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Mupirocin 2%

SPK/REG.N°:

THUOC DUNG NGOAI

Thanh phéan: Méi 1g thuéc md chia:

Mupirocin
Té dugc vira da 1g
Chi dinh. Chéng chi dinh. Cach dung - Liéu dung.
Cac théng tin khac : Xin doc trong td huéng dan
st dung.

Dé xa tam tay chia tré em.

Poc ky huéng dan sir dung truéc khi dung.
THUGC DUNG NGOAI

(INROCIN

THUGC MG BOI DA GMP - WHO

Thuéc md
khang khuan

San xuat tai: CONG TY CO PHAN DUOC PHAM VCP

Dia chi: Thanh Xuan - S6c Son - Ha Noi - Viét Nar

Composition: Each gram ointment contains:
Mupirocin 20mg
Excipients q.s 19
Indications. Contra - Indications. Usage. And
other information : Please read enclosed
leaflet.

Keep out of the reach of children.

Read carefully the instruction before use.
FOR EXTERNAL USE ONLY
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CONGTY CO PHAN DUCC PHAM VCP

MAU NHAN DANG KY
THUOC MG SKINROCIN

2.Nhan hop 01 tuyp tilé 100%

W Comp Each gram contains:
Mupirocin. 20mg Keep out of the reach of children.
Excipients qs ig Read carefully the instruction before use.
W Indications. Contra - Indications. Usage. And other information :
Please read enclosed leaflet.
W Specifications: Manufacturer’s.
B Storage: in a hermetic container, below 30°C, protect from light.
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SKINROCIN o e

./ khang khudn
Mupirocin 2%

Naay SKMfg date:
SOLOSKBACN::
OEpde

xuat tai: CONG TY CO PHAN DUOC PHAM VCP

THUOC DUNG NGOAI

W Thanh phan: Méi 1g thudc mé chia:

Mupirocin 20mg Dé xa tim tay cla tré em.
Té dugc vira 4o i9 Doc k hudng din sit dung truéc khi dung.
B Chi dinh, Cich diing - Liéu diing, Chéng chi dinh. Cac thong RN

tin khéc : Xin doc trong t& hudng dan s dung
M Tiéu chudn: TCCS.
I Bao quin: Trong bao kin, duéi 30°C, tranh anh sang.

R prescription drug BOX OF 1 TUBE TOPICAL OINTMENT GMP - WHO
SKINROCIN  "inen
Ointment

Mupirocin 2%
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GMP-WHO

THUOC MO BOI DA SKINROCIN
HUGNG DAN SU DUNG DANH CHO NGUOI BENH
Thubc ké don
DPoc ki hwéng din sir dung truéc khi ding
Dé xa tim tay tré em
Théng bdo ngay cho béc sy hojic dwge sy nhimg tic dung khéng mong mudn gip phai
trong qu4 trinh sir dung thudc.

1. THANH PHAN, HAM LUQNG: Cho 1 tuyp thuc m& (5g)
Mupirocin: 100 mg
T4 duge (PEG 400, PEG 3350) vira du.

2. MO TA SAN PHAM

Thuéc m& mau tring sita, min, ddng nhéit, dyng trong w kin, mi¢ng phi mang
nhém méng, nip nhya tring.

3. QUI CACH PONG GOI:

Hop 01 tuyp thudc m& 5g va to huéng dén sir dung.

4. THUOC DUNG CHO BENH Gi?

M& SKINROCIN dugc chi dinh cho nhiém khuén ngoai da nhu chéc 16, viém nang 16ng,
mun nhot do vi khuin c6 nhiéu kha niing nhay cam: nhu Staphylococcus aureus, ké ca
ching da khéang methicillin, cac ching staphylococci, streptococci khéc, céac vi khuin Gram
&m nhu Escherichia coli, Haemophilus influenzae

5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

Rira sach viing cin béi thubc véi nude sach, 1am khé, sau d6 bdi mot lwgng nhd thudc va
xo0a nhe nhang, dam bao thubc phu déu viing da cin diéu tri.

