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Bot dong kha pha dung dich tiém.

Thudc ndy chi ding theo don ciia bdc sf.

Pé xa tam lay tré em.

Doc ky hudng dan sir dung triede khi ding.

Thb‘fg bdo cho bdc st hodc dwpc si nhiing tdc dung khong mong mubn gdp phdi trong khi sir dung
thuoc.

THANH PHAN CONG THUC THUOC
{ M8i lg chira:
Thanh phan hoat chét: Clarithromycin 500 mg.

Thanh phan 16 dwge: Lactobionic acid, sodium hydroxide, hydrochloric acid.

DANG BAO CHE
Bot dong kho pha dung dich tiém.

Bot ddng khé mau tring hodc gan tring.

CHI DINI
Clarithromyein 500 mg dugc chi dinh & ngudi 16n va tré em tir 12 tudi ted 1én.

Clarithromycin 500 mg dudng tiém diing khi duoe xem 14 can thiét dé diéu tri nhiém tring do céc vi
A 2 - N n
( khuéan nhay cam trong cac truong hop sau diy;

—  Nhiém tring dudng hd hip dudi, vi du: dot cdp cla viém phé quan cip man tinh, viém phoi
cong dong.

— Nhiém tring ducng hé hap trén, vi du: viém xoang cap tinh, viém hong do streptococcus.

—  Nhiém tring da va md mém, vi du: viém nang long, viém mb t& bao, viém quéing.

Cén xem xét cic hudng dan chinh thic vé cach ding khéng sinh mot cach phi hop.

CACH DUNG, LIEU DUNG
Chi dung tiém tinh mach
C6 thé dung tiém tinh mach trong 2 - 5 ngay & nhitng ngudi bi bénh ndng va nén dbi sang ding dudong

ubng bt ctr khi nao ¢ thé theo chi dinh ctia bic s. Thoi gian diéu tri khong nén vugt qué 14 ngay.
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Liéu ding khuyén cio

Negwoi Iém: lidu khuyén cdo cia clarithromycin tiém tinh mach 12 1g/ngay, chia thanh 2 lidu 500 mg,
c4ch pha lodng duge mo téd o bén dudi.

Tré em trén 12 tudi: Iiéu trong tu nhu ngudi 16n.

Tré em dudi 12 tudi: Clarithromycin tiém tinh mach khong duoc khuyén céo cho tré em dudi 12 tudi,
nén ding clarithromycin dang hén dich danh cho tré em.

Neuoi 16n tudi: I.iéu trong tu nhu ngudi [on.

Suy than: O nhitng bénh nhén suy than v&i do thanh thai creatinine <30 ml/phut, lidu ding
clarithromycin nén gidm mot nira so véi licu khuyen cao thong thuong.

Cach dung:

Diuing clarithromycin tlem truyén (inh mach vao tinh mach I6n tai gbe chi trong thoi gian trén 60 phat,
sir dung dung dich c6 ndng do khoing 2mg/ml. Khéng nén dung clarithromycin dé tiém nhanh (bolus)
hodc tidm bap.

Céach chudn bi st dung:

Budce |: Hodn nguyén thude

Chuén bi dung dich clarithromyein 500 mg ban ddu bang cach thém 10 ml nuée cét pha tiém vao lo
thudc 500 mg. Lic dén khi bat thudce trong lo duge hoa tan. Chi st dung nudée cét pha tiém, vi cac dung
dich pha 1uang khac cé thé gay ra két tiia trong khi hoan nguyén. Khong st dung dung dich pha lodng
¢6 chira chit bao quéan hodc mudi vé co. Mdi ml dung dich chira 50 mg clarithromycin.

Pidu kién bao quan sau khi hoan nguyén bot thude, xem phs’in Han dung

Budc 2: Pha lodng

Thém thudc d3 hoan nguyén (500 mg trong 10 ml nude céit pha tiém) vao t6i thiéu 250 ml mot trong
cac dung dich pha loding sau day trude khi dung: dextrose 5% trong dung dich Ringer lactate, dextrose
5%, Ringer lactate, dextrose 5% trong natri chloride 0,3%, Normosol - M trong dextrose 5%,
Normosol-R trong dextrose 5%, dextrose 5% trong natri cloride 0,45%, va natri cloride 0,9%

ml dung dich tiém truyén pha theo céch trén chira 2 mg clarithromycin.
Piéu kién bao quan sau khi pha lodng dich thubc, xem phan Han ding

QUAN TRONG: CA HAI BUGC PHA LOANG (1 VA 2) CAN PUGC HOAN THANH TRUOC KHI
SU DUNG

Bat ky thudc hodc chét thai khong sit dung phai duge xir [ theo yéu cAu.

CHONG CHI BINH

Chéng chi dinh & nhitng bénh nhan qua man cam v&i nhitng khéng sinh thudc nhém macrolide hode
bét ky ta dugce ndo cia thube.
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Chéng chi dinh sir dung clarithromycin cling céc alkaloid nam cua ga (vi du ergotamine hodc
dihydroergotamine) do ¢6 thé gy ngd doc ndm cya ga.

Chéng chi dinh dung clarithromycin ciing vdi midazolam dang udng.

Chéng chi dinh st dung déng thoi clarithromycin véi céc thubc sau day: astemizole, cisapride,
pimozide, terfenadine vi c6 thé giy kéo dai khoang QT va loan nhip tim bao gdm nhip nhanh that, rung
tdm thét va xodn dinh.

Khéng dugc sir dung clarithromycin cho bénh nhéan cé tién sir kéo dai QT (kéo dai QT bim sinh hoic
mic phai) hodc ri loan nhip tht, bao gdm ca xoan dinh.

Chéng chi dinh str dung ddng théi clarithromyein véi ticagrelor hodc ranolazine.

Clarithromycin khong duge dung cling voi cac thubc (rc ché enzyme HMG-CoA reductase (cac thude
statin) ma chuyén héa phén 16n bai CYP3A4 (lovastatin hodic simvastatin), do ting nguy co cdc bénh
vé co, ké ca ly giai co van.

Clarithromycin (va céc chét tic ché CYP3A4 manh khac) khdng duge st dung cing vai colchicine.
Khéng duoc sir dung clarithromycin cho bénh nhan giam kali mau (nguy co kéo dai khoang QT).

Khong durge sir dung clarithromycin cho bénh nhan suy gan ndng ¢6 kem suy thin.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khong nén ké toa clarithromycin cho phu nir ¢6 thai triudge khi can nhéc ky lueng vé lgi ich va nguy co,
dac biét trong 3 thang dau thai ky.

Clarithromycin dugce bai tiét chu yéu qua gan, do v@y nén than trong khi sit dung khang sinh nay &
nhirng bénh nhén suy chirc ndng gan.

Ciing nén than trong khi st dung cho nhitng bénh nhén suy thén tir vira dén nang.

