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So: 513 / QDb-QLD Ha Noi, ngay 01 thang 09 nam 2021
QUYET PINH

V& viéc ban hanh danh muc 71 thudc san xuét trong nwéc
dwgce cap giay dang ky luwu hanh tai Viét Nam - Dot 170 bo sung

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Nghi dinh 6 75/201 7/ND-CP ngay 20/6/2017 ciia Chinh phi quy dinh chirc
nang, nhiém vu, quyén han va co cdu t6 chire ciia Bo Y té;

Can cir Thong tur s6 32/12018/TT-BYT ngay 12/11/2018 ciia BY trudng BY Y té quy
dinh viéc dang ky lwu hanh thudce, nguyén liéu lam thudc;

Can civ Théng tie s6 29/2020/TT-BYT ngay 31/12/2020 ciia Bé trudng Bo Y té sira
doi, bé sung va bdi bé mét s6 van ban quy pham phdp ludt do Bé truéng B Y té ban hanh,
lién tich ban hanh;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua B¢ truong Bo Y té quy
dinh chitc nang, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Quan 1y Duoc thudc Bo
Y te,

Can cir két ludgn ciia Héi dong tw van cap gidy dang ky lieu hanh thude, nguyén liéu
lam thuéc - BoY 1é:

Xét dé nghi ciia Truéng phong Pang ky thuéc, Cuc Qudn 1y Dueoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 71 thudc san xuat trong nudc
duogc cap gidy dang ky luu hanh tai Viét Nam - Dot 170 bé sung, cu thé:

1. Danh muc 62 thudc san xuat trong nudc dugc cap gidy dang ky luu hanh tai Viét
Nam hiéu luc 05 nam (Phu luc I kém theo) Céc thudc tai Danh muc nay co s6 dang ky voi
ky hiéu VD-...-21 va hiéu luc 05 nim ké tir ‘ngay ky ban hanh Quyét dinh nay.

2. Danh muc 08 nguyén liéu lam thudc san xudt trong nudc dugc cip gidy dang ky
lru hanh tai Viét Nam hiéu lyc 05 nim (Phu Iuc 11 kém theo). Cac thudc tai Danh muc nay
c6 s6 dang ky véi ky hiéu VD-...-21 va hiéu luc 05 nim ké tir ngay ky ban hanh Quyét
dinh nay.

3. Danh muc 01 thudc san xuat trong nudc duoc cip gidy dang ky luu hanh tai Viét
Nam hiéu lyc 03 nam (Phu luc 111 kém theo). Cac thudc tai Danh muc nay c6 s6 ding ky
v6i ky hiéu VD3-...-21 va hiéu luc 03 nam ké tir ngay ky ban hanh Quyét dinh nay.

Piéu 2. Co so san xuat va co s ding ky thudc c6 trach nhiém:

1. San xuét thudc theo diing cac hd so, tai lidu di dang ky véi BO Y té va phai in sd
dang ky duoc Bo Y té Viét Nam cap 1én nhan thude.

2. Chi duoc san xuit, dua ra luu hanh cac thube kiém soat dic biét khi co Gidy
ching nhan di diéu kién kinh doanh duoc pham vi kinh doanh thubc phai kiém soat dic
biét phtt hop v&i pham vi hoat dong cia co so dap tmg quy dinh tai khoan 5 Diéu 143 Nghi
dinh sé 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot s diéu va
bién phép thi hanh Luét Duogc.

3. Thyc hi¢n viéc cap nhat ti€u chuan chat lugng cua thudc theo quy dinh tai Thong
tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo trudng B Y té quy dinh vé chat luong
thudc, nguyén liéu lam thudc.



4. Thyc hién, phéi hop véi co s nhap khau thyc hién theo dung quy dinh tai Cong
van sb 5853/QLD-CL ngay 19/4/2019 ctua Cuc Quan ly Dugc vé viéc kiém tra chat luong
nguyén liéu lam thubc nhom sartan dbi v6i cac thude thudc danh muc tai Diéu 1 c6 chira
duoc chét thuoc nhom sartan.

5. Cap nhat nhan thudc, t& hudng dan sir dung thube theo quy dinh tai Thong tu sO
01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng BO Y té quy dinh ghi nhin thudc,
nguyén liéu lam thudc vato hudng din sir dung thude trong thoi han 06 thang ké tur ngay
ky ban hanh Quyét dinh nay, theo hinh thtrc thay d6i, bo sung gidy dang Ky luu hanh thude
quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truéng Bo Y té quy
dinh viéc dang ky lwu hanh thude, nguyén liéu lam thude va Thong tu s6 29/2020/TT-BYT
ngay 31/12/2020 ctia Bo trudng Bo Y té sira d6i, bd sung va bai bd mot sd vin ban quy
pham phap luat do Bo truong Bo Y té ban hanh, lién tich ban hanh.

6. Phdi hop voi cac co so diéu tri dé thuc hién theo ding cac quy dinh hién hanh vé
thuockedontheod01antom11neuquatacdungkhongInongrnuoncuathuocUenngu01
Viét Nam va tong hop, bao cao theo quy dinh tai Piéu 5 Thong tu sb 32/2018/TT-BYT
ngay 12/11/2018 cua B6 truong By Y té quy dinh viéc dang ky luu hanh thudc, nguyén
lidu1am thube d6i véi cac thude thude Phuy luc 111 ban hanh kém theo Quyét dinh nay (gidy
dang ky luu hanh ¢6 ky hiéu VD3-.....-21).

