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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

2SO UC QUAN LY DUQC Poc lap - Tw do - Hanh phuc
Sé: 131 /QP-QLD Ha N¢i, ngay 27 thdang 02 nam 2023
QUYET PINH

vé viéc'ban hanh danh muc 40 thudc sian xuit trong nugc
dugc cap giay dang ky luu hanh tai Viét Nam - Dot 182 b6 sung

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy
dinh churc nang, nhiém vu, quyén han va co cdu té chire ciia Bo Y té;

Can cur Quyet dinh 56 7868/QD-BYT ngay 28/12/2018 cua Bo truong Bo Y té
quy dinh chicc nang, nhiém vu, quyén han va co cau té chire ctia Cuc Qudn 1y Duoc
thuéc Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng Bo Y té
quy dinh vi¢c dang ky heu hanh thudc, nguyéen li¢u lam thudc;

Can cir két lugn cua Hoi dong tw van cdp gidy dang ky luu hanh thude, nguyén
liéu lam thuée - B Y té;

Theo dé nghi ciia Trudng phong Ping ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay danh muc 40 thudc san xuat trong
nudc duoc cép giéy dang ky luu hanh tai Viét Nam - Dot 182 bod sung, cu thé:

1. Danh muc 39 thudc san xuat trong nudc duoc cap gidy diang ky luu hanh tai
Viét Nam hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 01 thudc san xuét trong nudc dugc cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc Il kem theo).

Picu 2. Co s6 san xuét va co so dang ky thude co trach nhiém:

1. San xuat thudc theo dung cac ho so, tai liéu da dang ky voi BO Y té va phai
in s dang ky dugc B Y té Viét Nam cép 1én nhan thudc.

2. Chi duoc san xuit, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soét
dac biét phu hop vo1 pham vi hoat dong cua co s¢ dép ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 cua Chinh phi quy dinh chi tiét
mot s6 dicu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuén chit lugng cua thubc 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 lidu lam thuéc, Thong tu sd 03/2020/TT-BYT ngay
22/01/2020 ciia Bo truong Bo Y té sira doi, bd sung mot sd 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 sé nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cia Cuc Quan ly Dugc vé viée kiém tra
chat luong nguyén lidu 1am thuc nhém sartan dbi véi cac thude thude danh muyc tai
Piéu 1 ban hanh kém theo Quyét dinh nay co chira dugc chat thudc nhom sartan.



5. Cap nhat nhan thudc, to hudng dan sir dung thude theo ‘quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B6 truong B Y té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va t& huéng dan st dung thude trong thoi han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bo sung giay dang
ky lwu hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phoi hop véi cic co so diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cia
thude trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Piéu 5 Thong tur
s6 08/2022/TT-BYT dbi voi cac thude thudc danh muc trong Phu luc II ban hanh
kém theo Quyét dinh nay.

7. Co s¢ dang ky thubc phai bao dam duy tri diéu kién hoat ~dong trong thoi
gian hiu'lyc cua giay dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng
hop khong con dap tmg di diéu kién hoat dong, co so dang ky phai ¢ trach nhiém
thuc hién thay d6i co s& dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT
trong thoi han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

8. Co so san xuat thude phal bao dam cac diu kién hoat dong cua co so san
xuét trong thoi han hiéu luc cua gidy dang k¥ luu hanh thude, nguyén liéu lam thude.

Piéu 3. Quyét dinh ndy c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 4. Giam doc S¢'Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co s& san xuét va co s dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: ~ CUC TRUONG
- Nhu Diéu 4; Mo X

- BT. Pao Hong Lan (dé blc); Y A4

- TT. Pd Xuan Tuyén (de b/c); ,\7/\<5/ CUC
- Cuc Quany - Bo Quédc phong, Cuc Y té - Bo Cong‘aﬁ’ QuAN |
- Cuc Y té GTVT - B9 Giao thong van tai; \

- Téng Cuc Hai quan - B Tai chinh; \ ~—
- Bo hiém xa hoi Viét Nam; N Y SF e & 5
-Bd Y té: Vu PC, Cyc QLYDCT, Cyc QLKCB, Thanh tra Vii Tuan Cuong

B9, Vin phong HDTV cap GPKLH thubc, NLLT;

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

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

- Cac Bénh vién, Vién co giuong bénh truc thuge BO Y té;
- Trung tam mua sam tip trung thudc quoc gia;

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

- Luu: VT, BKT.



