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16:17:43 +07:00 Sé: 277 /QDP-QLD Ha Ngi, ngay 23 thang 05 ndm 2022

‘ QUYET PINH ,
Vé viéc ban hanh Danh muyc 89 thudc san xuat trong nud'c
dwogc gia han giay dang ky luwu hanh tai Viét Nam - Dot 175.1

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phu quy dinh

chitc néing, nhiém vu, quyén han va co cdu t6 chire ciia Bg Y té;

Can cit Théng tw so 32/2018/TT-BYT ngay 12/11/2018 ciia Bé truéng B Y té

quy dinh viéc dang ky heu hanh thuéc, nguyén lidu lam thudc;

Can cit Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 cua B truong Bo Yt
swta doi, bo sung va bdi bo mot s6 van ban quy pham phap ludt do Bo truong Bo Y

1é ban hanh, lién tich ban hanh;

Can cir Thong tu so 23/2021/TT-BYT ngay 09/12/2021 cua B¢ truong Bo Y
té sira doi, b6 sung mot s6 van ban quy pham phdp ludt do B trudng B Y té ban

hanh;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua B¢ truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quadn 1y Durge

thuoc Bo 'Y té;

Can cir két ludn cia Hoi dong tw van cdp gidy dang ky lwu hanh thuée, nguyén

liéu lam thudc - BY Y té;

Theo dé nghi ciia Trudng phong Pang ky thuée, Cuc Quan 1y Duoc.

QUYET DPINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay Danh muyc 89 thudc san xuét trong
nudc dugce gia han gidy dang ky luu hanh tai Viét Nam - Dot 175.1. Cac thuoc tai

Danh muc nay duoc giit nguyén thong tin s6 ding ky da cap, cu thé:

1. Danh muc 84 thubc san xut trong nudc duge gia han gidy dang ky luu
hanh tai Vi€t Nam c6 hi¢u lyc 05 ndm ké tir ngay ky ban hanh Quyét dinh nay (Phu

luc I kém theo).

2. Danh muc 05 thudc san xuét trong nudc dugc gia han gi,éy dang ky luu
hanh tai Viét Nam c6 hiéu luc 03 nam ké tir ngay ky ban hanh Quyét dinh nay (Phu

luc II kém theo).



Pieu 2. Co sd san xuat va co s¢ dang ky thudc co6 trach nhiém:

1. San xuat thudc theo diing cac ho so, tai lidu da ding ky v6i Bo Y té va phai
in s0 dang ky duoc BO Y t€ Viét Nam cap Ién nhan thuoc.

2. Chi dugc samxuat, dua ra luu hanh cac thudc kiém soat dic biét khi co
Gidy chtng nhan di diéu kién kinh doanh dugc pham vi kinh doanh thude phai kiém
soat dac biét phu hgp vdi pham vi hoat dong ctia co s& dap ting quy dinh tai khoan
5 Piéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phi quy dinh
chi tiét mot s6-diéu va bién phap thi hanh Luat Dugc.

3. Th}):C hién viéc cap nhat ti€u chuin chat luong cua thube theq quy dinh taj
Thong tus6 11/2018/TT-BYT ngay 04/5/2018 cua B6 truong Bo Y t€ quy dinh vé
chat lugng thudc, nguyén liéu lam thuoc.

4. Thyc hién, phéi hop v6i co so nhap khau thyc hién theo quy dinh tai Cong
van 86 5853/QLD-CL ngay 19/4/2019 ctia Cuc Quan 1y Duoc vé viée kiém tra chat
lugng nguyén li¢u lam thuc nhom sartan ddi véi cac thude thuoc Danh muc tai
Diéu 1 ¢ chtra dugc chat thudc nhom sartan.

5. Cap nhat nhin thudc, t& hudng dan str dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B truong Bo Y té quy dinh ghi nhan
thudc, nguyén lidu 1am thude va to hudng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thtc thay d6i, bd sung gidy ding
ky lru hanh thudc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua
Bo trudong BO Y té quy dinh viéc ding ky luu hanh thude, nguyén liéu 1am thude va
Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 ctia Bo truong Bo Y té sira doi, bo
sung va bai bé mot s6 vin ban quy pham phép luit do Bo truong B Y té ban hanh,
lién tich ban hanh.

6. Phéi hop véi céc co so diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hi¢u qua, tac dung khong mong mudn cia
thudc trén ngudi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Théng tu
s0 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té quy dinh viéc dang
ky Iuu hanh thudc, nguyén liéu lam thube déi véi cac thude thude Phu lyc 1T ban
hanh kém theo Quyét dinh nay

7. Co so ding ky thudce 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 khong con dap tng du diéu kién hoat dong, co s¢ ding ky phai c6 trach nhiém
thue hién thay doi co so ding ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 ctia Bo truong B Y té quy dinh viéc dang ky luu hanh thudc,
nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co so dang ky khong con
du diéu kién hoat dong.

8. Co s& san xuit thudc phai bdo dam cac diéu kién hoat dong cua co sd san
xuat trong thoi han hiéu lyc cua gidy dang ky luu hanh thude, nguyén liéu 1am thudc.

Diéu 3. Doi v6i thude Etoral cream (STT 68 Phy Iyc I) va Tobcol (STT 84
Phu luc I) co s& phai tién hanh ndp ho so thay do6i cach ghi ham lugng hoat chat



dudi dang nong d % theo hinh thirc thay doi, bo sung quy dinh tai Phu luc I Thong
tu s6 32/2018/TT-BYT.