7. Co so dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong truong hop khong
con dap tng du diéu kién hoat dong, co s dang ky phai co trach nhiém thyc hién thay doi
co s¢ dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ctua Bg
mM@BonmwmmwmdeWMMmmmmc@wthMmmmMm%mm
han 30 ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong.

8. Co sO san xuat thuoc phai bao dam cac diéu kién hoat dong clia co s san xudt
trong thoi han hiéu luc cua gidy dang ky luu hanh thude, nguyén liéu 1am thude.

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

Picu 4. Giam d6c SO Y té cac tinh, thanh phd truc thudc Trung wong va Giam doc
co s& san xudt va co so ding ky c¢6 thude tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.
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BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC

Poc lap - Tw do - Hanh phuc

PHU LUC 1. DANH MUC 62 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - BPQT 170 bé sung

Ban hanh kém theo Quyét dinh s6: 513../QD-QLD, ngay 0.../09../202..
1. Cong ty ding ky: Cong ty co phan dwec Apimed. (D/c: 263/9 Ly Thuong Kiét, phuong 15,
qudn 11, thanh pho Ho Chi Minh - Viét Nam)

1.1 Nha sén xuat: Cong ty cé phan dwec Apimed (B/c: Puong N1, cum cdng nghiép Phi Thanh -
Vinh Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Bong Nai - Viét Nam)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
] <9 2 Sod k
STT Ten thudc Ham lwong ché tho |chuan| déng géi 0 dang &y
1 |Zenipa 200 Albendazol 200mg |Vién nén bao| 36 |TCCS |Hop 1vi, 2vix| VD-35332-21
phim thang 2 vién; Hop 1
vi, 2 vi, 3vi X
10 vién

2. Cong ty ding ky: Cong ty cé phan dwoc Hau Giang (B/c: 288 Bis Neuyén Vin Cir, p. An Hoa,
Q. Ninh Kiéu, Can Tho - Viét Nam)

2.1 Nha san xuit: Cong ty c6 phan dwoc Hau Giang - Chi nhanh nha may dwec phim DHG
tai Hau Giang (D/c: Lo B2 - B3, KCN Tan Phu Thanh - giai dogn 1, x Tan Phd Thgnh, Huyén
Chau Thanh A, Tinh Hdu Giang - Viét Nam)

) . Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Lo o
A . ¢ z 2 S d k
STT Tén thuoc Ham lwgng ché the |chuan| doéng goi 0 cans Xy
2 |Alimemazine 5 Alimemazin (dudi  |Vién nén bao| 36 |TCCS |Hop 02 vix 25 | VD-35333-21
dang Alimemazin  |phim thang vién; Hop 10 vi
tartrat) 5mg x 10 vién

3. Céng ty ding ky: Cong ty co phan dwgc pham 2/9 (B/c: 299/22 Ly Thwong Kiét, Phuong 15,
Qudn 11, TP. Ho Chi Minh - Viét Nam)

3.1 Nha sén xuat: Cong ty co phan dwgc pham 2/9 (B/c: 930 C4, Puong C, Khu cong nghiép Cét
Lai, Cum 2, phuong Thanh My Loi, Qudn 2, TP. Ho Chi Minh - Viét Nam)

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach s di ,
. <9 2 d k
STT Tén thuac Ham lwong ché | the |chuin|  déng géi 0 dang Ky
3 |Nady-Candesartan 16  |Candesartan Vién nén 36 [TCCS |Hop 2vi, 4vix| VD-35334-21
cilexetil 16 mg thang 7 vién; Hop 2

Trang 1



vi, 10 vi x 10
vién

4 |Nady-Candesartan 8 Candesartan Vién nén 36 [TCCS [Hop2vix7 VD-35335-21
cilexetil 8 mg thang Vvién; Hop 2 vi,
10 vi x 10 vién
5 [Nady-Candesartan HCT |Candesartan Vién nén 36 |TCCS [Hop 2 vi, 4 vix | VD-35336-21
16/12,5 cilexetil 16 mg; thang 7 vién; Hop 2
Hydroclorothiazid vi, 3vix 10
12,5 mg vién
6 |Nady-Candesartan HCT |Candesartan Vién nén 36 |TCCS [Hop 2 vi, 4 vix| VD-35337-21
8/12,5 cilexetil 8mg; thang 7 vién; Hop 2
Hydroclorothiazid vi, 3vix 10
12,5 mg vién
7 |Nady-valsartan HCT Valsartan 160 mg; |Vién nén bao| 36 |TCCS [Hop 3vi, 10vi | VD-35338-21
160/25 Hydroclorothiazid |phim thang x 10 vién

25mg

4. Cong ty ding ky: Cong ty cé6 phan dwoc pham Ampharco U.S.A (B/c: KCN Nhon Trach 3, X&
Hiép Phuoc, huyén Nhon Trach, tinh Bong Nai - Viét Nam)

4.1 Nha sén xuat: Cong ty c6 phan dwgc pham Ampharco U.S.A (P/c: KCN Nhon Trach 3, xa
Hiép Phuoc, huyén Nhon Trach, tinh Pong Nai - Viét Nam)

