CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phuce

DCL;

For Health - For Life
S6: 138/CV-DCL
Viv: Thay doi s6 dang ky san Vinh Long, ngay 11 thang 04 nam 2025
pham Ceftizoxim 2 g

Kinh giri: SO'Y TE TINH KIEN GIANG

Loi ddu tién, Cong ty C6 phan Duoc pham Ctru Long xin gui 161 cam on chan thanh va sau
sic dén Quy S¢ y té vi da tin nhiém va tao diéu kién cho chung téi cung tmg thude trong sudt thoi
gian qua.

Cin ctr Quyét dinh s6 1630/QD-SYT ngay 27/06/2024 cta Giam dbc S Y té tinh Kién
Giang vé viéc phé duyét két qua lwa chon nha thau cung cap thude tap trung tinh Kién Giang, giai
doan 2023 — 2025 (dot 3) Goi sb 2: G6i thau thube Generic thong thuong.

Can ctr cong van s6 86/QD-QLD ngay 30/01/2024 ctia Cuc Quan Ly Dugc vé viéc ban
hanh Danh muc 19 thudc san xuét trong nude duogce gia han gidy dang ky luu hanh tai Viét Nam —
Dot 191.2;

Cong ty chiing toi 12 nha thau cung tmg san pham Ceftizoxim 2 g, s6 dang ky: VD-26844-
17, nha san xuét: Chi nhanh 3 - Cong ty C6 phan Dugc pham Imexpharm tai Binh Duong. Ching

t61 xin thong bao vé viéc thay doi thong tin s6 dang ky san pham Ceftizoxim 2 g nhu sau:

Tén sin phim S6 diing ky da cip S6 dang ky gia han
Ceftizoxim 2 g VD-26844-17 893110039724

Ngoai viée thay déi nhu trén, chiing toi xin cam két voi Quy So¢ Y té khong co bat ky thay
d6i nao khac. Vi thé, chat lugng san pham hoan toan khong thay doi.

Vi vay, chung t6i tran trong thong bao dén Quy So Y té, kinh mong Quy So Y té tiép nhan
va dong y thay déi thong tin san phdm Ceftizoxim 2 g dé cong ty ching i tiép tuc cung tmg hang
cho céc co sd y té.

Xin cam on va tran trong kinh chao! jﬂb/

DAI DIEN HOP PHAP CUA NHA THAU
ING-GIAM POC SAN XUAT & SC

Noi nhin:
- Nhu kinh gui;
- Luu.

CONG TY €6 PHAN DUGC PHAM CUU LONG
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CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

DCL)

For Health - For Life

Sé: 137/CV-DCL

V/v: Thay doi s6 dang ky san Vinh Long, ngay 11 thang 04 nam 2025
pham Zobacta 3,375 g

Kinh giri: SO Y TE TINH KIEN GIANG

Loi dau tién, Cong ty C6 phan Duge pham Ctru Long xin giri 10i cam on chan thanh va sau
siic dén Quy S y té vi da tin nhiém va tao diéu kién cho ching t6i cung tmg thude trong sudt thoi
gian qua.

Cén ctr Quyét dinh s& 1630/QD-SYT ngay 27/06/2024 cta Giam doc S¢ Y té tinh Kién
Giang vé viée phé duyét két qua lwa chon nha thau cung cip thude tap trung tinh Kién Giang, giai
doan 2023 — 2025 (dot 3) Goi s6 2: Goi thau thube Generic thong thuong.

Can ctr cong van s6 401/QD-QLD ngay 18/06/2024 ciia Cuc Quan Ly Duge vé viéc ban
hanh Danh muc 512 thudc san xuat trong nude dugce gia han gidy dang ky luu hanh tai Viét Nam
— Dot 200;

Cong ty ching t6i 12 nha thau cung tmg san phdm Zobacta 3,375 g, SBK: VD-25700-16,
NSX: Chi nhanh 3 - Céng ty C phan Dugce pham Imexpharm tai Binh Duong. Ching t6i xin

thong bao vé viéc thay doi thong tin s6 dang ky san pham Zobacta 3,375 g nhu sau:

Sén phim SPK da cap SPK gia han
Zobacta 3,375 g VD-25700-16 893110437124
Ngoai viéc thay dbi nhu trén, chiing t6i xin cam két véi Quy Sé Y té khong c6 bt ky thay

d6i nao khac. Vi thé, chét luvong san phdm hoan toan khong thay doi.

Vi vdy, chiing t6i tran trong thong bao dén Quy Sé Y té, kinh mong Quy S& Y té tiép nhan
va dong y thay doi thong tin san pham Zobacta 3,375 g dé cong ty chung toi tiép tuc cung tmg
hang cho céc co sd y té.

Xin cam on va tran trong kinh chao!

Noi nhin:
- Nhu kinh guri;
- Luu

NGUYEN TRONG PUC

CONG TY €O PHAN DUQC PHAM CUU LONG
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@ ) oremyt  BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
W&/ i Eyc QuAN LY pugC Péoc l1ap - Tw do - Hanh phiic
So: 86 /QD-QLD Ha Noi, ngay 30 thdang 01 nam 2024
QUYET PINH

Vé viéc ban hanh Danh muc 19 thubce sin xuit trong nude
dwgc gia han giéy ding ky luru hanh tai Viét Nam - Dot 191.2

CUC TRUONG CUC QUAN LY DUQC

Can cir Luat Dwoc sé 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang nhiém vu, quyen han va co cdu t6 chire ciia BO Y té;

Can cir Quyét dinh so 1 969/0D-BYT ngay 26/4/2023 cua B¢ truong B Y té
quy dinh chirc nang, nhiém vu, quyén han va co céu 16 chire ciia Cuc Quan 1y Diroe
thuée Bo Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong B Y té
quy dinh viéc dang ky hwu hanh thuée, nguyén lieu lam thuoc

Can cir két lugn cia Hoi dong tw van cdp gidy dang ky lew hanh thuoc,
nguyeén liéu lam thuéc - Bé Y té dot 191 phién 2 tai Céong vin s6 101/HPTVV-
VPHD ngay 11/12/2023 ciia Vin phong Héi dong tw van cap GPKLH thudc,
nguyén liéu lam thuoc;

Theo dé nghi ciia Trieong phong Pang ky thuée, Cuc Quan Iy Duoc.

QUYET DPINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 19 thude san xuat trong
nuée duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 191.2, cu thé:

1. Danh muyc 18 thudc san xuit trong nude duoe gia han g gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 01 thudc san xudt trong nude dugce gia han giéy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc II kém theo).

Piéu 2. Co so san xudt va co sd dang ky thude ¢6 trach nhiém:

1. San xuét thudc theo ding cac ho so, tai lidu da dang ky véi Bo Y té va phai
in s ding ky duge Bo Y té Viét Nam cép 1én nhan thude.

2. Chi dugc san xudt, dua ra luu hanh cac thude kiém soat dac biét khi ¢6 Giéy
chirng nhan du diéu kién kinh doanh dugc pham vi kinh doanh thude phai kiém soat
dac biét pht hop véi pham vi hoat dong cua co so dap Gmg quy dinh tai khoan 5 Diéu
143 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phti quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuan chét lugng cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thudc, nguyen liéu lam thudc.

4. Thude duge g:,la han gidy dang ky luu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cdp nhat ndi dung nhan thude, to hudéng dan str dung thude theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té thi phai thuc
hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han gidy dang ky luu hanh.
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5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh nay, cée thube duoc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay déi vé noi dung hanh chinh (bao
gom ca mau nhan va to huéng dan sir dung thudc) phai san xuit va luu hanh véi cac
ndi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co so dang ky thudc phai bio dam duy tri didu kién hoat dong trong thoi gian
hi¢u lyc cua gidy dang ky luu hanh thude, nguyén lidu lam thude. Trong truong hop
khong con dap (mg du diéu kién hoat dong, co sd dang ky phai co trach nhiém thuc
hién thay dbi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay o s¢ dang ky khong con du diéu kién hoat dong.

7. Co s& san xuit thude phai bao dam cac didu kién hoat dong cta co so san
xuét trong thoi han hiéu luc cta glay dang ky luu hanh thude, nguyén li¢u lam thude.

8. Cac thuoc dugc gia han giay dang ky luu hanh tai Quycl dinh nay duogc tlep
tuc st dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tur
ngay dugc cap so dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu so 08/2022/TT-BYT.

Diéu 3. Quyét dinh nay c6 hi¢u luc ké tir ngay ky ban hanh.

