BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
$6:759 / Qb-QLD Ha Néi, ngay 16 thang 10 ndam 2023
QUYET PINH

vé \iiéc ban hanh danh muc 14 thudc san xuit trong nuéc
dwgce cap giay dang ky lwu hanh tai Viét Nam - Dgt 187 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 ciia Bé truéng B Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Cuc Quan Iy Dirgc
thuc BY Y té;

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

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

Theo dé nghi ciia Truéng phong Dang ky thuéc, Cuc Quan Iy Duorc.

QUYET PINH:

Pic¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 14 thudc san xut trong
nuée duogc cap gidy dang ky luu hanh tai Viét Nam hiéu luc 5 ndm - Dot 187 bo sung
(Phu luc kem theo).

Diéu 2. Co s0'san Xudt va co s dang ky thudc c6 trach nhiém:

1. San xuét thudc 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 cip 1én nhén 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 thubc phai kiém soat
dic biét phu hop v6i pham vi hoat dong cua co sé dap img 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 s6 didu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat ti€u chuan chit lurgng cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia B truong Bo Y té quy dinh vé
chat lugng thudc, nguyén liéu lam thubc, Thong tu sb 03/2020/TT-BYT ngay
22/01/2020 cua Bo truong Bo Y té stra d6i, bd sung mot sb diéu cua Théng tu
11/2018/TT-BYT quy dinh vé chit lugng thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc, to huéng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ctua Bo truong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va to 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.

5. Co so dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cta gidy dang ky luu hanh thude, nguyén liéu lam thude. Trong trudng
hop khong con dap Gng du diéu kién hoat dong, co s dang ky phai ¢6 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 s san xuat thude pha1 bao dam cac diéu kién hoat dong clia co sé san
xuét trong thoi han hiéu lyc cta gidy dang ky Iuu hanh thude, nguyén liéu lam thude.
Piéu 3. Quyét dinh nay co hiéu lyc ké tir ngdy ky ban hanh.
Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd tryc thudc Trung wong va Giam
dbc co so san xudt va co s¢ dang ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc
DANH MUC 14 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU
LUC 05 NAM - QT 187 BO SUNG
(Kém theo Quyét dinh s6139...../0P-OLD ngay 16thdng 10 nam 2023
cua Cuc Quan ly Duoc)

. P Hoat chét chinh - | Dang bao e Tiéu | Tuditho Ao
STT Tén thuoc Ham lugng ché Quy cach dong goi chuin (théng) So dang ky
@ @ A @ &) © Q) ®

1. Co sé diing ky: Cong ty c6 phian Dwgc - Vat tw y té Thanh Héa (Dia chi: S6 232, Tran Phi, phuong Lam Son, thanh phé
Thanh Hoa, tinh Thanh Héa, Viét Nam)
1.1. Co s6 san xuit: Cong ty c6 phan Dugc - Vat tuy té Thanh Héa (Pia chi: S6 04 dudng Quang Trung, phudng Ngoc Trao,
thanh phé Thanh Héa, tinh Thanh Hoéa, Viét Nam)

1 |Cotrimoxazol 960

Sulfamethoxazol
800mg;
Trimethoprim 160mg

Vién nén

Hop 10 vi x 10 vién; hdp
20 vi x 10 vién; lo 200
vién; lo 500 vién

NSX

36

893110353623

2. Co sé ding ky: Cong ty c6 phan Dwge Hau Giang (Dia chi: 288 Bis Nguyén Vian Cir, phuong An Hoa, quin Ninh Kiéu, thanh

phé Cén Tho, Viét Nam)

2.1. Co 6 sin xuét: Cong ty c6 phian Dwgc Hau Giang - Chi nhianh nha may dwoc phim DHG tai Hau Giang (Dia chi: L6
B2 - B3, Khu cong nghiép Tan Phu Thanh - Giai doan 1, xa Tan Phti Thanh, huyén Chau Thanh A, tinh Hau Giang, Viét Nam)

