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)7 HEACYC QUAN LY DUQC Péc 1ap - Tu do - Hanh phiic
Sé: 198/ QP-QLD Ha Ngi, ngay 24 thdng 03 nam 2023
QUYET PINH

Vé viéc ban hanh Danh muc 135 thudc san xuét trong nudéc
dwogc gia han giay dang ky lru hanh tai Viét Nam - Dot 183

CUC TRUONG CUC QUAN LY DUQC

Cén cit Ludt Diwge s6 105/2016/QH13 ngay 06/4/2016;
Can cit Nghi dinh s6 95/2022/NP-CP ngdy 15/11/2022 ciia Chinh phii quy dinh
churcnang, nhiém vu, quyén han va co cdu t6 chire ciia BY Y té;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua Bo truong Bo Y té quy
dinh chitc nang, nhi¢m vu, quyén han va co cau 16 chirc ciia Cuc Quan 1y Duwoc thudc
BoY te,

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia BY truéng B Y té quy
dinh vi¢c dang ky luu hanh thudc, nguyéen li¢u lam thube;

Can cir két ludgn cua Hoi dong tw van cdp gidy dang ky leu hanh thuéc, nguyén liéu
lam thuéc - BoY 1é:

Theo dé nghi ciia Truéng phong Péng ky thuée, Cuc Qudn 1y Duegc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 135 thudc san xuét trong
nuée duge cap gidy dang ky luu hanh tai Viét Nam - Dot 183, cu thé:

1. Danh myc 125 thudc san xuat trong nuéc duge gia han gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kem theo).

2. Danh myc 09 thudc san xuat trong nudc duge gia han gidy dang ky luu hanh
hi¢u lyc 03 nam (Phu luc I kem theo).

3. Danh muc 01 thudc san xuét trong nude duge gia han dang ky luu hanh dén
31/12/2025 (Phu luc III kem theo).

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

1. San xuat thudc theo dung cac ho so, tai liéu da dang ky vai Bo Y té va phai in
s6 dang ky dugc BO Y té Viét Nam cip 1én nhin thude.

2. Chi duoc san xuit, dua ra luu hanh céac thude kiém soat dic biét khi co Giéy
chting nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat dic
biét pht hop véi pham vi hoat dong ctia co so dap ung quy dinh tai khoan 5 Piéu 143
Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot s6
diéu va bién phap thi hanh Luat Duoc.

3. Thyc hién vi€c cap nhat tiéu chuan chat luong ciia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong BO Y té quy dinh vé chat
luong thude, nguyén lidu lam thudc.

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

5. Thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua nop
hd so cip nhat ndi dung nhin thudc, t& hudng dan sir dung thudc theo quy dinh cua
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia BO truong Bo Y té thi phai thyc hién



cap nhat theo quy dinh tai diém b Khoan 1 Piéu 37 Thong tu s6 01/2018/TT-BYT trong
thoi han 12 thang ké tir ngay dugc gia han gidy dang ky luu hanh.

6. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay doi vé noi dung hanh chinh (bao
gdm ca mau nhan va to huéng dan st dung thudc) phai san xuét va luu hanh véi cac noi
dung da dugc phé duyétthay d6i trong hd so gia han.

7. Co s6 ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy ding ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tmg da diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc hién
thay ddi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thdi han
30 ngay ké tirngay co s¢ dang ky khong con du diéu kién hoat dong.

8. Co so san xudt thuoc phai bao dam céc diéu kién hoat dong ctia co s& san xuét
trong thdi han hiéu lyc cua gidy dang ky luu hanh thudc, nguyén lidu lam thudc.

9. Cac thuoc duoc gia han gidy dang ky luu hanh tai Quyet dinh nay duogc tlep
tuc str' dung sb ding ky di cap trude khi gia han trong thoi han tdi da 12 thang ké tur
ngay dugc cap sé dang ky gia han theo quy dinh tai Phu Iyc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

10. Cac thudc duge gia han gidy dang ky luu hanh tai Phu luc I Quyét dinh nay
sau khi hét han gidy dang ky luu hanh, trong ho so gia han néu cong ty khong co dit lidu
lam sang chl’mg minh an toan, hiéu qua cua thude, Cuc Quan Iy Dugc s€ khong tiép tuc
gia han giay dang ky luu hanh.

Picu 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 sd dang ky co thude tai Pidu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhan:

- Nhu Diéu 4; "

- BT. bao Hong Lan (d€ b/c);
-TT. Do Xuan Tuyen (de b/c)

CUC TRUONG

- Cuc Y té GTVT B0 Giao thong van tai; L%
- Téng Cuc Hai quan - B Tai chinh; N0~ —l/\*f/“
- Bao hiém x4 hoi Viét Nam; — X .
“B§ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuan Cwong
Bo, Vin phong HPTV cip GPKLH thube, NLLT;

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

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

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

- Trung tam mua sim tap trung thudc quoc gia;

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

Website;

- Luu: VT, bKT.



Phu luc I

DANH MUC 125 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY

LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 183

(Kém theo Quyét dinh sé: 198...../0D-OLD ngay24 thing 03ndm 2023
cua Cuc Quan Iy Duoc)

Tudi S6 ding ky
sTTl  Ten thuée Hoat ‘chat chinh - |[Dang E)ao Quy cac,l} dong TIeLZJ tho Aglavhan , S'o lan
Ham lwgng che gol chuan . (So dang ky |gia han
(thang) ~ £
da cap)
1) (2) ) (4) (5) (6) (1) (8) 9

1. Co s6 ding ky: Cong ty Co phian Dugc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai Hoc,
phuong Quang Trung, thanh phd Quy Nhon, tinh Binh Dinh, Viét Nam)
1.1. Co s6 san xuit: Cong ty Co phan Duwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai
Hoc, phuong Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)

Hop 1 vix 10
vién; Hop 2 vi
nhém nhém x 10

- Viénnang | vién; Hop 2 vi 893110038723
1 |Bidiclor 500 Cefaclor 500mg cing nhém nhua x 10 USP42 36 (VD-22118-15) 1
vién; Hop 10 vi x
10 vién; Lo 100
vién; Lo 500 vién
Vien nén | Hop 04 vix 04
2 |Biragan 500 Paracetamol 500mg siii vién; Hop 12 vi x NSX 24 893100038823 1
2 vién (VD-24392-16)
Moi 100ml dung
dich chira: Dextrose
monohydrat 1,5g; Dung dich
Bitolysis 1,5%  |Natri clorid 538mg; | "= """ .. , 893110038923
3 low C)El;llci Natri lactat 448mg; thal}q phéan Ti nhya 2 lit NSX 24 (VD-18930-13) 1
Calci clorid.2H,0 | Phuc mac
18,3mg; Magnesi
clorid.6H,0 5,08mg
M&i 100ml chrra:
Dextrose
monohydrat 4,25g; Dung dich
Bitolysis 4,25% |Natri clorid 538mg; | "= "~ .. , 893110039023
4 Lowialci Natri lactat 448mg; thar}1 phéan T0i nhya 2 1it NSX 24 (VD-18934-13) 1
Calci clorid.2H,0 | Phic mac
18,3mg; Magnesi
clorid.6H,0 5,08mg
. .. .. s an Hop 1 1o + 1 Ong
. Acid folinic (du6i | Botdong |3 o\ o0 e cat 893110039123
5 |Calcilinat F100 |dang calcium kho pha " i NSX 24 1
. - pha tiém 10ml; (VD-21824-14)
folinat) 100mg tiém .
Hop 10 1o
Paracetamol . , Hop 10vi x 10
6 500mg Paracetamol 500mg | Vién nén | vién; Hop 50 vi x | USP43 36 893100039223 1

10 vién

(VD-18251-13)
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Tuoi

S6 diing ky

STT Tén thube Hoat ‘chat chinh - |[Dang E)ao Quy cac,l? dong Tleij tho Aglauhan , S'o lan
Ham luwgng cheé goi chuan . (So dang ky |gia han
(thang) Y £
da cap)
(1) (2) 3 4) (O] (6) ) (8) 9
Cefoperazon (dudi
dang Cefoperazon + ... |Hop1lo+01 éng
D Thudc bot . A A 893110039323
7 |Sunewtam 2g natri) 1g; Sulbactam pha tiém nude cat pha tiém [DBDVNV 36 (VD-21826-14) 1

(duoi dang
Sulbactam natri) 1g

10ml; Hop 10 lo

2. Co sé diing ky: Cong ty c6 phin dugee phadm Vinh Phic (Dia chi: S6 777, duong Mé Linh, phuong Khai Quang, thanh
phd Vinh Yén, tinh Vinh Phiic, Viét Nam)
2.1. Co sé san xuat: Cong ty ¢6 phan dwgc pham Vinh Phic (Pia chi: Thon Mau Théng, P. Khai Quang, TP.Vinh Yén,
tinh Vinh Phuc, Viét Nam)

Bupivacain .. |Hop 1 vix 5 éngx
8 |Bucarvin hydroclorid Dungdich |, 1 Hop 10vixs | uspaz | 36 | 8931140394231 )
tiém ! (VD-17042-12)
20mg/4ml ong x 4ml
Dung dich | HOP 1 vix 10 ong 893114039523
9 |Vinphatoxin Oxytocin 10 1U/1ml tiém' x 1ml; Hop 5 vi x NSX 36 (VD-26323-17) 1

