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Thanh phéin !
M&i g6i c8m don v (1,2 g) Rx - Thudc ban theo don
chua celditoren pivoxil tugng I

dugng ....... 30 myg celditeren

Bdo quan: Trong bao bi kin, noi
KNG, dusi 30 °G, trénh 4nh SAng
Infe bép

©4 xa 1dm tay trd em
Boc kf hubng dlin sl dyng
trubc khi ding

SPX/Visa Ne:

Cefditoren 30 mg

Hép 20 gdil1,2g

San wudt bo
g Ty (8 Philn Tap Doan Merap
Tan Tign, Van Giang, Himg YEm, Vit Nam
WV R IIUp.COM
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-/ <

/

Composition

Each sachet (1.2 g) contains
cefditoren pivoxil squivalant to
.................... 30 mg cefditoren
Indications, dosage - administra-
tion, contraindications, adverse
reactions, and other information:
Séa package inserl

Dosage form: Granules for oral

suspension

Specification: Manutacturer's
Storage: Store in light container,
dry place, below 30 °C, protect
from direct light

Keep out of reach of children
Carefully read the package
insert before use
LSx:
NSX:
HD:
Manufactired by
Merap Group Corporation
TanTien, Van Giang, Hung Yen, Viet Nam
WWWTIIZPGTOu.Com

PEMOLIP®

Cefditanan 30 mg

Huing afin pha thusc

1. B8 cbm it gdi thubc vae obe

2. Thém mdt kiong nhé nude (khdng
dung nude nong)

3. Khugly K§ v& uSng hét ngay sau
khi pha

Béoquin

Trong bao bl kin, nol khé, dud 30 °C,
trénh énh s4ng tnic bép

D€ xa tim tay trd em

Boc ki huding din si dyng trudc
khi diing

LSX;
HD:

Rx - Thudc ban theo don

PEMOLIP®

Cefditoren 30 mg

Thanh phén

Méi goi cém don lidu (1,2 g)
chia cefditoren pivoxil tuong
auong ........ 30 mg cefditoren
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Rx — Thudc ban theo don Hwéng dén s dyung thuoc cho bénh nhan

PEMOLIP®

Cefditoren

THUOC CHi DUNG THEO BON CUABAC ST )
DE XA TAM TAY TRE EM. DOC KY HUONG DAN SU¥ DUNG TRUGC KHI DUNG
Théng béo ngay cho bac si hoéc dworc sTnhiing tac dung khdng mong muén gip phai khi sir dung thude

THANH PHAN

Pemolip 30 mg

M&i g6i cbm don lidu chira Cefditaren pivoxil tuong duong voi 30 mg Cefditoren

Pemolip 50 mg

Mai gbi cém don lidu chiva Cefditoren pivoxil twong duong véi 50 mg Cefditoren

Tadugc

Sodium caseinate, poloxamer 407, trisedium phosphate, tinh bat ngd, hwong bét, colloidal silicon dioxide, magnesium stearate,
dudng kinh trang

MO TA DANG BAO CHE

Cém pha hén dich uéng

QUY CACHDONG GOI

Pemolip 30 mg: Hop 20 gsi 1,2 g n

Pemolip 50 mg: Hop 20 gdi 2,0 g
THUOC DUNG CHO BENH Gi?
Cém Pemolip duoc chi dinh didu t cac nhidm khun gay ra bdi cac chiing vi sinh vt nhay cdm: Nhiém khudn da bé/mat, nhiém
khugn da sau, viém mach bach huyélviém hach bach huy&t viém da md man tinh, nhidm khuan the cép do vt thwong bén ngoaiivét
thurong bdng va vét thuong do phau thuat, 4p xe quanh hau mén, viem hong/viém thanh quan, viém amidan (bac gom viém xung
quanh amidan, ming md xung quanh amidan), viém phé quan cap tinh, viém phéi, &p xe phdi, nhigm khuan thix cip do bénh hé hip
man tinh, viém bang quang, viém bé than, viém tai gila, viém xoang, viem mé nha chu, viém xuong ham va mé mém xung quanh,
bénh ban d3, bénh ho ga

NEN DUNG THUOC NAY NHU THE NAO?

