BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
S6: 781 / Qb-QLD Ha Ngi, ngay 23 thing 10 ndm 2023
QUYET PINH

vé \iiéc ban hanh danh muc 26 thudc sin xuat trong nuéc
dwgce cap giay dang ky lru hanh tai Viét Nam - Dot 188 bo sung

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc s6 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 cia Bé trudng B Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Cuc Quan Iy Dirgc
thugc Bo Y té;

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

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

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Qudn Iy Durgc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 26 thudc san xuét trong
nuée duoc cap gidy dang ky luu hanh tai Viét Nam hiéu luc 5 ndm - Dot 188 bo sung
(Phu luc kem theo).

Picu 2. Co s0 san Xuét va co s dang ky thudc o trach nhiém:

1. San xuét thude theo ding cac ho s0, tai liéu da dang ky voi BO Y t& va phai
in s6 ding ky dugc BO Y te Viét Nam cdp 1én nhan thude.

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

3. Thuc hién viéc cap nhat ti€u chuan chit luong cua thudc 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 luong thudc, nguyén liéu 1am thube, Thong tu sb 03/2020/TT-BYT ngay
22/01/2020 cua Bo truong Bo Y té stra d6i, bd sung mot sb diéu cta Théng tu
11/2018/TT-BYT quy dinh vé chat luong thudc, nguyén liéu lam thude.

4. 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 cua B truong BO Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va to huéng dan sir dung thube trong thot 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.

5. Co so dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cta gidy ding ky luu hanh thude, nguyén liéu lam thudc. Trong trudng
hop khong con dap tng du diéu kién hoat dong, co sd ding ky phai c6 trach nhiém
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thuc hién thay doi co s dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong.
6. Co so san xuat thude pha1 bao dam cac diéu kién hoat dong ciia co sé san
xuét trong thoi han hiéu lyc cta gidy dang ky luu hanh thuc, nguyén liéu lam thude.
Piéu 3. Quyét dinh nay co hiéu luc ké tir ngdy ky ban hanh.
Piéu 4. Giam dbc So Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co sé san xuit va co so dang ky co thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhgn: ___ CUC TRUONG

- Nhu bicu 4; Py ‘\\

- BT. Pao Hong Lan (dé ble); VA4 Y% \

- TT. Pb Xuan Tuyén (de b/c); / = CUC  \7)\ M

- Cyc Quan y - Bo Quéc phong, Cuc Y té - B Cong afz, }/qu_,{’vl, -
- Cuc Y t& GTVT - B¢ Giao thong van tai; \+\ DWGC / /

- Tong Cuc Hai quan - Bo Tai chinh; Wods /

- Bao hiém xa hoi Viét Nam; REF A« )

B{ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong

B, Vin phong HPTV cip GPKLH thube, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thuoe BO Y té;
- Trung tAm mua sam tap trung thudc quéc gia;

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

- Luu: VT, BK (T) (02b).
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Phu luc
DANH MUC 26 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM
HIEU LUC 05 NAM - POQT 188 BO SUNG

cua Cuc Quan ly Duwoc)

. < Hoat chit chinh - . «| Quycachdéng [ Tiéu | Tudithe P
STT Tén thuoc Ham lwong Dang bao che o6 chuin (théing) So dang ky
@ 2 A “ ) () @) ®

1. Co sé ding ky: Cong ty Co phan Dwoc Pham Imexpharm (Bia chi: S6 04, Puong 30/4, Phuong 1, TP.Cao Linh, Tinh
DPdng Thap, Viét Nam)

1.1. Co 6 san xudt: Chi nhanh Céng ty Co phian Dwgc Phim Imexpharm— Nha may khing sinh Céng nghé cao Vinh
Léoc (Dia chi: L6 B15/I-B16/I duong 2A, khu cng nghiép Vinh Loc, phuong Binh Hung Hoa B, quan Binh Tan, thanh phd
Ho Chi Minh, Viét Nam)

1 |Monmencef S Sultamicilin 250mg  [Thudc bot pha [Hop 12 Goix 1g NSX 24 893110418423
250mg hén dich udng