10 éng x 1ml

3. Co sé diing ky: Cong ty c6 phan Fresenius Kabi Viét Nam (Dija chi: Khu vuc 8, phuong Nhon Phu, thanh phd Quy
Nhon, Binh Dinh, Viét Nam)
3.1. Co sé san xuat: Cong ty c6 phan Fresenius Kabi Viét Nam (Pia chi: Khu vuc 8, phudng Nhon Phi, thanh phd Quy
Nhon, Binh DPinh, Viét Nam)

10

Natri clorid 0,9%

Natri clorid
0,99/100ml

Dung dich
tiém
truyén

Chai nhya 100ml;
Chai nhya 250ml;
Chai nhyra 500ml;
Chai nhua
1000ml; Chai thuy
tinh 500ml; Chai
nhua 250ml chira
100ml dung dich
NaCl 0,9%; Chai
nhua 500ml chira
250ml dung dich
NaCl 0,9%; Thung
80 chai nhua
100ml; Thung 30
chai nhua 250ml;
Thung 20 chai
nhya 500ml;
Thung 12 chai
thuy tinh 500ml;
Thang 30 chai
nhua 250ml chira
100ml dung dich;
Thung 20 chai
nhua 500ml chira
250ml dung dich;
Thung 12 chai

nhya 1000ml

BP 2021

36

893110039623
(VD-21954-14)
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Tuoi

S6 diing ky

STT Tén thube Hoat ‘chat chinh - |[Dang E)ao Quy cac,l? dong Tleij tho Aglauhan , S'o lan
Ham luwgng cheé goi chuan . (So dang ky |gia han
(thang) Y £
da cap)

(1) (2) 3 4) (O] (6) ) (8) 9

Dung dich

v6 khuan | Chai nhya 500ml;
11 [Sorbitol 3,3%  [Sorbitol 16,5g/500ml| dung Thung 20 chai NSX 36 893110039723 1

x (VD-23795-15)
trong phau nhya 500ml
thuat

4. Co sé ding ky: Cong ty Co phin Xuit nhip khau Y té Domesco (Dia chi: S6 66, Qudc 16 30, Phuong My Phua, Thanh
phé Cao Lanh, Tinh Pong Thap; Viét Nam)
4.1. Co sé san xuat: Cong ty Co phan Xuit nhap khau Y té Domesco (Pia chi: S6 66, Quéc 16 30, Phudng My Phu,
Thanh phé Cao Lanh, Tinh Pong Thap, Viét Nam)

Hop 1 vix 10

. . Viénnang | .. " . 893110039823
12 |Docefnir 100 mg {Cefdinir 100mg cing vién; HQpMIO vi x NSX 36 (VD-24482-16) 1
10 vién
Hop 10 vix 10
. A vién; Chai 100
13 |Prednison Prednison 5mg Viennen |- ian Chai 150 | NSX g6 | 8931100399231,
Domesco 5mg bao phim o . (VD-22309-15)
vién; Chai 200

vién; Chai 500 vién

5. Co s¢ ding ky: Cong ty Co phan Dwoc Danapha (Dia chi: 253 Diing Si Thanh Khé, Phudng Thanh Khé Ty, Quéin
Thanh Khé, TP. Pa Nang, Viét Nam)
5.1. Co sé san xuit: Cong ty Cé phin Dugc Danapha (Pia chi: 253 Diing Si Thanh Khé, Phudng Thanh Khé T4y, Quan
Thanh Khé, TP. Pa Nang, Viét Nam)

Galantamin (dudi

dang galantamin Vién nén . , A 893110040023
14 |Nedaryl 4 hydrobromid 5,2mg) | bao phim Hop Ivix 14 vien | NSX 36 (VD-23440-15) 1
4mg
Xylometazolin | Xylometazolin Dung dich . 893100040123
15 10,05% hydroclorid 0,05% | nhomai | 1o Hlex10ml iy NSXp 24 p 1g682-13) | 1
. Xylometazolin .
Xylozin Drops . Dung dich . 893100040223
16 0,05 % hydroclorid nho miii Hop 1 1o x 10ml NSX 36 (VD-23444-15) 1
5mg/10ml
17 |Lepigin 100 Clozapin 100mg Vién nén Hop 10 vix 10 NSX 36 893110040323 1

vién

(VD-24684-16)

6. Co s¢ ding ky: Cong ty c6 phan dwoc Pong Nai (Dija chi: 221B, Pham Vin Thuén, P. Tan Tién, TP.Bién Hoa, Tinh

Poéng Nai, Viét Nam)

6.1. Co sé san xuat: Cong ty c6 phan dwge Pong Nai (Dia chi: 221B, Pham Vian Thuan, P. Tan Tién, TP.Bién Hoa, Tinh

DPodng Nai, Viét Nam)

Paracetamol

18 500mg

Paracetamol 500mg

Vién nang
cung

Hop 10 vix 10

vién; Chai 100

vién; Chai 200
vién; Chai 500 vién

DDVN V

36

893100040423
(VD-22412-15)

7. Co s¢ ding ky: Cong ty C6 phan Dwoc Hau Giang (Pia chi: 288 Bis Nguyén Vin Cir, Phuong An Hoa, Quéan Ninh
Kiéu, thanh phé Can Tho, Viét Nam)
7.1. Co sé san xuat: Cong ty Co phin Dwge Hiu Giang - Chi nhanh nha may duwoc phamDHG tai Hau Giang (Dia chi:
L6 B2 - B3, Khu c¢ong nghiép Tan Pha Thanh - Giai doan 1, xa Tan Phu Thanh, huyén Chau Thanh A, tinh Hau Giang, Viét

Nam)
. Bromhexin o . , A 893100040523
19 [Bromhexin 8 hydroclorid 8mg Viénnén | Hop 3 vix 10 vién| NSX 36 (VD-20548-14) 1
. A . , A 893100040623
20 |Clanoz Loratadin 10mg Viénnén | Hop2 vix 10 viéen| NSX 36 (VD-20550-14) 1
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Tubi S6 ding ky
STT Tén thube Hoat ‘chat chinh - |[Dang E)ao Quy cac,l? dong Tleij tho Aglauhan , S'o lan
Ham luwgng cheé goi chuan . (So dang ky |gia han
(thang) - X
da cap)
(1) (2) 3) (4) () (6) ) (8) 9)
Metformin HCI .
Glumeben Vién nén 893110040723
21 500mg; . |Hop3vix10vién| NSX 36 1
500mg/5mg Glibenclamid 5mg bao phim (VD-24599-16)
Cefuroxim (dudi .
. \ Vién nén . , A 893110040823
22 |Haginat 500 dang Cefuroxim bao phim Hop 2 vix 5 vién NSX 36 (VD-24608-16) 1
axetil) 500mg
Thude bot | .. g 893100040923
23 |Hapacol 150 Paracetamol 150mg stii bot Hop 24 goix 1,5g [ NSX 36 (VD-21137-14) 1
Thude bot | .. g 893100041023
24 |Hapacol 250 Paracetamol 250mg stii bot Hop 24 goix 1,5g [ NSX 36 (VD-20558-14) 1
Cefpodoxim (Dudi A
25 |Nifin 100 Tabs |dang Cefpodoxim | VMMM | on 2 vix 10 vien| NSX g | 8931100411231,
. bao phim (VD-26600-17)
proxetil) 100mg

7.2. Co s& sin xuat: Cong ty C6 phan Duoc Hau Giang (Dia chi: 288 Bis Nguyén Van Cir, Phuong An Hoa, Quéan Ninh
Kiéu, thanh phé Can Tho, Viét Nam)

26 |Medskin ery

Tuyp 10g chua:
Erythromycin base
0,49

Gel b6i da

Hop 1 tuyp x 10g

NSX

24

893110041223
(VD-23465-15)

8. Co s¢ ding ky: Cong ty c6 phan Dugc Medipharco (Dia chi: S6 08 Nguyén Truong T, Phudng Phudc Vinh, Thanh phd

Hué, Viét Nam)

8.1. Co s¢ san xuat: Cong ty co6 phan Dugc Medipharco (Pia chi: S6 08 Nguyén Truong To, Phuong Phude Vinh, Thanh

phd Hué, Viét Nam)

. . Thudc bot | . . 893100041323
27 |Mucinex Acetylcystein 200mg ubng Hop 20 goi x 3g NSX 36 (VD-20984-14) 1
9. Co sé diing ky: Cong ty ¢b phan dwoce phim 2/9 (Dia chi: 299/22 Ly Thuong Kiét, P.15, quan 11, TP. H5 Chi Minh,
Viét Nam)
9.1. Co sé san xuat: Cong ty ¢ phin dwoc phidm 2/9 (Pia chi: S6 930 C4, dudng C, khu cong nghiép Cat Lai, cum 2,
phuong Thanh My Loi, quén 2, TP. Hd Chi Minh, Viét Nam)
. . . . A . , A 893100041423
28 |Cinnarizine Cinnarizin 25mg Viénnen | Hop Svix 20 vién| NSX 36 (VD-19297-13) 1
. L Hop 10 vix 10
. Loperamid Viénnang | ..°7 , 893100041523
29 |Loperamid hydroclorid 2mg cing vién; Ho;_)A25 vi X NSX 36 (VD-19298-13) 1
4 vién
Tizanidin (dudi Hop2vix 10
30 [Tizanad 2mg dang Tizanidin Vién nén | vién; Hop 10 vi x NSX 36 893110041623 1
. A (VD-19302-13)
hydroclorid) 2mg 10 vién

