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Sé: 10/DCL.ETC Vinh Long, ngay 22 thang 09 nam 2022
Vv Thay déi tén va mau
nhan thuoc Acetylcystein

Kinh giri: SO Y TE TINH BINH PHUOC

Cong ty C6 phan Dugce pham Ciru Long chan thanh cim on su quan tdm va tin nhiém
ctia Quy S& Y té vé hang hoa do Cong ty chiing tdi san xuat va phan phdi trong thoi gian
vlra qua.

Can ctir Quyét dinh s6 447/QD-SYT ngay 04 thang 11 nam 2020 cua Giam doc So Y
té tinh Binh Phudce vé viée phé duyét két qua lya chon nha thiu géi thiu mua thude generic
cho cic co sO'y té cong ldp cua tinh Binh Phude giai doan 2020-2022.

Cong ty C6 phan Duoc pham Ctru Long ¢6 tring thau mat hang thudc Acetylcystein
(Hoat chat Acetylcystein 200 mg), s6 dang ky VD-21827-14, quy cach Hop 100 goi x 1 g,
do Céng ty Cé phan Duogc phdm Ctru Long san xuét va phan phoi.

Cong ty ching toi xin thong bdo dén Quy S& Y té nhu sau: thude Acetylcystein da
dugc Cuc Quan ly Duge phé duyét thay doi tén thudc va mau nhin thanh Aecysmux
Sachet, theo cong vin s6 6924/QLD-DK ngay 11/6/2021. (dinh kém cong vin 6924/QLD-
DK)

Cong ty ching tdi cam két ngoai ndi dung thay doi trén tit ca ndi dung khac van gitr
nguyén nhu ho so thau da duge phé duyét.

Nay Cong ty chung toi kinh d& nghi Quy S& Y té chp thuin cho Cong ty tiép tuc
cung cdp mat hang Aecysmux Sachet s6 dang ky VD-21827-14 v&i tén méi thay doi nhu
trén.

Chén thanh cam on Quy S& Y té.

DAI DIEN HQP PHAP CUA NHA THAU
Noi nhin:

- Nhu kinh gui;
- Luu.

CONG TY CO PHAN DUGC PHAM CUU LONG
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phic
86: 69240 IQLD-BK  Ha Ngi, ngay M thang & niim 2021
V/v thay d6i, bo sung doi véi thude
dd dugc cap GDKLH

Kinh gii: Cong ty ¢6 phan dugc phim Ciru Long
Dia chi: S6 150 dudng 14 thang 9, TP. Vinh Long, tinh Vinh Long.

Cuc Quéan ly Dugc nhan duge hd so s6 191 1/TDTN ngay 09/4/2021 cua
cong ty v& viée thay dbi, b sung ddi véi thude san xuét trong nude da dugce cip
giay dang ky luu hanh.

Céan ctr Thong tu sb 32/2018/TT-BYT ngay 12/11/2018 cua Bf truong BO
Y t& quy dinh viéc ding ky luu hanh thude, nguyén lidu lam thudc; Théng tu sb
01/2018/TT-BYT ngay 18/01/2018 cua B§ truong BO Y te quy dinh ghi nhan
thube, nguyén liéu 1am thude va to hudng dan st dung thudc;

Can ct két ludn tai Bién ban thdm dinh hd so thay d5i/bd sung ctia cong
ty, Cuc Quan ly Dugc c6 y kién nhu sau:

Dong y dé cong ty dugc thay dbi tén thudc thanh phim, thay d6i méu
nhan d6i véi thude Acetylcystein, so dang ky: VD-21827-14, cu thé nhu sau:

1. Thay dbi tén thubc:

- Tén thube di duoc phé duyét: Acetylcystein.

- Tén thuoc dé nghi thay dbi: Aecysmux Sachet.

2. Thay déi mAu nhan: MAu nhan thay dbi dugc déng du x4c nhan clia
Cuc Quan ly Dugc kém theo Cong van nay.

Ngoai nfi dung dugc thay d6i trén, tit ca cac ndi dung khac gilt nguyén
nhu hé so ding ky thude luu tai Cuc Quan ly Dugc.

Co s& dang ky, co s& san xuét phai chiu trich nhiém vé chat luong 6 voéi
thuéc luu hanh trén thi trudng va c6 trach nhiém théng béo su thay dbi nay dén
cac co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cong van nay, thude khéng dwoc san xuét voi
cac ndi dung cii d& dé nghi thay dbi.

Cuc Quén ly Duge thong bao dé cong ty biét va thuc hién ding cic quy
dinh ctia Viét Nam v& san xuét va lwu hanh thudc./.

Noi nhin: KT, CuC TRUUN G
- Nhu trén; u

- Cyc trudng (48 ble);
- Luu: VT, DK (Chi).

“<.Ngtyén Thanh Lam
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PA PHE DUYET

] E/BS ngly udd. thing ... nimadd
(theo cdng vin 824.../QLD-DK)
EYICYSLOIN wuovrnrnivncnnnnen 200MY
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Té duge via da ... o 1 Q01

Chi dinh, chéng chi dinh, lidu _
Iwong va cich ding, than trong
va cdc thong tin khac: Xin xem tg ba
huéng din s dung thudc.

DE XA TAM TAY TRE EM

BOC KV HUONG DAN SU DUNG TRUGC
KHI DUNG

BAO QUAN O NHIET DO DUGI 30°C,
NOIKHO MAT, TRANH ANH SANG

Tiéu chudn: TCCS
SPK:VD-21827-14

San xudt tai: CONG TY CPDP CUU LONG
150, Entiing 1479, B.5, TRVL, tinh Vinh Lorg
Phan phoi bii: CONG TY CPDP BENOVAS
276 Nguyén Binh Chifu, Quan 3, TP HOM
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