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gp, oy BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
/ #219CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc
Sé: 618 /QP-QLD Ha Noi, ngay 24 thang 08 nam 2023
QUYET PINH

Vé viée ban hanh danh muc 121 thudc san xuét trong nuéc
dugc cap giay dang ky luwu hanh tai Viét Nam - Dot 186.2

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc so 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/NP-CP ngay 15/11/2022 cia Chinh phii quy
dinh chure nang, nhiém vu, quyén han va co cdu t6 chirc cia Bo Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngdy 26/4/2023 cia Bé trwong B Y té
quy dinh chirc ndng, nhiém vu, quyén han va co cau té chire ciia Cuc Quan 1y Dirgc
thuoc Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng B Y té
quy dinh viéc dang ky luu hanh thuéc, nguyen liéu lam thudc;

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky luu hanh thude, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Dang ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 121 thudc san xuat trong
nude duge cap gidy ding ky luu hanh tai Viét Nam - Dot 186.2, cu thé:

1. Danh muc 115 thudc san xuit trong nuéc duge cap gidy dang ky luu hanh
tai Viét Nam hi¢u luc 05 nam (Phu luc I kem theo).

2. Danh myc 06 thubc san xuét trong nude duge cp gidy dang ky luu hanh tai
Viét Nam hiéu lyc 03 nam (Phu luc 11 kem theo).

Piéu 2. Co s san xuit va co sé dang ky thude ¢ trach nhiém:

1. San xuét thudc theo dung cac hd so, tai lidu da ding ky voi BO Y té va phai
in s6 ding ky dugc BO Y té Viét Nam cap 1én nhén thude.

2. Chi dugc san xuét, dua ra lwu hanh cac thude kiém soat dic biét khi co Gidy
ching nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop v6i pham vi hoat dong cia co sd dap img quy dinh tai khoan 5 Diéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét
mot s6 diéu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc cap nhat ti€u chuan chit luong cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé
chat lugng thudc, nguyén liéu lam thudc, Thong tu sb 03/2020/TT-BYT ngay
22/01/2020 cua Bo truéng Bo Y té stra d6i, bd sung mot sO diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chit lugng thudc, nguyén liéu lam thude.

4. Thye hién, phdi hop véi co s nhap khau thuc hién theo ding quy dinh tai
Cong vin s6 5853/QLD-CL ngay 19/4/2019 cia Cuc Quan 1y Duoc vé viéce kiém tra
chat lvong nguyén liéu lam thudc nhom sartan ddi véi cac thude thudc danh myc tai
Piéu 1 ban hanh kém theo Quyét dinh nay c6 chtra dugc chét thudc nhom sartan.
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5. Cap nhat nhén thudc, t& hudng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia B truong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va to huéng dan sir dung thude trong thot han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bo sung gidy dang
ky luu hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phédi hop véi cac co so diéu tri dé thyuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cla
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT ddi voi cac thude trong Phy luc II ban hanh kém theo Quyét
dinh nay.

7. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cta gidy dang ky luu hanh thude, nguyén liéu lam thudc. Trong trudng
hop khong con dap ung da diéu kién hoat dong, co s dang ky phai c6 trach nhiém
thuc hién thay doi co so dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tir ngdy co so dang ky khong con du diéu kién hoat dong.

8. Co s san xuat thudc phai bao dam cac diéu kién hoat dong cua co sd san
xuét trong thoi han hiéu lyc cta gidy dang ky Iuu hanh thudce, nguyén liéu lam thude.

Piéu 3. Quyét dinh nay co hiéu lyc ké tir ngdy ky ban hanh.

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

Noi nhdn:

- Nhu Diéu 4; YA
- BT. Pao Hong Lan (dé ble); / cuc
- TT. Bb Xuan Tuyén (de b/c); 4 'S anad)
- Cuc Quany - B6 Quéc phong, Cyc Y té - Bo Cong an;| | . LA

- Cuc Y t& GTVT - B6 Giao thong van tai; \ ik g

- Téng Cuc Hai quan - B Tai chinh;
- Bao hiém xa hoi Viét Nam; — A \
B4 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vi Tudn Cuong
B, Vin phong HDPTV cdp GPKLH thube, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thugc Bo Y té;

- Trung tam mua sam tap trung thude quoc gia;

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

Website;

- Luu: VT, BK (T) (02b).
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Phu luc I
DANH MUC 115 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU HANH TAI VIET
NAM HIEU LUC 05 NAM - POT 186.2

cuia Cuc Quan ly Duoc)

STT | Ténthube |HORCChAtehinh - ) @ bao ché| QUY cachdong | o chuin| U MO o8 qang Ky
Ham luwgng g0i (thang)
@ 2) 3) C)) Q) (6) @) ®

1. Co sé ding ky: Cong ty Co phan Dugc pham Imexpharm (Pia chi: S6 4, duong 30/4, phuong 1, thanh phd Cao
Lanh, tinh Bong Thap, Viét Nam)
1.1. Co s san xuét: Chi nhanh 3 - Cong ty C6 phan Dugc phim Imexpharm tai Binh Dwong (Dia chi: S 22, duong
s0 2, khu cong nghiép Viét Nam - Singapore II, phuong Hoa Phu, thanh ph Tha Dau Mot, tinh Binh Duong, Viét Nam)

1 |Cefmetazol Cefmetazol (duoi Thubc bot pha [Hop 01 Lo x JP hién 24 893110229223
0,5¢g dang Cefmetazol [ti€m 0,5gam; Hop 10 hanh
natri) 0,5gam Lo x 0,5gam
2 |Cefmetazol 1 g |Cefmetazol (dudi Thubc bot pha [Hop 01 Lo x JP hién 24 893110229323
dang Cefmetazol [ti€m Igam; Hop 10 Lo hanh
natri) 1gam x 1gam
3 |Cefmetazol 2 g |Cefmetazol (dudi Thubc bot pha [Hop 01 Lo x JP hién 24 893110229423
dang Cefmetazol [tiém 2gam; Hop 10 Lo hanh
natri) 2gam X 2gam
4  |Prizocef Cefprozil (dudi Viénnén bao |Hop I vix 10 USP hién 24 893110229523
dang cefprozil phim vién, vi hanh
monohydrat) (Alu/Alu); Hop 2
500mg vi x 10 vién
5 |Ceftibuten 180 [Ceftibuten (dudi |Thudc bot pha [Hop 1 Tii x 12 NSX 24 893110229623
mg dang Ceftibuten hén dich udng [Goi x 2 gam;
dihydrat) 180mg Hop 1 Tuix 10
Go6i x 2 gam;
Hop 2 Tuix 10
Goi x 2 gam
6 |Ceftibuten 90 Ceftibuten (duéi  [Thudc bot pha [Hop 01 Tui x 12 NSX 24 893110229723
mg dang Ceftibuten  |hon dich uéng [Goi x 1 gam;
dihydrat) 90mg Hop 01 Taix 10
Go6i x 1 gam;
Hop 02 Thix 10
Go6ix 1 gam
7 |Cefepime 0,5 g |Cefepim (dudi Thudc bot pha [Hop 1 lo; Hop 10 | USP hién 24 893110229823
dang hon hop bot  |tiém lo hanh
v6 khuan gdm
cefepim
hydroclorid va

arginin) 0,5gam

1.2. Co s san xuiat: Chi nhanh Cong ty c6 phan dwgc phim Imexpharm - Nha may cong nghé cao Binh Dwong
(Pia chi: S5 21, duong s 4, khu cong nghiép Viét Nam — Singapore II, phuong Hoa Phu, thanh phé Thi Dau Mét, tinh

