BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
S6: 131 /Qb-QLD Ha Ngi, ngay 27 thang 02 nam 2023
QUYET PINH

vé \iiéc ban hanh danh muc 40 thudc san xuit trong nuéc
dwgc cap giay diang ky luwu hanh tai Viét Nam - Dot 182 b6 sung

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 ciia B6 Y té;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua B9 truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan 1y Dirgc
thudc Bo Y té;

Can cir Théng 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 40 thudc san xuat trong
nude duoc cap gidy dang ky Iuu hanh tai Viét Nam - Dot 182 b sung, cu thé:

1. Danh muc 39 thudc san xudt trong nudc duge cp gidy dang ky luu hanh tai
Viét Nam hi¢u luc 05 nam (Phu luc I kem theo).

2. Danh myc 01 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 s6 san xuit va co so ding ky thude cé 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 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 s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét
mot s diéu 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 truéong B Y té stra d6i, bd sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lugng thudc, nguyén liéu lam thude.

4. Thyc hién, phéi hop véi co s nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan Iy Dugc v 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, t& hudng dan sir 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 thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phéi 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 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 vdi cac thude thude danh muc 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 lam thube. Trong truong
hop khong con dap ang du diéu kién hoat dong, co s¢ dang ky phai ¢6 trach nhiém
thuc hién thay ddi 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 céc diéu kién hoat dong clia co so san
xudt trong thoi han higu lyc cla gidy dang ky lwu hanh thudc, nguyén liéu lam thubc.

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 Piéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhn: _ CUC TRUONG
- Nhu biéu 4;

- BT. Pao Hong Lan (dé blc);
- TT. b Xuan Tuyén (de b/c);

- Cuc Quén y - BY Quéc phong, Cyc Y té - Bo Cong af‘ QUAN :)/Lé/’f
-CucY t€ GTVT - B9 Giao thong van tai; \x\ DUOCC N/

- Tong Cuc Hai quan - By Tai chinh; A S — //
- Bao hiém xa hoi Viét Nam; Y S a & \
“B§ Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanhtra ¥ U Tuén Cuong

B, Vin phong HDPTV cip GDKLH thube, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thuge Bo Y té;
- Trung tam mua sam tap trung thude quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;
Website;

- Luu: VT, BKT.



Phu luc I
DANH MUC 39 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 182 BO SUNG

(Kém theo Quyét dinh sé: 131...../0D-QLD ngay27 thang02ndm 2023

cua Cuc Quan ly Dwoc)

1. Co'sé ding ky: Cong ty Co phan Dugc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai
Hoc, Phuong Quang Trung, Tp. Quy Nhon, Tinh Binh Pinh, Viét Nam)
1.1. Co sé san xuit: Cong ty Co phin Dwgc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén
Thai Hoc, Phuong Quang Trung, Tp. Quy Nhon, Tinh Binh Dinh,Viét Nam)

STT | Tén thube

Ham luwgng

Hoat chit chinh -

Dang bao
ché

Quy cach
déng goi

Tiéu
chuan

Tubi
tho
(thang)

S6 diang ky

1 | Augbidil
125mg/31,25
mg

dang Amoxicillin
trihydrat) 125mg;
Acid clavulanic
(dudi dang
Potassium
clavulanate with
silicon dioxide
(1:1)) 31,25mg

Amoxicillin (dudi

Bot pha hon
dich udng

Hop 12 goi;
Hop 20 goi

TCCS

24

893110000123

2 Augbidil
400mg/57mg

dang Amoxicillin
trihydrat) 400mg;
Acid clavulanic
(dudi dang
Potassium
clavulanate with
silicon dioxide
(1:1)) 57mg

Amoxicillin (duéi

Bot pha hon
dich udng

Hop 12 goi;
Hop 20 goi

TCCS

24

893110000223

2. Co so diing ky: Cong ty ¢6 phan dwgc Apimed (Dia chi: 263/9 Ly Thuong Kiét, phuong 15, quan 11, thanh phd
Hb Chi Minh, Viét Nam)
2.1. Co sé san xuét: Cong ty cb phan duwge Apimed (Dia chi: Puong N1, cum cong nghiép Phti Thanh - Vinh Thanh,
x4 Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

