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Oxacilline Panpharma

Composition:
Each vial contains 1 g of Oxacillin

Indications, contra-indications, dosage
and administration, side effecls:
Read the package leaflet before use.

Protect from light
St 5
$6 15 sx/Batch No: tore below 30°C in a dry place

{as oxacillin sodium),

Each vial contains 55 mg of sodium NSX/Mig date: Keep out of the sight and reach of children. :

IV infusion: reconstiute in solutions HD/EXP date: Caretully read the leaflet before using (A Truyén tinh mach cham

commonly used for drips such as S Vis 3

Isotonic saline, isotonic glucosa and SBK/ Visano Specification: in-house. 0'0

water for injection 2 ';':

After reconstitution/dilution: From a ':"l/; 7
DNNK: P

microbiological point of view, the product

shouid be used iImmediately 1
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Oxacilline Panpharma

Thanh phan: Moi lo chura Oxacilin (duoi
dang Oxacillin natn) 19

Truyén tinh mach cham: hoa tan voi nhing
dung dich dung trong truyeén dich: dung
dich muti dang truong. glucose dang
truong va nuot pha tiem. EaY)
Chidinh. chong chi dinh, cach ding, liéu
diing va cac thong lin khac ; Vuilong xem
t& huéng dan sir duny

Bao quan: Bao quan noi khd mat, nhiét dé
duoi 30°C. Tranh anh sang.

Quy cach: Hop 25 lo.

Tiéu chudn: NSX
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Nhan phu

50 vials

Rx Thubc ké don
Oxacilline panpharma

Thanh phén: Mi lo chira Oxacillin (du6i dang Oxacillin natri) 1g
Truyén tinh mach cham: Hoa tan v&i nhitng dung dich diing trong
truyén dich: Dung dich mudi dang truong, glucose dang treong, nudic
pha tiém.
Chi dinh, Chéng chi dinh, cach ding, lidu ding
va céac théng tin khac: Vui long xem huong dan siv dung
Bao quan: Bao quan noikha mat, tranh anh sang, nhiét dé duéi 30°C
Quy cach: Hop 50 lo

| Tiéu chuan: NSX

Each vial contains:

Carefully read the leaflet before using el 63 g

Protect from light, store below 30°C in a cool place
Specification: In-House

;; Oxacilline sodium equivalent to 1g of Oxacilline : | Bge e f ;?fi.:“ b el

- Infusion 1.V t 3 Sdn xudt bar i

N indication, contra-indications, dosage and administration, " | PANPHARMA

| W side effects: see technical insert a | 21 du Clairay Luitre-35133 -Phap Si'b o aten o
: Keep out of reach of children i bl

Manufacturer by
PANPHARMA
Zi du Claray Luitre-35133 France

OXACILLINE PANPHARMA 1g

Batch No ... Mig date... Exp dale. _/
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On 10/12/2018 BD

Ft 25 x 74,5 mm
Pantones: black, red 032, green 378

| |2mm
| Batch No.: 1 2mm
[ | 2mm

Mfg. date: | 2mm
[ T2mm
Exp.date: | 2mm

2mm
Import license No:1 2 mm
- 12mm
L

/

S0 16 sx/ Batch No:

NSX/Mfg date:

HD/EXP date:

SBK / Visa no:

mx Thube ké don

P OXACILLINE PANPHARMA

gﬂ Oxacillin (duéi dang Oxacillin natri) 1g
E Bot pha tiém
£ Truyén tinh mach cham
E Hoa tan vdi nhiing dung dich dung trong
truyén dich: dung dich mudi dang truong, glucose
E ding truong va nudc pha tiém.
Nha san xuat : PANPHARMA
E Zldu Clairay - 35133 Luitre FRANCE (Phap)

item code xxxxxx-x
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R, Thude nay chi dung theo don thude

BOT PHA TIEM

(Oxacillin 1g)

Dé xa tam tay tré em.

Doc ki hudng din sir dung trude khi ding.

Théng bdo ngay cho bdc sy hodc dwgc sj nhirng tdc dung khong mong muon gap phai
khi sir dung thudc

THANH PHAN

Moi lo bét pha tiém truyén chira:

Thanh phan hoat char: Oxacillin (du6i dang OXacillin DAt ..o
Thanh plufn td dugc: Khong,

DANG BAO CHE

Bot pha tiém

MO ta: Bt mau tring hodc gan trang.