Hoat chit chinh -

Dang bao

Tubi

Tiéu

Quy céch

: § b b S6 ding ky
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
8 [VvaltimAPC 160 Valsartan 160 mg  |Vién nén bao| 24 |USP [Hop1vi,3vi, | VD-35339-21
phim thang|41 10 vi x 10 vién
9 |ValtimAPC 80 Valsartan 80 mg Vién nén bao| 24 |USP ([Hop1vi,3vi, | VD-35340-21
phim thang(41 10 vi x 10 vién

5. Cong ty diing ky: Cong ty Co phan Dwogc pham An Thién (P/e:
Qudn 8, TP. Ho Chi Minh - Viét Nam)
5.1 Nha sin xuat: Cong ty Cé phan Dwgc pham An Thién (B/c: Lé C16, duong s6 9, KCN Higp
Phuoc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)

314 Bong Sao, Phuong 5,

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oas ,
. < p Sod k
STT Ten thuoc Ham lwong ché | tho [chuin| déng goi 0 dang ky
10 |Atisartan 150 Irbesartan 150mg Vién nén bao| 36 [TCCS |Hop 02 vi, 03 VD-35341-21
phim thang vi, 05 vi, 10 vi
X 10 vién
11 |Atisartan HTZ 150-12,5 [Irbesartan 150mg; [Vién nén bao| 36 |TCCS [Hop 02 vi, 03 VD-35342-21
Hydrochlorothiazide |phim thang vi, 05 vi, 10 vi
12,5mg x 10 vién

Trang 2




6. Cong ty ding ky: Cong ty Co phan Dwoc pham Boston Viét Nam (P/c: S6 43, Puong s6 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong - Viét Nam)

6.1 Nha san xuit: Cong ty Cé phan Dwoc pham Boston Viét Nam (B/c: Sé 43, Pwong sé 8,
KCN Vigt Nam - Singapore, Thudn An, Binh Duong - Vigt Nam)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
. v 2 Sod k
STT Tén thuoc Ham lwong che tho [chuan| déng goi o dang &y
12 |Omeraz 20 TAB Omeprazol 20 mg |Vién nén bao| 36 [TCCS [Hop 2 vi, 4vi, | VD-35343-21
tan trong thang 10 vi x 07 vién
rudt

7. Cong ty ding ky: Cong ty c6 phan dwgc pham CPC1 Ha Ndi (P/c: Cum cdng nghiép Ha Binh
Phwong, xd Van Binh, huyén Thuong Tin, Tp. Ha Ngi - Viét Nam)

7.1 Nha san xuét: Cong ty c6 phan Dwec pham CPC1 Ha Ngi (B/c: Cum cbng nghiép Ha Binh
Phuwong, xa Van Binh, huyén Thuong Tin, Tp. Ha Ngi - Viét Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oas .
STT Tén thuoc Ham lwong ché the [chuin| déng goi S0 diing ky
13 |Glycema Glycerol 2,25g/3g [Dung dich 36 |TCCS [Hop61lo, 1010 [ VD-35344-21
thut truc thang x 3g; Hop 6 lo,
trang 10 1o x 9g
14 (Satadin Povidon iod 0,1g/ml [Dung dich 36 |DBVN[Hop 1 lo 5mi, VD-35345-21
dung ngoai |thang|lV 10ml, 20ml,
50ml, 100ml

8. Cong ty diing ky: Cong ty c6 phan dwec pham Ha Tay (P/c: S6 10A, Phé Quang Trung, P.
Quang Trung, Q. Ha Pong, TP. Ha N¢i - Vigt Nam)

8.1 Nha san xuit: Cong ty cé6 phan dwgc pham Ha Tay (P/c: Té dan phé sé 4 - P.La Khé - Q.Ha
Dong - Tp. Ha Ngi - Vigt Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 ang | h diang k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
15 |Cardesartan 12 Candesartan Vién nén 36 [TCCS [Hop 6 vix 10 VD-35346-21
cilexetil 12mg thang vién
16 |Ofloxacin Ofloxacin 300 mg  [Vién nén 36 |USP [HOp 6 vi x 10 VD-35347-21
thang|41 vién

9. Cong ty ding ky: Cong ty cé phan dwoc pham SaVi (B/c: Lé Z.01-02-03a KCN trong KCX
Tan Thudn, phuong Tan Thudn Pong, qudn 7, Tp. HCM - Viét Nam)

Trang 3




9.1 Nha san xuit: Cong ty cé6 phan dwec pham SaVi (B/c: Lé Z.01-02-03a KCN trong KCX Tan
Thudn, phirong Tan Thudn Péng, qudn 7, Tp. HCM - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach z s ,
0 “ , Iy k
STT Tén thuac Ham lwong che tho [chuan| déng géi S0 ding ky
17 |SaVi Tenofovir 300 Tenofovir disoproxil [Vién nén bao] 36 [TCCS |[Hop3vix10 | VD-35348-21
fumarat 300mg phim thang vién

10. Céng ty diing ky: Cong ty cé phan dwoc pham Trung wong 2 (B/c: S6 9 Tran Thanh Tong,
phuwong Bach Pang, qudn Hai Ba Trung, Tp. Ha Noi - Viét Nam)