Pi c6 bao cdo vé réi loan chire ning gan, bao gdm ting men gan, viém té bao gan va‘hoic viém gan &t
mét, c6 hodc khéng cé vang da khi st dung clarithromycin. R&i loan chirc ning gan cé thé nghiém
trong va thudng hdi phuc dige. Trong mot s6 trudong hop, da ¢6 bao cdo tir vong do suy gan, thuong
lién quan 61 cac bénh 1y ning c6 sin vd/hodc cdc thubc sir dung ddng thoi. Ngimg st dung
clarithromycin néu xuét hién déu hiéu va triéu chiing viém gan, nhu chén an, vang da, nude tiéu sim
mau, ngira, hodc dau bung.

Viém rudt két gid mac da dugc bao céo voi hau hét cac thude khang khuén, bao gé:m cdc macrolid, va
tinh trang cé thé tir nhe d¢én de doa tinh mang. Tiéu chay ¢0 lién quan dén Clostridium difficile (CDAD)
dé duge bao céo khi sir dung véi hau hét cac loai khang sinh bao gbm ca clarithromycin, va mirc d6 c6
thé tir tiéu chay nhe dén tir vong. Diéu tri khang sinh lam thay ddi hé vi khuan binh thudng cla rudt,
diéu nay c6 thé dan dén phat trién qua mirc ctia C. difficile. CDAD phai duge quan am & tit ¢ bénh
nhén bi liéu chay sau khi ding khang sinh. Viéc ghi chép bénh 4n cén than 12 can thiét vi di cd béo céo
vé viée xudt hién CDAD 2 thang sau khi ding khang sinh. Do d6, viéc ngimg didu tr] clarithromyein
nén duoc xem xéL bat ké chi dinh. Xét nghigém vi sinh nén duge thyuc hién va bat dau diéu tr day di.
Nén tranh st dung thude trc ché nhu dong.
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Pi ¢6 céc bdo cdo sau khi dua thube ra thi truong vé ngd doc colchicine khi dung déng thoi
clarithromycin va colchicine, didc biét ¢ nguoi cao tudi, mot sb xay ra & nhing bénh nhan suy than. Pa
¢6 tir vong & mdt s6 trudng hop nay (xem Twong téc thude). Chdng chi dinh sir dung dong thoi
colchicine va clarithromyein (xem Chéng chi dinh).

Can trong khi ding clarithromycin cling véi cac thude triazolobenzodiazepine, nhu triazolam, va
midazolam dudng ti€m bap va dang udng (xem Tuong tac thudc).

i T
Bien ¢o tim mach

Hién tugng kéo dai qué trinh tai phan cuc & tim va khoang QT, dan dén nguy co khéi phét con loan
nhip tim va xoén dinh, dd dwoc ghi nhan khi diéu tri bing thude nhém macrolide bao gém
clarithromyein. Do ting nguy co kéo dai khoang Q1 va rdi loan nhip thét (bao gdm xoén dinh), viéc sir
dung clarithromycin bi chdng chi dinh: & nhing bénh nhén ding astemizole, cisapride, domperidone,
pimozide va lerfenadine; bénh nhédn ha kali méau; bénh nhén co tién sir kéo dai QT hodc rdi loan nhip
that.

Do viy, thén trong khi sir dung clarithromycin & cac bénh nhén sau:

- Bénh nhén ¢6 bénh ddng mach vanh, suy tim ngng, roi loan dan truyén hodic nhip tim chim cé y nghia
vé mil lam sang.

- Bénh nhén ¢6 r6i loan dién gidl nhu gidm magnesi mau.

- Bénh nhan dang sir dung dng thési cac thude co thé gay kéo dai khoang QT ma khéng phai céc thube
chéng chi dinh.

Céc nghién ciru dich & hoc didu tra nguy co gap tac dung bat loi trén tim mach cilia macrolide da cho
théy nhidu két qua khac nhau. Mt s nghién clru quan st cho thdy nguy co rdi loan nhip tim ngén han,
nhdi mau co tim va tir vong do tim mach ¢6 lién quan @n macrolide bao gdm ca clarithromycin. Can
nhic c4c phét hién nay véi loi ich diéu tri khi k& don clarithromycin.

Viém phoi

Do tinh trang khang cac thube macrolid ctia Streptococcus pneumoniae dang gia tdng, viéc thuc hién
khang sinh d 1a quan trong khi k& toa clarithromycin cho bénh nhan viém phdi mic phai cong dong.
Clarithromycin nén dugc sir dung két hop véi cac thude khang sinh thich hop khéc trong didu tri viém
phdi méc phai bénh vién.

Nhiém trung da va md mém mirc do tir nhe dén trung binh

Phin Ién cac nhiém tring da thudng do Staphylococcus aureus va Streptococcus pyogenes, ca hai vi
khudn nay déu co thé khang cac thube macrolide. Do vay, viée lam khang sinh dd rit quan trong. Trong
truong hop khéng sir dung duoc cac khang sinh nham beta-lactam (vi du do di (rng), eac khang sinh
khac, nhu clindamycin, co thé 1a lira chon dau tién. Hién nay, cac thude macrolide chi duge can nhéc
chi dinh diéu tri cdc nhiém khuin da va mé mém, nhu nhiém khudn gay ra boi nam Corynebacterium
minutissimum, tring ¢4, nhidm tring da gdy s6t cao cép tinh va cc truong hop khong thé ding duge
penicillin.

Trong truong hop xudt hién cac phan irng qua man cap tinh, ning, ching han nhu soc phan v&, phan -

{mg ¢6 hai nghiém trong trén da (SCAR) (vi du: ngoai ban mun ma toan than cép tinh (AGEP), hoi
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chimg Stevens-Johnson, hoai tr biéu bi nhim déc va DRESS, ngay lip tic nging st dung
clarithromycin va khén truong diéu tri thich hop.

Thén trong khi st dung clarithromycin cling v6i cdc thuée gdy kich (mg hé enzyme CYP3A4
(xem Tuwong tdc thuic).

Cic thube rc ché HMG-CoA reductase (cac thude statin)

Chéng chi dinh st dung ddng thoi clarithromycin véi lovastatin hodc simvastatin (xem Chong chi dinh).
Cén than trong khi k& toa clarithromycin ciing véi cac thude statin khac. DA ¢6 bdo céo vé ly gidi co
van o nhtrng bénh nhén st dung déng thoi clarithromycin véi cdc thudc statin. Bénh nhan cin duoc
theo ddi v& cac ddu hiéu va tridu chiing céc bénh Iy vé co. Trudng hep budc phai sit dung dong thoi
lerllhromycm va cac thudc statin, khuyén cdo k& lidu thip nhit duogc dang ky clia thude statin. Can
nhic st dung thude statin khéng phu thude vao chuyén héa CYP3A (vi du nhu fluvastatin).

