goicwam  BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

\ ly Duoc

- Sz:‘y“ﬁz AGEUC QUAN LY DUQC Poc 1ap — Tu do — Hanh phiic
S6:158  /QP-QLD Ha Ngi, ngay10  thdang 03 nam 2023
QUYET DINH

V& viéc sira d6i thong tin thudce dwugc cip, gia han gidy ding ky luvu hanh tai Viét Nam ban
hanh kém theo cic Quyét dinh cép, gia han gidy ding ky luvu hanh ciia Cuc Quan Iy Duoc

CUC TRUONG CUC QUAN LY DUQC

Can citLudt Dwge s6 105/2016/QH13 ngay 06/4/2016;

Can eir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh chirc ning,
nhiém vu, quyén han va co cdu t6 chirc ciia B Y té;

Can cir Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mét
s6 diéu va bién phap thi hanh Ludt Dwoc;

Can cir Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira doi, b6 sung
mét so quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi quan Iy nha nuée cia
B Y té;

Can cit Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé céng tdc van thu;

Can cit Quyét dinh sé 7868/QD-BYT ngay 28/12/2018 ciia BJ Y té quy dinh chitc ndng,
nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan ly Duoc thuoc Bo Y té;

Can cir Théng twr s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bé trucng Bé Y té quy dinh viéc
dding ky luu hanh thuéc, nguyén liéu lam thudc;

Can cir ho so dang ky luu hanh thuée luu tai Cuc Quan Iy Duoc;

Theo dé nghi ciia Truéng phong Pang ky thuée, Cuc Qudn 1y Duoc.

QUYET DINH:

Piéu 1. Sira d6i mot s6 thong tin thuoc dugc cap, gia han gidy dang ky luu hanh tai Viét
Nam ban hanh kem theo céc Quyet dinh cip, gia han gidy dang ky luu hanh cia Cuc Quan 1y
Dugc (Phu Iyc kém theo Quyét dinh nay). )

Céc thong tin khac cua thlgéc dugc cap, gia han gidy dang ky luu hanh tai Viét Nam ban
hanh kém theo cac Quyét dinh cap, gia han giay dang ky luu hanh thudc tai Phu luc kém theo
Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh. ’

,Dleu 3. Giam d6c S0 Y t@ cac tinh, thanh phd tryc thudc Trung uong va Giam doc co so
sdn xuat va co s¢ dang ky co6 thudc tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhdn: KT. CUC TRUONG
- Nhu Diéu 3; 7 as. 'lgﬁ‘& CUC TRUO’NG
- BT. bao Hong Lan (dé b/c);

- TTr. B4 Xuan Tuyén (dé b/c);

- Cuc trudng Vil Tudn Cuong (dé blc);

- Cuc Quany - Bo Quédc phong, Cuc Y té - B6 Cong An; \
- Cuc Y té GTVT - B9 Giao thong van tai; Téng Cuc Hai quan —
- B6 Tai chinh; =

_ Bao hidm x hoi Viét Nam: “Nguydn Thinh Lim
-B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra By;

- Vién KN thuéc TW, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc Viét Nam;

- Cac Bénh vién, Vién c6 givong bénh truc thudc BYT;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT, PCTTra,

VP Cuc; Website Cuc QLD;

- Luu: VT, bKT.




(Ban hanh kém theo Quyét dinh s6:158

Phu luc
DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC PUQC CAP, GIA HAN GIAY DANG KY LUU HANH TAI VIET NAM
BAN HANH KEM THEO CAC QUYET DPINH CAP, GIA HAN GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC

/OD-QLD ngay 10hang o3nam 2023 cua Cuc Quan ly Duoc)

1. Quyét dinh s6 442/QD-QLD ngay 05/7/2018 cta Cuc Quan 1y Dugc vé viéc ban hanh danh muc 711 thudc san xuit trong nude duge cp gidy ding
ky Iuu hanh tai Viét Nam - Dot 162

