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"4 . S00my
Clanthromycin _
Té d-:t: ’;Imqnulhm Cellulose, Sodium Starch Glyeollate,

| ' | Hivee
Colloidal Silicon Dioxide. Magnesium  Stearate, H, prome -
Macrogol 400, Tuanium Diovide, Tale, Povidone, Quinoline Yellon

E 104, Orange Flavour.
Remechar la gi va durgre disng lim ghe |
Clarithromycin. hoat chit coa Remeclar. thude nhom Khang siph
macrolide. Dwoc ding d&° didy 1rj nhefm khuian & nhif € quan
trong cor the. Clanithromycin digr cac vi sinh vt hodc e hé sy phg
tnen cia chaing. Khing nén sir dyng trong cdm lanh, cum holc ¢
nhiém virut khac.
2. CHI PINH
Remeclar duoe chi dinh d¢ didw in nhiem Khudn do cic ching nhay
cam
Nhiem Khuan duomg hd hip nhu: viem phe quin cdip v 4 man
tinh. viem phoi, viém xoang va viém hong ,
. Nhiem khudn da vi md mém mur iﬂ‘: ir nhe dén vira
Remeclar ciing due chi dinh &€ diét H. pylori & nhimg hinh phin
fodt da vy i trang. g
3. LIEU DUNG VA CACH DUNG
Theo sir chi din cida bac sy _
Nhiém khudin b hip. nhiem Khuan da v md mem:
Ngwivi lom: 250 mg x 2 lin/ngdy x 7 ngay, o6 Ihe thng i Ién
SO0mg/15n x 2 1linfngay v ob the dung dén 14 ngay (rong 1neivmg
hop nhifm khuin ning,
Teé em lom hom 12 toii: 1idu ding va cich dimg gidng nhu ngurerni lom
D& dice H. pylori o bénh nhin loér da déiy td trang (i veore ngirer
fien )
Licw trimh eden 3 thadv (7 - 14 ngavi: 500mg clanthromyein lin x 2
Lin'ngay va lansoprazole ¥mg/1én x 2 1in'ngiy nén dung cing
amoxyillin 1000mg/1dn x 2 ldn/ngay trong 7 dén 14 ngay,
Licu trinh giwn 3 thwdc (7 ngavi: S00mg clanthromyon 1an x 2
lin'ngay va lansoprazole W0mg/lin x 2 lin' ngay nén dung cung
metromdazole 400mg/ L3n x 2 Idn/ngly trong 7 ngay
Laéu trinhy gdm 3 thiedc (7 ngav); S00mg clanthromyein x 2 15n/ngay
va omeprazole 40mg/ngdy nén diing cung von amonycillin 1000mg
x 2 lEn‘ngay trong 7 ngay.
Li¢u teinh g 3 thude (10 ngdv): S00mg clarithromycin x 2
lan'ngdy nen dung cong amoxycillin 1000mg x 2 lin'ngiy va
omeprazole 20mg ngay rong 10 ngly
Li¢w trinly gim 2 thidc (14 ngav): S00mg clanthromycin x 3
Ianingay trong 14 ngiy. Nén ding Remeclar véri omeprazole ubng
4 mg/ngay trong 28 ngdy
N cao di: giing ngwon lom tré tudi
Suy thin: 23 mg x | linngdy holic 250 mg x 2 lin/ngiy trong
truirng hop nhiém khuiin ning.
Cé the'ding Remeclar cung hodc khdng cung there din
Khodng thd gian di € tri:
P& chira khoi hoan toan nhiém khuin, thi gian ding thudc ¢dn tdn
thu theo ding chi dinh cia bac sv cho di ban ¢6 the cim thiy 161
hom saw vai ngay dong thudc. Néu dung thudc som hom chi dinh cide
iri¢u chirg 6 the' lai xudt hign lai.
Higu qud cia Clarithromycin s& 151 hom néu duy i duoe ndng @)
thudc hing dinh rong miu. vi viy khodng cich giga cac 1in ding
thudc nén duy tri b dinh. Vi du, néu dimng thudc 2 lidu rong 24gicr,
khoang cich gitra céc li#u phdi 13 12 gior. Nén tr viin bic s§ hode
duore sy néu gior udng thude dnh hudmg dén giic ngd hode cac hode
hoat dbng trong ngdy cda ban holc ban mudn 1o vin 8¢ shp sép lich
udng thudc.
NEu dung mét li #u Remeclar lém hom binh thuimg:
Li€n hé ngay vori bde s§ n€u ban ding mot 1i#u km hom binh thuemg.
Cée trigu chumg khi qua lidu: cdc miéu chumg trén deomg tiéu hod va
hi€ém khi thay d0i trang thdi thm thin, hinh vi dang paranoia. gidm
Kali huy €1, gidm oxy hod huy&t. Cac phin img do qua lidu nén didu
trj bdng nra da diy vA cic bién phdp hd tror.
Ban nén bi€t khi quén ding mt li €u;
Néu phas udng thudic nay mdt cach lién we vi bj quén khdng ding |
liéu, nén wing lidu d6 ngay khi ¢6 the. Néu thor diem nhor ra di ngay
giin thed diem ding hidu thude Liép theo, khing ding lidu 83 quén
ma dung thudc theo ding lich trinh cd. Khdng udng gip 86i lidu. Te
vin bdc 3 néu quén ding thudc hom | liu vi c6 the phdi bt d5u 1ai
mot li¢u trinh mdri
4. CHONG CHI PINH
Clarithromycin chdng chi dinh 36i véri céc bénh nhin qué min vén
khing sinh macrolide.
Khong nén dung clarithromycin cing vin cic din xuil ergot
Chdng chi dinh sir dung clarthromycin cing bat ky thude nao dudn
diy: cisapride. pimozide vi terfenadine. D3 ¢6 bdo cdo chumg 18
ring ndng 4O cda cisapnde. pimozide v terfenadine ting lén & cic
bénh nhin khi s&r dyng cdc thulc trén ciing clarithromycin, c6 the'
gdy kéo dai khodng QT va loan nhip tim bao g &m nhip nhanh thit,
rung thiit va Torsade de Pointes. Pd thiy Cic tic dung tuong wr khi
ding astemizole két viri cic macrolide khic.
5. THAN TRONG VA CANH BAO
Cén thin wong Khi ding thuSc cho bénh nhiin rii loan chire niing
gan.
6. THOT KY CO THAI VA CHO CON BU
Thai ky: Khong nén sir dung clanthromycin cho bénh nhin trong
tha ky . Tir viin bac sy hodc dugre sy trudre khi sie dung bitn k3 mt
loan thudc nio
Théri ki cho con bé: Nén thin trong khi dang cho con b vi chua
biét thudc c6 bii 1i€1 vio sira me khing.
Tu vin bac s§ hode duore s§ truire khi sir dung bat ky mit loai thulic
nao.
7. Tic dyng cha thudc khi ldi xe va vin hinh may moe
Can than vi clarnhomycin ¢6 thé' gdy hoa mit chéng mi

