Ky bai: Cuc Quan
l)" Dm_vc
1 Bo

Wikle BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CU C QUAN’__L__Y DUQC ~ Poclap - Ty do - Hanh phiic
Sé: 401 /QD-QLD Ha Ngi, ngay 18 thang 06 ndm 2024
QUYET PINH

'Vé viéc ban hanh Danh muc 512 thudc san xuit trong nuéc
dwgc gia han glay dang ky luu hanh tai Viét Nam Pot 200

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016,
Can cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co céu t6 chire ciia B6 Y té;

Cdn civ Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té quy
dinh chitc nang, nhiém vu, quyén han va co cdu to chire ciia Cuc Quan ly Duoc thuge
B Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 cia B trucng Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuoc;

Can cir két lugn cua Hgi dong tw vén cap gidy dang ky lwu hanh thuéc, nguyén
lidu lam thuoc - Bo Y té dot 200 tai Cong van 50 43/HDTV-VPHD ngdy 15/5/2024 cua
Van phong Hoi dong tw van cap GDKLH thuéc, nguyen liéu lam thuéc;

Theo dé nghi ciia Truong phong Ding ky thuéc, Cuc Qudn Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 512 thubc san xudt trong
nude duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 200, cu the

|. Danh muc 418 thudc san xuit trong nuéc duge gia han gidy ding ky luu
hanh hié¢u luc 05 ndm (Phy luc I kem theo).

2. Danh muc 89 thudc san xuit trong nude duoc gia han gidy dang ky hru hanh
higu lyc 03 ndm (Phu luc II kem theo).

3. Danh muc 05 thudc san xuét trong nuéc duge gia han gidy dang ky Iuu hanh
hiéu lyc dén 31/12/2025 (Phu luc ITI kem theo).

Diéu 2. Co s0 sdn Xudt va co s dang ky thudc co trach nhiém:

1. San xudt thudc theo dung cic ho s0, tai lidu dd ding ky véi Bo Y té va phai
in s diang ky duoc Bo Y tc Viét Nam cip 1én nhén thude.

2. Chi duoc san xudt, dua ra luu hanh cac thude kiém soat dic biét khi co Gidy
ching nhan du diéu kién kinh doanh dwgc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop voi pham vi hoat dong cua co sO dap ing quy dinh tai khoan 5 Diéu
143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién viée cép nhat ticu chuén chét luong cla thuoc theo quy dinh tai
Thong tu sé 11/2018/TT-BYT ngay 04/5/2018 ciia B truong BO Y t& quy dinh vé
chét luong thude, nguyén lidu lam thude.

4. Thude duge gia han gidy dang ky lIuu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhin thude, to hudng dan st dung thude theo quy dinh
cia Thong tw 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong BO Y té thi phai thyc
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hién cap nhét theo quy dinh tai diém b Khodn 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc gia han
gidy ddng ky luu hanh theo Quyét dinh nay c6 thay doi vé ndi dung hanh chinh phai
san xudt va luu hanh véi cac ndi dung di duoce phé duyét thay d6i trong hd so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hi€u lyc cua gidy dang ky luu hanh thude, nguyén lidu lam thube. Trong truong hop
khong con dap ung du didu kién hoat dong, co so dang ky phai c¢é trach nhiém thuc
hién thay dbi co s¢ ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

7. Co s san xuat thudc phdi bdo dam cac diéu kién hoat dong clia co s& san
xuét trong thoi han hiu lyc cla gidy dang ky lwu hanh thude, n guyén liéu lam thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc st dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tur
ngay duogc cap sO didng ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

2. Phdi hop véi cac co sd didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hiu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Piéu 5 Thong tu 5O
08/2022/TT-BYT dbi véi cac thudc trong Phu luc 11 ban hanh kém theo Quyét dinh
nay.

