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m Thudc ké don

CLOTRAL

CLOXACILIN 500 mg VIEN NANG CUNG

V101D

Hdp 2 tui x 5 vi x 10 vién nang cung

PCLOTRAL niamiSiom
NG

win ) TRUGC KHI DUNG.

THANH PHAN: THUGC DAT THEQ TIEU CHUAN
Cloxacilin. . ... . Ceererieee - 500 Mg

{dudi dang cloxacilin natri compacted)
Taduogcvuada 1 vién nang cung.

CHI BINH, CHONG CHI BINH, CACH DUNG WA  Cososan xuar:

CACTHONG TIN KHAC: CHI NHANH CTY CPDP IMEXPHARM
g NHA MAY KHANG SINH CONG NGHE CAOQ

VINH LOC

L& B15% - B16, Buing 24, Khu cong nghiep
BAO QUAN KHONG QUA 30°C, TRANH AM  vinh Loc Phutmy Binh Kung Hoa &,

S VA ANH SANG. Quan Binh Tan, TP, HCM, Vgt Nam. |

Wi vien nang cung chua: DUTC BIEN MY.

Xin doctrong tahudng dan su dung.
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IMEXPHARM

CLOTRAL .

CLOXACILIN 500 mg

VIEN NANG CUNG

Hop 1 tui x 3 vi x 10 vién nang cung

THANH PHAN: M3i vien nang cung chua:

Elaxacilins s R 500mg

(dudi dang cloxacilin natri compacted)
Ta dugcvaa da 1viennang cing.

DE XA TAM TAY TRE EM. |
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG. |
SBK / Wisa No.: s Xuexs-xx

Co 50 san xudt
CHENHANH CTY CPDP IMEXPHARM

CHI BINH, CHONG CHI DINH, CACH DUNG VA CAC
THONG TINKHAC: Xin doctrong tohusng dan strdung.
THUGC DAT THEO TIEU CHUAN DUQC BIEN MY.

BAO QUAN KHONG QUA 30°C, TRANH AM VA ANH
SANG.

NHA MAY KHANG SINH CONG NGHE CAO VINH LOC
L& B15/1 - B16A, Dudng 2A, Khu cong nghiep

\finh Léc, Phudng Binh Hung Hoa B, Quan Binh Tan,
TP HOM, Vigt Nam
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Poc ky hwéng din s dung trwée khi ding.

Pé xa tim tay tré em.

Thudc niy chi diung theo don thudc.

THANH PHAN CONG THU'C THUOC:

MBoi vién nang cimg Clotral chira:
Théanh phan duwoc chit: Cloxacilin (dudi dang cloxacilin natri compacted)......... 500 mg
Théanh phan ti duwoc: Tinh bot mi, talc, magnesi stearate.

DANG BAO CHE:

Vién nang cing.
Vién nang cimg, ¢& nang so 0, ndp nang mau tim ¢o in —--—”""’"'.‘_i_mp_--———_, than nang mau trang. Bt

thudc trong nang mau trang dén tring nga.

CHI PINH:

Cloxacilin ding trong diéu tri cac nhi®m khuén do vi khudn khang benzylpenicilin: Viém phdi,
viém tai ngodi & tré em, viém 16 chéc & tré, viém mo té bao, nhiém khuén da (ké ca nhidm khuan
md mém).

Cloxacilin dung dé diéu tri khoi ddu cac nhidm khuén nhe va vira do vi khudn sinh hodc khong
sinh penicilinase hogc dé didu tri tiép sau khi da diéu tri bang duong tiém do céc nhidm khuan
niing (khi can ndng dd cao trong huyét twong bao gdm nhiém khuan xwong va khép, viém néi tim
mac, viém mang bung (két hop v6i tham tach mang bung lién tuc ngoai tra), viém phéi, bénh ly vé
da (bao gdm ca nhim khuén mé mém), cac nhiém khuan phiu thuat (dy phong)).

Khong dung cloxacilin uong trong diéu tri viém mang néo.

LIEU DUNG - CACH DUNG:

Liéu dung:
- Nguoilén: 1 vién x 4 lan/ngay (khong vuot qua 6 g/ngay).
- Tré em trén 1 thang tuéi va trén 20kg: 1 vién x 4 lan/ngay (gidng liéu ngudi 16n)
Céch dung:
Cloxacilin ding duong udng, uéng nguyén vién voi 1 it nudc.
Nén udng thudc trude khi an mét gid hodc it nhat sau khi an 2 gio, vi thitc an trong da day 1am
giam hép thu thudc.
Cloxacilin c6 thé ding két hop véi céc khéng sinh khac nhu ampicilin dé tao ra phd téc dung rong

hon trén céc vi khuan khang penicilinase.

