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QUYET PINH

Vé viée ban hanh danh muc 125 thudc san xuét trong nuéc
dwge cap giay dang ky luu hanh tai Viét Nam - Dot 181

CUC TRUONG CUC QUAN LY DUQC

Can cir Luat Duoc 5(; 105/2016/QH13 ngay 06/4/2016;

Can cur Nghi dinh $6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co cdu t6 chirc ciia BG Y té;

Can cir Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 cua Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuéc;

Can cir Quyét dinh so 7868/0D-BYT ngay 28/12/2018 ciia Bo trucng Bé Y té
quy dinh chitc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan Iy Diwgc
thugc Bo Y 1é;

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

Theo dé nghi ciia Truong phong Bang ky thuéce, Cuc Qudan Iy Duroc.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 125 thudc san xuét trong
nudc duoc cap gidy ding ky luu hanh tai Viét Nam - Dot 181, cu thé:

1. Danh muc 116 thube san xuat trong nudc duge cap gidy dang ky lwu hanh
tai Viét Nam hiéu luc 05 nam (Phu luc I kém theo). Cac thude tai Danh muc nay co
sb dang ky v6i ky hiéu VD-...-22 va hiéu luc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh muc 07 thudc san xuat trong nude duge cip gidy ding ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc Il kém theo). Cac thude tai Danh muc nay cé sb
dang ky vo1 ky hi¢u VD3-...-22 va hi¢u lyc 03 ndm ké tur ngay ky ban hanh Quyét
dinh nay.

3. Danh muc 02 thudc san xuat gia cong trong nude duge cap gidy dang ky
Iuu hanh tai Viét Nam hi¢u luc 05 nam (Phu luc 1] kem theo). Cac thuéce tai Danh
muc nay c6 so diang ky vdi ky hiéu GC-...-22 va hiéu luc 05 nam ké tir ngay ky ban
hanh Quyét dinh nay.

Piéu 2. Co sO san xuat va co so dang ky thude c6 trach nhiém:

1. San xuat thudc theo diing cac hd so, tai licu da ding ky vdi Bo Y té va phai
in s6 dang ky duoc Bo Y té Viét Nam cap 1én nhan thudc.

2. Chi duoc san xuét, dua ra luu hanh céac thudc kiém soét dic biét khi co Giéy
ching nhén du diéu kién kinh doanh dugce pham vi kinh doanh thudc phai kiém soat
dic biét phu hop véi pham vi hoat dong ciia co s¢ dap tmg quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét
mot s6 diéu va bién phap thi hanh Luat Dugec.



3. Thyc hién viéc cap nhat tiéu chuan chét luong cua thudce theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truong Bo Y té quy dinh vé
chét luong thudc, nguy¢n liéu lam thude.

4. Thyuc 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 cua Cuc Quan Iy Duoc vé viée kiém tra
chét luong nguyén liéu 1am thudc nhom sartan ddi véi cac thude thudc danh muc tai
Piéu 1 ¢6 chira duge 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 Bo truong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va t& huéng dan st dung thude trong thot han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thire thay d6i, bd sung gidy dang
ky lwu hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phodi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khoéng mong mudn cua
thude trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT ddi véi cac thude thudc Phu luc II ban hanh kém theo Quyét
dinh nay (gidy ding ky luu hanh c¢6 ky hiéu VD3-.. -22).

7. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hi¢u luc cua giay dang ky Iuu hanh thudc, nguyén liéu lam thude. Trong truong
hop khong con déap tmg du diéu kién hoat dong, co s dang ky phai c6 trach nhiém
thuc hién thay d6i co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tur ngay co so dang ky khong con du diéu kién hoat dong.

8. Co so san xuét thudc phal bao dam cac diéu kién hoat dong clia co sé san
xuét trong thoi han hiéu luc cua gidy dang ky luu hanh thude, nguyén lidu 1am thude.

Piéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S¢'Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co s& san xuét va co sé dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc I ) )
DANH MUC 116 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 181

(Kém theo Quyét dinh s6: 832...../0P-QLD ngay21thdng12ndm 2022

cua Cuc Quan ly Duoc)

1. Co s ding ky: Cong ty co phian Dwgc Ha Tinh (Dia chi: 167 duong Ha Huy Tép, phuong Nam
Ha, thanh pho Ha Tinh, Viét Nam)

1.1. Co sé san xuat: Cong ty ¢6 phan Duwgce Ha Tinh (Dia chi: 167 duong Ha Huy Tap, phuong Nam

Ha, thanh phd Ha Tinh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho | Tiéu Quy céch S6 ding ky
chinh- Ham | baoché | (thang) | chuén dong goi
lwgng
Bermoric al Berberin Vién 36 TCCS Hop 10 vi x VD-35979-22
clorid 100mg nang 10 vién; Hop
cung 25 vi x 4 vién;
Hop 1 1o x 20
vién
Xabantk Rivaroxaban Vién nén 36 TCCS | Hop2vix7 VD-35980-22
15mg 15mg bao phim vién; Hop 2 vi
x 10 vién