Binh Duong, Viét Nam)
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8 |Rabeprazole Rabeprazol natri  |Bot dong khé [Hop 1 Lo; Hop 5 | Duoc dién 24 893110229923
sodium 20 mg  |(dudi dang pha tiém Lo; Hop 10 Lo An D6 hién
Rabeprazol natri hanh
hydrat) 20mg

1.3. Co s6 san xuit: Cong ty C6 phan Duoc pham Imexpharm (Dia chi: S6 04, Puong 30/4, Phuong 1, TP. Cao Lanh,
Tinh Dong Thap, Viét Nam)

9 |Imedoman Methocarbamol Vién nén bao [Hop 10 vix 10 NSX 24 893110230023
400mg, phim vién; Chai 100
Paracetamol vién
325mg

10 [Murocin 200 Acetylcystein Thubdc bot pha [Hop 30 Goi x 1 NSX 24 893100230123
200mg dung dich gam

ubng

11 [Murocin 200 Acetylcystein Vién nang Hop 1 Tuix 10 NSX 24 893100230223

200mg cung vi x 10 vién

2. Co s& diing ky: Cong ty TNHH San xuit Thwong mai Dwgc phdm Thanh Nam (Pia chi: 3A Ping Tét, Phudng
Tan Pinh, Quén 1, Thanh phd H6 Chi Minh, Viét Nam)
2.1. Co s& san xuat: Chi nhanh céng ty TNHH San xuit Thwong mai Dwgc pham Thanh Nam tai Binh Dwong (Dia
chi: S6 60 dai 16 Poc Lap, KCN Vietnam Singapore, Phuong An Phu, Thanh phé Thuan An, Tinh Binh Duong, Viét

12

Trimebutin

Trimebutin maleat
200mg

Vién nén

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

NSX

36

893110230323

3. Co s6 ding ky: Cong ty C6 phan Dwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai
Hoc, phudng Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)
3.1. Co s6 san xuét: Cong ty Co phan Dwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai
Hoc, phudng Quang Trung, thanh phé Quy Nhon, tinh Binh Binh, Viét Nam)

13

Augbidil 2,2g

Amoxicillin
sodium and
Clavulanate
potassium (10:1)
tuong duong voi
Amoxicillin
2000mg va Acid
clavulanic 200mg

Thudc bot pha
tiém

Hop 1 lo: hop 10
lo

NSX

24

893110230423

14

Augbidil 550

Amoxicillin
sodium and
Clavulanate
potassium (10:1)
twong duong voi
Amoxicillin
500mg va Acid
clavulanic 50mg

Thudc bot pha
tiém

Hop 1 lo: hop 10
lo

NSX

24

893110230523
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15 |Bidizym Mbi 6ng 2ml Dung dich Hop 5 dng x 2 NSX 24 893110230623
Bidiphar chura: Thiamin tiém ml; Hop 10 dng x
hydroclorid 2ml ; Hop 20
(Vitamin B1) 6ng x 2 ml
10mg; Riboflavin
natri phosphat
(Vitamin B2)
5,47mg;
Nicotinamid
(Vitamin PP)
40mg;
Dexpanthenol
(Vitamin BS5)
6mg; Pyridoxin
hydroclorid
(Vitamin B6) 4mg
16 [Livethine L-Ornithin L- Bot pha hon Hop 20 Goi x 4 NSX 36 893110230723
Powder 3g Aspartat3 g dich ubng gam; Hop 100
Goi x 4 gam

4. Co s& diing ky: Cong ty C6 phin Dwgc Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd

Hd Chi Minh, Viét Nam)

4.1. Co sé san xuét: Cong ty Co phan Dwge Apimed (Dia chi: Pudng N1, Cum cong nghiép Pht Thanh- Vinh Thanh,

x4 Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

17 |Apitatin 100 Sitagliptin (dudi  [Viénnén bao |Hop 3 vix 10 NSX 36 893110230823
dang sitagliptin phim vién; Hop 10 vi x
phosphat 10 vién; Hop 1
monohydrat) chai 100 vién;
100mg Hop 1 chai 200
vién
18 [Apitatin 25 Sitagliptin (duoi  |Viénnén bao [HOp 3 vix 10 NSX 36 893110230923
dang sitagliptin phim vién; Hop 10 vi x
phosphat 10 vién; Hop 1
monohydrat) 25mg chai 100 vién;
Hop 1 chai 200
vién
19 [Apitatin 50 Sitagliptin (du¢i  |Viénnén bao [Hop 3 vix 10 NSX 36 893110231023
dang sitagliptin phim vién; Hop 10 vi x
phosphat 10 vién; Hop 1
monohydrat) 50mg chai 100 vién;
Hop 1 chai 200
vién
20 |Elvud 50 Teprenone 50mg | Vién nang Hop 3 vix 10 NSX 36 893110231123
cung vién; Hop 10 vi x

10 vién
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5. Co s& diing ky: Cong ty c6 phan Dwoc Danapha (Dia chi: 253 Diing ST Thanh Khé, Quéan Thanh Khé, TP. Pa Néng,
Viét Nam)

5.1. Co s& san xuit: Cong ty ¢6 phin duge Danapha (Dia chi: 253 Diing S Thanh Khé, Quéan Thanh Khé, TP. Pa
Ning, Viét Nam)

21 |Danapha - Rabe |Rabeprazol natri |Viénbaotan |Hop 3 vix 10 NSX 36 893110231223
(dudi dang trong rudt vién; Hop 1 vix
rabeprazol natri 14 vién; Hop
hydrat) 2 vix 14 vién
10mg

6. Co s& diing ky: Cong ty C6 phan Dwoc Khoa (Dia chi: S6 9 Nguyén Cong Trir, phuong Pham Dinh Ho, quan Hai Ba
Trung, thanh phd Ha Noi, Viét Nam)

6.1. Co s& san xuat: Cong ty Co phan Duwge Khoa (Pia chi: Nha mdy Dugc phim DKPharma - Chi nhanh Bac Ninh
Cong ty C6 phan Dugc Khoa: L6 I1I-1.3, Puong D3, Khu cong nghiép Qué V& 2, xi Ngoc Xa, huyén Qué V§, tinh Bic
Ninh, Viét Nam)

22 |Bronchomt Kids |Bromhexin Dung dich Hop 1 1o x 60ml; NSX 24 893100231323
hydroclorid udng Hop 1 lo x 100ml
0,8mg/ml;
Guaifenesin
20mg/ml