Céc thudce ha dudng huyét dang udng/Insulin

St dung dong thoi clarithromycin va cac thude ha dudng huyét dang udng (nhu céc sulphonyluria)
vivhodc insulin c¢6 thé lam giam déng k& duémg huyét. Cén kiém sodt chit ché dudng huyét.

Céc thuf)c chéng ddng dudng udng

Sir dung ddng thoi clarithromycin va warfarin ¢é nguy co gdy chay méu nghiém trong, tang chi sé INR
(international normalized ratio) va thm gian prothrombin. Phai kiém tra thub‘ng xuyén chi s§ INR va
thoi gian prothrombin khi bénh nhan ubng déng thai clarithromycin va cac thude chbng ddng.

Ciing nhu céc khang sinh khéc, str dung clarithromycin trong thoi gian dai co thé din dén nhidm khuén
V@i 86 lugng vi khuan va ndm khong nhay cdm ting 1én. Néu boi nhiém xdy ra, nén tién hanh bién phap
diéu tri thich hop.

Can chi y dén kha ning dé khang chéo giita clarithromycin va cac khang sinh nhém macrolide khéac,
cling nhu lincomycin va clindamycin.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Phu nit ¢6 thai: Tinh an toan cta clarithromycin trong thoi ky mang thai chwa duge thiét 1p. Dua trén
cac két qua khac nhau thu duge tir cc nghién clu trén chudt, thd va khi, khdng loai trir khé nédng anh
hudng xau dén su phat trién ctia phoi thai. Vi vdy khong nén sir dyng clarithromyein trong thoi ky mang
thai ho#c cho con bu trir khi lgi fch 16n hon nguy co.

Phu nit cho con bi: Tinh an toan cia clarithromycin trong thoi ky cho con ba chua duoc thiét 1ap.
Clarithromycin duge xéc dinh ¢ trong stra me.

ANH HUONG CUA THUOC LEN KIIA NANG LAI XE, VAN HANH MAY MOC

Chua ¢6 bao cao vé tac dong cua thude trong khi l4i xe va van hianh mdy méc. Nén khuyén céo bénh
nhan v& nguy co hoa mat chong mit, 1an 19n, mat phuong hudng c6 the xay ra khi str dung thuoc.

TUONG TAC, TUONG KY CUATHUOC
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Diing cic thube sau bi chdng chi dink nghiém ngdt do tuwong tic th uoc nghiém trong.

Astemizole. cisapride, domperidone, pimozide, and terfenadine:

Téng nong dd cisapride di dugc bo cdo & bénh nhdn ding dong thoi blbdpl‘ldc va daruhmmycm Diéu
nay cé thé gay kéo dai khoang QT va loan nhip tim bao gdm nhip nhanh thét, rung thil va xoén dinh.
Nhirng biéu hién tuong tu da duoc thay khi diing d6ng thoi pimozide va clarithromycin (xem Chong
chi dinh).

Céc macrolide 1am rdi loan sy chuyén hoa cia terfenadine lam ting ndng do cia terfenadine, dbi khi
dan dén loan nhip tim nhu kéo dai khoang QT, nhip nhanh that, rung thit va xoén dinh (xem Chéng chi
dink). Trong mot nghién ctru trén 14 nguoi tinh nguyén khde manh, ding dong thoi clarithromycin va
terfenadine 1am tang 2-3 14n ndng o trong huyét thanh chét chuyén hoa acid cta terfenadine va kéo
dai khoang QT nhung khong phét hién dugc bit ky cac bidu hién 1am sang nao. Céc biéu hién tuong tur
cling duge thdy khi ding @dng thdi astemizole va cic macrolid khéc.

Alkaloid ndm cua ga

Cac bao cao sau luu hanh cho thdy ding thudc cing lac clarithromycin véi ergotamine hodc
dihydroergotamine c6 lién quan dén dc tinh do nim cuwa g cdp ddc trung boi hién tuong co mach,
thiéu mau cuc b & cac chi va cac md khac bao gdm ca hé than kinh trung vong. Chéng chi dinh ding
cling ltic clarithromycin v6i céc alkaloid ndm cua gi. (xem Chong chi dinh).

Midazolam dang udng

Khi midazolam dwoc ding phdi hop véi cac vién nén clarithromycein (500 mg hai lan mdi ngay), AUC
ciia midazolam tang 1&n 7 Ian sau khi ding midazolam dang uéng. Chéng chi dinh ding dong thoi
midazolam dang ubng cling véi clarithromycin.

Thubc e ché HMG-CoA reductase (cac thude statin)

Khéng duoc ding déng thdi clarithromycin v6i lovastatin hodic simvaslatin vi céc thude statin nay
chuyén héa phan 16n béi CYP3A4, ting ndng d6 thudc trong huyét tuong khi sir dung cing véi
clarithromycin, din téi ting nguy co bénh ly v& co, ké ca ly giai co van. Da ¢6 cée bio cdo ve ly giai
co van & bénh nhan sir dung clarithromyein cling v6i céc thude statin ndy. Néu can thiét phai diéu tri
bang clarithromyein, phai ngirng str dung lovastatin hodc simvastatin trong thoi gian didu tri nay.

Cén trong khi ké toa clarithromycin véi céc thube statin. Tmng cac trudmg hop bét bude phai sir dung
clarithromyein va céc thubc statin, khuyén céo ké lidu thép nhét dugc ding ky ctia thudc statin. Cén
nhéc sir dung thudc statin khéng phu thude vao chuyén hoéa CYP3A (vi du nhu fluvastatin). Bénh nhan
can duge theo dai v& cac ddu hiéu va triéu chimg céc bénh ly ve co.

- - r A - - - -
Tdc dung cria cdc thuoc khdac lén clarithromycin

Céc thude gy kich Gng hé théng enzym CYP3A (vi dy: rifampicin, phenytoin, carbamazepine,
phenobarbital, St John’s Wort) ¢6 thé [am ting chuyén héa cha clarithromycin. Pidu ndy ¢6 thé lam
cho némg do clarithromycin thz‘ip duéi ngung didu tri, 1am giam hiéu lyc diéu trj cta thude. Hon niva,
¢6 thé cin theo ddi ndng dé huyét trong cta cée thude gdy kich img hé CYP3A, ndng do nay ¢6 thé bi
tang do clarithromycin trc ché hg CYP3A (xem thdng tin san phim lién quan khi diing cac thudc tre ché
hé CYP3A4). Str dung ciing lic clarithromycin va rifabutin 1am ting nbng do rifabutin va giam nong
6 clarithromycin trong huyét thanh, ciing véi ting nguy co viém mang mach nho.
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Céc thube sau dioc biét hodic nghi ngd ¢ anh hudng dén nong do tudn hoan cta clarithromycin; didu
chinh li¢u clarithromycin hodc lua chon phuong phap dicu tri thay thé nén duge xem xét.