Diéu 4. Giam ddc S& Y té cac tinh, thanh phd truc thuoe Trung uong va Giam
dbe co so san xuédt va co so ding ky ¢6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhin: CUC TRUONG
- Nhu Diéu 4; i T
- BT. Dao Hong Lan (dé ble);
-TT. Db Xuan Tuyen (de b/c)

- Cuc Y té GTVT B¢ Giao thong van tai;
- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém xa hdi Viét Nam; NS Z
"Bo Y té: Vu PC. Cuc QLYDCT, Cuc QLKCB, Thanh tra = Vii Tuin Cudng
B6, Van phong HDTV cap GDKLH thude, NLLT;

- Vién KN thude TU, Vién KN thubc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giudong bénh trye thuoe BO Y té;

- Trung tdm mua sam tép trung thudc quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, DKT (C.H) (02b).




Phu luc I
DANH MUC 18 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 191.2
(Kém theo Quyét dinh s6 86 /OD-QLD ngay 30 thang 01 nam 2024
cua Cuc Quan ly Duoc)

STT | Tén thube |Hoat chit chinh | Dang bao |Quy cich déng | Tiéu Tudi tho S6 ding ky S6 lan
- Ham lugng ché g0i chuén (thang) gia han gia han
(S6 diing ky
di cap)
(1) (2) 3) 4) () (6) (7) (8) %)

1. Co so dang ky: Cong ty TNHH Abbott Healthcare Viét Nam (Dia chi: S6 35, Pai Lo Tu Do, KCN Viét Nam -
Singapore, Phuong An Phi, Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)

1.1. Co sé san xuat: Cong ty TNHH Abbott Healthcare Viét Nam (Dia chi: S6 35, Pai Lo Tu Do, KCN Viét Nam -
Singapore, Phudong An Phii, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)

24 893110038824 1
(VD-30813-18)

Viénnén |Hop2vix 10 NSX
vién; Hop 3 vi x
10 vién; Hop 5
vix 10 vién

Drotaverin
hydroclorid 40mg

1 |Spaverox

2. Co so' dang ky: Cong ty ¢6 phan Dwge Danapha (Dia chi: 253 Diing Si Thanh Khé, Phuong Thanh Khé Tay, Quén
Thanh Khé, Thanh ph6 Pa Ning, Viét Nam)

2.1. Co sé' sin xuat: Cong ty ¢6 phian Duge Danapha (Dia chi: 253 Diing Si Thanh Khé, Phuéng Thanh Khé Téy, Quén
Thanh Khé, Thanh phd Da Ning, Viét Nam)

2 [Thubc nho Natri clorid 0,9% [Dung dich |Hop 1 1o x NSX 24 893100038924 |
mat - mili thubc nhé  |10ml; Haop 50 lo (VD-17833-12)
natri clorid mit, nho X 10ml
0.,9% Danapha mii

3. Co s¢ diing ky: Cong ty ¢6 phian Dwge pham 3/2 (Dia chi: 601 Cach Mang Thang Tam, phuong 15, quan 10, TP. Ho
Chi Minh, Viét Nam)

3.1. Co s6 sin xuat: Cong ty ¢6 phin Duge pham 3/2 (Dia chi: 930 C2, Puong C, KCN Cat Lai, Cum II, Phuong Thanh
My Loi, Quan 2, TP. H6 Chi Minh, Viét Nam)

3 |Hiskast Montelukast Compha  |Hop 28 gbi x NSX 24 893110039024 1
(dudi dang hdn dich 0,5 gam (VD-19305-13)
montelukast ubng
natri) 4mg

4. Co s¢ ding ky: Cong ty ¢6 phin dwoe phim Agimexpharm (Dia chi: 27 Nguyén Thai Hoc, Phuong My Binh, Thanh
phd Long Xuyén, Tinh An Giang, Viét Nam)

4.1. Co so sin xuit: Chi nhanh Cong ty ¢6 phin dugc phim Agimexpharm - Nha may sin xuit duwge phim
Agimexpharm (Dia chi: Duong Vii Trong Phung, Khom Thanh An, P. My Théi, TP. Long Xuyén, An Giang, Viét Nam)

4 |Fenagi 75 Diclofenac natri  [Viénnén  |Hop 10 vix 10 NSX 24 893110039124 1
75mg bao phim  |vién (VD-30279-18)
tan trong
rudt

5. Co so ding ky: Cong ty C6 phan Dwgce pham An Thién (Dia chi: 314 Bong Sao, phudng 5, quan 8, Tp.H6 Chi Minh,
Viét Nam)

5.1. Co sé siin xuéat: Cong ty C6 phian Dwge phidm An Thién (Dia chi: Lo C16, Dudng sd 9, khu cong nghiép Higp Phudc,
Huyén Nha Be, Thanh phé HS Chi Minh, Viét Nam)
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STT | Tén thudc |Hoat chét chinh | Dang bao |Quy ciach dong | Tiéu Tubi tho S6 ding ky S lan
- Ham lugng ché goi chuin | (thang) gia han gia han
(S6 diing ky
da cip)
(1) (2) 3) “4) ) (6) (7) (8) ®)
5 |Atilair sac M®i goi 2g chira: [Thudce cdm |Hop 10 géi, 20 NSX 24 893110039224 1
montelukast 26i, 30 gbi x 2 (VD-28851-18)
(dudi dang gam
montelukast

natri) 4mg

6. Co so dang ky: Cong ty C6 phin Dugc phim Ciru Long (Dia chi: 150 dudng 14/9, Phuong 5, Thanh phd Vinh Long,
Tinh Vinh Long, Viét Nam)
6.1. Co s sin xuat: Cong ty ¢6 phan duge phim Ciru Long (Dia chi: 150 duong 14/9, Phudng 5, Thanh phé Vinh Long,
Tinh Vinh Long, Viét Nam)

6

Diclofenac 75

Diclofenac natri
75mg

Vién nén
bao phim
tan trong
rudt

Hop 2 vix 10
vién; Hop 3 vi x
10 vién; Hop 10
vix 10 vién

NSX

36

893110039324
(VD-26132-17)

7. Co sé diing ky: Cong ty C6 phin Duge phim Gia Nguyén (Dia chi: Puong YP6. Khu cong nghiép Yén Phong, xa
Dong Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)

7.1. Co s& sdn xuét: Cong ty Co phian Duge phim Gia Nguyén (Dia chi: Buong YP6, Khu cong nghiép Yén Phong, xa
Dong Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)

7

Thude nho
mit, nho mii
natri clorid
0.9%

Natri clorid 0,9%

Dung dich
nho mat,
nho miii

Hop 1 lo x 10ml

NSX

24

893100039424
(VD-27863-17)

8. Co s¢' diing ky: Cong ty Co phan Duge Phim Ha Tay (Dia chi: S6 10A phé Quang Trung, phuong Quang Trung, quan
Ha Dong, thanh phé Ha Noi, Viét Nam)
8.1. Co s& sén xuét: Cong ty C6 phan Duwge Phdm Ha Tay (Dia chi: T déan phd s6 4, phuong La Khé, quan Ha Dong,
thanh ph6 Ha Noi, Viét Nam)

8 |Dros-Ta Drotaverin Viénnén [Hop 2 vi x 10 NSX 36 893110039524 1
hydroclorid 40mg vién; Hop 20 vi (VD-22148-15)
x 10 vién; Hop
25 vix 10 vién
9 |GS5 Enfankast |Montelukast Thude bot  [Hop 30 goi x NSX 24 893110039624 1
(dudi dang uéng 1,5g: Hop 20 (VD-20732-14)
Montelukast g0i x 1,5g; Hop

natri) 4mg

10 gdi x 1,5g

9. Co s¢ diing ky: Cong ty Co phian Duge Pham Imexpharm (Dia chi: S6 04, Pudng 30/4, Phuong 1, TP.Cao Lanh, Tinh

Ddng Thép, Viét Nam)

9.1. Co s6' san xuét: Chi nhanh 3 - Cong ty CPDP Imexpharm tai Binh Duwong (Dia chi: S6 22, Puong s6 2, Khu cong
nghiép Viét Nam - Singapore 11, Phuong Hoa Phu, TP.Thii Dau Mét, Tinh Binh Duong, Viét Nam)

10

Ceftizoxim 2 g

Ceftizoxim (dudi
dang ceftizoxim

natri) 2g

Thube bot
pha tiém

Hop 1 Lo; Hop
10 Lo

USP hién
hanh

24

893110039724
(VD-26844-17)