23 |Ogocta Deflazacort Hon dich uong [Hop 1 lo 15ml NSX 36 893110231423
22,75mg/ml

7. Co s¢ ding ky: Cong ty c6 phian dwoc Medipharco (Dia chi: 08 Nguyén Trudng To - Phuong Phude Vinh - Thanh
phé Hué - Tinh Thira Thién Hué, Viét Nam)

7.1. Co s& san xuat: Cong ty ¢é phan duge Medipharco (Pia chi: 08 Nguyén Truong Té - Phuong Phuéc Vinh -
Thanh phd Hué - Tinh Thira Thién Hué, Viét Nam)

24 |Ramipril 10 Ramipril 10mg Vién nén Hop 3 vix 10 NSX 36 893110231523
vién; Hop 10 vi x
10 vién

25 |Ramipril 5 Ramipril 5Smg Vién nén Hop 3 vix 10 NSX 36 893110231623
vién

8. Co s& diing ky: Cong ty c6 phan Dwoc pham 2/9 (Dia chi: 299/22 Ly Thudng Kiét, Phudng 15, Quéan 11, Thanh
phd H6 Chi Minh, Viét Nam)

8.1. Co s& san xuit: Cong ty c6 phan Dwoc phidm 2/9 (Pia chi: 930 C4 duong C, Khu cong nghiép Cat Lai, cum 2,
Phuong Thanh My Loi, Quan 2, TP.H6 Chi Minh, Viét Nam)

26 |Nadyternan Metronidazol Viénnén dat |Hop I vix 10 NSX 36 893110231723
500mg, Neomycin |am dao vién
sulfat 650001U,

Nystatin 1000001U

9. Co s¢ diing ky: Cong ty Co phian Dugc pham Ampharco U.S.A (Pia chi: Khu cng nghiép Nhon Trach 3, thi trin
Hi¢p Phudc, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

9.1. Co s& sin xuit: Cong ty c6 phin duge pham Ampharco U.S.A (Dia chi: Khu cong nghiép Nhon Trach 3, thi tran
Hiép Phudc, huyén Nhon Trach, tinh Béng Nai, Viét Nam)
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27

ResdonAPC 2

Risperidon 2mg

Vién nén bao
phim

Hop 1 vix 10
vién; Hop 3 vi x
10 vién; Hop 10
vix 10 vién

NSX

24

893110231823

28

ZarelAPC 2.5

Rivaroxaban 2,5mg

Vién nén bao
phim

Hop 1 vix 10
vién; Hop 3 vi x
10 vién; Hop 10
vi x 10 vién; Hop
1 vi x 30 vién;
Hop 2 vix 30
vién; Hop 3 vi x
30 vién

NSX

24

893110231923

29

ZarelAPC 20

Rivaroxaban 20mg

Vién nén bao
phim

Hop 1vix 10
vién; Hop 3 vi x
10 vién; Hop 10
vix 10 vién

NSX

24

893110232023

10. Co sé diing Ky: Cong ty Co phan Dwoc pham An Thién (Dia chi: 314 Bong Sao, phuong 5, quan 8, Tp.Ho Chi
Minh, Viét Nam)
10.1. Co s6 san xuét: Cong ty Co6 phan Duwgec pham An Thién (Dia chi: L6 C16, Puong sb 9, khu cong nghiép Hiép
Phué6c, Huyén Nha Bé, Thanh phé H6 Chi Minh, Viét Nam)

30 |A.T Warfarin 1 |Warfarin sodium |Vién nén Hop 3 vix 10 NSX 36 893110232123
mg (dudi dang vién; HOp 6 vi x
warfarin sodium 10 vién; Hop 10
clathrate) 1mg vix 10 vién;
Chai 30 vién;
Chai 60 vién;
Chai 100 vién
31 |Ecotaline 2,5 mg | Terbutaline sulfate |Vién nén Hoép2vi,3vi, 5 NSX 36 893110232223
2,5mg vi, 10 vix 10
vién; Hop 1 chai
30 vién, 60 vién,
100 vién
32 |Enoclog 15 mg [Rivaroxaban 15mg |Vién nén bao |Hop 2 vix 10 NSX 36 893110232323

phim

vién; Hop 3 vi x
10 vién; Hop 5 vi
x 10 vién; Hop
10 vi x 10 vién;
Hop 1 chai 30
vién; Hop 1 chai
60 vién; Hop 1
chai 100 vién

11. Co sé diing Ky: Cong ty Co phan Dwogc pham Boston Viét Nam (Dia chi: S6 43 duong s6 8, khu cong nghiép Viét
Nam - Singapore, Phuong Binh Hoa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)
11.1. Co s6 san xuét: Cong ty Co phan Dwgc phim Boston Viét Nam (Pia chi: S6 43 dudng sb 8, khu cong nghiép

Viét Nam - Singapore, Phuong Binh Hoa, Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)
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33 |Bosrelor 60 Ticagrelor 60mg [Vién nén bao [Hop 3 vix 10 NSX 36 893110232423
phim vién; Hop 6 vi x
10 vién; Hop 10
vix 10 vién
34 |Bosrelor 90 Ticagrelor 90mg  |Vién nén bao [Hop 3 vix 10 NSX 36 893110232523
phim vién; Hop 6 vi x
10 vién; Hop 10
vix 10 vién
35 |Philclonestyl Clorphenesin Vién nén bao [Hop 3 vix 10 NSX 36 893110232623
250 carbamat 250mg  |duong vién; Hop 5 vi x
10 vién; Hop 10
vi x 10 vién; Hop
01 chai x 30
vién; Hop 01
chai x 100 vién;
Hop 01 chai x
200 vién
36 [Tacrolim 0,03% [Tacrolimus (dudi |Thude md bdi [Hop 1 tuyp x 10 NSX 36 893110232723
dang Tacrolimus |da gam; Hop 1 tuyp
monohydrat) x 30 gam
0,3mg/1g
37 |[Tacrolim 0,1% [Tacrolimus (dudi |Thude md bdi [Hop 1 tuyp x 10 NSX 36 893110232823

dang Tacrolimus
monohydrat)

Img/lg

da

gam; Hop 1 tuyp
x 30 gam

12. Co sé ding ky: Cong ty C6 phan Dwgc pham CPC1 Ha Nbi (Pia chi: Cum cong nghiép Ha Binh Phuong, xd Vin
Binh, huyén Thuong Tin, thanh phé Ha No6i,Viét Nam)
12.1. Co s6 san xuét: Cong ty Co phan Dwoc pham CPC1 Ha Ngi (Dia chi: Cum Cong nghiép Ha Binh Phuong, xi
Vin Binh, huyén Thudng Tin, thanh phd Ha Noi, Viét Nam)

38 |Amiphesol Amisulprid 100mg |Dung dich Hop 1 Lo x 60 ml NSX 36 893110232923
ubng

39 |Caferal Cafein 25mg Dung dich Hop 5STuix 1 Lo NSX 36 893110233023
tiém x 2 ml; Hop 10

Taix1Lox?2
ml; Hop 20
Taix 1 Lox2
ml; Hop 30 Tai x
1 Lo x 2 ml; Hop
40 Taix 1 Lox 5
ml; Hop 50 Tui x
1Lox2ml
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40

