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Cefixime

Box of 1 bottle of 200 hard capsules
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Each hadcapeue contains: Cefixime trihydrate
equivalent {0 ................. 200 mg Cefixime
EXCIPIENtS ..oovovieciciniineinins q.s.1 capsule

Indications, dosage & administration,
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Please see the insert inside

Storage

Store in tight container, dry place, below 30 °C,
protect from direct light

Keep out of reach of children

Carefully read the accompanying instruc-
tions before use
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-~ THUOC CHI DUNG THEO BON CUABAC ST
w 1 L2 BE XA TAM TAY TRE EM. BOC KY HUONG DAN SIf DUNG TRUOC KHI DUNG
— ,.-—-'/ Théng béo ngay cho bac s hodc duge sTnhimg tic dung khéng mong muon gip phai khi str dung thuédc
THANH PHAN
MECEFIX-B.E 100 mg: Méi vién nang ciéng chira 100 mg cefixime (dwdi dang cefixime trihydrate)
MECEFIX-B.E 200 mg: Méi vién nang ciéng chira 200 mg cefixime (dwéi dang cefixime trinydrate)
MECEFIX-B.E 400 mg: M&i vién nang ciing chira 400 mg cefixime (dwdi dang cefixime trihydrate)
Ta durgre: Lactose monohydat, magnesium stearat, vd nang cimg
MO TA DANG BAO CHE: Vién nang ciing
Quy CACH BONG GOI
Hop 2 vi x 10 vién nang
Hép 1 lp 100 vién nang
Hép 1 lo 200 vién nang
THUGC DUNG CHO BENH Gi?
Cefixime duge chi dinh didu trj cic nhidm khudn gay béi vi khudn nhay cam & ngudi 16m va tré em t 6 thang twéi tré 1én bao gim
+ Nhiém khudn dirirng tiét niéu khong bién chiing gay bi Eschernchia coli va Proteus mirabills
+ \iém tai gilra gay b clia Haemophilus influenzae, Moraxella catarrhalis va Streptococcus pyogenes (higu qua digu trj dbi véri viém tai gitra gay boi
Streptococcus pyogenes dwgc nghién clu it hon 10 triréng hop)
« Viem hong va viém amidan gdy bdi Streptococcus pyogenes (Chi ¥: Penicillin 14 thuéc thwéng dirge Iya chon trong didu tr nhiém khuan gay boi
Streptococcus pyogenes. Cefixime thung higu qua trong loai bd triét dé& Streptococcus pyogenes ving vorn hong; tuy nhién khong co di liéu cng b
hiéu qué clia cefixime trong ngan ngira bién chirng sét thap khop)
- Dot kich phat clia viém phé quan man tinh gy béi Streptococcus pneumoniae va Haemophilus influenzae
+ Bénh lu khéng bién chirng (C6 tr cung/Miéu dao) gay bdi Neisseria gonorrhoeae (cdc chung sinh penicillinase va khang sinh penicillinase)
NEN DUNG THUGC NAY NHU THE NAO?
Lidu ding
Ngui lén: Ligu khuyén cao clia cefixime |4 400 mgingay, dung liéu uéing duy nhat hodc chia lam 2 Ian, cdch nhau 12 giér. Trong diéu tri bénh 14u 6 tk
cung/ nigu dao khéng bién chimg, mot liéu udng duy nhat 400 mg durgc khuyén co, Thubc cb thé ubng khéng phu thude théi diém cla ba an
Trong diéu tri nhidm khudn do Streptococcus pyogenes, théi gian didu tri véi cefiime t6i thiéu 14 10 ngay
Tré em tir 6 théng tudi: Lidu khuyén céo I3 8 mg/kg/ngay, dung lidu udng duy nhat hodc chia Iam 2 14n, 4 mg/kg mdi 12 giey

Lidu khuyén cdo & ddi trong tré em cé thé duoc xac dinh vi tng khodng cn nang theo Bang 1 dudi day @
Bang 1. Lidu khuyén cdo cia cefixime trén ddi twrong tré em theo cén ning -
Cén ning cua tré (kg) Liéu dungingiy (mg)

5-75" 50

7.6-10 80

10,1 - 12,5 100

12,6 -20,5 150

20,6 - 28 200

28,1-33 250

33,1 - 40 300

40,1 = 45 350

Tir trén 45,1 400

* Néng dé thudc trong hén dich phl hep véi tré em co khoang can nang nay [a 100 mg/5 ml hodc 200 mg/5 ml

Lidu ding d@6i voi tré em tir trén 45 kg hodc trén 12 tudi trong ty lidu khuyén cde & ngudi lém

Bidu tri viém tai gitta nén ding dang hén dich. Cc thir nghiém 1am sang v& diéu tri viém tai gitra cho thay néng d6 duge chdt treng méu khi st dung
dang hén dich cac hon so voi khi stk dung dang vién nén trén cing mit liéu dilng