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

Didu 4. Giam ddc S¢ Y té céc tinh, thanh phd truc thudc Trung wong va Giam
dbc co s& san xuét va co so dang ky co thube tai Piéu 1 chiu trdch nhiém thi hanh
Quyét dinh nay./.
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Phu luc IT
DANH MUC 89 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - bOT 200
(Kém theo Quyét dinh s 401 /OP-QLD ngay 18  thdng 06 ndm 2024
: cua Cyc Quan ly Duoc)

STT Tén thudc Hoat chit chinh - | Dang bao ché| Quy cich déng goi| Tieu | Tudi So dang ky | S6
: Ham luwgng chuin | tho gia han lan
(thang)| (S6 dang ky | gia
: da cip) han
LM @) 3) “) ©) (6) (M _8) (€))

1. Co' sé ding ky Céng ty Co phéan Dugc - Vit tu'y té Nghé An (Pia chi: S6 68 duong Nguyén S§ Sach, Phudng Hung
Phuc, thanh phd Vinh, tinh Nghé An, Viét Nam)

1.1. Co s& sén xuét: Cong ty c6 phan Dugc - Vit tuy té Nghé An (Dia chi: Sb 68 duong Nguyén S§ Sach, Phuong Hung
Phuc, thanh phé Vinh, tinh Ngh¢ An, Viét Nam)

1 |Gerdogyl Acetyl Spiramycin  |Vién nén bao |Hop 2 vix 10 vién NSX 36 (893115467224 1
100.0001U; phim nén (VD-22574-15)

Metronidazol 125mg

2. Co ' sé diing ky: Céng ty C6 phin Duwgc Danapha (Dia chi: 253 Diing Si Thanh Khé, phuong Thanh Khé Tay, quan
Thanh Khé, thanh phé P4 Néng, Viét Nam)

2.1. Co sé san xuét: Cong ty C6 phan Duge Danapha (Dia chi: 253 Diing Si Thanh Khé, phudng Thanh Khé Téy, quin
Thanh Khé, thanh phd Da Ning, Viét Nam)

2 |Garnotal 10 Phenobarbital 10mg | Vién nén Hop 10 vix 10 NSX 36 893112467324 1
vién; Hop 1 lo x (VD-31519-19)
100 vién

3. Co o dang ky: Céong ty ¢ phan dwee Minh Hai (Dia chi: S6 322 dudng Ly Vin Lam, phuong 1, thanh phd Ca Mau,
tinh Ca Mau, Viét Nam)

3.1. Co sé sén xuét: Cong ty ¢b phz‘“m dwoc Minh Hai (Dia chi: 86 322 duong Ly Vian Lam, phuong 1, thanh phé Ca Mau,
tinh Ca Mau, Viét Nam)

3 |Terpin benzoat Natri benzoat 50mg; |Vién nang Hop 20 vix 10 vién | NSX 36 [893100467424 | 1
Terpin hydrat 100mg [cliing (VD-19289-13)

4. Co s& ding ky: Céng ty C6 Phian Duwgc Nature Vigt Nam (Dja chi: S6 19 Pudng 18, Khu phé 3, Phuong Linh Chicu,
Thanh phé Thu Btec, Thanh phé HS Chi Minh, Viét Nam)

4.1. Co sé sin xuit: Cong ty ¢ phin dwoe Nature Viét Nam (Dia chi: S8 19 Puong 18, Khu phd 3, Phuong Linh Chiéu,
Thanh phé Thu Bic, Thanh phd H6 Chi Minh, Viét Nam)

4 [Mecaflu forte Eucalyptol Vién nang Hop 5 vix 10 vién, | NSX 24 1893100467524 1
(Cineolum) 100mg; |mém Hop 10 vix 10 vién (VD-19294-13)
Menthol

(Mentholum) 0,5mg;
Tinh diu Giing
(Aetheroleum
zingiberis) 0,5mg;
Tinh diu Tan day 14
(Aetheroleum
Plectranthi
amboinici) 0,36mg;
Tinh dau tram
(Aetheroleum
cajuputi) 50mg

