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Clarithromycin STADA®

THANH PHAN
M&ivién nén bao phim Clarithromycin STADA® 250 mg chira:
ClarithromMYCIN .......occrieiiiieeicrae e cceiseeessssrre s e s nneeeessaessesssaeessnssnssssssnssnans crreeeineneeen 250 QG
M@i vién nén bao phim Clarithromycin STADA® 500 mg chira: '
Clarithromycin............... verrenneanenns. 200 MG

(T4 dugre: Microcrystallin cellulose, croscarmellose natri, povidon K30, magnesi stearat, talc,
colloidal silica khan, acid stearic, opadry vang)

MOTA
Clarithromycin STADA® 250 mg: Vién nén hinh oval, bao phim mau vang nhat, hai mét khum,
mdt matkhacch“C1", mét mattron. ' ' ,
Clarithromycin STADA® 500 mg: Vién nén hinh oval, bao phim mau vang nhat, hai canh khic
vach, mdt mat kh&c vach va chir “C2", mot mat tron. :

DUQCLIFCHOC : _

- Clarithromycin |a mdt d&n xuét ban tdng hop clia erythromycin A. Clarithromycin thé hién hoat
tinh khang khuén bng cach gén két véi tidu don vi 50s ribosom clia cac vi khuén nhay cam va (rc
ché tdng hgp protein. N6 c6 kha naing chéng lai nhidu loai vi khun hiéu khi, ky khi, gram dwong
va gram &m rat manh. Néng do trc ché téi thiéu (MIC) clia clarithromycin thdp hon MIC cla
erythromycin hai l4n.

- Chét chuyé&n héa 14-hydroxy clia clarithromycin cling cé hoat tinh khang khudn. MIC cta chét
chuyén héa nay bing hodc cao hon gép hai I4n so véi MIC cla cac thubc ban du, trir tac dung
trén H. influenzae hoat tinh clia chét chuyén héa 14-hydroxy cao gép hailan thubc ban dau.

- Co ché khang cAc khang sinh macrolid thuérng lién quan dén thay d8i & vi tri dich gén vé&i khang
sinh, dyra trén sy thay dgi varho#ic @iy chii d6ng khang sinh ra ngoai ctia vi khuan.

Sy phattrién khang thubc cé thé qua trung gian nhiém séc thé hodc plasmid. Vi khudn khan
macrolid tao ra enzym lam methyl h6a adenin cén duw lai & RNA ctia ribosom va cudi cuing trc chg
khang sinh gén vao ribosom. Céc vi khu&n khang macrolid thuérng khang chéo véi lincosamid va
streptogramin B.dira trén sy methyl héa tai vitri g_ér_l vao ribosom. Clarithromycin ciing dirgre xép
vao nhém cac chét (rc ché manh enzym ndy. Hon nira, macrolid co tac ddng diét khudn béng
cach trc ché peptidyl transferase clia ribosom.

C6 sir d& khang chéo hoan toan tén tai gira clarithromycin, erythromycin va azithromycin.
Staphylococcus khang methicillin va Streptococcus pneumonia khang penicillin cling d& khéng
v@i macrolid nhuwr clarithromycin.

- Gié trj nguémg: Céc gia tri ngwdrng sau day déi véi clarithromycin, tach vi khudn nhay cam tir cac
vi sinh vat khang thudc, da dwgc thiét 1ap bdi Uy ban Chau Ku vé th&r nghiém dé nhay cam cla
khang sinh (EUCAST) 2010-04-27 (v 1.1).
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A. Cécgié tri nguwdng khéng lién quan dén chiing vi khudn da duge xac dinh chi yéu trén co s& div
lidgu PK/PD va ddc 1ap véi sir phan b6 MIC clia cac loai chuyén bigt. Ching chi sir dung cho céc
chting vikhudn khéng duec dé cap trong bang hodc chi thich. Tuy nhién, d liéu.dwgc lyec 8i véi
két qua tinh toan cac gid tri nguwdng khdng lidn quan dén ching vi khuén clia nhém macrolid,
lincosamin va streptogramin khéng chac chén, dodé ghilaiE.

