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. ARENA GROUP SA

Each capsule contains 500 mg oxacillin in the
form of oxacillin sodium monohydrate.

Oral use.

Please refer to the package insert for indications,
usage instructions, contraindications and other
information.

Read the package leaflet before use.

Keep out of the reach and sight of children.
Store below 30°C, in the original package.

BARCODE

ARENA GROUP S.A.

RX Thuéc ké don

Oxacilina ARENA 500 mg
capsules

oxacillin 500 mg

Ho6p 10 vi x 10 vién

. ARENA GROUP SA

Thanh phan:

M®i vién nang cirng chira: Oxacillin sodium monohydrat \

twong dwong voi oxacillin 500 mg.

Chi dinh, cach dung, chong chi dinh va cac théng
tin khac:

Xem trong t& huéng dan st dung thudc kém theo.
Tiéu chuan chat lwong: TCCS

Bao quan: Bdo quan dudi 30°C trong bao bi géc.
Dé xa tdm tay tré em

Poc ki hwéng dan st dung trwére khi dung.
DNNK:

San xuét tai Rumani. Co s& san xuét:

ARENA GROUP S.A.
B-dul Dunarii, Nr. 54, Oras Voluntari, Jud. Ilfov, cod 077190,
Romania.




| o \.1 .
\ SKYLINE /5/
N, Ly
\ M iy
B e - I ,/

e _;___ a __F__'.-"

3.4"

OXACILINA ARENA 500 mg
capsules
Oxacillin
= 7 ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= " ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
=~ ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= " ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= 7 ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= " ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= 7 ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= " ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= " ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= " ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= " ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
=~ ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= " ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules B
Oxacillin
=7 ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
= " ARENA GROUP S.A.

OXACILINA ARENA 500 mg
capsules
Oxacillin
=~ ARENA GROUP S.A.

:'ON yoreg

:o1eq "dx3

:*ON yoreg

:91eQ dx3

"ON Uoleg :oleq “dx3 "ON Uoreg

:91eQ dx3

OXACILINA ARENA 250 mg capsules seesscsscsscsscsscsscsscssscssess Arial Black font9 ptcod pantone #000000

Oxacillin

Arial Black font 8 pt cod pantone #000000

Arial Black font 6 pt cod pantone #000081

%" ARENAGROUPSA. .........



RXOXACILINA ARENA 500 MG CAPSULES

(Vién nang Oxacilin 500 mg)
Boc kj hudng dén sit dung trude khi ding
Dé xa tim tay tré em
Thudc ndy chi diing theo don cua bdc sy
Théng bdo ngay cho bdc sy hodic dipc sy nhitng phan tng c6 hai
gdp phdi khi sir dung thuéc

1. THANH PHAN CONG THU'C THUOC

M@i vién nang cé chira:

Thanh phdn hoat chdt: Oxacillin 500,00 mg firong dieong véi oxacillin natri monohydrat 550,00
mg.

Thanh phdn td dugc: maize starch, talc, magnesi stearat, hard gelatin capsule no.0 with red
opaque body and grey opaque head.

2. DANG BAO CHE
Vién nang cting ¢& 0’ v6i than mau d6 va nép mau xam, chira bot mau trfmg hozc g&"ln tréng.

3. CHi PINH

Diéu trj cc nhim khuln gy ra bi cic vi sinh vit nhay cam véi oxacillin:
- Nhiém khuén duomg hé hip;

- Nhiém khu#n tai, mili, hong;

- Nhiém khuén da;

- Nhiém khuén xuong;

- Nhiém khu#n than va dudng tiét niéu sinh duc;
- Nhiém khufn huyét va viém noi tim mac sau khi duge didu tri bing duong tiém.

4. LIEU DUNG, CACH DUNG

Lidu ding

Ngudi 16n, thanh thiéu nién, ngudi gia: 500-1000 mg oxacilin (1-2 vién oxacilin 500 mg), 6 giv
mdt l4n (2-4g / ngdy)

Tré em: 50-100 mg oxacilin / kg mi ngay, 6 i mt ln,

Dang bao ché nay khéng phit hop véi tré em dusi 6 tudi. Vi viy trong trudng hop cin phii sir
dung oxacillin cho tré em dudi 6 tudi, khuyén cdo sir dung dang bao ché khac thich hop hon.
Céch dung

Do thirc &n c6 thé anh hudng dén sy hdp thu oxacilin, vi viy nén uéng thudc khi d6i khoang 1
gi® true bita an v6i mot hwong nude vira di.

