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TO HUONG DAN SU DUNG THUOC
Vién nén PHACOTRIM
Rx-Thubc nay chi ding theo don thudc

1. Tén thuéc: PHACOTRIM

2. Cic déu hiéu lwu ¥ va khuyén co khi dung thudbe:
Doc ky hudéng dan si dung truéc khi ding.
Dé xa tim tay tré em.

3. Thanh phan cong thire thube:

SUAMELNOXAZOL ..vvoeoevvreevrceetesenessssseee e
R 160 mg
Ta dugc: Tinh bot, povidon K30, talc, magnesi stearat ............................ vira da 1 vién,

4. Dang bao ché: Vién nén
S. Chi dinh:

Viém tai gitra cp.

Nhiém khuén duong tiét niéu man tinh hoic tai phét hodc viém tuyén tién liét.

Nhiém khuén dudng ho hép.

Nhiém khuan dudng tiéu héa.

Bénh brucella.

Bénh ta.

Bénh dich hach.

Viém phdi do Preumocystis jiroveci (Pneumocystis carinii)

Bénh toxaplasma.

6. Liéu dung, ciach dung:

Ciéch dung:

Uéng cung véi thire an hodc thire udng dé giam thiéu kha ning ri loan tiéu hoa,

Liéu ding: w

Liéu cotrimoxazol dugc tinh theo trimethoprim trong phdi hopc\-%/ dinh chira
sulfamethoxazol 5 mg va trimethoprim 1 mg,

Viém tai giita cdp: Tré em tir 2 thang tudi tré 1én: Lidu thong thudng cia cotrimoxazol 14 8
mg trimethoprim (trong vién cotrimoxazol)/kg/ngay chia thanh 2 lidu nhé cach nhau 12 gig.
Thoi gian diéu trj thong thuong 10 ngay.

Nhiém khudn duong tiét niéu man tinh hodc tdi phdt hodc viém tuyén tién liét:

Nguoi 16n: 160 mg trimethoprim (trong vién cotrimoxazol) cach 12 gi¢r 1 14n trong 10 —
14 ngay d6i vi nhidm khudn duong tiét niéu man tinh hodc tai phat hoic trong 3 — 6 thang
ddi véi viem tuyén tién liét. Du phong nhiém khuin man hodc tai phat duong tiét niéu: Nguoi
16n: Liéu 40 — 80 mg trimethoprim (trong vién cotrimoxazol)/ngay hoic 3 1in/tudn trong 3 -6
thang. Tré em tir 2 thang tudi tr¢ 1én, lidu théng thuong 8 mg trimethoprim (trong vién
cotrimoxazol)/kg/ngay chia 1am 2 lidu nhé céch nhau 12 giov/lan.

Nhiém khudn duong hé hép: ‘

Ngudi 16n: Liéu thong thudong 160 mg trimethoprim (trong vién cotrimoxazol)/l 1dn céch
nhau 12 giv, trong 14 ngay.
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Nhiém khudn dwong tiéu hod:

Ly truec khudn (S flexneri hodc S. sonnei):

Ngudi 16n: Liéu thong thuomg 160 mg trimethoprim (trong vién cotrimoxazol)/1 1an cach
nhau 12 gio.

Tré em: 8 mg trimethoprim (trong vién cotrimoxazol)/kg/ngay, chia 1am 2 liéu nho cach
nhau gid trong 5 ngay.

Bénh brucella: Tré em: Liéu ubng trlmethoprlm (trong vién cotrimoxazol) 1a 10
mg/kg/ngay (t6i da 480 mg/ngay) chia 1am 2 liéu nho trong 4 - 6 tuan.

Bénh ta: Nguoi 16n: Liéu 160 mg trimethoprim (trong vién cotrimoxazol) ngay uéng 2 l4n,
uong trong 3 ngay Tré em: Liéu trimethoprim 4 - 5 mg/kg (trong vién cotrimoxazol) ngay
ubng 2 lan, ubng trong 3 ngay, phdi hop véi truyen dich va dién giai.

Bénh dzch hach: Dy phong cho ngudi tiép xuc véi ngudi bi bénh dich hach phdi. Nguoi
16m: Lleu ubng trimethoprim 320 640 mg/ngay (trong vién cotrimoxazol) chia déu lam 2 liéu
nho udng cach nhau 12 gio, udng trong 7 ngay. Tré em it nhit tir 2 thang tudi tré 1én: Lleu
ubng trimethoprim 8 mg (trong vién cotrimoxazol)/kg/ngay chia déu lam 2 liéu nhé, udng
trong 7 ngay.