10.1 Nha san xuat: Cong ty ¢ phan dwgc pham Trung wong 2 (B/c: L6 27 Khu cong nghiép
Quang Minh, th; tran Quang Minh, huyén Mé Linh, Tp. Ha Ngi - Viét Nam)

. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oac ,
. <9 2 Sod k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 cans Xy
18 |Amoxicillin 250mg MGi g6i 1,5 g chua  [Bot phahon | 36 |USP  |Hop 10 g6i x VD-35349-21
Amoxicillin (duéi  |dich uong  [thang|40 159
dang Amoxicillin
trihydrat) 250 mg

11. Cong ty ding ky: Cong ty c6 phan dwoc phim Trung wong 3 (P/c: S6 16 - Lé Pai Hanh -
P.Minh Khai - Q.Hong Bang - Tp. Hdi Phong - Viét Nam)

11.1 Nha san xuét: Cong ty cé6 phan dwec phdm Trung wong 3 (P/c: S6 28 - Puong 351 - X&
Nam Son - Huyén An Duong - Tp. Hai Phong - Viét Nam)

) . Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach Lo o
) . <Y h Sod k
STT Tén thudc Ham lwgng che the [chuan|  déng goéi 0 qans &y
19 (Biobrains M®i dng 7ml chira:  [Dung dich 36 |TCCS [Hop 03 vi, 04 VD-35350-21
Choline alfoscerate |udng thang vi, 06 vi, 10 vi
600mg x 05 6ng 7ml

12. Cong ty ding ky: Cong ty co phan dwgc pham va sinh hoc y té (P/c: 6 31 - Puong Ngo
Thoi Nhiém - Phuong 6 - Qudn 3 - TP. Ho Chi Minh - Viét Nam)

12.1 Nha sin xuat: Cong ty co phan dwgc pham va sinh hec y té (B/c: L6 I1I-18 dwrong s 13 -
Khu céng nghiép Tan Binh - Qugn Tan Phu - TP. Ho Chi Minh - Viét Nam)

Tén thuéc

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy cach

. h Sb ding ky

STT Ham lueng ché | tho [chuin| déng géi 0 dang ky

20 |Congta MJi goi 5g chira: Thuéc bot 36 |TCCS [Hop 30 goi x 59 VD-35351-21
Piracetam 2,49 uong thang

Trang 4




13. Céng ty ding ky: Cong ty cé phan dwoec pham VCP (B/c: xd Thanh Xudn- Séc Son- Ha Ngi -
Vi¢t Nam)

13.1 Nha san xuat: Cong ty c6 phan dwec pham VVCP (B/c: xd Thanh Xudn- Séc Son- Ha Néi -

Vi¢t Nam)
A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch S di ,
2 alg ! h diang k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dans Xy
21 |Neocilon Neomycin (dudi Kem bodida | 36 |TCCS [Hop 01 tuyp VD-35352-21
dang Neomycin thang 15¢

sulfat) 0,35%;
Fluocinolon
acetonid 0,025%
(kI/kD)

14. Cong ty ding ky: Cong ty cé phian dwoc pham Wealphar (B/c: Lé CN5, Khu céng nghiép
Thuy Van, x& Thuy Van, thanh pho Viét Tri, tinh Phi Tho - Viét Nam)

14.1 Nha sin xuat: Cong ty co phan dwgc pham Wealphar (D/c: L6 CN5, Khu cong nghiép Thuy
Van, x@ Thuy Van, thanh pho Viét Tri, tinh Phd Tho - Viét Nam)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
. « 9 2 k
STT Ten thudc Ham lwong ché | the [chudn| donggei | -0 9Aneky
22 |Aspirin tab DWP 75mg |Acid acetylsalicylic [Vién nén bao| 36 |DDBVN|HOp 6 vi x 10 VD-35353-21
75 mg tan trong thang(V Vvién
ruot
23 |Carbocistein tab DWP  |Carbocistein 250mg [Vién nén bao| 24 |TCCS |Hop 6 vi x 10 VD-35354-21
250mg phim thang vién
24 |Cimetidin DWP 800mg |Cimetidin 800mg  [Vién nén 36 |DDBVN[HOp 6 vi x 10 VD-35355-21
thang|V vién
25 |Doxazosin DWP 2mg  |Doxazosin (dudi Vién nén 36 [TCCS [Hop 6 vix 10 VD-35356-21
dang Doxazosin thang Vién
mesilat) 2 mg
26 |Etodolac DWP 300mg |Etodolac 300mg Vién nén bao| 36 [TCCS [Hop6vix10 | VD-35357-21
phim thang vién
27 |Etodolac DWP 500mg |Etodolac 500mg Vién nén bao| 36 |TCCS [Hop6Vvix10 | VD-35358-21
phim thang vién
28 |Fexofenadin OD DWP |Fexofenadin Vién nén 24 |TCCS [Hop 6 vi x 10 VD-35359-21
60 hydroclorid 60 mg |phan tan thang vién
29 |Haloperidol DWP 5mg [Haloperidol 5mg Vién nén 24 |DBVN[Hop 6 vi x 10 VD-35360-21
thang|V vién
30 |Levomepromazin DWP |Levomepromazin  |Vién nén 24 |IDDBVN|HOp 6 vi x 10 VD-35361-21
50mg maleat 50 mg thang|V vién
31 [Piroxicam ODT DWP  |Piroxicam 20mg Vién nén 24 |TCCS [Hop6vix10 | VD-35362-21
20mg phan tan thang vién

