BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ap - Tu do - Hanh phuc
Sé: 352 /Qb-QLD Ha Noi, ngay 25 thang o5 nam 2023
QUYET PINH

Vé viéc ban hanh Danh muyc 231 thudc sin xuit trong nuéc
dwge gia han giay dang ky lwu hanh tai Viét Nam - Dot 184

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dwoc s6 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chirc ciia BO Y té;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia B truong Bo Y té quy
dinh chbi"c nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan ly Duwoc thugc
Bo Yte;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng B Y té quy
dinh viéc dang ky hew hanh thuéc, nguyen li¢u lam thudc;

Can cit két ludgn cua Hoi dong tw van cdap gidy dang ky leu hanh thudc, nguyén liéu
lam thuéc - Bé Y té;

Theo dé nghi cua Truong phong Bang ky thuée, Cuc Quan 1y Durgre.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 231 thudc san xut trong
nude duoc cip gidy ding ky luu hanh tai Viét Nam - Dot 184, cu the

1. Danh muc 172 thudc san xuét trong nudc duoc gia han gidy ding ky luu hanh
hiéu lyc 05 nam (Phu luc I kem theo).

2. Danh muc 52 thudc san xuét trong nudc dugc gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc Il kem theo).

3. Danh muc 07 thudc san xuat trong nuée duoc gia han dang ky lwu hanh dén
31/12/2025 (Phu luc III kém theo).

Piéu 2. Co sd san xut va co sé dang ky thude c6 trach nhiém:

1. San xuat thudc theo diing cac ho so, tai lidu da dang ky voi BO Y té va phai in
s6 dang ky duoc BO Y té Viét Nam cép 1én nhan thude.

2. Chi duoc san xuat, dua ra luu hanh cac thude kiém soat dic biét khi co Gi'c”iy
chirng nhan da diéu kién kinh doanh dugc pham vi kinh doanh thube phai kiém soat dic
biét pht hop v6i pham vi hoat dong cua co s& dap tng quy dinh tai khoan 5 Diéu 143
Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mot s6
diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién viéc cap nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truéng BO Y té quy dinh vé chét
lwong thude, nguyén liéu lam thude.

4. Thyc hién, phéi hop v6i co sé nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Dugc vé viée kiém tra
chat luong nguyén liéu 1am thudc nhém sartan ddi véi cac thude thude danh muc tai
Diéu 1 ban hanh kém theo Quyet dinh nay c6 chtra dugc chat thuc nhom sartan

5. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua nop
hd so cap nhit ndi dung nhin thude, to& huéng dan sir dung thude theo quy dinh cua
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo trudng B Y té thi phai thyc hién



cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu $6 01/2018/TT-BYT trong
thoi han 12 thang ké tur ngay duoc gia han gidy dang ky luu hanh.

6. 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 doi vé ndi dung hanh chinh (bao
gom ca mau nhin va to huéng dan sir dung thudc) phai san xuét va luu hanh véi cac ndi
dung d3 duoc phé duyét thay doi trong hd so gia han.

7. Phédi hop véi cac co s diéu tri dé thyc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cla
thuoc trén nguoi Viét Nam va téng hop, bao cao theo quy dinh tai Diéu 5 Théng tu
s6 08/2022/TT-BYT d6i véi cac thude trong muc I Phuy luc II ban hanh kém theo
Quyét dinh nay.

8. Co so dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc ciia gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong truong hop
khoéng con dap ung di diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thuc 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 8¢ dang ky khong con du diéu kién hoat dong.

9. Co sO san xuat thuoc phai bao dam cac diéu kién hoat dong cta co s& san xuat
trong thoi han hiéu luc cta gidy ding ky luu hanh thude, nguyén liéu lam thudc.

10. Céc thubc duogc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc tiép
tuc stir dung sd dang ky da cap trudc khi gia han trong thoi han t6i da 12 thang ké tir
ngay duoc cap s6 diang ky gia han theo quy dinh tai Phu lyc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

11. Cac thudc dugc gia han gidy dang ky Iuu hanh tai muc II Phy luc II Quyét
dinh nay sau khi hét han gidy dang ky luu hanh, trong hd so gia han néu cong ty khong
c6 dir li€u 1am sang chung minh an toan, hi€u qua cua thudc, Cuc Quan ly Dugc sé trinh
Hoi dong tur van cap gidy dang ky luu hanh thude, nguyén liéu lam thude khong tiép tuc
gia han glay dang ky luu hanh.

Piéu 3. Quyét dinh nay c6 hiéu lyc 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 s san xudt va co so dang ky c¢6 thude tai Didu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhdn:

- Nhu Diéu 4; i

- BT. bao Hong Lan (dé b/c);
- TT. Do Xuén Tuyén (dé b/c); [ QUAN
- Cuc Quany - Bo Qudc phong, Cuc Y té - B6 Cong an 1 (el
-Cuc Y t& GTVT - B6 Giao thong van tai; ok
- Tong Cuc Hai quan - Bo Tai chinh; ‘
- Bao hiém xa hdi Viét Nam; = x .
-B Y t& Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vii Tuin Cuong
B6, Van phong HDTV cap GDKLH thuée, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh truc thugc Bo Y té;

- Trung tdm mua sam tap trung thuoc qUOC gla

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

Website;
- Luu: VT, BK (T) (02b).




Phu luc I

DANH MUC 172 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY

LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 184

(Kém theo Quyét dinh s6: 352...../0P-OLD ngay2s thanggs nam 2023
cua Cuc Quan ly Duoc)

STT| Ténthudc [Hoat chit chinh - [Dang bao [Quy cich déng [ Tiéu | Tuditho | Sédingky |[S6lin
Ham luwgng ché g0i chuén (thang) gia han gia han
(S6 diing ky
da cip)
(0)) (2) 3) 4) (5) (6) () 8 9

1. Co sé ding ky: Céng ty Co phan Duwoc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai

Hoc, Phuong Quang Trung, Tp. Quy Nhon, Tinh Binh Dinh, Viét Nam)

1.2. Co s6' san xuit: Cong ty Cé phan Dwgc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai

Hoc, Phuong Quang Trung, Tp. Quy Nhon, Tinh Binh Dinh, Viét Nam)

1 | Augbidil Amoxicilin (duéi | Thude bot Hop 10 1o BP 2010 24 893110092423 1
dang Amoxicilin | pha tiém (VD-19318-13)
natri) 1g; Acid
clavulanic (dudi
dang kali
clavulanat) 200mg
2 | Bidimoxy Amoxicillin (du¢i |Viénnang | Hop 10 vix 10 | DDVN IV 36 893110092523 1
500 dang Amoxicillin cung vién; Lo 100 (VD-19843-13)
trihydrat) 500mg vién; Lo 200
vién
3 | Bocartin 50 | Carboplatin 50mg | Thudc Hop 0110+ 01 | USP 39 24 893114092623 1
tiém dong | 6ng nudc cét (VD-21240-14)
kho pha tiém 5 ml
4 | Epirubicin Epirubicin Dung dich | Hop 1 lo x Sml | BP 2021 24 893114092723 1
Bidiphar 10 hydroclorid tiém (QLBB-636-17)
10mg/5ml
5 |Bestdocel Docetaxel Dung dich | Hop 1 lo x4 ml | USP 42 24 893114092823 1
80mg/4ml 80mg/4ml dam dac (QLBbB-767-19)
pha truyén
tinh mach
6 |Bleomycin Bleomycin (dudi | Bot dong Hop 1 1o USP42 24 893114092923 1
Bidiphar dang bleomycin | kho pha (QLDbB-768-19)
sulfat) 15 U tiém
7 |Cisplatin Cisplatin Dung dich | Hop 1 lo x 20ml| BP2016 36 893114093023 1
Bidiphar 10mg/20ml dam dac (QLDbB-736-18)
10mg/20ml dé pha
truyén
tinh mach
8 [Ninosat Natri clorid Dung [Hop 1 lox50ml| BP2020 36 893100093123 1
0,45g/50ml dich xit (VD-20422-14)
mili
9 |Triamcinolon Triamcinolon Hoén dich | Hop 5 lo x 2ml | BP2019 36 893110093223 1
acetonid 80mg/2ml tiém (VD-23149-15)

1.2. Co s6 san xuat: Cong ty C6 phan Dugc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: Chi nhanh Cong
ty ¢6 phan Duoc - Trang thiét bi y té Binh Dinh (Bidiphar) — Nha may cong nghé cao Nhon Hoi: Lo A3.01-A3.02-A3.03,

khu A Khu kinh té Nhon Hbi, xi Nhon Hoi, thanh phd Quy Nhon, Tinh Binh Dinh, Viét Nam)

Page 1 of 22




STT| Ténthudc [Hoat chit chinh - [ Dang bao | Quy cich dong Tiéu Tudi tho S6 ding ky | So6 lan
Ham luwgng ché g0i chuén (thang) gia han gia han
(S6 diing ky
da cip)
(0))] (2) 3) 4) (&) (6) ()] )] 9
10 | Doxorubicin Doxorubicin Dung dich | Hop 1 1o x 25ml| BP 2019 24 893114093323 1
Bidiphar 50 hydroclorid dam dac (QLDbB-693-18)
50mg/25ml dé pha
dung dich
tiém
truyén
11 | Ifosfamid Ifosfamid 1g Bot dong Hop 1 lo USP- 24 893114093423 1
bidiphar 1g khoé pha NF2022 (QLDbB-709-18)
tiém
12 |Irinotecan Irinotecan Dung |HopOllox5ml| USP- 36 893114093523 1
Bidiphar hydroclorid dich dam NF2021 (QLBB-637-17)
100mg/5ml trihydrat déc pha
100mg/5ml truyén
13 |Vinorelbin Vinorelbin (duéi [Dung dich | Hop 1 19 x 1ml USP- 24 893114093623 1
Bidiphar dang vinorelbin dam dac NF2022 (QLDBB-696-18)
10mg/1ml tartrat) 10mg/1ml |pha truyén
tinh mach

2. Co s& diing ky: Chi nhanh cong ty ¢6 phin dwoc pham Trung wong Vidipha BinhDwong (Pia chi: 184/2 Lé Vin
Sy, Phuong 10, Quan Pha Nhuan, Thanh phd H6 Chi Minh, Viét Nam)
2.1.Co sé san xuit: Cong ty cb phan dwoc phAm Trung wong Vidipha (Pia chi: Khu phd Tan Binh, Phuong Tan Hiép,
Thi x3 Tan Uyén, Tinh Binh Duong, Viét Nam)

14 | Gentacain Gentamicin (Dudi [Dung dich | Hop 50 Ongx | DDVN V 36 893110093723 1
dang gentamicin tiém 2ml (VD-26308-17)
sulfat) 80mg/2ml

15 [Morphin Morphin Dung dich | Hop 10 Ong x JP17 36 893111093823 1

(Morphin hydroclorid tiém Iml; Hop 25 (VD-24315-16)
hydroclorid 10mg/ml Ong x 1 ml
10mg/ml)

3. Co sé dang ky: Chi nhanh Resantis Viét Nam - Cong ty TNHH mdt thanh vién Dwgc Sai Gon (Dia chi: 702
Trudng Sa, phuong 14, quan 3, thanh phé HO Chi Minh, Viét Nam)
3.1. Co so san xuét: Chi nhanh Resantis Viét Nam - Cong ty TNHH mét thanh vién Dwoc Sai Gon (Dia chi: S6 1
VSIP, duong s6 3, KCN Viét Nam Singapore, phudng Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét Nam)

16 |Ambroxol Ambroxol Viénnén | Hop 10 vix 10 NSX 36 893100093923 1
RVN hydroclorid 30mg vién (VD-26489-17)
17 |Bustidin 20 Trimetazidin Viénnén | Hop 2 vix 30 NSX 36 893110094023 1
dihydroclorid bao phim vién (VD-24996-16)
20mg
18 [Lipisel 10 Simvastatin 10mg | Viénnén | Hop 2 vix 10 NSX 36 893110094123 1
bao phim vién (VD-25439-16)

4. Co s¢ diang ky: Cong ty co6 phan Dwoce Danapha (Pia chi: 253 Diing ST Thanh Khé, Phudng Thanh Khé Tay, Quén
Thanh Khé, TP. Pa Nang, Viét Nam)
4.1.Co sé san xuit: Cong ty c6 phan Dwoc Danapha (Dia chi: 253 Diing ST Thanh Khé, Phudng Thanh Khé T4y, Quéin
Thanh Khé, TP. Pa Nang, Viét Nam)

19

Calisamin

Glucosamin
(Tuong Gng véi
Glucosamin sulfat
kali clorid 2,1g)
1250mg

Thude bot
pha dung
dich ung

Hop 30 goi x 4¢g

NSX

36

893100094223
(VD-18680-13)
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STT| Ténthudc [Hoat chit chinh - [ Dang bao | Quy cich dong Tiéu Tudi tho S6 ding ky | So6 lan
Ham luwgng ché g0i chuén (thang) gia han gia han
(S6 diing ky
da cip)
(0))] (2) 3) 4) (&) (6) ()] )] 9
20 |Cetirizin Cetirizin Viénnén | Hop2vix 10 NSX 36 893100094323 1
10mg hydroclorid 10mg | bao phim |vién; Hop 3 vi x (VD-19268-13)
10 vién; Hop 5
vi x 10 vién
21 |Dalekine 500 Natri valproat Viénnén | Hop I lo x 40 NSX 36 893114094423 1
500mg bao phim |vién; Hop 4 vi x (VD-18906-13)
tan trong 10 Vién
rudt
22 |Glucosix 850 Metformin Viénnén | Hop 5 vix 10 NSX 36 893110094523 1
hydroclorid 850mg| bao phim vién (VD-22092-15)
23 |Olanxol Olanzapin 10mg | Viénnén | Hop 10 vi x 10 NSX 36 893110094623 1
bao phim vién (VD-26068-17)

5. Co s& diing ky: Cong ty c6 phan Dwoc Pong Nai (Dia chi: S6 221 B, dudng Pham Vin Thuan, phuong Tan Tién,
thanh phd Bién Hoa, tinh Dong Nai, Viét Nam)
5.1. Co sé sian xuit: Cong ty c6 phan Duoc Pong Nai (Dia chi: S6 221 B, duong Pham Vian Thuan, phuong Tén Tién,
thanh phd Bién Hoa, tinh Dong Nai, Viét Nam)

24 |Debutinat Trimebutin maleat | Viénnén | Hop 02 vi x 10 NSX 36 893110094723 1
200 mg 200mg vién, Hop 05 vi (VD-23448-15)
x 10 vién, Hop
10 vi x 10 vién
25 |Docnotine Sulpirid 50mg Viénnén | Hop 3vix 10 NSX 36 893110094823 1
vién, Hop 10 vi (VD-23449-15)
x 10 vién; Chai
100 vién; Chai
200 vién
26 |Piroxicam Piroxicam 10mg |Vién nang | Hop 10 vi x 10 NSX 36 893110094923 1
10mg cung vién; Chai 100 (VD-22749-15)
vién
27 |Thenadin Alimemazin tartrat | Vién nén | Hop 10 vi x 25 NSX 36 893100095023 1
Smg bao phim vién (VD-23453-15)