Thai gian diéu tri

Vige diéu trj phai kéo dai it nhét 7 ngy hojc it nhét 48 gios sau khi céc du higu va trigu chimg
ctia nhi&m khuén bién mét.

Khéng cAn giam lidu & bénh nhén suy thin ning.




5. CHONG CHI PINH

- Qua min véi oxacilin, véi c4c penicilin khac hogc véi bat ky thinh phn ta dugc ndo clia
thudc.

- Tré em dudi 6 tudi do dang bao ché khong phit hop véi lira tudi.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Dj éimg/hen suyén

Cin phai ngimg didu trj khi xuét hién bét ky phan img qu mAn no. Cin khai thic k¥ tiu sir
ding thudc ciia bénh nhan trude khi bét ddu didu tri. Nguy co min cam chéo véi cephalosporin
phai dugc xem xét. Can than trong dbi véi bénh nhén bj hen suyén hojc dj img.

Nhiém khuén ning

Nén trénh ding dudng ubng & nhitng bénh nhén bi nhi¥m khuin ning, wu tién ding dudng
tiém.

Réi loan tiéu héa

Khong khuyén khich sir dung cho bénh nhén bj réi loan tiéu héa.

Viém dai trang lién quan dén thudc khéng khuén va viém dai tring gia mac da dugc béo céo
trong hiu hét cac loai thube khang khudn va c6 thé tir mirc d6 nhe dén mirc d¢ nghiém trong de
doa tinh mang. Do d6, rit quan trong khi xem xét chin do4n niy & nhitng bénh nhén bj tiéu
chay trong hoc sau khi diing oxacilin (xem phin Tdc dung khdng mong mudn cia thuéc). Viée
ngimg st dung oxacilin va diéu tri cu thd véi Clostridium difficile nén duge xem xét. Khong
nén ding c4c thudc trc ché nhu dong rudt.

Thoi gian diéu trj kéo dai cho thdy c6 nguy co bdi nhidm vi khuin hozc ndm véi c4c vi sinh vit
khang thudc.

Suy gan/suy thin

Cin theo d5i chirc ning thin, gan va chirc ning tao méu khi diéu tri bing oxacilin lau dai.

Ta dwge

San phém thubc c6 chira methyl p-hydroxybenzoat (E218) va propyl p-hydroxybenzoat (E216).
Nhitng t duoc nay c6 thé gay phan tmg dj tmg (thdm chi phan éng qua min mudn).

7. SU'DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nif ¢ thai

Miic du céc nghién citu trén dong vat khong cho tha‘iy kha ndng gdy quai thai hoic giy doc cho
thai nhi, nhung cAn than trong khi sir dung oxacilin cho phu nit ¢6 thai. Oxacilin chi nén duge
sir dung trong thai ky sau khi danh gid ty 1€ ri ro cua thai nhi so v6i l¢i ich cho ba me.

Phu nir cho con bi

Oxacilin dugc bai tiét vao sita me. Do d6, nén xem xét kha néng ngimg cho con bu trong thoi

gian dung oxacilin.

8. ANH HUGONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Oxacilin khong c6 anh hudng hogc dnh huéng khong déng k& dén kh niing 14 xe va sir dung
mdy moc.




9. TUONG TAC, TUONG KY, TUGNG HQP CUA THUOC

C6 méi quan h¢ dbi khang ctia oxacilin véi rifampicin va quinin. Oxacilin ¢6 thé 1am giam hi¢u
qua cta thudc tranh thai duong uéng,

Mot s6 loai thudc c6 thé 1am gidm hiéu qua cia oxacilin: cholestyramin, c4c khéng sinh khéc (vi
du: erythromycin, tetracyclin, doxycyclin).

Probenecid va mezlocilin trc ché sy bai tiét oxacilin squa than.

Acid acetylsalicylic va céc sulphonamid thay thé oxacilin khéi protein huyét tuong. Ding dbng
thoi oxacilin véi methotrexat 1am ting tic dung doc trén huyét hoc ciia methotrexat va tic ché
bai tiét & Sng than.