Bwong ding

G6m Pemolip duge dung dudmg udng

Cach ding

Udng thudc ciing véi biva an nham tang hép thu thuée

Cach pha hon dich

e ]

1. £6 obm tir goi thude 2, Thém mot liong nhd nuoe 3. Khudy ki va uong hél
vdo cdc fkhéng dting nudc néng) ngay sau khi pha

Liéu dang
- Tré em: Lidu udng thong thudng cla cefditoren pivoxil 13 3 mgfkg (dang hoat tinh), 3 lan/ngay, sau khi an. Ty theo 84 tudi va tinh
trang bénh c6 thé tang liéu Ign dén 6 mg/kg (dang hoat tinh), nhung khong qua 600 mg (dang hoat tinh) méi ngay
- Nguoi Ion (ruéng hop kho st dung thudc vién do kha nubt): 100 mgién (dang hoat tinh), 3 1An/ ngay, sau khi an. Tiy theo d6 tudi
va tinh trang bénh c6 thé tang hodc giam lidu cho phu hop. Néu bénh naing hodc hidu qua chua dd; St dung liéu udng 200 mglan
(dang hoat tinh), 3 I3n/ ngay, sau khi an
KHI NAO KHONG NEN DUNG THUOC NAY?
C6m Pemolip chéng chi dinh véi ngui c6 tidn sir qua man voi cefditoren, cac khang sinh nhém cephalosporin khac hodc bat ky thanh
phén nao cta thudc
Thiéu hyt camitin hogic rdi loan chuyén hoa bam sinh dan 6 thidu hut camitin trén lam sang
Qu& man voi protein stha
TAC DUNG KHONG MONG MUON
Gidng nhu tAt ¢4 cac loai thudc, thude oém Pemolip ¢6 thé gay ra cac tac dung khéng mong muén. Tuy nhién, cac tac dung khéng
mong mudn nay khdng xay ra & tat ca nhing nguwi s dung thude
Céc phén Umg bét loi ¢ y nghfa lam sang
(1) Phan ing s6c hogc phan vié (< 0,1%) ¢ thé xudt hign. Ngimg thudc va thong bao bac sT néu oo dau hidu bat thuong nhu cdm
thay mét, kho chju khoang miéng, khé thér, chang mat, budn dai tién, 0 tai hodc d6 md hoi
(2) Viém dai trang naing kém di ngoai ra mau nhw viém dai trang ¢id mac (0,1%) o6 thé xust hign. Ngimg thubc va théng bao bac s
néu bj dau byng hodc tiéu chay nhidu lAn
(3) Hi chimg Stevens-Johnson hodc héi chiing Lyell (< 0,1%) c6 thé xuat hién. Ngimg thudc va théng béo bac sTnéu ob bat el diu
higu bat thurdmg nao xay ra
(4) Viém phéi ké va hgi chimg PIE (< 0,1%) cling véi 8t cao, ho, ki th, hinh nh X-guang ngu bt thuerng, ting bach cau va eosin
c6 thé xudl hién. Ngimg thuc va thdng bao bac sTnéu gip cac triéu ching nay
(5) Réi loan chirc nang gan (< 0,1%) co thé xuat hien voi cac triéu ching vang da, ting AST (GOT), ALT (GPT) hodc Al-P 15 rét.
Nguing thuéc va théng bao bac si néu o6 du higu bét thueng
(6) Réiloan chirc nang than nang nhu suy than cAp (< 0,1%) ¢ thé xudt hisn, Ngtrng thude va thong bao bac sTnéu cé déu hiéu bét
thwdng
) Giam bach cu hat (<0,1%) hogic thidu mau tan huyét (< 0,1%) o6 th xuat hign. Ngimg thuéc va théng béa béc sTnéu cd ddu higu
bat thweng
(8)Ha duong huyét do gidm camitin huyét (khang 1 18) 00 thé xuét hign & ré em si dung kéo dai khang sinh cé chiva pivoxil. Ngieng st
dung thudc va théng béo béc sTnéu o cac triéu ching gidm duéng huyét nhu oo giat hodc i loan ¥ thic
(8) Cac phan Ging bat lgi khac (tan sual xuat hign cin ol vao 56 ligu thing ké két hop i ¢ ligu khi phé duyét va du lidu khi két thic
tai kiém tra)




(CbailTan sudt | 20,1% dén < 5% <0,1%
Qua min Phat ban May day, ban d&, ngira, s&t, sung hach
bach huy?t, dau khop

Huyét hoc Téng bach cdu ua eosin Giam bach céu hat
Giam tidu chu

Gan Tang AST (GOT), ALT (GPT) Vang da
Tang Al-P

Than Tang BUN, tang creatinin huyét thanh va
protein niéu

Tiéu héa Tiéu chay, phan léng, budn nén, | Cam gidc chwéng bung, budn nén, tuc

khé chiu da day, dau bung nguc
Réi loan vi sinh Vigm vém miéng va nim Candida
Thiéu vitamin Triéu chirng thiéu vitamin K (giam

prothrombin huyét, nquy co chay mau ...),
thiéu hén hop vitamin B (viém ludi, viém
miéng, chan &n, viém day than kinh ...)
Khac Dau dau, chong mat, phi va té ligt

Céac két qud xét nghigm bat thweng [AST(GOT) tang, ALT(GPT) téng, téng
bach ciu va eosin ...] thwéing xudt hian khi digu trj kéo dai

Théng bao cho bac si céc tic dung khéng mong muén gap phai khi str dung thudc

NEN TRANH DUNG NHI'NG THUGC HOAC THU'C PHAM Gi KHI DANG SU DUNG THUOC NAY?