Phong Phi — Chi nhanh nha
may Usarichpharm

A £ N e , £ ax , Noi dung A e a1 " . ,
STT Tén thuoc Co so dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
1 Pancrezym Cong ty cb phan dugc pham | VD-30202-18 | Dang bao ché | Vién nén Vién nén bao phim

2. Quyét dinh sb 652/QP
dang ky luu hanh tai Viét Nam - Dot 166

-QLD ngay 23/10/2019 cita Cuc

Quan Iy Dugc vé viée ban hanh danh myc 775 thudc san xuét trong nuéc duoc cap gidy

A £ o ax . £ g . Noi dung A . ax as A R ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
2 Prazopro 20 Cong ty c6 phan dugc pham | VD-33622-19 | Quy céch Hop 2 vi x 7 vién; Hop 2 Hop 3 vi x 10 vién; Hop
TV.Pharm dong goi vi, 5 vi, 10 vix 10 vién 10 vix 10 vién
3 Ebrasun Cong ty TNHH Duogc pham | VD-33869-19 | Tén thudc Ebrasun Ebarsun
Sun Rise

3.Quyét dinh s6 654/QD-QLD ngay 21/12/2020 cua Cyc Quan ly Dugc vé
luu hanh tai Viét Nam - Dot 167 b6 sung lan 1

viéc ban hanh danh muc thudc san xuat trong

nude dugce cap gidy dang ky

SaVi

n £ o ax , £ 4« , Noi dung A e am ps Ao .
STT Tén thuoc Co s6¢ dang ky So dang ky dinh chinh Thoéng tin da ghi Thong tin dinh chinh
4 SaVi Toux 100 | Céng ty C6 phan Dugc pham | VD-34580-20 | Tén thudc SaVi Toux 100 SaVieToux 100

4. Quyét dinh s6 652/QD-QLD ngay 21/12/2020 ctia Cuc Quan 1y Dugc vé viéc ban hanh danh muc thudc san xuét trong nude duoc cap gidy ding ky
lru hanh tai Viét Nam - Dot 168

N¢i dung

16

STT| Tén thudc Co s& ding ky S6 diang ky dinh chinh Théng tin da ghi Théng tin dinh chinh
5 Betahistine Cong ty C6 phan Dugc pham | VD-34724-20 | Ham luong Betahistin dihydrochlorid | Betahistin dihydrochlorid
dihydrochloride | SaVi hoat chat 8mg 16mg




6 Creamec Cong ty C6 phan Dugc pham | VD-34729-20 | Quy céch Hop 3 vi x 10 vién, Chai Hop 3 vix 10 vién, Hop 1
10/100 SaVi dong goi 100 vién chai x 100 vién
7 Unvirex 250 Cong ty Co phan Duocpham | VD-34738-20 | Hoat chat Natri divalproat tuong Natri divalproex tuong
SaVi duong acid valproic duong acid valproic
250mg 250mg
8 Spiramicin savi | Cong ty C6 phan Dugc pham | VD-34735-20 | Tén thudc Spiramicin savi 1.5M Spiramycin Savi 1.5M
1.5M SaVi

5. Quyét dinh sb 383/QD-QLD ngay 23/06/2021 cua Cuc Quan 1y Dugc vé viéc ban hanh danh muc 99 thudc hoa duoc san xuat trong nudc dugc cép

gidy dang ky luu hanh tai Viét Nam - Dot 169 (bb sung)