Nguoi Iém (bao gbm ca ngudi gia, ngudi chirc ning gan kém): B6i 2 — 3 14n m&i ngdy, ding
&n 10 ngay

Nguoi co suy thén: Thubc c6 chira hdn hop té dugc 1a Polyethylen glycol, c6 thé duoc hép
thu qua da c6 ton thong va duoc bai tiét qua thén, do @6 khong nén sir dung khi c6 nguy co
hép thu mét lugng 16n Polyethylen glycol hoic két hop v6i mét san phim chira Polyethylen
glycol khac

Rira sach tay sau khi thoa thudc, trir trudmg hop sir dung thuéc cho céc ton thuong & ban tay
va ngoén tay

Khéng ding kém hoic tron SKINROCIN véi bét cir ché phém bbi ngoai da nao khéc vi c6
thé 1am giam hoat tinh khéng khuén va mét n dinh ciia Mupirocin trong thubc m&

6. KHI NAO KHONG NEN DUNG THUOC NAY:

Ngudi qué mén cam véi Mupirocin va céc thanh phin khéc ctia thube

Céc vét thuong, nhiém tring sdu, hd véi dién tich rong

Str dung cho mét, miii, hodc b6i 1én vung d&t cannu tinh mach

7. TAC DUNG KHONG MONG MUON:
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Thuong gap, 1/100 < ADR <1/10: Cam giac bong rat tai vi tri bbi thu6c va vimg daJan cén.
It gdp, 1/1000 < ADR < 1/100:

Ngira, ban d6 va kho da khur tr tai vi tri bbi thube

Phan tmg mén cim véi mupirocin hodc cac té dwgc trong cong thirc

Rét hiém gdp, ADR < 1/10 000: r5i loan hé théng mién dich, bao gbm céc phan tmg dj img
toan thén, phét ban, may day va phi mach

8. NEN TRANH DUNG THUOC HOAC THU'C PHAM Gi KHI PANG DUNG THUOC
NAY:

Chua ghi nhan twong tic thudc véi mupirocin bbi ngoai da trén 1am sang

Khéng duoc ding ddng thoi thube m& bbi da mupirocin v6i bét cir thube hodc ché phém bbi
ngoai da nao khéc vi hiu qua va tuong tic chua duge nghién ciru

Khéng nén sir dung kém chloramphenicol trong qué trinh diéu trj véi mupirocin (Tuy y
nghia trén 14m sang ctia tuong téc chua duge xé4c dinh cy thé, nhung nghién ct in vitro voi
Escherichia coli cho théy cloramphenicol dbi khéng véi tdc dung cia mupirocin trén sy
tdng hgp RNA ctia vi khuén) ﬂ

9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:

Néu m6t 14n quén khéng dung thudc, nén ding lai sém nhét c6 thé. Khong diing ting thém
liéu.

10. CAN BAO QUAN THUOC NAY NHU THE NAO?

Thubc duge bao quan trong tuyp nhém, nép kin, d noi kho, tranh 4nh séng, nhiét 4§ dudi
30°C

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

C6 rat it dir lidu lién quan dén sir dung qu4 liéu mupirocin boi ngoai da. Khi sir dung qué
liéu nguy co xuét hién c4c phéan img phu ting lén.

Néu v6 y nudt phai mot lwgng 16n thudc c6 thé gay ra cic phan tmg rdi loan tiéu héa gbm
ndén mira, ti€u chay, dau bung. Céc truong hop ning do dj umg véi t4 duge c6 trong ché
phém c6 thé gay cac phan tmg phan vé

12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Khéng c6 huéng din xir 1y cu thé khi sir dung qué lidu. Néu sir dung qué lidu, ngudi bénh
cén dugc theo ddi va diéu trj hd trg tily vao cc phan img xay dén

Néu nuét phai thubc cin bao ngay cho cén bd y t& dé c6 nhitng bién phép xir 1y kip thoi

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC:

Thubc c6 chita hdn hop t4 dugc 1a Polyethylen glycol, c6 thé dugc hap thu qua da c6 tén
thuong va dugc bai tiét qua than, do d6 khong nén sir dung khi c¢6 nguy co hép thu mét
lugng 16n Polyethylen glycol hogic két hop véi mot san phdm chira Polyethylen glycol khac,
dic biét trong trudmg hop c6 déu hiéu suy than.

