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4 blisters x 7 film-coated tablets.
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180 x 200 mm

Huéng dén st dung thudc

Poc ky hudng dén si dung trudc khi ding

HASANCLAR 500 mg

Rx ThuSc bén theo ddn Vién nén dai bao phim

Thanh phén

- Hoatch4t: Clarithromycin 500 mg.

- Té dugc: Avicel M101, Natri starch glycolat, Aerosil, Acid stearic, Talc,
Magnesi stearat, Kollidon K30, HPMC 615, HPMC 606, PEG 6000,
Tween 80, Titan dioxyd, Quinolin yellow lake.

Dugec lyjc hoc

- Clarithromycin 1& khéng sinh macrolid ban tng hgp. Clarithromycin
thudng cé tc dung kim khudn, c6 thé c6 tac dung diét khudn & liéu cao
ho#c déi véi nhiing chling rédt nhay cam. Clarithromycin Uc ché sy tdng
hgp protein & vi khu&n nhay cdm bing cdch gén vdi tiu don vj 50S
ribosom.

- Clarithromycin ¢6 tdc dyng manh hon erythromycin mét chit déi vdi
Moraxelia (Branhamella) catarrhalis va Legionella spp. Téc dyng rdt manh
d&i v8i Chiamydia spp, Ureaplasma urealyticum va hon hin céc macrolid
khéc d6i v6i Mycobacterium avium ndi bdo (MAI = Mycobacterium avium
intracellulaire). Clarithromycin cling c6 tdc dung vdi M. leprae. Trong mot
vai tai ligu c6 ndi dén tac dung in vitro vdi Toxoplasma gondiiva cé mdtvai
tac dung vdi Cryptosporidis.

- Chét chuyén héa 14 - hydroxy clarithromycin c¢é hoat tinh va c6 thé hiép
déng in vitro véi thuc me dé lam ting dang ké hoat tinh cia
Clarithromycin trén 1am sang ddi vdi Haemophilus influenzae. Chét
chuyénhéac6 T, 104 -8 gis.

- Clarithromycin dugc dung nap & da day - ruét t6t hon erythromyein.
Clarithromyein ¢6 &i lyc véi CYP3A4 thdp han erythromycin va vi vay
tudng téc thuc It quan trong hon trén 1am sang. Tuy vay Clarithromycin
ch8ng chldinh dung chung véi astemizol, cisaprid va terfenadin.

Dugc déng hoc

~ Clarithromycin khi udng dugc hép thu nhanh qua dudng tiéu héa va chju
sy chuyén héa d4u tién & mitc d6 cao lam cho sinh kha dyng cla thudc
me gidm xudng con khodng 55%. Mic dd hdp thu gin nhu khéng bj &nh
hudng bdi thiic &n. Néng d8 dinh ciia Clarithromycin va chit chuyén héa
chinh 14 - hydroxy clarithromycin khodng 0,6 - 0,7 microgam/ml, sau khi
uéng mét liéu duy nh&t 250 mg. O trang thai can bing déng & cling mic
liéu trén cho ndng dd dinh khoang 1 microgam /ml.

- Dugc ddng hoc cla Clarithromycin khéng tuyén tinh va phy thudc liéu.
Céc liéu 16n c6 thé tao nén cédc ndng d6 dinh tang khang theo ty 1& thuan
do chuyén héa thusc bibio hoa.

- Clarithromycin va cht chuyén héa chinh dugc phan phdi rong rai va néng
d6 trong md vugt néng dd trong huyét thanh do mét phén thudc dugc thu
nap vao trong té bao.

— Thuéc chuyén héa nhidu & gan va thai ra phan qua duéng mat. Mot phin
dang ké dugc thai qua nudc tiéu. Khodng 20% va 30% tuong ung vdi liéu
250 mg va 500 mg dugc thai qua nudc tiéu dudi dang khéng bj chuyén
héa. 14 - hydroxy clarithromycin cling nhu c4c chat chuyén héa khac
ciing dugc thai qua nudc tiéu. T2 cla Clarithromycin khodng 3 - 4 gid khi

ngudi bénh udng 250 mg Clarithromycin, 2 1dn/ngdy, va khoang 5 - 7 gid

khi ngudi b&nh udng liéu 500 mg, 2 1dn/ngay. T, bj kéo dai & ngudi bénh
suy than.

Chidjnh
- Chl djnh thay th& cho penicillin & ngudi bj dj tng vdi penicillin trong cdc

trudng hop nhidm khudn td nhe dén vira (do céc chiing vi khudn nhay

cam) nhu:

e Nhi&m tring dudng hé h&p dudi: viém ph& quan mén cé dgt cdp, viém
phéicong déng. 2

= Nhi&m trong dudng hé hép trén: vidm xoang cdp, viém hong, viém
amidan, viém tai gida.