Telisin 0,2
mg/ml

Terlipressin acetat
0,2mg

Dung dich
tiém

Hop I Lo x 5 ml,
Hop 5 Lo x 5 ml;
Hop 10 Lox 5
ml; Hop 20

Lo x 5 ml; Hop
50 Lo x 5 ml;
Hop 1 Lox 10
ml, Hop 5 Lo x
10 ml; Hop 10
Lo x 10 ml; Hop
20 Lo x 10 ml;
Hop 50 Lo x 10
ml

NSX

36

893110233123

41

Trazolin

Moi ml chira:
Tetrahydrozolin
hydrochlorid
(Tetryzolin
hydroclorid) 0,5mg

Dung dich nho
mat

Hop 20 Ong x
0,5ml; Hop 1 Lo
x 5ml; Hop 1 Lo
x 10 ml

NSX

36

893110233223

13. Co s6 diing ky: Cong ty co phan dwge pham Khanh Hoa (Pia chi: S6 74 dudng Thong Nhat, phudng Van Thing,
thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)
13.1. Co s6 san xuét: Cong ty c6 phin dwoe phim Khanh Hoa (Dia chi: Pudng 2/4, Khom Péong Bic, phudng Vinh
Hoa, Thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam)

42

Aspirin 81

Aspirin 81mg

Vién nén bao
tan trong rudt

Chai 200 vién;
Chai 500 vién;
Hop 5 vix 20
vién; Hop 10 vi x
20 vién; Hop 25
vi x 20 vién

NSX

36

893110233323

43

Ursalic

Ursodeoxycholic
acid 150mg

Vién nén

Hop 10 vix 10
vién

NSX

24

893110233423

14. Co sé diing Ky: Cong ty ¢ phan dwgc pham Me Di Sun (Dia chi: S6 521, khu phd An Loi, phuong Hoa Loi, thi xa
Bén Cat, tinh Binh Duong, Viét Nam)
14.1. Co sé san xuit: Cong ty cb ph:“m dugc ph?im Me Di Sun (Pia chi: S6 521, khu phé An Logi, phuong Hoa Loi, thi
xd Bén Cat, tinh Binh Duong.,Viét Nam)

44 |Carvedilol MDS |Carvedilol 10mg |Vién nén Hop 6 vix 10 NSX 36 893110233523
10mg vién

45 |Epilepmat EC  |Valproat natri Vién nén bao |Hop 6 vix 10 NSX 36 893114233623
300mg 300mg tan trong rudt |vién

46 |Mezarolac Cap |Spironolacton Vién nang Hop 6 vix 10 NSX 36 893110233723
50mg 50mg cung vién

47 |Mezarulin 200 |Pregabalin 200mg [Vién nang Hop 6 vix 10 NSX 36 893110233823

cung

vién
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48 |Geclions 0.35 Pramipexol (dudi |[Vién nén Hop 3 vix 10 NSX 24 893110233923
dang pramipexol vién
dihydrochlorid
monohydrat)
0,35mg
49 |Zibpo Dequalinium Vién nén Hop 1 vix 10 NSX 36 893100234023
chloride 0,25mg vién; Hop 2 vi x
10 vién; Hop 3 vi
x 10 vién
50 |CT-Suragas gel |Sucralfat 2000mg [Hdn dich udng [Hop 20 goi x NSX 24 893100234123
10ml
51 [Valgesic 20 Hydrocortison Vién nén Hop 3 vix 10 USP 40 36 893110234223
20mg vién; Hop 6 vi x

10 vién; Hop 10
vi x 10 vién

15. Co sé diing Ky: Cong ty ¢ phan dwgc pham Minh Déan (Bia chi: Lo E2, duong N4, khu cong nghiép Hoa X4,
phudng Loc Hoa, thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)
15.1. Co so san xuit: Cong ty co6 phan dwoc pham Minh Dan (Pia chi: L6 N8, duong N5, khu cong nghiép Hoa X4,
phuong My X4, thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)

52 |Clindamycin Clindamycin (du¢i [Dung dich Hop 20 Ong x NSX 24 893110234323
900mg/6ml dang clindamycin [tiém 6ml
phosphat)
900mg/6ml
53 |Ondansetron Ondansetron Dung dich Hop 1 1o 50ml NSX 24 893110234423
8mg/50ml 8mg/50ml tiém truyén

16. Co s6 ding ky: Cong ty co phan Dwoc pham Phong Phi (Pia chi: L6 12, dudng sé 8, KCN Tén Tao, P. Tan Tao
A, Q. Binh Tan)
16.1. Co s6 san xuét: Cong ty c¢b phan Dugc phim Phong Phi - Chi nhanh nha may Usarichpharm (Dia chi: L6 s6
12, dudng s 8, khu cong nghiép Tan Tao, phudng Tan Tao A, quan Binh Tén, thanh phd Hb Chi Minh)

54

Vodocat 10

Torsemide 10mg

Vién nén

Hop 3 vix 10
vién

USP 40

36

893110234523

17. Co sé ding ky: Cong ty co phan dwge pham Quang Binh (Dia chi: S6 46, duong Hitu Nghi, phuong Bac Ly, TP.
DPong Héi, tinh Quang Binh, Viét Nam)
17.1. Co s6 san xuét: Cong ty c6 phan dwoe phim Quang Binh (Dia chi: S5 46, duong Hitu Nghi, phudng Béc Ly,
TP. Pong Héi, tinh Quang Binh, Viét Nam)

55

Telmisartan
20mg

Telmisartan 20mg

Vién nén

Hop 3 vix 10
vién; Hop 5 vi x
10 vién; Hop 10
vi x 10 vién; Hop
20 vi x 10 vién

NSX

36

893110234623

18.Co s ding ky: Cong ty c6 phan dwoc pham SaVi (Dia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuit
Tan Thuan, Phudng Tan Thuan Dong, Quan 7, Thanh phé HO Chi Minh, Viét Nam)
18.1. Co s6 san xuét: Cong ty c6 phan dwoe phim SaVi (Dia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché
xuat Tan Thuan, Phuong Tan Thuan Pong, Quan 7, Thanh phd H6 Chi Minh, Viét Nam)
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56 |Flavoxate Savi |Flavoxate Vién nén bao |Hop 3 vix 10 USP 41 36 893110234723
100 hydrochlorid phim vién
100mg
57 |SaVi Flunarizin (du6éi  |[Viénnén bao |Hop 3 vix 10 NSX 36 893110234823
Flunarizine 10  |dang Flunarizin phim vién
dihydrochlorid)
10mg
58 |[SaViMosap 5 Mosapride citrate |Vién nén bao [Hop 3 vix 10 NSX 36 893110234923
(dudi dang phim vién
Mosapride citrate
dihydrate) Smg
59 [SaViNapeso Naproxen 500mg; [Vién nén bao |[Hop 3 vix 10 NSX 36 893110235023
500/20 Esomeprazole tan trong rudt |vién; Hop 1 chai
(dudi dang x 60 vién
esomeprazole
magnesium) 20mg
60 [SaViSolife 10  [Solifenacin Vién nén bao |Hop 3 vix 10 NSX 36 893110235123
succinate 10mg phim vién