Efavirenz. nevirapine. rifampicin, rifabutin va rifapentin

Nhitng thudc gay kich Gmg hé théng chuyén héa cytochrome P450 nhu efavirenz, nevirapine,
rlfampu.m rifabutin va rifapentine ¢6 thé lam tang su chuyén hoa cua clarithromycin do dé lam giam
nong do cua lerlthromymn trong huyét twong, trong khi d6 ndng d6 ctia 14-OH-clarithromycin ting
[én, chit chuyén hoa nay ciing c6 hoat tinh khang khuan. Do hoat tinh khéng khuan ctia clmlhromyun
va 14-OH-clarithromycin khac nhau dbi véi cac loai vi khudn khac nhau, hidu qua diéu tri cé thé bi anh
huémg néu sir dung ciing lac clarithromycin véi nhitng chét gdy cam ling enzym

Etravirine

Nong d6 cua clarithromycin bi giam bai etravirin, tuy nhién, néng dd clia chét chuyén héa co hoat tinh,
14-OH-clarithromycin lai ting. Do chét chuyén hoa cé hoat tinh 14-OH- larithromycin giam hoat tinh
dbi véi phuc hop Mycobacterium avium co:nplcx (MA() nén hoat tinh chung &6i véi téc nhan gy
bénh c6 thé bj thay dbi. Do vay, phai cin nhéc thay thé clarithromycin bing céc thude khac khi digu tri
MAC & bénh nhéan cé dung etravirine.

Su dung cung lic fluconazole 200 mg moi ngély va clarithromyein 500 mg 2 lan/ngdy cho 21 nguoi
tinh nguyén khoe manh 1am tang ndng do 161 thiéu (me) & trang thai 6n dinh cua clauthromycm Ién
33% va didn tich dui dudng cong (AUC) 1én 18%. Nong dd & trang thai dn dinh cta chét chuyén héa
co hoat tinh 14-OH-clarithromycin khong bi anh hudmg nhi¢u khi dung déng thoi véi fluconazole.
Khang cin diéu chinh lidu cta clarithromycin.

Ritonavir

M@t nghién cu duge dong hoc chimg 6 ring ding dong thoi ritonavir 200 mg mdi 8 giv va
clarithromycin 500 mg mdi 12 gid e ché r rél su chuyén hoa cia clarithromycin. Cmax cia
clarithromycin ting 31%, Cmin tdng 182% va AUC téng 77% khi dung ciing ritonavir. Ha thiy trc ché
hoan toan su tao thanh 14-OH-clarithromycin. Vi clarithromycin ¢6 khoang didu tri Ién, nén khong cén
thiét giam lidu & bénh nhan ¢6 chiic ning than binh thudng. Tuy nhién v&i bénh nhén suy than, cin didu
chinh liéu nhur sau:

— V6i bénh nhén c6 do thanh thai creatinine tir 30-60 mL/phat, giam liéu clarithromycin 50%.
—  V6i bénh nhan c6 do thanh thai creatinine <30 mL/phat, giam lidu clarithromycin 75%.
—  Khéng nén diing clarithromyein lidu 16n hon 1 g/ngdy cling véi ritonavir.

Nén xem xét dicu chinh licu & bénh nhén suy thén khi ¢6 ding ritonavir phol hop voi cac thude e ché
enzym protease HIV bao gom atazanavir va saquinavir.

- = . . A - £ -
Tic dung ciia Clarithromycin lén cdc thuoc khdac

Nhitng luong tac qua CYP3A4

Su dung dong thoi clanthromyun duge biét 1a mot chat irc ché CYP3A4, véi mdt thude chuyén héa
chii yéu qua CYP3A4 c6 thé lién quan dén su ting nung do ciia thude, didu dé c6 thé 1am ting holc
kéo dai ca tac dung diéu tri va téc dung bat loi ctia thude ding clng.
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Chéng chi dinh ding clarithromycin trén nhiing bénh nhén dang diing cac thude 12 chat nén cta enzyme
CYP3A4 nhu astemizole, cisapride, domperidone, pimozide va terfenadine vi co thé giy kéo dai
khoang QT va loan nhip tim bao gom nhip nhanh that, rung tdm that va xoan dinh.

Chong chi dinh sir dung clarithromycin ciing cac alkaloid nim cya ga, midazolam dang uéng, thuée Gic
ché HMG-CoA reductase chuyén héa phan 16n béi CYP3A4 (vi dy: lovastatin hodc simvastatin),
colchicine, ticagrelor va ranolazine.

Neén thén trong khi sir dung clarithromycin trén nhiing bénh nhéan dang didu tri bang nhirng thudc duoc
biét 1a chét nén ctia enzym CYP3A4, ddc biét néu chit nén CYP3A4 cé d an toan hep (vi du,
carbamazepine) vahoiic chdt nén dugc chuyén hoa cht yéu boi enzym nay. Piéu chinh lidu c6 thé duge
xem xét va khi o6 thé, ndng d trong huyét thanh clia cic thudc chuyén héa cha yéu bai CYP3A4 nén
duge kiém tra chit ché & nhitng bénh nhén dang sir dung ddng théi clarithromycin. Céc thuée hodc
nhom thude sau day duoe biét hodc nghi ngd 12 chuyén héa béi isozyme CYP3A4 (danh sdch nay chua
hoan chinh):  alprazolam, carbamazepine, cilostazole, ciclosporin, disopyramide, ibrutinib,
methylprednisolone, midazolam (intravenous), omeprazole, thudc chéng déng dang udng (vi du:
warfarin), thubc chéng loan thin khéng dién hinh (vi du: quetiapine), quinidine, rifabutin, sildenafil,
sirolimus, tacrolimus, triazolam va vinblastine.

Céc tuong tac thube véi co ché tuong tu thong qua cac isozyme khéc trong hé théng cytochrome P450
bao gbm phenytoin, theophylline va valproate.

Thudc chéng loan nhip

Pi ¢6 cac bio céo sau khi dua thudc ra thi trrdng vé xoén dinh xay ra khi diing cling lic clarithromycin
v&i quinidine hozc disopyramide. Nén kiém tra dién tdm d6 v& do dai khoang QT trong thai gian sir
dung ciing lic clarithromycin véi nhitmg thube nay. Can theo ddi ndng dj trong huyét thanh cia cac
thude nay trong khi dung clarithromycin.

D3 ¢6 céc bdo cdo hau mii vé ha dudng huyét khi sir dung dong thai clarithromyein véi disopyramide.
Do viy, can theo d&i durong huyét trong khi st dung dong thoi clarithromycin véi disopyramide.

Céc thubc ha dudng huyét dang udng/Insulin

Clarithromyein (e ché CYP3A va co thé lién quan dén hodc gdy ra ha dudmg huyét khi st dung dong
thoi véi mot sb thude ha dudng huyét nhu nateglinide va repaglinide. Can kiém soat chit ché dudng
huyét.