CHi PINH

Oxacilin dugc chi dinh diéu tri nhiém khuén do gay ra boi cac vi khuan nhay cam nhu
viém xuong - tiy, nhiém khuin mau, viém mang trong tim va nhiém khuén hé than kinh
trung vong do chung tu cau tiét penicilinase nhay cam. Khong dugc dung oxacilin dé
diéu trj nhiém khuan do tu cau khang methicilin

CACH DUNG, LIEU DUNG

Cach sir dung:

Oxacilin natri ding dé truyén tinh mach cham.

Khi truyén tinh mach phai truyén cham trong vong 10 phut dé giam thiéu kich (rng tinh
mach. Khi truyén tinh mach lién tuc oxacilin, khong duge cho chat phu thém vao thude
tiém.

Liéu lwgng:

Liéu lugng dugce biéu thi theo oxacilin base.

Liéu tiém:

Liéu thieong ding ngueoi I6m va thiéu nién dé chong vi khudn: Truyén tinh mach, 250 mg
dén 1 gam, cir4 -6 gior 1 lan.

Nhiém khuan huyét hoac viém mang ndo do vi khuan: Truyén tinh mach 1 dén 2 ¢ gam, cir
4 gio 1 lan.

Liéu thuong dung cho tré em:

Viém mang nio do vi khuan:

2 Tl R
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Tré so sinh can nang dudi 2 kg: Truyén tinh mach, 25 dén 50 mg cho 1 kg thé trong, cir
12 i 1 1an trong tuan dau sau khi sinh, rdi 50 mg cho | kg thé trong, cir 8 gio 1 1an sau
do.

Tre so sinh can nang 2 kg tro 1én: Truyén tinh mach, 50 mg cho | kg thé trong, ctr 8 gior |
14n trong tuan dau sau khi sinh, rdi 50 mg cho | kg thé trong, i 6 gid 1 1an sau do.

Tt ca cac chi dinh khac:

Tré dé non va tré so sinh: Truyén tinh mach 6,25 mg, cir 6 gio 1 lan.

Tré em dudi 40 kg thé trong: Truyén tinh mach 12,5 dén 25 mg cho 1 kg thé trong, cir 6
gior 1 lan; hodc 16,7 mg cho 1 kg thé trong, clr4 gio 1 lan.

Tré em 40 kg thé trong tré 1én: Xem lidu thuong ding cho ngudi 16n va thiéu nién.

Diéu trj nhimg bénh nhiém khuan nang hon gdbm nhiém khuén duorng hé hap dudi hoac
nhiém khuan rai rdc va viém Xuong - tily ¢ tré em trén 1 thang tudi va dudi 40 kg thé
trong: 100 - 200 mg/kg mot ngay chia thanh nhung liéu biang nhau, cr4 - 6 g gior 1 lan.
Diéu chinh liéu lwong doi véi ngudi suy thgn: Néu do thanh thai creatinin < 10 ml/phut,
dung mirc thip cua lidu thuong dung.

Thoi gian diéu tri: Thoi gian diéu tri bang oxacilin phu thugc vao loai va mirc do ning
nhe cua nhiém khuén va duoc xac dinh ty theo dap tmg diéu trj 1am sang va xét ngh1em
vi khuan. Trong bénh nhiém tu cau nang, diéu trj véi oxacilin trong it nhét 1 - 2 tuan. Khi
diéu trj viém Xuong - tily hodc viém mang trong tim, thoi gian diéu tri bang oxacilin kéo
dai hon.

Pha ché thudc tiém

Thém 10 ml nuéc cat pha tiém hodc dung dich natri clorid 0,9% vao lo 1 g. Sau do, pha
lodng v6i dung méi thich hop (NaCl 0,9%; Glucose 5%) dé c6 ndng do téi da 40 mg
trong 1 ml.