Probenecid

Sir dung dbng thai probenecid véi cefditoren pivoxil lam tang ndng do cefditoren trong huyét trong, do d6 lam téng tac dung
hoéc ddc tinh cha cefditoren

Thuée khang acid, thudc tre ché bom proton va thuéc khang thy thé H,

Sir dung déng thei cac antacid, thube e ché bom proton va thudc déi khang thy thé H, voi cefditoren pivoxil dwémg udng lam
giam hép thu cefditoren, vi vay lam gidm tac dung/ddc tinh ciia cefditoren, Tranh str dung déng théi cac thudc nay voi cefditoren
Thirc dn

Thire &n lam tang hép thu cefditoren. Blra &n ¢b nhidu chat béo cd thé lam sinh khé dung cla thuéc téng 1an i da

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUAC?

Néu quén mét ligu thube, udng ngay khi nho' ra hoac ba qua lidu §3 quan néu gin sét thai gian st dung lidu ké tiép. Khong ubng
gép dai lidu thubc d& bl cho lidu da quén

Néu con ban khoan hay hai ¥ kién bac sT hodc duge si N

BAO QUAN: Trong bao bi kin, noi khd, dwéi 30 °C, tranh énh sang tryc tiép

NHUNG DAU HIEU HOAC TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Chura cé théng tin vé trang hop qualidu cefditoren pivoxil & nguei. Tuy nhign, trigu chirng qud lidu clia cac khang sinH cephem
bao gbém budn nén, nén, dau thugng vi, lwdi den, phan long va tigu chay

Viem rugt két mang gia nghiém trong cb thé x3y ra trong mét sé truéng hop. Trigu chirng théng thirdng bao gom tiéu chay bao
phat di kem véi sét, dau bung, tang bach cau, phan ca 1an dich nhay va mau, mat bach cau hat, tang bach cau wa eosin, thidu
mau tan huyét, giam bach cu, vang da, tdng S-GOT/S-GPT/ALP, phat ban, may day, ngla, cd xu hwdng chay mau, rdi loan
than

Co thé xay ra réi loan y thire, dong kinh, ting phan xa, thiéu mau tan huyét, giam bach cu, giam tidu cAu, dac bigt déi véi cac
bénh nhan suy tim hay suy than s dung qué liéu cac thuéc nay

CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Gol dién ngay cho bac s hodc dén ngay bénh vién néu ban nghi minh da udng qua nhiéu cém Pemolip, trong ca truwong hgp
khdng cb ddu higu cia s khé chiu hay ngé déc, vi ban co thé can cham séc y 1é khan cép

THAN TRONG KHI DUNG THUOC

B&nh nhan cd tién st qua man vai cac khang sinh penicilin

Ban than hoac gia dinh co tién sir di ng nhu hen phé quan, phat ban hoac may day

R&i loan chirc nang than nang

Khd nang hép thu thive &n kém hogc dang duoc nudi dudng ngodl dueng tigu hoa, ngusi cao uéi hodc stre khoe yéu (can theo
ddi chét ché vi o6 thé xudt hién cac triéu chirng thiéu vitamin K)

Do cb nguy co gy sbc, bénh nhan phai dwgc tham kham cin than

Vige sir dung cac khaing sinh cd nhém pivoxil b thé gay ha dwong huyét kém theo gidm camitin huyét & tré em (dac bigt tré so
sinh va tré sinh thiéu can). Vi vay, khi dung khéng sinh co nhom pivoxil bénh nhan phai giam sat chat ché, dac bigt cha y sy giam
carnitin

Thubde co chia ta dwoc natri caseinat, mét loai protein sia, khong nén duge st dung & nhiing bénh nhan man cam voi protein
sira (khéng dung nap lactose)

B0 an toan clia thudc ddi véi tré so sinh thiéu can va tré nhé thiéu can khi sinh chua duoc thidt 18p. Hét strc than trong khi st
dung cho tré duéi 3 tudi

SU DYNG CHO PHY N(F CO THAI VA PHY NIF CHO CON BU

Chura c6 cac nghién ciru dy di va co kiém soat chit ché trén phu n c6 thal. Vi cac nghién ctiu trén loai vat khong thé suy
doan ducrc dap tng trén ngudi nén chi diing cdm cefditoren pivoxil trén phu nir ¢d thai khi that sw can thidt, Ngoai ra, giam
camnitin huyét da dugrc bao cao & phy nir ding khang sinh chira nhém pivoxil trong ba thang cudi clia thai ky ciing nhuw & tré so
sinh clia cac ba me nay