Trang 1/6
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én uéng mdt liéu thude: udng mot liéu ngay khi nhé ra. Neéu gan véi thoi diém uong licu

o thi bo qua liéu di quén. Khong dung gip d6i liéu dé bu cho liéu da quén.
lwu ¥ dic biét v& xir Iy thube trwée va sau khi sir dung thude:

5 A - a A - - A L
TT/D{ g ¢6 yéu cau dic biét vé xur ly thudce sau khi str dung.
T

ONG CHI DINH:

Nguoi bénh qua man voi cloxacilin, khang sinh nhém B-lactam khéc (penicilin va cephalosporin)

hogc bt ky thanh phan nao cua thube.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

~  Dang bao ché 14 vién nang ctng, chi thich hgp cho tré em c6 kha ning nubt nguyén vién thubc.

—  Néu xuét hién ctia bat ky biéu hién di img nao can ngimg diéu tri va c6 phuong phép diéu tri
thich hgp. DRESS (Hoi chimg qua min do thudc kém theo tang bach ciu 4i toan va triéu
chimg toan thén) la phat ban lién quan dén mét hodc nhiéu yéu t6 sau: sbt, thé trang, bénh da
nang, ting bach cdu i toan va lién quan dén néi tang (than, gan, phdi). DRESS dic trung béi
khoang thoi gian tiém tang dai (2 - 8 tudn) tir khi ding thubc dén khi phat bénh.

Cén ngung viéc diéu tri va chi dinh diéu tri hdi phuc. Dé tién trién tt can ngung diéu tri trong
mot vai tudn.

~  Phan g qua min nghiém trong va do6i khi gay tir vong (sb¢ phan v&) da duge ghi nhan & cic
bénh nhan diéu tri v6i cac khang sinh nhom B-lactam. Vi thé, can diéu tra ki trude khi dung
thudc. Chéng chi dinh cloxacilin v6i nhitng bénh nhén c6 tién sir di tmg véi cae thude nhém
B-lactam.

—  Phan (mg qui man v&i nhém penicilin xay ra & bénh nhén cé tién st di ing v6i nhém
cephalosporin tir 5 -10% céc truong hop. Vi vdy, chong chi dinh cloxacilin & bénh nhan dj tmg
vo1 nhom cephalosporin.

~ Viém dai trang gia mac da duoc bdo cdo véi hau hét cac loai khéng sinh, bao gom ca
cloxacilin. Chan doan nay thuomg duge dé cap ¢ nhitng bénh nhén tiéu chay kéo dai vd/ hodc
ning trong sudt qué trinh hodc sau khi didu tri khéng sinh. Can diéu tri ngay khi phat hién
viém dai trang gia mac. Xem xét viéc ngimg diéu tri bang cloxacilin. Trong trudng hop nay,
chéng chi dinh thude e ché nhu ddng rudt (xem Tdc dung khdng mong mudn ciia thudc).

— O bénh nhén suy than voi d6 thanh thai creatinin < 30mL/pht, can diéu chinh liéu cloxacilin.

~ 0 bénh nhén suy gan c6 kém suy than véi bat ki mie do suy than nao, déu can giam liéu
cloxacilin mot nira so v6i liéu thong thudng.

—  Viéc sit dung nhoém penicilin M lidu cao & bénh nhén suy thén hodc & bénh nhan c6 cac yéu t6
nguy co nhu tién sir co giat, diéu tri dong kinh hoac réi loan mang nio c6 thé dan dén rdi loan
than kinh (xem Tdc dung khéng mong muodn cia thuoc).

- Khéng nén két hop cloxacilin véi methotrexat (xem Twong tdc, tiwong ky ciia thuéc).

—  Trong thudc ¢6 chira khoang 1,2 mmol natri trong mdi vién nang ctimg Clotral. Can than

trong khi str dung thudc nay déi v6i bénh nhan dang cén kiém soat lugng natri trong ché db an.