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

(Kém theo Quyér dinh sé: 131...../OP-OLD ngay27 thang02niam 2023
cua Cuc Qudan Iy Duwoc)

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

STT

Tén thudc

Hoat chét chinh -
Ham lwong

Dang bao
ché

Quy céach
dong goi

Tiéu
chuin

Tudi
tho
(thang)

S6 ding ky

Augbidil
125mg/31,25
mg

Amoxicillin (dudi
dang Amoxicillin
trihydrat) 125mg;
Acid clavulanic
(dudi dang
Potassium
clavulanate with
silicon dioxide
(2:1)) 31,25mg

dich ubng

Bot pha hon

Hop 12 goi;
Hop 20 goi

TCCS

24

893110000123

Augbidil
400mg/57mg

Amoxicillin (du6i
dang Amoxicillin
trihydrat) 400mg;
Acid clavulanic
(duoi dang
Potassium
clavulanate with
silicon dioxide
(1:1)) 57mg

dich uéng

Bot pha hon

Hop 12 goi;
Hop 20 goi

TCCS

24

893110000223

2. Co sé ding ky: Cong ty c6 phan dwge Apimed (Dia chi: 263/9 Ly Thuong Kiét, phudng 15, quan 11, thanh phd
Hd Chi Minh, Viét Nam)
2.1. Co sé san xuit: Cong ty co phan dwge Apimed (Dia chi: Puong N1, cum c6ng nghiép Phii Thanh - Vinh Thanh,
xd Vinh Thanh, huyén Nhon Trach, tinh Dong Nai, Viét Nam)

0,5g; hop 50 goi
x 0,5¢

STT | Ténthuéc | Hoat chit chinh- | Dang bao Quy cach dong Tiéu Tudi tho S6 ding ky
Ham lugng ché goi chudn | (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
Vvién

4 Pakast 4 Montelukast 4mg | Thudc bot Hop 20 goi x TCCS 24 893110000423




3. Co s& ding ky: Cong ty c6 phian Dwoce Ha Tinh (Pia chi: S6 167, duong Ha Huy Tap, Phuong Nam Ha, thanh
phé Ha Tinh, Tinh Ha Tinh, Viét Nam)
3.1. Co s6 san xuét: Cong ty c6 phan Dwoc Ha Tinh (Dia chi: S6 167, duong Ha Huy Tap, Phuong Nam Ha, thanh
phé Ha Tinh, Tinh Ha Tinh, Viét Nam)

STT | Ténthudc | Hoat chét chinh Dang bao Quy cach dong Tiéu Tudi S6 ding ky
- Ham lwgng ché goi chuén tho
(thang)
5 Hadiproxen | Naproxen Viénnénbao | Hop 5vix 4 TCCS 36 893110000523
500mg; tan trong rudt | vién; Hop 10 vi x
Esomeprazol 4 vién; Hop 20 vi
(duoi 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 Viénnénbao | Hop 5vix 10 TCCS 36 893110000623
500mg phim vién; Hop 10 vi x

10 vién

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

375

375mg

vién; Hop 5 vi x
10 vién; Hop 10 vi
x 10 vién

STT Tén thube Hoat chit Dang bao Quy cach déng Tiéu Tudi S6 ding ky
chinh - Ham ché goi chuén tho
lwgng (thang)
7 Carbocistein Carbocisteine Vién nén Hop 3 vix 10 TCCS 24 893100000723