Cefditoren phan bé dwoc vao trong sira me, vi vay can s dung than trong véi phu n cho con b

ANH HUFONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Pemalip 66 thé anh huréng nhi hodc vira dén kha nang lai xe va van hanh may méc. Cefditoren pivosil c6 thé gay chéng mat va ngu
lo mo. Bénh nhan dugc khuyén cao khéng nén 13i xe, van hanh may méc phi lap hodc tham gia cac hoat déng o kha néng géy
nguy hiém khéc cho dén khi ho biét dugc thuée c6 &nh hudng dén kha nang thue hidn cac hoat dang nay hay khong

KHINAO CAN THAM VAN BAC ST, DUQGC ST

Gap phai bat o tac dyng khéng mong mudn nao khi stk dung thudc

Phu nr mang thai hodc dy dinh ¢6 thai va cho con bl

Thang béo véi bac sTnéu phan Iong va co mau (06 hoac khdng dau bung va sét) xay ra trong khi st dung, sau 2 théng hodc mudn han nda
i 1&n stk dyng lidu thudc cudi ciing

Khéng nén diéu tri iéu chay xéy ra trong khi didu trj khang sinh néu khéng cé y kién clia bac ST

Néu cn thém théng tin xin hdi y kién bac sThodc duog sT

TIEU CHUAN: Tiéu chudn cor &

HAN SUF DUNG: 30 thang ké tir ngay san xudt

Ngay xem xét siva dbi, cip nhat lai ndi dung huémg din st dung thude:

San xuat bii g MERAP s

CONG TY O PHAN TAP DOAN MERAP
Tan Tién, V&n Giang, Hung Yén, Viét Nam
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CAC BAC DIEM DU'QC LY

Duworc lue hoe

Nhom durgre y trj ligu: Khang sinh ding dudng toan than. Ma ATC: J01DD16

Co'ché tac dung

Cefditoren pivoxil 2 mét khang sinh betaHactam ban téng hop thuéc nhém cephalosporin thé hé 3 st dung dweng uéng. Cefditoren pivoxil
1a mét tién chat, sau khi uang dwoc hdp thu theo duwrdng tiéu hda va b thily phan bdi cac esterase dé tao thanh cefditaren. Cefditoren rc
ché s tBing hop vach té bao vi khudn do &i like cao vai protein od khd nang gan két penicillin & cac vi khudn khéc nhau (PBPs) nén oo tac
dung diét khudn

Hoat tinh khang khuén

Cefditoren oo phd khang khun in vitro rdng doi v cac vi khuan Gram dm va Gram dwong. Bac biét thude co tac dung khang khun manh
v6i cac vi khugn Gram duong nhw Staphylococcus sp., Streploceccus, cac vi khudn Gram am nhw Eschenichia coli, Moraxella (Branham-
ella) catarrhalis, Klebsielia sp., Proteus sp., Haemophilus influenzae va cac vi khuan ky khi nhw Peptostreptococous, Propionibacterium
acnes, Prevotella sp. Cefditoren ciing ¢o tac dung khang khudn manh vai Haemophilus infivenzae khang ampicillin khéng sinh men
beta-actamase (BLNAR). Trén in vitro, cefditoren on dinh v6i cac loai beta-lactamase do cac vi khuan sinh ra va o6 hoat tinh khang sinh
manh vai cac chiing vi khuén sinh beta-actamase

Hidu qua didu 7 nhiém tring thuc nghiém

Cefditoren cd higu qua diéu tri 1t dbi wéi cac nhiém trung thirc nghiém trén chudt nhat gay ra boi Staphyiocoocus aureus, Streptococcus
pneumoniae, Escherichia coli, Klebsiella pneumoniae, Proteus sp., ngoai ra higu qua diéu trj ddi voi cac nhiém khuan gay ra bai cac vi
khuén sinh betaJactamase |a twong duong hoac 6t hon so vai cac thude cing loai

Dweoc dong hoc

Hép thu

Sau khi udng, cefditoren pivoxil dwgre hép thu theo dwong tiéu hda va bi thiy phan bdi cac esterase thanh cefditoren. Sw c6 mit clia thire
an nhigu chat béo 1am tang hap thu cefditoren. Néng dé trong huyét tvong va cac thang sé due dong hoc ciia cefditoren khi udng mot
liéu duy nhét 3 mgfkg hodic 6 mg/kg sau &n & tré em cd chirc néng thén binh thudmg cho thay sy phu thudc vao lidu diing

& Amglkg {n=19)
oG mighkg (=18}

‘Thavi gian {gitr)

Hinh 1: Néng dé cefditoren trang huyét thanh déi véi bénh nhan nhi ¢ chirc néng than binh thueng

