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HUONG DAN SU DUNG THUOC
KREPZYTEN 400

PE xa tam tay tré em.
Doc ky huwdng din siv d ung frivge ki ding.
Thubde nay chi diing theo don thudc.
THANH PHAN CONG THU'C THUOC:

MOdi vién nang cling chira;

Thanh phcir‘n hoat chdt:

cethbuton Gl domg Eetibisten QERTUTAL) v ctramisrmeviresiim i i s e s 400 mg
Thanh phf?:n td dugc: Microcrystallin cellulose 102, Natri starch glycolat, Silicon dioxyd
colloidal, Magnesi stearat, Nang cing rong $6 0 ....e.veevecrreeverersseseeresessessesssereennn Vira da 1 vién,
DANG BAO CHE: Vién nang ctimg s6 0, mau tring — tring. Bot thude trong nang mau tring
dén tring nga.

CHI DINH:

KREPZYTEN 400 duge chi dinh didu tri cho cac bénh nhén bi nhiém khudn tir nhe dén trung
binh géy ra béi cée ching vi khudn nhay cam nhu sau:

Dot cﬁp ctia viém phé quan man tinh do Haemophilus influenzae (bao gdm ca chiing tiét beta-
lactamase), Moraxella catarrhalis (bao gdm céc ching sinh beta-lactamase) hodc do
Streplococcus pneumoniae (chi cac chiing nhay cdm véi penicilin).

Lieu y: Cée dot nhiém khudn cép tinh trong cc thir nghiém l4m sang viém phé quan man tinh,
phén 18p Moraxella catarrhalis tir mau dom cho thdy hidu qua 14m sang cuia ceftibuten thip hon
22% so v&i dbi chimg.

Viém tai gifra cp tinh do vi khuén Haemophilus influenzae (bao gdm cac ching sinh beta —
lactamase), Moraxella catarrhalis (bao gdm cdc ching sinh beta — lactamase) hoic
Streplococcus pyogenes.

Lieu y: Mic du ceftibuten duge sir dung theo kinh nghiém tuong dwong véi céc thude trong didu
tri viém tai gitta cAp tinh, tuy nhién hiéu qua chéng lai Streptococcus pneumoniae thap hon 23%
so voi dbi chimg. Do d6, chi nén ding ceflibuten theo kinh nghiém khi bénh nhan d& sir dung du
lidu lugng khéng sinh chéng lai Streptococcus pneumoniae trude do.

Viém hong, viém amidan do Streptococcus pyogenes.

Liwen y: Penicilin ti€ém bﬁp duoc lya chon trong diéu tri du phéng thfip tim. Ceftibuten noi chung
cd higu qua ddi vé6i Streprococcus pyogenes tir miii hong; tuy nhién, hién tai khong ¢ sin dir
lidu dé thiét 1ap hiéu qua cta ceftibuten trong viéc phdng ngira bénh thip tim.

CACH DUNG, LIEU DUNG

Cich dung: Ubng trude bira an 2 gity hodc sau biva iin 1 gid.

Liéu dimg:

Negudi 16n va tré em (rén 12 tudi:

Pot cip cia viém phé quan man tinh do Haemophilus influenzae (bao gbm ca chiing tiét beta-

lactamase), Moraxella catarrhalis (bao gdbm céc ching sinh beta-lactamase) hoic do
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Streptococcus preunoniae (chi cac chung nhay cam vai penicilin): 1 vién/ ngay, dung trong 10
ngay.

- Viém (ai gilra cAp tinh do vi khwn Haemophilus influenzae (bao gdm céc ching sinh beta -
lactamase), Moraxella catarrhalis (bao gdm cée ching sinh beta — lactamase) hoic
Streptococcus pyogenes: 1 vién/ ngay, ding trong 10 ngay.

- Viém hong, viém amidan do Streptococcus pyogenes: 1 vién/ ngay, ding trong 10 ngay.