B. Erythromycin c6 thé dwgc sir dung @& xac dinh tinh nhay cam clia cac vi khudn dugc liét ke dadi
v&icac macrolld khac (azithromycin, clarithromycin va roxithromycin). : S

C. Clarithromycin dugc st dyng dé tiét trir H. pyfori (MIC < 0,25 mg/L @6i véi loai hoang da)

D. Méitirong quan gitra cac gia tri MIC clia macrolid d8i véri H. influenzae va két qua 1am sang cén

chura ré. Do dé, cac gid tri nguwéng di véi macrolid va cac khang sinh c6 lién quan 84 duwgc thibt
Iap dé phan loai chling hoang dai H. influenzae nhwr 12 vi khudn trung gian.
Clarithromycin dugre sir dyng dé tiét trir H. pylor; nbng dd (rc ché tdi thiéu (MIC) s 0,25 pg/ml da
dugc thiét I4p nhw 1A gié tri ngudng nhay cadm béi Vién Tiéu Chun LAm sang va Xét nghiém (CLSI).
Ty lé d& khang thubc méc phai c6 thé thay ddi theo viing dia ly va theo thei gian d6i v&i cac chiing
vi khuén chon loc va nén c6 théng tin vé sy d khang thl.l(!)C tai dja phwrong, dac biét [a khi didu trj
nhiém khu#n trdm trong. Khi cin, nén tham khao y kién chuyén gia néu ty 1& d& khang thuéc tai dja
phwong déi véi viéc diing thubc trén it nhat mot nhly nhi&m khuén vin chwa ré rang.

~ Tinh nhay cdm: Ty & & khang thubc méc phai cé thé thay ddi theo viing dja Iy va theo thoi gian
dbi vé&i cac chiing vi khudn chon loc va nén ¢6 thdng tin vi s\ d& khang thubc tai dja phwong, dic
bi@t 12 khi didu trj nhidm khudn trAm trong. Khi cin, nén tham khdo y kién chuyén gianéu ty 16 48
khang thubc tai dia phuong déi vei viec dung thubc trén it nhat mot sé bénh Iy nhim khuin vaAn
chwarbrana



“Céc ching vi khuin nhay cim thwong gip
C4c vi khudn hiéu khi Gram duong ggm*:f,iﬂ,h;;};m .

Bordetella pertusis
Moraxella catarrhalis
Céc vi khuén hiéu khi Gram am Pasteurella multocida
Legionella spp.

Céc vi khuén ky khi Clostridium spp., khac véi C. Difficile.

Mycoplasma pneumoniae
Chlamydia trachomatis
Céc vi khudn khéc Clamydophila pneumoniae
. Clamydophilapsitacci
Mycobacterium spp.

Céc chung vi khu#n ma vi§c d8 khéng thubc c6 thé 1a vén dé': -

Streptococcus nhém A*, C, G

Streptococcus nhém B

Streptococcus viridans .

Céc vi khuln hiéu khi Gram duong Enterococcus spp’ :

Staphylococcus aureus, nhay cadm véi methicillin va
d& khang vé&i methicillin®

Streptococcus pneumoniae™

Staphylococcus epidermidis’
. Haemophilus influenzae*
Céc vi khun hiéu khi Gram am Maloobadar pvidr
. ; Bacteroides spp.
Céc vi khuln ky khi Peptococcus/Peptostreptococcus spp.
Céc chung vi khudn sin cé sy dé khéng thubc
Pseudomonas aeruginosa
Céc vi khuén hidu khi Gram am Acinetobacter
Enterobacteriacea
Céc vi khudn ky khi Fusobacterium spp.
Céc vi khuan khéac Mycobacterium tuberculosis

# 210% dé khang thuéc trong it nht mdt quéc gia thudc lién minh Chéu Au.

* Céc chiing vikhun chéng lai tinh hidu qua ciia thubc da dwgc chirng minh trong nghién ciru 1am
sang (néu nhay cam).

+ Thé hién cac chiing vikhuén c6 ty 1& khang thubc cao (> 50%) da duge quan séat trong mdt hoéc
nhidu khu virc/quéc gia/viing clia Chau Au.

