BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ap - Tu do - Hanh phiic
Sé: 279 / Qb-QLD Ha Ngi, ngay 25 thang 05 ndm 2022
QUYET PINH

Vé viéc ban hanh Danh muc 69 thudc san xuit trong nuéc
dugc gia han giay dang ky luu hanh tai Viét Nam - Dot 176

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc nang, nhiém vy, quyén han va co cdu té chirc ciia B6 Y té;

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé truéng B Y
té quy dinh viéc dang ky leu hanh thudc, nguyén liéu lam thudc;

Can cir Thong tw $6 29/2020/TT-BYT ngay 31/12/2020 cia B9 truong Bé Y
té sira doi, bo sung va bdi bé mét s6 van bdan quy pham phdp ludt do Bé truong
BJ Y té ban hanh, lién tich ban hanh;

Can cir Thong tw so 23/2021/TT-BYT ngay 09/12/2021 cua Bo truong Bo

Y té sira d6i, bé sung mot s6 van ban quy pham phdp ludt do Bé trieong Bé Y té
ban hanh;

Can cir Quyét dinh s6 7868/0P-BYT ngay 28/12/2018 ciia B truéng B Y
té quy dinh chire ndang, nhiém vu, quyén han va co cdu t6 chirc ciia Cuc Quan Iy
Duoc thudc Bo Y té;

Can cir két ludn ciia Hoi dong tw van cdp gidy dang ky lwu hanh thudc, nguyén
liéu lam thuéc - B4 Y té;

Theo dé nghi cia Truong phong Dang ky thuée, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 69 thudc san xuat
trong nudc duoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 176. Cac thude
tai Danh myc nay dugc gitt nguyén thong tin s6 dang ky da cap, cy thé:

1. Danh muc 68 thudc san xuét trong nudc duoc gia han gidy dang ky luu
hanh tai Viét Nam c6 hiéu lyc 05 nam ké tir ngay ky ban hanh Quyét dinh nay
(Phu luc I kem theo).

2. Danh muc 01 thudc san xuét trong nude dugc gia han gidy dang ky luu
hanh tai Viét Nam c6 hiéu lyc 03 nim ké tir ngdy ky ban hanh Quyét dinh nay
(Phu luc II kém theo).

Piéu 2. Co sd san xuit va co sé diang ky thude c6 trach nhiém:

1. San xuét thude theo dang cac hd so, tai lidu da dang ky véi BO Y té va
phai in sb ding ky duoc BO Y té Viét Nam cip 1én nhan thude.

2. Chi dugc san xuit, dua ra luu hanh cac thude kiém soét dic biét khi ¢
Gidy ching nhan du diéu kién kinh doanh dugce pham vi kinh doanh thudc phai



kiém so4t dic biét phit hop voi pham vi hoat dong cua co so dap tmg quy dinh tai
khoan 5 DPiéu 143 Nghi dinh sé 54/2017/ND-CP ngay 08/5/2017 caa Chinh phu
quy dinh chi tiét mot sé diéu va bién phap thi hanh Luét Duoc.

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

4. Thyc hién, phéi hop véi co s& nhap khau thyc hién theo quy dinh tai
Cong van sd 5853/QLD-CL ngay 19/4/2019 ciia Cuc 'Quan ly Dugc veé viée kiém
tra chat lugng nguyén liéu lam thudc nhom sartan dbi v6i cac thude thudc Danh
muc tai Diéu 1 ¢6 chira duogc chit thudc nhom sartan.

5. Cap nhat nhan thudc, to huéng din sir dung thudc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B truong B Y té quy dinh
ghi nhin thudc, nguyén liéu lam thude va to huéng din sir dung thudce trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, b6
sung gidy dang ky luu hanh thudc quy dinh tai Thong tu sb 32/2018/TT-BYT
ngdy 12/11/2018 cua Bo truéong BO Y té quy dinh viéc dang ky luu hanh thudc,
nguyén liéu lam thudc va Thong tu s6 29/2020/TT-BY T ngay 31/12/2020 ciia Bo
truong BO Y té stra doi, bo sung va bii bo mot sb vin ban quy pham phap luat do
Bo truong BO Y té ban hanh, lién tich ban hanh.

6. Phéi hop véi cac co sd diéu tri dé thue hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cia
thudc trén ngudi Viét Nam va tong hop, bao cao theo quy dinh tai Piéu 5 Thong
tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té quy dinh viéc
dang ky luu hanh thude, nguyén liéu 1am thude d6i voi cac thude thude Phu lyc II
ban hanh kém theo Quyét dinh nay

7. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cua gidy dang ky luu hanh thudc, nguyén lidu 1am thubc. Trong
truong hop khong con dap ung du diéu kién hoat dong, co s¢ ding ky phai co
trach nhiém thuc hién thay d6i co s diang ky theo quy dinh tai Thong tu sb
32/2018/TT-BYT ngay 12/11/2018 ctia BO truong Bo Y té quy dinh viéc dang ky
lwu hanh thudc, nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngdy co s&
dang ky khéng con du diéu kién hoat dong.

