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1 - Mau nhan hop chira 1 tuyp 5 gam kem bdi da
2 - Mau nhéan tuyp 5 gam kem boi da

Thanh phin: M&i 5 g kem béi da chira:

Betamethasone 5mg (0,1%)
(dwéri dang Betamethasone valerate)

Acid fusidic 100 mg (2%)
Ta durgre vira di.

Chi dinh - Chéng chi dinh - Lidu diing va céch ding - Than trong - Tac dung
khéng mong mudn va cic thong tin chi tiét khac: Xem trén t& HDSD kém theo.

Bao quan: Noi khd rdo, nhiét d khéng qua 309C, tranh anh sang.

Ry muo6c ke pon (G- Ry
Hop 1 tuyp 5 g | Kem béi da

m Betamethasone 0,1%
(durdi dang Betamethasone valerate)

Kem bdi da

m Acid fusidic 2%
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Thanh phin: M&i 5 g kem bdi da chira:
Betamethasone ......... .. 5mg (0,1%)

Acid fusidic.. cevene 100 Mg (2%)
Ta dugc vira di.

Chi dinh - Chéng chi dinh - Lidu ding va céch diing - Thin trong - Tdc dung khéng
mong mudn va céc théng tin chi tiét khac: Xem trén t& HDSD kem theo.

Bdo quan: Noi khi rdo, nhigt do khong qua 300C, tranh 4nh sang.

DE XA TAM TAY TRE EM. POC KV ul.r%me DAN SIF DUNG TRUGC KHI DUNG.

Sdn xudt tai nha may:
CONG TY CO PHAN DUQT PHAM AN THIEN
Lo C16, D.S6 9, KCN Hidp Phurde, H. Nba B8, Tp.HCM

Ry Huoc ke pon

5615 sdin xudl:
Han ding:

Kem béi da

m Betamethasone 0,1%
(durdi dang Betamethasone valerate)

= Acid fusidic 2%

THUOC DUNG NGOA ({ﬂj CONG TY CO PHAN DUQ/C PHAM AN THIEN

e s 314 Bong Sao, Phuémg 5, Quén 8, TP, HS Chi Minh

Ngay 17 Thang 06 Nam 2021
GIAM DOC NHA MAY.




https:/ / UU‘IQ'@Z“U&HQRFEQJL}(N DU'Q'C PHAM AN THIEN

AN THIEN PHARMA 314 Bong Sao, Phuding 5, Quan 8, TP. H6 Chi Minh

MAU NHAN PANG KY LAN DAU

1 - Mau nhén hép chira 1 tuyp 10 gam kem boi da
2 - Mau nhan tuyp 10 gam kem boi da

Thanh phan: M&i 5 g kem béi da chira:

Betamethasone .......... 5mg (0,1%)
(dwéi dang Betamethasone valerate)

Adid fusidic 100 mg (2%)
Ta duge vira di.

Chi dinh - Chéng chi dinh - Lidu ding va cich ding - Than trong - Tac dung
khéng mong mudn va cac théng tin chi tiét khdc: Xem trén t& HDSD kém theo.

Bao quan: Noi khé rao, nhiét dé khéng qua 300C, tranh anh sang.

Ry tHuoc ke pon

~ Bladen-

&

Hop 1 tuyp 10 g | Kem béi da

m Betamethasone 0,1%
(dwéi dang Betamethasone valerate)

Kem boi da

u Acid fusidic 2%

IR

THUOC DUNG NGOAI R"“} GONG TY CO PHAN DUQ'C PHAM AN THIEN
suragniwisa 314 Bang Sao, Phurdmg 5, Qudn 8, TP. HA Chi Minh
‘Bunp uey
_ IWOH'L ‘28 BUN 'H ‘00nud dRIH NOM '6 9SG ‘910 01
Jgnx ues AeBN NIIHL NY WYHd 2000 NYHd 09 AL 9NOD