Noi dung

mesilate 216.2mg) 75mg

STT | Tén thudc Co s6 ding ky S6 ding ky dinh chinh Théng tin da ghi Théng tin dinh chinh
9 Tabised 110 Cong ty C6 phan Dugc pham | VD-35210-21 | Hoat chat Dabigatran (du6i dang Dabigatran etexilat 110mg
SaVvi Dabigatran etexilate (dudi dang vi hat
mesilate 317.1mg) 110mg | dabigatran etexilat mesylat
40%)
10 | Tabised 150 Cong ty C6 phan Dugc pham | VD-35211-21 | Hoat chat Dabigatran (dudi dang Dabigatran etexilat 150mg
SaVi Dabigatran etexilate (dudi dang vi hat
mesilate 432.4mg) 150mg | dabigatran etexilat mesylat
40%)
11 | Tabised 75 Cong ty C6 phan Dugc pham | VD-35212-21 | Hoat chat Dabigatran (du6i dang Dabigatran etexilat 75mg
SaVvi Dabigatran etexilate (dudi dang vi hat

dabigatran etexilat mesylat
40%)

6. Quyét dinh s 513/QD-QLD ngay 01/09/2021 cua Cuc

Quan 1y Dugc vé viéc ban hanh danh muyc 71 thudc san xuat trong nudc duogc cap gidy ding

ky luu hanh tai Viét Nam - Dot 170 bd sung
n £ . ax , £ 4« , Noi dung A e ax ps A e ,
STT Tén thuoc Co s6 dang ky So dang ky dinh chinh Thong tin da ghi Thoéng tin dinh chinh
12 | SaVi Tenofovir | Cong ty C6 phan Duoc pham | VD-35348-21 | Dang bao Vién nén bao phim Vién nén dai bao phim
300 SaVi ché

7. Quyét dinh s6 686/QD-QLD ngay 30/11/2021 cua Cuc Quan ly Duge vé viée ban hanh danh muc 26 thudc san xuat trong nude duoc cap gidy ding
ky luu hanh tai Viét Nam - Dot 172 bo sung




Noi dung

300mg; Vién chi 16mg;
D6 trong 24mg; Nhuc
thung dung 24mg;Cau tich
30mg; Trach ta 30mg;
Bach truat 36mg; Thd ty tu
40mg; Cau ky tor 40mg; Ha
thu 6 do 45mg; Tuc doan
58mg; Béach hop 60mg;
Thuc dia 240mg) 300mg;
Nhung huou 2,4mg; Nhan
sam 7,2mg; Cam thao
Smg; Pang sam 24mg;
Xuyén khung 28mg; Bach
linh 40mg; Puong quy
40mg; Ba kich 60mg; Hoai
son 76mg; Lién nhuc
88mg

STT| Tén thudc Co sé¢ diang Ky S6 ding ky dinh chinh Théng tin da ghi Théng tin dinh chinh
13 Bo6 than NLP Cépg ty TNHH duoc my VD-35530-21 | Hoat chét Cao déc dugc liéu tuong Cao dic dugc liéu tuong
pham Ngoc Lan duong (Cao ban long duong (Cao ban long

7,2mg; Vién chi 16mg; bd
trong 24mg; Nhuc thung
dung 24mg;Cau tich

30mg; Trach ta 30mg;
Bach truat 36mg; Tho ty tu
40mg; Cau ky tor 40mg; Ha
thi 6 do6 45mg; Tuc doan
58mg; Bach hgp 60mg;
Thyc dia 240mg) 300mg;
Nhung huou 2,4mg; Nhan
sam 7,2mg; Cam thao
Smg; Dang sam 24mg;
Xuyén khung 28mg; Bach
linh 40mg; Duong quy
40mg; Ba kich 60mg; Hoai
son 76mg; Lién nhuc
88mg

