Rx
DOCIMAX" 100 mg

o Thuécnay chidung theo don thuéc.

¢ Docky hudng dan sitdung truéckhi dung.

eDéxatamtaytréem.

o T huéng dan sirdung néu tém tat cac théng tin quantrong ctia thuéc.
N&u can thém théngtin, xin hdi y kién bac sy hoac dugcsy.

THANH PHAN CONG THU'C THUOC: M&i g6i 2 g chifa:

Thanh phan dugc chat: Cefixim (dudi dang Cefixim trihydrat) 100 mg
Thanh phan ta dugc: Tinh bot mi, Mannitol, Microcrystallin cellulose PH101,
Natri croscarmellose, Povidon K90, Colloidal silicon dioxid A200, B6t mui dau,
AcesulfamK.

DANG BAO CHE: ThuSc cém pha héndich uéng.

M6 ta dac diém bén ngoai ctia thudc: C6m dang hat nhé, khé toi, mau
trang dong nhat, cé muithom, vingot.

CHIiDINH:

Thudc dugc st dung dé diéu tri cac nhiém khuan & ngudi I6n va tré em tir 6
thangtuditralen.

Nhiém khudn duong tiét niéu khéng bién ching:

Diéu tri nhiém khuan dudng tiét niéu khéng bién chiing do cac ching vi
khudn nhay cdm Escherichia coliva Proteus mirabilis.

Viém tai gitia:

Diéu trj viém tai giifa do cac chuing vi khudn nhay cdm Haemophilus influenzae,
Moraxella catarrhalis va Streptococcus pyogenes. (Tac dung cuia Streptococcus
pyogenes & hé ca quan nay dugc nghién cdiu dudi 10 trudng hop nhiém khudn).
Luu y: D3i véi bénh nhan viém tai gitta do Streptococcus pneumoniae gay ra,
tylé dap ing toan bo déi véi cefixim thadp han 10 % so véi thudc ddi ching.
Viém hong vaviém amidan:

Diéu tri viém hong va viém amidan do cac ching vi khudn nhay cdm
Streptococcus pyogenes. (Luu y: Penicillin la lua chon dau tién trong diéu tri
nhiém khudn do Streptococcus pyogenes gy ra).

Nhin chung, cefixim ¢é hiéu qua trong viéc loai trir Streptococcus pyogenes
khoi vom hong; tuy nhién, chua xac dinh hiéu qua ctia cefixim trong du
phong sotthap khép.

Dot cdp ciiaviém phéquan man tinh:

Diéu tri dgt cap cla viém phé quan man tinh do cac chiing vi khuan nhay cdm
Streptococcus pneumoniaeva Haemophilusinfluenzae.

Bénh lédu khéng bién ching (c6 tircung/niéu dao):

Diéu tri bénh 1au khong bién ching (c6 ti cung/niéu dao) gdy ra bdi cac
chaing vi khudn nhay cdm Neisseria gonorrhoeae (chung vi khuan sinh va
khong sinh penicillinase).

Luuykhistdung:

Dé gidm su phat trién ca vi khuan khang thuéc va duy tni hiéu qua cla
cefixim va céc loai thuéc khang sinh khéac, cefixim chi dugc dung dé diéu tri
céc bénh nhiém khuan da dugc ching minh hodc nghi ngs la do vi khuan
nhay cdm gay ra. Khi c6 théng tin vé su phat trién va tinh nhay cdm, nén can
nhéc viéc lya chon hodc diéu chinh liéu phap khang sinh. Khi chua ¢ thong
tin, c6 thé lya chon liéu phap diéu trj theo kinh nghiém dua trén tinh hinh
dich té hoc tai dia phuong va dé nhay cam.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc dingliéulugng trong don thudc.

Ngudilén:

Liéu khuyén cao la 400 mg/ngay, diing 1 liéu duy nhét hodc chia lam 2 1an/ngay.
Pé diéu tri bénh 1au khong bién chimg (cé ti cung/niéu dao), uéng 400 mg,
dung 1liéuduy nhét.

Nén dung cefixim trong diéu tri nhiém khuan do Streptococcus pyogenes it
nhat 10 ngay.

Tré em (tir6 thang tuditrélén):

Liéu khuyén cao la 8 mg/kg/ngay, dung 1 liéu duy nhat hodc 4 mg/kg cach
nhauméi 12 gid.

Luu y: Liéu khuyén cao dugc xac dinh dya trén can nang cla tré em (Tham
khaoBang1).

