BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
S6:353  / QP-QLD Ha Néi, ngay25 thdang 05 ndm 2023
QUYET PINH

Vé viée ban hanh danh muc 69 thudc sin xuit trong nwéc
dwge cap giay dang ky lru hanh tai Viét Nam - Dot 184

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 ngay 26/4/2023 ciia Bé truéng B Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Cuc Quan Iy Dirgc
thuc BY Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truéng Bé Y té
quy dinh viéc dang ky leu 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 Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 69 thudc san xuat trong
nude duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 184, cu thé:

1. Danh muc 64 thudc san xuét trong nudc duoc cip gidy dang ky luu hanh tai
Viét Nam hi¢u luc 05 nam (Phu luc I kem theo).

2. Danh muyc 05 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 nhéan thude.

2. Chi dugc san xuét, dua ra lwu hanh cac thude kiém soat dic biét khi co Gidy
ching nhéan 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 s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét
mot s didu va bién phap thi hanh Luat Dugc.

3. Thuc hién vi¢c 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 B 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 s6 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 dung quy dinh tai
Cong vin s6 5853/QLD-CL ngay 19/4/2019 cta Cuc Quan 1y Dugc vé viée kiém tra
chat luong nguyén liéu lam thudc nhom sartan ddi véi cac thude thudc danh muc tai
Piéu 1 ban hanh kém theo Quyét dinh nay c6 chtra dugc chét thudc nhom sartan.



5. Cap nhat nhan thudc, to huéng dan st dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia B trudong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va t& huéng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bd sung gidy ding
ky luu hanh thubc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phéi hop véi cac co s 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 cta
thuoc trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT ddi véi cac thude trong Phy luc II ban hanh kém theo Quyét
dinh nay.

7. Co so dang ky thudc phai bao dam duy tri diu kién hoat dong trong thoi
gian hiéu lyc cia gidy ding ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng
hop khong con dap ang du diéu kién hoat dong, co s¢ dang ky phai ¢6 trach nhiém
thuc hién thay doi co s diang ky theo quy dinh tai Thong tu s 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 clia co so san
xudt trong thoi han higu lyc cia gidy dang ki luu hanh thude, nguyén ligu lam thudc.

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

Diéu 4. Giam dbc SO'Y té cac tinh, thanh phd tryc thudce Trung wong va Giam
ddc co sO san xuét va co s& dang ky co thudc tai Diéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: ___ CUC TRUONG
- Nhu biéu 4; S kot
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Phu lucl
DANH MUC 64 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 184

(Kem theo Quyét dinh sé: 333..../0P-QLD ngay25thangosndm 2023
cua Cuc Quan ly Duoc)

A £ Hoat chét chinh - | Dang bao | Quy cich déong Tiéu |Tudi tho £ ax ,
STT Teén thuoc Ham lwong ché goi chuin | (thing) S0 ding ky
a 2) 3 “ 3 (6) @ )

1. Co sé ding ky: Céng ty C6 phan Dwoc pham 2/9 (Dia chi: 299/22 Ly Thudng Kiét, Phudng 15, Quan 11, Thanh
ph6 H6 Chi Minh, Viét Nam)
1.1.Co sé sin xuét: Cong ty c6 phan duge pham 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)

1 Nadyestin 10

Ebastin 10mg

Vién nén
bao phim

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

NSX

36

893110115523

2. Co s& diing ky: Cong ty c6 phan Dwoc Cong ty Co phan Duge Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong
15, Quén 11, Thanh phd H6 Chi Minh, Viét Nam)
2.1.Co sé san xuit: Cong ty ¢ phan Dwoc Cong ty Co phan Duge Apimed (Pia chi: Puong N1, Cum cong nghiép
Pht Thanh- Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

2 Esdopa-40

Aescin 40mg

Vién nén
bao phim tan
trong rudt

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

vi x 10 vién;
Hop 1 chai 100
vién; Hop 1 chai

200 vién

NSX

36

893110115623

3. Co s6 ding ky: Cong ty C6 phan Dwoc Hau Giang (Dia chi: 288 Bis, Nguyén Vin Cir, phuong An Hoa, quan Ninh
Kiéu, thanh phb Can Tho, Viét Nam)
3.1. Co s6 san xuét: Cong ty Co phan Dwoc Hau Giang (Pia chi: 288 Bis, Nguyén Vian Cir, phudng An Hoa, quan
Ninh Kiéu, thanh phé Can Tho, Viét Nam)

3 Cozz

Eucalyptol 100mg,
Menthol 0,5mg,
tinh dau tin
0,18mg, Tinh dau
gung 0,5mg

Vién nang
mém

Hop 10 vix 10
vién

NSX

24

893100115723

4. Co s¢ ding ky: Cong ty c¢o6 phan Dwoc Medipharco (Pia chi: 08 Nguyén Truong T6 - Phuong Phudc Vinh - Thanh
phé Hué - Tinh ThiraThién Hué, Viét Nam)
4.1. Co sé san xuit: Cong ty c6 phan Dwoc Medipharco (Dia chi: 08 Nguyén Trudng T6 - Phudng Phudc Vinh -
Thanh phd Hué - Tinh ThiraThién Hué, Viét Nam)