8. Quyét dinh s6 201/QD-QLD ngay 20/4/2022 ctia Cuc Quan Iy Dugc vé viéc ban hanh Da
dang ky luu hanh tai Viét Nam - Dot 174.1

nh muc 149 thudc san xuat trong nuéc duge gia han gidy

n £ o ax , £ 3w , Noi dung A e am ps A e ,
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
14 | SaViPamol Cong ty Co phan Dugc pham | VD-20811-14 | Quy céch Hop 4 vix 4 vién; Hop 1 | Hop 4 vi xé x 4 vién; Hop
Codeine SaVi dong goi tuyp x 10 vién 1 tuyp x 10 vién
15 | SaViC 500 Cong ty C6 phan Dugc pham | VD-23653-15 | Quy céach Hop 2 thix 5vix 10 viéen | Hop 2 tdi nhom x 5 vi x 10
SaVi dong goi Vvién
16 | SaVi Losartan | Cong ty C6 phan Dugc pham | VD-20810-14 | Quy cach Hop 3 vix 10 vién Hop 3 vi x 10 vién; Hop
Plus HCT SaVi dong goi 01 chai 250 vién
50/12.5

8. Quyét dinh s6 277/QDb-QLD ngay 23/5/2022 cua Cuc Quan 1y Dugc vé viéc ban hanh Danh muc 89 thudc san xuat trong nudc dugc gia han giéy
dang ky Iuu hanh tai Viét Nam - Dot 175.1

STT

Tén thube

Co s¢ dang ky

S6 ding ky

Noi dung
dinh chinh

Thong tin da ghi

Thong tin dinh chinh

4
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SaVi
Carvedilol

Cong ty Co phan Dugc pham
SaVi

‘ VD-23654-15

Tén thudc

SaVi Carvedilol

SaVi Carvedilol 6,25

9. Quyét dinh sb 279/QDb-QLD ngay 25/5/2022 cia Cuc Quan ly Dugc vé viéc ban hanh Danh muc 69 thudc san xuAt trong nudc dugce gia han giéy
dang ky luu hanh tai Viét Nam - Dot 176

n £ O\, . £ 4« , Noi dung A e s ps A e ar ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
18 | SaViRisone 35 | Congty C6 phan Duoc pham | VD-24277-16 | Quy céch Hop 1 vix 4 vién; Hop 3 | Hop 1 vi xé x 4 vién; Hop
SaVi dong goi vi x 4 vién 3 vixéx 4 vién

10. Quyét dinh s6 331/QD-QLD ngay 23/6/2022 cua Cuyc

Quan 1y Duoc vé viéc ban hanh danh muc 70 thudc san xuat trong nudc dugc cp gidy ding

ky Iuu hanh tai Viét Nam - Dot 177
STT | .. Tén thube Co sé ding ky S6 dangky | oidung Théng tin di ghi Théng tin dinh chinh
dinh chinh
19 BFS-Calci Cong ty C6 phan Dugc pham | VD-35666-22 | Quy céch Hop 2 1o, 10 19, 50 1o x Hop 10 1o, 20 1o, 50 1o x
Gluconat 10% | CPC1 Ha Noi dong goi 10ml 10ml

11. Quyét dinh s6 527/QD-QLD ngay 09/9/2022 cua Cuc

Quan Iy Dugc vé viéc ban hanh danh muc 53 thudc san xut trong nudc duoc cip gidy ding

Hoa, TP. Nha Trang, tinh
Khanh Hoa

ky Iyu hanh tai Viét Nam - Dot 178 bo sung
STT| Tén thubc Co sé diing ky S6 dingky | oidung Thong tin da ghi Théng tin dinh chinh
dinh chinh
20 | PRUNITIL Cong ty cO phan duge pham | VD-35733-22 | Dia chi co so | Duong 2 thang 4, khom Buong 2/4, khom Déng
Khéanh Hoa san xuat bong Bac, phuong Vinh Bac, Phuong Vinh Hoa,

Thanh phé Nha Trang,
Tinh Khanh Hoa

12. Quyét dinh s6 574/QP-QLD ngay 26/9/2022 cua Cuc
dang ky luu hanh tai Viét Nam - Dot 179

Quan 1y Dugc vé viéc ban hanh Danh muc 103 thudc san xuat trong nudc duge gia han gidy

n £ k1o A ax 1 Noi dung A e o ps A e s ,
STT Tén thuoc Co s6¢ dang ky So dang ky dinh chinh Thoéng tin da ghi Thong tin dinh chinh
21 Glimepiride Cong ty c6 phan dugc pham | VD-35817-22 Tiéu chuan DDbVN IV DbVN V
4mg Khanh Hoa chat lugng