STT | Tén thuéc | Hoat chit chinh- | Dangbao | Quy cich déng Tiéu | Tuditho | S6 ding ky
Ham luwgng ché g0i chuén (thang)
3 Nerapi-C Piracetam 400mg; | Vién nang Hop 03 vix 10 TCCS 36 893110000323
400/25 Cinnarizin 25mg cing vién; hop 10 vi x

10 vién; Hop 01
chai 100 vién;
Hop 01 chai 200
vién

4 Pakast 4 Montelukast 4mg Thubc bot Hop 20 goi x TCCS 24 893110000423
0,5g; hop 50 goi
x 0,5¢




3. Co sé ding ky: Cong ty cd phin Dwoc Ha Tinh (Dia chi: S6 167, duong Ha Huy Téap, Phudng Nam Ha, thanh
phé Ha Tinh, Tinh Ha Tinh, Viét Nam)
3.1. Co sé san xuit: Cong ty c6 phan Dwoe Ha Tinh (Dia chi: S6 167, dwong Ha Huy Tép, Phuong Nam Ha, thanh
phé Ha Tinh, Tinh Ha Tinh, Viét Nam)

STT | Ténthudc | Hoat chitchinh | Dang bao Quy cach déong | Tiéu Tubi S6 ding ky
- Ham lugng ché g0i chuén tho
(thang)
5 Hadiproxen | Naproxen Viénnénbao | Hop 5 vix 4 TCCS 36 893110000523
500mg; tan trong rudt | vién; Hop 10 vi x
Esomeprazol 4 vién; Hop 20 vi
(dudi dang x 4 vién; Hop 5
esomeprazol vi x 5 vién; Hop
magnesium 10 vi x 5 vién;
trihydrat) 20mg Hop 20 vix 5
vién; Hop 5 vi x
10 vién; Hop 10
vi x 10 vién; Hop
20 vi x 10 vién;
Hop 5 vix 10
vién; Hop 10 vi x
10 vién; Hop 20
vi x 10 vién
6 Vitamin C Acid ascorbic Vién nén bao | Hop 5 vix 10 TCCS 36 893110000623

500mg

phim

vién; Hop 10 vi x
10 vién

4. Co sé ding ky: Cong ty Co phan Duwgc pham 3/2 (Dia chi: 601 Cach Mang Thang Tam, phuong 15, quéan 10, TP.
Hb Chi Minh, Viét Nam)
4.1. Co sé san xuat: Coéng ty Co phan Dwoc pham 3/2 (Dia chi: 930 C2, duong C, KCN Cat Lai - Cum II, phuong
Thanh My Loi, quan 2, TP. HO Chi Minh, Viét Nam)

STT Tén thude Hoat chit Dang bao Quy cach dong Tiéu Tubi S6 ding ky
chinh - Ham ché g0i chuén tho
lwong (thang)
7 Carbocistein | Carbocisteine Vién nén Hop 3 vix 10 TCCS 24 893100000723
375 375mg vién; HOp 5 vi x
10 vién; Hop 10 vi
x 10 vién

5. Co s6 ding ky: Cong ty c6 phan Dwoc pham An Thién (Dia chi: 314 Bong Sao, phudng 5, quan 8, Tp.H6 Chi

Minh, Viét Nam)

5.1. Co sé san xuat: Cong ty c6 phan Dwoc pham An Thién (Pia chi: Lo C16, Pudng s6 9, khu cong nghiép Hiép

Phudc, Huyén Nha Bé, Thanh phéHS Chi Minh, Viét Nam)

STT | Ténthudc | Hoat chitchinh | Dang bao Quy cach dong Tiéu Tubi S6 ding ky
- Ham lwgng ché goi chuin tho
(thang)
8 Adacine Adapalene 0,1% | Gel boi da Hop 1 tuyp Sg; TCCS 36 893110000823

(kl/kD);
Clindamycin
(dudi dang

Hop 1 tuyp 10g;
Hop 1 tuyp 15g;
Hop 1 tuyp 20g;