Bdo qudn dung dich sau khi pha:

Dung dich sau khi pha loang vé6i nuéce cat pha tiém nén duoc sir dung trong vong 12h khi
bao quan dudi 25°C va trong vong 7 ngay khi béao quan trong tu lanh (2-8°C)

Dung dich sau khi pha loang véi dung dich NaCl 0,9% nén duoc sir dung trong vong 24h
khi bao quan dudi 25°C hodc khi bao quan trong tu lanh (2-8°C)

Dung dich sau khi pha loang véi Glucose 5% nén dugc sir dung trong vong 12h khi bao
quan dudi 25°C va trong vong 24h khi bao quan trong tu lanh (2- 8°C)

CHONG CHI PINH

Phan (mg phan v¢ trong lan diéu tri truéc véi bat cir mot penicilin hodc cephalosporin
nao.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Oxacilin c6 kha nang gy di ing nhu penicilin, va do dé phai tun thi nhimg than trong
thong thuong cua liéu phép penicilin. Trudce khi bat ddu didu tri v6i oxacilin can diéu tra
k§ vé nhimg phan ang di img trudc day va dic biét phan (mg qua man véi penicilin,
c,ephalospoun hogc thude khac.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
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Thoi ky mang thai:

Oxacilin qua nhau thai. Str dung cac penicilin cho ngudi mang thai khong thay tac dung
¢0 hai nao trén thai.

Thoi ky cho con bu:

Oxacilin dugc phan bé trong sita, nhung hau nhu khong gay tac dung c6 hai nao cho tré
bu sira me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

C6 thé 1ai xe va van hanh may méc trong thoi gian ding thudc.

TUONG TAC CUA THUOC

Giam tac dung: Penicilin c¢6 thé lam giam hiéu luc cia thudc udng tranh thai. Cac
tetracyclin 6 thé lam giam tac dung ciia cac penicilin.

Tang tac dung: Disulfiram va probenecid c6 thé lam tang nong do cac penicilin trong
huyét thanh. Dung dong thoi lidu 16n cac penicilin tiém tinh mach c6 thé lam tang tac
dung cua céac thude chéng dong mau.

TUONG KY

Oxacilin natri c6 thé tuong ky vé hoa hoc véi mot sb thude, gdm cac aminoglycosid va
cac tetracyclin, nhung su tuong ky phu thudc vao nhiéu yéu td (vi du, ni”)ng do thudc,
dich dé pha loang dac hiéu, pH cua thudc da pha, nhiét do).

TAC DUNG KHONG MONG MUON CUA THUOC

ADR cuia oxacilin gidng nhu cua nhiing penicilin khang penicilinase khac. Sau khi tiém,
thuong gip nhing phan (g da, vdi ty 1& x4p xi 4% tong s6 ngudi duge diéu tri.

Thuwong gap, ADR > 1/100

Tiéu héa: Budn nén, ia chay.

Da: Ngoai ban.

Khéc: Viém tinh mach huyét khéi sau khi tiém tinh mach.

It gap, 1/1000 < ADR < 1/100

Mau: Tang bach cau ua eosin, giam bach cau, giam tiéu cau.

Da: May day.

Gan: Tang enzym gan.

Hiém gap, ADR <1/1000

Di ung: Phan img phan vé.

Tiéu héa: Viém dai trang c6 gia mac.

Gan: Vang da 0 mat.

Mau: Mat bach cau hat.

Thén: Viém than k& va tén thuong dng k& than (phuc hdi khi ngirng thudc kip thoi).
Huwéng din cich xir tri ADR

Phai dinh ky danh gié cac hé than, gan va mau trong khi diéu tri dai ngay bang oxacilin.
Vi cac ADR vé mau da xay ra trong khi diéu tri bing cac penicilin khang penicilinase,
nén phai lam xét nghiém sb luong va cong thirc bach cau trude khi bat dau didu tri va mdi
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tudn 1 - 3 14n trong khi diéu tri. Ngoai ra, phai 1am xét nghiém nudc tiéu, dinh ky dinh
luong nong do creatinin, AST (GOT) va ALT (GPT) trong huyét thanh trude va trong
diéu tri.

Néu thdy c6 ting bach cau ua eosin, may day, hodc ting creatinin huyét thanh khong ¢6
nguyén nhan trong khi diéu tri bing oxacilin, phai dung liéu phéap chdéng nhiém khuan
khéc thay thé.

QUA LIEU VA CACH XU TRi

Triéu chimg qué lidu penicilin gdm qua man than kinh - co (trang thai kich dong, o giac,
loan giir tu thé, bénh ndo, lu 13n, co giat), va mét can b.%mg dién giai vai mudi kali hoic
natri, dac biét trong suy than.

Diéu tri triéu chirg va hd tro. Thdm tach mau khong loai trir dugc oxacilin.

