https:Nhhathuderdocahnibomrycin STADA 500 mg
' Kich thude: 85x120 mm _ _ | h25 / y 5%

e
5""9F
o
N 600((\%
N
.P"oo\\“\\‘-
%\P‘OF‘J&
o
3\‘&1\\\&0 [
= o e ‘
) 2 f 5 |
o*“w BO Y]
o .
:-\'a“5 \'3‘ CE M DU
yo r DUYET
Nhan hop: Clarithromycin STADA 500 mg|| » d e (‘ {; / ! /7&
' jc: 87x125x2. Lan @it Sl aeiloisslsisssodssbuss
Kich thudc: 87x125x22mm

Tilé: 84%

X THUOC KE DON Hgp 2 vi x 7 vién nén bao phim
[ ] L]
Clarithromycin STADA
500 mg
Clarithromycin 500 mg
Chi nhanh cong 1y TNHH LD STADA-VIET NAM s

STADA

. R Thamb hdm 2300 v nor Pl el Tidw chidndp dyng
Clarithromycin STADA atithwistgsvin :
500 mg

o el A 200k
vk i D XA TAM TAY TRE £8
Uhi djnh, Cach deme Chiog chi dinhve  BOC KY HUGNG DAR SUDUNG
vac thame tin ke TRLIDC KHT DL NG

11 g 118 b Jir

SBK - Reg, No.: n.nq.......;lu. A

S T
B ’ . e : NCPT
= X PRESCRIPTION DRUG 2 blisters x 7 film-coated tableg CONGTY
: T TNHH
= 3 LIEN DOANH
'.E E
I~ T * .
"2 ' Clarithromycin STADA
g _ 500 mg Ds. Nguyen Ngoc Liéu
O :
» 2 Clarithromycin 500 mg
i =
;= g
g4l O ¢ R
% 3 7 STADA-VN |LV. Ca., Ltd., Binh Duong Branch e
"o s s, o P

STADA Y

Campirsitbons o 1ot G contie Spocitication: 11 0010

Clarithromycin STADA REEP OLT OF REACH

500 mg Lipuniis o ! OF CHILDREN
tndicationy, Adwinistration, ¢ ontraindications  BEAD THE PACKAGE INSERT

and other pecat i CARCFULLY MEFORE LSE

Barcode i s e S o



https: //nhat*Htuom

h thu

Nhan hop: Clarithromycin STADA 500 mg
x125x38 mm

o

Kich Hurm

Tilé: 7

VaVIS

g’d

[ o

‘“U

Hu ok weswosgi e

Sw gp<S vavis uniwoiyiie))

B+t

|u|_{-| R LA A W7

LR Ty

Sl

v Ll C ol -

eant Ebrithromycin STADA 500 mg
85x120 mm

h o <\‘“l

e

Hgp 4 vi x 7 vién nén bao phim

X THUOC KE DON

Clarithromycin STADA
500 mg

Clarithromycin 500 mg

—

STADA

fhs |||11nh lung tv TNHH LD STADAVIET NAM
16 T0r Do, Ke Ry i Ssmgisgion
o g Ars T b s

Thanh phdn: 490y i g il luds

Clarithromycin STADA ;

500 mg Chi dfish, Cach dling, Chilig ¢ hi Gioh vo cke
thing tin khic:

B gt bustngcdi o st dang

Bav quine g D b |

i bt ol k1

Thiar ¢ bt gt ey i

BE XA TAM TAY TRE EM

POC KT HUONG AN SU DUNG TRUGK

KHI DUNG

SPK - Reg. Noa:

X PRESCRIPTION DRUG 4 blisters x 7 film-coated tably

Clarithromycin STAD
500 mg

Clarithromycin 500 mg

A - tad i
\T-\IM VN LV, Co,, bid. liulh llulmgliruull

P, 380 T e A, Vietane s il furk

b STADA

:'mnp-n.‘l.‘np (R TR el Bl el il s

Clarithromycin STADA e : .}:
500 mg Indicatfons, Adenlnitration, Contatadicativn

and other precaations:

Specification: 1 200

KEEI (UT OF REACH OF CHILDIREN
REALN THE PACKAGE INSERT CAREHULLY
BEFIRE USE

Barcode

Z ‘3 3
@ = W
=
= =
1 =
x Z

N

—. s



https://nhathuocngocanh.com/

Nhan vi (Alu/Pvc): Clarithromycin STADA 500 mg
Kich thudc: 50x96 mm
PJ
b P’o o
;‘R\C."QO\ @

s
Y |

Nhan hop: Clarithromycin STADA 500 mg
Kich thudc: 64x11x22 mm
Ti lé: 100%

X THUOC KE BON Hop 2 vi x 7 vién nén bao phim

Clarithromycin STADA
500 mg

Clarithromycin 500 mg z z
Ml san sudt: a = =
Chi nthanh cing ly TNHH LD STADA-VIET NAM A =

S0 40, Bailo Tu Do, KUK Viet Nam: Singapor B o
The xa Thugn A Tinh Binh Dueng. Vier Nam :5 IADA - S

- & Thanh phan: 5060 vicn non Lao pliim clule Tida chudn ap dyng;
Clarithromycin STADA oo s 1 I Anh 2010
it (ki P o BE XA TAM TAY TRE EM