%+ Bénh nhéin nhi:

- Vigm hong, viém amidan do Streptococcus pyogenes: 9 mg/ kg, ding trong 10 ngay.

- Viém tai gitta céip tinh do vi khuin Haemophilus influenzae (bao gdm céc ching sinh beta -
lactamase), Moraxella catarrhalis (bao gdm cic chung sinh beta — lactamase) hodc
Streptococcus pyogenes: 9 mg/ kg, ding trong 10 ngay.

* Bénh nhi niing hon 45 kg nén ding liéu t6i da hang ngay 1a 400 mg.

4

% Bénh nhin suy than: Ceftibuten ¢d thé duge sir dung & liéu binh thudmg trong truémg hop suy

-

gidm chire néing than vdi do thanh thai creatinin tir 50 mL/ phit trdy 1én.
Céc khuyén nghj v& lidu ding & bénh nhén suy than véi cdc mic dd khéc nhau duge trinh bay
nhu sau:

- Clee > 50 ml/ phat: 9 mg/ kg hodc 400 mg/ 24 gid.

- 30 ml/ phut < Cler < 49 ml/ phit: 4,5 mg/ kg hodic 200 mg/ 24 gio.

- 5 ml/ phut < Cle; <29 ml/ phit: 2,25 mg/ kg hodc 100 mg/ 24 gio.

“* Bénh nhén suy thén:
O nhitng bénh nhan dang chay thdn nhan tao hai hofic ba 1an mdi tudn, ¢ thé dung lidu duy
nhét 400 mg vao mdi cudi dot chay than nhan tao.

5. CHONG CHI PINH:

- Ngudi dj ing hogic méan cam véi khang sinh nhom cephalosporin hoiic véi bt cir thanh phén nao
clia thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Cinh bio:

- Truéce khi biit dAu diéu trj véi ceftibuten, nén kifm tra cic phan dng di wng truée diy voi
ceftibuten va cdc thudce khdc. Nén thin trong khi ding ceftibuten cho bénh nhan con nhay
cim v6i penicilin, vi phin ting chéo giira cde khéng sinh beta - lactam dd dwge ching minh
trong khodng 10% bénh nhin ¢6 tién sit di ttng véi penicillin, Néu xdy ra phan ing di img
véi ceftibuten, nén ngung ding thude. Cic phin ng qui min c¢Ap trim trong c6 thé cin
phii diéu trj biing epincephrin va ding nhiing bign phap cip eiu khic bao gdm oxy, truyén
dich, tiém tinh mach thudc khing histamin, corticosteroid, cic amin lam ting huyét ip va
thong duong thé theo chi dinh lim sang.

- Viém rudt két mang gii da dwge bdo cdo vai hiu hét véi khang sinh, bao gdm cé ceftibuten
véi cdc mie d9 khde nhau. Do viy, cin luu ¥ nhirng bénh nhén bi tiéu chay sau khi chi
dinh sir dung khang sinh.

- Viée diéu tri bing khéng sinh s& lam thay déi hé vi sinh dudng rudt va lam tang sinh qué mire
clostridia. Cac nghién citu chi ra 1'§ng, ddc td sinh ra b Clostridium difficile 1a mot trong nhitng
nguyén nhin giy ra viém rudt két do khang sinh.
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- Néu chén doan viém rudt két mang gid, can phai dwoc diéy tri phtt hop. Truwong hop nhe chi cén
ngung thude, bénh s& khoi. Trudng hop trung binh va ning, cin xem xét t&i bd sung nude va
dién giai, protein va didu trj bing khang sinh ¢6 higu qua vaéi Clostridium difficile,

Than trong:

- Ciing nhwr vdi cac khang sinh phé rdng khéc, vige didu trj kéo dai bing ceftibuten c6 thé din t6i

khang thudc. Truémg hgp bi nhidm xay ra, cén phai ¢6 phac dd didu tri thich hop.