10. Co sé¢ ding ky: Cong ty C6 phan Duwgc pham 3/2 (Dia chi: 601 Cach Mang Thang Tam, phuong 15, quan 10, TP. Ho

Chi Minh, Viét Nam)

10.1. Co s& san xuét: Cong ty Co phan Dwoc phim 3/2 (Dia chi: 930 C2, duong C, KCN Cat Lai, cum II, phuong Thanh

M3 Loi, quan 2, TP. Hd Chi Minh, Viét Nam)

Mbi 6ng 2ml chira: : . ,
31 |Vitamin B1 Thiamin hydroclorid | Ung dich | Hop 10vix 101+ o g6 | 8931100417231,
tiém ong x 2ml (VD-30267-18)
100mg
. Ezetimib 10mg; N . , A 893110041823
32 |Simze Plus Simvastatin 20mg Viénnen | Hop 3 vix 10 vién| NSX 24 (VD-22112-15) 1

11. Co sé ding ky: Cong ty c6 phin dwgc phadm Agimexpharm (Pia chi: 27 Nguyén Thai Hoc, Phuong My Binh, Thanh
phd Long Xuyén, Tinh An Giang, Viét Nam)

11.1. Co s& san xuét: Chi nhanh Céng ty c¢6 phin dwec phim Agimexpharm - Nha may sanxuit dwgc phim
Agimexpharm (Bia chi: Buong Vil Trong Phung, Khém Thanh An, P. My Théi, TP. Long Xuyén, An Giang, Viét Nam)
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STT

(1)

Tén thube

(2)

Hoat chét chinh -
Ham lwong

(3)

Dang bao
ché

(4)

Quy cach déng
goi

(5)

Tiéu
chuan

(6)

Tudi
tho
(thang)

(")

S6 diing ky
gia han
(S6 ding ky
di cép)
(8)

S6 lan
gia han

9

33

Povidone

Moi chai 20ml chia
Povidon iod 2gam

Dung dich
dung ngoai

Hop 1 Chai x
20ml; Hop 1 Chai
x 30ml; Hop 1
Chai x 35ml;
Hop1 Chai x
60ml; Hop 1 Chai
x 90ml; Hop 1
Chai x 125ml;
Hop 1 Chai x
130ml; Hop 1
Chai x 200ml;
Hop 1 Chai x
260ml; Hop 1
Chai x 1100ml

NSX

24

893100041923
(VD-17882-12)

12. Co sé diing ky: Cong ty Cé phan Duge pham Ampharco U.S.A (Pia chi: Khu cong nghiép Nhon Trach 3, thi tran Hiép
Phudc, huyén'Nhon Trach, tinh Déng Nai, Viét Nam)
12.1. Co s6 san xuét: Cong ty C6 phan Dwgc phim Ampharco U.S.A (Dja chi: Khu cong nghiép Nhon Trach 3, thi trin

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

Sumatriptan (dudi

Hop 1 vix 10

. dang Sumatriptan Viénnén | vién; Hop 3 vi x 893110042023
34 (Maxxtriptan 100 |\ inat 140 mg) | bao phim |10 vien; Hop 10vi | o | 3 | (vD24124-16)| ?
100mg x 10 vién
Hop 1 vix 10
. o vién; Hop 3 vi x
35 |Usaallerz 60 Eeg:’;i:’;g:j”mm VI |10 vien: Hop 6vi | NSX | 36 f\?glggggélfg 1
y g PRIM | 10 vién; Hop 10
vi x 10 vién
Hop 1 vi x10 vién;
N Hop 3 vix 10
. Lo Vién nén A Tia ) 893110042223
36 |Usabetic 4 Glimepirid 4mg bao phim v1ep: Hopﬁ vi x q NSX 36 (VD-20661-14) 1
10 vién; Hop 10 vi
x 10 vién
Hop 1 vix 10
. Viénnén | vién; Hop 3 vi x 893110042323
37 |Usasartim 150  [Irbesartan 150mg bao phim |10 vién: Hop 10 vi NSX 36 (VD-21230-14) 1
x 10 vién
Hop 1 vix 10
. Viénnén | vién; Hop 3 vi x 893110042423
38 |[Usasartim 300  [Irbesartan 300mg bao phim |10 vién: Hop 10 vi NSX 36 (VD-22444-15) 1

x 10 vién

13. Co sé ding Ky: Cong ty C6 phan Dugc pham Boston Viét Nam (Pia chi: S6 43 duong s6 8, khu cong nghiép Viét Nam
- Singapore, Phuong Binh Hoa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)

13.1. Co sé san xuit: Cong ty Co phan Dugc phim Boston Viét Nam (Dia chi: S6 43 duong s 8, khu cong nghiép Viét

Nam - Singapore, Phuong Binh Hoa, Thanh ph6 Thuan An, Tinh Binh Duong, Viét Nam)

39

Vasebos Plus

Valsartan 160mg;
Hydroclorothiazid
25mg

Vién nén
bao phim

Hop 2 vix 14
vién; Hop 5 vi x
14 vién

NSX

36

893110042523
(VD-20184-13)

14. Co s& ding ky: Cong ty Cé phin Dwgc phdm Dwoc liéu Pharmedic (Dia chi: 367 Nguyén Trai, Phuong Nguyén Cu
Trinh, Quan 1, TP. Hb Chi Minh, Viét Nam)
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14.1. Co s& san xuét: Cong ty Co phan Dwoc phim Dwge liéu Pharmedic (Dia chi: 1/67 Nguyén Vin Qu4, P. Pong Hung
Thuén, Q. 12, TP. H6 Chi Minh, Viét Nam)

40 |Simelox

Nhom hydroxyd
400mg; Magnesi
hydroxyd 400mg;
Simethicon 40mg

Hon dich
ubng

Hop 10 goi x 10g;
Hop 20 goi x 10g

NSX

36

893100042623
(VD-20191-13)

15. Co sé ding Ky: Cong ty c6 phan duge pham Ha Tay (Dia chi: S6 10A Phd Quang Trung, Phudng Quang Trung, Quin
Ha Dong, Thanh phd Ha Noi, Viét Nam)
15.1. Co s& san xuit: Cong ty ¢6 phin dwoc pham Ha Tay (bia chi: T6 dan phé sé 4, P. La Khé, Q. Ha Dong, TP. Ha Noi,

Viét Nam)
41 |Famotidin 40mg|Famotidin 40mg }J/;inpril?; Hop 1\?';;1 x 10 DDbVN 36 f\?gl;ggﬁ?f; 1
42 |K&m Oxyd10% 1:)[((;),1155‘%0;1;}:: Keém Kergabﬁi Ec}@g i :[[Eyyf) ??5;;; NSX 36 ?\??)%22233?12; 1
43 |Periveia Zﬁ:;ndopril erbumin Viécrlr Ezng Hop 1\5)i evn1 x 10 - 36 (8\5/3?)1;222;91253) 1

16. Co s& diing ky: Cong ty Cé phan Duwgc Phim Imexpharm (Dia chi: S6 04, Puong 30/4, Phuong 1, TP. Cao Lanh,
Tinh Dong Thap, Viét Nam)
16.1. Co sé san xuét: Cong ty C6 phan Dwgc Pham Imexpharm (Dia chi: S6 04, Pudng 30/4, Phuong 1, TP. Cao Lanh,
Tinh Dong Thap, Viét Nam)

Paracetamol 325mg; |, ,..
44 |A.C Mexcold Chlorpheniramin Vlen’ nang Chai 200 vién NSX 36 893100043023 1
cung (VD-24206-16)
maleat 2mg
Amoxicilin (dudi
dang Amoxicilin
. trihydrat) 875mg; Viénnén [ Hop 1 thix 2 vix 893110043123
45 |Claminat 1g Acid clavulanic bao phim 7 vién NSX 24 (VD-19380-13) !
(dudi dang Kali
clavulanat) 125mg
. o Viénnén | Hop 10 vix 10 893110043223
46 [Nicofort Nicotinamid 500mg bao phim |vién: Chai 100 vién NSX 36 (VD-19888-13) 1
. L. Viénnang | Hop 10 vix 10 893110043323
47 [Sulpiride 50mg [Sulpirid 50mg cing vien NSX 24 (VD-24217-16) 1

17. Co s ding Ky: Cong ty c6 phan dwoc phadm Khanh Hoa (Dia chi: 74 Thong Nhit, Thanh phd Nha Trang, Khanh Hoa,

Viét Nam)

17.1. Co s& san xuét: Cong ty c6 phin dwoc phim Khanh Hoa (Pia chi: Puong 2/4, phuong Vinh Hoa, thanh phd Nha
Trang, Khanh Hoa, Viét Nam)