Bang 1:Liéudung chotréem

Liéu khuyén cao theo can nang va dugc lam tron

Can nang (kg) Liéu/ngay (mg)
5-75 50
76-10 80
10,1-125 100
12,6 -20,5 150
20,6-28 200
28,1-33 250
33,1-40 300
40,1 -45 350
>45,1 400

Tré em can nang trén 45 kg hodc I6n hon 12 tudi nén dung liéu khuyén cdo
danh chongudilén.

Bénh nhan bj viém tai gitta nén dugc diéu tri bang hén dich uéng. Cac thi
nghiém lam sang trén bénh nhan bj viém tai gilta dugc tién hanh khi dung
hén dich uéng, két qua la néng dé dinh trong mau cao han khi dung vién
nén vdicungliéulugng.

Do d6, khéng nén thay thé vién nén hodc vién nang cho hén dich udéng
trong diéu triviém taigitta.

Nén dung cefixim trong diéu tri nhiém khuén do Streptococcus pyogenes it
nhat10ngay.

Suythén:

Cefixim dugc dung & bénh nhan bi suy gidm chiic nang than. Dung liéu
thong thudng cho bénh nhan cé d6 thanh thai creatinin 60 ml/phut hoac
cao han.Tham khdo Bang 2 vé viéc diéu chinh liéu cho ngudi I6n bi suy than.
Tham phan mau ciing nhu thdm phan phic mac khéng loai bé dang ké
thudcrakhdicathé.

Bang 2:Liéu dung cho ngudilén bjsuy than

Do thanh thai creatinin (ml/phut) Téng liéu/ngay (mg)

>60 Liéuthéng thusng.

21-59 Khéng dugc qua 300 mg/ngay.
Hodcthdm phan méu

<20 Khong dugc qua 200 mg/ngay.

Hodc thdm phan phicmaclién tuc

Cachdung:

-Dung uéng, c6 thé uéng trong hodc ngoaibia an.

-Hoa thudc véi lugng nudc via dd (5 ml nudc cho 1 goi), khudy déu trudc khi
uéng, uéng ngay sau khi pha.

- Trudng hop quén udng mét liéu dung: Hay udng ngay khi nhé ra. Néu thoi
gian gan véi lan dung thudc tiép theo, bo qua liéu da quén va hay dung liéu tiép
theo vao thai gian thuding 1é. Khéng dung liéu gap doi dé bu vao liéu da quén.
-Trudng hop udng qué nhiéu thudc: Hay gép ngay bac sy hoac tdi khoa Hoi
stic-Cép cliu clia bénhvién gan nhat.

CHONG CHiDINH:

Bénh nhan c6 tién st dj Ung vaéi cefixim, penicillin va khang sinh nhém
cephalosporin hodc qua méan véi bat ky thanh phén nao ctia thudc.
CANHBAOVATHANTRONG KHIDUNGTHUGC:

Phén tng qua mén:

-Da cé bao cdo vé phan ting phan vé (ké ca s6c va tivong) khi strdung cefixim.
-Trudc khi diéu tri véi cefixim, can xac dinh can than xem bénh nhan cé cac
phén (ing qua man trudc do6 véi cephalosporin, penicillin hodc cac thudc
khéc.Than trong khi dung thuéc nay cho bénh nhan man cdm véi penicillin,
do syman cadm chéo gilra cac khang sinh nhém beta-lactam véi bénh nhan
c6tién strdj iing v6i penicillin d& dugc chiing minh va cé thé xay ratrén 10 %
bénh nhan. Néu phan ting dj ting xdy ra, nén ngting thudc.

Tiéu chay do nhiém Clostridium difficile:

-Pa cé béo céo vé tiéu chdy do nhiém Clostridium difficile (CDAD) khi st dung
cac thudc khang sinh, bao gém cefixim, mic d6 nghiém trong c6 thé turtiéu
chéy nhe dén viém dai trang gay ti vong. Viéc dung thuéc khang sinh lam
thay d6ihé vikhudn dudng rudtdan dén sy phét trién qua mic ctia C. difficile.
- C. difficile sn sinh doc t6 A va B gp phan vao su phét trién clia CDAD. Cac
chiing C. difficile sinh nhiéu déc té gay tang ty suat mac bénh varty 1é térvong
vi cdc nhiém khuan nay c6 thé khang lai vi diéu tri thuéc khang sinh va c6
thé phaiyéu cau phau thuat cit bd dai trang. CDAD phai dugc xem xét trong
tat ca cdc bénh nhan cé biéu hién tiéu chdy sau khi dung thudc khang sinh.
Xem xét tién sir dung thudc la can thiét vi CDAD da dugc bao cdo xay ra trén
haithang sau khidung thuéckhangsinh.