§ Cacgiatri nguwdng ddi véi cac khang sinh nhém macrolid va cac khang sinh lién quan da dwgc
thiét 14p & phan loai chling hoang dai H. influenzae nhw 1a vi khuén trung gian. :

Céc théng tin khéc: '

Tinh nhay cam va d& khang véi clarithromycin cia Streptococcus pneumoniae va Streptococcus
spp. c& thé dwgc di doan bing thr nghigm erythromycin. e
Hau hét cac kinh nghidm lam sang ¢6 duge tir chc thir nghiém 1am sang ngiu nhién c6 kiém soét
cho théy viéc dung clarithromycin 500mgx 2 1an/ngdy két hgp vo&i khang sinh khéc nhw
amoxicillin ho#c metronidazol va omeprazol (diing & lidu legng cho phép) trong 7 ngay dat ty 1&
tigt trir H. pylori>80% & nhirng b&nh nhan bj loét da day-ta trang. Theo di kién, ty 18 tigt trir thAp
hon dang ké & nhixng bé&nh nhan ¢ cac chling phan 1&p H. pylori khdng metronidazol. Do d6,
théng vé sir d& khang thubc & dja phwong va cach huéng din didu trj nén dugce can nhic khi lya
chon ché dd didu trj phéi hop thich hgp dé tigt trir H. pylon. Hon nira, & nhirng bénh nhan nhidm
khun dai déing, sy khang thubc thi phét (& nhirng b%zh nhan nhi&m nhirng ching nhay cdm
nguyén phat) vé&i thubc khéng khudn nén dwgc cin nhic dbi véi mdt ché 4o tai didu tri méi.

DUQC DONGHOQC

— Clarithromycin dwgc hép thu nhanh chong qua duwéng tiéu hda va bj chuyén héa lan dau, sinh kha
dung ctia thubc me dat khodng 55%. Mrc d6 hap thu hiu nhw khdng bj anh hwdng béri thire &n.
Né&ng @0 dinh ca clarithromycin va chét chuyén hoa chinh 14-hydroxyclarithromycin Ian ot a
khodng 1 va 0,6 mcg/ml sau khi ubng lidu don 250 mg; & trang thai &n dinh, khi dung lidu teong tw
mbi 12 gi¢r, ndng dd dinh clia clarithromyein khoang 2 meg/ml va clia 14-hydroxyclarithromycin
khoang 0,7 mcg/ml. ' '

~ Dugc d6ng hoc clia clarithromycin khong tuyén tinh va phy thudc véo lidu ding, céc liéu caocd
thé tao nén cac ndng dd dinh clia thubc me tang khdng theo ty 16 thuan do con dweéng chuyén hba
thubc bj bao hoa.

— Clarithromycin va chét chuyén héa chinh dwgrc phan bé rng rai,ndng dd trong mé vwrgt hon
ndng d8 trong huyét thanh, mdt phAn do hép thu ndi bao. Clarithromycin d4 dwgc tim thay trong
sirame. Clarithromycin dugc chuyén héa manh & gan va dwgc dao thai vao phan qua dwdng
mat. 5 - 10% thudc & dang khéng ddi dwgc tim thiy trong ph&n. O'trang thai  én” dinh, khoang’
20% va 30% twong (ng v&i lidu vién nén 250 mg va 500 mg dirgc thai trir qua nwéc tidu & dang
khong adi. 14-hydroxyclarithromycin ¢ing nhw cdc chét chuy&n héa khac clng duwgc dao thai
qua nuérc tidu khoang 10— 15% lidu ding. Therigian banthdi clia clarithromycin va  14-
hydroxyclarithromycin tvong (mg khodng 3-4 giér va 5 - 6 giér & nhirng bénh nhan diing liéu 250
mg trong mdi 12 gi&r va twong (rng khodng 5 -7 gidr va 7 — 9 gi¢r & nhirng bénh nhan dung 500 mg
moi 8 — 12 gidr. Thoi gian ban thai kéo dai & nhirng bénh nhan suy than. s o

CHIDINH . . N
Clarithromycin dwgc chidinh cho ngudilén va tré em trén 12 tudi. . p
Clarithromycin dwgc chi djnh didu trj trong cac trwéng hgp nhiém tring do cac vi khuéin,nhay
cam nhuw: ' il

— Nhi&m triing dwdng hd hdp dudi nhw viém phé quan cép tinh, man tinh va viém phéi.

