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Tinh VTnh Long. VG HOA XA HOI CHU NGHIA VIET NAM 
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Health - For Life

So: 10/DC L ETC
V/v Thay tfoi ten va man 

nhdn thudc Acetylcystein

VTnh Long, ngay 22 thdng 09 ndm 2022

Kfnh giii: SO Y TE TINH BINH PHUOC

7 ' 7 ^Cong ty Co phan Dugc pham Cuu Long chan thanh cam on sir quan tarn va tin nhiem

cua Quy Sa Y te ve hang hoa do Cong ty chung toi san xuat va phan phoi trong thoi gian 

vira qua.

Can cu Quyet dinh so 447/QD-SYT ngay 04 thang 11 nam 2020 cua Giam doc So Y 

te tinh Binh Phudc ve viec phe duyet ket qua lira chon nha than goi than mua thuoc generic 

cho cac co so y te cong lap cua tinh Binh Phirac giai doan 2020-2022.

Cong ty Co phan Dirge pham Cum Long co trung than mat hang thuoc Acetylcystein \\* 

(Hoat chat Acetylcystein 200 mg), so dang ky VD-21827-14, quy each Hop 100 goi x 1 g, 

do Cong ty Co phan Dugc pham Cum Long san xuat va phan phoi.

Cong ty chung toi xin thong bao den Quy So Y te nhu sau: thuoc Acetylcystein da 

dugc Cue Quan ly Dugc phe duyet thay doi ten thuoc va man nhan thanh Aecysmux 

Sachet, theo cong van so 6924/QLD-DK ngay 11/6/2021. (dinh kem cong van 6924/QLD- 

DK)
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Cong ly; chung toi cam ket ngoai noi dung thay doi tren tat ca noi dung khac van giu 

nguyen nhu ho sa thau da dugc phe duyet.

Nay Cong ty chung toi kinh de nghi Quy So Y te chap thuan cho Cong ty tiep tuc 

cung cap mat hang Aecysmux Sachet so dang ky VD-21827-14 voi ten mai thay doi nhu 

tren.

Chan thanh cam an Quy Sa Y te.
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CONG HOA XA HOI CHU NGHIA VIET NAM 
Doc lap - Tu’ do - Hanh phuc

Ha Noi, ngay /U thdng (a ndm 2021

BO Y TE
cue quAn ly duoc

S6: /QLD-BK
V/v thay doi, bo sung doi vai thuoc 

da dugc cap GDKLH

Kinh gui: Cong ty co phan dugc pham Cuu Long
Dia chi: So 150 duong 14 thang 9, TP. VTnli Long, tinh VTnh Long.

Cue Quan ly Dugc nhan dugc ho so so 1911/TDTN ngay 09/4/2021 cua 
cong ty ve vice thay doi, bo sung doi voi thuoc san xuat trong nuoc da dugc cap 
giay dang ky luu hanh.

Can cu Thong tu so 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bg 
Y te quy dinh vice dang ky luu hanh thuoc, nguyen lieu lam thuoc; Thong tu so 
01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y te quy dinh ghi nhan 
thuoc, nguyen lieu lam thuoc va to huong dan su dung thuoc;

Can cu ket luan tai Bien ban tham dinh ho so thay doi/bo sung cua cong 
ty, Cue Quan ly Dugc co y kien nhu sau:

Dong y de cong ty dugc thay doi ten thuoc thanh pham, thay doi mau 
nhan doi voi thuoc Acetylcystein, so dang ky: VD-21827-14, cu the nhu sau:

1. Thay doi ten thuoc:
- Ten thuoc da dugc phe duyet: Acetylcystein.
- Ten thuoc de nghi thay doi: Aecysmux Sachet.
2. Thay doi mau nhan: Mau nhan thay doi dugc dong dau xac nhan cua 

Cue Quan ly Dugc kem theo Cong van nay.
Ngoai noi dung dugc thay doi tren, tat ca cac ngi dung khac giu nguyen 

nhu ho so dang ky thuoc luu tai Cue Quan ly Dugc.
Co so dang ky, co so san xuat phai chiu trach nhiem ve chat lugng doi voi 

thude luu hanh tren thi truong va co trach nhiem thong bao sir thay doi nay den 
cac co quan lien quan va khach hang.

Sau 06 thang ke tu ngay ky cong van nay, thuoc khong dugc san xuat voi 
cac ngi dung cu da de nghi thay doi.

Cue Quan ly Dugc thong bao de cong ty biet va thuc hien dung cac quy 
dinh cua Viet Nam ve san xuat va luu hanh thuoc./.
Noinhan:
- Nhir tren;
- Cyc tnrdng (de b/c);
- Luu: VT, DK (Chi).
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SDK: VD-21827-14 
Ma s6: TDN-20210330 
Trang: 1 /3

NHAN BAG BI TRUC TIER

AECYSMUX® Sachet
Goi Ig

DCL
For Health - For I ife
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rphan:

.-*w6ylcystein____
Ta dir pc vOa du.....
CFil dlnh, chong chi dlnh, lieu 
lupng va cachi dung, than trong 

cic thong tin khic Xin xem to 
huong dan sO dung thuoc.

DeXATAMTAYTR£EM
OOC KY HUONG DAN SIf DUNG TRUOC
KHI DONG
BAD QUAN 0 NHIET DO DUCfl 30‘C, 
NOl KHO MAT, TRANH ANH SANG

Tieu chuan: TCCS 
SDK: VD-21827-14

San «uit tai: CONG TY CPDP cCTU LONG 
ISO. Difrlnt] 14/0. P.S.TPVL, tinli Vinh Lory 
PhSn phfil Wl: CONG TY CPDP BENOVAS
2/6 Nguyen Uinh Chli'u, QuAn 3. I P HC.M

5 200mg 
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NHAN BAO Bi THU' CAP

AECYSMUX® Sachet
Hop 30 goi x Ig

SDK: VD-21827-14 
Ma so: TDN-20210330 
Trang: 2 /3DCL%

tor Health - For Life
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NHAN BAO BITHU'CAp

ECYSMUX® Sachet
100 goi x Ig

SDK: VD-21827-14 
Ma sd: TDN-20210330 
Trang: 3 /3DCLM

1 For Health - For Life /
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