I|:oci|=iX®zoo g

eThudcnay chidung theo don thudc.

¢ Docky huéng dan sitdung truéckhi dung.

o Déxatamtaytréem.

o Tohuéng dan sirdung néu tém tat cac thong tin quan trong cia thuéc.
N&u can thém théngtin, xin hdiy kién bac sy hoac dugcsy.

CONGTHUCTHUOGC: Mbivién nén bao phim chira:

Thanh phan dugc chat: Cefixim 200 mg.

Thanh phan ta dugc: Starch 1500, Dicalci phosphat khan, Microcrystallin
cellulose PH112, Natri croscarmellose, Magnesi stearat, Hydroxypropylmethyl
cellulose 15¢P, Hydroxypropylmethyl cellulose 6¢P, Polyethylen glycol 6000,
Talc, Titan dioxid.

DANG BAO CHE:Vién nén bao phim.

M6 ta dic diém bén ngoai ctia thudc: Vién nén bao phim hinh chif nhat
thuén, mau trang nga, hai mat16i, mét matkhac vach, moét matkhéc s6 4618,
canhvathanhviénlanh1dn.Nhan thuécbén trong mautréng déntrdng nga.
CHiDINH:

DOCIFIX 200 mg la khang sinh nhédm cephalosporin cé hoat tinh khi dung
dudng udng, trén in-vitro, c6 tac dong diét khuan réng trén vi khuan Gram
duongvaGramam.

DOCIFIX 200 mg dugc chi dinh dé diéu tri cac nhiém khuan cdp tinh gay ra
b&ivikhuan nhay cdm:

- Nhiém khudn dudng hé hap trén (URTI): Viém tai giita va URTI khac khi xac
dinh dugc vi khudn gay bénh hodc nghi ngd dé khang véi cac khang sinh
théng thudng khac hoac xuat hién cac yéu té nguy cokhidiéu trithat bai.

- Nhiém khuan dudng hé hap dudi: Viém phé quan.

- Nhiém khudn dudng tiét niéu: Viém bang quang, viém bang quang-niéu
dao, viém bé than khong bién chiing.

Hiéu qua 1am sang da dugc chiing minh trong diéu tri cac nhiém khuan gay ra
bdi cac tdc nhan gay bénh thudng gép nhu Streptococcus pneumoniae,
Streptococcus pyogenes, Escherichia coli, Proteus mirabilis, cac chiing Klebsiella,
Haemophilus influenzae (duong tinh va &m tinh v&i beta-lactamase),
Branhamella catarrhalis (duong tinh va am tinh véi beta-lactamase) va cac
chuing Enterobacter. DOCIFIX 200 mg c6 dd bén cao khi ¢ su hién dién ctia
enzym beta-lactamase.

Hau hét cac chiing Enterococci (Streptococcus faecalis, Streptococci nhém D)
va Staphylococci (chiing duong tinh va am tinh coagulase va chiing khang
methicillin) déu dé khang vai DOCIFIX 200 mg. Ngoai ra, hau hét cac chiing
Pseudomonas, Bacteroides fragalis, Listeria monocytogenes va Clostridia déu
dé khang véi DOCIFIX 200 mg.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc dingliéulugng trong don thudc.

Thaigian diéu tri thong thudng la 7 ngay, cé thé kéo dai dén 14 ngay néu can
thiét.

Ngudilénvatréemtrén 10tudihodctréem cé can ndng trén 50kg:

Liéu khuyén cdo & ngudi ln: 200 - 400 mg/ngay tuy thudc vao muic d6 nghiém
trong clia nhiém khuén, cé thé dung liéu duy nhat hodc chialam 2 1an.
Ngudicaotudi:

Liéu dung tuong tu nhu liéu diing dugc khuyén céo & ngudi lén. Nén danh
gid chiic nang than va diéu chinh liéu dung trong suy than nang (Xem "Liéu
ding trongsuyrhan ).