— Nhiém tring dwdng hd hap trén nhw viém xoang, viém heng. 3 : -

— Clarithromycin thich hop dé didu triban dAu nhirng nhidm trung hd hdp méic phai & cong ddng va
da dugc chizng minh c6 hoat tinh in vitro chéng lai nhirng tAc nhan gy bénh dwdng hd hép thdng
thwérng va khdng dién hinh, .

— Clarithromycin con dwgc chidinh trong nhidm triing da va mé mém tir nhe dén trung binh.

- Vé&i sy hién dién clia chét (rc ché tiét acid nhuw omeprazol hay lansoprazol, clarithromycin con
dwere chi dinh trong didu trj tiét trr Helicobacter pylori & nhirng b&nh nhan loét ta trang. ; >

~ Hoattinhchéng Helicobacter pylori ctia clarithromycin tai pH trung tinh manh hon tai pH acid.

LIEU LUQNG VA CACHDUNG Fis L =
Clarithromycin STADA®dwgc dung qua dwédng ubng va khdng bj dnh hirding bédvi thire 3n.

Bénh nhén bj nhiém tring dwomg hé hap/ nhiém tring da va mé mém.

— Ngudi Ién va tré em trén 12 tudi: Lidu thwdng dung 1a 250 mg ngay 2 fAn c6 théd tang Ién 500 mg
ngay 2 14n trong truwérng ho'p nhiém tring néng.

— Theigian diéu trj khodng 14 ngay.

— Khéng str dung Clarithromycin STADA® cho tré em dudi 12 tudi. .

Trj tigt trir Helicobacter pylori & bénh nhén loét té trang (ngudi 16m va ngudi cao tubi).
Théi gian diéu tri khodng 14 ngay. .

~ Phéc db 3 thuéce: Clarithromycin (500 mg) ngay 2 14n, lansoprazol 30 mg ngay 2 I14n va amoxycillin
1000 mg ngay 2 lan. ; )

~ Phéc dé 3 thubc: Clarithromycin (500 mg) ngay 2 |&n, lansoprazol 30 mg ngay 2 l4n va
metronidazol 400 mg ngay 2 [An. i _

— Phéc dé 3 thuéc: Clarithromycin (500 mg) ngay 2 IAn, omeprazol 20 mg ngay 2 I4n, phéi hop véi
amoxycillin 1000 mg ngay 2 1&n ho#c metronidazol 400 mg ngay 2 |an.

~ Phéc dé 3 thubc: Clarithromycin (500 mg) ngdy 2 IAn, amoxycillin 1000 mg ngay 2 14n va
omeprazol 20mgngay 21&n. * - - : - - 3
Suy th§n: Nhirng b&nh nhan suy thgn c6 d¢ thanh thai creatinin nhd hon 30 ml/phat nén giam
Iié: T;}l nga, 250 mg ngay 1 1&n ho#c 250 mg ngay 2 1&n néu nhidm triing nang. Khong didu tri
qué 14 ngay.
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HONG CHIDINH _
Bénh nhan qua man vé&i clarithromycin, erythromycin hay bét ky khang sinh nhdém macrolid khéac
ho#c bét cir thanh phan nao cla thudc.
Chéng chi dinh str dung ddng thoi clarithromycin véi mét sé thubc nhw terfenadin, astemizol,
cisaprid va pimozid vi cé thé gay ting dang ké ndng d clia nhimg thuéc nay trong huyét twong va
gay ddc tinh trén tim nghiém trong va/hodc de dgatinh mang.
S dyung ddng thei véi cac alkaloid cyra I6a mach (ergotamin, dihydroergotamin) cling dugrc chéng
chidinh vi c6 kha nang gay dc tinh nghiém trong. \
Khéng nén dung clarithromycin cho bénh nhan co tién stz khoang QT kéo dai ho#c loan nhip tdm
that kém xoén dinh. - '
Khéng nén ding clarithromycin déng théri véi cac chét (rc ché HMG-CoA reductase (cac st’ating
duge chuydn hoa hdu hét béi CYP3A4 (lovastatin hodc simvastatin) vi tAng nguy co cac bénh v
co gdm tiéu co van. Nén ngung dung clarithromycin trong khi didu trj véi cac thudc trén.
Khéng nén dung clarithromycin cho nhirng b&nh nhan ha kali mau (nguy cé kéo dai khodng QT).
Khéng dung clarithromycin cho nhirng b&nh nhan suy gan néng.