19. Co sé diing ky: Cong ty Co phan Dwgc pham Trung wong 2 (Dia chi: S6 9 Tran Thanh Téng, phuong Bach Pang,
quén Hai Ba Trung, TP Ha N&i, Viét Nam)

19.1. Co s6 san xuét: Cong ty Co phan Duwgc pham Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi
tran Quang Minh, huyén Mé Linh, thanh phd Ha Noi., Viét Nam)

61 |[Legimax 500 Ursodeoxycholic  [Vién nén bao [Hdp 3 vix 10 NSX 36 893110235223
Acid 500mg phim vién; Hop 6 vi x
10 vién; Hop 10
vix 10 vién

20. Co sé ding ky: Cong ty TNHH Dwoc pham HQ (Dia chi: 229 C5 Khu D6 thi méi Pai Kim, phuong Pai Kim, quin
Hoang Mai, Ha N¢i, Viét Nam)

20.1. Co sé san xuit: Cong ty co phan dwgc phim Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi
tran Quang Minh, huyén Mé Linh, thanh ph6 Ha Noi, Viét Nam)

62 |Torapain 50 Topiramate 50mg [Vién nén bao |Hop 6 vix 10 NSX 36 893110235323
phim vién

21. Co sé ding ky: Cong ty cé phan dwoc pham TV.Pharm (Dia chi: S6 27, Nguyén Chi Thanh, Khom 2, Phuong 9,
Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)

21.1. Co sé san xuit: Cong ty co phan dwgc pham TV.Pharm (Dia chi: S5 27, Nguyén Chi Thanh, Khém 2, Phuong
9, Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)

63 |TV.Sulpiride 50 [Sulpirid 50mg Vién nang Hop 3 vix 10 NSX 36 893110235423
cung vién; Hop 10 vi x
10 vién

22. Co sé ding ky: Cong ty ¢6 phan dwoc pham Wealphar (Pia chi: L6 CN5, Khu cong nghiép Thuy Véan, Xa Thuy
Van, Thanh phé Viét Tri, Tinh Pha Tho, Viét Nam)

22.1. Co sé san xuat: Cong ty c6 phian dwgc phim Wealphar (Dia chi: L6 CN5, Khu céng nghiép Thuy Van, Xa Thuy
Van, Thanh phé Viét Tri, Tinh Phu Tho, Viét Nam)
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64 |Acarbose DWP [Acarbose 25mg Vién nén Hop 3 vix 10 NSX 36 893110235523
25 mg vién; Hop 6 vi x
10 vién
65 |[Aciclovir Cap  |Acyclovir 200mg | Vién nang Hép 6 vix 10 NSX 36 893110235623
DWP 200mg cung vién
66 |[Clozapin DWP [Clozapin 50mg Vién nén Hop 6 vix 10 NSX 36 893110235723
50mg vién
67 |Deferipron Deferipron Vién nén bao |Hop 3 vix 10 NSX 36 893110235823
DWP 1000 mg |1000mg phim vién; Hop 6 vi x
10 vién
68 |Donepezil DWP [Donepezil Vién nén Hop 6 vix 10 NSX 24 893110235923
3mg hydroclorid 3mg vién
69 |Enalapril Plus  [Enalapril maleat |Vién nén Hop 6 vix 10 NSX 36 893110236023
20mg/6mg 20mg; vién
Hydroclorothiazid
6mg
70 |Erythromycin  |Erythromycin Vién nén bao |[Hop 6 vix 10 NSX 24 893110236123
EC DWP 250mg |250mg phim tan trong |vién
rudt
71 |[Mebeverin Cap [Mebeverin Vién nang Hop 6 vix 10 NSX 24 893100236223
DWP 100mg hydroclorid 100mg |cting vién
72 |Olanzapin DWP [Olanzapin 7,5mg |Vién nén Hop 6 vix 10 NSX 24 893110236323
7,5mg vién
73 |Olanzapin OD |Olanzapin 7,5mg |Vién nén phan [Hop 6 vix 10 NSX 24 893110236423
DWP 7,5 mg tan trong vién
miéng
74 |Perindopril OD |Perindopril arginin |Vién nén phan [Hop 6 vi x 10 NSX 36 893110236523
DWP 5 mg Smg tan trong vién
miéng
75 |Ramipril DWP |Ramipril 7,5mg Vién nén Hop 6 vix 10 NSX 24 893110236623
7,5mg vién
76 |Spiramycin Cap [Spiramycin Vién nang Hop 6 vix 10 NSX 36 893110236723
DWP I,5MIU  ]1.500.0001U cung vién
77 |Thiocolchicosid |Thiocolchicosid  |Vién nang Hop 6 vix 10 NSX 24 893110236823
Cap DWP 4mg |(dudi dang cung vién
thiocolchicosid két
tinh trong ethanol)
4mg
78 |Thiocolchicosid |Thiocolchicosid  |Vién nang Hop 6 vix 10 NSX 24 893110236923
Cap DWP 8mg |(dudi dang cung vién

thiocolchicosid két
tinh trong ethanol)
8mg
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23. Co sé ding ky: Cong ty Co phan Dwoc Trung wong Mediplantex (Dia chi: 358 Giai Phong, phudng phuong Liét ,
quan Thanh Xuan, thanh ph6 Ha Noi)

23.1. Co sé sin xuit: Cong ty c6 phan Dugc Trung wong Mediplantex (Dia chi: Nha may Dugc pham s6 2, thon
Trung Hau, xa Tién Phong, huyén Mé Linh, thanh ph Ha N6i)

79 [A-Limus 0,03% [Tacrolimus (dudi |Thudc md Hop 1 tuyp 10g; |NSX 24 893110237023
Oinment dang tacrolimus Hop 1 tuyp 15g;
monohydrat) Hép 1 tuyp 20g
0,03%
80 |[A-Limus 0,1% [Tacrolimus (duéi |Thudc md Hop 1 tuyp 10g; |NSX 24 893110237123
Ointment dang tacrolimus Hop 1 tuyp 15g;
monohydrat) Hép 1 tuyp 20g
0,01%

24. Co sé ding ky: Cong ty TNHH thwong mai dwgc pham Minh Tin (Dia chi: 925 Lily Ban Bich, Phuong Tan
Thanh, Quan Tan Phu, thanh phé H5 Chi Minh, Viét Nam)

24.1. Co sé san xuit: Cong ty cb phan dwoc va vt tu y t& Binh Thuin (Pia chi: 192 Nguyén Hoi, Phuong Phi Trinh,
Tp. Phan Thiét, tinh Binh Thuan, Viét Nam)

81 |Mitiquapril Quinapril (dudi Vién nén bao |[Hop 3 vix 10 NSX 36 893110237223
dang Quinapril phim vién; Hop 6 vi x
hydroclorid) 10mg 10 Vién; Hop 10
vix 10 Vién