Tréem dudi 10tudi
Khéng khuyén cdo dung DOCIFIX 200 mg cho tré em dudi 10 tugi.

Do an toan va hiéu qua clia cefixim chua dugc xac dinh & tré em dudi 6 thang
tudi.

Suythan:

DOCIFIX 200 mg c6 thé dugc dung khi chiic nang than gidm.

- D6 thanh thai creatinin > 20 ml/phut: Liéu dung va phac dé thong thuong
nhungudailén.

- Do thanh thai creatinin < 20 ml/phut: Liéu diing khéng qua 200 mg/lan/ngay.
-G nhiing bénh nhan dang tham phan mau/thdm phan phic mac man tinh:
Liéu dung va phac dé dugc khuyén cdo tuong tu nhu déi véi bénh nhan cé
dothanh thaicreatinin < 20 ml/phut.

Cach duing: Dung uéng. Thiic 4n khong anh hudng dang ké dén sy hap thu
ctiaDOCIFIX200 mg.
Trudng hgp quén uéng mét liéu dung: Hay udng ngay khi nhd ra. Néu thai
gian gan vdi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu
tiép theo vao thai gian thusng 1é. Khdng dung liéu gap déi dé bu vao liéu da
quén.
Trudng hgp uéng qua nhiéu vién thudc: Hay gdp ngay bac sy hodc téi khoa
Hoi stic- Cap ctu clia bénh vién gan nhat.
CHONG CHIBINH:
Qué mén vaéi cac khang sinh nhém cephalosporin hodc bat ky thanh phan
nao khac ctathudc. i
CANHBAOVATHANTRONG KHIDUNGTHUOC:
Bénhnao
Céc beta-lactam, ké ca cefixim c6 thé gay nguy co bénh nao (co giat, It 1an,
suy gidm nhan thuec, réi loan van déng) cho bénh nhéan dung cefixim, dac
biét trong trudng hop qua liéu hodc suy than.
Phaning khéng mong muénnghiémtrongtrénda
Phan (ng khéng mong muén nghiém trong trén da nhu hoai t& biéu bi
nhiém doc, héi chiing Stevens-Johnson va phan tng thudc c6 kém theo
téng bach cdu ua eosin va triéu chimg toan than (DRESS) da dugc bao céo &
mét s6 bénh nhan dung cefixim. Ngung dung cefixim va diéu tri va/hoac
tién hanh céc liéu phép thich hop khi c6 cac phan tng khéng mong muén
nghiém trong trén da xuat hién.
Thén trong khi dung DOCIFIX 200 mg cho bénh nhan qua mén véi cac thuéc
khac.
Qua man véi penicillin
Giéng nhu cac thuéc nhém cephalosporin khéc, nén than trong khi dung
cefixim cho cac bénh nhan c6 tién st qua man vdi penicillin, vi c6 bang
chiing cho thay c6 di ing chéo gittanhém pen|c1|l|n va cephalosponn
ba cotruang hgp bénh nhan bi phan ting qua méan ning (bao gém séc phan
vé) véi cd 2 nhom thudc nay. Nén ngung dung thudc va tién hanh cac liéu
phap thich hop néu can thiét.
Thiéumautanmau
Thiéu mau tan méu do thudc, trudng hgp nang c6 thé gay tirvong da dugc
béo céo khi dung céc thuéc nhém cephalosporin. Su téi phat cta thi€u mau