4 Medanrix 10

Donepezil
hydroclorid (dudi
dang donepezil
hydroclorid
monohydrat) 10mg

Vién nén
bao phim

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

vix 10 vién

NSX

36

893110115823

5. Co s& diing ky: Cong ty c6 phan dwoe Minh Hai (Pia chi: 322 Ly Vian Lam, phuong 1, thanh phd Ca Mau, tinh Ca

Mau, Viét Nam)

5.1. Co sé san xuat: Cong ty cé phan dwge Minh Hai (Pia chi: 322 Ly Vian Lam, phudng 1, thanh phd Ca Mau, tinh

Ca Mau, Viét Nam)

5 Cloxacillin
500mg

Cloxacillin (dudi
dang Cloxacillin
natri) 500mg

Vién nang
cung

Hop 10 vix 10
vién

NSX

36

893110115923
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6. Co s& diing ky: Cong ty C6 phan Dwoc phi

Nam - Singapore, Phuong Binh Hoa, Thanh phd Thuén An, Tinh Binh Duong, Viét Nam)
6.1. Co sé san xuat: Cong ty C6 phan Dugc phim Boston Viét Nam (Dia chi: S6 43 duong sb 8, khu cong nghiép
Viét Nam - Singapore, Phuong Binh Hoa, Thanh phd Thuin An, Tinh Binh Duong, Viét Nam)

im Boston Viét Nam (Dia chi: S6 43 duong sb 8, khu cong nghiép Viét

6 Acetylcystein Acetylcystein Vién nang Hép3vix 10 NSX 36 893100116023
Boston Caps 200mg cung vién; HOp 5 vi x
10 vién; Hop 10
vix 10 vién
7 Bostoken 200 Cefixim (dudi Vién nén Hop 01 vix 10 NSX 36 893110116123
dang Cefixim bao phim | vién; Hop 02 vi

trihydrat) 200mg

x 10 vién; Hop

05 vi x 10 vién;

Hop 10 vix 10
vién

7. Co s¢ ding ky: Cong ty C6 phian Duwgc pham CPC1 Ha Noi (DPia chi: Cum Cong nghiép Ha Binh Phuong, xi Vin
Binh, huyén Thuong Tin, thanh phé Ha Noi, Viét Nam)
7.1. Co sé sian xuit: Cong ty Co phan Duwgee pham CPC1 Ha Noi (Dia chi: Cum Cong nghiép Ha Binh Phuong, xa
Vin Binh, huyén Thuong Tin, thanh ph6 Ha Noi, Viét Nam)

8 Beclo spray Beclometason Hon dich xit | Hop 1 1o x 80 NSX 36 893110116223
dipropionat mii Liéu; Hop 1 lo x
50mcg/mcl 100 Liéu; Hop 1
lo x 180 Liéu;
Hop 110 x 200
Liéu
9 BFS-Clinda Mobi ml chira: Dung dich | Hop 1 lo x 2ml; NSX 24 893110116323
Clindamycin (dudi tiém Hop 5 1o x 2ml;
dang Clindamycin Hop 101ox 2
phosphat 178,3mg) ml; Hop 20 lo x
150mg 2ml; Hop 50 1o x
2ml; Hop 1 1o x
4 ml; Hop 5 1o x
4ml; Hop 10 1o x
4ml; Hop 20 lo x
4ml; Hop 50 1o x
4ml; Hop 1 lo x
6ml; Hop 5 lo x
6ml; Hop 10 Io x
6ml; Hop 20 lo x
6ml; Hop 50 Io x
6ml
10 |Dobu-SB Mbi tai 250ml Dung dich Tai 250 ml NSX 36 893110116423
Img/ml chtra: Dobutamin | tiém truyén
(duoi dang
Dobutamin
hydrochloride
280,23mg) 250mg

8. Co s& diing ky: Cong ty C6 phin Dwgc phim Gia Nguyén (Pia chi: Puong YP6, KCN Yén Phong, xi Dong Phong,
huyén Yén Phong, tinh Bic Ninh, Viét Nam)
8.1. Co s& san xuat: Cong ty c6 phan duge phim Gia Nguyén (Dia chi: Puong YP6, KCN Yén Phong, xi Dong
Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)
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11 |Dau goi Moi gam chua Nhii twong | Hop 1 tuyp 50g; NSX 24 893110116523
Jasunny 2 Clobetasol dung ngoai | Hop 50 goi x S5g
propionat 0,5mg

9. Co s& diing ky: Cong ty c6 phan Dwoc Phim Ha Tay (Dia chi: S5 10A Phd Quang Trung, Phudng Quang Trung,
Quan Ha bong, Thanh phé Ha N¢i, Viét Nam)

9.1. Co sé san xuét: Cong ty cd phian Dwoc Phadm Ha Tay (Dia chi: T dan phd sb 4, P. La Khé, Q. Ha Pong, TP. Ha
Noi, Viét Nam)

12 |Goesing Isotretinoin 10mg | Vién nang |Hop 1 tai x 03 vi NSX 24 893110116623
mém x 10 vién. Hop 1
tuix 10 vix 10
vién