Diéu 4. Ddi v6i cae thude ¢6 thay d6i ve ho so hanh chinh (bao gdm nhan, to
huong dan sir dung thuéc) trong ho so gia han, sau 06 thang ké tir ngdy ban hanh
Quyét dinh nay, co sd-khong dugc san xuat thude véi cac ndi dung cii da dé nghi
thay d6i.

Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Giam ddc S¢' Y té cac tinh, thanh phd tric thudc Trung wong va Giam
doc co sé san xuat va co s¢ dang ky co6 thudce tai Bi€u 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn:

- NhuDiéu 6;

- Bo truong BYT (dé b/c);
~TT. Db Xuan Tuyen (de b/c)

SCuC TRUONG

- Cuc Y té GTVT - B6 Giao thong van tai;
- Tong Cuc Hai quan - B Tai chinh;

- Bao hiém x4 hoi Viét Nam;

-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
Bo, Vin phong HPTV cdp GPKLH thubc, NLLT;

- Vién KN thu6e TU, Vién KN thuéc TP. HCM;

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

- Cac Bénh vién, Vién c6 givdong bénh truc thudéc Bo Y té;
- Cyc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;
Website;

- Luu: VT, BKT.

ZVii Tuan Cuong



Phu lucl

DANH MUC 84 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 175.1
Ban hanh kém theo Quyét dinh s6:.2771..../0D-OLD, ngay 23../95./2022ctia Cuc Qudn 1y Dugc

1. Co sé ding ky: Cong ty Co phan S.P.M (Pia chi: Lo s6 51, Khu Cong Nghiép Tan Tao, Puong sb 2,
Phuong Tan Tao A, Quén Binh Tan, Thanh phé H6 Chi Minh
1.1. Co s6 san xuit: Cong ty C6 phan S.P.M (Pia chi: L s6 51, Khu Cong Nghi¢p Tan Tao, Puong sb 2,
Phuong Tan Tao A, Quin Binh Tan, Thanh phé H6 Chi Minh

£ s . Tudi = . £ 12
ong (thang) gg gia hg
Atorvastatin (dudi
1 |Livastan dang Atorvastatin [Viennen | g \roog (HOP3VIXI0 N oag0n 10 |
calci trihydrat) bao phim vién
10mg
Atorvastatin (dudi
2 |Cholarest2o |d&ng Atorvastatin (Viennen | g0 Ipoog [HOPIVIXIO N oae29 95 | g
calci trihydrat ) bao phim vién
20mg
Enalapril maleat Hop 3 vi, 10
3 |Cerepril 10 10m P Vién nén 36 TCCS vi, 20 vi, 30 |VD-21727-14 01
g vi x 10 vién
Enalapril maleat Hop 3 i, 10
4 |Cerepril 5 5m P Vién nén 36 TCCS vi, 20 vi, 30 |VD-21728-14 01
g vi x 10 vién

2. Co sé ding ky: Cong ty Co phan Dwoc - Trang thiét bi y té Binh Dinh (Bidiphar) (Pia chi: 498 Nguyén
Thai Hoc — Phwong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh - Viét Nam)

2.1. Co s6 san xuat: Cong ty Co phin Dugc - Trang thiét bi y té Binh Dinh (Bidiphar) (Dia chi: 498

Nguyén Thai Hoc — Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Pinh - Viét Nam)

£ s . Tudi = . £ 12
ong (thang) gg gia hg
Doxorubicin Doxorubicin Dun
5 . hydroclorid : gm 24 |USP37 |[Hop 1 lo Sml (QLBB-635-17 01
Bidiphar 10 dich tiém
10mg/5ml
O +
Acid folinic (dudi |Bot dong ngrlf ldfn
6 |Calcilinat F50 |dang calcium kho pha 3% [tccs | %ml_ £ |vD-21242-14 | o1
folinat) 50 mg tiém Hop 10 lo




3. Co sé diang ky: Cong ty Co phan Dwoc pham Boston Viét Nam (Dia chi: : S6 43 dwong s6 8, KCN Viét
Nam - Singapore, Phuwong Binh Hoa, Thanh Pho Thuin An, Tinh Binh Duwong, Viét Nam)
3.1. Co sé san xuit: Cong ty Cé phan Dugec pham Boston Viét Nam (Pia chi: : S6 43 duwdng sé 8, KCN Viét
Nam - Singapore, Phuong Binh Hoa, Thanh Pho Thuin An, Tinh Binh Dwong, Viét Nam)

Ao v . | Tuéi . ) .

17| enie |t oo ' | T | Qe | gy |Shi
yng (thang) gg gia hg
7 |MeloxBoston |, vicam 15mg |viennén | 36 [tccs  [HOPIVIXI0 N 1939793 |

15

Vvién

4. Co sé ding ky: Cong ty C6 phin Dwgc phim An Thién (314 Bong Sao, phwong 5, quin 8, Thanh phd
H6 Chi Minh, Viét Nam)
4.1. Co s& san xuat: Cong ty C6 phan Dwgc pham An Thién (Pia chi: Lé C16, Pwong s6 9, khu cong
nghiép Hiép Phuéc, Huyén Nha Bé, Thanh phé Ho Chi Minh, Viét Nam)

STT

Tén thube

Hoat chit, ham
lwgng

Dang bao
ché

Tubi
tho
(théang)