1.2. Co sé san xuit: Cong ty Co phan Dwgc Pham Imexpharm (Dia chi: S6 04, Puong 30/4, Phudng 1, TP.Cao Lanh,
Tinh Ddng Thép, Viét Nam)

2 |Amoxicillin Amoxicillin (dusi ~ |Thudc cém  |Hop 12 Goi x BP 2018 24 893110418523
250 mg dang amoxicillin phahdn dich (950 mg
trihydrat powder) ubng
250mg

2. Co sé ding ky: Cong ty Co phan Duge pham 3/2 (Dia chi: 601 Cach Mang Thang Tam, phuong 15, quan 10, TP. Ho
Chi Minh, Viét Nam)

2.1. Co s6 san xuét: Cong ty C6 phan Dwoc pham 3/2 (Dia chi: 930 C2, dudng C, KCN Cat Lai - Cum II, phudng Thanh
My Loi, quan 2, TP. H Chi Minh, Viét Nam)

3 |Magne-B6 F.T [Magnesium lactate Viénnén bao |Hop S vix 10 NSX 24 893110418623
dihydrate 470mg; phim vién; Hop 10 vi x
Piridoxine 10 vién
hydrochloride 5mg

3. Co sé diing ky: Cong ty Co ph?m Duwoc pham An Thién (Dia chi: 314 Bong Sao, phuong 5, quan 8, Tp.H6 Chi Minh,
Viét Nam)

3.1. Co 6 san xuit: Cong ty C6 phin Dwge phim An Thién (Dia chi: L6 C16, Puong sb 9, khu cong nghiép Hiép Phudc,
Huyén Nha B¢, Thanh phd H6 Chi Minh, Viét Nam)

4 |Eutyrate Clobetasone butyrate |Kemboéida |Hop 1 Tuyp x NSX 36 893110418723
0,05% 5g, 10g, 15g,
20g, 25g, 30g,

4. Co sé diang ky: Cong ty Co ph?ln Duwoc pham CPC1 Ha Ni (Pia chi: Cum Cong nghiép Ha Binh Phwong, xd Vin Binh,
huyén Thuong Tin, thanh phd Ha Noi, Viét Nam)

4.1. Co s6 san xuit: Cong ty C6 phin Duwgee phaim CPC1 Ha Noi (Pia chi: Cum Cong nghiép Ha Binh Phuong, xi Vin
Binh, huyén Thuong Tin, thanh phd Ha Noi, Viét Nam)

5 |Aphylin-BFS Mbi Sml chira: Dung dich Hop 1 Ong x 5 NSX 36 893110418823
Aminophyllin tiém ml, Hop 10 Ong
(dudi dang x 5 ml; Hop 20
Aminophyllin hydrate Ong x 5 ml; Hop
250mg) 240mg 50 Ong x 5 ml

6 |Bupi-BFS Heavy [Mbi ml chira Dung dich Hop 5 1o x 2 ml; NSX 24 893114418923
Bupivacain tiém Hop 101o x 2
hydroclorid Smg ml; Hop 20 lo x

2 ml; Hop 50 lo
x 2 ml; Hop 5 lo
x4 ml; Hop 10
lo x 4 ml; Hop
20 1o x 4 ml;
Hop 50 1o x 4 ml
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. P Hoat chit chinh - . 2| Quycachdong | Tiéu | Tuditho P
STT Tén thuoc Ham luwong Dang bao che a6i chuin (théing) So dang ky
(0] 2 3 “ 3 () @) ®)
7 |Dobutamin-SB  [Dobutamin (duéi dang |Dung dich Ti 50 ml; Hop 1 NSX 36 893110419023

Dobutamin
hydrochloride)
Smg/ml

tiém truyén

Ti x 50 ml; Hop
5 Tui x 50 ml;
Hop 10 Tui

x 50ml

5. Co sé¢ diing ky: Cong ty c6 phan dwge phdm Ha Tay (Dia chi: S6 10A, phd Quang Trung, phuong Quang Trung, quan
Ha Pong, TP. Ha Néi, Viét Nam)
5.1. Co sé san xuit: Cong ty ¢ phan dwgc pham Ha Tay (Dia chi: T6 dan phd sb 4, Phuong La Khé, quan Ha Pong, TP