Khéng dugc dé thubc tiép xic véi mét, néu v6 tinh dé thuéc dinh 1én mét, cén rira mét dudi
dong nuéce sach va theo doi néu cé phan tmg bét thuong,

Mupirocin diing ngoai kéo dai s& din t&i sy phét trién qué mirc céc ching khéng nhay cam
v6i thube bao gdm ca ndm. Néu du hiéu cia bénh khéng dugc céi thién rd rang sau 5 - 7
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ngay diéu trj v6i mupirocin, cin ngimg thudc va danh gi4 lai diéu tri, c6 thé thay sang thubc
khéang sinh khéc.
Viém dai trang gia mac @4 duoc bdo cdo véi viée sir dung thube khang sinh va c6 thé da¢
dong trong mirc @ tir nhe dén de doa tinh mang. Do d6, didu quan trong 12 phai xem x€t
tinh trang nay & nhitng bénh nhan tién trién tiéu chay trong khi ho3c sau khi sir dung khéng
sinh. Miic du diéu ndy it c6 kha ning x&y ra v6i mupirocin bbi ngoai da, néu tiéu chay kéo
dai hogic dang ké xay ra hodc c6 tién sir, nén ngung thuc ngay 14p tirc va béo lai véi bac si.
St dung cho phu ni¥ c6 thai va cho con bii:
Céc nghién ciru sinh san trén déng vat khong ghi nhén céc bing chimg vé tic hai cla
mupirocin 1én bao thai; C4c quan sét tién 14m sang cho thiy khi sir dung ngoai da rat khé cé
thé xay ra céc phan tmg véi ngudi sir dung & didu kién thudong. Céc nghién ciru cling cho
thdy khéng c6 rii ro d6t bién xuét hién. Tuy nhién, hién chua c6 ddy di cic nghién ciru c6
kiém soét & phu nit mang thai, vi vy chi ding mupirocin cho phu nir mang thai khi thyc sy
cin thiét.
Vi chua 13 thudc c6 tiét vao sita me hay khong, cin tam thdi ngimg on bu trong khi
ding mupirocin. Néu budc phai sir dung mupirocin & ving nguc cin lam vé sinh ki truée
khi cho tré bu lai
Nguwoi ldi xe, vin hanh mdy méc: Khong anh hudng dén kha ning 14i xe va van hanh may
moce
14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:
Khi dang mang thai hodc cho con bu
Khi nuét phai thuéc
Néu tinh trang x4u di hojic c4c triéu chimg vAn con sau khi ding thubc
Néu cin thém thong tin xin héi y kién béc sy hoic dwgc s§.

15. HAN DUNG CUA THUOC: 24 thang ké tir ngdy san xuét
16. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU
DUNG:
17. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company

Thanh Xuén — Sé¢ Son — Ha N¢i — Viét Nam

Dién thoai: 04.35813669 Fax: 04.35813670



HUONG DAN SU DUNG THUOC

1. TEN SAN PHAM: Thuéc m& bbi da SKINROCIN

2. DANG BAO CHE: Thuéc mé& béi da

3. QUY CACH PONG GOI: Hop 1 tuyp 5g va t& huéng din sir dung
4. THANH PHAN CAU TAO: M&i tuyp 5g c6 chira:

Mupirocin: 100mg

T4 duge vira du (PEG 400, PEG 3350): 5,0g

5. CAC PAC TINH DUQC LyYC HQC, DUQGC PONG HQC

5.1. Dwgec lwe hoc:

Nhém duge Ij: khéng khuin

Ma ATC: D06AX09

Co ché tde dung: Mupirocin 13 san phé.m 1én men cua Pseudomona&Mens. Thubc trc

ché sy tdng hop protein cia vi khun do gén thun nghich vao isoleucyl tRNA synthetase 1a

enzym Xuc tac sy tao thanh isoleucyl- tRNA tir isoleucin tRNA.