Tiéu
chuan

Quy céch
dong goi

S6 ding ky

S6 lan
gia han

Atiganci

Ganciclovir (dudi
dang Ganciclovir
natri) 500mg

Bot dong
kho pha
tiém

24

TCCS

Hop1llo+1
dng nudc cat
pha tiém
10ml, Hop 5
lo + 5 éng
nuéc cit pha
tiém 10ml

QLDB-652-18

01

Nudc cat A.T

Nuéc cit pha tiém
2ml, 5ml, 10ml

Dung moi
pha tiém

36

TCCS

Hop 5 dng,
10 6ng, 20
dng, 50 ong,
100 6ng x 2
ml; Hop 5
ong, 10 bng,
20 bng, 50
dng, 100 6ng
x 5 ml; Hop
56ng, 10
dng, 20 bng,
50 6ng, 100
dng x 10ml

VD-24139-16

01

10

AT
Bisoprolol 5

Bisoprolol
fumarat 5 mg

Vién nén

24

TCCS

Hop 2 vi, 3
vi, 5 vi, 10 vi
X 10 vién;
Chai 30 vién,
60 vién, 100
vién

VD-24129-16

01




5. Co sé diang ky: Cong ty C6 phan Dwge pham OPV (Pia chi: S6 27, Pwong 3A, Khu Cong Nghiép Bién
Hoa II, Phwong An Binh, Thanh phé Bién Hoa, Tinh Pong Nai, Viét Nam)

5.1. Co sé san xuit: Cong ty C6 phan Dwgc pham OPV (Pia chi: S6 27, Puong 3A, Khu Cong Nghiép
Bién Hoa II, Phuwong An Binh, Thanh phé Bién Hoa, Tinh Pong Nai, Viét Nam)

£ 1 . | Tudi . . .
orr| renade | Pt fosgbio| 1 | i | Qurn | gy |Shtn
ong (thang) g gia hg
11 |Opedulox 80 |Febuxostat8omg |"' """ | 36 |rces  [HOP3VIX106 b 62517 | 01
bao phim vién

6. Co sé diang Ky: Cong ty Roussel Viét Nam (Pia chi: 702 Truwong Sa, phuong 14, quin 3, Thanh phd Ho
Chi Minh)

6.1 Co sé san xuit: Cong ty Roussel Viét Nam (Pia chi: S6 1, dwong s6 3, KCN Viét Nam Singapore, Thuin
An, Binh Duong)

JOR . Tubi n i .
Moi g6i 3g chira:  [Thubc bot R .
12 [Raceca 30mg Racecadotril 30mg |uéng 36 [TCCS [Hop 20 goi 3g|VD-24508-16 01

7. Co s& ding ky: Cong ty co phian dwgc phim Agimexpharm (Pia chi: 27 Nguyén Thai Hoc, Phwong My
Binh, Thanh phé Long Xuyén, Tinh An Giang, Viét Nam)

7.1. Co sé san xuat: Chi nhanh Céong ty c6 phan dwoc phim Agimexpharm - Nha may san xuit dwge pham
Agimexpharm (dia chi: Pwong Vii Trong Phung — Khom Thanh An — P. My Théi — TP. Long Xuyén — An

Giang, Viét Nam)
Hoat chit, ham |Dang bao Tubdi Tiéu Quy céach S6 1an
STT | Tén thube . lu’o’n’ . cié tho chuin déill oi S diing ky ia han
ong (thang) gg g 4
13 |Allermine  |ClorPheniramin - \Viénnang | o0 | g | HOPLOVIX 1y o004 95 | 1
maleat 4mg cung 10 vién

8. Co sé diang ky: Cong ty c6 phian dwgc pham Truong Tho (Pia chi: S6 93 Linh Lang, phwdong Céng Vi,
quén Ba Dinh, thanh ph6 Ha Ngi, Viét Nam)
8.1 Co sé san xuit: Chi nhanh Céng ty c6 phin dwge phdm Truwong Tho (Pia chi: L6 M1, dwdong N3, khu
cong nghiép Hoa X4, xa Loc Hoa, thanh phé Nam Dinh, tinh Nam Pinh, Viét Nam)

Tuoi

ong (thang) gg gia ha
Vién nén DDVN | Hop 10 vi x
14 | Diclofenac 50 | Diclofenac 50mg | bao tan 36 v 'fo viéVn VD-23060-15 01
trong rudt

9. Co sé ding ky: Cong ty Co phian Dwoc phim CPC1 Ha Ngi (Pia chi: Cum cong nghiép Ha Binh
Phwong, xi Vin Binh, huyén Thuong Tin, thanh phé Ha Ngi, Viét Nam)




9.1 Co sé san xuit: Cong ty C6 phin Dwgc pham CPC1 Ha Ngi (Pia chi: Cum cong nghi¢p Ha Binh

Phwong, xd Vin Binh, huyén Thuong Tin, thanh phé Ha Noi, Viét Nam)

£, 1 . | Tudi . . .
ong (théng) gg gia ha
.9 Hop 10 ong,
15 BFS- (Tranexamicacid | Dung 36 | TCCS | 206ng, 50 | VD-21550-14 | 01
Tranexamic  |250ml/5mi dich tiém R
ong x Sml

10. Co sé ding ky: Cong ty TNHH Duwoc pham Glomed (Pia chi: S6 35, Pai L) Ty Do, KCN Viét Nam -
Singapore, Phuwong An Phii, Thanh Pho Thuin An. Tinh Binh Duwong, Viét Nam)

10.1 Co sé san xuit: Cong ty TNHH Dugc phim Glomed (Pia chi: $6 35, Pai L) Tw Do, KCN Viét Nam -
Singapore, Phudong 'An Phii, Thanh Phé Thuin An. Tinh Binh Dwong, Viét Nam)

