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Thani utrgn, I
M3i 5 ml hMEﬂéaﬁ i pha chira:
Thanh phdn hoat chat:
Cefixime trihydrate rong dwong cefixime ............. 100 mg
Théanh phdn td diege: xanthan gum, hypromellose, sodium benzoate, sodium laurylsulfate, aspartame, tutti-fruitti
essence, orange essernce, sucrose.
Dang bao ché: Bét pha hdn dich udng.
M3 ta: Bot ddng nhdt, tring hodc gén nhu tring.
Chi djnh:
Didu tri nhidm tring gdy ra béi vi khudn nhay cam sau diy:

- Dot cdp cua viém phé quan man tinh.

- Viém phdi mic phai cong ddng,

- Nhiém trung dudng tiét nidu dudi.

- Viém thn - bé than.
Diéu trj viém tai gitra, viém xoang, viém hong.
Nén han ché sir dung cefixime trong trudong hop da biét trude vi khudn giy bénh hodc nghi ngdr dé khéng véi céc
khéng sinh théng dung hogc khi viéc thit bai diéu tri c6 thé mang lai nguy co dang ké.
Can xem xét cac huéng ddn didu trj chinh thirc dé biét cach sir dung khang sinh hop 1.
Liéu dung v cdch ding:
Lidu dung:
Ngwai lon vi tré em frén 10 tubi (cin ndng trén 50 kg)
Lidu khuyén céo 14 200 - 400 mg/ngay dia vdo mirc 46 nghiém trong ctia tinh trang nhiém tring, udng 1 lin hogc
chia thanh 2 lén.
Ngwdi lén tudi
Ngudi 16n tudi nén sir dung lidu twong tyr liéu khuyén céo nhur ngui 16n. Cln theo doi chire néng thin va diéu chinh
lidu d6i véi bénh nhén suy than ning.
Tré em duwdi 10 tudi (can ndng dwedi 50 kg) - Hon dich ubng
Liéu khuyén ¢do cho tré em 12 8 mg/ke/ngay udng 1 lan hodc chia thanh 2 lan. Khuyén nghi liéu héng ngay su dung
trén tré em theo ham lugng va thé tich nhu sau:

Can néng [kg)fI‘uﬁi

Liéu hiing ngay (mg)

Liéu hiing ngay (ml)

6 thang dén 1 tudi 75 mg 3,75 ml
Tré em tir | - 4 tudi 100 mg 5ml
Tré em tir 5 - 10 tudi 200 mg 10 ml

Tré em c6 cAn nang trén 50 kg hodc trén 10 tudi nén dugce diéu trj nhu liéu ca ngudi Ién (200 - 400 mg/ngay), dua
vio mitc 4 nghiém trong cua tinh trang nhiém tring.

Tré em dwdi 6 thing tudi

An todn va hidu qua cuia cefixime chua dugc thiét 1ap trén tré em dudi 6 thing tudi.

Suy thin

Cefixime ¢6 thé duoc str dyng trén bénh nhén suy gidm chirc niing thgn. B¢nh nhan cé d¢ thanh thai creatinine (CrCl)
> 20 ml/phit dung liéu binh thirdmg. & nhimg bénh nhin ¢6 CrCl < 20 ml/phiit, khuyén céio khéng sir dung vurgt qua
mitc lidu 200 mg | 1n/ngay. Lidu va ché dd diéu tri trén nhimg bénh nhin duy tri thim phan ngoai tri hogc thim
phan méau nén tuin theo khuyén céo tuong tu trén bénh nhan c6 CrCl < 20 mU/phit.
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é‘?&@ﬂﬁd’a ig ¢O siin trong hdp thudc dé chia lidu, mudng dong dugc khic vach tir 1,25 ml dén 5 ml.