500 mg liiches

Chi djnh, Cach ding, Ching chidinhva  PBOC KY HUONG BAN 5L NG
i TRUGEC KHI DUNG

COXOLIXPY

SDK - Reg. No.:

Q. TONG GIAM BOC
X PRESCRIPTION DRUG 2 blisters x 7 film-coated tablets 53027376, 3 D NCPT

X

WAL Ay

8w pos vavis uniwonpue)

Clarithromycin STADA
500 mg

Clarithromycin 500 mg

)y

5. Nguyén Ngoc Liéu

SENOEY PO ] Wi [815¢ RUESTVRVES T A 2

__U'_'; \ Manufactured by
STADA-WN ).V, Co., Ltd,, Binh Duong Branch —
Mo, 40, Tu Bo Avenue, Vietnam- Singapore [nclustrial Park

Thuan An. Binh Duong Province, Vietnam STADA

= 5 Componition: [ach tilmecoatial talihod contains Specification: B 010
. Cianthromycm STADA Clri S, KEEP OUT OF REACH
g - Expy v OF CHILDREN
e 500 mg Indications, Administration, Contraindications  READ THE PACKAGE INSERT
2 antd ether precautions; CAREFULLY BEFMORE LSE
= Rowl i
- Barcode Sin

o



https;//nhathuocngocanh.com/

Nhan vi (Alu/Pvc): Clarithromycin STADA 500 mg

Kich thude: 50x96 mm

o o (_’\’3‘

Nhan hop: Clarithromycin STADA 500 mg

Kich thugc: 64x110x44 mm
Ti lé: 92%

co 7
= .H
= =

El— &

i = z

= = =

= g -

w3 2

= < =

s 0, =

= 3 =

=

w E

o N

= 5

v} =

> 3

ok w1 z
> 8 z
> 3 £
J as =

frLROLSO T

“~

X THUOC KE BON Hop 4 vi x 7 vién nén bao phim

Clarithromycin STADA
500 mg

Clarithromycin 500 mg

Plbuss siber sl
Chi nhanh cang ty TNHH LD STADA-VIET NAM
S, Bl B T D, KEN Vb MameSingageone,

Thi v Tlfin An, Tink Binh Eamg, Viet Nam

Clarithromycin STADA
500 mg

Tl ale Vi i "
Chi dinh, Cach dung. Ching chi dinh va cac
thime tin khae:

Xy ol tropg bo Pasdng ddn sif dung,

Bao quan: Trong b br ki, nei kb, el inh
sdrig, MR O khbrrgd ket WY
Titw chudn dp dung: oo dice Aol - BE 2000

DE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUDE

SPK - Reg. No.: KHI DUNG

X PRESCRIPTION DRUG 4 blisters x 7 film-coated tablets

Clarithromycin STADA
500 mg

Clarithromycin 500 mg

Warnutan tued by

STADA-VN LV, Co., Ltd,, Binh Duong Branch

Mer, 40 T DN Avieiine, Vit Sangapions fnclusteal Park
Thusant Any Binh Phaong Provinee. Vietnam

Clarithromycin STADA

Compasition: [ acl tilimeeoatid tabil

B larithraemive bn T

e, e—— ! e
Indications, Administration, Contraindications
andl other precautions:
Feesael thie pakeisis inser! insiclse
S o wedlacboses combainer, in o dey plae,
et g el sdeires dbjone B
Specification: 12000

Barco(le KEEF OUT OF REACH OF CHILDREN

READ THE PACKAGE INSERT CAREFULLY
BEFORE LSE

K SN

TUQ. TONG GIAM POC

e



https://nhathuocngocanh.com/

Clarithromycin STADA

THANH PHAN
M&i vién nén bao phim Clarithromycin STADA 250 mg chira:
CIRMIITOIMIEIN v i it e
M&i vién nén bao phim Clarithromycin STADA 500 mg chira:
Clarithromycin
(T4 duge: Microcrystallin cellulose, crosca .
gwa nesi stearat, talc, colloidal silica khan, acid stearic, opadry vang)

MOT
Clarithromycin STADA 250 mg: Vién nén hinh oval, bac phim mau
vang nhat, hai mat khum, mét mat khic chi *C1", mét mét tron.
Clarithromycin STADA 500 mg: Vién nén hinh oval, bao phim mau
vang nhat, hai canh khic vach, mét mat khic vach va chir “C2", mdt méat
tron.,

DUQC LIYC HOC

— Clarithromycin 12 mét ddn xudt ban tdng hop cla erythromycin A.
Clarithromycin thé hign hoat tinh khang khudn bing cach gén két véi
tidu don vj 50S ribosom clia cac vi khuan nhay cam va (¢ ché téng hep
protein. N6 c6 kha nang chéng lai nhidu loai vi khudn hidu khi, ky khi,
gram dwong va gram am rat manh. Néng dé dc ché téi thidqu (MIC) cla
clarithromycin thgp hon MIC clia erythromycin hai lan.

— Chét chuyén hoa 14-hydroxy clia clarithromycin ciing co hoat tinh khang
khudn. MIC cua chét chuyén héa nay bang hodc cao hon gép hai 1an so
v&i MIC cia céc thube ban dau, trir tac dung trén H. influenzae hoat tinh
clia chét chuyén hoa 14-hydroxy cao gép hai 14n thuéc ban dau.