Clindamycin Hop 1 tuyp 25g;
phosphate) 1% Hop 1 tuyp 30g
(kl/k1)
9 Afusic Acid Fusidic 2% | Kem béida | Hop 1 tuyp TCCS 36 893110000923
(kl/k1) 10gam; Hop 1
tuyp 15gam, Hop
1 tuyp 20gam;
Hop 1 tuyp
25gam; Hop 1
tuyp 30gam; Hop
1 tuyp 50gam
10 | Atbesalic Betamethason Thubc m& Hop 1 tuyp TCCS 36 893110001023
(dudi dang boi da Sgam; Hop 1
Betamethason tuyp 10gam; Hop
dipropionat) I tuyp 15 gam;
0,05% (kl/kl); Hop 1 tuyp
Acid Salicylic 20gam; Hop 1
3% (kl/kl) tuyp 25gam; Hop
1 tuyp 30gam

6. Co so diang ky: Cong ty Co phan Dwgc pham Duoc liéu Pharmedic (Pia chi: S6 367 Nguyén Trai, phuong
Nguyén Cu Trinh, quan 1, TP. Hb Chi Minh, Viét Nam)
6.1. Co so san xuat: Cong ty C6 phian Dugc phim Duoc li¢u Pharmedic (Dia chi: 1/67 Nguyén Vian Qua, phuong
bong Hung Thuan, quan 12, TP. Hd Chi Minh, Viét Nam)

STT | Ténthudc | Hoat chit chinh | Dang bao Quy cach Tiéu Tubi tho S6 ding ky
- Ham lwgng ché dong goi chuin (thang)
11 Bromhexfar | Mdi 5ml sird Sir6 Hop 1 chai x TCCS 24 893100001123
chura: Bromhexin 90ml
hydroclorid 4mg

7. Co sé ding ky: Cong ty co phan Duwge pham Ha Ty (Dia chi: S6 10A, Pho Quang Trung, P. Quang Trung, Q.
Ha DBong, TP. Ha N¢i, Viét Nam)
7.1. Co sé sin xuit: Cong ty cd phan Dugec phim Ha Tay (Dia chi: T6 dan phd sb 4, P. La Khé, Q. Ha Pong, TP.
Ha Noi, Viét Nam)

STT | Tén thubc Hoat chit Dang bao Quy cach dong Tiéu Tubi Sé dang ky
chinh - Ham ché g6i chuén tho
lwgng (thang)
12 | Paracetamol | Paracetamol Viennén | Hop 10 vix 10 TCCS 36 893100001223
500mg vién, 20 vix 10
vién, 50 vix 10
vién.

8. Co sé ding ky: Cong ty C6 phan dwoc pham Me Di Sun (Dia chi: S6 521, khu phd An Loi, phudng Hoa Loi, thi
xd Bén Cat, tinh Binh Duong, Viét Nam)
8.1. Co s san xuit: Cong ty C6 phan dwgec pham Me Di Sun (Dia chi: S6 521, khu phd An Loi, phuong Hoa Loi,
thi x Bén Cat, tinh Binh Duong, Viét Nam)

STT

Tén thube

Hoat chit chinh
- Ham lwgng

Dang bao
ché

Quy cach dong
g0i

Tiéu
chuan

Tudi tho
(thang)

S6 ding ky




13

Eufixim
100

Cefixim (dudi
dang Cefixim
trihydrat) 100mg

Vién nén

Hop3vix 10
vién; Hop 10 vi x
10 vién

TCCS

36

893110001323

9. Co sé ding ky: Cong ty Co phan Dugc pham OPC (Pia chi: 1017 Hong Bang, phudng 12, Quan 6, TP. Ho Chi
Minh, Viét Nam)
9.1. Co 56 san xuédt: Chi nhanh cong ty ¢6 phin dwge phim OPC tai Binh Dwong - Nha may dugc phim OPC
(Dia chi: S6 09/DX04-TH, T6 7, 4p Tan Hoa, xa Tan Vinh Hiép, Tan Uyén, Tinh Binh Duong, Viét Nam)

