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Spacing for batch details embossment:

- P3255C - P200C - Black 123456
DD/MM/YY

Size:125mm x 36mm x 27mm

DD/MM/YY
Reserved space: 15mmH x 24mmW

Epirozin-Xepa
Ointment 2% w/w

OINTMENT

Epirozin-Xepa
Ointment 2%

OINTMENT

Mupirocin 2% w/w
For bacterial skin infections
For external use only

Composition:
Each tube contains;

Mupiracin)

Mupiracin caleium 2.15% (wiw) (squivalent to 2% wiw of

Epirozin-Xepa Ointment 2% wiw. Thudc m, diing ngoai da. M&i tuyp chira: Mupirocin | \
calci 2,15% (whw) (twong duong voi Mupirocin 2% (wiw)). Hop 1 tuyp 15g. Chi dinh, 3

chéng chi dinh, lidu luong - cach ding va cac thang tin khac: xem trong t& hwong dan |

st dung thude kém theo. Bdo quan: & nhiét G dwéi 30°C. S6 16 SX, NSX, HD: xem 1

“Batch No.", "Mfg Date", “Exp Date” trén bac bi. Tiéu chudn chat lwong: Nha san xuét. !

DPoc ki hwéng dan st dung trwde khi ding. Dé xa tim tay tré em. SPK: |
XXXXXXXXXXXX. San xuét tai Malaysia bdi: Xepa-Soul Pattinson (Malaysia) Sdn. Bhd.,

1-5, Cheng Industrial Estate, 75250 Melaka, Malaysia. |
DNNK: 1

w/w )

MAL 08010899AZ

See the package insert,
Storage: Store below 30°C

Keep out of the reach of children.
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Contr. i Admini ion,
Precautions, Ad\ferse effects and Other information:

Carefully read the accompanying instruction before use.

Manufactured by
Kepa-Soul Pattinson (Malaysia) Sdn.Bhd.
1-5, Cheng Industrial Estate, 75250 Melaka, Malaysia
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94mm

Epirozin-Xepa

OINTMENT

Mupirocin 2% wiw
For bacterial skin infections
For extenal use only

Composition:

(equivalent to 2% (w/w) of Mupirocin)

Ointment 2% w/w

Storage:

Each tube contains: Mupirocin calcium 2.15% (w/w) Store below 30°C.

Manufactured by
Xepa-Soul Pattinson (Malaysia) Sdn. Bhd.
1-5, Cheng Industrial Estate, 75250 Melaka, Malaysia

aeq dx3

59.4mm




- P3255C P200C - Black

Size: 85mm x 36mm x 27mm
PAC-2403-0003

Epirozin-Xepa Ointment 2% wiw, Thuéc m@, dung ngoai da, M&i

Epirozin-Xepa tuyp chiva: Mupirocin calci 2,15% {wiw) (twong duang véi Mupirogin
Qintment 2% w/w 2% (wiw)). HEp 1 tugp 5. Chi dinh, chéng chi dinh, liu lugng - cach
diing va cac théng tin khac: xem trong (& hudng dan sl dung thudc

OINTMENT kem theo. Bao quan: & nhigl 4 dudi 30°C, S6 16 SX, NSX, HD: xem

“Batch No.", *Mfg Date”, “Exp Date" trén bao bi. Tiéu chudn chat
lwong: Nha sén xudt, Boc ki hueng din st dyng trwde khi dang.
D& xa tm tay tré em. SBK: XOOOOCOMKXXX. San xult tai Malaysia
b&i: Xepa-Soul Pattinson (Malaysia) Sdn. 8hd., 1-5, Cheng Industrial
Estate, 75250 Melaka, Malaysia.

DNNK:

Epirozin-Xepa
Ointment 2% w/w

OINTMENT

Mupirocin 2% w/w
For bacterial skin infections
For external use only

Compasition: :
Each tube contains; Mupirccin calcium 2.15% (w/w) WAL 0801069542
ivalent to 2% (whw) of Mupiroci

Barcode

Precautions, Adverse effects and Other information:
See the package insert,

Storage: Store below 30°C Manufactured by

KAXXXXXXX
001

Keep out of the reach of children. Xepa-Soul Pattinson (Malaysia) Sdn. Bhd.

