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QUYET PINH

Vé viéc ban hanh Danh muc 608 thudc sin xuat trong nwéc
dugc gia han giay dang ky luu hanh tai Viét Nam - Dot 192

CUC TRUONG CUC QUAN LY DUQC

Can cw Luat Duoc Sd 105/2016/QH13 ngay 06/4/2016;
Can cwr Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chire ciia BY Y té;

Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 ciia Bé trudng B Y té quy
dinh c}fd’c nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan Iy Duoc thuoc
Bo Yte;

Can cir Théng tw so6 08/2022/TT-BYT ngay 05/09/2022 ciia B truéng Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyen lieu lam thube;

Can cir két ludn cua Hoi dong tw van cdp gidy dang ky heu hanh thude, nguyén
lidu lam thuoc - Bo Y té dot 192 phién 1 va phién 2 tai Cong van s6 102/HPTV-VPHD
ngay 11/12/2023 va Cong van so 103/HDTV-VPHD ngay 12/12/2023 cua Van phong
Hoi dong tw van cap GPKLH thubc, nguyén liéu lam thudc;

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Qudn 1y Durgc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 608 thudc san xuit trong
nudc dugc gia han gi?ly dang ky luu hanh tai Viét Nam - DPot 192, cu thé:

1. Danh muc 529 thubc san xuat trong nudc duoc gia han gidy dang ky luu
hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 70 thudc san xuét trong nude duoc gia han gidy ding ky lwu hanh
hiéu luc 03 nam (Phu luc Il kem theo).

3. Danh muc 09 thudc san xut trong nuéc dugc gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Piéu 2. Co so san xuat va co s ding ky thude c6 trach nhiém:

1. San xuét thudc theo ding cac hd so, tai lidu da dang ky vi B Y té va phai
in s6 dang ky duoc BO Y té Viét Nam cip 1én nhin thudc.

2. Chi duoc san xuit, dua ra luu hanh cac thudce kiém soat dic biét khi cd Giéy
ching nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop véi pham vi hoat dong ctia co s¢ dap ung quy dinh tai khoan 5 Diéu
143 Nghi dinh sé 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién vi¢c cdp nhat ti€u chuén chét luong cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong Bo Y té quy dinh vé
chat luong thude, nguyén liéu lam thude.

4. Thude duoc gla han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cap nhat noi dung nhan thude, to hudng dan sir dung thude theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té thi phai thuc
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hién cép nhét theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngdy duoc gia han gidy dang ky luu hanh.

5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhin va to huéng dan su dung thudc) phai san xuit va luu hanh voi cac
noi dung da dugc 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
hiéu luc cua gidy ding ky luu hanh thubc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tng du diéu kién hoat dong, co so ding 'ky phai co6 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 tir ngay co s0 dang ky khong con du diéu kién hoat dong.

7. Co s6 san xuat thude phai bao dam cac diéu kién hoat dong cta co sé san
xuat trong thoi han hiéu lyc cta glay dang ky lvu hanh thudc, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc tlep
tuc st dung so dang ky da cap trudc khi gia han trong thoi han t6i da 12 thang ké tur
ngay dugc cap sO0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 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, hiu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Thong tu s6
08/2022/TT-BYT dbi voi cac thude trong Phy luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay co6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dc SO Y té cac tinh, thanh phd truc thudc Trung wong va Giam
ddc co s san xuit va co so dang ky co thudc tai Diéu 1 chiju trach nhiém thi hanh
Quyét dinh nay./.
Noi nhén: | CUC TRUONG
- Nhu biéu 4{; i A \

- BT. Bao Hong Lan (d€ b/c);

- TT. B Xuan Tuyén (dé b/c); .
- Cuc Quén y - B4 Quoc phong, Cuc Y t€ - B6 Cong an; | ©
-CucY té GTVT - Bo Giao thong vén tai;
- Téng Cuc Hai quan - B Tai chinh;
- Bao hiém x4 hoi Viét Nam; —_ X .
-Bd Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B0, Van ph(‘)ng HDPTV cap GBKLH thuoc, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thuge Bo Y té;