Trang 5




32

Solifenacin DWP 10mg

Solifenacin
succinate 10 mg

24
thang

Vién nén bao
phim

TCCS

Hop 6 vi x 10
Vvién

VD-35363-21

15. Céng ty diing ky: Cong ty co phan dwoc vat twy t& Hai Dwong (P/c: S6 102 Chi Lang,
phurong Nguyen Trdi, thanh pho Hdi Duong, tinh Hai Duong - Viét Nam)

15.1 Nha sin xuat: Cong ty co phan dwgc vt tw y té Hai Dwong (D/c: S6 102 Chi Lang, phirong
Nguyen Trai, thanh pho Hdi Duong, tinh Hai Duong - Viét Nam)

A £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch S di ,
. ey 2 . d k
STT Ten thudc Ham lwong ché tho |chuan|  déng goi 0 dans Xy
33 |Oxylpan Oxytocin 5 IlU/ml  [Dung dich 24 [TCCS [Hop 10 6r)g, 20| VD-35364-21
tiém thang ong, 100 o6ng X
ong 1ml

16. Cong ty ding ky: Cong ty cé phan O2Pharm (P/c: 39/39 Nguyén Citu Bam, phwong Tdn Son
Nhi, qudn Tan Pha, TP. Ho Chi Minh - Viét Nam)

16.1 Nha san xuat: Cong ty c6 phan Héa dwoc Viét Nam (B/c: S6 192 phé Pire Giang, phuirong
Thurong Thanh, Qudn Long Bién, Ha Ngi - Viét Nam)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 LY h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
34 |Oceduba Mdi gdi 6g chira: Bot pha hon | 24 |TCCS [Hop 2 tdi x 7 VD-35365-21
Omeprazol 20mg; [dichuong |thang goi 6g

Natri bicarbonat
1,689

17. Cong ty diang ky: Cong ty cé6 phan Pymepharco (P/c: 166-170 Nguyén Hué, phwong 7, Tp.

Tuy Hoa, tinh Phu Yén

- Vigt Nam)

17.1 Nha san xuat: Nha may Stada Viét Nam (B/c: 189 Hodang Vin Thu, phwong 9, Tp. Tuy Hoa,
tinh Phu Yén - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 alng | h diang k
STT Ten thuac Ham lwgng ché tho [chuan| déng goi ¢ gang Ky
35 |Captopril Stada 25 mg |Captopril 25mg Vién nén 36 [TCCS [Hop 10vi x 10 | VD-35366-21
thang vién
36 |Cetirizine Stada 10 mg |Cetirizin HCI 10 mg |Vién nén 36 |TCCS [Hop 2 vi, 10vi | VD-35367-21
thang x 10 vién
37 |lbuprofen Stada 600 mg |lIbuprofen 600 mg |Vién nén bao| 36 |TCCS [Hop 6 vi, 10vi | VD-35368-21
phim thang x 10 vién
38 [Irbesartan Stada 150 mg |Irbesartan 150 mg |Vién nén bao| 36 |TCCS |[Hop2vix 14 | VD-35369-21
phim thang vién
39 |Irbesartan Stada 300mg (Irbersartan 300 mg |Vién nén 36 |TCCS [Hop 2 vi x 14 VD-35370-21

Trang 6




bao phim  |th&ng vién
40 |lrbesartan Stada 75mg  [Irbesartan 75mg Vién nén bao| 36 |TCCS [Hop 2 vi x 14 VD-35371-21
phim thang Vién nen
41 |Losartan EG 25 mg Losartan kali 25 mg |Vién nén bao| 36 |TCCS |Hop 02 vix 15 [ VD-35372-21
phim thang vién
42 [Losartan EG 50 mg Losartan kali 50 mg [Vién nén bao| 36 |TCCS |Hop 02vix 15 | VD-35373-21
phim thang vién
43 |Pantoprazol Stada 40mg [Pantoprazol (dudi |Vién baotan| 36 |TCCS [Hop 1vi, 2vi, | VD-35374-21
dang Pantoprazol  |trong ruot [thang 4 viXx 7 vién
natri sesquihydrate)
40 mg
44 |Telmisartan Stada 40 mg|Telmisartan 40 mg |Vién nén 36 |[TCCS [Hop4vix7 VD-35375-21
thang vién
45 |Telmisartan Stada 80 mg|Telmisartan 80 mg |Vién nén 36 |TCCS [Hop4vix7 VD-35376-21
thang vién; Hop 3 vi X
10 vién

18. Cong ty ding ky: Cong ty c6 phan SX - TM dwgc pham Pong Nam (P/c: L6 24, Puong 1A,
Khu cdng nghiép Tan Tgo, Qugn Binh Tan, Thanh pho Ho Chi Minh - Viét Nam)
18.1 Nha sin xuat: Cong ty ¢d phan SX - TM dwgc pham Pdng Nam (D/c: L6 24, Duong 1A,
Khu céng nghiép Tan Tao, Qugn Binh Tan, Thanh pho Ho Chi Minh - Viét Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oac ,
. < h Sod k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 cans Xy
46 [Nateki MJdi goi 1,59 chira:  |Thubc cém | 36 |[TCCS |Hop 10 gdi, 20 | VD-35377-21
Rebamipid 100 mg thang goi, 30 gbi x
1,59