Carefully read the accompanying instruction before 15, Cheng Industrial Estate, 75250 Melaka, Malaysia
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L 56mm

Epirozin-Xepa
Ointment 2% w/w

OINTMENT
Mupirocin 2% wiw

For bacterial skin infections
For external use only

Composition:

Each tube contains:

Mupirocin calcium 2.15% (w/w) (equivalent to 2% (w/w)
of Mupirocin)

Storage:

Store below 30°C.

XHOOKXXXX

Manufactured by

Xepa-Soul Pattinson (Malaysia) Sdn. Bhd.

1-5, Cheng Industrial Estate, 75250 Melaka, Malaysia

aleq dxy

15mm7

49.97mm
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Rx: Thubc nay chi ding theo don thudc

EPIROZIN-XEPA OINTMENT 2% W/W

(Thudc mé Mupirocin 2% w/w)
Dé xa tim tay tré em.
Doc kj hwdng dén sk dung triwée khi diing)

1. THANH PHAN CONG THUC THUOC
MJi gram chira:
Hoat chét: Mupirocin calci 2,15% (w/w) (twong duong véi Mupirocin 2% (w/w))

Ta dugc: Polyethylene glycol 4000, polyethylene glycol 400.

2. DANG BAO CHE: Thubc m& hoa tan duoc trong nudc, déng nhét, min, sang duc, mau

tring t6i tring nga.

3. CHI PINH:
Epirozin-Xepa duoc chi dinh diéu trj tai chd cac nhidm khuén da tién phat va thir phat do
vi khuan gay ra.
Nhiém khuén tién phét: Chdc, viém nang 16ng, nhot va chdc loét.
Nhiém khudn tht phat: Cac bénh da bi nhiém khudn nhu cham bdi nhidém. Céc vét
thuong nhidm khuén nhu loét chot da, vét con tring ddt, cac vét thuong nhe va bong nhe
(khdng can nhap vién).
Du phong: Epirozin-Xepa c¢6 thé duoc sir dung dé tranh lay nhidm vi khuan vao cac vét
thuong nho, vét rach va ton thuong khac, va d& phong ngira nhiém khudn céc vét loét

chot da, vét cat va vét thuong nho.

4. CACHDUNG, LIEU DUNG
Liu luong
Ngudi 16n (bao gdm ca ngudi cao tudi va bénh nhan suy gan) va tré em: 2-3 lan moi
ngdy, ding ti da trong 10 ngay, tlly theo dap tmg.
Suy than: Xem phan Canh bao va than trong.
Cach dung:
Str dung tai chd.
Nén boi mot luong nhoé thudc m& Epirozin-Xepa 1én ving ton thuong. Ving tén thuong
¢6 thé dugc béang lai.
Nén bo thube con thira khi hét dot diéu tri.
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Khéng tron 13n v6i cac ché pham khéc do c6 nguy co pha lodng gdy gidm téc dung khéng

khuan va mat kha nang on dinh cua mupirocin trong thuéc ma.

CHONG CHI PINH
Bénh nhan c¢6 tién st min cam v&i mupirocin hodc véi bét ky thanh phan nao khéc ctia

thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Thudc m& mupirocin khong thich hop d sir dung trong mdii hodc mét. Khi sir dung trén
mat, cn luu ¥ tranh ddy vao mit.

Néu xuét hién phan tng man cam hoic kich mg tai chd trAm trong, ngung tri liéu, rira
sach thudc va thay bang tri liéu nhim khun thich hop khéc.

Ciing gidng nhu cac thubc khang sinh khéc, sir dung kéo dai c6 thé dn t6i su phat trién
qua muc cac chung khong nhay cam.

Viém dai trang gia mac da dugc bao cdo khi st dung khang sinh va cé thé & mirc do tir
nhe t6i de doa tinh mang. Do d6, didu quan trong la phai xem xét vin dé nay khi chén
doan & bénh nhén bi tiéu chay trong hoac sau khi sir dung khéng sinh. Mac du didu nay
rat it xay ra véi mupirocin sir dung tai chd, néu tiéu chay nhiéu hodc kéo dai xuét hién
hodc bénh nhén bi co clrng bung, nén nglrng tri li¢u ngay lap tirc va bénh nhan duoc kiém
tra thém.

