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Clarithromycin
500 mg

THANH PHAN: M&i vién nén bao phim chia

- Clarithromycin 500mg
- Té dugc: Starch 1500, Tinh bét ngd, Povidon K90, Microcrystallin cellulose
PH102, Natri starch glycolat, Talc, Magnesi stearat, Colloidal silicon dioxid
A200, Acid stearic, Hydroxypropyl methylcellulose 15¢P, Hydroxypropyl
methylcellulose 6¢P, Polyethylen gly:ol 6000, Titan dioxid, Mau Quinolin
yellow lake, Ethanol 96 %, Nudc tinh khiét.

DANGBAO CHE:

Vién nén bao phim, dingudng.

QUYCACHPONGGOL:

Hép 1vIx10vién, hdp 2vix 10vién, hdp 10vix 10vién.

CHIDINH;

- Clarithromycin dugc chidinh didu tri Sngudi6n va tré em tir1 2 tudi trél&n.
-Pidu tri cc nhiém khuin gay ra béi vi khuin nhay cdm bao gém:

+ Nhié&m khuén dudng hé hdp dudi nhu: Viém phé quan cip va man tinh,
viém phéi.

+Nhiém khuan duding hé hap trén nhu:Viém hong, viém xoang.

+Nhiém khuén duding hé hdp méc phai & cong déng.

+Nhi&m khu4n da va mé mém tifnhedén trung binh,

- Clarithromycin dugc diing phdi hgp véi 1 thudc dc ché bom proton nhu
orneprazol hodic lansoprazel dé chi dinh diéu trj nhiém Helicobacter pylori &
nhiing bénh nhan bi loét da day-tatrang

LIEU LUGNG VA CACHDUNG:

*Céch dung: Dung uéng. Thiic &n khéng lam dnh huéng dén sinh khi dung
ciiathuc nén c6thé udng ma khéng cdn chi y 61 bia n.

*Liu dung:

-Ngudilén va tré em tir 12 tuditrérlén:

+ Nhi&m khun dudng hé h&p, davi mé mém: 500 mg, 2 14n/ngay, trong 6 -
14 ngay.

+Biéutrj Helicobacter pylori&nhiing bénh nhén bj loét da day-td traing:
Th¥igiandidutrithéng thudng 12 6- 14 ngay.

« Piéu tri 3 thudc: Clarithromycin 500 mg (2 1n/ngdy)} vi lansoprazol 30
mg (2 lin/ngay) dugc diing vdi amoxicillin 1000 mg (2 14n/ngay).

= Didu tr| 3 thudc: Clarithromycin 500 mg (2 13n/ngay} va lansoprazol 30
mg (2 l8n/ngay) dudc diing vdi metronidazol 400 mg (2 [dn/ngay).

« Piéu tr 3 thudc: Clarithromycin 500 mg (2 ldn/ngay) va omeprazol 40
mg/ngdy dugc dung vdi amoxicillin 1000 mg (2 18n/ngay) hodjc
metronidazol 400 mg (2 14n/ngay).

« Biéu trj 3 thudc: Clarithremycin 500 mg (2 lan/ngay) dugc dung véi
amonxicillin 1000 mg (2 13n/ngay) v omeprazol 20 mg/ngay.

* Didu trj 2 thudc: Clarithromycin 500 mg (3 ldn/ngay) trong 14 ngay.
Clarithromycin nén duge diing véi omeprazol 40 mg {1 ldn/ngay), trong 28
ngay.

-Thu8c nay khéng phit hop strdung cho tré em < 12 tudi.

- Ngudi cao tubi: Dung liéu nhu ngudi lén.

- Ngugi bénh suy than: Khéng can diéu chinh liéu ngoai trir & bénh nhén suy
thén n3ng (d8 thanh thal creatinin < 30 mi/phuit) do vién clarithromycin
500mg khéng thé diu chinh lifu & b&nh nhén suy thdn ning.