5. Co sé ding ky: Cong ty co phan Duwgec pham An Thién (Dia chi: 314 Bong Sao, phudng 5, quéin 8, Tp.Ho Chi
Minh, Viét Nam)
5.1. Co sé san xuét: Cong ty c6 phan Dwgc phim An Thién (Dia chi: Lo C16, Puong s 9, khu cong nghiép Hiép

Phué6c, Huyén Nha Bé, Thanh ph6HO Chi Minh, Viét Nam)

(kI/KD;
Clindamycin
(dudi dang

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

STT | Ténthudc | Hoat chit chinh | Dang bao Quy cach déong Tiéu Tudi S6 ding ky
- Ham lwgng ché goi chuén tho
(thang)
8 Adacine Adapalene 0,1% | Gel b6i da Hop 1 tuyp Sg; TCCS 36 893110000823




Clindamycin
phosphate) 1%
(kI/KT)

Hop 1 tuyp 25¢;
Hop 1 tuyp 30g

9 Afusic Acid Fusidic 2% | Kembbida | Hop 1 tuyp TCCS 36 893110000923
(kI/KT) 10gam; Hop 1
tuyp 15gam, Hop
1 tuyp 20gam;
Hop 1 tuyp
25gam; Hop 1
tuyp 30gam; Hop
1 tuyp 50gam
10 | Atbesalic Betamethason Thube m& Hop 1 tuyp TCCS 36 893110001023
(duéi dang boi da 5gam; Hop 1
Betamethason tuyp 10gam; Hop
dipropionat) 1 tuyp 15 gam;
0,05% (KI/KI); Hép 1 tuyp
Acid Salicylic 20gam; Hop 1
3% (kI/K) tuyp 25gam; Hop

1 tuyp 30gam

6. Co s¢ diang ky: Cong ty Co phan Duge pham Dwoc liéu Pharmedic (Dia chi: S6 367 Nguyén Trii, phuong
Nguyén Cu Trinh, quan 1, TP. Hb Chi Minh, Viét Nam)
6.1. Co so séan xuét: Cong ty Co phan Duge phim Dwoc liéu Pharmedic (Dia chi: 1/67 Nguyén Van Qu4, phuong

Dong Hung Thuan, quan 12, TP. H5 Chi Minh, Viét Nam)

STT | Ténthudc | Hoat chit chinh | Dang bao Quy cach Tiéu Tudi the S6 ding ky
- Ham lwgng ché déng goi chuén (théang)
11 | Bromhexfar | Mdi Sml sird Sird Hop 1 chai x TCCS 24 893100001123

chira: Bromhexin
hydroclorid 4mg

90ml

7. Co sé diang ky: Cong ty c6 phan Duwge pham Ha Tay (Dia chi: S6 10A, Phd Quang Trung, P. Quang Trung, Q.
Ha Dong, TP. Ha Noi, Viét Nam)
7.1. Co s6' san xuit: Cong ty c6 phan Dwoge phim Ha Tay (Pia 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 déng Tiéu Tudi S6 ding ky
chinh - Ham ché goi chuin tho
lwgng (thang)
12 | Paracetamol | Paracetamol Viénnén | Hop 10vix 10 TCCS 36 893100001223
500mg vién, 20 vix 10
vién, 50 vix 10
Vvién.

8. Co so diing ky: Cong ty Co phan dwgc pham Me Di Sun (Pia chi: S6 521, khu phd An Loi, phudong Hoa Loi, thi
xd Bén Cat, tinh Binh Duong, Viét Nam)
8.1. Co s6 san xuét: Cong ty C6 phin dwge phim Me Di Sun (Dia chi: S6 521, khu phé An Loi, phuong Hoa Loi,
thi x4 Bén Cat, tinh Binh Duong, Viét Nam)

STT

Tén thubde

Hoat chit chinh
- Him lwong

Dang bao
ché

Quy cach dong
goi

Tiéu
chuén

Tubi tho
(thang)

