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For Health - For Lite

Sd: 138/CV-DCL
V/v: Th ay eloi so dang ky san 

phdm Ceftizoxim 2 g

So dang ky da cap

VD-26844-17

So dang ky gia han

893110039724

CONG TY CO PHAN Dl/OC PHAM ClfU LONG____________________
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Loi dau lien, Cong ty Co phan Dirge pham Ciru Long xin giri loi cam on chan thanh va san
''' ' • z z • sac den Quy So y te vi da tin nhiem va tao dieu kien cho chung toi cung irng thuoc trong snot thdi 

gian qua.

Can cir Quyet dinh so 1630/QD-SYT ngay 27/06/2024 cua Giam doc So Y te tinh Kien 

Giang ve viec phe duyet ket qua lira chon nha than cung cap thuoc tap trung tinh Kien Giang, giai 

doan 2023 - 2025 (dot 3) Goi so 2: Goi than thuoc Generic thong thirdng.

Can cir cong van so 86/QD-QLD ngay 30/01/2024 cua Cue Quan Ly Dirge ve viec ban 

hanh Danh muc 19 thu6c san xuat trong node dirge gia han giay dang ky liru hanh tai Viet Nam - 

Dgt 191.2;

Cong ty chung toi la nha than cung irng san pham Ceftizoxim 2 g, so dang ky: VD-26844- 

17, nha san xuat: Chi nhanh 3 - Cong ty Co phan Dugc pham Imexpharm tai Binh Duong. Chung 

toi xin thong bao ve viec thay doi thong tin so dang ky san pham Ceftizoxim 2 g nhu sau:

Ten san pham

Ceftizoxim 2 g
r r zNgoai viec thay doi nhu Iren, chung toi xin cam ket voi Quy Sb Y te khong co bat ky thay 

doi nao khac. Vi the, chat lugng san pham hoan toan khong thay doi.

Vi vay, chung tbi tran trong thong bao den Quy So Y te, kinh mong Quy Sb Y te tiep nhan 

va dong y thay doi thong tin san pham Ceftizoxim 2 g de ebng ty chung toi tiep tuc cung irng hang 
/ 

cho cac co sb y te.

Xin cam on va tran trong kinh chao!
DAI DIEN HOP PHAP CUA NHA THAU^ 

PH6 Toj^GEAM DOC SAN XUAT & SC

http://www.dcl.com.vn


VTnh Long, ngay 11 thdng 04 ndm 202b
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Niri nhan:
Nhir kinh giri;
Liru.

O Nha m£y 
O VPHCM
Q VPHN

0 028 7309 4688 
0 024 7309 4688
O 1900 636 805

CONG HOA XA HOI CHU NGHIA VIET NAM 
Doc lap - Tir do - Hanh phucDCU

For Health - For Life

S3: 137/CV-DCL
V/v: Thciy doi so dang ky san 

phdm Zobacta 3,375 g

*\

Loi dau lien, Cong ty Co phan Dirge pham Ciiu Long xin gui lai cam on chan thanh va san 

sac den Quy So y te vi da tin nhiem va tao dieu kicn cho cluing toi cung ling thuoc trong snot thai 

gian qua.

Can cii Quyet dinh so 1630/QD-SYT ngay 27/06/2024 ciia Giam doc Sa Y te tinh Kien 

Giang ve vice phe duyet ket qua lira chon nha than cung cap thuoc tap trung tinh Kien Giang, giai 

doan 2023 - 2025 (dot 3) G6i so 2: Goi than thuoc Generic thong thuong.

Can cu cong van so 401/QD-QLD ngay 18/06/2024 cua Cue Quan Ly Dirge ve viec ban 

hanh Danh muc 512 thuoc san xuat trong nuoc dugc gia han giay dang ky lira hanh tai Viet Nam 

- Dgt 200;

Cong ty chiing toi la nha than cung ling san pham Zobacta 3,375 g, SDK: VD-25700-16, 

NSX: Chi nhanh 3 - Cong ty Co phan Dirge pham Imexpharm tai Binh Duong. Chiing toi xin 

thong bao ve viec thay doi thong tin so dang ky san pham Zobacta 3,375 g nhir sau:

_________ San pham
_______Zobacta 3,375 g

Ngoai viec thay doi nhir tren, cluing toi xin cam ket vai Quy Sa Y te khong co bat ky thay 

doi nao khac. Vi the, chat lirgng san pham hoan toan khong thay doi.

Vi vay, cluing toi tran trong thong bao den Quy So Y te, kinh mong Quy So Y te tiep nhan 

va dong y thay doi thong tin san pham Zobacta 3,375 g de cong ty cluing toi tiep tuc cung irng 

hang cho cac co so y te.

SDK da cap
VD-25700-16

SDK gia han 
893110437124

CONG TY CO PHAN DlfOC PHAM ClfU LONG____________________
150, di/dng 14/9, phddng 5, TP. V7nh Long, tinh VTnh Long 0 027 0382 2533 
276 Nguyen Dinh Chieu, phudng 6, Qujn 3, TP. HCM 
T$ng 5, Times Tower, Qu^n Thanh Xu3n, Ha Noi

O www.dcl.com.vn Hotline
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DU^C phwJ

NGUYEN TRONG DUG

Xin cam on va tran trong kinh chao!

DAI DIEN HOP PHAP CUA NHA THAU 
PHO TQ^ifgGTAM DOC SAN XUAT & SC
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S6: 86 /QD-QLD Ha Noi, ngay 30 thdng 01 nam 2024

CUC TRUONG cue QUAN LY DlTOC

CONG HOA XA HOI CHU NGHIA VIET NAM • • •
Doc lap - Tir do - Hanh phiic

QUYET DINH
Ve vice ban hanh Danh nine 19 thuoc san xuat trong nude 

duo’c gia han giay dang ky Iiru hanh tai Viet Nam - Doi 191.2

Ccin cir Ludt Dwo'c so 105/2016/QH13 ngciy 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngdy 15/11/2022 ciia Chink phn quy 

dink chuc ndng, nhiem vu, quyen han va ccf can td chiic cua Bo Y te;
Can cir Quyet dinh so 1969/QD-BYT ngdy 26/4/2023 ciia Bq trieong Bq Y te 

quy dinh chiic ndng, nhiem vu, quyen han vd cot cdu td chiic cua Cue Quan ly Dirac 
thuoc Bq Y te;

Can cii Thdng tir so 08/2022/TT-BYT ngdy 05/09/2022 cua Bq tnrang Bq Y te 
quy dinh viec dang ky Iiru hanh thuoc, nguyen lieu lam thuoc;

Can cir ket ludn cua Udi dong tir van cap gidy dang ky Iiru hanh thuoc, 
nguyen lieu I dm thuoc - Bq Y te dot 191 phien 2 tai Cong van so 101/ITDTVV- 
VPHD ngdy 11/12/2023 ciia Van phdng Udi dong tir van cap GDKLH thuoc, 
nguyen lieu lam thuoc;

Theo de nghi cua Tnrang phdng Dang ky thuoc, Cue Quan ly Dirac.

QUYET DINH:

Dieu 1. Ban hanh kem theo Quyet dinh nay danh inuc 19 thuoc san xuat trong 
nude dirge gia han giay dang ky Iiru hanh tai Viet Nam - Dirt 191.2, cu the:

1. Danh muc 18 thuoc san xuat trong nude dirge gia han giay dang ky Iiru hanh 
hieu luc 05 nam {Phu luc 1 kem theo\

2. Danh muc 01 thuoc san xuat trong nude dirge gia han giay dang ky Iiru hanh 
hieu lire den 31/12/2025 {Phu luc 11 kem theo).

Dieu 2. Co sd san xuat va co so dang ky thuoc cd trach nhiem:
1. San xuat thuoc theo dung cac ho so, tai lieu da dang ky vol Bo Y te va phai 

in so dang ky dirge Bo Y te Viet Nam cap len nhan thuoc.
2. Chi dirge san xuat, dira ra luu hanh cac thuoc kiem soat dac biet khi cd Giay 

chung nhan du dieu kien kinh doanh dirge pham vi kinh doanh thuoc phai kiem soat 
dac biet phu hgp vdi pham vi boat dong ciia co sd dap ling quy dinh tai khoan 5 Dieu 
143 Nghi dinh so 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phu quy dinh chi tiet mot 
so dieu va bien phap thi hanh Luat Dirge.

3. Thirc hien viec cap nhat tieu chuan chat lirgng ciia thuoc theo quy dinh tai 
Thdng tir sd 1 1/2018/TT-BYT ngay 04/5/2018 ciia Bo trirdng Bo Y te quy dinh ve 
chat lirgng thuoc, nguyen lieu lam thuoc.

4. Thuoc dirge gia han giay dang ky luu hanh tai Quyet dinh nay nhirng chira 
ndp hd so cap nhat noi dung nhan thuoc, td hirdng dan sir dung thuoc theo quy dinh 
ciia Thdng tir 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trirdng Bo Y te thi phai thirc 
hien cap nhat theo quy dinh tai diem b Khoan 1 Dieu 37 Thdng tir sd 01/2018/TT-BYT 
trong thdi han 12 thang ke tir ngay dirge gia han giay dang ky luu hanh.

Ky boi Cue Quan
ly Dirge a x

te BO Y TE
S5'etc QUAN LY DUOC

r/
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5. Sau 12 thang kS tir ngay ky ban hanh Quyct dinh nay, cac thuoc diroc gia han 
giAy dang ky luu hanh thco Quyet dinh nay co thay d6i noi dung hanh chinh (bao 
gdm ca mau nhan va to huong dan sir dung thuoc) phai san xuat va luu hanh vbi cac 
noi dung da duoc phe duyct thay doi trong ho so gia han.

6. Co so dang ky thubc phai bao dam duy tri dicu kien boat dong trong thoi gian 
hicu luc cua gidy dang ky luu hanh thuoc, nguyen lieu lam thuoc. Trong trirong hop 
khong con dap ung du dicu kien boat dong, co so dang ky phai co trach nhicm thirc 
hicn thay doi co so dang ky theo quy dinh tai Thong tir so 08/2022/TT-BYT trong thoi 
han 30 ngay ke tir ngay co sb dang ky khong con du dieu kien boat dong.

7. Co sb san xuat thuoc phai bao dam cac dieu kien boat dong cua co sb san 
xuat trong thoi han hieu lire cua giay dang ky luu hanh thuoc, nguyen lieu lam thubc.

8. Cac thuoc duoc gia han giay dang ky luu hanh tai Quyct dinh nay dupe tiep 
luc sir dung sb dang ky da cap tnrbc khi gia han trong thoi han tbi da 12 thang ke tir 
ngay duoc cap sb dang ky gia han thco quy dinh tai Phu luc VI ban hanh kern thco 
Thong tir sb 08/2022/TT-BYT.