10. Co sé' diing ky: Cong ty ¢6 phan dwge pham Khinh Hoa (Dia chi: S6 74 dudong Thong Nhit, phuong Van Thing,
thanh ph6 Nha Trang, tinh Khanh Hoa, Viét Nam)

10.1. Co s& san xuit: Cong ty ¢6 phan dwge pham Khanh Hoa (Dia chi: Dudng 2/4, khom Dong Béc, phuong Vinh Hoa,
thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)




Ky boi: Cuc Quan
ly Duge
Co quan: B§ Y 1¢

ML BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6: 401 /QD-QLD Ha Noi, ngay '8 thang 06 nam 2024
QUYET PINH

Vé viéc ban hanh Danh myc 512 thudc san xuét trong nuéce
dwoe gia han giay ding ky luu hanh tai Viét Nam - Dot 200

CUC TRUONG CUC QUAN LY DUQC

Can cir Luat Dwoc 50' 105/2016/QH13 ngay 06/4/2016,
Can cir Nghi dinh 90 95/2022/ND-CP ngay 15/11/2022 cia Chinh phi quy dinh
chire nang, nhiém vu, quyen han va co cdu té chire ciia Bo Y té;

Can cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua Bo trwong Bo Y 1é quy
dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan Iy Diege thudce
Bo Y té

Can cit Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ctia B trieong Bo Y 1
quy dinh viéc dang ky heu hanh thuoc, nguyén liéu lam thuoe;

Can cir két ludn cua Hoi dong tir van cap gidy dang ky heu hanh thuée, nguyén
liéu lam thuée - Bé Y té dot 200 tai Cong van so 43/HDTV-VPHD ngay 15/5/2024 cua
Vin phong Hoi dong te van cap GDKLH thuoe, nguyén liéu lam thuoc;

Theo dé nghi ciia Trieomg phong Pdng ky thuoe, Cuc Quan Iy Dugre.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 512 thude san xudt trong
nuée duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 200, cu 1he

1. Danh muc 418 thudc san xuét trong nude duge gia han gidy dang ky luu
hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 89 thudc san xuét trong nude duge gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc 11 kem theo).

3. Danh muc 05 thudc san xuat trong nude duoc gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc IIT kém theo).

Piéu 2. Co so san xudt va co so dang ky thude ¢6 trach nhiém:

1. San xuat thude theo diing cac ho so, tai liéu da dang ky v6i Bo Y té va phai
in s6 dang ky dugc Bo Y té Viét Nam cap 1én nhan thude.

2. Chi duge san xuét, dua ra luu hanh céc thude kiém soat dic biét khi co Giéy
chirng nhan du diéu kién kinh doanh dugc pham vi kinh doanh thude phai kiém soat
dac biét phu hop vai pham vi hoat dong cua co s¢ dap tmg quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pha quy dinh chi tiét mot
sb diéu va bién phap thi hanh Luét Dugc.

3. Thuc hién viéc cap nhat tiéu chuén chat luong cua thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thude, nguyén liéu lam thude.

4. Thube duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cap nhat ndi dung nhan thude, to huéng dan sir dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong BO Y té thi phai thuc
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hién cap nhét theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thude duge gia han
gidy dang ky luu hanh theo Quyet dinh nay co thay doi vé noi dung hanh chinh phai
san xuét va luu hanh véi cac noi dung da dugc phé duyét thay déi trong ho so gia han.

6. Co s dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hi¢u lyc cua giay dang ky luu hanh thudc, nguyén liéu lam thudc. Trong truong hop
khong con dap (mg du diéu kién hoat dong, co s dang ky phai co trach nhiém thuc
hién thay doi co s ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong.

7. Co s& san xuat thudce phan bao dam cac diéu kién hoat dong clia co sO san
xuat trong thoi han hiéu luc ctia gidy dang ky luu hanh thude, nguyén liu lam thude.

8. Cac thuoc duoc gia han gidy dang ky luu hanh tai Quyet dinh nay duogc uep
tuc sur dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tur
ngay duoc cap so diang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu so 08/2022/TT-BYT.

9. Phdi hop véi cac co so didu tri dé thuc hién theo dang cac quy dinh hién
hanh vé thude ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguoi Vit Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Thong tu 5O
08/2022/TT-BYT dbi vai cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam dbc SO Y té céc tinh, thanh phé truc thugc Trung uong va Giam
dbc co so san xuét va co so dang ky co thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: == CUC TRUONG
- Nhu Dicu 4; , few R \,_ [’\
- BT. bao Hong Lan (dé b/c); N\

- TT. B4 Xuén Tuyén (de b/c); 'S /ﬂ s

- Cuc Quény - Bo Qubc phong, CucY té - Bo Cong an; d[ UO‘lezj{/

-CucY té GTVT - Bd Giao thong van tai; \t\ Dy

- Tong Cyc Hai quan - BJ Tai chinh; \ c/-f

- Bao hiém xa hoi Viét Nam; P

-B3 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra V“ Tuén Cudong

B6, Vin phong HDTV cip GDKLH thuée, NLLT;

- Vién KN thude TU, Vién KN thuc TP. HCM:;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giudng bénh truc thuge BO Y té;
- Trung tim mua sdm tap trung thuée quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luu: VT, BKT (C.H) (02b).



DANH MUC 418 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu lue 1

TAI VIET NAM HIEU LUC 05 NAM - DQT 200

(Kém theo Qll_\’él dinh s6 401

/OD-QLD ngay 18

cua Cuc Quan ly Duoc)

thang 06 nam 2024

STT Tén thudc Hoat chét chinh - | Dang bao ché|Quy cich déng goi| Tiéu Tubi S6 ding ky S6
Ham luwong chuin tho gia han lin

(thang)| (S6 dangky | gia

da cip) han

M 2) (&) (C)) () (6) () (&) )

1. Co s diang ky: Cong ty co phin Dwge - Vit twy té Nghé An (Dia chi: SH 68 duong Nguyen Sy Sach, Phuong Hung

Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)
1.1. Co s6' sian xuit: Cong ty ¢6 phan Duge - Vat twry té Nghé An (Pia chi: Sb 68 duong Nguyén Sy Séach, Phuong Hung
Phiic, thanh phd Vinh, tinh Nghé An, Viét Nam)

I [CinatamDNA Cinarizin 25mg; Vién nang Hop 6 vix 10 vién; | NSX 36 893110425424 1
Piracetam 400mg cung Hop 10 vix 10 vién (VD-26359-17)

2 |Piracetam - DNA |Piracetam 400mg Vién nang Hop 5 vix 10 vién; | DDVN 36 | 893110425524 |
cung Hop 10 vix 10 vién \% (VD-26362-17)

3 |Tetracyclin Tetracyclin Vién nén Lo 450 vién, Lo DBVN 24 893110425624 1
250mg hydroclorid 250mg 400 vién, Lo 200 Vv (VD-20928-14 )

vién, Lo 100 vién

2. Co sé ding ky: Cong ty cb phan dwge Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, Thanh phd H6 Chi

Minh, Viét Nam)

2.1. Co sé san xuét: Cong ty ¢ phin duge Apimed (Dia chi: DPuong N1, cum cdng nghiép Pht Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

4 |Misopato 5 Bisoprolol fumarat  |Viénnén bao [Hop 3 vix 10 vién [USP38| 24 (893110425724 I
Smg phim (VD-31034-18)

5 |Nooapi 400 Piracetam 400mg Vién nén bao |Hop 10 vix 10 vien [ NSX 24 1893110425824 1
phim (VD-31036-18)

6 |Nooapi 800 Piracetam 800mg Vién nén bao |Hop 10 vix 10 vien [ NSX 24 1893110425924 1
phim (VD-30220-18)

7 |Sucrapi Sucralfat 1000mg Hén dich ung |[Hop 20 goi x Sml; NSX 24 1893100426024 1

Hop 50 gdi x Sml

(VD-30914-18)

3. Co s diing ky: Cong ty ¢d phan dwge Danapha (Dia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tay, quén Thanh
Khé, thanh phd Da Ning, Viét Nam)

3.1. Co s6 san xuiit: Cong ty ¢6 phan dwge Danapha (Dia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tay, quén

Thanh Khé, thanh phé Ba Ning, Viét Nam)

8 [Disidana Nefopam Dung dich Hop 10 dng x 2ml NSX 36 | 893110426124 |
hydroclorid tiém (VD-31518-19)
20mg/2ml
9 |Furosol Furosemid 20mg/2ml [Dung dich Hop 10 ong x 2ml NSX 24 1893110426224 1
tiém (VD-24683-16)

10 |Garnotal Phenobarbital 100mg |Vién nén Hop 10 vix 10 vién | NSX 36 (893112426324 1
(VD-24084-16)