Hop2vix 10
. o A A , 893110043423
48 |Kamelox Meloxicam 7,5mg Vién nén | vién; Hop_}o vi X NSX 36 (VD-19388-13) 1
10 vién
o Hop 1 vix 10
. Viénnén | . "7 , 893110043523
49 |Eszonox Eszopiclone 2mg bao phim vién; Hop_}o vi x NSX 36 (VD-23581-15) 1
10 vién
Gel nhém hydroxyd o . .
50 [Remint-S Fort  [khd 400mg, Magnesi Vien nen Hop 1 ‘.:Pal 100 | DDVN 36 893100043623 1
nhai vién v (VD-21655-14)
hydroxyd 400mg

18. Co s& diing Ky: Cong ty C6 phan Dugc pham Me Di Sun (Dia chi: S6 521, 4p An Loi, xd Hoa Loi, huyén Bén Cat, tinh
Binh Duong, Viét Nam)
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18.1. Co s& sén xuit: Cong ty Co ph?m Dugc phfim Me Di Sun (bPia chi: S6 521, ép An Loi, xa Hoa Loi, huyén Bén Cat,
tinh Binh Duong, Viét Nam)

. - Viénnén | Hop 10 vix 10 893110043723
51 [Rebastric Rebamipid 100mg bao phim vién NSX 36 (VD-22928-15) 1

19. Co s& ding ky: Cong ty C6 phan Duwge phdm OPC (Dja chi: 1017 Hong Bang, Quan 6, Tp. Hb Chi Minh, Viét Nam)

19.1. Co s& san xuét: Chi nhanh Cong ty Co phian Dwgc pham OPC tai Binh Duong- nha may Dwgc pham OPC (Dia
chi: S6 09/BX04-TH, T6 7, Ap’Tan Héa, X4 Tan Vinh Hiép, Tan Uyén, Binh Duong, Viét Nam)

52

Vitamin C
1000mg

Vitamin C 1000mg

Vién sui
bot

Hop 1 Tuyp x 10
vién

NSX

30

893110043823
(VD-20781-14)

1

20. Co sé ding ky: Cong ty ¢é phan dwoc phim Quing Binh (Pia chi: S5 46, duong Hitu Nghi, phuong Bic Ly, thanh phd
Dong Hoi, tinh Quang Binh, Viét Nam)
20.1. Co s6 san xuit: Cong ty c6 phan dwge pham Quéang Binh (Dia chi: S6 46, duong Hiru Nghi, phuong Béc Ly, thanh
phé Bong Hoi, tinh Quang Binh, Viét Nam)

53

Quanpanto

Pantoprazol (dudi
dang Pantoprazol
natri) 40mg

Vién nén
bao tan
trong rudt

Hop 02 vix 07
vién; Hop 02 vi x
10 vién; Hop 10 vi

x 10 vién

NSX

24

893110043923
(VD-22208-15)

21. Co sé ding ky: Cong ty Co phan Dugc pham Sao Kim (Pia chi: KCN Quang Minh, Mé Linh, TP. Ha Noi, Viét Nam)
21.1. Co sé san xuit: Cong ty C6 phan Duge pham Sao Kim (Dia chi: KCN Quang Minh, Mé Linh, TP. Ha Noi, Viét Nam)

54

Carlutin

Glucosamin sulfat
250mg

Vién nang
cung

Hop 10 vix 10
Vién

NSX

36

893100044023
(VD-19933-13)

1

22. Co sé ding ky: Cong ty Co phin Dwge phim SaVi (Dia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuat
Tan Thuan, Phuong TanThuan Pong, Quan 7, Thanh phé H6 Chi Minh, Viét Nam)
22.1. Co sé san xuat: Cong ty C6 phan Dwoc pham SaVi (Dia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuét
Tan Thuan, Phuong TanThuan Pong, Quan 7, Thanh phé Ho Chi Minh, Viét Nam)

SaVi Valsartan Vién nén . , A 893110044123
55 80 Valsartan 80mg bao phim Hop 3 vix 10 vién | USP 41 36 (VD-22513-15) 1
. Vién nén . , A 893100044223
56 |SaViBroxol 30 |Ambroxol HCI 30mg i Hop3vix 10vién | NSX 24 (VD-20249-13) 1
Hop 3 vix 10
Paracetamol 325mg; o A
. " | Vién nén | vién; Hop 10 vi x 893111044323
57 |SaViPamol Plus :Q)I'Yragnnfgol HCI bao phim | 10 vién: Hop 1 NSX 36 (VD-21894-14) 1

chai 100 vién

23. Co s ding ky: Cong ty Cé phan Dwoc phim Tenamyd (Pia chi: Lo Y01-02A, dwdng Tan Thuan, KCN/KCX Tén
Thuén, Phuong Tan Thuan Pong, Quan 7, TP. Hd Chi Minh, Viét Nam)
23.1. Co s6 san xuit: Cong ty C6 phin Duge phadm Tenamyd (Dia chi: L6 Y01-02A, duong Tan Thusn, KCN/KCX Tan
Thuén, Phuong Tan Thuan Pong, Quan 7, TP. Hd Chi Minh, Viét Nam)

Ceftazidim (dudi

Ceftazidime L Bot pha |Hop 01 lo; Hop 10 893110044423
58 2000 dang Ceftazidim tism o USP 42 36 (VD-19013-13) 1
pentahydrat 29
Cefotaxim (dudi i o .
59 Tenamyd- dane Cefotaxim Viénnén | Hop 1 lo; Hop 10 NSX 24 893110044523 1
cefotaxime 2000 |18 bao phim lo (VD-19445-13)

natri) 2000mg

24. Co s6 ding ky: Cong ty C6 phan Dwoc phdm Trung wong 2 (Dia chi: S6 9 Tran Thanh Téng, phuong Bach Dang,
quan Hai Ba Trung, thanh phd Ha Noi, Viét Nam)
24.1. Co sé san xuit: Cong ty C6 phin Dwge phim Trung wong 2 (Dia chi: L6 27 khu c6ng nghiép Quang Minh, thi trdn
Quang Minh, huyén Mé Linh, the‘lnhphé Ha Noi., Viét Nam)
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Nudc cat pha Nudc cat pha tiém | Dung moi | . 2 893110044623
60 liomaml loml phagtiém Hop 100 ong x 2mli DBVNIVI 36 /5y seo96.17) | 1
Penicilin (dudi dang . ,
51 |Penicilin V Kali- [Phenoxymethyl Vien nén i‘éﬁ,ﬁgg ’1‘ tlﬁoi . NSX a | 893110044723 |
1.000.000 1U penicilin kali) 10 v} < 10 vien (VD-19959-13)
1000000 1Y
Lincomycin (dudi
62 Lincomycin dang Lincomycin Dung dich |Hop 10 61’1g x 2ml; NSX 24 893110044823 1
600mg/2 ml hydrochlorid) tiém Hop 50 ong x2ml (VD-19477-13)
600mg/2ml
. A Hop 1 vix 10
Fexofenadin Vién nén i n . , 893100044923
63 |Luxty 60 hydroclorid 60mg | bao phim “en;lg‘-\’}?ézn vix | ONSX 36 yposoaas) | L

25. Co sé ding ky: Cong ty Cé phan Dwoc phdm Trung wong I - Pharbaco (Pia chi: S5 160 Ton Puc Thing, phuong
Hang B6t, quan I—)éng Pa, thanh phé Ha Noi, Viét Nam)

25.1. Co sé'san xuit: Cong ty C6 phan Duwge pham Trung wong I - Pharbaco (Dia chi: Thén Thach Ldi, xa Thanh Xuén,

huyén Soc Son, thanh ph Ha Noi, Viét Nam)

Ong 1ml chtra

64 |Canxi SBK 100 |Calcitonin salmon  [PU8 UM | pon 1 vix S éng | NSX g | 8931100450231 )
tiém (VD-19943-13)
100 dvqt
M&i lo chira
. Cefuroxim (dudi Thubc bot . 893110045123
65 |Cefuroxim 1,5G dang cefuroxim pha tiém Hop Io USP 38 24 (VD-26283-17) !
natri) 1,59
.n . |Tuyp 10 vién; Hop
Vién nén . A A 893100045223
66 |Parazacol Paracetamol 500mg stii bot Svix 4 vién; Ang NSX 24 (VD-10471-13) 1
4 vix 4 vién
26. Co s ding ky: Cong ty ¢é phin Duge phadm TV.Pharm (Dia chi: S6 27, Nguyén Chi Thanh, Khom 2, Phuong 9,
Thanh phd Tra Vinh, Tinh Tra Vinh, Viét Nam)
26.1. Co sé san xuat: Cong ty c6 phin Dwge phAm TV.Pharm (Pia chi: S6 27, Nguyén Chi Thanh, Khom 2, Phuong 9,
Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)
Codein
Camphosulfonat
25mg; Sulfoguaiacol .
. . : Vién bao . , " 893111045323
67 [Neo-Corclion F (dugl dang Kali duomg Hop2vix 10 vién [ NSX 36 (VD-19973-13) 1
guaiacolsulfonat
119mg) 100mg; Cao
mém grindelia 20mg
68 |Propranolol Propranolol.HCI Vién nén Hop 10 vix 10 DDVN 36 893110045423 1

40mg

vién; Chai 100 vién

(VD-21392-14)

27. Co sé ding ky: Cong ty C6 phin Dwgce Trung wong Mediplantex (Dia chi: S6 358 duong Giai Phong, phuong Phuong
Liét , quan Thanh Xuén, thanh phé Ha Noi, Viét Nam)
27.1. Co sé san xuit: Cong ty Cé phan Dugc Trung wong Mediplantex (Pia chi: Nha may duoc phim s6 2: Thén Trung
Hau, x4 Tién Phong, huyén Mé Linh, thanhphd Ha N6i, Viét Nam)

