BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phuc
Sb: 828 / QDb-QLD Ha Néi, ngay 08 thang 11 nam 2023
QUYET PINH

Vé viéc ban hanh Danh myc 32 thudc san xuit trong nuéc
dwge gia han giay dang ky lwu hanh tai Viét Nam - Dot 191.1

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc so 105/2016/0H13 ngay 06/4/2016;
Can cit Nghi dinh so 95/2022/NP-CP ngay 15/11/2022 cia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cdu 16 chire cia Bo Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia BY truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chike ciia Cuc Qudn 1y Duge
thuéc Bé Y té;

Can cit Théng tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia BY truéng Bé Y té
quy dinh viéc dang ky lwu hanh thuéc, nguyén li¢u lam thudc;

Can cir két lugn cua Hoi dong tw van cap gidy dang ky lwu hanh thudc, nguyén
liéu lam thudc - B Y té;

Theo dé nghi ciia Trudng phong Dang ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 32 thudc san xuat trong
nudc duoc cép giéy dang ky Iuu hanh tai Viét Nam - Dot 191.1, cu thé:

1. Danh muyc 22 thudc san xuét trong nudc dugc gia han gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 10 thudc san xuét trong nudc dugc gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc Il kem theo).

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

1. San xuit thudc theo dung cac hd so, tai liéu da ding ky véi BO Y té va phai in
s6 dang ky duoc Bo Y té Viét Nam cép 1én nhan thude.

2. Chi duoc san xuét, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
ching nhan da diéu kién kinh doanh duoc pham vi kinh doanh thube phai kiém soat dic
biét phu hop v6i pham vi hoat dong ciia co s& dap ung quy dinh tai khoan 5 Diéu 143
Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mot sd
diéu va bién phap thi hanh Luét Duoc.

3. Thuc hién viéc cap nhat tiéu chuin chat lugng cua thudc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cta Bo trudng Bo Y té quy dinh vé chét
luong thudc, nguyén liéu lam thuéc

4. Thubc dugce gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chwa nop
hd so cép nhit ndi dung nhén thude, t& huéng dan sir dung thude theo quy dinh cua
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng BO Y té thi phai thyuc hién
cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT trong
thoi han 12 thang keé tir ngay dugc gia han gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay dbi vé n6i dung hanh chinh (bao
gbdm ca mau nhin va t& huéng dan sir dung thudc) phai san xuat va luu hanh véi cac noi
dung da duoc phé duyét thay ddi trong hd so gia han.



6. Co s¢ dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy ding ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudong hop
khong con dap ung du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thue hién
thay d6i co s& dang ky theo quy dinh tai Thong tu sé 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 s6 san xuat thuoc phai bao dam cac diéu kién hoat dong cuia co s& san xuat
trong thoi han hiéu lyc cta gidy ding ky lvu hanh thude, nguyén liéu lam thude.

8. Cac thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc tiép
tuc stir dung s6 dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngdy dugc cp sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phdi hop véi cac co s didu tri dé thuc hién theo dung cac quy dinh hién hanh
vé thube ké don, theo d6i an toan, hiéu qua, tac dung khong mong muén cua thudc trén
ngudi Viét Nam va tong hop, béo céo theo quy dinh tai Didu 5 Thong tu s6 08/2022/TT-
BYT dbi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co so san xuat va co sé dang ky c6 thude tai Didu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.
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Phu luc I
DANH MUC 22 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LU'C 05 NAM - POQT 191.1
(Kém theo Quyét dinh sé 828  /OP-QLD ngay08 thing 11 ndam 2023
cua Cuc Quan ly Duwoc)

STT Tén thuéc | Hoat chit chinh - | Dang bao | Quy ciach déng| Tiéu |Tuditho S6 ding ky S6 lan

Ham lugng ché goi chuin | (thang) gia han gia han
(S6 ding ky
da c:‘ip)
&) 2) A “ &) © ) ® ©®)