6. Co s& diing ky: Cong ty C6 phan Dwoc Hau Giang (Dia chi: 288 Bis, Nguyén Vin Cir, phuong An Hoa, quan Ninh
Kiéu, thanh phb Can Tho, Viét Nam)
6.1. Co sé san xuit: Cong ty Co phan Duwge Hau Giang - Chi nhanh nha may dwge phAmDHG tai Hiu Giang (Dia
chi: L6 B2 - B3, Khu cong nghiép Tan Pha Thanh - Giai doan 1, xa Tan Pha Thanh, huyén Chau Thanh A, tinh Hau

Giang, Viét Nam)

28 |Amoxicilin Amoxicilin (du¢i |Viénnang | Hop 10 vix 10 | DBVN 36 893110095123 1

500 dang amoxicilin cing vién, Chai 100 | phién ban (VD-24600-16)
trihydrat) 500mg vién, Chai 200 | hién hanh
vién, Chai 500
vién

29 |Haginir 100 Cefdinir 100mg |Viénnang | Hop 3 vix 10 NSX 36 893110095223 1
cung vién (VD-22765-15)

30 |Hapacol 325 Paracetamol Viénnén | Hop 1 chai x NSX 36 893100095323 1
325mg 100 vién, hop (VD-20559-14)

10 vi x 10 vién,
chai 400 vién
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STT| Ténthudc [Hoat chit chinh - [ Dang bao | Quy cich dong Tiéu Tudi tho S6 ding ky | So6 lan
Ham luwgng ché g0i chuén (thang) gia han gia han
(S6 diing ky
da cip)
(0))] (2) 3 4 (&) (6) ()] )] 9
31 |Oresol 245 Moi 4,1g thude | Thuoc bot | Hop 20 Gébi x NSX 36 893100095423 1
bot chira: Natri 4,1 gam (VD-22037-14)
clorid 520mg;
Natri citrat
dihydrat 580mg;
Kali clorid 300mg;
Glucose khan
2,7gam
32 |Rovas 0.75M | MGi 3g thude bot | Thude bot | Hop 24 Géi x 3 NSX 36 893110095523 1
chtra: Spiramycin | pha hén gam (VD-21142-14)
750.000IU dich ung

6.2. Co s& san xuét:

Cong ty C6 phan Dwoc Hau G
Ninh Kiéu, thanh phé Can Tho, Viét Nam)

iang (Pia chi: 288 Bis, Nguyén Vin Cir, phudng An Hoa, quan

33 |Medskin mico

Mbi 10g kem boi
da chira:
Miconazol nitrat
0,2g

Kem boi
da

Hop 1 tuyp
nhya x 10 gam;
Hop 1 tuyp

nhom x 10 gam

NSX

36

893100095623
(VD-20155-13)

7. Co s& diing ky: Cong ty c6 phan Dwoc Medipharco (Pia chi: 08 Nguyén Trudng T6 - Phudng Phudc Vinh - Thanh
phé Hué - Tinh ThiraThién Hué, Viét Nam)
7.1. Co sé sin xuit: Cong ty c6 phan Dugc Medipharco (Dia chi: 08 Nguyén Trudng T6 - Phuong Phudc Vinh -
Thanh phd Hué - Tinh Thira Thién Hué, Viét Nam)

34 |Lopathen

M&i tuyp 15 gam
chua:
Dexpanthenol
750mg

MG boi da

Hop 1 tuyp 15g;
Hop 1 tuyp 20g;
Hop 1 tuyp 30g

NSX

36

893100095723
(VD-26393-17)

8. Co s& diing ky: Cong ty c6 phan Dwoc pham 3/2 (Dia chi: S6 601 Cach Mang Thang Tam, phudng 15, quan 10, TP.
Ho6 Chi Minh, Viét Nam)
8.1. Co sé san xuat: Cong ty C6 phan Duge phim 3/2 (Pia chi: 930 C2, dudng C, KCN Cat Lai, Cum II, phudng

Thanh My Lo1i, quén 2, TP. Hb Chi Minh, Viét Nam)

35 |Dextromethor | Dextromethorphan | Vién nén | Hop 20 vi x 30 NSX 36 893110095823 1
phan 15 mg |hydrobromid 15mg| bao phim vién (VD-17870-12)

36 |Etimid 10 Ezetimib 10mg | Viénnén | Hop 3 vix 10 NSX 24 893110095923 1
vién (VD-21228-14)

9. Co s& diing ky: Cong ty c6 phan dwgc phAm Agimexpharm (Dia chi: 27 Nguyén Thai Hoc, Phuong My Binh,
Thanh phd Long Xuyén, Tinh An Giang, Viét Nam)
9.1.Co sé san xuit: Chi nhanh cong ty c6 phin dwgc pham Agimexpharm- Nha may san xuit dwge phim
Agimexpharm (Dia chi: Puong Vi Trong Phung, Khém Thanh An, P. My Théi, TP. Long Xuyén,Tinh An Giang, Viét

Nam)
37 |Agifovir-E Tenofovir Viénnén | Hop 3 vix 10 NSX 36 893110096023 1
disoproxil fumarat | bao phim vién (QLBbB-617-17)
300mg,
Emtricitabin
200mg

10. Co sé diing Ky: Cong ty Co phan Dwoc pham Ampharco U.S.A (Dia chi: Khu cong nghiép Nhon Trach 3, Xa Hiép

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

10.1.Co sé san xuit: Cong ty Co phan Dwge phaim Ampharco U.S.A (Dia chi: Khu cong nghiép Nhon Trach 3, xa
Hi¢p Phudc, huyén Nhon Trach, tinh Déng Nai, Viét Nam)
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STT| Ténthudc [Hoat chit chinh - [ Dang bao | Quy cich dong Tiéu Tudi tho S6 ding ky | So6 lan
Ham luwgng ché g0i chuén (thang) gia han gia han
(S6 diing ky
da cip)
(0))] (2) 3) 4) (&) (6) ()] )] 9
38 [Neo- Isotretinoin 20mg |Viénnang | Tui 1l vix 10 NSX 36 893110096123 1
Maxxacne T mém | vién; tai 3 vi x (VD-27777-17)
20 10 vién; tai 10
vi x 10 vién
39 |Maxxasthma Bambuterol Viénnén | Hop I vix 10 NSX 36 893110096223 1
hydroclorid 10mg | bao phim |vién; Hop 3 vi x (VD-23509-15)

10 vién; Hop 10
vi x 10 vién

11. Co sé ding ky: Cong ty co phan dwge pham An Thién (Dia chi: 314 Bong Sao, phuong 5, quan 8, Tp.H6 Chi
Minh, Viét Nam)
11.1. Co s& san xuét: Cong ty c6 phan dwge pham An Thién (Dia chi: L6 C16, Puong sb 9, khu cong nghiép Hiép
Phué6c, Huyén Nha Bé, Thanh phd H6 Chi Minh, Viét Nam)

40

AT
Entecavir 0.5

Entecavir (Du6i
dang entecavir
monohydrate)

0,5mg

Vién nén
bao phim

Hop 2 vi, 3 vi, 5
vi, 10 vix 10
vién; Hop 1 chai
30 vién, 60 vién,
100 vién

NSX

24

893114096323
(QLDB-569-16)

41

AT
Loratadin 10

Loratadin 10mg

Vién nén

Hop 2 vix 10
vién; Hop 3 vix
10 vién; Hop 5
vix 10 vién;
Hop 10 vix 10
vién; Chai 30
vién; Chai 60
vién; Chai 100
vién

NSX

24

893100096423
(VD-24132-16)

42

Febuxotid vk
40

Febuxostat 40mg

Vién nén
bao phim

Hép 2 vi,3vi, 5
vi, 10 vix 10
vién; Hop 1 chai
30 vién, 60 vién,
100 vién

NSX

24

893110096523
(QLDB-737-18)

12. Co sé diing Ky: Cong ty Co phan Dwoc pham Boston Viét Nam (Dia chi: S6 43 duong s 8, khu cong nghiép Viét
Nam - Singapore, Phuong Binh Hoa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)
12.1. Co s& san xuét: Cong ty Co phan Dwgc pham Boston Viét Nam (Bia chi: SO 43 dudng s 8, khu cong nghiép
Viét Nam - Singapore, Phuong Binh Hoa

Thanh phé Thudn An, Tinh Binh Duong, Viét Nam)

43

Vasebos 80

Valsartan 80mg

Vién nén
bao phim

Hop 2 vix 14
vién

NSX

36

893110096623
(VD-18261-13)

13. Co s6 diing ky: Cong ty co phan dwge pham Ciru Long (Pia chi: 150 duong 14/9, Phudng 5, Thanh phd Vinh
Long, Tinh Vinh Long, Viét Nam)
13.1. Co s& sén xuét: Cong ty ¢6 phan dwoe phim Ciru Long (Dia chi: 150 dudng 14/9, Phuong 5, Thanh phd Vinh
Long, Tinh Vinh Long, Viét Nam)

44

Fexofenadin
180

Fexofenadin
hydroclorid 180mg

Vién nén
bao phim

Hop 1 vix 10
vién

NSX

36

893100096723
(VD-26130-17)

14.Co sé diing ky: Cong ty c6 phan dwgc pham Ha Tay (Dia chi: S6 10A, ph6 Quang Trung, phuong Quang Trung,
quan Ha Péng, thanh phd Ha Noi, Viét Nam)
14.1. Co s& san xuat: Cong ty cd phan dwge pham Ha Tay (Pia chi: T6 dan phd sé 4, phuong La Khé, quan Ha Dong,
thanh phd Ha Noi, Viét Nam)

45

Faszeen

Moi gbi 2,5g chira
Cefradin 250mg

Thudc bot
pha hon

dich ubng

Hop 20 goi x

NSX

24

893110096823
(VD-24767-16)

1
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15. Co s6 ding ky: Cong ty C6 phan Dwgc Phim Imexpharm (Dia chi: S5 04, Puong 30/4, Phuong 1, TP.Cao Lénh,
Tinh Dong Thép, Viét Nam) . ,
15.1. Co s6 san xuat: Cong ty Co phan Dwoc Pham Imexpharm (Dia chi: S6 04, Puong 30/4, Phuong 1, TP.Cao

Lanh

Tinh Dong Thap, Viét Nam)

46 |Andol S

Paracetamol
500mg;
Phenylephrin
hydroclorid 10mg;
Chlorpheniramin
maleat 4mg

Vién nén

Hop 25 vix 20
vién; Hop 10 vi
x 20 vién

NSX

36

893100096923
(VD-23570-15)

16. Co s6 ding ky: Cong ty C6 phan Dwgc pham Khanh Hoa (Pia chi: S6 74 dudng Thong Nhat, phudng Van Thing,
thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)
16.1. Co s& san xuét: Cong ty Co phan Duge pham Khanh Hoa (Dia chi: Dudng 2/4, Khom Pong Bic, phudng Vinh
Hoa, Thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam)

47 |Fefasdin 60 Fexofenadin Viénnén | Hop 1 vix 10 NSX 36 893100097023 1
hydroclorid 60mg | bao phim | vién; Hop 10 vi (VD-26174-17)
x 10 vién
48 |Fefasdin 120 Fexofenadin Viénnén | Hop 1 vix 10 NSX 36 893100097123 1
hydroclorid 120mg| bao phim | vién; Hop 10 vi (VD-22476-15)

x 10 vién

17. Co sé diing ky: Cong ty Co phin Dwgc pham Medbolide (Dia chi: Phong 09, 1au 10, toa nha The Everrich 1, sb
968 dudong Ba Thang Hai, phudngl5, quan 11, Tp.H Chi Minh, Viét Nam)
17.1.Co s san xuat: Cong ty c6 phan dwgc pham Me Di Sun (Bia chi: S6 521, Khu phd An Loi, phuong Hoa Loi, thi
xd Bén Cat, tinh Binh Duong, Viét Nam)

49 |Vocfor Lornoxicam 4mg | Viénnén | Hop 3 vix 10 NSX 36 893110097223 1
bao phim | vién nén bao (VD-22487-15)
phim
17.2. Co s& san xuét: Cong ty Co phan Duwgc pham Phong Phii — Chi nhanh nha may Usarichpharm (Dia chi: L6 s6

12, Puong s6 8, KCN Téan Tao, Phuong Tan Tao A, Quan Binh Tan, Thanhphd Ho Chi Minh, Viét Nam)

50 |Goclio 80

Febuxostat 80mg

Vién nén
bao phim

Hop 3 vix 10
vién

NSX

36

893110097323
(QLDB-657-18)

18. Co sé diing ky: Cong ty C6 phan Dwgc pham Minh Hai (Dia chi: 322 Ly Vin Lam, phuong 1, thanh phd Ca Mau,
tinh Ca Mau, Viét Nam)
18.1. Co s& sén xuét: Cong ty Co phan Dwgc pham Minh Hai (Pia chi: 322 Ly Van Lam, phudong 1, thanh phd Ca
Mau, tinh Ca Mau, Viét Nam)

51 |Acetylcystein
200mg

Mbi géi 1,5g
chua:
Acetylcystein
200mg

Thuoc com

Hop 30 goi x
1,5¢

NSX

36

893100097423
(VD-23472-15)

19. Co sé diing ky: Cong ty Co phan Dwgc pham OPC (Dja chi: 1017 Hong Bang, Quan 6, TP. Hb Chi Minh, Viét

Nam)

19.1. Co s& sén xuét: Chi nhanh cong ty c6 phan dwgc phAm OPC tai Binh Dwong - Nha may dwoc phim OPC
(Pia chi: S6 09/DX04-TH, T6 7, Ap Tan Héa, X4 Tan Vinh Hiép, Tan Uyén, Binh Duong, Viét Nam)

52 [Déau khuynh

digp OPC

Eucalyptol 12,44¢

Dau xoa

Hop 1 chai x 15
ml; Hop 1 chai
x 25 ml; hop 1
vi 1 chai x 25 ml

NSX

36

893100097523
(VD-18976-13)

20. Co sé ding ky: Cong ty ¢6 phan dwoc pham Quing Binh (Dia chi: S 46, duong Hitu Nghi, phudng Béc Ly, thanh
phé Pong Hoéi, tinh Quang Binh, Viét Nam)
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20.1. Co s6 san xuat: Cong ty co phan dwge pham Quang Binh (Dia chi: S6 46, duong Hiru Nghi, phuong Bac Ly,
thanh phd Ddng Héi, tinh Quang Binh, Viét Nam)