1enx ues 9] 05

Aew eyu 1€y jgnx ueg

*ONNA IHM 20041 ONAA NS NYA ONONH A 206
W3 FUL AVL WYL VX 36

Mas

SOOI ugnys N2l

Topical cream

] Betamethasone 0 1%
m Acid fusidic 2%
@

Ry prescripTION DRUG

Box of 1 tube of 10 g | Topical cream

=

AN THIEN PHARMACEUTICAL CORPORATION
e 314 Bong Sao Streel, Ward 5, District 8, HCMC

Thanh phan: M3i 5 g kem bdi da chira:

- .. 5mg (0,1%)
o E (mmmnm;
Bne LT — 100 mg (2%)
g Ta dugec vira di.
£ Chi dinh - Chdng chi dinh - Lidu diing va cich ding - Than trong - Téc dung khong
] mong m va céc thong tin chi tiét khéac: Xem trén t& HDSD kém theo.
4 Bao quan: Noi khd rao, nhigt 33 khong qua 30°C, tranh anh sang.
o DE XA TAM TAY TRE EM. BOC KY H GDANstrnuusmuécKHmuus
@ San xudt tgi nha may-
cbnswcdnmnmmpmmmm
La C16, D.55 9, KON Hidp Phunire, H. Nha Ba, Tp.HCM
Rumuo«:mzaan [ewe w0

56 16 sén xudl:
Han ding:

Kem boi da

m Betamethasone 0,1%
(dudi dang Belamethasone valerate)

a Acid fusidic 2%

THUGC DUNG NGOAI “‘“7 CONG TY CO PHAN DUFQC PHAM AN THIEN

asvgenmanas. 314 Bong Sao, Phudng §, Quén 8, TP, HA Chi Minh
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ANTHIEN PHARMA 314 Bong Sao, Phurdmg 5, Quan 8, TP. H6 Chi Minh

MAU NHAN PANG KY LAN PAU

1 - Mau nhén hép chira 1 tuyp 15 gam kem bdi da
2 - Mau nhan tuyp 15 gam kem bdi da

Thanh phan: Mbi 5 g kem bbi da chira:

Betamethasone 5mg (0,1%)
{dudi dang Betamethasone valerate)

Acid fusidic 100 mg (2%)
Ta dugc vira da.

Chi dinh - Changcmm Liéu diing va cich diing - Thin trong - Téc dung
khéng mong muén va cc théng tin chi tiét khac: Xem trén to HDSD kém theo.

Bao quan: Noi kho réo, nhiét dé khéng qué 300C, tranh dnh séng.
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Box of 1 tube of 15 g || Topical cream

m Betamethasone 0.1%
/ f F (as Betamethasone valerats)

= Acid fusidic 2% /
L
S ——
snungs mamia 314 Bong Sao Street, Ward 5, District 8, HCMC
Thanh phan: M3i 5 g kem béi da chira:
w 2 Betamethasone .. 5my (0,1%)
g3 T
e Acid fusidic......... ... 100 mg (2%)
g Téa dugre vira di.
[ Chi dinh - Chéng chi djnh - Lidu diing va cich diing - Than trong - Tac dung khéng
2 mongmudmamnﬁngmmmérmsc Xem trén t&r HDSD kém theo,
5' Bdo qudn: Noi khd rdo. nhidt @8 khong qua 309C, trdnh anh sang.
o DE XA TAM TAY TRE EM. DOC KY HUONG DAN S(¥ DUNG TRUGC KHI DUNG.
w Sdn xudl tai nha may:
CONG TY CO PHAN DUFQC PHAM AN THIEN
L6 C16, D.S6 9, KCN Hidp Phudc. H. Nha B2, Tp.HCM
Ry Huée ke pon QP - WHO
Kem béi da
g m Betamethasone 0,1%
V4 (dudi dang Betamethasone valerate)
= Acid fusidic 2%
Sdlﬁsdn:u&{: THUGC DUNG NGOAI ‘-{ﬂ'} - T s—
Han dung: ssmai s 314 Bong Sao, Phuémg 5, Qudn 8, TP HA Chi Minh
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Ry, THuoc ke pon o B Kemboida
Hop 1 tuyp 15 g || Kem boi da s
m Betamethasone 0,1% .]:
f {dudi dang Betamethasone valerate)
a Acid fusidic 2%
® e ' AN
THUGC DUNG NGOA! A o v copian DUGC PHAM AN THIEN
swmmnmase. 314 Bang Sao, Phudmg S, Cudn B, TP. HA Chi Minh
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ANTHIEN PHARMA 314 Bong Sao, Phudng 5, Quan 8, TP. Hé Chi Minh