1. Co sé diang ky: Cong Ty C6 Phan Dwoc Pai Nam (Dia chi: 270A Ly Thuong Kiét, phuong 14, quan 10, TP. HO Chi
Minh, Viét Nam)

1.1. Co sé san xuit: Cong ty c6 phan Duwoc Enlie (Pia chi: Puong NA6, KCN My Phudc 2, phudng My Phudc, thi xi Bén
Cat, Binh Duong, Viét Nam)

1 |Becacyte Valganciclovir Viénnén |[Hop2vix 10 NSX 36 893114465323 01
(dudi dang bao phim |Vién (VD3-80-20)
Valganciclovir
hydroclorid)
450mg

2. Co sé ding ky: Cong ty c6 phan Dwoc - VIYT Thanh Héa (Pia chi: S6 232 Tran Phu, phudng Lam Son, thanh phd
Thanh Hoéa, tinh Thanh Hoéa, Viét Nam)

2.1. Co s6 sén xuét: Cong ty ) phé‘m Duwoc - VTYT Thanh Héa (Pia chi: S6 04 duong Quang Trung, phuong Ngoc Trao,
thanh phd Thanh Hoa, tinh Thanh Hoa, Viét Nam)

2 |Diclothepharm |Diclofenac natri  |[Viénnén |Hop 10 vix 10 DbVN 36 893110465423 01
50mg bao tan vién; Hop 50 vi v (VD-18036-12)
trong rud¢t  [x 10 vién; Hop

100 vi x 10 vién

3. Co sé ding ky: Cong ty Co phan Dwoc Hau Giang (Dia chi: 288 Bis, Nguyén Vin Cur, phuong An Hoa, quan Ninh Kiéu,
thanh ph6 Can Tho, Viét Nam)

3.1. Co s6' san xuit: Cong ty C6 phin Dwoc Hau Giang - Chi nhanh nha may dwec phim DHG tai Hau Giang (Pia chi:
L6 B2 - B3, Khu cong nghi¢p Tan Phti Thanh - Giai doan 1, x4 Tan Phti Thanh, huyén Chau Thanh A, tinh Héu Giang, Viét
Nam)

3 |Tenofovir 300 |Tenofovir Viénnén |[Hop 3 vix 10 NSX 24 893110465523 01
disoproxil fumarat |bao phim |vién (QLDbB-743-19)
(twong duong
Tenofovir 136mg)
300mg

Co s& diing ky: Cong ty c6 phan dwoc phAm Agimexpharm (Dia chi: 27 Nguyén Thai Hoc, Phudng My Binh, Thanh ph
Long Xuyén, Tinh An Giang, Viét Nam)

Co sé san xuét: Chi nhanh cong ty ¢6 phin dwoc phim Agimexpharm- Nha may sin xuét duge phim Agimexpharm
(bia chi: Buong Vil Trong Phung, Khom Thanh An, P. My Thé1i, TP. Long Xuyén, Tinh An Giang, Viét Nam)

4 |Agifovir-F Tenofovir Viénnén |[Hop 3 vix 10 NSX 24 893110465623 01
disoproxil fumarat |bao phim |vién; Hop10 vi x (QLbB-744-19)
300mg, Lamivudin 10 vién
300mg, Efavirenz
600mg

4. Co sb ding ky: Cong ty c6 phan dwge pham Am Vi (Dia chi: L6 B14-3,4, dudng N13, khu cong nghiép Pong Nam, xi
Hoa Phu, huyén Cu Chi, thanh phé HO Chi Minh, Viét Nam)