10. Co s6 diing ky: Cong ty C6 phan Dwgc pham Khanh Hoa (Pia chi: S6 74 dudng Thong Nhat, phuong Van
Théng, thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)

10.1. Co s& san xuét: Cong ty Co phan Duge pham Khanh Hoa (Dia chi: Duong 2/4, Khom Pong Bic, phuong Vinh
Hoa, Thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam)

13 |Etodolac 200 Etodolac 200mg Vién nén Hop 03 vix 10 NSX 36 893110116723
bao phim | vién; Hop 10 vi
x 10 vién; Chai
100 vién; Chai
500 vién

11. Co sé ding ky: Cong ty C6 phan Dwgc pham Me Di Sun (Dia chi: S6 521, khu phd An Loi, phuong Hoa Loi, thi
x4 Bén Cat, tinh Binh Duong, Viét Nam)

11.1. Co sé san xuit: Cong ty Co ph:“ln Duwgc ph?im Me Di Sun (Pia chi: S6 521, khu phé An Loi, phuong Hoa Loi,
thi x Bén Cat, tinh Binh Duong, Viét Nam)

14 |Cimetidin MDS | Cimetidin 800mg | Vién nén Hop 6 vix 10 NSX 36 893110116823
800mg vién
15 |Irbesartan OD Irbesartan 100mg | Vién nén Hop 6 vix 10 NSX 36 893110116923
MDS 100mg phan tan vién
trong miéng
16  |Rezlux Almagate 500mg | Vién nén Hop 10 vix 10 NSX 36 893100117023
nhai vién

12. Co s6 ding ky: Cong ty C6 Phan Dwoc Pham Otsuka Viét Nam (Pia chi: Chi nhanh Cong ty c¢6 phan dugc phdm
Otsuka Viét Nam tai KCN Long Binh (Amata), dia chi: L6 512, Puong s6 13, KCN Long Binh (Amata), P. Long Binh,
TP. Bién Hoa, Tinh Dong Nai, Viét Nam)

12.1. Co s& sén xuét: Cong ty Co phan dwgc phim Otsuka Viét Nam (Pja chi: Chi nhanh Cong ty c6 phan duoc
ph.é“im Otsuka Viét Nam tai KCN Long Binh (Amata), dia chi: L6 512, Puong s6 13, KCN Long Binh (Amata), P. Long
Binh, TP. Bién Hoa, Tinh Ddng Nai, Viét Nam)

17  |Glucose 5% M&i 500ml dung | Dung dich Thung 20 tai JP17 30 893110117123
dich chura: tiém truyén 500ml
Dextrose tinh mach

anhydrous (tuong
duong Dextrose
monohydrate
27,5g) 25¢g

13. Co s6 ding ky: Cong ty ¢ phan Dwoc pham Trung wong 2 (Dia chi: S6 9 Tran Thanh Tong, phudng Bach Péng,
quan Hai Ba Trung, thanh phé Ha Noi, Viét Nam)

13.1. Co s& sén xuét: Cong ty ¢6 phin Dwgc phdm Trung wong 2 (Pia chi: L6 27, Khu c6ng nghiép Quang Minh, thi
tran Quang Minh, huyén Mé Linh,thanh phd Ha Néi, Viét Nam)

18 |Dexamethason Dexamethason Vién nén Lo 500 vién DbVN 36 893110117223
0,5mg 0,5mg hién hanh
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14. Co s6 ding ky: Cong ty C6 phian Dwgc pham Trung wong I - Pharbaco (Dia chi: 160 Tén Ptrc Thing, phuong
Hang Bot, quan Ddng Da, thanh phd Ha Noi, Viét Nam)

14.1. Co s& san xuat: Cong ty Co phan Duwoc pham Trung wong I - Pharbaco (Dia chi: Thén Thach Li, xd Thanh
Xuan, huyén Soc Son, thanh phé Ha Noi, Viét Nam)

19 |Dafecote 7,5 Ivabradin (duéi Vién nén Hop 3 vix 10 NSX 36 893110117323
dang ivabradin bao phim | vién; Hop 5 vi x
hydroclorid) 7,5mg 10 vién

15. Co s6 diing ky: Cong ty co phan dwge pham TV.Pharm (Dia chi: S5 27, Nguyén Chi Thanh, Khém 2, Phuong 9,
Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)

15.1. Co s& sin xuét: Cong ty c6 phan dwoe phim TV.Pharm (Bia chi: S6 27, Nguyén Chi Thanh, Khom 2, Phudng
9, Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam, Viét Nam)

20  |Atorvastatin Atorvastatin (dudi | Vién nén Hop 3 vix 10 NSX 36 893110117423
20mg dang Atorvastatin bao phim | vién; Hop 10 vi
calcium 21,714mg) x 10 vién; Hop
20mg 20 vix 10 vién

16. Co s6 ding ky: Cong ty co phan dwge pham Vimedimex 2 (Dia chi: Lo dat 2, duong Ts6, KCN Tién Son, xa Noi
Dug, huyén Tién Du, tinh Bic Ninh, Viét Nam)