Tuoi

STT | entuade | M D) | D6 | QO | s aanais | SE
ong (thang) gg gia ha
Hop 1 vix 1
L vién; Hop 1
Vién nang , A
16 (Zolmed 100 |Fluconazol 100mg cing 36 [TCCS |[vix7vién; [VD-21841-14 01

Hop 1 vix 10
vién

11. Co sé ding ky: Cong ty C6 phan Dwoc Danapha (Pia chi: 253 Diing Si Thanh Khé, Phuwong Thanh Khé
T4y, Quian Thanh Khé, TP.Pa Niing, Viét Nam)

11.1 Co s& san xuit: Cong ty Co phian Dwge Danapha (Dia chi: 253 Diing Si Thanh Khé, Phuwong Thanh

Khé Ty, Quian Thanh Khé, TP.Da Ning, Viét Nam)

X N < Tll(?ii . . £ 3A

Ong (thang) ge g 4
Amitriptylin  |Amitriptylin Vién nén Hop 1 1o x

17 10mg hydroclorid 10mg [bao phim 36 TCCS 500 vién VD-18903-13 01
Thioridazin Thioridazin Vién nén Hop 1 1o x

18 50 mg hydroclorid 50mg |bao phim 36 |TCCS 100 vién VD-18681-13 01

12. Co sé ding ky: Cong ty C6 phin Dwoc phim Trung wong I - Pharbaco (Pia chi: S6 160 Ton Dirc
Thing - phuong Hang Bt - quian Pong Pa - thanh pho Ha Ngi - Viét Nam)

12.1. Co s6 san xuét: Cong ty Co phan Dwoc pham Trung wong I - Pharbaco (dia chi: thon Thach Ldi - xa
Thanh Xuén - huyén Séc Son - thanh pho Ha N@gi - Viét Nam)

£ s . | Tuéi . ) £ os

e (thang) g8 gia ha
itami : : Hop 06 6ng
Vitamin C Acid ascorbic Dung & )

19 500mg/5ml |500mg/smi dich tiém 24 |TCCS ;5)?1 gozgs, nlq?o VD-24296-16 | 01

13. Co sé ding ky: Cong ty Co phan Héa dwoe Viét Nam (Pia chi: S6 273, pho TAy Son - phwong Nga Tw
S6 - quan Pong Pa- thanh phé Ha Ngi - Viét Nam)




13.1 Co sé san xuit: Cong ty Co phan Héa dwge Viét Nam (Pia chi: S6 192 Pirc Giang - phwong Thuong
Thanh - quin Long Bién - thanh phd Ha Ni - Viét Nam)

Tuoi

orr| renaie | Pt oo ' | T | Qo | g |35t
ong (théng) gg g ]
MOdi thii 1g chira:  |Thudc . ..
po |Paracetamol o etamol cbm sii 24 |tccs  [HOP12WIX 1\ 5096814 | 01
150 19
150mg bot
MGéi tai 1g chira:  [Thude R ..
pp |Paracetamol o - etamol cbm st 24 |tccs  [HOP 120X 1k 56969-14 | 01
250 1g
250mg bot
X, - Thudc R .
99 Paracetamol < [Moi tai 1g chira: cbm sti o1 |Tecs Hop 12 thi x VD-20970-14 01
80 Paracetamol 80 bot 1g

14. Co sé dang ky: Cong ty C6 phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué, Tuy Hoa, Phi Yén, Viét

Nam)
14.1. Co'sé san xuét: Cong ty Co phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué, Tuy Hoa, Phii Yén,
Viét Nam)
Hoat chit, ham |Dang bao Tubdi Tiéu Quy céch S6 lan
STT | Tén thude . lu’o’n, . cgl;lé' tho chuén d('))I/l oi S6 diing ky ia han
Ong (thang) Y g 4
Vitamin C Acid ascorbic 500 |Dung Hop 6 6ng x
23 Stada 500mg |mg/5ml dich tiém 36 |TCCS 5mi VD-23236-15 01
Hop 10 vi x
24 Lanocorbic Acid ascorbic 500 Ylen nang 3% |Tces 10 vién; Hop VD-18473-13 01
Caps mg cung 011ox 100
Vién
: Acid tranexamic  [Dung Hop 10 6ng x
25 [Hanexic 250 mg/5ml dich tiém 36 [TCCS 5 ml VD-23838-15 01
26 |Carflem Carbocistein 375 |Viennang | - 56 |poeg  [HOP3VIXT0)\p 5009 15 | 01
mg cing vién
Crocin kid - lé/k; i %c%u:c(? o Thuée bot Hop 14 goi
27 SR IUOT lphahén | 36 |Tccs [ SP TS 1vD-23207-15 | 01
100 dang Cefixim dich uén 25906ix2¢g
trihydrat) 100 mg | uong
Mdi gbi 4g chira: | Thudc
Cefuroxime (dudi |cém pha Hop 10 goi,
28 |Negacef 125 dang Cefuroxim  |hén dich 36 [TCCS 14 goix 4 g VD-23844-15 01
axetil) 125 mg ubng
Cephalexin (dudi Hop 10 vi x
Cephalexin dang Cephalexin [Vién nang 10 vién; Hop
29" |pMP 250 monohydrat) 250 |ctng 36 TCCS ) 10 200 VD-23825-15 | 01
mg vién
Cephalexin (dudi
30 |Cefatam7s0 |dang Cephalexin Viennang | 55 \poeg  (HOP 10VIX Hyp 5a505 15 | o
monohydrat) cung 10 vién