Lﬁc kji hén dich truée khi ding.
Thoi gian diéu tri
Thoi gian diéu tri théng thuomg 1a 7 ngdy. Trong truomg hop nhiém tring néing, thoi gian diéu tri c6 thé kéo dai dén
14 ngay.
Dudng ding:
Uéug,
Chéng chi djnh:
Chdng chi dinh trén bénh nhén c6 tién st qua mén vdi cefixime hodc cdc khang sinh khac thude nhém cephalosporin
hofic bét ky ta dugc ndo ciia thude.
Chéng chi dinh véi bénh nhin ¢6 tién sir qua min, dang bi qué min va/hodc ¢6 qua man nghiém trong véi penicillin
hofic bt ky khang sinh beta-lactam va tré sinh non hodc tré méi sinh (0 - 27 ngay).
Cinh béo va thiin trong khi ding thube:
Bénh ndo
Nhom beta-lactam bao gom cefixime ¢6 thé khién bénh nhin c6 nguy co mic bénh ndo (c6 thé bao gdm co giat, Ii
1&n, suy gidm ¥ thirc, réi loan van ddng), diic biét trong trudmg hop qué liéu hoic suy thin.
Phdn tmg co hgi nghiém trong o da
Céc phdn g c6 hai nghiém trong & da nhur hoai fir thugng bi nhiém déc, hoi chirng Stevens-Johnson va hi chimg
phét ban do thudc véi tang bach ciu i toan va nhiéu triéu ching toan thin (DRESS) di dugc bao cdo & mdt s6 bénh
nhin ding cefixime. Khi xdy ra cdc phén tmg nghiém trong trén da, ngiing sir dung cefixime va nén ap dung ligu
phéap va’hoic bién phap thich hop.
Sir dung cefixime thin trong & nhitng bénh nhén da c6 qua mén véi cac thude khéc.
Qué mdin véi cde penicillin
Ciing nhu c4c cephalosporin khéc, cefixime nén than trong v6i cic bénh nhin ¢ tién sit man cAm véi penicillin, vi
co mét s6 bang chirng vé di img chéo mdt phin gitta cic penicillin va céc cephalosporin.
Bénh nhén da c6 phan tmg phy nghiém trong (bao gdm séc phan vé) voi ci hai nhém thude. Néu cb cc phan (g di
(g xdy ra voi cefixime, nén ngimg thude va bénh nhéin nén duoc diéu tri bing céc thude thich hop néu cin thiét.
Thiéu méu tan huyét
Thiéu mau tan huyét do thudc bao gdm céc truong hop nghiém trong gy tir vong, d dugc mé ta cho nhém
cephalosporin. Sur tai phét ciia bénh thidu méau tan huyét sau khi ding lai nhém cephalosporin & bénh nhén c6 tién sir
véi cephalosporin (bao gdm c4 cefixime). Thiéu mau tan huyét bam sinh ciing da duoc béo céo.
Suy than cdp
Ciing nhu céc cephalosporin khéc, cefixime co thé gy suy than cip bao gdm viém éng thin mé k& nhu mét tinh trang
bénh ly tiém An. Khi suy thin cfip xdy ra, ngimg sir dung cefixime va 4p dung liéu phap va/holic bién phép thich hop.
Suy then
Cefixime nén duge sir dung than trong & nhitng bénh nhan cé chirc nang thén bi suy giam rd rét.
Stedung cho 1ré em
Tinh an toan clia cefixime & tré sinh non hoic tré so sinh chua duge thiét ldp.
Piéu tri biing khang sinh phd rong 1am thay ddi hé vi sinh vt & dai trang va co thé khién phat trién qua mirc cac vi
khuin khang thuc. Cac nghién ciru chi ra ring mt s& ddc t6 sinh ra boi Clostridium difficile 1a nguyén nhan chinh
gdy ra tiéu chdy lién quan dén khang sinh.
Viém dai trang gid mac co lién quan dén vige sit dung khang sinh phd réng (bao gdm macrolide, céc penicilline ban
tong hop, lincosamide va cephalosporin), do d6, diéu quan trong 1a xem xét chén doan & nhing bénh nhan bj tiéu
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chay ¢6 lién quan dén viée sir dung khéng sinh. Céc triéu chimg ctia viém dai trang gia mac c6 thé xdy ra trong hogc
sau khi diéu tri bing khéng sinh.

viém dai trang khong cai thién sau khi ngung thudc, hodc néu céc triéu chimg nghiém
1 Wuomg udng cho bénh viém dai trang gia mac lién quan dén khang sinh do C. difficile
nhén khéc ctiia bénh viém dai trang.

i pha chita 1,248 mg sucrose. Ham lugng nhu vy can duge cin nhic déi voi bénh nhan
méc d4i thao dudng. Bénh nhin bi rbi loan di truyén hiém gip nhu khong dung nap fructose, kém hép thu glucose-
galactose hofic thiéu hut enzym sucrase-isomaltase khong nén dimg thude nay.