- Trung tdm mua sim tap trung thudc quoc gia;

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

Website;

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




Phu luc I

DANH MUC 529 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 192
/OD-QLD ngay 31 thang 01 nam 2024
ctia Cuc Quan ly Duoc)

(Kém theo Quyét dinh s6 90

STT | Ténthudc | Hoat chit chinh- | Dang bao |Quy cich déng goi| Tiéu | Tudi | S6dingky |S6lan
Ham luwgng ché chuin | tho gia han gia han
(thang) | (S6 ding ky
da cflp)
(1) 2 3 “@ (O] (6) (7 ®) (6]

1. Co sé diang ky: Alcapharm B.V (Dia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co s6 san xuit: Cong ty cb phan Dwoc vat tw y té Hai Dwong (Dia chi: S6 102, phd Chi Liang, phuong Nguyén Trii,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

1

Vitamin C

Acid ascorbic
500mg/5ml

Dung dich
tiém

Hop 50 dng x Sml;
Hop 12 éng x Sml;
Hop 6 6ng x 5ml

DDVN
v

24

893110047224
(VD-25862-16)

2. Co sé diang ky: Cong ty ¢6 phan Euvipharm (Dia chi: Ap Binh Tién 2, xa Ptc Hoa Ha, huyén Puc Hoa, tinh Long An,
Viét Nam)
2.1. Co s& san xuit: Cong ty c6 phan Euvipharm (Pia chi: Ap Binh Tién 2, xi Dtrc Hoa Ha, huyén Duc Hoa, tinh Long
An, Vi¢t Nam)

2 |Acefalgan 500 [Acetaminophen Viénnén |Hop 10 vix 10 vién | DDVN 36 893100047324 1
500mg \Y (VD-26134-17)

3 |Arginin Mbi 5ml chtra: L-  [Dung dich [Hop 2 vi x 10 dng NSX 36 893110047424 1

Euvipharm Arginin hydroclorid [udng x Sml (VD-25674-16)
1000mg

4 |Cefclor Cefaclor (duoi Vién nang |HOp 2 vix 10 vién | USP 43 36 893110047524 1

500 mg dang cefaclor cing (VD-20692-14)
monohydrat) 500mg

5 |[Cefjidim 1g Ceftazidim (duéi  |Bot pha Hop 1 1o USP 43 36 893110047624 1
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) 1g

6 [Cefjidim 2g Ceftazidim (duéi  |Bot pha Hop 1 1o USP 43 36 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

7 |Cifnir 300 mg  |Cefdinir 300mg Viénnang |[Hop1vix 10vién [JP XVII| 36 893110047824 1

cing (VD-20693-14)
8 |Cormiron Amiodaron Viénnén |[Hop3vix10vién [JP XVII| 36 893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

9 |Emerop 0,5g Meropenem (dudi  |Bot pha Hép 1 lo USP 40 36 893110048024 1
dang meropenem  [tiém (VD-19339-13)
trihydrat) 0,5g

10 |Emerop 1g Meropenem (dudi  |Bot pha Hop 1 Io USP 38 36 893110048124 1
dang meropenem  [tiém (VD-19340-13)
trihydrat) 1g

11 |Enatril 5 mg Imidapril Viénnén |[Hop 10vix 10vién | JP XVII| 24 893110048224 1

hydroclorid Smg

(VD-19865-13)
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STT Tén thudc Hoat chit chinh - | Dang bao | Quy cich déng géi| Tiéu Tubi S6 dang ky | S6 lan
Ham luwgng ché chuin | tho gia han gia han
(thang) | (S6 ding ky
da cép)
() @ A “@ ) © Q) ® ®