11 |Haloperidol 2 mg |Haloperidol 2mg Vién nén Hop 1 lo x 200 vién | NSX 36 893110426424 1
(VD-18188-13)

12 |Meloxicam 15mg |Meloxicam 15mg Vién nén Hop 3 vix 10 vién NSX 36 893110426524 1
(VD-31520-19)

13 [Neuropyl 400 Piracetam 400mg Vién nang Hop 5 vi x 10 vién NSX 36 | 893110426624 1

cing

(VD-25094-16)
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STT|  Tén thube Hoat chat chinh- | Dang bao ché|Quy cich dong goi| Tiéu | Tudi [ Sodangky | S6
Ham lugng chuin | tho gia han lan
(thang) (S6 dang ky | gia
da cip) han
&) 2 (&) ) 3 (6) () @) ®
112 [Greenramin M3di 15ml chira: Sat  [Dung dich Hop 10 o x 15ml, NSX 36 | 893100436524 1
protein succinylat ubng Hop 1 1o x 30ml, (VD-27884-17)
800mg tuong tng Hop 15 6ng x
véi Fe (111) 40mg 10ml, Hop 20 ong
x 7,5ml, Hop 30
ong x Sml
113 |Hadozyl Metronidazol Viénnén bao |Hop2 vix 10 vién | NSX 36 893115436624 1
125mg; Spiramycin |phim (VD-24769-16)
7500001U
114 [Henazepril 5 Benazepril Viénnén bao |Hop 6 vix 10 vien [ NSX 24 1893110436724 1
hydroclorid S5mg phim (VD-25172-16)
115 [Mectomal Dioctahedral smectit [Thudc bot pha |Hop 30 géi x 3,76g | NSX 36 1893100436824 | 1
3g hén dich uéng (VD-25176-16)
116 |Pecrandil 5 Nicorandil Smg Vién nén Hop 6 vix 10 vién | NSX 24 (893110436924 | 1

(VD-25180-16)

25. Co so diing ky: Cong ty C6 phian Duge phim Imexpharm (Dia chi: S6 4, dudng 30/4, phuong 1, thanh phd Cao Lanh,
tinh Déng Thap, Viét Nam)

25.1. Co sé siin xuét: Cong ty C6 phan Dwge pham Imexpharm (Dia chi: S6 4, duong 30/4, phuong 1, thanh phd Cao

Lanh, tinh Dong Thép, Viét Nam)

117

Ethambutol
400 mg

Ethambutol
hydrochlorid 400mg

Vién nén bao
phim

Hop 10 vix 12 vién

NSX

48

893110437024
(VD-20750-14)

25.2. Co sé san xuat: Chi nhanh 3 - Cong ty C6 pllén Duwgc pham Imexpharm tai Binh Duong (Dia chi: S6 22, dudng s6
2, khu cong nghiép Viét Nam - Singapore 11, phuong Hoa Phu, thanh phé Tha Dau Mdt, tinh Binh Duong, Viét Nam)

118 |Zobacta 3,375 ¢ |Piperacillin (dudi Thude bot pha [Hop 01 lo, Hop 10 | USP 24 1893110437124 | 1
dang piperacillin tiém lo hién (VD-25700-16)
natri) 3g; hanh
Tazobactam (du6i
dang tazobactam
natri) 0,375g

119 (Zobacta 4,5g Piperacilin (dudi Thudc bot pha |[Hop 1 1o x 4,5g; NSX 24 1893110437224 1

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

tiém

Hop 10 lo x 4.5¢g

(VD-20747-14)

25.3. Co sé san xuat: Chi nhénh cong ty c¢6 phan duge phim Agimexpharm- Nha may sin xuit duwge phim
Agimexpharm (Dia chi: Puong Vi Trong Phung, Khém Thanh An, phuong My Théi, thanh phd Long Xuyén, tinh An
Giang, Viét Nam)

120 [Metprednew IMP |Methylprednisolon  [Vién nén Hop 3 vix 10 vién, | NSX 36 |893110437324 1
16 16mg Hop 1 chai x 50 (VD-20655-14)
vién, Hop 1 chai x
100 vién, Chai 500
vién
121 |Predni IMP 5 mg |Prednison Smg Vién nén Chai 200 vién, NSX 36 | 893610437424 I

Chai 500 vién

(GC-260-16)




CONG TY CO PHAN GONSA CONG HOA XA HQI CHU NGHIA VIET NAM

Sé: 345/2025/CV-GSD-PT Péc 1ap — Tw do — Hanh phiic
“Viv: Xin thay doi S6 dang ky TP. H4 Chi Minh, ngay 14 thang 04 ndm 2025
san pham MIRENZINE 5"

Kinh giti: SO Y TE TINH KIEN GIANG
(sau ddy goi la “Bén moi thau”)
CONG TY CO PHAN GONSA (sau ddy goi la “Nha thdu”) c6 tham du va tring thiu goi
thau: Géi sé 2: G6i thau thudc generic thong thuwong san phdm MIRENZINE 5 theo Thong bao

trang thau s6: 1630/QD-SYT ngay 27/06/2024 cia SO Y Té Tinh Kién Giang.
Nay Cong ty lam cong vén nay xin thay dbi thong tin S6 dang ky clia san phdm MIRENZINE

5 cu thé nhu sau:

Pon | oz 4. . Ty , .. | Ténnhasin
Stt Tén thudc Q,uy vi 5o d,ang k};\’ da |, Be f"lang ky rgl'm xuit — Nwéc
cach i trung thau xin thay doi 5 £
tinh san xuat
Cong ty co
Hop 10 phén dugc
;| MIRENZINES | 6 | vien | VD-28991-18 | 893110484324 | phim Me Di
(Flunarizin 5Smg) A ="
vién Sun - Vi€t
Nam

Bing vén ban nay, ching t61 xin thong bao vé viéc didu chinh va cung Ung san pham MIRENZINE
5 theo s ding ky maoi 893110484324, Vige thay dbi S6 dang ky nay khong anh hudng dén cac thong
tin khac cling nhu chit lugng san phém .
Ngay ap dung: 14/04/2025
Nha thdu xin dinh kém cdc tai liéu sau:
1. Gidy phép luu hanh san phim
2. Quyét dinh 402/QD-QLD ngay 18/06/2024 vé viéc gia han gidy dang ky luu hanh
Kinh mong Bén mdi thdu xem xét va chép thuan cho Nha thau duoc tiép tuc cung cAp san pham
theo thong tin thay ddi trén.
Trdn trong cam on!

PAI DIEN HOP PHAP CUA NHA THA/U/

LE VI HIEN



|SAG Y BAN CHJ"NH

e gl - A N am"?ihang.". ..
BO Y TE CONG HOA XA HOI CHU NGHE
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pioc lap - Ty do - Hanh phiic TONG GIAM- DOC
DI:’;UG‘A.{}M!‘NlS’fi;A’f‘l()N.OF;Vii%i’!‘N:\;’VI Independence - Freedom -« Happiness

138A Giang VO - Ha Noi ~ Vigt Nam
Tel 84.24.37366483/38464413 - Fax: 84.24.38234758

MARKET!NG AUTHQRIZAT!ON

Tén thudc :  Mirenzine 5

Name of Drug. 3

Thanh phan chinh, ham juong. - Flunarizin (duéi dang Flunarizin dihydrochlorid) 5 m
Active Ingredients, Strength: /ﬁ
Qui céch dong gdi, bao ché ; Hop 10 vi x 10 vién; Vién nén

Packing Size, Dosage form:

Tiéu chuén chét ivong : 10Es

Qualily Specification: : S

Handlng = : R '36 thang

Shelf- I/fe

Sé gidy phép luu hanh san pham (SBK) o VD~2899‘1 18

Ma/ketmg Authorization Number: Pt

S quyet d’mh _ ; 0% .99/QE)~QLD~ S Ngay cap: 22/02/2018
‘Approval Decision Numbez e - Dateoflissuance: ;

Hiéy lwc cla gidy phép lu'u hanh san pham co gla trg 05 nam ke t ngay cap
Explranon Date of this Marketlng Au!honzatton '

Téncosddangky . Céngtycd phan du’qc phém Me Di Sun

Name of Marketing Authorization Holder

Bia chi cen 521 khu phoAn Lo’x phu’ong Hoa Lo, th; Xa Ben Cat,
Addiess: i tinh Binh Duong - Viet Nam

Tén co sé& san xuéat : £ Cdng ty cd phan du’o'c phédm Me Di Sun

Name of Manufacturer; ' ;