Aspartame

M&i $ ml dung dich sau khi pha chira 2,5 mg aspartame. Aspartame ¢6 ngudn goc tir phenylalanine, ¢6 thé gay hai
dbi v6i bénh nhan phenylketon niéu, mot rdi loan di truyén hiém gap giy ra tang néng d¢ phenylalanine do co thé
khéng thé thai trir chdt nay.

Sodium benzoate

' M3i 5 ml dung dich sau khi pha chira 5 mg sodium benzoate. Sodium benzoate c6 thé lam tdng nguy co vang da,

( ving mét & ré so sinh (4 tudn tudi tré xudng).

Sir dyng thude cho phy nir ¢6 thai va cho con bi:

Sir dung thudc cho phy nit ¢é thai

Chua ¢6 cdc dit lidu ldm sang c6 sin vé phoi nhiém cefixime trén phy nir ¢6 thai. Cdc nghién ciru trén dong vit khong

cho thdy téc ddng gy hai truc tiép hodc gidn tiép 1én thoi ki mang thai, sy phét trién phéi thai/bdo thai, giai doan

sinh hodc sau khi sinh.

Cén thin trong khi ké don cefixime & phu nir ¢6 thai. Khong nén sir dung cefixime ¢ phy nir ¢6 thai trir truéng hop

thye sy cén thiét duge dédnh gid bai béc si.

Sir dung thudce cho phy nit cho con bii

Chura 16 1a cefixime c6 bai tiét qua sita me & ngudi hay khong, trong khi d6, cac nghién ctru tién [dm sang cho thiy

sir bai tiét cta cefixime qua sita & dng vat. Quyét dinh tiép tuc/ngimg cho con b hodc quyét dinh tiép tuc/nglmg

diéu trj bang cefixime nén dugc cin nhéc dya vao lgi ich ctia viéc cho con bai va lgi ich cia viée str dung cefixime
trén phy nit cho con bii. Tuy nhién, dya trén kinh nghiém c6 san trén lam sing, cefixime khéng nén duge ké don cho
phu nit cho con bi.

Anh hwing dén ki ning sinh sin

Céc nghién ctu trén dong vat khong cho thdy bét ky téc dong gdy hai lién quan dén kha nang sinh san, tuy nhién,

chua ¢6 siin cde dir liéu ldm sang.

Anh huéng dén kha niing Iai xe va vin hanh may mée:

Trong trudong hop ¢6 téc dung phu nhu bénh nio (¢6 thé bao gdm co gidt, 1 1in, suy giam ¥ thie, i loan vin déng),

bénh nhan khong nén vén hanh mdy mdéc hofc lai xe.

Tworng tdc ciia thude:

Thude chong dong mau:

Tuong ty cac cephalosporin khéc, sy gia tang thi gian prothrombin dd duge ghi nhin & mét vai bgnh nhan. Do dé,

cdn than trong o nhimg bénh nhén dang diéu trj vi thude chéng déng mau.

Cefixime nén dugc ding thén trong cho bénh nhdn dang ding thube chﬁng déng mau nhém coumarin, vi du kali

warfarin. Vi cefixime ¢6 thé ting tac dung ciia thude chéng déng mau, kéo dai thoi gian prothrombin cé thé ¢6 hodic

khéng cé chay mdu.

Cadc logi teong tac khdc:

Phan tmg duong tinh gia voi glucose trong nudce tidu 6 thé xay ra v6i thude thir Benedict hoic Fehling hoic dong

sunfat, nhung khong phai dya trén phan tmg glucose oxidase.

Thudc ¢6 thé cho két qua duong tinh gia véi xét nghiém Coombs tryc tiép.