Viém phoi do Preumocystis jiroveci (Pneumocystis carinii):

Tré em trén 2 thang tudi va ngudi 16n: Lidu ubng thong thuong cua trimethoprim (trong
cotrimoxazol) la 15 - 20 mg/kg/ngay chia 1am 3 hoac 4 liéu nho bang nhau. Thoi gian diéu tri
thong thudng 1a 14 - 21 ngay.

Dy phong tién phat hoge thir phat: G nguoi 16n va thiéu nién nhiém HIV: Lidu uéng
trlmethoprlm (trong vién cotrimoxazol) 1a 160 mg/11dn/ngay. Mot cach khac cling dugc
khuyén c4o: Liéu uong trlmethoprlm (trong vién cotrlmoxazol) 80 mg/1 lan/ngay Du phong
tién phat & tré em, bao gdm ca tré nhifm HIV: Phac d ubng glan doan lidu tnmethoprlm
(trong vién cotrimoxazol) 1a 150 mg/ngay chia lam 2 liéu nho, ubng trong 3 ngay lién mdi
tuan.

Bénh toxoplasma: Du phong tién phéat & nguoi 10n va thiéu nién lidu trimethoprim udng
(trong vién cotrimoxazol) 12 160 mg/1 1an/ngay hodc 80 mg/1 lan/ngay. Dy hong tién phét &
tré em nhiém HIV, liéu trimethoprim (trong vién cotrimoxazol) 12 150mg/m“/ngay chia lam 2
lidu nho.

Ngwoi bénh suy thén: Khi chire nang than bi giam, liéu lugng duge giam theo bang sau:

D0 thanh thai creatinin (ml/phut) Liéu khuyén dung
> 30 Lidu thong thuong
15-30 Y liéu thuong dung

<13 Khéng dung

7. Chong chi dinh:

Suy thin ning ma khong giam sat du'oc nong do thude trong huyét tuong; ngu’(n bénh
dugc x4c dinh thiéu mau nguyén hong ciu khéng 16 do thiéu acid folic; min cam véi
sulfonamid hodc véi trimethoprim; tré nho dudi 2 thang tudi.

8. Canh bao va thin trong khi dung thuéc
Chirc nang than suy giam; dé bi thiéu hut acid folic nhu ngudi bénh cao tudi va khi dung

cotrimoxazol liéu cao dai ngay; mit nuéc; suy dinh dudng. TMP/SMX c6 thé gay thiéu m4u
tan huyét & ngudi thiéu hut G6PD.
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Nha san xuat khuyén cdo phai theo doi huyét hoc khi dung cotrimoxazol, dic biét khi c6
diu hiéu rdi loan vé méu. Phai ngimg ngay thudc khi thdy xuat hién phat ban hodc c¢6 thay dbi
bat thudng vé mau.

Phai diic biét theo doi sat khi ding thudc cho ngudi nhim HIV vi nhitng ngudi nay dic
biét ¢o ty 1& cao vé tai bién phu (sét, cac phan g vé da va huyét hoc).

9. Sir dung thudc cho phu nit ¢6 thai va cho con bu:

Sulfonamid c6 thé giy vang da & tré em thoi ky chu sinh do viéc ddy bilirubin ra khoi
albumin. Vi trimethoprim va sulfamethoxazol c¢é thé can trd chuyén hoa acid folic, thubc chi
dung lic mang thai khi that can thiét. Néu can phai ding thudc trong thoi ky c6 thai, didu
quan trong 14 phai dung thém acid folic. Nha san xudt khuyén céo chdng chi dinh khi mang
thai.

Phu nit trong thdi ky cho con bt khéng duge ding TMP/SMX. Tré so sinh rit nhay cam
véi tac dung doc cua thude.