16.1. Co s& sin xuét: Cong ty ¢6 phan dwoe pham Vimedimex 2 (Dia chi: Lo dit 2, duong Ts6, KCN Tién Son, xi
No6i Dug, huyén Tién Du, tinh Bic Ninh, Viét Nam)

21 |Acyclovir- Acyclovir 200mg Vién nén Hop 1 vix 10 NSX 36 893110117523
VMG 200 vién; Hop 3 vi x
10 vién
22 |ClopiAspirin- | Clopidogrel (dudi | Vién nén Hop 3 vix 10 NSX 24 893110117623
VMG 75/100 dang Clopidogrel bao phim vién

bisulfat 97,86mg)
75mg; Acetyl
salicylic acid

(Aspirin) 100mg

17. Co sé ding ky: Cong ty co phan dwgc pham Wealphar (Dia chi: L6 CN5, Khu cong nghiép Thuy Van, Xa Thuy
Van, Thanh phé Viét Tri, Tinh Pha Tho., Viét Nam)

17.1. Co s& san xuét: Cong ty c6 phan dwoe phim Wealphar (Pia chi: L6 CN5, Khu cong nghiép Thuy Vén, Xa
Thuy Van, Thanh phé Viét Tri, Tinh Phu Tho., Viét Nam)

23 |Carvedilol Carvedilol 3,125mg| Vién nén Hop 6 vix 10 NSX 36 893110117723
DWP 3,125mg vién
24 |Doxazosin Doxazosin (dudi Vién nén Hop 6 vix 10 NSX 36 893110117823
DWP 4mg dang Doxazosin vién
mesilat) 4mg

18. Co sé diing ky: Cong ty Co Phan Dugc Vacopharm (Dia chi: 59 Nguyén Hué, phuong 1, thanh phd Tan An, Tinh
Long An, Viét Nam)

18.1. Co s& sin xuét: Cong ty ¢6 phin Dwgc Vacopharm (Pia chi: Km 1954, Qudc 16 1A, Phudng Tan Khanh, Thanh
phé Tan An, Tinh Long An, Viét Nam)

25 |Vacosartor 20 | Atorvastatin (dudi | Vién nén Hop 10 vix 10 NSX 24 893110117923
dang Atorvastatin bao phim |vién; Hop 100 vi
calcium x 10 vién; Hop 3
trihyhdrate) 20mg vix 10 vién;
Hop 4 vix7

vién; HOp 8 vi x
7 vién; Hop 2 vi
x 14 vién; Hop
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10 vi x 14 vién;
Chai 100 vién

19. Co s6 diing ky: Cong ty co phan Korea United Pharm. Int'l (Bia chi: S6 2A, Pai 16 Ty Do, Khu c6ng nghiép Viét
Nam -Singapore, Thuan An, Binh Duong, Viét Nam)
19.1. Co sé san xuit: Cong ty cb ph:“m Korea United Pharm. Int'l (Pia chi: S6 2A, Pai 16 Ty Do, Khu cong nghiép
Vi¢t Nam -Singapore, Thuan An, Binh Duong, Viét Nam)

26

Eritoarixia

Etoricoxib 90mg

Vién nén
bao phim

Hop 3 vi x 10
vién, Hop 10 vi
% 10 vién

NSX

36

893110118023

20. Co sé ding ky: Cong ty Co phan K§ thuat Dwgc Binh Pinh (Pia chi: Lo A3.04, Khu cng nghiép Nhon Hoi (khu
A), xa Nhon Héi, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)
20.1. Co sé' san xuit: Cong ty Cé phan K¥ thuit Dwoc Binh Pinh (Dia chi: Lo A3.04, Khu cong nghiép Nhon Hoi
(khu A), xa Nhon Hgi, thanh phé Quy Nhon, tinh Binh DPinh, Viét Nam)

27  |Glucose 5% Mobi 100ml dung | Dungdich |Thung 80 Chaix | BP 2020 24 893110118123
dich chtra: Glucose | tiém truyén | 100ml, thung 30
khan (dudi dang Chai x 250ml,
Glucose thung 20 Chai x
monohydrat 5,5g) 500ml, thung 12
5g Chai x 1000ml
28  |Glucose 10% Moi 100ml dung | Dung dich |Thung 80 Chai x | BP 2020 24 893110118223
dich chira: Glucose | tiém truyén | 100ml, thung 30
khan (dudi dang Chai x 250ml,
Glucose thung 20 Chai x
monohydrat 11g) 500ml
10g
29 |Lactated M&i 500ml dung | Dung dich |Thung 20 Chaix [USP 2021 24 893110118323
Ringer's dich chtra: Natri | tiém truyén 500ml
clorid 3g; Natri
lactat 1,55g; Kali
clorid 0,15g; Calci
clorid dihydrat 0,1g
30  |Natri clorid Moi 100ml dung | Dung dich |Thung 80 Chaix [ BP 2020 24 893110118423
0,9% dich chira: Natri | tiém truyén | 100ml, thing 30
clorid 0,9g Chai x 250ml,
thung 20 Chai x
500ml, thung 12
Chai x 1000ml
31 |Natri clorid Moi 500ml dung | Dung dich |Thung 20 Chaix | BP 2020 24 893110118523
0,9% dich chura: Natri v6 khudn 500ml dung
clorid 4,5g dung trong | ngoai, thung 12
phau thuat | Chai x 1000ml
dung ngoai
32 [Natri Clorid Moi 100ml dung | Dung dich |Thung 80 Chaix [ BP 2020 24 893110118623
0,45% dich chira: Natri | tiém truyén | 100ml, thing 20
clorid 0,45g Chai x 500ml
33 |Natri Clorid 3% | Mdi 100ml dung | Dung dich |Thung 80 Chaix | BP 2020 24 893110118723
dich chtra: Natri | tiém truyén 100ml