STT | Tén thuéc | Hoat chit chinh - Dang | Quy cach dong Tiéu Tudi tho S6 dang ky
Ham lwong bao ché goi chuén (thang)
14 | Op.Pred Prednisolon (dudi Viénsti | Hop 1 tuyp x 20 TCCS 36 893110001423
20mg dang Prednisolon bot vién; Hop 1

natri
metasulfobenzoat)
20mg

tuypx 40 vién

10. Co sé diang ky: Cong ty Co phan Dwgc pham SaVi (Dia chi: L6 Z01-02-03a KCN trong KCX Téan Thuén,
phuong Tan Thuan Pong, quan 7, Tp. H6 Chi Minh, Viét Nam)
10.1. Co sé san xuat: Cong ty C6 phan Duge phdm SaVi (Dia chi: Lo Z01-02-03a KCN trong KCX Tan Thuén,
phuong Tan Thuan DPong, quan 7, Tp. Hb Chi Minh, Viét Nam)

STT | Ténthubc | Hoat chit chinh | Dang bao Quy cach Tiéu Tudi tho S6 ding ky
- Ham lwgng ché dong goi chuén (thang)
15 | Nakflon Carbocistein Viennén | Hop4vix 15 JPXVII 36 893100001523
375mg bao phim | vién
16 | Savi-Toux Acetylcystein Thubc Hop 10 goi x TCCS 24 893100001623
200 200mg com sui Ig
bot

11. Co'sé ding ky: Cong ty c6 phan dwge pham Trung wong I - Pharbaco (Dia chi: s6 160 Tén Ptic Thang, phuong

Hang B6t, Quan Déng Pa, Thanh phé Ha No6i, Viét Nam)

11.1. Co sé san xuét: Cong ty co phin duwge phim Trung wong I - Pharbaco (Dia chi: Thon Thach Lbi, xa Thanh
Xuén, huyén Séc Son, thanh phé Ha N6i, Viét Nam)

STT | Ténthudc | Hoat chét chinh Dang bao Quy cach Tiéu Tubi tho S6 ding ky
- Ham lwgng ché déng goi chuin (thang)
17 | Glycomet- Metformin Vién nén bao | Hop 03 vix TCCS 24 893110001723
GP2 hydrochloride phim giai 10 vién

500mg; phong kéo dai
Glimepirid 2mg

18 Otilin 15ml | Xylometazolin Dung dich xit | Hop 01 lo TCCS 24 893100001823
hydroclorid 0,1% | miii 15ml

12. Co s& ding ky: Cong ty Co phan Duge pham va Sinh hoc Y té (Pia chi: 31 Ngo Thoi Nhiém, Phuong V6 Thi
Sau, Quan 3, TP. H6 Chi Minh, Viét Nam)
12.1. Co sé san xuét: Cong ty C6 phan Duge phim va Sinh hoc Y té (Dia chi: L6 ITT — 18, dudng s 13, Khu cong
nghiép Tan Binh, Quan T4n Phu, TP. H6 Chi Minh, Viét Nam)

STT

Tén thube

Hoat chit
chinh - Ham
lwgng

Dang bao
ché

Quy cach dong
goi

Tiéu
chuan

Tudi tho
(thang)

S6 diang ky




19

Moxiphar
DT 500

Amoxicilin Vién nén
(duéi dang phan tan
amoxicilin

trihydrat)

500mg

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

TCCS

36

893110001923

13. Co sé ding ky: Cong ty co phan dwge VTYT Hai Dwong (Dia chi: S6 102, ph6 Chi Lang, phuong Nguyén Trii,
thanh phé Hai Duong, tinh Hai Duong, Viét Nam)
13.1. Co s¢' san xuét: Cong ty c6 phin dwge VTYT Hii Dwong (Dia chi: S6 102, phd Chi Lang, phuong Nguyén

Trai, thanh phd Hai Duong, tinh Hai Duong, Viét Nam)

Riboflavin natri
phosphat 5,47mg;
Nicotinamid
40mg; Pyridoxin
hydroclorid 4mg;
Dexpanthenol 6mg

STT | Ténthubc | Hoat chitchinh- | Dang Quy cach Tiéu Tudi tho S6 diang ky
Ham lwong bao ché dong goi chuin (thang)
20 | Supvizyn M&i 2ml dung dich | Dung Hop 10 ng; TCCS 36 893110002023
New chira Thiamin dich hop 12 éng;
hydroclorid 10mg; | tiém hop 20 éng