Dieu 3. Quyet dinh nay co hicu lire ke tir ngay ky ban hanh.
Dieu 4. Giam dbc Sb Y te cac tinh, thanh pho true thubc Trung irong va Giam 

doc co sb san xuat va co sb dang ky co thubc tai Dieu 1 chiu trach nhiem thi hanh 
Quyet dinh nay./.
Noi nhqir.
- NhirDieu4;
- BT. Dao Hong Lan (de b/c);
- TT. Do Xuan Tuyen (de b/c);
- Cue Quan y - Bo Quoc phong, Cue Y te - Bo Cong an| 31
- Cue Y te GTVT - Bo Giao thong van tai; v J
- Tong Cue Hai quan - Bo Tai chinh; V
- Bao hiem xa hoi Viet Nam;
- Bo Y te: Vu PC. Cue QLYDCT, Cue QLKCB, Thanh tra 
Bo, Van phong HDTV cap GDKLH thuoc, NLLT;
- Vien KN thuoc TU’, Vien KN thuoc TP. HCM;
- Tong Cong ty Diroc Viet Nam - Cong ty CP;
- Cac Benh vien, Vien co giuong benh true thuoc Bo Y te;
- Trung tarn mua sam tap trung thuoc quoc gia;
- Cue QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Liru: VT, DKT (C.H) (02b).

( cue
QUAnAj

\ Dl/Ou z ____

Tuan Cu’dng

CUC TRUONG



Ten thuocSTT

(1) 0) (4) (5) (6) (7) (9)

Vien nen 241 NSX 1

Natri clorid 0,9% NSX 242 1

243 NSX 1

Fenagi 75 NSX 244 IDiclofenac natri 
75 mg

Drotaverin 
hydroclorid 40mg

float chat chi'nh
- Ham liro*ng

Dung dich 
thuoc nho 
mat, nho 
mui

Com pha 
hon dich
uong

Hop 1 Io x 
10ml; Hop 50 Io 
x 10ml

Hop 28 goi x 
0,5 gam

Hop 10 vi x 10 
vien

Quy each dong 
goi

Tuoi tho 
(thang)

893110038824
(VD-30813-18)

893100038924
(VD-17833-12)

893110039024
(VD-19305-13)

893110039124
(VD-30279-18)

So Ian 
gia han

Dang bao 
che

Vien nen 
bao phim 
tan trong 
ruot

5. Co1 so' dang ky: Cong ty Co phan Duoc pham An Thien (Dia chi: 314 Bong Sao, phuong 5, quan 8, Tp.Ho Chi Minh, 
Viet Nam)
5.1. Co- so- san xuat: Cong ty Co phan Duoc pham An Thien (Dia chi: L6 Cl6, Dtrong so 9, khu cong nghiep Hiep Phuoc, 
1 luyen Nha Be, Thanh pho Ho Chi Minh, Viet Nam)

So dang ky 
gia han 

(So dang ky 
da ca p) 

(8)

Tien 
ch u an

3. Co1 so' dang ky: Cong ty co phan Diroc pham 3/2 (Dia chi: 601 Cach Mang Thang Tam, phircmg 15, quan 10, TP. Ho 
Chi Minh, Viet Nam)
3.1. Co- so- san xuat: Cong ty co phan Duoc pham 3/2 (Dia chi: 930 C2, Dtrong C, KCN Cat Lai, Cum II, Phtrong Thanh 
My Loi, Quan 2, TP. 1 Id Chi Minh, Viet Nam)

Hiskast Montelukast 
(dtroi dang 
montelukast 
natri) 4mg

4. Co' sb- dang ky: Cong ty co phan duoc pham Agimexpharm (Dia chi: 27 Nguyen Thai Hoc, Phtrong My Binh, Thanh 
pho Long Xuyen, Tinh An Giang, Viet Nam)
4.1. Co1 so' san xuat: Chi nhanh Cong ty co phan duoc pham Agimexpharm - Nha may san xuat duoc pham 
Agimexpharm (Dia chi: Dtrong Vu Trong Phung, Khom Thanh An, P. My Thai, TP. Long Xuyen, An Giang, Viet Nam)

Hop 2 vi x 10 
vien; Hop 3 vi x 
10 vien; Hop 5 
vi x 10 vien

2. Co- so dang ky: Cong ty co phan Diroc Danapha (Dia chi: 253 Dung ST Thanh Khe, Phtrong Thanh Khe Tay, Quan 
Thanh Khe, Thanh pho Da Nang, Viet Nam)
2.1. Co so san xuat: Cong ty co phan Duoc Danapha (Dia chi: 253 Dung ST Thanh Khe, Phtrong Thanh Khe Tay, Quan 
Thanh Khe, Thanh pho Da Nang, Viet Nam)

Thuoc nho
mat - mui
natri clorid
0,9% Danapha

Phu Itic I
DANH MUC 18 THUOC SAN XUAT TRONG NUOC DlTOC GIA HAN GIAY DANG KY LU’U HANH 

TAI VIET NAM HIEU LUC 05 NAM - DOT 191.2
(Kem theo Onyet dinh so 86 /QD-QLD ngay30 thang 01 ndm 2024 

cua Cue Quan ly Dirac)

I

___________ (2)___________________________________________________________________________________
1. Co'so dang ky: Cong ty TNHH Abbott Healthcare Viet Nam (Dia chi: So 35, Dai Lo Ttr Do, KCN Viet Nam - 
Singapore, Phtrong An Phu, Thanh pho Thuan An, Tinh Binh Dtrong, Viet Nam)
1.1. Co' so san xuat: Cong ty TNHH Abbott Healthcare Viet Nam (Dia chi: So 35, Dai Lo Ttr Do, KCN Viet Nam - 
Singapore, Phtrong An Phu, Thanh pho Thuan An, Tinh Binh Dtrong, Viet Nam)

Spaverox



Ten thuocSTT

I36NSX6

1Hop 1 lo x 10ml NSX 24Natri clorid 0.9%7

136NSXVien nen8

124NSXG5 Enfankast9

I2410
pha ticm 10 Lo

Diclofenac natri 
75mg

Drotaverin 
hydroclorid 40mg

float chat chi'nh
- Ham lirong

Vien nen 
bao phim 
tan trong 
ruot

Dung dich 
nhd mat, 
nhd mui

Thuoc bot 
uong

USPhien 
hanh

Tuoi tho
(thang)

893110039324
(VD-26132-17)

893100039424
(VD-27863-17)

893110039524 
(VD-22148-15)

893110039624
(VD-20732-14)

893110039724
(VD-26844-I7)

So Ian 
gia han

(9)
1

6. Co- so- dang ky: Cong ty C6 phan Duoc pliam Cfru Long (Dia chi: 150 dtrbng 14/9, Phirong 5, Thanh pho VTnh Long, 
Tinh VTnh Long, Viet Nam)
6.1. Co'so-san xuat: Cong ty co phan duoc pham Ctiu Long (Dia chi: 150 dirong 14/9, Phirang 5, Thanh pho VTnh Long, 
Tinh VTnh Long, Viet Nam)

Diclofenac 75

H6p2vix 10 
vien; Hop 20 vi 
x 10 vien; Hop 
25 vi x 10 vien
Hop 30 goi x 
1,5g; Hop 20 
goi x 1,5g; Hop 
lOgoix 1,5g

(6)
NSX

(1)
5

G)
24

2_______
Quy each dong 

goi

(2)
Atilair sac

(3)
Moi goi 2g chiia: 
montelukast 
(dubi dang 
montelukast 
natri) 4mg

Dang bao 
che

So dang ky 
gia han 

(So dang ky 
da cap) 

(8) 
893110039224 
(VD-28851-18)

(4)
Thuoc com

(5)
Hop 10 goi, 20 
goi, 30 goi x 2 
gam

Tieu 
chuan

r

Hop 2 vi x 10 
vien; 1 lop 3 vi x 
10 vien; Hop 10 
vi x 10 vien

7. Co so dang ky: Cong ty Co phan Duoc phfim Gia Nguyen (Dia chi: Duong YP6. Khu cong nghiep Yen Phong, xa 
Dong Phong, huyen Yen Phong, tinh Bac Ninh, Viet Nam)
7.1. Co' so' san xuat: Cong ty Co phan Duoc pham Gia Nguyen (Dia chi: Duong YP6. Khu cong nghiep Yen Phong, xa 
Dong Phong, huyen Yen Phong, tinh Bac Ninh, Viet Nam)

Thuoc nhd
mat, nho mui
natri clorid
0,9%________________________________________________________________

8. Co' so' dang ky: Cong ty Co phan Duoc Phiirn Ha Tay (Dia chi: So 10A pho Quang Trung, phirong Quang Trung, quan 
Ha Dong, thanh pho Ha Noi, Viet Nam)
8.1. Co- so' san xuat: Cong ty Co phan Du'oc Pham Ha Tay (Dia chi: To dan pho so 4, phirdng La Khe, quan Ha Dong, 
thanh pho Ha Noi, Viet Nam)

Dros-Ta

Montelukast 
(diroi dang 
Montelukast 
natri) 4mg

9. Co' so- dang ky: Cong ty Co phan Duqc Pham Imcxpharm (Dia chi: So 04, Dirong 30/4, Phuong I, TP.Cao Lanh, I inh 
Dong Thap. Viet Nam)
9.1. Co'so-san xuat: Chi nhanh 3 - Cong ty CPDP Imcxpharm tai Binh Duong (Dia chi: So 22, Dirong so 2, Khu cong 
nghiep Viet Nam - Singapore II, Phirong Hoa Phu, TP.Thu Dau Mot, Tinh Binh Dirong, Viet Nam)

Ceftizoxim 2 g Ceftizoxim (dubi Thuoc hot Hop 1 Lo; Hop 
dang ceftizoxim 
natri) 2g

10. Co sb dang ky: Cong ty co phan duoc pham Khanh Hoa (Dia chi: Sb 74 dirong Thong Nhat, phirong Van I hang, 
thanh pho Nha Trang, tinh Khanh Hoa, Viet Nam)
10.1. Co sb'san xuat: Cong ty co phan duoc pham Khanh Hoa (Dia chi: Dirong 2/4, khom Dong Bac, phirong VTnh Hoa, 
thanh pho Nha Trang, tinh Khanh I Ida, Viet Nam)
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BQ Y TE

So: 401 /QD-QLD thdng 06 ndm 2024

CUC TRUONG cue QUAN LY DUOC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tir do - Hanh phuc

Ky boi Cuc Quan
ly Dupe

j Coquan: Bq Y Ic
t Ngav kv 18-06-
' 2024 11:21:43

+07.00 -> r , .
CUC QUAN LYDUOC

QUYET DINH
Ve vice ban hanh Danh nine 512 thuoc san xiiat trong nude 
duoc gia han giay dang ky Inn hanh tai Viet Nam - Dot 200

Can cu Ludt Duoc so 105/2016/QH13 ngdy 06/4/2016;
Can cirNghi dinh so 95/2022/ND-CP ngdy 15/11/2022 cua Chinh p/ni quy dinli 

chide ndng, nhietn vu, quyen han vd co1 can to elide cua Bq Y te;
Can cir Quyet dinh sd 1969/QD-BYT ngdy 26/4/2023 cua Bq truemg Bq Y te quy 

dinli elide ndng, nhietn vu, quyen han vd co can to elide cua Cue Quan ly Dicoc thuoc 
BqYte;

Can cd Thong tir so 08/2022/TT-BYT ngdy 05/09/2022 cua Bq trudng Bq Y te 
quy dinh vice dang ky luu hanh thuoc, nguyen lieu 1dm thuoc;

Can cd ket ludn cua Hoi dong tir van cap gidy dang ky hru hanh thuoc, nguyen 
lieu /dm thuoc - Bq Yte dot 200 tai Cong van so 43/HDTV-VPHD ngdy 15/5/2024 cua 
Van phdng Hoi dong tir van cap GDKLH thuoc, nguyen lieu 1dm thuoc;

Theo de nghi cua Truong phdng Dang ky thuoc, Cue Quan ly Dupe.