V6i dbi twgng tré em khong nudt dugc ca vién, nén st dyng dang cbm pha hén dich

Bénh nhén suy than: D&i véi bénh nhan co do thanh thai creatinin tir 60 ml/phit tré 1&n, khéng cin digu chinh li¢u. Béi véi cac bénh nhan suy than, can
diéu chinh liéu ding theo Bang 2. Tham tach mau va thm phan phic mac déu khong loai dirgrc mét lvgng thude dang ké ra khii co the

Bang 2. Lidu ding trén déi twong bénh nhin suy than

B4 thanh thal Creatinin (ml/phut) Liéu ding/ngay (mg)
Tir trén 60 Lidu théng thwing
21 = 59* hoc thém tach mau 260
Tir dwdi 20 hodc thdm phan phic mac lién tuc 172

* Néing dd thuéc trong hén djch phi hop véi bénh nhan suy than 13 200 mg/5 ml hodc 500 ma/s ml

KHI NAO KHONG NEN DUNG THUOC NAY?

Khéng st dung thudc nay trén cac bénh nhan qua mn véi bat ky thanh phdn ndo cba thuée va bénh nhan di Ung vdi bat ky khang sinh betaJactam nao
khac

TAC DUNG KHONG MONG MUON

Théng tin tir cde thir nghiém lim sang

Tac dung khéng mong muén thuéng thay nhét trong cac thir nghiém tai My khi sl dyng dang vién nén 1a cac van dé trén tiéu hoa, véi 30% bénh nhan
treing thanh gap phai khi ap dung ché @6 mét liéu duy nhat hay chia 1am hai liéu mbi ngay. 5% bénh nhan trong cac thi nghiém tai My da ngimg didu
tri do cac tac dung khdng mong muén lién quan dén thude. Cac tac dung khéng mong mudn cy thé Ia: tiéu chay 16%, di ngoai phan léng hodic thudng
Xuyén 6%, dau bung 3%, bubn nén 7%, kho tigu 3%, ddy hoi 4%. Ty & gép céc tic dung khéng mong muén trén tiéu héa, bao gbm ca tiéu chay va di
ngoai phan Ing, & tré em str dung hén dich trong tw ty 1é gap & nguéi Ion st dung vién nén

Théng tin tir qua trinh Iwu hanh

Céc tac dyng khéng mong mudn sau dugrc béo céo sau khi sir dung cefixime. Ty |é g&p phai dudi 2%

Tiéu héa: Dau bung, kho tigu, ddy hoi, tiéu chay, budn nén va nén,

Hé mién dich, da va mé dwéi da: Cac phan Gng phan vé (bao gbm sbc va cd thé tlr vong), phat ban da, may déy, st do thube, ngira, ngira b phan
sinh duc, viém am dao,dau khdp, phil mach, phit mat. Héng ban da dang, hdi chirng Stevens-Johnson, hoai tr thugng bi nhiém déc (hdi chimg Lyell)
va phan Umg giéng bénh huyét thanh da duoc bdo céo

Gan: Viém gan, vang da

Nhiém khuan va ky sinh tring: Mat sb treéng hop viém dai trang gia mac da dugc phat hign trong céc thir nghiém lam sang. Cac trigu chirng khéi
phat cdia viém dai trang gia mac cé thé xuat hién trong hodic sau didu tri. Bénh nédm Candida

Than: Suy than cAp bao gbm viém éng than md k& 1a tinh trang bénh Iy co ban

Hé than kinh trung wong: Nhirc dau, chéng mét, co giat
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H6 hap, léng ngwe va trung that: Kho the

Hé mau va bach huyét: Gidm tidu ciu thoang qua, gidm bach cdu, gidm bach cAu trung tinh, kéo dai théi gian prothrombin, tang LDH, gidm toan thé
huyét ciu, giam bach cAu hat, va ting bach cau ai toan, ting tiéu cAu, thiéu mau tan mau

Bit thuromg xét nghiém: T4ng bilirubin mau, ting nhét thoi ure mau hodc creatinin, tng nhét théi SGPT, SGOT va phosphatase kiém

NEN TRANH DUNG NHIPNG THUOC HOAC THUFC PHAM Gi KHI BANG SUf DUNG THUGC NAY?

