/DS, Khu @8 thi Cau Gidy, Phudmng

CHONG CHI DINH, TAC DUNG KHONG MONG MUON: ~ TNEHOMNG Dich Vong, Quan Ciu Giy, Thanh phé Ha Noi

Xin doc t& huéng dén sir dung bén trong hdp. San xuét tai:

CONG TY CO PHAN DU'Q'C PHAM GIANGUYEN

B{a chi: Dudng YPS, Khu cdng nghiép Yén Phong,
x& Dong Phong, Huyén Yén Phong, Tinh Béc Ninh

Rx- Prescription medicine

INDICATIONS, DOSAGE, ADMINISTRATION,

Tablets
s Sulfamethoxazole + Trimethoprim
Box of 5 blisters x 10 tablets
COMPOSITION: Each tablet contains: 5516 5X/Lot.No:
St toomg -
Exctpoents qs for 1 tablet HSD/ Exp.Date:

CONTRAINDICATIONS, SIDE EFFECT:
see in the leaflet.

STORAGE: Dry place, below 30°C
SPECIFICATION: Manufacturer's
REG.NO:

'{0 / 2T
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GMP - WHO Vién nén

THANH PHAN: M3i vién nén chira:
Sulfamethoxazol ..
Trimethoprim ..............
(Té dugc gdm: Cellulose vi tinh thé 101, Natri starch glycdel Magnesi
stearat, Talc, Povidon K-30).

DANG BAO CHE: Vién nén.

DU'Q'C LUC HOC:
Nhém dugc Iy: Thubc khang sinh.
Ma ATC: JO1E EO1.

va para-aminobenzoic acid (PABA), tir 6 ngain can sy tong ' i
clia t& bao vi khudn, Trimethoprim gén va trc ché d4c hiéu e
lat reductase (DHFR) nén ngin chdn viéc san xuit te
dihydrofolat clia vi khudn. Phéi hgp Trimethoprim va Sulfa
(rc ché hai giai doan lién tiép clia sir chuyén héa acid folic, :
tdng hop nucleic acid va protein cin thiét cho nhidu vi khudn \Sir

tiép nay ngoai tac dyng diét khuan va chéng lai sir phat tridn vi kb

muécconumdwmubceéﬁcdummayeéwvlkménkh
thanh phén clia thuéc.
Co ché khéng thubc:
Céc nghién ciru in vitro cho thdy khi két hop sulfamethoxazol va trimetho-
prim, sy khang thubc co thé phat trién cham hon khi ding don 16 sulfame-
thoxazol hodc trimethoprim.

Kha naing khang thuéc clia sulfamethoxazol c6 thé xay ra theo cac co ché
khac nhau. Sy d6t bién cia vi khudn lam ting ndng do PABA, tir d6 canh
tranh véi sulfamethoxazol Iam gidm tic dung (rc ché enzym dihydropteroat
synthetase. Mgt co ché khang thudc khac la qua plasmid trung gian, tir d6
bién ddi enzym dihydropteroat synthetase, enzym nay c6 4i lyc thdp hon véi
sulfamethoxazol so vé&i enzym nguyén ban.

Sur khang thubc dbi véi trimethoprim théng qua ddt bién trung gian plasmid,
1am bién ddi enzyme dihydrofolat reductase, enzym nay c6 i lyc thip hon
véi trimethoprim so véi enzym nguyén ban.

Trimethoprim gén v&i DHFR huyét twong nhung it ch3t ché hon so véi
enzyme vi khuén. Ai lyc clia n6 véi DHFR d@dng vt cb vii thap hon khodng
50.000 I4n so v&i enzym vi khudn trong (mg.

Nhidu vi khudn gay bénh théng thuwdng nhay cim véi trimethoprim va
sulfamethoxazol & nghién ciru in vitro, véi néng d6 thdp hon ndng dd trong
mau, dich mé va nudr tidu sau khi diing lidu khuyén cdo. Tuong ty nhu cac
thuéc khang sinh khac, hoat tinh in vitro khong chirng minh 15 rang duoc
hiéu qua 1am sang, cin lru ¥ xét nghidm tinh nhay cam chinh xac chi dat
dugc voi cac chét khdng ¢ lru ¥ vé téc nhan chéng (e ché, dic biét 1a
thymidin va thymin.

- Céc vi sinh vat nhay cam véi thubc:Staphylococcus aureus, Staphylococ-
cus saprophyticus, Streptococcus pyogenes, Enterobacter cloacae,
Haemophilus influenzae, Klebsiella oxytoca, Moraxella catarrhalis,
Salmonella spp.,Stenotrophomonasmaltophilia, Yersinia spp.

- Céc vi sinh vét c6 thd nhay cam véi thubc: Enterococcus faecalis,
Enterococcus faecium, Nocardia spp., Staphylococcus epidermidis, Strepto-
coccus pneumoniae, Citrobacter spp., Enterobacter aerogenes, Escherichia
coli, Klebsiella pneumoniae, Klebsiella pneumonia, Proteus mirabilis,
Proteus vulgaris, Providencia spp., Seratia marcesans.

- Céc vi sinh vét @a khang thudc: Pseudomonas aeruginosa, Vibrio cholera,
Shigella spp.

