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Rx Thudc ban theo don ///@m\
15/ con KETUC ROM®
f,’.l?{ _S A Clatithromycin
l\ Vaén n}n dai bao phim
THANH PHAN: \\’f;i*: Y
KETOGROM® 250: MBi vién nén dai bao ph|m chua:
Hoat chéat: Clarithromycin........ T 250 mg

Té dugc:: Cellulose vi tinh thé, croscarmellose natri, colloidal anhydrous silica, povidon K30,
polysorbate 80, talc, magnesi stearat, acid stearic, quinoline yellow lake, cpadry Il white.

KETOCROM® 500: Mi vién nén dai bao phim chifa:

Hoat chat: Clarithromycin................. 500 mg

Té dugc:: Cellulose vi tinh thé, croscarmellose natri, colloidal anhydrous silica, povidon K30,
polysorbate 80, talc, magnesi stearat, acid stearic, quinoline yellow lake, opadry i white.

MO TA SAN PHAM:

KETOCROM® 250:

— Vién nén dai bao phim, mau vang, trén mat vién co in chir “KETOCROM 250".

KETOCROM® 500:

— Vién nén dai bao phim, mau vang, trén mdt vién co in chiy “"KETOCROM 500",

DUQC LUC HOC:

Clarithromycin 1a 1 khang sinh thuc nhom macrolid, ¢ tic dung khdng khudn déi véi nhiéu vi VL/
khudn higu khi va ky khi Gram (+), Gram (-), bao gom c& H. pvlori :

Staphylococcus aureus, Streptococcus pyogenes (lien cdu khuzn tiéu huy&t b nhém A); lién cau tidu
huyét a (nhom viridans); Streptococcus (Dipplococcus) pneurioniae; Streptecoccus agalactiae,

Listeria monocytogenes, Hemophillus influenzea; Hemophillus vara influenzea; Moraxella

(Branhamella) catarrhalis; Neisseria gonorrheae; Legionella pneumophila; Bordetella pertussis;
Helicobacter pylori; Campylobacter jejuni. Bacteroides fragilis; Clostridiunm perfringens,

Peptococcus species,; Propionibacterium acnes; Mycoplasma pneumorae, Ureaplasma urealyticum.
Clarithromycin ¢ling ¢6 tac dung manh trén nhiing vi sinh vat ¥hac nhu Chlamydia trachomatis,
Toxoplasma gondii: Mycobacterium avium; Mycobacterium leprea; Mycobacterium Kansasii; A
Mycobacterium chelonae; Mycobacterium fortuitum, Mycobacterium intracellulare. / “j,?
Cac vi khudn khang vei erythromycin thudng clng khang véi cac macrolid khac bao gém [/

clarithromycin. Mdc khang erythromycin clia Staphylococcus va Streptococcus 1a 44% va cla || -\

S.peneumoniae 1a khoang 25%.
Clarithromycin gin vao tiéu don vi ribosom 50s cla don vi ribosom 70s cia vi khudn nhay cam, do
d6 sé Uc chd su tdng hop protein phu thuéc RNA clia vi khudn
DUGC BONG HOC:
Clarithromycin dugc phan bd rdng rai vao trong cac md bac gém cd niém mac da day ta trang.
NGng do dinh trong huyét thanh sau khi udng 250 mg clarithromycin 1a 0,6 mg/mi déi voi
clarithromycin va 0,7 mg/ml d6i véi chat chuyén héa hoai dong co ban clia nd, 14-hydroxy
clarithromycin. Clarithromycin dugc chuyén hda chii yéu & gan. Thdi gian ban hiy thai trir trong
huyét tuong khoang 3-4 gid. Khoang 20% thubc dugc bai tift dudi dang khong ddi va 15% dudi
dang 14-hydroxy clarithromycin qua than.
CHi DINH:
KETOCROM® dugc chi dinh trong didu tri cac nhidm khudn sau gy ra bdi cac vi khudn nhay cam.
1. Phdi hop v6i cdc thudc khac dé tiét tru vi khudn H. pylori iong bénh Iy fcét da day ta trang.
2. Nhidm khudn duting hé hap dudi: viém phdi cong déng, vim phé quan cdp va man tinh.
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3. Nhiém khudn dudng hé hap trén: viém hong, viem amidan, viém xoang va viém tai gidia.