53 [Dau néng M&i 10ml chita: | Dauxoa | Hop 1 Chaix NSX 48 893100097623 1

Binh quan Menthol 1g; 10ml (VD-24261-16)
Camphor 2g;
Methyl salicylat
3,6g; Tinh dau
Tram 0,36g
54 |Gluphakaps Metformin Viénnén | Hop 10vix 10 | DBVN V 60 893110097723 1
850mg hydroclorid 850mg| bao phim | vién; Lo 50 vién (VD-22995-15)

21. Co sé ding ky: Cong ty C6 phan Duge pham SaVi (Dia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuat

Tan Thuan, Phudng Tan Thuan Dong, Quéan 7, Thanh ph HO Chi Minh, Viét Nam)

21.1. Co sé san xuit: Cong ty Cé phan Dwgc pham SaVi (Dia chi: L6 Z01-02-03a, Khu Cong nghiép trong Khu Ché

xuat Tan Thuan, Phuong Tan Thuan Dén

g, Quan 7, Thanh phd HO Chi Minh, Viét Nam)

55 |Heantivir Zidovudin 300mg; | Viénnén | Hop 3 vix 10 NSX 36 893114097823 1
Lamivudin bao phim [vién; Hop 1 chai (VD-22210-15)
150mg; Nevirapin x 60 vién
khan 200mg
56 |Kitaro Spiramycin Viénnén | Hop 2 vix 10 NSX 36 893115097923 1
750.0001U; bao phim |vién; Hop 3 vix (VD-26251-17)
Metronidazol 10 vién
125mg
57 |Metsav 500 Metformin Viénnén | Hop 10 vix 10 | BP 2020 48 893110098023 1
hydroclorid 500mg| bao phim vién (VD-26252-17)
58 [SaViDirein 50| Diacerein 50mg [Viénnang | Hop 3 vix 10 NSX 36 893110098123 1
ciing vién (VD-18346-13)

22. Co sé ding ky: Cong ty Co phan Dugc pham Tenamyd (Pia chi: Lé Y01-02A dudng Tan Thuan, khu cong

nghiép/khu ché xuat Tan Thuén, phuong Tan Thuan Dong, quén 7, thanh phd HO Chi Minh, Viét Nam)
22.1. Co sé san xuit: Cong ty Cé phan Dugc phim Tenamyd (Dia chi: Lo YO1-02A dudng Tan Thuén, khu cong
nghiép/khu ché xudt Tan Thuén, phudng Tan Thuan Dong, quan 7, thanh phd H6 Chi Minh, Viét Nam)

59

Tenamyd-
Ceftriaxone

1000

Ceftriaxon (dudi
dang ceftriaxon
natri) 1000mg

Thude bot
pha tiém

Hop 10 lo; Hop
11o

NSX

24

893110098223
(VD-19449-13)

23. Co sé ding ky: Cong ty Co phan Dwoc pham Trung wong 2 (Dia chi: S6 9 Tran Thanh Tong, phuong Bach Ping,

quan Hai Ba Trung, thanh phé Ha Noi, Viét Nam)

23.1. Co s6' san xuit: Cong ty C6 phin Dwoc phdm Trung wong 2 (Pia chi: L6 27, khu cong nghiép Quang Minh, thi

tran Quang Minh, huyén Mé Linh, thanhphd Ha N¢i, Viét Nam)

60 |Glucosamin | Glucosamin sulfat |Vién nang | Hop 10 vi x 10 NSX 36 893100098323 1
250mg ciing vién (VD-19030-13)
61 |Vitamin Bl Thiamin Dung dich | Hop 10 dng x DbVN 24 893110098423 1
100 mg/1ml hydroclorid tiém (tiém | 01 ml; Hop 100 | hién hanh (VD-18652-13)
100mg/1ml bép) ongx 01 ml

24. Co sé ding ky: Cong ty Co phan Dwgc pham Trung wong I - Pharbaco (Pia chi: 160 Ton Dic Thing, phudng
Hang Bot, quan Ddng Da, thanh phd Ha Noi, Viét Nam)

24.1. Co sé' san xuit: Cong ty Cé phan Dwoc phim Trung wong I - Pharbaco (Dia chi: 160 Tén Ptrc Thing, phuong

Hang Bot, quan Ddng Pa, thanh phd Ha Noi, Viét Nam)
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62 |Ampicilin Ampicilin 250mg | Viénnén | Hop 10 vi x10 NSX 36 893110098523 1
250mg vién; Lo 200 (VD-17539-12)
vién; Lo 250
vién

25. Co sé ding ky: Cong ty ¢6 phan dwoc pham TV.Pharm (Bia chi: S6 27, Nguyén Chi Thanh, Khom 2, Phudng 9,
Thanh ph6 Tra Vinh, Tinh TraVinh, Viét Nam)
25.1.Co s6 san xuét: Cong ty cd phin dwge pham TV.Pharm (BPia chi: S6 27, Nguyén Chi Thanh, Khém 2, Phudng 9,
Thanh phé Tra Vinh, Tinh TraVinh, Viét Nam)

63 |Theratussine |Alimemazin tartrat | Viénnén | Hop 2 vi x 25 NSX 36 893100098623 1
Smg Smg bao phim | vién, Hop 10 vi (VD-21394-14)
x 25 vién
64 [TV. Pantoprazol (Du¢i | Viennén | Hop 3 vix 10 NSX 24 893110098723 1
Pantoprazol dang pantoprazol | bao phim [ vién; Hop 10 vi (VD-20877-14)
natri sesquihydrat) | tan trong | x 10 vién; Hop
40mg ruot 20 vi x 10 vién

26.Co sé ding ky: Cong ty co phan Duwgc pham TW 25 (Dia chi: 448B Nguyén Tat Thanh, phuong 18, quan 4, TP. Ho

Chi Minh, Viét Nam)

26.1.Co s6' san xuét: Cong ty cd phian Dwge pham TW 25 (Bia chi: 448B Nguyén Tat Thanh, phudng 18, quan 4, TP.
Ho Chi Minh, Viét Nam)

65 |Cefixime Méi 1g chira: Cém pha | Hop 10 géix 1 NSX 24 893110098823 1
Uphace 50 Cefixim (du6i | hén dich gam (VD-24336-16)
dang cefixim ubng
trihydrat) 50mg
66 |Diclofenac 50 | Diclofenac natri | Vién bao | Hop 3 vix 10 NSX 24 893110098923 1
50mg phim tan | vién; Hop 10 vi (VD-23082-15)
trong rudt x 10 vién
67 |Uphadol Paracetamol Vién nén | Hop 10 vix 10 NSX 36 893100099023 1
Extra 500mg; Cafein vién (VD-15480-11)
65mg

27. Co sé ding ky: Cong ty ¢6 phan dwgc pham va sinh hoc y té (Pia chi: 31 Ngb Thoi Nhiém, P. V& Thi Sau, Q. 3,
TP. H6 Chi Minh, Viét Nam)
27.1. Co s6 san xuat: Cong ty Co phan Dwogc pham va Sinh hoc y té (Pia chi: L6 I1I-18, dudng s6 13, KCN Tén Binh,
P. Tay Thanh, Q. Tan Phu, TP. H5 Chi Minh, Viét Nam)

68 |Captopril Captopril 25mg | Viénnén | Hop 10 vix 10 | DDVN IV 36 893110099123 1
vién (VD-20545-14)
27.2. Co s6' san xuat: Chi nhanh Cong ty Cé phan Dwoc phim va Sinh hoc y té (Dia chi: L6 I1I-18, duong sb 13,
KCN Tan Binh, P. Ty Thanh, Q. Tan Pha, TP. H5 Chi Minh, Viét Nam)
69 |Lipotatin Atorvastatin (dudi | Viénnén | Hop 03 vix 10 NSX 36 893110099223 1
10mg dang atorvastatin | bao phim vién (VD-24581-16)
calci) 10mg
28. Co sé ding ky: Cong ty ¢6 phan Dwge phdm VCP (Pia chi: Thon Thach L3, xd Thanh Xuan, huyén Soc Son,
thanh phd Ha Noi, Viét Nam)
28.1.Co 6 san xuét: Cong ty ¢d phan Dugc pham VCP (Pia chi: Thén Thach Li, xd Thanh Xuan, huyén Séc Son,
thanh phd Ha Noi, Viét Nam)
70 [Ampicilin 2g | Ampicilin (duéi | Thude bot | Hop 01 lo; Hop | USP 41 36 893110099323 1
dang ampicilin pha tiém 20 lo (VD-20888-14)
natri) 2g
71 |Cefamandol Cefamadol (dudi Thudc bot Hop 1 lo; Hop NSX 36 893110099423 1
g dang cefamandol | phatiém 10 1o (VD-18407-13)
nafat) 1g
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72 |Vitazovilin Piperacilin (duéi | Thudc bot | Hop 1 lo; Hop NSX 36 893110099523 1
dang piperacilin | phatiém 10 1o (VD-18409-13)

sodium) 2g;
Tazobactam (dudi
dang tazobactam
sodium) 0,25¢g

29. Co sé ding ky: Cong ty c6 phan dwoc phadm Vinh Phiic (Pia chi: S6 777, dwong Mé Linh, phudng Khai Quang,
thanh phé Vinh Yén, tinh Vinh Phuic, Viét Nam)
29.1. Co sé san xuat: Cong ty co phan dwgc phdm Vinh Phic (Dia chi: Thon Mau Théng - P. Khai Quang - TP.Vinh
Yén - T. Vinh Phuc, Viét Nam)

73 |Nuéc cat tiém [Nuée dé pha thuc [ Dung méi | Hop 20 vix 5 NSX 60 893110099623 1
tiém 10ml phatiém [ Ongx 10 ml; (VD-20273-13)
Hop 10 vix 5
Ong x 10 ml
74 |Vindopril Perindopril tert Viénnén | Hop 3 vix 10 NSX 36 893110099723 1
butylamin 4mg vién; Hop 10 vi (VD-21920-14)
x 10 vién
75 |Vinlaril Enalapril maleat | Viénnén | Hop 3 vix 10 | USP hién 36 893110099823 1
Smg vién hanh (VD-20486-14)

76 |Vinocerate Cholin alfoscerat |Dungdich| Hop 1 vix5 NSX 36 893110099923 1
(dudi dang cholin tiém Ong x 4ml (VD-20894-14)
alfoscerat hydrat)

1000mg/4ml
77 |Vinsolon 125 | Methylprednisolon | Thudc Hop 1 Lo+ 1 NSX 36 893110100023 1
(duéi dang bot dong | Ong dung moi (VD-24345-16)
methylprednisolon | kh6 pha | 2ml; Hop 5 Lo
natri succinat) tiém +5 éng dung
125mg moi 2ml; Hop

10 Lo + 10 éng
dung moi 2ml

30. Co s¢ ding ky: Cong ty Cé phan Duwgc Trung wong Mediplantex (Dja chi: 358 Giai Phong, phuong phuong Liét,
quan Thanh Xuan, thanh ph Ha Noi, Viét Nam)
30.1. Co sé san xuit: Cong ty C6 phian Dwge Trung wong Mediplantex (Dia chi: Nha may Dugc pham s 2, thén
Trung Hau, x4 Tién Phong, huyén Mé Linh, thanh ph Ha N6i, Viét Nam)

78 |A9- Meclofenoxat Viénnén | Hop 6 vix 10 NSX 36 893110100123 1
Cerebrazel hydroclorid 250mg| bao phim vién (VD-18416-13)

79 |Asetargynan Metronidazol Viénnén | Hop 01 vix 10 NSX 36 893115100223 1
500mg; Nystatin |dat am dao vién (VD-19530-13)

100.0001U

80 |Limcee Acid ascorbic Viénnén | Hop 10 vix 10 NSX 24 893110100323 1
500mg bao phim vién (VD-23103-15)

81 |Piratab Piracetam 800mg | Viénnén | Hop 3 vix 15 NSX 36 893110100423 1
bao phim vién (VD-23743-15)

31. Co sé ding ky: Cong ty C6 phan Dwoc VIYT Thai Binh (Dia chi: Km4, dudng Hung Vuong, TP. Thai Binh, tinh
Thai Binh, Viét Nam)
31.1. Co sé san xuit: Cong ty Cé phan Dwge VTYT Thai Binh (Pia chi: Km4, duong Hung Vuong, TP. Théi Binh,
tinh Thai Binh, Viét Nam)
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82 |Metrothabi Metronidazol Viénnén | Hop 10 vix 10 NSX 36 893115100523 1
250mg vién; 1o 300 (VD-22268-15)

32. Co sé ding ky: Cong ty c6 phan Fresenius Kabi Viét Nam (Dia chi: Khu vyc 8, phudng Nhon Phu, thanh phd Quy
Nhon, Binh Dinh, Viét Nam)
32.1. Co sé san xuit: Cong ty cd phan Fresenius Kabi Viét Nam (Dia chi: Khu vuc 8, phudong Nhon Phu, thanh phd
Quy Nhon, Binh DPinh, Viét Nam)

83 |Cimetidin

Kabi 200

Cimetidin (dudi
dang cimetidin

HCI) 200mg/2ml

Dung dich
tiém

Hop 10 6ng x 2
ml

USP43

36

893110100623
(VD-20308-13)

33. Co sé ding ky: Cong ty c6 phan Korea United Pharm. Int'l (Dia chi: S6 2A, Pai 16 Ty Do, Khu cong nghiép Viét
Nam -Singapore, phudng Thuan Giao, thanh ph Thuan An, tinh Binh Duong, Viét Nam)
33.1. Co sé san xuit: Cong ty cb ph:“m Korea United Pharm. Int'l (Pia chi: S6 2A, Pai 16 Ty Do, Khu cong nghiép
Viét Nam -Singapore, phuong Thuén Giao, thanh phd Thuan An, tinh Binh Duong, Viét Nam)

84 |Dompenyl-M

Domperidon (dudi
dang domperidon

maleat) 10mg

Vién nén

Hop 10 vix 10
vién

BP hién
hanh

36

893110100723
(VD-23813-15)

34. Co sé ding ky: Cong ty C6 phan Pymepharco (Pia chi: 166 — 170 Nguyén Hué, phuong 7, Tp. Tuy Hoa, Tinh Phu

Yén, Viét Nam)

34.1. Co sé san xuit: Cong ty C6 phian Pymepharco (Dia chi: 166 — 170 Nguyén Hu¢, phuong 7, Tp. Tuy Hoa, Tinh

Phu Yén, Viét Nam)

85 |Co-Ibedis Irbesartan 150mg; | Viénnén | Hop 2 vix 14 NSX 36 893110100823 1

150/12,5 Hydrochlorothiazide| bao phim |vién; Hop 3 vi x (VD-26404-17)
12,5mg 10 vién

86 |Pyvasart 40 Valsartan 40mg | Viénnén | Hop 3 vix 10 NSX 36 893110100923 1
bao phim vién (VD-23854-15)