DU'Q'C DONG HQC:
Co-trimoxazol dugc hép thu nhanh sau khi udng, thirc &n khéng anh hudng
dén sy hép thu. Nng d6 dinh trong méau cia tirng thanh phan xuét hién tir
1-4 gié sau khi ubng. Dat hidu qua tai ndng d tac dung khodng 24 gir sau
khi didu tri. & nguei Ion, ndng a6 &n dinh dat dugc sau khi ding thubc
khodng 2-3 ngay. Ca hai thanh phan déu tac dong Iin nhau dén ndng d4 dat
duwgc trong mau clia thanh phén kia.
Trimethoprim la mét base yéu, pKa=7.4. Khoang 50% trimethoprim gén v&i
protein huyét trong. Théi gian ban thai ciia trimethoprim khoéng 8,6-17 gi&r
néu chirc ndng than binh thudng, tang 18n dén 1,5-3,0 14n khi dd thanh thai
creatinin < 10 mUphtit va khdng phy thudc vao tudi tac. Dao thai trimethoprim
chii yéu qua than va khodng 50% lidu duwgc bai tiét trong nuwéc tiéu trong
vong 24 gié sau khi ding thubc.
Sulfamethoxazol 1a mét axit yéu, pKa=6,0. Néng @ sulfamethoxazol hoat
tinh trong dich co thé bing khoang 20-50% ndng d6 trong huyét trong.
3ng 66% sulfamethoxazol gén voi protein huyét twong. Thoi gian ban
thai tir 9-11 gi& néu chirc ndng than binh thudng, khong thay ddi khi suy
gidm chirc nang than nhung s& kéo dai thii gian ban thai cla chét chuydn
hoa acetyl khi 3 thanh thai creatinin< 25 mi/phat. Duréng dao thai chinh cia
sulfamethoxazol la qua than. C6 khoang 15%-30% liéu & dang con hoat tinh
dugec téi hip thu. & nhirng bénh nhén cao tudi c6 sy gidm dao thai sulfame-
thoxazol qua than.

CHi DINH:

Sir dyng thudc nay @& didu trj nhidm khudn do cac vi khudn nhay cam sau:
- Didu trj va phong nglra viém phé nang do Pneumocystis jiroveci (P.carinii).
- Didu tri va phong ngiraToxoplasmosis do Toxoplasma gondil.

- Didu trj bénh Nocardiosis do Nocardia spp.

TINFOTOL 480

Vorng 01 6m va tré trén 12 tudi: 2 vién, cach méi 12 gio.
/ 16 51, -»0‘\- diing x&p xi 6 mg trimethoprim va 30 mg sulfamethoxazol cho
dafsynthetase (5 "Q"‘ g trong 24 gi¢r. Can tiép tyc didu trj cho t6i khi hét triéu chirng 2

Tér huong dan sir dung danh cho can bd y t&

C6 thé sir dung thuéc nay dé didu tri nhi8m khun do cac vi khudn nhay cam
cho lgi ich tét hon diing khéng sinh don 16:
- Nhiém triing cp tinh duwomg tiét nidu chua bién chirng.
- Viém tai giira cép tinh.
- Dot cép clia viém phé quan man tinh.
Cén xem xét sir dung theo phac @ didu trj ciia tirng bénh Iy cho phii hop.

CACH DUNG, LIEU DUNG:
Céﬂdmmdcumgvélﬂwcénhoﬁcnuécuéngdégmlménéngwl
Iombeuhoa

: chudn cho nhiém tring cép tinh:

& didu tri phai it nhét 5 ngay. Néu sau 7 ngay didu trj ma khéng

\"I\
nid a‘ sang thi bénh nhan cn dugc danh gia lai.
” triing tiét nidu dudi cép tinh khéng bién chimng trong 1-3 ngay

dhg gan.
b, Lidu riéng voi céc trudomg hop déc biét sau:
- Suy gidm chirc nang than (v6i ngudi I6n va tré em trén 12 tudi):

D6 thanh thai creatinin (mU/phit) Lidu khuyén ding
>30 Liéu chudn
15-30 1/2 lidu chuén
<15 Khong L&dg?/
R

Néng d trong huyét tirong clia sulfamethoxazol nén dugc danh gia sau 2-3
ngay ding thudc, Iy miu sau khi ubng thubc 12 gio. Néu ndng d$ téng
sulfamethoxazol virgt qua 150 pg/ml thi nén ngirng didu tri cho dén khi <
120 pg/mi.

- Viém phéi do Pneumocystis jiroveci:

+ Didu trj: Nén ding lidu cao, khodng 20 mg trimethoprim va 100 mg
sulfamethoxazol cho 1 kg can néing mdi ngay, chia lam 2 hodc nhidu liéu,
diing trong 2 tudn. Myc dich & ndng d6 t6i da trong huyét tirong hodic huyét
thanh clia trimethoprim 2 5 pg/ml (duwgc do sau tiém tinh mach co-trimoxazol
mdt gidy).

+Phong ngtra:

* Vé&i ngudi Ion: C6 thé sir dyng céc lich trinh lidu sau:

160 mg trimethoprim / 800 mg sulfamethoxazol, bdy ngay méi tun.