Omeprazole

St dung clarithromycin (500 mg mdi 8§ gid) Cung vai omcp[azo (40 mg/ngay) trén ngudi 1én khoe
manh. Néng d6 trong huyét twong & trang thai on dinh ctia omeprazole ting [én (Cmax ting 30%,
AUCp24 thng 89% va thoi gian ban thai tang 34%) khi ding cling lic véi clarithromycin. D3 pH dich
vi trung binh 24 gid 1a 5,2 khi stt dung m¢t minh omeprazole va la 5,7 khi ding chung omeprazole véi
clarithromycin.

Sildenafil, tadalalil va vardcnafil

M&i chét tic ché enzym phosphodiesterase dugc chuyén héa, it nhit 1a mot phén, béi CYP3A4, va
CYP3A4 ¢ thé bi tic ché khi ding ddng thdi clarithromycin. St dung cing lic sildenafil, tadalafil
hotic vardenafil v&i clarithromycin s& ¢6 thé 1am ting sy phoi nhiém ctia cic chél e ché enzym
phosphodiesterase. Nén gidm li€u clia nhitng thudc nay khi diing dong thoi véi clarithromycin.
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Theophyllin, carbamazepine

Két qua cua cAc nghién ctiu 1am sang cho thdy mic du tang & méc do khiém t6n nhung co y nghia
thbng ké (p < 0,05) ndng db ctia theophylline hodc carbamazepine trong tudn hoan khi diing chung mot
trong nhimg thuoe nay véi clarithromycein.

Tolterodine

Con dudng chuyén héa cha yéu cia tolterodine la qua 2D6 isoform cuia cytochrome P450 (CYP2D6).
Tuy nhién, & nhiing ngudi khong cdé CYP2D6, dudng chuyén hoa nhan biét duoc la qua CYP3A4. O
nhitng ngudi ndy, sw e ché CYP3A4 sé lam ting dang ké ndng dé cua tolterodine trong huyét thanh.
Sur giam liéu tolterodine c6 thé can thiét khi co mét cac chét irc ché CYP3A4 nhur la clarithromyein.

Triazolobenzodiazepine (vi du: alprazolam, midazolam, triazolam)

Khi dung cling lac midazolam v&i clarithromycin (300 mg, 2 lAn/ngay), AUC cua midazolam ting 2,7
14n khi ding dudng tiém tinh mach. Néu ding midazolam dudmg tiém cting lic v6i clarithromycin, nén
theo dai bénh nhén chit ché dé c6 thé diéu chinh liéu. Dang thube midazolam gidi phong qua durong
niém mac miéng, 1a dudng c6 thé bd qua thai trir hé thong, s& ¢o nhi¢u kha ning gip tuong tac thudc
twong tu nhur tuong tic gap phai ¢i véi midazolam dang tiém tinh mach hon 13 twong tac gép phai khi
dung midazolam dang uéng. Lu ¥ twong tw d6i véi cac benzodiazepine khéc chuyén hoa qua CYP3A4,
bao gdm triazolam va alprazolam. Ddi véi cic benzodiazepine ma sy dao thai khéng phu thuge vao
CYP3A4 (tcmazepam, nitrazepam, lorazepam), su tuong tac quan trong c6 y nghia lam sang héau nhur
khong xay ra khi dung cting clarithromycin.

Di ¢6 cAc bio cdo sau khi dua thude ra thi trudng vé cic tuong tac thude va nhitg anh hudng dén hé
thdn kinh trung wong (vi du budn ngd va la 1an) khi ding ctng lic clarithromycin véi triazolam. Nén
theo ddi tic dung 1én hé thin kinh trung wrong & bénh nhan dung thude.

Nhitng twong téc thube khéc
Colchicine
Colchicine la chit nén cho ca CYP3A4 va protein van chuyén P-glycoprotein (Pgp). Clarithromycin va

cac macrolid khac tre ché CYP3A4 va Pgp. Khi diing clarithromycin cling lic véi colchicine, sy tre ché
CYP3A4 va/hay Pgp do clarithromycin ¢6 thé din dén tang phoi nhidm véi colchicine.

Digoxin

Digoxin 1& chat nén cho chét van chuyén P-glycoprotein (Pgp). Clarithromycin tre ché Pgp. Khi dung
chung clarithromycin va digoxin, su irc ché Pgp bai clarithromycin ¢6 thé 1am tang su phoi nhiém
digoxin. Da ¢6 bio cao v& su ting nbng do digoxin trong huyét thanh & bénh nhan dung ciing lic
dlgoxm va clarithromycin. Mot s6 bénh nhin ¢é6 nhitng ddu higu lam sang {:ua nhiém dbc dlgoxm bao
gdm céc rdi loan nhip tim ¢6 kh niing gdy tir vong. Nén theo ddi chit ché nong do digoxin huyét thanh
& nhitng bénh nhan dung clarithromycin va digoxin ctiing lic.

Zidovudine

Ubng cling lac vién nén clarithromycin va zidovudine cho cac bénh nhén ngudi lon nhidm HIV c6 thé
dan dén giam nong dd zidovudine ¢ trang thai 6n dinh. Vi clarithromycin anh hudng dén hép thu ciaa
zidovudine khi uong ciing lic, cé thé tranh dugc luong tic nay bang cach ding clarithromycin va

9/16

e TR, Ce—_ N




https://trungtamthuoc.com/

zidovudine céch nhau 4 gid. Tuong tac ndy khong xay ra & bénh nhan nhi nhiém [IV ding hdn dich
clarithromycin vé&i zidovudine hodc dideoxyinosine. Tuong tic nay hiém khi xay ra khi ding
clarithromycin dudng tiém truyén tinh mach.

Phenvytoin va Valproate

Di b cée bao cao tu phat hosic duoce cong bd vé tuong tic cla céc thude e ché hé CYP3A, bao gém
cé clarithromycin v6i cac thude cho ring khéng bi chuyén héa bdi CYP3A (vi du phenytoin va
valproate). Can xéc dinh néng do huyét thanh ciia cac thude nay khi st dung cliing véi clarithromycin.
D6 ¢6 bao cao vé tang ndng dd huyét twong cua cac thude trén.

Twong tdc thube hai chiéu
Alazanavir

C4 clarithromycin va atazanavir déu I3 chét nén va 1a chit irc ché ciia CYP3A4, va co bang chimg vé
sur tuong téc thude 2 chidu. Ding cling lGe clarithromyein (500 mg 2 lan/ngdy) voi atazanavir (400 mg
ngay mot 1an) lam tang sur phoi nhidm véi clarithromycin 1én 2 lan va gidm 70% su phoi nhiém voi 14-

( OH-clarithromycin, ting 28% AUC cla atazanavir. Do clarithromycin ¢6 khoang dic¢u tri rong nén su
oiam lidu clarithromycin 12 khong cén thiét & nhimg bénh nhan c6 chirc nang than binh thuong. O
nhitng bénh nhan suy thin mirc d6 trung binh (d6 thanh thai creatinin 30 dén 60 mL/phut), liéu cta
clarithromycin nén giam 50%. P6i véi nhitng bénh nhén ¢6 d3 thanh thai creatinin nhd hon 30 mL/philt,
lidu clarithromycin nén gidm 75% va nén ding dang thudc hop 1y. Khong nén ding ciing lic
clarithromycin lidu >1000 mg/ngay vdi nhimng thude e ché protease.