13. Quyét dinh s6 794/QDP-QLD ngay 09/12/2022 ctia Cuc Quan ly Dugc vé viée ban hanh
dang ky luu hanh tai Viét Nam - Dot 179 b6 sung

Danh muc 04 thudc san xuat trong nude duoc gia han gidy

STT

Tén thude

Co s¢ dang ky

S6 ding ky

Noi dung
dinh chinh

Thong tin da ghi

Thong tin dinh chinh

22

SaVi
Eprazinone 50

Cong ty C6 phan Dugc pham
SaVi

VD-21352-14

Hoat chét

Eprazinon HCI 50mg

Eprazinon dihydrochlorid
50mg

5




14. Quyét dinh s6 793/QP-QLD ngay 09/ 12/2022 cua Cuc Quan ly Duge vé viéc ban hanh danh muc 47 thudc san xuit trong nudc duoc cip gidy
dang ky Iuu hanh tai Viét Nam - Dot 179 b6 sung

siccus) (twong duong vaoi
khong dudi 1,20mg
flavonoid toan phan)

5mg; Cao kho ré dinh ling
12,5:1 (Extractum Radix
Polysciacis siccum) (tuong
duong v6i 750mg ré dinh
lang) 60mg flavonoid toan
phan) 5mg; Cao kho ré
dinh lang 12,5 :1
(Extractum Radix
Polysciacis siccum) (tuong
duong véi 750mg ré dinh

lang) 60mg

n £ o ax 3 £ ax , Noi dung A e am ps A e ar ,
STT Tén thuoc Co s¢ dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
23 Nitidine Cong ty duge pham va thuong | VD-35957-22 | Hoat chat - Nizatidin 15mg Nizatidin 15mg/ml
mai Phuong Pong-(TNHH) ham lugng
15. Quyét dinh sb 83 I/QD-QLD ngay 21/12/2022 ctia Cuc Quan 1y Dugc vé viéc ban hanh danh muc 10 thude duge lidu, thude cd tmyén san xuat
trong nudc dugc cap giay-dang ky luu hanh tai Viét Nam - Dot 180
A P o . £ 4w , Noi dung A e A v A oo ,
STT Tén thuoc Co sé dang ky So dang ky dinh chinh Thong tin da ghi Thong tin dinh chinh
24 | Ceragon Cong ty c6 phan duoc pham | VD-35973-22 | Hoat chit - Cao kho 14 bach qua Cao kho 14 bach qua
VCP ham luong (Extractum Folii Ginkgo (Extractum Folii Ginkgo

siccus) (ham luong
flavonoid toan phan 24%)
5mg; Cao kho ré dinh ling
12,5:1 (Extractum Radix
Polysciacis siccum) (tuong
duong véi 750mg ré dinh
lang) 60mg

16. Quyét dinh s6 832/QP-QLD ngay 21/12/2022 ctia Cuc Quan 1y Duoc vé viéc ban hanh
dang ky luu hanh tai Viét Nam - Dot 181

danh muc 125 thudc san xuat

trong nudc dugce cap giay

Noi dung

97,86mg) 7mg; Acetyl

STT | Tén thudc Co sé ding ky S6 diang ky dinh chinh Théng tin di ghi Théng tin dinh chinh
25 | Clopirin 75/75 | Céng ty TNHH Dugc pham VD-36071-22 | Quy céch Hop 1 vix 10 vién Hop 1 vix 10 vién, Hop 3
BV Pharma dong goi vix 10 vién
26 | Clopirin Cong ty TNHH Dugc pham Ham lugng Clopidogrel (dudi dang Clopidogrel (dudi dang
75/100 BV Pharma VD-36070-22 | hoat chat Clopidogrel bisulfat Clopidogrel bisulfat