- Co ché khéng cac khéang sinh macrolid thuéng lién quan dén thay ddi &
vi tri dich gan wv&i khang sinh, dwa trén sy thay abi valhodc ddy cha
dong khang sinh ra ngoai cia vi khuén.

Sy phat trién khang thubc cé thé qua trung gian nhiém séc thé hoic
plasmid. Vi khudn khang macrolid tao ra enzym lam methyl héa adenin
con dw lai & RNA clia ribosom va cubi ciing tre ché khang sinh gén vao
ribosom. Cac vi khudn khang macrolid thwéng khang chéo véi
lincosamid va streptogramin B dya trén sy methyl hoa tai vj tri gén vao
ribosom. Clarithromycin cing duge xép vao nhém céc chét e ché manh
enzym nay. Hon nira, macrolid c6 tac ddng diét khuén b&ng céch trc ché
peptidyl transferase cua ribosom.

Co6 sy & khang chéo hoan toan tén tai gitva clarithromycin, erythromycin
va azithromycin. Staphylococcus khang methicillin va Streptococcus
pneumonia khang penicillin cing @& khang v&i macrolid nhw
clarithromycin.

— Gid tri ngudng: Cac gia tri nguwdng sau day @bi véi clarithromycin, tach vi
khuan nhay cam tir cac vi sinh vat khang thuéc, da duoc thiét lap béi Uy
ban Chau Au v& thir nghiém dé nhay cam cla khang sinh (EUCAST)
2010 -04-27 (v 1.1).
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A.Céc gia trj ngwdng khéng lién quan dén ching vi khudn da duoc xac
dinh chi yéu trén co s& di liéu PK/PD va dbc lap véi sy phan bd MIC
cda cac lodi chuyén biét. Ching chi sl dung cho cac ching vi khudn
khéng dugc G& cap trong bang ho#c cha thich. Tuy nhién, diF liéu dugc
lwe @i v&i két qua tinh todn cac gid tri ngudng khéng lién quan dén
chling vi khuén clia nhém macrolid, lincosamin va streptogramin khéng
chéc chén, do dé ghi 13 IE.

B.Erythromycin c6 thé duwoc sk dung dé xac dinh tinh nhay cam ciia cac vi
khudn duoc ligt k& dbi véi cac macrolid khac (azithromycin,
clarithromycin va roxithromycin).

C.Clarithromycin dwoc sir dung dé tiét trir H, pylori (MIC = 0,25 mg/L déi
voi loai hoang da)

D.Méi twong quan gitra cac gia tri MIC clia macrolid d6i véi H. influenzae
va két qua lam sang con chua rd. Do d6, cc gia tri nguwdng dbi voi
macrolid va cac khang sinh cé lién quan da dwoc thiét 1ap dé phan loai
ching hoang dai H. influenzae nhw 12 vi khudn trung gian.

Clarithromycin duoc sir dung dé tiét trlr H. pylori; nng d6 Gc ché téi
thidu (MIC) < 0,25 pg/ml da dugc thiét l8p nhw & gia tri nguwéng nhay
cam b Vién Tiéu Chudn LaAm sang va Xét nghiém (CLSI).

Ty I& d& khang thubc méc phai cé thé thay déi theo viing dia Iy va theo
thevi gian ddi voi cac ching vi khudn chon loc va nén co théng tin vé sy
@& khang thudc tai djia phwong, dac biét 1a khi didu tri nhiém khudn trdm
trong. Khi c&n, nén tham khao y kién chuyén gia néu ty I1& d& khang
thuéc tai dja phwong ddi véi viée dung thuée trén it nhat mot sé bénh Iy
nhiém khuan van chua rd rang.

Tinh nhay cdm: Ty 1& d& khang thudc méc phai cé thé thay dbi theo viing
dia Iy va theo thoi gian déi v&i cac ching vi khudn chon loc va nén cé
théng tin v& sy d& khang thubc tai dja phuong, dic biét 12 khi didu tri
nhiém khudn trdm trong. Khi cin, nén tham khao y kién chuyén gia néu
ty I& d& khang thubc tai dia phrong déi véi viéc ding thube trén it nhét
mét sé bénh 1y nhidm khudn van chwa rd rang

Cédc chdng vi khudn nhay cadm thudng gap

Streptococcus nhom F
Corynebacterium diptheriae

Céac vi khudn hiéu khi
Gram duwong

Bordetella pertusis
Moraxella catarrhalis
Pasteurella multocida
Legionella spp.

Cac vi khudn hiéu khi
Gram am

Céc vi khudn ky khi Clostridium spp., khac v&i C. Difficile.

Mycoplasmap neumoniae
Chlamydia trachomatis
Clamydophila pneumoniae
Clamydophilapsitacci
Mycobacterium spp.

Céc vi khuén khac

Cé4c chung vi khudn ma viéc dé khéng thudc c6 thé I3 van dé*;

Streptococcus nhém A, C, G
Streptococcus nhém B

Streptococcus viridans
Enterococcus spp’

Staphylococcus aureus, nhay cam vdi
methicillin va d& khang vé&i methicillin®

Streptococcus pneumoniae”
Staphylococcus epidermidis’

Cac vi khudn hiéu khi
Gram dwong

Haemophilus influenzae®
Helicobacter pylori

Cac vi khudn hiéu khi
Gram am

Bacteroides spp.