K. TAC DUNG KHONG MONG MUON CUA THUOC:

Cudng nhar 131 ca cac thudy . Remeclar ¢o the gay ra caw L Jung
Mhdng mong muon

Ca e dung Khdng mong modn thuomg gap 1 buon in. non, kho
ey, tiéu chay, mé day va cac phan umg di umg khac, digc Rin s
dung licu om va oo b phise Kb ngumg sur dung thudc, vang da o
M vaém gan. dau ddu, ma loan cam giac vE min vi, thay 3 mau
s ring v a hiedn, viem da di, vidm wdn, dau khorp, daw cor, hoa
mit, chong mat. & 1ai. kich dong. mat ngd, a¢ mong, lan, i koan
tdm thin, ha dwmg huyét, how chamg. Stevens-Johnson nhip tim
nhanh

Théng bao von bac «f néu ghp cac tac dung khong mong muon
khdng new trén,

9. TUONG TAC THUOC: .

Mt sh thuie womg tac von clarthromycin. Khang e o dung
ddng than von cae thudc omg Lic von clanthromycin. Tuy nhicn mot
sd thudc twomg L von clarithromycin van co the e dung dong thin
ohung ¢in dic biét ciin thin. Trong tarmg hop niy . bic 83 cia ban
OO G thay JOi Iidu hode mds & can trong bhae néu cdn. Didu quan
rong L ban nén thdng bao vein bac s§ hode dunre sy ciia ban new ban
dang dung cic thuie khic, di et 1o cac thude sau: Theophy Hine,
Carbamazepine. midazolam, nazolam, alprazolam. sildenanl,
Quinidine.  tacrolimus,  warfarin,  digoain,  ergotamine  hode
dihy droergotamine., phenyioin. disopyramide. symvastatin hodc
lovastatin, cychosporing, zidovudine, rifabutin, ritonavir. ranitidine.
colchicinge, omeprazole. Maalox

10, DUQC LUC HOC:

Clanithromycin la &fin chit hin thng hop cda ervthromycin A
Chiing  vi Khudn bing cich ghn vio phiin ribosom S0s cda céc vi
khudn nhay cdm va we ¢ swr toing hwrp protein. La khdng sinh ¢
hoat lee manh chding lai nhi&u vi Khulin Gr- va Grs hi€u kKhi va ky
khi. Nong &6 we che thr thicu (MICs) cda clarithromycin nhin
chung thap bwon 2 1an so von MICs Giia eny thromy cin