21. Co sé ding ky: Cong ty Co phan Dwoc pham CPC1 Ha Ngi (Pia chi: Cum Cong nghiép Ha Binh Phuong, xd Vin
Binh, huyén Thudng Tin, thanh phd Ha Noi, Viét Nam)
21.1.Co s6 san xuit: Cong ty C6 phian Dwge phim CPC1 Ha Ngi (Dia chi: Cum Cong nghiép Ha Binh Phuong, xd Vin
Binh, huyén Thudng Tin, thanh phd Ha Noi, Viét Nam)

119

Lidocain-BFS
200mg

Mbi lo 10ml chua:
Lidocain
hydroclorid (dudi
dang Lidocain
hydroclorid
monohydrat)
200mg

Dung dich
tiém

Hop 10 1o x 10ml;
Hop 20 1o x 10ml;
Hop 50 1o x 10ml

NSX

36

893110059024
(VD-24590-16)

22. Co sé ding ky: Cong ty Co phan Dwoc phdm Ciru Long (Dia chi: 150 dudng 14 thang 9, Phudng 5, Thanh phd Vinh
Long, Tinh Vinh Long, Viét Nam)
22.1. Co s6 san xuit: Cong ty cb phan dwge phim Ciru Long (Dia chi: 150 duong 14 thang 9, Phudng 5, Thanh phd Vinh
Long, Tinh Vinh Long, Viét Nam)

120 |Diclofenac 50 |Diclofenac natri Viénnén [Hop 3 vix 10 vién; | NSX 36 893110059124 1
50mg bao phim |Hop 10 vi x 10 vién (VD-27839-17)
tan trong
ruot
121 |Enalapril VPC [Enalapril maleat Viénnén [Hop 3 vix 10 vién; | NSX 36 893110059224 1
10 10mg Hop 5 vi x 10 vién; (VD-26781-17)
Hop 10 vix 10
vién; Hop 20 vi x
10 vién
122 [Sulpirid 50 Sulpirid 50mg Viénnang [Hop 3 vix 10 vién; | NSX 36 893110059324 1
cing Hop 10 vi x 10 vién (VD-21260-14)
123 |Telmisartan 40 |Telmisartan 40mg |Viénnén |HOp 3 vi x 10 vién NSX 36 893110059424 1
(VD-27841-17)
124 |Vinazol Clotrimazol 1 % Kem bdi da |Hop 1 tuyp x Sg; NSX 36 893100059524 1

(W/w)

Hop 1 tuyp x 10g;
Hép 1 tuyp x 15¢g

(VD-22827-15)

23. Co sé ding ky: Cong ty c6 phan Dwge pham Duoc liéu Pharmedic (Dia chi: 367 Nguyén Trii, Phuong Nguyén Cu

Trinh, Quan 1, TP. HO Chi Minh, Viét Nam)

23.1. Co sé san xuit: Cong ty cd phin Dwge phim Dugrc li¢u Pharmedic (Dia chi: 1/67 Nguyén Vin Qua, P. Dong Hung
Thuan, Q. 12, TP. H5 Chi Minh, Viét Nam)

125 |Acarfar Acarbose 50mg Viénnén |[Hop 1 vix 10 vién NSX 36 893110059624 1
(VD-24153-16)

126 |Aciclovir Aciclovir 400mg Viénnén |Hop3vix 10viéen | DDVN 36 893110059724 1
\Y (VD-20188-13)

127 |Allerfar Clorpheniramin Viénnén |Hop 10 vix 20 vién| NSX 36 893100059824 1
maleat 4mg (VD-22828-15)

128 [Cemofar 150 Paracetamol 150mg [Thudc bot |[Hop 10 goi x 0,75g | NSX 36 893100059924 1
ubng (VD-20686-14)