PAC TiNH DUQC LUC HQC

Nhém dwgre ly: Khang sinh penicillin

Ma ATC: JO1CF04

Co ché tac dung:

Oxacilin 1a mot trong sd isoxazolyl penicilin- Penicillin khéang penicillinase (oxacilin,
cloxacilin va dicloxacilin)

Oxacilin ¢6 hoat tinh khang khuan do trc ché tong hop véch té bao vi khuén bang cach gén
vao cac protein dich thiét yéu (cac protein gén penicilin).

Céc isoxazolyl penicilin trc ché manh sy phat trién ctia phan 16n cac tu cau tiét penicilinase,
¢6 tac dung voi vi khudn ua khi Gram - duong, dic biét cac tu céu, khong bi anh huong boi
beta lactamase cta vi khuan, do d6 1a thudc c6 hidu luc diéu tri tot. Dicloxacilin ¢6 tac
dung manh nhét va phan 1én ching Staphylococcus aureus bi e ché boi nong d6 0,05 - 0,8
microgam/ml. N(“)ﬂg do tre ché cua cloxacilin 12 0,1 - 3 microgam/ml va cua oxacilin 1a 0,4
- 6 microgam/ml. Sy khac nhau nay it quan trong trong thuc té, vi ¢6 thé hiéu chinh lidu
cho phu hgp. Oxacilin, dicloxacilin va cloxacilin néi chung c6 tac dung yéu hon véi vi
khuan nhay cam vdéi penicilin G, va khéng ¢6 tac dung v&i vi khudn Gram - am. Khi diéu
tri nhiém khuan hdn hop toan than do lién cdu va tu clu, can s dung ca oxacilin va
penicilin G liéu cao. Néu chi dung riéng oxacilin s& khong c6 hiéu qua v6i nhiém khuan do
lién céu.

Khang thuée: C6 2 loai khang thude do 2 co ché: Tiét penicilinase do vi khuan, dac biét tu
cau va phét sinh tu cdu khang véi penicilin khang penicilinase (KP). Mirc do 6n dinh chong
thiy phan do penicilinase cua tu cau khac nhau gitra cac penicilin KP. In vitro methicilin
6n dinh nhat, va oxacilin kém 6n dinh nhét. Khang chéo hoan toan thuong xay ra giira cac
penicilin KP. Tu cAu khang véi cac penicilin KP ¢6 tan s ngay cang ting va duoc goi laty
cau khang methicilin. Sy khéng cua tu ciu véi penicilin KP ¢6 tinh ndi tai va dudng nhu do
bién ddi trong thanh té bao cua vi khuén, ngan can thude téi enzym dich. Ciing c6 thé ¢6
yéu t6 khang gay boi plasmid. Tu cAu khang methicilin khang véi penicilin G, véi tat ca
cac penicilin KP, va cephalosporin.

PAC TINH DUQC PONG HQC
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Phdn bo: Tiém tinh mach cham véi lidu 500 mg dat dugc 116ng do dinh trong huyét thanh
1a 43 mcg/ml sau 5 phut va nira doi thai trir khoang 20 - 30 phut.

Ti 1¢ lién két voi protein khoang 94.2% + 2.1%. Thé tich phan bd 13 0,33 + 0,09 lit/kg.
Oxacillin khuéch tan nhanh dén da s cac mé trong co thé nhét 1 nudc &i va mau cia bao
thai. O liéu thong thudng, ndng do khong dang ké dugc tim thay trong dich ndo tiyy va
thuy dich

Chuyén héa : khoang 45% oxacillin dugc chuyén héa c6 nhiéu kha nang 12 ¢ gan.

Thai trur:

Do thanh thai (ml.phut'kg ') 1a 6,1 + 1,7. Oxacilin bai tiét nhanh qua than (46 + 4%)
chi yéu & dang khong déi, thai trir dang ké & gan va bai tiét trong mat. Thoi gian ban huy
la 0,4 - 0,7 gio & nguoi bénh cé chirc nang than binh thuong va kéo dai hon & ngudi bi
suy than

QUY CACH PONG GOI

Hop 10 lo.

Hop 25 lo.

Hop 50 lo.

PIEU KIEN BAO QUAN

Bao quan noi kh6 mat, nhiét d¢ dudi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san Xuét.

TIEU CHUAN CHAT LUQNG CUA THUOC: NSX

SAN XUAT BOI:

PANPHARMA.

Z.1 du Clairay — Luitre — 35133 , Phap.