Ha Noi, Viét Nam)

8 |Amoxicillin & |Amoxicilin (du¢i dang|Vién nén bao [Hop 1 thi x 2 vi NSX 24 893110419123
clavulanic acid  |amoxicilin trihydrat) [phim x 5 vién; Hop 1
875mg/125mg  |875mg; Clavulanic tix2vix7
acid (duéi dang kali vién; Hop 1 ti x
clavulanat) 125mg 10 vién x 10 vién
9 |Bookio Acid fusidic 2% Kembdida |1tuypx 15g NSX 24 893110419223

6. Co sé diing ky: Cong ty c6 phan dwoc pham Me Di Sun (Bia chi: S6 521, khu phd An Loi, phudng Hoa Loi, thi x3 Bén
Cat, tinh Binh Duong, Viét Nam)
6.1. Co sé san xuit: Cong ty ¢ phian duge pham Me Di Sun (Dia chi: S5 521, khu phd An Loi, phuong Hoa Loi, thi xa
Bén Cat, tinh Binh Duong, Viét Nam)

10 |Nizatidine Nizatidin 300mg Vién nang Hop 6 vix 10 NSX 36 893110419323
300mg cung vién
11 |Tosbey Cefdinir 125mg Thudc bot pha [Hop 10 goi x NSX 36 893110419423

hén dich uéng

2,5g; Hop 20 goi
x2,5¢

7. Co sé diing ky: Cong ty c6 phan dwoc phAm Phwong Nam (Dia chi: 300C, duong Nguyén Thong, phudng An Théi,
quan Binh Thuy, thanh phé Can Tho, Viét Nam)
7.1. Co s6 san xudt: Cong ty c6 phin dwge phAm Phuong Nam (Dia chi: 300C, duong Nguyén Thong, phuong An Théi,
quan Binh Thuy, thanh phd Can Tho, Viét Nam)

12 [Thuéc m& D.E.P

Diethylphtalat 95%
(wW/w)

Thudc m& boi
da

Lo 8g, Lo 10g

NSX

36

893100419523

8. Co sé diing ky: Cong ty C6 phan Dwoc phidm SaVi (Pia chi: L6 Z01-02-03a, Khu Cong nghiép trong Khu Ché xuat Tan
Thuan, Phuong Tan Thuan Péng, Quéan 7, Thanh phd HO Chi Minh, Viét Nam)
8.1. Co s& san xuat: Cong ty Co phan Duge phim SaVi (Dia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuét

Tan Thuan, Phudong Tan Thuan Pong, Quéan 7, Thanh phd HO Chi Minh, Viét Nam)

13 |SaVi
Lansoprazole 15

Lansoprazol (dudi
dang Lanzoprazol vi
hat bao tan trong rudt
8,5%) 15mg

Vién nang
cung chua vi
hat bao tan
trong rudt

Hop 3 vix 10
vién

NSX

24

893110419623

9. Co s& ding ky: Cong ty c6 phan Dwoc phim Trung wong 3 (Dia chi: 16 Lé Dai Hanh, Phuong Minh Khai, Quan Hong
Bang, Thanh phé Hai Phong, Viét Nam)
9.1. Co s& san xuat: Cong ty c6 phin Dwoc phdm Trung wong 3 (Dia chi: S6 28, dudng 351, x4 Nam Son, huyén An
Duong, thanh phd Hai Phong, Viét Nam)

14 |Loperamid 2mg

Loperamide
hydrocloride 2mg

Vién nang
cung

Hop 10 vix 10
vién

DDVN V

24

893110419723

10. Co s6 ding Ky: Cong ty c6 phan Dwoc pham Quén 3 (Dia chi: 243 Hai Ba Trung, phuong 6, quan 3, thanh phd Hb Chi

Minh, Viét Nam)