Téc dyng khéng mong mudn:

Cefixime thuémg dung nap tét. Céc tic dung khéng mong mudn thudmg nhg va ty gidi han.
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R&i logn méu va hé bach huyet: Bach cdu 4i toan
) Hoi ching tang bach ciu 4i toan ty phat
/’-_;'\J-}an., Mat bach ciu hat
Giam bach cau

Giam bach cdu trung tinh

Giam bach cau hat

Thiéu mau tan huyét

Giam tiéu cau

Tang tiéu cau

R&i [oa}.n tleu héa:

Pau bung

Tiéu chiy*

Kho tiéu

Budn nén

Non

Pay hoi

R&i loan gan mat:

Vang da

Nhiém tring va nhiém ddc:

Viém dai trang gia mac

l' Khao sat:

Tang AST

Tang ALT

Téng bilirubin huyét

Tang uré huyét

Tang creatine huyét

R&i loan hé than kinh:

Chong mat

Pau ddu

Cic trudmg hop co gidt da duge bdo cdo vdi cdc cephalosporin bao gém ca
cefixime (chua rd tan sut)**

Céc beta-lactam, bao gém cefixime, khién bénh nhédn c6 nguy co mic bénh
ndo (c6 thé bao gdm co gidt, nhdm Idn, suy giam ¥ thirc, rdi loan vén dong),
dac biét trong tredng hop qué lidu hogc suy thin (chua ro tan sudt)**

R6i loan hé hap, 16ng ngyc va trung that:

Khé the

Réi loan than va tiét nidu:

Suy than cap tinh bao gdm viém ong than md k& nhu mot tinh trang bénh 1y
co ban

Réi loan hé théng mién dich, roi loan da va
( md dudi da:

Phan tmg phén vé

Phén (mg gidng bénh huyét thanh

Hoi chimg phat ban do thuéc véi tang bach cdu 4i toan va nhiéu trigu chimg
toan thdn

Ngia

Phat ban

Bénh sét

DPau khép

Hong ban da dang

Hdi chimg Stevens-Johnson

Hoai ttr thugng bi nhiém dgc

Phit mach

Mé day

Sot

Phit mat

Ngira bd phédn sinh dyc

Viém dm dao

Céc tac dung khéng mong mubn duge liét ké & trén di duge quan sat trong céc nghién ciu lam sang va/hojc trong

qud trinh luu hanh trén thi trizdmg.
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":"ﬁﬁﬁﬁhé Wis c}g h gm dam trén dit ligu hign co.
é QJ !énﬂ.uisj 4
Qﬂ}i lieu; ‘\‘
(26 n*gqu" ¥ méc bénh ndo trong céc trudng hop st dung cée khing sinh beta-lactam, bao gdm ca cefixime, dic biét
trong 1g truomg hop qud liéu hogc suy than.
O ngudi binh thuémg, phan img c6 hai & lieu t6i da 2g cefixime khong khic biét so véi lidu khuyén céo.
Cdch xa tri:
Cefixime khéng loai bo duge bing thim phan nén khong tién hanh lgc mau duge.
Khéng c6 thude giai doc dic hiu. Khuyén cdo sir dung cdc bién phap hé trg chung.
Dic tinh dwgce lye hoe:
Nhém duge ly: Khang sinh cephalosporin thé hé 3.
Mid ATC: JO1DDO08
Co ché tde dung:
Cefixime la mot khang sinh cephalosporin thé hé 3, duge dung theo dudmg udng, cé tic dung diét khudn chong lai
nhiéu vi khuan Gram dwong va Gram am.
Gibng nhu cdc khéng sinh khéc thuge nhém cephalosporin, cefixime gdy ra tic dong khang khudn bing cdch gin va
irc ché tac dong cia cdc penicillin-binding protein lién quan dén syr tdng hop thanh té bao vi khudn, din dén tic dong
ly giai va diét té bao vi khudn.
Hiéu qua 14m sang da duge chimg minh trén céc nhiém khudn gy ra béi cc logi vi khudn Streptococcus pneumonias,
Streptococcus pyogenes, Escherichia coli, Proteus mirabilis, loai Kiebsiella, Haemophilus influenzae (tiét hodc
khéng tiét beta-lactamase), Brahamella catarrhalis (tiét hoic khong tiét beta-lactamase) va loai vi khudn
Enterobacter. Cefixime bén vimg déi vdi ca vi khudn tiét hoic khong tiét beta-lactamase.
Hau hét cac ching Enterococci (Streptococeus faecalis, Streptococei nhém D) va Staphylococei (bao gbm ca cdc
chiing tiét hogc khéng tiét coagulase va céc ching khang meticillin) déu khéng cefixime. Ngodi ra, hiu hét cic chiing
Pseudomonas, Bacteroides Fragilis, Listeria monocytogenes va Clostridia déu khéng cefixime.
Cor ché dé khang:
S dé khang cefixime c6 thé duge gdy ra béi mét hogc nhiéu co ché nhur sau:

- Thiy phén béi céc enzyme beta-lactamase pho rgng va/hodc béi cdc AmpC beta-lactamase c6 thé duge cam

{mg hodc giai phéng bdi cdc ching vi khudn gram 4m hiéu khi nhét dinh.
- Giam i luc voi céc penicillin-binding protein.
- Giam tinh thim w6t cia mang ngoai trén mot sé vi khudn gram 4m, 1am han ché kha nang gén két cia
cefixime lén cdc penicillin-binding protein.

- Thong qua cdc bom ddy thudc ra ngoai.
C6 thé ¢6 nhidu hon mét co ché dé khéng ciing ton tai trén mét té bio vi khudn don 1&. Tiy thudc vao co ché dé khang
thude, vi khuin c6 thé gay ra dé khang chéo voi mdt vai hogic tit ca cac khéng sinh beta-lactam vi/hogic cac thudc
khang sinh thugc nhém duge ly khéc.
Pic tinh duge dijng hge:
Hip thu:
Sinh khé dung dudmg udng tuyét ddi cia cefixime trong khoang 22 - 54%. Thude khéng bi anh hudng béi thire an,
do d6, ¢6 thé st dung ciing hodic khéng cling véi thirc n.
Phiin bb:
Su gén két protein huyét thanh duge dic trung cho huyét thanh ngudi va dong vat; phan 16n cefixime lién két vai
albumin, ty 1¢ albumin ti do con lai khoang 30%. Su gén két protein cta albumin trong huyét thanh ngudi chi phy
thudc ndng dj & mirc ndng dd rit cao khdng sir dung trén l4m sing.
Tir cac nghién ciru in vitro, ndng dd cefixime trong huyét thanh hofic nuéc tiéu tir | mg/L trd 1én 1a da dé chong lai
céc mam bénh phd bién. Théng thudmg, ndng do dinh cefixime trong huyét thanh theo li¢u dé nghj cho ngudi lom va
tré em la ti 1,5 - 3 mg/L. C6 it hoic khdng c6 tich liy cefixime khi ding da liéu.
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5 ( ll-ﬁﬁdﬁ%‘,‘ﬂ '?:hln r": duogc thai trir dudi dang khéng ddi trong nude tiéu. Loc chii yéu qua cau thin. Chat chuyén hoa
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\Qfﬁﬁl@h ch ¢ Ga cefixime c6 gﬁn C'" qua stra tir chudt me sang con chiém ty 1& nho (khodng 1,5% ham lugng
N\, pbfixn:n nh 6t me). Vi viiy khong ¢6 dit liéu séin c6 vé viée cefixime c6 tiét qua sita me hay khong. Mot lugng nho
ixighe /clmyen qua nhau thai & chudt me véi ham hrgng cefixime ghi trén nhan.

Dén s6 dic biét:

Dugc dong hoc ciia cefixime dugce so sanh trén ngudi 16n tudi khoe manh (> 64 tudi) va ngudi tinh nguyén tré udi
(11 - 35 tudi) khi sir dung cefixime 400 mg 1 lin/ngdy trong vong S ngdy, trong d6 gia trj Cumax v AUC trung binh
ting nhe trén nhém ngudi lom tudi. Bénh nhan cao tudi c6 thé st dung tuong ty mirc li¢u khuyén nghj trén dan s6
chung.

Quy cach dong gbi: Hop | chai 60 ml, 120 ml.

C6 keém mudng dong liéu 5 ml.

Bio quén: Trénh anh séng, nhiét d§ dudi 30 °C, noi khé rdo.

Han dung: 24 thang ké tir ngay san xudt,

Hén dich sau khi pha: 14 ngay, bao quan & nhiét do 2°C - 8°C.

Tiéu chufin chét lwgng: Tiéu chuin co so.

( Tén, dia chi ciia co s& sin xuét thude:
LABORATORIOS ATRAL S.A.
Pia chi: Rua da Estacao Ns | And | A, Castanheira Do Ribatejo, 2600-726, Bo Déo Nha.