S6 ding ky




13

Eufixim
100

Cefixim (dudi
dang Cefixim
trihydrat) 100mg

Vién nén

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

TCCS

36

893110001323

9. Co s¢ ding ky: Cong ty C6 phan Dugc pham OPC (Dia chi: 1017 Hong Bang, phuong 12, Quan 6, TP. Ho Chi
Minh, Viét Nam)
9.1. Co sé san xuat: Chi nhanh edng ty ¢6 phan dwgc pham OPC tai Binh Duong - Nha may dwge pham OPC
(Dia chi: S6 09/BX04-TH, T6 7,4p Tan Hoa, xa Tan Vinh Hiép, Tan Uyén, Tinh Binh Duong, Viét Nam)

STT | Tén thudc | Hoat chét chinh - Dang Quy cach déng Tiéu Tudi the S6 ding ky
Ham lugng bao ché goi chuén (thang)
14 | Op.Pred Prednisolon (duéi Viénsuai | Hop 1 tuyp x 20 TCCS 36 893110001423
20mg dang Prednisolon bot vién; Hop 1

natri
metasulfobenzoat)
20mg

tuypx 40 vién

10. Co sé ding ky: Cong ty Co phan Dugc pham SaVi (Pia chi: L6 Z01-02-03a KCN trong KCX T4n Thuan,
phuong Tan Thuan Péng, quan 7, Tp. H6 Chi Minh, Viét Nam)
10.1. Co sé san xuét: Céng ty C6 phan Dwgc pham SaVi (Dia chi: Lo Z01-02-03a KCN trong KCX Téan Thuan,
phuong Tan Thuan Dong, quan 7, Tp. H6 Chi Minh, Viét Nam)

STT | Ténthudc | Hoat chit chinh | Dang bao Quy cach Tiéu Tudi the S6 ding ky
- Ham lwong ché doéng goi chuén (thang)
15 | Nakflon Carbocistein Vién nén Hop 4 vix 15 JPXVII 36 893100001523
375mg bao phim | vién
16 | Savi-Toux | Acetylcystein Thubc Hop 10 goi x TCCS 24 893100001623
200 200mg cdm sui 1g
bot

11. Co so ding ky: Cong ty ¢ phan dwoe pham Trung wong I - Pharbaco (Pia chi: s6 160 Tén Birc Thing, phuong
Hang Bot, Quan Péng Pa, Thanh phd Ha Noi, Viét Nam)
11.1. Co s san xuét: Cong ty c6 phan dwgc phim Trung wong I - Pharbaco (Pia chi: Thon Thach Ldi, xd Thanh
Xuan, huyén Soc Son, thanh phé Ha Noi, Viét Nam)

STT | Ténthudc | Hoat chit chinh Dang bao Quy céch Tiéu Tudi the S6 ding ky
- Ham lwong ché dong 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 1o TCCS 24 893100001823
hydroclorid 0,1% | mdi 15ml

12. Co sé diing ky: Cong ty C6 phan Dwogc pham va Sinh hoc Y té (Dia chi: 31 Ngb Thoi Nhiém, Phudng V5 Thi
Sau, Quan 3, TP. H Chi Minh, Viét Nam)
12.1. Co s6' san xuét: Cong ty Co phan Dwgc phim va Sinh hoc Y té (Dia chi: L6 11T — 18, dudng s6 13, Khu cong
nghiép Tan Binh, Quan Tan Pha, TP. H6 Chi Minh, Viét Nam)

STT

Tén thubde

Hoat chit
chinh - Ham
lwgng

Dang bao
ché

Quy cach dong

goi

Tiéu
chuin

Tudi tho
(thang)

S6 ding ky




19

Moxiphar
DT 500

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

Amoxicilin Vién nén
(duéi dang phan tan
amoxicilin

trihydrat)

500mg

TCCS

36

893110001923

13. Co so ding ky: Cong ty ¢o phan dwge VTYT Hai Dwong (Dia chi: S6 102, ph6 Chi Lang, phudng Nguyén Trii,
thanh ph6 Hai Duong, tinh Hai Duong, Viét Nam)
13.1. Co s6 san xuat: Cong ty ¢6 phin dwoe VIYT Hai Dwong (Dia chi: S6 102, phd Chi Lang, phuong Nguyén