Thubc c6 tac dung kim khuén & ndng d6 thip va diét khuén & ndng d6 cao. Sau khi béi md

mupirocin 2%, thudc dat ndng d¢ diét khuln tai da. Céc nghién ciru in vitro cho thiy pH

théng thudng clia da khodng 5,5 dugc coi 13 yéu t6 thuén lgi cho tic dung ciia thubc khi b6i

ngoai da

Khdng thuéc:

Khang thép trong chiing staphylococci duge cho 1a két qué tir nhitmg dot bién diém trong

staphylococcal chromosomal gene (ileS) binh thudéng 1a muc ti€u cua isoleucyl tRNA

synthetase

Khéng cao & chiing staphylococci @4 dugc chimg minh 12 do sy xuét hién ctia mét Plasmid
riéng biét c6 kha ning ma hda isoleucyl tRNA synthetase

Khéang nfi sinh & céc chimg Gram 4m nhu Enferobacteriaceae c6 thé do sy thim kém ciia
Mupirocin v6i mang ngoai ciia té bao vi khuén.

Do céu tric héa hoc dic biét va co ché tac dong riéng biét, Mupirocin khéng ghi nhén
khéng chéo v&i bét cir khang sinh c¢6 sin trén 14m sang.

Tinh nhay cam vdi cdc chung vi sinh vt:

- Cac loai nhgy cam véi Mupirocin: Staphylococcus aureus, Streptococcus pyogenes,
Streptococcus spp. (nhém B tan huyét, khéc véi S.pyogenes)

- Cédc loai con nhay cam nhung khdng thubc cé thé la mét van dé: Staphylococcus spp.,
coagulase &m

- Cac loai c6 khang ngi sinh: Corynebacterium spp., Micrococcus spp.

5.2. Dugc dgng hoc:

Khi béi ngoai da, m{t lugng thudc rét nho duoc hép thu vao vong tuAn hoan chung. Thubc
nhanh chéng chuyén hoé thanh acid monic, mét chit khéng c6 hoat tinh khéng khuén tai
gan va dugc thai trir hdu hét qua thén.




Tinh thdm ctia Mupirocin qua 16p biéu bi va ha bi du6i da ting 1én khi da bi toa-thuong,
ving da c6 nép gép va khi dugc bing kin

6. CHI PINH, LIEU DUNG - CACH DUNG & CHONG CHi PINH

6.1. Chi dinh: M& SKINROCIN duoc chi dinh cho nhi®m khuin ngoai da nhu chéc 14,
viém nang 16ng, mun nhot do vi khuén c6 nhiéu kha ning nhay cam: nhu Staphylococcus
aureus, ké ca ching da khang methicillin, cic ching staphylococci, streptococci khac, céc
vi khuAn Gram am nhw Escherichia coli, Haemophilus influenzae

6.2. Céch ding — Lidu ding :

Rira sach viing cin b6i thube véi nude sach, 1am khé, sau d6 bdi mot lugng nho thudc va
xo0a nhe nhing, d4m bao thubc phit déu ving da cin didu trj

Nguoi Iém (bao gdm ca ngudi gia, ngudi chirc ning gan kém): B6i 2 — 3 14n mdi ngay, ding

dn 10 ngay. .Af

Ngudi c6 suy thin: Thube c6 chira hdn hop t4 dugc 1a Polyethylen glycol, c6 thé duge hép
thu qua da c6 tdn thuong va dugc bai tiét qua thén, do 6 khéng nén sir dung khi c6 nguy co
hép thu mét lwgng 16n Polyethylen glycol hodc két hgp véi mét san phém chira Polyethylen
glycol khéc.

Khéng ding kém hoic trén SKINROCIN véi bét cir ché phdm bdi ngoai da ndo khac vi c6
thé 1am giam hoat tinh khang khuén va mét én dinh cia Mupirocin trong thu6c m&

6.3. CHONG CHi PINH

Min cam véi Mupirocin va céc thanh phén ciia thube

Khong st dung cho mét, niém mac miii hoic vung dat cannu tinh mach

7. THAN TRONG:

Thubc c6 chita hdn hop té duge 1a Polyethylen glycol, c6 thé dugc hép thu qua da c6 ton
thwong va dugc bai tiét qua thin, do dé khoéng nén sir dung khi c¢6 nguy co hép thu mot
lwgng 16m Polyethylen glycol hoic két hop v6i mot san phim chita Polyethylen glycol khac,
dic biét trong trrdng hop cé ddu hiéu suy thén.

Khéng dugc dé thuée tiép xtic véi mét, néu vé tinh d& thuéc dinh 1én mét, cAn rira mét dudi
dong nudc sach va theo doi néu c6 phan tmg bét thuong.

