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S6: 331 /QDP-QLD Ha Noi, ngay 27 thang 05 ndm 2024
QUYET PINH

Vé viéc ban hanh Danh muc 401 thudc san xuit trong nuéc
dwgc gia han giay diang ky luu hanh tai Viét Nam - Dot 197

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/0OH13 ngay 06/4/2016;
Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vy, quyén han va co cdu té chire ciia BS Y té;

Can cir Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y 1é quy
dinh chirc nang, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Quan 1y Duwoc thudc
Bj 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 lru hanh thudc, nguyén liéu lam thudc;

Can cir két ludn ciia Hoi dong tw vin cap gidy dang ky lwu hanh thubc, nguyén
liéu lam thuéc - B Y té dot 197 tai Cong van so 33/HPTV-VPHD ngay 11/4/2024 cua
Van phong Hoi dong tw van cdp GPKLH thuéce, nguyén liéu lam thuoc;

Theo dé nghi cia Trurong phong Dang ky thuoe, Cuc Quan 1y Durorc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 402 thudc san xuit trong
nuée duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 197, cu the

1. Danh muc 256 thubc san xuit trong nudc dugce gia han gidy dang ky luu
hanh hi€u lyc 05 nam (Phu luc I kéem theo).

2. Danh muc 140 thudc san xuit trong nudc dugc gia han gidy ding ky luu
hanh hiéu lyc 03 nam (Phu luc Il kem theo).

3. Danh muc 05 thudc san xuét trong nude duoc gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc Il kem theo).

Piéu 2. Co sd san xuit va co s& dang ky thude co trach nhiém:

1. San xuét thude theo dung cac ho so, tai liéu da dang ky vi Bo Y té va phai
in s6 dang ky duoc Bo Y té Viét Nam cép 1én nhan thude.

2. Chi dugc san xuat, dua ra luu hanh cac thude kiém soat dic biét khi c6 Gi'c”iy
ching nhan di diéu kién kinh doanh duoc pham vi kinh doanh thubc phai kiém soét
dac biét phu hop véi pham vi hoat dong cua co s& dap tng quy dinh tai khodn 5 Piéu
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 Luit Duoc.

3. Thuc hién viéc cdp nhat tiéu chuin chét lugng cua thubc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cia Bo truéng Bo Y té quy dinh vé
chat luong thudc, nguyén liéu 1am thude.

4. Thudc duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhat ndi dung nhan thude, t& huéng dan sir dung thude theo quy dinh
ciia Thong tw 01/2018/TT-BYT ngay 18/01/2018 ctia Bo trudng BO Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu s 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han giéy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay d6i vé noi dung hanh chinh phai
san xuat va luu hanh véi cac ndi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s6 ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khéng con dap tmg du diéu kién hoat dong, co s¢ ding ky phai c6 trach nhiém thuc
hién thay ddi co s¢ ding 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.

7. Co s6 san xuat thudc phai bao dam cac diéu kién hoat dong cua co sé san
xuét trong thoi han hiéu luc cia glay dang ky luu hanh thudc, nguyén li¢u lam thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc st dung sd ding ky di cdp trude khi gia han trong thoi han t6i da 12 thang ké tur
ngay duoc cap s6 dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu sb 08/2022/TT-BYT.

9. Phéi hop véi cac co so didu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va téng hop, béo céo theo quy dinh tai Diéu 5 Thong tu sb
08/2022/TT-BYT ddi voi cac thude trong Phu lyc II ban hanh kém theo Quyét dinh
nay.

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

Diéu 4. Giam dbc S¢ Y té cac tinh, thanh phd tryc thudc Trung uong va Gidm
ddc co s& san xuit va co s& dang ky co thubc tai Diéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.
Noi nhgn: ___ CUC TRUONG
- Nhu Diéu 4}; ) S b )

- BT. bao Hong Lan (dé b/c),

- TT. Bb Xuan Tuyén (de b/c); f
- Cuc Quan y-Bo Quéc phong, Cuc Y té - Bo Cong an;|
-Cuc Y t& GTVT - B6 Giao thong van tai; \
- Tong Cuc Hai quan - Bo Tai chinh;
- B4o hiém x3a hdi Viét Nam,;

-Bd Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra “Vii Tuén Cuong
B6, Van phong HDTV cap GDKLH thude, NLLT;

- Vién KN thuoc TU, Vién KN thuoc TP. HCM;

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

- Céc Bénh vién, Vién c6 giuong bénh tryc thugec Bo Y té;

- Trung tdm mua sim tap trung thude quoc gia;

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

Website;
- Luu: VT, BKT (C.H) (02b).