69

Cenesthen

Tuyp 10g chira
Clotrimazol 100mg

Kem boi
da

Hop 1 tuyp 10g

NSX

36

893100045523
(VD-23740-15)

70

Zalrinol

Allopurinol 300mg

Vién nén

Hop 2 vix 10 vién

NSX

36

893110045623
(VD-21700-14)
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28. Co sé ding ky: Cong ty C6 phian Dwge VTYT Hai Dwong (Dia chi: S5 102 Chi ling, phuong Nguyén Trii, thanh phd
Hai Duong, tinh Hai Duong, Viét Nam)

28.1. Co sé san xuiat: Cong ty C6 phan Dwoe VTYT Hai Dwong (Dia chi: S6 102 Chi ling, phuong Nguyén Trai, thanh
phd Hai Dwong, tinh Hai Duong, Viét Nam)

Atropin sulphat

Dung dich

Hop 10 6ng x 1ml;

893114045723

71 |Atropin sulphat 0.25mg/ml thube tiem H(_jp 50 Olgg x lml; [DBDVN V 36 (VD-24376-16) 1
Hop 100 ong x 1ml
7z |Pucinoon |8 on [boingost | Hop 1wspi0g | nex | s | BoSM004ER |
0,025% . g P L tuyp 108 (VD-26356-17)
acetonid 2,5mg da

29. Co sé ding ky: Cong ty ¢6 phan Euvipharm (Dia chi: Ap Binh Tién 2, xa Pic Hoa Ha, huyén Pirc Hoa, tinh Long An,

Viét Nam)

29.1. Co 6 san xuat: Cong ty c6 phan Euvipharm (Dia chi: Ap Binh Tién 2, xa Ptc Hoa Ha, huyén Pirc Hoa, tinh Long

An, Viét Nam)

73 |Etamet1 G

Cefmetazol (dudi
dang Cefmetazol
natri) 1g

Bot pha
tiém

Hop 110

JP 16

36

893110045923
(VD-19341-13)

30. Co sé ding ky: Cong ty c6 phan Hoéa-dwoe pham Mekophar (Pia chi: $6297/5 Ly Thuong Kiét, Phuong 15, Quan 11,
TP. H) Chi Minh, Viét Nam)
30.1. Co sé san xuit: Cong ty c6 phan Héa-dwgce pham Mekophar (Dia chi: S6 297/5 Ly Thuong Kiét, Phuong 15, Quan
11, TP. H6 Chi Minh, Viét Nam)

Paracetamol Viénnang | Hop 20 vix 10 DDbVN 893100046023

4 l500mg Paracetamol S00mg | *~ . o~ |vien: Chai 100 vien| IV % | vp2aa12-16) | 1
Paracetamol 325mg; A n , .A 893100046123

75 [Protamol Ibuprofen 200mg Viénnén | Hop 5 vix 20 vién [ NSX 36 (VD-23189-15) 1

31. Co s6 ding ky: Cong ty cb ph?m Korea United Pharma. Int'l (Pia chi: S6 2A, Pai 16 Ty Do, Khu cong nghiép Viét
Nam -Singapore, Huyén Thuan An,Tinh Binh Duong, Viét Nam)

31.1. Co s& san xuit: Cong ty cb ph?m Korea United Pharma. Int'l (Pia chi: Sd 2A, Pai 16 Ty Do, Khu cong nghiép Viét
Nam -Singapore, Huyén Thuan An,Tinh Binh Duong, Viét Nam)

76 [Kupdina 100mg

Danazol 100mg

Vién nang
cung

Hop 3 vi x 10 vién

USP 40

36

893110046223
(VD-21720-14)

1

32. Co sé ding ky: Cong ty ¢ phan tap doan Merap (Pia chi: Thon B4 Khé, x3 Tan Tién, huyén Vin Giang, tinh Hung

Yén, Viét Nam)

32.1. Co sé san xuat: Cong ty cd phan tip doan Merap (Dia chi: Thon Ba Khé, x4 Tan Tién, huyén Vin Giang, tinh Hung

Yén, Viét Nam)

77 |Osla baby

Natri clorid 0,9%
(whv)

Dung dich
nho mét,
nho miii

Hop 1 1o x 10 ml

NSX

24

893100046323
(VD-19617-13)

33. Co sé ding ky: Cong Ty C6 Phan Traphaco (Dia chi: S6 75 Phd Yén Ninh, Phuong Quan Thanh, Quén Ba Binh,
Thanh Phé Ha Noi, Viét Nam)
33.1. Co sé san xuat: Cong ty TNHH Traphaco Hung Yén (Bia chi: Thon Binh Luong - X4 Tan Quang - Huyén Van Lam -
Tinh Hung Yén, Viét Nam)

78 |Ofloxacin 0,3%

Ofloxacin 0,3%

Dung dich
nho mét

Hop 1 1o x 3 ml;
Hoép 1 1o x 5Sml;
Hoép 1 1o x 6ml;
Hoép 1 1o x 7ml

NSX

30

893115046423
(VD-17714-12)

34. Co sé ding ky: Cong ty C6 phan US Pharma USA (Dia chi: L6 B1- 10, Puong D2, KCN T4y Béc Ca Chi, TP.HO Chi

Minh, Viét Nam)
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34.1. Co s6 san xuat: Cong ty C6 phan US Pharma USA (Dia chi: L6 B1- 10, Puong D2, KCN Tay Bac Cu Chi, TP.HO
Chi Minh, Viét Nam)

Lo Paracetamol 500mg, | Viénnén [ Hop 10 vix 10 893100046523
79 |Cadigesic Extra | coin 65mg bao phim |vién; Chai 200 vien| X % | (b2sa1as)| 1L
35. Co sé ding ky: Cong ty CP Dwoc Ha Tinh (Pia chi: 167 Ha Huy Tap, TP Ha Tinh, Viét Nam)
35.1. Co sé san xuit: Cong ty CP Dwoc Ha Tinh (Dia chi: 167 Ha Huy Téap, TP Ha Tinh, Viét Nam)
Moi g6i20ml chira X g
. . . .. | Hon dich . . 893100046623
80 |Dimonium Dioctahedral smectit ubng Hop 20 goi x 20ml |  NSX 24 (VD-23454-15) 1

39

36. Co sé dang ky: Cong ty CPDP Dat Vi Pha (Dia chi: Lo M7A , BPuong D17, Khu Céng Nghi¢p My Phudc 1, Phuong
Théi Hoa, ThiXa Bén Cat, Tinh Binh Duong, Viét Nam)
36.1. Co sé san xuit: Cong ty CPDP Pat Vi Phii (Dia chi: Lo M7A , Puong D17, Khu Céng Nghiép My Phudc 1, Phuong
Théi Hoa, ThiXa Bén Cat, Tinh Binh Duong, Viét Nam)

. . A n , A 893110046723
81 |Pizar-6 Ivermectin 6mg Viénnen | Hop 1 vi x 4 vién NSX 36 (VD-18099-12) 1
. A Hop 3 vix 10
Ursodeoxycholic Vién nén N, , 893110046823
82 |Cuellar acid 150mg bao phim | VI 1O 5 VIX ] NSX S0 (vpagesag) |
. Viénnén |, . , n 893110046923
83 |[Drexler Zopiclon 7,5mg bao phim Hop 6 vix 10 Vién| NSX 36 (VD-21052-14) 1
Hop 3 vix 10
. . A vién; Hop 10 vi 893110047023
84 |Gygaril 5 Enalapril maleat 5mg| Vién nén (AI-Al: PVC-A) X NSX 36 (VD-18098-12) 1
10 vién
Tacrolimus (dudi i
85 [Hikimel dang Tacrolimus Vlen, nang HopSvix 10 vién [ NSX 36 893114047123 1
cing (VD-20360-13)
monohydrat) 1mg
Quetiapin Quetiapin (Dudi
86 [200mg (tén cti  |dang Quetiapin Viénnén | Hop 4 vi x 7 vién NSX 36 (Segﬁggg;_zf; 1
Queitoz-200) fumarat) 200mg
Citalopram (du6i |\ jo o) | HOp 2 vix 14 803110047323
87 |Wazer dang Citalopram bao phim | Ve Hop 6 vix NSX 36 (VD-19673-13) 1
HBr) 20mg P 10 vién
. o A . , A 893110047423
88 [Wright Imidapril HCI 5mg | Viénnén |Hop 6 vix 10 Vién| NSX 36 (VD-20530-14) 1
37. Co sé ding ky: Cong ty CPDP OPV (Pia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II, Phudng An Binh,
Thanh phé Bién Hoa, Tinh Ddng Nai, Viét Nam)
37.1. Co sé san xuit: Cong ty CPDP OPV (Dia chi: S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II, Phudng An Binh,
Thanh phé Bién Hoa, Tinh Ddng Nai, Viét Nam)
. Hon dich . - 893100047523
89 [Sumitrex Sucralfat 1g/5ml ubng Hop 30 goi x Sml NSX 36 (VD-22974-15) 1
. Valsartan 160mg; i
Vasartim plus o Vién néen . , A 893110047623
90 160/25 Hydrochlorothiazid bao phim Hop 1 vix 10 vién| NSX 36 (VD-26231-17) 1