QUYET DINH:

Dieu 1. Ban hanh kem theo Quyet dinh nay danh mtic 512 thuoc san xuat trong 
nirdc duoc gia han giay dang ky luu hanh tai Viet Nam - Doi 200, cu the:

1. Danh muc 418 thuoc san xuat trong nude duoc gia han giay dang ky luu 
hanh hieu lire 05 nam {Phu luc 1 kem thed).

2. Danh muc 89 thuoc san xuat trong nude duoc gia han giay dang ky luu hanh 
hieu lire 03 nam {Phu luc IIkem theo).

3. Danh muc 05 thuoc san xuat trong nude duoc gia han giay dang ky luu hanh 
hieu lire den 31/12/2025 {Phu hie HIkem theo).

Dieu 2. Co sd san xuat va co sd dang ky thuoc cd trach nhiem:
1. San xuat thuoc theo dung cac ho so, tai lieu da dang ky vdi Bo Y te va phai 

in sd dang ky dirge Bo Y te Viet Nam cap len nhan thuoc.
2. Chi dirge san xuat, dua ra luu hanh cac thuoc kiem soat dac biet khi cd Giay 

cluing nhan du dieu kien kinh doanh dirge pham vi kinh doanh thuoc phai kiem soat 
dac biet phii hgp vdi pham vi boat dong ciia co sd dap ling quy dinh tai khoan 5 Dieu 
143 Nghi dinh so 54/2017/ND-CP ngay 08/5/2017 cua Chinh phii quy dinh chi tiet mot 
sd dieu va bien phap thi hanh Luat Dirge.

3. Thue hien vice cap nhat lieu chuan chat lugng ciia thuoc theo quy dinh tai 
Thdng tu sd I 1/2018/TT-BYT ngay 04/5/2018 cua Bo trudng Bo Y te quy dinh ve 
chat lugng thuoc, nguyen lieu lam thuoc.

4. Thuoc dirge gia han giay dang ky luu hanh tai Quyet dinh nay nhung chua 
nop ho so cap nhat ndi dung nhan thuoc, to hirdng dan sir dung thuoc theo quy dinh 
ciia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng Bo Y te thi phai thuc

IId Ndi, ngdy 18
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z cue
QUAr9

du^i
o’

Vu Tuan Ciiong

hien cap nhat thco quy dinh tai diem b Khoan I Dicu 37 Thong tir so 01/2018/ IT-BY l 
trong thbi han 12 thang ke tir ngay dirge gia han giay dang ky Inn hanh.

5. Sau 12 thang ke tir ngay ky ban hanh Quyet dinh nay. cac thuoc duoc gia han 
giay dang ky liru hanh theo Quyet dinh nay cd thay ddi ve noi dung hanh chinh phai 
san xuat va liru hanh vdi cac noi dung da duoc phe duyct thay ddi trong ho so gia han.

6. Co so dang ky thuoc phai bao dam duy tri dieu kien boat dong trong thbi gian 
hieu lire cua giay dang ky liru hanh thuoc, nguyen lieu lam thuoc. Trong trirbng hop 
khdng con dap irng du dieu kien boat dong, co sb dang ky phai cd trach nhiem thirc 
hien thay ddi co sb dang ky theo quy dinh tai Thong tir sb 08/2022/TT-BYT trong thbi 
han 30 ngay ke tir ngay co sb dang ky khdng con du dieu kien boat dong.

7. Co so san xuat thuoc phai bao dam cac dieu kien boat dong cua co so san 
xuat trong thbi han hieu lire cua giay dang ky liru hanh thuoc, nguyen lieu lam thuoc.

8. Cac thuoc duoc gia han giay dang ky liru hanh tai Quyet dinh nay duoc tiep 
tuc sir dung sb dang ky da cap trirbc khi gia han trong thbi han tbi da 12 thang ke tu
ngay duoc cap sb dang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo 
Thong tir sb 08/2022/TT-BYT.

9. Phoi hop vdi cac co sb dieu tri de thirc hien thco dung cac quy dinh hien 
hanh ve thuoc ke don. theo ddi an loan, hieu qua, lac dung khbng mong muon cua 
thuoc tren ngubi Viet Nam va tong hop, bao cao theo quy dinh tai Dieu 5 Thong tu sb 
08/2022/TT-BYT dbi vdi cac thuoc trong Phu luc II ban hanh kem theo Quyet dinh 
nay.

Dieu 3. Quyet dinh nay co hieu lire ke tir ngay ky ban hanh.
Dieu 4. Giam doc Sb Y te cac tinh, thanh pho true thuoc Trung trong va Giam 

doc co sb san xuat va co sb dang ky co thuoc tai Dieu 1 chin trach nhiem thi hanh 
Quyet dinh nay./.
Nffinhatv.
- Nhir Dieu 4;
- BT. Dao Hong Lan (de b/c);
- TT. Do Xuan Tuyen (de b/c); ^37
- Cue Quan y - Bq Quoc phong. Cue Y te - Bo Cong an; (
- Cue Y tS GTVT - Bo Giao thong van tai; V*
- Tong Cue Hai quan - Bo Tai chinh;
- Bao hiem xa hoi Viet Nam;
- Bo Y te: Vu PC, Cue QLYDCT, Cue QLKCB, Thanh tra
Bo, Van phong HDTV cap GDKLH thuoc, NLLT;
- Vien KN thuoc TU, Vien KN thuoc TP. HCM;
- Tong Cong ty Duoc Viet Nam - Cong ty CP;
- Cac Benh vien, Vien co giirbng benh true thuoc Bo Y te;
- Trung tarn mua sam tap trung thuoc quoc gia;
- Cue QLD: P.QLKDD. P.QLCLT, P.PCHN. P.QLGT;
Website;
- Luu: VT. DKT (C.H) (02b).
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Dang bao dieTen thhoc Quy each dong goiSTT

(6) (7)(3) (4) (5)(2)

36 INSXCinatamDNA

36 IPiracetam - DNA2

24 I3

Hop 3 vi x 10 vien IUSP 38 244

Hop 10 vi x 10 vien 1NSX 24Nooapi 4005

Hop 10 vi x 10 vien NSX 24 INooapi 800 Piracetam 800mg6

NSX 24 1Sucralfat lOOOmgSucrapi7

Hop 10 ong x 2ml NSX 36 I8

Hop 10 ong x 2m! 1NSX 24Furosol9

Hop 10 vix 10 vien NSX 36 1Phenobarbital lOOmg Vien nenGarnotal10

Hop 1 Io x 200 vien NSX 36 1I laloperidol 2mg Vien nenHaloperidol 2 mg11

Hop 3 vi x 10 vien NSX 36 1Meloxicam I5mg Vien nenMeloxicam 15mg12

Hop 5 vi x 10 vien 36 INSXNeuropyl 400 Piracetam 400mg13

Tetracyclin
250mg

Tetracyclin 
hydroclorid 250mg

Hoat chat chinh - 
Ham I iron g

Dung dich 
tiem

Dung dich 
tiem

Vien nang 
cirng

Tieu 
ch uan

Tuoi 
tho 

(thang)

893110426124 
(VD-31518-19)

DDVN
V

DDVN
V

Cinarizin 25mg;
Piracetam 400mg

Piracetam 400mg

Bisoprolol fumarat
5 mg

Piracetam 400mg

Nefopam 
hydroclorid 
20mg/2ml

Furosemid 20mg/2ml

Vien nang 
cirng

Vien nang 
cirng

Vien nen

Vien nen bao 
phim
Vien nen bao
phim
Vien nen bao 
phim

893110425424 
(VD-26359-17) 
893110425524 
(VD-26362-17) 
893110425624 
(VD-20928-14 )

893110425724 
(VD-31034-18) 
893110425824 
(VD-31036-18) 
893110425924 
(VD-30220-18) 
893100426024 
(VD-30914-18)

893110426224 
(VD-24683-16) 
893112426324 
(VD-24084-16) 
893110426424 
(VD-18188-13) 
893110426524
(VD-31520-19) 
893110426624 
(VD-25094-16)

Hon dich uong Hop 20 goi x 5ml;
Hop 50 goi x 5ml

3. Co- so’ dang ky: Cong ty co phan diroc Danapha (Dia chi: 253 Dung ST Thanh Khe, phirong Thanh Khe Tay, quan Thanh 
Khe, thanh pho Da Nang, Viet Nam)
3.1. Co- so’ san xuat: Cong ty co phan diroc Danapha (Dja chi: 253 Dung ST Thanh Khe, phirong Thanh Khe Tay, quan 
Thanh Khe, thanh pho Da Nang, Viet Nam)

Disidana

So dang ky 
gia han 

(So dang ky 
da clip) 

(8)

So
Ian 
gia 
han 
(9)

Hop 6 vi x 10 vien;
Hop 10 vi x 10 vien

Hop 5 vi x 10 vien;
Hop 10 vi x 10 vien

Lo 450 vien, Lo 
400 vien, Lo 200 
vien, Lo 100 vien

2. Co- so- dang ky: Cong ty co phan diroc Apimed (Dia chi: 263/9 Ly Thirong Kiel, Phuong 15, Quan 11, Thanh pho H6 Chi 
Minh, Viet Nam)
2.1. Co- so’ san xuat: Cong ty co phan diroc Apimed (Dia chi: Duong NI, cum cong nghiep Phu Thanh - VTnh Thanh, xa 
VTnh Thanh, huyen Nhon Trach, tinh Dong Nai, Viet Nam)

Misopato 5

(1)_______________________
1. Co’ so’ dang ky: Cong ty co phan Duo’c - Vat tir y tc Nghe An (Dia chi: So 68 dirbng Nguyen Sy Sach, Phuong Hung 
Phuc, thanh pho Vinh, tinh Nghe An, Viet Nam)
1.1. Co- so’ san xuat: Cong ty co phan Duoc - Vat tir y to Nghe An (Dia chi: So 68 duong Nguyen Sy Sach, Phirong Hung 
Phuc, thanh pho Vinh, tinh Nghe An, Viet Nam)