Nhiu trudng hop tang hoat tinh thudc chéng déng méu dudng uéng da dugc béo céo & nhing
bénh nhan didu trj bing khéng sinh, dic biét 13 c4c penicilin khang penicilinase. Béi canh nhiém
khuAn va viém nhiém, tudi tic va tinh trang chung ctia bénh nhan la nhimg yéu ) nguy co.
Oxacilin c6 thé lam trim trong thém céc téc dung phu ctia allopurinol, gy phét ban thodng qua.
Thic &n 6 thé trc ché su hip thu oxacilin, vi viy nén ubng thubc khi d6i mot gidr trude bira &n
hodc hai gi¢ sau bita an.

Ubng ddng thoi véi ethanol 6 thé gy kich mg da day.

Trong trudng hop dinh lugng glucose niéu, oxacilin cé thé gdyra Kkét qué duong tinh gid.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Bang t6m tht cic phan tmg c6 hai dugc phin nhém theo tin sudt: rat thuomg gip (ADR >
1/10), thuomg gap (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gap 1/10000
< ADR < 1/1000), rét hiém gip (ADR < 1/10000) va khong biét (khdng thé uéc tinh tir dit
liéu c6 sén).

Nhiém tring va nhiém ky sinh tring

- Hiém giip: viém dai tring gia mac.

R6i logn mdu va bach huyét

- Hiém giip: gidm bach cAu, giam bach cAu trung tinh.

Réi loan hé théng mién dich

- {t gap: phan tmg qua min, biéu hién bing: may day, ngira, ting bach cau 4i toan, phat ban
thoang qua, st, phi né loan thin kinh mach, co thét thanh quan, co thit phé quan, ha huyét
4p, thdm chi phti Quinck;

- Rét hiém gip: sbc phan v&.

Réi logn hé than kinh

- Hiém gip: nhitc dAu, co gidt (phan img nhiém doc thin kinh c6 thé xéy ra dic biét & bénh
nhén suy thén).

R&i logn tiéu héa

- Thuong gdp: viém miéng, ludi den va nhidu 16ng, chimg dau Iudi (nhiém ndm Candida
miéng).

-Hiém gip: dau bung, tiéu chy néng, 61 khi c6 thé c6 méu, budn ndn, non.
Réi logn gan mdt
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:1 Hiém gip: ting nhe va thoéng qua transaminase gan trong huyét thanh va viém gan c6 vang
a.

R’o"i loan co xwong va mé lién két

- It gép: dau khép.

Réi loan thdn va tiét niéu

= }'{iém 83p: nuéc tiéu sAm mau, réi loan tiéu tién, bénh thin k& do midn dich dj tmg c4p tinh.
Roi loan duong sinh dyc

- Thudmg gap: nhiZm ném Candida 4m dao, viém 4m dao.

11. QUA LIEU VA CACH XU TRi

Céc triéu chimg ctia qua lidu bao gdm: co thét co, co gidt, dau va méit nhay cim & cc ngon tay,
chdy méu, 14 13n, hon mé, kich dong. Hién twong nhiém ddc dugc ting 1én boi suy than.

Vide didu tri 1 didu tri triéu chimg va hd trg cc chirc ning séng.

12. CAC PAC TINH DUQC LU'C HOC

Nhém duge Iy: khang sinh beta-lactam, penicilin khang beta-lactamase

Mai ATC: JO1CF04

Oxacilin 13 mdt isoxazolylpenicilin khang tu cAu khuin véi MIC (ndng d9 trc ché 5 thidu) dbi
véi Staphylococcus aureus duong tinh véi penicillinase 1a 0,4 pg / ml. N6 ¢ dic tinh diét
khuén thoai héa va hoat d6ng bing cach wrc ché sy hinh thanh cia vach vi khufn.

Phd khang khuén bao gdm:

- Céc loai nhay cam: vi khudn Gram duong (tu ciu khudn nhay cim véi methicilin,
Streptococcus pyogenes), vi khudn ky khi (Clostridium perfringens)

- Loai khéng thudc: tu cAu khufn khang methicilin.