~  Tinh bdt mi trong thube nay cé chira gluten v6i ham luong réat thdp. Bénh nhan di Gmg véi tinh
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6t mi khong nén dung thude nay. Bénh nhén c6 bénh celiac can ding thude that than trong.
THUOC CHO PHU NU' CO THAI VA CHO CON BU:

ng thudc cho phu ni¥ cé thai:

/¢ ding cloxacilin cin dugc can nhéc trong sudt qua trinh mang thai khi can thiét, bat ké giai
Jgodoan nao. Dit liéu 14m sang & bénh nhan con han ché va dit liéu trén dong vat khong cho thay cé
su anh huong 1am di dang hodc giy ddc cho bao thai.
Sii dung thuoc cho phu nir cho con bii:
Miic di, luong thude bai tiét qua sita me it va luong tré ubng vao dudi liéu didu tri cho tré so sinh.
Can thén trong khi str dung cloxacilin trong giai doan cho con bu.
Nging cho con bu (hodic ngung ding thube) khi tré so sinh bi tiéu chay, nhiém ndm candida hodc
phat ban.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua ¢ bang ching vé anh hudng cua cloxacilin dén kha nang lai xe va van hanh may mac.
TUONG TAC, TUONG KY CUA THUOC:
Tuwong tic cia thude:

—  Thén trong khi phdi hop:
Methotrexat:
Cloxacilin 1am tang téc dong va ddc tinh trong mau ctia methotrexat: (rc ché su bai tiét & ong

than do nhom thude penicilin.

Céc chit chéng dong mau (coumarin, hodc dan xuat indandion hodc heparin):

Viéc dung di’ing thoi lidu cao cloxacilin véi cac chét chéng dong mau (coumarin, hodc dan
xuit indandion hoic heparin) ¢6 thé 1am tang nguy co chdy mau vi c4c penicilin trc ché két tu
tiéu cdu va do do cin phai theo dai cAn than ngudi bénh vé dau hiéu xuat huyét. Khéng nén
ding cloxacilin v6i cht 1am tan huyét khéi vi c6 thé lam ting nguy co xudt huyét ning.

Thudc ddc hai gan:

Viée sir dung cloxacilin voi cac thude doc hai gan c6 thé tang thém mirc do doc hai gan.
Probenecid:
Nong do trong mau cua cloxacilin ting 1én néu ding ciing véi probenecid do probenecid lam
giam bai tiét cac penicilin qua dng than va ting nguy co doc hai néu ding chung.

~ Thén trong trong cic trwong hop mat cin b%mg chi s6 INR:
Nhiéu trudong hop tang hoat tinh ctia thude chéng dong dudong uéng di duoce béo céo & nhitng
bénh nhéan dung khang sinh. Tinh trang nhi®m khudn hay viém, tudi tac, thé trang chung ctia
bénh nhan duge xem nhu nhitng yéu té nguy co. Trong nhimg truomg hop nay, khé phan biét
bénh 1y nhiém khuén hay viéc diéu tri nhiém khuén gdy nén mét can béng chi sb INR. Mot sb
nhom khang sinh ¢6 kha ning lién quan nhiéu hon bao gom fluoroquinolon, macrolid, cyelin,

cotrimoxazol va mot s6 khang sinh nhom cephalosporin.
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ong ky cia thuoc:

Ong dugce dung chung cac khang sinh aminoglycosid voi cloxacilin cling nhu véi cac khang
beta-lactam, vi cac thude nay lam mat tac dung 1an nhau in vitro. Thudc ciing tuong ky
1 tetracyclin, erythromycin va polymyxin B sulfat.

UNG KHONG MONG MUON CUA THUOC:

Téc dung khong mong mubn (ADR) thuong gap nhét 1 phan tng qua man, dic biét 14 ndi hay
phat ban & da, d6i khi c6 choang hay sdc phan vé. Nguoi suy thin ciing ¢6 nguy co cao.

ADR thudng xdy ra 1a phét ban (khoang 4% ngudi bénh tiém cloxacilin). Déi voi nguoi bénh
udng cloxacilin, cac ADR thudng gap 1a cac triéu chimg tiéu hoa phu thude theo lidu ubng.

Tac dung khong mong muén (ADR) duoc ghi nhén theo tan sudt xay ra nhu sau:

Rét thuong gap (ADR > 1/10), thudng gip (1/100 < ADR < 1/10), it gip (1/1.000 < ADR <
1/100), hiém gap (1/10.000 < ADR < 1/1.000), rét hiém gip (ADR < 1/10.000), chua r& tAn suét

(khong thé udc lugng duge tin sudt tir dit lidu sén o).

Hgé co quan Tén suit Téc dung khong mong mudn
Roi loan hé tiéu hoa Thuong gip Budn nén, tiéu chay
Hiém gap Viém dai trang gia mac*
R6i loan da vamé dudida | Thuong gip Phat ban
it gap May day
R&i loan hé théung mau va | It gap Téng bach cau ua eosin
bach huyét Hiém gap MAt bach cau hat, giam bach cau
R6i loan gan mat Hiém gap Viém gan, vang da r mat
Réi loan tiét nidu - sinh duc | Hiém gip Roi loan chirc nang than c6 thé ting
creatinin huyét thanh
Rbi loan toan than Hiém gip Séc phan vé

* Viém dai trang gia mac 1a do ting truéng qua muc Clostridium difficile va doc t5. C6 thé diéu tri
bang metronidazol. Nguoi cao tudi hodc nguoi d& mic bénh can phai rat than trong dbi véi tac
dung khéng mong mudn nay.
Huwong dan cach xir tri ADR
Nhu dbi véi benzylpenicilin, d& xir tri sbc phan vé, ¢in ¢6 sin adrenalin va phuong tién hdi ste
cap ctu.