4. Nhigm khudn da va m6 mém.

5. Nhiém khuidn do Mycobacterium avium, hodc Mycobacterial intracellular.

6. Phong ngla bénh nhiém khudn ca hoi do phic hop Mycobacterium avium (MAC) & nhiing bénh

nhan nhiém HIV tién trién.

CACH DUNG VA LIEU DUNG:

Ding duding ubng. C6 thé ubng KETOCROM trudc hodc sau biia an

Phéi hap vdi cdc thude khac dé tigt triy vi khudn H. pylori:

Liéu trinh 3 thudc: liéu khuyén cdo & nguai I6n: 500 mg KETOCROM va 1000 mg Amoxicilin, tat ca
dung 2 1dn mbi ngay trong 10 ngay. K&t hgp véi Omeprazol hoac Lansoprazol.

Liéu trinh 2 thudc: liéu khuy&n cdo & ngudi I6n: 500 mg KETOCROM, 3 lan méi ngay trong 14
ngay va k&t hgp vdi Omeprazol mat 14n mdi ngay.

Bénh nhén ¢ nhiém khuan hé hap/ da va mé mém:

Nguoi 16n va tré em trén 12 tudi: Liéu thudng ding 1a 250- 500 mg/ ldn x 2 I&n/ ngay trong 7-14
ngay.

Bénh nhan suy than ndng, liéu gidm m6t nlia con 250 mg, 1 1an/ ngay hoac 250 mg, 2 lan/ ngay
trong nhiing nhidm khudn ndng.

Nhiém Mycobacteria:

Dy phong: Liéu khuyén cdo cia KETOCROM dé du phong nhiém bénh do Mycobaterium avium la
500 mg/ 1an x 2 14n mdi ngay, cho ngudi Ign.
Diéu tri: Clarithromycin dudc khuy&n cdo 13 thudc dau tay ¢€ diéu tri nhiém khuin do phuc hdp
Mycobacterium avium (MAC). Liéu khuy&n cdo 6 ngudi I6n la 500 mg, 2 ldn mdi ngdy. Nén dung
két hop véi mét khang sinh khac chong mycobacteria khéc. /
Giam liéu xudng 50% néu do thanh thai dudi 30 mi/phit, W
CHONG CHi BINH:
Bénh nhan da biét co qua man vdi cac khang sinh nhém macrolid.
Dung ddng thai Clarithromycin va cisaprid, pimozid.
~ Chéng chi dinh tuyét d6i dung chung véi terfenadin, ddc hiét trong trudng hgp bi bénh nhu loan
nhip tim, nhip cham, khodng Q-T kéo dai, bénh thi€u méau co tim cuc bd hodc r6i loan cdm xic
IuGng cuc.
LUU Y VA THAN TRONG:
Clarithromycin dugc bai tiét chli yéu qua gan va thén. Co thé dung Clarithromycin ma khong cén
didu chinh lidu & bénh nhan suy gan va chiic ndng than con binh thudng. Tuy nhién, khi co suy
than c6 hay khong k&m theo suy gan, cdn phai giam liéu hodc kéo dai thoi gian gida 2 liu.
- Phu nif c6 thai va cho con bii: Khong nén sk dung Clarithromycin trong khi mang thai va trong
thoi ky cho con ba trir khi that can thiét.
- Téc déng cia thudc khi Iai xe va van hanh mdy mdc: Chua c6 dir liéu vé anh hudng dén qua
trinh vin hanh mdy moc tau xe khi dung thudc.
TAC DUNG KHONG MONG MUON:

Thudng gap, ADR >1/100
RGi loan tiéu hoa, dic bigt 1a 6 nguoi bénh ire. Phan tng di tng 6 mic do khac nhau ti may day

dén phan vé va hoi ching Stevens - Johnson. Ciing ¢ thé bi viém dai trang gia mac tU nhe dén
de doa tinh mang. Phan {ing qui mén nhu ngua, my day, bax da, kich thich.