MAU NHAN PANG KY LAN PAU

1 - Mau nhéan hép chira 1 tuyp 20 gam kem béi da

2 - Mau nhin tuyp 20 gam kem boi da

Thanh phin: M&i § g kem béi da chira:

Betamethasone 5mg (0,1%)
(duréi dang Betamethasone valerate)

Acid fusidic 100 mg (2%)
Ta dugc vira di.

Chi dinh - Chéng chi dinh - Lidu diing va céch ding - Than trong - Tac dung
khong mong mudn va cac thdng tin chi tiét khac: Xem trén tr HDSD kém theo.

Bao quan: Noi khé rdo, nhiét do khong qua 300G, tranh anh séang.

Ry muoc ke pon

Hop 1 tuyp 20 g | Kem béida

u Betamethasone 0,1%
(dudi dang Betamethasone valerate)

m Acid fusidic 2%
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Ry Ry PrESCRIPTION DRUG SMP WHO

Box of 1 tube of 20 g || Topical cream

m Betamethasone 0.1%
?’ (as Betamethasone valerate)

u Acid fusidic 2% /
®
Q"ﬂ AN THIEN CORPORATION
anmmennasua 314 Bong Sao Streel, Ward 5, District 8, HCMC
Thanh phan: M3i 5 g kem bdi da chira:
gz B 5mg (0.1%)
z- (derdri dang Betamefhasone valerate)
~y Acid fusidic.......... 100 mg (2%)
g Téa dugc vira di.
o Chi dinh - Ghéng chi dinh - Lidu ding va cich ding - Thén trong - Tac dung khéng
T mong mudn va cac thang tin chi tiét khac: Xem trén t& HDSD kam theo.
3 Bio quan: Noi khd rdo, nhigt 3 khdng qua 300C, trénh anh sang.
a BE XA TAM TAY TRE EM. DOC KY HL%NG DAN SUF DUNG TRUGC KHI DUNG,
@ San xut tai nha may:
CONG TY CO PHAN DUQ'C PHAM AN THIEN
La C16. D.54 9. KCN Higp Phurdre, H. Nha B, Tp.HCM
Ry mHuoc ke pon
Kem béi da
m Betamethasone 0,1%
(dudi dang Betamethasone valerate)
u Acid fusidic 2%
8816 sdn xudt THUOC DUNG NGOAI (\_—'\r} N —
Han ding: anmsinimas 314 Bing Sao, Phurtmg 5, Qudn B, TP. Hb Chi Minh
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TO HUONG DAN SU DUNG THUOC
Kem bdi da BLADEN-F

THUOC DUNG NGOALI
DI XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN
THUOC NAY CHI DUNG THEO PON THUOC

2 Kem béoi da BLADEN-F
® Thuoc ké don

THANH PHAN: M3i 5 g kem bi da chira:
Hoat chit:

Betamethasone .........ccocoieieiioiiiiiiiceccet s 5 mg (0,1%)
(Duéi dang Betamethasone valerate)
T L T | LR T 100 mg (2%)