THANTRONG

T

Chi dinh clarithromycin khi biét ré khdng c¢é nhim tring hodc nghi ng& nhi&m khun hay d& phan
nglra thi kggng dem lailgi ich cho bénh nhan ma cdn [Am tang nguy co phét trién nhidu vikhuén d
khang thude.
Clarithromycin dugc dao thai chil yéu qua gan va than. Clarithromycin cé thé dwgc dung ma khéng
can diéu chinh lidqu déi v&i nhirng bénh nhan suy gan c6 chirc nangéthan binh thuwérng. Tuy nhién,
néu ss.ly than ndng c6 hoéic khéng kém theo suy gan thi nén gidm liéu hodc kéo dai théi gian gilra
cécligudung. '
Khong sir dyng déng théi clarithromycin va ranitidin bismuth citrat dbi v&i nhirng bénh nhan c6 a6
thanh thai creatinin duwéi 25 ml/phit va khéng nén diing cho nhitng bénh nhan ¢6 tién st réi loan
chuyén héa porphyrin cép.
Giéng nhw cac thube khang khudn khéc, clarithromycin c6 thé gay téng trudng qué mirc cac logi vi
khudn ho#c ndm khéng nhay cam. Néu bdi nhidm xay ra, thay thé bing liéu phap thich hgp.
Anh hudng trén gan: Tang ndng 89 ALT (SGPT), AST (SGOT), y-glutamyitransferase (y-glutamyl
transpeptidase, GGT, GGTP), phosphatase kiém, LDH, va/hodc tong lwgng bilirubin huyét thanh
da dugc bao cdo (dudi 1% bénh nhan) & nhirng bénh nhan dung riéng 18 clarithromycin hay két
hgp dieu trj véi omeprazol. Gan to va bat thwdng chirc nang gan (nhw (r mét, cb hodc khéng cb
vang da) cling d& dugc bao céo trén nhirng bénh nhan dung thubc. Bét thudrng chirc néing gan nay
c6 thé nghiém trgng nhwng thwédrng tyr khdi. Tuy nhién suy gan din dén hoai tir da dugc bao céo
hiém gap, chii y&u tr&n nhirng bénh nhan suy gan n&ng va/hodc dung thubc két hop didu tri...
UONG TAC THUOC
Céc thubc duge chuyén hbéa béi enzym thubce vi lap thé & gan: Sir dung ddng thdi véi
clarithromycin lam tang nbng d6 trong huyét thanh ctia cac thubc ndy, nén theo ddi chit ché ndng
d6 trong huyét thanh clia cac thube sir dung ddng thei.
Carbamazepin: Than trong khi stk dung véi clarithromycin. Nén giam liéu carbamazepin va/hoéc
theo ddi ndng dé carbamazepin huyét thanh.
Cisaprid: Chéng chi dinh diing ddng thdi véi clarithromycin. Viée st dung ddng théi clarithromycin
va/hodc erythromycin véi cisaprid lam kéo dai khoang QT va gay loan nhip tim ndng (nhip nhanh
tamthat, rung thét, xoén dinh), 34 c6 b&o céo tirvong.
Darifenacin: Lidu cla darifenacin khéng nén qué 7,5 mg/ ngay khi dung dbng théri véi cac thuébc e
ché CYP3A4 bao gdm clarithromycin.
Disopyramid: Khi dung déng thei véi clarithromycin nén theo ddi dién tam dbd va ndng a6
disopyramid huyét thanh. Rung thét, kéo dai khoang QT va téng thévi gian ban thai cia disopyramid
(40 gi%r) 45 duge bao cdo & mbt bénh nhan ding lidu duy tri disopyramid (200 mg ngay 2 I&n) va
clarithromycin (250 mg ngay 2 1an), metronidazol (400 mg ngay 2 Ian) trong didu trj H.pylori gay loét
ta trang mantinh. D4 cb bao céo gay xoén dinh khi dang chung clarithromycin véi disopyramid.
Erfotinib: Thén trong khi dung ddng théri vai cac thude (e ché CYP3A4, bao gdm clarithromycin va
xem xét gidm lidu erlotinib néu tdc dung khéng mong muén xay ra.
Eszopiclon: Giam lidu eszopiclon khi ding ddng theri véi cac thubc (e chéd CYP3A4 bao gbm
clarithromycin. Khi bat d4u didu trj, li&u eszopiclon khdng nén qua 1 mg nhirng cé thé téng 18n 2 mg
néu c6 chi djnh lam sang. .
Thudc tre ché hydroxymethyiglutaryl-CoA (HMG-CoA) reductase: Clarithromycin lam téng ndng a6
huyét thanh ctia cac thubc nay (lovastatin, simvastatin) do (rc ché sy chuyén hoa béi cac isoenzym
m P-450. Tiéu co vén ddi khi kém theo suy than cip thir phat kém myoglobin niéu hiém gép
khi didu trj riéng 1& hay phéi hg'p vé&i cac khéng sinh nhém macrolid.
Pimozid: Chéng chi dinh dung ddng théi v&i cac khang sinh nhém macrolid, bao. gdm