- Néu nghi ng& hodc da xéac dinh nhiém CDAD, can ngiing st dung thudc
khang sinh khéng nham chéng lai C.difficile. Nén tién hanh truyén dich va
dién giai thich hgp, b6 sung protein, diéu tri v6i thuéc khang sinh chéng lai
C.difficile va chidinh phau thuat sau khi danh gia lam sang.

Diéu chinhliéu cho bénh nhan suy than:

Diéu chinh liéu & nhimg bénh nhan suy than ciing nhu nhiing bénh nhan
dang thdm phan phic mac lién tuc va thdm phan mau. Bénh nhan dang
thdm phan can dugc theo ddi can than (xem muc Liéu dung, cach dung).
Tacdung déong mau:

- Cac thuéc khang sinh nhém cephalosporin, bao gém cefixim, c6 thé lam
gidm hoat tinh prothrombin.

- Nhiing ngudi c6 nguy co bao gém bénh nhan suy than hodc suy gan, hoéc
tinh trang dinh duéng kém, cing nhu nhiing bénh nhan dang dugc diéu tri
bédng khang sinh dai han va bénh nhan diéu tri bang thuéc chéng déng mau
tru6c day da én dinh. Nén theo déi thai gian prothrombin & nhimg bénh
nhan c6 nguy cava dugc chidinh vitamin Kngoaisinh.

Suphattrién ctia vikhudn khang thudc:

Viéc ké don cefixim khi chua c6 bang ching vé nhiém khudn hodc nghi ngs
nhiém khuan sé khéng mang lai lgi ich cho bénh nhéan va lam tdng nguy ca
phattrién cta vikhudn khang thuéc.

Canh baovétadugc:

-Thuéc cé chiiamannitol, c6 thé cé tdc dung nhuan trang nhe.

-Thudc c6 chida tinh bot mi, ngudi di tng véi bot mi (trirbénh coeliac) khong
nén dung thudc nay.

Sirdung thudc cho phu nii cé thaivacho conbi:

- Thoi ky mang thai: Tinh an toan clia cefixim & phu ni c6 thai chua dugc
thiétlap. Can than trong khistrdung thuéc cho phunitcé thai.

- Thai ky cho con bu: Chua biét cefixim c6 bai tiét dugc vao sira me hay
khéng. Can than trong khi sttdung thudc déi véi phu nitcho con ba.

Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:

Thuéc c6 thé gay chdng mat, nhiic dau, can than trong khi lai xe hodc van
hanh may moéc.

TUONGTAC, TUGNG KY CUATHUOC:

Tuong tacctathudc:

- Cefixim nén dugc dung than trong cho bénh nhan dung thuéc chéng déng
méu nhém coumarin nhu warfarin Kali. Vi cefixim c6 thé tdng cudng tac
dung clia cac thudc chéng dong mau, kéo dai thai gian prothrombin ¢
hoackhongkémtheo chay mau.

- Gay duong tinh gia véi thirnghiém Coombs khi diéu tri bang cefixim.
-UBng cefixim cé thé dan dén két qua duong tinh gid véi xét nghiém glucose
trong nudc tiéu khi dung dung dich Benedict, dung dich Fehling hay
Clinitest. Khuyén cdo sir dung xét nghiém glucose dua vao phan ung vdi
enzym glucose oxidase (nhuTes-Tape).

Tuong ky ctia thuéc:

Do khéng c6 cac nghién ctiu vé tinh tuong ky clia thuéc dung dudng udng,
khéngtron lan thudc nay vai cacthuoc khac.

TACDUNG KHONG MONG MUON CUATHUOC:

Cac tac dung khéng mong muén dugc quan sat thay trong cac nghién ctiu
lam sang va/hoactrong qué trinh srdung thuc géom:

Hé co quan Cac phan ung khéng mong muén

R&iloan mau va hé | Tang bach cau ua eosin, gidm bach cau hat, thi€u mau
bach huyét tan mau, gidm tiéu cau, thdi gian prothrombin kéo dai.

RGi loan da day -|Dau bung, tiéu chay, khé tiéu, buén nén, nén, chan an
rudt day hoi.

R&i loan chung va [ S6t, phumat.
dudngdung

Réiloangan-mat |Vangda,viémgan.

Nhiém khuan va|Viém daitrang gid mac, viém am dao.
nhiém ky sinh tring

RGi loan hé théng | Phdn ing phan vé, phan ting giéng bénh huyét thanh.
miéndich

Céacxétnghiém Tang aspartat aminotransferase, tang alanin
aminotransferase, tang phosphatase kiém, ting
bilirubin mau, tang uré mau, tang creatinin mau.