5. Co' s¢ ding ky: Cong ty c6 phan dwge pham 2/9 (Dia chi: 299/22 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd Ho
Chi Minh, Viét Nam)
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50 |Prednison S mg - |Prednison Smg Vién nang Hop 1 vix 10 vién; | NSX 36 893110472124 | 1
' clng Hép 10 vix 10 (VD-30755-18)

vién; Chai 100
vién; Chai 150
vién; Chai 200 vién

33. Co sir ding ky: Cong ty CP dwge vat twy té Ha Nam (Dia chi: Cum CN Hoang Dong, phuong Hoang Dong, thi xa Duy
Tién, tinh Ha Nam, Viét Nam)

33.1. Co s6 san xuit: Cong ty CP dwge vat twy té Ha Nam (Pia chi: Cum CN Hoang Déng, phudng Hoang Pong, thi xa
Duy Tién, tinh Ha Nam, Viét Nam)

51 |Methylergo Tabs |Methyl ergometrin  |Vién nén Hop 2 vi x 10 vién; | NSX 24 1893110472224 1
maleat 0,2mg Hop 3 vi x 10 vién; (VD-32115-19)
Hop 5 vi x 10 vién;
Hop 10 vix 10 vién
34. Co s¢ dang ky: Cong ty duge phim TNHH Leung Kai Fook Vi¢t Nam (Dja chi: Khu cong nghiép My Xuén A2,
phudng My Xuan, thi x3 Phtt My, tinh Ba Ria — Viing Tau, Viét Nam)
34.1. Co s& san xuét: Cong ty duwge pham TNHH Leung Kai Fook Vit Nam (Dia chi: Khu cong nghiép My Xuén A2,
phuong My Xuan, thi xa Phu My, tinh Ba Ria — Viing Tau, Viét Nam)
52 |Axe Brand Camphor 0,23ga; Dung dich Hop 1 chai Sml; NSX 60 893100472324 1

Universal Oil -
Dau gi6 trang
hi¢u cay bua

Eucalyptus Oil
0,69g; Menthol 0,92
g; Methyl Salicylate
0,69g

ding ngoai

Hop 1 chai 10ml,;
Hop 1 chai 56ml

(VD-28403-17)

35. Co s diang ky: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, qudc 16 60, phudng Phti Tan, thanh pho Bén Tre, tinh

Bén Tre, Viét Nam)

35.1. Co s6 san xuét: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, quédc 16 60, phudng Phii Tén, thanh phd Bén Tre,

tinh Bén Tre, Viét Nam)

53 |Fentimeyer 1000 |Fenticonazol nitrat  |Vién nén dat [Hop 01 vix 10 vién | NSX 36 1893110472424 1
1.000mg am dao (VD-30771-18)

54 [Metti-M Clotrimazol 100mg; [Vién nén ddt —[Hop 01 vix 10 vién | NSX 36 1893115472524 1
Metronidazol 500mg |[am dao (VD-32581-19)

36. Co sé diing ky: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S5 18, Pudng s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Cu Chi, Thanh phé H5 Chi Minh, Viét Nam)
36.1. Co s&r san xudt: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S5 18, Puong s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Cu Chi, Thanh phd HS Chi Minh, Vigt Nam)

55 |Gastsus

Goi 10ml chua:
Magnesi hydroxid
196mg; Nhom
hydroxyd (dudi dang
nhom hydroxyd gel
kho) 582mg;
Oxetacain
(Oxethazin) 20mg

Hdn dich udng

Hop 30 gbi x 10ml

NSX

36

893110472624
(VD-30213-18)

37. Co s diing ky: Cong ty TNHH Dugc phiam Chén Tam (Dia chi: UIA Bach Ma, Phuong 15, Quan 10, Thanh phé Ho

Chi Minh, Viét Nam)

