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R Thuécke don Ammﬁ d
FUCIPA ..
Acid fusidic 2%
Kem béi da

D XA TAM TAY TRE EM, WHO-GMP

DOC KY HUONG DAN Slj' DUNG TRUOC KHI DUNG.

above 30T Nhon Trach distret, Dong N province

] 95,00 mm

Thanh phin: M8i tuyp 5 g chira: ‘.
Acid fusidic............ U S 100 mg Tl chudn: BF
T8 et vrm A v i A pimed
Chi djnh, cich dung, chéng chi djnh va céc théng :\%‘-ﬂ-'f' SBK / Visa No
tin khdc: Xin doc trong 1& huéng dén sir dung. oy
Bao quén: Dé noi khé rdo, ranh 4nh sang, nhiét 46 NG TH G0 PN DUOC APMED:
khéng qua 30T. x Vinh Thanh, huyén Nhan Trach, tinh Déng Nai
e R Prescription drug H
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Q) Cream
— Fusidic acid 2%
v Topical cream
KEEP OUT OF REACH OF CHILDREN.
> READ THE PACKAGE INSERT CAREFULLY BEFORE USE WHO-GMP
Composition: Each tube 5 g contains: g o
Fusidic acid..... ; Specification: BP
Excipients g.s.
Indications, APined
other precautions: Read the package insert inside Manufactured by
Storage na dy pace proc fomgh. donetsore  APHEDATMACETCAL 1T sToox conpayy
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Batch No.

1800 Hrirn el 26,0{} mi - Size:95x26x18
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Kich thudc:
Dai: 60 mm
Rong: 42 mm

B 1500 mm --d

~a 60,00 mm |

B Thube ke don

FUCIPA o B g [T

Mﬂtypigchu!
1mmg

Tano a du sg
MMJ

CONG TY 0O PHAN DUOC APIMED WHO-GMP

Ry Prescription drug

FUCIPA ...

E m bengN
100 mg

E p1 :q 5g
mmn nummuvm JOINT STOCK COMPANY WHO-GMP

42,00 mm

Vi tri dong s6 16 s&n xuat, han ding
St 16 san xuat va han ding dude dap néi trén tujp
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Kich thudc:
Dai: 105 mm
Rong: 20 mm

Cao: 30 mm
R, Thuédc ké don A pimed
T\Pri;rfli M A
10g I U C I I A Kem
Acid fusidic 2% o
Kem boi da P ansys =
DE XA TAM TAY TRE EM, QIxE-2
T £ EM. ; , g e %
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG. WHO-GMP "3 3 2 £Zx &
Thanh phén: M&i tuyp 10 g chira: % -
Acid fusidic... it ....200mg Tiéu chudn: B° =
Té duoc vira du - .10¢g imed 2
Chi dinh, cich ding, chéng chi dinh va cac théng tin APRMEd  spk/visano: g
khac: Xin doc trong to hudng dén sir dung. Co s& san xubt »
BAo Guan: CONG TY CO PHAN DUQC APIMED 5
D& noi kho rao, tranh anh sang, nhiét 46 khéng qué 30T. ,;’i’n”,?h”{w‘..‘ﬂ‘:.'“,.fﬁli rmlfnpn::n ::E"mn”,,"NT ol
31 R Prescription drug A leed
@ & HARM &
g £
o :
a
) |10g Cream o
= Fusidic acid 2% e,
O
a v Topical cream o
@ KEEP OUT OF REACH OF CHILDREN.
3 > READ THE PACKAGE INSERT CAREFULLY BEFORE USE. WHO'GMP Y
Composition: Each tube 10 g contains. X .
Fusidic acid................. i ....200 mg Specification: BP
Excipients 9.5.......... ....10¢g
Indications, administration, contraindications and A pimed

other precautions: Read the package insert inside. Manufactured by

Storage: In a dry place, protect from light, do not store
above 30

= 105,00 mm

Hhon Trach district. Dong Nai province

APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Street, Phu Thanh-Vinh Thanh industrial group. Vinh Thanh commune.
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VAU NHAN FUCIPA
(Tuyp 10 9)

Kich thudc:
Dai: 80 mm
Rong: 50 mm

- 80,00 mm P 1500 mm -

A R Thuéc ke gon

FUCIPA

10g M uyp 10 g chira:
Acid fusidic................. i 200 mg
Ta duoc vira o e e 106
Kem béi da

CONG TY CO PHAN DUQC APIMED WHO-GMP

50,00 mm

R Prescription drug
Apins!