it gap, 1/1000 < ADR < 1/i00

Tiéu hoa: Cac tridu ching & mat (dau bung trén, doi khi dau i Lidu), budn ndn, non.
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Gan: Chuc ndng gan bat thuong. hilirubin huy8t thanh ting vi thudng kem theo vang da, sot phat
ban va ting bach céu ua eosin.
Thinh gidc: Diéc (néu dung liéu cao) va cs thé hdi phuc khi ngung thudc.
Théng bdo cho thay thudc nhitng tac dung khéng mong muein gdp phdi khi sit dung thudc.

TUGNG TAC THUOC:

Tang ndng d¢ Cisaprid, Pimozid va Terfenadin da dugc bao cdo trén cac bénh nhan dung cac
thuc nay cung lic véi Clarithromycin. Difu ndy c6 thé lam kéo dai thdi gian QT va loan nhip
tim bao gém nhip nhanh that, rung that va xodn dinh. Vi vay khéng dung Clarithromycin ciing
lic véi cac loai thubc trén. Cac tic dung tuong ty ciing dd dugc thdy khi ding chung véi
Astemizol.

Cing nhu cac khang sinh nhdém macrolid, dung Clarithremycin cho cdc bénh nhéan dang ding
cac thudc dudc chuyén hoa qua hé théng cytochrom Pasy (nhu Carbamazepin, Warfarin, ergot
alkaloids, Triazolam, Disopyramid, Lovastatin, Rifabutin, Phenytoin va Cyclosporin) ¢ thé 1am
tang ndng do trong huyét thanh mau clia cac thudc trén.

Viéc udng Clarithromycin & cac bénh nhan dang ding theophylin tam ting ndng dé theophylin
trong huyét tuong dan dén nguy co gdy ngd doc. Phai theo ddi sat ndng do trong huyét tuong
cla theophytin trén bénh nhan dang dung theophyliin.

- Dung Clarithromycin & bénh nhan dang ding Warfarin ¢¢ thé 1am tdng tac dung clia Warfarin.
Nén theo doi sat thdi gian Prothrombin 6 nhiing bénh nhan nay. L{/
Tang nong dé Digoxin trong huyét thanh da duoc bao cao & cac bénh nhan dung chung
Clarithromycin va Digoxin. Phdi theo dGi sat ndng d6 Digexin trong huyét thanh.

— Udng déng thoi Clarithromycin va Zidovudin & cac bénh nhan ngudi I6n nhigm HIV co thé lam
gidm hdp thu Zidovudin.

QUA LIEU VA XU TRi:

Triéu chiung. Cac bao cao cho thdy rdng udng vao mét lugng i6n clanthromycm ;p,—the-gax ra cac

triéu chiing 6 dutng tiéu hoa. ,-
XU tri qud ligu: Nén rira da day va diéu tri hd trg. Cling rhw cac macrohd khac, clar: romyein
khong bi loai trir bing thdm tach mau hay thdm phan phic mac. {*
TRINH BAY: 1
KETOCROM 250: HOp 5 vi x 6 vién nén dai baoc phim \
KETOCROM 500: Hop 5 vi x 6 vién nén dai bao phim. Sz ~_\
BAO QUAN: Bao quan o nhiét do dudi 30°C, tranh anh sang. Ui/
HAN DUNG: 36 thang ké tir ngay san xudt. Khong dung thubc khi qua han st dung.
THOI GIAN XET LA! T HUGNG DAN SU DYNG: PHO CUC TRUONG
BE XA TAM TAY TRE Eif @/l?m/é; Vit Himg

POC KY HUGNG DAN SU DUNG TRUZC KHI DUNG.
KHONG DUNG QUA LIEU CHi OINH
NEU CAN THEM THONG TIN, XIN HO: Y KIEN BAC Si
Nha sdn xuét:
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CONG TY CO PHAN DUGC PHAM OPV
L6 27, Pudng 3A, Khu Cong Nghidp Bién Hia Il, Tinh Bong Nai.
T - (061) 3992995 Fax * (261) 3835088



