BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
S6: (W04 /QLD-PK Ha Néi, ngay 3/ thdng ¢ nam 2021
V/v thay 601 b sung db6i véi thube
da dugc cap GDKLH

Kinh giri: Cong ty ¢6 phan duge Danapha
Dia chi: 253 Diing Si Thanh Khé, Quan Thanh Khé, Tp. Da Ne:mg

Cuc Quan ly Dugc nhan duogc hd so sb 983/BSTDTN ngay 26/04/2021 cua
cong ty vé viéc bd sung ho s0 s6 6418/TDTN ngay 23/10/2020 vé viéc thay d6i, bd
sung d6i véi thube san xuat trong nudc di dugc cap gidy dang ky luu hanh.

Can cit Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia B truéng Bo Y te
quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thudc; Théng tu sb
01/2018/TT-BYT ngay 18/01/2018 cua B truong Bo Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va t& hudéng dan st dung : thudc;

Can cur két luén tai Bién ban thdm dinh hd so thay d6i/bd sung ctia cong ty, Cuc
Quan ly Dugc cd y kién nhu sau:

Pong y vé viéc thay dbi tén thuoc thay d6i mau nhan, bd sung quy cach dong
g6i d6i v6i thude Ong hit sao vang, s6 dang ky: VD-30237-18, cu thé nhu sau:

1. Thay dbi tén thude:

- Tén thudc da dugc phé duyét: Ong hit sao vang.

- Tén thudc d& nghi thay d6i: Ong hit Star Danapha.

2. Thay d6i mau nhian: Mau nhan dé nghi thay déi dugc dong ddu xac nhéan cua
Cuc Quan ly Dugc kém theo Cong vén nay.

3. B6 sung quy cach déng goi:

- Quy céach déng goi da duogc phé duyét: Hop 16m x 28 hop nho x 1 6ng hit; Vi 6
dng hit.

- Quy cach déng goi bd sung: Hop 16n x 16 hop nhé x 1 dng hit.

Mau nhén ctia quy cach déng goi bd sung dc déng dau xac nhan ciia Cuc Quan
ly Dugc kém theo Cong van nay.

Ngoai ndi dung duoc thay dbi trén, tat ca cac ndi dung khac gitr nguyén nhu hd
so dang ky thude luu tai Cuc Quan ly Duoc.

Co s& ding ky, co s& san xudt phai chiu trach nhiém vé chat lugng ddi véi
thudc luu hanh trén thi trudng va c6 trach nhiém thong bao su thay ddi nay dén cac co
quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cong vin nay, thudc khéng dugc san xuét voi cac
nodi dung cii da dé nghi thay ddi.

Cuc Quan ly Dugc thdng bao dé cong ty biét va thuc hién dang céc quy dinh
clia Viét Nam vé san xuét va luu hanh thue./.
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- Cuc truong (dé b/c); N/

- Lwu: VT, DK (Chi).
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3. Hop Ién 28 hép nhé
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4. Vi 6 6ng hit

Tiéu chudin chét uong: TCCS
SBK:
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STAR DANAPHA

Thanh phén: Cho 1 6ng hit 1,5 g Chi dinh: Tri nghet mdi, s6 mi, ho, cdm

Menthol lanh, th a U

Camphor oo Chéng chi dinh
Tinh déu dinh huong ........ Nguési m3n cam vdi mét trong cac thanh
Tinh ddu qué phan cila thubc.

Tinh ddu tram e 30 thang tudi, tré em c6 tién
Té dugC ViFa AU o ——1500mg st ddng kinh hoac co gidt do 6t cao.
Hit nhiéu ldn trong ngay. NSX:

Khéng nén hit nhiéu 1dn ciing mot luc.

| Sir dung cho ngudi I6n, tré em trén Lsx:

30 thang tudi, ngudi cao tudi.

Bao quén: Noi khd thoang, tranh dnh HD:

séng, nhigt do khéng qua 30 °C.
DE XA TAM TAY TRE EM it

DOC K¥ HUGNG DAN SU DUNG CONG TY C6 PHAN DANAPHA
TRUGC KHI DUNG 253 Diing Si Thanh Kb, @ Thanh Kh, TP. 8 Ning, Viét Nam
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| INHALER

| Chi inh: Tri nghet mdi, s8 mdi, ho, cdm
|

TCCS

lanh, théng mai va sit tring duing hé hip.
Lidu Ding - Cich dimg

Hit nhiéu 1dn trong ngay.

Khdng nén hit nhiéu lén ciing mot lic.
S0 dung cho ngudi Kdn, tré em trén
30 thing twéi, ngudi cao tudi.
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5. Hép I&n 16 hép nhé
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