Pia chi : oo khu phé An Loi, phwo’ng Hoa Lo, thl x4 Bén Cét,
Address: 5 s it tinh Blnh Ducmg Vtet Nam

Tén co s& dong goi
Name of Assembler

Bia chi
Address:
Ha Ngi, hgay 22 z‘hang 02 nam 2018.
KT. CUC TRUONG CUC QUAN LY DUQC
FOR GENERAL DIRECTOR OF THE DRUG ADM!NISTRATiON OF VIETNAM
PHO cuc TRUONG
DEPUTY GENERAL-DERECTOR

Ghi chi: wote)

1- Giay phép liru hanh sén pham nay duoe ¢p theo dung hé &
dang ky thube da duwoc BO Y té phé duyét. i
This marketing authorization has been issued in accordance with the CIOS-SIEI‘.‘
approved by the Vietnam ansfry of Haalth.
2- BAt ol si thay dbi nao vé néi dung cta gidy phép phai owoc;
Cuc Quén Ly Duge - BO Y € xac nhan. s,

Any variations of the confents of the marketing authorizalion arg requirsd to be
adopted by the Drug Administration of Vietham,

B

NGUYEN TAT DAT




Ky boi:

+07:00

Cuc Quin

L o v BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
#11CUC QUAN LY DUQGC Poc 13p - Tw do - Hanh phiic
S6: 402 /QDB-QLD Ha Néi, ngay 18 thang 06 nam 2024
QUYET PINH

Vé viéc ban hanh Danh muyc 394 thubc san xuit trong nuée
dwgc gia han glay ding ky luu hanh tai Viét Nam - Dgt 201

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Duoc SOI 105/2016/QH13 ngay 06/4/2016;
Can cit Nghij dinh so 95/2022/NB CP ngay 15/11/2022 ciia Chinh phii quy dinh
chitc ndng, nhiém vy, quyen han va co cdu té chire ciia B3 Y 1é;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia Bé trudng Bo Y té quy
dinh chuc nang, nhiém vy, quyén han va co cau 16 chire ciia Cuc Qudn Iy Duoc thudc
B3 Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B trucng Bo Y 1é
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuéc;

Can cir két ludn cuia Hoi dong tw van cap gidy dang ky luu hanh thuéc, nguyén
liéu lam thuéc - B3 Y té dot 201 tai Cong van 50 49/HDTV-VPHD ngay 22/5/2024 cua
Van phong Hoi d’ong tue van cap GPBKLH thudc, nguyén li¢u lom thube;

Theo dé nghi ciia Truong phong Dang ky thuéc, Cuc Qudn Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 394 thubc san xuit trong
nudc dugc gia han gidy diang ky luu hanh tai Viét Nam - Dot 201, cu the

1. Danh muc 292 thudc san xudt trong nuéc duge gia han gidy dang ky luu
hanh hiéu lyc 05 ndm (Phu luc I kém theo).

2. Danh muc 82 thudc san xuit trong nuéc duge gia han glay dang ky luu hanh
higu luc 03 nam (Phu luc I kem theo).

3. Danh muc 20 thudc san xuét trong nudc duoc gia han gidy ding ky luu hanh
hiéu luc dén 31/12/2025 (Phuy Iuc 111 kém theo).

Piéu 2. Co 50 san xut va co s dang ky thudc cé trach nhiém:

1. San xuét thude theo dung cac ho s0, tai liéu da dang ky v6i BO Y té va phai
in s6 dang ky dugc Bo Y te Viét Nam cép 1én nhan thude.

2. Chi duoc san xuit, dua ra luu hanh céc thude kiém soat dic biét khi co Gidy
chirng nhén du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soét
dac biét phu hop véi pham vi hoat dong cua co s6 dap img quy dinh tai khoan 5 bidu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luit Duoc.

3 Thuc hién viéc cap nhit tiéu chuén chét lwong cia thubc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 ctia B) truéng Bo Y té quy dinh vé
chit lvong thudc, nguyén ligu lam thude.

4. Thube duge gla han gidy dang ky luu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cap nhat ndéi dung nhin thude, t& huéng din st dung thudc theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 ctia B truong B Y té thi phai thuc



2

hién cap nhat theo quy dinh tai diém b Khoén 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han glay diang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc gia han
gidy ding ky luu hanh theo Quyet dinh nay c6 thay ddi vé ndi dung hanh chinh phai
san xuat va luu hanh véi cdc ndi dung da dwoc phé duyét thay d6i trong ho so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong truong hop
khéng con dap ung du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thuc
hién thay d6i co s& dang ky theo quy dinh tai Théng tu s 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thude phai bao dam cac didu kién hoat dong cua co sO san
xuét trong thoi han hidu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky Iuu hanh tai Quyet dinh nay duoc t1ep
tuc su dung so dang ky da cap trugc khi gia han trong thoi han t6i da 12 thang ké tr
ngay duogc cap b ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cic co s& diéu tri dé thuc hién theo ding cac quy dinh hién
hanh v& thube ké don, theo ddi an toan, hiéu qua, tac dyng khong mong mubén cla
thubc trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai Piéu 5 Théng tu s6
08/2022/TT-BYT ddi vé6i cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Gidm dbc S¢' Y té cac tinh, thanh pho truc thudéc Trung wong va Giam
dbc co s& san xudt va co sé dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh ndy./.

Noi nhin: ___CUC TRUONG

- Nhu biéu 4, - €N

- BT. Pio Hong Lan (dé b/c); , ; AN

- TT. D6 Xuin Tuyén (de b/c); 57 A A ] AN '{/,;/”’}f

- Cuc Quany - Bo Québc phong, Cuc Y té - Bo Cong an; O] ey '»’}Z} LAV 57 P

- Cuc Y t8 GTVT - B Giao théng van tai; X .

- Téng Cuc Héi quan - B Tai chinh; ; 9
- Bao hlem x4 hoi Viét Nam; g '7~ Z .
~BJ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuin Cuong
B9, Vin phong HDTV cap GDKLH thudc, NLLT;

- Vién KN thudc TU, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh tryc thude BO Y té;

- Trung tAm mua sim tap trung thudc quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BKT (C.H) (02b).

328



DANH MUC 292 THUOC SAN XUAT TRONG NUGC BUQC GIA HAN GIAY PANG KY LUU HANH

(Kem theo Ouyét dinh 56 402

Phu lucI

TAI VIET NAM HIEU LUC 05 NAM - POT 201

cia Cyc Quan ly Duoc)

/OD-QLD ngay 18 thang 06 nam 2024

STT|  Tén thudc Hoat chit chinh - | Dangbao | Quy cdch déng géi | Tidu | Tudi | S6dingky | So
Ham lugng ché chuén | tho gia han Yan
(thang)| (S6 dingky | gia
da cp) han
(&) ) 3) “) (5) (6) (©) (8) )

1. Co sé dang ky: Cong ty cb phin cong nghé sinh hoc - dwgce phidm ICA (Pia chi: L6 10, dudng s6 5, khu céng nghiép
Viét Nam - Singapore, Thanh phé Thuin An, Tinh Binh Duong, Viét Nam)
1.1. Co sé san xuit: Cong ty c6 phin céng nghé sinh hgc - dugc pham ICA (DPia chi: Ld 10, duong s6 5, khu cong nghiép
Viét Nam - Singapore, Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)

1

Caricin

Clarithromycin
500mg

Vién nén
bao phim

Hop 3 vi x 4 vién;
chai 350 vién

NSX

36

893110476624
(VD-15312-11)

1

2. Co s¢ ding ky: Cong ty ¢b phan Dugc - Vit tuy té Thanh Héa (Pia chi: S4 232 Tran Pht, phuong Lam Son, thanh phd
Thanh Hoéa, tinh Thanh Hoa, Viét Nam)
2.1. Co s& san xuit: Cong ty cb ph?m Duge - Vat tw'y té Thanh Héa (Pia chi: Sb 04 dudng Quang Trung, phuong Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hoéa, Viét Nam)

2 |Clindathepharm  |Clindamycin (duéi Viénnang |HOp 10 vix 10 vién |DDVN 24 | 893110476724 1
capsule dang Clindamycin cung v (VD-17651-12)

HCI) 300mg

3 |Leukas Montelukast (dudi Vién nén Hop 2 vix 10 vién NSX 24 1893110476824 1
dang Montelukast bao phim (VD-17655-12)
natri) Smg

4 |Theprilda Indapamid 1,25mg; |Vién nén Hop 3 vix 10 vién; | NSX 36 1893110476924 | 1
Perindopril erbumin Hop 20 vix 10 vién; (VD-30662-18)
4mg Hép 50 vi x 10 vién