FUCIPA ..

10 g Each tube 10 g contains
Fusidic acid... - 200mg
Excipients q. s B
Topical cream
APIMED PHARMACEUTICAL JOINT STOCK COMPANY WHO-GMP

Vi tri dong s0 10 sdn xuat, han ding
S5 16 san xudt va han dung dugc dap ndi trén tuyp




‘A N\ 2

AU HOP FUCIPA

Dai: 120 mm
Rong: 20 mm
Cao: 30 mm

R Thuéc ké don

FUCIP Kem B

Acid fusidic 2%

Kem boi da

DE XA TAM TAY TRE EM,
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. WHO-GMP

Thanh phén: M&i tuyp 15 g chiva: Tiéu chudn: BP 2016
Acid fusidic................ ik i
Tadwocviradl ...

Chi dinh, céch dung, chéng chi d|nh vac A Pimed SBK I Visa No

Xin doc trong t& huéng din st dung. Co wun wudt

Bao quan CONG TY CO PHAN DUQC APIMED
. Duromg N1, cum céng nghiép Phd Thanh-Vinh Thanh

Dé noi khé rdo, tranh anh sang, nhiét A khong qua 30T

x4 Vinh Thanh, huyén Nhon Trach, tinh B4ng Nai

R Prescription drug A PIITIGd
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E‘ HARMA
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o
a
M) Cream
R — Fusidic acid 2%
E -U Topical cream
3 > KEEP OUT OF REACH OF CHILDREN.
READ THE PACKAGE INSERT CAREFULLY BEFORE USE. WHO-GMP
Composition: Each tube 15 g contains: sificRti B
Fusidic acid. ....300 mg Spacification:
Excipients q.s. . .18g
Indications, administration, contraindications and other A pimed
precautions: Read the package insert inside. Manutactured by.

APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Street, Phu Thanh-Vinh Thanh industrial group, Vinh Thann commune.
Nhon Trach district, Dong Nai province

Storage
In a dry place, protect from light, do not store above 30C.

| 120,00 mm |

S 16 SX /
Balch No

NSX /

Size 120x30x20
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30,00 mm

20,00 mm| -
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AU NHAN FUCIPA
(Tuyp 15 9)

Kich thudc:
Dai: 95 mm
Rong: 60 mm
- 95,00 mm P 1500 mm -
R Thuéc ké don ime A
P R—| ARMA
FUCI A - )
M&i tuyp 15 g chira -
Acid fusidic... ...300mg
Tadu'ocvu-adu TR (- s
Kem boi da
CONG TY €O PHAN DUGC APIMED WHO-GMP £
[=]
<
Ry Prescription drug u‘ned 3
FUCIPA ...
Cream
Each tube 15 g contains E=E
Fusidic acid.. ...300 mg
Excipients q. s e R ..15¢g
Topical cream
APIMED PHARMACEUTICAL JOINT STOCK COMPANY WHO-GMP '

Vi tri dong so 16 sdn xuat, han ding
S6 16 sén xudt va han ding dugc dap ndi trén tuyp



PEAN I HO SO HANH CHiNH &
pém THONG TIN SAN PHAM

7 TO HUONG DAN SU DUNG

Trang: 1/ 5

Kem béi da FUCIPA

Ngay 16.. thang 0%, nam 2018

Co s& ding ky va san xuét thube




Trang 2/5

Hirone dan sit dung thuoc

RXKem bdi da FUCIPA

“Poc kj hudng din siv dung truwée khi ding”
“Pé xa tam tay tré em”

“Thuéde nay chi ding theo don thuéc”
“Thuée diing ngoai”

HANH PHAN VA CONG THUC THUOC

Thanh phan trong 5 g ché pham:
Thanh phan dugc chat:
F o T B 013 16 LR O OO 100 mg

- Thanh phan ta dugc:

Propylen glycol, parafin long néng, cetostearyl alcol, cetomacrogol 1000, methylparaben,
propylparaben, nudc tinh KRISt.......oooooiiiiiiiii e vira du 5 g.