Co ché d& khing

Kha ning khang oxacilin dugc thiét 1ap boi hoat dong ctia 3 co ché:

1. Co ché du tién 1a co ché khéng thudc cd dién, phé bién nhét 12 do san xuét thém mdt protein
lién két v6i penicilin (PBP-2a hogc PBP-2'), dugc ma héa bdi gen MecA.

2. Co ché thit hai 13 do sy hién dién cta phirc hop gen MecA va VanA dugc dénh déu trén céc
chiing S. aureus cho thdy nhing thay dbi trong thanh phin cia thanh té bao. Hai co ché chinh
cla khang khéng sinh dugc mé héa boi gen MecA va VanA xay ra & cdc ching S. aureus phat
sinh thdng qua viéc sir dung cic by enzym khéc nhau tham gia vao qua trinh lép rap thanh té
bao.

3. Co ché thir ba lién quan dén sy dé khéng clia tu cAu khuén véi methicilin thu duge bing cich
diéu chinh c4c PBP thuong tdn tai & céc ching S. aureus thu dugc céc ching S. aureus da bién
dbi (MOD-SA) c6 4i luc thip véi khang sinh p-lactam hoic do sén xuit qué mitc PBP. Co ché
thir ba cia khang methicilin d@ dugc md ta & céc chiing S. aureus bordeline (BORSA) khéng
methicillin va xay ra thong qua sur ting san xut p-lactamase.
Khéng giéng nhu MOD-SA, céc ching BORSA nhay cam véi sur két hop ctia céc B-lactam, cac
cht it ché p-lactamase va céc chét khang khuén khac. Va cac ching BORSA ny ciing hiém
khi dugc phén 14p.
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J céc gia trj CMI ctia oxacilin > 2 mg / L, S. aureus va S. lugdunensis khang methicilin do sy
hién dién ctia gen MecA. MIC cua oxacilin tuong {mg véi ty chu am tinh voi coagulase 1a
0,25 mg / L (theo gié trj ngudng MIC lam sang ciia EU CAST, phién bin 2009-04-19).

13. CAC PAC TINH DUQC PONG HQC

Hip thu

Sau khi uéng, sinh khé dung ctia oxacilin 12 41% do chuyé
giam do sy hién dién cua thic &n trong da day.
Phan bb

Mot lidu duy nhét 250 mg oxacilin dudng ubn,
/ ml sau mt gitr va sau khi ubng 500 mg oxacilin,
ml mdi gio va 1 pg / ml sau 2 gio. Sau 6 gio khong pha
lién két v6i protein huyét twong véi ty 18 xép xi 90%, cb su
trong dich mang phdi, mang tim, mang bung va hoat dich, noi n6 dat duge ndng do gln véi
ndng do trong huyét twong. Tuy nhién, mic b oxacilin trong dich ndo tay thp. N6 di qua
nhau thai va duoc bai tiét qua stta me. Téc dung chi tdn tai trong thoi gian ngén, tuong tmg V6i
thdfi gian ban hiy 1a 60 phut. N6 ting nhe & tré méi sinh va bénh nhan suy thén.

n héa sinh hoc & gan. Su hép thu bi

g dat dugc ndng do trong huyét tuong 12 1,65 pg
ndng do trong huyét tuong cua néla4dpg/
t hién dugc khang sinh nita. Oxacilin
Kkhuéch tan tét trong cdc md va

Thai trir
Qué trinh thanh loc duge thue hién bing ca chuyén héa (45% lidu ding) va thai trir qua than
(46%).

Hoat dong dugc duy tri trong 4-6 gio.
Thoi gian ban thai trong huyét tuong

thén.

1a 24-42 phut, hoi 14u hon & tré so sinh va bénh nhin suy

14. QUY CACH PONG GOI

Hop 10 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIRU CHUAN CHAT LUQNG CUA
THUOC

Pidu kién bdo quin

Bao quéan duéi 30°C trong bao bi gbe.

Han dung

36 thang ké tir ngay sén xuét. Khong ding thubc qué han sir dung.

Tiéu chuin chit lrgng )

TCCS

16. TEN, BIA CHI CUA CO SO SAN XUAT THUOC
Co s& sin xuit: ARENA GROUP S.A.

: cONG TY

0 PHAN
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