160 mg trimethoprim / 800 mg sulfamethoxazol, ba l&n m&i tudn, cach ngay.
320 mg trimethoprim / 1600 mg sulfamethoxazol, chia thanh 2 lan/ngay, ba
14n méi tulin, cach ngay.

* Véi tré em: C6 thé sir dung céc liéu trinh sau trong giai doan nguy co (dya
theo lidu chuén cho nhidm tring cép tinh & trén):

Lidu chudn chia thanh 2 lAn/ngay, bdy ngay méi tudn.

Liéu chudn chia thanh 2 IAn/ngay, ba lAn méi tudn, cach ngay.

Lidu chudn chia thanh 2 Ian/ngay, ba ngay lién tiép mdi tuan.

Liéu chuén duing 1 14n trong ngay, ba ngay lién tiép méi tuan.

Lidu ding hang ngay cho vao mét ngay didu tri xdp xi 150 mg trimetho-
prim/m?/ngay va 750 mg sulfamethoxazol/m?/ngay. Téng lidu hang ngay
khdng nén vurgt qua 320 mg trimethoprim va 1600 mg sulfamethoxazol.

- Nocardiosis:

Chura c6 sb lidu v& lidu thich hop. Ngudi Ién dung lidu 6-8 vién mdi ngay
trong 3 thang.

- Toxoplasmosis:

Chura c6 s6 liéu vé lidu thich hop, cAn dugc dya trén kinh nghiém 1am sang.
Tuy nhién 3& phong bénh cb thé ap dung lidu cho viém phé nang do
Pneumocystis firoveci.

CHONG CHI DINH:

Ngudi man cam véi sulfonamid, trimethoprim, co-trimoxazol hodc bat ky
thanh phén nao clia thubc.

Nguéi bj tdn thuong nhu mé gan nghiém trong, suy than nang ma khdng
giam sat dugc ndng @6 thudc trong huyét twong.

Bénh nhan bj Porphyria cép tinh,c6 tién sir gidm tiéu ciu mi&n dich do ding
trimethoprim va/hoéc sulfuramid.

Tré sinh thiéu thang, tré em dl thang dudi 6 tudin tudi ngoai trir didu trj hodic
dy phong viém phé nang do Pneumocystis jiroveci cho tré trén 4 tudn tudi.

THAN TRONG:

Nhimg anh huéng nguy hai (m3c di rat hiém) xay ra do phén (rng nghiém
trong bao gdm hdi chirng Stevens-Johnson, hoai tir thugng bi nhiém déc,
hoai tir gan bing phat, gidm bach céu, thiéu mau bét san, cac réi loan tao
méu khac va qua min cla dudng hd hip.

- Cac phan img ngoai da nguy hiém tinh mang clia H3i chirg Stevens-John-
son (SJS) va hoai tir thurgng bi nhiém déc (TEN) da durgc béo céo khi sir

dyng co-trimoxazol. ” mlj
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https://n

atmm@%mmwmﬁmmwmnw
cach theo ddi ki phan (g clia da, nguy co xdy ra cao nhét ciia SJS hodc
TEN Ia nhimg tuan déu didu tri.

- Néu xuét hién ban da tién trién (co mun nuéc hoic tdn thong niém mac),
céin ngung str dung co-trimoxazol hogic bét cir loai thuéc nao nghi ngé.
—Néudém&cphéiSJShoécTENld\idl‘moo-nh)oxazolmlkhOngduqcs&
dung lai co-trimoxazol nira.
Thénuongld\idﬂngchongubilénnﬂidoqubinAynhaycémMn
véi cac phén (g bét lgi, dé bj anh huéng nghiém trong hon va c6 céc tinh
trang kém theo nhur suy gan va/hodc suy thdn va/hodc ddng thoi diing véi
céc thubc khac.

Céin duy tri lrong nuérc tiéu vira du khi ding thubc. Hién twong tinh thé nigu
1a rét hiém, méc du da phat hién tinh thé sulphonamid trong nuéc tidu lanh
clia bénh nhan. Nguy co nay c6 thé ting Ién & ngudi bi suy dinh duéng.
Véi ngudi cao tudi, ngudi thidu folat, ngudi diing co-trimoxazol kéo dai, nén
xét nghiém mau dinh ky mdi thang do c6 nhiing thay ddi khdng triéu chimg
cac chi s huyét hoc vi thiéu folat. Nhimg thay ddi ndy c6 thé hdi phyc bing
cach diing acid folinic (5-10 mg/ngay) ma khéng anh huéng dén hoat tinh
khang khuén.

Cé thé xay ra tan méu vé&i bénh nhén thiéu glucose-6-phosphat dehydroge-
nase (G-6-PD).

Nén than trong v6i bénh nhan bi di img ndng hodic hen phé quan.
Co-trimoxazol khéng nén diing cho viém hong do lién ciu tan mau nhém A,
nhiém khuén viing hau hong vi cho théy kém hiéu qua hon so véi penicillin.
Trimethoprim lam gidm qua trinh chuyén héa phenylalanin nhung khéng 3
huéng dén ngudi bj phenylceton nigu c6 ché d6 an kiéng phii hop.
Can tranh ding co-trimoxazol cho cac bénh nhan dugc biét ho3
mécch(mgporphyﬁa.(:é!rimﬂvopdmvésﬂhnanid(mécd‘
azol khdng d&c hiéu) déu c6 lién quan dén tr3m trong hon ci# po
Theo dbi chit ché kali huyét thanh & nhimg bénh nhan c6
mau va ha natri mau.