Ligu C,.a (HG/MI) Tz (RF) AUC, _ . (ug . hriml)
3mgkg (n=19) |145 2,25 7,16
6mglkg (n=18) | 285 1,68 11,00
N ‘
Bang 1: Cac thang sé durg'c déng hoo & bénh nhédn nhi 6o chire nang than binh thirong J

Phan b4

Phan b6 thudc trong dich co'thé va mé: Cefditoren phan bé vao nurdic bot, td chire hach, niém mac xoang hamtrén, th chire da, vétthurong sau nhé rang. .
Trén in vitro, ty 1 gén két v protein huyét thanh duge xéc dinh béing phuong phap sigu loc 14 91,5% véi ndng d6 25 pg/mi

Chuyén hda va théi e

Sau khi héip thu, cefditoren pivosdl bi thay phan thanh cefditoren co hoat tinh khang khuén va add pivalic. Add pivalic két hop véi camitin va duge bai tiét
quanuge tidu durdi dang pivaloyl camitin. Cefditoren khong bi chuy@n hda, thai rtr chi yéu qua nudc tiéu va mat. Tré em o6 chirc nang than binh thuéng
ubng thude sau khi an voi liéu 3 mg/kg va 6 mg/kg thi ty 18 thai tnlr celditoren qua duong nuoc tidu (0— 8 gidr) I&n et I khodng 20% va 17%

3] fwrong dac biét

Tré em

D an toan cla thube 68i voi tré sor sinh thiéu céin va ré nhd thigu can khi sinh chua duo' 06ng bd. Khi sir dung thude nay cho tré nhé duwéi 3 tudi véi liéu
6 mg (hoat lrckg, 3 1an mdi ngay thi iéu chay/phén I3ng oo thé xay ra véi tin suét cao, can than trong [Trong mét nghién clru lam sang st dung cefditoren
cho tré em viém phdi, viem tai gita va vigm xoang voi lisu 8 mg (hoat lucykg, 3 1an mdi ngay thi phan tmg tiéu chdy/phén I3ng & tré dudi 3 wéi 1 36.2%
(17/47 treomg hop) va tré i 3 tudi ey 18n 1 16,2% (11/68 twding hop)]

Tilé cac phan (ing bat loi & ngudi cao tudl khong khac so vl ngudi lom. Tuy nhién & ngui cao tudi thudmg ob sLr suy giam chie nang sinh by do vay cin
giam sat chéit ché khi dung thude ciin ol theo hai diém sau dé diéu chinh lizu va khadng cach gitra cac lan ding thude

- Chém théi trlr & nhiing bénh nhan suy than, do d6 néng d8 thudc trong mau cé thé ting

- Nguy cor chay mau do thiéu vitamin K & nguei cao tudi khi ding cac thude tuong tr

Be‘nh nhén i loan chirc néng thén

Toc aoba.uéqmqua nudc iéu gidm theo mie d6 rdi loan chirc nang than. Hueng dan d& xudt liéu cho bénh nhan rdi loan chie nang thén:
CCr>50: Ligu théng thuong

10 < CCr < 50: Giam liéu hang ngay xuéng con 1/2 - 2/3 li&u théng thuomg va chia lam 2 - 3 1an mdi ngay

CCr < 10: Gidm liéu hang ngay xudng con 1/3 liéu théng thuomg va chia lam 1 - 2 1an mdi ngay

CHIBINH

Cém Pemollp duge chi dinh diéu tri cac nhiém khuén gay ra bdi cac ohung Vi 5|nh valnhay cam: Nhiém khuan da bé mat, nhiém khun da s&u, viém mach
bach huytiiém hach bach huyét, viem da mi man tinh, nhiém khuan 111\1J CAp do vét thirong bén ngoalivét Ehu‘o‘ng bdng va vét thuong do phau thuat,
ap xe quanh hau mén, viém hongiiém thanh quan, viém amidan (ao gdm viém xung quanh amidan, mung mi xung quanh amidan), viém phé quan
cép tinh, viém phdi, ap xe phdi, nhidm khuén thir cap do bénh hé hép man tinh, viém bang quang, viém bé than, viém lai gicra, viém xcang, viém mé nha
chu, vigm xuromg hém va md mém xung quanh, bénh ban dd, bénh ho ga

LIEU DUNG VA CACH DUNG

Céch diing: Uéng thudc oling voi bira an nhém ting hép thu thube

Lidu ding

- Tré em: Ligu uéng thong thueng clia cefditoren pivoxil 1A 3 mgikg (dang hoat tinh), 3 lAringay, sau khi an. Tiry theo d6 tudi va finh trang bénh oo thé ting
liéu Ién dén 6 mg/kg (dang hoat tinh), nhung khiéng qua 600 mg (dang hoat tinh) mébi ngay