clorid 3g
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34 |Nudc cat pha Nudc cat pha tiém | Dung moi | Thung 80 chai x | USP 43 24 893110118823
tiém phatiém | 100ml, thung 30
chai x 250ml,
thung 20 chai x

500ml, thung 12
chai x 1000ml

21. Co sé ding ky: Cong ty ¢6 phan Trust Farma Quéc té (Pja chi: S5 36, Dai 16 Hitu Nghi, KCN Viét Nam-
Singapore, Phuong Binh Hoa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)
21.1. Co s6' san xuit: Cong ty c6 phan Trust Farma Quéc té (Pia chi: S6 36, Dai 16 Hitu Nghi, KCN Viét Nam-
Singapore, Phuong Binh Hoa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)

35

Ceftriaxon TFI
250mg

Ceftriaxon(dudi
dang ceftriaxon
natri) 250mg

Thude bot
pha tiém

Hop 1 1o x
250mg; Hop 10
lo x 250mg

BP 2019

36

893110118923

22. Co sé ding ky: Cong ty ¢6 phan US Pharma (Dia chi: L6 B1- 10, Puong D2, KCN Tay Béc Cu Chi, TP.H6 Chi
Minh., Viét Nam)

22.1. Co sé san xuit: Cong ty co phan US Pharma (Pia chi:

Minh., Viét Nam)

L6 Bl1- 10, Puong D2, KCN Tay Bic Cia Chi, TP.H) Chi

36

Gabaneutril 400

Gabapentin 400mg

Vién nang
cung

Hop 3 vi; 5 vi;
10 vi; Chai 50
vién; Chai 100
vién; Chai 200
vién

NSX

36

893110119023

37

Glimepirid 3-
MV

Glimepirid 3mg

Vién nén

Hép 3 vi, 5 vi,
10 vi; Chai 50
vién; Chai 100
vién; Chai 200
vién

NSX

36

893110119123

23. Co sé dang ky: Cong ty CPDP Dat Vi Phu (Dia chi: L6 M7A, Puong D17, Khu Céng nghiép M§ Phudc 1,
Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam.)
23.1. Co s san xuit: Cong ty CPDP Pat Vi Phu (Pia chi: L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1,
Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam.)

38

Carboticon

Bismuth
subsalicylat
262,5mg

Vién nén
nhai

Hop 6 vix 10
vién

USp

36

893110119223

24. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3, qudc 16 60, phudng Pha Tan, Tp. Bén Tre,
tinh Bén Tre, Viét Nam)
24.1. Co s san xuit: Cong ty Lién doanh Meyer-BPC (Pia chi: S 6A3, qudc 16 60, phuong Phii Tan, Tp. Bén Tre,
tinh Bén Tre, Viét Nam)

39 |Meyeransartan Candesartan Viénnén | Hop 03 vix 10 NSX 36 893110119323
16 cilexetil 16mg vién; Hop 10 vi
x 10 vién
40 |Meyerlecetam Levetiracetam Vién nén Hop 03 vix 10 NSX 36 893110119423
500 500mg bao phim | vién; Hop 10 vi
x 10 vién
41 |Myozin 60 Levodropropizin Viénnén | Hop 03 vix 10 NSX 36 893110119523
60mg vién; Hop 10 vi

x 10 vién

25. Co sé ding ky: Cong ty TNHH DRP Inter (Dia chi: Lo EBS, dudng s6 19A, Khu cong nghiép Hiép Phudc, Xa
Hiép Phudc, Huyén Nha Be, Tp. Hb Chi Minh, Viét Nam)
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25.1. Co s san xuat: Cong ty TNHH DRP Inter (Dia chi

Hiép Phudc, Huyén Nha Be, Tp. Ho Chi Minh, Viét Nam)

: L6 EBS, duong s6 19A, Khu cong nghiép Hiép Phudc, Xa

42 |Actelno Amlodipin (dudi Vién nén Hop 3 vix 10 NSX 36 893110119623
dang Amlodipin bao phim vién
besylat 13,87mg)
10mg;Valsartan
160mg
43 |Valclorex Amlodipin (dudi Vién nén Hop 3 vix 10 NSX 36 893110119723
dang Amlodipin bao phim vién

besylat 6,935mg)
Smg; Valsartan
80mg

26. Co sé ding ky: Cong ty TNHH Dwoc phim Allomed (Dia chi: L6 A-1H-CN, Khu Coéng Nghiép My Phudc 3,
Phuong Chanh Phu Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)
26.1.Co s6 san xuét: Cong ty TNHH Dugc pham Allomed (Pja chi: L6 A-1H-CN, Khu Cong Nghiép My Phudc 3,
Phuong Chanh Phu Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