4.1. Co sé san xuét: Cong ty c6 phan duge pham Am Vi (Co sé dong géi thir cap) (Pia chi: Lo B14-3,4, duong N13, khu
Al5cong nghiép Dong Nam, xd Hoa Phi, huyén Ci Chi, thanh phd Ho Chi Minh, Viét Nam); Co sé san xuit va déng géi so
cAp: CCL Pharmaceuticals (Pvt.) Ltd (Dia chi: 62 Industrial Estate, Kot Lakhpat, Lahore, Pakistan)
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STT Tén thuéc | Hoat chit chinh - | Dang bao | Quy ciach déng| Tiéu |Tuditho S6 ding ky S6 lan
Ham lugng ché go0i chuin | (thing) gia han gia han
(S6 ding ky
di cip)
@ 2) A “ &) © @) ® ©®)
5 |Glimet Metformin Viénnén [Hop3vix 10 NSX 36 893110465723 01
500mg/2.5 hydrochloride bao phim  [vién (DG3-3-20)
tablets 500mg;
Glibenclamide
2,5mg
6 |Pit-Stat Tablet |Pitavastatin (du¢i [Viénnén [Hop 1 vix 10 NSX 24 893110465823 01
1 mg dang Pitavastatin  [bao phim  |vién (DG3-1-20)
calcium 1,04mg)
Img
7 |Pit-Stat Tablet |Pitavastatin (du6i [Viénnén [Hop 1 vix 10 NSX 24 893110465923 01
2 mg dang Pitavastatin [bao phim  |vién (DG3-2-20)
calcium) 2mg
8 |Sita-Met Tablets |Sitagliptin (duéi |Viénnén [Hop 2 vi x 07 NSX 24 893110466023 01
50/1000 dang Sitagliptin ~ [bao phim  |vién (DG3-4-20)
phosphat
monohydrat)
50mg; Metformin
hydrochloride
1000mg

5. Co s¢ ding ky: Cong ty C6 phian Dugc phdm An Thién (Dia chi: 314 Bong Sao, phudng 5, quan 8, Tp.H6 Chi Minh,
Viét Nam)

5.1. Co sé san xuit: Cong ty C6 phin Dwge phAm An Thién (Dia chi: Lo C16, Puong sb 9, khu cong nghiép Hiép Phudc,
Huyén Nha Bé, Thanh phé HO Chi Minh, Viét Nam)

9 |Atibutrex Mbi lo 40 ml chira [Dung dich [Hop 1 1o x 40 NSX 24 893110466123 01
Dobutamin dam dic dé |ml; Hop 3 lo x (VD-26752-17)
(duéi dang pha tiém 40 ml; Hop 5 lo
Dobutamin HCI)  |truyén x 40 ml
500mg

6. Co s¢ ding ky: Cong ty C6 phan Duge phdm Generic (Dia chi: Cum 9, xd Duyén Thai, Huyén Thudng Tin, Thanh phd
Ha N¢i, Viét Nam)

6.1. Co sé san xuat: Chi nhanh Céong ty ¢6 phin dwgc phim Trwong The (Dia chi: Lo M1, duong N3, khu cong nghiép
Hoa Xa, xa Loc Hoa, thanh phé Nam Dinh, tinh Nam Pinh, Viét Nam)

10 |Fedestar 80 Febuxostat 80mg [Viénnén [Hop 3 vix 10 NSX 36 893110466223 01
bao phim  |vién; Hop 10 vi (VD3-45-20)
x 10 vién

7. Co sé diing ky: Cong ty C6 phan Dwoc phdm Me Di Sun (Dia chi: S6 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)

7.1. Co s¢ san xuét: Cong ty Co6 phan Dwge pham Me Di Sun (Pia chi: S6 521, Khu phé An Loi, Phuong Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)

11 [|Foribat 80 Febuxostat 80mg [Viénnén [Hop 3 vix 10 NSX 36 893110466323 01
bao phim  |vién; Lo 100 (QLDBB-703-18)
vién

8. Co sé diing ky: Cong ty c6 phan dwgc pham Trung Nam (Dia chi: 42/5 Nguyén Dinh Khoi, Phudng 4, Quan Tan Binh,
Thanh phé H5 Chi Minh, Viét Nam)

8.1. Co s6 san xuét: Chi nhanh cong ty ¢ phan dwgc phim Agimexpharm- Nha may san xuét dwoc phidm
Agimexpharm (DPia chi: Puong Vi Trong Phung, Khém Thanh An, P. My Théi, TP. Long Xuyén, Tinh An Giang, Viét Nam)