- Can diéu chinh lidu clarithromycin trén bénh nhin suy gan.

CHONG CHIDINH:

- Bénh nhan cd tién si'qui man véi clarithromycin, cac thude nhém macrolid
khéc, hojic bat kirthanh phin naocta thude.

- Bénh nhan cé @9 thanh thai creatinin dudi 30 ml/phiit (vién clarithromycin
500mg khéng thé diéu chinh liéu & bénh nhan suy than néng).

-Khéng phdi hgp clarithromycin véi ergotamin, dihydroergotamin vi cé thé
gdyngdddcndm cuagl.

- Chéng chl dinh ding déng thai clarithromycin véi astemizol, cisaprid,
pimozid v terfenadin ¢6 thég dén dén kéo dai khoang thai gian QT va ri
loan nhip tim, bao g8m nhip nhanh thét, rung that va xodn dinh. Khéng
dung cho bénh nhén cé tién st khodng thdi gian QT kéo di hodc rdi loan
nhip thét, bao gém xoan dinh.

- Khéng nén st dung déng thai clarithromycin véi cac thudc (rc ché men
HMG-CoA (statin) dugc chuy&n héa bdi CYP3A4 (lovastatin hoic
simvastatin) do téing nguy cobénh co, tiéu co van. Nén ngig diu trj véi cic
thudc nay trong khi diéu tri vdi clarithromycin,

- Khéng nén st dung clarithromycin & nhiing b&nh nhén dang ding
colchicin dodcch& manh CYP3A4.

-B&nh nhén bj ha kali huy&t (nguy co kéo dii khodng théi gian QT).

-B&nh nhén suy gan nang két hap vdisuy thén.

THANTRONG KHI SU DUNG:

-Cén thantmngﬂ bénh nhan bisuythanhodcsuygan.

- Duing clarithromycin dai ngay c6thé lam céc vi khudn khong nhay cam véi
thudc, dic bigt gay tiéu chdy va viém dai trang mang gia. Phai theo d6i va
1am khang sinh dd thuding xuyén dé c6 bién phép diéu trj thich hgp theo
khéng sinh dd.

- B&nh nhugc ¢o trdm trong d3 dugc bo cdo § bénh nhén didu tri bing
clarithromycin.

-Bctinh colchicin da xay ra khi dung ddng thei véi clarithromycin, diic bigt
Fngusildn tudi. Néu diing ddng thai, nén gidm sit cac tridu chiing lam sang
nhi&m d§c colchicin,

-Théntrong diing thuéc cho bénh nhan cao tudl, bénh mach vanh, suy tim,
néng % magnesitrong mau thap, nhip tim chdm (< 50 nhip/phut), hoc khi
diing chung véi cc thudc khac gdy kéo dai khoang thei gian QT. Khéng sit
dung clarithromycin & ngudi bénh c6 khoang thdi gian QT kéo dai hodc loan
nhip th&t, bénh tim da co turtrude.

-Thén trong khi ph&i hgp véi céc thubic chuyén héa qua CYP3A4, céc thubc
tic ch& HMG-CoA red uctase.

- Cin thn trong khi diing d6ng thdi clarithromycin vdi benzodiazepin,
aminoglycosid.

- Ngitng diéu trj clarithromycin khi c¢6 phan ng qué min cp tinh nghiém
trong nhu séc phan v&, héi chitng Stevens-Johnson va hoai ti ddc biéu b,
ban xu#t huyét DRESS va Henach-Schonlein.

- Céan than treng khi ké toa clarithromycin véi statin. Chdng chi dinh phdi
hgpvdilovastatin hodc simvastatin.

- Dung déng thdi clarithromycin va céc thudc ha dudng huyét udng (nhu
sulphonylurea} vavhoic insulin c6 thé gay ha dudéing huyét. Clarithromycin (dc
ché men CYP3A4) c6 thé gay ha duting huyét khi duing ddng théi véi nateglinid,
pioglitazon, repaglinid v rosiglitazon. Cn theo déi ndng dd glucose.