Carbamazepine

Ting ndng dd carbamazepine khi sir dung déng théri véi cefixime da duge bao cao. Binh lwgng thude co thé hd tro' phat hién sy thay ddi ndng db
carbamazepine trong huyét trong

Warfarin va cac thudc chéng déng

Tang théi gian prothrombin, c6 hodic khéng cb chay mau, da dwgc bdo cdo khi ding déing thi vdi cefixime

Xét nghiém

Phan (rng duwrong tinh gia vdi ceton nigu co thé xay ra khi xét nghiém str dung nitroprussid, nhing khong xay ra khi st dung nitroferricyanid

Vige st¥ dung cefixime co thé din dén phan (g duong tinh gia voi glucose trong nude tidu khi sir dyng Clinitest®**, dung dich Benedict hodc Fehling.
Cac xét nghiém glucose dya trén phan tng enzym glucose oxidase (nhu Clinistix® ** hodc TesTape® ™) duoc khuyén cao str dyng. Nghiém phap
Coombs trigc tiép dirong tinh gid 43 duoe bao cao khi digu tri véi cac cephalosporin khac. Do 6, can nhén ra nghigm phap Coombs duong tinh cé thé
1a do thudc

(**) Clinitest® va Clinistix® |a cac nhan higu d& dang ky béi Ames Division, Miles Laboratories Inc.; TesTape® la nhan higu da dang ky bé&i Eli Lilly and
Company

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC ?

Néu quén khong ding thubc, hay ding ngay khi nhé ra. Tuy nhién, néu 63 gn dén théi diém clia lidu ké tiép, hay bo qua ligu da quén. Khing ding liéu
cao gép déi dé b cho liéu da quén

BAO QUAN: Bao quan trong bao bi kin, nei kha, dudi 30 °C, trénh anh sang tnye tiép

NHYNG DAU HIEU VA TRIEU CHUPNG KHI DUNG THUGC QUA LIEU

Khi qui lidu cefixime cé thé cé triéu chirng co gidt. Céc tac dung khéng mong mubn trén mot s6 nha nhikng ngudi tinh nguyén khde manh khi Ugng lidu
duy nhét 2 g cefixime khang khac nhing bénh nhan dugre ditu tri & lidu khuyén cao

CAN PHAI LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CAO

Khi diing qua lidu khuyén cdo, lién h& ngay véi bac sT dé durgc tu van

THAN TRONG KHI DUNG THUGC

Tré em

An toan va hidu qua cia cefixime trén tré duéi 6 thang tudi chura duoc thiét 1ap

Ty 1& gép cdc tac dung khang mong muén trén tiéu hoa, bao gbm ca tiéu chay va di ngoai phan long, & tré em sir dyng hén dich twong ty ty 1€ gap &
ngudi Ién str dung vién nén

Nguwéi cao tubi

Céc nghién ctru 1Am sang khong bao gbm dd sé long déi twong tir trén 65 twbi dé xac dinh cd hay khang su khac bigt dap Ung gitra ngudi cao tudi va
cac dbi trong tré hom. Kinh nghiém Iam sang duwoc bao cdo khing xac dinh dugre c6 sy khac bigt dap ng gida cac bgnh nhan cao tudi va bénh nhan
tré. Mot nghién ciru dugc lye hoe & ngudi cao tudi da phat hién sir khac bigt vé céc thong sé duoc e hoc giiva hai nham doi tweng nay, tuy nhién,
nhing khac bigt nay nhé va khong cho thiy s can thiét phai diéu chinh liéu & ngudi cao tudi

Suy thin

Phai didu chinh liéu cefixime trén bénh nhan co suy than, cing nhw dang thdm phan phic mac lién tuc va thdm tach mau. Bénh nhan trong qua trinh
tham phan mau cin duoc theo dai can than khi sir dung cefixime

Phan trng qua min

Céc phan (ng phan vé (bao gdm séc va cé thé 1 vong) da durgc bao cao khi st dung cefixime

Truoc khi bat d4u didu trj véi cefixime, can xac dinh bénh nhan cd tién sir phan ng qua mn vai cephalosporin, penicillin hodc cac thudc khac hay
khong. Néu thubc ndy duoc ding cho nhing bénh nhan nhay cim vai peniciliin, can than trong vi si¥ qua mdn chéo gitra cac thue khang sinh
bet;;}aclam 43 duoc ghi nhan va co thé xay ra trén 10% bénh nhan co tién st dj (rng penicillin. Néu xay ra phan Umg di (rng voi cefixime, hdy nging
thu

Tiéu chay do Clostridium difficile

Tiéu chay do Clostridium difficile (CDAD) da dwoc béo céo véi hau hét céc khang sinh, bao gém ca cefixime, véi mirc dg nghiém trong tir tiéu chay nhe
dén viem dai trang gy t& vong, Viéc didu tr bing cac khang sinh lam thay déi hé vi khudn binh thuéng & dai trang, ddn dén phat trién sy qua mirc cla
C.difficile

C.difficile sinh dac th A va B, gop phan phat tridn CDAD. Céc ching sinh ddc 16 cao cla C.difficile lam gia tang bénh tat va i vong vi cac ching nay co
thé khang khang sinh va co thé can phau thuét cit bo két trang. CDAD phai duoc xem xét & 1t ea cac bénh nhan ca tiéu chay sau khi sl dung khang
sinh. Banh gia can than bénh st 13 can thiét béi CDAD di dugc bao cdo xay ra sau hon hai thang st dung khang sinh.