Céc thubc chen kénh calci

Thén trong khi st dung dong thai clarithromyein v6i cac thude chen kénh calci chuyén héa qua
CYDP3A4 (nhu verapamil, amlodipine, diltiazem) do nguy co ha huyét 4p. Nong do trong huyét twong
ctia clarithromycin va cac thube chen kénh calci ¢6 thé ting do twong téc thube. DA quan sét thdy ha
huyét 4p, loan nhip tim cham va nhiém acid lactic & céc bénh nhéan st dung ddng thdi clarithromycin
va verapamil. N

Itraconazole

( Ca clarithromycin va itraconazole d&u 12 chit nén va chét Gc ché CYP3A4, din dén mét tl.l'ong\'t?‘glic thude
2 chiéu. Clarithromycin ¢6 thé lam ting néng dd huyét trong ctia itraconazole, trong khi dé itraﬁonazole
c6 thé lam ting ndng do trong huyét twong cia clarithromycin. Nhiing bénh nhan dang st d-}’_-j'ng cung
lac clarithromyein va itraconazole nén duge theo ddi chét ch€ nhitng déu hiéu hoic trigu chtng do tac
dung dugc 1y tang hodc kéo dai nay.

Saquinavir

Ca clarithromycin va saquinavir déu 1a chit nén va 12 chit e ché clia CYP3A4, va di c6 bing chimg
vé su twong téc 2 chidu. Diing két hop clarithromycin (500 mg 2 lan/ngay) va saquinavir (vién nang
pelatin mém, 1200 mg 3 1in/ngdy) cho 12 ngudi tinh nguyén khde manh lam ting AUC ¢ trang théi én
dinh 18n 177% va Cmax [&n 187% so véi dung riéng saquinavir. Gia tri AUC va Cmax cua
clarithmmycin vao khoang 40% cao hon so v&i dang riéng clarithromycin. 'I(hﬁng c¢an didu chinh lidu |
khi dung dong thai 2 thude nay trong mot thoi gian nhit dinh & lidu/dang thude nUhIBH ctru. Nhimg |
quan sat tir nhitng nghién ciru v& tuong tac thude sir dung dang vién nang gelatin mém ¢6 thé khong
giong nhu khi dung vién nang gelatin citng ctia saquinavir. Nhitng quan sét tir nhitng nghién ctru twong |
tac thude duoc thue hién chi vidi saquinavir c6 thé khéng gidng nhitng tic dung thiy duge khi diéu tr |
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véi saquinavir/ritonavir. Khi diing chung saquinavir va ritonavir, nén luu y tic dung ti€ém 4n cia
ritonavir 1én clarithromycin.

Bénh nhan dung thude tranh thai nén dugc canh bao néu ¢o tiéu chay, nén mira hodc chay méau dot ngét
xay ra, thi kha nang thét bai trong vi€éc ngira thai.

Tuwong ky: chua rd. Tuy nhién, clarithromycin nén duge pha lodng voi dung dich pha loang khuyén
cdo (xem Céch dung).

TAC DUNG KIIONG MONG MUON CUA THUOC
Tom tit hd so an toan

Céc tac dung bét loi phd bién lién quan t&i didu tri clarithromycin 12 dau byng, tiéu chay, budn nén,
ndn va loan vi gidc. Nhitng phan tng bat lgi nay thuwong nhe va da duoc biét nhur 12 tac dung bt lgi ctia
céc thude macrolide.

Trong cac nghién ciru 1am sang, khong ¢6 su khéc nhau dang k& vé& ty |& giip tac dung bit loi trén dudng
tiéu hoa trén bénh nhan ¢é hodc khéng nhiém mycobacterial trude do.

Bang t6m tit tong hop cic phin dng bat lgi

Bang dudi day néu ra nhiing tac dung bat lgi duge bao cdo & nhitng bénh nhan dang sir dung
clarithromyein trong nhitng nghién ctu ldm sang va bio cao sau khi dua thude ra thi trudng cla dang
vién nén phéng thich nhanh, cdm pha hdn dich ubng, bot dong khod pha dung dich tiém, vién nén phéng
thich kéo dai va vién nén phéng thich bién d6i.

Nhitng tac dung bt loi nay dugc sip xép theo hé théng cta co thé va tAn sudt xuét hién, quy ude nhir
sau: rat thuémg gip (>1/10), thudng gip (>1/100 - <1/10), it gap (=1/1000 - <1/100) va khong 10 (phan
img ghi nhan duoc tir dua thudc ra thi trudng, khong thé danh gia dugo tir dit liéu sin ¢6). Vi moi
nhém tAn sudt, phan tmg bat loi duge trinh bay theo mie dd nghiém trong gidm dén.

R4t thudng
Xuyén

>1/10

Tac dung bét loi Thuong xuyén | Khong thuong xuyén | Khong ré*

theo hé théng co
quan co the

Khong thé danh gia tir

>1/100 - <1/10 Sl
dir ligu san ¢

>1/1000 - <1/100

Viem md té bac', bd

Nhiém tring va
tinh trang nhiém
trung

nhiém nAdm candida,
viem da day rudt?,
nhiém tring®, nhiém
trung am dao.

Viém dai trang gia
mac, nhiém tring da
gay sol cao cap tinh.

H¢ mau va bach
huyet

Giam bach cau, giam
bach ciu da nhan trung
tinh*, ting tidu caud,
tang bach cdu i toan"

R&i loan hé mién
dich

Phan (ng phan vg',

phan Gmg qui man

L. 13
Roi  loan &
chuyén hda va
dinh duéng

Ching mét bach ciu
hat, giam lugng ticu
cau

Phan ang phan vé, phu
bach huyét

Chén &n, giam su ngon
mi¢ng
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R&i  loan tAm
than

Mét ng

Lo Au, cing thang®

Loan than kinh, tinh
trang 10 1an’, mat nhén
cach, trAm cam, mit
phuong hudng, do
gide, mo bit thudng,
hung cam

R&1 loan hé than

Loan vi gidc,

Chimg mét y thic!,
loan van ddng', chéng

Chimg co gidt, mat vi
giac, loan khudu gidc,

kinh dau dau et gl Jot WS, A rgr:z‘é :'}11‘;20:;1 ug(,jlz;, cam
R&i loan tai va tai Choéng mat, nghe kém, Bide
trong U tai