-Dung ddng thdi clarithromycin vdiwarfarin, nguy co gy xuat huy&t nghiém
trong va ting dang ké chi s INR va thdi gian prathrombin, Can theo dbi INR
va thai gian prothrombin & nhiing bénh nhéan dung déng thai clarithromycin
vdi thude chdng dang duding udng.

PHUNU COTHAIVACHO CONBU:

= Phu nii c6 thai: Clarithromycin qua dugc nhau thai. M3c dis khéng c6 céc
bling ching v& ngd ddcthai va quéithai trong cc nghién cdutrén ddngvat,
cin cin nhic Igi ich va rdi ro khi dung cho ngudi mang thai vi phéi theo doi
thitcinthan.

-Phy nicho con bi: Clarithromycin dugc bai ti€t vio siia me. Cinthin trong
khi chongudi cho con bd ding clarithromycin.

ANH HU'SNG LEN KHA NANG LAI XEVAVAN HANH MAY MOC:

Chua c6 nghién cdu ddy du, tuy nhién thudc cb thé gdy tac dyng khong
mong mudn nhu chong mat, mét dinh hudng, cdn thin trong trong nhiing
truding hgp nay.

TUGNGTAchl CACTHUGC KHAC VA CACDANGTUONGTAC KHAC:
-Chéng chi dinh diing ddng thai clarithromycin vdi cac thudc sau: Cisaprid,
pimezid, astemizol, terfenadin, ergotamin, dihydroergotamin, lovastatin,
simvastatin.

-Tac dung ctia clarithromycin c6 th& bj gidm khi diing véi cic thudc sau: Cic
thuéc gdy cdm dng CYP3A4 (nhu rifampicin, phenytoin, carbamazepin,
phenobarbital), cic thuSc gdy cdm ting hé thdng chuyén héa cytochrom
P.so(nhu efavirenz, nevirapin, rifampicin, rifabutin, rifapentin), etravirin, cic
chétifcché protease.

-Tac dung cia clarithromycin c6 thé tang 18n khi dting déng thai vdi cac thudic
sau: Thuéc chdng ndm, céc chit dc ché CYP3A4, cac chét ic ché protease.

- Clarithromycin l3m ting tac dung cha cic thudc sau: Alprazolam, astemizol,
carbamazepin, cilostazol, cisaprid, cyclosporin, disopyramid, cic alkaloid ndm
cua g3, methylprednisclon, midazolam, thudc d8i khéng vitamin K, pimozid,
quinidin, rifabutin, sildenafil, sirolimus, tacrolimus, terfenadin, triazolam,
vinblastin, omeprazel, phenytoin, theophyllin, valproat, nateglinid, repaglinid,
tadalafil, vardenafil, benzodiazepin, colchicin, glycosid tim, thudc chen kénh
calci, cac thudc chdng ndm, chit nén CYP3A4, cic chit dc ché HMG-CoA
reductase.

- Clarithromycin c6 thé lam gidm téc dung ciia cc thudc sau: Zidovudin,
clopidogrel, vicxin thuong han,

- Cén than trong khi diing déng thai clarithromycin vdi cac thudc khéc gay
dctrén tal, dic bidt 1a véi aminoglycosid.

-Verapamil: Ha huyét &p, chm nhip tim va toan lactic dd dugc quan st thiy
&bénh nhin dung ddng thaf clarithromycin va verapamil.

~Clarithromycin dé dugc chiing minh khéng tugng técvéithudc tranh thai.