2. Co s¢ dang ky: Cong ty Co ph::?m Dugc Hiu Giang (Dia chi: 288 Bis, Nguyén Vin Cir, phuong
An Hoa, quan Ninh Kiéu, thanh pho Can Tho, Viét Nam)

2.1. Co s¢ san xuat: Cong ty C6 phan Dwoc Hau Giang - Chi nhanh nha may dwec phim DHG
tai Hiu Giang (Dia chi: L0 B2-B3, Khu Cong nghi¢p Tan Pha Thanh - Giai doan 1, xa Tan Phu
Thanh, huyén Chau Thanh A, tinh Hau Giang, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 ding ky
chinh-Ham | baoché | (thang) | chuan dong goi
lwong
Hafixim 100 | Cefixim (dudi | Vién nén 36 TCCS | Hop3vix 10 | VD-35981-22
DT dang cefixim vién
trihydrat)
100mg
Pantogas 40 Pantoprazol Vién nén 24 TCCS | Hop2vix 10 | VD-35982-22
(Dudi dang bao phim vién, hop 3 vi
Pantoprazol tan trong x 10 vién, hop
natri rudt 5vix 10 vién
sesquihydrat)
40mg
Xaravix 10 Rivaroxaban | Vién nén 24 TCCS | Hop 1vix 14 | VD-35983-22
10mg bao phim vién
Xaravix 15 Rivaroxaban Vién nén 24 TCCS | Hop 1vix 14 | VD-35984-22
15mg bao phim vién
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Tigasdo

Mometason
furoat 0,1%
(kl/kI)

Kem boi
da

36

TCCS

Hop 1 tuyp X
10g; Hop 1
tuyp x 15g;

Hop 1 tuyp X

30g

VD-36019-22

17. Co s6 ding ky: Cong ty Co6 Phan Duwgc Pham Otsuka Viét Nam (Dia chi: Chi nhanh Cong ty
Cb phan Duoc phim Otsuka Viét Nam tai Khu cong nghiép Long Binh (Amata), dia chi: L6 512,
Buong s6 13, Khu cong nghiép Long Binh (Amata), phudong Long Binh, thanh phd Bién Hoa, tinh
Pong Nai, Viét Nam)

17.1. Co sé san xuét: Cong ty C6 Phan Duwoc Phim Otsuka Viét Nam (Pia chi: Chi nhanh Cong
ty C6 phan Dugc pham Otsuka Viét Nam tai Khu cong nghiép Long Binh (Amata), dia chi: Lo 512,
Puong s6 13, Khu cong nghiép Long Binh (Amata), phudng Long Binh, thanh phd Bién Hoa, tinh
DPdng Nai, Viét Nam).

STT

Tén thube

Hoat chit
chinh - Ham
lwgng

Dang
bao che

Tubi tho
(théng)

Tiéu
chuan

Quy cach
doéng géi

S6 ding ky
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Aminoleban

Mbi 200ml
dung dich
chtra: L-
Cysteine.HCI.
H20 (tuong
duong L-
Cysteine)
0,08g (0,069);
L-Methionine
0,2 gam;
Glycine 1,8g;
L-Tryptophan
0,149; L-
Serine 1g; L-

Histidine.HCI.

H20 (tuong
duong L-
Histidine)
0,64q (0,47);
L-Proline
1,6g; L-
Threonine
0,9g; L-
Phenylalanine
0,29; L-
Isoleucine
1,8g; L-
Valine 1,68g;
L-Alanine
1,5¢g; L-
Arginine.HCI
(twong duong
L-Arginine)
1,469 (1,21);
L-Leucine

Dung
dich tiém
truyén
tinh mach

24

TCCS

Thang 20 tai
x 200 ml;
Thang 20 tai
x 500 ml

VD-36020-22




2,29; L-
Lysine.HCI
(twong duong
L-Lysine)
1,529 (1,22)

43

Ringer
Acetate-G1

Méi 500ml
dung dich
chira: Sodium
Chloride
3,185g;
Potassium
Chloride
0,149g;
Calcium
Gluconate
Monohydrate
(twong duong
Calcium
Gluconate)
0,337g
(0,323);
Magnesium
Chloride
Hexahydrate
(twong duong
Magnesium
Chloride)
0,102g
(0,048);
Sodium
Acetate
Trihydrate
(twong duong
Sodium
Acetate) 1,79
(1,025;
Sodium
Citrate
Dihydrate
(twong duong
Sodium
Citrate)
0,294g
(0,258);
Dextrose
Anhydrous 5¢g

Dung
dich tiém
truyén
tinh mach

30

TCCS

Thung 20 tai
x 500 ml

VD-36021-22
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Ringer's
Lactate

Mbi 500ml
dung dich
chtra: Sodium
Chloride 3g;
Sodium
Lactate 1,55¢;
Potassium

Dung
dich tiém
truyén
tinh mach

30

JP 17

Thang 20 tai
500ml

VD-36022-22
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