tan mau sau khi dung lap lai cac thuéc nhém cephalosporin & bénh nhan cé
tién strdung cephalosporin truéc d6 (ké ca cefixim).
Suythan cap tinh
Giéng nhu cac thuéc nhém cephalosporin khac, cefixim c6 thé gay suy than
cép tinh bao gém viém 6ng than mé ké cap tinh. Khi xay ra suy than cap tinh,
nén ngung dung cefixim va diéu tri va/hoéc tién hanh cac liéu phép thich hop.
Suythan
Than trong khi dung DOCIFIX 200 mg & nhing bénh nhan cé chic niang
than gidm ré rét (Xem phan LIEUDUNG, CACHDUNG).
Bénh nhi
Do antoan clia cefixim gtré sinh non hodc tré sa sinh chua dugc xac dinh.
Diéutribdng khang sinh phé rong lam thay di hé vi khuan dudng rudtva cé
thé gay ra su phat trién qua muc clia loai Clostridia. Cac nghién ctiu cho thiy
doc tinh do Clostridium difficile tao ra la nguyén nhéan chinh gay tiéu chay
lién quan dén khang sinh.Viém dai trang gid mac cé lién quan dén viécdung
khéng sinh phé réng (cac thuéc nhém macrolid, penicillin ban téng hgp,
lincosamid va cephalosporin); do d6, diéu quan trong la can xem xét chan
doan ctia viém dai trang gid mac & nhitng bénh nhan bi tiéu chay do diing
khéng sinh. Cac triéu chiing cta viém dai trang gid mac cé thé xuat hién
trong hoac sau khidung khang sinh.
Diéu trj viém dai trang gid mac bao gém soi dai trang sigma, tié€n hanh cdy vi
khuan, b6 sung dich, chat dién gidi va protein. Néu viém dai trang khong cai
thién sau khi ngung dung thudc, hodc néu cac triéu chiing nang hon, dung
vancomycin dudng uéng la lua chon cho viém dai trang gid mac do dung
khang sinh gay ra bdi C. difficile. Cac nguyén nhan khac ctia viém dai trang
nén dugc loaitru.
Sttdung thuéc cho phunircé thaivacho conbu:
- Thai ky mang thai: Cac nghién cliu trén sinh san dugc thuc hién & chudt
nhét va chudt céng duing cefixim vdi liéu gép 400 lan liéu & ngudi, khong co
béng chiing vé kha nang sinh san giam hodc gay hai cho thai nhi. 3 tho, véi
liéu gdp 4 1an liéu & ngudi, khdong cé béng chiing vé tac dong gay quai thai;
ty 18 s8y thai va trvong & thd me cao la tiéu chidanh gia su nhay cdm cta thd
do su'thay déi hé vi khudn dudng ruét. Chua c6 cac nghién cdu day di va cé
déi chiing & phu nit mang thai. Khéng nén dung DOCIFIX 200 mg cho phu
n(tco thai, trirkhi that can thiét.
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- Théi ky cho con bii: Khdng nén diing DOCIFIX 200 mg cho phu nitcho con bu.
Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:

Trong trudng hgp bénh nhan cé tac dung khéng mong muén nhu chéng
mat, nhiic dau va bénh néo (co giat, It 1an, suy gidm nhan thuc, réiloan van
déng), khong nénldixe, vanhanh mdy méc.

TUONGTAC, TUGNG KYCUATHUOC

Tuong tacchathudc:

Thudcchdng ddng mau

Giéng nhu cac thudc nhém cephalosporin khéc, lam kéo dai thoi gian
prothrombin d& dugc béo céo & mét sé bénh nhan. Do d6, than trong khi
dung cefixim cho bénh nhan dung thuéc chéng ddong mau.

Than trong khi dung cefixim cho bénh nhan dung thuéc chéng déng mau
nhém coumarin nhu warfarin kali. Cefixim cé thé lam téng tac dung cta
thudc chéng déng méu, kéo dai thai gian prothrombin, cé keém hodc khéng
kem theo chdy mau.

Céctuongtackhac

Phan Uing duong tinh gia véi glucose trong nudc tiéu cé thé xuat hién khi
dung cac dung dich Benedict hoac Fehling hoac sit dung vién thir sulfat
déng nhung khéng xuét hién khi dung phuong phéap enzym xdc tac phan
ting oxy hoa khtrglucose.

Xét nghiém Coombs truic tiép c6 thé duong tinh gia da dugc bao céo khi
dung cac thuéc nhém cephalosporin, do dé xét nghiém Coombs duong
tinh cé théladothudc.

Tuong ky cGia thuéc:

Do khéng c6 cac nghién ctiu vé tinh tuong ky clia thudc dung dudng udng,
khong trénlanthubc nay vai cacthuéckhac.

TACDUNGKHONG MONG MUON CUATHUGC:

DOCIFIX 200 mg dugc dung nap tét. Hau hét cac phan (ing khéng mong
mudn trong cac thrnghiém lam sang la nhe va hiém gap.

Bang tém tat cac phan ingkhéng mong muén:

Cac co quan Cac phan iing khéng mong muén

RGi loan hé mau va|Tang bach cau ua eosin, mat bach cau hat, giam bach
hé bach huyét cau, gidm bach cau trung tinh, gidm bach céu hat,
thi€éu mau tan mau, gidm tiéu cau, tang tiéu cau.

Réiloan hé tiéu hoa[Pau bung, tiéu chdy*, khé tiéu, buén nén, non, day hoi.

Réiloangan-mat |Vangda.

Nhiém khuan va ky [ Viém dai trang gid mac.
sinhtrung

Cécxétnghiém Tang ALT, AST, tang bilirubin mau, tang uré mau, tang

creatinin mau.

Réi loan hé than kinh | Chéng mat, nhiic dau.

Cogiat (Khong ré tan suat).

Nguy ca bénh néo (co giat, 1t 1an, suy gidm nhan thuc,
réiloan van déng) (Khéng ro tan suat).

R&i loan hé hé hap,|Khé thé.
16ng nguc va trung
that

R&iloan than va tiét|Suy than cap tinh bao gém viém ng than mo ké cap
niéu tinh.

RGi loan hé thdng[Phan ting phan vé, phan ting gidng bénh huyét thanh,
mién dich, dudng|phan tng thudc cé kém theo tang bach cau ua eosin
dung, réi loan da|va triéu ching toan than (DRESS), ngua, phat ban, sét
vamoédudida do thudc, dau khdp, héng ban da dang, héi ching
Stevens-Johnson, hoai t&f biéu bi nhiém déc, phu
mach, may day, sét, phu mat, ngda bo phan sinh duc

vaviémamdao.

Cdc phdn (ing khéng mong mudn trén da dugc bdo cdo trong cdc nghién ctu
lamsang.

*Tiéu chay thudng xudt hién khi dung cefixim liéu cao. Da c6 bao céo trudng
hop tiéu chay vifa dén nang, chi khéi khi ngung diing thudc. Néu tiéu chay
xudthién,nén ngung dung DOCIFIX200 mg.

QUALIEUVA CACHXUTRI:

Triéu chiing va biéu hién khisttdung thudc qua liéu:

C6 nguy cd mac bénh nao khi dung khang sinh beta-lactam, ké ca cefixim,
dacbiéttrong truong hgp quéliéu hodc suy than.