750mg




Clindamycin
(dudi dang

31 [Pyclin150  |Clindamycin (\QE” nang 1 36 |Tecs ?S’f’”ég VX lvD-21443-14 | 01
hydroclorid) 150 £
mg
o DL-alpha- .A A ,
32 Y&g%m'” B ITocopheryl lg‘l naNg1 24 |tces \}/IIZE 3VIX10\\p o3g6a-15 | 01
acetate 1000.1U
33 |Epigaba3pp |C2PapeNtn300 jViennang | gq lpoog  HOPIOVIX Hyp oaes715 | 01
mg cung 10 vién
. . Lincomycin (dudi |, ,. . A .
34 'gég‘;smyc'” dang Lincomycin Z;E” g1 36 |tccs 11{205 Iég VX lvD-23841-15 | 01
g HCI) 500mg g
Magnesium Vién nén
35 |Magne-B6 lactate @hyd_rat . |bao tan 36 [TCCS H.(;)p Svix10 VD-21722-14 01
470 mg; Pyridoxin ¢ 5t Vién
hydrochlorid 5 mg TONE 1o
Metformine Metformin HCI Vién nén Hop 2 vi, 4
36 EG 1000mg [{1000mg bao phim 36 |TCCS vi x 15 vién VD-23851-15 01
Water for Hop 5 éng 2
37 Injec,tlonA 2ml  |Nudc cat pha tiém DungAm0| 60 DDVN ml Hops0 |VD-23238-15 01
(Nudc cat pha |2 mi pha tiém \ z
" ong 2 ml
tiém 2ml)
Piracetam 3 Dung Hop 04 6ng
38 |Naatrapyl 3g o/15m dich tiém 36 |TCCS 15 ml VD-20326-13 01
o Pyridoxin o n ,
39 [VAMINBO o irochiorid 250 [N | 36 |tces  [FOPIOVIX lypgge13.13 | 01
PMP mg bao phim 10 vién
Rosuvastatin
40 |Rostor1o  |Wduoidang VIEnen g6 |rces  [HOP2ViX 14y o3g56-15 | o1
Rosuvastatin bao phim vién
calci) 10 mg
Rosuvastatin
21 |Rostor2o  |(4uoidang VIennen | 4 irces  [HOP2VIX T4y p saes7a5 | 01
Rosuvastatin bao phim vién
calci) 20 mg
42 |spirilix Sulpirid50mg | VMG | a5 rces  [HOP2VIXIS Iy p170504 | 01
cing vién
Hop 01 vi x
43 |Pycalis 10  [Tadalafil 10mg [N | a5 |yces |01 VM HOP \\p agagas | o1
y 9 |bao phim 02 vi x 02

Vién




Vién nén

Hop 01 vi x
01 vién; Hop

44  |Pycalis 20 Tadalafil 20 mg bao phim 36 [TCCS 02 vi x 02 VD-23849-15 01
vién
. A Hop 4 vix 7
45 |Hypertel 40 |Telmisartan 40 mg |Vién néen 36 |TCCS vien VD-23839-15 01
Hop 3 vix 10
46 [Hypertel 80  [Telmisartan 80 mg [Vién nén 36 [TCCS |[vién; Hop 4 [VD-23840-15 01
vi X 7 vién
Tramadol A z
g7 |Tramastad o irochlorid 50 |29 36 |Tccs [HOPOSONEX|yp sageo 15 | o1
50mg o dich tiém 1ml
Trimetazidin o A .
48 |Vaspycar> |dihydrochlorid [N | 36 |tccs  [MOP2VIXS30\posgeaas | o1
bao phim vién
20mg
Trimethoprim Hop 2, 10 vi
. 80mg; A X 10 vién;
49 _{Pymeprim 480 Sulfamethoxazol Vién nén 48 [TCCS Hop 1 vi x 20 VD-22610-15 01
400mg vién
Vancomycin (dudi |Bot dong
50 |Tamiacin 1g |dang Vancomycin [khd pha 24 |TCCS |Hopllo VD-23225-15 01
hydroclorid) 1g |[tiém
. . Hop 1 lo;
Tamiacin Zanc‘\’/mycm (du6i | ot dong Hop 1 1o + 1
51 ans vancomycin s pha 24 |TCCS |bngnuée cht |VD-23226-15 | 01
500mg hydroclorid) 500 |... .
mg tiém pha tiém 15
ml

15. Co s6 ding ky: Cong ty Lién doanh Meyer - BPC (Dia chi: 6A3-qudc 1§ 60, phwong Phi Khwong, Thi
xi Bén Tre, tinh Bén Tre, Viét Nam)

15.1 Co sé san xuat: Cong ty Lién doanh Meyer - BPC (Dia chi: 6A3-quéc 1§ 60, phwong Phi Khwong, Thi
x4 Bén Tre, tinh Bén Tre, Viét Nam)

Ao 13 . Tudi = , .
yng (thang) gg gia hg
.. Betahistin A R ,

5 |BeRNISn . droclotid Viennen | 4 irces  [HOPIOVIX o 1ga06.13 | 01

Meyer 16 bao phim 10 vién
16mg

53 |Becotrime || Lmebutinmaleat \Viennen | g0 \oong 1HOP 10VIX\h geh0s g5 |

100 mg bao phim 10 vién

16. Co sé ding ky: Cong ty c6 phan dugc pham Me Di Sun (Pia chi: 521 An Loi, x4 Hoa Loi, huyén Bén
Cat, tinh Binh Duwong, Viét Nam)