5 |Thezyung Cetirizin Vién nén Hop 10 vi x 10 vién; |DDVN 36 893100477024 1
dihydrochlorid 10mg [bao phim Hoép 50 vix 10 vién; | IV (VD-17663-12)

Hop 100 vi x 10 vién

3. Co so dang ky: Cong ty c6 phan dugc Apimed (Dia chi: 263/9 Ly Thudng Kiét, Phuong 15, Quan 11, thanh phé HO Chi
Minh, Viét Nam)

3.1. Co s& san xuét: Cong ty c6 phin dwge Apimed (Dia chi: Pudng N1, cum cong nghiép Phii Thanh - Vinh Thanh, xa

Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

6 |Allerpa Loratadin Smg Dung dich  |Hop 10 éng x 5ml, NSX 24 (893100477124 1
ubng Hop 20 6ng x Sml, (VD-31462-19)
Hép 1 chai x 30ml
7 |Apidom Domperidon (dudi Hbn dich Hdp 30 gobi x Sml; NSX 24 | 893110477224 1
dang domperidon ubng Hop 30 goi x 10ml; (VD-30933-18)
maleat) Smg Hop 1 chai x 30ml
8 [Nooapi 1200 Piracetam 1200mg Vién nén Hop 10 vix 10 vién | NSX 24 893110477324 1
bao phim (VD-31035-18)

4. Co s& ding ky: Cong ty cb phin Dugc Pdng Nai (Dia chi: S6 221 B, dwong Pham Vin Thuén, phudng Téan Tién, thanh
ph Bién Hoa, tinh Dong Nai, Viét Nam)

4.1. Co sé san xudt: Cong ty cb phén Duge Pong Nai (Dia chi: S6 221 B, dwdng Pham Vin Thuan, phudng Tén Tién, thanh
phd Bién Hoa, tinh Dong Nai, Viét Nam)

9

Toptropin 800 mg

Piracetam 800mg

Vién nén
bao phim

Hop 10 vi x 10 vién

NSX

36

893110477424
(VD-25588-16)

1

K & T

N\~ \
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STT|  Tén thude Hoat chit chinh - | Dangbao | Quy cich dong géi | Tiéu | Tudi S6 dangky | Sé
Ham lwgng ché chuin | tho gia han lin
(thang)| (SO ding ky | gia
da cip) han
6] 2) A @ ® () () @®) 9
74 |Methylprednisolone |Methylprednisolone |Vién nén Hop 10 vix 10 vién, | NSX 36 893110483924 1
Blue 4mg Hop 20 vix 10 (VD-32850-19)
vién, Hop 50 vix 10
vién, Chai 100 vién,
Chai 200 vién, Chai
500 vién, Chai 1000
vién
75 |Tinidazol Tinidazol 500mg Vién nén Hop 10 vix 10 vién |DDVN 36 893115484024 1
bao phim v (VD-22177-15)

21. Co s& ding ky: Cong ty ¢ phan dwgc phdm Me Di Sun (Dia chi: $6 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)
21.1. Co s&r san xuit: Cong ty cb phan duge phidm Me Di Sun (Pia chi: S6 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)

76 |Biromonol Carisoprodol 350mg [Vién nén Hop 5 vix 10 vién NSX 36 8931 1048412‘4_1“:1 1
bao phim (VD-31759-19) Ix
77 |Lubicid Bismuth subsalicylat |Hdndich  [Hop 10 goi x 30ml; | NSX | 24 [893100484224 i
Suspension 525,6mg ubng Hop 20 gbi x 30ml (VD-33480-19) | »
78 |Mirenzine 5 Flunarizin (duéi dang |Vién nén Hop 10vi x 10 vién | NSX 36 8931 10484324;_._,;}
Flunarizin (VD-28991-18)
dihydrochlorid) Smg
79 |Ritsu Levocarnitin 1000mg |Dung dich  |Hop 20 dngx 10ml | NSX 36 | 893110484424 | 1
ubng (VD-30425-18)
80 [Spydael Gabapentin 400mg  |Viénnang |HOp 3 vi, 10 vix 10 | NSX 36 893110484524 1
cung vién; Chai 100 vién (VD-31769-19)
81 |Tux-Asol Levodropropizin Vién nén Hop 03 vi x 10 vién; | NSX 36 893110484624 1
60mg Lo 100 vién (VD-32523-19)
82 |Zydtez Zopiclone 7,5mg Vién nén Hop 6 vix 10 vién NSX 36 | 893110484724 1
bao phim (VD-31770-19)

22. Co s ding ky: Céng ty c6 phan dwgc phdm Medbolide (Dia chi: Phong 09, 1au 10, toa nha The Everrich 1, s6 968

dudomg Ba Thang Hai, phuong 15, quin 11, Tp. Hd Chi Minh, Viét Nam)

22.1. Co sé san xuit: Cong ty co phin Dugc phim Phong Phi - Chi nhanh nha may Usarichpharm (Bia chi: L6 sb 12,
duong sé 8, khu cong nghiép Tan Tao, phuong Tan Tao A, quan Binh Tén, TP. HJ Chi Minh, Viét Nam)

83

Vodocat 5

Torsemid 5mg

Vién nén

Hop 3 vix 10 vién

USP
2021

36

893110484824

(VD-32854-19)

1

23. Co s&r ding ky: Cong ty co phén dwgc phdm Minh Dén (Dia chi: L6 E2, duong N4, khu cong nghiép Hoa X4, phuong
Loc Hoa, thanh phé Nam Dinh, tinh Nam Binh, Viét Nam)
23.1. Co s&' san xuét: Cong ty cb phin dugc pham Minh Déan (Pia chi: L6 N8, duong N5, khu cong nghiép Hoa Xa,
phudng My X4, thanh phé Nam BPinh, tinh Nam Dinh, Viét Nam)

84 [Cepemid lg Cilastatin (dwdi dang Thudc bot  |Hop 1 1o 20ml NSX 36 893110484924 1
Cilastatin natri) 0,5g; |pha tiém (VD-26896-17)
Imipenem (dudi dang
Imipenem
monohydrat) 0,5g

85 |Fluvastatin 20 mg |Fluvastatin (du6i Viénnang |Hop 03 vix 10 vién | NSX 36 893110485024 1
dang fluvastatin cung (VD-32857-19)
natri) 20mg




CONG TY TNHH DUGC PHAM &
THANG THIET Bl Y TE ) . . 5 - .

7 o CONG HOA XA HOI CHU NGHIA VIET NAM
HOANG bUC ' ' '

Poc lap — Tw do — Hanh phic

LYTH PHARMA
GRP-GSP
1SG 9001 ¢ 20608

Vi St Khde Céay Dng

S6: 964/2025/TENDER Tp.HCM, ngay 18 thang 04 nam 2025
(V/v thay doi SPK Guarente-8)

Kinh giri: S& Y Té tinh Kién Giang

Loi dau tién, Cong ty TNHH Dwoc Phim va Trang Thiét Bi Y té Hoang Pirc chan
thanh cam on Quy co quan d3 quan tim tng hd céc san pham cla céng ty ching toi phan
phdi trong sudt thoi gian qua.

Cén cir Quyét dinh s6 1630/0P-SYT ngay 27/6/2024 ciia S6 Y té vé viéc phé duyét két
qua lva chon nha thau Géi s6 2: Géi thau thudc generic thong thuong thudc ké hoach lwa
chon nha thau cung cdp thudc tdp trung tinh Kién Giang, giai doan 2023-2025 (dot 3)

Cdn cit kha ndng cung vng hang héa ciia Céng ty TNHH Dwoc Pham & Trang Thiét
Bi Y té Hoang Pitc.

Céng ty TNHH Dugc Phdm va Trang Thiét Bi Y té Hoang Ptc 12 nha phan phbi
chinh thirc cho san phdm Guarente-8 (Candesartan cilexetil , 8mg). Ching toi di tring
thiu san phim Guarente-8 tai Quy co quan. Nhung hién tai, san phdm nay d& dugc Cuc
Quan ly Duoc cip sé ding ky méi 893110152424 , 16 hang theo sé ding ky méi nay da
duoc nhap vé kho va s& cung tmg cho Quy co quan.

Bing vin ban nay, chiing t6i xin théng béo vé viéc didu chinh va cung ting san phim
Guarente-8 theo s dang ky mai 893110152424. Viéc thay doi S6 dang ky nay khong anh
huéng dén céc thong tin khic ciing nhu chat lugng san pham. (d@inh kém Quyét dinh s6
181/0P-OLD ngay 21/03/2024 dé Quy Co quan déi chiéu).