Néu nghi ngé hodc khang dinh méc CDAD, ngimg sir dyng khang sinh khang tac dung tryc tiép voi C.difficile. BU nudc va dién gidi, bb sung protein,
digu trj bing khang sinh c6 téc dung véi C.difficile, va danh gia phau thuét cAn dwge tién hanh theo chi dinh lam sang

Anh hwréng dén déng miu: Cac cephalosporin, bao gém ca cefixime, cé thé gay giam hoat tinh prothrombin. Nhém nguy co bao gdm bénh nhan suy
gan ho#c suy than, linh trang dinh dudng kém, bénh nhan st dung liéu trinh khang sinh kéo dai, va bénh nhan trrérc do da st dung 6n dinh lidu phap
chéng ddng mau. Théi gian prothrombin phai durge theo dai & nhirng bénh nhan co nguy cor va sir dyng vitamin K theo chi dinh

Phét trién vi khudn khing thubc: Ké don cefixime khi khdng c6 méi nghi ngér ré rang hodc nhigm khuan da dwgc chimg minh sé khong dem lai lgi ich
cho bénh nhan va 1am ting nguy co phat trién cac vi khuan khang thutc

Thin trong ti duee sie dung

Thuéc chiva lactose: Than trong khi si¥ dung & nhi¥ng nguéi khéng dung nap mét sé loai dwéng. Bénh nhan cé cac vin dé di truyén hiém gap nhu khong
dung nap galactose, thiéu hut lactase Lapp hodc kem hap thu glucose-galactose khéng nén ding thube nay

PHU NIF MANG THAI VA CHO CON BU

Phy n mang thai

Céc nghién ciu sinh san da dugc thyc hign trén chugt & ligu cao gap 40 1n so véi liéu ding & ngudi, két qua cho thdy khong cé bang ching cefixime
gay hai dén bao thai chudt. Tuy nhién, khéng cé cac nghién ciu durgc kiém soat tot va ddy di & phy nir cé thai, Vi cac nghién ciu sinh san trén déng
vt khéng lun di doan duoc dap (ng trén ngudi, chi st dung thudc nay trong thai ky khi that cén thiét

Phu ni cho con bu

Khéng biét cefixime cé bai tiét qua sira me hay khang. Can can nhéc tam théi dirng cho can bi khi diéu tr voi thudc nay

Phai luén ludn hol y kién béc sT hodc duwoc sT trwée khi ding bat ky thude gi trong thoi gian c6 thai hodc dang cho con bu

ANH HU'ONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khang co bdo cdo nao cho thdy cefixime ¢ &nh hudng dén kha nang lai xe va van hanh may moc. Tuy nhién, cac tac dyng khong mong mubn 4 dugc
béo cdo cia cefixime nhu nhire ddu, chéng mét cd thé anh hurdng dén kha nang lai xe va van hanh may moc

KHI NAO CAN THAM VAN BAC si, bugc si

- Gap phai bt et tac dung khéng mong mudn ndo khi st dyng thudc

- Phy ni¥ mang thai va cho con bd, tré em, ngudi cao tudi, suy than

Néu can thém thng tin xin héi y kién bac sT hodc dwgc s

TIEU CHUAN: Tiéu chudn co st

HAN DUNG: 42 thang ké tir ngay san xut

Ngay xem xét stka doi, cdp nht lai ni dung hweémg dan st dung:

San xuat

& 4 MERAPGrour

Céng Ty €3 Phén Tap Doan Merap

Ba Khe, Tan Tién, Van Giang, Hung Yén, Viét Nam
WWW.merapgroup.com
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Ax - Thudic ban theo don i Hudng dén sl dung thudic cho cén b y 18

CAC DAC DIEM DUQC LY

Nhom duge Iy tri ligu: Khang sinh cephalosparin thé hé 3, ma ATC: J01DD08

Dwere lre hoo

Co ché tic dung

Giéng nhr c4c cephalosporin khac, tac dung diét khudn cla cefixime la do (rc ché ting hop vach té bao. Cefixime dn dinh cao duéi sy hign dién cia nhigu
enzym beta-lactamase. Do d6, nhidu vi khuan khang penicillin va mot s6 cephalosporin nhér sy hién dién cia beta-lactamase ci thé nhay cam vai cefixime
Khéng thude

Sw khang thudc véi cefixime cia Haemophilus influenzae va Neisseria gonorrhoeae thuréng lign quan dén sy thay dbi cac protein gan véi penicillin (PBPs).
Cefixime cd thé 6 hoat ddng gici han déi véi ho vi khudn dwémng rudt sinh beta-lactamase phé rong (ESBLs). Cac loai Pseudomonas, Enterococeus, cdc
chiing lién cAu nhom D, Listeria monocytogenes, hau hét cac ching tu ciu (bao gdm céc chiing khdng methicillin), cc chiing Bacteroides fragilis, va hau hét
céc ching cla cac loai Enterobacter, Clostridium déu khang voi cefixime