Phu luc I
DANH MUC 418 THUOC SAN XUAT TRONG NUOC DUOC GIA HAN GIAY DANG KY LU U HANH 

TAI VIET NAM HIEU LUC 05 NAM - DOT 200
(Kern theo Ouyel dinh so 401 /QD-QLD ngay 18 thang 06 nam 2024 

ciia Cue Quan ly Diarc)
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Ten thuoc Quy each dong goiSTT

136NSXHadozyl113

IHop 6 vi x 10 vien 24NSX1 Icnazepril 5114

36 1Hop 30 goi x 3,76g NSXMectomal115

24 1Hop 6 vi x 10 vien NSXVien nenPecrandil 5 Nicorandil 5mg116

1Hop 10 vi x 12 vien NSX 48Vien nen bao117

24 1118 Zobacta 3,375 g

24 1NSXZobacta 4,5g119

136Vien nen NSX120

36 IVien nen NSX121 Predni IMP 5 mg Prednison 5mg

11
Dang bao die 1

Dioctahedral smectit 
3g

Ethambutol 
hydrochlorid 400mg phim

Piperacillin (dudi 
dang piperacillin 
natri) 3g;
Tazobactam (dtroi 
dang tazobactam 
natri) 0,375g

Methylprednisolon 
16mg

Hoat chat chinh -
Ham liTQ'ng

Vien nen bao 
phim

Thuoc bpt pha 
tiem

Thuoc hot pha 
tiem

Hpp 01 1q, Hpp 10 
19

Hop 1 lo x 4,5g;
Hop 10 Io x 4.5g

Tieu 
ch u an

893115436624 
(VD-24769-16)

893110436724 
(VD-25172-16)
893100436824 
(VD-25176-16)

893110437124
(VD-25700-16)

893110437224
(VD-20747-14)

893110437324 
(VD-20655-14)

893610437424
(GC-260-16)

USP 
hien 
hanh

Vien nen bao 
phim

Thuoc bot pha 
hon dich uong

25. Co- so- dang ky: Cong ty Co phan Duoc pham Imexpharm
tinh Dong Thap, Viet Nam)
25.1. Co- so- san xuat: Cong ty Co phan Duoc pham Imexpharm (Dia chi: So 4. duong 30/4. phuong 1. thanh pho Cao 
Lanh, tinh Dong Thap, Viet Nam)

Ethambutol
400 mg

25.2. Co-so-san xuat: Chi nhanh 3 - Cong ty Co phan Duoc pham Imexpharm
2. khu cong nghiep Viet Nam - Singapore II. phuong Hoa Phu, thanh pho Thu Dau Mot, tinh Binh Duong, Viet Nam)

Hop 3 vi x 10 vien. 
Hop 1 chai x 50 
vien. Hop I chai x 
100 vien, Chai 500 
vien
Chai 200 vien, 
Chai 500 vien

893110437024 
(VD-20750-14)

tai Binh Duong (Dia chi: So 22, duong so

893110436924
(VD-25180-16)

(Dia chi: So 4, duong 30/4, phuong I, thanh pho Cao Lanh.

(1) 
112

Mctronidazol 
I25mg; Spiramycin 
750000IL)
Benazepril 
hydroclorid 5mg

(6)
NSX

£1
36

______ (2)
Greenramin

(3)
M6i 15ml chua: Sat 
protein succinylat 
800mg tuong ung 
vdi Fe (111) 40mg

0)
Dung dich 
uong

So dang ky 
gia han 

(So dang ky 
da cap) 

(8) 
893100436524 
(VD-27884-17)

(5)
Hop 10 Io x 15ml, 
Hop 1 lo x 30ml. 
Hop 15 ong x 
10ml, Hop 20 ong 
x 7,5ml, Hop 30 
ong x 5ml

Hop 2 vi x 10 vien

Piperacilin (dudi 
dang Piperacilin 
natri) 4g;
Tazobactam (dudi 
dang Tazobactam 
natri) 0,5g

25.3. Co sd san xuat: Chi nhanh cong ty co phan duQC pham Agimexpharm- Nha may san xuat duoc pham 
Agimexpharm (Dia chi: Duong Vu Trong Phung. Khdm Thanh An, phuong My Thdi, thanh pho Long Xuyen, tinh An 
Giang, Viet Nam)

Metprednew IMP
16

Tu6i 
tho 

(thang)

So 
Ian 
gia 
han 
(9) 

I
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:

ceNG HoA xA nqI cuu NcHia vIET NAM

Ddc l6p - Tu do - Hanh Phric

"V/v: Xin thay d1t SO dang hi
sdn phdm MIRENZINE 5 "

TP. HO Chi Minh, ngd.y 14 thdng 04 ndm 2025

K{nh efri: SO Y TE TINH rcNX GIANG

(sau ddy gqi ld "BAn mdi thd'u")

CfiNC Ty CO pHAN GONSA (sau ddy gpi ld "Nhd thdu") c6 tham dg vd trung thAu g6i

thAu: G6i sii Z: G6i thiu thuiic generic th6ng thulng sin phAm MIRENZINE 5 theo Th6ng b6o

trring thAu s6: 1630/QD-SYT ngdy 2710612024 cria Sd y t6 tinh Ki6n Giang.

Nay C6ng ty ldm c6ng vdn ndy xin thay d6i th6ng tin Sd d6ng ki' cria sin phAm MIRENZINE

5 cU thO nhu sau:

stt T6n thu6c Quy
cich

Dcrn
vi

tinh

sti tlxng kf da
trring thiu

Sii arng kf Trri
xin thay d6i

TCn nhi sin
xudt - Nur6,c

sin xu6t

1
MIRENZINE 5

(Flunarizin 5mg)

HQp 10

vix10
vi0n

Vi6n vD-28991-18 893110484324

C6ng ty c6
phAn duqc

phAm Me Di
Sun - ViQt

Nam

Bing vdq bin niry, chirng t6i xin th6ng b6o v0 viec.di0u chinh vir cung ring s61-nhAm MIRENZINE
5 theo sO dang kj'm6i 893110484324.YiQc thay <16i Sd ddng kj'ndy kh6ng 6nh hucmg dOn c6c th6ng

tin kh6c ctng nhu ch6t lugng san phAm.

Ngd,y 6p dgng: 1410412025

Nhd thiu xin d[nh kdm cdc tdi liAu sau:
A ., 1 '1. Gi6y ph6p luu hdnh sdn phdm

2. Quy6t dinh 4o2IQD-QLD ngdy 18/0612024 v0 viec gia hpn giSy ddngkj'luu hdnh

Kinh mong BCn mdi thAu xem x6t vd ch6p thufln cho Nhd thAu dugc ti}pltlccung cAp s6n phAm

theo th6ng tin thay d6i trCn.

Trdn trgng cdm on!

DAI DIEN HgP PHAP pa xna rlo.Lu/
o6c n //

6/,
'E/ c

w
r,T VI HIEN
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DRIIG ADi!il1{l$tL{llloN oll vl El'N}lM

Ngay c6p: 221A212018
Ogte o.f lss,ronr:e:

!,1 a n i c o l it't a r k e t i n gt A L r t lt o t.i z :.t i i <t t t li a k! e r:

Arldi e,s.s '

'[e r t:o' s4' s;irr xtrat
il a r it t) tsi ll :,i tt t.t f ;, t : I L t t e f .

Oia cni
,4.irircss:

Ten co'scr dorrg goi :

rVartie of As.seri ri.r/cr'

Dia chi .

Adore ss.'

l.o'i. iili xa Ben Cdi

Ghi clru: irio,ul

1- GiAy ph(:,) ltl'u hirih s;,iit phAnr niry ,.1u'9c cAp thec Cing hn str

dling ky tliri6c dA Ctu Q'c {rq Y i0 rtr6 cllrv6t

This rtarkelirg altthorization ltas been issuad iil aacordance r!'ifh ,he ircss,t,
approved by the Vietnatn Mhi:;iry of H*allh.
z- B6t c(v scr tlray ddi nao rzd n$i c.lung ctia gi6y phep phii
CUc Qu;in t.! Du'qc - B0 Y te xfrc nh;in.

Any vatiaiion$ a{ fhe .orfeo{s ot #1e ,ia,keihg authorizalion are rsc!.irad to be

adopted sy the DrLlg Adr.nifiisuatio!.i ai Vietllam.

i j{,}r\ {; i{0;\ xA r{ ? { c r:r 0 N G },1 l1*34*#;t!lbru:''r:: ^.
SOCIAI.IST R'fiPLJlll.lC 0f VIB'rNAN4' e t I
aOe $p - rq do - fl+ntr phtc IONG GIAM DOC
lr:,"lependence-l:reeclotl-]luppiness ' /.

: MirenzBne 5

: Flunarizin (du,cri cf qng Flurrarizin diirydrochioridlf rng -gb T/i
l-i0p 'it) i,,ix 10 r.,idrr; \liOn ne n

]'CC$

36 th5ng

vD-28991-18

99/QO-QLD

f iqLr lu'c cua giAy phep lr-r''r hdnh sdn plram: co gia irr 0s n*nr ke t0, ngiy cip
Expiratiort r)ak; of this tv4ar'ketinq AulInrizatiort;

C6ng ty co phAn du,qc phAm Me Di SLln

521 khu ph6 An Lo-i, phu'o'ng Hoi Lqi, thi xi B6n Cdri.
tinh Blnh DL"ucrng - Vi0t Nam
Cdng ty cti phin cJu,g'c pii*i:r iVls Di Sun

52"1 khu pir6 An Lq'i, pirwo'ng Hod
tinh Binh Du,ong - Viet Narn

He Nei, ngay 22 thang A2 nant 2018
KT. CUC TI?U'ONG CUC QUAN LV DU'OG

i--oR GENERAL-DtRECTOR Or rUe Onuc ADMINIsTRATtCru Or vtrrrvnti
PHO CUC rRLI-O'hIG

DEPIJTY GENE ITAL.DIRECTOR

GTd,Y Frx*r L:U1TJ HANH SAX T
MARKETING AUTHORIZATION

I en tilLl()c
Narirct of Drte:

Thdnh phAn chinh, hzim iu,o,rrg
Active ingredienls, Sircngl/i:

Quri cdcli clcng gci, bdo u.h5
Packrng Sizc, uosage fonn:

TiSu chu6n chdt iu,ong :

Qu al i ty S pt:cifi c a tio n :

Markoting Autl torizatir:n f.lttmher:

56 quyOt riinfr
Approv ai Deci sio n Nrrrltiror-

Han Cin,,:1 .

Shcli- //fe.