Mupirocin chua dugc nghién ciru trén tré dudi 1 tudi do d6 khong nén duge st dung & tré
em dudi 1 tudi cho t6i khi c6 thém dit lidu.

Suy thén: Polyethylene glycol trong thudc m& c6 thé duogc hép thu qua vét thuong hé va
ving da bi ton thuong va dugc dao thai qua than. Gibng nhu céc loai thubc m& gbe
polyethylen glycol khéc, khong nén sir dung thudc m& mupirocin trong nhitng trudng hop
c6 thé hép thu mot luong 16n polyethylen glycol, dc biét néu co bang chimg suy than
vira hodc ning.

Thubc m& Epirozin-Xepa khong thich hgp cho:

- str dung nhéan khoa

- str dung noi so

- sir dung két hop vdi dng thong va

- tai vi tri dat éng thong tinh mach trung tam.

Tréanh tiép xtic véi mat. Néu bj nhiém ban, phai rira k§ mat bang nude cho dén khi loai bo het

can thuéc ma.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
St dung cho phu nit mang thai:
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10.

Céc nghién ctru anh huéng trén sinh san clia mupirocin trén dong vat khong cho thay ¢ bang
chimg v& su nguy hai dbi vdi bao thai. Vi chua c6 kinh nghiém 1am sang vé viéc sir dung
thudc trong thoi ky mang thai, thubc m& mupirocin chi nén duoc str dung trong thoi ky mang
thai khi loi ich tiém tang 16n hon cc nguy co diéu trj c6 thé xay ra.

St dung cho phu nir dang cho con bu:

Chua biét liéu mupirocin dugc bai ti€t trong sira me hay khong. Néu nim vu bi niit, can dugce
diéu tri, can duoc rira sach trudc khi cho con bu.

Kha niang sinh san

Khong c6 dit liéu v€ anh huong cia mupirocin 1én kha ndng sinh san ¢ ngudoi. Cac nghién

ctru trén chudt cho thdy khong ¢6 anh huong dén kha nang sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude m& mupirocin 2% khong anh huong hodc anh huong khong dang ké dén kha nang

lai xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Céc nghién clru tuong tac thudc chua dugc tién hanh.

TAC DUNG KHONG MONG MUON CUA THUOC

Céac phan ung duogc liét ké theo hé co quan va tan xuét. Tan xuét duoc x4c dinh 1a: Rdt
phé bién (> 1/10), phé bién (> 1/100 téi <1/10), khéng phé bién (> 1/1,000 téi <1/100),
hiém (21/10,000 téi 1/1,000), rat hiém (<1/10,000), bao gom ca cdc béo cdo riéng biét.
Phan tmg phu phd bién va khong phd bién duoc xac dinh tir dit liéu an toan tong hop cua
1573 bénh nhén duoc didu tri trong 12 cudc thir nghiém 1am sang. Cac phan tmg phu rét
hiém duoc xac dinh chu yéu tir qué trinh luu hanh thude va do d6 ty 1& bao cdo dé cap t6i

nhiéu hon so vé&i tan xuat thuc.

Nhém hé co quan Tan xuit Phén @ng phu
R&i loan hé mién dich | Rét hiém Phan ung di Gng hé théng gdom phan vé,

ban toan than, may day va phu mach da

dugc bao cdo vgi thuéc md mupirocin.

ROi loan da va md Pho bién Nong rat cuc bd & vung bdi thudc.
mém Khong pho bien | Ngtra, ban d6, cham chich va kho cuc bo ¢

vung bdi thudc. Phan tmg man cam trén da

v&i mupirocin hogc thuoc md.

Théng bdo cho bdc si vé nhiing tic dung khong mong muodn gdp phdi khi siv dung

thuébc.
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11.

12.

QUA LIEU VA CACH XU TRi

Cac triéu chirng

Kinh nghiém sir dung qua liéu mupirocin hién nay con han ché.

Cach xir tri

Daoc tinh ciia mupirocin rat thip. Trong trudng hop vo tinh ubng phai thudc md, nén diéu
tri triéu ching.

