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SAME SIZE ARTWORK
CARTON SIZE: 89 mm x 23 mm x 18 mm

 Thude mis SUPTROCIN
Thanh phia: Mupimcin USP 2% kUl SBK: VN-
Biéo quin: hio quan dudi I0C. Kbdng dé diing lunb.
Thulle diing ngedl Dye k¥ hodmg ilin o dyng irwin khi ding, Be va tm tay Ire am.

COMPOSITION:
Muplrocin USP 2% wiw
Water soluble base  q.s.

Quy cdeh: Hip 1 1ufp 5g.
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St K SX, NNX HD: uem "Batch No. . "Mfg. Dute™, “Exp. Date™ trén buo b1, Chi dich, chiing ch
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noi eze. San xudt bil: GLENMARK PHARMACEUTICALS LTD.,
Mlg, Lic. No. NKD/543 ;':1:‘: E-37. 39, D-Road, MIDC, Satpur, Nashik - 422 007, Maharashira State, Ao D,
VISA No.: i
Supirocin®
Oiniment
5 gm
B s
Dosage, Adminlatration & Manufaciured by:
Contralndication: See package insert G Qlenmank |
CAREFULLY READ THE INSERT PHARMACEUTICALS LTD.
BEFORE USE Dol N, 07, 99 DReaY i L UNVARNISHED AREA
Keap all medicines out of reach of children. Mahara State. India, "y 30 mm x 18 mm
Trags

|FOR EXTERNAL APPLICATION ONLY |

Mupirocin Ointment
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Mupirocin Qintment
Supirocin®

Ointment
COMPOSITION: Kaep ail madiclnes out of reach of children.

Mupirecin USP 2% wiw Punctura nozzie seal with
Waisr scluble base q.5.  pearcing paint of cap.

FOR EXTERNAL )
APPLICATION ONLY “”‘“'“"““"k“
)

Stare balew 30°C. 6 GI'E
Do not treeze. ¥

<37, 39. D-ROAD

Dosage, Administration & PUR, NASHIX - 422 007,
Contraindication: HTRA STATE, INDIA.
Ses package insart <]

CAREFULLY READ THE
INSERT BEFORE USE

SAME SIZE ARTWORK 5G, SIZE: DIA 12.7 mm x 77 mm LENGTH
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Thudc m& SUPIROCIN

(Mupirocin USP 2% kl/kI)
THANH PHAN
Hoat chit: Mupirocin USP 2% kl/kl
Ta dugce: PEG 400, PEG 4000
MO TA
Thude md SUPIROCIN chira Mupirocin USP 2% kl/kl trong t4 duoc nén propylen glycol. Mupirocin hay
axit Pseudomonic A 1a mét khang sinh ¢6 trong ty nhién, dugc phan 14p tir Pseudomonas fluorescens.

T4 dugc nén propylen glycol, bén canh dic tinh giir 4m, con lam tang higu qua va bd sung vao dic tinh
khang khuén cua thubc.

DUQC LY LAM SANG
Duge lye hoe

Mupirocin (axit pseudomonic; axit pseudomonic A) la mdt khang sinh dugc san xudt bai 1én men chim
Pseudomonas fluorescens va c6 céu tric khac biét voi cac khang sinh khac. Cac chét khac tao ra boi
Pseudomonas fluorescens nhu axit pseudomonic B, C va D ciing dd dugc khao sat vé hoat tinh khang
khudn nhung mupirocin ¢6 hoat tinh khang khudn manh nhét. Axit pseudomonic B, C va D nhin chung c6
hoat tinh khang khuan yéu hon axit pseudomonic A (mupirocin) 2-4 1an.