129 |Cemofar EF Paracetamol 500mg |Viénnén |Hop 10 vi x 2 vién NSX 24 893100060024 1
sui bot (VD-29729-18)
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STT Tén thudc Hoat chit chinh - | Dang bao | Quy cich déng géi| Tiéu Tubi S6 dang ky | S6 lan
Ham luwgng ché chuin | tho gia han gia han
(thang) | (S6 ding ky
da cép)
&) 2 3 G ) Q) (7 ¥ &)
130 |Cemofar EF 150|MJdi 1,5g chira: Com sui bot[Hop 10 goi x 1,5¢g NSX 24 893100060124 1
Paracetamol 150mg (VD-27845-17)
131 [Cemofar EF 250|Moi 1,5g chira: Com sui bot|Hop 10 goi x 1,5¢ NSX 24 893100060224 1
Paracetamol 250mg (VD-27846-17)
132 [Cemofar EF 80 |Moi 1,3g chira: Com sui bot|Hop 10 goi x 1,3g NSX 24 893100060324 1
Paracetamol 80mg (VD-27847-17)
133 [Colflox Ofloxacin 0,3% Dung dich |Hop 1 1o x Sml NSX 30 893115060424 1
nhé mét (VD-29730-18)
134 |Farnisone Prednison Smg Viénnén |Hop 10 vix 20 vién | NSX 36 893110060524 1
(VD-29731-18)
135 |Mykezol Moi 10g cha: Kem boi da [Hop 1 tuyp x 10g NSX 30 893100060624 1
Ketoconazol 0,2g (VD-28926-18)
136 |Natri Clorid Mbi 10ml dung Thubc nhé [Hop 1 1o x 10ml NSX 30 893100060724 1
0,9% dich chira: Natri mit, nho (VD-28927-18)
clorid 90mg miii
137 |Oxafar Ofloxacin 200mg [Viénnén |HOp 3 vi x 10 vién NSX 36 893115060824 1
bao phim (VD-27850-17)
138 |Povidine Mobi 90ml chira: Dung dich |Hop 1 chai x 90ml NSX 24 893100060924 1
Povidon iod 9¢g dung ngoai (VS-4911-15)
(dung dich
v¢ sinh phu
nir)
139 |Tobrafar M&éi 5ml chira: Thubc nhéd Hop 1 1o x 5ml NSX 24 893110061024 1
Tobramycin 15mg  |mit (VD-28930-18)

24. Co sé ding ky: Cong ty Cé phan Dwoc pham Pat Vi Phu (Pia chi: L6 M7A , Puong D17, Khu Céng Nghiép My
Phuéce 1, Phuong Thoi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam, Viét Nam)
24.1. Co s6 san xuit: Cong ty Cé phan Dwoc phim Pat Vi Phu (Dia chi: L6 M7A , Puong D17, Khu Cong Nghiép My
Phuéce 1, Phuong Thoi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam, Viét Nam)

140 |Metilone-4 Methylprednisolon | Viénnén |Hop 10 vix 10 vien | NSX 36 893110061124 1
4mg (VD-24518-16)

141 |Nilkey Fluoxetin (dudi Viénnén |Hop 10 vix 10 vién [ NSX 36 893110061224 1
dang fluoxetin bao phim (VD-24519-16)
HCI) 20mg

142 |Pexifen-20mg |Piroxicam (dudi Viénnén |Hop2 vix 14 vién, | NSX 36 893110061324 1

dang piroxicam
beta-cyclodextrin)
20mg

Hop 10 vi x 10 vién

(VD-17747-12)

25. Co s6 ding ky: Cong ty c6 phin Dwge pham Gia Nguyén (Dia chi: Puong YP6, KCN Yén Phong, xi Pong Phong,

huyén Yén Phong, tinh Bic Ninh, Viét Nam)

25.1. Co sé san xuit: Cong ty c6 phin Dwgce phdm Gia Nguyén (Dia chi: Puong YP6, KCN Yén Phong, xi Dong Phong,

huyén Yén Phong, tinh Bic Ninh, Viét Nam)

143 [Jasunny K Mdi tuyp 10g chira |Kem boi da |[Hop 1 tuyp x 10g NSX 36 893100061424 1
Ketoconazol 2% (VD-26138-17)

144 |Tezkin Terbinafin Kemboi |Hop 1 tuyp x 10g NSX 24 893100061524 1
hydroclorid ngoai da (VD-22631-15)

100mg/10g