clarithromycin. Cac khang sinh nhém macrolid nhw azithromycin, clarithromycin va erythromycin
trc ché sy chuydn héa clia pimozid lam tang ndng dd pimozid huyét thanh. Do pimozid gay kéo dai
khodng QT, tang ndng dd thubc trong huyét thanh cé thé 1am ting nguy co nghiém trong trén tim
mgch nhw chirng loan nhjp tAm that nguy kich. P& c6 it nhét hai tredng hep tr vong & bénh nhan
didu trj ddng thevi clarithromycin véi pimozid.
Rifabutin hogc rifampin: Lam tang chuyén héa clarithromycin khi dung déng théri.
Terfenadin vé astemizol: Kéo dai khodng QT, ST-U bt thuérng va nhip nhanh tam thét, bao gém
xoén dinh 44 duwgc bao cio & mot s6 bénh nhan diing ddng thevi terfenadin va erythromycin.
Thubc chéng déng méu: Khi dung ddng thevi, clarithromycin c6 thé 1am ting tac dung cla thubc
cl'aé;zdﬁng duwong ubng. : o '
Thubc khéng retrovirus :
Atazanavir: Str dung clarithromycin (500 mg ngdy 2 I&n) véi atazanavir (400 mg ngay 1 1an) 1am
tang ndng dd dinh trong huyét tiong va AUC cla clarithromycin, gidm néng dd dinh trong huyét
twong va AUC clia 14-hydroclarithromycin, va lam tiing ndng @ dinh trohg huyét trong va AUC
clia atazanavir. TAng ndng a9 ctia clarithromycin c6 thé gay kéo dai khodng QTc.
Delavirdin: Str dung clarithromycin (500 mg ngay 2 l4n trong 15 ngay) v&i delavirdin (300 mg ngay 3
1An trong 30 ngay) lam tang 100% AUC cla clarithromycin nhwng khéng ¢6 dnh hurdng dang ké dén
dwgre dong hoc clha delavirdin.
Efavirenz: Dung clarithromycin (500 mg médi 12 gi¢r) va efavirenz (400 mg mbi ngay trong 7 ngay)
lam gidm ndng d6 dinh trong huyét trong va AUC cla clarithromycin 26% va 39% twong (eng, [am
tang néng dd dinh trong huyét twong va AUC cla 14-hydroxyclarithromycin 49% va 34% twong
(rng. AUC ciia efavirenz khéng bj anh hwéng. Sir twong tac dwgre ddng hoc nay trén lam sang chua
duwoce biét. Trong cac nghién clru twrong tac thude, 46% ngudi bénh dung clarithromycin va
efavirenz bj phat ban. Do da c6 cac bao cdo twrong tac dwgc dong hoc gilka clarithromycin va
efavirenz va ty 1& phat ban cao & nhirng nguwdi st dung d8ng theri cac thube nay hay thubc thay thé
clarithromycin (nhw azithromycin) nén xem xét st dung & nhirng b&nh nhan diing efavirenz. Néu
str dung thubc ddng théri cAn theo dai hiéu qua clia macrolid.
Indinavir: Str dyng clarithromycin (500 mg mai 12 gidr) véi indinavir (800 mg ngay 3 14n) 1am tang c
ndng a6 indinavir va clarithromycin.
Lopinavir: Str dyng clarithromycin véi cac két hgp clia lopinavir va ritonavir cé thé lam tang ndng d6
clarithromycin. i ;
Nevirapin: St dung ddng théri vé&i clarithromycin 1am gidm ndng db trong huyét twong va AUC cla
clarithromycin, ting ndng dd trong huyét twong va AUC clia cht chuydn héa chinh clia né (14-
hydroxyclarithromycin) va tng ndng b nevirapin.
Ritonavir: Khi clarithromycin dwgc sir dung & bénh nhan dang ding ritonavir, khong can thiét thay
abi lidu clarithromycin thuérng ding & nhirng ngudi b chirc ndng than binh thieérng; Tuy nhién, lidu
clarithromycin nén dwgc giam 50% & nhirng bénh nhan c6 dd thanh thai creatinin tir 30 dén 60
mi/phat va giam 75% & nhirng b&nh nhan cd 6 thanh thai creatinin duwéi 30 mi/fphat.
Saquinavir: Str dung déng thei clarithromycin va saquinavir c6 thé 1am tang ndng d trong huyét
trrong clia cd hai thude.
Zidovudin; Ding ddng thai voi clarithromycin & nguwdi I&n bj nhiém HIV 1am gidm néng d6 dinh
trong huyét trong cua zidovudin khodng 41% nhung khong &nh hudng dang k& dén dugc dong
hoc cua clarithromycin. & mét s6 nguei Iém nhiém HIV, diing clarithromycin (500 mg ngay 2 I4n)
1am gidm trang thai &n dinh AUC ca zidovudin trung binh 12%. Udng clarithromycin trée khi ubng

