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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
s6 2Y19, QLD-bK Ha Ngi, ngay o4 thang ¢ ndm 2021

V/v thay @i mAu nhin va cap nhat t&

huéng dén st dung

Kinh giri: Glenmark Pharmaceuticals Ltd.
Pia chi: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road,

Mumbai — 400 026, India.

Tiép theo cdng van s6 21 556/QLD-BK ngdy 26/12/2019 ctia Cyc Quan ly
Duogc, xét don dé nghl va céc tai liéu bo sung c6 lién quan cua Cong ty (s6 tiép
nhin 63/BSTDNN ngay 17/01/2020) vé viéc thay dbi mau nhén va cap nhat to
huéng dan sir dung do6i vOi thubc nudc ngoai da duge cép sb ding ky luu hanh,

Can cir Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 clia BY Y té Quy
dinh viéc ding ky luu hanh thudc, nguyén liéu lam thudc; Thong tu s
01/2018/TT-BYT ngay 18/01/2018 cua Bo Y té quy dinh ghi nhin thuéc,
nguyén li€u lam thudc va to huéng din st dung;

Cin cir bién ban thdm dinh hd so thay d6i/ bd sung, Cuc Quan ly Dugc cé
v kién nhu sau:

Dong v vé dé nghj thay d6i mAu nhén va cdp nhit to huéng dan sir dyng
dbi v&i thuéc Momate, sé ding ky: VN-18316-14, cu thé:

M3Au nhin méi va _bang so sanh thay dbi ndi dung t& huéng dan st dung
ctia thudc dugc dong diu xac nhan cta Cuc Quan ly Dugc va dinh kém theo
cong van nay.

Ngoai ndi dung dugc thay doi trén, tit ca céc ndi dung khac gitt nguyén
nhu hd so ding ky thudc luu tai Cuyc Quan ly Dugc.

Co s& ding ky, nha san xuét phai chiu tréch nhiém vé chét luong ddi voi
thuéc luu hanh trén thi trudng, ndi dung ghi trén nhan thudc, quy dinh vé s& hitu
tri tué lién quan dén nhan hiéu hang hoa cua thubc va c6 trach nhiém thong béo
sur thay ddi nay dén cic co quan, don vi lién quan va khach hang.

Sau 06 thang ké tir ngdy ky cong vén nay, thubc trén khéng dugc nhép
khéu véi céc ndi dung cii da dé nghi thay dbi.

Cyc Quén ly Duogc thong béo d& Céng ty biét va thuc hién ding cac quy
dinh ctia Viét Nam vé luu hanh thubc./.

J(\(}CUC TRUONG
Noi nhin: QUC TRUONG
- Nhu trén; ]
- CT. Vii Tuan Cudng (d€ b/c), \
- Luuw: VT, KT (AH).
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Théng tin DNNK s&
du'gc bé sung 1&n pha
tréng cda hdp thudc
sau khi san pham du'oc
phép nhap khiu vao

Viét Nam.
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COMPOSITION: Kemboingoilds  Thube ding ogoi VISANO.:
Mometasone H__E.—. E_ n: Momelasone Furoate 0.1% w/w ?_E Lic. No.: NKD/543
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in a Cream base q.s.

Store below 30°C.
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Protect from freezing & light.
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PHARMACODE:
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SAME SIZE ARTWORK, 15G, SIZE: Dia 19.05 mm x 95 mm Length
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Ax PRESCRIPTION MEDICINE

Momate‘crcan

Mometasone Furoate Cream

COMPOSITION:
Mometasone Furoate 0.1%
in a Cream base g.s.

Indication, Administration &
Contraindication: See package insert.

CAREFULLY READ THE INSERT
BEFORE USE

KEEP OUT OF REACH OF CHILDREN
Specification: USP

Store below 30°C.

Protect from freezing & light.

| FOR EXTERNAL APPLICATION ONLY |

Mfg. Lic. No. NKD/543
Visa No.:

Puncture nozzle seal with
piercing point of Cap

Manufactured by:

G glenmark
Pharmaceuticals Ltd.
Plot No. E-37, 39,
D-Road, MIDC, Satpur,
Nashik - 422 007,
Maharashtra State, India
® Registered Trade Mark
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ICONGRAPHICS CODE:

PANTONE SHADE

PANTONE
BLACK
PROCESS C

PANTONE
188 C

PANTONE
512¢C

PANTONE
585C

Supersedes
Artwork Code

PHARMACODE:
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BANG SO SANH TO' HUONG DAN SU’ DUNG
MOMATE

Ch thich:
Phan chi¥ mau den:

- 14 phan ni dung bd di
1a phan ndi dung dugc thém vao

Phéan chir mau doé:

la phén néi dung gi® nguyén, khéng thay dbi

HUONG DAN SU DUNG DA PHE DUYET

HWEONG DAN SUP DUNG XIN THAY DO!

Doc ki hudng-din siedungtrrd ..Zm.t can-thé
y-kié

Hrt@?%fﬂ.:ﬁ@#m@.@oﬁ.mmm#ma Sy

T& hwéng dan st dung

Kem-bbida-MOMATE
Kem b6i da Mometason furoat USP

MOMATE
Kem bo6i da Mometason furoat USP

CANH BAO

Thuéc dung ngoai

Dé xa tam tay tré em.

Doc ky hwéng dén siv dung trirée khi ding.

Néu can thém théng tin, xin héi y kién bac si hodc duwoc si.

.:_oao bao ngay cho bac si vé nhibng tac dung khéng mong muén gdp phai khi
str dung thuéc.

THANH PHAN

Mometason furoat USP 0,1% kl/kl

Kem-nén-vira-di{Ta duwge: Parafin trdng mém, stearyl alcohol, propylen glycol,
monostearat, polyoxyethylen (20) 82_052 sap ong trang, methyl paraben,
propyl paraben, propylen glycol, nwéc tinh khiét).

THANH v_.._>z )

Thanh phan hoat chét:
Mometason furoat USP 0,1% ki/kl
Thanh phan ta dwoe: Para‘in trAng mém, stearyl alcohol, propylen glycol, monostearat,

polyoxyethylen (20) cetylsther, sap ong tring, methyl paraben, propyl paraben,
propylen glycol, nwéc tinh khiét).

DANG BAO CHE: Kem bdi ngoai da

DUQC LY LAM SANG

CHI B|NH BIEU TR}

Kem Uo_ am Momate ac.o_o o:_ dinh dé& didu tri cac bidu hién viem va ngra cla
bénh vay nén (ngoai trir vy nén dang mang lan rgng) va viém da dj (ng.

CHi BINH
_AmE co_ da _,\_o_.smﬁm QGQn chi dinh dé didu tri cac biéu hién viém va nglra cta bénh

Théng-bae-véi-bac-si-nhirng-tac-dung khéng-mong mubn-gap phai khi sar
duyng-thude

vay nén (ngoai trir vdy nén dang mang lan rgng) va viém da dj ng.
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QUA LIEU

Viéc st dung kéo dai, qua mirc cac corticosteroid tai chd c6 thé (rc ché chirc ning
truc dwdi doi- tuyén yén- thurgng than ddn dén suy thweng than thie phat thudng
hdi phyc duoc....

QUA LIBU VA X0 TRI
Viéc st dung kéo dai, qua mirc cAc corticosteroid tai ché ¢6 thé Ksc ché chive néng truc
dwéi ddi- tuyén yén- thwong than ddn dén suy thwong than thir phét thudng hdi phyc

Khéng ding thudc-qua han sirdung

duoc....
)