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

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

STT | Ténthudc | Hoat chét chinh - Dang Quy céach Tiéu Tudi tho S6 ding ky
Ham lwong bao ché dong goi chuén (thang)
20 | Supvizyn M&i 2ml dung dich | Dung Hop 10 ong; TCCS 36 893110002023
New chira Thiamin dich hop 12 dng;
hydroclorid 10mg; | tiém hop 20 éng

14. Co sé diing ky: Cong ty co phan Héa - Dwoc pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15,
Quan 11, Tp. H6 Chi Minh, Viét Nam)
14.1. Co sé san xuit: Cong ty c6 phan Héa - Dwoc phim Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15,
Quan 11, Tp. H6 Chi Minh, Viét Nam)

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

sulfat (dudi 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 ph?ln Korea United Pharm.Int'l (Pia chi: S6 2A, Pai 16 Tu Do, Khu cong nghiép
Viét Nam-Singapore, Huyén Thuan An, Tinh Binh Duong, Viét Nam)
15.1. Co s& san xuit: Cong ty cb ph:‘in Korea United Pharm.Int'l (Dia chi: S6 2A, Pai 16 Ty Do, Khu cong nghi¢p
Viét Nam-Singapore, Huyén Thuan An, Tinh Binh Duong, Viét Nam)

STT Tén thudc Hoat chit chinh | Dang bao Quy céach Tiéu Tudi tho S6 ding ky
- Ham lwgng ché doéng goi chuén (thang)
22 | Avantomega | Omega-3-acid Viénnang | Hop 3 vix 10 TCCS 36 893110002223
ethyl esters 90 mém vién; Hop 6 vi
1000mg x 10 vién

16. Co s6 ding ky: Cong ty Cé phan Pymepharco (Dia chi: 166 - 170 Nguyén Hué, Thanh phd Tuy Hoa, tinh Pha
Yén, Viét Nam)
16.1. Co s& san xuét: 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 céach Tiéu Tudi tho S6 ding ky
Ham lwgng ché déng goi chuén (thang)
23 Cuine Glucosamin sulfat | Thudc bot Hop 30 gobi; TCCS 36 893100002323
1500mg (dudi dang pha hon Hop 40 goi x
Glucosaminsulfat | dich udng | 4g
natri clorid)
1500mg

17. Co sé ding ky: Cong ty co phan thiét bi y té Cryopharm (Dia chi: S6 nha 28, Ngd 163/1/4 Pudng Dai MJ,
phuong Pai M6, quan NanyTir Liém, TP. Ha Noi)
17.1. Co s6 san xuit: Cong ty c6 phin lién doanh Duwoc phim Eloge France Viét Nam (Dia chi: Khu Cong nghiép
Qué V3, xi Phuong Lidu, huyén Qué V4, tinh Bic Ninh, ViétNam)

STT Tén thudc Hoat chit Dang bao Quy cach Tiéu Tudi tho S6 ding ky
chinh - Ham ché doéng géi chuin (théang)
lwgng
24 | Dozhaimer's Donepezil Viénnén | Hop3vix 10 TCCS 36 893110002423
10-ODT hydrochlorid phén tan vién
10mg trong
miéng

18. Co sé diing ky: Cong ty C6 phan thwong mai Dwoc phdm Sao Mai (Dia chi: Khu can b, dudong Noi Thi, Thi
trdn Gia Binh, Huyén Gia Binh, Tinh Bic Ninh, Viét Nam)
18.1. Co s6' san xuét: Cong ty c¢b phin Dwoc phAm Ha Tay (Dia chi: T6 dan phd sé 4, P. La Khé, Q. Ha Pong, TP.
Ha Noi, Viét Nam)

STT | Tén thudc Hoat chit Dang bao Quy cach déng Tiéu Tudi tho S6 dang ky
chinh - Ham ché goi chuén (thang)
lwgng
25 | Thiova 300 | Acid alpha Viénnang | Hop 1 taix 10 vi x TCCS 24 893110002523
lipoic 300mg mém 10 vién.