25. Co sé ding ky: Cong ty c6 phan dwoc vat tw y té Hai Dwong (Dia chi: 102 Chi ling, phudng Nguyén Trai, thanh
phd Hai Duong, tinh Hai Duong, Viét Nam)

25.1. Co sé san xuit: Cong ty co6 phan Dwoe VTYT Hii Dwong (Dia chi: 102 Chi ling, phuong Nguyén Trii, thanh
phé Hai Duong, tinh Hai Duong, Viét Nam)

82 |Horuvis Mbi lo 10ml chira: |Dung dich Hop 1 1o 10ml; NSX 36 893110237323
Tetrahydrozolin  |thubc nhé mét [Hop 1 lo 15ml;
hydrochlorid Smg Hop 1 1o 13ml

25.2. Co sé san xuit: Nha may HDPHARMA EU — Céng ty ¢6 phan Dwoc vét tw y té Hai Dwong (Pia chi: Thira dét
s6 307, cum Cong nghiép Cam Thuong, phuong Cam Thuong, thanh phd Hai Duong, tinh Hai Duong, Viét Nam)

83 |Haduliptin Sitagliptin (dudi  |Viénnén bao |[Hop 2 vix 10 NSX 36 893110237423
dang sitagliptin phim vién; Hop 3 vi x
phosphat 10 vién; Hop 5 vi
monohydrate) x 10 vién; Hop
100mg 10 vi x 10 vién
84 |Solmelon Thiamin Vién nang Hop Svix 10 NSX 36 893100237523
mononitrat cung vién; Hop 10 vi x
(vitamin B1) 10 vién
110mg; Pyridoxin
hydrochlorid
(vitamin B6)
200mg;
Cyanocobalamin
(vitamin B12)
500mcg
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26. Co sé ding ky: Cong ty c6 phan Héa-Dwoc pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, phuong 15, quan
11, thanh ph H6 Chi Minh, Viét Nam)
26.1. Co sé san xuiat: Cong ty c6 phan Héa-Dwge pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, phudng 15, quan
11, thanh phd HS Chi Minh, Viét Nam)

85 |Rifampicin Rifampicin 300mg |Vién nang Hop 10 vix 10 DbVN 36 893110237623
300mg cung vién v
86 |Vitamin Bl Thiamin nitrat Vién nén bao |Hop 10 vix 10 NSX 36 893110237723
250mg (vitamin B1) phim vién
250mg

27. Co sé ding ky: Cong ty c6 phan Pymepharco (Dia chi:

Phu Yén, Viét Nam)
27.1. Co sé san xuit: Cong ty c6 phan Pymepharco (Pia chi: 166-170 Nguyén Hué Phuong 7, thanh phd Tuy Hoa, tinh
Phu Yén, Viét Nam)

166-170 Nguyén Hué Phuong 7, thanh phd Tuy Hoa, tinh

87

Rifamar 300mg

Rifampicin 300mg

Vién nang
cung

Hop Svix 10
vién; Hop 06 vi x
10 vién; Hop 10
vix 10 vién

NSX

36

893110237823

28. Co sé ding ky: Cong ty c6 phan Trust Farma Qudc té (Dia chi: S6 36 Pai Lo Hitu Nghi, khu cong nghiép Viét
Nam — Singapore, TP Thudn An, Tinh Binh Duong, Viét Nam)
28.1. Co s& san xuit: Cong ty cb ph?m Trust Farma Qudc té (Pia chi: S6 36 Pai Lo Hiru Nghi, khu cong nghiép Viét
Nam — Singapore, TP Thuén An, Tinh Binh Duong.), Viét Nam

88 |Consordim Ceftazidim ( duoi Thubc bot pha [Hop 1 Lo, thuy USP 41 36 893110237923
250mg dang Ceftazidim  [ti€m tinh; Hop 10 Lo,
pentahydrat va thay tinh
natri carbonat)
250mg
29. Co s¢ dang ky: Cong ty CP Dwgc Ha Tinh (DPia chi: 167 Ha Huy Tap, TP Ha Tinh, tinh Ha Tinh, Viét Nam)
29.1. Co sé san xut: Cong ty CP Dwoc Ha Tinh (Pia chi: 167 Ha Huy Tap, TP Ha Tinh, tinh Ha Tinh, Viét Nam)
89 |Hapygra 100 Sildenafil (dudi Viénnén bao |Hop I vix 2 NSX 36 893110238023
dang Sildenafil phim vién; Hop 2 vi x
citrat) 100mg 2 vién; Hop 1 vi
x 4 vién; Hop 2
vi x 4 vién
90 [Vatrosic Rebamipide 100mg|Vién nén bao |Hop 10 vi x 10 NSX 36 893110238123

phim

vién; Hop 1 Lo x
30 vién

30. Co sé ding ky: Cong ty CP dwge vat tw y té Ha Nam (Dia chi: Cum CN Hoang Pong, phuong Hoang Dong, thi xa
Duy Tién, tinh Ha Nam, Viét Nam)
30.1. Co s& san xuat: Cong ty CP dwoc vat twy té Ha Nam (Pja chi: Cum CN Hoang Péng, phudng Hoang Dong, thi
x4 Duy Tién, tinh Ha Nam, Viét Nam)
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91 [Diniem Dequalinium Vién ngdm HopSvix 8 NSX 24 893100238223
clorid 0,25mg vién; Hop 10 vi x

8 vién; Hop 20 vi
x 8 vién; Hop 5
vi x 10 vién; Hop
10 vi x 10 vién;
Hop 20 vix 10
vién

31. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Bia chi: 6A3, qudc 16 60, phudng Pha Tan, thanh phd Bén Tre,

tinh Bén Tre, Viét Nam)

31.1. Co sé sin xuit: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, qudc 16 60, phudng Pht Tan, thanh phd Bén
Tre, tinh Bén Tre, Viét Nam)

92

Abuterol 30

Ambroxol
hydroclorid 30mg;
Clenbuterol
hydroclorid
0,02mg

Vién nén

Hop 1vix 10
vién; Hop 2 vi x
10 vién; Hop 3 vi
x 10 vién; Hop 5
vix 10 vién

NSX

36

893110238323

32. Co sé¢ ding ky: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S6 18, Pudng s6 09, Ap 2A, X Tan Thanh Tay,
Huyén Cu Chi, Thanh phé H5 Chi Minh, Viét Nam)
32.1. Co sé san xuit: Cong ty TNHH BRV Healthcare (Pia chi: Khu A, S6 18, Puong s6 09, Ap 2A, X Tan Thanh
Tay, Huyén Cua Chi, Thanh ph HO Chi Minh, Viét Nam)

93

Sucramed

Moi géi 2,6g
chira: Sucralfate
1000mg

Thubc com
pha hon dich
udng

Hop 30 goi x 2,6g

NSX

36

893100238423

33. Co s¢ ding ky: Cong ty TNHH DRP Inter (Dia chi: Lo EB8, dudng s6 19A, Khu cong nghiép Hiép Phudc, Xa
Hi¢p Phudc, Huyén Nha Be, Tp. HO Chi Minh, Viét Nam)
33.1. Co sé sin xuit: Cong ty TNHH DRP Inter (Dia chi: L6 EBS, duong sb 19A, Khu cong nghiép Hiép Phudc, Xa
Hiép Phudc, Huyén Nha Bé, Tp. HO Chi Minh, Viét Nam)