10. Anh hwéng ciia thudce 1én kha ning lai xe va van hanh may méc:

Khong anh huéng ctia thude 1én kha nang lai xe, van hanh may méc.
11. Twong tic, twong ky ciia thudc:

Diing ddng thoi céc thude loi tiéu, dic biét thiazid, lam ting nguy co gidm tiéu cdu &
ngudi gia. Sulfonamid cé thé e ché gin protein va bai tiét qua than ctia methotrexat va vi vay
gidm dao thai, ting tac dung cia methotrexat. Cotrimoxazol diing ddng thoi véi pyrimethamin
trén 25 mg/tudn 1am ting nguy co thiéu mau nguyén hdng ciu khéng 1.

Cotrimoxazol trc ché chuyén hoa phenytoin & gan, c6 kha ning lam ting qua mirc téc
dung cua phenytoin.

Cotrimoxazol c6 thé kéo dai thoi gian prothrombin & ngudi bénh dang dung warfarin.

Cotrimoxazol ding cling v&i cyclosporin ¢é thé giy doc than & ngudi ghép thin nhung co
thé hdi phuc.

Cotrimoxazol dung ciing voi digoxin lam ning ndéng do digoxin trong huyét thanh,
thudng thiy & ngudi cao tudi. Phai giam sét ndng do digoxin trong huyét thanh khi phdi hop.

Phéi hop cotrimoxazol véi indomethacin ¢6 thé 1am tang ndng do sulfal}l%xazol trong
huyét trong.

Ding dong thoi thude chéng trdm cam ba vong véi cotrimoxazol ¢ thé lam giam tinh
hiéu qua cuia thude chdng trdm cam.

Meé sang nhiém doc dd duge bio cdo sau khi diing cotrimoxazol cling amantadin.

12. Tac dung khong mong muén ciia thude:

Xay ra & 10 % ngudi bénh. Tac dung khong mong mubn hay gip nhit xay ra & dudng tiéu
hod (5 %) va cac phan tng trén da xay ra tbi thiéu & 2 % ngudi bénh dung thubc: Ngoai ban,
mun phong.

Céc ADR thudng nhe nhung ddi khi xay ra hoi ching nhiém ddc da rat ning c6 thé gay
chét, nhu hoi ching Lyell.

TMX/SMX khéng dugc ding cho ngudi bénh di dugc xac dinh bi thiéu méau nguyén
hdng cau khong 16 thir phat do thiéu acid folic hodc ngudi bénh bi bénh gan ning, c6 thé viém
gan nhiém doc.

Hay gap, ADR > 1/100

Toan than: Sét.
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Tiéu hod: Budn non, non, ia chay, viém ludi.

Da: Ngtra, ngoai ban.

It gdp, 1/1000 < ADR < 1/100

Mau: Tang bach ciu ua eosin, giam bach cdu, giam bach cau trung tinh, ban xuét huyét.

Da: May day.

Hiém gdp, ADR < 1/1000

Toan than: Phan ing phan vé, bénh huyét thanh.

Mau: Thiéu mau nguyén hong ciu khong 16, thiéu mau tan huyét, giam tiéu cu, giam
bach cdu hat va giam toan thé huyét cau.

Than kinh: Viém mang ndo v6 khuan.

Da: Hoai ttr biéu bi nhiém ddc (hoi ching Lyell), hdi chitng Stevens-Johson, ban d6 da
dang, phit mach, man cam 4nh sang.

Gan: Vang da, @ mét & gan, hoai tir gan.

Chuyén hoa: Tang kali huyét, giam dudng huyét. Tam than: Ao giac.

Sinh duc - tiét niéu: Suy than, viém than k€, soi than.

Tai: U tai.

Huwéng din cich xi tri ADR:

Dung acid folic 5 — 10 mg/ngay ¢6 thé tranh dwgc ADR do thiéu acid folic ma khong lam
giam tic dung khang khuin. Cin chu ¥ la tinh trang co thé thiéu acid folic khong dugc phan
anh ddy du qua ndng do acid folic huyét thanh. Thiéu mau hdng ciu khdng 16 va d6i khi giam
bach ciu trung tinh va giam tiéu ciu c6 thé dung leucovorin (acid folic). Néu c6 ddu hiéu suy
tuy & nguoi dung cotrimoxazol, phai cho leucovorin lidu 5 — 15 mg/ngay cho téi khi céc thong
s6 huyét hoc tré lai binh thuong.