* Nhiém tring da va md mém.

~ Nhiém khu&n co hdi trén bénh nhan nhidm HIV do nhiém Mycobacterium

aviumhay M. aviumcomplex (MAC).

- Viém phéi do Mycoplasma pneumoniae va Legionella, bénh bach hu va

giai doan diu cliaho ga.

~ Dung phéi hgp vdi thudc e ch& bam proton (nhu omeprazol) hodc mét

thuée dai khang thy thé histamin H2 hodc ddi khi mét thudc khang khudn
khéc dé diéu tri nhidm Helicobacter pylori trong b&nh viém loét da day ta
trang dang ti&n trién.

Liéu lugng va cdch diing
~ Clarithromycin bén viing trong méi trudng acid va hip thu t6t khi c6 hoac

khéng ¢6 thic &n. C6 thé ding thudc trudc hodic sau bira dn.

- Nhiém tring duding hé hip, da va mé mém:

» Ngudilénvatré emtrén 12 tudi:
Liéu thudng ding: 250 mg x 2 I4n/ ngay trong 7 ngay.
Nhi&m triing ndng: 500 mg x 2 14n/ ngay va c6 thé kéo dai dén 14 ngay.
B48i vdi b&nh nhan suy than ning (dd thanh thai creatinin dudi 30 mi/
phut), gidm mét nita t8ng liéu hang ngay.

o Tréemdudi12 s
Liéu hang ngay: 7,5 mg/ kg x 2 14n/ ngay, trong khodng t 7 — 10 ngay.
Liéutdida: 500 mg x 214n/ngdy.
Viém phéicéng dbng: 15mg/ kg, 12 gid/1An.

- Biéu tri H. pylori 8 bénh nhan loét té trang, ngén ngiia nguy cd tal

phét:

* Trjliéu bd ba: Clarithromycin/ Lansoprazol/ Amoxicillin.
Liéu cho ngudi I6n: 500 mg Clarithromycin/ 30 mg Lansoprazol/ 1 g
Amoxicillinx 2 |4n/ ngay trong 10— 14 ngay.

* Triliéu bd ba: Clarithromycin/ Omeprazol/ Amoxicillin.
Liéu cho ngudi Idn: 500 mg Clarithromycin/ 20 mg Omeprazol/ 1 g
Amoxicillin x 2 1&n/ ngdy trong 10 ngay. D&i véi bénh nhan cé triéu
chdng loét, dang thém 20 mg Omeprazol 1 14n/ ngdy trong 18 ngay
nifa a8 lam lanh vétloét va gidm tridu ching.

e Triliéu kép: Clarithromycin/ Omeprazol.
Liéu cho ngudi I6n: 500 mg Clarithromycin x 3 |4n/ ngay va 40 mg
Omeprazol x 1 14n/ ngay trong 14 ngay. Ding thém 20 mg Omeprazol
114n/ ngay trong 14 ngay tiép theo.

* Triliéu kép: Clarithromycin/ Ranitidin bismuth citrat.
Liéu cho ngudi I6n: 500 mg Clarithromycin x 2 ho3c 3 14n/ ngay, va 400
mg Ranitidin bismuth citratx 2 18n/ ngay trong 14 ngay. Ding thém 400
mg Ranitidin bismuth citrat x 2 14n/ ngay trong 14 ngay. Khéng nén sif
dung fiéu phap diéu trj ph&i hgp ndy cho b&nh nhan c6 dé thanh thai

P& thudc xa tdm tay clia tré em
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Huéng dén st dyng thudc Poc ki hudng din sif dung trudc khi dung
creatinin dudi 25 ml/ phut. d6i ndng dd trong huyét tuong clia c4¢ chit nay va didu chinh liéu cho
- NhI&m triing tryc khudn (nhidm Mycobacterium): thich hgp.
Ngudilén: 500 mg x 2 1&n/ ngay. ~ Dungchung véi cisaprid va terfenadin lam kéo ddi khodng QT, xoAndinh,
Tré em: 7,5 mg/kg x 2 14n/ ngay, dén t&i da 500 mg. rung thét.
Chéng chl dinh - Clarithromycin lam gidm h&p thu zidovudin trén ngudi I8n bj nhidm HIV. |
- Ngudim&n cam véicde macrolid. C4 thé trénh tinh trang nay béing cach ung Clarithromycin va zidovudin |