zidovudin 2 — 4 gi¢r lam trang thai &n djnh ndng d6 dinh trong huyét th la zi i j
pbimer AL Khiina bl Snb s GON R mnyinglnanh cos oo el ol o8



~~ Céc benzodiazepin: Tac déng trén hé thdn kinh trung wong (nhw budn ngu, 10 14n) da dugc bao
céo khi str dyng clarithromycin ddng théri véri triazolam.

- Colchicin: Ba c6 béo céo v& dbc tinh colchicin khi clarithromycin dwoc sir dung déng thei véi
colchicin, d4c biét1a & nhirng bénh nhan I&n tudi va/hodc & bénh nhan suy than.

- Digoxin: Tang nbng a9 huyét thanh clia digoxin.

- Ergot alkaloids: Chbng chi djnh sir dyng dbng théi clarithromycin va ergot alkaloids (ergotamin,
dihydroergotamin). S dyng dong théi clarithromycin va ergotamin hodc dihydroergotamin gay ddc
ergot cAp tinh, dac trung bdi co mach va thidu mau cuc bd & cac chi va céc mb khéac, bao gbm cé hé
thrgn Kinh trung vong. ;

- Fluconazol: nht:'r:g ngudi khde manh ubng 500 mg clarithromycin ngay 2 lAn ddng thei véi
fluconazol 200 mg méi ngay, trang thai n dinh ndng d9 day trong huyét thanh va dién tich dwdi
dwdng cong ndng db trong huyét thanh theo théri gian (AUC) clia clarithromycin ting trung binh
33%va 18%.

- Omeprazol: Diing v&i clarithromycin lam thay ddi dugc déng hoc (nhw tang ndng dd trong md da
day va/hodc huyét thanh) clia clarithromycin, 14-hydroxyclarithromycin, va omeprazol.

- Quinidin: Xoén dinh da duwgc bao céo hiém gap & nhirng bénh nhan ding clarithromycin véi
quinidin. Néu clarithromycin va quinidin dwoc st dung ddng theri nén theo dbi dién tam dd va ndng
dd quinidin huyét thanh.

- Ranitidin: Dung dbng théi ranitidin bismuth citrat véi clarithromycin 1am téng nbng dé trong huyét
trong cla ranitidin (57%), ndng dd day trong huyét trong bismuth (48%) va ndng dé trong huyét
twong clia 14-hydroxyclarithromycin (31%).