Liéu cao trimethoprim trong diéu tri viém phdi do Preumocystis carinii gy ting dan dan
kali huyét nhung c¢6 thé tré lai binh thuong. Nguy co ting kali huyét ciing xay ra & lidu
thuong dung va cin duge xem xét, dic biét khi dung df?)ng thoi cac thube 1lam tang kali huyét
khac hodc trong truong hop suy thén. ;

Ngudi bénh cin duge chi dan udng di nudc dé tranh thude két tinh the‘ml‘['\%éi./Khﬁng phoi
ning dé tranh phan mg man cam anh sang.

Théng bdo ngay cho bdc sy hodc dirgc sy nhitng phan itng c6 hai gap phai khi sir dung
thuéc.

13. Qua lidu va cach xir tri:
Triéu chung: Chan an, budn ndn, non, dau dau, bit tinh. Loan tao mau va vang da la biéu
hién muén cua dung qua lidu. Uc ché tuy.

Xir tri: Gay ndn, rira da day

Acid hoa nudc tidu dé ting dao thai trimethoprim. Néu c6 d4u hiéu e ché tuy, ngudi bénh
can ding leucovorin (acid folinic) 5 — 15 mg/ngay cho dén khi hoi phuc tao méu.

Thim phan mau chi loai bé dugc mot lugng khi€ém tdn thube. Thim phan mang bung
khong hiéu qua.
14. Pic tinh dwge lyce hoc:

Cotrimoxazol thudong c6 tac dung diét khudn. Cotrimoxazol 1a mot phdi hop gdém
sulfamethoxazol (5 phan) va trimethoprim (1 phan). Cotrimoxazol tac dung bang cach wc ché
lién tiép cac enzym trong chuyén hoa acid folic. Sulfamethoxazol 14 mdt sulfonamid c6 tac
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dung kim khuén bang céch Gc ché su tao thanh dihydrofolic acid cua vi khuan. Trimethoprim
12 mot dan chat ctia pyrimidin c6 tac dung diét khuan va bang cach tc ché enzym dihydrofolat
reductase ciia vi khudn, trimethoprim ttc ché su tao thanh acid tetrahydrofolic tir acid
dihydrofolic. Bing céach trc ché tong hop acid tetrahydrofohc cotrimoxazol (rc ché tong hop
thimidin cta vi khudn. Sy e ché 2 buéc lién tiép trong chuyén hoa acid folic dd cho
cotrimoxazol tdc dung c6 tinh chat hiép dong khang khuén. Co ché hiép dong ndy ciing chong
lai su phat trién vi khuén khang thuéc va lam cho thuéc cé tac dung ngay ca khi vi khuin
khang lai timg thanh phan cua thudc.

Téc dung téi wu in vitro chéng lai da sb sinh vat duoc thdy & ty 18 1 phén trimethoprim véi
20 phan sulfamethoxazol. Ché phdm cotrimoxazol duoc ph01 hop vai ty 1€ 1 5; do su khac
biét v& duoc dong hoc cta 2 thudc nén trong co thé ty 16 nong do dinh dat xap xi 1: 20. Tinh
hiéu qua cua cotrimoxazol phu thudc nhiéu vao tinh nhay cdm cda vi sinh vat ddi véi
trimethroprim hon 13 véi sulfamethoxazol. Nhiéu vi sinh vat khang véi sulfamethoxazol
nhung nhay cdm hodc nhay cam vira véi trimethoprim té ra nhay cam ¢6 tinh chét hiép dong
V01 cotrimoxazol.

Céc vi sinh vt sau ddy thudong nhay cam voi thube: E. Coli, Klebsiella sp., Enterobacter
sp., Morganella morganii, Proteus mirabilis, Proteus indol duwong tinh, bao gdm ca P.
Vulgaris, H. influenzae (bao gdm ca cac ching khang ampicilin), S. pneumoniae, Shigella
flexneriva Shigella sonnei, Pneumocystis carinii (hién nay la Preumocystis Jjiroveci).

Cotrimoxazol ¢6 mot vai tac dung dbi v6i Plasmodium falciparum va Toxoplasma gondii.

Céc vi sinh vat terong khang thubc 1a: Enterococcus, Pseudomonas, Campylobacter vi
khuén ky khi, nio mé cau, 1au céu, Myc0plasma Khang thubc cotrimoxazol phat trién chdm
trong 6ng nghiém hon so véi timg thanh phan don doc cta thude. Tinh khéang nay ting & ca vi
sinh vat Gram duong va Gram 4m, nhung chu yéu & Enterobacter.