Co-trimoxazol ¢6 lién quan dén tinh trang nhiém toan chuyd
nguyén nhan tiém 4n khac da dugc loai trir. Theo ddi cht
khi c6 du hiéu nhiém toan chuyén héa.

Trir khi duwgc giam sat cin than, khong nén ding co-tri
nhan rdi loan huyét hoc naing cho di co-trimoxazol it hodc
véi tiy xuwong va mau ngoai vi.

Sir két hop clia khang sinh trong co-trimoxazol chi nén diing hi-dinh
clia bac s khi lgi ich sir dyng Ién hon nguy co; can nhéc véi viéc dung 1 loai
khang khuén duy nhét dé didu tri.

4 4c xét nghiém cén 1am séng: trimethoprim c6 thé gay tr&
ngai cho viéc dinh lugng creatinin huyét thanh/huyét trong khi sir dyng
phan {rng picrat kim. Diéu nay cé thé din dén danh gia qua cao creatinin-
huyét thanh/huyét tirong hon 10% va lam gidm d6 thanh thai creatinin (sy
bai tiét creatinin trong éng than giam tir 23% xubng con 9% trong khi kha
néng loc van khéng thay ddi).
Zidovudin; didu tri ddng théi véi zidovudin co thé 1am ting nguy co cac phan
(g huyét hoc c6 hai déi véi co-trimoxazol. Néu didu trj déng thei can thiét,
cdn xem xét dé theo ddi cac thong sb huyét hoc.
Cyclosporin: suy gidm chirc niing thdn @ dugc quan sat thiy & bénh nhan
diéu trj bang co-trimoxazol va cyclosporin sau khi cdy ghép than.
Rifampicin: Str dung ddng thoi rifampicin va co-trimoxazol 1am giam théi
gian ban thai trong huyét trong cla trimethoprim sau khoang mét tudn.
Tuwong tac khdng cé y nghia Iam sang.
Khi trimethoprim diing dng thi véi cac thude phan ly thanh céc cation & pH
trong co thé va dao thai mdt phin qua than (vi dy nhu procainamid, amanta-
din).cbkhéné%dwé@nhﬁarhaiaqﬁﬁnhulzy.dén&nt&\gn&ag
d6 thuéc trong h twong ciia mét hodc ca hai thude.
Thubc loi tiéu (thiazid): & bénh nhén Iém twdi ding ddng théi thubc lgi tidu,
d!ugéyéulémiazid.ﬁngngungi&nﬁ‘uducéhoécmwbannﬁt
huyét.
Pyrimethamin: da c6 bao cao khi diing co-trimoxazol v&i pyrimethamin 25
mg/tudn Iam ting nguy co thiéu mau nguyén hdng ciu khéng 16.
Warfarin: Co-trimoxazol lam téng hoat tinh chdng déng mau cia warfarin
qua sy (rc ché chon loc qua trinh trao dbi chét. Sulfamethoxazol ¢ thé loai
b warfarin khéi sy lién két v&i protein albumin huyét thanh in vitro. Can than
trong khi diing thubc chdng déng mau trong khi diéu trj véi co-trimoxazol.
Phenytoin: Co-trimoxazol lam kéo dai théi gian ban thai clia phenytoin va
néu diing ddng thoi co thé din dén tang tac dung qua mirc phenytoin. Cin
theo ddi chat ché tinh trang bénh nhan va ndng dd phenytoin trong huyét
thanh.
Digoxin: sir dung déng thai lam téing ndng @ digoxin huyét trong & mét sb
bénh nhan cao tudi.
Methotrexat: Co-trimoxazol cé thé lam tiing ndng d6 methotrexat ty do trong
huyét trong. Néu can thiét phai sir dung thudc nay & nhirng bénh nhan
ding céc thubc chéng folat khac nhu methotrexat, nén xem xét bd sung
folat. Trimethoprim tac déng dén xét nghiém methotrexat huyét thanh vi cé
str dung enzym dihydrofolate reductase tir Lactobacillus casei. Khong tac
dong néu methotrexat dugc do béng xét nghiém phong xa.
Lamivudin: ding trimethoprim/sulfamethoxazol 160mg/800mg (co-trimoxaz-
ol) Iam ting 40% sy dap (ng ciia lamivudin. Lamivudin khong anh huéng
dén dugc ddng hoc clia trimethoprim hodic sulfamethoxazol.
Tuwong tac v6i cac thube ha duéng huyét sulphonylurea 1a khdng phd bién
nhung da c6 bao céo vé sy ting curdng clia firong tac nay.
Tang kali mau: cn than trong khi diing cac thubc co thé gay ting kali mau.
Repaglinid: trimethoprim c6 thé am ting @ap timg cua repaglinid c6 thé din
dén ha dudng huyét.
Acid folinic; bé sung acid folinic 3a dugc hién thj & can thigp vao hiéu qua
khéng sinh ciia trimethoprim-sulfamethoxazol. Diéu nay da dugc quan sat
th4y trong dyr phong va diéu trj viém phé nang do Pneumocystis jiroveci.
(ra thai: Twong tic cla thubc ngira thai dudng udng va khang sinh
da dugc bao céo. Co ché chura rd rang, tuy nhién phy nir dang diing khang
sinh nén tam thé&i chon phirong phép ngira thai khéc, tranh ding thuéc ngira
thai dwong ubng.