- Nguéi Iém (teomg hop khé stk dung thude vien do khd nudt): 100 mghan (dang hoat tinh), 3 18n/ ngay, sau khi &n. Tiy theo d& tudi va tinh trang bénh cd
thé ting hodc giam liéu cho phi hop. Néu bérh naing hodc higu qua cha di: St dung iéu udng 200 mgian (dang hoat tinh), 3 IAn/ ngay, sau khi an
CHONG CHIDINH

C6m Pemolip chéng chi dinh véi nguied o6 tién stk qua man voi cefditaren, cac khang sinh nhém cephalosporin khéc haac bat ky thanh phan nao clia
thudc. Thiéu hut camitin hodic rdi loan chuyén hoa bam sinh dan téi thiéu hyt camitin trén [am sang

Qua man véi protein siia

THAN TRONG KHI DUNG THUOC

Banh nhan od tién sty qua man véi cac khang sinh penidilin

Ban than hoac gia dinh 6 tign sl di ing nhi hen phé quan, phat ban hodic may day

Réi loan chirc nang théan nang (Xem phan Duge déng hoc)

Kha nang hap thu thirc &n kém hodic dang dugc nudi dudng ngodi dudng tiéu hoa, ngudi cao tudi hodc sirc khde yéu (can theo déi cht ché vi od thé
xuAt hién cac trigu chimg thiéu vitamin K). Nguéi cao twdi (Xemn phén Dugc déng hoc)

Thude 06 thé gay sée, cén theo doi giam sét chat ché
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S g}ungcagmuqﬁ;hmg sm &6 nhom pivoxil (bao gom ¢4 cefditoren pivoxil, cefcapen pwoxnl hydmwlonde hydrate, cefteram prvzml va tebipenem pivosil)
Iémg?am mng ﬂ&caﬁu”nm huyet W'Lg do qua trinh chuyen hoa/ bai tiét acid pivalic (Ghal chuyen hoda clia cac khang sinh o6 nhom pivoxil). Viéc st
dung cac khang sinh 0d nhdm pivoxil ¢o thé gdy ha duong huyel kém theo giam camitin huyét & tré em (d&c biét tré so' sinh va tré dé nho). Vi vay, khi ding
khang sinh o6 nhém pivoxil bénh nhén phai dac giam sat chat che, ﬁéc biét chl] ¥ sip giém camitin (Xem phan Tac dung khéng mong muén). Khong st
dung thudc trong treemg hop xac dinh i cd chiing gidm Camitin huyét do roi loan chuyén hda bam sinh
Thubc 06 chirata dugc natri caseinat, mét logi protein stra, khéng nén duge st dung & nhimg bé&nhnhan mén cdm véi protein stka (khéng dung nap lactose)
D4 an toan cla thudc 861 véi tré so sinh thiéu can va ré nhd thidu can khi sinh chua dugrc thiét Ip. Trucmg hep sir dung cho tré dudi 3 tudi véi lidu 3 1An/
ngay, 6 mg (hoat tinhykgftan, tAn suét phat hién tiéu chay, phan Iéng cao, do d6 phdi hét sic kwu y (Xem phén Duwgc déng hgc)
Anh hueng dén két qua xét nghiém: Thubc cb thé géy du’wng tinh gid véi phan img Coombs tnre tiép, phén ting &m tinh gia véi xét nghiém ferricyanid.
Phan (g duong tinh gid wii glucose trong nuor tidu cd the xdy ra vai cac xét nghiém giam ddng (thir voi dung dich Benedict, Fehling hoic vién nén
Clinitest) nhung s& khang xay ra duong tinh gia khi xét nghiém vai enzyme (vi dy: Clinistix, Tes-Tape)
SUPDUNG CHO PHU N CO THAI VA PHU N CHO CON BU
Chira 66 Gac hghién ol day di va o6 kidm sodt chét ché trén phy niv c6 thai. Vi cac nghién ciru trén logi vat khong thé suy doan dugc dap Ung rén nguoi
nén chi ding com cefditoren pivoxiltrén phy ni» o6 thai khi that si can thiét. Ngodi ra, gidm camitin huyét da duo'c bdo cao & phu nir dung khang sinh chira
nhém pivoxil rong ba thang cudi clia thal ky oling nhu* & tré so sinh clia cac ba me nay
Cefditoren phan bd dugc vao > trong siva me, vi vay c&n st dung thén treng véi phy ndr cha con b
ANH HU'ONG DEN KHA NANG LAl XE VA VAN HANH MAY MOC
Pemolip 06 thé anh hudng nhé hodic vira dén kha nang I xe va van hanh may méc. Cefditoren pivoxil oo thé gay chéng mat va ngd lo me. Bénh nhan
dugc khuyén cao khong nén ldi xe, van hanh may méc phire tap hoc tham gia cac hoat dong o kha nang gay nguy hiém khéc cha dén khiho bigt duoc
thudc b anh hudng ¢én kha niing thire hién cac hoat déng nay hay khang
TWONG TAC THUOC
Probenecid
St dung ddng thei probenecid véi cefditoren pivoxil [am tang ndng dé cefditoren trong huyét trong, do dé [am tang tac dung hodc dac tinh clia cefditoren
Thubc khang acid, thudc tic ché bom proton va thude khang lhu thé H,
St dung Gcmg théri céc antacid, thude (ke ché bom proton va thude déi khang thy thé H,véi cefditoren pivaxil dutmg udng lam giam hép thu cefditoren, vi
wvay lam gidm tac dung/dée tinh cla cefditoren. Tranh st dung ﬂong thot cac thude nay von cefditoren
Thirc &n: Thikc &n lam tang hép thu cefditoren. Bira &n oo nhidu chit béo co thé lam sinh kha dung cla thudc tang lén téi da \y./
)
ng chinh