Dang chuyen hod 14-hydrony cia clanthromycin cung <6 hoat tinh
khing khuan. MICs coa dang chuyen hoa nay tromg duomng hodic cao
gdp 2 13n so v chat me e dai von H influenzae (¢chat chusén hoi
dang 14-hydroxy <6 tic dung manh gip d6i so vori chilt me)

Tren anvitro. Remeclar thuomg oo tic dung trén cac ching vi Khuin
Sl

Vi Khoan Gre Sraphvlosewcns aurens (nhay cim v methicilling,
Strepiococcnus. pyogenes (hén ciu beta tan husét nhom A). alpha-
hemaods i sireploCCy | (vindans groupi, Strepiov o
(Dl enccaes ) prcemoniae, Streptoconcons  agalactiae;  Lisreria
IR N OgeIe

Vi kbhwan  Gr: Moaewmophis  inflwenzae. Haemophilus
paraiflivenzae, Moravella (Branhamelia) catarrhalis, Newsseria
gonorrhovae:  Legionella  preumophila,  Bordetells  pertussis,
Helicebaeter pylorr: Campylobacter pepum.

Mycoplasma: Myvcoplasma preunwnniae ! Ureaplasma arealyencum.
Cac ching khic: Chlamydia trachomaris; Myvcobacreritm aviam;
Myvcobau ternmm leprae.

Vi khuan ky khi: Bacrerondes fragilis nhay cdm veri Macrolide;
Clostrdhium perfringens; Pepiovocons species; Pepiostreplocoocus
spectes: Propronibacrerunm acnes.

Clarithromycin <6 tic dung diét khudn 01 vin mt sO chiing vi
khuan nhu: Haemaophilus influenzae, Streprococcus preumaoniae,
Streprociccus pyvogenes, Strepriwocens agalacnae, Moraxella
i Brasmhamella) catarrhalis, Neisseria gonorrloeae, H. pylori va
Campylobacter spp. Higu qua ching H pvlori cia clanthromycin o
mdi treromg pH trung tinh lom hom & mdi teemg pH acid

11 DUQC DONG HOC

Clamhromycin duwere hip thu nhanh va 161 qua duomg tiéu hod sau
khi ubng. Chat chuvén hod |4-hydroayclarithromycin, sau khi
chuyen hod buore midt. viin tic dung trén vi khudn. Thon diem ding
Remeclar khdng phy thulc vio bira in vi thuc dn khong dnh hurimg
dén sinh khd dyung cla vién nén Remeclar. Thire &n lam chim nhe
syt hip thu ban ddu vii sy chuyen hod 1ao thanh dang chuyéh hod
I4-hydroay clia dlamhromycin. Do dong hoc cia clanthromycin
khong tuven tinh; trang thiai on dinh dat duere trong vong 2 ngay
ding thudc. Vor lidu 250mg x 2 1an/Ingdy. 15-20% thudc dwore
derri dang nguyén trong mueore tiew. Von liéu 250mg x 2 18n/ngdy
ding hing ngay. lwemg thudc bin tét qua mede ticu lom hom
(khoding 36% ). 14-hvdroxyclarithromycin 1a dang chuyén hod
chinh tim thd'y trong nuecee tic vi chiém khodng 10-157% liéu ding.
Hiu het phan con lai duoc thal trr qua phin. chi véu qua mat. 5-
10% thudc nguyén dang ban diu duwgre tim thity trong phin

Khit dung clanthromycin 250mg x  3linngdy. nong 4o
clanthromycin trong huy €t twomg tAng twomg umg vori Iiéu 250mg »
2 lin/ngly.

Nang do Remeclar dat dwgre trong md cao hom vii 180 50 vin ndng
dd thudc rong miu. Nong 30 ting cing thily trong amidan va md
phai. (Y lidu didu tri, 80% clarithromycin lién k& viri protein huy &t
twomg.

Remeclar xim nhip dwoc vio miang nhdy dy diy. NOng dd
clanthromycin trong mang nhay da day va trong md da ddy khi
ding két hop clanthromycin vin omeprazole cao hom khi chi ding
clanthromy cin,

12. HAN DUNG: 36 thing

13. BAO QUAN:

Bio qudn & nhiét 4 durdri 25°. Trdnh 80 &m v dnh sdng. D¢ xa tim
tay ca trd em

14. TIEU CHUAN CHAT LUONG
Théu chudn chit lvgmg cla nha sin xudt
Tén va dja chi nhd sdn xuft: Remedica Lid © Ahamon Street,
Limassol Industnal Estate, 3056 Limassol. Cyprus
Tén va dia chi nha diing ky: Cong 1ty TNHH Dwoc Phiim Nhit
Anh (19-CI2B Hoa Lan. Phwong 2. Quin Phd Nhuin,
TPHCM)

Poc ki hiedng ddn sir dung trwdre khi ding.
Néu cin thém théng rin xin hdi bde 57 hodc dwore sV