TAC DUNG KHONG MONG MUON:

Céc thudt nglr sau dugc ding dé phan loai tin sb cac tac dung bét lgi: Rét
thuwémg gap 21/10, thudng gip 21/100 va <1/10, khdng thudng gip 21/1000
va <1/100, hiém gap 21/10000 va <1/1000, rét hiém <1/10000.

Thuromg gap: Nam phat trién qua mirc.

Rét hiém: Gidm bach cdu, gidm bach cAu trung tinh, giam tidu ciu, mét bach
cdu hat, thiéu mau cu khdng 18, thiéu mau b4t san, thiéu méau tan huyét,
thiéu mau do methaemoglobin, xuét huyét da dang ban, tan mau & bénh
nhén thiéu hyt G-6-PD.

Réi loan hé midn dich;

Rét hiém: Séc phan v8, viém co tim di tmg, phis mach, sét do thudc, viém
mach di (mg gidng ban xuét huyét Henoch-Schoenlein, viém da ddng mach

Rét thudng gap: Téng kali mau.
R@hiém:Hadubnghuyét.hanatrinﬁu.biéngén.

Rét hiém: TrAm cam, 3o gisc.

Réi loan hé than kinh:

Thurémg gép: Dau dau.

Rét hiém: Viém mang nao v6 khudn, co giat, viém day than kinh ngoai bién,
métklémsoat. chéng mat, U tai.

R&! hiém:. Ho, khé th, tham nhiém phéi.

Thuéng gép: Budn nén, tiéu chay.

, N cam VGi &nh séng, viém tréc da, hdng ban da dang, hi
Steyens-Johnson va hdi chimg Lyell's.

(PCP).

R4t hiém: Dj ting, phét ban, sét, gidam bach cdu, gidm tidu ciu, ting men
gan, ting kali mau, ha natri mau, tiéu co van.

Liéu cao dé diéu trj PCP khi xuét hién phan (g qua man ning, phai
thuécngay.Néucéhiéuchimga’:asuyh‘:yxuong,bénhnhénc&nduqc:g
sung canxi folinat (5-10 mg/ngay).

QUA LIEU VA CACH XU TRi: J
-Biéuhién:buénnén.nﬁn,dléngmétouéﬁéucépmme&oodmeémégéy
suy tly xuong.

- Xir tri: G4y nén, rira da day co thé hiru ich, méc di sy hép thu tir duong
tiéu héa thurdng rat nhanh va hoan thanh trong vong hai gid. Tuy thudc vao
tinh trang chirc ning than nén ding thém nuwéc ndu di tiéu it. ThAdm phan
mang byung khéng hiéu qua va thdm tach mau cing chi c6 hiéu qua trung
binh @& loai bé co-trimoxazol.

SUr DUNG THUOC CHO PHU NI CO THAI VA CHO CON BU:

Phy n{r mang thai: Khéng nén sir dung co-trimoxazol trong thai ky, déc biét
1a ba thang du, trir khi that sy cin thiét. Néu sir dyung co-trimoxazol cin b
sung thém folat.
Sulfamethoxazol canh tranh véi bilirubin d& gan két véi albumin huyét trong
nén c6 thé lam téng bilirubin méu & tré so sinh khi ding thude & cudi thai ky,
dac biét & tré sinh non hodc bj thiéu hyt G-6-PD.

Phy ni¥ cho con bu: Trimethoprim va sulfamethoxazol durgc bai tiét qua sira
me. Nén tranh sir dung co-trimoxazol & cudi thai ky va théi ky cho con ba do
6 thé anh hudng dén sy phat tridn, ting bilirubin méau & tré. Ngoai ra, nén
tranh dung co-trimoxazol khi tré so sinh duéi 8 tudn vi c6 khuynh huéng
téng bilirubin mau & tré.

ANH HUONG CUA THUOC TO1 KHA NANG LAI XE VA VAN HANH
MAY MOC:

Chura ghi nhan dugc bao cao phan img bt i hodic chua c6 nghién ciru
nao vé kha niing clia thudc dnh hudng Ién kha niing van hanh may méc, lai
tau xe, ngurdi lam viéc trén cao va cac truong hop khac. Tuy nhién cén leu
y finh trang 1am sang clia bénh nhan va cac tac dung phu clia co-trimoxazol
38 xem xét véi cac trrdng hop trén.