- Kem boi da.
Kem dong nhat, mau trang dén trang nga.

- Pibu tri cac nhiém khuin da nguyén phat va thir phit do cic chung vi sinh vat nhay cam
Staphyloccus aureus, Streptococcus spp va Corynebacterium minutissimum.

- Céc nhiém khuan da nguyén phat va thir phat dap Gmg voi dicu trj bang acid fusidic gom: Choc lo,
viém nang long, viém nang rdu, viém quanh mong, bénh nim do Corynebacterium minutissimum,
viém da dang eczema, viém da tiép xtc, vét thuong nhiém khuan,

U DUNG, CACH DUNG

Liéu ding:
Liéu dung khuyén cao cho ngudi 16n va tré em:
Boi 3 dén 4 lan tuy theo mirc do bénh.
Dung tin suét it hon c6 thé thich hop véi nhing thuong ton kin.

Néu ngudi bénh quén ding thudc, hidy bdi thude ngay khi nha. Tuy nhién, néu gan thoi gian lan boi
ticp theo, bo qua licu da quén.

Khong dung gap doi liéu dé bu licu da quén.
Cach dung:
Kem béi da Fucipa chi duoc ding béi ngoai da. Can than trong khi boi thude & ving gin mit.
Xar Iy thuée sau khi sir dung:

Khoéng tiéu huy thuoc bang cach vit thude vao rac thai sinh hoat hodc cac nguon nudce, hoi duge si
cach tiéu huy thubc dé dam bao khéng gay anh huong dén méi truomg.

IG CHI DINH

Di ing véi acid fusidic hode bét ¢ thanh phén nao cua thube.




Trang 3/5

CANH BAO VA THAN TRONG KHI DUNG THHUOC
- Than trong khi ding thuéc & gan mat.
- Su khang lai thudc cua vi khuén da dugc béo cao khi dung acid fusidic. Cling nhu voi tit ca cac
khang sinh, sit dung kéo dai hogc 1dp lai co thé lam tang nguy co khang thudc.
${7 DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nir ¢ thai:
Mic du chua c6 tac dung gy quai thai trén ngudi, nhung do thudc qua dugc nhau thai, nén tranh ding
acid fusidic cho phy nit mang thai.

Phu nir cho con bi:
Khong quan sat thay anh huong qTén tr¢ dang b me boi sy hép thu h¢ théng vai acid fusidic ¢ phu nit
dang cho con bu la khéng dang ké. Co thé sir dung Fucipa trong thoi gian dang cho con bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Fucipa khéng c6 anh huong hodc anh huong khong dang ké lén kha nang lai xe va van hanh mdy moc.
TUONG TAC THUOC
Chua thay xay ra tuong tac thude dbi véi dang thude boi ngoai da.
TAC DUNG KHONG MONG MUON CUA THUOC
It gap, 1/ 1000< ADR < 1/100:
Vang da;
Viém da (bao gom viém da tiép xiic, cczema);

Phat ban (nhiéu loai ban nhu: Ban do, ban ¢6 mun nudc, ban ndi sfm),

Ngtra;

DPau va kich trng tai vi tri boi thude.

Hiém gap, ADR < 1/1 000:

Phan {ng di tmg;

Viém két mac;

Phl mach;

May day;

Mun nudc
Huéng din cach xir tri ADR:
Ngung 1hu€}c khi nguoi bénh co biéu hién di tng toan than hodc tai chd, khi c6 nhimg xét nghi¢m chire
nang gan bat thuong.
Bio cdo cic phian ing c6 hai: Hay bao cho béc si, duoc si néu ngudi dung thudc nhan thiy bat ky tac
dung phu nao, ké ca cac tac dung chua dugce liét ké, hodc bao cao cac phan ng co hai cua thudc vé
Trung tam Thong tin thuéc va Theo ddi phan g c6 hai cta thudc (bdo cao ADR online tai dia chi
http://baocaoadr.vn)

QUA LIEU VA CACH XU TRI

Qua liéu gan nhu khong xay ra.