94 |Duobivent Vildagliptin 50mg; [Vién nén bao [Hop 3 vix 10 NSX 24 893110238523
Metformin HCI phim vién
1000mg
95 |Stilaren Vildagliptin 50mg; [Vién nén bao [Hop 3 vix 10 NSX 24 893110238623
Metformin HCI phim vién
850mg
96 |Stradiras Sitagliptin (duéi  |Vién nén bao |[Hop 3 vix 10 NSX 24 893110238723
50/1000 dang Sitagliptin phim vién, vi Alu-Alu;
phosphate Hop 1 thi x 3 vix
monohydrate 10 vién, vi Alu-
64,25mg) 50mg; PVdC/PVC
Metformin HCI

1000mg
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97 |Stradiras 50/850 [Sitagliptin (dudi  |Vién nén bao |Hop 3 vix 10 NSX 24 893110238823
dang sitagliptin phim vién, vi Alu-Alu;
phosphate Hop 1 tai x 3 vi x
monohydrate 10 vién, vi Alu-
64,25mg) 50mg; PVdC/PVC
Metformin HCI
850mg
98 |[Telmiam Telmisartan 40mg; [Vién nén Hop 3 vix 10 NSX 36 893110238923
Amlodipine (dudi vién, hop 6 vi x
dang amlodipine 10 vién, hop 10
besylate 6,935mg) vi x 10 vién
Smg
99 |Tronistat 160/25 |Valsartan 160mg; |Vién nén bao |Hop 3 vix 10 NSX 36 893110239023

mg

Hydrochlorothiazide
25mg

phim

vién, hop 6 vi x
10 vién, hop 10
vix 10 vién

34. Co s¢ diang ky: Cong ty c6 phan Global Pharmaceutical (Dia chi: S 5 Puong 59B, Phuong Tan Tao, Quan Binh
Tan, Thanh phé HS Chi Minh, Viét Nam)
34.1. Co sé san xuit: Cong ty TNHH dugc phim BV Pharma (Dia chi: S6 18 dudng Lé Thi Soc, Ap 2A, X Tan
Thanh Téy, Huyén Ci Chi, TP.HCM.,Viét Nam)

100

Flezinox 150

Fenofibrat 150mg

Vién nang
cung

Hop 3 vix 10
vién

NSX

36

893110239123

35. Co sé ding ky: Cong ty TNHH dwgc phAm BV Pharma (Pia chi: S6 18 duong Lé Thi Soc, Ap 2A, Xa Tan Thanh
Tay, Huyén Ca Chi, Thanh ph HO Chi Minh, Viét Nam)
35.1. Co sé san xuit: Cong ty TNHH dugc pham BV Pharma (Dia chi: S6 18 dudng Lé Thi Soc, Ap 2A, X Tan
Thanh T4y, Huyén Ca Chi, Thanh ph H6 Chi Minh, Viét Nam)

101 [Coltimin 8 Thiocolchicosid Vién nén Hép3vix 10 NSX 36 893110239223
8mg vién; Hop 10 vi x
10 vién; Hop 1
chai x 100 vién
102 [Mudisil 250 Terbinafin (duéi | Vién nén Hop3vix 10 NSX 36 893110239323
dang terbinafin vién; Hop 10 vi x
hydroclorid) 10 vién
250mg
103 |Prednison 5 - Prednison Smg Vién nén Hop 10 vix 10 NSX 36 893110239423
BVP vién; Hop 20 vi x
10 vién; Chai x
500 vién
104 |Spiramycin Spiramycin (dudi |Vién nén bao |[Hop 2 vi x 8 vién NSX 36 893110239523
1.5M-BVP dang Spiramycin  [phim

base) 1.500.000IU

36. Co sé ding ky: Cong ty TNHH Hasan - Dermapharm (Dia chi: Pudng s6 2, KCN Pdong An, Binh Hoa, Thuan An,

Binh Duong, Viét Nam)

36.1. Co sé san xuit: Cong ty TNHH Hasan - Dermapharm (DPia chi: Puong s6 2, KCN Béng An, Binh Hoa, Thuan
An, Binh Duong, Viét Nam)
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105 |Spinolac 25mg [Spironolacton Vién nén Hop 05 vix 10 NSX 36 893110239623
25mg vién; Hop 10 vi x
10 vién

37. Co sé ding ky: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, Xa
Xuan Théi Pong, Huyén Hoc Mon, Tp. Hb Chi Minh, Viét Nam)

37.1. Co sé san xuit: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Soc, Ap My Hoa 2, Xi
Xuan Théi Pong, Huyén Hoc Mon, Tp. Hb Chi Minh, Viét Nam)

106 |Progestad VT  |Progesterone Viénnén dat |[Hop 7 vix 3 NSX 24 893110239723
100 (micronized) am dao vién; Hop 15 vi x
100mg 6 vién

37.2. Co so san xuat: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pia chi: S6 40 dai 16 Ty Do, Khu
cong nghi€p Viét Nam - Singapore, Phuong An Phu, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

107 |Creswell 80 Sotalol Vién nén Hop3vix 10 USP 42 24 893110239823
hydrochloride vién
80mg

108 [Sumastad 50 Sumatriptan (dudi |Vién nén bao [Hop 1 vix 10 NSX 24 893110239923
dang sumatriptan  [phim vién; Hop 2 vi x
succinate) 50mg 10 vién

38. Co s¢ ding ky: Cong ty TNHH dwoe pham EOC Viét Nam (Pia chi: T6 11, Phuong Yén Nghia, Quan Ha Dong,
Thanh phd Ha N6i,Viét Nam)

38.1. Co sé san xuit: Cong ty TNHH MTV Duwoc phadm 150 Cophavina (Bia chi: 112 Tran Hung Pao, Phuong Pham
Ngii Lio, Quén 1, Thanh phd H6 Chi Minh, Viét Nam)

109 [Medcoxib 100 [Celecoxib 100mg |Vién nén Hop3vix 10 NSX 30 893110240023
vién; Hop 10 vi x
10 vién

39. Co s& diing ky: Cong ty TNHH sin xuit dwgec pham Medlac Pharma Italy (Dia chi: Khu Cong nghiép - Cong
nghé cao I, Khu Cong nghé Cao Hoa Lac, KM29 Pai 16 Thang Long, Xa Ha Bfing, Huyén Thach Thét, TP Ha Noi, Viét
Nam)

39.1. Co s& san xuat: Cong ty TNHH san xuit dugc pham Medlac Pharma Italy (Dia chi: Khu Cong nghiép - Cong
nghé cao I, Khu Cong nghé Cao Hoa Lac, KM29 Pai 16 Thang Long, Xa Ha Bfing, Huyén Thach Thét, TP Ha Noi, Viét
Nam)