S6 gi6y phep lu,ur lrdrnh sdn plrAm (SDK):
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Ki bdi: Cuc QuiD

[J"'ifl"","u.',,1 BO Y TE
N{ii k{: rli-06- :,,,*ii/r-tUc euAN Lf DI/qc

CQNG HOA xA ugt cH0 NGHia V$r NAM
DQc I$p - Tg do - H4nh Phric

Hd N|| ngdy 18 thdng 06 ndm 2024So: +oz /QE-QLD

QUYET DINH
VtiviQc ban hirnh Danhmuc 394 thu6c sin xu6t trong nu6'c

iluqc gia h4n gi6y dlng lcf luu hhnh t4i YiQt Nam - Dgt 201

cuc t*r*" 
"r. " 

o,^ "f ougc

Cdn c* LuAt Daqc tA tOStZOlOtgUt 3 ngdy 06/4/2016;

Cdn cir Nshi dinh tii gS/ZOzz/NB-CP ngdy 15/11/2022.cila Chinh phil quy dinh

ch*c ndng, nhi€m u1r, quyin,hqn vd co cdu d chac cila Bd Y tA; _ - ^ ^ -- :
Cdn ca euyil dinh sd 1969/QD-BYT ngd.y 26/4/2023 cila BO tradng BQ Y t€ quy

dlnh chil'c ndng, nhiQm ,r,,, quyin hqn vd 
"o "du 

td ch*c u)a Cuc Qudn li' Drqc thu\c
B0 Y t€;

cdn ct| Th6ng tff s6 08/2022/TT-BYT ngdy 05/09/2022 cfia BQ trahng B0 Y ft
quy dlnh viQc ddng W tnu hdnh thudc, ngryt€n li€u ldm 

1!u6c-; .
cdn cfr k6t fuan da Hai d6ng tur v6n cdp giay ddng lry lnu hdnh thu6c, nguy€n

ti€u ldm thu6c - Bg Y t6 dq:t 20,1 tqi C6ng vdn s6 4\/HDTV-VPHD ngay 22/5/2024 cila

Vdn phdng H.6i ding ta vdn ciip GDKLH thudc, nguy€n li€u-tdm thudc;
Theo d€ nghi cfia Trudng phdng Ddng lE thu6c, Cr,tc Qudn ly Dtqc.

QUYET D!NH:

Di6u 1. Ban hinh kdm theo Quytit ilinh ndy danh mgc 394 thuiSc sin xu6t ffong
nu6c tlugc gia h4n gi6y ddrrrgkj' luu hinh tpi ViQt Nam - Dgt 201, cg th6:

1. D;nh ^vi ZgZ thu6c sf,n xu6t trong nu6c dugc gia han gidy ddng ki' luu
hinh hiQu lgc 05 ndm (Phu luc I kdm.theo).

2.Darhmuc 82 thu5c sin *u6t trong nu6c dugc giah4n gi6y ddngkj'luu hdnh

hiQu luc 03 ndm (Phw luc ll.kim theo).
3. Danh mgc 20 thu5c sdn xu6t trong nu6c dugc gia han gii,y ddlngkjz luu hdnh

hiQu lsc d6n3111212025 (Phu luc III kdm theo).
Di6u 2. Ccv sd sin xu6t vd ccr so d[ng lcj'thui5c c6 tr6ch nhiQm]

1. Sin xu6t thui5c theo dirng c6c h6 io, tdi li0u dd ddng lcj' v6i BQ Y tC vd phii
in sti tl6ng kj' dugc 89 Y 6 ViQt Nam c6p 16n nhdn thudc.

2. Chitlugc sdn xu6t, ilua ra luu t int 16. thu6c kitim so6t tlflc biet kfii c6 GiAy
chirng nhfln dir t1i6u kiQn kinh doanh dugc phpm vi kinh doanh thu6c phii ki6m so6t

dac biet phi hqg v6i ph4m vi ho4t dQng cria co sd d6p img quy dinh tai kfioan 5 Ei6u
143 Nghi dinh s6 5412017|ND-CP ngiy 081512017 cria Chinh phu quy tlinh chi ti6t mQt

sO al0u vd bign ph6p thi hdnh Luft Dugc.
3. ThUc triOn viec cpp nhflt ti6u chuin chAt lucr-ng cua thul5c theo quy dinh tai

Thdng tn sO ttlZOi8/TT-BYT ngiry 041512018 cira BQ truong B0 Y tC quy dinh vO

chdt ltrong thu6c, nguyOn liQu ldm thuOc.

+. tnuOc du'qc-gia han gi6y ddng kf luu hdnh tai Quyet dfnh ndy nhung chua

nQp h6 so cflp nhat noi dung nhen thu5i, td hu6ng ddn sri {rng thu6c theo quy cIlnh

cua Th$ng tu OL12OLS/TT-BYT ngdy 18/01/2018 cira BQ trucrng B0 Y tC thi phii thgc

-.//I
;6
lo
;(
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hiQn cAp nhpt theo quy dinh rpi di6m b Khoan 1 Di6u 37 Th6ng tu s6 Ot/2018/TT-BYT

trong ihoi h,an 12thingk6 tu ngdy dugc gia han ei6y dlng lci'luu hinh.
5. Sau tz th6ngi0 tu niai.fql barinenh quv6t din[ niy, c6c thui5c tlugc gia han

gi6y ddng Ly 1,r, hinh theo Quytit dinh ndy c6 thay d6i v0 nQi. dung hinh chinh ph6i

ia" *"at ia i"" hdnh v6i c6. ntidurg dd dugc ph6 duyQt thay d6i trong h6 so gia han.

6. Co so $[ng kf thu6c phii brio dim duy tri di6u kiQn hoat dQng trong thdi gian

hiQu lgc cira gi6y A"and f.i, luuhdnh thu6c, nguy6n liQu ldm thu6c' Trong trudng hqp

khdng cdn tl6p img dir di6u kiQn hoat dQng, ccv sd tldng.lcj'phii c6 tr6ch nhiQm thlrc

hiQn thay doi co rO da.,g kjr theo quy dlnh tai Thdng tu s6 OI/ZO2ZITT-BYT trong thdi

hpn 30 ngdy k0 tu ngdy co so d[ng kj'kh0ng cdn dir di6u kiQn ho4t tlQng'

7 . Co so sdn xu6t ttruijc pfrai Uao ditrr. cdc cli6u kiQn ho4t dQng cira co sd sin

xu6t trong thoi han hiQu lUc cira giAy dlng kj' luu hdnh thu69,_nguy6n 1i0u tim thu6c.

8. Crlc thu6c ttugc'gia rrpn giay aeng rri,luu hinh tpi Quyet dinh ndy duqc ti6p

tuc sir aure ,6 ;ang f.y Aa'cAp'tru?c'khi iuLq"trong thdi tan tOi da 12 th6ng kC tu
A ; -,ngay ougc cap so oang ky giahan theo quy dinh tai PhU lgc VI banhdnh kdm theo

Th6ng tu s6 08/20221TT-BYT. ...
9. ph6i hqp vdi c6c co so didu tri di5 thUc hi6n theo dring c6c quy dinh hiQn

hanh v6 thu6c kC don, theo d6i an toitr, hi6u qud, tirc dqng kt6ng Pong mu6n cria

it"O. ,rC" 
"g"di 

Viet Nam vd t6ng hqp, 6ao'cao tn"o quy dinh tai.Si€u 5 Thdng tu s5

OSlZO2zlTT-gyf dOi vOi c6c thu6c trong Phu lsc II ban hdnh kdm theo Quy6t dfnh

ney.
Didu 3. Quy0t dinh ndy c6 hiQu luc kC tu ngiy.hi'ban hdnh'

Didu 4. Ciim aoc s0 Y tc c6c tinh, thenh ph6 tr.uc thuQc Trung uong vd Gi6m

d5c co sd sin xu6t ve co sd d[ng kj' c6 thu6c tAi Di6u 1 chiu tr6ch nhigm thi hinh

Quy6t dinh ndy./.

Noi nhQn:
- Nhu Di€u 4;
- BT. Ddo H6ng Lan lati b/c;;
- TT. D6 XuAn Tuy6n 1dC b/c);
- Cpc Qudn y - BQ Qu6c phdng, CUc Y t6 - BQ C6ng an;

- Cuc Y t6 Crvf - B0 Giao th6ng vdn t6i;
- T6ng Cqc Hdi quan - 86 Tdi chinh;
- Brio hi6m xd hQi ViQt Nam;
- BO Y tii: Vp PC, CUc QLYDCT, Cuc QLKCB, Thanh ha
BQ, Vdnphdng HETV cap GDKLI! thu6c, NLLT;
- Vie" rN thu6c TtI, vi€n KN thui5c TP. HCM;
- T6ng C6ng ty Dugc ViQt Nam - C6ng ty CP;

- C6c B0nh viQn, Vign c6 giucrng bOnh truc thu0c B0 Y t0;

- Trung tdm mua sdm tdp trung thu6c qu6c gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).
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Phg luc I
DANH Iy;IJC}LLTHUOC SAN XUAT TRONG NT-I6C DUO. C GIA HAN GIAY DANG KV LTIU HANH

TAMET NAM HII'.L] LIJC 0s NAM - DQT 201

(Kint theo Quyit ctinh s6 402 /QD-7LD ngdy 18 thang 06 ndm 2024

cua Cuc Quan li Du'oc)

cky
ViQt Nam - Singapore, Thanh ph6 Thufln An, Tinh Binh Ducrng, ViQt Nam)

1.1. Co s0 sin xuft: C6ng ty c6 phAn c6ng nghQ sinh hgc - duqc phim ICA (Dia chi: L6 10, dudng s5 S, khu c6ng nghiQp

ViQt Nam - Singapore, Thnnh phti Thufn An, Tinh Binh Duong, Viqt Nam)

Thar.rh H6a, tinh Tharrh H6a, ViQt Nam)

2.1. Co' sO s6n xuit: Cdng ty cii phin Du'qc - V{t tu'y ti5 Thanh H6a (Dia chi: 56 04 dud'ng Quang Trurrg, phudrg Nggc

Trao, thinh ph6 Thanh H6a, tinh Thanh H6a, Vi0t Narn)

l. Co sO Ae"g kf : C6ng ty c6 phin duqc Apimed (Eia chi: 26319 Li Thudng KiQt, Phudng 15, Qu{n 11, thnnh ph6

Minh, Vi0tNam)

3.1. Co s6'sin xuAt: Cdng ty c6 phin duqc Apimed (Dia chi: Eudng Nl, cpm c6ng nghiQp Phri Th4nh - Vinh Thanh, xd

VTnh Thanh, huyQn Nhon Tr4ch, tinh Ddng Nai, Viet Nam)

4.1. Co s0 sfln xuit: Cdng ty c6 phin Dugc Diing Nai (Eia chi: 56 221 B, dudng Ph4m VIn Thuin, phucrng T6n Tii5n, thdnh

pna SiCn Hda, tinh D6ng Nai, Vigt Nam)

r

I

STT TOn thu6c Ho4t chflt chinh -
Him luqng

D4ng bio
ch6

Quy cich tl6ng g6i Ti6u
chuAn

Tuol

thg
(thdng)