TAC DYNG KHONG MONG MUON

Céc tac dyng khéng mong muén xdy ra & 19 (4,17%) trong tdng s6 458 bénh nhan dugc danh gid an toan cla odm cefditoren pivoxil, Trigu

bao gdm tiéu chay & 17 bénh nhén (3,73%) va cac tiéu chimg di ing & 2 bénh nhan (0,44%, 1 trudng hop bi phat ban va mén d6). Nhimg thay d5i két
qua xétnghiém quan sét thiy & 3,6% s6 banh nhan (10/278) bao gbm chirc naing gan bét thudng nhu tang AST (GOT) 0,45% (1/222), tang ALT (GPT)
0,9% (2/222) va bt thuong vé mat huyét hoc nhu téing bach cu wa eosin 1,97% (57254)

Cac nghién ciru sau khiluu hanh odim cefditoren pivoxil cho théy o tang s6 5821 ca lam sang dug thang bao tir 875 oo s y t trong ca nwde, Sé rudng
hop phét hign tac dung khng mang mudn xuat hién 2 136 bénh nhan (2,34%) v6i 146 Ian géip. Tac dung khong mong mudn thueng gap la rdi loan tiéu
héa (bac gom téu chay, phanldng ...) & 121 bénh nhan (2,08%), rcx loan da va mé duwéi da (phat ban, may day) & 10 benh nhan (0,17%)

Theo két qua nghién clru 1am s-ang danh gia an todn khi sir dyng cdm cefdrb:ran pivoxil cho bénh nhan nh| bi viém phdi, viém tai gitra va viém xoang voi
iBuB mgﬂ(g (dang hoat tinh), 314n m&i ngay, tac dung khong mong mudn xay ra & 36 (31 ,3%) trong 16ng s6 115 bénh nhan, Tac dyng khéng rmong muon
chil yéu I3 idu chayiphan I6ng & 28 bénh nhan (24,3%). Cac bét thuémg trong cac chi sb xét nghiém lam sang dugc tim théy @7 (6,2%) trong tcng s6113
bénh nhan danh gia vé do an toan dugc xét nghiém, chl yéu I3 tang sb lugng tiéu cau

Céc phén ing barfor 0 y nghia fam sang

{1)Phan Umg sbc hosic phan ve (<0,1%) co thé xuat hign. Bénh nhdn can duc gidm sat chat ché, nglmg thudc va a ap dung bién phap xtr tri phu hop néu
o6 dAu hidu bét thuémg nhue cam thdy mét, khd chiu khoang migng, khé thé, chéng mal, buc;n dai tién, U tai hodc dé mo hoi

(2) \iém dai tréng naing kém di ngodi ra méu nhu viém dai trang gid mac (0,1%) ¢ the xuat hién. Bénh nhén cin duoc gidm sat chat ché, nging thubc
va ¢ bien phép x i phi hom néu bi dau bung hodc tiéu chay nhidu I3n

{3) Hai chirng Stevens-Johnson hogic hdi chiing Lyell (< 0,1%) o0 thé xuét hign. Giam sat banh nhan chit ché, nglmg diing thude va 4p dung bign phap
i tri phil hop néu oo bat Gl dau higu bat thuong nao xay ra

(4) Viém phal ké w& hii chimg PIE (< 0,1%) cling véi sdt cao, ho, kha thd, hinh anh X-quang nguc bat thuong, tang bach ciu wa eosin o6 thé xudt hign.