Phé khang khuian

Cefixime da duec chira riing c6 hoat tinh déi véi hau hét cac chiing clia cac vi khuan sau trén ca in vitro va cdc nhigm khudn 1am sang

Vi khudn Gram dwong; Streptococcus pneumonia, Streptococcus pyogenes

Wi khudn Gram am: Escherichia coli, Haemophilus infiuenzae, Moraxella catarrhalis, Neisseria gonomhoeae, Proteus mirabilis

it nhét 90% cdc vi khudn dudi day co ndng dd e ché téi thidu (MIC) in vitro nhé hom hodc béng diém gdy nhay cam (susceptible breakpoint) clia cefixime
dél vé céc ching ciia chi hodc nhom sinh vat trong ty. Tuy nhién, hiéu qua cua cefixime trong diéu trj nhiém khudn 13m sang gay ra boi céc vi khudn nay
chira duoc thiét |ap béi cac thir nghiém 1am sang ddy du va dugc kiém sodt tot

Vi khudn Gram duwong: Streptococcus agalactiae

Vi khudn Gram am: Citrobacter amalonaticus, Citrobacter diversus, Haemophilus parainfluenzae, Kiebsiella oxytoca, Klebsiella pneumoniae, Pasteurella
multocida, Proteus vulgans, Serratia marcescens, cac loai Providencia, Salmonella, Shigella

Duwere déng hoc

Hép thu

ién nang 400 mg va vién nén 400 mg cefixime twong dwong sinh hoe khi uéng thudc trong tinh trang d6i. Néng dd dinh trong huyét trong dat 2 pghml (14
pa/ml) va dat 3,7 pg/ml (1,3-7.7 pg/m) sau khi udng mot lidu duy nhéat vién nén 200 va 400 mg khoang 2-6 gi. Khi uéng thudc trong tinh trang no, thc an
lam qiérg sy hap thu, biéu hién thong qua gidm 15% dién tich dwéi duirdng cong va 25% ndng d9 dinh trong huyét trong cla thude ~4
Phén b C
Khoang 65% cefixime trong mau gén vai protein huyét trong va sy gén két nay khang phy thude nong do

Chuyén hoa va thai trir

Khong co bing chimg vé sy chuyén hoa cefixime trong in vivo

Khodng 50% liéu hép thu cla thudc diroc théi trir qua nuére tidu dwoi dang khong doi trong 24 gitr. Trong céc nghién ciru trén dng vat, trén 10% ligu ding
cefixime cling dwec thai tnlr qua méat. Théi gian ban thai cda cefixime & nhimg ngudi khde manh khéng phu thudc vao dang bao ché va trung binh la tir 3
dén 4 gitr, nhirng co thé 1én dén 9 gitr & mot sb ngudi tinh nguyén binh thrang

Céc doi twong dic bigt

Nguréi cao tudi: Dién tich dwéi dwéng cong trung binh tai trang théi én dinh & bénh nhén cao tudi cao hon khodng 40% so véi nguedi tredng thanh. Céc thong
sé duoc dong hoc gitra 12 d6i trong 1ré tudi va 12 @4i tweng cao tudi cling ding ligu cefixime 400 mg/ngay trong 5 ngéy ¢6 sy khac biét cb y nghia théng
ké. Tuy nhién, s chénh I&ch nay khdng dang ké trén 1am sang

Suy than: O nhitng bénh nhan co suy gidm chivc néng than trung binh (d6 thanh thai creatinin 20-40 mi/phut), théi gian ban thai trung binh cla cefixime kéo
dal I&n 11 6.4 gier, Khi suy than nang (a6 thanh thai creatinin 5-20 mliphit), thdi gian bén thai trung binh tang dén 11,5 gitr. Tham téch mau va thdm phan
phtic mac déu khéng loai dwgc mét legng thude dang ké ra khoi mau. Tuy nhién, mt nghién ciru chi ra réng vei liéu 400 mg, cac théng sb dugc dong hoc
<4 blénh nhan dang thdm tach mau twong tw nhw & ngui cé dé thanh thai creatinin tir 21 dén 60 mlfphat

CHI BINH

Cefixime duoc chi dinh didu trj cic nhigm khudn gay béi vi khuan nhay cam & ngudi Iém va tré em tir 6 thang tudi tré 1én bao gbm

+ Nhidm khuan dwérng tiét nigu khéng bién chirng gay béi Escherichia coli va Proteus mirabills

« \iém tai gitra gay béi clia Haemophilus influenzae, Moraxella catarrhalis va Streptococcus pyogenes (higu qua diéu tri ddi voi viém tai gilra géy boi
Streptococcus pyogenes dwgc nghién ciu it hon 10 trréng hep)

- Viém hong va viém amidan gdy béi Strepfococcus pyogenes (Cht y: Penicillin 1a thuéc thueng dwrgc lra chon trong digu ti nhiém khuén gay béi
Streptococcus pyogenes. Cefixime thuéng higu qua trong loai bo triét dé Streptococcus pyogenes viing vom hong; tuy nhién khdng cé di ligu cong b higu
qua ciia cefixime trong ngan naira bién ching sét thap khép)