110 |Calazolic Acid zoledronic Dung dich Hop 1 ong x Sml; NSX 24 893110240123
(dudi dang acid ~ |dam diac dé  |Hop 5 ong x Sml;
zoledronic pha tiém Hop 10 éng x 5ml
monohydrat) truyén
4mg/ Sml

40. Co sé diing ky: Cong ty TNHH Sinh Dugc phim Hera (Dia chi: L6 A17 Khu cong nghiép Tu Ha, phudng T Ha,
thi x4 Huong Tra, tinh Thira Thién Hué, Viét Nam)

40.1. Co sé san xuat: Cong ty TNHH Sinh Dwgc phim Hera (Pia chi: Lo A17 Khu cong nghiép Tt Ha, phuong Tt
Ha, thi xa Huong Tra, tinh Thira Thién Hué, Viét Nam)

111 [Phlorofon ODT [Phloroglucinol Vién nén phan |Hop 2 vix 10 NSX 36 893110240223
dihydrate 80mg tan trong vién; Hop 5 vi x
miéng 10 vién
112 |Repadimet Repaglinide 0,5mg [Vién nén Hop 3 vix 10 NSX 36 893110240323

vién; Hop 10 vi x
10 vién
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41. Co sé ding ky: Cong ty c6 phan Traphaco (Pia chi: S6 75 Phé Yén Ninh, Phuong Quan Thanh, Quan Ba Dinh,
Thanh Phé Ha Noi, Viét Nam)
41.1. Co sé san xuit: Cong ty TNHH Traphaco Huwrng Yén (Dia chi: Thon Binh Luong - Xa Tan Quang - Huyén Vin
Lam - Tinh Hung Yén, Viét Nam)

113

Apixaban 2,5 mg

Apixaban 2,5mg

Vién nén bao
phim

Hop 1 vix 10
vién; Hop 2 vi x
10 vién; Hop 3 vi
x 10 vién; Hop 5
vi x 10 vién; Hop
6 vi x 10 vién;
Hop 10 vix 10
vién

NSX

36

893110240423

114

Apixaban 5 mg

Apixaban 5mg

Vién nén bao
phim

Hop 1 vix 10
vién; Hop 2 vi x
10 vién; Hop 3 vi
x 10 vién; Hop 5
vi x 10 vién; Hop
6 vix 10 vién;
Hop 10 vix 10
vién

NSX

36

893110240523

115

Periosyn Plus

Perindopril
erbumin 4mg;
Indapamid 1,25mg

Vién nén

Hop 1 vix 30
vién

NSX

24

893110240623

Ghi chu:
Cach ghi tiéu chudn chat luong thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house cé y nghia twong dwong

nhau, la tiéu chudn chat lwong thuéc do co sé san xudt xdy dwng va déu c6 thé dwoc ghi trén nhan thudc.

- Cdch viét tdt cdc tiéu chudn chat luong duoc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc dién My
(USP), Dugc dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Duwgc dién Chédu du (EP), Duwoc dién Quéc té (IP)...




Phu luc II
DANH MUC 06 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM
HIEU LUC 03 NAM - POT 186.2
(Kém theo Quyét dinh s6 618 /OD-QLD ngay24thang08ndam 2023
cua Cuc Quan Iy Duoc)

R B Hoat chét chinh - . « | Quy cach dong Tiéu Tudi tho . i
STT Tén thuoc Ham luong Dang bao che o6 chuin (théng) So dang ky
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1. Co sé ding ky: Cong ty TNHH Sinh Dwgc pham Hera (Dia chi: Lo A17 Khu cong nghiép Tir Ha, phuong Tir Ha, thi
xd Huong Tra, tinh Thira Thién Hué , Viét Nam)

1.1. Co sé san xuit: Cong ty TNHH Sinh Dwgc pham Hera (Pia chi: L6 A17 Khu cong nghiép Tt Ha, phuong Tt Ha,
thi xa Huong Tra, tinh Thira Thién Hué, Viét Nam)

1 |Alavir-E Tenofovir Vién nén bao [Hop 1 chai x 30 [NSX 36 893110240723
alafenamide (dudéi |phim vién
dang Tenofovir
alafenamide
fumarate) 25mg;
Emtricitabine
200mg

2 |Lenalimid Lenalidomide 2,5mg|Vién nang cting|HOp 3 vi x 7 Vién| NSX 36 893114240823

3 [Lenalimid Lenalidomide 7,5mg|Vién nang cng|HOp 3 vix 7 Vién| NSX 36 893114240923

2. Co s& diing ky: Céng ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: Lo B, Puong s6 2, KCN Pong An, Binh
Hoa, Thudn An, Binh Duong, Viét Nam)

2.1. Co sé san xuit: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: L6 B, Puong s 2, KCN Dong An,
Binh Hoa, Thuan An, Binh Duong, Viét Nam)

4 |Hocasol Sofosbuvir 400mg |Viénnénbao |[Hop 03 vix 10 |NSX 36 893110241023
phim vién; Hop 05 vi x
10 vién Hop 10
vix 10 vién

3. Co s¢ dang ky: Cong ty TNHH Hasan -Dermapharm (Pia chi: BPuong s6 2, KCN Béng An, Binh Hoa, Thuan An,
Binh Duong, Viét Nam)

3.1. Co so san xuét: Cong ty TNHH Hasan - Dermapharm (Dia chi: Pudng s6 2, KCN Pong An, Binh Hoa, Thudn An,
Binh Duong, Viét Nam)

5 |Minovir-L Tenofovir Vién nén bao [Hop 03 vix 10 NSX 36 893110241123
300/300 disoproxil fumarat |phim vién; Hop 05 vi x
300mg, Lamivudin 10 vién; Hop 10
300mg vix 10 vién

4. Co s& diing ky: Cong ty C6 phin Dwgc phim Trung wong I - Pharbaco (Dia chi: 160 Ton DPuc Thang, phuong Hang
Bot, quan Dong Da, thanh phd Ha Noi, Viét Nam)

4.1. Co sé san xuit: Cong ty c6 phin Duwgc phdm Trung wong I - Pharbaco (Dia chi: Thén Thach Ldi, xd Thanh Xuén,
huyén Soc Son, thanh phd Ha Nbi, Viét Nam)

6 |Tenofovir Tenofovir Viénnén bao [Hop 3 vix 10 NSX 36 893110241223
Alafenamid alafenamid (dudi phim vién; Hop 6 vi x
25mg dang tenofovir 10 vién
alafenamid
fumarat) 25mg




Ghi chu:

Cdch ghi tiéu chudn chdt lwong thudc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c6 ¥ nghia twong dwong nhau,
la tiéu chudn chat lwong thudc do co sé san xudt xdy dung va déu cé thé dwoc ghi trén nhan thudc.

- Cdch viét tat cdc tiéu chudn chat lwong duoc dién: Duoc dién Viét Nam (DDPVN), Duoc dién Anh (BP), Duoc dién My
(USP), Dugc dién Nhdt Ban (JP), Dugc dién Trung Quoc (CP), Duge dién Chau du (EP), Duge dién Quoc té (IP)...