56 tlnng kf
gia h4n

(Sii tllng lcy
l]

da cap)

S6

$n
gia

han

(1) (2) (3) (4) (s) (6) (7) (8) (e)

rcg' s0 df"s kj" CO"e ty;6phA; c6ng nghQ sinh hgc - duqc phim ICA (Eia chi: L6 10, tludng s6 5, khu c6ng nghi-6p

I Caricin Clarithromycin
50Omg

Vi6n n6n

bao phim
HQp3vix4vi€n;
chai 350 vi6n

NSX 36 8931t047 6624

(vD-1s3 l2- l 1)

I

2. Co s0 tling ky: C6ng ty c6 phin Du'qc - V4t Phir, phuong Lam Son, thdnhtu y tti Thanh H6a (Eia chi: 56 232

2 Clindathepharm
capsule

Clindamycin (du6i

dpng Clindamycin
HCI) 300mg

Vi6n nang

cirng

H6p 10 vix 10 vi6n DD\TN
IV

24 893110476724
(YD-r76sr-t2)

1

J Leukas Montelukast (dudi

d4ng Montelukast
natri) 5mg

Vi6n n6n

bao phim
H6p 2 vi x 10 vi6n NSX 24 893t10476824

(vD-176ss-12)
1

4 Iheprilda Indapamid l,25mg;
Perindopril erbumin

4mg

Vi6n n6n HQp 3 vi x 10 vi6n;
H6p 20 vi x 10 vi6n;
HQp 50 vi x 10 vi6n

NSX 36 893tt0476924
(vD-30662-18)

1

5 Ihczyiurg Cetirizin
dihydrochlorid lOmg

Vi6n ndn

bao phim
HOp i0 vi x 10 vi6n;

H6p 50 vix 10 vi6n;

HQp 100 vi x 10 vi6n

DEVN
ry

36 893100477024

(vD-r7663-12)
1

d chi:26319 L Ki 5, Quin I, thinh ph6 H6 Chi

6 AIlerya Loratadin 5mg Dung dich
uong

HQp l0 6ng x 5m1,

Hop 20 6ng x 5ml,

H6p1chaix30m1

NSX 24 893100417124
(YD-31462-t9)

I

7 Apidom Domperidon (dudi

dpng domperidon
maleat) 5mg

H6n dich
uong

HQp 30 g6i x 5m1;

HQp 30 g6i x 10m1;

Hgp1chaix30ml

NSX 24 893110477224
(vD-30e33-18)

I

8 Nooapi 1200 Piracetam 1200mg Vi6n n6n

bao phinr
H6p 10 vi x 10 vi6n NSX a,l 8931 t0471324

(vD-3 1 03 5- l 8)

I

4. Co sO tling kf: C6ng ry 
"6 

pna" Duqc Ddng Nai (Dia chi: 56 221B, dudng Ph4m Vin Thuin, phudng Tdn Ti6n, th Lnh

pnt5 eien Hda, tinh EdngNai, ViQtNam)

9 Ioptropin 800 mg Piracetarn 800mg Vi6n n6n

bao phim
H6p 10 vi x l0 vi€n NSX 36 8931104'77424

(vD-25588- r 6)

1



STT TOn thu6c Ho4t chit chinh -
Him lu-ong

D4ng bio
ch6

Quy cdch tl6ng g6i I leu
chuAn

Tudi
thg

(thtng)

56 tllng kf
gia hqn

(Sd tlnng rf
-- .a .
da cap)

S6

lAn
gia

han

(2) (3) (4) (s) (6) (7) (8) (e)

14 Methylprednisolone
Blue

Methylprednisolone
4mg

Vi0n n6n H6p 10 vi x 10 viOn,

HQp 20 vi x 10

vi6n, H6p 50 vi x 10

vi6n, Chai 100 vi6n,

lCtrai 
ZOO vi6n, Chai

1500 vi6n. Chai 1000
t.^
lvlen

NSX JO 893110483924
(vD-328s0-19)

1

75 Tinidazol Tinidazol 500mg Vi6n n6r.r

bao phim
HQp 10 vi x 10 vi0n DD\trN

ry
36 893115484024

(YD-22t11-t5)
1

2l.Cts0dIngxf,co,hi:S6521,Khuph6AnLgi,PhudngH6aLgi,Thixii
Biin C6t, Tinh Binh Duong, ViQt Nam)

nc ky

2t.1. Cas6 sin xuft: Cdng ty c6 phAn dugc phAm Me Di Sun (Dia chi: Si5 521, Khu phO an Lgi, Phudng Hda Lqi, Thi xd

BEnCit,Tinh Binh Duong, ViQtNam)

22. Ct "t ililng ky: C6ng ty c6 phAn duqc phAm Medbolide (Eia

dudng Ba Thzing Hai, phudng 15, quin 11, Tp. H6 Chi Minh, ViQt Narn)

22.1. Casf sin xuit: C6ng ty c6 phAn Duqc phim Phong Phf - Chi nh6nh nhi miy Usarichpharm (D!a chi: L6 sti 12,

dudng s6 8, khu c6ng nghipp ia, iao, phucrng Tin Tpo A, quQn Binh Tan, TP. H6 Chi Minh, Vigt Nam)

e kf:

23.1. Co si1 sin xuit: Cdng ty cii ptrin duoc phim Minh Din (Dia chi: Ld N8, tludng N5, khu c6ng nghiQp Hda X6,

phudng My Xd, thdnh ph6 Nar.n Dinh, tinh Nanr Dinh, ViQt Nam)

76 Biromonol Carisoprodol 35Omg Vi6n n6n

bao phim
t10p 5 vi x 10 vi6n NSX 36 8931 10484124i

(vD-3 i 75 e- 1 9)

I\

77 Lubicid
Suspension

Bismuth subsalicylat

525,6mg

H6n dich
A

uong

HQp 10 g6i x 30ml;
HQp 20 g6i x 30ml

NSX 24 893100484224
(vD-33480-19) *

78 Mirenzine 5 Flunarizin (duoi d4ng

Flunarizin
dihydrochlorid) 5rng

Vi6n n6n HQp 10 vi x 10 vi6n NSX 36 893110484324'.
(VD-28991-18tr.. .,/

r/A,/

79 Ritsu Levocarnitin 1000mg Dung dlch
uong

HQp 20 6ng x lOml NSX 36 893t10484424
(vD-3042s- I 8)

1

80 Spydael Gabapentin 400mg Vi6n nang

cung

HOp 3 v1, 10 vi x 10

vien; Chai 100 vi€n

NSX JO 893t10484524
(vD-31769-19)

I

81 Tux-Asol Levodropropiziu
60mg

Vi6n n6n HQp 03 vi x 10 vi6n;
L9 100 vi6n

NSX 36 893tt0484624
(YD-32s23-r9)

1

82 Zydtez Zopiclone7,5mg Vi6n n6n

bao phim
HQp 6 vi x 10 vi6n NSX JO 893110484124

(vD-31770-19)
1

c6 nhAn d Medbolide chi: Phdng 09, I 10, tda nhd The Even'ich 1, s6 968

83 Vodocat 5 Iorsemid 5mg Vi6n n6n HQp 3 vi x 10 vi6n USP
2021

Jb 893110484824
(vD-328s4-19)

I

ia chi: L6 E2, duimgN4, khu c6ng nghiQp Hda X6, phuong

L6c Hda, thinh ph6 Nam Dinh, tinh Nam Einh, Vi6t Nam)

84 Cepemid lg Cilastatin (dudi dang

Cilastatin natri) 0,5g;

Imipenem (dudi dpng

Imipenem
monohydrat) 0,5g

Thu6c bOt

pha tiOm

H6p i lo 20ml NSX Jt) 893r10484924
(vD-26896-17)

1

85 Flr"rvastatin 20 mg Fluvastatin (duoi

d4ng fluvastatin
natri) 20mg

Vi6n nang

cung

H6p 03 r,i x l0 vi6n NSX 36 893110485024
(vD-32857- l9)

I



c0p{G TY TruHH nrqc PHdM &
THAIIS TltlIT Bl Y Td

I{OANG BUC

ud (b ro [-a," 8>

ceNG HoA xA ngr cu0 Ncnia. \rr$r NAM
Ddc lffp - Tu do - Hanh rrhrflc{ifrP-GsP

150 OO01 : 2008

Yi s.if'lfft{i€ C6srr D6r(,

36: 96412025/TENDER
(V/v thay aAi SnX Guarente-8)

Tp.HCM, ngdy 18 thdng 04 ndm 2025

Kinh gfri: S& Y tii tintr Ki6n Giang

Ldi tl6u ti6n, C6ng ty TNHH Dugc Phim vi Trang fni6t Bi Y t5 Hodrng Eric chdn

thanh c6m on Quy co quan dd quan tdm ring hQ c6c san phAm cria c6ng ty chring t6i ph6n

ph6i trong sutit thdi gian qua.

Cdn cu Quyd dinh si5 I$0/QD-SYT ngdy 27/6/2024 cila S0 Y t€ vi viQc phA duyQt k€t
qud h{a chpn nhd thdu G6i sd 2: G6i thdu thuiSc generic th6ng thudng thuQc ki| hogch h{a

chgn nhd thdu cung ctip thutic tQp trung tinh KiAn Giang, giai doqn 2023-2025 (dqt 3)

Cdn crh khd ndng cung ang hdng hoa cila C6ng ty TNHH Duqc Phdm & Trang Tht€t

Bi Y t€ Hodng Dr,rc. )

C6ng fy TNHH Dugc Ph6m vd Trang fhi6t Bi Y tt5 Hodng Ducold nha phan ph6i
chinh thirc cho san phAm Guarente-8 (Candesartan cilexetil , 8*g).Chung t6i dA firing
thAu san phAm Guarente-8 tpi Quy ccr quan. Nh.mg hiQn tpi, sin phAm ndy dd dugc Cpc

Quin ly Dugc 
"6p 

16 ttdrrg lqy m6i 8931101 52424, 16 hing theo s6 dAne ky m6i ndy dd

dugc nhflp vC kho vd sE cung img cho Quy co quan.

Bing vdn bin ndy, chring tdi xin th6ng b6o vO viQc <li6u chinh vd cung img sin pham

Guarente-8 theo s6 dang ky m6i 893110152424. ViQc thay AOi SO tldng ky ndy kh6ng ffi
hucnrg d6n cdc th6ng tin kh6c cflng nhu ch6t lugng s6n ph6m . @{nh kdm Quyiit dinh sii
15L/QD-QLD ngdy 21/03/2021 dA gui, Co quan d6i chidQ.

Kinh mong Quy Co quan xem x6t vd ch6p thufln.

Trdn trQng cdm cvn vd kinh chio!