25mg

38. Co sé ding ky: Cong ty CPDP TW Vidipha (Pia chi: 184/2 Lé Vin Sy, Phuong 10, Quan Phii Nhuan, Thanh ph6 Ho

Chi Minh, Viét Nam)

38.1. Co sé san xuit: Chi nhanh céng ty c¢6 phian duwge phdm Trung wong Vidipha BinhDwong (DPia chi: Khu phé Tan
Binh, Phuong Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong, Viét Nam)
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Hop 10 vix 10
vién; Hop 50 vi x
91 [Cinnarizin 25mg [Cinnarizine 25mg Viénnén | 10 vién; Hop 100 |DBDVN V 36 893100047723 1

vi x 10 vién; Hop
1 Chai x 100 vién

(VD-24309-16)

39. Co sé ding ky: Cong ty TNHH BRYV Healthcare (Pia chi: Khu A, s6 18, dudng s6 09, Ap 2A, Xi Tan Thanh Tay,
Huyén Cu Chi, TP. HCM, Viét Nam)
39.1. Co sé san xuit: Cong ty TNHH BRYV Healthcare (Dia chi: Khu A, s6 18, dudng s6 09, Ap 2A, X4 Tan Thanh Tay,
Huyén Cu Chi, TP. HCM, Viét Nam)

g |Domperidon- ?;mp];f)ﬁozr(ﬁ‘gﬁl Hn dich | Hop Ichai 30ml, | s | 893110047823 |
BRV ang ~ omp ubng | hop 1 chai 60ml (VD-23435-15)
maleat) 5mg/5ml
Atorvastatin (dudi
. dang Atorvastatin Vién nén . , A 893110047923
93 |Rubina 10 calci trihydrate) bao phim Hop 3 vi < 10 vien | NSX 36 (VD-19263-13) !
10mg

40. Co sé ding ky: Cong ty TNHH Dugc pham Alaska Pharma U.S.A (Dja chi: 62/5 Son Ky, Phuong Son Ky, Quan Tan
Phu, Thanh phé H Chi Minh, Viét Nam)
40.1. Co sé san xuit: Cong ty C6 phan US Pharm USA (Dia chi: L6 B1- 10, BPuong D2, KCN Tay Bic Cu Chi, TP. Ho Chi

Minh, Viét Nam)

94 |Aspirin pH8

Aspirin 500mg

Vién nén

bao phim

tan trong
ruot

Hop 5vix 10
vién; Hop 10 vi x
10 vién

NSX

36

893110048023
(VD-24048-15)

41. Co sé ding ky: Cong ty TNHH Dugc pham Glomed (Dia chi: S6 35, Pai Lo Ty Do, KCN Viét Nam - Singapore,
Phuong An Phu, Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)
41.1. Co s6 san xuit: Cong ty TNHH Duwoc phim Glomed (Pia chi: S6 35, Pai L6 Tu Do, KCN Viét Nam - Singapore,
Phuong An Phu, Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)

95 |Hexinvon 4

Bromhexin
hydroclorid 4mg

Vién nén

Hop 5vix 10
vién; Hop 10 vi x
10 vién

NSX

36

893100048123
(VD-23542-15)

1

42. Co sé ding ky: Cong ty TNHH dwogc pham Shinpoong Daewoo (Pia chi: S6 13, duong 9A, KCN Bién Hoa II, P. An
Binh, TP. Bién Hoa, Ddng Nai, Viét Nam)
42.1. Co 6 san xuit: Cong ty TNHH dwgec phadm Shinpoong Daewoo (Dia chi: S6 13, dudong 9A, KCN Bién Hoa II, P. An
Binh, TP. Bién Hoa, Pdng Nai, Viét Nam)

Viénnén | Hop 10 vix 10 893110048223
96 |Aclon Aceclofenac 100mg bao phim vien NSX 36 (VD-18521-13) 1
Domperidon (dudi R ,
. ) A Hop 10 vix 10 893110048323
97 [Dompil dang Domperidon Vién néen vien NSX 36 (VD-23298-15) 1
maleat) 10mg
Clopidogrel (dudi i
. . Vién néen . , A 893110048423
98 [Shinclop d:_;mg Clopidogrel bao phim Hop 3 vix 10 vién | USP 43 36 (VD-17754-12) 1
bisulfat) 75mg

43. Co sé ding ky: Cong ty TNHH Dugec pham USA-NIC (Dja chi: L6 11D, dudng C, Khu céng nghiép Tan Tao, Phuong
Tan Tao A , Quan Binh Tan, TP. HCM, Viét Nam)
43.1. Co s6 san xuit: Cong ty TNHH Dwoc phim USA-NIC (Pia chi: L6 11D, dudng C, Khu cong nghiép Tan Tao,
Phuong Tan Tao A , Quan Binh Tan, TP. HCM, Viét Nam)

99 |Coloxvis-Fort

Colchicin 1mg

Vién nén

Hop 2 vix 10
vién; Chai 200 vién

NSX

36

893115048523
(VD-23943-15)

Page 11 of 14




Tuoi

S6 diing ky

STT Tén thube Hoat ‘chat chinh - |[Dang E)ao Quy cac,l? dong Tleij tho Aglauhan , S'o lan
Ham luwgng cheé goi chuan . (So dang ky |gia han
(thang) Y £
da cap)
(1) (2) 3 4) (O] (6) ) (8) 9
. . . Viénnang | Hop 10 vix 10 893110048623

100 |Pizonmaxi Indomethacin 25mg cing vien NSX 36 (VD-21999-14) 1
101 |Coloxvis Colchicin 0,5mg Viénnén | Hop2vix 10 NSX g | 893115048723 1,

vién; Chai 200 vién

(VD-23942-15)

44. Co sé diang ky: Cong ty TNHH Lién doanh Hasan Dermapharm (Dia chi: Lo B, Pudng s6 2, Khu Cong nghiép Dong
An, thi xa Thuan An, tinh Binh Duong, Viét Nam)
44.1. Co sé san xuit: Cong ty TNHH Lién doanh Hasan Dermapharm (Dia chi: L6 B, Puong s6 2, Khu Cong nghiép
Déng An, thi xa Thuan An, tinh BinhDuong, Viét Nam)

102

Trimibelin 10

Amitriptylin
hydroclorid 10mg

Vién nén
bao phim

Hop 04 vix 15
vién; Hop 07 vi x
15 vién

NSX

36

893110048823
(VD-23995-15)

1

45. Co s& ding ky: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Soc, Ap My Hoa 2, Xa Xuan

Théi Dong, Huyén Hoc Mon, Tp. HO Chi Minh, Viét Nam)

45.1. Co sé san xuit: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Soc, Ap My Hoa 2, X3 Xuan

Théi Dong, Huyén Hoc Mon, Tp. HO Chi Minh, Viét Nam)

Methylprednisolone

Hop 3 vix 10
vién; Hop 5 vi x

893110048923

103 |Stadsone 4 (Vi tinh thé) 4mg Viénnén |10 Vlen}AHQp }O vi | USP 43 24 (VD-26578-170 1
x 10 vién; Hop 1
chai x 100 vién
Cimetidine S o n , o 893110049023
104 STELLA 400mg Cimetidin 400mg Viénnen | Hop Svix 10 vién| NSX 60 (VD-22680-15) 1
45.2. Co s6 san xuat: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Dja chi: S6 40 dai 16 Ty Do, Khu céng

nghi€p Viét Nam - Singapore, Phuong An Phi,Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

L-Arginine

Vién nang

Hop 5vix 10
vién; Hop 6 vi x

893110049123

105 |Argistad 500\ o chioride 500mg|  cimg | 10viem Hop1 | X | 2% | (vD-20372-13)| 1
chai x 100 vién
Bisoprolol fumarate Hoép 3 vix 10
106 Bisoplus HCT  [5mg; Viénnén | vién; Hop 4 vi x USP 36 893110049223 1
5/12.5 Hydrochlorothiazide | bao phim | 10 vién; Hop 1 (VD-18530-13)
12,5mg chai 30 vién
Clopidogrel (dudi I
. . Vién nen . , A 893110049323
107 |Clopistad d?ng Clopidogrel bao phim Hop3vix 10vién | NSX 24 (VD-23964-15) 1
bisulfate) 75mg
Enalapril Stella |Enalapril maleate Hop 3 vix 10 893110049423
108 10mg 10mg Viénnen | vién, H(,)leO vix [ USP41 36 (VD-21768-14) 1
10 vién
Hop 3 vix 10
Viénnén | vién; Hop 6 vi x 893110049523
109 |Febustad 80 Febuxostat 80mg bao phim | 10 vién: Hop 9 vi NSX 24 (QLPB-563-16) 1
x 10 vién
Fexofenadine Vién nén . , i 893100049623
110 |Fexostad 1801, i ochioride 180mg| bao phim | HOP TYix 10vien) NSX 24 1 5 p306g-15) | *
Paracetamol 500mg;
Caffeine 25mg; Viénnén | Hop 10 vix 10 893100049723
111 Flucoldstad Phenylephrine bao phim vién NSX 24 (VD-18109-12) 1