! Ngimg tim', rung nh', | o 20 gioh nhin nhanh
Roi logn  tim keo 'da1“ khoé.rllg QT’ thﬁt, o loan nhip tdm
mach ngoal tam thu!, danh thit

| trdng nguc ' ,

Rbi loan mach Gidn mach! Xudt huyét

Rbi loan ho hép,
I6ng nguc, trung
that

R&i loan dudng
{iéu hoa

Tiéu chay, ndn,
kho tiéu, budn
ndn, dau bung

Hen phé quan', chay
mau miliZ, ngh&n mach
phoi'

Viém thuc quan', trao
nguoc da day thuc
quan®, viém da day,
dau truc trang céch
hoi2, viém miéng,
viem  ludi, trudng
bung®, tao bon, khd
miéng, ¢ hoi

Viém tuy cdp, d6i mau
ludi, doi mau rang

Roi loan hé gan
mat

Chirc nang gan
bat thuong

U mat), viém gan®,
lang alanine
aminotransferase, tang
aspartate
aminotransterase, tang
gamma-
elutamiltransferase®.

R&i loan da va
mo dudi da

Phat ban, ting
tiet mo hoi

Viém da bong nudc!,
nglra, mé day, ban

san°.

Suy gan, vang da.

Phan (ng c6 hai
nghiém trong trén da
(SCAR) (vi du: ngoai
ban mun ma toan than
cip tinh (AGEP), hoi
chirng Stevens-
Johnson, hoai tir bicu
bi nhiém ddc, phat ban
do phan ting thudc kém
chimg ting bach céu ua
acid va triéu ching
toan than (DRESS),

trimg cé.
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Roi loan  co
xuong va md lién
ket

Co that co?, cimg co',
> = s

dau co?

Ly giai co van2¢, bénh
ly co

R&i loan than va
tiét niéu

Tang creatinine mau',
ting ure huyét!

Suy than, vién than k&

Cic roi loan
chung va tai vi tri
dung thudc

Viém ftinh
mach tai vi
tri tiém'

Ciéc xet nghiém

Pau tai vi tri

tiém!, viém tai
vi trf tiém,'

Khé chiut, sot), suy
nhuoc, dau nguc?, 6n

lanh*, mét moi*

Bat thuong ty Ié
albumin globulip‘,
tang phosphatase kiém

mau*, ting men lactase
4

Chi s6 INR ting, thoi
gian prothrombin kéo
dai, thay d6i mau nurdc
tiéu

dehydrogenase mau

I phan (g bét loi duoe bdo céo chi véi dang bao ché bot dong kho pha dung dich tiém

2 Phén (mg bét 101 duge béo céo chi v&i dang bao ché vién nén phong thich chdm

3 Phéan Gmg bat loi duge bdo cdo chi voi dang bao ché ¢bm pha hén dich ubng

* Phan (g, bt loi duoe béo cdo chi véi dang bao ché vién nén

56 Xem phan (M6 ta cac phan tmg bt lgi chon loc).

* Do céc phan ung nay duge bao céo tinh nguyén tir cong dbng véi c& mau khong xac dinh, khéng
thé udc lwong chinh x4c tin xuat hodc thiét 1ap dwge mdi quan hé nhin-qua vdi thudc sir dung. U'dc
tinh trén 1 ty bénh nhan trong thari gian didu tri véi clarithromyein.

MB& ti cac phan @ng bét lgi chon loc

Viém tinh mach tai chd tiém, dau tai chd tiém, viém tai chd tiém la biéu hién dic trung khi dung
clarithromycin ti€ém tinh mach.

Trong mdt s& bio céo vé tiéu co van, clarithromycin cé duge diing déng théi véi céc statin, fibrate,
colchicine hodc allopurinol.

DA c6 bao cdo sau khi dua thubc ra thi trudng vé twong tac thude va tac dung 1én hé than kinh trung
vong (CNS) (vi du nhu budn ngit va nhdm 12n) khi sir dyng dong thoi clarithromycin va triazolam. Can
theo dai bénh nhéin khi nghi ngd vé viéc tdng tac dung dugc ly 1én hé than kinh trung wvong.

Tré em

Céc thir nghiém 18m sang da duoc thuc hién bang cach st dung hdn dich clarithromycin trén tré em tir
6 thang dén 12 tudi. Vi vy, tré em dudi 12 tudi nén sir dung hon dich clarithromycin danh cho tré em

Tén sudt, loai va mirc do nghiém trong cia cac phan (g bat lgi ¢ tré em duge coi 14 gidng nhu & ngudi
l6n.

Trudng hop dic biét khac

Bénh nhin suy giam mién dich

(J bénh nhin AIDS va nhitng bénh nhén suy gidm mién dich khéc dugc dieu tri v6i lidu cao
clarithromycin trong théi gian dai cho nhiém mycobacterium, rat khé phan biét dau la tac dyng bt loi
ghy ra do clarithromycin hay la tri€u chiing cta bénh HIV hodc bénh hién tai.
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O bénh nhén ngudi 16n, tac dung bét loi dugc bao cdo hay gap nhét khi cho bénh nhén dung lidu tong
1000 mg/ngay va 2000 mg/ngay la: budn nén, nén, rdi loan vi gidc, dau bung, tiéu chay, min ng(a, day
hoi, dau dau, tdo bon, rdi loan thinh gide, ting SGO'T va SGPT. Céc tic dung bat loi it gap hon bao
gdm: khé thd, mét ngd va kho miéng. Ty 1¢ tuong dwong & bénh nhan diéu trj véi ligu 1000 mg va
2000mg, nhung thuomg la khoang 3 dén 4 dn & bénh nhan dung lidu tng 12 4000 mg/ngay.

O bénh nhan bi suy giam chic nang mién dich, nhimg két qua xét nghiém thu duge bfmg cach phan
tich nhitng gia tri dé bén ngoai cac néng dd rit bt thuong (c6 nghia 14 qua cao hay qué thép) trong thir
nghiém déc thu. Dua vao co s& cla tidu chun ndy, c6 l{hoéng 2-3% nhimg bénh nhan dang dung
clarithromycin liéu 1000 mg hogic 2000 mg hang ngay niy cb ndng d6 SGOT va SGPT tang bat thudng
mot cach nghiém trong, va co sb luong tiéu cau va bach ciu thdp mat cach bat thudng. Mot ty 1é nho
bénh nhan ciing ting BUN. Ty 1& cao cac gia tri bat thuémg dugc ghi nhin & nhiing bénh nhén ding
4000 mg mdi ngay cho (4t ca cac théng sb ngoai trir bach cau.

Théng bio cho bde st nhitng tdc dung khdng mong mudn gip phdi khi sir dung thubc.