Liéu ding cia ceftibuten c6 thé phai diéu chinh theo chirc ning than cia bénh nhan, nhét 1 véi

phiing bénh nhin ¢6 @6 thanh thai creatinin du¢i 50 mL/ phit ho#ic dang'chz_iy than. Ceftibuten

dugc logi bd ra khoi co thé bing chay than nén cin theo doi bénh nhan cén than va chi dinh
ceftibuten ngay sau khi ngung chay thén.

- Chn luu y khi chi dinh ceftibuten cho bénh nhin cé bénh vé dudng tiéu hoa, dic biét viém dai
trang.

- An toan va hiéu qua diéu tri cho tré dudi 6 thang tudi chwra duae khao sat,

- Bénh nhén cao tudi: Khéng can diu chinh lidu & bénh nhén cao tudi. Tuy nhién cén theo d6i
chét ch& & dbi tugng nay, dic biét 1a theo di chire ndng thén vi c¢o thé phai didu chinh lidu
luong.

Ta dwoc:
Thube nay ¢é chira dudi 1 mmol (23mg) natri trong mdi don vi phan lidu, v& co ban duge xem

nhu “khéng chira natri”,

. SUDUNG THUOC CHO PHU NU €O THAI VA CHO CON BU:;
Thoi ky mang thai:
Ceftibuten khong gdy ra dot bién gen khi dung cho chudt voi lidu 1én t6i 400 meg/ kg/ ngay
(twong dwong véi 8,6 14n lidu ding ciia ngudi tinh theo mg/ m% ngay). Ceftibuten cfing khong
gay dot bién gen khi ding cho tho vé6i lidu 40 mg/ kg/ ngay (bang khoang 1,5 lan lidu dung &
ngudi tinh theo mg/ m?/ ngay) va khong ghi nhén dnh hudng nguy hiém (6i bao thai. Hién chua
¢6 nghién ciu day du va c6 kiém sodt trén phu nif ¢6 thai. Do véy, chi ding ceftibuten cho phy
nit ¢6 thai khi thue sy cén thiét.
Thoi ky cho con bi:
Hién chua biét ceftibuten c6 bai tiét vao stta me hay khong & lidu didu tri. Do nhidu thude bai
tiét vao sira nén cin than trong khi ding ceftibuten cho phu nit cho con bu.

. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Hién chua ¢ dit li¢u v& anh hudng ciia thube t6i kha néng lai xe va van hanh mdy maée.

. TUONG TAC, TUONG KY CUA THUOC:
Twong tic:
Theophylin:
12 nam tinh nguyén khée manh udng ceftibuten vai liéu 200 mg, ngdy 2 Ian trong 6 ngay. Vio
séng ngay thir 6, mdi ngudi duge ding theophylin tiém tinh mach véi lidu duy nhét 4 mg/ ke.
Dugc dong hge clia theophylin duong tiém khéng bi anh huéng khi ding ceflibuten. Anh huéng

cua ceftibuten (61 dgng hoc cua theophylin dudng uong chwa duge nghién ciru.
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Thuée khdng acid hodc thuée khdng thu thé H:

Anh huémg ctia viée tang pH da day trén sinh kha dung ctia ceftibuten duge danh gid trén 18
tinh nguyén vién trudng thanh khoe manh. Méi tinh nguyén vién duge sir dung mét vién nang
ceftibuten 400 mg. Mdt lidu duy nhét trung hoa acid dang long khéng anh hudng dén Cuay hay
AUC cia ceftibuten. Tuy nhién, liéu 150 mg ranitidin 2 lan/ ngdy trong 3 ngay lam ting 23%
Cmax ceftibuten va 16% AUC ceftibuten.

Twong ky: Do khong ¢6 cée nghién ciru vé tinh twong ky cia thudc, khéng trén 1an thudc nay
voi céc thude khéc.