Cac vi kh ky khi
i Ky ky i Peptococcus/Peptostreptococcus spp.

Cédc chung vi khuan sén c6 sy dé khang thude

Pseudomonas aeruginosa
Cac vi khudn hiu khi

Gram &m Acinetobacter
Enterobacteriacea
Céc vi khuén ky khi Fusobacterium spp.

Cac vi khudn khac Mycobacterium tuberculosis

*

.

o

210% d& khang thudc trong it nhat mét qudc gia thude lién minh Chau
u

Cac ching vi khudn chéng lai tinh hiéu qua clia thuéc da dwgc ching
minh trong nghién ctru lam sang (néu nhay cam).

Thé hién céc ching vi khuin cé ty 1& khang thuéc cao (> 50%) da dugc
quan sat trong mét hodc nhidu khu virc/quéc gialviing ciia Chau Au,

Cac gia tri ngudng ddi véi cac khang sinh nhém macrolid va céc khang
sinh lién quan da dwgc thiét 1ap dé& phan loai ching hoang dai H.
influenzae nhu 1a vi khuén trung gian.

Cédc thdng tin khédc:

Tinh nhay cam va @& khang v&i clarithromycin cla Streptococcus
pneumoniae va Streptococcus spp. co thé dwoc dy doan bang thir
nghiém erythromycin.

Hau hét cac kinh nghiém 1&m sang c6 dugec tlr cac thir nghiém 1am sang
ngdu nhién cé kiém soat cho thdy viéc dung clarithromycin 500 mg x 2
lan/ngay két hop véi khang sinh khac nhw amoxicillin hodc metronidazol
va omeprazol (dung & liéu lwgng cho phép) trong 7 ngay dat ty 1€ tiét triv
H. pylori > 80% & nhirng bénh nhan bj loét da day-ta trang. Theo dy
kién, ty 1& tiét trir thdp hon dang ké & nhirng bénh nhan cé cac ching
phan lap H. pylori khang metronidazol. Do @6, théng vé sy dé khang
thubc & dia phuong va céch hwéng dan didu tri nén duoc can nhac khi
Iwa chon ché dd diéu tri phéi hop thich hop dé tiét trie H. pylori. Hon
nira, & nhi*ng bénh nhan nhiém khun dai ding, sy khang thuéc thi
phat (& nhi¥rng bénh nhan nhiém nhirng chling nhay cdm nguyén phat)
véi thubc khang khuan nén dwgc can nhic ddi véi mét ché dd tai diéu tri
mai.
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DU'Q'C BONG HOC

- Clarithromycin dwge hép thu nhanh chéng qua dwéng tigu héa va b

chuyén hoéa lan dau, sinh kha dung cla thudc me dat khoang 55%. Mirc

@6 hép thu hdu nhw khéng bj &nh hwdng bdi thire &n. Néng db dinh cla

clarithromycin va chét chuyén héa chinh 14-hydroxyclarithromycin I4n

Ivgt 1a khodng 1 va 0,6 meg/ml sau khi uéng Ii!u don 250 mg; & trang

thai &n dinh, khi ding lidu twong tw mdi 12 gie, ndng d6 dinh cla

clarithromycin khodng 2 mcg/ml va cia 14-hydroxyclarithromycin khoang

0,7 meg/mi.

Duge ddng hoc cla clarithromycin khéng tuyén tinh va phy thudc vao

lidu ding, céc lidu cao c6 thé tao nén cac nzng a6 dinh clia thuéc me

tang khéng theo ty 1& thuan do con dwéng chuyén héa thubce b bao hoa.

Clarithromycin va chét chuyén héa chinh dwge phan bé réng rai, ndng

d6 trong md vugt hon ndng dd trong huyét thanh, mét phén do hap thu

nodi bao. Clarithromycin d& dwec tim thdy trong stka me. Clarithromycin
duoc chuyén hda manh & gan va dugc dao thai vao phan qua dudng
mat. 5 — 10% thubc & dang khong di dwoc tim thay trong phan. O trang
thai én dinh, khodng 20% va 30% twong (ng voi lidu vién nén 250 mg

vad 500 mg dugc thai trir qua nwoc tiéu & dang khéng dbi. 14-

hydroxyclarithromycin ciing nhw cac chat chuyén héa khac cing duoc

dao thai qua nwéc tidu khodng 10 — 15% lidu ding. Théi gian ban thai

cla clarithromycin va 14-hydroxyclarithromycin twong (ng khodng 3 - 4

gi& va 5 - 8 gi& & nhirng bénh nhan ding lidéu 250 mg trong mdi 12 gier

va twong ing khodng 5 — 7 giér va 7 — 9 gidr & nhirng bénh nhan ding

500 mg m&i 8 — 12 gitr. Thivi gian ban thdi kéo dai & nhirng bénh nhéan

suy than.

CHI BINH

Clarithromycin duge chi dinh cho ngudi I6n va tré em trén 12 tudi.