Céc phén ting khéng mong mudn xudt hién khi dung cefixim liéu trén 2 g &
nhiing ngudi binh thudng va bénh nhan dung liéu khuyén cao.
Cachxdtrikhidung thuéc qualiéu:
Tham phan mau khéng loai bd dang ké cefixim ra khéi tudn hoan mau.
Khéng c6 thudc gidi doc dac hiéu. Cac bién phap hé trg téng quat dugc khuyén
céo.
Tich cuctheo déi dé cé bién phap xrtrikip thai.
PACTINHDUGCLUCHOC:
Nhém dugcly: Cephalosporinthé hé 3.
Ma ATC:J01DDO08.
Cefixim la cephalosporin thé hé 3 dudng udng, trén in-vitro, c6 tac dong diét
khudn réng trén vikhudn Gram duong va Gram am.
Hiéu qua lam sang da dugc chiing minh trong diéu tri cac nhiém khuén gay ra
bdi cac tac nhan gay bénh thong thudng nhu Streptococcus pneumoniae,
Streptococcus pyogenes, Escherichia coli, Proteus mirabilis, cdc chuing Klebsiella,
Haemophilus influenzae (duong tinh va am tinh véi beta-lactamase),
Branhamella catarrhalis (duong tinh va am tinh véi beta-lactamase) va cac
chling Enterobacter. DOCIFIX 200 mg c6 d6 bén cao khi cé su hién dién cta
enzym beta-lactamase.
Hau hét cac chiing Enterococci (Streptococcus faecalis, Streptococci nhém D)
va Staphylococci (chiing duong tinh va am tinh coagulase va chiing khang
methicillin) déu dé khang vdi cefixim. Ngoai ra, hau hét cac ching
Pseudomonas, Bacteroides fragalis, Listeria monocytogenes va Clostridia déu
dé khang véi cefixim.
PACTINHDUGCDONGHOC:
Sinh kha dung tuyét déi ctia cefixim dudng uéng trong khodng 22 - 54 %. Su
h&p thu khong bi thay d6i dang ké khi cé su hién dién cua thic dn. C6 thé
udng cefixim Iic doi.
Cac nghién cuu trén in-vitro, néng dé trong huyét thanh hodc nudc tiéu > 1
mcg/ml, 1a néng d6 hoat dong clia cefixim dé diéu tri cac tdc nhan gy bénh
théng thudng. Sau liéu dung dugc khuyén cdo cho ngudi I6n hodc tré em,
néng do6 dinh cta cefixim trong huyét thanh 1a 1,5 - 3 mcg/ml. it hogc khong
césutich |y cta cefixim sau khidung daliéu.
So sanh dugc déng hoc clia cefixim & ngudi cao tudi khde manh (> 64 tudi)
va ngudi tinh nguyén tré tudi (11 - 35 tudi) & liéu 400 mg/lan/ngay trong
5 ngay, gié tri Cmax va AUC trung binh tdng nhe & ngudi cao tudi. Bénh nhan
cao tudi cé thé dung liéu tuong ty nhu ngudi binh thusng.
Cefixim dugc thai trir ch yéu dudi dang khong thay d6i trong nudc tiéu. Co
chéloc & cau than la ca ché chinh. 8 ngudi, cac chat chuyén héa ctia cefixim
chua dugc phan lap tirhuyét thanh hodc nudc tiéu.
Su gén két vdi protein huyét thanh la dac diém dic trung & huyét thanh
ngudi va dong vat; cefixim hau nhu chi gan két véi phén albumin, lugng
cefixim & dang tu do trung binh khoang 30 %. O ngudi, su gén két véi protein
chiphu thudc vao ndng dd khindng do cefixim rat cao trong huyét thanh va
khéng xuat hién khidung liéu lam sang.
& chuot, néng do cefixim c6 danh dau *C & chuét con tir chudt me théng
qua slta chudt me thap (khoang 1,5 % nong do cefixim cdia chudt me). O
ngudi, khdng c6 dirliéu vé su baitiét cefixim vao sitame. Néng do cefixim c6
danh dau "C qua nhau thai thdp & chudt me mang thai dung cefixim cé
danhdau™C.
QUY CACHPONG GOI:
HOp 2vix 10vién, hép 10vix 10 vién; hop 20 vix10vién.
Chai100vién.
DIEU KIEN BAO QUAN:
Bao quan 6:Nai kho, nhiét d6 dudi 30 °C, tranh anh sang.
Bao quan trong bao bigdc cliathude.
HAN DUNG: 24 thang ké tif ngay sdn xu4t. Khéng diing thuéc qua han st
dung daghitrénnhan.
TIEU CHUAN CHAT LUONG:TCCS.
CO SG SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phd
CaoLanh,TinhBongThap
pomEesco Diénthoai: 1800.969.660
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