16.1 Co sé san xuat: Cong ty co phin dwoc phAm Me Di Sun (Pia chi: 521 An Loi, xi Hoa Loi, huyén Bén
Cat, tinh Binh Duwong, Viét Nam)




Tuoi

e (thang) 88 gia ha
54 |Hypravas 20 Pravastatin natr Vién nén 36 [TCCS Hop .96 VIX lvD-23585-15 01
20mg 10 vién

17. Co sé ding ky: Cong ty co phan duge pham SaVi (Pia chi: Lo Z.01-02-03a KCN trong KCX Tan
Thuéin, phwong Tan Thuin Pong, quin 7, Tp. HCM, Viét Nam)
17.1 Co sé san xuat: Cong ty ¢6 phin dwoc phdm SaVi (Pia chi: L Z.01-02-03a KCN trong KCX Tén
Thuan, phwong Tan Thuan Pong, quan 7, Tp. HCM, Viét Nam)

Tuoi

Ong (thang) gg g 4
55 |22V1 Carvedilol 6.25mg [N | 36 |uspar [FOP3VIXI0Np os6ma15 | 01
Carvedilol bao phim Vvién
Hop 3 vix 10
Vién nén vien, Hop 10
56 |SaViDronat |Desloratadin 5 mg . 36 [TCCS [vix 10vién, [VD-19442-13 01
bao phim n .
Hop 01 chai
100 vién
Stazemid Ezetimib 10 mg; |Vién nén Hop 3 vix 10
> 20/10 Simvastatin 20 mg |bao phim 36 |TCCS Vvién VD-24279-16 01
58 |Bredomax 300 |Fenofibrat 300 mg |V ¢" "9 | 36 |tccs  |HOP3VIXI0Npo3650.15 | o1
cing vién
59 |2V Irbesartan 300mg | VMMM | g uspar [HOP3VIXT0lyp 500715 | 01
Irbesartan 300 bao phim Vién
Nebivolol (dudi o . ,
60 |Bivolcard5  |dang Nebivolol  |" oMM | 36 |yces  [HOP3VIX10 N oaog5.16 | 01
bao phim vién

hydroclorid) 5mg

18. Co sé ding ky: : Cong Ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My
Hoéa 2, Xi Xuin Théi Pong, Huyén Héc Mon, Tp. Hd Chi Minh, Viét Nam)

18.1. Co sé san xuit: Cong Ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My
Hoa 2, Xd Xuan Théi Pong, Huyén Hoc Mén, Tp. H6 Chi Minh, Viét Nam)

£, 1 . Tudi n i .
ST | Tenue | ot i e ' | T | QU | g S8
. Moi goi 3g chira:  [Com pha . .
g1 |SRYUNe 200 | A corvicysteine  |dungdich | 60 |Tccs  |HOP2080L \p oassr 5 | o1
GRA J 50001 x3g¢g
200 mg uong
Cimetidine T A Hop 10 vi x
62 Stada 200 mg Cimetidine 200 mg|Vién nén 60 [TCCS 10 vién VD-23347-15 01
Perindopril
63 |Perindastad 2 |SPUMINe (&Y ey van | 36 |tees  [HOPIVIX30Nyp ga36115 | o1
Perindopril tert- Vién

butylamine) 2 mg

18.2. Co s6 san xuat: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Dia chi: S$6 40 dai 16 Ty Do,
Khu cong nghiép Viét Nam - Singapore, Phwong An Phi, Thi xd Thuin An, Tinh Binh Dwong, Viét Nam)




Tuoi

ong (thang) g8 gia hs
Bisoprolol Bisoprolol Vién nén Hop 3 vi, 6
64 Stella 10 mg |fumarate 10 mg bao phim 24 |TCCS vi x 10 vién VD-21529-14 0l
Lercanidipine o A .
65 |Lercastad 10 |hydrochloride10 |V"™N | 36 |tccs  |HOP3 VRO \ypoot101-14 | 01
ma bao phim vi x 10 vién
. Metformin A A .
g |Metformin 1 chloride 500 VNN | 36 |tces [HOP3 VRO Kb osg76.15 | 01
Stella 500 mg ma bao phim vi x 10 vién
Partamol- paracetamol 500 Vién nen HlOELlHV1 X14
67 . mg; Caffeine 65 | .. 24 |Tccs [V PP lyp-21113-14 | 01
Cafein sui ong, 2 ong x
mg ]
10 vién

19. Co sé diang ky: Cong ty Co phan Dwoc Hau Giang (Pia chi: 288 Bis Nguyén Viin Cir - phwong An Hoa -
quan Ninh Kiéu - thanh phé Can Tho, Viét Nam)

19.1. Co''sé san xuit: Cong ty Co phan Dwoc Hiu Giang (Dia chi: 288 Bis Nguyén Vin Cir - phuwong An
Hoa - quan Ninh Kiéu - thanh phd Cén Tho, Viét Nam)

Tuoi

ST | renmade | M Dareie |y | D6 | GO | s aanai | SE 4

Ong (thang) g8 g 4

68 |Etoral cream |Moidgchta — gKembol a0 ropg [HOP TP X Ay 59767 15 | o1
Ketoconazol 0,1 g [da 50

19.2. Co s6 san xuét: Cong ty Co6 phan Dwoc Hau Giang - Chi nhanh nha may dwge phim DHG tai Hau
Giang (Pia chi: Lo B2 - B3, Khu cong nghi€ép Tan Phu Thanh - Giai doan 1, xa Tan Phd Thanh, huyén
Chau Thanh A, tinh Hiu Giang, Viét Nam)

Tuoi

crr| Tenme | Mo gt | T | T | Qo | g g |shin
ong (thang) gg gia hy

Moxifloxacin
(dudi dang o A ,

69 |Moloxcin 400 |Moxifloxacin E)/a:g” E?r: 24 |TCCS \}/Iigﬁ”l“o VD-23385-15 | 01
hydroclorid) 400 P
mg

70 |Hapacol Extra |727ac8@mol 500 e an | 36 |tces |HOPIOVIX \p o0s70-14 | 01
mg; Cafein 65 mg 10 vién

Glumeform Metformin Vién nén Hop 10 vi x
1500 hydroclorid 500mg |bao phim 36 TCCS 10 vien VD-21779-14 | 01

20. Co sé ding ky: Cong ty Co phan Xuit nhap khau Y té DOMESCO (Pia chi: S6 66, Quéc 1§ 30, Phuong

M§ Phii, Thanh Pho Cao Lanh, Tinh Pong Thap, Viét Nam)




20.1. Co sé san xuat: Cong ty C6 phin Xuét nhiap khiu Y t¢ DOMESCO (Pia chi: S6 66, Quéc 1§ 30,

Phudong My Phii, Thanh Phé Cao Lanh, Tinh Pong Thap, Viét Nam)

Tuoi

sTT | Tén thube Hoat chéit, ham |Dang E)z‘lo tho Tiég Ql{y CéCﬁl S6 ding ky S.é lan
lwgng che (thang) chuan dong goi gia han

Hop 1 vi, 10

.. |Viénnén vi x 14 vién;

Pantoprazol Pantoprazol (du6i bao phim Hop2vix 7

72 dang Pantoprazol 24 |TCCS o . VD-23901-15 01

40 mg natri) 40 mg tan trong vién; Hop 3

rudt vi, 10 vix 10

Vvién

21. Co sé dang ky: Cong ty Co phﬁn Dugc Pham Imexpharm (Pia chi: S6 04, Duwding 30/4, Phwong 1,
TP.Cao Linh, Tinh Pong Thap, Viét Nam)
21.1. Co sé san xuit: Cong ty C6 phin Duwgc Pham Imexpharm (Pia chi: S6 04, Puong 30/4, Phwong 1,
TP.Cao Linh; Tinh Pong Thap, Viét Nam)

Tuoi

ong (thang) gg g 4
Spiramycin
73 |Nexcix 750000 1U; viennen | o) lpees  (HOP2VIX10)p 5989515 | o1
Metronidazol 125 |bao phim Vvién
mg
Hop 10 vi x
Chlorpheniram|Chlorpheniramin 10vién; Hop
74 |O'P P viennén | 36 [TCCS |10vix20  |vD-24211-16
in maleat 4 mg [maleat 4 mg . i
vién; Chai
200 vién 01
Fexofenadin o . ,
75 |Imexofen 180 |hydroclorid 180 [N 1 o4 |rees  |MOP3VEG b 1ogg7.13
bao phim vi x 10 vién
mg 01
Nhém hydroxyd
76 |Imelym 400 mg; Magnesi - \Viennen | a0 \poeg | chai 150 vien |VD-19383-13 | 01
hydroxyd 400 mg; |nhai

Simethicon 30 mg

22. Co sé ding ky: Cong Ty C6 Phan Traphaco (Pia chi: S6 75, Phé Yén Ninh, Phuong Quan Thanh,
Quéan Ba Pinh, Thanh Phé Ha Ngi, Viét Nam)

22.1. Co s& san xuat: Cong ty TNHH Traphaco Hung Yén (Pija chi: Thon Binh Lwong, Xa Tan Quang,
Huyén Van Lam, Tinh Hung Yén, Viét Nam)

2

Tuoi

e (thang) g8 gia ha
77 |Furosemid Furosemid 40 mg |Vién nén 36 [Tccs |HOP2Vix20lyp 1g897.13 | o1
40mg vién

23. Co sé diang ky: Cong ty Co phan US Pharma USA (Pia chi: Lé B1- 10, Pwong D2, Khu Cong Nghiép
Tay Béc Ci Chi, TP. H6 Chi Minh, Viét Nam)




23.1. Co s6 san xuit: Cong ty C6 phian US Pharma USA (Pia chi: L B1- 10, Pwong D2, Khu Cong Nghiép
Tay Béc Ci Chi, TP. H6 Chi Minh, Viét Nam)

A v . | Tuéi . ) .
s7r| et | Mot pontpie| )| 1| Okt | G | sl
e (thang) gg gia h
ffl:aer? hzzxﬁl(jizl Vién nan Hop 10 vi x
78 |Cadifaxin 500 |“"8 P , 91 36 |Ttccs  |10vien: Chai [VD-20401-13 | 01
monohydrat 525,9 |cung %
200 vién
mg) 500 mg

24. Co s& ding ky: Cong ty C6 phin Dugc Trung wong Mediplantex (Pia chi: 358 Giai Phong, phuong
Phwong Liét, quan Thanh Xuéan, TP. Ha N¢i, Viét Nam)

24.1. Co sé san xuat: Cong ty C6 phan Dwoe Trung wong Mediplantex (dia chi: Nha may dwoc pham sb 2:
Thén Trung Hiu, Xi Tién Phong, huyén M@ Linh, TP. Ha Noi, Viét Nam)