19. Co s¢ ding ky: Cong ty Co phan XNK Y té Domesco (Dia chi: S6 66, Quoc 16 30, Phudng My Phu, Thanh phd
Cao Lanh, Tinh Dong Thap, Viét Nam)
19.1. Co sé san xuit: Cong ty C6 phan XNK Y té Domesco (Pia chi: S6 66, Qubc 16 30, Phudng My Phii, Thanh
phé Cao Lanh, Tinh Ddng Thap, Viét Nam)

STT | Tén thubc Hoat chat Dang bao Quy cach déong Tiéu Tudi tho S6 diing ky
chinh - Ham ché goi chuin (thang)
lwgng
26 Cefuroxim Cefuroxim Vién nén Hop 2 vi x 5 vién; TCCS 36 893110002623
500mg (dudi dang bao phim | Hop 6 vi x 5 vién;
Cefuroxim Hop 10 vix 5
axetil) 500mg vién; Hop 10 vi x
10 vién
27 | Dozoltac Paracetamol Viénnang | Hop 10 vix 10 TCCS 48 893100002723
325mg; cung vién; Hop 20 vi x
Clorpheniramin 10 vién
maleat 4mg
28 | Dorover Perindopril Viénnén | Hop 1 thi nhom x TCCS 36 893110002823
Plus tert-butylamin 1 vi x 30 vién;
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4mg;
Indapamid
1,25mg

Hop 10 tai nhdm x
10 vi x 30 vién

20. Co sé diing ky: Cong ty Co phan dwge pham OPV (Dia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II,
Phuong An Binh, Thanh phé Bién Hoa; Tinh Béng Nai, Viét Nam)
20.1. Co s& san xuét: Cong ty Cophan dwge pham OPV (Dia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa
11, Phuong An Binh, Thanh phd Bién Hoa, Tinh Dong Nai, Viét Nam)

STT | Ténthudc | Hoatchit chinh - | Dang bao | Quy cich déng Tiéu Tubi tho S6 ding ky
Ham lwong ché goi chuén (thang)
29 | Ameflu day {-Paracetamol Viénnén | Hop 1 taix 1 vi TCCS 24 893110002923
500mg; bao phim | x 10 vién; Hop 2
Phenylephrin taix 5vix 10
hydroclorid 5mg; vién; Hop 4 thi x
Dextromethorphan 5 vix 10 vién;

hydrobromid 15mg

Hop 10 vix 10
vién

21. Co'sé ding ky: Cong ty Co phian dwoc pham Trung wong Vidipha (Pia chi: 184/2 Lé Vin Sy, P.10, Q. Phu
Nhuan, TP.HCM, Viét Nam)
21.1. Co sé san xuét: Chi nhanh Céng ty C6 phin dwgc phdm Trung wong Vidipha Binh Dwong (Dia chi: Khu

phd Tan Binh, phudng Tan Hiép, thi xa Tan Uyén, tinh Binh Duong, Viét Nam)

chai 100 vién

STT Tén thude Hoat chit Dang bao | Quy cach dong Tiéu Tudi tho S6 diing ky
chinh - Ham ché goi chuén (thang)
lwgng
30 | Roxithromycin Roxithromycin | Viénnén | Hop 1vi, 10vix | DBDVNV 36 893110003023
150mg 150mg bao phim | 10 vién; Hop 1

22. Co sé ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, quic 16 60, phuong Phii Tan, thanh phd Bén
Tre, tinh Bén tre, Viét Nam)
22.1. Co s6 san xuit: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, qudc 16 60, phuong Pht Tan, thanh phd Bén
Tre, tinh Bén tre, Viét Nam)

STT Tén thudc Hoat chit chinh | Dang bao Quy céch Tiéu Tudi tho S6 ding ky
- Ham lugng ché déng goi chuin (thang)
31 | Betaprosone Betamethason Kem béida | Hop 1 tuyp TCCS 24 893110003123
cream 0,05% | (dudi dang 10g; Hop 1
Betmethason tuyp 159
dipropionat)
0,5mg/1g