Trong trudng hop udng nhdm mét luong 16n thudc md, kiém soét chat ché chic ning
than & bénh nhén suy than béi vi polyethylene glycol c6 thé gay tac dung phu.

Khong cé tri liéu dac hiéu dbi véi qua liéu mupirocin. Trong trudng hop qué lidu, bénh
nhan nén duoc tri liéu hd trg v6i su kiém soat thich hop khi can thiét. Viéc kiém soat hon
nita nén duoc chi dinh theo 1am sang hoic theo khuyén céo béi trung tim chdng doc quc

gia, néu co.

PAC TINH DUQC LUC HQC
Nhém duoc 1y: Thube khang sinh va héa tri liéu dung cho da lidu.
Ma ATC: D06AX09

Co ché hoat ddng:

Mupirocin 12 mét khang sinh méi dwoc san xudt bang cach 1én men Pseudomonas
fluorescens. Mupirocin tc ché isoleucyl transfer-RNA synthetase, do d6 ngn can sy tong
hop protein vi khudn. Mupirocin c6 déc tinh kim khuan & nong do tc ché toi thiéu va dic

tinh diét khuén & néng d6 cao hon dat duoc khi str dung tai chd.

Co ché khang thude:

bé khéng mirc do thép & tu cau dugc cho 1a do su dot bién diém trong gen nhiém sdc thé
thong thuong cia tu ciu khudn (ileS) dbi vdi enzym dich isoleucyl tRNA synthetase. Su
d& khang mac do cao & tu cau di dwoc ching minh 13 do enzym isoleucyl tRNA
synthetase bi bién d6i hodc qua trung gian plasmid.

Su dé khang nodi tai & céc ching gram (-) nhu Enterobacteriaceae c6 thé do su xdm nhép
kém cua mang ngoai thanh té bao vi khuan.

Do co ché hoat dong dic biét, va cdu tric héa hoc ddc d4o, mupirocin khdng cho thay bat
ky sur @& khang chéo véi cac khang sinh khéc c6 sin trén 1am sang.

Phé tac dung

Ty 1& d& khang méic phai c6 thé thay ddi theo dia Iy va theo thoi gian ddi véi cac ching
dugc lya chon, va thong tin dia phuong ve su dé khang la can thiét, dac biét khi diéu tri
nhidm tring nang. Khi cin thiét, nén tim 16i khuyén ctia chuyén gia, khi ty 1& khang thudc
tai dia phuong dén mirc nghi ngd tac dung ctia thudc trong it nhat mot sd loai nhiém
khuan.
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Cac ching nhay cam thwong gap

Staphylococcus aureus™

Streptococcus pyogenes* (B- tan huyét, ngoai trir S. Pyogenes)

Céc chung c6 theé c6 van de vé su d¢ khang mac phai

Staphylococcus spp., coagulase am tinh

Céc chung da c6 su dé khang

Corynebacterium spp.

Micrococcus spp.

* Hoat tinh d& dugc chiing minh théa dang trén cac nghién ctru 1am sang.

13. PAC TINH DUQC PONG HOC:
Sau khi boi thudc m& Epirozin-Xepa tai chd, mupirocin duogc hdp thu toan than véi mot
lwong rat nho va chét dugc hip thu sé nhanh chéng duoc chuyén hoa thanh chét chuyén

héa khong c6 hoat tinh khang khuan, axit monic, va bai tiét nhanh qua than.

Su tham nhap ctia mupirocin vao cac 16p biéu bi va ha bi sdu hon cia da ting 1én & ving
da bi chan thuong va viing da b bang kin.

Bénh nhén cao tudi

Khong han ché trir khi c6 bang ching suy than vira hodc ning (xem phan Céanh béo va
Thén Trong).

14. QUY CACH PONG GOI: Hop 1 tuyp 15g; Hop 1 tuyp 5g.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:
Piéu kién bao quan: Bao quan & nhiét do dudi 30°C.
Han dung: 24 thang ké tir ngay san xuét. Sau khi m& nép 1an dau: 84 ngay.

Tiéu chuin chit lwong ciia thube: NSX

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:




