BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
S6: 511 /Qb-QLD Ha Noi, ngay01  thang 09 ndam 2021
QUYET PINH

Vé viée ban hanh danh muc 44 thudc sian xuat trong nwéc
dwgce cap giay dang ky lwu hanh tai Viét Nam - Dgt 170

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Duoc Sd 105/2016/QH13 ngay 06/4/2016;

Can cu Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co cdu té chirc ciia BS Y té;

Can cir Thong tw sé 32/2018/TT-BYT ngay 12/11/2018 ciia Bé trieong Bo Y té
quy dinh viéc diang ky leu hanh thuée, nguyén lidu lam thudc;

Can cir Thong tw sé 29/2020/TT-BYT ngay 31/12/2020 ciia Bo truéng Bo Y té
sita doi, bo sung va bdi bé mét so van ban quy pham phdp ludt do B trucng Bo Y té
ban hanh, lién tich ban hanh,

Can cir Théng tw so 23/2013/TT-BYT ngay 13/8/2013 cia Bo truéng B Y té
hwéng dan hoat dong gia cong thudc;

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

Can cir két ludn cia Hoi dong tw van cdap gidy dang ky luu hanh thudc, nguyén
liéu lam thuéc - Bo Y té;

Xét dé nghi ciia Truong phong Pang ky thuée, Cuc Qudn Iy Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 44 thudc san xuét trong nudc
duoc cép giéy dang ky Iuu hanh tai Viét Nam - Dot 170, cu thé:

1. Danh muc 37 thudc héa duge san xuit trong nudc duge cip gidy ding ky luu
hanh tai Viét Nam hiéu luc 05 nam (Phu luc I kem theo). Céc thudc tai Danh muc nay co
s6 dang ky voi ky hiéu VD-...-21 va hiéu lyc 05 nim ké tir ngdy ky ban hanh Quyét dinh
nay.

2. Danh muc 02 thudc duoc lidu san xuat trong nudc duoc cap gidy ding ky luu
hanh tai Viét Nam hiéu luc 05 nam (Phu luc Il kem theo). Céac thudc tai Danh muc nay co
s6 dang ky véi ky hiéu VD-...-21 va hiéu lyc 05 nim ké tir ngay ky ban hanh Quyét dinh
nay.

3. Danh muc 04 thudc hoa dugc san xuét trong nudc duoc cap gidy ding ky luu
hanh tai Viét Nam hi¢u luc 03 ndm (Phu luc Il kem theo). Cac thudc tai Danh muc nay
c¢6 sb dang ky v6i ky hiéu VD3-...-21 va hiéu luc 03 nam ké tir ngay ky ban hanh Quyét
dinh nay.

4. Danh muc 01 thudc hoa dwgc san xudt gia cong trong nude duogc cap gidy ding
ky luu hanh tai Viét Nam hiéu luc 05 nam (Phu luc IV kem theo). Cac thubc tai Danh muc
nay co sd dang ky voi ky hiéu GC-...-21 va hiéu luc 05 ndm ké tir ngay ky ban hanh Quyét
dinh nay.

Hiéu luc sd dang ky cua thude Etiheso, s6 ding ky VD-28741-18 s& chim dut sau
03 thang ké tir ngay sd ding ky gia cong ¢ hiéu lyc. Cac 16 thudc san xuat trude ngay sd
dang ky hét hiéu lyc duoc lvu hanh dén hét han dung cua thude.

Piéu 2. Co sd san xuit va co sd dang ky thude co trach nhiém:



1. San xudt thudc theo diing cac ho so, tai liéu da ding ky v6i B Y té va phai in sd
dang ky dugc BO Y té Viét Nam cép 1én nhin thude.

2. Chi dugc san xuit, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
chtng nhén du diéu kién kinh doanh duoc pham vi kinh doanh thubc phai kiém soat dic
biét phii hop véi pham vi hoat ddng ctia co so dép ing quy dinh tai khoan 5 Diéu 143 Nghi
dinh s6 54/2017/ND-CP ngay 08/5/2017 caa Chinh pht quy dinh chi tiét mot s diéu va
bién phap thi hanh Luat Duogc.

3. Thuc hién vi¢c cap nhat tiéu chuén chit lugng cua thubc theo quy dinh tai Thong
tu s 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong Bo Y té quy dinh vé chit lugng
thudc, nguyén liéu lam thudc.

4. Thuc hién, phéi hop v6i co s¢ nhap khéu thuc hién theo ding quy dinh tai Cong
vin s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan Iy Duoc vé viée kiém tra chét lugng
nguyén li¢u lam thudc nhém sartan ddi vai céac thude thudc danh muc tai Piéu 1 co chira
duoc chit thudc nhom sartan.

5. Cap nhat nhan thude, to hudng dan st dung thude theo quy dinh tai Thong tu s6
01/2018/TT-BYT ngay 18/01/2018 cua Bo truong B Y té quy dinh ghi nhin thudc,
nguyén liéu 1am thudc va t& huéng dan sir dung thude trong th01 han 06 thang ké tur ngay
ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, b6 sung gidy ding ky luu hanh thude
quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong BO Y té quy
dinh viéc dang ky luu hanh thudc, nguyén liéu lam thube va Thong tu s6 29/2020/TT-BYT
ngay 31/12/2020 cua Bo truéng Bo Y té stra ddi, bd sung va bii béd mot sb vin ban quy
pham phap luat do Bo truéng Bo Y té ban hanh, lién tich ban hanh.

6. Phdi hop véi cac co sé diéu tri dé thyuc hién theo dung cac quy dinh hién hanh vé
thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua thudc trén nguoi
Viét Nam va tong hop, bao cio theo quy dinh tai Diéu 5 Thong tu sé 32/2018/TT-BYT
ngay 12/11/2018 cua B trudng BO Y té quy dinh viéc ding ky luu hanh thude, nguyén
lidu 1am thude dbi véi cac thude thude Phy lyc IT ban hanh kém theo Quyét dinh nay (gidy
dang ky Iuu hanh c6 ky hiéu VD3-.....-21).

7. Co s& dang ky thube phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy dang ky luu hanh thude, nguyén liéu lam thudc. Trong trudng hop khong
con dap tmg du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc hién thay do6i
co so dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo
truong Bo Y té quy dinh viéc dang ky luu hanh thude, nguyén lidu lam thude trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

8. Co s& san xuat thube phai bao ddm cac diéu kién hoat dong cta co s& san Xuét
trong thoi han hiéu luc cua gidy ding ky luu hanh thude, nguyén liéu lam thude.

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

Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd tryc thudc Trung wong va Giam ddc
co s& san xuat va co s¢ ding ky c6 thude tai Didu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

Noi nhén: — CUC TRUONG
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CUC QUAN LY DUQC

BO Y TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phiic

PH

ULUCI

DANH MUC 37 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 170

1. Cong ty ding ky: Cong ty cb phan dwoc - trang thiét bi y té Binh Pinh (Bidiphar) (B/c: 498
Nguyén Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Pinh - Viét Nam)
1.1 Nha san xuét: Cong ty ¢6 phin dwgc - trang thiét bi y té Binh Dinh (Bidiphar) (B/c: 498
Nguyén Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s ] h d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
1 |Lazibet MR 30 Gliclazid 30mg Vién nén 36 [TCCS |Hop2vix 15 VD-35289-21
phong thich [thang vién; Hop 3 vi x
kéo dai 10 vién
2 |Salbutamol 2mg Salbutamol (dudi Vién nén 36 |TCCS (Lo 100 vién; VD-35290-21
dang Salbutamol thang Hop 5 vix 20
sulfat) 2mg vién

2. Cong ty dang ky: Cong ty ¢ phan dwoc Apimed (P/c: 263/9 Ly Thirong Kiét, phirong 15,
quan 11, thanh pho Ho Chi Minh - Viét Nam)

2.1 Nha san xuit: Cong ty cd phan duwgc Apimed (D/c: Puong NI, cum cong nghiép Phii Thanh -
Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Bong Nai - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach g ,
STT Tén thube Ham lwgng ché tho |chuin| déng géi 50 ding ky
3 |Livpacom Arginin HCI Siro 24 |BP Hop 10 dng x VD-35291-21
2000mg/10ml thang|2016 +{10 ml; hop 20
TCCS [éng x 10 ml;
hop 1 chai x
100 ml

3. Cong ty ding ky: Cong ty ¢6 phan dwoc Enlie (D/c: Puong NA6, KCN My Phudc 2, phiwong
My Phuoc, thi xa Bén Cat, Binh Duong - Viét Nam)

3.1 Nha sin xuét: Cong ty c6 phan dwgc Enlie (D/c: Puong NA6, KCN My Phuedc 2, phuong My
Phuoc, thi xa Ben Cat, Binh Duong - Viét Nam)

Trang 1




. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
STT Tén thude Ham lwgng ché tho |chuin| dong géi 0 ding ky
4 |Fexofenadin 120 Fexofenadin Vién nén bao| 36 |TCCS [Hop 1,5 vix 10| VD-35292-21
hydroclorid 120mg |phim thang] vién
5 [Vitamin PP Niacinamid 500mg [Vién nén bao| 36 |TCCS |[Hop 10 vix 10 | VD-35293-21
phim thang vién; Chai 100
vién
4. Cong ty ding ky: Cong ty co phan Dwoc Ha Tinh (B/c: 167 Ha Huy Tap, Tp. Ha Tinh - Viét
Nam)
4.1 Nha san xuit: Cong ty c6 phan Dwoc Ha Tinh (P/c: 167 Ha Huy Tap, Tp. Ha Tinh - Viét
Nam)
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
6 [Rhomatic Gel Méi 1g chua: Gel dung 48 [TCCS [Hop 1 tuyp 10g, VD-35294-21
Diclofenac natri ngoai thang] 15g, 18g; Hop 1
10mg; Camphor tuyp 18,5g,
30mg; Menthol 20g, 21g, 25¢g
70mg
5. Cong ty ding ky: Cong ty ¢ phan dwoc phadm Agimexpharm (B/c: Sé 27 Nguyén Thdi Hoc,
Phuong My Binh, Tp. Long Xuyén, An Giang - Viét Nam)
5.1 Nha san xuét: Chi nhanh cong ty ¢6 phin dwge phim Agimexpharm- Nha may sin xuit
dwgc pham Agimexpharm (D/c: Puong Vii Trong Phung, Khom Thanh An, P. My Thoi, TP. Long
Xuyen, Tinh An Giang - Viét Nam)
R ) Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diine kv
STT Tén thuoc Ham lwgng ché tho | chuidn|  déng goi 0 dans xy
7 |ltazpam 15 Mirtazapin (dudi Vién nén bao| 36 [TCCS |Hop 3 vi, 10vi [ VD-35295-21
dang Mirtazapin phim thang x 10 vién
hemihydrat) 15mg
8 [Itazpam 30 Mirtazapin (dudi Vién nén bao| 36 [TCCS |Hop 3 vi, 10 vi [ VD-35296-21
dang Mirtazapin phim thang x 10 vién
hemihydrat) 30mg
9 |Itazpam 45 Mirtazapin (dudi Vién nén bao| 36 [TCCS |Hop 3 vi, 10vi [ VD-35297-21
dang Mirtazapin phim thang x 10 vién
hemihydrat) 45mg
10 |Zokicetam 750 Levetiracetam Vién nén bao| 36 [TCCS [Hop 3 vi, 10 vi | VD-35298-21
750mg phim thang x 10 vién

6. Cong ty diing ky: Cong ty c6 phan dwge pham Ampharco U.S.A (P/c: KCN Nhon Trach 3, xd
Hiép Phuoc, huyén Nhon Trach, tinh Dong Nai - Viét Nam)
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6.1 Nha san xuit: Cong ty c6 phan dugc pham Ampharco U.S.A (B/c: KCN Nhon Trach 3, xd
Hiép Phuoc, huyén Nhon Trach, tinh Dong Nai - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. <5 2 0 dan
STT Tén thude Ham luong ché tho | chuan| déng géi g ky
11 |SelinAPC 50 Sertralin (dudi dang |Vién nén bao| 36 |TCCS |Hop 1 vi, 3 vi, VD-35299-21
Sertralin phim thang 10 vi (nhom —
hydroclorid) 50 mg nh6ém; nhém
-PVC)x 10 vién

7. Cong ty ding ky: Cong ty C6 phian Dwoc phdm An Thién (P/c: 314 Béng Sao, Phuong 5,
Quan 8, TP. Ho Chi Minh - Viét Nam)

7.1 Nha san xuit: Cong ty C‘(;) phén Dwogc pham An Thién (B/c: L6 CI6, duong s6 9, KCN Hiép
Phuoc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s h d
STT Tén thude Ham lugng che tho | chuan déng géi 0 dang ky
12 |A. T Warfarin Smg Warfarin natri (dudi | Vién nén 36 |TCCS |Hop 3,6,10vi | VD-35300-21
dang Warfarin natri thang x 10 vién; Chai
clathrate) Smg 30, 60, 100 vién

8. Cong ty ding ky: Cong ty ¢ phan dwoc phadm Ha Tay (P/c: S6 104, Phé Quang Trung, P.
Quang Trung, Q. Ha Bong, TP. Ha Ngi - Viét Nam)

8.1 Nha san xuit: Cong ty cd phan dwge pham Ha Tay (B/c: T6 din phé s6 4 - P.La Khé - Q.Ha
Dong - TP. Ha Noi - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thude Ham lwgng ché tho | chuén| dong géi o gang &y
13 |Conyté 70 Mdi 100 mlchita  |Dung dich | 24 [TCCS [Chai 50 ml; 100| VD-35301-21
72,7 ml ethanol 96%|dung ngoai [thang ml; 500 ml
14 |Flathin 125 mg Simethicone 125 mg|Vién nang 24 [TCCS |Hop 6 vix 10 VD-35302-21
mém thang vién

9. Cong ty ding ky: Cong ty c6 phan dwoc pham Nam Ha (B/c: 415 Han Thuyén, Nam Dinh -
Viét Nam)

9.1 Nha san xuit: Cong ty c6 phan dwoc pham Nam Ha (P/c: 415 Han Thuyén, Nam Binh - Viét
Nam)
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. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. <5 2 0 dan
STT Tén thuoe Ham lwgng ché tho | chuan| doéng goi g ky
15 [Tenzumax Arginin hydroclorid | Vién nang 24 |TCCS [Hop 10 vi, 12 VD-35303-21
500mg mém thang] vi x 5 vién

10. Cong ty ding ky: Cong ty ¢6 phan dwoc phdm SaVi (P/c: Lé Z 01-02-03a KCN trong KCX
Tan Thudn, phwong Tan Thudn Pong, quan 7, Tp. Ho Chi Minh - Viét Nam)

10.1 Nha sin xuat: Cong ty c6 phin dwgc phim SaVi (B/c: L6 Z 01-02-03a KCN trong KCX Tén
Thuan, phwong Tan Thuan Dong, quan 7, Tp. Ho Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
. Ry h 0 dan
STT Tén thude Ham luong ché tho | chuan| déng géi g ky
16 |Rixaban 10 Rivaroxaban 10mg |Vién nénbao| 36 [TCCS |Hop 03 vix 10 | VD-35304-21
phim thang] vién
17 |Rixaban 20 Rivaroxaban 20 mg |Vién nén bao[ 36 |TCCS |[Hop 3 vix 10 VD-35305-21
phim thang vién

11. Cong ty ding ky: Cong ty ¢6 phan dwoc phdm Trung wong 2 (P/c: S6 9 Tran Thanh Téng,
phuong Bach Pang, quan Hai Ba Trung, Tp. Ha N¢i - Viét Nam)

11.1 Nha san xufit:’Cﬁng ty ¢6 phan dwoc pham Trung wong 2 (D/c: Lé 27 Khu céng nghiép
Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
. <75 h 0 dan
STT Tén thuoc Ham luong ché tho | chuan| déng géi g ky
18 |Tetracyclin 250 mg Tetracyclin 250 mg [ Vién nén 36 |TCCS |Lo 200 vién; VD-35306-21
thang 400 vién

12. Cong ty ding ky: Cong ty c6 phin dwge phim Trung wong I - Pharbaco (P/c: 160 Tén Pirc
Thang - TP. Ha Noi - Viét Nam)

12.1 Nha san xuét: Cong ty ¢ phan dwge pham Trung wong I - Pharbaco (B/c: Thén Thach
Loi, xa Thanh Xudn, huyén Soc Son, TP. Ha N¢i - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dang &y
19 [Phabacerin 50 Diacerein 50mg Vién nang 36 [TCCS |Hop 03 vix 10 | VD-35307-21
cung thang vién

13. Cong ty ding ky: Cong ty c6 phan dwoc phidm va sinh hoc y té (P/c: S6 31 - Puong Ngé
Thoi Nhiém - Phuong 6 - Quan 3 - TP. Ho Chi Minh - Viét Nam)
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13.1 Nha san xuét: Cong ty ¢6 phan dwoc phim va sinh hocy té (P/c: L6 11I-18 dwong s6 13 -
Khu cong nghiép Tan Binh - Quan Tan Phu - TP. Ho Chi Minh - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé diine kv
STT Tén thuoc Ham luwgng ché tho | chuidn| déng goi 0 dans &y

20 [Mebisita 25 Sitagliptin (dudi Vién nén bao| 36 [TCCS |Hop 03 vix 10 [ VD-35308-21
dang Sitagliptin phim thang] vién
phosphat
monohydrat) 25mg

21 [Winfla 100 Flavoxate Vién nén bao| 36 [TCCS |Hop 03 vix 10 [ VD-35309-21
hydroclorid 100mg |phim thang vién

14. Cong ty ding ky: Cong ty ¢6 phan dwoec phdm VCP (B/c: xid Thanh Xudn- S6c Son- Ha Néi -

Viéet Nam)

14.1 Nha san xuét: Cong ty c6 phian dwoc pham VCP (P/c: xd Thanh Xudn- Séc Son- Ha Néi -

Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch £ ax ,
STT Tén thude Ham lugng ché tho | chuén dong goi S0 diing ky
22 |Mesalic Betamethason (dudi | Thube m& 36 [TCCS |Hop 1 tuyp 15g| VD-35310-21
dang Betamethason [bdi da thang
dipropionat) 0,05%
(k1/k1); Acid
salicylic 3% (kI/kl)

15. Cong ty ding ky: Cong ty c6 phan dugc phdm Vimedimex 2 (D/c: Lé dat N2, dwong TS 6,
KCN Tién Son, xa Noi Dué, huyén Tién Du, tinh Bac Ninh - Viét Nam)
15.1 Nha san xuét: Cong ty c6 phin dwoc phim Vimedimex 2 (D/c: Lo ddt N2, dwong TS 6,
KCN Tién Son, xa Noi Dué, huyén Tién Du, tinh Bac Ninh - Viét Nam)

. P Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thuoc Ham luong ché tho | chuidn|  déng goi o dang iy
23 |Clopidogrel-VMG 75  |Clopidogrel (dudi [ Vién nén bao| 24 [USP |Hop 3 vix 10 VD-35311-21
dang Clopidogrel  |phim thang(41 vién
bisulfat) 75mg
24 |Flurbiprofen-VMG 100 |Flurbiprofen 100mg [Vién nén bao| 24 [TCCS |Hop 1 vi, 2 vi, | VD-35312-21
phim thang] 3 vix 10 vién;
Hop 1 vi, 2 vi,
3 vix 10 vién
25 |Flurbiprofen-VMG 50  [Flurbiprofen 50mg |Vién nén bao| 24 [TCCS |Hop 1 vi, 2 vi, | VD-35313-21
phim thang 3 vix 10 vién;

Hop 1 vi, 2 vi,

Trang 5




[3vix 10 viéen |

16. Cong ty ding ky: Cong ty c6 phan dwoc Vacopharm (B/c: S6 59 Nguyén Hué, Phuong 1,
Thanh pho Tan An, Tinh Long An - Viét Nam)

16.1 Nha san xuét: Cong ty c6 phan dwge Vacopharm (P/c: Km 1954, Quéc 16 14, P. Tén
Khanh, TP. Tan An, Tinh Long An - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thuoc Ham lwong ché tho | chuin dong goi 0 dans xy
26 [Tinidazol 500 Tinidazol 500mg Vién nén bao| 36 |TCCS |Hop 03 vi, 10 VD-35314-21
phim thang vix 10 vién (vi

Al-Al); Hop 10
vi x 10 vién (vi
Al-PVC); Chai
100 vién

17. Cong ty ding ky: Cong ty c6 phan hoa-dwoc phim Mekophar (P/c: 297/5 Ly Thirong Kiét,
Phuong 15, Qudan 11, Tp. Ho Chi Minh - Viét Nam)
17.1 Nha san xuét: Cong ty‘c(R) phan hoa-dwgc phim Mekophar (P/c: 297/5 Ly Thuong Kiét,
Phwong 15, Quan 11, Tp. Ho Chi Minh - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
27 |Mayrovit kid M&i 15ml chia: Siro 24 |TCCS |Hop 1 chai x VD-35315-21
L-lysin hydroclorid thang 90ml

300mg; Calci lactat
pentahydrat trong
duong Calci 130mg;
Thiamin hydroclorid
( Vitamin B1) 3mg;
Riboflavin natri
phosphat (Vitamin
B2) 3,5mg;
Pyridoxin
hydroclorid (
Vitamin B6) 6mg;
Colecalciferol (
Vitamin D3) 4001U;
Alpha tocopheryl
acetat ( Vitamin E)
15mg; Nicotinamid
(Vitamin PP) 20mg;
Dexpanthenol 10mg

Trang 6




18. Cong ty ding ky: Céng ty CP Dugc pham Quén 3 (B/c: 243 Hai Ba Trung, Phuong 6, Qudn
3, TP. Ho Chi Minh - Viét Nam)
18.1 Nha san xuét: Cong ty cd p!lﬁn dwoc va vat twy té Binh Thuin (B/c: 192 Nguyén Héi,
phuwong Phu Trinh, TP. Phan Thiét, tinh Binh Thudn - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thuoc Ham lugng ché tho | chuin déng géi 0 dans &y
28 [Wineso 20 Esomeprazol (dudi |Vién nén 36 [TCCS |Hop3vix 10 VD-35316-21
dang 261,31mg khéng dich [thang vién
pellet bao tan trong |da day

rudt chira 8,5%
Esomeprazol
magnesi trihydrat)
20mg

19. Céong ty ding ky: Céng ty TNHH Dugc pham Allomed (P/c: L6 A-1H-CN, KCN My Phuéc
3, Phuong Chanh Phu Hoa, T.X Bén Cat, Tinh Binh Duong - Viét Nam)

19.1 Nha san xuét: Cong ty TNHH Dwoc pham Allomed (B/c: L6 A-1H-CN, KCN My Phuée 3,

Phuong Chanh Phii Hoa, T.X Bén Cat, Tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 ding kv
STT Tén thuoe Ham lugng ché tho | chuin déng géi 0 dans &y
29 |Amikacin 500mg/100ml |Amikacin (dudi Dung dich 36 [TCCS |Hop1,5,10thi| VD-35317-21
dang Amikacin tiém truyén |thang 100ml
sulfat) tinh mach
500mg/100ml

20. Cong ty ding ky: Cong ty TNHH Dwoec pham EOC Viét Nam (B/c: T6 11, phwong Yén
Nghia, quan Ha Dong, Ha Ngi - Viét Nam)

20.1 Nha san xuit: Chi nhanh cong ty cd phﬁn Armephaco- Xi nghiép dugc pham 150 (B/c:

112 Tran Hung Dao, phwong Pham Ngii Ldo, Quan 1, TP. Hé6 Chi Minh - Viét Nam)

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s ] h d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
30 [Erobas Ebastin 10mg Vién nén bao| 36 [TCCS |Hop 03 vix 10 [ VD-35318-21
phim thang vién

21. Cong ty ding ky: Cong ty TNHH dwoc pham USA - NIC (USA - NIC Pharma) (B/c: Lé
11D duwong C - KCN Tan Tao - Phuong Tan Tao A - Qudan Binh Tan - TP. Ho Chi Minh - Viét Nam)
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21.1 Nha san xuét: Cong ty TNHH dwgc pham USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duong C - KCN Tan Tao - Phuong Tdn Tao A - Quan Binh Tan - TP. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ,
. <5 P 0 dan
STT Tén thude Ham luong ché tho | chuan| déng géi g ky
31 |Erythromycin 500mg  |Erythromycin (duéi | Vién nén bao| 36 [TCCS [Hop 02 vi, 05 VD-35319-21
dang Erythromycin |phim thang vi, 10 vi, 20 vi
stearat) 5S00mg x 10 vién

22. Cong ty ding ky: Cong ty TNHH Hasan-Dermapharm (B/c: Puong sé 2 - Khu Céng nghiép
Dong An - Phuong Binh Hoa - Thi xa Thudn An - Tinh Binh Duong - Viét Nam)

22.1 Nha sén xuét: Cong ty TNHH Hasan-Dermapharm (P/c: Puong s6 2 - Khu Cong nghiép
Dong An - Phuwong Binh Hoa - Thi xa Thudn An - Tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé da ,
2 s | h 0 dang k
STT Tén thude Ham luwgng ché tho | chuan| déng géi &Y
32 [Sucrahasan MGi goi 2g chita: | Thubc cém | 36 |TCCS [Hop 30 g6i2g | VD-35320-21
Sucralfat 1000mg  |pha hon dich [théang
uong

23. Cong ty ding ky: Cong ty TNHH Lién Doanh Stellapharm (P/c: K63/1 Nguyén Thi Séc, dp
My Hoa 2, xa Xuan Thoi Pong, huyén Hoc Mon, Tp. Ho Chi Minh - Viét Nam)

23.1 Nha san xuéat: Cong ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (B/c: S6 40 Pai 16
Tuw Do, khu cong nghiép Viét Nam - Singapore, phwong An Phu, thi xa Thudn An, tinh Binh Duong,

Viét Nam - Viét Nam)

. ) Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
. <5 2 0 dan
STT Tén thuoe Ham luong ché tho | chuan| déng géi g ky
33 |[Staclazide 80 Gliclazid 80mg Vién nén 24 |BP Hop 6 vix 10 VD-35321-21
thang|2020 |vién

24. Cong ty ding ky: Cong ty TNHH sinh dwoc pham Hera (P/c: L6 A17 KCN Tir Ha, P. Tt
Ha, TX. Huong Tra, Thira Thién Hué - Viét Nam)

24.1 Nha san xuit: Cong ty TNHH sinh dugc pham Hera (P/c: L6 A17 KCN Tir Ha, P. Tir Ha,
TX. Huong Tra, Thira Thién Hué - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
34 [Mynolate Mycophenolate Vién nang 36 [TCCS |Hop 05 vix 10 | VD-35322-21
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35

36

Trifilip

Trifilip

mofetil 250mg cung
Fenofibrat (dudi Vién nang
dang fenofibrat cung
micronised) 134mg

Fenofibrat (dudi Vién nang
dang fenofibrat cung
micronised) 67mg

thang]

thang]

thang

36 [TCCS

36 [TCCS

vién

vién

vién

Hop 03 vix 10

Hop 03 vix 10

VD-35323-21

VD-35324-21

25. Cong ty ding ky: Cong ty TNHH Thwong mai Dwoc pham Minh Tin (P/c: 925 Liiy Bin
Bich, Phuong Tan Thanh, Quan Tan Phu, Tp.H6 Chi Minh - Viét Nam)

25.1 Nha san xuit: Cong ty cd p!lz‘”ln dwoe va vat tw'y té Binh Thun (P/c: 192 Nguyén Héi,
phwong Phu Trinh, TP. Phan Thiet, tinh Binh Thudn - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
. <5 2 0 dan
STT Tén thude Ham lwgng che tho | chuan| déng goi g ky
37 [Mitipizid Smg Glipizid 5mg Vién nén 24 [TCCS [Hop 03 vix 10 | VD-35325-21
thang vién

Trang 9
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 14ap - Tu do - Hanh phiic

PHU LUC II ' '
DANH MUC 02 THUOC DUQC LIEU SAN XUAT TRONG NUOC PUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 170

Ban hanh kém theo Quyét dinh sb: 3.11../QD-QLD, ngay01..09../202.1.

1. Cong ty ding ky: Cong ty c6 phan Dwoc phdm OPC. (B/c: 1017 Hong Bang - Phirong 12 -
quan 6 - TP. Ho Chi Minh - Viét Nam)

1.1 Nha san xuét: Chi nhanh Céng ty Co [?hi}\ln'Dll’Q’c phim OPC tai Binh Dwong - Nha may
Dugc pham OPC (B/c: S6 09/DX 04-TH, t6 7, Ap Tan Héa, Xa Tan Vinh Hiép - Tan Uyén - Binh
Duong - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach P ,
. L 2 Sod k
STT Tén thude Ham lwgng ché tho chuan| déng goi o gang &y
1 |Huyén sam Huyén sam Nguyén liéu | 24 |TCCS |Tai 100g, 200g,[ VD-35326-21
lam thuéc  |thang 500g, 1kg, 2kg,
Skg

2. Cong ty dang ky: Cong ty ¢ phan dwoc vat twy té Hai Dwong (P/c: S6 102 Chi Lang,
phieong Nguyén Trdi, thanh phé Hai Dwong, tinh Hdai Dwong - Viét Nam)

2.1 Nha sén Xuit: Cong ty ¢ phan dwoc vat tw y té Hai Dwong (B/c: S6 102 Chi Lang, phwong
Nguyén Trai, thanh pho Hai Duwong, tinh Hai Dwong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
4 “Us 2 h d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
2 |Hoat huyét dudngndo |Cao dic Pinh ling |Vién nén bao| 36 |TCCS |Hop 01 vi, 05 VD-35327-21
150mg; Cao kho 1& |duong thang vi x 20 vién
Bach qua 10mg

~ Vi Tuan Cuong
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CUC QUAN LY DUQC

BO Y TE

Ban hanh kém theo Quyét dinh s6:311

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phiic

- PHULUCHI _ o ,
DANH MUC 04 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POT 170

....... /QDP-QLD, ngay01..09..2021

1. Cong ty ding ky: Cong ty Cé phan Dugc Becamex (B/c: Puong NA6, KCN My Phuéc 2, Bén
Cat, Binh Duong - Viét Nam)

1.1 Nha san xuét: Cong ty Co phan Dwoc Becamex (P/c: Puong NA6, KCN My Phuée 2, Bén
Cat, Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s ] h d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
1 [Bedotril Racecadotril 100mg | Vién nén bao| 36 |TCCS |Hop 2 vi, 5 vi, VD3-148-21
phim thang] 10 vix 10 vién

2. Cong ty diing ky: Cong ty co phan dwoc pham Me Di Sun (P/c: 521 khu phé An Loi, phirong
Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

2.1 Nha san xuﬁt:’ Cong ty c6 phan dwoc pham Me Di Sun (B/c: 521 khu phé An Loi, phirong
Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé da ,
2 s ] h 0 dang k
STT Tén thude Ham lwgng ché tho | chuan| déng géi &Y
2 |ALDVES Sofosbuvir 400mg [Vién nén bao| 36 [TCCS |Hop 3 vi, 10vi [ VD3-149-21
phim thang x 10 vién; Chai

28 vién

3. Cong ty ding ky: Cong ty c6 phan dwoc phidm Vimedimex 2 (P/c: Lé dat N2, dwong TS 6,
KCN Tién Son, xa Noi Du¢, huyén Tién Du, tinh Bdc Ninh - Viét Nam)

Tién Son, xa Noi Dué, huyén Tién Du, tinh Bdc Ninh - Viét Nam)

3.1 Nha san xuét: Cong ty c6 phan dwoce phim Vimedimex 2 (B/c: L6 dit N2, dwong TS 6, KCN

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
. <5 2 0 dan
STT Tén thuoc Ham lwgng ché tho (chuan| doéng géi g ky
3 |Rivaroxaban-VMG 2.5 |Rivaroxaban 2,5mg [Vién nén bao| 24 |TCCS |Hop 1 vi, 3 vi, VD3-150-21
phim thang] 10 vix 10 vién

4. Cong ty ding ky: Cong ty co phan hoi-dwoc pham Mekophar (P/c: 297/5 Ly Thwong Kiét,
Phuong 15, Qudan 11, Tp. Ho Chi Minh - Viét Nam)
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4.1 Nha san xuit: Cong ty gé phén hoa-dwgc pham Mekophar (P/c: 297/5 Ly Thuong Kiét,
Phuong 15, Qudan 11, Tp. Ho6 Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. <5 2 0 dan
STT Tén thuoe Ham luong ché tho | chuan| déng géi g ky
4 |Betalestin Betamethason Vién nén 36 [TCCS |Hop 02 vix 15 | VD3-151-21
0,25mg; thang vién; Chai 150
Chlorpheniramine vién; Chai 180

maleate 2mg

vién; Chai 200
vién; Chai 500
vién
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 14ap - Tu do - Hanh phiic

o ~ PHULUCIV ] _ _
DANH MUC 01 THUOC SAN XUAT GIA CONG TRONG NUOC PUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 170

Ban hanh kém theo Quyét dinh s6:311../QD-QLD, ngay 01./09./2021

1. Cong ty ding ky: Cong ty TNHH Sunny Inter Pharma (P/c: 39/82/72 Tén That Ting, P. Khirong
Thwong, Pong Pa, Ha Noi - Viét Nam)

1.1. Co s& diit gia cong: Cong ty TNHH Sunny Inter Pharma (P/c: 39/82/72 Tén That Ting, P. Khirong
Thuong, Déng Da, Ha Noi - Viét Nam)

1.2. Co s& nhan gia cong: Cong ty c6 phan dwgc Enlie (P/c: Puong NA6, KCN My Phuée 2, p. My
Phieée, Tx. Bén Cat, tinh Binh Dwong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 “Hs h d
STT Tén thuoe Ham lwgng ché tho [chuan| dong goi 0 dang ky
1 |Etiheso Esomeprazole (dudi | Vién nén bao| 36 |TCCS |Hop 3 vix 10 GC-342-21
dang Esomeprazol |phim tan thang vién
magnesi trihydrat) |trong rudt
40mg

/
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