£ o . Tudi = . £ 12
ong (thang) gg gia ha
o . DDVN |Chai 200
79, |Chlorphenirami | Chlorpheniramin |\ .o o | 48 |pian  |vien, 1000 | vD-19064-13 | o1
n maleat maleat 4 mg s .
hanh Vién
Hop 3 vi
(PVC/Nham)
80 [Thylmedi 4mg | VieIPrednisolon \ien nen | 48 |Tocs  [XMOVEM | vpasaroa3| o1
4 mg Hop 3 vi
(Alu/Alu) x
10 vién

26. Co sé diang ky: Cong ty C6 phan Duge phidm 3/2 (Pia chi: S6 601 Cach Mang Thang Tam, Phwong 15,
Quén 10, TP. Hd Chi Minh, Viét Nam)

26.1 Co s6 san xuit: Cong ty Co phan Dwoc pham 3/2 (Pia chi: 930 C2, Puwong C, KCN Cat Lai, Phuong
Thanh My Loi, Cum II, Quén 2, TP. H6 Chi Minh, Vié¢t Nam)

X . . Tudi n B P
ong (thang) gg gia ha
: Fexofenadin Vién nén Hop 1 vi, 3
81 |Akfedin180 | "0 00t 60 |haopnim | 24 [TCCS |iwiowen |VD-18211-13 | 0L
Hop 1 Chai x
82 |Havafen lbuprofen 100 15 icn | 24 |Tccs  [3oml 60ml, [vD-18214-13 | o1
mg/5ml
90 ml
83 |Metrimasoo |Clorimazol 500 |Viennen | oo 1oong [HOPLIVIXT b 1a00e 93 | g
mg dat am dao Vién
Mbi 5 mlchtra:  |Dung Hop 1 chai x
84 |Tobcol Tobramycin 16 ma |dich aho 24 [tccs |oh VD-18219-13 | 01




Phu luc II

DANH MUC 05 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI' VIET NAM HIEU LUC 03 NAM - POQT 175.1
Ban hanh kém theo Quyét dinh-s6:. 211.../0D-OLD, ngay ..23.../05./2022.ctia Cuc Qudn Iy Duwgc

1. Co sé ding ky: Cong ty ¢6 phan Dugce Vat tw y té Hai Dwong (Pia chi: S6 102 Chi ling - phuong
Nguyén Trii - thanh phé Hai Dwong - tinh Hai Dwong - Viét Nam)
1.1. Co sé san xuit: Cong ty co6 phan Duge Vit tw y té Hai Dwong (Dia chi: $6 102 Chi ling - phuong
Nguyén Trii - thanh phé Hai Dwong - tinh Hai Dwong - Viét Nam)

PO Tubi L . . £ 12
STT| Tén thube Hoat chat, ham 1‘)z_mgA tho TlelRJ Quy cac,l_l dong $6 ding ky S.0 lan
lwgng bao che . chuan gol gia han
(thang)
Dung
Nudc suc  [Acid Boric dich .
1 ficng H-B |15g/500ml diing 36 [TCCS [Chai500ml VS-4881-14 01
ngoai

L-Arginin L . ,

2 |Redliver-H |hydroclorid VI | ge |tces [MOPIZVIXOS Hypogi3045| o1
200mg nang mem vien
Vitamin B1
(Thiamin
mononitrat)
115mg, Vitamin

Vitamin B1- |B6 (Pyridoxin Vién Hop 10 vix 10

3 B6-B12 hydroclorid) nang mém 36 |TCCS vién VvD-18447-13| - 01
115mg, Vitamin
B12
(Cyanocobalamin)
50mcg

2. Co s& ding ky: Cong Ty Co Phan Traphaco (Pia chi: S6 75, Phé Yén Ninh, Phuong Quan Thanh,
Quén Ba Pinh, Thanh Phé Ha Ngi, Viét Nam)
2.1. Co sé san xuat: Cong ty TNHH Traphaco Hung Yén (Pia chi: Thon Binh Lwong, Xa Tan Quang,
Huyén Van Lam, Tinh Hung Yén, Viét Nam)

STT

Tén thube

Hoat chit, ham
lwong

Dang
bao ché

Tuoi
tho
(thang)

Tiéu
chuan

Quy cach dong
goi

S6 ding ky

S6 1an
gia han




4 |Tottim extra

Cao kho Pan sam
120 mg (tuong
duong 450 mg
duoc liéu Pan
sam); Bot Tam
that (Pulvis Radix
Panasis
notoginseng) 70
mg; Borneol 4 mg

Vién nén
bao phim

36

TCCS

Hop 2 vi, 5 vix
20 vién

VD-21741-14

01

3. Co sé ding ky: Cong ty TNHH BRYV Healthcare (Pia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xi Tén

Thanh Tay, Huyén Cii Chi, Thanh phé H6 Chi Minh, Vi¢t Nam)

3.1. Co sé san xuét: Cong ty TNHH BRV Healthcare (Dja chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xa
Tan Thanh Tay, Huyén Ci Chi, Thanh phé H6 Chi Minh, Viét Nam)

PO Tudi - . , £ 1A
STT| Tén thube Hoat chat, ham ]?z_mg | the Tlel:J Quy cac,l_l dong $é ding ky S.o lan
luwgng bao ché . chuan gol gia han
(thang)
Cao khd Ginkgo
biloba 40 mg;
: Magnesi lactat Vién nén 36 Hop 6 vix 10
5 [Topbrain dihydrat 470 mg; [bao phim | thang TCCS vién VD-15309-11) 01

Pyridoxin
hydroclorid 5 mg
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