TAC DUNG KHONG MONG MUGN (ADR):

Clarithromycin dung nap t8t, trén 1&m sang céc ADR hdu nhu chl § mitc nhe
hodc theéng qua; chi khoang 1% tac dung nghiém trong dudc bio cde. Cac
ADR theo dudng udng ciia clarithromycin chi yéu trén duding tiéu héa.
-Thudng gdp, ADR > 1/100(1%- 10%):

Tiéu hoa: Vi gidc bdt thudng, tiéu chay, budn nén, nén, dau da day, chiing
khé tiéu. RSi loan tiéu héa, d3c biét 1a & ngudi bénh tré véi tin sudt 5%. Viem
dai trang mang gia ti nhe dén de doa tinh mang.

Toanthan: Phan ting qua man nhu ngia, may day, ban da, kich (ing.
Thankinh trung uong:Bau diu.

Da: Phatban.

Gan: Tang thai gian prothrombin.

Than:Tang BUN

-ltgdip, 1/1000<ADR< 1/100:

Tiéu héa: Céc triéu chiing & m4t (dau bung trén, dai khi dau nhiéu), buén
ndn, ndn,

Gan: Chiic ndng gan bt thuding, bilirubin huyét thanh ting va thudng kém
theo vang da, sét phat ban vating bach cdu vaeosin,

Thinh gi4c: Diée (néu diing liéu cae) thdn kinh gidc quan cé thé héi phyc.
Cdctdedyung phitkhde (< 19):

Viém ruét do Clostridium difficile, ting phosphatase kigm, phan v&, biéng an,
lo &u, ting 14 lin, mat phudng hudng, ting GGT, viém Iudi, 4o gidc, gidm
thinh luc, suy gan, viém gan, ha glucose huy&t, m&t ngd, kéo dai thdi gian QT,
@0ng kinh, tdng creatinin huyét thanh, h&i chiing Stevens-Johnson, viém da
day, gidm tidu c4u, d8i mau ludi, d8i mau ring, ting men gan, run, loan nhip
that, chéng mat.

Théng béo cho béc si nhiing téc dung khéng mong mudn gap phéi khi sif
dungthudc.

* Hudng dén cichxitriADR:

Ngting clarithromycin va cdn hd trg chic nang séng, néu da dung liéu rat
cao,

QUALIEUVA CACHXUTRI:

C4c béo céo cho thdy khi uéng mét lugng Idn clarithromycin c6 thé ting
trigu chitng b&nh da day-rudt. Mot b&nh nhén c6 tién sii rél loan ludng cuc
udng 8 g clarithromycin va cho thdy tinh trang tdm thin bj thay déi, bénh
hoang tudng, gidm kali huy&t va gidm oxy huyét. Biéu tri phan ing diiing do
qua lidu bang cach rita da day va diéu tri hé trg. Giéng nhu nhiing macrolid
khic, ndng &8 clarithromycin trong huyét thanh khéng bj 3nh hudng bdi
thdm phan m4u hodcthim phan mangbung.

DUGCLUCHOC:

—Clarlthmmycm la khang sinh macrolid ban tong hop. Clarlthromyr.'m thuo'ng
cétacdung Kim khudn d6i véi nhiéu vi khuén Gram duong va mét s6 vi khudn
Gram am. Thudc c6 thé cé téc dung diét khudn & liéu cao hodic d6i véi nhiing
chiing rdt nhay c&m. Clarithromycin Gc ché syf téng hgp protein & vi khudn
nhay cam biing cdch gin vdi tiéu don vi 508 ribosom, vi vy ngin chin sy di
chuyén ciaaminocyl transfer-RNA va tic ché siitdng hgp polypeptid.

- Clarithromycin duge phan b6 rdng rdi viio cdc md va dich cothé. Do sy xam
nhip md cao, ndng d¢ ndi bao cao hon néng 44 trong huyét thanh. Céc
théing s6 duge Iyc chinh d€ dy doan hiéu qua didu trj ctia macrolid 14 chua
thuy&t phyc. Thai gian trén MIC (T/MIC) 13 y&u t8 quy&t dinh t8t nhit cho
hiéu qua didu tr| cla clarithromycin. VI néng d clarithromycin trong cdc mé
phéiva dich t€ bao bidu mé vugt qua néng dd trong huyét tuong, nén viéc
col néng d6 trong huyét tuang nhu 1 thdng s6 d& dy doan chinh xdc dap
ting cac bé&nh nhiém tring dudng hd hdp [Akhéng ddy dd.