- Bt kich phét ciia viém phé quan man tinh g8y béi Streptococcus pneumoniae va Haemophilus influenzae

« Bénh lau khdng bién ching (CA tr cung/Niéu dao) gdy bdi Neisseria gonorrhoeae (cac chiing sinh penicillinase va khong sinh penicillinase)

LIEU DUNG VA CACH DUNG

Liéu ding

Ngui Ién: Ligu khuyén cao cia cefixime 1a 400 mg/ngay, ding lidqu uéng duy nhat hodc chia lam 2 14n, cach nhau 12 gi. Trong diéu trj bénh lau cb tir cung/
niéu dao khéng bién chirng, mét liéu ubng duy nhgt 400 mg dwge khuyén cdo. Thude cé thé udng khdng phy thudc thei diém cla bira dn.

Trong diéu tri nhiém khudn do Streptococcus pyogenes, thoi gian didu tr véi cefixime toi thiéu Ia 10 ngay

Tré em tir 6 théng tudi: Lidu khuyén cdo 12 8 mg/kg/ngay, ding liéu ubng duy nhat hodc chia lam 2 1&n, 4 mgikg méi 12 gidr

Lidu khuyén cao & déi tirgng tré em co thé duge xdc dinh véi ting khodng can nang theo Bang 1 duoi day

Bang 1. Lidu khuyén cdo cua cefixime trén déi twong tré em theo cdn ning

Can nang cua tré (kg) Ligu dingingay (mg)
5-75" 50
7,6=10 80

10,1 -12,5 100
12,6 - 20,5 150
20,6 - 28 200
28,1-33 250
33,1 - 40 300
40,1 - 45 350
Tir trén 45,1 400

* Néng a4 thudc trong hén dich phis hep véi tré em co khoang can néng nay la 100 mg/5 ml hodc 200 mg/5 ml

Lidu ding déi véi ré em tir trén 45 kg hodc trén 12 tudi twong ty lidu khuyén cao & ngudi lon

iéu trj viém tai gira nén ding dang hdn dich. Cac thir nghiém Iam sang vé didu tr viém tai gitra cho thdy néng d6 duoc chét trong mau khi stv dyng dang
hdn dich cao hon so v khi st dung dang vién nén trén cing mét lidu ding,

Bénh nhan suy than: D61 véi bénh nhan c6 d9 thanh thai creatinin tir 80 mi/phut trd Ién, khéng cén diéu chinh lidu, D6 véi cac bénh nhén suy than, can diéu
chinh lidu diing theo Bang 2. Tham tach mdu va tham phan phiic mac déu khong loai duge mét lweng thude dang ké ra khoi mau

Bang 2. Liéu ding trén déi trong bénh nhén suy thian

Bé thanh thai Creatinin (ml/phat) Lidu ding/ngay (mg)
Tir trén 60 Lidu théng thuéng
21 — 58* hodc tham tach mau 260
Tir dwdi 20 hodc thadm phan phic mac lign tyc 172

* Néng da thudc trong hén dich phi) hop véi bénh nhan suy than la 200 mg/5 ml hodc 500 mg/5 ml
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CHONG CHi BINH

Khang st dung thudc ndy trén cac bénh nhan qua man vai bét ky thanh phan ndo cua thubc va bénh nhan di (ng véi bét ky khang sinh beta-lactam nao khac
THAN TRONG KHI DUNG THUOC

Tré em

An toan va hiéu qua cila cefixime trén tré dudi 6 thang tudi chua duoc thiét 1ap

Ty 1& gép céc téc dung khdng mong mudn trén tigu hoa, bao gbm cé tiéu chay va di ngodi phan léng, & tré em s dung hén dich twong ty ty I8 g3p & ngudi
Ién sir dung vién nén

Nguwéi cao tudi

Cac nghién ciu 14m sang khong bao gdm du s6 lweng dbi twong tir trén 65 tudi dé xac dinh co hay khong sw khac biét dap (g gitra nguéri cao tudi va céc
déi trgng tré hon. Kinh nghiém 18m sang dugc bao cdo khong xac dinh duec co sy khac biet dap Gng gita c4c bénh nhan cao tdi va bénh nhan tré. Mt
nghién ctu dwor e hoc & ngudi cao tudi da phat hién sy khdc bigt vé cac théng sé dugc lwc hoc gilra hai nhém déi twong nay, tuy nhién, nhirng khac bist
nay nhd va khong cho thay sy cn thiét phai didu chinh liéu & ngudi cao tudi

Suy than

Phai digu chinh lidu cefixime trén bénh nhan co suy than, cing nhwr dang th&m phan phic mac lién tuc va thém tach mdau. Bénh nhén trong qua trinh tham
phé&n mau can dwgc theo déi cdn than khi st dung cefixime