19. Cong ty diang ky: Cong ty cé phan thiét bi T&T (B/c: Lé 13 Khu tap thé cong nghé pham,

Phuwong Van Quan, Q. Ha Pong, Tp. Ha Noi - Viét Nam)

19.1 Nha san xuét: Cong ty c6 phan dwec pham Ha Tay (P/c: T6 dan phd sé 4 - La Khé - Ha
Dong - Tp. Ha Ngi - Viét Nam)

N, Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach £os
STT Tén thudc Ham lwong ché the [chuin| déng goi S0 ding ky
47 |Bavami 200 M3i g6i 2,2 g chua |Bot phahdn | 24 |TCCS |Hop 1thix 14 | VD-35378-21
Amoxicilin (dusi  |dichubng  [thang g6i 2,29
dang Amoxicilin
trinydrat) 200 mg;
Acid clavulanic
(dudi dang Kali
clavulanat) 28,5 mg
48 |Kufero 400 Mai g6i 2,2g chira:  |Bot phahdn | 24 [TCCS |Hop 14 g6i 2,2g| VD-35379-21
Amoxicillin (duéi  |dich udng  [thang
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dang Amoxicillin
trihydrat) 400mg;
Acid Clavulanic
(dudi dang Kali
clavulanat két hop
véi silicon dioxid
1:1) 57mg

20. Cong ty ding ky: Cong ty c6 phan thwong mai va dwoc pham T&T (D/c: S6 43, Lién ké 23,

Khu dé thi Vian Khé, Phwong La Khé, Qudn Ha Péng, Thanh phé Ha Ngi - Viét Nam)

20.1 Nha san xuat: Cong ty o phan US Pharma USA (B/c: L6 BI-10, Puong D2, Khu cdng
nghiép Tay Bac Cu Chi, Tp.Ho Chi Minh - Viét Nam)

Hoat chat chinh -

Dang bao

Tubi

Tiéu

Quy cach

A A h h A - k ,
STT Tén thuoc Ham lwgng che the |chuan|  déng géi >0 ding ky
49 |Omkof 20 MGi g6i 3 g chaa  |Botphahon | 36 (TCCS |Hop 30 g6i 3g | VD-35380-21
Omeprazol 20 mg; [dichuong |thang

Natri bicarbonat

1.680 mg

21. Cong ty ding ky: Cong ty co6 phan Traphaco (P/c: 75 Yén Ninh, Ba Pinh, Ha Néi - Viét

Nam)

21.1 Nha san xuét: Cong ty TNHH Traphaco Hung Yén (P/c: Thén Binh Lwong, xd Tan Quang,
huyén Van Lam, tinh Hung Yén - Viét Nam)

) . Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach Lo o
6 . < 2 So dang k
STT Tén thudc Ham lwong che the (chuan|  déng goi 0 qans &y
50 |Acid ursodeoxycholic  |Acid Vién nén 30 [TCCS |Hop 1vi, 2vi, | VD-35381-21
200 mg ursodeoxycholic 200 thang 3vi, 5vi, 10 vi
mg x 10 vién
51 |Acid ursodeoxycholic  |Acid Vién nén 30 [TCCS |Hop 1vi, 2vi, | VD-35382-21
300mg ursodeoxycholic 300 thang 3vi, 5vi, 10 vi
mg x 10 vién
52 |Refalax Diclofenac Gel bdi da 24 |TCCS [Hop 01 tuyp VD-35383-21
diethylamin 1,16% thang 109, 15¢g, 20g

22. Cong ty ding ky: Cong ty c6 phan US Pharma Ha Noi (B/c: Sé 1 Giang Van Minh, phwong

Kim M@, qudn Ba Pinh, Ha N¢i - Viét Nam)

22.1 Nha san xuat: Cong ty cé phan dwoc vat twy té Thai Binh (B/c: Km 4 dwong Hing Vieong
- TP. Thai Binh - tznh Thai Binh - Viét Nam)
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. £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch S di ,
¢ Ry 2 d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
53 |Aucometri 20 Esomeprazol (dudi [Vién nén bao| 36 |DDVN[HOp 3vi, 10vi | VD-35384-21
dang Esomeprazol [tan trong thang|V x 10 vién; Lo
magnesi trinydrat)  [rudt 30 vién, 100
20 mg vién

23. Cong ty ding ky: Cong ty o6 phan Y dwoc LS (P/c: Km 22, Quéc 16 5, Thi trdn Ban Yén
Nhan, huyén My Hao, tinh Hung Yén - Viét Nam)

23.1 Nha san xuat: Cong ty c6 phan dwoc vat twy té Thai Binh (B/c: Km 4 dwong Hing Vicong
- TP. Théi Binh - tinh Théi Binh - Viét Nam)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
] Ny § h d k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
54 |LSP-Fosfomycin MJbi goi 10g chita  |Bot pha 36 [TCCS [Hop 5goi x 10g| VD-35385-21
Fosfomycin (dudi  |dung dich  [thang
dang Fosfomycin  |uéng
tromethamin) 3g

24. Cong ty dang ky: Cong ty duoc phim va thwong mai Phuong Dong - (TNHH) (D/c: TS
509, to ban do so 01, cum cong nghiép Hap Linh, phwong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh -

Viét Nam)

24.1 Nha san Xuat: Cong ty dwoc pham va thwong mai Phwong bong - (TNHH) (b/c: TS 509,
to bdn do so 01, cum céng nghiép Hap Linh, phuwong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét

Nam)
. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
2 ang | h dang k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
55 [Bestteshbon Sildenafil (dudi Vién nén bao| 36 |TCCS [Hop 01vi, 02 | VD-35386-21
dang Sildenafil phim thang vi, 03 vi x 4

citrat) 25mg

vién; Hop 01 vi,
02 vi, 03 vi x 2
Vién

25. Cong ty dang ky: Cong ty lién doanh Meyer-BPC (D/c: 643, quoc 16 60, phwong Phi Tan,
thanh pho Bén Tre, tinh Ben Tre - Viét Nam)

25.1 Nha sin xuat: Cong ty lién doanh Meyer-BPC (B/c: 643, quéc |6 60, phwong Phi Tan,
thanh pho Bén Tre, tinh Ben Tre - Viét Nam)

STT

Tén thuéc

Hoat chat chinh -
Ham lugng

Dang bao
che

Tudi
tho

Tiéu
chuan

Quy cach
doéng goi

S6 diang ky

T
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56 [lron (I11) Sét (dudi dang Sit  |Dung dich | 24 |TCCS |Hop 20 g6i x | VD-35387-21
Hydroxide-Polymaltose |(I11) hydroxyd udng thang 5ml; Hop 20
complex polymaltose 6ng x 5ml; Hop
complex) 50mg/sml 1 chai 60ml

26. Cong ty ding ky: Cong ty TNHH Cong nghé Dwgc Minh An (P/c: S6 19D-TT5, KPT Tay
Nam Linh Dam, Hoang Liét, Hoang Mai, Ha Ngi - Viét Nam)

26.1 Nha sén xuat: Cong ty c6 phan dwgc pham Trung wong 2 (D/c: L6 27 Khu cong nghiép
Quang Minh, th; tran Quang Minh, huyén Mé& Linh, Tp. Ha Ngi - Viét Nam)

N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
STT Tén thuoc Ham lwgng ché the [chuin doéng géi S0 diing ky
57 |Miboga MJi g6i 7 gchtra  [Cém pha 36 [TCCS [Hop 15 goi, 20 | VD-35388-21
L-Arginin-L-Aspart [hén dich thang goi, 30 gdi x 79
at5g

27. Cong ty ding ky: Cong ty TNHH Dwoc pham Glomed (P/c: S6 35 Pai Lé T Do, Khu cong
nghiép Viét Nam-Singapore, phuwong An Pha, thi x& Thugn An, tinh Binh Duong - Viét Nam)

27.1 Nha san xuat: Céng ty TNHH Dwoc pham Glomed (P/ec: s6 294 Pai 16 Ty Do, Khu cong
nghiép Viét Nam - Singapore, phuwong An Phu, thi x& Thudn An, tinh Binh Duong - Viét Nam)

axetil) 500 mg

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ o2 .
. “ e h Sod k
STT Tén thudc Ham lwong ché | tho [chuin| déng goi 0 dang ky
58 |Glanax 500 Cefuroxim (dudi Vién nén bao| 36 (BP Hop 1vi, 2vi, | VD-35389-21
dang Cefuroxim phim thang[2017 |3 vi x 10 vién

28. Cong ty ding ky: Cong ty TNHH dwoc pham HQ (P/c: 229/C5 Khu dé thi méi Pai Kim, P.
Dai Kim, Q. Hoang Mai, Ha Ngi - Viét Nam)

28.1 Nha san xuit: Cong ty cé6 phan dwec phdm Trung wong 2 (P/c: Lé 27 Khu cng nghiép
Quang Minh, huyén Mé Linh, Tp. Ha Ngi - Viét Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach sé da ,
¢ ey 2 d k
STT Ten thuoc Ham lwong ché | tho |chuin| déng goi 0 dang ky
59 [Deruthricin gel Tyrothricin 0,1% Gel b6i da 24 |TCCS [Hop1ltuyp5g,| VD-35390-21
thang 109
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29. Cong ty ding ky: Cong ty TNHH Lién Doanh Stellapharm (B/c: K63/1 Nguyén Thj S6c, dp
My Hoa 2, xa Xuan Thoi Pong, huyén Hoc Mon, Tp. Ho Chi Minh - Viét Nam)

29.1 Nha san xuat: Cong ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (B/c: S6 40 Bai 16
Tuw Do, khu cdng nghiép Viét Nam - Singapore, phuwong An Phu, thi xa Thudn An, tinh Binh Duong

- Viét Nam)
. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di ,
2 alg ! h diang k
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dans Xy
60 |Enaplus HCT 10/12.5 |Enalapril maleat 10 [Vién nén 24 |TCCS [Hop 3vi, 6 vix| VD-35391-21
mg; thang 10 vién
Hydroclorothiazid
12,5mg
61 [Fenostad 100 Fenofibrat (dudi Vién nang 24 [USP |Hop 3vi, 6 vix| VD-35392-21
dang Fenofibrat cang thang(41 10 vién
pellets 66,0%)
100mg