87 |Pyvasart 80 Valsartan 80mg | Viénnén | Hop 3 vix 10 NSX 36 893110101023 1
bao phim vién (VD-23222-15)

88 |Pyvasart 160 | Valsartan 160mg | Viénnén | Hop 3 vix 10 NSX 36 893110101123 1
bao phim vién (VD-23853-15)

35.Co s¢ ding ky: Cong ty ¢6 phan sinh hoc dwge pham Ba Pinh (Pia chi: Khu cong nghiép Qué V& - Xa Phuong
Liéu - Huyén Qué V& - Tinh Béc Ninh, Viét Nam)
35.1.Co s san xuét: Cong ty c6 phan sinh hoc dwoc phdm Ba Pinh (Dia chi: Khu cong nghiép Qué V5 - Xa Phuong
Liéu - Huyén Qué V5 - Tinh Bic Ninh, Viét Nam)

89 |Happynor

Levonorgestrel
0,75mg

Vién nén

Hop 1 vix2
vién

NSX

36

893100101223
(VD-18817-13 )

36. Co s¢ ding ky: Cong ty C6 phan S.P.M (Dia chi: L6 s 51, Khu Céng Nghiép Tan Tao, Pudng s6 2, Phuong Tan
Tao A, Quéan Binh Téan, Thanh ph H6 Chi Minh, Viét Nam)
36.1.Co s san xuit: Cong ty C6 phan S.P.M (Dia chi: L6 s 51, Khu Cong Nghiép Tan Tao, Puong s 2, Phuong Tan
Tao A, Quéan Binh Tan, Thanh ph Ho Chi Minh, Viét Nam)

90 |Morinko 5

Donepezil
hydroclorid 5mg

Vién nén
bao phim

Hop 3 vix 10
vién; HOp 6 vi x
10 vién; Hop 10

vi x 10 vién

NSX

36

893110101323
(VD-20336-13)
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91 |Mypara Paracetamol Vién nén Hop 1 tuyp x NSX 24 893100101423 1
500mg sui bot | 10 vién; Hop 2 (VD-23873-15)

tuyp x 10 vién;
Hop 4 vix4
vién; Hop10 vi
x 4 vién; Hop
15 vi x 4 vién;
Hop 20 vix 4
vién

37. Co sé ding ky: Cong ty C6 phian Tap doan Dwgc pham va Thuong mai Sohaco (Dia chi: S6 5 Lang Ha, Phudng
Thanh Cong, Quan Ba Pinh, Thanh phé Ha Noi, Viét Nam)
37.1. Co s san xuét: Cong ty c6 phan dwgc pham Me Di Sun (Dia chi: S6 521, Khu phé An Loi, phuong Hoa Loi, thi
xd Bén Ct, tinh Binh Duong, Viét Nam)

92

Golcoxib

Celecoxib 200mg

Vién nang
cung

Hop 3 vix 10
vién; Hop 10 vi
x 10 vién; Chai
100 vién; Chai

200 vién

NSX

36

893110101523
(VD-22483-15)

38.Co s¢ ding ky: Cong ty c6 phan tip doan Merap (Pia chi: Thon Ba Khé, xd Tan Tién, huyén Vin Giang, tinh Hung
Yén, Viét Nam) L )
38.1. Co s6' san xuat: Cong ty co phan tip doan Merap (Dia chi: Thon Ba Khé, xa Téan Tién, huyén Vin Giang, tinh
Hung Yén, Viét Nam)

93

Melevo

M&di 5ml chira:
Levofloxacin
(dudi dang
levofloxacin
hemihydrate) 25mg

Dung dich
nho mat

Hop I Lo x 5 ml

NSX

36

893115101623
(VD-21736-14)

1

94

Mepatyl

Acid acetic 2%
(wW/w)

Dung dich
nho tai

Hop 1 Io x 10 ml

NSX

24

893110101723
(QLDB-799-19)

95

Metodex

Tobramycin (dudi
dang tobramycin
sulfate) 0,3%
(W/v);
Dexamethasone
(dudi dang
dexamethasone
sodium phosphate)
0,1% (W/v)

Dung dich
nhé mét

Hop 1 Lo x 5 ml

NSX

24

893110101823
(VD-19137-13)

39.Co s¢ ding ky: Cong ty Co phan US Pharma USA (Dia chi: L6 B1-10, Puong D2, KCN Tay Bic Cu Chi, TP H)
Chi Minh, Viét Nam) ‘
39.1.Co sé san xuiat: Cong ty C6 phan US Pharma USA (Pia chi: L6 B1-10, Puong D2, KCN Tay Béac Cu Chi, TP HO

Chi Minh, Viét Nam)

96

Cadicefaclor
250 mg

Cefaclor (duoi
dang cefaclor
monohydrat)
250mg

Vién nang
cung

Hop 1 vi, 6 vix
12 vién; Hop 2
vi x 10 vién;
Chai 50 vién,
100 vién

NSX

36

893110101923
(VD-22061-14)

—_—

40.Co s6 ding ky: Cong ty Co phan Xuit nhép kh?

Thanh phd Cao Lanh, Tinh Dong Thap, Viét Nam)
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40.1.Co s6é san xuat:

Céng ty C6 phan Xuit nhap khiu Y té Domesco (Dia chi: S 66, Qudc

Thanh phd Cao Lanh, Tinh Dong Thap, Viét Nam)

16 30, Phuong My Ph,

97 |Berberin Berberin chlorid |Viénnang | Chai 100 vién NSX 36 893100102023 1
100mg 100mg cung (VD-21982-14)
98 |Dofexo Fexofenadin Viénnén | Hop I vix 10 NSX 36 893100102123 1
hydroclorid 60mg | bao phim |vién; Hop 2 vi x (VD-19628-13)
10 vién; Hop 3
vi x 10 vién
99 |[Domenat Vitamin E (dl- |Viénnang | Hop 3 vix 10 NSX 36 893110102223 1
alpha tocopheryl mém | vién; Hop 6 vi x (VD-21020-14)
acetat) 400IU 5 vién; Hop 12
vi x 5 vién; Chai
30 vién
100 |Doraval Plus | Valsartan 80mg; | Viénnén | Hop 1 vix 10 NSX 24 893110102323 1
80mg/12,5mg | Hydroclorothiazid | bao phim |vién; Hop 3 vi x (VD-26464-17)
12,5mg 10 vién; Hop 10
vi x 10 vién
101 [Doresyl Celecoxib 400mg | Vién nang | Hop 01 vix 10 NSX 36 893110102423 1
400mg cing |vién; Hop 3 vix (VD-23255-15)
10 vién; Hop 6
vix 10 vién;
Hop 10 vix 10
vién
102 IDOSPASMIN| Alverin (duéi |Viénnang | Hop 3 vix 10 NSX 48 893110102523 1
40 mg dang alverin citrat) cung |[vién; Hop 5 vix (VD-21463-14)
40mg 10 vién; Chai
150 vién; Chai
200 vién
103 |[DOVEL 150 | Irbesartan 150mg | Viénnén | Hop 2 vix 14 NSX 36 893110102623 1
mg vién; Hop 10 vi (VD-19632-13)
x 14 vién
104 |Dotri-B Vitamin Bl Viénnang | Hop 10 vix 10 NSX 36 893110102723 1
(Thiamin mém vién (VD-21031-14)
mononitrat)

115mg; Vitamin
B6 (Pyridoxin
hydroclorid)
115mg; Vitamin
BI12
(Cyanocobalamin)

50pug

41.Co s6 ding ky: Cong ty C6 phan Duge pham OPV (Dia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II,
Phuong An Binh, Thanh phé Bién Hoa, Tinh Dong Nai, Viét Nam)
41.1.Co s& san xuit: Cong ty C6 phan Duoc pham OPV (Pia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II,
Phuong An Binh, Thanh phé Bién Hoa, Tinh Dong Nai, Viét Nam)

105 |Alodip 5

Amlodipin (dudi
dang amlodipin
besylate) Smg

Vién nang
cung

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

NSX

36

893110102823
(VD-19920-13)
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106 |Ameflu Paracetamol Viénnén | Hop 10 vix 10 NSX 36 893100102923 1
500mg; bao phim vién (VD-22504-15)
Phenylephrine
hydrochloride
Smg; Caffeine
25mg
107 |New Ameflu | Acetaminophen | Viénnén | Hop 1 vix 10 NSX 36 893110103023 1
Day Time + C 500mg; bao phim | vién; Hop 10 vi (VD-16959-12)
Guaifenesin x 10 vién; Hop
200mg; 20 vi x 10 vién
Phenylephrine
hydrochloride
10mg;
Dextromethorphan
hydrobromide
15mg; Vitamin C
100mg
108 |Opecipro 500 Ciprofloxacin Viénnén | HOp2vix7 NSX 36 893115103123 1
(dudi dang bao phim | vién; Hop 10 vi (VD-21676-14)
ciprofloxacin x 7 vién; Hop

HC1.H20) 500mg

20 vi x 7 vién;
Hop 1 chai x
100 vién

42.Co sé diang ky: Cong ty CPDP Dat Vi Phu (Dia chi: L6 M7A , BPuong D17, Khu Cong Nghiép My Phudc 1, Phuong
Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)
42.1. Co sé san xuit: Cong ty CPDP Pat Vi Phu (Dia chi: L6 M7A , Puong D17, Khu Cong Nghiép My Phudc 1,
Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

109 | Corneil - 2,5 [Bisoprolol fumarat | Viénnén | Hop 6 vix 10 NSX 36 893110103223 1
2,5mg bao phim vién (VD-20358-13)
110 | Gygaril-10 Enalapril maleat | Viénnén | Hop 3 vix 10 NSX 36 893110103323 1
10mg vién (VD-21056-14)
111 | Pfertzel Clopidrogrel (dudi | Viénnén | Hop 3 vix 10 NSX 36 893110103423 1
dang clopidogrel | bao phim vién (VD-20526-14)
bisulfat) 75mg;
Aspirin 75mg
112 | Silpasrine Alverin citrat Viénnang | Hop 10 vix 10 NSX 36 893110103523 1
60mg; Simethicon mém vién (VD-23923-15)
300mg
113 |Lambertu Pyridostigmin Viénnén | Hop 6 vix 10 NSX 36 893110103623 1
bromid 60mg bao phim vién (VD-21059-14)
114 |Pizar-3 Ivermectin 3mg | Viénnén [ Hop 1 vix4 NSX 36 893110103723 1
vién (VD-23282-15)
115 |Vaslor - 20 Atorvastatin (dudi | Viénnén | Hop4 vix 7 NSX 36 893110103823 1
dang atorvastatin | bao phim | vién; Hop 10 vi (VD-19672-13)
calci) 20mg x 10 vién

43.Co s6 ding ky: Cong ty C6 phan Duge pham Tipharco (Dia chi: L6 08, 09 Cum Cong nghiép va Tiéu thi cong
nghiép TanM§ Chanh, Phudng 9, TP. My Tho, Tinh Tién Giang, Viét Nam)
43.1. Co sé san xuit: Cong ty Cé phan Dwgc pham Tipharco (Dia chi: 15 Ddc Binh Kiéu, Phuong 2, TP. My Tho,
Tinh Tién Giang, Viét Nam)
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116 |Tipharmlor Amlodipin (dudi |Viénnang | Hop 3 vix 10 NSX 36 893110103923 1

dang amlodipin
besilate) 5Smg

cung

vién; Hop 10 vi
x 10 vién; Hop
1 Chai x 100
vién

(VD-22514-15)

44. Co sé ding ky: Cong ty Lién doanh dwoc pham Mebiphar - Austrapharm (Dia chi: L6 III - 18, duong s6 13,
nhém CN III, KCN Tén Binh, quan Tan Pha, TP. H6 Chi Minh, Viét Nam)
44.1. Co s san xuit: Cong ty Lién doanh Dugc phim Mebiphar-Austrapharm (Bia chi: Lo III - 18, duong s6 13,

nhém CN III, KCN Tan Binh, quan Tan Pha, TP. HOChi Minh, Viét Nam)

117

Austen

D-alpha
tocopheryl acetat
(RRR-alpha
tocopheryl acetat)

4001U

Vién nang
mém

Hop 3 vix 10
vién; Hop 6 vi x
10 vién

NSX

24

893100104023
(VD-20069-13)

45. Co s6 ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3, qudc 16 60, phudong Phu Tan, Tp. Bén Tre, tinh

Bén Tre, Viét Nam)

45.1.Co s& san xuit: Cong ty Lién doanh Meyer-BPC (Dja chi: S5 6A3, qudc 16 60, phudng Phi Tan, Tp. Bén Tre,
tinh Bén Tre, Viét Nam)

118 |Becolitor 20 | Atorvastatin (du¢i | Viénnén | Hop 03 vix 10 NSX 36 893110104123 1
dang atorvastatin vién (VD-21470-14)
calci trihydrat)
20mg
119 [Celecoxib Celecoxib 100mg | Vién nang | Hop 10 vi x 10 NSX 36 893110104223 1
100 Meyer cung vién (VD-23270-15)
120 |Irbesartan- Irbesartan 150mg | Viénnén | Hop 02 vi x 10 NSX 36 893110104323 1
AM vién; Hop 10 vi (VD-24503-16)
x 10 vién
121 |Telanhis Fexofenadin Viénnén | Hop 10 vix 10 NSX 36 893100104423 1
hydroclorid 60mg | bao phim vién (VD-20351-13)

46.Co sé ding ky: Cong ty TNHH BRYV Healthcare (Dija chi: Khu A, S6 18, Pudng s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Ct Chi, Thanh phé H6 Chi Minh, Viét Nam)
46.1.Co s6 san xuit: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xa Tan Thanh
Tay, Huyén Ca Chi, Thanh ph H6 Chi Minh, Viét Nam)

122 |Bigefinib 250 | Gefitinib 250mg | Viénnén | Hop 3 vi x 10 NSX 36 893114104523 1

bao phim | vién, hop 1 chai (QLbB-510-15)

30 vién

123 |BivoUri 80 Febuxostat 80mg | Viénnén | Hop 3 vix 10 NSX 36 893110104623 1

bao phim | vién, hop 6 vi x (QLDB-758-19)

10 vién (vi
nhom - nhém
hodac vi nhom -
PVC)

124 |Ledipasvir 90 Sofosbuvir Viénnén |Hop 1 chai x 28 NSX 36 893110104723 1
mg + 400mg; Ledipasvir | bao phim | vién, hop 4 vi x (QLDBB-710-18)
Sofosbuvir 90mg 7 vién
400mg

125 |Nokatip 100 Erlotinib (duéi | Viénnén | Hop 3 vi x 10 NSX 36 893114104823 1

dang erlotinib bao phim vién (QLbB-511-15)

HCI) 100mg
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126 |Nokatip 150 Erlotinib (duéi | Viénnén | Hop 3 vi x 10 NSX 36 893114104923 1
dang erlotinib bao phim vién (QLDbB-512-15)