TAC DUNG KHONG MONG MUON CUA THUOC:

Trong cdc nghién cttu 1am sang véi 1728 bénh nhan ding ceftibuten & lidu khuyén céo (400 mg/
ngdy), khéng ghi nhin trudng hop ndo tir vong hay bj bién chimg ning do ngd dée thube.
Khoang 2% sb bénh nhén phai ngung thuée do tdc dyng phy gdy ra, chi yéu do tiéu chay, non
hodc budn nén. Khoang 0,3% bénh nhin ngung thude do ban hodc ngira do thude.

Trong céc thir nghi¢m & MY, cdc tde dung phu duge ghi nhédn duge liét ké sau ddy do ding
ceftibuten da lidu:

Nhiing thay d6i trén 1am sang bao gdm:

Ty 1& trén 1%: Budn nén (4%), dau dau (3%), tiéu chay (3%), khé tiéu (2%), chéng mat (1%),
dau bung (1%), non (1%)

Ty 1¢ tr 0,1% dén 1%: Biéng an, tdo bén, kho miéng, kho thd, tidu khé, o, mét, ddy hoi, phan
long, nhifm Candida, nghet miii, di cam, ngira, ban, lo mo, mét vi gidc, may day, viém am dao.
Nhitng thay déi vé xét nghiém cén 14m sang bao gdm:

Ty 1¢ wén 1%: T BUN (4%), T bach ciu 4i toan (3%), + hemoglobin (2%), T ALT (SGPT)
(1%), T bilirubin (1%).

Ty 1€ tr 0,1% dén 1%: T Phosphatase kiém, T creatinin, T tiéu cau, J tidu céu, ¥ bach ciu, 1
AST (SGOT).

Kinh nghiém hdu mii: ving da, melena, loan tdm thin, phan Ging tuong tu huyét thanh, th rit,
héi chitng Stevens-Johnson va hoai tir bidu bi nhiém dac.

Cdc phan ting phu ciia nhém thudc cephalosporin

Ngodi cdc tic dung phu ligt k& & trén, bénh nhan didu tri bing ceftibuten cé thé giip tac dung
phu nhu céc thude khéc trong nhém khéng sinh cephalosporin bao gém: Di g, séc phan ve,
s6t do thube, hdi chimg Stevens-Johnson, ban dé da dang, hoai tir biéu bi nhidm doc, viém dai
trang, rbi loan chirc ndng thén, cac roi loan chirc ning gan nhu & mét, thiu mau bat san, thiéu
mau tan mau.

Mbt sb thay ddi vé can 1am sang nhu: kéo dai thoi gian prothrombin, duong tinh gia véi xét

nghiém Coombs trye tiép, x¢ét nghiém duong niéu, ting phosphatase kidm, ting bilirubin, giam
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tiéu céu, tang LDH, ting creatinin, giam toan thé huyét céu, giam bach ciu trung tinh, mét bach
ciu hat.

M@t s6 khéng sinh nhém nay con ting nguy co gay ra con déng kinh, dic biét & bénh nhan suy
than khi khéng diéu chinh giam lidu. Néu xdy ra dong kinh do thude, cin phai ngung thube ngay
vi ¢6 thé phai chi dinh thudc chdng déng kinh néu cin.

Thong bdo ngay cho bic s hodc duge sy nhitng phin ting cd hgi gip phai khi si dung
thube.

QUA LIEU VA CACH XU TRI:

Qua lidu cephalosporin ¢ thé gdy ra kich thich than kinh din t6i co git. Ceftibuten c¢ thé loai
khdi co thé bang chay thin véi khoang 65% ndng do thube trong méu.

PAC TINH DUQC LUC HOC:

Nhém duge ly: Khang sinh nhdém cephalosporin thé hé thir 3.

Ma ATC: J01DD14

Ceftibuten ¢6 téc dung diét khuan bing céich gin vio cde protein dich thiét yéu cta véch € bao
vi khudn dan dén tic ché tdng hop thanh & bao.