16

STT Tén thudc Hoat chit chinh - | Dangbao | Quy cich déng g6i | Tiéu | Tudi S6 diang ky |S6 lan
Ham lwgng ché chuin | tho gia han gia
(thang)| (SO dangky | han
da cép)
M (2 A3 @ ) Q) Q) ®) ®
105 |Zinc 15 K&m gluconat Thudc com [Hop 30 gdix 1g NSX 36 |893100343124 1
(twong duong 15mg  |pha hon (VD-27425-17)
Ké&m) 105mg dich uéng
106 |Mydazol Clindamycin Vién nén Hop 1 vix 10 vién NSX 36 (893110343224 1
hydroclorid (twong  |d&dt am dao (VD-31370-18)
duong 100mg
clindamycin)
125mg; Clotrimazol
100mg

47. Co s& diing ky: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S6 18, Puong s 09, Ap 2A, X3 Tan Thanh Tay,
Huyén Ct Chi, Thanh phd H6 Chi Minh, Viét Nam)

47.1. Co sé san xuit: Cong ty TNHH BRV Healthcare (Pia chi: Khu A, S5 18, Pudng s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Ct Chi, Thanh phd H6 Chi Minh, Viét Nam)

107 |Biviantac Go6i 10ml chira: Hon dich Hop 20 goi x 10ml NSX 24 1893100343324 1
Magnesi hydroxyd  |ubng (goi gidy ghép (VD-22395-15)
800,4mg; Nhom nhom); Hop 20 goi x
hydroxyd (twong 10ml (géi nhya ghép
duong nhom oxyd nhom)
400mg) 612mg;
Simethicon (dudi
dang simethicon nhii
twong 30%) 80mg
108 |Biviflu - F Dextromethorphan  [Vién nén Hop 5 vi x 10 vién, NSX 48 (893110343424 1
HBr 15mg; bao phim Hop 10 vi x 10 vién, (VD-20619-14)
Loratadine 5mg; Hop 1 chai 100 vién,
Paracetamol 650mg Hop 1 chai 200 vién
109 |Mangoherpin Mangiferin 100mg [Viénnang [HOp 2 vi x 10 vién, NSX 36 |893110343524 1
cung Hop 10 vi x 10 vién (VD-25075-16)
110 |Mangoherpin 2% |Tuyp 5g chira: Kemdung [HOpl tuyp 5g; Hop 1| NSX 36  |893100343624 1
Mangiferin 100mg  |ngoai tuyp 10g (VD-29610-18)
111 [Mangoherpin 5% |Tuyp 5g chura: Kemdung |Hop 1 tuyp 5g, Hop | NSX 36 1893100343724 1
Mangiferin 250mg  |ngoai 1 tuyp 10g (VD-26664-17)
112 |Transda Rotundin 30mg Vién nén Hop 10 vix 10 vien | NSX 36 |893110343824 1
(VD-27689-17)

48. Co s& ding ky: Cong ty TNHH Dugc pham Detapham (Dia chi: 29 Puong 3/2, Phuong Hung Loi, Quan Ninh Kiéu, Tp

Can Tho, Viét Nam)

48.1. Co sé san xuit: Céng ty TNHH Dugc phidm Detapham (Bia chi: 324F/10, dudng Hoang Qudc Viét, phudng An Binh,

quan Ninh Kiéu, thanh ph Can Tho, Viét Nam)

113 |Cortimax

Cloramphenicol
0,16g;
Triamcinolone
Acetonid 0,008g

Kem boi
ngoai da

Hop 110 x 8g

NSX

24

893115343924
(VD-25004-16)

49. Co s6 diang ky: Cong Ty TNHH Dwoc Ph3

Bién Hoa 2, Phudong An Binh, Thanh phd Bién Hoa, Tinh Dong Nai, Viét Nam)