Phan trng qua mén

Cac phan (¢ng phan vé (bao gdm soc va co thé tir vong) di duge bdo cdo khi st dung cefixime

Truére khi bat d4u didu trj véi cefiime, cAn xac dinh bénh nhan co tign st phan Gng qua mén voi cephalosporin, penicillin hodc cac thude khac hay khong.
Néu thubc ny duoce ding cho nhimg bénh nhan nhay cam voi penicillin, cn than trong vi sir qué man chéo gitra cac thube khang sinh beta-lactam da dugc
ghi nhan va co thé xay ra trén 10% bénh nhan co tién stz dj tng penicillin. Néu xay ra phan tng dj tng véi cefixime, hay ngung thubc

Tiéu chay do Clostridium difficile

Tiéu chay do Clostridium difficile (CDAD) da durere bao cao vai hdu hét cac khang sinh, bao gbm c4 cefixime, véi mirc dd nghiém trong tir tiéu chay nhe dén
viém dai trang gay t vong. Viéc didu trj bAng cac khang sinh lam thay dbi hé vi khuan binh thuong & dai trang, din dén phat trién su qua muc cla C.difficile
C.difficile sinh doc td A va B, gop ph&n phat trién CDAD. Céc ching sinh ddc td cao cia C.difficile Iam gia tang bénh tat va tr vong vi cac chang nay co thé
khang khang sinh va co thé cAn phiu thuat ct bo két trang. CDAD phai durge xem xet & tat cé cac bgnh nhén c6 tieu chay sau khi st dyng khang sinh. Banh
gia can than bénh st 13 can thiét béi CDAD da dugc bao céo xay ra sau hon hai thang sir dung khang sinh.

Néu nghi ngé hodc khing dinh mac CDAD, ngirng stk dung khang sinh khdng tac dyng trye tibp véi C.difficile. Bu nwérc va dién giai, bd sung protein, diéu tr
bang khang sinh c6 tac dyng véi C.difficile, va dénh gia phau thuat cin dugc tién hanh theo chi dinh lam sang

Anh hwéng dén déng mau: Cac cephalosporin, bao gom ca cefixime, co thé gy giam hoat tinh prothrombin. Nhém nguy co bao gbm bénh nhan suy gan
hodc suy than, tinh trang dinh dudmng kém, bénh nhan st dung liéu trinh khang sinh kéo dai, va bénh nhan trvée do da sir dung 6n dinh ligu phap chéng dang
méu, Thii gian prothrombin phai dwgc theo dai & nhirng bénh nhan cé nguy co va sir dung vitamin K theo chi dinh

Phat trién vi khuén khang thuée: Ké don cefixime khi khong cé méi nghi ngé rd rang hodc nhiém khuén d3 dwgc chirng minh s& khéng dem lai loi ich cho
bénh nhan va lam tang nguy co phat trién cc vi khudn khang thubc

Thén trong ta dwere sir dung

Thube chira lactose: Than trong khi str dung & nhirng nguei khang dung nap mdt sé loai dweng. Bénh nhan c6 cac van dé di truyén hiém gap nhur khong
dung nap galactose, thiéu hut lactase Lapp hodic kém hdp thu glucose-galactose khang nén ding thudc nay

PHY NU' MANG THAI VA CHO CON BU

Phu nir mang thai )
Céc nghién ctru sinh sdn d8 duoc thirc hién trén chudt & lidu cao gAp 40 1an so véi lidu ding & ngudi, két qua cha thdy khong co bng chirng cefixime gay
hai dén baa thal chuét. Tuy nhién, khang co cac nghign clru duoc kiém soat tt va ddy dd & phy nr co thai. Vi cac nghién ciru sinh san trén dang vatkhaong

luén di dodn dwoc dap g trén nguai, chi str dung thube ny trong thai ky khi that can thiét N
Phu nir cho con bd
Khong biét cefixime cé bai tiét qua sira me hay khang. Cén can nhéc tam thei dimg cho con bu khi didu tri voi thude nay C

Phai luén luén héi y kién bac sT hodc duwpc sT trude khi ding bat ky thuée gi trong théi gian cd thai hodc dang cho con bu

ANH HIPONG KHA NANG LAI XE VA VAN HANH MAY MOC

Khéng cé bao cdo ndo cho thdy cefixime c6 nh huéng dén kha nang I&i xe va van hanh mdy méc. Tuy nhién, cac tac dung khong mang muén da dugc bao
céo cua cefixime nhir nhirc ddu, chong mat co thé anh hudng dén kha nang Iai xe va van hanh may moc

TUONG TAC THUOC

Carbamazepine

Tang nbng 86 carbamazepine khi sir dung dng thor véi cefixime 4 duoe bao cdo. Dinh lwong thube cé thé hd tro' phat hién st thay déi ndng 6 carbamaz-
epine trong huyét twong

