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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
sé M3 1 QLD-BK Ha Néi, ngay O thang 0Znim 2020

V/v thay ddi mau nhan va cp
nhat ndi dung t& hudng dan st
dung

Kinh giri: Glenmark Pharmaceuticals Ltd.

Pia chi: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road,
Mumbai — 400 026, India.

Ngay 16/5/2019, Cuc Quan ly Dugc nhan duoc don dé nghi dé ngay
15/5/2019 va cac tai liéu ¢0 lién quan cua cong ty (sb tiép nhan 958/TDNN) veé
viéc thay db6i mau nhén va cép nhat ndi dung to hudéng dan st dung dbi voi
thube nude ngoai da duge cép s6 dang ky luu hanh,

Can ctr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia B6 Y té Quy
dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc; Théng tu so
01/2018/TT-BYT ngay 18/01/2018 ciia B6 Y té quy dinh ghi nhan thudc,
nguyén li€u lam thude va t& huéng dan st dung;

~ Canctr bién ban thAm dinh hd so thay d6i/ bd sung, Cuc Quan ly Dugc ¢
y kién nhu sau:

Dong y vé viéc thay d6i mau nhan va cdp nhat ndi dung to hudéng dan st

dung d6i v6i thude Klenzit-C, s6 dang ky: VN-18315-14, cu thé:

M&4u nhan méi va bang so sanh thay ddi ndi dung t& huéng dan sir dung
ctia thudc duge dong ddu xac nhin ciia Cuc Quén ly Duge va dinh kém theo
cOng van nay.

Ngoai ndi dung dugc thay d6i trén, tAt ca cac noi dung khac gilr nguyén
nhu ho so ding ky thudc Iuru tai Cuc Quan ly Duoc.

Cong ty dang ky, nha san xuét phai chiu trach nhiém vé chit luong d6i
véi thube luu hanh trén thi truong, ndi dung ghi trén nhan thudc, quy dinh vé sé
hiru tri tué lién quan dén nhan hiéu hang hod cua thudc va co trach nhiém thong
bo su thay d6i nay dén cac co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cdng vén nay, thudc trén khong dugc nhép voi
mau nhén cii va ndi dung cli di thay ddi ctia to hudng dan str dung clia thude.

Cuc Quan ly Dugc théng bao dé cong ty biét va thuc hién ding cac quy
dinh cta Viét Nam vé luu hanh thuoc./.
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Thing tin DNNK s¢ duwge bd sung 1én phin tring ciia hép thube sau khi sin pham
duge phép nhip khiu vio Viét Nam
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SAME SIZE ARTWORK DERIVA-C GEL 15 GM, SIZE : 91 mm x 60.8 mm
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Adapalene + Clindamycin Phosphate Gel
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Composition: Indication, Administration and

Each gram of gel contains: Cantraindication : See package insert,
Adapalens BP 1mg :
Clindamycin Phosphate USP [ FOR EXTERNAL USE ONLY
equivalent to Clindamyeln 10 mg Mig. Lic. No. NKD/543
Preservatives: Visa No.:
Mathy| Hydraxybenzoate BP 1 mg : 2
Phenoxysthanol BP 25mg Manufactured by: z .m mm. peeaes :
Replace the cap tightly. € Glenmanrk mm =& 2 wm :
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BANG SO SANH TO' HFONG DAN S’ DUNG

KLENZIT-C
Chu thich:
Phan chir mau den: la phan ndi dung git nguyén, khong thay déi
An-chima . - 1a phan ndi dung bo di
Phan chir mau do: la phan noi dung dwoc thém vao
HU'ONG DAN SU’ DUNG DA PHE DUYET HUGONG DAN SU’ DUNG XIN THAY POI

Bocki-hubng-dan st dung trrde khi-ding. Néu-cin thém théng tin xinhéi | Rx Thuéc nay chi ding theo don thuéc T& hwéng dan siv dung

Thuds-nay-chi-ding-theo-don-ctia bac si.

& 7
Gel KLENZIT-C Gel KLENZIT-C
Gel Adapalene + Clindamycin Phosphat Gel Adapalene + Clindamycin Phosphat

CANH BAO
Thubc ding ngoai
Dé xa tam tay tré em.
Doc ky hwéng dan sir dung trwec khi ding.
Néu can thém théng tin, xin héi y kién bac si hodc duwor si.
Théng bao ngay cho béac si vé nhirng tic dung khéng mong muén gap phai khi
st¥ dung thudc.

THANH PHAN: THANH PHAN:

M&éi gam gel chira: M6i gam gel chiva:
Thanh phén hoat chét:

Adapalene: —1 mg Adapalene: 1 mg

Clindamycin phosphat USP twong dwong Clindamycin: 10mg Clindamycin phosphat USP twong duong Clindamycin: 10mg

Ta duwooc: Dinatri edetat, Carbomer 940, Propylen glycol, Methyl | Than phan ta duoc: Dinatri edetat, Carbomer 940, Propylen glycol, Methyl

hydroxybenzoate, Phenoxyethanol, Poloxamer 407, Natri hydroxid, nwéc tinh ché | hydroxybenzoate, Phenoxyethanol, Poloxamer 407, Natri hydroxid, nwéc tinh ché vd.
vd.

DANG BAO CHE: Gel bi ngoai da
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Adapalene la mét chét gidng Retinoid....

Adapalene la mot chét giéng Retinoid....

Clindamycin khi diing uéng va tiém....

CANH BAO VA THAN TRONG KHI DUNG THUOC
Clindamycin khi dung udng va tiém....
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Do Adapalene c6 thé gay kich tng tai chd trén mét sé bénh nhan nén cin than
trong...

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC
Do Adapalene co thé gay kich (rng tai ch trén mét s6 bénh nhan nén can than trong...

Anh-hwéng dén kha-ninglai xe-hay van hanh-may-mde:

Khéng cé

ANH HPONG LEN KHA NANG LAI XE VA VAN HANH MAY
Khéng cé

Chuwa co treeng hgp qua lidu nao dwegc bao cao.

Gel KLENZIT-C chi dugc dung ngoai da. Néu bdi qua nhidu thubc nay sé& khang
dat dwoc két qua nhanh hon va t6t hon...

QUA LIEU VA XU TRi
Chua c6 trwéng hop qué lidu nae dugc bao céo.

Gel KLENZIT-C chi dwgc ding ngoai da. Néu béi qua nhigu thubc nay sé khong dat
dwoc két qua nhanh hon va tét hon...

Fhéng-bao-véi-bic-si-nhirng tac-dungkhéng mong mubn-gip-phai

dung-thude

QUY CACH DONG GOI: Tuyp 15 g

FRINH-BAY: Tuyp 15 g
Khong-ding thube-gua-han-si-dung \