hydrochloride 5mg
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Tuoi

S6 diing ky

STT Tén thube Hoat ‘chat chinh - |[Dang E)ao Quy cac,l? dong Tleij tho Aglauhan , S'o lan
Ham luwgng cheé goi chuan . (So dang ky |gia han
(thang) ~ £
da cap)
(1) (2) 3 4) (O] (6) ) (8) 9
. . Hop 3 vix 10
Glimepiride L A A Tra , 893110049823
112 STELLA 4 mg Glimepiride 4mg Viénnen | vién, HOI?A6 vi X NSX 24 (VD-23969-15) 1
10 vién
Hop2vix 10
Vién nén |vién; Hop 10 vi x 893100049923
113 |Ibudolor 200 Ibuprofen 200mg bao phim | 10 vién: Hop 1 NSX 36 (VD-23351-15) 1
Chai x 100 vién
Vién nén . . A 893110050023
114 |Osarstad 80 Valsartan 80mg bao phim Hop3vix 10vién | NSX 24 (VD-26571-17) 1
A Hop 10 vix 10
. Viénnen | . "7 . 893110050123
115 [Pracetam 1200 [Piracetam 1200mg bao phim vién; Hop Lchal X NSX 36 (VD-18536-13) 1
100 vién
Vién nén
Rabeprazole sodium | bao phim . , A 893110050223
116 |Rabestad 20 20mg tan trong Hop 3 vix 10 vién| NSX 24 (VD-20543-14) 1
ruot
Hop 5vix 10
. . .., |vién; Hop 1 chai x 893110050323
117 |Stadxicam 7.5  [Meloxicam 7,5mg Vién nen 30 vien: Hop 1 USP 41 36 (VD-21109-14) 1
chai x 100 vién
A Hop 10 vix 10 893110050423
118 [Stadnolol 50 Atenolol 50mg Vién nén vién NSX 60 (VD-23963-15) 1
Vién nén
. Venlafaxine (dudi bao phim
Venlafaxine ) . 893110050523
119 dang Venlafaxine phong |Hop2vix 14vién| NSX 24 1
STELLA 75mg hydrochloride) 75mg | thich kéo (VD-23984-1)
dai

46. Co s ding ky: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 20, dai 16 Hiru Nghi, KCN Viét Nam - Singapore,
Thuén An, Binh Duong, Viét Nam)
46.1. Co sé san xuit: Cong ty TNHH Phil Inter Pharma (Bia chi: S5 20, dai 16 Hitu Nghi, KCN Viét Nam - Singapore,
Thuén An, Binh Duong, Viét Nam)

Cefuroxime (dudi

Bot pha

USP hién

893110050623

120 |Ribotacin dang Cefuroxime tism Hop 10 1o hanh 36 (VD-25046-16) 1
natri) 750mg
Cefoxitin sodium
. Bot pha . 893110050723
121 |Scubig tuong duong tiam Hop 1 1o USP 32 24 (VD-18130-12) 1

Cefoxitin 1g

46.2. Co s6 san xuat: Cong ty TNHH Phil Inter Pharma (Bia chi: S5 25, duong s 8, KCN Viét Nam - Singapore, Thuan
An, Binh Duong, Viét Nam)

122

Photitanol

Moi 10g chira:
Fluocinolon
acetonid 2,5mg

Kem boi
da

Hop 1 tuyp x 10g

NSX

36

893110050823
(VD-23391-15)

47. Co s6 ding ky: Cong ty TNHH Reliv Pharma (DPia chi: 410/9 Tan Pha, Khu My Gia 1, Phuong Téan Phu, Quan 7,
Thanh phé H6 Chi Minh, Viét Nam)
47.1. Co s6 san xuit: Cong ty cb phan Dwoc phdm trung wong 2 - Dopharma (Dia chi: L6 27 khu cong nghiép Quang
Minh, thi trin Quang Minh, huyén Mé Linh, thanhphd Ha Noi, Viét Nam)

123

Razugrel 10

Prasugrel (du¢i dang
Prasugrel
hydroclorid
10,98mg) 10mg

Vién nén
bao phim

Hop 1 vix 10 Vién

NSX

24

893110050923
(QLDB-564-16)
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Tubi S6 diing ky
STT Tén thube Hoat ‘chat chinh - |[Dang E)ao Quy cac,l? dong Tleij tho Aglavhan , S'o lan
Ham luwgng cheé gol chuan . (So dang ky |gia han
(thang) ~ £
da cap)
(1) (2) 3 4) (O] (6) ) (8) 9

48. Co sé diang ky: Cong ty TNHH San xuit Dwgc Phaim Medlac Pharma Italy (Dia chi: Khu cong nghiép cong nghé cao
I, Khu céng ngh¢ cao Hoa Lac, KM29, Pai 16Thang Long, xa Ha Bé’lng, huyén Thach Thét, thanh phé Ha Noi, Viét Nam)
48.1. Co sé san xuit: Cong ty TNHH San xuit dwoc pham Medlac Pharma Italy (Pia chi: Khu cong nghiép cong nghé
cao |, Khu cong nghé cao Hoa Lac, KM29, Dai 10Thang Long, xa Ha Br:ing, huyén Thach That, thanh phé Ha Noi, Viét Nam)

Hydrocortison (dudi
dang hydrocortison | Thudc bot
natri succinat) pha tiém
100mg

Hop 11o x 1 dng
dung moi; Hop 10 NSX 60 893110051023 1

124 |Kortimed
lo; Hop 50 lo (VD-21161-14)

49. Co sé ding ky: Cong ty TNHH Thwong mai Dwge pham Gia Viét (Dia chi: 340/14 Quang Trung, Phuong 10, Quéin
Go Vép, Tp. H6 Chi Minh— Viét Nam)

49.1. Co sé san xuit: Cong ty C6 phian Dwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai
Hoc, phuong Quang Trung, thanh phd Quy Nhon, tinh BinhDinh, Viét Nam)

Clopidogrel (dudi I
. . Vién nén . , A 893110051123
125 |Clopivir d?ng Clopidogrel bao phim Hop3vix 10vién | NSX 36 (VD-22710-15) 1
bisulfat) 75mg

Ghi cha:

1. Cach ghi tiéu chudn chét luong thudc tai cot (6):

- Nha san xuat (NSX), Tiéu chudn nha san xuit (TCNSX), Tiéu chuin co s& (TCCS), In-house c¢6 ¥ nghia twong dwong nhau,
1a tiéu chuén chét lugng thude do co so san xuét xay dung va déu co thé dugc ghi trén nhén thude.

- Céch viét tt cac tiéu chuan chat luong dugc dién: Dugc dién Viét Nam (DDVN), Duoc dién Anh (BP), Dugc dién My
(USP), Dugc dién Nhat Ban (JP), Duoc dién Trung Québc (CP), Duoc dién Chéau du (EP), Dugc dién Qudc té (IP). ..

2. S6 dang ky tai cot (8):

- S6 ding ky gia han 1a s6 dang ky duoc cip theo quy dinh tai Phu luc VI Thong tu 08/2022/TT-BYT ngay 05/09/2022 cta Bo
truéng BO Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu 1am thudc.

- S6 ding ky da cép (duoc ghi trong ngodc don) 1a s6 dang ky da dwoc cip trudce khi thude duge gia han theo quyét dinh nay.

- Céc thude da duoc cap sb diang ky 1an ddu truée ngay 01 thang 01 ndm 2023 dwogc gia han gidy dang ky luu hanh thi duoc
tiép tuc str dung sb dang ky da cip trudc khi gia han trong thoi han t6i da 12 thang ké tir ngay duoc cip sb dang ky theo ciu
tric moi.
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Phu luc IT

DANH MUC 09 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - POT 183

(Kém theo Quyét dinh sé:

198

cua Cuc Quan Iy Duoc)

/OD-QLD ngay24thdng 03nam 2023

S6 ding ky
N «  |Hoat chit chinh < | Dang bao | Quy cach déng Tiéu Tubi tho gia han S6 1an
STT| Tén thude Ham lugng ché goi chuin | (thang) (S6 ding ky | gia han
da cip)
1) (2) 3) (4) (5) (6) (1) (8) (9)

1. Co sé diang ky: Céng ty Co phan Dwgc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai Hoc,
phudng Quang Trung, thanhphd Quy Nhon, tinh Binh Pinh, Viét Nam)
1.1. Co sé san xuit: Cong ty C6 phin Dugc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén Thai

Hoc, phuong Quang Trung, thanh phd Quy Nhon, tinh BinhDinh, Viét Nam)

1 |Bidilucil 500

Meclofenoxat
hydroclorid 500mg

Bot dong
kho pha tiém

Hop 1 1o+ 01 éng
nude cét pha tiém
10ml

CP2015

36

893110051223
(VD-20667-14)

1

2. Co sé diang ky: Cong ty c6 phan dugee phadm Vinh Phic (Dia chi: S6 777, duong Mé Linh, phuong Khai Quang, thanh
phé Vinh Yén, tinh Vinh Phuc, Viét Nam)
2.1. Co sé'san xuat: Cong ty cé phan dwgc pham Vinh Phic (Pia chi: Thon Mau Théng, P. Khai Quang, TP.Vinh Yén,
tinh Vinh Phuc, Viét Nam)