T4 duge: Vira du.
(Cetostearyl alcohol, Light liquid paraffin, White petrolatum, Macrogol cetostearyl ether, Sodium dihydrogen
phosphate dihydrate, Propylene glycol, Methylparaben, Propylparaben, Ethanol 96%, Nudc tinh khiét).
DANG BAO CHE:
Kem boi da.
M0 t& san phdm: Kem mau tréng sita, thé chét mém min, ddng nhét.
CHI PINH:
Kem bdi da BLADEN-F dugc chi dinh dé diéu trj c4c bénh da liéu nhu viém da di tng, bénh cham & tré so sinh, cham
dang dia, cham r dong, viém da tiép xiic, viém da tiét ba khi nhiém khuan thr phat.
LIEU DUNG VA CACH DUNG:
Liéu diing:
B6i mét lugng thube nho 1én viing da bj anh huéng 2 1an/ngay cho t&i khi dat duoc két qua mong mudn.
Mt liéu trinh diéu tri don khong nén kéo dai qua 2 tudn.
Cich ding: Thudc ding dé bdi ngoai da.
CHONG CHI PINH:
Man cam v6i acid fusidic/natri fusidate, betamethasone valerate hodc véi bét ki thanh phin nao cta thube.
Nhim ndm toan thén.
Nhi&m tring da nguyén phét do nédm, vi khudn hodc vi rat (nhu Herpes hay thiy d4u).
Céc bénh vé da lién quan t6i bénh lao da hoiic giang mai.
Viém quanh miéng va trimg ca do.
CANH BAO VA THAN TRONG:
Nén tranh diéu trj tai chd lién tuc trong thoi gian dai véi BLADEN-F.
Sir dung thudc cén than cho tré so sinh va tré em do c6 thé xay ra tc ché truc ha ddi — tuyén yén — thuong than (HPA) va
héi chirmg Cushing,
Hién tuong teo da c6 thé Xay ra & mét va nhe hon & cac b phdn khac ctia cor thé sau khi diéu tri kéo dai véi cac thube
chita corticosteroid tai chd.
Thén trong khi bi thuéc gén mat. Bénh tang nhan 4p c6 thé xéy ra néu thudc thdm vao trong mét.

Viéc sir dung corticosteroid tai chd vﬁ todn than c6 thé gy rar6i loan thi gidc véi tAn suat chua biét. Néu bénh nhéan c6
céc trigu chirmg nhu mo mét hodc rdi loan thi gidc khac khi dang sir dung BLADEN-F, cin xem xét dua bénh nhan dén
béc si nhan khoa dé danh gi4 cac nguyén nhén ¢6 thé bao gbm: dyc thuy tinh thé, ting nhan &p hodc céc bénh hiém gap
nhu hic véng mac trung tdm thanh dich (CSCR).

Vi ¢6 chira comcostermd nén cén tranh sir dung thubc trong nhitng trudng hop: teo da, loét da, trimg cé thong thudng,
viing sinh duc, chd nép gép.

Than trong khi sit dung thubc trén dién rong co thé va mét. Trinh ding thube cho vét thuong hé va niém mac nhiy.

Su khéng lai thu6e ctia vi khudn da duge béo cdo khi sir dung acid fusidic. Gibng véi tit ca cac loai khang sinh, viéc st

dung acid fusidic kéo dai hogc 13p lai ¢6 thé lam tang nguy co phat trién tinh trang khéng khéng sinh. Diéu trj tai chd véi
acid fusidic va betamethasone valerate khong qué 14 ngay lién tuc s& giam thiéu nguy co phét trién stc dé khang.