*Phé khdng khudn:

In vitro, clarithromycin 6 tic dung tugng turhodc manh hon erythromycin
@8i vdi cic vi khudin nhay cdm véi erythromycin va ciing c6 hoat tinh chéng
mdt sé visinh (nhuMycobacteria khing dién hinh, Toxoplasma).

Vikhu&n nhay cdm:

Vikhu&n hiéu khiGram duang: Clarithromycin cé tac dung in vitre manh
han erythromycin d6i véi cdcvi khudn nhay cdm streptococci v staphylococci.

Clarithromycin ciing c6 tic dung trén mot vaitruc khudn hiéu khl Gram
dudng nhu Listeria monocytogenes va métsé Corynebacterium.

Vi khun hi€u khi Gram am: In vitro, cIarlthmmycm c6 hoat tinh d6i vdi
mot s6 vi khufin Gram &m nhu Neisseria g vaM fla (Branhamelia)
catarrhalis, Haemophilus influenzae, H. paramﬂuenzae, Pasteurella muitocida.
Clarithromycin cé téc dyng in vitro manh hon erythromycin véi Legionella spp.,
Campylobacter spp, Bordeteila pertussis. Clarithromycin c6 tic dung véi hiu hét
cic chiing Helicobacter pylori; thudc c6 tac dung trén Helicobacter pylori manh
hon cicmacrolid khac.

Clarithremycin c6 téc dyng manh hen erythromycin va azithremycin
@3ivSi Mycobacteria bao gdm Mycobacterium avium phitc hgpva M. leprae.

Cacvi khudn hiéu khi khéc: Clarithromycin c6 tic dung véi Mycoplasma
pneurnonia, Ureaplasma urealyticumn, Clamydia trachomatis va mét sa chiing

cillaC pneumoniae.

Vikhudn ky kht: In vitro, clarithromycin c6 hoat tinh vé&i hdu hét cic chiing
Peptococcus, Peptostreptococcus, Clostridium perfringens, Propionibacterium
acnes, cac chling Prevotella spp., Bacteroides fragiis.

Céc vi khufin khic nhay cdm vdi thudc bao gm Toxoplasma gondii,
Gardnerellavaginalis, Borrelia burgdorferi va Cryptosporidis.

Chét chuyén héa 14-hydroxy clarithromycin cé hoat tinh va c6 thé higp
d6ng invitra vdi thudc me d€ 1am ting d4ng ké hoat tinh ctia clarithromycin
trén 14m sing d6i vdi Haemophilus influenzae, Legionellaspp.

*Khdng thusc:

Khéng céc khang sinh macrolid thuding lién quan dén thay d8i & vj trl
dich gn vé6i khéng sinh, nhung khéng thufc ciing cdn do su'ting cudng ddy
khéng sinh ra ngoai clia vi khuén. Sy khang thudc cé thé qua trung gian
nhiém sdc thé hodc plasmid. Vi khudn khang macrolid tac ramgt enzym lam
methyl héa adenin con du lai & RNA clia ribosom va cudi cling Uc ché khdng
sinhgin vaoribosom.

Cac vi khudn khang erythromycin thuéng khang tat ca cac macrolid vi
nhiing thuéc nay déu kich thich enzym methylase.