Co ché tac dung dic biét coa mupirocin, khac véi cac khang sinh khéc, 1a n6 gin két dac hiéu va dao
nguoc duge v6i enzym isoleucyl transfer-RNA synthetase cta vi khuan din dén ngung téng hop protein,
va (rc ché tf}ng hop RNA. Nho co ché tac dung nay, toc do xudt hién tu cdu khang mupirocin trong cac
nghién ctru in vitro 12 thip, va khong c6 khang chéo véi cac khéng sinh diing ngoai da khdc. Mupirocin c6
tac dung chdng lai cic chung Staphylococcus aureus da khang va tu cau coagulase am tinh, bao gdm céc
chung khang vé&i  penicillin, methicillin, neomycin, erythromycin, axit fusidic, lincomycin,
chloramphenicol, tetracyclin va gentamicin,

Mupirocin di vao t& bao nho khuéch tan thu dong. Nong d mupirocin trong cac vi khuﬁnaél?@x cilln’:l phu
thudc vao vi tri két ndi véi enzym isoleucyl-tRNA synthetase. Khang mupirocin lién quan hﬁrkc khéng
tiép can duoc vi tri két ndi véi enzym isoleucyl-tRNA synthetase dé chdng lai cac thay doi cua mang té
bao.

Phé khang khuin

Theo cac nghién citu in vitro, Mupirocin ¢é phd hoat tinh khédng khuan réng, bao gdm:

Cic vi khudn Gram dwong: Staphylococcus aureus (bao gdm ca tu cdu vang khang methicillin va sinh
beta-lactamase), Staphylococcus epidermis, Staphylococcus saprophyticus, va Streptococcus pyogenes.
Cic vi khudn Gram dm: H. influenzae, N. gonorrhoeae. N. meningitidis, Bordetella pertussis,
Pasteurella multocida va M. catarrhalis (ndng d9 e ché t6i thiéu MIC it hon hodc bang 0.25mg/L).
Mupirocin ciing ¢6 tac dung in vitro chong lai S. aureus khang methicillin ma khéng ca gentamicin.
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Mupirocin ¢6 tinh diét khudn & ndng do dat duge khi bdi ngoai da. Tuy nhién, ndng 4o diét khuan tdi
thiéu (MBC) coa mupirocin chéng lai cée vi khudn gdy bénh lién quan la thuong gép 8-30 ln néng dé e
ché i thidu (MIC). Thém vao d6, mupirocin lién két manh véi protein (>97%) va dnh huong coa dich
tiét vét thuong 18n MIC cia mupirocin chua duge xdc dinh.

Hidm khi xay ra khdng Mupirocin. Tuy nhién, néu xay ra, cé [& 1a do viéc san xudt enzym isoleucyl-tRNA
synthetase bj bién ddi. Khéng thudc qua trung gian plasmid & méc d6 cao (MIC > 1024 meg/mL) da duoe
bdo cdo 0 mot sb chiung S. aureus va ty ciu coagulase 4m tinh. Do co ché tac dung dic biét cua no,
mupirocin khéng dé khang chéo véi cae nhom khang sinh khic trén in vitro.

Dwoe dong hoe

Sinh kha dung ctia mupirocin dung tai chd (a rat thip (0.24%). Tinh thim ciia mupirocin tang 1én khi bang
kin hodc khi bdi thube vao viing da bi thuong tdn. 72 gid sau khi dimg thude o danh déu phéng xa, da
thay cé hoat ¢ phéng xa do duge trong biéu bi cac bénh nhan nay. Mupirocin bi chuyén héa chim & da
thanh chét chuyén héa khong hoat tinh, axit monic. Chi 2.7% mupirocin b chuyén hoa sau 48 gio trong
chit ddng chét da ngudi. Chi mét lugng rét nho thube duge hip thu va chuyén hoa, dudmg thai trr chinh
14 qua than (chiém 56% dén 90% tong luong thai trilr).

CHI PINH

Thude m& SUPIROCIN duge chi dinh dé diéu tri tai chd cac bénh nhidm khudn da nguyén phat va thi
phét gdy ra boi cdc vi khudn nhay cam nhur: chéc 16, cac vét thuong nhidm khudn thir phat, vét bong, viém
mo 1€ bao, vét loét chan man tinh, loét tinh mach ri dich. ..

Thudc m& SUPIROCIN ¢ thé diing dé du phong nhim khuan vj tri rit éng catheter va du phong nhiém
khuan sau phiu thudt da.