BAO QUAN, HAN DUNG:
Bao quan: Noi khd, nhiét 36 dudi 30°C.
Han diing: 36 thang ké tir sén xuét.
Tén, dia chi co s& san
San xuét tai: Cong ty C3 phin Dugc phdm Gia Nguyén
Dia chi : Pudng YP6, KCN Yén Phong, xa Ddng Phong, huyén Yén Phong,
tinh Béc Ninh
Ngay cap nhat, b sung ni dung hwrémg din sir dung:
TIEU CHUAN: TCCS
Dé xa tim tay tré em
Doc ky hwémg dén sir dung trwrdre khi ding
Thuéc nay chi dwgc ding theo don clia bac s§

Phan phéi boi: Cong ty Cb phin Dwoc phdm Tin Phong
Dia chi: L6 B10/D6, khu db thj Cu Gidy, phuong Dich Vong,
guéan Cau Gidy, thanh phb Ha Ns%n

dién thoai: 024.37481750 * SO fax: 024.37481751
mm Website: www.duoctinphong.com

San xuét tai: Cong ty Cé phdn Dwoc phdm Gia Nguyén
Dia chi: Duong YP6, KCN Yén Phong, xa Bdng Phong,
huyén Yén Phong, tinh Béc Ninh

ey S6 dién thoai: 0222.3699285 * S6 fax: 0222.3699286
Website: www.gianguyenph .com
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Rx- Thudc ban theo don

GMP -
e Vién nén

Té huéng dén sir dung danh cho bénh nhan

TINFOTOL 480

DE XA TAM TAY TRE EM
DOC KY HPONG DAN SU’ DUNG TRUOC KHI DUNG

THONG BAO N
TAC DUNG KHONG MON

THANH PHAN, HAM LUONG CUA THUOC:
M&i vién nén chira:

SulfamethoXazol ...t 40
Trimethoprim .. B g
(Té dugc gdm Cellulose vl tlnh thé 101 Natrl slarch glycolat Ma 16S
stearat, Talc, Povidon K-30).

MO TA SAN PHAM:
Vién nén tron, mau tréng, gitra vién cé chia vach, mat vién nhan, thanh va
canh vién lanh 1an.

QUY CACH DONG GOI: Hép 5 vi x 10 vién nén.

THUGC BU'Q'C DUNG CHO BENH Gi:

San phdm c6 thé dung dé didu tri hodic ngin ngira:

- Nhiém triing phé nang (viém phé nang hodc PCP) do vi khuén Pneumocys-
tis jiroveci (tén khac la Pneumocystis carinii).

- Nhiém triing gay ra b&i vi khudn Toxoplasma (bénh Toxoplasmosis).

Sén pham c6 thé dwoc str dung dé didu tri:

- Nhiém triing bang quang ho#c duéng tiét nidu.

- Nhiém tring phdi nhu viém phé quan.

- Nhiém truing tai nhu viém tai gitra.

- Bénh nhiém tring Nocardiosis.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG:

Luén dung thubc nay theo sy ké don clia bac s§.

* Liéu théng thwong:

Ngudi Ién va tré em trén 12 tudi: 2 vién vao budi sang va 2 vién vao budi téi,
duing it nhét trong ndm ngay.

* Lidu riéng cho treng hop déc biét:

Liéu dung va thoi gian diéu tri thubc nay phy thudc vao loai va mirc d nhiém
tring. Lidu riéng nay ap dung cho cac truéng hop sau:

Diéu tri nhiém khuén tiét nigu.

Didu tri va phong ngtra nhiém triing phé nang do Pneumocystis jiroveci.
Didu tri cac nhiém tring do Toxoplasma (Toxoplasmosis) hodc Nocardia
(Nocardiosis).

- Néu c6 van dé v& than, bac sT c6 thé chi dinh lidu co-trimoxazol thAp hon
va xét nghiém mau dé kidm tra hiéu qua clia thubc.

- Néu duing thuéc trong thoi gian dai bac sT co thé chi dinh xét nghiém mau
a8 kiém tra hiéu qua ctia thubc va cho ding thém acid folic.

KHI NAO KHONG NEN SU’ DUNG THUOC NAY:
- Dj (rng (qué mén) véi sulfamethoxazol, trimethoprim hoéc co-trimoxazol

hodc bét ky thanh phan khac clia thubc (xem phan Ham lugng, thanh phén).

- Di trng vé&i sulfonamid. Vi du nhu sulphonylurea (nhu gliclazid va glibencl-
amid) hodc thuéc lgi tiéu thiazid (nhw bendroflumethiazid).

- C6 bénh ly v& gan hodc thén, tirng c6 bt thuwéng vé mau.

- Tré sinh thiéu thang, tré em dl thang duwdi 6 tudn tudi, ngoai trir truéng hop
tré trén 4 tudn tudi didu tri hosic dy phéng viém phé nang do Pneumocystis
Jiroveci.

fic chén véi bét ky treong hop nao & trén, hay xin tw van bac
s§ trwére khi diing thubc.

y nhlén khéng phai tat cé moi ngudi ding thubc déu gép phai tac dung
phy. Luru y 1a ngung dung thude nay ngay 14p tirc va théng bao véi bac si
néu gap phén (rng dj irng. Kha nang xdy ra phan (ng dj (g Ia rat hiém (it
hon 1 trong 10.000 nguwi bj anh hwéng). DAu higu cla phan tng dj tng
bao gém:

Phan (rng dj rng:

- Khé thé, tirc ngyre, ngét xiu.

- Sung mat, miéng, ludi hodc hong co6 thé a6 va dau varh géy khé nuét.
- Xuét hién cac dém dé trén da.