Khangerythromycin clia Streptococcus pneumoniae thuding khang chéo
véi clarithromycin, Cac chiing vi khuén khang penicillin ¢iing khéng cao véi
clarithromycin va @3 phan [§p dugc Heficobacter pylori khéng thudc. Do sy
khéng thudc phét trién nhanh véi M. avium khi dung riéng clarithromycin
nén liéu phép didu trj k&t hgp thudng duge khuyén cdo,

Héu hétdcentemoocci nhu Enterococcus faecalis 8a khang ¢ darithromycin
va erythromyi

Khéng thudc d& xdy ra véi cac vi khuén nhu: Staphylococcus khing
oxacillin, Staphylococcus coagulase dm tinh (S. epidermidis). Enterobacteriaceae
(Saimonelia enteriditis; Yersinia enterocolitica, Shigellava Vibrio spp).
DUQCHONGHOC:

- Clarithromycin khi udng dugc hdp thu nhanh qua dung tiéu hda va chiu
su chuyén h6a ddu tién d mdc d8 cao, sinh kha dung tuyét a6i cla
clarithromycin khodng 55%. Thitc an 13m gidm hép thu nhung khéng lam
gidm sinh kha dung. Néng &9 dinh treng huyét thanh dat dudc khoang 2- 3
gitysau khi uéng. Néng dé 6n dinh dat dugc trong khoang 3 -4 ngay, néng do
dinh ctia clarithromycin va chat chuyén héa chinh 14-hydroxy clarithromycin
theo thdtykhodng 1va 0,6 microgam/ml.

- Dugc ddng hoc cda clarithromycin khdng tuyén tinh va phu thudcliéu. Cac
lidu I8n c6 thé tao nén cac néng dé dinh tang khéng theo ty 18 thuin do
chuyén héa thudc bj bao hda. Sy phu thugc khang tuyén tinh sé khéng
dang ké néudung liéu khuyén cdo 500 mg, cach 8 gighoac 12 gigmét [an.

- Chit chuyén héa chinh Ia 14-hydroxy clarithromycin cling ¢é hoat tinh va
¢d thé ting cuding hegt tinh clia clarithromycin in vitro.

- Clarithromycin xam nhép t6t viio cac ngan khac nhau véi thé tich phan bdvd
=200-400, phan bd &mé g&p nhiéu ldn Shuyé&t tuong.

- Clarithromycin va chit chuyén héa chinh 14-hydroxy clarithromycin dugc
phén b3 rong réi va ndng d¢ trong md vugt ndng dé trong huyét thanh do
mét phén thude duge thu nap vao trong t€ bao, Khodng 42 - 72% néng dd
thudc gén vdi protein huyét tuong. g néng dd didu tr thong thugng,
clarithromycin dugic phit hign ¢6 trong slia me va trong dich néo tily nhung
hiéu qué trong didu trj viém mang nao can chuara.

-Thudc chuyén héa nhiéu & gan va théi ra phén qua dudng mat (5 - 10%thudc
me}. Mot phén dang ké duge thii qua nudc tiéu. Khodng 30% liéu 500 mg
duge thdi qua nuéc tiéu dudi dang khdng bj chuyén héa. 14-hydroxy
clarithromycin ciing nhu céc chit chuyé&n héa khace ciing duge théi qua nudc
1i&u 10 - 15%. Théi gian ban thii clia darithromycin v 14-hydroxy darithromycin
khodng 5 -7 gi& va 7 - 9 gi& khi ngudi bénh udng lifu 500 mg, cdch 8- 12 gi&y
mot1&n. Thai gian ban thaibi kéo dai 6nguc‘.n bénh suythén

BAO QUAN: Noi khd, nhiét dé dugdi 30 °C, tranh anh sang.

HAN DUNG: 48 thang ké tif ngay san xust.

THUOC NAY cHI DUNG THEO BON CUA BAC sl.

POCKY HUGNG DAN SU DUNG TRUGC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC SI.

DE XA TAM TAY TRE EM.

NHA SAN XUAT VA PHAN PHO:

& CONG TY <& PHAN XUAT NHAP KHAU Y TE DOMESCO
Bia chi: 66, Quéc |6 30, P. My Phi, TP Cao Lénh, Bdng Thip
povisco  Dién thoai: 0277, 3851950