Clarithromycin dwee chi dinh didu tri trong cac trwdng hop nhidm tring

do céc vi khudn nhay cdm nhu:

Nhiém tring dwéng hé hap dwdi nhw viém phé quén cip tinh, man tinh

va viém phoi.

Nhiém tring dwéng hd hép trén nhuw viém xoang, viém hong.

~ Clarithromycin thich hgp @& didu tri ban dAu nhirng nhi&m tring hé

h&p méc phai & cdng ddng va da dwoc chirng minh cé hoat tinh in

vitro chéng lai nhirng tac nhan gy bénh duéng héd hap théng thuéng

va khong dién hinh.

Clarithromycin cén duge chi dinh trong nhiém tring da va mé mém tie

nhe dén trung binh.

V&I sy hién dién cla chét (c ché tiét acid nhw omeprazol hay

lansoprazol, clarithromycin cdn dwgce chi dinh trong didu tri tiét triy

Helicobacter pylori & nhirng bénh nhan loét ta trang.

Hoat tinh chéng Helicobacter pylori cla clarithromycin tai pH trung tinh

manh hon tai pH acid.

LIEU LUQNG VA CACH DUNG

Clarithromycin STADA duwgc dung qua dwdng ubng va khéng bj anh

hwéng béi thire &n.

Bénh nhén bj nhiém trang dwéng hé hap/ nhiém trong da va mé

mem.

Nguwéi 16n va tré em trén 12 tudi: Liéu thwéng ding 13 250 mg ngay 2

I&n c6 thé tang 1&én 500 mg ngay 2 I&n trong treéng hop nhiém tring

nang.

— Thei gian digu trj khodng 14 ngay.

Khéng sir dung Clarithromycin STADA cho tré em duéi 12 tudi.

Trj tiét tree Helicobacter pylori & bénh nhén loét ta trang (ngudi

Ién va nguwdi cao tudi).

Thei gian diéu tri khodng 14 ngay.

Phéc db 3 thube: Clarithromycin (500 mg) ngay 2 I&n, lansoprazol 30

mg ngay 2 Ian va amoxycillin 1000 mg ngay 2 Ian.

Phéc @b 3 thube: Clarithromycin (500 mg) ngay 2 1&n, lansoprazol 30

mg ngay 2 1&n va metronidazol 400 mg ngay 2 1an.

Phéc d6 3 thubc: Clarithromycin (500 mg) ngdy 2 l&n, omeprazol 20

mg ngay 2 I&n, phéi hop vé&i amoxycillin 1000 mg ngay 2 lAn ho#c

metronidazol 400 mg ngay 2 1an.

Phéc dé 3 thube: Clarithromycin (500 mg) ngay 2 1&n, amoxycillin 1000

mg ngay 2 1an va omeprazol 20 mg ngay 2 Ign.

Suy thén: Nhirng bénh nhan suy than cé d¢ thanh thai creatinin nhd

hon 30 mi/phat nén gidm lidu mét nira, 250 mg ngay 1 lAn hodc 250

ngay 2 1an néu nhiém tring néng. Khdng diéu tri qua 14 ngay.

CHONG CHI BINH

- Bénh nhéan qua mén vé&i clarithromycin, erythromyein hay bét ky khang
sinh nhém macrolid khac ho&c bét clr thanh phan nao cla thube.

~ Chéng chi dinh sir dung déng théi clarithromycin véi mét sé thube nhw
terfenadin, astemizol, cisaprid va pimozid vi cé thd gay tang dang ké
ndng dd clia nhirng thudc nay trong huyét twong va gay doc tinh trén
tim nghiém trong va/hodc de doa tinh mang.

- Sl dyng dbng thei véi cac alkaloid cwa l6a mach (ergotamin,
dihydroergotamin) ciing dwoc chéng chi dinh vi cé kha nang gay doc
tinh nghiém trong.

— Khoéng nén dung clarithromycin cho bénh nhan cé tién sl khoang QT
kéo dai hodc loan nhip tam that kém xoén dinh.

I

I

I

— Khéng nén ding clarithromycin dbng théi véi cac chat tre ché HMG-CoA
reductase (cac statin) dwge chuyén héa hdu hét bdi CYP3A4 (lovastatin
hodc simvastatin) vi tdng nguy co cac bénh vé& co gbm tiéu co van, Nén
ngung ding clarithromycin trong khi didu trj véi cac thubc trén.

- Khéng nén ding clarithromycin cho nhirng bénh nhan ha kali mau
(nguy co kéo dai khodng QT).