23. Co s6 dang ky: Cong ty TNHH Dwoc pham Allomed (Pia chi: L6 A-1H-CN, Khu Cong Nghié¢p My Phudc 3,
Phudng Chanh Phii Hoa, Thi X4 Bén Cat, Tinh Binh Duong, Viét Nam)
23.1. Co sé san xuit: Cong ty TNHH Dwgc phdm Allomed (Dia chi: Lo A-1H-CN, Khu Cong Nghi¢p My Phudc
3, Phuong Chanh Phta Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

STT

Tén thube

Hoat chit chinh -
Ham lugng

Dang
bao ché

Quy cach dong
goi

Tiéu
chuén

Tubi
tho
(thang)

S6 ding ky




32

Russebo
(Without
Potassium)

Tai 5000 ml (gom
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;-Ngan 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;-
Ngan B: Natri clorid
27,47 gam;- Ngan B:
Natri bicarbonat 15,96
gam

Dung
dich
thAm
phan
mau

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

TCCS

24

893110003223

24.Co s6 dang ky: Cong ty TNHH Dwgc pham Anh Thy (Dia chi: D7 - T6 dan pho Pinh thén, Phuong My Pinh
1, Quan Nam Tu Liém, Ha Noi, Viét Nam)
24.1. Co sé san xuiat: Cong ty dwoe phdm va thwong mai Phwong Pong (Dia chi: TS 509, to ban d6 s6 01, cum
CN Hap Linh, phuong Hap Linh, TP.Béc Ninh,tinh Béc Ninh, Viét Nam)

STT | Tén thude Hoat chit chinh - | Dang bao Quy céach Tiéu Tudi tho S6 diing ky
Ham lugng ché déng goi chuén (thang)
33 | Ptrovit Mdi 10ml chira: Calci | Dung dich | Hop 4 vix 5 TCCS 36 893100003323
gluconat (dudi dang uéng 6ng x 10ml;
calci gluconat Hop 20 vix 5
monohydrat) 500mg; bng x 10ml
Calci lactat
pentahydrat 350mg

25. Co s6 dang ky: Cong ty TNHH Dwoc pham Huy Vian (Pia chi: 511/15 Huynh Véan Banh, Phuong 14, Quan
Pht Nhuan, Tp. H6 Chi Minh, Viét Nam)
25.1. Co s san xuit: Cong ty C6 phan US Pharma USA) (Pia chi: Lo B1-10, Puong D2, KCN Tay Béc Cu Chi,
Tp.H6 Chi Minh, Viét Nam)

STT | Tén thude Hoat chit Dang bao Quy cach déng Tiéu Tudi tho S6 ding ky
chinh - Ham ché goi chuén (thang)
lwgng
34 | Densil Diosmin Vién nén Hop 3 vix 10 TCCS 36 893110003423
600mg bao phim vién; Hop 5 vi x

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

26. Co sé¢ dang ky: Cong ty TNHH Dwgc pham USA-NIC (Pia chi: L6 11D duong C, KCN Téan Tao, P. Tan Tao
A, Q.Binh Tan, TP.H6 Chi Minh, Viét Nam)
26.1. Co sé' san xuit: CONG TY TNHH DUQC PHAM USA - NIC (USA - NIC PHARMA) (Pia chi: L6 11D

duong C, KCN Tan Tao, P. Tan Tao A, Q.Binh Tan, TP.Hb Chi Minh, Viét Nam)
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STT Tén thude Hoat chit Dang Quy cach déng Tiéu Tubi the S6 ding ky
chinh-Ham | bao ché goi chuén (thang)
lwgng
35 Paracetamol- | Paracetamol Viénnén | Hop 10 vi, 12 vi, TCCS 36 893100003523
cafein 500mg; cafein 15 vix vi
65mg nhém/PVC 10
vién. Hop 10 vi,
15 vix vi
nhém/PVC 12
vién; Chai 100
vién, 200 vién,
500 vién.