LIEU DUNG VA CACH DUNG

Ding & ngudi lén

Ligu thuong dimg 13 boi mot 16p mong vira da thude m& SUPIROCIN [én cac ving bi ton thuong 2-3 1an
mé&i ngdy, tir 5 dén 10 ngdy cho cdc bénh nhan bj nhiém khuén da nguyén phat va thir phat. Co thé bang
viing boi thube bang gac néu mudn. Chi ding didu tri cho cdc vét thuong ¢é chidu dai dusi hoac bing/10
em hay ¢é dién tich dudi hodic bing 100 em’”. Céc bénh nhin khéng thiy co tac dung sau 3-5 n v \i?r{) tri
phai dugc kham lai. ¥
Bénh nhén bj nhidm khuin nang cé thé cin thii gian didu tri dai hon, va néu thz"iy ¢6 nhidm khuén toan
than, phai ding cac khang sinh dudng toan thén.

Dung cho nhi khoa

Theo cac dir lidu 14m sang hién co, thude m& Mupirocin 14 an toan va hiéu qua khi bdi ngoai da cho tré tir
2 thdng dén 16 tudi. An toan va hidu qua cho tré dudi 2 thang tudi chua duoce xac dinh,

V&i bénh nhan bi chdc 16, ¢6 thé boi mét lugng nhd mupirocin 1€n ving bi bénh 3 1an méi ngay. Co thé
bang viing b6i thubc bang gac néu mubn. Céc bénh nhin khéng thdy ¢6 tac dung sau 3-5 ngay didu tri
phai duge kham lai.

Céch bdi thude cho tré em 1a tuong tw nhu véi ngudi 16n nhung t6t nhét 1 nén ding it thude hon va
khoang cich giira cac 1an bdi dai hon.



DUNG CHO CAC POI TUQNG DAC BIET

Phy nir mang thai

Mupirecin: Phin fogi thai ky Nhém B

Céc nghién ctru vé sinh san trén chudt cdng va tho ding mupirocin dudi da véi liéu tuong (mg gép 22 va
43 14n lidu dung tai chd cho ngudi tinh theo mg/m® (khoiang 60mg mupirocin/ngdy) cho thiy khéng co
nguy co nao cho thai nhi do mupirocin. Tuy nhién, chua ¢ cac nghién clru day du va ki€ém soat tot trén
phy nir mang thai. Do cic nghién ctru trén dong vit khong ludn ludn du dodn dugce cac dép (mg trén
nguroi, chi nén ding thude cho phu nir mang thai khi thye sy cén thiét,

Phu nir nudi con bu

Khéng biét thudc co bai tiét qua sira me khéng. Vi nhiéu thude bai tiét qua sira me, nén thén trong khi
diing mupirocin ¢cho phu nit nuéi con bu.

Dung cho tré em

Thude m& Mupirocin sir dung an toan va hiéu qua cho tré em tir 2 théng dén 16 wdi. Viéc sit dung thude
md Mupirocin cho lira tudi nay duge hd tro boi cac bang ching tir cde nghién clru déy du va kiém soat 6t
dung thudc m& Mupirocin didu trj chéc 16 cho céc bénh nhan nhi nhur 12 mét phdn cla cac thir nghiém
lJam sang then chdt. An toan va hidu qua cho tré dudi 2 thang tudi chua duge xéc dinh (xem thém phén
Liéu luong vé cdch ding).

CHONG CHI PINH

Chéng chi dinh ding thuéc m& SUPIROCIN cho bénh nhan c6 tién sir da biét hoac nghi ngd qua man véi
mupirocin hay bt ¢(r thanh phdn nao cia thude.

THAN TRQNG VA CANH BAO

e Thubc m& SUPIROCIN chia propylethylen glycol nén khéng ding che cic ving da hay niém
mac bi rdch, cic vét thuong mo rong va vét bong, vi Polyethylen glycol cé thé duoc hip thu/ sau
d6 bai tiét qua than. Ciing gidng véi cac thubde m@ chira polyethylen glycol khé}\(?néllg/dtmg
SUPIROCIN cho cic trudng hop ¢o thé gdy hdp thu mét lugng 16n polyethylen glycgl /dac bist
khi bénh nhan bj suy thin vira hodc ning.

¢ Khéng dingtra mat, dudng miéng, hay trong am dao.

¢ THUOC DUNG NGOAI

¢ Tranh béi lugng thude 16m va trén dién tich qua lom.