44  |Amikacin Mbi 100ml dung | Dungdich |Hop 1 tai 100ml; NSX 36 893110119823
1000mg/100ml dich chira: tiém truyén | Thing 20 tai
Amikacin 1000mg | tinh mach 100ml
(dudi dang
Amikacin sulfat
1334,98mg)
45  |Viducarbotin M&i 5ml dung dich | Dung dich |Hop 20 ng 5ml; NSX 36 893100119923
chura: Carbocistein udng hop 30 6ng Sml;
250mg hop 50 6ng 5ml

27. Co sé ding ky: Cong ty TNHH Dwgc pham EOC Viét Nam (Dia chi: T6 11, Phuong Yén Nghia, Quan Ha Pong,
Thanh phd Ha Noi, Viét Nam)
27.1. Co sé san xuit: Cong ty TNHH MTV Dugc pham 150 Cophavina (Bia chi: 112 Tran Hung Dao, Phuong Pham
Ngii Lio, Quan 1, Thanh phd HS Chi Minh, Viét Nam)

46

Medcoxib 400

Celecoxib 400mg

Vién nang
cung

Hop 3 vix 10
vién

NSX

36

893110120023

28. Co sé ding ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: L6 B, Puong s6 2, KCN Dong An,
Binh Hoa, Thuén An, Binh Duong, Viét Nam)
28.1. Co s san xuit: Cong ty TNHH Lién doanh Hasan - Dermapharm (Pia chi: L6 B, Pudng s6 2, KCN Pong An,
Binh Hoa, Thuén An, Binh Duong, Viét Nam)

x 10 vién; Hop

10 vi x 10 vién

47  |Cantomy Cap Cefdinir 300mg Vién nang | Hop 02 vix 10 NSX 36 893110120123
cung vién; Hop 05 vi
x 10 vién; Hop
10 vi x 10 vién

48 |Urbisan 80 Febuxostat 80mg | Vién nén Hop 03 vix 10 NSX 36 893110120223
bao phim | vién; Hop 05 vi

29. Co s¢ ding ky: Cong ty TNHH san xuét dwoc pham Nanogen LAm Pong (Pia chi: BII-11-KCN; BII-12-KCN;
BII-13-KCN; BII-14-KCN tai Khu Cong Nghiép Phu Ho6i, Xa Pht Hoi, Huyén Purc Trong, Tinh Lam Béng, Viét Nam)
29.1. Co sé' san xuit: Cong ty TNHH san xuit dwoe pham Nanogen Lam Péng (Dia chi: BII-11-KCN; BII-12-KCN;
BII-13-KCN; BII-14-KCN tai Khu Cong Nghiép Phu Héi, Xa Pht Hoi, Huyén Puc Trong, Tinh Lam Béng, Viét Nam)

Page 7 of 10




. P Hoat chat chinh - | Dang bao | Quy cach don Tiéu Tuoi tho . :
STT Teén thube Ham lugng cié ! goi ¢ chuin | (thing) S0 ding ky
@ @) _ “ (6] (O] () ()]
49  |Glucose 5% Moi 250ml dung | Dungdich | Thung 12 chai x | BP 2020 36 893110120323
dich chtra: Glucose | tiém truyén | 1000ml, thing
(Dudi dang 12 chai x 500ml,
glucose thung 24 chai x
monohydrat 250ml
13,75g) 12,5¢
50  |Glucose 10% Mbi 250ml dung | Dungdich |Thung 12 Chaix | BP 2020 36 893110120423
dich chtra: Glucose | tiém truyén | 500ml, thung 24
(Dudi dang Chai x 250ml
glucose
monohydrat 27,5g)
25g
51  |Glucose 20% Mbi 250ml dung | Dungdich |Thung 12 Chaix | BP 2020 36 893110120523
dich chtra: Glucose | tiém truyén | 500ml, ting 24
(Du6i dang Chai x 250ml
glucose
monohydrat 55g)
50g
52 |Glucose 30% M&i 250ml dung | Dung dich |Thung 12 Chaix | BP 2020 36 893110120623
dich chtra: Glucose | tiém truyén | 500ml, thung 24
(Du6i dang Chai x 250ml
glucose
monohydrat 82,5g)
75¢g
53  |Pacephene Mobi 50ml dung Dung dich | Hdp 20 Chai x NSX 24 893110120723
dich chira: tiém truyén | 50ml, hop 10
Paracetamol 500mg Chai x100ml

30. Co sé ding ky: Cong ty TNHH Sinh dwgc pham Hera (Dia chi: Lé A17 Khu céng nghiép Tt Ha, phuong Tir Ha,
thi xa Huong Tra, tinh Thira Thién Hué, Viét Nam)
30.1. Co s& san xuat: Cong ty TNHH Sinh dwgc phim Hera (Dia chi: Lo A17 Khu cong nghiép Tt Ha, phuong T
Ha, thi xa Huong Tra, tinh Thira Thién Hué, Viét Nam)