RGi loan hé than|Chéngmat, nhic dau.
kinh

RGi loan ho hap,|Khéthé.
ngucvatrungthat

RGi loan than va|Suy than cdp bao gém viém than ké nhu moét tinh
tiétniéu trangbénh ly tiém &n.

RGi loan da va mé | Phat ban do thudc véi tang bach céu ua eosin va cac
dudida triéu chiing toan than (DRESS), héng ban da dang, ngua,
phat ban, hoi chiing Stevens-Johnson, hoai ti thugng bi

nhiém déc, ndi may day, ngtia bo phan sinh duc.

Huéng dan cach xtrtri ADR:

- Néu qua man xay ra, nén ngiing thudc, trudng hgp qua mén nang, can diéu
trihé trg (dung epinephrin, thd oxygen, khang histamin, corticosteroid).
-Néu cé co giat, ngiing cefiximva dung thuécchdng coglat

- Khi bj tiéu chay do C. difficile va viém dai trang gid mac, néu nhe chi can
nguing thudc. Véi cac trudng hgp vira va nang can truyén dich, dién gidi, bé
sung proteinva diéu tri bang metronidazol.

QUALIEUVA CACH XUTRI:

Triéu chiing va biéu hién khistitdung thuéc qua liéu:

Triéu chiing quéliéu co théla co giat.

Cachxttrikhidung thuéc qualiéu:

Do khdng cé thudc diéu trj dac hiéu nén chiiyéu diéu tri triéu chimng. Khi ¢ triéu
chiing qua liéu, phai ngting thuéc ngay va xt tri nhu sau: Rifa da day, c6 thé
dung thuéc chéng co giat néu cé chi dinh lam sang. Do thuéc khéng loai dugc
bang tham phan mau nén khéng thdm phan mau hay thdm phan phdc mac.
PACTINHDUGCLUCHOC:

Nhém dugc ly: Khang sinh cephalosporin thé hé 3.

MaATC:JO1DA23.

Cochétacdong:

Giéng nhu cac thuéc nhém cephalosporin khac, cefixim ¢é tac dung diét
khuén b&ng céach tic ché téng hgp thanh té bao vi khuan. Cefixim bén viing
khi c6 su hién dién ctia cac enzym beta-lactamase. Do d6, mét s6 vi khudn
sinh enzym beta-lactamase dé khang véi cac khang sinh nhém penicillin va
mét vai khang sinh nhém cephalosporin c6 thé nhay cdm véi cefixim.
Hoattinh khang khuan:

Cefixim da dugc chiing minh c6 hoat tinh chéng lai hau hét cac ching vi
khuan sau day, bao gém cac trusng hgp nhiém khudn in vitro va trén lam
sang (xem muc Chidinh, Liéu ding, cdch dung).

Vikhuan Gram duong:

Streptococcus pneumoniae

Streptococcus pyogenes

Vikhuan Gram am:

Escherichia coli

Haemophilus influenzae

Moraxella catarrhalis

Neisseria gonorrhoeae

Proteus mirabilis

Da coditliéu invitro dudi day, nhung chuard y nghia vé mitlam sang. [t nhat
90 % vi khuan sau day c6 néng dé tc ché téi thiéu (MIC) in vitronhd hon hodc
bang ngudng néng dé clia cefixim déi véi cac chiing vikhudn cung loai hodc
cung nhém. Tuy nhién, hiéu qua cla cefixim trong diéu tri nhiém khuan lam
sang do cac vikhuan nay chua cé day da dilieu va dugc kiém soat tét.

Vikhuan Gram duong:

Streptococcus agalactiae

Vikhuan Gram am:

Citrobacteramalonaticus

Citrobacter diversus

Haemophilus parainfluenzae

Klebsiella oxytoca

Klebsiellapneumoniae

Pasteurellamultocida

Proteusvulgaris

Céacloai Providencia

Cécloai Salmonella

Serratiamarcescens

Cacloai Shigella

Khang thuéc:

Cac chiing Haemophilusinfluenzae va Neisseriagonorrhoeaekhéang cefiximla
do su bién déi cac protein gan penicillin (PBPs). Cefixim c6 tac dung tic ché
Enterobacteriaceae sén sinh beta-lactamase phé réng (ESBLs). Cac loai
Pseudomonas, Enterococcus, cac ching Streptococcus nhom D, Listeria
monocytogenes, hau hét cac chung Staphylococcus (bao gébm céc ching
khang metbhicillin),Enterobacter, Bacteroides fragilis va Clostridium déu khang
cefixim.