Viéc sir dung két hop gitra khang sinh v6i cortlcostermd nén han ché trong vong 2 tudn vi céc corticosteroid c6 thé che
déu sy nhidm trung hoéic cdc phan (mg qua mén.
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Do corticosteroid ¢ téc dung trc ché mién dich, thuoc ¢6 thé lam tang nhay cam voi nhiém tring, l1am ngng thém tinh
trang nhiém trang hi¢n taa va gdy nhiém tring tiém 4n. Nén chuyén sang diéu trj toan than néu nhiém tring khéng thé
kiém soat dugc bang didu trj tai chd.
Cinh bio ta dugce:
Thubc ndy c6 chira cetostearyl alcohol ¢6 thé gy cac phan tmg tai chd trén da (nhu viém da tiép xic).
Thube nay cé chira methylparaben, propylparaben c6 nguy co gdy phan tng di img.
Thudc cé chira propylene glycol, ¢6 thé gy kich img da. Vi thude ¢6 chira propylene glycol phai hoi y kién béc sT trudc
khi bdi thudc trén vét thuong hé hay trén di€n rong cia da khong lanh 13n hodc bj tén thuong (nhu bong), dic biét 1a khi
diing cho tré so sinh dudi 4 tudn tudi.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
Phu nii ¢é thai:

Céc nghién ctru trén dong vat khéng cho thdy tac dong gdy qudi thai boi acid fusidic. Khi sir dung tai chd, su hép thu
toan than acid fusidic 12 khong dang ké.

Khéng ¢6 hodc chwa du dit liéu khi str dung tai chd betamethasone valerate cho phu nif ¢ thai. Tuy nhién, cac nghién
ctru trén dong vét da cho thdy dgc tinh sinh san/bét thufmg thai nhi.

Khéng nén sir dung BLADEN-F cho phu nit ¢6 thai néu chua thue sur cén thiét.

Phu nii cho con bii: m
Khong thdy c6 sy anh huong dén tré dang bt me béi vi sw hép thu toan thén acid fusidic va betamethasone & phu nit cho ‘?
con ba 12 khdng dang ké khi diing tai chd trén mot viing da han ché. ONG TY
C6 thé sir dung BLADEN-F cho phu nif trong thoi ky cho con ba. 0 PIIAN
Khéng nén bdi BLADEN-F lén viing v & phy nir cho con bi. jJc [’IiéM
ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC: { THIEN

Thudc khong anh huong dén kha niing 14i xe va van hanh may moc. A
TUONG TAC, TUONG KY CUA THUOC: IRHOZS

Twong tic thube: Khi sir dung tai chd, thudc khéng cb tuong tac.

Twong ky: Do khong c6 cac nghién ctru vé tinh tuong ky ciia thude, khdng trdn 13n thube niy véi céc thube khac.
TAC DUNG KHONG MONG MUON:

Phan img bét loi dugc bao co thudng xuyén nhét trong qua trinh didu trj [a ngta.

Téc dung khéng mong mudn toan thén cua corticosteroid nhu e ché tuyén thugng thén co thé xay ra, dac biét 1a khi

ding thudc kéo dai.

Tang 4p lyc ni nhin, ting nhan p hoic duc thiy tinh thé ciing co thé xéy ra khi sir dung thudc tai chd ge“m mit, dic biét

khi sir dung kéo dai va & nhung bénh nhén c6 xu huéng phét trién bénh ting nhin ap va duc thiy tinh thé.

Téc dung khéng mong mubn trén da cia corticosteroid manh bao gdm: teo da, viém da (bao gbm Vlem da tiép xiic va
viém da dang mun trung cé), v1em quanh migng, chimg gidn mao mach va vén da, ban do, tang tiét md hoi, xudt hién
nhiéu nang bach huyét, mat sic t6. Hién tugng bam mau trén da ciing c6 thé xay ra khi sir dung corticosteroid tai chd kéo
dai.

Céc phan ting bét lgi sau ddy duogc bio cdo véi cac tin sd tuong (mg: Rt thudng gip (ADR = 1/10), thuong gép (1/100
< ADR < 1/10), it gép (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000) va rat hiém gip (ADR < 1/10000).
Trong mdi nhom tin s6, céc hiéu g khong mong muén dugc trinh bay theo thir tr giam din mirc d6 nghiém trong.