Rét thuong géip (nhidu hon 1 trong 10 ngudi): ‘%

- Néng db kali mau tang cao c6 thé 1am nhip tim bét thuéng (danh tréng
ngyc).

Théng thudng (it hon 1 trong 10 nguwdi):

- Nhidm ndm Candida, c6 thé anh huéng dén miéng hoic 4m dao.

- Dau dau, mét méi, budn nén, tiéu chay.

- Viém da.

Khéng phd bién (it hon 1 trong 100 ngui):

- Mét méi, nén mdra.

Rét hiém (it hon 1 trong 10.000 ngudi):

- Sét (nhiét do co thé ting cao) hodic thurdng xuyén nhidm tring.

- Thé kho khé dét ngét hodic kho thé.

- Phat ban da c6 thé de doa tinh mang (Stevens-Johnson, hoai tir thugng bi
nhi&m dgc) (d& dugc bao cdo, xem phan Nhirng didu cn than trong khi
dung thuéc).

- Loét miéng, loét hodc té nhirc ludi.

- Da xuét hién cyc u ho#ic phat ban (16i cao, mau @ hodc mau tring, ngra).

- Mun nwéc trén da hodc trong miéng, mii, &m dao hoac dudi long ban
chéan.

- Xuét hién mang ban da ho#c bj chay néng khi hoat déng ngoai tr&i (ngay
ca ngay nhiéu may).

- Ndng db natri trong mau thip, thay déi cac chi s6 xét nghiém mau.

- Cam thdy mét méi, ué oai, da xanh xao (thiéu mau).

- Vén d& vé tim mach.

- Vang da (da va léng tréng clia mét chuyédn sang mau vang). C6 thé xay ra
cling v&i chdy mau bt ngd hodic bam tim da.

- Dau & da day, c6 thé c6 mau trong phan.

- Pau co bép va yéu co, dau va viém khop.

- Khé di tidu, di tidu nhidu hon hodc it hon binh thudng, nuéc tiéu van duc
hodc c6 mau.

- Cac van dé vé than

- Bdng kinh, co giat, dau dAu dot ngdt hodc cirng ¢d, kém theo sét.

- VAn d& kiém soat hanh déng, tang déng, tinh than bét én, lo lang, bdn chén,
4o giac.

- U tai, nghe thdy am thanh bét thudng trong tai.
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- Ngtra ran hodc té & ban tay va ban chan.

- Pau co va/hodc yéu co & bénh nhan HIV.

Néu bt ky tac dung khéng mong mudn tré nén nghiém trong, hodic thiy bat
ky tac dung phu nao khéng dugc liét ké trong t& huéng dan nay, xin vui long
thdng bao cho bac sy hodc duoc sy.

NEN TRANH DUNG NHUPNG THUOC HOAC THU'C PHAM Gi KHI DANG
S(* DUNG THUOC NAY:

Hay cho bag sT hodc dugc s biét khi dang hodc vira dung bét ky loai thudc
khac, bao gdm ca thuéc khong can ké don, thudc thao dwgc. Sau day Ia
nhirng thuéc can déc biét thdng bao chi tiét cho can bd y té:
- Thuéc lgi tidu (gitp ting qung va dao thai nuéc tidu).

- Ciclosporin (st dung sau khl phau thuat ciy ghép, diéu trj bénh/ ¢
- Thuéc chéng déng mau nhw warfarin. i
- Phenytoin (duwoc sir dung dé diéu tri dong kinh, co giat). W

- Thuéc tri bénh tiéu durong nhu glibenclamid, glipizid, tonbutamn\@lpm NGIPE:

lurea). NG )
- Thubc dé diéu tri loan nhip tim nhu digoxin hodc procainamid.
- Amantadin (diéu tri bénh Parkinson, bénh da xo cirng, ciim ho3c zona).
- Thuéc diéu tri HIV nhw zidovudin hodic lamivudin.

- Thuée c6 thé lam ting Irong kali trong mau: thudc lgi tiéu, steroid (prednis-
olon) va digoxin.

- Methotrexat (didu tri ung thur va bénh mién dich).

Néu khéng chéc chin véi bat ky cac trrdng hop néu trén, hay xin tw van cta
céan bd y té trwdrc khi str dung thude nay.

Khi dung thudc nay véi mot sé thirc pham hodc dé uéng, sé gidm duwoc sy
budn nén hodc tiéu chay. Tt nhat 1a sir dung thudc nay cling vai thirc an
nhuwng van co thé dung khi da day réng. Nén udng thubc nay véi nhidu nwéc.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:
Néu quén mét lidu, nén bd sung cang sém cang tét trudc lidu tiép theo.
Khéng nén diing liéu gap ddi dé& bu cho lidu da quén trudc do.

CAN BAO QUAN THUOC NAY NHU THE NAO:
Bao quan noi khd, nhiét d6 duwoi 30°C. Dé xa tim tay tré em.
Khéng ding thubc da hét han st dung ghi trén vi va hdp thube.