54 |Felipocar Fenofibrate (dang | Vién nén Hop 3 vix 10 | USP hién 36 893110120823
micronised) 160mg| bao phim vién hanh
55 |Heradrea Hydroxyurea Viénnang | Hop 10 vix 10 NSX 36 893114120923
300mg cung vién
56  |Ibu Hera 400 Ibuprofen 400mg | Vién nén Hop 2 vix 10 USP 43 36 893100121023
bao phim vién

31. Co sé ding ky: Cong ty TNHH Thai Nakorn Patana Viét Nam (Pia chi: 636 Nguyén Tat Thanh - Phuong 9 - TP.
Tuy Hoa - Phu Yén, Viét Nam)
31.1. Co sé san xuit: Cong ty TNHH Thai Nakorn Patana Viét Nam (Dia chi: 636 Nguyén T4t Thanh - Phudng 9 -
TP. Tuy Hoa - Pht1 Yén, Viét Nam)

57

Fespa 500

Acid mefenamic
500mg

Vién nén
bao phim

Hop 1 vix 10
vién

NSX

60

893100121123

32. Co sé ding ky: Cong ty TNHH Thwong mai Dich vu Rita Pham (Dia chi: 115/1/75 Nguyén Hong, phudng 1,
quan Go Vép, thanh phd HO Chi Minh, Viét Nam)
32.1. Co sé san xuit: Cong ty TNHH MTV Dugc pham 150 Cophavina (Bia chi: 112 Tran Hung Dao, Phuong Pham
Ngii Lio, Quan 1, Thanh phd HS Chi Minh, Viét Nam)
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58 |Ritaliflozin Dapagliflozin Viénnén |Hop2vix7vién| NSX 36 893110121223
(duoi dang bao phim
dapagliflozin
propanediol
monohydrat) Smg

33. Co sé ding ky: Cong ty TNHH Y Dwoc Quang Minh (Pia chi: S nha 3 ngach 26/1 Phan Dinh Giét, P. Phuong
Liét, Q. Thanh Xuan, TP. Ha Noi, Viét Nam)

33.1. Co sé san xuit: Cong ty c6 phan Dwoc Pham Ha Tay (Pia chi: T dan phé sb 4, P. La Khé, Q. Ha Pong, TP. Ha
Noi, Viét Nam)

59 |SM. Galantamin (du6i | Vién nén Hop3vix 10 NSX 24 893110121323
Galantamin 12 | dang Galantamin phantan | vién; Hop 6 vi x
hydrobromid) 12mg| trong miéng | 10 vién; Hop 10
vix 10 vién

34. Co s¢ ding ky: Cong ty C6 phan Dwgc pham Boston Viét Nam (Pia chi: S6 43 dudng s6 8, khu cong nghiép Viét
Nam - Singapore, Phuong Binh Hoa, Thanh phd Thuén An, Tinh Binh Duong, Viét Nam)

34.1. Co sé san xuit: Cong ty C6 phan Dwge phim Boston Viét Nam (Dia chi: S6 43 duong sb 8, khu cong nghiép
Viét Nam - Singapore, Phuong Binh Hoa, Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)

60 |Imvarix 300 Diosmin 300mg Vién nén Hop3vix 10 NSX 36 893110121423
bao phim | vién; HOp 6 vi x
10 vién
61  |Imvarix 600 Diosmin 600mg Vién nén Hop 3 vix 10 NSX 36 893110121523
bao phim | vién; HOp 6 vi x
10 vién

35. Co s¢ ding ky: Cong ty Lién doanh Meyer-BPC (Dja chi: S6 6A3, qudc 16 60, phuong Pha Tan, Tp. Bén Tre,
tinh Bén Tre, Viét Nam)

35.1. Co sé san xuit: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3, qubc 16 60, phudng Pha Tan, Tp. Bén Tre,
tinh Bén Tre, Viét Nam)

62  |Altasyaris Bismuth Vién nén Hop 02 vix 10 NSX 36 893110121623
subsalicylat 262mg nhai vién; Hop 05 vi
x 10 vién; Hop
10 vi x 10 vién

36. Cong ty TNHH Phil Inter Pharm (Pia chi: S6 20, Pai 16 Hiru Nghi, KCN Viét Nam-Singapore, Thuén An, Binh
Duong, Viét Nam)

36.1. Cong ty TNHH Phil Inter Pharma (Dia chi: S5 25, duong sé 8, KCN Viét Nam-Singapore, Thuan An, Binh
Duong, Viét Nam

63  |Toconat D-a-Tocopherol Vién nang |Hop 6 vix 5 vién| NSX 36 893110121723
4001U mém

37. Co sé ding ky: Cong ty ¢6 phan Dwoe Pham Ha Tay (Dia chi: S5 10A Phé Quang Trung, Phudng Quang Trung,
Quan Ha Bong, Thanh phé Ha N¢i, Viét Nam)

37.1. Co sé san xuat: Cong ty c6 phin Dwgc Pham Ha Tay (Pia chi: T6 dan phd sb 4, P. La Khé, Q. Ha Pong, TP. Ha
Noi, Viét Nam)

64 |Davinzin L-cystin 500mg; Vién nén Hop 6 vix 10 NSX 36 893110121823
Pyridoxin bao phim vién
hydroclorid 50mg
Ghi chu:

1. Cach ghi tiéu chuan chat luong thudc tai cot (6):
- Nha san xuat (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chuan co sé (TCCS), In-house c¢6 ¥ nghia tuong duong
nhau, 13 tiéu chudn chét luong thude do co s& san xudt xay dung va déu c6 thé duoc ghi trén nhin thude.