DACTINHDUGCDONGHOC:

Hapthu

& ngudi tinh nguyén khde manh, sau khi usng ceﬁ)um, nong do dinh trong
huyét thanh thudng dat dugc trong 3 - 4 gid. Sau khi uéng mét liéu duy nhat
50, 100 va 200 mg néng d6 dinh trung binh trong huyét thanh tuong ting la
1,02; 1,46 va 2,63 mg/l & 12 ngudi tinh nguyén khée manh la ngudi phuong
Tayva0,69; 1,13 va 1,95 mg/l tuong Uing & 12 ngudi tinh nguyén khée manh
langudiNhatBan.

Tréem:

& cac bénh nhan 13 tré em ngusi Nhat Ban, sau khi usng mot liéu duy nhat
1,5; 3,0 va 6,0 mg/kg cefixim, ndng dé huyét thanh t6i da tuong tng la 1,14;
2,01va3,97 mg/l, dat dugc vao khodng 3 -4 gic.

Phanbé:

Trong huyét tuong, cefixim gan két véi protein khodng 70 %, mot gid tri
khong phu thuéc néng dé trong khoang 0,5 dén 30 mg/I. Cefixim dugc phan
b6 dén cac co quan/mé dich nhuamidan, mé niém mac xoang ham trén, mé
phéivamé tuimat.

Chuyen héavathaitru:

& ngusi tinh nguyén khde manh, khong c6 chat chuyén héa cé hoat tinh
sinh hoc ctia cefixim dugc xac dinh trong huyét tuong hodc nudc tiéu sau khi
udng. Khodng 20 % ctia liéu cefixim 200 mg dugc tim thdy dang khong thay
déi trong nudc tiéu sau 24 git & ngudi tinh nguyén khée manh. Thai gian
banthaila2-4gio.

Suythan:

Cac nghién ctu & nhing bénh nhan réi loan chic nang than véi mac do
khac nhau uéng liéu duy nhat 400 mg cua cefixim cho thdy thai gian ban
thai, d6 thanh thai dudng udng (CI/F), d6 thanh thai qua than va AUC bj thay
d6i & bénh nhan cé réi loan chiic néng than ning (dé thanh thai creatinin <
20 ml/phut), thdm phan méau hodc thdm phan phuc mac lién tuc ngoai tra
(CAPD) so véingudi khoe manh.

Bang cac gia tri dugc ddng hoc (cac gia tri trung binh) cta cefixim &
ngudi tinh nguyén khée manh va bénh nhan réi loan chiic ning than
véimucdokhacnhau

Nhém déi cl, Crox | Toax [T1/2,[ AUC [ CI/F | DO thanh
tuong  |(ml/phut/|(mg/l)|(gio)| (gi®) | (mg. | (ml/kg/| thaiqua
nghién ciu| 1,73 m’) gio/l)| gio) than
(ml/kg/gio)

Nguai tinh 111 49 (49 32 40 41 22
nguyén
khée manh
Bénh nhén réiloan chicnang than

Ratnhe 71 58 | 40| 47 57 127 22
Nhe 51 76 | 45| 70 90 70 10
Trung binh 28 75 |35 72 | 100 80 3,7
Nang 9,8 96 | 6,0 [11,5#(188#| 414# 2,1#
Th&m phén 13 62 |48 82 94 73 0,4#
mau
CAPD 3,0 10,2 | 50 |14,9# | 2204 | 42# 0,5#

Sukhacnhau c6y nghia théng ké so v6i ngudi tinh nguyén khée manh.

Viét tat: Cl., = D6 thanh thai creatinin, T1/2,=Thai gian béan thai, CI/F = Do
thanh thai dudng uéng, CAPD =Tham phan phucmacliéntucngoaitrd.

#p <0,05 so vdinguai tinh nguyén khoe manh.

QUY CACHPONG GOI:

-HOp 1tuinhdomx 10gdix2 gam.

-Hop 1tlinhémx 12 gdix2gam.

-Hop 5tlinhdm x 10 gdix2gam.

DIEU KIEN BAO QUAN:

Bao quan &:Naikho, nhiét dé dugi 30 °C, tranh anh sang.

Bao quan trong bao bi géc clia thude.

HAN DUNG: 24 thang ké tif ngay san xudt. Khéng ding thudc qua han st
dung daghitrénnhan.

TIEU CHUAN CHAT LUGNG: TCCS.

CO SG SAN XUAT:
@ CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO

Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phd, Thanh phé
Caolanh, TinhDoéngThap
pomEesco Diénthoai: 1800.969.660