12 [Mifrednor 200 [Mifepriston 200mg|Viénnén |[Hop 1 vix 1 NSX 36 893110466423 01
vién (QLDbB-373-13)
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STT Tén thuéc | Hoat chit chinh - | Dang bao | Quy ciach déng| Tiéu |Tuditho S6 ding ky S6 lan
Ham lugng ché go0i chuin | (thing) gia han gia han
(S6 ding ky
di cip)
D @ 3) @) ®) ©) ) ®) ©)
13 |Posinight Levonorgestrel Viénnén [Hop 1l vix?2 NSX 36 893100466523 01
0,75mg vién (QLbB-374-13)

9. Co s¢ ding ky: Cong ty C6 phin Pymepharco (Pia chi: 166-170 Nguyén Hug, thanh phd Tuy Hoa, tinh Phu Yén, Viét
Nam)

9.1. Co s6' san xuét: Cong ty C6 phin Pymepharco (Pia chi: 166-170 Nguyén Hug, thanh phd Tuy Hoa, tinh Phu Yén,
Viét Nam)

14 [Soravir Sofosbuvir 400mg [Viénnén |HOp 4 vi, 7 vién;| NSX 36 893110466623 01
bao phim  |Hop 3 vi, 10 (QLDbB-725-18)
vién
15 |Leravir Sofosbuvir 400mg; | Vién nén Hop 3 vix 10 NSX 36 893110466723 01
Ledipasvir: bao phim  |vién; Hop 4 vi x (QLBbB-777-19)
copovidone (1:1) 7 vién
tuong ung
ledipasvir 90mg

10. Co sé ding ky: Cong ty Co phan S.P.M (Dia chi: L6 s6 51, Khu Céng Nghiép Tan Tao, Puong S6 2, Phudng Tan Tao
A, Quan Binh Tan, thanh phd H5 Chi Minh, Viét Nam)

10.1. Co sé' san xuat: Cong ty Co phin S.P.M (Bia chi: Lo s6 51, Khu Cong Nghiép Tan Tao, Pudng S6 2, Phuong Tan Tao
A, Quan Binh Tan, thanh phé H5 Chi Minh, Viét Nam)

16 [Mizinvir Entecavir Viénnén [Hop 3 vix 10 NSX 36 893114466823 01
(dudi dang bao phim  [vién (QLDbB-748-19)
Entecavir
monohydrate)
0,5mg

17 |Pentovas Tenofovir Viénnén |[Hop 3 vix 10 NSX 24 893110466923 01
alafenamid (tuong |bao phim  [vién, vi Alu- (VD3-89-20)
duong vdi 28mg Alu; Hop 3 vi x
tenofovir 10 vién, Ep vi
alafenamid Alu-PVC; Hop 1
fumarat) 25mg Chai x 30 vién

11. Co sé ding ky: Cong ty co phén thiét bi y té va dwoc phiam Hong Phiic (Dia chi: S6 8 Phd Hong Phuc, phuong
Nguyén trung Tryc, Q. Ba Dinh, TP. Ha Noi, Viét Nam)

11.1. Co 6 san xuét: Cong ty c6 phan dwoc pham Sao Kim (Pia chi: Khu c6ng nghiép Quang Minh, thi trin Quang Minh,
huyén M¢ Linh, thanh phé Ha Néi, Viét Nam)

18 |Epalrest Epalrestat 50mg |Viénnén |Hop2 vix 14 NSX 36 893110467023 01
bao phim  |vién (QLDbB-678-18)
12. Co sé ding ky: Cong ty C6 phan Duge pham Pat Vi Phi (Dia chi: L6 M7A, Puong D17, Khu Cong nghiép My Phudc
1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam., Viét Nam)

12.1. Co sé san xuat: Cong ty Co phin Dwoc phim DPat Vi Phu (Dia chi: L6 M7A, Pudong D17, Khu Cong nghiép My
Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam., Viét Nam)