QUA LIEU VA CACH XU TRi:
Qua lidu:
Qué liéu biéu hién trén hé than kinh, than va tidu hoa da duge bao céo khi st dung céc khang sinh
nhom penicilin.
Céach xir tri:

Giam liéu hodc ngimg ding thube.
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e\l tri ngd doc hodc di g nhu v6i benzylpenicilin.
chllewe theo dai dé c6 bign phép xt tri kip thoi.

H DUQC LUC HQC:

Nhom dwge ly: Penicilin khang penicilinase.

- Ma ATC: JO1CF02.

~  Cloxacilin 12 khang sinh bén téng hop thudc ho Betalactamin, nhom Penicilin M, ¢6 tac dung

diét khuén va chdng tu ciu khuan.

~  Co ché tac dung: Uc ché tdng hop thanh & bao vi khuén theo co ché gibng nhu

benzylpenicilin, nhung khéng penicilinase cta Staphylococcus. Vi vay thudc c6 hoat tinh
chéng Staphylococcus sinh hodc khong sinh penicilinase vai nong do t6i thiéu tic ché khoang
0,25 - 0,5 microgam/ml. Nhung cloxacilin khong ¢6 hoat tinh véi Staphylococcus aureus
khang methicilin (MRSA) do vi khudn nay ¢6 nhiing protein gin penicilin (PBP) bién dbi.
Hoat tinh d&i vai Streptococcus nhu Streptococcus preumoniae va Streptococcus pyogenes
thip hon benzylpenicilin, nhung thuong du tac dung khi cac vi khuén nay cting cé mit véi
Staphylococcus khang penicilin. Cloxacilin khéng ¢6 hiéu luc véi Enterococcus faecalis.
PAC TINH DUQC PONG HOQC:

— Hép thu: Cloxacilin natri ubng khéng duoc hap thu hoan toan qua duong tiéu hoa va hon nira
hép thu con bi giam khi c6 thirc an trong da day.

— Phén bé:

Sau khi ubng mot liéu 500 mg, ndng dd dinh trong huyét tuong dat duge tir 7 - 15 pg/ml e
doi, sau 1 - 2 gio. Khi ting gdp doi lidu, ndng do trong huyét twong ciing ting lén gép doi.
Khoang 94% cloxacilin trong tudn hoan gén véi protein huyét tuong. Thoi gian ban thai cia
cloxacilin la tir 0,5 - 1 gio. D6i voi tré so sinh, thoi gian ban thai kéo dai hon.

Cloxacilin di qua nhau thai va phan bd vao sita me. Thude it khuéch tan vao dich ndo tiy trir
khi mang ndo bi viém. Nong dé diéu tri ¢6 thé dat dugc trong dich mang phdi, hoat dich cta
khép va trong xuong.

—  Chuyén héa: Cloxacilin chuyén héa & mirc d6 han ché.

— Thai trir: Thudc & dang chua bién ddi va cac chit chuyén hoa duge bai tiét trong nude tiéu
bang cach loc qua cdu than va bai tiét & éng than. Khoang 35% liéu uéng dao thai qua nude
tiéu va t6i 10% trong mét. Cloxacilin khong dugc thai loai bang thdm phan méu.

QUY CACH PONG GOI:

Hop 01 tai x 03 vi x 10 vién nang cing.

Hop 02 ti x 05 vi x 10 vién nang clrng.
PIEU KIEN BAO QUAN:

Khéng qué 30°C, tranh 4m, tranh anh sang.
HAN DUNG:

24 thang ké tir ngay san xuét.
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T CHUAN CHAT LUQNG CUA THUOC:
Fljude dat theo tiéu chudn Duoc dién M§.

@,{;‘-T Co 56 san xudt:
T CHI NHANH CTY CP DUQC PHAM IMEXPHARM
g%ﬂ) NHA MAY KHANG SINH CONG NGHE CAO VINH LOC
< B >

I L6 B15/1 - B16/1, Duong 2A, Khu céng nghiép Vinh Loc,
MEXPHARM . 0 Binh Hung Hoa B, Quin Binh Tan, TP.HCM, Viét Nam
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