- Khéng dung clarithromycin cho nhirng b&nh nhan suy gan néng.
THAN TRONG
— Chi dinh clarithromycin khi biét r& khéng ¢6 nhi&m tring hodc nghi ngéd
nhidm khudn hay d& phang ngira thi khéng dem lai loi ich cho bénh
nhédn ma con lam tang nguy co phat trién nhidu vi khudn dé khang
thutce.
Clarithromycin dwec dao thai chli yéu qua gan va than. Clarithromycin
c6 thé duoc ding ma khdng cAn didu chinh lidu déi véi nhitng bénh
nhén suy gan c6 chirc ndng than binh thwdng. Tuy nhién, néu suy
than néng cé hoac khéng kém theo suy gan thi nén gidm lidu hodc kéo
dai thevi gian gilra cac lidu dung.
Khéng str dung déng thdi clarithromycin va ranitidin bismuth citrat déi
v&i nhirng bénh nhan cé dd thanh thai creatinin dwéi 25 ml/phit va
khéng nén diing cho nhi¥ng bénh nhan cé tidn st rdi loan chuyén héa
porphyrin cAp.
Gibng nhw céac thubc khang khudn khac, clarithromycin co thé gay
tang trudng qua mirc cac loai vi khudn hodc ndm khéng nhay cidm.
Néu bdi nhiém xay ra, thay thé bdng liéu phap thich hep.
Anh hwéng trén gan: Tang ndng dé ALT (SGPT), AST (SGOT), y-
glutamyltransferase  (y-glutamyl transpeptidase, GGT, GGTP),
phosphatase kiém, LDH, va/hodc téng lwgng bilirubin huyét thanh &
dugce bdo céo (dwdi 1% bénh nhan) & nhing bénh nhan ding riéng &
clarithromycin hay két hop diéu trj v&i omeprazol. Gan to va bat thuong
chirc ndng gan (nhw (r mat, cé hodc khéng cd vang da) cing da dugc
bao céo trén nhirng bénh nhan ding thube. Bat thuéng chirc ndng gan
nay cé thé nghiém trong nhwng thuéng tw khéi. Tuy nhién suy gan dén
dén hoai tr 3 duoc bao céo hiém gdp, chi yéu trén nhirng bé&nh nhan
suy gan néng va/hodc ding thube két hop didu tri.
TUONG TAC THUOC
— Céc thubc duwgc chuyén héa boi enzym thufe vi lap thé & gan: St
dyng ddng thei véi clarithromycin 1am ting ndng dd trong huyét thanh
cia cac thude nay, nén theo ddi chit ch& ndng db trong huyét thanh cla
cac thude str dung déng thai.
Carbamazepin: Than trong khi sir dung véi clarithromycin, Nén giam liéu
carbamazepin va/hodc theo déi ndng dé carbamazepin huyét thanh,
Cisaprid: Chéng chi dinh dung ddng th&i v&i clarithromycin. Viéc sl
dung dbng théi clarithromycin va/hodc erythromycin véi cisaprid lam kéo
dai khoang QT va gay loan nhip tim ndng (nhjp nhanh tam that, rung
that, xoén dinh), da cé bao cao tir vong.
Darifenacin: Ligu cla darifenacin khéng nén qud 7,5 mg/ ngay khi
diing dbng thei véi cac thude (rc ché CYP3A4 bao gbm clarithromycin,
Disopyramid: Khi dung dbng théi véi clarithromycin nén theo déi dién
tam db va nbng d6 disopyramid huyét thanh. Rung that, kéo dai
khoang QT va tadng th&i gian ban thai cia disopyramid (40 gid) da
dwoc bao cao & mét bénh nhan dung lidu duy tri disopyramid (200 mg
ngay 2 l&n) va clarithromycin (250 mg ngay 2 1&n), metronidazol (400
mg ngdy 2 1&n) trong didu tri H.pylori gay loét ta trang man tinh. B3 co
bao cdo gay xoén dinh khi ding chung clarithromycin véi disopyramid.
Eriotinib: Than trong khi dung dbng théi véi cac thubc te ché
CYP3A4, bao gbm clarithromycin va xem xét gidm lidu erlotinib néu
tac dung khéng mong muén xay ra.
Eszopiclon: Giam liéu eszopiclon khi diing déng théi véi cac thubc (rc ché
CYP3A4 bao gbm clarithromycin. Khi bdt dau didu tri, lidu eszopiclon
khang nén qua 1 mg nhung cé thé tang lén 2 mg néu ¢ chi dinh 1am sang.
Thubc e ché hydroxymethylglutaryl-CoA (HMG-CoA) reductase:
Clarithromycin 1am tang néng @6 huyét thanh clia cac thubc nay
(lovastatin, simvastatin) do (rc ché st chuyén hoa b&i cac isoenzym
cytocrom P-450. Tiéu co van déi khi kém theo suy thdn cép thir phat
keém myoglobin nigéu hiém gap khi diéu tri riéng 18 hay phdi hop vé&i cac
khang sinh nhém macrolid.
Pimozid: Chéng chi dinh ding déng th&i véi cac khang sinh nhém
macrolid, bao gbm clarithromycin. Cac khang sinh nhém macrolid nhw
azithromycin, clarithromycin va erythromycin (¢ ché sy chuyén hoa
clia pimozid lam tang ndng d pimozid huyét thanh. Do pimozid gay
kéo dai khodng QT, tang ngéng a6 thude trong huyét thanh cé thé 1am
tdng nguy co nghiém trong trén tim mach nhw chirng loan nhip tam
thét nguy kich. D4 c6 it nhét hai triéng hop tlr vong & bénh nhan digu
tri dbng théi clarithromyein véi pimozid,

Rifabutin ho&c rifampin: L&m t&ng chuyén héa clarithromycin khi ding

ddng théi.

Terfenadin va astermizol: Kéo dai khodng QT, ST-U bt thuéng va

nhip nhanh tam that, bao gém xodn dinh d& dwoc bao cdo & mot sb

bénh nhan dung dbng thei terfenadin va erythromycin.