30. Céng ty ding ky: Cong ty TNHH san xuit duoc pham Medlac Pharma ltaly (B/c: Khu
cong nghi¢p cong ngh¢ cao | - Khu cong ngh¢ cao Hoa Lac, KM29, Dai |6 Thang Long, Huyén
Thach That, Ha Ngi - Viét Nam)

30.1 Nha san xuit: Cong ty TNHH san xuat dwec pham Medlac Pharma Italy (B/c: Khu céng
nghiép cong nghé cao | - Khu cdng ngh¢ cao Hoa Lac, KM29, Dai l¢ Thang Long, Huyén Thach
That, Ha Ngi - Viéet Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 ang | h diang k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
62 |Tomedlac 500 Acid tranexamic 500|Dung dich 36 |BP Hop 5 6ng; 10 | VvD-35393-21
mg/ 5 ml tiém thangfhién |ong x 5 ml
hanh
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CUC QUAN LY DUQC

BOY TE

Poc lap - Tw do - Hanh phuc

PHU LUC II , '
DANH MUC 08 I,\IGUYEN‘LIEU LAM THUOC SAN XUAT TRONG NUOC PUQC CAP
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 170 bo sung

Ban hanh kém theo Quyét dinh sé: 313../QD-QLD, ngay 0.1../09../2021.

CONG HOA XA HQI CHU NGHIA VIET NAM

1. Cong ty ding ky: Cong ty co phan dwec pham Thanh Phat (B/c: L6 CN-1, Khu cong nghiép
Phu Nghia, x& Pha Nghia, Huyén Chuong My, Tp. Ha Ngi - Viét Nam)

1.1 Nha san xuat: Cong ty c6 phan dwoc pham Thanh Phéat (B/c: L6 CN-1, Khu céng nghiép
Phu Nghia, xa Pha Nghia, Huyén Chuong My, Tp. Ha Ngi - Viét Nam)

STT

Tén thuéc

Hoat chit chinh -

Ham lwgng

Dang bao
che

Tudi
tho

Tiéu
chuan

Quy céch
dong goi

S6 ding ky

Bach gidi tir sao vang

Bach gidi tu

Nguyén liéu
lam thuoc

18
thang

TCCS

Tai 50g, 100g,
2509, 5009,
1kg, 2kg, 3Kkg,
5kg, 10kg,
15kg, 20kg,
25kg

VD-35394-21

Cau ky tur

Cau ky tir

Nguyén liéu
lam thuoc

18
thang

TCCS

Tai 50g, 100g,
2509, 500g,
1kg, 2kg, 3kg,
5kg, 10kg,
15kg, 20kg,
25kg

VD-35395-21

Dai hoang chich ruou

bai hoang

Nguyén liéu
lam thuoc

18
thang

TCCS

Tui 50g, 100g,
2509, 500g,
1kg, 2kg, 3kg,
5kg, 10kg,
15kg, 20kg,
25kg

VD-35396-21

Dia cét bi

Pia cdt bi

Nguyén liéu
lam thuoc

18
thang

TCCS

Tui 50g, 100g,
250g, 5009,
1kg, 2kg, 3kg,
5kg, 10kg,
15kg, 20kg,
25kg

VD-35397-21

Hoang tinh ché ruou

Hoang tinh

Nguyén liéu
lam thuoc

18
thang

TCCS

Tui 50g, 100g,
250g, 5009,
1kg, 2kg, 3kg,
5kg, 10kg,
15kg, 20kg,
25kg

VD-35398-21
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Lac tién

Lac tién

Nguyén liéu
lam thuoc

18
thang

TCCS

Tai 50g, 100g,
250g, 500g,
1kg, 2kg, 3kg,
5kg, 10kg,
15kg, 20kg,
25kg

VD-35399-21

M4 tién ché

M4 tién

Nguyén liéu
lam thuoc

18
thang

TCCS

Tui 50g, 100g,
2509, 500,
1kg, 2kg, 3kg,
5kg, 10kg,
15kg, 20kg,
25kg

VD-35400-21

Mau Ié nung

Nguyén liéu
lam thuoc

18
thang

TCCS

Tui 50g, 100g,
2509, 5009,
1kg, 2kg, 3Kkg,
5kg, 10kg,
15kg, 20kg,
25kg

VD-35401-21

____CUC TRUONG

7O ‘C\/‘/\/\\
/ . \/{‘\.\\k

Trang 2
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc

PHU LUC I11. DANH MUC 01 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM - BPQT 170 bé sung

Ban hanh kém theo Quyét dinh sé: 513../QD-QLD, ngay 01./09./202..
1. Cong ty ding ky: Cong ty lien doanh Meyer-BPC (B/c: 643, quoc |6 60, phwrong Pha Tan,
thanh pho Ben Tre, tinh Bén Tre - Viét Nam)

1.1 Nha san xuat: Cong ty lién doanh Meyer-BPC (B/c: 643, quéc 16 60, phuwong Phli Tan, thanh
pho Ben Tre, tinh Ben Tre - Viét Nam)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o .
. < 2 So dang k
STT Tén thuoc Ham lwgng che tho [chuan dong goi 0 dang Ky
1 |Meyerzine Ké&m (dudi dang Vién nén 36 |TCCS [Hop 03 vi, 10 VD3-152-21
Ké&m gluconat phén tan thang vi x 10 vién
70mg) 10mg trong nudC

NS, « \
=" Vii Tuan Cuong
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