QUA LIEU VA CACH XU TRI

Nhiing bao cdo cho thiy viée ubng lugng lén clarithromycin ¢é thé gay ra nhimg triéu ching vé tidu
héa. Mot bénh nhan ¢ bénh sk roi loan luting cuc khi udbng phai 8g clarithromycin va cho thay tinh
trang tAm than bi thay doi, thai do hoang tudng, kali mau gidm va oxy mau giam.

Nén diéu tri nhitng phéan tmg di tng di kém khi diing qua liéu bang cach rira da day va diéu tri hd trg.
Gibng nhu nhing macrolide khéc, ndng d clarithromycin trong huyét thanh khong bi anh huéng boi
loc mau ho#c thadm phén phic mac.

Trong trudng hop qua lidu, ngung dung clarithromycin tiém tinh mach (b6t dong khé pha dung dich
tiém) vA tién hanh céc bién phép diéu tri hd tro thich hop.

PAC TINHDUQC LUC HOC

Nhém didu tri: Khang vi khuén tdc dung toan than, macrolide.
Ma ATC: JO1FAOQ9.

Visinh hoc

Clarithromycin 14 m{t din chét ban tng hop cia erythromycin A. N6 ¢6 hoat tinh khing khuén bing
céch két hop vdi tiéu don vi ribosome 50s ctia nhitng vi khuan nhay cam va Gc ché tong hop protein.
NG ¢6 hiéu luc cao chéng lai nhiéu vi sinh vat gram duong va gram am i khi va ky, khi. Néng do tic
ché t4i thiéu (MICs) cta clarithromycin néi chung thép hon hai lan so v&i MICs ciia erythromycin.
Chat chuyén ho4 14-hydroxy clia clarithromycin ciing ¢6 hoat tinh khang khuén. MICs ciia chit chuyén
hoa nay bing hoac cao gip hai lan so véi MICs clia chit me, ngoai trit v6i H. influenzae trong dé chit
chuyén hoé 14-hydroxy ¢6 hoat tinh cao gip hai ldn phirc hop me.

Trong in vitro, clarithromycin thudng co hoat tinh chdng lai nhiing vi sinh vat sau:

Vi khudn gram duong
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Staphylococcus aureus, Streptococcus pyogenes, Streptococcus pneumoniae, Streplococcus agalactiae,
Listeria monocylogenes

. & -~
Vi khuan gram am

Haemophilus influenza, Haemophilus parainfluenzae, Moraxella (Branhamella) catarrhalis, Neisseria
gonorrhoeae, Legionella pneumophila, Bordetella pertussis, Helicobacter pylori, Campylobacter
Jejuni.

Myecoplasma: Mycoplasma pneumoniae,; Ureaplasma urealyticum.

Nhiing vi sinh vat khac

Chlamydia trachomatis; Mycobacterium avium,; Mycobacterium leprae; Chlamydia pneumoniae.
Ky khi: Bacteriodes fragilis nhay cam vo&i Macrolide; Clostridium perfringens; Peptococcus species,
Peptostreptococciis species; Propionibacterium acnes.

Clarithromycin ¢6 hoat tinh diét khudn déi véi mot sb ching vi khudn bao gém Haemophilusenzae,
Streptococcus pneumoniae,  Streptococcus  pyogenes, Streptococcus  agalactiae,  Morazella
(Brahamella) catarrhalis, Neisseria gonorrhoeae, Helicobacter pylori.

Hoat tinh cua clarithromycin v6i Helicobacter pylori & pH trung tinh cao hon & pH acid.
Ngudng tac dfng (breakpoints)

Céc ngudng tac dong sau ddy cia clarithromycin duge Uy ban chau Au v thir nghiém d6 nhay cam
v6i khéng sinh (EUCAST) thiét lap.

~ Diém tac dong (MIC, mg/L)
Vi khudn Nhay cam (<) pé khang (>) |
Staphylococcus spp. 1 mg/LL 2 mg/L,
S‘Ire;;tococcus A B Cand G 0,25 'mg/L - 0,5 mg/LL
Streptococcus pneumoniae e 0,25 mg/L 0,5 mg/L
Viridans group strepto coccus il IE IE
Haemophilus spp. | mg/L 32 mg/L
" Moraxella catarrhalis 0,25 mg/L S 05mgll! |
| Helicobacter pylori 0,25 mg/Ll ~0,5mg/L

I Cac nguting tac dong dua trén gia tri ngudng dich té hoo (ECO“FFS), phan bict cac chung phén [&p tu
nhién vai cac ching phén 1dp gidm nhay cam

"IE"(insufficient evidence) chi ra ring khong cé di bing chimg cho thiy cac chiing nghi van dat muc
tiéu diéu tri t61.

DAC TINH DUQC PONG HOC
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Chét chuyén héa cé hoat tinh vi sinh 14-hydroxyclarithromycin duge hinh thanh sau chuyén héa qua
gan lan thit nhét, biéu thi bing sinh kha dung thép hon ctia chit chuyén héa sau khi ding tiém IV. Sau
khi dung tiém IV, ndng dé clarithromyein trong méu dat dugc vugt qua MIC 90s déi v6i cde mam bénh
thong thuong va ndng dé 14-hydroxyclarithromycin vugt qué ndng d6 can thiét d6i véi mdm bénh quan
trong, vi du: H. influenzae.

Dugc dong hoc cua clarithromycin va chit chuyén hoa 14-hydroxy la phi tuyén tinh; trang thai én dinh
dat duoc vao ngay thir 3 cta lidu IV, Sau mét liéu 500mg IV duy nhét trong hon 60 phit, khoang 33%
clarithromycin va 11% 14-hydroxyclarithromycin duge bai tict qua nurde tiéu sau 24 gio.

Clarithromycin 500 mg khong chira tartrazine hodc cdc mau azo khéc, lactose hodc gluten.
QUY CACH PONG GOI '

Hop 1 lo.

Hép 10 lo.

( Lo thuy tinh loai 1 trong sudt vé&i nip cao su bromobutyl.

PILU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQGNG CUA THUOC
Pitu kién bdo quan: Bio quan ¢ nhiét d¢ dudi 30°C, trong bao bi géc, tranh anh sang.
Ilan dung:

36 thang ké tir ngdy san xudt, khi chua mé nép.

Sau khi durge hoan nguyén trong 10ml nuée cit pha tiém: 24 gior & 25°C hoic 48 gid & 2-8°C. "
5 /N
Sau khi pha lodng bang dung dich natri clorid 0,9%: 24 gio & 25°C hodic 48 gior & 2-8°C. \ \,'&\.

Tiéu chuin chat lugng cta thude: Ticu chudn co so. S/

TEN, DIA CHI CUA CO SO SAN XUAT THUOC
SOFARIMEX — INDUSTRIA QUIMICA T FARMACEUTICA. S.A.

Avenida das Indastrias — Alto de Colaride - Agualva, 2735-213 Cacém, Portugal.
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