14. Co sé ding ky: Cong ty co phan Héa - Duwgec pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15,
Quén 11, Tp. H5 Chi Minh, Viét Nam)
14.1. Co so sin xuét: Cong ty c6 phin Héa - Dugc phadm Mekophar (Dia chi: 297/5 Ly Thudng Kiét, Phuong 15,
Quén 11, Tp. H5 Chi Minh, Viét Nam)

STT | Tén thudce Hoat chit Dang bao Quy cach Tiéu Tubi tho S6 ding ky
chinh - Ham ché dong goi chuén (thang)
lwgng
21 Artiflax 250 | Glucosamin Viénnang | Hop 10 vix 10 TCCS 36 893100002123

sulfat (duoi cung vién; Hop 01
dang chai 100 vién;
Glucosamin Hop 01 chai
sulfat natri 200 vién
clorid) 250mg

15. Co sé dang ky: Cong ty cb phi“m Korea United Pharm.Int'l (Dia chi: S6 2A, Pai 16 Ty Do, Khu cong nghiép
Viét Nam-Singapore, Huyén Thuan An, Tinh Binh Duong, Viét Nam)
15.1. Co sé san xuit: Cong ty c6 phan Korea United Pharm.Int'l (Dia chi: S6 2A, Pai 16 Ty Do, Khu cong nghiép
Viét Nam-Singapore, Huyén Thuan An, Tinh Binh Duong, Viét Nam)

STT Tén thude Hoat chit chinh | Dang bao Quy cach Tiéu Tubi tho S6 ding ky
- Ham lugng ché dong goi chuén (thang)
22 | Avantomega | Omega-3-acid Vién nang | Hop 3 vix 10 TCCS 36 893110002223
ethyl esters 90 mém vién; Hop 6 vi
1000mg x 10 vién

16. Co so ding Ky: Cong ty Co phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué, Thanh ph6 Tuy Hoa, tinh Phu
Yén, Viét Nam)
16.1. Co s6 san xuat: Cong ty C6 phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué, Thanh phd Tuy Hoa, tinh Phu
Yén, Viét Nam)




STT | Ténthudc | Hoat chit chinh- | Dang bao Quy cach Tiéu Tudi tho S6 ding ky
Ham lwong ché dong goi chuén (thang)
23 Cuine Glucosamin sulfat | Thudc bot Hop 30 goi; TCCS 36 893100002323
1500mg (dudi dang pha hén Hop 40 goi x
Glucosamin sulfat | dich uéng | 4g
natri clorid)
1500mg

17. Co sé ding ky: Cong ty co phan thiét bi y té Cryopharm (DPia chi: S6 nha 28, Ngd 163/1/4 Puong Pai M9,
phuong Dai M, quan Nam Tir Liém, TP. Ha Noi)
17.1. Co sé san xuét: Cong ty ¢6 phin lién doanh Duwgc pham Eloge France Viét Nam (Pia chi: Khu Cong nghiép
Qué V5, xa Phuong Liéu, huyén Qué V, tinh Béc Ninh, ViétNam)

STT Tén thude Hoat chit Dang bao Quy cach Tiéu Tubi tho S6 ding ky
chinh - Ham ché dong goi chuén (thang)
lugng
24 | Dozhaimer's Donepezil Viénnén | Hop3vix 10 TCCS 36 893110002423
10-ODT hydrochlorid phan tan vién
10mg trong
miéng

18. Co 6 diing ky: Cong ty Co phan thwong mai Duwgc pham Sao Mai (Dia chi: Khu can b, duong Noi Thi, Thi
tran Gia Binh, Huyén Gia Binh, Tinh Bic Ninh, Viét Nam)
18.1. Co sé san xuat: Cong ty c6 phan Dwge pham Ha Ty (Pia chi: T6 dan phd sb 4, P. La Khé, Q. Ha Pong, TP.
Ha Noi, Viét Nam)

STT | Tén thubc Hoat chat Dang bao | Quy cach dong Tiéu Tubi tho S6 ding ky
chinh - Haim ché goi chuén (thang)
lwong
25 | Thiova 300 | Acid alpha Viénnang | Hop 1 taix 10vix | TCCS 24 893110002523
lipoic 300mg mém 10 vién.