G Viét Nam, su khang cotrimoxazol phat trién rat nhanh, nhiéu vi khudn trong cac nam 70
- 80 thuong nhay cam véi cotrimoxazol, nay di khdng manh (Haemophilus infg{;zﬁnzae, E.
Coli, Klebsiella, Proteus spp., Enterobacter, Salmonella typhi...).

Vi khuén % khéang thudc (1992) % khang thudc (1997)
Salmonella typhi 9,52 85
H. influenzae 31,58 75,7
Str. Pneumoniae 443 83,9

Tinh khang Cotrimoxazol ctia vi khuan khéc nhau theo tirng viung (Bic, Trung, Nam),
ndng thon hay thanh thi, nén doi héi thay thudc c6 s can nhic lya chon thudc k.

15. Dic tinh dwoce dong hoc:

Hdp thu: Cotrimoxazol hép thu nhanh va tbt & dudng tiéu hod. Sau khi ubng 1 - 4 g10r mot
litu duy nhét Cotrimoxazol chira 160 mg trimethoprim va 800 mg sulfamethoxazol, néng do
dmh trong huyét thanh ctia trimethoprim 1a 1 — 2 microgam/ml va cua sulfamethoxazol khong
gin voi protein huyét thanh 1a 40 - 60 microgam/ml.

Phén bé: Ca 2 thube déu phan bd rong rdi vao cac méd va dich trong co thé, bao gbém cé
dich ndo tuy. Thé tich phan bd cta trimethoprim (100 — 120 lit) 16n hon thé tich phan b ctia
sulfamethoxazol (12 — 18 lit). O ngudi bénh co mang ndo khéng bi viém, ndng do
trimethoprim trong dich ndo tuy bing 50 % va cta sulfamethoxazol trong dich ndo tuy bing
40 % so véi néng do thude trong huyét thanh.
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Khoang 44 % trimethoprim va khoang 70 % sulfamethoxazol gin vao protein huyét tuong.
Ca trimethoprim va sulfamethoxazol déu qua nhau thai va & trong nuéc i, nong do
trimethoprim bing 80 % va ndng do cia sulfamethoxazol bing 50 % so v&i nong d6 thude
twong {ng trong huyét thanh. Ca hai thudc déu vao sita, ndng dd cia trimethoprim khoang
125 va cua sulfamethoxazol bang 10 % so v&i ndng o thube trong g trong huyét thanh.

DPao thdi: O ngudi c¢6 chirc nang than binh thuong, nira doi trong huyét thanh cia
trimethoprim 1a 8 — 11 gi®, va clia sulfamethoxazol bang 10 — 13 gio. G ngudi 16n c6 hé sb
thanh thai creatinin 10 — 30 ml/phut, nira doi trong huyét thanh ctia trimethoprim c6 thé ting
t6i 15 gio. O ngudi suy than man, nira doi cia sulfamethoxazol c6 thé gap 3 lin so voi ngudi
¢6 chirc nang than binh thuong. O tré em du6i 1 tudi, nira doi trong huyét thanh cia
trimethoprim khoéng 7,7 gic‘r cc‘)n O tré em tl'r 1-10 tuéi khoéng 5 5 gid. Ca hai thu()c ddu

théy trong nude tiéu dang khong ddi. Chi mot lugng nhod trimethoprim bai tiét vao phafg
mat. Thdm phén mau chi loai bé duoc mot phén trimethoprim va sulfamethoxazol hoat t
16. Quy cach dong goi:

% Hop 10 vi x 10 vién (vi nhém — PVC);

¢ Hop 50 vi x 10 vién. (vi nhém - PVC).
17. Piéu kién bao quén, han dung, tiéu chuin chit lwong cia thube:

Bio quan: Noi kho mat, nhiét 6 dudi 30 °C, tranh anh sang.

Han ding: 36 thang ké tir ngay san xuit.

Tiéu chuin: TCCS.
18. Tén, dia chi ciia co' sé san xuét thudc:

CONG TY CO PHAN DUQC & VAT TU' Y TE BINH THUAN

192 Nguyén Hoi, P. Phu Trinh, TP. Phan Thiét, Tinh Binh Thuén, Viét ;ﬁ{mi

TUQ.CUC TRUONG
PTRUGNG PHONG
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