Ncri nh{n:
- Nha tr€n;
- Lwu phdng thdu

I

K*
(j/cone
el ill6c
>l#,nd1
*\ -y

VU HOANG TRUNG



BQ Y:rf
lvtlNISTRY 0F t"lEALTI"I

cuc QUAN Lf DUoc
DRUC A DlIl N I STRATIO,T* O$ \t ETNATI

CQNG HoA xA HOr cH0 NcIriA vr&T NAM
SOCIAT"IST REPUI}LIC OT YIETNAM

' DOc l$p - TU do - H4nh phric
Intlependenec - Freedotn - Happiness

138 Gi.ino Vd - Hi

AUTHORIZATION

,. I
I en tnuoc
Namg ofDrug:

ThAnh ph&n chinh, hAm lugng
Actlve Ingrodlents, Sfreng{h;

Quicdch d6ng g6i, bAo ch6
Packlng Siee, Dosage form:

Ti6u chu5n ch6t lLPqilg
Quality Specificallon:

Han dtng
Shelf- lifa:

S6 gtSy phr*p lru hAnh sdn phAm (SOK): vD-28461-17
Ma d<eting Aulhorization N umbe r
s6 quy6t oinh :
Appmval D ecision Number:

UU HAT{H SAN PHAM

Guarente-8

Candesartan cilexetil 8mg

Hqp 3 vi x 10 vi6n; Vi6n nen

TCCS

36 thAng

406/QD-QLD NgAy c6p: 191912017
Date of lssuance:

l-liOu lrrc cria gi6y ph6p luu hinh sin ph6m: c6 gi6 tri 05 ndm k6 tu ngAy cAp
Expintion Date of this Marl<eting Autharlzation:

I en cO scr oang Ky
Name af Matueting Authoization Holder

Dia chi
;{ddress.'

,.
I en cd sd san xuat
Name of Manufacturec

Ola chi
Address:

I en ccv so oong got
Name of Assembler

Ghich0: rrvoru,

1- GiSy phdp luu hdnh sAn phim niy dugc cdp lheo dnng h&
tl5ng kf thu6c dE dugc B0 Y t6 ph6 duyQt.

C6ng ty TNHH DuEc phirn DqtVl Ph(

LO M7A, Du&ng D17, KCN M! Phudc 1, phulng ThOi
Hda, thi xd B6n Cdt, tinh Binh Duong - Viet Nam

C6ng ty TNHH Duqc ph5m OqtVi PhU

LO M7A, Dudng DI7, KCN Mi Phudc 1, phudng Thdi
H6a, thi xE B6n Cdt, tinh Binh Duong - Vi0t Nam

He N}| ngdy 19 thdng 9 ndm 2017,
KT. CUC TRUONG CUC QUAN LY DUqC

FOR GENERAL.DIRECTOR OF THE DRUG ADMINISTRATION OF

"PHo cuc rRLrdNG

9ia chi
Address.

GEIiERAL.DIRECTOR

This matkating aulhodzation has baen issued ln a9cptdancs wilh the
approved bylhe Vietnam Ministry ol Heallh.

2- sill c$ su thay d6i nio vB nOi dung cia gi5y phdp phAi

QVc Ourin l9'<tuqc - B0 Y t6 x6c nhQn,

(*
,o/ o,
,\TBAq

Aoy wtlaliohs al lhe conlenls ol tha markellng autttorization are requi|ed lo be
adopted Oy tha Drug Admlnlstfttion ofvietnam. NGUYEN TAT DAT



Ki bdi: cqc QuAtr
li Dq

i"b}:[,iU,I e0 v rEzulq trt20i!9 .^ 
_

+07:oo CUC QUAN Lv DLIqC
cgNG HOA XA UQr CHU Ncrri.L VEr NAM

DQc Iflp - Tq do - H4nh phrlc

Hd N|i, ngdy 27 thdng 03 ndm 2024so: rsr /QE-QLD

v0 viQc ban hinh,rrPff.'il?1ilfu. sin xu6rrong nu6c
tlugc gia h4n gi6y tlnng IrJ tuu hinh t4i ViQr Nam - Egt 193

"r"r*mrnugc
Cdn cu Ludt Duqc sii tOStZOtOtgUt3 ngdy 06/4/2016;
Cdn cir Nghi dlnh s6 gstzOZztWB-CP 

"ngdy 15/1 1/2022 cfia Chinh phti quy dinh
chfic ndng, nhiQm u.q, quydn hqn vd co ciiu tA ilrr;," cila B0 y tii;

cdn c* Quyilt dinh sd tg6g/eE-Byr ngdy 26/4/2023 cila BQ tnrhng ap r rc qry
dinh ch{rc ndng, nhiQm v4, quyin hqn vd co iiiu tii chuc cila crtrc Audn lj,ouqc thiac
B0 Yft;

cdn cth Th6ng tu sd 08/2022/TT-BYT ngdy 05/09/2022 ct)a BQ truong aO y ta
quy dlnh viAc ddng lE luu hdnh thuiic, nguy€n liQu ldm thuiSc;

cdn c* k€t han cila Hli ding tr vdn cdp gigy ddng lry lm hdnh thuijc, nguyan
ti€u tdm thu(5c - si r rc dw te3 tqi cars;;;;di;/;r;ii rrrno ngdy re/02/2024
crta vdn phdryg Hoi ddng trvii, 

"iip 
cDxtH tnudc, nguyhn riQu tdm tnii";

Theo dO ngh! cfia Trrdng phdng Edng tqt thuiic, Cuc eudn t!,Duqc.

qurEr D!NH:

Didu 1. Ban hinh kdm theo Quytit dinh ndy danh muc 881 thu6c sin xuAt ftong
nudc dugc gia han giAy rl[ng By l.ru hdnh tpi Vi6t Nam - Eqt 193, cu thii:

1. Danh mgc 595 thu6c san xuAt hong nu6c crugc gia hpn gily ddng kf luu
hnnh hiQu luc 05 ndm(Phu h.tc I kdm theo).

2. Danh muc 285 thu6c s6n xu6t trong nu6c duoc gia hpn giAy dang ky luu
hdnh hiQu lgc 03 ndm(Phu lltc II kdm theo).

3. lanh muc 01 thu6c sin xuAt trong nudc tiugc gia hpn gidy ddnglcf luu hdnh
hiQu lpc d}n3l/1212025 (Pha.t lac III kdm ieo).

Ei6u 2. Co s0 sAn xuAt vi co s0 d6ng lcf thu6c c6 tr6ch nhi6m:
L Sin xu6t thu6c theo ctirng c6c hd scv, tdi liQu cl6 rldng lcf vdi BO Y tC vd ph6i

in s6 dang k1i cluoc Bg Y t6 Viet )rtam c6p l6n nh6n tLu6c.
2. Chi dugc sin xu6t, dua ra luu hdnh c6c thudc ki6m so6t d{c biet khi c6 Gidy

chimg nhpn dri di6u kiQn kinh doanh duoc pham vi kinh doanh thu6c phii kii5m so6t
d[c biOt phn hqp vdi phpm vi ho4t dQng cfia co s0 ct6p r]ng quy dinh tai khoin 5 Di6u
143 Nghi dinh sd 54l2O17IND-CP ngny O8 l5l20l7 ctra Chiitr pil,i quy dirn .ni ti5t met
sd di6u vd biQn ph6p thi hdnh Luflt Dugc.

3. Thuc hi0n vi0c cflp nhflr tiOu chuAn chAt ruqng cta thu6c theo quy tlinh tai
Thpng u so tt/2018/TT-BVr ngdy 04/5/2018 cfia BQ-trucrng BO y t6 quv airrr, 

"achit luqng thu.6c, nguy0n ligu ldm thu6c.

.4. Thu6c rtuoc gia hpn gi6y ddngky luu hdnh tpi euySt dfnh ndy nhrmg chua
nQp hd so cdp nhpt nQi dung nhan thutic, io t,r*g ddn sri- oung itu5" in.o qu"v oinn
cira Thdng tu 01/20L8/TT-BYT ngiry 18/01/2018 cria BO truong nO y te thi ph6i thuc

AO

GT

,,c P

iIH
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?-T,-



2

hiQn cfp nhQt theo quy dinh tai t1i6m b Khoin 1 Di6u 37 Th6ng tu s6 01/2018/TT-BYT
trong thdi hqn 12 th6ng k6 tu ngdy dugc gia hpn gi6y dang hf Iuu hdnh.

5. Sau 12 thingk6 t& ngdy kj.ban hdnh Quyi5t dinh niy, c6c thuSc ctugc gia hpn

Biay d6ng lcy luu hdnh theo Quytit dinh ndy c6 thay AOi vC nQi dung hdnh chinh (bao
g6m ci m6u nhdn vd td hucrng din sri dpng thuOc) phei sin xuit vd luu hdnh v6i cr[c
n6i dung cl6 cluo. c ph€ duyQt thay d6i trong hO so gia h4n.

6. Co sd d6ng kj/ thu6c ph6i b6o ttim duy tri diAu kiQn hopt dQng trong thdi gian
hiQu lUc c;iua grdy ddng kji luu hinh thu5c, nguydn lipu ldm thu6c. Trong trucrng hqp
kh6ng cdn il6p ung dir diOu kiQn ho4t dQng, co so ddng kj'phii c6 tr6ch nhiQm thUc
hiQn thay d6i co sd ddng lcj,theo quy dfnh tpi Th6ng tu si5 Oa/ZOZ2ITT-BYT trong thdi
han 30 ngdy kO h) ngdyco sdd6ng hf kh6ng cdn ctir di6u kipn hopt elQng.

7. Co sd sdn xu6t thudc phii b6o c16m c6c cli6u kiQn hoat tlQng cta co s& sin
xu6t trong thoi h4n hiQu lUc cira gi6y.d6ng kf luu hdnh thui5c, nguydn liQu ldm thu5c.

8. C6c thu6c duo. c gia hpn giAy d[ng ky l ru hdnh tpi Quy6t tllnh ndy duqc ti6p
t.uc sfr dpng sti d[ng kf dd cdp tru6c khi gia h4n trong thcri han tiSi tla 12 th6ng k6 tu

I t--
ngdy dugc cAp s6 dAng kf gia h4n theo quy dinh tai Php lpc VI ban hdnh kdm theo
Th6ng ru s6 08/2022/TT-BYT.

9. Phdi hqrp vdi chc co s& diAu tri d6 thUc hi6n theo thing c6c quy tlinh hiQn
hdnh v6 thudc kC don, theo d6i an todn, hiQu qu6, t6c dpng kh6ng mong mui5n cua
thu6c h6n ngudi ViQt Nam vd tring hqp, b6o c6o theo quy dinh tai DiAu 5 Th6ng tu s6
O8/2022/TT-BYT e6i voi cdc thu6c hong Php lpc II ban hinh kdm theo Quylit ilinh
niy.