19. Co sé ding ky: Cong ty Co phan XNK Y té Domesco (Dia chi: S6 66, Qudc 16 30, Phudng My Phi, Thanh phd
Cao Lanh, Tinh Dong Thép, Viét Nam)
19.1. Co s6 san xuit: Cong ty C6 phin XNK Y té Domesco (Dia chi: S6 66, Qudc 16 30, Phudng M§ Phu, Thanh
phé Cao Linh, Tinh Dong Thap, Viét Nam)

STT | Tén thubc Hoat chit Dang bao | Quy cach déng Tiéu Tudi tho S6 ding ky
chinh - Haim ché goi chuin (thang)
lwgng
26 Cefuroxim Cefuroxim Vién nén Hop 2 vi x 5 vién; TCCS 36 893110002623
500mg (duéi dang bao phim | Hop 6 vix 5 vién;
Cefuroxim Hop 10 vix 5
axetil) 500mg vién; Hop 10 vi x
10 vién
27 | Dozoltac Paracetamol Vién nang | Hop 10 vix 10 TCCS 48 893100002723
325mg; cing vién; Hop 20 vi x
Clorpheniramin 10 vién
maleat 4mg
28 | Dorover Perindopril Vién nén Hop 1 tai nhom x TCCS 36 893110002823
Plus tert-butylamin 1 vi x 30 vién;

6




4mg; Hop 10 tai nhém x
Indapamid 10 vi x 30 vién
1,25mg

20. Co sé ding ky: Cong ty Co phan dugc pham OPV (Dia chi: S5 27, Pudng 3A, Khu Cong Nghiép Bién Hoa II,
Phuong An Binh, Thanh phd Bién Hoa, Tinh Pong Nai, Viét Nam)

20.1. Co s6' san xuét: Cong ty Co phin dwoc phdm OPV (Dia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa
II, Phudng An Binh, Thanh phd Bién Hoa, Tinh Pong Nai, Viét Nam)

STT | Tén thuéc | Hoat chit chinh- | Dang bao | Quy cach déng Tiéu Tubi tho S6 ding ky
Ham lwong ché goi chuin (thang)
29 | Amefluday | Paracetamol Viennén | Hop1taix 1 vi TCCS 24 893110002923

500mg; bao phim | x 10 vién; Hop 2

Phenylephrin tixSvix 10

hydroclorid Smg; vién; HOp 4 tui x

Dextromethorphan 5vix 10 vién;

hydrobromid 15mg Hop 10 vix 10

vién

21. Co sé dang ky: Cong ty C6 phan dwgc pham Trung wong Vidipha (Pia chi: 184/2 Lé Van Sy, P.10, Q. Phu
Nhuan, TP.HCM, Viét Nam)

21.1. Co sé san xuét: Chi nhanh Céng ty C6 phin duge phim Trung wong Vidipha Binh Dwong (Dia chi: Khu
phd Tén Binh, phuong Tan Hiép, thi xa Tan Uyén, tinh Binh Duong, Viét Nam)

STT Tén thude Hoat chit Dang bao | Quy cach dong Tiéu Tubi tho S6 ding ky
chinh - Ham ché g0i chuén (thang)
luwgng
30 | Roxithromycin | Roxithromycin | Viénnén | Hop1vi,10vix | DDVNV 36 893110003023
150mg 150mg bao phim | 10 vién; Hop 1
chai 100 vién

22. Co s& ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, qudc 16 60, phudng Phi Tan, thanh phd Bén
Tre, tinh Bén tre, Viét Nam)
22.1. Co sé san xuét: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, qudc 16 60, phudng Phu Tan, thanh phd Bén
Tre, tinh Bén tre, Viét Nam)

STT | Tén thuéc | Hoat chit chinh | Dang bao Quy cach Tiéu Tubi tho S6 dang ky
- Ham luwgng ché dong goi chuén (thang)
31 Betaprosone Betamethason Kem boéida | Hop 1 tuyp TCCS 24 893110003123
cream 0,05% | (dudi dang 10g; Hop 1
Betmethason tuyp 15¢g
dipropionat)
0,5mg/lg

23. Co s¢ ding ky: Cong ty TNHH Dwgc pham Allomed (Pia chi: L6 A-1H-CN, Khu Cong Nghiép My Phudc 3,
Phudng Chanh Pha Hoa, Thi X Bén Cat, Tinh Binh Duong, Viét Nam)