- Céch viét tit cac tiéu chuén chat lwong duoc dién: Duoc dig:n Yi%t Nam (DBVN), Dugc dién Anh (BP), Dugc
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dién My (USP), Duoc dién Nhat Ban (JP), Duoc dién Trung Qudc (CP), Dugc dién Chau 4u (EP), Dugc dién Qudc té

(P)...

2. S6 dang ky tai cot (8) 1a s6 ding ky dugc cip theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay
05/09/2022 ctia Bo truong BO Y té quy dinh viéc diang ky Iwu hanh thude, nguyén liéu 1am thude.

Page 10 of 10




Phu luc IT
DANH MUC 05 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POT 184
(Kém theo Quyét dinh s6: .353.../0P-OLD ngay25thdngos nam 2023
cua Cuc Quan ly Duoc)

Hoat chit chinh | Dang bao | Quy cach déng Tiéu Tubi tho
- Ham luong ché g6i chudn | (thang)

@® @) €] “) () (©) ) ®

STT Tén thudce S6 ding ky

1. Co so diing ky: Cong ty c6 phan dwoc phadm Liviat (Dia chi: Ting 46 Toa nha Bitexco, S6 2 Hai Triéu, Phuong
Bén Nghé, Quan 1, Thanh phHO Chi Minh, Viét Nam)

1.1. Co 6 san xuit: Cong ty c6 phan dugc pham Me Di Sun (Dia chi: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong.,
Viét Nam)

1 Locga 100 Avanafil 100mg | Viénnén |Hoplvix4vién| TCCS 36 893110121923

2 Locga 200 Avanafil 200mg | Viénnén |[Hop 1vix4vién| TCCS 36 893110122023

2. Co sé ding ky: Cong ty c6 phan dugc pham Medbolide (Dia chi: Phong 09, lau 10, toa nha The Everrich 1, s6
968 duong Ba Thang Hai, phuongl5, quan 11, Tp.HCM)

2.1. Co sé san xuat: Cong ty cd phin dugc pham Me Di Sun (Dia chi: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong.,
Viét Nam)

3 Diamzac Deferasirox Viénnén |Hop 3 vix 10vién| TCCS 36 893110122123
90mg bao phim

3. Co s¢ diing ky: Cong ty CP Dugc Pai Nam (Dia chi: 270A Ly Thudong Kiét, Phuong 14, Quan 10, TP. HCM)

3.1. Co s6 san xuét: Cong ty CP Dwoc Enlie (Dia chi: duong NA6, khu cong nghiép My Phudc 2, phuong My
Phudc, thi xd Bén Cat,tinh Binh Duong, Viét Nam)

4 Bazepdin Bilastin 20mg Vién nén Hop 1 vix 10 TCCS 36 893110122223
vién; Hop 2 vix
10 vién; Hop 3 vi

x 10 vién; Hop 10

vi x 10 vién

4. Co sé ding ky: Cong ty TNHH Sinh dwgc pham Hera (Dia chi: Lo A17 Khu céng nghiép Tt Ha, phuong Tt Ha,
thi x3 Huong Tra, tinh Thira Thién Hué)

4.1. Co sé san xuit: Cong ty TNHH Sinh dwoc phdm Hera (Pia chi: L6 A17 Khu c6ng nghiép Tt Ha, phuong Tt
Ha, thi xd Huong Tra, tinh Thira Thién Hué)

5 Lenalimid Lenalidomide | Viénnang | Hop3 vix 7vién| TCCS 36 893114122323
Smg cung

Ghi chu:

1. Cach ghi tiéu chuan chét lugng thudc tai cot (6):

- Nha san xuat (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chuén co s¢ (TCCS), In-house c6 y nghia tuong duong
nhau, 1a tiéu chuan chat luong thudc do co s san xuat xay dung va déu co thé duoc ghi trén nhin thude.

- Cach viét tat cac tiéu chuan chat luong duoc dién: Duge dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dién
My (USP), Duoc dién Nhat Ban (JP), Dugc dién Trung Quédc (CP), Dugc dién Chau du (EP), Duoc dién Quéc té (IP)...

2. S6 dang ky tai cot (8) 1a sé dang ky duoc cap theo quy dinh tai Phu luc VI Théng tu 08/2022/TT-BY T
ngay 05/09/2022 ctia B truong Bo Y té quy dinh viée dang ky luu hanh thude, nguyén lidu lam thude.