Kinh mong Quy Co quan xem xét va chip thuén.

Tran trong cdm on va kinh chao!

Noi nhan:
- Nhu trén;
- Luu phong thau




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM |

I\!UNISTR‘:Y OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC ‘ Poc lap - Tw do - Hanh phiic

DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness
138A Gidng V& - Ha NOL-Migt-Nac

Tet: B4.4,37366483/3846444F< Rax,
030

UU HANH SAN PHAM

BKETING AUTHORIZATION

Tén thube Guarente-8

Name of Drug:

Thanh phan chinh, ham lwgng :  Candesartan cilexetil 8mg

Active Ingredients, Strength:

Qui cach déng géi, bao ché © Hop 3 vix 10 vién; Vién nén

Packing Size, Dosage form:

Tiéu chuan chét lwong : TCCS

Quality Specification:

Han ding :  36thang

Shelf- life:

S6 gidy phép Iwu hanh san pham (SPK): [ VD-28461-17 |

Marketing Authorization Number:

S6 quyét dinh © 406/QP-QLD Ngay cap: 19/9/2017
Approval Decision Number: Date of Issuance:

Hiéu Iwc cta gidy phép luu hanh san pham: ¢ gid trj 05 nam ké tir ngay cap
Expiration Date of this Marketing Authonization:

Tén co s& dang ky :  Céng ty TNHH Dwoc pham Dat Vi Phi

Name of Marketing Authorization Holder

Bia chi ;Lo MT7A, Buéng D17, KCN My Phuéc 1, phudng Thm
Address: Hoa, thi xa Bén Cat, tinh Binh Duong - \fét Nam

Tén co sé san xuat :  Coéng ty TNHH Dworc pham Dat Vi Phu

Name of Manufacturer: i
Dia chi . L6 M7A, Budng D17, KCN My Phuwéec 1, phuwdng Thei L.
Address: Hoa, thj xa Bén Cét, tinh Binh Duwong - Vlet Nam g

Tén co s& déng goi
Name of Assembler
Pia chi

Address.

Ha Ngi, nga é 19 thang 9 nam 2017,

KT. CUC TRUVONG CUC QUAN LY DLPQ'C
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM |

.PHO CUC TRUONG
RPUTY GENERAL-.DIRECTOR

Ghi chti: (votey
1- Gidy phép luu hanh san phdm nay dugc cép theo ding hd soj
dang ky thudc da dugc Bo Y té phé duyat,
This marketing authorization has been issued in accordance with the dossig,
approved by the Vietnam Ministry of Health.
2- B4t cir sy thay ddi nao vé ndi dung clia gidy phép phai duoc
Cuc Quan Iy dugc - B Y t& xac nhan.

Any variations of the contents of the marketing authorization are required to be
adoapted by the Drug Administration of Vietnam.




Ky béi: Cuc Quan
ly Dum:

MEset  BOYTH CONG HOA XA HQI CHU NGHIA VIET NAM
o CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phuc
$6:181  /QP-QLD Ha Ngi, ngay 21 théng 03 ndm 2024
QUYET PINH

Vé viéc ban hanh Danh muc 881 thudc san xuét trong nwéc
dwgc gia han gidy ding ky lru hanh tai Viét Nam - Dot 193

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwroc So 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh 90 95/2022/ND CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc ndang, nhiém vy, quyen han va co cdu 16 chiie ciia BS Y té:

Cén cir Quyét dinh s 1969/0D-BYT ngdy 26/4/2023 cua B¢ trudng Bj Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chire ciia Cuc Qudn Iy Duoc thudc
Bj Yté;

Can cir Théng tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng By Y té
quy dinh viéc dang ky luu hanh thubc, nguyeén liéu lam thuéc;

Céin cir két lugn cia Hoi dong tw van cdp gzay dang ky luu hanh thudc, nguyén
ligu lam thuoc - BG Y té dot 193 tai Cong vin so 15/HPTV-VPHD ngady 19/02/2024
cua Van phong Hoi dong tir van cdp GPKLH thudc, nguyén liéu lam thuéc;

Theo dé nghi ciia Trudng phong Déng ky thude, Cuc Qudn Iy Duoc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muyc 881 thudc san xuit trong
nuée duge gia han gidy dang ky luu hanh tai Vi¢t Nam - Dot 193, cu the

1. Danh muc 595 thudc san xuit trong nudc duge gia han gidy dang ky luu
hanh hiéu lyc 05 ndm (Phuy Iuc I kem theo).

2. Danh muc 285 thudc san xuét trong nudc duge gia han gidy dang ky luu
hanh hiéu luc 03 ndm (Phuy Iuc IT kém theo).

3. Danh muc 01 thudc san xuét trong nuéc duoc gia han gidy dang ky lvu hanh
hidu lyc dén 31/12/2025 (Phu luc III kem theo).

Piéu 2. Co 6 sén xuat va co s dang ky thudc c6 trach nhiém:

1. San xuét thude theo diing céc ho 50, tai liéu da déng ky v6i BO Y té va phai
in s6 dang ky dugc BO Y te Viét Nam cép 1én nhén thudc.

2. Chi dugc san xuét, dua ra hru hanh cac thuée kiém soat d3c biét khi c6 Gidy
chimg nhan du didu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop v6i pham vi hoat dong cua co s¢ dp ting quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phti quy dinh chi tiét mét
s6 didu va bién phap thi hanh Luét Duoc.

3. Thyc hién viéc cip nhit tiu chuan chét lvong cia thube theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngdy 04/5/2018 cia Bo truong B Y t€ quy dinh vé
chat luong thudc, nguyén liéu lam thude.

4. Thubc duge gia han gidy dang ky luu hanh tai Quyét dinh ‘nay nhung chua
nop ho so cap nhat ndi dung nhén thudc, tor huéng dan sir dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia B truémg Bo Y té thi phai thuc
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hién cp nhét theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tw s§ 01/2018/TT-BYT
trong thoi han 12 théang k& tir ngay duge gia han giéy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc gia han
glay dang ky Iuu hanh theo Quyet dinh nay c6 thay d6i vé nodi dung hanh chinh (bao
gbdm ci mau nhin va t& huéng dan sir dung thubc) phai san xudt va luu hanh véi cac
noi dung dé duoc phé duyét thay ddi trong hd so gia han.

6. Co so dang ky thudc phai bao dam duy tri didu kién hoat dong trong thoi gian
hidu lyc ciia gidy ding ky luu hanh thude, nguyén liéu 1am thude. Trong trudong hop
khong con dap {mg dii diéu kién hoat dong, co s¢ dang ky phai co trach nhiém thuc
hién thay ddi co sé ding ky theo quy dinh tai Thong tu s& 08/2022/TT-BYT trong thi
han 30 ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thubc phai bao dam cac diu kién hoat ddng cia co s& san
xuét trong thoi han hiéu luc cia gidy dang ky luu hanh thudc, nguyén lidu 1am thude.

8. Cac thuoc duoc gia han gidy déng ky luu hanh tai Quyet dinh nay duoc tlep
tuc s dung so dang ky da cép trude khi gia han trong thoi han téi da 12 thang ké tir
ngay duoc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tur s6 08/2022/TT-BYT.

9. Phdi hop v6i cac co so diéu tri dé thyc hién theo dung céc quy dinh hién
hanh vé& thudc ké don, theo doi an toan, hi€u qud, tac dung khong mong mudn cua
thubc trén nguoi Viét Nam va téng hop, bao céo theo quy dinh tai Piéu 5 Thong tr s6
08/2022/TT-BYT d6i v6i cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc So Y té cac tinh, thanh phd tryc thude Trung wong va Gidm
dbc co s& san xudt va co s¢ ding ky c6 thudc tai Diéu 1 chiu trich nhiém thi hanh
Quyét dinh nay./

Noi nhin:

- Nhu DPidu 4; .

- BT. Dao Hong Lan (d€ b/c);

- TT. D6 Xuén Tuyén (dé b/c); .

- Cuc Quan y - B4 Quoc phong, Cuc Y té - B Cong an;
- Cyc Y t& GTVT - B Giao thong van tai;

- Tong Quc Hai quan - B6 Tai chinh;
- B4o hiém x& hdi Viét Nam; e z .
-B§ Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B9, Vin ph(‘)ng HDTV cép GDKLH thudc, NLLT;

- Vién KN thuoe TU, Vién KN thudc TP. HCM,;

- Tong Cong ty Dugc Viét Nam - Cong ty CP; ’

- Cac Bénh vién, \/,ién c6 giuong be}nh truc thuéc BO Y t€;

- Trung tAm mua sam tép trung thude quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

-Luu: VT, DKT (C.H) (02b).