10.1 Co sé san xuat: Cong ty c6 phan dugc va vat twy té Binh Thuén (Dia chi: 192 Nguyén Héi, Phudng Pha Trinh, TP.
Phan Thiét, Tinh Binh Thuén, Viét Nam)
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STT Tén thudc Hogﬁcll;i:r;nmgh Dang bao ché Quy c;(c,)lil dong c::le;il n T(‘:JJ;JE)(_) S6 ding ky
@ @) A G (6] (9] (@) ®
15 |Winmus 0,1%  [Tacrolimus 0,1% kl/kl [Thuéc md bdi [Hop 1 tuyp 5g; NSX 36 893110419823
da Hop 1 tuyp 10g ;
Hop 1 tuyp 15g;
Hop 1 tuyp 20g

11. Co s6 ding Ky: Cong ty c6 phan Dwoc pham Liviat (Dia chi: Ting 46 Toa nha Bitexco, S6 2 Hai Triéu, Phuong Bén
Nghé, Quan 1, Thanh phd Ho Chi Minh, Viét Nam)

11.1. Co sé san xuit: Cong ty cé phin thwong mai Duwgc phim Quang Minh (Dia chi: 4A Lo Lu, phudng Trudng Thanh,
Quan 9, TP. H6 Chi Minh, Viét Nam)

16 |Gocgias Flavoxat hydroclorid |Vién nén bao |[Hop 3 vix 10 USP 41 36 893110419923
100mg phim vién
12. Co s6 ding Ky: Cong ty C6 phan Y hoc rang Pong (Dia chi: Pacific Place 83B Ly Thuong Kiét, Hoan Kiém, Ha Noi,
Viét Nam)

12.1. Co sé' san xuit: Cong ty Co phin Y hoc rang Péong - Chi nhanh tai TP H6 Chi Minh (Bia chi: 202A Pudng 11, P
Linh xuan, Q Thu Pic, TP.H Chi Minh, Viét Nam)

17 |18F-FDG (FDG) [2-deoxy-2-(18F)fluoro{Dung dich Container EP 9.0 10 gio 893116420023
D-glucose 120- tiém Volfram (day EOS
700mCi (~5,5- 29,5mm) chtra 1o
31,8mCi/ml hay 1,08- thay tinh 15ml
6,29ng FDG/ml))

13. Co s6 ding ky: Cong ty CP Dwoc Vit twy té Ha Nam (Dia chi: Cum CN Hoang Pong, Duy Tién, Ha Nam, Viét Nam)
13.1.Co sé san xuat: Cong ty CP Dugc Vit tw y té Ha Nam (Dia chi: Cum CN Hoang Dong, Duy Tién, Ha Nam, Viét

18 |Fexocinco Fexofenadin HCI Hon dich udng [Hop 1 lo 60ml; NSX 24 893100420123
6mg/ml Hop 10 éng x
10ml; Hop 20
ong x 10ml; Hop
30 6ng x 10ml;
Hop 40 6ng x
10ml

14. Co sé ding ky: Cong ty c6 phian Dwge m§ phidm Bio An (Dia chi: S6 2/115, ngd 2, dudng Dinh Cong Thuong, phuong
Dinh Cong, quan Hoang Mai, thanh phé Ha Noi, Viét Nam)

14.1. Co s6 san xuét: Cong ty Dwoc phadm va Thwong mai Phuong Pong-(TNHH) (Dia chi: TS 509, to ban d6 s6 01,
Cum CN Hap Linh, phudng Hap Linh, thanh phd Béc Ninh, tinh Bic Ninh, Viét Nam)

19 |Anbabrom-F Bromhexin Dung dich Hop 4 vi x 5 6ng NSX 36 893100420223
hydrochlorid ubng x Sml
4mg/5ml; Guaifenesin
100mg/5ml

15. Co sé diing ky: Cong ty Dwoc phim va Thuwong mai Phwong Pong-(TNHH) (Pia chi: TS 509, to ban d6 56 01, Cum
CN Hap Linh, phuong Hap Linh, thanh phd Béc Ninh, tinh Béc Ninh, Viét Nam)

15.1. Co s6 san xuét: Cong ty Dwoc phdm va Thwong mai Phuong Pong-(TNHH) (Dia chi: TS 509, to ban d6 s6 01,
Cum CN Hap Linh, phuong Hap Linh, thanh phé Béc Ninh, tinh Bic Ninh, Viét Nam)