37.1. Co sé sin xuét: Cong ty co phan dwgc Nature Viét Nam (Dia chi: S6 19 Puong 18, Khu phd 3, Phuong Linh Chiéu,
Thanh phé Thu Pic, Thanh phd H6 Chi Minh, Viét Nam)
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56 |NP Vién xong Camphor Vién nang Hop 2 vix 20 vién, | NSX 24 893100472724 | 1
huong chanh (Camphora) 12mg;  |mém Hop 5 vix 20 vién (VD-21813-14)
Eucalyptol
(Cineolum) 12mg;
Menthol
(Mentholum) 12mg;
Tinh d&u Chanh
(Oleum Citrus
limonia) 14mg

38. Co s¢ ding ky: Cong ty TNHH dugc pham Shinpoong Daewoo (Dia chi: S6 13 Puong 9A, Khu cong nghiép Bién
Hoa 11, Phuong An Binh, Thanh phé Bién Hoa, Tinh Pong Nai, Viét Nam) [

38.1. Co s& san xuédt: Cong ty TNHH dwge pham Shinpoong Daewoo (Dia chi: S6 13 Pudng 9A, Khu cong nghiép Bién
Hoa I1, Phuong An Binh, Thanh phé Bién Hoa, Tinh Pdng Nai, Viét Nam)

57 |Triflusal Triflusal 300mg Vién nang Hop 3 vix 10 vién NSX 36 [893110472824 1
cung (VD-21997-14)

39. Co s6 dang ky: Cong ty TNHH duoec pham USA - NIC (Pia chi: Lo 11D dudng C, Khu cong nghiép Tén Tao, Phuong
Tan Tao A, Quan Binh Tan, TP.HO Chi Minh, Viét Nam)

39.1. Co sé san xuit: Cong ty TNHH dwoc pham USA - NIC (Pia chi: L6 11D dudng C, Khu cong nghiép Tan Tao,
Phuong Tan Tao A, Quan Binh Tan, TP.HO Chi Minh, Viét Nam)

58 |Hepa-Nic Silymarin 70mg Vién nang Hop 3 vi, 4 vi, 6 vi, | NSX 36 (893100472924 | 1
mém 10 vix 10 vién (VD-32382-19)

59 [Newcobex Vitamin B1 Vién nang Hop 6 vi x 15 vién NSX 36 893100473024 | 1
(Thiamin nitrat) mém . (VD-25470-16)

115mg; Vitamin B12
(Cyanocobalamin)
50pg (meg); Vitamin
B6 (Pyridoxin
hydroclorid) 115mg

60 |Phostaligel NIC ~ |Nhom phosphat gel Hdn dich uong [Hop 20 goi x 10g NSX 36 |893100473124 1

20%/10g (VD-23314-15)
61 [Tuxsinal Alimemazin tartrat  |Vién nang Chai 50, 100, 200 NSX 36 1893100473224 1
S5mg cung vién (VD-32384-19)

40. Co s¢ diing ky: Cong ty TNHH Hasan - Dermapharm (Dia chi: Duong s 2, KCN Ddng An, Binh Hoa, Thuan An,
Binh Duong, Viét Nam)

40.1. Co s6 san xuét: Cong ty TNHH Hasan - Dermapharm (Dia chi: Puong s6 2, KCN Pdng An, Binh Hoa, Thuan An,
Binh Duong, Viét Nam)

62 [Neurixal Mai vién 2,7g chita: |Viénnénsui  [Hop 01 Tuyp x 10 NSX 24 1893100473324 | 1
Magnesi lactat bot vién, Hop 01 Tuyp (VD-28552-17)
dihydrat 470mg; x 20 vién
Pyridoxin
hydroclorid S5mg

41. Co so ding ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: L6 B, duong s6 2, khu cong nghiép Pong
An, phuong Binh Hoa, thanh phé Thuan An, tinh Binh Duong, Viét Nam)

41.1. Co sé sian xuit: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: Lo B, duong $6 2, khu cong nghiép
Pong An, phuong Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét Nam)