2 |Sildenafil DHG 50

Sildenafil (duéi
dang Sildenafil
citrat) 50mg

Vién nén
bao phim

Hop 1 vix 1 vién

NSX

24

893110353723

3. Co s6 ding ky: Cong ty c6 phan Dwoc pham An Thién (Dia chi: 314 Bong Sao, Phudng 5, Quén 8, thanh phd H6 Chi Minh,

Viét Nam)

3.1. Co sé san xuét: Cong ty c6 phan Dwoc phim An Thién (Pia chi: L6 C16, Puong sé 9, Khu cong nghiép Hiép Phudc,
Huyén Nha B¢, thanh phé Hb Chi Minh,Viét Nam)

3 |Otrera 0,05% Xylometazoline Dung dich |Hop 1 chaix 10ml; Hop NSX 36 893110353823
hydrochloride nhé miii |1 chai x 15ml
5mg/10ml (0,05%)

4 |Otrera 0,1% Xylometazoline Dung dich |Hop 1 chaix 10ml; Hop NSX 36 893110353923
hydrochloride nhé miii |1 chai x 15ml
10mg/10ml (0,1%)

4. Co sé ding ky: Cong ty ¢6 phan dwoc pham Ha Tay (Pia chi: S6 10A, phd Quang Trung, phuong Quang Trung, quan Ha
Dong, TP. Ha Noi, Viét Nam)
4.1. Co sé' san xuit: Cong ty cé phian dwoc phim Ha Tay (Dia chi: T6 dan phd sé 4, Phuong La Khé, quan Ha Pong, TP Ha

No6i, Viét Nam)

5 [Naikia

Betamethason
valerat twong irng
vOi1 betamethason
0,1% (w/w)

Kem bodi da

Hop 1 tuyp 15g, 25¢

NSX

24

893110354023

5. Co sé ding ky: Cong ty C6 phan Dwoc phim Khanh Hoa (Dia chi: S6 74 Puong Théng Nhat, Phuong Van Thang, Thanh
phd Nha Trang, Tinh Khanh Hoa, Viét Nam)
5.1. Co sé san xuét: Cong ty C6 phan Dwge phdm Khanh Hoa (Pia chi: Puong 2/4, P. Vinh Hoa, TP. Nha Trang, Khanh Hoa,

Viét Nam)
6 |Esomeprazol 40mg |Esomeprazole (dudi | Viénnang |Hop 2 vix 10 vién; Hop NSX DDVN V| 893110354123
dang esomeprazole cung chira |10 vi x 10 vién; Chai 200
magnesium pellets pellet bao |vién

(duoi dang
esomeprazole
magnesium
trihydrate) 22,5%)
40mg

tan trong rudt

6. Co sé diang ky: Cong ty c6 phan Dwge pham TV.Pharm (Pia chi: S5 27, Nguyén Chi Thanh, Khom 2, Phuong 9, Thanh phd
Tra Vinh, Tinh Tra Vinh, Viét Nam)
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. P Hoat chit chinh - | Dang bao e Tiéu | Tuditho Ao
STT Tén thuoc Ham lugng ché Quy cach dong goi chuin (théng) So dang ky
@ @ A @ ) © Q) ®

6.1. Co sé sin xuét: Cong ty c6 phan Dwgc pham TV.Pharm (Bia chi: S6 27, Nguyén Chi Thanh, Khém 2, Phuong 9, Thanh
phé Tra Vinh, Tinh Tra Vinh, Viét Nam)

7 |Fexophar 60mg Fexofenadin.HCI Viénbao [Hop 1 vi x 10 vién; Hop NSX 36 893100354223
60mg phim 5vix 10 vién; Hop 10 vi
x 10 vién
8 |TV.Cefalexin Cefalexin (dudi Thudc bt [Hop 10 gbi x goi 2g NSX 36 893110354323
250mg dang Cefalexin pha hon dich
monohydrat) 250mg udng

7. Co sé ding ky: Cong ty c6 phan Dwge pham VCP (Dia chi: Thon Thach L3i, xd Thanh Xuén, huyén Soc Son, thanh phd Ha

Noi, Viét Nam)

7.1. Co sé san xuat: Cong ty cb ph?ln Duge phfim VCP (Dia chi: Thon Thach Ldi, xd Thanh Xuén, huyén Séc Son, thanh phé Ha

Noi, Viét Nam)