HCI) 150mg

47.Co s6 ding ky: Cong ty TNHH Dwoc phadm Fitopharma (Dia chi: 26 Bis/1, khu phd Trung, phuong Vinh Phu,
thanh phé Thuan An, tinh Binh Duong, Viét Nam)
47.1.Co s6 san xuét: Cong ty TNHH Dugc phim Fitopharma (Bia chi: 26 Bis/1, khu phd Trung, phudng Vinh Phi,
thanh phé Thuan An, tinh Binh Duong, Viét Nam)

127

Thubc ho b
phé

Tran bi
(Pericarpium Citri
reticulatae
perenne) 20gam,
Cat canh (Radix
Platycodi
grandiflori)
10gam, Tién hd
(Radix Peucedani)
10gam, T6 diép
(Folium Perillae
frutescensis)
10gam, Tir uyén
(Radix et Rhizoma
Asteris tatarici) 10
gam, Tang bach bi
(Cortex Mori
albae radicis)
4gam, Tang di€p
(Folium Mori
Thién mon (Radix
Asparagi
cochinchinensis)
4gam, Cam thdo
(Radix et Rhizoma
Glycyrrhizae)
3gam, O mai
(Fructus
Armaniacae)
3gam, Khuong
hoang (Rhizoma
Curcumae longae)
2gam, Menthol
(Mentholum)
0,044gam

Cao long

Hop 1 chai 80
ml; Hop 1 chai
200ml

NSX

36

893100105023
(VD-23290-15)

48.Co sé ding ky: Cong ty TNHH Dwoc pham Glomed (Pia chi: S6 35, Pai L6 Tu Do, KCN Viét Nam - Singapore,
Phuong An Phu, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)
48.1.Co s& san xuit: Cong ty TNHH Duogc pham Glomed (Pia chi: S6 29A Pai Lo Ty Do, KCN Viét Nam -
Singapore, phuong An Phy, thi xa Thudn An, tinh Binh Duong, Viét Nam)

128

Glopixin 250

Moi géi 1,5 gam:
Cefalexin (dudi
dang cefalexin
monohydrat
262,5mg) 250mg

Thudc bot
de uong

Hop 10 goi x
1,5g; Hop 20
goix 1,5g
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49. Co s¢ ding ky: Cong Ty TNHH Dugc Phim Hisamitsu Viét Nam (Dia chi: S6 14-15 duong 2A, KCN Bién Hoa 2,

P. An Binh, Tp. Bién Hoa, tinh Pong Nai, Viét Nam)

49.1.Co s6 san xuéat: Cong Ty TNHH Dwge Phim Hisamitsu Viét Nam (Dia chi: S6 14-15 duong 2A, KCN Bién Hoa
2, P. An Binh, Tp. Bién Hoa, tinh Dﬁ“)ng Nai, Viét Nam)

129

Salonpas

Methyl salicylate
6,29 %; dl-
Camphor 1,24 %;
1-Menthol 5,71 %;
Tocopherol
acetate 2 %

Cao dan

Bao 2 miéng
(6,5cmx4,2
cm); Bao 10
miéng (6,5 cm x
4,2 cm); Hop 1
bao x 10 miéng
(6,5cmx42
cm); Hop 2 bao
x 10 miéng (6,5
cm x 4,2 cm);
Hop 4 bao x 10
miéng (6,5 cm x
4,2 cm); Hop 1
bao x 20 miéng
(6,5cmx4,2
cm)

NSX

36

893100105223
(VD-22387-15)

50. Co sé ding ky: Cong ty TNHH Dwogc pham Shinpoong Daewoo (Pia chi: S6 13, Puong 9A, KCN Bién Hoa II, P.
An Binh, TP. Bién Hoa, B@)ng Nai, Viét Nam)
50.1. Co sé' san xuit: Cong ty TNHH Dwoc phiam Shinpoong Daewoo (Dia chi: S6 13, Puong 9A, KCN Bién Hoa I,
P. An Binh, TP. Bién Hoa, Béng Nai, Viét Nam)

130 |Melotop Meloxicam 7,5mg | Vién nang | Hop 10 vi x 10 NSX 24 893110105323 1
cung vién (VD-23299-15)

131 |SP Edonal Erdosteine 300mg [ Vién nang | Hop 3 vix 10 NSX 36 893110105423 1
ciing vién (VD-18104-12)

51. Co sé ding ky: Cong ty TNHH Dwgc phim USA - NIC (Pia chi: L6 11D, duong C, Khu c6ng nghiép Tan Tao,
Phuong Tan Tao A, Quén Binh Tan,TP. HCM, Vi¢t Nam)
51.1.Co s6 san xuét: Cong ty TNHH Dugc phim USA - NIC (Dia chi: L6 11D, dudng C, Khu céng nghiép Tan Tao,
Phuong Tan Tao A, Quén Binh Tan,TP. HCM, Viét Nam)

132 | Actifif-NIC Triprolidin Vién nén | Chai 100 vién, NSX 36 893110105523 1
hydroclorid Chai 500 vién (VD-23306-15)
2,5mg,
Phenylephrin
hydroclorid 10mg
133 [Dextanice Dextromethorphan | Vién nang | Hop 10 vix 10 | DDVN IV 36 893110105623 1
HBr 5mg cing vién; Chai 100 (VD-23949-15)
vién
134 |Telgate 180 Fexofenadin Viénnén | Hop 2 vix 10 NSX 36 893100105723 1
HC1 180mg bao phim | vién; Chai 50 (VD-24549-16)
vién, 100 vién
135 |Tenonic Tenoxicam 20mg | vién nang [Hop 2 vi, 3 vi, 5 NSX 36 893110105823 1

cung

vi, 10 vix 10
vién; Chai 100
vién

(VD-22342-15)

52. Co sé ding ky: Cong ty TNHH Dwoc pham VNP (Pia chi: O 54, F3, Khu d6 thi Pai Kim, phuong Dinh Cong, quan
Hoang Mai, TP. Ha Noi, Viét Nam)
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52.1. Co s6 san xuat: Cong ty Co phan Dwgec pham CPC1 Ha Ngi (Dia chi: Cym cong nghiép Ha Binh Phuong, xa

Vin Binh, huyén Thudng Tin, thanh phd

Ha Noi, Viét Nam)

136

Q-Mumasa
baby

Natri clorid
9mg/ml

Dung dich
nho mat

Hop 1 vix 5
Ong x 0,4 ml;
Hop2vix5
Ong x 0,4 ml;
Hop4 vix 5
()ng x 0,4 ml;
Hop 10 vix 5
()ng x 0,4 ml;
Hop 20 vix 5
Ong x 0,4 ml;
Hop40vix 5
Ong x 0,4 ml;
Hop 60 vix 5
()ng x 0,4 ml;
Hop 1 vix 5
Ong x 1 ml;
Hop2vix5
Ong x 1 ml;
Hop4 vix 5
Ong x 1 ml;
Hop 10 vix 5
Ong x 1 ml;
Hop 20 vix 5
Ong x 1 ml;
Hop 40 vix 5
Ong x 1 ml;
Hop 60 vi x
50ngx 1 ml;
HopSvix5
Ong x 2 ml;
Hop 10 vix 5
Ong x 2 ml;
Hop 1 vix 5
Ong x 3 ml;
Hop2vix 5
Ong x 3 ml;
Hop4 vix 5
Ong x 3 ml;
Hop 10 vix 5
Ong x 3 ml;
Hop 1 vix 5
Ong x 5 ml;
HopSvix 5
Ong x 5 ml;
Hop 10 vix 5
Ong x 5 ml;

NSX

36

893100105923
(VD-22002-14)
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Hop 1vix5

Ong x 8 ml; Hop
2vix50ngx8
ml; Hop 4 vix 5
Ong x 8 ml; Hop
10 vix 5Ongx 8
ml; Hop 1 vix 5
Ong x 10 ml;
Hop 5 vix 5 Ong
x 10 ml; Hop 10
vix 5 Ongx 10
ml.

53. Co sé¢ dang ky: Cong ty TNHH Hasan - Dermapharm (Pia chi: Puong s6 2, KCN Df")ng An, Binh Hoa, Thuén An,
Binh Duong, Viét Nam)
53.1. Co s san xuit: Cong ty TNHH Hasan - Dermapharm (Bia chi: Puong s 2, KCN Ddng An, Binh Hoa, Thuan
An, Binh Duong, Viét Nam, ViétNam)

137 |Effer - Acetylcystein Viénnén | Hop 5 vix 04 NSX 24 893100106023 1
Acehasan 100 100mg sui bot | vién; Hop 10 vi (VD-25025-16)
x 4 vién; Hop
20 vi x 04 vién
138 |Effer - Acetylcystein Viénnén | HopSvix4 NSX 24 893100106123 1
Acehasan 200 200mg sui bot | vién; Hop 10 vi (VD-25476-16)
x 4 vién; Hop
20 vi x 4 vién
139 |Hapresval 160| Valsartan 160mg | Viénnén | Hop 03 vix 10 NSX 36 893110106223 1
bao phim [ vién; Hop 05 vi (VD-27510-17)
x 10 vién; Hop
10 vi x 10 vién
140 |Hasancob Mecobalamin Viénnén | Hop 03 vi, 10 NSX 36 893110106323 1
500mcg 0,5mg bao phim [ vix 10 vién (VD-25973-16)
141 |Miaryl 2 mg Glimepirid 2mg | Viénnén |Hop 03 vi, 10 vi NSX 48 893110106423 1
x 10 vién (VD-24556-16)
142 |Predsantyl 16 | Methylprednisolon | Viénnén | Hop 02 vix 10 NSX 60 893110106523 1
mg l6mg vién; Hop 10 vi (VD-27515-17)

x 10 vién

54. Co sé ding ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: L6 B, Puong s6 2, KCN Ddong An,
phuong Binh Hoa, thi xa Thuén An, tinh Binh Duong, Viét Nam)
54.1.Co s6 san xuét: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: L6 B, Puong s6 2, KCN Ddong An,
phuong Binh Hoa, thi xa Thuén An, tinh Binh Duong, Viét Nam)

143 |Mahead Magnesi lactat Viénnén | Hop 03 vix 10 NSX 24 893100106623 1
dihydrat 470mg, | bao phim | vién; Hop 05 vi (VD-27549-17)
Pyridoxin x 10 Vién; Hop
hydroclorid 10 vi x 10 vién
(Vitamin B6) Smg
144 |Mibelaxol Methocarbamol | Viénnén | Hop 03 vix 10 | USP 36 36 893110106723 1
500 500mg vién; Hop 05 vi (VD-27550-17)

x 10 vién; Hop
10 vi x 10 vién

55. Co sé ding ky: Cong ty TNHH Lién doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Soc, Ap My Hoa 2, Xa Xuan

Théi Pong, Huyén Hoc Mon, Tp. Ho Chi Minh, Viét IiL%m
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55.1. Co s6 san xuat: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pia chi: S6 40 dai 16 Ty Do, Khu
cong nghi€p Viét Nam - Singapore, Phuong An Phu, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

145 [Allopurinol | Allopurinol 300mg| Viénnén | Hop 3 vix 10 USP 41 24 893110106823 1

Stella 300mg vién; Hop 10 x (VD-23985-15)
10 vién
146 |Entecavir Entecavir (duéi | Viénnén | Hop 3 vix 10 NSX 24 893114106923 1
Stella 0.5 mg dang entecavir bao phim vién (QLDbB-560-16)
monohydrate
0,532mg) 0,5mg
147 |Febustad 40 Febuxostat 40mg | Viénnén | Hop 3 vix 10 NSX 24 893110107023 1
bao phim |vién; Hop 6 vi x (QLDbB-687-18)
10 vién; Hop 9
vi x 10 vién
148 |Fenostad 160 |Fenofibrate 160mg| Viénnén | Hop 3 vix 10 NSX 24 893110107123 1
bao phim vién (VD-26563-17)
149 |L-Stafloxin Levofloxacin Vién nén Hop 1vix7 NSX 36 893115107223 1
500 (dudi dang bao phim |vién; Hop 2 vi x (VD-24565-16)
levofloxacin 7 vién
hemihydrate)
500mg
150 |Lamone 100 [Lamivudine 100mg| Viénnén | Hop 3 vix 10 NSX 36 893110107323 1
bao phim | vién; Hop 1 (VD-21099-14)
Chai x 30 vién;
Hop 1 Chai x
100 vién
151 |Lorastad Sp. Loratadine Sir6 Hop 1 Chai x 60 NSX 36 893100107423 1
Smg/5ml ml; Hop 1 Chai (VD-23972-15)
x 100 ml
152 |Myopain 50 Tolperisone Viénnén | Hop3 vix 10 NSX 36 893110107523 1
hydrochloride bao phim |vién; Hop 5 vi x (VD-20085-13)
50mg 10 vién
153 |Partamol 500 Paracetamol Viénnén | Hop 10 vix 10 NSX 48 893100107623 1
500mg bao phim | vién; Hop 1 (VD-21111-14)
Chai x 100 vién;
Hop 1 Chai x
200 vién; Hop 1
Chai 500 vién
154 [Stacytine 200 | Acetylcysteine | Viénnén | Hop 1 Tuyp x NSX 24 893100107723 1
200mg sui bot | 10 vién; Hop 4 (VD-20374-13)
vi x 4 vién
155 |Ultradol Paracetamol Viénnén | Hop2vix 10 NSX 24 893111107823 1
325mg; Tramadol | bao phim |vién; Hop 3 vi x (VD-22007-14)
hydrochloride 10 vién
37,5mg
156 |Valsartan Valsartan 40mg | Viénnén | Hop 3 vix 10 NSX 24 893110107923 1
Stada 40 mg bao phim vién (VD-26570-17)
55.2.Co s6 san xuét: Cong ty TNHH Lién doanh Stellapharm (Bia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, Xa
Xuan Théi Pong, Huyén Hoc Mon, Tp. Hb Chi Minh, Viét Nam)

157 | BK-1 Levonorgestrel Viénnén | Hoplvix 1 BP 2020 24 893100108023 1

1,5mg Page M0 (QLBbB-760-19)
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158 |Allopurinol | Allopurinol 100mg| Viénnén | Hop 10 vix 10 | USP 43 24 893110108123 1
STELLA 100 vién; Hop 2 vi x (VD-26572-17)
mg 14 vién
159 |Doxycycline |Doxycycline (duéi | Viénnén | Hop 1 vix 10 NSX 36 893110108223 1
Stella 100mg | dang doxycycline | bao phim |vién; Hop 2 vi x (VD-18531-13)
Tabs hyclate) 100mg 10 vién; Hop 10
vix 10 vién;
Hop 1 Chai x
100 vién
160 |Novofungin Metronidazole Viénnén | Hop2vix 10 | DBDVNV 36 893115108323 1
250 250mg bao phim vién (VD-23356-15)
161 |Stadexmin Betamethasone Viénnén | Hop 10 vix 10 NSX 24 893110108423 1
0,25mg; vién; Hop 1 (VD-20128-13)
Dexchlorpheniramine Chai x 100 vién;
maleate 2mg Hop 1 Chai x
200 vién;Hop 1
Chai x 500 vién
162 |Stadgentri Tuyp 10g chtra: Kembdi | Hop 1 Tuyp x NSX 24 893110108523 1
Betamethasone da 10g; Hop 1 (VD-23363-15)
dipropionate Tuyp x 20g
6,4mg;