19 |Davibest Trazodon HCl Viénnén [Hop3vix 10 NSX 36 893110467123 01
50mg bao phim  |vién (QLDbB-628-17)
20 |Halcort-6 Deflazacort 6mg |Viénnén |[Hop 3 vix 10 NSX 36 893110467223 01
vién; Hop 10 vi (QLDbB-606-17)
x 10 vién
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STT Tén thuéc | Hoat chit chinh - | Dang bao | Quy ciach déng| Tiéu |Tuditho S6 ding ky S6 lan
Ham lugng ché go0i chuin | (thing) gia han gia han
(S6 ding ky
di cip)
@ 2) A “ ) © @) ® ©)

13. Co sé¢ ding ky: Cong ty TNHH BRV Healthcare (Dja chi: Khu A, S5 18, Puong s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Cu Chi, Thanh phé H5 Chi Minh, Viét Nam)

13.1. Co sé san xuit: Cong ty TNHH BRV Healthcare (Dia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Cu Chi, Thanh ph H5 Chi Minh, Viét Nam)

21 |Asmenide 1.0  |Entecavir (duoi Viénnén |[Hop 3 vix 10 NSX 36 893114467323 01
dang entercavir bao phim  |vién (QLDbB-803-19)
monohydrate) 1mg

14. Co sé ding ky: Cong ty C6 phin Dugc - Trang thiét bi y t& Binh Dinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai Hoc,
phuong Quang Trung, thanh ph Quy Nhon, tinh Binh Dinh, Viét Nam)

14.1. Co s san xuat: Cong ty Co phin Dwgc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi nha may: Chi nhanh
Cong ty c¢d phan Dugc- Trang thiét bi y t& Binh Dinh (Bidiphar) - Nha may cong nghé cao Nhon Hoi: Lo A3.01-A3.02-A3.03,
khu A Khu kinh té Nhon Hoi, xi Nhon Hoi, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam.)

22 |Oxaliplatin Oxaliplatin Dung dich [Hop 01 19 30ml | USP41 24 893114467423 01
150mg/30ml tiém pha (QLDbB-614-17)
truyén tinh
mach
Ghi chu:

1. Cdch ghi tiéu chudn chdt heong thudc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 y nghia tiwong dwong nhau,
la tiéu chudn chat lwong thudc do co sé san xudt xdy dung va déu cé thé dwoc ghi trén nhén thudc.

- Cdch viét tdt cdc tiéu chuan chat luvong duoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dién My
(USP), Duwoc dién Nhdt Ban (JP), Dugc dién Trung Quéoc (CP), Duoc dién Chdu du (EP), Dugc dién Quéc té (IP)...

2. 86 dang ky tai cot (8):

- 86 ddang ky gia han la s6 dang ky dwoc cap theo quy dinh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 ciia Bo
truong Bé Y té quy dinh viée dang ky luu hanh thudc, nguyén liéu lam thudc.

- S6 ddang ky dd cdp (dwoc ghi trong ngodc don) la sé ding ky da dwoc cdp truée khi thuée dwoe gia han theo quyét dinh nay.




Phu luc II

DANH MUC 10 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 03 NAM - POQT 191.1
(Kém theo Quyét dinh sé6 8§28 /OP-QLD ngay08 thing 11 ndam 2023
cua Cuc Quan ly Duwoc)

STT | Tén thudc |Hoat chit chinh| Dang bao |Quy cich déng| Tiéu Tudi tho S6 ding ky |S6 lan gia
Ham lugng ché goi chuin (thang) gia han han
(S6 ding ky
da cip)
) ) &) @ &) () ) ® ©)

1. Co so diing ky: Cong ty ¢6 phan Duwge Minh Hai (Dia chi: S6 322 dudong Ly Van Lam, phudng 1, thanh phd Ca Mau,
tinh Ca Mau, Viét Nam)
1.1.Co s6 san xuét: Cong ty c6 phan Dwge Minh Hai (Dia chi: S6 322 dudng Ly Van Lam, phuong 1, thanh ph Ca Mau,
tinh Ca Mau, Viét Nam)