23.1. Co sé san xuit: Cong ty TNHH Dwgc phim Allomed (Dia chi: Lo A-1H-CN, Khu Cong Nghiép My Phudc
3, Phuong Chanh Pht Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

STT | Tén thude Hoat chit chinh - Dang Quy cach dong Tiéu Tubi S6 ding ky
Ham lwong bao ché goi chuin tho
(thang)




32

Russebo
(Without
Potassium)

Tai 5000 ml (gdm
ngan A chura 555 ml
dung dich dién giai va
ngan B chira 4445 ml
dung dich dém):-
Ngan A: Natri clorid
2,34 gam;- Ngin A:
Calci clorid dihydrat
1,1 gam;- Ngan A:
Magnesi clorid
hexahydrat 0,51 gam;-
Ngan A: Glucose
monohydrat (twong
duong 5 g glucose
khan) 5,49 gam;-
Ngén B: Natri clorid
27,47 gam;- Ngan B:
Natri bicarbonat 15,96
gam

Dung
dich
thAm
phan
mau

Thung 1 tai 5000
ml (tai 2 ngan,
ngan A chua 555
ml dung dich
dién giai va ngan
B chira 4445 ml
dung dich dém),
thung 2 tai 5000
ml (t0i 2 ngén,
ngan A chua 555
ml dung dich
dién giai va ngan
B chira 4445 ml
dung dich dém)

TCCS

24

893110003223

24. Co sé dang ky: Cong ty TNHH Dwoc pham Anh Thy (Pia chi: D7 - T6 dan pho Pinh thén, Phuong M¥ Dinh
1, Quan Nam Tur Liém, Ha Néi, Viét Nam)
24.1. Co sé san xuét: Cong ty duge phim va thwong mai Phuong Pong (Dia chi: TS 509, td ban db s6 01, cum
CN Hap Linh, phuong Hap Linh, TP.Bic Ninh,tinh Bic Ninh, Viét Nam)

STT | Tén thudc Hoat chit chinh - | Dang bao Quy cach Tiéu Tubi tho S6 dang ky
Ham lwong ché dong goi chuin (thang)
33 | Ptrovit Mbi 10ml chira: Calci | Dung dich | Hop 4 vix 5 TCCS 36 893100003323
gluconat (dudi dang uéng éng x 10ml;
calci gluconat Hop20 vix 5
monohydrat) 500mg; dng x 10ml
Calci lactat
pentahydrat 350mg

25. Co s¢ dang ky: Cong ty TNHH Dwgc pham Huy Vian (Dia chi: 511/15 Huynh Van Béanh, Phuong 14, Quan
Pha Nhuén, Tp. H6 Chi Minh, Viét Nam)
25.1. Co sé san xuit: Cong ty C6 phan US Pharma USA) (Dia chi: L6 B1-10, Puong D2, KCN Tay Bic Cu Chi,
Tp.H6 Chi Minh, Viét Nam)

10 vién Hop 10 vi
x 10 vién; Chai 50
vién; Chai 100
vién; Chai 200
vién

STT | Tén thudce Hoat chit Dang bao Quy cach dong Tiéu Tubi tho S6 ding ky
chinh - Haim ché go0i chuin (thang)
lugng
34 | Densil Diosmin Vién nén Hop 3 vix 10 TCCS 36 893110003423
600mg bao phim vién; Hop 5 vi x

26. Co s¢ dang ky: Cong ty TNHH Dugc pham USA-NIC (Pia chi: L6 11D duong C, KCN Tan Tao, P. Tan Tao
A, Q.Binh T4n, TP.Hb Chi Minh, Viét Nam)
26.1. Co s¢ san xuiat: CONG TY TNHH DUQC PHAM USA - NIC (USA - NIC PHARMA) (Pia chi: L6 11D

duong C, KCN Téan Tao, P. Tan Tao A, Q.Binh Téan, TP.H) Chi Minh, Viét Nam)
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65mg

nhé6m/PVC 10
vién. Hop 10 vi,
15 vi x vi
nhom/PVC 12
vién; Chai 100
vién, 200 vién,
500 vién.