- Chéng chl djnh tuyét d&i ding chung véi cisaprid, pimozid, terfenadin va cachxa1-2 glﬂ Khéng ghi nhgn phén dng ndy d tré em.
astemizol vi c6 thé gay kéo dai khodng QT va nhiing réi loan nhip, k§ ca | — Khong cén diéu chinh lidu khi si dyng déng thai véi omeprazol, maalox

nhip nhanh that, rung th&tva xoan dinh. hay ranitidin méc du néng d& Clarithromycin c6 thé ting trong huyét
Tédcdyng phy tuong.
— Céc tac dung phy thudng nhe va thoang qua trong da s& cac trudng hgp. Sitdyng chophynicé thal va chocon bi

ChTkho&ng 1% b&nh nhan c6 c4c tridu chiing nng. Tinh an toan cla thudc trong lic mang thai va cho con bi chua dugc xdc

_ Thl.[ﬂl"lg gap: Tigu chéy. nén mifa. 8 loan tidu hod, dau bl.ll'lg va nhtc diﬂh‘chi dIJI'IQ Clarilhromycln khi thatcén lhiél\"a Dh&i theo dﬁleﬂ lhan‘
d4u. & bénh nhi, thudng gap tidu chdy, ndn mita, dau bung, phét ban, | Tédcddng cila thudc khildl xe, vén hanh may méc

nhic d4u... Khéng cé.
- Phén ung di ¢ng & muc d¢ khéc nhau ti may day, phat ban, nga d&n | Trinhbay
phén vé va hdichiing Steven — Johnson, Hop 04 vix vI07 vidn nén dai bao phim. VI Al= Al

- Cothé gap viém daitrang mang gid, c6 thé ti nhe dén de doa tinh mang. Bdoquin
- Viém miéng, viém ludi, rdi loan vj gidc, udi nhat mau cé héi phyc (tron .
céc thif nghiém I1am sang khi két hgp véi omeprazol). P s Noikho, dudi 30°C. Trénh énh sang! ‘
- Thinh gidc: M4t kha ning nghe (n&u ding liéu cao), than kinh giac quan Tiéuchudn: USP 32, |
| c6 thé héi phuye, chli y&u & phy nd 1én tuéi. Handing: 36 thang k& ti ngay san xudt. [
- Céc bdo céo vé téc dung phy thodng qua trén hé thdn kinh trung udng Luuy |
gém lo l&ng, chéng mit, Ao gidc, loan tam thén, 4c méng va I I&n. Tuy Thudc nay chl diing theo don cila bécsi. [
nhién chua x4c dinh ¢6 phai do thudc hay khong. Khéng ding thusc qué liéu chi djnh. ,
- Gan: chic ning gan bt thudng, tang enzym gan, viém gan & matcé hodc Khéng duge diing thu8c qué han diing ghi trén baobl.
khéng c6 kém theo vang da. Phan ting réi loan chic nang gan c6 thé trdm Théng béo cho béc s nhilng téc dyng khéng mong musn gip phal !
trong va c6 thé hoai tif gy ti vong. khl st dyng thudc. |
- Sythay ddicdcchlstxétnghi¢m: , N&u cén thém théng tin xin hal ¥ kién béc sT. ‘
e Lam tang céc chl s SGPT (ALT), SGOT (AST), GGT, alkalin
phosphatase, LDH, bilirubin toin ph&n,
+ Lam giam bach c4u, ting thdi gian prothrombin.
« Tang BUN, creatinin huyétthanh...
Quié lléuva cach xditrl
N&u udng qua liéu, cé thé gay ra nhiing triéu ching vé tiéu hod, phiicho
bénh nhan nhip vién, rira da day va 4p dyng céc bién phép didu trj niing
dd khac. Néng db Clarithromycin trong huyét thanh khang bj &nh hudng
bdiloc méu hodc thdm phan phiic mac.
Théntrong
— Bénh nhan suy giam chic ndng gan hoic than do Clarithromycin bai tiét
chil y&u qua gan vathan,
- Diéu trj Clarithromycin dai han va I3p lai ¢6 thé gay béi nhidm n&m hodc vi
| khu&n nhay cam. N&u xay ra bdi nhidm nén ngung Clarithromycin va tién t
hanh trjliéu thich hgp. %
- OmotsSbanhnhan, H. pylori c6 thé tré nén dé khéng vdi Clarithromyein. s

Tudng tac vl cdc thudc khic va cdc dang tudng tac khac :
- Gi6ng nhu cac khang sinh nhém macrolid khac, Clarithromycin cé kha CONG TY TNHH HASAN - DERMAPHARM 4
R - -

nang dc ché cytochrom P450, do d6 c6 thé 1am ting néng dd trong huyét .
thanh ciia c4c thu§c nhu phenytoin, carbamazepin, theophyllin, digoxin, HASAN Budng s6 2 - Khu céng nghi¢p Bng An
S~————" Binh Duong, Viét Nam

warfarin, triazolam, lovastatin, cyclosporin, disopyramid. Vlvay, cdntheo
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