NHU’NG DAU HIEU VA TRIEU CH(PNG KHI DUNG THUOC QUA LIEU:
Néu ubng qua nhidu thubc nay cé thé thiy budn nén, nén hodc chéng mat.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Hay théng bao v&i bac si hodc dén bénh vién ngay iap tirc.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Truwdce khi ding thude,théng bao cho bac st hodc dugce sinéu :

- Bi di (*ng nang hoic hen suyén.

- Phat ban da co thé de doa tinh mang (Stevens-Johnson, hoai ttr thuong bi
nhidm déc) khi stv dung thudc da dirgce bao cao; xudt hién nét dé, ban hinh
trén bén trong c6 cac mun nwdc & than minh.

- Thém cac dau hiéu bao gbm viém loét & miéng, hong, mii, bd phan sinh
duc va viém két mac (mat bi dé va sung).

- Phéat ban da c6 kha ndng de doa tinh mang thudng di kém véi cac triéu
chirng gidng cum. Cac vét ban co thé phéng rép trén dién réng hodc lam
bong tréc da.

- Nguy co cao nhét xuat hién cac phan ting da nghiém trong 1& nhirng tuén
dau diéu tri.

- Néu da bi héi chirng Stevens-Johnson hoéc hoai tir thuong bi nhiém doc
khi diing co-trimoxazol thi khéng bao gi¢ s, uéc nay niva.
- Néu gép cac vet phat ban hoac nhu' léh cWLrn ;

hlnh nay.

P

HONG 2.2

- C6 van dé vé tao mau hiém gap porphyria.

- Co thé thiéu acid folic (da nhot nhat, mét mai, yéu va khé thd).

- Tirng bi bénh vang da (vang da hoiic vang long tring clia mét).

- Bi réi loan trao d8i chét (phenylketonuria) va khdng c6 ché dd an dic biét:
bi thiéu can hay suy dinh dwdng.

- Cé nédng d6 kali mau cao.

Néu khéng chéc chén bt ky trieong hop nao & trén, hay xin tu vAn thém clia
béac si hodc dugc si trwrde khi st dung thude nay.

SU’ DUNG THUOC CHO PHU NF CO THAI VA CHO CON BU:

_'&ll{"& mang thai: Khéng nén sir dung co-trimoxazol trong thai ky, dic biét
005721

2 .\ dAu, trir khi that sy cn thiét. Néu s&r dyng co-trimoxazol,cin b
3 fhér folat.
azol canh tranh véi bilirubin dé gén két véi albumin huyét trong
Am tang bilirubin mau & tré so sinh khi ding thube & cubi thai ky,
sinh non hodc bi thiéu hut G-6-PD.
N/ ch / con bu: Trimethoprim va sulfamethoxazol dugc bai tiét qua sra
fanh sir dung co-trimoxazol & cudi thai ky va théi ky cho con ba do

Fanih dung co-trimoxazol khi tré so sinh dwéi 8 tudn vi c6 khuynh huéng
tang bilirubin mau & tré.

ANH HUONG CUA THUOC TG KHA NANG LAI XE VA VAN HANH MAY
MOcC:

Chura ghi nhan dugc bao cao phan (ng bét lgi hodc chwa co nghién ctru
nao vé kha nang clia thubc anh hudng 1&n kha nang van hanh may méo, 1i
tau xe, ngudi lam viéc trén cao va cac trurdng hop khac. Tuy nhién, can lvu
y tinh trang strc khde va cac tac dung khéng mong muén clia san pham dé

xem xét nhitng trirdmg hop trén. Néu co bt ky thic mac gi/hay xin tw van
ctia bac si va dwgc sT khi str dung.

KHI NAO CAN THAM VAN BAC Si HOAC DUQC Si:
- Hay héi y kién bac sT hodc duorc si khi ban cé bat ky thic méc hay nghi ngai
gi vé san pham.

- Théng bao cho bac s§ hodc dugc sT nhirng tdc dung khéng mong muén

gép phai khi sir dung thudc.
- Théng bao cho bac si néu ban ding thudc qua liéu khuyén cao.

- Néu can thém théng tin xin héi ¥ kién bac sT hodc duwgc si.

HAN DUNG CUA THUOC:
36 thang ké tir ngay san xudt, ngdy san xuét in trén nhan san pham.

Tén, dia chi, bidu trong cua nha san xuit:
CONG TY cO PHAN DU'QC PHAM GIA NGUYEN

Dia chi: Buwong YP6, KCN Yén Phong, xa Bong Phong, huyén
smamma Yén Phong, tinh Bic Ninh.
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Ngay cap nhat, bd sung ndi dung huéng din sir dung: D

Phan phéi béi: Cong ty C6 phan Dwoc phdm Tin Phong
Dia chi: L6 B10/D6, khu db thi Cau Gidy, phudng Dich Vong,
quéan Cau Gidy, thanh phd Ha Nai.

Sé dién thoai: 024.37481750 * S fax: 024.37481751
Website: www.duoctinphong.com

San xuét tai: Cong ty Cé phin Dwoc phdm Gia Nguyén
Dia chi: Buwong YP6, KCN Yén Phong, xa Bong Phong,
huyén Yén Phong, tinh Bac Ninh

86 dién thoai: 0222.3699285 * S6 fax: 0222.3699286
Website: www.gianguyenpharma.com

TINPHONG

PHARMA

G\

PHARMA