STT | Tén thudc Hoat chit Dang Quy cach déng Tiéu Tudi tho S6 ding ky
chinh - Ham bao ché g0i chuén (thang)
lwong
35 Paracetamol- | Paracetamol Vién nén | Hop 10 vi, 12 vi, TCCS 36 893100003523
cafein 500mg; cafein 15 vix vi

27. Co s ding ky: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, Xa
Xuén Théi Bong, Huyén Hoc Mon, Tp. Hd Chi Minh-Viét Nam)
27.1. Co s& sén xuit: Cong ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (Pia chi: S6 40 dai 16 Ty Do, Khu
cong nghi€p Viét Nam - Singapore, Phudong An Phu, Thi xa Thuén An, Tinh Binh Duong, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Quy cich déng Tiéu Tudi tho S6 dang ky
chinh - Ham ché g0i chuén (thang)
lwgng
36 Clindamycin | Clindamycin Vién nang Hop2vix 10 BP 2018 24 893110003623
STELLA (dudi dang cung vién; Hop 3 vi x
300mg Clindamycin 10 vién; Hop 5 vi
hydrochloride) x 10 vién;
300mg

28. Co s6 dang ky: Cong ty TNHH Phil Inter Pharma (Dia chi: SO 20, Pai 16 Hitu Nghi, KCN Viét Nam - Singapore,
Thuan An, Binh Duong, Viét Nam)
28.1. Co s& san xuat: Cong ty TNHH Phil Inter Pharma (DPia chi: S6 20, Pai 16 Hitu Nghi, KCN Viét Nam -
Singapore, Thuan An, Binh Duong, Viét Nam)

STT | Ténthubec | Hoat chétchinh | Dang bao | Quy cich déng Tiéu Tudi tho S6 ding ky
- Ham lwong ché goi chuin (thang)
37 Becraz Cefotaxime Thudc bot Hop 10 1g; Hop 1 USP 36 893110003723
(dudi dang pha tiém lo va 1 6ng nuée hién
Cefotaxime cét pha tiém 10ml hanh
sodium) 2g

29. Co s6 diang ky: Cong ty TNHH Sinh dwgc pham Hera (Pia chi: Lo A17 KCN Tt Ha, phuong Tt Ha, thi xa

Huong Tra, tinh Thira Thién Hué, Viét Nam)

29.1. Co sé san xuit: Cong ty TNHH Sinh dwgc phdm Hera (Pia chi: L6 A17 KCN T& Ha, phuong Tir Ha, thi x3

Huong Tra, tinh Thira Thién Hué, Viét Nam)

STT Tén thude Hoat chit chinh | Dang bao Quy cach dong Tiéu Tubi tho S6 diang ky
- Ham lugng ché g0i chuén (thang)
38 | Heraace 2,5 Ramipril 2,5mg Vién nang | Hop 3 vix 10 BP hién 36 893110003823
cung Vién hanh
39 | Heraace 5 Ramipril 5mg Viénnang | Hop 3 vix 10 BP hién 36 893110003923
cung Vién hanh




Phu luc II

DANH MUC 01 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY

LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POT 182 BO SUNG
(Kém theo Quyét dinh sé:

131 ... /OD-OLD ngay27thing02 nam 2023
cua Cuc Quan ly Dwoc)

1. Co sé diing ky: Cong ty c¢6 phin Dwoe pham Ha Tay (Pia chi: S6 10A, Phé Quang Trung, P. Quang Trung, Q.
Ha DBong, TP. Ha N¢i, Viét Nam)
1.1. Co sé san xuét: Cong ty cé phan Dwgc phdm Ha Tay (Pia chi: T6 dan phd sb 4, P. La Khé, Q. Ha Pong, TP.
Ha Noi, Viét Nam)

maleat 2mg

STT | Tén thudce Hoat chit chinh - Dang bao Quy cach Tiéu Tudi tho S6 dang ky
Ham lwong ché dong goi chuin (thang)
Bot cam Paracetamol 325 Thudc bot Hop 100 goi TCCS 36 893100004023
cim mg; Thiamin phahdn dich | x 2,5g
1 Pacemin - mononitrat 10 mg; ubng
B1 Clorpheniramin