I |
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Nh

] DUQC LUC HQC

om dugc ly: Thuéc khdng sinh diing tai cho.

Ma ATC: D06A4X01

Acid fusidic 1a mdt khang sinh c6 chu true steroid, thudc nhom fusidanin, cé tac dung kim khuan va
diét khuan, chu yéu tac dung 1én vi khuan Gram duong.

Acid fusidic trc ché vi khuén tong hop protein thong qua (rc ché mot yéu to can thiét cho sy chuyen
doan cua cic don vi phu peptid va kéo dai chudi peptid. Mac du acid fusidic c6 kha nang {rc ché
tong hop protein trong té bao dong vat c6 va, nhung do kha nang tham nhap rat kém vao té bao chu
nén thude cé tac dung chon loc cac chung vi khuan nhay cam.

Phé khang khuan:

Acid fusidic tac dung tét trén cac chiung Staphylococcus, dic biét 1a S. aureus va S. epidermidis
(bao gom ca nhing chung khang meticilin). Nocardia asteroides va nhiéu chung Clostridium cling
rét nhay cam voi thude. Cac chung Streptococcus va Enterococcus it nhay cam hon.

Hau hét cac chung Gram am déu khong nhay cam vdi acid fusidic, tuy nhién thude tac dung tot véi
Neisseria spp; Bacteroides fragilis, JWyLOb(I(_!L’IHHH leprae, va mot phan trén M. tuberculosis.
Thude cb tac dung trén mot s6 déng vat nbuycn sinh bao gom Giardia lamblia, Plasmodium

Jalciparum. O ndng do cao, in vitro, thude ¢o tac dung (rc ché virus phat trién, ké ca HIV tuy nhién

Iy

chua rd do thuce sy 1a tac dung khang virus cua thude hay la tac dung dién hoat hodc tac dung doc
hai t& bao néi chung. Thude khong cé tac dung d6i véi nam.

Khang thude c6 thé xuit hién o cac chung thong thudng nhay cam vai acid fusidic thuge typ nhiém
sac thé. Ty 1é dot bién khang thude cao in vitro.Cho t&i nay chua thdy khang chéo véi cc khang
sinh khac.

Co ché khang thyéoc: Do dot bién nhiém sic thé gy giam ai lyc cua thude voi dich tac dong hodc
Jam giam tinh tham cua thudc qua trung gian plasmid.

' TINH DUQC DONG HOC

Khi boi ngoai, thude tham thau tot qua da va dugc thiy trong tat ca cac 16p cau tric da va dudi da.
Mirc d¢ thim thau phu thudc vao cac yéu t6 nhu khoang thoi gian béi thude acid fusidic va tinh
trang da.

Acid fusidic dwoc bai tiét chu yéu qua mat va mot lugng nho bai tiét qua nudc tidu.
CACH PONG GOI

Hop 1 tuyp 5 g

Hép 1 tuyp 10 g

Hdép 1 tuyp 15 g.

U KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Piéu kién bdo quin:

Pé thude noi kho réo, tranh anh sang, xa tam tay cua tré em.
Bao quan thudc & nhiét do dudi 30°C.

Han dung:

24 thang ké tir ngay san Xuat.

Tiéu chuin chit lwong cia thube: BP 2016,
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CO SO SAN XUAT
Céng ty C6 phan Dugc APIMED
- Diachi tru s6 : 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, thanh phé H6 Chi Minh

- bia chi nha may : Pudng N1, cum cong nghiép Phu Thanh - Vinh Thanh, xa Vinh Thanh, huyén
Nhon Trach, tinh Pong Nai .

TUQ.CUC TRUGNG
PTRUGNG PHONG

Nguyén Nge ink