~ Slidenafli: Dung 88ng théi véri erythromycin 44 dugrc bao céo | tAng AUC cla sildenafil. Do twong
tac c6 thé xay ra véi clarithromycin, nén xem xét gidm lidu sildenafil.

- Theophyllin: Str dung ddng thi clarithromycin cho nhi¥rng bénh nhan dang dung theophyllin c6
thé lién quan dén sy gia tang ndng dd theophyllin trong huyét thanh do gidm chuyén héa & gan
va/hodc d§ thanh thai ctia theophyilin.

PHUN( COTHAIVACHOCONBU
Phy né¥ c6 thai: Chwra c6 nghién ciru ddy dd va co kidm soét trén phy nir co thai. Clarithromycin chi
nén dung trong thai ky khi 43 can nhéc gitra g ich va nguy co @i véi thai nhi.

Phy ntrcho con bi: CAn than trong khi st dyung clarithromycin cho phy ni? cho con b,

ANHHUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC :

Chura c6 di ligu v& sy &nh hurdng cla clarithromycin trén kha naing Jai xe va van hanh may méc.
Kha néing choéng vang, chéng mat, 1n 1&6n va mat phirong huréng cb thé xay ra khi ding thudc, nén
chu y trwrére khi 14 xe va van hanh may méc.

TAC DUNG KHONG MONG MUON
Thuwémg gdp:

- Téac dyng khéng mong muén thwdng gap nhét 1a réi loan tiéu héa, dic bidt 12 & ngudi bénh tré véi
tn suét 5%. Phan (rng dj (rng & mizc dd khacnhau tir maz @ay dén phan vé va hoi chirng Stevens -
Johnson. Ciing c6 thé bj viém dai trang mang gia tir nhe dén de doa tinh mang.

- "roan than: Phan (rng qua m&n nhw nglra, may day, ban da, kich thich.

tgdp:

- Tiéu hda: Cactriéu chirng (r mat (dau bung trén, d6i khi dau nhidu), budn ndn, nén.’

- Gan: Céctri sb chirc ning gan bat thurérng, bilirubin huyét thanh ting va thudng kém theo vang da,
sét phat ban va tang bach cau wa eosin.

- Thinh gidc: Diéc (néu dung liéu cao) thén kinh giac quan co thé hdi phyc.

QUA LIEU VABIEU TR| - ' _

- Qua lidu clarithromycin c6 thé gay ra cac triéu chirng trén hé tiéu héa nhwr dau byng, nén, budn nén
va tiéu chay.

- Nhirng tac dyung khéng mong muén khi qué lidu cin dwgc didu trj bling cach loai thai ngay thube
chwra hép thu va didu trj hd tre. Cling nhw nhirng khang sinh macrolid khéc, ndng a8 trong hugét
thanh cila clarithromycin khéng thé dugc loai trir biing phwong phap thdm phan mau hay tham
phan mang bung. : :

BAOQUAN : Trongbao bikin, noikhd, tranh anh sang. Nhigt 8 khang qua 30°C.

HANDUNG : 36thang k& tir ngay san xuét. -

PONGGOI : Clarithromycin STADA® 250 mg:

Vi10vién. Hop 2 vi.
Clarithromycin STADA® 500 mg:
VI7 vién, Hop 2 vi.
Vi7 vién. Hop 4 vi.
TIEU CHUAN AP DUNG: Dugc dién Anh - BP 2016.

THUOC NAY CHI DUNG THEO DON CUA BAC SIi

Dé xa tm tay tré em -
Khéng diang thubc qua thod han sir dyng
E?c l?v hwémg dén str dyng trirére khi ding
Néu can thém théng tin, xin héi y kién bic si
Théng béo cho béc si nhimg tic dung khéng mong muén

gdp phai khi str dyng thubc
Nha san xuét: ;
e Chi nhanh CTY TNHH LD STADA-VN
STAD A ' S6 40, Dai 16 Ty Do, KCN Viét Nam-Singapore,
Thi x& Thu@n An, Tinh Binh Dwong, VN

DT: (+84.650) 3767470-3767471 - Fax: (+84.650) 3767469
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