20 [Robnaturen Paracetamol 325mg  [Vién nén bao |Hop 10 vi x 20 NSX 36 893100420323
phim vién; Chai 100
vién

16. Co s6 ding Ky: Cong ty Lién doanh Meyer-BPC (Dia chi: S5 6A3, qudc 16 60, phuong Phii Tan, Tp. Bén Tre, tinh Bén
Tre, Viét Nam)

16.1. Co s& san xuit: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3, qudc 16 60, phudng Phii Tan, Tp. Bén Tre, tinh
Bén Tre, Viét Nam)
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STT Tén thudc HOiil-Itz‘lcrlrllalttrimmgh Dang bao ché Quy c;(c,)lil dong c::leé:ll n T(‘:JJ;JE)Q S6 ding ky
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21 [Meyeropoly Sat (dudi dang sat (III) [ Si r6 Hop 30 6ng x NSX 24 893110420423
hydroxyd polymaltose 5ml; Hop 30 6ng
complex) 10mg/ml x 10ml; Hop 1
chai 150ml

17. Co sé dang ky: Cong ty TNHH Duwoc ph?im USA-NIC (bia chi: Lo 11D duong C, KCN Tan Tao, P.Téan Tao, Q.Tan
Binh, TP.H) Chi Minh, Viét Nam)

17.1. Co s6 san xuét: Cong ty TNHH Dugc pham USA-NIC (Dia chi: L6 11D dudng C, KCN Tén Tao, P.Tan Tao, Q.Tan

Binh, TP.H) Chi Minh, Viét Nam)

22

Paracetamol 325

Paracetamol 325mg

Vién nén

Hop 2 vix 10
vién; Hop 10 vi x
10 vién; Chai
100 vién; Chai
200 vién; Chai
500 vién

NSX

36

893100420523

18. Co sé dang ky: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Dia chi: S6 40 dai 16 Tu Do, Khu cong

nghiép Viét Nam - Singapore, Phuong An Phu, Thi xa Thuén An, Tinh Binh Duong, Viét Nam)

18.1. Co s6 san xuét: 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)

23 |Partamol 650 eff. [Paracetamol 650mg [Viénnénsui [Hop 4 vi xé x 4 NSX 24 893100420623
bot vi; Hop 1 tuyp x
10 vién
24 [Racetril 10 Racecadotril 10mg  [Thudc cém  [Hop 10 goix 1 NSX 24 893110420723
phahdn dich  [gam; Hop 20 géi
uéng x 1 gam; Hop 30
g0i x 1 gam
25 |Racetril 30 Racecadotril 30mg Thubc cém Hop 10 goix 3 NSX 24 893110420823

pha hén dich
ubng

gam; Hop 20 goi
x 3 gam; Hop 30
201 x 3 gam

19. Co s6 ding ky: Cong ty TNHH Phil Inter Pharma (Pia chi: S6 20, Pai 16 Hitu Nghi, KCN Viét Nam -Singapore,
Thuan An, Binh Duong, Viét Nam)
19.1. Co 6 san xuét: Cong ty TNHH Phil Inter Pharma (Dia chi: S5 20, Pai 16 Hitu Nghi, KCN Viét Nam -Singapore,
Thuan An, Binh Duong, Viét Nam)

26

Wonfixime 100

Cefixime (dudi dang
Cefixime trihydrate)
100mg

Vién nang
cung

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

DbVN
hién hanh

24

893110420923

Ghi chu:
Céch ghi tiéu chuén chét luong thude tai cot (6):

- Nha san xuat (NSX), Tiéu chuan nha san xuit (TCNSX), Tiéu chudn co s& (TCCS), In-house c6 y nghia twong duong nhau, 13 tiéu

chudn chat lugng thude do co so san xuét xdy dung va déu co thé dugc ghi trén nhin thude.
- Céch viét tit c4c tiéu chuén chat lugng dugc dién: Dugc dién Viét Nam (DBVN), Dugc dién Anh (BP), Duoc dién M§ (USP),

Duogc dién Nhat Ban (JP), Dugc dién Trung Qudc (CP), Dugc dién Chau au (EP), Dugc dién Qudc té (IP)...
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