1

Beatamid

Bicalutamide

50mg

Vién nén
bao phim

Hop2vix 10
vién

NSX

36

893114467523

(VD3-81-20)

01

2. Co s& diing ky: Cong ty C6 phan Dwoc phAm Ampharco U.S.A (Dia chi: Khu céng nghiép Nhon Trach 3, xd Hiép

Phudce, huyén Nhon Trach, tinh Béng Nai, Viét Nam)

2.1. Co s& san xuit: Cong ty ¢6 phian dugc phim Ampharco U.S.A (Dia chi: Khu cong nghiép Nhon Trach 3, xa Hiép

Phudc, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

2

Maxxemva
200

Emtricitabin
200mg

Vién nang
cung

Hop 1 vix 10
vién; Hop 3 vi x
10 vién; Hop 10
vix 10 vién

NSX

36

893110467623
(QLDbB-728-18)

01

3. Co s6 ding ky: Cong ty c6 phan dwgc pham Medbolide (Dia chi: Phong 09, 1au 10, tda nha The EverRich 1, sb 968
duong Ba Thang Hai, phuong 15, quan 11, Tp.HCM, Viét Nam)
3.1. Co s6 san xuat: Cong ty cb phin dwoc phdm Me Di Sun (Pia chi: S6 521, khu phd An Loi, phuong Hoa Loi, thi xd
Bén Cat, tinh Binh Duong, Viét Nam)

3 |Poziats 15mg|Aripiprazol 15mg|Vién nén Hop3vix 10 | USP 43 36 893110467723 01
vién (QLDbB-741-18)
3.2. Co s san xuit: Cong ty c6 phan Dugc phim Phong Phii - Chi nhanh nha may Usarichpharm (Dia chi: L6 12,
duong s6 8, Khu cong nghiép Tan Tao, Phuong Tan Tao A, Quan Binh Tan, Thanh Phé Hb Chi Minh, Viét Nam)
4 |Elocpa Tenofovir Vién nén Hop 3 vix 10 NSX |36 893110467823 01
disoproxil bao phim vién (QLDbB-784-19)
fumarat 300mg

4. Co s¢ diang ky: Cong ty co phi}ill Dwogc pham Trung wong I - Pharbaco (Pia chi: S6 160 Ton Puc Théng, phuong
Hang Bot, quan Ddng Pa, thanh phd Ha Noi, Viét Nam)
4.1. Co s6 san xuit: Cong ty c6 phian Dwgc phidm Trung wong I - Pharbaco (Pia chi: Thén Thach L3i, xd Thanh Xuén,
huyén Soc Son, thanh phd Ha Noi, Viét Nam)

5

Vitamin C

300mg

Acid ascorbic

300mg

Vién nén
bao phim

Hop 10 vix 10
vién

NSX

36

893110467923

(VD-28097-17)

01

5. Co so diing ky: Cong ty c6 phan Y Dwgc LS (Pia chi: Km22, Qudc 16 5, phuong Ban Yén Nhan, thi x3 My Hao, tinh
Hung Yén, Viét Nam)
5.1. Co s& san xuat: Cong ty TNHH MTV Dwoc Phim 150 Cophavina (Dia chi: S6 112, dwong Tran Hung Pao, phuong
Pham Ngii Lao, quan 1, thanh phé H6 Chi Minh, Viét Nam)

6

LSP-
Atazanavir

Atazanavir (dudi
dang Atazanavir

sulfat) 150mg

Vién nang
cung

Chai 60 vién

IP 2018

36

893110468023
(VD3-63-20)