Gentamicin (dudi
dang gentamicin
sulfate) 10mg;
Clotrimazole
100mg

56. Co s¢ dang ky: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 20, dai 16 Hiru Nghi, KCN Viét Nam-Singapore,
Thuan An, Binh Duong, Viét Nam)
56.1.Co 56 san xuat: Cong ty TNHH Phil Inter Pharma (Dia chi: S5 25, duong s6 8, KCN Viét Nam-Singapore, Thuan
An, Binh Duong, Viét Nam)

163

Enoti

Moi 5g chira:
Hydrocortisone
50mg

Kem boi
da

Hop I tuyp x 5
gam; Hop 01
tuyp x 10 gam

NSX

36

893110108623
(VD-24022-15)

1

57. Co sé ding ky: Cong ty TNHH Qudc Té NS (Dia chi: S6 47 ngd 138 phd chg Kham Thién, phuong Trung Phung,
quan Déng Pa, thanh phd Ha Noi, Viét Nam)
57.1. Co sé san xuat: Cong ty Cé phan dwge Vit tw Y té Ha Nam (Pia chi: Cum CN Hoang DPong, phuong Hoang
bong, thi xd Duy Tién, tinh Ha Nam, Viét Nam)

164

Bixentin 20

Bilastin 20mg

Vién nén

Hop 1vix 10
vién; HOp 2 vi x
10 vién; Hop 3
vix 10 vién;
Hop 4 vix 10
vién; Hop 5 vi x
10 vién

NSX

24

893110108723
(QLDB-805-19)

58.Co sé diang ky: Cong ty TNHH Reliv Pharma (Dia chi: 410/9 Tan Pha, Khu My Gia 1, Phuong Tén Ph, Quén 7,
Thanh phé H6 Chi Minh, Viét Nam)
58.1.Co s6 san xuét: Cong ty C6 phan Dwoc phadm Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi
trin Quang Minh, huyén M¢ Linh, thanh

phd Ha Noi, Viét Nam)

165

Cefurel 1.5g

Cefuroxim (dudi
dang cefuroxim
natri) 1,5g

Thude bot
pha tiém

Hop 1 lo; Hop
10 lo

Pngp 20 of 22

NSX

30

893110108823
(VD-24028-15)

1
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166 |Viroef Tenofovir Viénnén | Hop3 vix 10 NSX 36 893110108923 1
disoproxil bao phim vién (QLDB-562-16)
fumarate 300mg

59.Co s¢ ding ky: Cong ty TNHH Sin xuit dwoc pham Medlac Pharma Italy (Dia chi: Khu cong nghiép cong nghé
cao I, Khu céng nghé cao Hoa Lac, KM29, Pai 16 Thing Long, x4 Ha Bang, huyén Thach Thét, thanh ph6 Ha Noi, Viét

Nam)

59.1. Co sé san xuit: Cong ty TNHH San xuét dwgc pham Medlac Pharma Italy (Dia chi: Khu cong nghiép cong
ngh¢ cao I, Khu cong ngh¢ cao Hoa Lac, KM29, Pai 16 Thang Long, xa Ha Béng, huyén Thach Thét, thanh phé Ha Noi,

Viét Nam)
167 |Medtilin Cholin alphoscerat |Dung dich {Hop 5 6ng x 4ml| NSX 36 893110109023 1
1000mg/4ml tiém (VD-18871-13)
168 [Sciomir Thiocolchicosid [Dung dich [ Hop 6 ong x NSX 36 893110109123 1
2mg/ml tiém 2ml; Hop 5 dng (VD-19718-13)
X 2ml

60. Co sé diing ky: Cong ty TNHH Sinh dwgc pham Hera (Pia chi: Lé A17 Khu cong nghiép Tt Ha, phuong Tt Ha,
thi xd Huong Tra, tinh Thira Thién Hué, Viét Nam)

60.1.Co s¢' san xuéat: Cong ty TNHH Sinh dwgc pham Hera (Dia chi: L6 A17 Khu cong nghiép Tt Ha, phuong TG Ha,
thi xd Huong Tra, tinh Thira Thién Hué, Viét Nam)

169 [Capelodine Capecitabine Viénnén | Hop 6 vix 10 NSX 24 893114109223 1
500mg bao phim vién (QLDbB-667-18)
170 [Uloxoric Febuxostat 80mg | Vién nén | Hop 10 vix 10 NSX 36 893110109323 1
bao phim |vién; Hop 3 vi x (QLDB-688-18)
10 vién; Hop 1
lo 100 vién

61. Co sé ding ky: Cong ty TNHH United International Pharma (Dia chi: S6 16 VSIP II, duong sé 7, Khu cong
nghiép Viét Nam-Singapore II, Khu liénhop Cong nghiép-Dich vy-Dé thi Binh Dwong, phuong Hoa Phu, thanh phd Tha
Dau Mét, tinh Binh Duong, Viét Nam)

61.1.Co s6 san xuét: Cong ty TNHH United International Pharma (Dia chi: S5 16 VSIP II, duong s6 7, Khu cong
nghiép Viét Nam-Singapore II, Khu liénhop Cong nghiép-Dich vy-Dé thi Binh Dwong, phuong Hoa Phu, thanh phd Tha
Dau Mét, tinh Binh Duong, Viét Nam)

171 |Ambroco Ambroxol Viénnén | Hop 3 vix 10 NSX 24 893100109423 1
hydrochloride vién; Hop 10 vi (VD-15305-11)
30mg x 10 vién

62. Co sé ding ky: Cong ty C6 phan Dwoc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai
Hoc, Phuong Quang Trung, Tp. Quy Nhon, Tinh Binh Dinh, Viét Nam)

62.1. Co sé san xuit: Cong ty Co phan Dwge - Trang thiét bi y té Binh DPinh (BIDIPHAR) (Dia chi: 498 Nguyén
Thai Hoc, Phuong Quang Trung, Tp. Quy Nhon, Tinh Binh Pinh, Viét Nam)

172 | Bidi BC Vitamin Bl Lo 100 vién NSX 36
complex 15mg; Vitamin B2
10mg; Vitamin
B5 10mg;
Vitamin B6 5mg;
Vitamin C 300mg;
Vitamin PP 50mg

893110109523 1
(VD-21231-14)

Vién
nang cing

Ghi chu:

1. Céch ghi tiéu chudn chdt lrong thuéc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chuan co s¢ (TCCS), In-house c6 y nghia tiwrong dirong
nhau, la tiéu chudn chdt lirong thuéc do co s6 san xudt xdy dung va déu cé thé dwoc ghi trén nhan thudc.
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-Cdch viét tdt cdc tiéu chudn chdt lwong duwoc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc dién My
(USP), Dugc dién Nhdt Ban (JP), Dugc dién Trung Quoc (CP), Duge dién Chau du (EP), Duge dién Quoc té (IP)...

2. 86 dang ky tai cét (8):
- S6 dang ky gia han la s6 dang ky dwoc cdp theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 ciia
Bé trucng B Y té quy dinh viée diang ky lwu hanh thudc, nguyén liéu lam thudc.
- S6 dang ky dd cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cap trude khi thuée dieoe gia han theo quyét dinh

nay.

- Cée thube da dwoce cdp sé dang ky lan dau triede ngay 01 thang 01 nam 2023 dwoc gia han gidy dang ky lwu hanh thi
duoe tiép tuc sit dung sé dang ky da cap trude khi gia han trong thoi han t6i da 12 thdng ké tir ngay dwoe cdp sé dang ky
theo cdu triic mdi.
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Phu luc II
DANH MUC 52 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POT 184
(Kém theo Quyét dinh s6: .352..../0P-OLD ngay?5thangos nam 2023
cua Cuc Quan ly Duoc)

STT |Tén thuéc |Hoat chit chinh | Dang bao | Quy cich déng Tiéu |Tuditho | SO dingky [ S6lin
- Ham lugng ché goi chuin (thang) gia han gia han
(S6 diing ky
da cap)
(1) (2) 3) Q) () (6) ) ®) (&)

I. DANH MUC THUOC PHAI BAO CAO AN TOAN, HIEU QUA CUA THUOC THEO QUY PINH TAI PIEU 5
THONG TU SO 08/2022/TT-BYT

1. Co sé ding ky: Céng ty C6 phan Duwoc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai
Hoc — Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Pinh, Viét Nam)

1.1. Co s6' san xuét: Cong ty C6 phan Duwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: Chi nhanh Cong
ty 6 phan Dugc - Trang thiétbi y té Binh Dinh (Bidiphar) — Nha may céng nghé cao Nhon Hoi: L6A3.01-A3.02-A3.03,
khu A Khu kinh t& Nhon Hoi, x4 Nhon Hoi, thanh phé Quy Nhon, Tinh Binh Pinh, Viét Nam)

1 |Epirubicin Epirubicin Bot dong Hop 1 Lo NSX 36 893114109623 1
Bidiphar F50 |hydroclorid 50mg| kho pha (QLDbB-694-18)
tiém

2. Co s& diing ky: Cong ty C6 phin Dwoc phAm Ampharco U.S.A (Dia chi: Khu céng nghiép Nhon Trach 3, Thi Tran
Hiép Phudc, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

2.1. Co sé san xuit: Cong ty Co phan Duwgec pham Ampharco U.S.A (Pia chi: Khu cong nghiép Nhon Trach 3, Thi
Tran Hi¢p Phudc, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

2 |KaleAPC Lopinavir Vién nén Hop 1 vix 10 NSX 36 893110109723 1
100/25 100mg; bao phim | vién; Hop 3 vi x (VD3-83-20)
Ritonavir 25mg 10 vién; Hop 10

vi x 10 vién; Hop
Itaix 1vix 10
vién; Hop 1 tui x
3 vix 10 vién;
Hop 1 tai x 10 vi

x 10 vién
3 |KaleAPC Lopinavir Vién nén Hop 1 vix 10 NSX 36 893110109823 1
200/50 200mg; bao phim | vién; Hop 3 vi x (VD3-84-20)
Ritonavir 50mg 10 vién; Hop 10

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

x 10 vién
4 |Maxxtriple Efavirenz Viénnén |Hop1thix 1 vix NSX 36 893110109923 1
600mg; bao phim | 10 vién; Hop 1 (QLDBB-596-17)
Emtricitabin tui x 3 vi x10
200mg; vién; Hop 1 tui x
Tenofovir 10 vix 10 Vién

disoproxil 245mg

3. Co s6 diang ky: Cong ty C6 phan Dwgc pham Medbolide (Dia chi: Phong 09, 1au 10, tda nha The Everrich 1, s6 968
duong Ba Thang Hai, phuong 15, quéan 11, Tp.HCM, Viét Nam)

3.1. Co so san xuét: Cong ty C6 phan Dwoc pham Me Di Sun (Dia chi: S6 521, khu phd An Loi, phudng Hoa Loi, thi
xd Bén Cat, tinh Binh Duong, Viét Nam)
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5 |Regofa 0.5 Entecavir (dudi | Viénnén |HOp 3 vix 10vién| NSX 36 893114110023 1
dang Entecavir | bao phim (QLbB-672-18)

monohydrat
0,53mg) 0,5mg

4. Co s& diing ky: Cong ty C6 phan Dwoc phdm Quén 3 (Pia chi: 243 Hai Ba Trung, Phudng 6, Quéan 3, TP.Hb Chi

Minh, Viét Nam)

4.1. Co sé sian xuit: Cong ty Co phan Dwge Vat tw Y té Ha Nam (Pia chi: Cum CN Hoang Péng, phudng Hoang
bong, thi xa Duy Tién, tinh Ha Nam, Viét Nam)

6 |Late 300 Tenofovir Viénnén |HOp 3 vix 10vién| NSX 24 893110110123 1
disoprosil bao phim (QLDbB-800-19)
fumarat 300mg;
Lamivudin
300mg

5. Co s& diing ky: Cong ty C6 phin Dwoc phdm Trung wong I - Pharbaco (Dia chi: 160 Toén Puc Thing, phudng
Hang Bot, quan Ddng Da, thanh phd Ha Noi, Viét Nam)
5.1.Co sé san xuit: Cong ty c6 phan Dwoc pham Trung wong I - Pharbaco (Pia chi: Thon Thach Lbi, x4 Thanh Xuan,
huyén Séc Son, thanh phé Ha Noi, Viét Nam)

7 |Ditocatif Abacavir (duéi | Vién nén Hop 6 vix 10 NSX 30 893110110223 1
dang abacavir bao phim | vién; Lo 60 vién (QLDB-794-19)
sulfat) 30mg
8 |Fabasofos Efavirenz 600mg | Viénnén | Hop 03 vix 10 NSX 30 893110110323 1
600mg bao phim | vién, Lo 30 vién (QLDbB-796-19)

6. Co s& diing ky: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S6 18, Pudng s6 09, Ap 2A, Xa Tan Thanh Tay,

Huyén Cti Chi, Thanh phé H6 Chi Minh, Viét Nam)

6.1. Co sé sian xuit: Cong ty TNHH BRV Healthcare (Pia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xa Tan Thanh
Tay, Huyén Ca Chi, Thanh ph H6 Chi Minh, Viét Nam)

9 |Axeliv 0.5 Entecavir (duoi | Viénnén |HOp 3 vix 10vién| NSX 36 893114110423 1
dang entercavir | bao phim (QLDbB-802-19)
monohydrate)
0,5mg
10 |Bivosos Sofosbuvir Viénnén [Hop 4 vi x 7 vién, NSX 36 893110110523 1
400mg bao phim | hop 1 chai x 28 (QLDbB-668-18)
vién
11 |[Umkanib 100 | Imatinib (duéi | Vién nén Hop2vix 10 NSX 36 893114110623 1
dang imatinib bao phim | vién, hdp 6 vi x (QLbB-513-15)
mesylat) 100mg 10 vién (vi nhom -
nhom); Hop 2 vi
x 10 vién, hop 6
vi x 10 vién (vi
nhom -PVC)
12 |Umkanib 400 | Imatinib (dudi | Vién nén Hop 1 vix 10 NSX 36 893114110723 1
dang imatinib bao phim | vién, hop 3 vi x (QLbB-514-15)

mesylat) 400mg

10 vién (vi nhoém -
PVC); Hop 1 vi
x 10 vién, hop 3
vi x 10 vién (vi

nhom-nhom)