Diiiu 3. Quy6t dinh ndy c6 hiQu IUc kO rr-r ngdy hjr ban hdnh.
Didu 4. Gi6m ddc Sd Y tC c6c tinh, thinh phd tr.uc thuQc Trung uong vd Gi6m

diic co sd sin xu6t vd co sd ding lcf c6 thu6c tfi Di0u 1 chi.u tr6ch nhiQm thi henh

Quytit dinh nny.i.

Noi nhQn:
- Nhu DiAu 4;
- BT. Dio H6ng Lan 1o6p/c);
- TT. D6 Xuin Tuy6n (d6 b/c);
- Cgc Qudn y - BQ Qu6c phdng, Cgc Y t6 - BQ Cdng an;
- Csc Y tC GTVT - 86 Giao th6ng vfn tdi;
- T6ng Quc Hii quan - BQ Tdi chinh;
- 86o hiOm xE hQi ViQt Nam;
- BO Y ti5: Vp PC, Cac QLYDCT, Cuc QLKCB, Thanh ha
BQ, Vdn phdng HDTV cAp GDKLH thudc, NLLT;
- Vien KN thu6c TU, Vien KN thuiic TP. HCM;
- Ti5ng COng ty Duo. c ViQt Nam - C6ne ty CP;
- C6c Bpnh viQn, ViQn c6 giuong bQnh tryc thuQc n6 V tC;

- Trung t6m mua sim tpp trung thu6c qu6c gia;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).
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Phg lgc I
DANH MUC s9s rHUOC SAN XUAT rRONG N[I6C Dr.IqC GrA HAN CLq.v DANG rf r,UI; nANn

rar vrsr NAM HrEU LIIC 0s NAM -Eo. T 1e3

(Kim theo Quylt dlnh s6 l8l /QD-QLD ngdy 2l thdng 03 ndm 2024

cila Cuc Qudn li Duqc)

tling kf:
ViQt Nam-Singapore, thi xi Thu6n An, tinh Binh Ducrng, ViQt Nam)

1.1. Ccr s& sin xuAti Cdng ty c6 phAn Cdng nghQ sinh hgc - Duqc phAm ICA (Dia chi: L6 10, ttu&ng s5 5, khu c6ng nghiQp

ViQt Nam-Singapore, thi xi. Thufln An, tinh Binh Duong, ViQt Nam)

Phtrc, thdnh phii Vinh, tinh NghQ An, ViQt Nam)

2.1. Co s& sf,n xuAt: Cdng ty c6 phAn Du'o. c - vflt tu y t6 ttgtrQ An (Dia chi: Si5 68 ducrng Nguy6n Sf S6ch, phucng Hung

Phric, thdnh ptrO Vintr, tinh NghQ An, ViQt Nam)

Thanh H6a, tinh Thanh H6a, ViQt Nam)

3.1. Co s& sf,n xuAt: Cdng ty c6 phAn Duqc - V$t tu y t6 Thanh H6a (Dia chi: Sti 04 tlunng Quang Trung, phulng Nggc

Trso, thdnh pnr5 fna*r ffOa, tinh Thanh H6a, Viet Nam)

r

:/
\\
.t

STT TGn thudc Ho4t chAt chinh -
Hhm tuqng

Dgng bio
ch6

Quy c6ch tl6ng g6i Ti0u
chuin

Tudi
thQ

(th6ng)

56 dnng Icf
gia hp

(56 dnng kf
tI6 c6p)

56lAn
gia h4n

(l) Q) (3) (4) (s) (6) (7) (8) (e)

1. Ctr s& tling kf: C6ng ty c6 phAn C6ng nghQ sinh hgc - Dugc phAm ICA (Dia chi: Ld 10, duong s6 5, khu c6ng nghiQp

I Coxlec Celecoxib 200mg Vi€n nang
cring

HOp 2 vi x 10 vi0n,
vi PVC-Alu

NSX JO 893110136424
(vD-18668-13)

1

2. Co sfi tling kf : Cdng ty c6 phAn Duqc - vft tu y tG NghQ An (D1a chi: Sd 68 tlucrng Nguy6n S| S6ch, phucrng Hrmg

2 DNAStomat Omeprazol (du6i
d4ng pellet
Omeprazol 8,570:

235,3m9)20mg

Vi0n nang

cfng
HQp 10 vi x l0 vi6n,
vi nh6rn/nh0m; HQp

I lq x 14 vi6n, lg
FIDPE

NSX JO 893110t36524

ND-24933-16)

1

3. Co s6'tling kf: COng ty c6 phin Dug'c - V$t tu y t6 Thanh H6a (Dia chi: 56 232Trdn Phir, phucrng Lam Scrn, thdnh

J Amoxicilin
500 mg

Amoxicilin (ducri

d4ng Amoxicilin
trihydrat compacted)

50Omg

Vi0n nang

cfng
HQp 10 vi x 10 vi6n;
HQp 20 vi x 10 vi€n;
HOp 50 vi x 10 vi6n

DD'\rN
V

24 893110136624
(YD-24941-16)

1

4 Ampicilin
500 mg

Ampicilin (dudi
dpngAmpicilin
trihydrat) 500mg

Vi6n nang
cfng

HQp l0 vi x l0 vi6n;
HQp 20 vi x l0 vi;
HQp 50 vi x l0 vi6n

DD\TN 24 8931r0136724
(vD-24396-16)

1

5 Diclofenac Diclofenac natri
5Omg

Vi6n n6n

bao tan
trong ruQt

Il0p 10 vi x l0 vi6n DEVII
IV

24 893 I 10136824
(YD-2r946-r4)

I

6 Glimethepharm Glimepirid 2mg Vi€n n6n HQp 3 vi x l0 vi0n;
HQp l0 vi x l0 vi6n;
HQp 50 vi x 10 vi0n

NSX 36 893110136924
(vD-30657-18)

1

7 Gut C thepharm Colchicin 1mg Vi6n n6n HQp I vi x 20 vi6n NSX 36 893115137024
(vD-22270-ts)

I

8 Mectathepharm Diosmectite 3g Thu6c bQt

pha h6n
dich u6ng

HQp 30 s6ix4s NSX 36 893100t37124
(vD-19s54-13)

1

9 Ptu Thepharm Propylthiouracil
50mg

Vi0n n6n HQp a vi x 25 vi6n;
HOp 10 vix25
Vi6n; HOp I lq x
100 vi6n

DDVN 36 893110t37224
(vD-18800-13)

1
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Lt. r-u so oang Ky: uong fy co phan dugc phfim Dat Vi phf (Dla
l, Phuolg Thdi Hda, Thi Xe B6n C6t, Tinh Binh Duong, Vi6r Nam)
21.1. Ct sff sin xu6t: C6ng ty c6 phAn dugc ph6m D?t Vi Phr[ (Dia chi: L6 M7A , Dudng Dl7, Khu C6ng NghiQp M]
Phudc l, Phudng Thcri Hda, Thi XA B6n C6t, Tinh Binh Duong, Vi6t Nam)

, DudngDlT, Khu C6ngNghiQp Mlphu6c

STT TOn thu6c Ho4t chAt chinh -
Him luqng

D4ng bio
chii

Quy cdch tl6ng g6i Ti6u
chuAn

I ltol
thg

(thdng)

56 tHng kf
gia h4n

(Sii ilnng kf
iIfi cAo)

Sd lAn

gia hqn

(1) Q) (3) (4) (s) (6) (7) (8) (e)
1s6 Diclofen Diclofenac

diethylamin
0,l16gil0g

Gel b6i da H6pltulpx10g NSX 24 8937001s1924

ND-22124-ts)
1

157 Natri Clorid 0,9% Natri clorid
4,5gl500m1

Dung dfch
dr)ng ugodi

Chai 500m1 NSX 36 8931001s2024
(vD-28928-18)

1

158 Nystafar Nystatin 100.000ru Vi6n n6n

dat am dao

H6p 1 vi x 10 vi0n,
vi Alu - A1u

NSX 36 8931101s2124

ND-2784e-r7)
I

l. Co sf tlIng kf: Cdng ty cO phAn duqc D4t Vi P) t[ (Dla chi: L6 M7.

159 Gensler Ramipril5mg Vi6n n6n HQp 10 vi x 10 vi6n,
nh6m - nh6m

NSX 36 8937t01s2224
(vD-2743e-t7)

1

160 Guarente-16 Candesartan cilcxetil
16mg

Vi6n n6n H6p 3 vi x 10 viOn,

nh6m - nh6m
NSX 36 893110152324

(YD-28460-11)
1

161 Guarente-8 Candesartan cilexetil
8mg

Vi6n n6n HQp 3 vi x 10 vi6n,
nh6m - nh6m

NSX 36 893110152424

ND-28461-r7)
1

162 Isaias Diosmin 600mg Vi0n n6n

bao phim
H6p 6 vi x 10 vi6n,
(PVC - nh6m)

NSX 36 893110152s24
(vD-28464-t7)

I

t63 Lakcay Raloxifen HCI 60rng Vi6n n6n

bao phim
H6p4vixTvi€n,
nh6m - nh6m; H6p
6 vi x 10 vi6n, PVC -
nh6m

NSX 36 893110t52624

ND-28470-17)

I

164 Lavezzi-S Benazepril
hydroclorid 5mg

Vi6n n6n

bao phim
HQp 10 vi x l0 vi6n,
nh6m - nh6m

NSX 36 893110152724

ND-28471-17)
1

t6s Levetral-750 Levetiracetam 750mg Vi6n n6n

bao phim
H6p 6 vi x 10 vi6n,
nh6m-nh6m

NSX 36 8931101s2824
(vD-28916-18)

1

t66 Manzura-15 Olanzapin 15mg Vi6n n6n

bao phim
HQp l0 vi x l0 vi6n,
nh6m - nh6m

NSX 36 8931101s2924
(vD-27443-17)

1

167 Najen Aceclofenac 100mg Vi6n n6n
bao phim

H6p 3 vi x l0 vi6n,
H6p l0 vi x l0 vi6n,
vi nh6m- nh6m

NSX 36 8931 10153024
(vD-28920-18)

1

168 Puyol Danazol200mg Vi0n nang

cring
HQp 3 vi x l0 vi6n,
H6p 10 vi x 10 vi6n,
PVC - nh6m

NSX 36 893110153124
(YD-28481-17)

1

t69 Sullivan Amisulprid l00mg Vi€n n6n HQp4vix7vi6n,
HQp 6 vi x 10 vi6n,
nh6m - nh6m

NSX 36 8931t}t53224
(vD-25951-16)

1

170 Zapnex-10 Olanzapin 1Omg Vi6n n6n

bao phim
HQp 3 vi x 10 vi6n,
HQp 6 vi x l0 vi6n,
HQp l0 vi x l0 vi6n,
PVC - nh6m

NSX JO 8931t0t53324
(YD-274s6-11)

1

17t Zhekof-HCT Telmisartan 40mg;
Hydroclorothiazid
12,5mg

Vi6n n6n HQp 6 vi x 10 viOn,

nh6m - nh6m
NSX 36 893110153424

(vD-28489-17)
I