Mupirocin ding ngoai kéo dai s& dn t&i sy phat trién qué mirc cdc ching khong nhay cam
v6i thubc bao gdm ca ndm. Néu du hiéu ciia bénh khong dugce céi thién rd rang sau 5 - 7
ngay diéu trj véi mupirocin, cAn ngimg thubc va dénh gia lai diéu tri, c6 thé thay sang thudc
khéng sinh khéc.

Viém dai trang gia mac d dugc béo cdo véi viée sir dung thubc khéng sinh va c6 thé dao
d6ng trong mirc d6 tir nhe dén de doa tinh mang. Do d6, diéu quan trong 13 phéi xem xét
tinh trang ndy & nhimg bénh nhén tién trién tiéu chay trong khi hodc sau khi sir dung khang
sinh. Mic du diéu nay it cé kha ning xay ra véi mupirocin bdi ngoai da, néu tiéu chay kéo
dai hodc dang ké xay ra hoic cé tién sir, nén ngung thudc ngay lap tirc va bénh nhén tiép tuc
didu trj néu xir 1y &n dinh céc déu hiéu tiéu chay.

Sir dung cho phu nit cé thai va cho con bu:

Céc nghién ciru sinh san trén dong vat khong ghi nhén céc bing chimg vé téc hai cla
mupirocin 1én bao thai; Céc quan sat tién 14m sang cho thay khi sir dung ngoai da rat khé c6



thé xay ra cac phan tmg véi ngudi sir dung & didu kién thudmg. Céc nghién ciu/¢iing cho
thay khong c6 riti ro d6t bién xuét hién. Tuy nhién, hién chua c6 dy du cic nghién eim c6
kiém so4t & phy nit mang thai, vi vy chi diing mupirocin cho phu nit mang thai khi thue/Sy
cén thiét.

Vi chua 13 thubc c6 tiét vao sita me hay khong, cin tam thdi ngimg cho con bi trong khi
dung mupirocin. Néu budc phai sir dung mupirocin & vimg ngyuc cén lam vé sinh ki truéc
khi cho tré bu lai

Nguoi ldi xe, vin hanh mdy méc: Khong anh hudng dén kha ning 14i xe va van hanh méy
mébce

8. TUONG TAC THUOC:

Chua ghi nhén twong tic thudc v6i mupirocin bbi ngoai da sang

Céc nghién ctru in vitro v6i Escherichia coli cho thiy cloramphenicol dbi khang véi téc
dung clia mupirocin trén sy tong hgp RNA ciia vi khuén, tuy nhién ¥ nghia 1am sang chua
dugce xac dinh.

Khéng dugc ding ddng thdi thuéc m& mupirocin bbi ngodi da véi bét cir thude ndo béi
ngodi da khéc, vi tdc dung chwa dugc nghién ctru.

9. TAC DUNG KHONG MONG MUON (ADR):

Thuong gdp, 1/100 < ADR <1/10: Cam giic bong rét tai vi tri bi thudc va ving da lan cén.
It gdp, 1/1000 < ADR < 1/100:

Ngira, ban d6 va kho da khu trd tai vi tri bbi thubc

Phan {mg man cam véi mupirocin hodic céc t4 dugc trong cong thirc

Rdt hiém gdp, ADR < 1/10 000: r6i loan hé théng mién dich, bao gdm c4c phan tmg dj tmg
toan thén, phat ban, may day va phit mach

10. SUDUNG QUA LIEU VA CACH XU TRi:

C6 rét it dir liéu lién quan dén sir dung qué lidu mupirocin béi ngoai da

Khong c6 huéng din xir Iy cu thé khi sir dung qué liéu. Néu sir dung qué liéu, ngui;?
can dugc theo ddi va diéu trj hd trg tity vao céc phan tmg xay dén '
11. BAO QUAN V)
Béo quéan ¢ noi kh6 réo, thodng mat, nhiét 6 khéng qua 30°C, tranh 4nh séng.
12. HAN DUNG: 24 thang ké tir ngay san xuét.

Khong ding qud thoi han ghi trén bao bi.

CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thanh Xufn - S6¢c Son - Ha N§i — Viét Nam
Dién thoai: 04.35813669 Fax: 04.35813670
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