27. Co s& ding ky: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Soc, Ap My Hoa 2, Xi
Xuan Théi Dong, Huyén Hoc Mén, Tp. H6 Chi Minh-Viét Nam)
27.1. Co s& san xuit: Cong ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (Dia chi: S6 40 dai 16 Ty Do, Khu
cong nghiép Viét Nam - Singapore, Phuong An Phu, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

STT Tén thudc Hoat chit Dang bao Quy cach déng Tiéu Tudi tho S6 ding ky
chinh - Ham ché goi chuén (thang)
lwgng
36 | Clindamycin | Clindamycin Vién nang Hop 2 vix 10 BP 2018 24 893110003623
STELLA (dudi dang cung vién; Hop 3 vi x
300mg Clindamycin 10 vién; Hop 5 vi

hydrochloride)
300mg

x 10 vién;

28. Co ' s¢ ding ky: Cong ty TNHH Phil Inter Pharma (Pia chi: S6 20, Pai 16 Hiru Nghi, KCN Viét Nam - Singapore,
Thuan An, Binh Duong, Viét Nam)
28.1. Co sé san xuit: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 20, Dai 16 Hiru Nghi, KCN Viét Nam -
Singapore, Thuin An, Binh Duong, Viét Nam)

STT Tén thudc Hoat chit chinh | Dang bao | Quy cach déng Tiéu Tudi tho S6 ding ky
- Ham lwgng ché goi chuén (thang)
37 Becraz Cefotaxime Thude bot | Hop 10 lo; Hop 1 USP 36 893110003723
(dudi dang pha tiém lo va 1 éng nuéc hién
Cefotaxime cit pha tiém 10ml hanh
sodium) 2g

29. Co sé ding ky: Cong ty TNHH Sinh dwoc pham Hera (Dia chi: L6 A17 KCN Tir Ha, phuong T Ha, thi xi

Huong Tra, tinh Thira Thién Hué, Viét Nam)

29.1. Co so san xuét: Cong ty TNHH Sinh dwoc pham Hera (Dia chi: Lo A17 KCN Tt Ha, phuong Tt Ha, thi xa

Huong Tra, tinh Thira Thién Hué, Viét Nam)

STT Tén thudc Hoat chit chinh | Dang bao Quy cach déng Tiéu Tudi tho S6 ding ky
- Ham lwgng ché goi chuén (thang)
38 | Heraace 2,5 Ramipril 2,5mg Viénnang | Hép 3 vix 10 BP hién 36 893110003823
cling Vién hanh
39 | Heraace5 Ramipril 5mg Viénnang | Hop 3 vix 10 BP hién 36 893110003923
cing Vién hanh




Phu luc 11

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

LUU HANH TAI VIETNAM HIEU LUC 03 NAM - PQT 182 BO SUNG

(Kém theo Quyérdinh so: 131...10P-QLD ngay27thdng02nim 2023

cua Cuc Qudan Iy Duwoc)

1. Co s& ding ky: Cong ty c6 phan Dwge pham Ha Tiy (Dia chi: S6 10A, Phd Quang Trung, P. Quang Trung, Q.
Ha Dong, TP. Ha Noi, Viét Nam)
1.1. Co s6 san xuét: Cong ty c6 phan Dwoc phAm Ha Tay (Pia chi: TS dan phd sb 4, P. La Khé, Q. Ha Pong, TP.

Ha No¢i, Viét Nam)

STT | Tén thude Hoat chét chinh - Dang bao Quy céach Tiéu Tudi tho S6 ding ky
Ham lwong ché dong géi chuin (thang)
Bot.cam Paracetamol 325 Thubc bot Hop 100 goi TCCS 36 893100004023
cim mg; Thiamin pha hén dich | x 2,5¢
1 Pacemin - mononitrat 10 mg; ubng
Bl Clorpheniramin

maleat 2mg
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