7. Co s& diing ky: Cong ty TNHH Lién doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Soc, Ap My Hoa 2, Xi Xuén
Théi Pong, Huyén Hoc Mén, Tp. Hd Chi Minh, Viét Nam)
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nghiép Viét Nam-Singapore, Phuong An Phu, Thanh
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7.1. Co sé san xuit: Cong ty TNHH Lién doanh Stellapharm - Chi nhanh 1 (Pia chi: S6 40 dai 16 Ty Do, Khu cong

fumarate 300mg

13 |Bilazin 20 Bilastin 20mg Vién nén Hop2vix 10 NSX 36 893110110823 1
vién; Hop 10 vi x (VD3-94-20)
10 vién
14 |Efatrio Efavirenz Vién nén Hop 3 vix 10 NSX 36 893110110923 1
600mg; bao phim | vién; Hop 1 Chai (QLDbB-787-19)
Lamivudine x 30 vién; Hop 1
300mg; Chai x 90 vién
Tenofovir
disoproxil

8. Co s6 ding ky: Cong ty TNHH Reliv Pharma (Dia chi: 410/9 Tan Pht, Khu My Gia 1, Phuong Tan Phi, Quéan 7,
thanh phé H Chi Minh, Viét Nam)

8.1. Co sé san xuat: Cong ty C6 phan Duge phim Trung wong 2 (Pia chi: L6 27 Khu cong nghiép Quang Minh, thi
tran Quang Minh, huyén Mé Linh, Thanh phé Ha Noi, Viét Nam)

15 |Razugrel 5 Prasugrel (dudi | Viénnén |HOp I vix 10vién| NSX 24 893110111023 1
dang prasugrel | bao phim (QLDbB-788-19)
hydroclorid) Smg

9. Co s6 ding ky: Cong ty TNHH Sinh Dwgc phim Hera (Pia chi: L6 A17 Khu cong nghiép Tt Ha, phuong T Ha,
thi x4 Huong Tra, tinh Thira Thién Hué, Viét Nam)
9.1. Co s6 san xuét: Cong ty TNHH Sinh Dwoc pham Hera (Dia chi: Lo A17 Khu cong nghiép Tt Ha, phuong Té Ha,
thi xa Huong Tra, tinh Thira Thién Hué, Viét Nam)

16 |Cgovir Sofosbuvir Viénnén |Hop 4 vi x 7 vién; NSX 36 893110111123 1

400mg bao phim | Hop 1 1o 28 vién (QLbB-712-18)

17 |Dactasvir Daclatasvir (du¢i | Vién nén Hop 3 vix 10 NSX 24 893110111223 1
dang daclatasvir | bao phim | vién; Hop 1 Ig x (VD3-32-19)
dihydrochloride) 30 vién

30mg

18 |Efava Emtricitabine | Vién nang [Hop 3 vix 10 vién| NSX 36 893110111323 1

200mg cung (QLDbB-701-18)

19 |Erlova Erlotinib (duéi | Viénnén |HOp 3 vix 10vién| NSX 36 893114111423 1

dang erlotinib bao phim (QLbB-770-19)
hydrochloride)
25mg

II. DANH MUC THUOC SAU KHI HET HAN GIAY PANG KY LUU HANH, TRONG HO SO GIA HAN NEU
CO SO PANG KY THUOC KHONG CUNG CAP DU LIEU LAM SANG CHUNG MINH AN TOAN, HIEU QUA
CUA THUOC, CUC QUAN LY DUQC SE TRINH HQI PONG TU VAN CAP GIAY PANG KY LUU HANH
KHONG TIEP TUC GIA HAN GIAY PANG KY LUU HANH.

1. Co sé ding ky: Cong ty Co phin Dugc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai

Hoc — Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Pinh, Viét Nam)

1.1. Co s6 san xuat: Cong ty Co phan Dwge - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai

Hoc — Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Pinh, Viét Nam)

20 | Micbileucin

Chloramphenicol
125mg; Xanh
Methylen 20mg

Vién nén
bao duong

Hop 10 vix 10
Vién

NSX

36

893115111523
( VD-24394-16)
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Clindamycin 1 p o qone | Hop 1 10+ 1
21 |Clyodas C(ﬁ‘;g;i?;‘fn kho pha Sngdungmoi4 | NSX 36 5\9]]3)“22131617612% 1
phosphat) 600mg tiem ml
Metronidazol
500mg; Nystatin o,
22 |Menystin 100.000 IU; d\;e;ln?;zo Hop 2 vix 10 vién| NSX 36 5\9,?]’)1;5215;712; 1
Dexamethason
acetat 0,3mg

2. Co s& diing ky: Cong ty co phan Dwoe Ha Tinh (Dia chi: S6 167, Puong Ha Huy Tap, phuong Nam Ha, thanh phd
Ha Tinh, tinh Ha Tinh, Viét Nam)

2.1. Co sé san xuat: Cong ty c6 phan Dwoc Ha Tinh (Pia chi: S6 167, Puong Ha Huy Tép, phudng Nam Ha, thanh phd
Ha Tinh, tinh Ha Tinh, Viét Nam)

. £ 1A Hop 20 goi x
Loperamid Thudc bot . L. 893110111823
23 |Lopetope |y roclorid Img | uéng | 7% )}:‘-ipsfg Ogoi | NSX 36 | wp201s4-13)| !

3. Co s6 ding ky: Cong ty co phan dwgc phim Agimexpharm (Pia chi: 27 Nguyén Thai Hoc, Phuong My Binh, Thanh
phé Long Xuyén, Tinh An Giang, Viét Nam)

3.1. Co s6 san xuét: Chi nhanh céng ty c6 phan Dugc pham Agimexpharm - Nha may san xuit Duwge phim
Agimexpharm (Pia chi: Puong Vi Trong Phung, Khém Thanh An, P. My Théi, TP. Long Xuyén, Tinh An Giang, Viét
Nam)

Betamethason
) dipropionat Thubc m& | Hop 1 Tuyp x 15 893110111923
24 [Besaliovd 17 5mg Acid | boida gam NSX 0 (vp22m9e1s)| !
salicylic 450mg
Iod 100 mg; Hop } Chai x ~2O
. .5 ml Hop 1 Chai x
Acid salieylic | o dich |30 ml; Hop 1 893100112023
25 |Antidartre 1000me, 1 qing ngodi | Chaix 6oml; | X 2 |(vpas22113)| !
Acid benzoic n .
o Hop 1 Chai x
£ 90ml

4. Co s& diing ky: Cong ty co phan dwge pham Ha Tay (Dia chi: S5 10A Phd Quang Trung, Phuong Quang Trung,
Quan Ha Bong, Thanh phé Ha N¢i, Viét Nam)

4.1. Co sé san xuat: Cong ty c6 phin dwge phim Ha Tay (Dia chi: T dan phd s 4, phuong La Khé, quan Ha Dong,
thanh phd Ha Noi, Viét Nam)

Amoxicilin (dudi
dang Amoxicilin
2 Polyclox trihydrat) 500mg;| Viénnén | Hop 10 vix 10 NSX 24 893110112123 |
1000 Cloxacilin (du¢i | bao phim vién (VD-20445-14)
dang Cloxacilin
natri) 500mg
. Enalapril maleat | Vién nan Hop 10 vix 10 893110112223
27 |Zondoril 10 I;Omg cing ¢ ’ vién NSX 36 | wpaisszay| !

5. Co s¢ diang ky: Cong ty C6 phian Duoc pham Khanh Hoa (Dia chi: S6 74 duong Thong Nhét, phuong Van Thing,
thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam)

5.1. Co sé sian xuit: Cong ty C6 phian Dwge pham Khinh Hoa (Dia chi: Puong 2/4, Khom Pong Bic, phudng Vinh
Hoa, Thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam)
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STT |Tén thuéc |Hoat chit chinh | Dang bao | Quy cich déng Tiéu Tuditho [ S6dingky | S6lan

- Ham lugng ché g0i chuén (thang) gia han gia han
(S6 diing ky
da cip)
() @ A “@ ® () Q) ® ®

Thiamin nitrat
15mg, Riboflavin
15mg, Pyridoxin

hydroclorid Hop 10 vix 10

28 |Beleony! 10mg, Cali | YIERDaNg | Chai 100 | NSX 36 | 8931001123234,
cung in (VD-18741-13)
pantothenat vién
25mg,
Nicotinamid
50mg
Acetaminophen
GSQ?mg’_ Hop 10 vi x 10
L;go‘:;sm vién; Chai 100
Kacephan ’ Vién nén vién; Chai 200 893110112423
29 New Dextromethorphan| o " i | Gien: Chai 500 | o 36 {vp22173-15)| !
hydrobromid o .
vién; Chai 1000
15mg, N
Phenylephrin vien

hydroclorid 10mg

6. Co s& diing ky: Cong ty C6 phan Dwoc pham OPC (Dia chi: 1017 Hong Bang, Phuong 12, Quan 6, TP. H5 Chi
Minh, Viét Nam)

6.1. Co sé sian xuit: Chi nhanh cong ty c¢6 phian dwgc phim OPC tai Binh Dwong - Nha may dwge pham OPC (Dia
chi: S6 09/DX04-TH, T6 7, Ap Tan Hoa, Xa Tan Vinh Hiép, Tan Uyén, Binh Duong,Viét Nam)

Natri
30 Cortonyl camphosulfonat Thudc Hop 1 Chai x 25 NSX 36 893110112523 1
OPC 2,5g/25ml; Lac | nudc ubng ml ( VD-21868-14)
tién 5g/25ml

7. Co s& diing ky: Cong ty c6 phan dwge phAm Vinh Phic (Dia chi: S6 777, dudng Mé Linh, phuong Khai Quang,
thanh phé Vinh Yén, tinh Vinh Phic,Viét Nam)

7.1. Co sé sin xuit: Cong ty c6 phin duge phim Vinh Phiic (Dia chi: Thén Mau Théng - P. Khai Quang - TP.Vinh
Yén - T. Vinh Phuc, Viét Nam)

. L-Omithin-L-—| () o dich [H10P 2 Vix 5 Ong 893110112623
31 |Vin-Hepa Aspartat em x 5 ml; Hop 10 vi NSX 36 (VD-24343-16 ) 1
1000mg/5ml x50ngx 5ml
Hop 1 vix 10
. Menadion natri | Dung dich | Ong x 1 ml; Hop 893110112723
32 VitaminK |l it Smg/ml | tiem  |Svix 10 Ongx 1| X 36 (vpasisan| !
ml

8. Co s& diing ky: Cong ty C6 phin Dugc Trung wong Mediplantex (Dia chi: 358 Giai Phong, phuong phuong Liét,
quan Thanh Xuan, thanh ph Ha Noi, Viét Nam)

8.1. Co sé sian xuit: Cong ty Co phian Dwge Trung wong Mediplantex (Dia chi: Nha may Dugc pham s 2, thén Trung
Hau, xa Tién Phong, huyén Mé Linh, thanh phé Ha Nbi, Viét Nam)

Tenofovir
33 |Tenofovir disoproxil
fumarate 300mg

Vién nang |. .. , . 893110112823
oimg Hop 3 vix 10 vién| NSX 36 (QLDB-746-19) 1

9. Co s& diing ky: Cong ty c6 phan Fresenius Kabi Viét Nam (Dja chi: Khu vyc 8, phudng Nhon Phi, thanh phé Quy
Nhon, Binh Dinh, Viét Nam)

9.1. Co sé sin xuit: Cong ty c6 phin Fresenius Kabi Viét Nam (Dia chi: Khu vuc 8, phudong Nhon Phu, thanh phd
Quy Nhon, Binh Dinh, Viét Nam)
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STT |Tén thuéc |Hoat chit chinh | Dang bao | Quy cich déng Tiéu Tuditho [ S6dingky | S6lan
- Ham lugng ché g0i chuén (thang) gia han gia han
(S6 diing ky
da cip)
A (0] 3 “ () () Q) ® (&)
o Citicolin (dudi .
34 gg’hn dang Citicolin D“‘t‘i%i“’h Hop 5 Ong x 4ml| NSX 2 (82/3])1_11%215259_?3) !
natri) 500mg/4ml

10. Co s6 diing ky: Cong ty Co phan tap doan Dwgc pham va Thwong mai Sohaco (Pia chi: S6 5 Lang Ha, Phuong
Thanh Cong, Quan Ba Pinh, Thanh phé Ha Noi, Viét Nam)

10.1. Co sé sén xuét: Cong ty ¢6 phan dwoe pham Me Di Sun (Dia chi: S6 521, Khu phd An Loi, Phudng Hoa Loi,
Thi x3 Bén Cat, Tinh Binh Duong, Viét Nam)

Vitamin B1
125mg;
Vitamin B6 Vién nang Hop 10 vix 10 NSX 36 893110113023 |

125mg; mém vién (VD-22915-15)
Vitamin B12
250ug

35 |3B-Medi

11. Co s6 diing ky: Cong Ty C6 Phan Traphaco (Dia chi: S5 75 Phd Yén Ninh, Phudng Quan Thanh, Quan Ba Binh,
Thanh Phé Ha Noi, Viét Nam)
11.1. Co s& san xuat: Cong ty TNHH TRAPHACO Hung Yén (Dia chi: Thon Binh Luong - X4 Tan Quang - Huyén

Vian Lam - Tinh Hung Yén, Viét Nam)
Tuyp 30 gam:
Dimethyl N Hop 1 tuyp x 30 893110113123
36 |Farel sulfoxid 100% | 9¢ P01 da gam NSX 2 |(vpasasa1n| !
9gam (30% kl/kl)
Glucosamin
hydroclorid
(Twong duong | Vién nang |, , , n 893100113223
37 |Lubrex-F v6i 415 6mg cing Hop 6 vix 10 vién| NSX 36 (VD-24975-16) 1
Glucosamin)
500mg
Nude stc Chai S00ml: b o dich | Chai 250 mi: 893100113323
38 A Acid boric 15¢g . . . NSX 36 1
miéng T-B (3% Kl/tt) dung ngoai Chai 500 ml (VS-4928-16)
(V]

12. Co sé diing Ky: Cong ty c¢o phian dwgc phiam OPV (Dia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II,
Phuong An Binh, Thanh phé Bién Hoa, Tinh Dong Nai, Viét Nam)

12.1 Co s¢ san xuét: Cong ty ¢6 phan dwgc pham OPV (Dja chi: S6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa II,
Phuong An Binh, Thanh phé Bién Hoa, Tinh Png Nai, Viét Nam)

M&i goi 2g chira
. Roxithromycin Thubc
Operoxolid . 2 A . L. 893110113423
39 50 (duql dang com comA pha | Hop 10 g6i x 2g NSX 36 (VD-22972-15) 1
roxithromycin uong
50%) 50mg