Ceftibuten 12 4n dinh trong sy hién dién ciia hiu hét cic beta-lactamase qua trung gian plasmid,
nhung n6 khéng on dinh trong sir hién dién cia cephalosporinase qua trung gian nhiém sic thé
duge tao ra boi cde vi sinh vit nhu Bacteroides, Citrobacter, Enterobacier, Morganella va
Serratia. Gidng nhu cac beta-lactam khéc, ceftibuten khong nén duge sir dung chéng lai cde
chiing dé khang véi beta-lactam do co ché chung nhu tinh thdm hodc thay ddi protein lién két
penicilin nhu Streptococcus pneumoniae khéng penicilin.

Ceftibuten dé dugc chimg minh kha ning chdng lai hau hét cic ching vi khuin sau day cd in
vitro va nhiém khuén 1am sang;

Vi khuén hiéu khi gram dwong:

Streptococcus pneumoniae (Chi nhitng ching nhay cam véi penicilin).

Streplococcus pyogenes.

Vi khuin hiéu khi gram am:

Haemophilus influenzae (ké ca ching tiét ra beta-lactamase)

Moraxella catarrhalis (ké ca ching tiét ra beta-lactamase)

Ceftibuten khéng c6 hoat tinh in vitro chong lai Acinetobacter, Bordetella, Campylobacter,
Enterobacter, Enterococcus, Flavobacterium, Hafhia, Listeria, Pseudomonas, Staphylococcus
va Streptococcus (trix pneumoniae va pyogenes). Ngoai ra, ceftibuten cho thdy cé rat it téc dong

trén hau hét cac vi khudn ky khi, bao gdm hau hét cac loai Bacleroides.
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16.

DAC TINH DUQC DONG HQC;

HAp thu: Cefiibuten duoc hép thu nhanh sau khi uéng. Khi st dung ceftibuten 400 mg méot lan/
ngdy trong vong 7 ngay, Cmex trung binh 1a 17,9 mg/ mL véo ngdy thir 7. Ceftibuten tich liiy
trong huyét twong khoang 20% ¢ trang thai dn dinh.

Phin bo: Ceflibuten lién két voi khoang 65% protein huyét twong. Lién két v6i protein phy
thudc vao ndng @5 ceftibuten trong huyét tuong.

Chuyén héa, thai triv: Mot nghién citu vdi ceftibuten dénh ddu phong xa sir dung trén 6 ngudi
dan 6ng khoe manh tinh nguyén chirng minh riing cis-ceftibuten 1 thanh phén chiém wu thé
trong ca huyét twong va nude tiéu. Khoang 10% ceftibuten duge chuyén héa thanh ddng phan
trans. Dong phan trans ¢6 hoat tinh khang khudn biing khoang 1/8 so véi ddng phén cis,
Ceftibuten duge théi trir trong nuée tidu. Khoang 95% ceftibuten str dung danh ddu phong xa
duge liy lai trong nudc tiéu va phén. Trong 6 ngudi tinh nguyén khoe manh, khoang 56% liéu
str dung ceftibuten dugce 14y lai trong nude tidu va 39% trong phén trong vong 24 gid,

QUY CACH PONG GOI: Vi 10 vién - Hop 01 vi, 02 vi, 03 vi, 05 vi.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC: ’
Didu kign bio qudin: Nhiét do khong qua 30°C, tranh 4nh sang va dm. j
Han ding ciia thude: 36 thang ké tir ngdy san xuét.

Tiéu chuiin chiit hegng: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

MEBIPHAR ’
CHI NHANH CONG TY CO PHAN DUQC PHAM VA SINH HOCY TE

L6 111 — 18, dwong s6 13, KCN Tén Binh, Phudng Téy Thanh, Quan Tén Phu, Tp. Hé Chi Minh

Tp. H6 Chi Minh, ngay 08 thang 08 ndm 2022
Dai dién-eco-s¢ ding ky, san xXuit
49, JC.CHAT LUQNG /&

CO PHAN ‘

DUGC PHAM VA
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