9 |Avonlimus Tacrolimus (dudi Thudc m& |Hop 01 tuyp 5g ; Hop 01 NSX 36 893110354423
dang monohydrat) boi da tuyp 10g ; Hop 01 tuyp
0,03% (kl/kl) 30g
8. Co sé ding ky: Cong ty Co phan Pymepharco (Pia chi: 166 — 170 Nguyén Hué, Tp. Tuy Hoa, Tinh Pha Yén, Viét Nam)

8.1. Co sé san xuat: Cong ty C6 phan Pymeph

arco (Pia chi:

166 — 170 Nguyén Hug¢, Tp. Tuy Hoa, Tinh Pha Yén, Viét Nam)

10 |Tatanol Inj. 1g

Acetaminophen
1000mg/6,7ml

Dung dich
dam dic dé
pha tiém

truyén

Hop 03 ong; Hop 04
dng; Hop 05 ong; Hop
06 ng; Hop 10 dng

NSX

36

893110354523

9. Co so diing ky: Cong ty Dwge phim va Thuwong mai Phwong Pong-(TNHH) (Dia chi: TS 509, to ban d6 s6 01, Cum CN
Hap Linh, phuong Hap Linh, thanh phé Bic Ninh, tinh Béc Ninh, Viét Nam)
9.1. Co sé san xuat: Cong ty Dwoc pham va Thwong mai Phwong Pong-(TNHH) (Pia chi: TS 509, t& ban d6 s6 01, Cum CN
Hap Linh, phuong Hap Linh, thanh phé Bic Ninh, tinh Bic Ninh, Viét Nam)

11 |Robfuzol

Fexofenadin
hydroclorid 120mg

Vién nén
bao phim

Hop 3 vix 10 vién, Hop
10 vi x 10 vién

NSX

36

893100354623

10. Co s6 diing ky: Cong ty TNHH Dwoc pham Shinpoong Daewoo (Dia chi: S6 13, Puong 9A, Khu céng nghiép Bién Hoa II,
Phuong An Binh, Thanh phd Bién Hoa, Tinh Pong Nai, Viét Nam)
10.1 Co s6 san xuét: Cong ty TNHH Dwgc phim Shinpoong Daewoo (Bia chi: S6 13, Puong 9A, Khu cong nghiép Bién Hoa
II, Phudng An Binh, Thanh phé Bién Hoa, Tinh Dong Nai, Viét Nam)

12 |Difengel Diclofenac Emulgel [Hop 1 tuyp x 20g NSX 36 893100354723
diethylamine 1,16% | (Bo6i ngoai
13 |Extorant 200 Acetylcystein 200mg | Thudc cdm [Hop 30 goi NSX 36 893100354823

11. Co s6 diing ky: Cong ty Cé phin XNK Y té Domesco (Dia chi: S6 66, Qudc 16 30, Phuong My Phu, Thanh phd Cao Lanh,
Tinh Ddng Thap, Viét Nam)
11.1. Co sé sin xuét: Cong ty Co phﬁn XNK Y té Domesco (Pia chi: S6 66, Quéc 16 30, Phuong My Phu, Thanh phé Cao Lanh,
Tinh Pdng Thap, Viét Nam)

14 |Docifix 200mg

Cefixim (dudi dang
Cefixim trihydrat)
200mg

Vién nén
bao phim

Hop 2 vi x 10 vién; Hop
10 vi x 10 vién; Hop 20
vi x 10 vién; Chai 100

NSX

24

893110354923

Ghi chu:

Céch ghi tiéu chudn chét lrong thudc tai cot (6):

- Nha san xuat (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co s& (TCCS), In-house c6 ¥ nghia twong duong nhau, 1a
tiéu chudn chét luong thude do co so san xuit xay dung va déu c6 thé dugc ghi trén nhan thude.
- Céch viét tit cac tiéu chudn chat luong dugc dién: Dugc dién Viét Nam (DBVN), Duogc dién Anh (BP), Dugc dién M§ (USP),
Dugc dién Nhat Ban (JP), Duoc dién Trung Qudc (CP), Dugc dién Chau au (EP), Dugc dién Qudc té (IP)...
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