- Thuéc chéng déng méu: Khi ding dbng thevi, clarithromycin cé thé
lam tang tac dung cla thuéc chéng déng dwéng udng.
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- Thubc khédng retrovirut
+ Atazanavir: Si dung clarithromycin (500 mg ngay 2 I&n) véi atazanavir
(400 mg ngay 1 1&n) 1am tang ndng dd dinh trong huyét tvong va AUC
clia clarithromycin, giam néng dd dinh trong huyét twong va AUC cla
14-hydroclarithromycin, va lam tdng néng dd dinh trong huyét twong
va AUC cla atazanavir. T&ng ndng dd cua clarithromycin cé thé gay
kéo dai khoang QT..
Delavirdin: St dung clarithromycin (500 mg ngay 2 |&n trong 15 ngay)
v&i delavirdin (300 mg ngay 3 1&n trong 30 ngay) lam tang 100% AUC
clia clarithromycin nhwng khong cé dnh hwéng dang ké dén duwoc dong
hoc cla delavirdin.
Efavirenz: Dung clarithromycin (500 mg mdi 12 gi¢r) va efavirenz (400
mg m&i ngay trong 7 ngay) lam gidm néng do dinh trong huyét teong va
AUC clia clarithromycin 26% va 39% twong (ng, lam tang ndng dé dinh
trong huyét twong va AUC cla 14-hydroxyclarithromycin 49% va 34%
twong (ng. AUC cuda efavirenz khdng bi anh hwéng.
S twong tac dwee ddng hec nay trén lam sang chwa dugc biét, Trong
cac nghién clru trong tac thube, 46% ngudi bénh ding clarithromycin
va efavirenz bj phat ban. Do d& cd cac bédo cdo twong tac dwgc ding
hoc gitra clarithromycin va efavirenz va ty 1& phat ban cao & nhirn,
ngudi st dung dbng théi cac thufc nay hay thubc thay th
clarithromycin (nhw azithromycin) nén xem xét sir dung & nhirng bénh
nhan ding efavirenz. Néu st dung thubc ddng thei can theo ddi hiéu
qua ctia macrolid.
Indinavir: Str dung clarithromycin (500 mg mdi 12 gi&) vé&i indinavir (800
mg ngay 3 Ian) Iam tang ca ngng d¢ indinavir va clarithromycin.
Lopinavir: Sir dung clarithromycin vé&i cac k&t hgp cla lopinavir va
ritonavir 6 thé 1am tang ndng dé clarithromycin.
Nevirapin: St dyng déng th&i véi clarithromycin 1am gidm ndng do trong
huyét twong va AUC cla clarithromycin, tang ndng dé trong huyét tvong
va AUC cla chét chuyén hoéa chinh cla né (14-hydroxyclarithromycin) va
tang ndng dd nevirapin.
Ritonavir: Khi clarithromycin dwoc st dyng & bénh nhan dang ding
ritonavir, khong can thiét thay ddi lidu clarithromycin thwéng ding &
nhirng nguwdi cb chirc nang than binh thwéng; Tuy nhién, lidu
clarithromycin nén duge gidm 50% & nhirng bénh nhan cé d§ thanh thai
creatinin tir 30 dén B0 mi/phit va gidm 75% & nhirng bénh nhan co dé
thanh thai creatinin dwdi 30 mi/phit.

Saquinavir; Sir dyng ddng th&i clarithromycin va saquinavir ¢é thé lam

tdng ndng do trong huyét twong clia ca hai thube.

Zidovudin: Dung ddng th&i véi clarithromyein & ngudi Ién bi nhigm HIV

lam gidm ndng dd dinh trong huyét twong clia zidovudin khoang 41%

nhung khéng anh hwéng dang k& dén dwge dong hoc cla

clarithromycin. &' mét sé nguei I6n nhiém HIV, ding clarithromycin (500

mg ngay 2 I&n) 1&m gidm trang thai én dinh AUC cla zidovudin trung

binh 12%. Uéng clarithromycin trwée khi ubng zidovudin 2 — 4 gi¢ 1am
trang théi én dinh néng dd dinh trong huyét thanh cla zidovudin tang
gép ddi nhung AUC khéng bi anh huwéng.

— Céc benzodiazepin: Tac dong trén hé thin kinh trung wong (nhw budn

ngy, 10 18n) 63 duge bdo cdo khi s dyng clarithromycin dong théi véi

triazolam.

Colchicin: B4 c6 béo cao v& ddc tinh colchicin khi clarithromycin dugc

si¥ dung déng théri véi colchicin, déc biét 1d & nhing bénh nhan 1&n tudi

va/hoac & bénh nhan suy than.

Digoxin: Tang néng dd huyét thanh ctia digoxin.

Ergot alkaloids: Chéng chi dinh sl dyng déng théi clarithromycin va

ergot alkaloids (ergotamin, dihydroergotamin). Sir dung ddng théi

clarithromycin va ergotamin hodc dihydroergotamin gay ddc ergot cép
tinh, d&c trung bdi co mach va thiéu méu cuc bd & cac chi va cac mo
khéc, bao gbm ca hé than kinh trung wong.