49.1. Co sé sin xuit: Cong Ty TNHH Dugc Phim Hisamitsu Viét Nam (Dia chi: S6 14-15, Puong 2A, Khu cong nghiép
Bién Hoa 2, Phudng An Binh, Thanh phd Bién Hoa, Tinh Dong Nai, Viét Nam)

im Hisamitsu Viét Nam (Dia chi: S§ 14-15, Pudng 2A, Khu cong nghiép




17

STT Tén thudc Hoat chit chinh - | Dangbao | Quy cich déng g6i | Tiéu | Tudi S6 diang ky |S6 lan
Ham lwgng ché chuin | tho gia han gia
(thang)| (SO dangky | han
di cip)
M (2 A3 @ ) Q) Q) ®) ®
114 |Salonpas gel I-Menthol 7% (w/w); [Gel boi da  |HOp 1 tuyp x 15g, NSX 48 893100344024 1
Methyl salicylate Hop 1 tuyp x 30g (VD-12687-10)
15% (w/w)

50. Co sé dang ky: Cong Ty TNHH Dwoc Ph:

Phudng An Binh, TP. Bién Hoa, Tinh Pong Nai, Viét Nam)

50.1. Co s6 san xuat: Cong Ty TNHH Dwoc Pham Shinpoong Daewoo (Dia chi: S6 13, Puong 9A, KCN Bién Hoa II,
Phuong An Binh, TP. Bién Hoa, Tinh Déng Nai, Viét Nam)

im Shinpoong Daewoo (Pia chi: S6 13, Puong 9A, KCN Bién Hoa II,

115

Grangel

Magnesi hydroxyd
(dudi dang Magnesi
hydroxyd 31%
paste) 600mg; Nhom
oxyd tuong duong
nhoém hydroxyd
599,8mg (dudi dang
Nhom hydroxyd gel)
392,2mg;
Simethicon (dudi
dang Simethicon
30% emulsion) 60mg

Hoén dich
ubng

Hop 20 goi x 10ml

NSX

36

893100344124
(VD-18846-13)

51. Co sé dang ky: Cong ty TNHH Duoc phé‘im Tan Thinh (Pia chi: S69/63 Vii Trong Phyung, Thanh Xuan, Ha Noi, Viét

Nam)

51.1. Co sé san xuit: Cong ty co phan dwgc phim CPC1 Ha Noi (Pia chi: Cum cong nghiép Ha Binh Phuong, xd Vin
Binh, huyén Thuong Tin, thanh phé Ha Noi, Viét Nam)

116

Pargine

Arginin HCI 1000mg

Dung dich
ubng

Hop 2 vi x 5 6ng x
10ml; Hop 4 vix 5
ong x 10ml; Hop 6
vix 5 dng x 10ml;
Hop 8 vi x 5 6ng x
10ml

NSX

60

893110344224
(VD-21508-14)

52. Co sé diang ky: Cong ty TNHH dwoc pham USA-NIC (Pia chi: L6 11D, duong C, Khu cong nghiép Tan Tao, Phudng
Tan Tao A, Quan Binh Tan, TP. HO Chi Minh, Viét Nam)
52.1. Co sé san xuat: Cong ty TNHH dwge phim USA-NIC (Dia chi: Lo 11D, dudong C, Khu céng nghiép Tan Tao, Phuong
Téan Tao A, Quan Binh T4n, TP. HS Chi Minh, Viét Nam)

117 |Alphadaze-4200 |Chymotrypsin Thudc bot  [Hop 10 goi, 20 gbi x | NSX 24 1893110344324 1
4200IU g (VD-31383-18)

118 [Arginine Arginine Viénnang |HOp 12 vix 5 vién NSX 36 |893110344424 1
hydrochloride 200mg [mém (VD-20592-14)

119 |Clamixtan-Nic Loratadine 5mg; Vién nén Hop 2 vi, 10 vix 10 | NSX 36  |893110344524 1
Phenylephrin bao phim vién; Chai 100 vién, (VD-21512-14)
hydrochloride Smg Chai 200 vién

120 |Danizax Triamcinolon Vién nén Hop 10 vi x 10 vién; | NSX 36 893110344624 1
acetonid 4mg Chai 100 vién (VD-30817-18)

121 [Fanlazyl Metronidazol 250mg |Viénnang |Hop 2 vi, 10 vix 10 | NSX 36  |893115344724 1

cing vién (VD-30819-18)
122 |Konicmax Diacerein 50mg Vién nén Hép 2,3,5,10vix NSX 36 893110344824 1

10 vién; Chai 50,
100, 200 vién

(VD-31385-18)