Hop 1 1o + 01 éng Lobot
. dong kho:
dung méi pha 36 thang;
. . Thudc tiém | tiém 10ml; Hop 5 £ ' | 893110051323
2 |Vinluta Glutathion 600mg bot dong kho| lo + 05 éng dung NSX Or;lgidu;lag (VD-19988-13) 1
moi pha tiém tiém!"%
10ml; Hop 10 lo théng
Hop 01 1o + 01 Lo bot
£ a dong kho:
ong dung moi pha 36 thang:
. : Thudc tiém | tiém Sml; Hop 05 ! * | 893110051423
3 [Vinluta Glutathion 300mg bot dong kho| lo + 05éng dung NSX Or;l%iduf?f (VD-19987-13) 1
moi pha tiém 5ml; not p
Hop 10 Io tiém: 36
P i thang

3. Co s6 diing ky: Cong ty co phan Fresenius Kabi Viét Nam (Dia chi: Khu vyc 8, phudng Nhon Phi, thanh pho Quy
Nhon, Binh BPinh, Viét Nam)
3.1. Co sé san xuat: Cong ty c6 phan Fresenius Kabi Viét Nam (Pia chi: Khu vuc 8, phudong Nhon Phi, thanh phd Quy
Nhon, Binh DPinh, Viét Nam)

Tinidazol

4 |kabi

Tinidazol
500mg/100ml

Dung dich
tiém truyén

Hop 48 chai x
100ml

NSX

36

893115051523
(VD-19570-13)

1

4. Co sé diang ky: Cong ty ¢o phan dwgc pham Ha Tay (Dia chi: S6 10A Pho Quang Trung, Phuong Quang Trung, Quin

Ha Pong, Thanh ph Ha Noi, Viét Nam)

4.1. Co s6 san xuit: Cong ty co phan dwgc phadm Ha Tay (Pia chi: T dan phd s6 4, P. La Khé, Q. Ha Pong, TP. Ha Noi,

Viét Nam)
Cefpodoxim (dudi L
5 |GlofapV  |dang Cefpodoxim | " ™9 | Hop 1 vix 10 vien| NSX pq | 893110051623 |,
. cing (VD-24182-16)
proxetil) 100mg

6. Co s¢ diang ky: Cong ty Co phan Dwgc Pham Imexpharm (Dia chi: S6 04, Puong 30/4, Phudng 1, TP. Cao Lénh, Tinh
Dong Thap, Viét Nam)
6.1. Co sé san xuat: Cong ty C6 phin Dwgc Phim Imexpharm (Dia chi: S6 04, Puong 30/4, Phudng 1, TP. Cao Lanh,
Tinh Ddng Thap, Viét Nam)
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S6 ding ky
R «  |Hoat chit chinh - | Dang bao | Quy cach déng Tiéu Tudi tho gia han S6 lan
STT| Tén thube Ham lwgng ché goi chuén (théang) (S6 ding ky | gia han
di cip)

(1) (2) 3 4 (O] (6) ) (8) 9
Amoxicilin (dudi
dang Amoxicilin
trihydrat powder) |, Thubc cdm

g |BACAMOX |gh5mg: pha hén dich | Hop 12 g6i x 1,62 | NSX gq | 8931100517231,

625 s J (VD-20449-14)

Sulbactam (dudi uong
dang Sulbactam
pivoxil) 125mg
Pyridoxin "

7 |Bvit 6 250mg|hydrachiorid viennang | cpaiooo vien | NS g6 | 893110051823 ),
250mg cing (VD-26165-17)

7. Co sé ding ky: Cong ty Co phan Dugc pham Trung wong 2 (Dia chi: S6 9 Tran Thanh Tong, phuong Bach Dang, quan
Hai Ba Trung, thanh phé Ha Noi, Viét Nam)
7.1. Co sé san xuat: Cong ty Cé phan Duwoc pham Trung wong 2 (Dia chi: L6 27 khu cong nghiép Quang Minh, thi trin
Quang Minh, huyén Mé Linh, thélnhphé Ha Noi., Viét Nam)

Spiramycin Thude bot
Flazenca  |750.000 IU; 2o . . 893115051923
8 17500001125 |Metronidazol pha hon dich | Hop 14 goix 3g | NSX % | (vposes1as)| !
125mg vong

8. Co s¢ ding ky: Cong Ty Co Phan Traphaco (DPia chi: S6 75 Pho Yén Ninh, Phuong Quan Thanh, Quan Ba Dinh, Thanh
Phé Ha Noi, Viét Nam)
8.1. Co s¢ san xuit: Cong ty TNHH Traphaco Hung Yén (Pia chi: Thon Binh Luong - X4 Tan Quang - Huyén Vin Lam -
Tinh Hung Yén, Viét Nam)

Trajordan
Ca++

Lysin hydroclorid
2g; Calci
glycerophosphat
4,55¢g; Acid
glycerophosphoric
3,7g; Vitamin B1
(Thiamin
hydroclorid)
20mg; Vitamin
B2 (Riboflavin
natri phosphat)
24mg; Vitamin
B6 (Pyridoxin
hydroclorid)
40mg; Vitamin PP
(Nicotinamid)
150mg; Vitamin E
(dl Alpha
tocopheryl acetat)
100mg/100ml

Sirb

Hop 1 chai 60ml;
Hop 1 chai 100ml

NSX

24

893100052023
(VD-17716-12)

Ghi chu:

1. Cach ghi tiéu chuan chat luong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chuan co sé (TCCS), In-house cé y nghia twong dwong nhau,
la tiéu chudn chat lwong thudce do co sé san xudt xdy dwng va déu c6 thé dwoc ghi trén nhan thuoc.

- Cach viét tdt cac tiéu chuan chat lwong duoc dién: Duwoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dién My
(USP), Duwoc dién Nhdt Ban (JP), Dwgc dién Trung Quoc (CP), Duoc dién Chdu du (EP), Dwoc dién Quoc té (IP)...
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2. 86 dang ky tai cot (8):

- S6 dang ky gia han la sé ding ky dwoc cdp theo quy dinh tai Phu luc VI Théng tr 08/2022/TT-BYT ngay 05/09/2022 ciia Bo
trucng Bo Y té quy dinh viée dang ky luu hanh thudc, nguyén liéu lam thudc.

- S6 dang ky dd cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp trude khi thuoe dwoc gia han theo quyét dinh
nay.

- Cdc thudce dd dwoc cap so dang ky lan dau tricée ngay 01 thang 01 nam 2023 dwoc gia han gidy dang ky heu hanh thi dwoc
tiép tuc sir dung sé dang ky da cdp trude khi'gia han trong thoi han toi da 12 thang ké tir ngay dwoc cdp sé dang ky theo cdu
tric moi.
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Phu luc I1I

DANH MUC 01 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG

KY LUU HANH TAI VIET NAM HIEU LUC PEN 31/12/2025 - PQT 183

(Kém theo Quyét dinh so: 198...../QD-QLD ngay 24thang 03ndm 2023
ctia Cuc Quan ly Duoc)

Hoat chét S dang ky
STT | Tén thube Chin|:1 - Ham Dang E)ao Quy cac,l.l dong Tlelij Tuog tho Aglavhz.ln , S.o lan
ché goi chuan (thang) | (So dang ky | gia han
lwgng ~ A
da cap)
(1) (2) (3) (4) (5) (6) (7) (8) (9)

1. Co sé ding ky: Cong ty €6 phan Dwoc Hau Giang (Dia chi: 288 Bis Nguyén Vin Cir, Phudng An Hoa, Quan
Ninh Kiéu, thanh phd Can'Tho, Viét Nam)
1.1. Co s6 san xuit: Cong ty C6 phan Dwge Hau Giang - Chi nhanh nha may dwgc phamDHG tai Hau Giang
(Pia chi: L6 B2 - B3,:.Khu cong nghi¢p Tan Phu Thanh - Giai doan 1, xa Tan Pht Thanh, huyén Chau Thanh A, tinh
Hau Giang, Viét Nam)

Amoxicilin Hop 10 vix 10
. (dudi dang L vién; Chai 100
1| Q29X amoxicilin [V "M | vien; Chai 200 | DBVN | 36 (S%J’i%%iljg) 1
P trihydrat) €M | vian: Chai 500
500mg vién
Ghi cha:

1. Céch ghi tiéu chudn chdt lwong thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house ¢6 y nghia
twong dwong nhau, 1a tiéu chudn chdt lwong thuédc do co s san xudt xdy dung va déu cé thé dwoe ghi trén

nhén thuéc.

- Cdch viét tdt cdc tiéu chuan chdt lwong duoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh (BP),
Duege dién My (USP), Duge dién Nhét Ban (JP), Dugc dién Trung Quoc (CP), Duoc dién Chdu du (EP),
Duege dién Quoc té (IP)...

2. 86 déng ky tai cot (8):
- 86 dang ky gia han la s6 dang ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngdy
05/09/2022 ciia B trucng Bé Y té quy dinh viéc dang ky lwu hanh thudc, nguyén liéu lam thudc.
- 86 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky dd dwoc cdp triwede khi thuoe dwoe gia han
theo quyét dinh nay.

- Cdc thuéce da dwoe cdp sé dang ky lan dau truée ngay 01 thang 01 nam 2023 dwoc gia han gidy dang ky
liew hanh thi dweoe tiép tuc sir dung sé dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay diege cdp s6 dang ky theo cdu triic moi.
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