HE co quan Tén suiit Téc dung khéng mong mubn
Réi loan hé théng mién dich ft gap Qué mén
Réi loan thi gidce Khéng biét Mo mét
Réi logn da vi mé dudi da it gap Viém da tiép xiic

Eczema trAm trong

Cam giac nong do da

Ngtra

Da khé

Hiém gip Ban dé

May day

Phét ban (bao gdm phat ban hdng ban va phét ban tong quat)

Roi loan chung ft gap Pau tai chd

Kich thich tai chd
Hiém gap Sung tai chd
Mun nude tai chd
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THONG BAONGAY CHO BAC STHOAC DUQC STNHUNG PHAN UNG CO HAI GAP PHAI KHI SU'DUNG
THUOC.
QUA LIEU VA CACH XU TRi:
Qui lidu: Sir dung corticosteroid tai chd vai sé lwong 16n va trong thoi gian hon 3 tudn c6 thé gdy ra hoi chimg Cushing
va suy vo thugng thén.
Cich xir tri: Diéu tri triéu chimg,.
CAC PAC TINH DUQC LY:
Duge lye hoe:
Nhém dwege Iy: Thude khang khudn c6 corticoid diing tai chd.
Mda ATC: DO7CCO1

Kem bdi da BLADEN-F két hop cac tic dung chdng viém va giam ngira ciia betamethasone véi tic dung khang khuén
tai chd manh mé cua acid fusidic.
Betamethasone valerate 14 mf_‘)t corticosteroid tac dung tai chd, hiéu qua nhanh déi voi nhitng bénh viém da ma thudng
dap g vdi phuong phap diéu trj nay.
Acid fusidic va cac dang mudi ciia né thé hién dic tinh tan trong chit béo va tan trong nudc, tac dung bé mit manh va
thudmg khéng anh hudng dén vung da lanh. Khi str dung tai chd, acid fusidic ¢6 tac dung dbi voi Staphylococcus aureus,
Streptococci, Corynebacteria, Neisseria va mot s& Clostridia va Bacteroides. Néng d6 tir 0,03 dén 0,12 meg/mL (e ché
gn nhu tit ca céc ching S.auwreus. Hoat tinh khang khudn cta acid fusidic khong bi giam di khi két hop véi
betamethasone.
Duge dong hoc:
Chura c6 dit liéu ndo x4c dinh céc dic tinh dugc déng hoc ciia kem BLADEN-F khi sir dung tai chd & ngudi.
Tuy nhién, nghién ciu in vitro chira réng acid fusidic c6 thé thdm thdu qua da lanh & ngudi. Mirc d¢ tham théu phu thuje
vao cac yéu té nhu thoi gian tiép xtc v6i acid fusidic va tinh trang da. Acid fusidic dugc bai tiét chu yéu trong thi mét
véi mot lugng nhé bai tiét qua nude tiéu.
Betamethasone duqc hép thu theo dudng ding tai chd. Miic d6 hip thu phu thudc vao nhiéu yéu t8 bao gdm tinh trang
da va vi trf dung thubc. Betamethasone duoc chuyen héa phén 16n & gan nhung cling ¢6 mét lugng nho & than, va chuyén
héa khéng hoat tinh dugc bai tiét qua nudc tiéu,

QUY CACH PONG GOI:

Hop 1 tuyp 5 g.

Hép 1 tuyp 10 g.

Hop 1 tuyp 15 g.

Hép 1 tuyp 20 g.
BAO QUAN: Noi khé réo, nhiét dd khong qua 30°C, tranh 4nh sang.
HAN DUNG: 36 thang ké tir ngay san xuit.
TIEU CHUAN: TCCS.

San xuit tai nha may:
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Budng $6 9, KCN Hiép Phuéc, Huyén Nha Be, TP Hd Chi Minh

TP. Hd Chi Minh, ngay 22 théang 05 nim 2021
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