Bénh nhén cin dugc gidm sat chit ché, nglmg st dung thudc va o6 bign phap X trf phii hop nhur s dung hormon vo thupng thén néu cac iéu chimg
nay xudt hién

{5) Rdi loan chire néng gan (< 0,1%) cb thé xudt hign voi cac tiéu ching vang da, tang AST (GOT), ALT (GPT) hoge Al-P 16 rét. Gidm sat bénh nhan chat
ché nhuw xét nghiém lam sang dinh ky, ngimg Ihuéc va ép dung bién phap xt» tri phis hop néu co dau hiéu bét thudng

{6) Roi loan chirc ndng thén nang nhur suy thﬁm cép (< 0,1%) co thé xuéit hign, Giam sat bénh nhan chat ché nhw xét nghiém |am sang dinh ky, ngumg
thudc va ap dung bién phap x trf phl h:p’p néu co dau hiéu bat thuong

(M) Giam bach cAu hat (<0,1%) hodc thidu mau tan huyét (< 0,1%) cb thé xudt hién. Gidm sat bénh nhan chit ché nhw xét nghiém 1&m sang dinh ky, néu
6 dAu higu bat thrcmg thi nglmg thuéce va od bign phap x i phu ho-p

(8) Ha dudng huyét do gidm camitin huyel (khong rS ty 1&) c6 thé xuat hién & tré em s dung keu dai khang sinh co chia pivoxil. Ngimg str dung thude va
ap dung bién phap xr tri phi hq'p néucod aactneu chimg giam duong huyel nhu co giat hodic réi loan ¥ thizc (Xem phan Than trong)

{9) Céc phan (mg bét loi khac (tin sut xudt hién can ol vaio sé ligu théng ké két hop tir di liu khi phé duyét va du lisu khi két thic ti kidm tra)

Loai/ TAn sudt | 2 0,1% dén< 5% <0,1%

Qua man®! Phat ban May day, ban dé, ngira, sét, sung hach
bach huyét, dau khop

Giam bach cau hat

Gidm tidu cau

Huyét hoc®™ Téng bach cdu va eosin

Gan™ Tang AST (GQT), ALT (GPT) Vang da
Tang Al-P
Than Tang BUN, tdng creatinin huyét thanh va
protein niéu
Tiéu hoéa Tiéu chdy, phan 16ng, bubn nén, | Cam giac chwéng bung, budn mén, tie
kho chiu da day, dau byng ngye —
Ré&i loan vi sinh Viém vém miéng va ndm Candida 5
Thiéu vitamin Trigu ching thidu wvitamin K (gia e

il
&

prothrombin huyét, nguy co chay mau .
thiéu hén hop vitamin B (vigm ledi, vi
migng, chan an, viém day than kinh ..

Khac Dau ddu, chdng mat, phi va 1é list
Cac ke1 qud xét nghiém bat Iercmg [AST(GOT) tang, ALT(GPT) tang, tang
bach cdu va eosin ...] thuwéng xudt hién khi didu trj keo dai® 4
Ghi chi; -

(a)Nglrng dung thum: va 4p dyng bién phép xir trl phi hep neu €0 trigu chirng xudt hién
(b)Bénh nhan can dugc glam sat chal ché, ngirng ding thubc va ap dung bi¢n phap xdr tri ph‘&,‘
he'p néu cb dau hiéu bat thirdmg xuét hign ™

(c)Bénh nhdn nén dwgc giam sat béing cac xét nghigm dinh ky

QUA LIEU VA XU TRI
Dau higu va trigu chumg
Chua o6 thong tin v& trdmg hop qua liéu cefditoren pivoxl & ngum 'I'uy nhién, riéu chimg qua liéu cla cac khang sinh cephem bao g L
dau thuong v, i den, phan 16ng va tigu chay. Viém rudt két mang gia nghiém trong o thé xay ra trong mdt s6 trudng hop. Tneu m IQL
bao gbm tidu chay bao phat dikem vai sét, dau bung, ting bach cAu, phan od I&n dich nhdy va mau, mét bach cu haL tiing bach cau %Wm@w Pt
tan huyeL gidm bach cAu, vang da, ting S-GOT/ S-GPT/ ALR, phat ban, may day, ngua o0 xu hu'cmg chay mau, r6i loan than

Ca thé xay ra rdi loan y thikc, dong kinh, ting phan xa, thiéu mau tan huyét, gidm bach ciu, gidm tigu ciu, dic biet di voi cac benw!‘yai%%@ p;ay s%/'

thén st dyng qua liéu cac thude nay
Diéu tri
Cackhdng sinh cephem la nhiing thudc an toan va ob dde tinh chon g, Vi vy, chi oo céc bign phap (2) v (3) sau 38y 1a can thidt, i khi qua lidu véi mic
df dac bigt lon:

(1) Rira da day (4p dung khi qua lidu dac bigt Iém, trong vong 2 gicr sau khi udng thudc)

(2) Duing chét hap phy: Than hoat (40— 60 g, pha trong 200 mi nudic)

(3) Thudc xé: Magnesium sulfat (30 g, pha trong 200 mi nwéc)

(4) Bu dich: Nén thém céc tac nhan bao vé gan, ¢ thé thém thudc iém vitarin nhom B va vitamin nhém K

(5) Bidu tj triéu chimg
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