97,86mg) 75mg; Acetyl




salicylic acid (Aspirin)
100mg

salicylic acid (Aspirin)
100mg

17. Quyét dinh s6 833/QD-QLD ngay 21/12/2022 ciia Cuc Quan Iy Duoc vé viéc ban hanh Danh muc 137 thudc san xudt trong nuéc duoc gia han
giay dang ky luu hanh tai Viét Nam - Dot 181

Noi dung

100ml; Hop 48 chai nhya x
100ml; Hop 48 chai thuy
tinh x 200ml

STT Tén thubce Co sé dang ky S6 ding ky dinh chinh Thong tin da ghi Thong tin dinh chinh
27 | SaViPamol Cong ty Co phan Dugc pham | VD-17945-12 | Quy cach Hop 4 vi x 4 vién Hop 4 vi xé x 4 vién
500 SaVi dong goi
Effervescent
28 | Furostad Cong ty TNHH Lién doanh VD-23988-15 | Hoat chat Fusidic acid 100mg va Fusidic acid 100mg va
Stellapharm Betamethasone valerate Betamethasone (valerate)
5mg/5g; Fusidic acid 5mg/5g; Fusidic acid
200mg va Betamethasone | 200mg va Betamethasone
valerate 10mg/10g (valerate) 10mg/10g
29 Metronidazol Cong ty co phan Fresenius VD-26377-17 | Quy cach Hop 1 Chai nhya x 10 ml; | HOp 1 chai nhya x 100ml;
Kabi Kabi Viét Nam dong goi Hop 1 chai thuy tinh x Hop 1 chai thuy tinh x

100ml; Hop 48 chai nhya x
100ml; Hop 48 chai thuy
tinh x 100ml

18. Quyét dinh s6 855/QD-QLD ngay 30/12/2022 ciia Cuc Quan Iy Duogc vé viéc ban hanh danh myc 180 thudc san xuét trong nudc duoc cap gidy
dang ky luu hanh tai Viét Nam - Dot 182

No6i dung

5ml; Hop 20 g6i x 5 ml;
Hop 30 goi x 5 ml; Hop 50
g6i x 5ml; Hop 20 dng x
10ml; Hop 30 6ng x 10ml;
Hop 50 dng x 10 ml; Hop
20 goi x 10ml; Hop 30 goi
x 10ml; Hop 50 goi x 10
ml; Hop 1 chai 30 ml; Hop
1 chai

STT | Tén thudc Co s6 ding ky S6 ding ky dinh chinh Théng tin di ghi Théng tin dinh chinh

30 | MITIPREDNI | Congty TNHH Thuongmai | VD-36255-22 | Tén thudc MITIPREDNI 10mg ODT | MITIPRENI 10mg ODT
10mg ODT dugc pham Minh Tin

31 |ONDATIL4 | Congtyco phan VD-36210-22 | Quy cach Hop 20 ong x 5ml; Hop 30 | Hop 20 6ng x Sml; Hop 30
mg/5 ml dugc pham An Thién dong goi ong x Sml; Hop 50 ong x ong x Sml; Hop 50 ong x

S5ml; Hop 20 goi x 5ml,
Hop 30 gbi x Sml; Hop 50
g6i x Sml; Hop 20 dng x
10ml; Hop 30 6ng x 10ml;
Hop 50 dng x 10ml; Hop
20 goi x 10ml; Hop 30 gai
x 10ml; Hop 50 goi x
10ml; Hop 1 chai 30ml;




Hop 1 chai 60ml; Hop 1
chai 100ml

32 | Uphadoxim Cong ty c6 phan dugc pham | VD-36154-22 | Tudi tho 24 36
100 TW 25 (thang)

33 | Uphadoxim Cong ty cd phan dugc phdm | VD-36155-22 | Tudi tho 24 36
200 TW 25 (thang)
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