13. Co sé diing Ky: Cong ty co phian dwgc phim Pat Vi Pha (Dia chi: Ld6 M7A , Puong D17, Khu Cong Nghiép My
Phudc 1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

13.1.Co sé san xuit: Cong ty c6 phian dwoc pham Pat Vi Pha (Pia chi: L6 M7A , Pudng D17, Khu Cong Nghiép My
Phudce 1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

. Venlafaxin (dudi
Venlafaxin .
40 75m dang venlafaxin

& HCI) 75mg

Vién nang 893110113523

Hop 3 vix 10 vién| NSX 36 (VD-21993-14) 1

cung

14. Co sé diing Ky: Cong ty c¢o phan dwgc pham Ha Noi (Dia chi: 170 duong La Thanh, Péng Da, Ha Noi, Viét Nam)
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STT |Tén thuéc |Hoat chit chinh | Dang bao | Quy cich déng Tiéu Tuditho [ S6dingky | S6lan
- Ham lugng ché g0i chuén (thang) gia han gia han
(S6 diing ky
da cip)

A @ 3 “ () () Q) ® (&)
14.1. Co s6 san xuat: Cong ty co phan dwgc pham Ha N§i (Pia chi: L6 15, Khu cong nghiép Quang Minh, Mé Linh,
Ha Noi, Viét Nam)

41 |otzo M%iﬁ?ﬁifﬁua' Dung dich 31?1;{%; 1((5) 1X1cf< NSX 36 |B93110113623 1,

nho mat T j (VD-22865-15)

450mg

16 ml

15. Co s6 diing ky: Cong ty c6 phan dwgce pham Sao Kim (Dia chi: KCN Quang Minh, thi trdn Quang Minh, huyén Mé
Linh, TP. Ha N6i, Viét Nam)
15.1. Co s& sén xuét: Cong ty ¢6 phan dwoe phim Sao Kim (Dia chi: KCN Quang Minh, thi trin Quang Minh, huyén
Mg Linh, TP. Ha Noi, Viét Nam)

42

Colocol
sachet 150

Paracetamol
150mg

Thude
cdm pha
hon dich

ubng

Hop 12 goix1g

NSX

36

893100113723
(VD-20816-14)

16. Co sé diing ky: Cong ty TNHH Dwoc phdm Glomed (Dia chi: S6 35, Pai Lo Ty Do, KCN Viét Nam - Singapore,
Phuong An Phi, Thanh phd Thuan An. Tinh Binh Dwong, Viét Nam)
16.1. Co sé san xuat: Cong ty TNHH Dwoc pham Glomed (Pia chi: S6 35 Pai Lo Tu Do, KCN Viét Nam - Singapore,
phudng An Phii, Thanh phé Thuan An, tinh Binh Duong., Viét Nam)

43

Glucosamin
500 glomed

Glucosamin
(dudi dang
Glucosamin
sulfat kali clorid)
500mg

Vién nang
cung

Hop 10 vix 10
vién; Hop 20 vi x
10 vién; 1 chai x
100 vién

NSX

24

893100113823
(VD-22853-15)

17. Co sé diing ky: Cong ty TNHH Duwgc pham USA - NIC (Dia chi: L6 11D, duong C, Khu cong nghiép Tan Tao,
Phuong Tan Tao A, Quan Binh Tan, TP.H6 Chi Minh, Viét Nam)
17.1. Co s& sén xuét: Cong ty TNHH Dugc pham USA - NIC (Pia chi: L6 11D, duong C, Khu c6éng nghiép Tén Tao,
Phuong Tan Tao A, Quan Binh Tan, TP.H6 Chi Minh, Viét Nam)

Triprolidin
hydroclorid i
44 | Actifif - Nic 2,5mg, Viennang oo vix 10 vien|  NSX 36 |393100113923 1,
. cung (VD-25467-16)
Phenylephrin
hydroclorid 10mg
Chai 08g chura:
Dexamethason Hop 1 chai x 8 893110114023
45 |Cotilisol acetat 4mg, |Kemboida| P X NSX 36 1
X gam (VD-23944-15)
Cloramphenicol
160mg
Alverin citrat
. . 40mg, Vién nang |, . , . 893110114123
46 |Simenic Simethicon mém Hop 3vix 10vién| NSX 36 (VD-23953-15) 1
100mg
Vitamin B6 Vitamin Vién nang . n 893110114223
47 1250mg B6 250mg ciing Chai 100 vién | NSX 3l wpais2i-14y| !

18. Co sé ding ky: Cong ty TNHH Robinson Pharma USA (Pia chi: 63A Lac Long Quan, Phuong 10, Quén Téan Binh,
TP. H6 Chi Minh, Viét Nam)
18.1. Co s& sén xuét: Cong ty Co phan US Pharma USA (Dia chi: L6 B1-10, Pudng D2, Khu Cong Nghiép Tay bic Cu
Chi, Ap bau Tre 2, Xa tin An Hoi, Huyén Cii Chi, Thanh Phd HO Chi Minh, Viét Nam)

Page 7 of 9




STT |Tén thuéc |Hoat chit chinh | Dang bao | Quy cich déng Tiéu Tuditho [ S6dingky | S6lan
- Ham lugng ché g0i chuén (thang) gia han gia han
(S6 diing ky
da cip)
A (0] 3 “ () () Q) ® (&)
Paracetamol
500mg; Loratadin Hop 3 vi x 10
1 5mg; Viénnén | . T , 893110114323
48 |Roblotidin Dextromethorphan| bao phim vie HQp. } 0vix NSX 36 (VD-23396-15) !
. 10 vién
hydrobromid
15mg

19. Co sé diing ky: Cong ty TNHH San xuit Thuong mai Dwgc pham Thanh Nam (Dia chi: 3A Ding Tét, Phuong
Tan Pinh, Quén 1, Thanh phd H5 Chi Minh)
19.1. Co s& sén xuét: Chi nhanh cong ty TNHH SX-TM dugc pham Thanh Nam (Dia chi: 60 Pai 16 Doc Lap, Khu

Cong nghiép Viét Nam-Singapore, Thi xa Thuén An,Tinh Binh Duong, Viét Nam)

Tanadotuxsin

49 F

Paracetamol
500mg,
Phenylephrin HCI
Smg,
Dextromethorphan
HBr 15mg,
Loratadin Smg

Vién nang
cung

Hop 10 vix 10
vién; Hop 1 Lo x
100 vién

NSX

36

893110114423
(VD-22053-14)

20. Co sé ding ky: Cong ty C phan Dwoc pham Ampharco U.S.A (Pia chi: Khu c6ng nghiép Nhon Trach 3, Thi Tran
Hi¢p Phudc, huyén Nhon Trach, tinh Df”)ng Nai, Viét Nam)
20.1. Co sé' san xuit: Cong ty Cé phan Dwoc phAm Ampharco U.S.A (Dia chi: Khu cong nghiép Nhon Trach 3, Thi
Tran Hiép Phudc, huyén Nhon Trach, tinh Béng Nai, Viét Nam)

50 |Maxxenvir 1

Entecavir (Dudi
dang entecavir
monohydrat
1,06mg) Img

Vién nang
mém

Hop I taix 1 vix
10 vién; Hop 1
taiix3vix 10

vién; Hop 1 tui x
10 vi x 10 vién

NSX

24

893114114523
(QLDB-780-19)

21. Co sé ding ky: Cong ty c6 phan Dwge VTYT Hai Dwong (Dia chi: 102 Chi ling, phuong Nguyén Trii, thanh phd
Hai Duong, tinh Hai Duong, Viét Nam)
21.1. Co sé' san xuit: Cong ty cd phan Dwoe VIYT Hai Dwong (Dia chi: 102 Chi ling, phuong Nguyén Trii, thanh
phd Hai Duong, tinh Hai Duong, Viét Nam)

51 |Incamix

L-Ornithin L-
Aspartat 250mg

Vién nang
mém

Hop 3 vix 10
vién; Hop 6 vi x
10 vién; Hop 10
vix 10 vién

NSX

24

893110114623
(VD-20916-14)

22. Co sé ding ky: Cong ty C6 phin Dwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai

Hoc — Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Pinh, Viét Nam)

22.1. Co s6' san xuit: Cong ty Co phin Dwgc - Trang thiét bi y té Binh DPinh (BIDIPHAR) (Dia chi: 498 Nguyén
Thai Hoc — Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh, Viét Nam)

Vitamin B6
Vitamin B6 tamt Viénnén | Hop 10 vix 10 893110114723
32 {1 00mg (Pyridoxin HCL) | dong vién NSX 36 (vp-s2sa-13)| !
100mg
Ghi chii:

1. Céch ghi tiéu chudn chdt leong thuéc tai cét (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c6 y nghia twong dirong
nhau, la tiéu chudn chat livong thuéc do co s6 san xudt xdy dung va déu cé thé dwoc ghi trén nhin thudc.
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STT

)

Tén thudc

@)

Hoat chit chinh
- Ham lugng

A
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@

Quy cach dong
g0i

®)

Tiéu
chuan

©

Tudi tho
(thang)

()

S6 ding ky
gia han
(S6 diing ky
da cip)
®)

S6 1in
gia han

®

- Cach viét tat cdc tiéu chudn chat lwong dwoc dién: Dwoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc dién My
(USP), Dugc dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Duge dién Chau du (EP), Duge dién Quoc té (IP)...

2. 86 déing ky tai cot (8):
- S6 dang ky gia han la s6 dang ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 ciia
Bé truwecng B Y té quy dinh viée dang ky lwu hanh thudc, nguyén liéu lam thudc.
- S6 dang ky dd cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cap trude khi thuée dieoe gia han theo quyét dinh

nay.

- Cée thube da dwoce cdp sé dang ky lan dau triede ngay 01 thang 01 nam 2023 dwoc gia han gidy dang ky lwu hanh thi
duoe tiép tuc sit dung sé dang ky da cap trude khi gia han trong thoi han t6i da 12 thdng ké tir ngay duoe cdp sé dang ky

theo cau tric moi.
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Phu luc 11T

DANH MUC 07 THUOC SAN XUAT TRONG NU'GC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC PEN 31/12/2025 - POT 184

(Kém theo Quyét dinh so:

352

......... /OP-QLD nga)25 thang0s nam 2023
cua Cuc Quan ly Duoc)

STT |Tén thudc Hoat chat | Dang bao Quy cach Tiéu | Tudi the S6 dingky | SO lan
chinh - Ham ché dong goi chuin (thang) gia han gia han
lwong (S6 ding ky
da cap)
60 2 3 4 (5 (6) 1A (8) 9

1. Co sé ding ky: Céng ty Co phan Dwoc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai
Hoc — Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh, Viét Nam)
1.1. Co s san xuat: Cong ty C6 phan Duwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Bia chi: Chi nhanh Cong
ty ¢6 phan Duoc - Trang thiétbi y té Binh DPinh (Bidiphar) — Nha may céng nghé cao Nhon Hoi: L6A3.01-A3.02-A3.03,

khu A Khu kinh té Nhon Hbi, xi Nhon Hoi, thanh phd Quy Nhon, Tinh Binh Dinh, Viét Nam)

1 |Bestdocel Docetaxel Dung dich |Hop 1 lo x I ml USP- 24 893114114823 1
20mg/1ml 20mg/ml dam dac pha NF2022 (QLDB-766-19)
truyén tinh
mach
2 |Biluracil 1g | Fluorouracil | Dungdich | Hop 1 lo x 20 | USPNF- 24 893114114923 1
1g/20ml tiém ml 2022 (QLDBB-591-17)
3 |Epirubicin Epirubicin Dung dich [Hop 1 Lo x25 | BP2019 24 893114115023 1
Bidiphar 50 hydroclorid tiém ml (QLDBB-666-18)
50mg/25ml
4 |Irinotecan Irinotecan Dung dich Hop 01 1o x USP- 36 893114115123 1
Bidiphar hydroclorid | dam dac dé 2ml NF2021 (QLDB-695-18)
40mg/2ml trihydrat pha truyén
40mg/2ml tinh mach
5 |Lyoxatin Oxaliplatin Dung dich | Hop011lox 10| USP41 24 893114115223 1
50mg/10ml 50mg/10ml tiém pha ml (QLbB-613-17)
truyén tinh
mach

2. Co s& diing ky: Cong ty co phan sinh hoc dwge phim Ba Pinh (Dia chi: Khu cong nghiép Qué V5 - Xa Phurong
Liéu - Huyén Qué V5 - Tinh Bic Ninh, Viét Nam)
2.1.Co sé san xuit: Cong ty cb phan sinh hoc dwoc phdm Ba Pinh (Dia chi: Khu cong nghiép Qué V& - Xa Phuong
Liéu - Huyén Qué V& - Tinh Béc Ninh, Viét Nam)

6

Victoria

Levonorgestrel
1,5mg

Vién nén

Hop 01 vi x 01
vién

NSX

36

893100115323
(QLDB-759-19)

3. Co sé diing Ky: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xa Tan Thanh Tay,
Huyén Cu Chi, Thanh phé H5 Chi Minh, Viét Nam)
3.1. Co s6 san xuit: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, S6 18, Pudng s6 09, Ap 2A, Xa Tan Thanh
Tay, Huyén Ca Chi, Thanh ph HO Chi Minh, Viét Nam)

7

BivoEro 100

Erlotinib
(dudi dang
erlotinib
hydroclorid
109,3mg)
100mg

Vién nén
bao phim

Hop 3 vix 10
vién

NSX

36

893114115423
(QLDB-578-16)
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Ghi chu:

1. Céch ghi tiéu chuan chdt lwong thudc tai cot (6):

- Nha san xudt (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c¢é ¥ nghia tirong
dwong nhau, la tiéu chudn chat lwong thudce do co sé san xudt xdy dung va déu cé thé dwge ghi trén nhén
thuéc.

- Cdch viét tit céc tiéu chudn chat lwong duoc dién: Duoc dién Viet Nam (DDVN), Duoc dién Anh (BP), Duoc
dién My (USP), Duoc dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Dugc dién Chdu du (EP), Duoc dién
Quoc te (IP)...

2. §6 dang ky tai cét (8):

- S6 dang ky gia han la s6 dang ky dwoc cdp theo quy dinh tai Phy luc VI Théng tir 08/2022/TT-BYT ngay
05/09/2022 ciia Bé trwong Bé Y té quy dinh viéc dang ky lwu hanh thuéc, nguyén liéu lam thudc.

- 86 dang ky dd cap (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp triede khi thude dwoc gia han theo
quyét dinh nay.

- Cdc thude da dwoe cap sé dang ky lan dau truée ngay 01 thang 01 nam 2023 dwoc gia han gidy dang ky leu
hanh thi dwoc tiép tuc siv dung sé dang ky da cdp trudce khi gia han trong thoi han téi da 12 thang ké tir ngay
dwge cap so dang ky theo cdu triic mdi.
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