CUC TRUONG




(Kém theo Quyét dinh s6 181 /OB-QLD ngay 21 thang 03 ndm 2024

Phu luc I
DANH MUC 595 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POQT 193

cua Cyc Qudn ly Duoc)

STT| Tén thude Hoat chét chinh - |Dang bao | Quy cich dong géi | Tieu | Tudi | S6 dingky [S6lan
Ham luong ché chuédn | tho gia han gia han
(thang)| (S6 ding ky
da cip)
(O] ) 3 ) &) 6 Q) ® ®

1. Co sé ding ky: Cong ty c6 phin Cong nghé sinh hoc - Durge phdm ICA (Dia chi: L6 10, dudng sb 5, khu cong nghiép
Viét Nam-Singapore, thi xa Thuén An, tinh Binh Duong, Viét Nam)
1.1. Co sé san xuét: Cong ty cd phin Céng nghé sinh hoc - Dwge phim ICA (Pia chi: Lo 10, duong sb 5, khu cong nghiép
Viét Nam-Singapore, thi x4 Thudn An, tinh Binh Dwong, Viét Nam)

1

Coxlec

Celecoxib 200mg

Vién nang
cung

Hop 2 vi x 10 vién,
vi PVC-Alu

NSX

36

893110136424
(VD-18668-13)

2. Co s¢ diing ky: Cong ty ¢b phin Dugc - vat tw y t& Ngh¢ An (Dia chi: S6 68 dudng Nguyén Sy Sach, phuong Hung

Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)

2.1. Co s san xuit: Cong ty cd phin Dugc - vat tir y té Nghé An (Pia chi: S6 68 dudng Nguyén S§ Sach, phuong Hung

Phiic, thanh phd Vinh, tinh Nghé An, Viét Nam)

2

DNAStomat

Omeprazol (duéi
dang pellet
Omeprazol 8,5%:

235,3mg) 20mg

Vién nang
cimg

Hop 10 vi x 10 vién,
vi nhdm/nhém; Hop
1 1o x 14 vién, lo
HDPE

NSX

36

893110136524
(VD-24933-16)

3. Co sé ding ky: Cong ty c6 phin Dugc - Vat tir y té Thanh Héa (Dia chi: S6 232 Tran Phii, phuong Lam Son, thanh phd
Thanh Hoéa, tinh Thanh Héa, Viét Nam)
3.1. Co s& san xuat: Cong ty cb phin Duge — Vat tw y té Thanh Héa (Dia chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hoéa, Viét Nam)

3 |Amoxicilin Amoxicilin (duéi Vién nang [HOp 10 vi x 10 vién; | DBVN 24 893110136624 1
500 mg dang Amoxicilin cirng Hop 20 vi x 10 vién; A% (VD-24941-16)
trihydrat compacted) Hop 50 vi x 10 vién
500mg
4 |Ampicilin Ampicilin (du6i Vién nang [Hop 10 vix 10 vién; |[DDVN | 24 [ 893110136724 1
500 mg dang Ampicilin cliimg Hop 20 vi x 10 vi; vV (VD-24396-16)
trihydrat) 500mg Hop 50 vi x 10 vién
5 |Diclofenac Diclofenac natri Viénnén |Hop 10vix 10 vién |DDVN 24 893110136824 1
50mg bao tan v (VD-21946-14)
trong rudt
6 |Glimethepharm |Glimepirid 2mg Viénnén |HOp 3 vix 10vién; | NSX 36 | 893110136924 1
Hop 10 vi x 10 vién; (VD-30657-18)
Hop 50 vi x 10 vién
7 |Gut C thepharm |[Colchicin 1mg Viénnén |Hop 1 vix 20 vién NSX 36 893115137024 1
(VD-22270-15)
8 |Mectathepharm |Diosmectite 3g Thubc bot [Hop 30 gbi x 4g NSX 36 893100137124 1
pha hén (VD-19554-13)
dich uéng
9 |Ptu Thepharm Propylthiouracil Viénnén |Hop 4 vix 25 vién; [DDVN 36 893110137224 1
50mg Hop 10 vix 25 \Y% (VD-18800-13)

Vién; Hop 1 lo x

100 vién

77

Nsr SN\t -
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STT| Tén thudc Hoat chat chinh- [Dang bao | Quy cich dong goi | Tiew | Tudi | S8 ding ky |S6 lin
Ham lwgng ché chuén | tho gia han gia han
(thang)| (SO ding ky
di cip)

@ &) 3 ) (5) (0) (7 ® ®

156 |Diclofen Diclofenac Gel bdida [Hop 1 tuyp x 10g NSX 24 893100151924 1
diethylamin (VD-22124-15)
0,116g/10g

157 |Natri Clorid 0,9% |Natri clorid Dung dich |Chai 500ml NSX 36 893100152024 1
4,5g/500ml ding ngoai (VD-28928-18)

158 |Nystafar Nystatin 100.000IU |Viénnén |Hop 1 vix 10 vién, NSX 36 893110152124 1

dédt Am dao |vi Alu - Alu (VD-27849-17)

21. Co s¢ déing ky: Céng ty c6 phan dwge phidm Pat Vi Phi (bia chi: L6 M7A , Budng D17, Khu Céng Nghiép My Phudc
1, Phuong Théi Hoa, Thi X3 Bén Cat, Tinh Binh Duong, Viét Nam)

21.1. Co 56 san xuit: Cong ty c6 phin dugc phdm Dat Vi Phit (Bia chi: Lo M7A , Pudng D17, Khu Céng Nghiép My
Phuéc 1, Phuong Théi Hoa, Thi X& Bén Cat, Tinh Binh Duong, Viét Nam)

159 |Gensler Ramipril S5mg Viénnén [Hop 10 vix 10 vién, | NSX 36 893110152224 1
nhdém - nhém (VD-27439-17)
160 |Guarente-16 Candesartan cilexetil |Vién nén Ho6p 3 vi x 10 vién, NSX 36 893110152324 1
16mg nhém - nhém (VD-28460-17)
161 [Guarente-8 Candesartan cilexetil |Viénnén [Hop 3 vix 10 vién, NSX 36 893110152424 1
8mg nhém - nh6m (VD-28461-17)
162 |Isaias Diosmin 600mg Viénnén [Hop 6 vix 10 vién, NSX 36 893110152524 1
bao phim (PVC - nh6m) (VD-28464-17)
163 [Lakcay Raloxifen HCl 60mg |Viénnén |Hop 4 vix 7 vién, NSX 36 893110152624 1
bao phim  [nhém - nhém; Hop (VD-28470-17)
6 vi x 10 vién, PVC -
nhém
164 |Lavezzi-5 Benazepril Viénnén |Hop 10 vix 10 vién, | NSX 36 893110152724 1
hydroclorid 5mg bao phim |nhém - nhém (VD-28471-17)
165 |Levetral-750 Levetiracetam 750mg |Vién nén  |Hop 6 vi x 10 vién, NSX 36 893110152824 1
bao phim |nhém-nhém (VD-28916-18)
166 |Manzura-15 Olanzapin 15mg Viénnén |Hop 10 vix 10 vién, | NSX 36 893110152924 1
bao phim |nhém - nhém (VD-27443-17)
167 |Najen Aceclofenac 100mg (Viénnén |Hop 3 vix 10 vién, NSX 36 893110153024 1
bao phim |Hop 10 vi x 10 vién, (VD-28920-18)
vi nhém - nhém
168 [Puyol Danazol 200mg Vién nang |Hop 3 vi x 10 vién, NSX 36 893110153124 1
cimg Hop 10 vi x 10 vién, (VD-28481-17)
PVC - nh6ém
169 |[Sullivan Amisulprid 100mg  |Viénnén [Ho6p 4 vix 7 vién, NSX 36 893110153224 1
Hop 6 vi x 10 vién, (VD-25951-16)
nhém - nhém
170 |Zapnex-10 Olanzapin 10mg Viénnén [Hop 3 vi x 10 vién, NSX 36 893110153324 1
bao phim |Hop 6 vi x 10 vién, (VD-27456-17)
Hoép 10 vi x 10 vién,
PVC - nhém
171 |Zhekof-HCT Telmisartan 40mg; Viénnén |Hop 6 vi x 10 vién, NSX 36 893110153424 1
Hydroclorothiazid nh6ém - nhém (VD-28489-17)
12,5mg