¢  Dé ngoai tam tay tré em.

¢ Ngimg dung thude néu xuét hién kich img,

¢ Nhur cac thude khang khudn khac, dung kéo dai ¢6 thé gy ra sy phat trién qua muc céc vi sinh
vat khéng nhay cam véi thude, ké cd ndm.

¢ Nén than trong khi dung cho céc trudng hop lam tang hép thu thude, nhu boi lugng 16m thube, béi
18n da bj thuong tén, bdi kéo dai, va bang kin ving bbi.

TAC DUNG KHONG MONG MUON

Céc tac dyng khéng mong mudn tai chd sau diy di duge bao cdo khi ding thube md Mupirocin:
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e Cam gidc bong rat, kim cham hay dau & 1,5% bénh nhan.

e Ngira & 1% bénh nhan

e Néi ban, budn non, ban dé, kho da, da d& nhay cam, sung tdy, viém da tiép xuc, va téng ri dich ¢

dudi 1% bénh nhén.
Céc phan (mg toan than véi thube md Mupirocin hiém khi dugc bao cdo.
TUONG TAC THUOC
Anh huéng cia viéc dung ddng thoi thube m& Mupirocin va cac thubc ding toan than hay tai chd khac
chua duge nghién ctru nhiéu. Tuy nhién, do mupirocin rat it hdp thu qua da, tuong téc thube véi céc thude
dung toan than la khoéng c6 kha nang xay ra.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY
Khéng thdy tac dung phu nao trén kha nang l4i xe hay van hanh may.
TINH GAY UNG THU, POT BIEN GEN VA SUY GIAM KHA NANG SINH SAN
Céc nghién clru dai han trén dong vat dé danh gia kha nang gy ung thu cua mupirocin chua dugc tién
hanh.
Két qua ctia cac nghién clru sau diy dung Canxi mupirocin va Natri mupirocin in vitro va in vivo khong
cho thdy déc tinh v6i gen: tdng hop DNA khong c6 trinh ty & té bao gan chudt cong, phan tich cac dut
gy chudi DNA, thir nghiém Salmonella (Ames), thir nghiém dot bién E.coli, phan tich phan bao té bao
lympho nguoi, thir nghiém u lympho & chudt nht, va thir nghiém vi nhan tily xuong & chudt nhit.
Céc nghién ciru vé sinh san trén chudt céng dyc va cai dung mupirocin duéi da véi liéu gap 14 1an lidu
ding tai chd cho ngudi tinh theo mg/m? (khoang 60mg mupirocin/ngdy) cho thiy khdng ¢6 nguy co vé
suy giam kha ndng va nang suat sinh sin do mupirocin.
QUA LIEU
x : 3 p : /

Truyén tinh mach 252mg mupirocin, hay udng don lieu 500mg mupirocin déu dugc dung pap tat o Hguoi
16n tinh nguyén khoe manh. Chua ¢6 kinh nghiém cho dung thuéc m& Mupirocin. Chua cé ubng hop
dung qua liéu thubc m& Mupirocin nao dugc bao cdo. Vi mupirocin rét it hdp thu qua da, qua licu thubc
hau nhu rét hiém khi xay ra.

QUY CACH PONG GOI

Hop 1 tuyp 5g.

BAO QUAN

Bao quan dudi 30°C, khong dé dong lanh.
HAN DUNG

24 thang ké tir ngay san xuat,

SAN XUAT BOI

Glenmark Pharmaceuticals Ltd.,

Plot No. E-37, 39, D-Road, MIDC, Satpur,
Nashik — 422 007, Maharashtra State, An Dg.
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Thudc dung ngoai

Dé xa tdm tay tré em

Poc ki hwéng din sir dung truée khi ding

Néu cin thém théng tin xin héi y kién bic sy Y
Thdng bdo cho bac sy nhirng tic dung khong mong m;lfn'} ai khi sir dung thudc

Ngay hiéu chinh: 9 thang 6 nam 2014
SUPOINT-0614

TUQ. CUC TRUONG
P.TRUONG PHONG

9/1}*({/9%‘;1 N1 tty ¥ ting




	76