Fluconazol: O nhiing ngudi khde manh uéng 500 mg clarthromycin ngay

2 IAn dbng thevi véi fluconazol 200 mg mbi ngay, trang thai én dinh ndng a6

day trong huyét thanh va dién tich dudi dudng cong ndng dd trong huyét

thanh theo th&i gian (AUC) cla clarithromycin tdng trung binh 33% va

18%.

— Omeprazol: Dung voi clarithromycin lam thay déi dwge déng hoc (nhw
tang ndng 46 trong md da day va/hodc huyét thanh) cia clarithromycin,
14-hydroxyclarithromycin, va omeprazol.

— Quinidin: Xoan dinh da dwoc bao cdo hiém gép & nhirng bénh nhén
dung clarithromycin v&i quinidin. Néu clarithromycin va quinidin dwoc st
dung déng théi nén theo ddi dién tam dd va ndng dd quinidin huyét
thanh.
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— Ranitidin: Dung dbng théi ranitidin bismuth citrat voi clarithromyein lam ting
néng @4 trong huyét twong cla ranitidin (57%), nbng @6 day trong huyét
twong bismuth (48%) v& ndng dd trong huyét twong cla 14-
hydroxyclarithromycin (31%).

- Sildenafil: Ding dbng thei voi erythromycin d& dugc bao céo 14 tang
AUC cla sildenafil. Do twong tac cé thé xay ra véi clarithromycin, nén
xem xét gidm lidu sildenafil.

- Theophyllin: Str dyng dabng th&i clarithromycin cho nhirng bénh nhan
dang diing theophyllin cé thé lién quan dén sir gia tang ndng dd theophyliin
trong huyit thanh do gidm chuyén héa & gan va/hodc @b thanh thai clia
theophyllin.

PHY N{F CO THAI VA CHO CON BU
Phy nir c6 thai: Chua c6 nghién clru ddy @0 va c6 kidm soét trén phy
ni¥ cé thai. Clarithromycin chi nén dung trong thai ky khi & can nhéc
giiva lgi ich va nguy co déi véi thai nhi.

Phy ni¥ cho con bu: Can than trong khi st dyng clarithromycin cho phy
nt cho con bu.

ANH HU'ONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chuwa cé dir liéu vé& si¥ anh huéng cla clarithromycin trén kha nang 1ai xe
va van hanh may méc. Kha nang choang vang, chong mat, 1&n 16n va mat
phwong hwéng cb thé xay ra khi ding thube, nén chu y trudc khi 14i xe va
van hanh may méc.

TAC DUNG KHONG MONG MUON
Thuwong gép:

— Tac dung khéng mong muén thudng gép nhét 1a rdi loan tiéu héa, dac
biét 14 & ngudi bénh tré véi tAn sudt 5%. Phan (ng dj tng & mirc 4o
khéc nhau tlr may day dén phan vé va hoi chirng Stevens - Johnson.
Cng cb thé bj viém dai trang mang gia tir nhe dé&n de doa tinh mang.

- };oén thén: Phan (*ng qua man nhw ngtra, may day, ban da, kich thich.

gdp:

— Tidu héa: Céc triéu chirng (r mat (dau bung trén, doi khi dau nhiéu), budn
nén, ndn. y

~ Gan: Céc trj sb chirc ndng gan bt thwéng, bilirubin huyét thanh tang va
thwérng kém theo vang da, sét phat ban va ting bach cdu wa eosin.

— Thinh gidc: Diéc (néu dung lidu cao) than kinh giac quan c6 thé héi phuc.

QUA LIEU VA PIEU TR|

- Qua lidu clarithromycin c6 thé gay ra cac triéu chirng trén hé tiéu hoa
nhw dau bung, nén, budn nén va tidu chay.

— Nhing tac dung khéngcmong muén khi qua lidu cAn dugc didu trj bing
céch loai thai ngay thube chwa hép thu va diéu tri hd tre. Clng nhw nhikng
khang sinh macrolid khac, ndng @6 trong huyét thanh cua clarithromycin
khéng thé duwoc loai trir bang phuong phap thdm phan mau hay thidm

hén mang bung.

BAO QUAN Trong bao bi kin, nei kho, tranh anh sang.
Nhiét d§ khéng qua 30°C.

HAN DUNG 36 thang ké tir ngay san xuét,

DPONG GOI Clarithromycin STADA 250 mg:

Vi 10 vién, Hop 2 vi.
Clarithromycin STADA 500 mg:
Vi 7 viégn. Hop 2 vi.
Vi 7 vién. Hop 4 vi.
TIEU CHUAN AP DUNG: Dugc dién Anh - BP 2016,

THUOC NAY CHi DUNG THEO BON CUA BAC Si

Dé xa tam tay tré em
Khéng ding thudc qué thoi han st dyng
Boc ky hwéng dan str dyung trwéee khi dang
Néu can thém théng tin, xin héi y kién bac si
Théng béo cho béc sT nhikng tic dung khéng mong muén
gap phai khi st dung thuéc

Ngay duyét ndi dung: 29/10/2016

Nha sdn xudt;

e Chi nhanh cong ty TNHH LD STADA-VIET NAM

STADA S0 40, Bai 19 Ty Do, KCN Vigt Nam-Singapore,

Thj x& Thuén An, Tinh Binh Durong, Viét Nam

BT (+84.650) 3767470-3767471 - Fax: (+84.650) 3767469 .
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