01

6. Co s¢ diang ky: Cong ty TNHH BRV Healthcare (Dia chi: Khu A, S6 18, Pudng s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Cu Chi, Thanh ph H5 Chi Minh, Viét Nam)
6.1. Co s& san xuat: Cong ty TNHH BRYV Healthcare (Pia chi: Khu A, S5 18, Dudng s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Cii Chi, Thanh phé H5 Chi Minh, Viét Nam)
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STT | Tén thudc |Hoat chit chinh| Dang bao |Quy cach déng| Tiéu Tudi tho S6 ding ky |S6 lan gia
Ham lugng ché goi chuin (thang) gia han han
(S6 ding ky
di cip)
1) 2 3 “) &) () ) ®) )
7 |Abalamzi Lamivudine Vién nén Hop3vix 10 NSX 36 893114468123 01
150mg; bao phim vién, hop 6 vi x (QLDbB-549-16)
Zidovudine 10 vién (vi
300mg; Abacavir nhom - PVC);
(dudi dang Hop 3 vix 10

abacavir sulfat)
300mg

vién, hop 6 vi x
10 vién (vi
nhom - nhom);
Hop 1 chai 60
vién (chai nhya
HDPE)

7. Co s¢ ding ky: Cong ty TNHH dwoc pham Vinh Twong Phat (Dia chi: S6 28 Duong 266, Phuong 6, Quén 8,

TP.HCM, Viét Nam)

7.1. Co 6 san xuit: Cong ty c6 phian Dwgc phim Phong Phii - Chi nhanh nha may Usarichpharm (Pia chi: Lo 12,

duong s6 8, Khu cong nghiép Tan Tao, Phuong Tan Tao A, Quéan Binh Tén, Thanh Phé Hb Chi Minh, Viét Nam)

8 |[Cinoki 1

Entecavir (tuong
duong véi
Entecavir
monohydrate
1,066 mg) 1mg

Vién nén
bao phim

Hop3vix 10
vién

NSX

36

893114468223
(VD3-92-20)

01

9 |Tioked

Tenofovir
Disoproxil
Fumarate 300mg,
Emtricitabine
200mg, Efavirenz
600mg

Vién nén
bao phim

Hop 3 vix 10
vién

NSX

36

893110468323
(QLDbB-654-18)

01

8. Co s¢ ding ky: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, Xi Xuan
Théi Pong, Huyén Hoc Mén, Tp. Hd Chi Minh, Viét Nam)
8.1. Co 6 sin xuit: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, Xa Xuan
Théi Pong, Huyén Hoc Mon, Tp. Hb Chi Minh, Viét Nam)

10 |BK-2 Levonorgestrel |Vién nén Hop 1 vix 2 NSX 24 893100468423 01
0,75mg vién; Hop 1 vi x (QLBbB-761-19)
10 vién
Ghi chii:

1. Cach ghi tiéu chudn chdt lwong thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c¢é ¥ nghia tirong dwong nhau, la
tiéu chudn chat lwong thudc do co so san xudt xdy dwng va déu cé thé dwgc ghi trén nhén thudc.
- Cdch viét tat cdc tiéu chudn chat lwong diwge dién: Dwoc dién Viét Nam (DPVN), Dugc dién Anh (BP), Duwoc dién My (USP),
Dugc dién Nhdt Ban (JP), Dwoc dién Trung Quéc (CP), Duoc dién Chdu du (EP), Dugc dién Quéc té (IP)...
2. 86 dang ky tai cét (8):
- 86 dang ky gia han la sé déang ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 ciia Bé

triecng BY Y té quy dinh viéc dang ky leu hanh thube, nguyén liéu lam thuoc.

- §6 dang ky dd cap (dwoc ghi trong ngodc dom) la sé déing ky da dwoc cdp truée khi thudc dwoc gia han theo quyét dinh nay.
3. Thuoce STT 05 tai danh muc nay: sau khi hét han gidy dang ky lieu hanh, trong ho so gia han phdi bé sung dit liéu lam sang
chitng minh an toan hiéu qud cia thuéc dé Hoi dong tw vin cdp giay dang ky heu hanh thudc, nguyén liéu lam thudc xem xét viéc

gia han GDKLH