Warfarin va cac thuéc chéng déng

Tang thivi gian prothrombin, cd hodc khong co chdy mau, da dwoc bdo cdo khi ding ddng thei voi cefixime

Xét nghiém

Phan (kng duong tinh gid véi ceton nigu co thé xdy ra khi xét nghiém st dung nitroprussid, nhung khong xay ra khi st dung nitroferricyanid

Viéc st dung cefixime cé thé din dén phan (g dwrong tinh gia voi glucose trong nudc tiu khi str dyng Clinitest®**, dung dich Benedict hodc Fehling. Cac
xét nghiém glucose dia trén phén (g enzym glucose oxidase (nhu Clinistix® ** hodc TesTape® **) dugc khuyén cdo sir dyng. Nghigm phap Coombs trgc
tibp dwong tinh gia @3 dwgc bao cdo khi dibu tri véi cc cephalosporin khac. Do dd, cn nhan ra nghigm phép Coombs dwong tinh c6 thé la do thudc

(**) Clinitest® va Clinistix® Ia cdc nhan hi¢u da dang ky boi Ames Division, Miles Laboratories Inc.; TesTape® |& nhan hiéu da déng ky bai Eli Lilly and
Company

TAC DUNG KHONG MONG MUON

Thoéng tin tir cac thi nghigm lam sing

Téc dung khang mong mubn thuéng thdy nht trong cac ther nghiém tai My khi sir dung dang vién nén 1 cac van dé trén tigu hoa, voi 30% bénh nhan tvéng
thanh gap phai khi 4p dung ché do mot lidu duy nhat hay chia lam hai liéu moi ngay. 5% bgnh nhan trong cdc thi nghiém tai My da ngimg didu tri do cactac
dung khéng mong muén lién quan dén thudc. Cac tac dung khdng mong mubn cy thé 13: iéu chay 16%, di ngoai phan Iéng hodc thuong xuyén 6%, dau bung
3%, budn ndn 7%, kho tiéu 3%, ddy hoi 4%. Ty 1& gdp cdc tc dung khdng meng mudn trén tigu hda, bao gdm ca tiéu chay va di ngoai phan léng, & tré em
str dyng hén dich twong ty ty 18 gap & nguéi lon st dung vién nén

Thong tin tlr qua trinh lwu hanh |
Cac tac dyng khéng mong mufin sau duge bdo cdo sau khi st dung cefixime, Ty 1& gép phai duwdi 2%

Tiéu héa: Dau bung, khd tiéu, ddy hoi, tidu chdy, bubn nén va nén.

Hé mién djch, da va m6 duwdi da: Cac phan ng phan vé (bao gbm séc vé cé thé ti vong), phat ban da, may day, st do thudc, ngira, ngika bd phan sinh
duc, viem &m dao,dau khép, phit mach, phit mat, Hong ban da dang, hdi chirmg Stevens-Johnson, hoai tte thugng bi nhiém déc (héi chirng Lyell) va phan
(ng gidng bénh huyét thanh da dwoc bao cdo

Gan: \iém gan, vang da -
Nhiém khudn va ky sinh tring: Mgt s6 treémg hep viém dal trang gid mac da dugc phét hign trong cac thir nghiém lam sang. Cac triéu chirng khot phat Y
clia viém dai trang gi4 mac co thé xudt hién trong hodc sau didu trj. Bénh ndm Candida
Than: Suy than cap bao gbm viém éng than md ke 14 tinh trang bénh ly co ban L
Hé than kinh trung wong: Nhirc ddu, chong mat, co giat |
Hé hip, Iéng ngue va trung thit: Kho thé

Hé mau va bach huyét: Giam tiéu cAu thoang qua, giam bach cAu, gidm bach ciu trung tinh, kéo dai thi gian prothrombin, tang LDH. giam toan thé huyét
cAu, gidm bach chu hat, va tang bach cAu &i toan, téng tiéu cAu, thiéu mau tan mau

BAt thuromg xét nghiém: Tang bilirubin méu, 1&ng nhat theri ure mau hofc creatinin, tang nhét théd SGPT, SGOT va phosphatase kigm

QUA LIEU VA XU TRI

Triu chirng qua lidu

Khi qua liu cefixime c6 thé cé triéu chimg co gidt. Cac tac dung khong mong muén trén mét sb nhé nhirmg nguéi tinh nguyén khoe manh khi uéng lidu duy
nhét 2 g cefixime khang khac nhirng bénh nhén duge didu tr & liéu khuyén cao

X tri qua lidu

Do khéng co thude didu i d3c higu nén chi yéu didu tr tiéu ching. Ngirng thube ngay va x tri nhi sau: rira da day, c6 thé dung thuéc chéng co giat néu
c6 chi dinh ldm sang. Do cefixime khang dwgrc loai ra khéi tudn hoan mat lvgng dang ké béng thdm tach mau hodc thdm phan phiic mac nén khéng thue hién
cac bién phap nay g —
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