8. Co s& san xuét thude phai bdo dam céc diéu kién hoat dong cua co so san
xudt trong thoi han hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu lam
thudc.

9. Co s0 dang ky va co so san xuat thudc phong xa phai tudn thu cac quy
dinh cua quéc té cling nhu Viét Nam vé quy trinh san xuét, tiéu chuan chét luong,
ton trir, bao quan, van chuyén thude phong xa dé dam bao an toan birc xa dbi véi
moi truong va an toan hi¢u qua cho nguoi str dung.

Piéu 3. Dbi voi cac thude c6 thay ddi vé hd so hanh chinh (bao gdm nhén,
to hudng dan sir dung thudc) trong hd so gia han, sau 06 thang ké tir ngay ban
hanh Quyét dinh nay, co so khong duoc san xuét thudc véi cac ndi dung cii da dé
nghi thay doi.



Diéu 4. B6i voi thube Dung dich Natri lodua (Nal131) (STT 61 Phu luc I)
va thudc Vién nang cimg Natri Iodua (Nal131I) (STT 62 Phu luc I): co s chi duoc
san xuat va luu hanh thudc véi nhin va to hudng dan st dung véi diéu kién bao
quan va thanh phan thdng nhit v6i diéu kién bao quan va thanh phan trén nhin
va to huéng dan st dung da dugc Cuc Quan Iy Dugc phé duyét.

Piéu 5. Viéc st dung thube phoéng xa chi duoc thuc hién tai co s¢ kham
bénh, chira bénh co théy thube chuyén khoa y hoc hat nhan va dugc B§ Khoa hoc
va Cong nghé cip gidy phép tién hanh cong viéc birc xa theo quy dinh cuia phap
luat vé ning luong nguyén tir.

Piéu 6. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 7. Giam ddc S Y té cac tinh, thanh phd truc thudc Trung wong va
Giam déc co s& san xuit va co sé dang ky co thudc tai Diéu 1 chiju trach nhiém
thi hanh Quyét dinh nay./.

Noi nhin: Pt fUC TRUONG
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Phu luc I

DANH MUC 68 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 176
Ban hanh kém theo Quyét dinh sé:..279.../0P-OLD, ngay 25./05/2022ciia Cuc Qudn Iy Dirge

1. Co sé ding ky: Cong ty C6 phian Dwoc pham Tenamyd (Pia chi: Lo Y01-02A, dwong Tan Thuén,

KCN/KCX Tan Thuin, Phwong Tan Thuin Pong, Quan 7, TP. H6 Chi Minh- Viét Nam)
1.1 Co sé san xuat: Cong ty C6 phan Dwge pham Tenamyd (Pia chi: Lo Y01-02A, dwong Tan Thuin,
KCN/KCX Tan Thuin, Phwong Tan Thuin Péng, Quin 7, TP. H6 Chi Minh- Viét Nam)

£ s X Tubi . , .
7o | Tenhae | Nt Do | Gy | T | Ot | g | Sl
ong (thang) g8 gla ha
Cefepim (duoi
Pimefast dang Cefepim Thubce bot Hop 1 1o, 10
P 11000 HCI va Arginin)  |pha tiém 24 |TCCS lo VD-23658-15 01
1000 mg
. Cephalothin (dudi £ 1A n
o | Tenafathin o Cephalothin | MO0 | 36 |ugpar |HOPLIOT0 Hyp p36eiis | o1
1000 - pha tiém lo
natri) 1000mg
Cefepim (dudi
Pimefast dang Cefepim Thube bot Hop 1 1o, 10
3 2000 HCl va Arginin)  |pha tiém 24 |TCCS lo VD-23659-15 01
2000 mg
o Cefotaxim (dudi LA n
4 |Twdbiotic | 4 e Cefotaxim | -2u0¢ POt |36 Jugpay [HOPLIOI0 Hup 1000013 | 01
500 ; pha tiém lo
natri) 500mg
s [Admblotie | posidim 1g [ U000t 3 Hugpgy [HOPTIT0 Hon 1001003 | o
1000 pha tiém lo
. . .. |Ceftriaxon (dudi £ n
6 |Lmiaxobiotic | e Cefiriaxon | U0 1 36 Juspaz [HOPTION0 \yp 00113 | 01
500 i pha tiém lo
natri) 500mg
. . .. |Ceftriaxon (dudi L a n
7 [THaxobiotic |4 o Cefiriaxon | U0 | 35 Juspaz [HOPTIO10 Hyp 1001013 | 01
1000 i pha tiém lo
natri) 1000mg
Cefuroxim (dudi A A
g |Cefurofast 4 g Cefuroxim | 1UOCPOt 36 Huspap [HOP IO Hyn 19006.13 | 01
750 pha tiém lo

natri) 750 mg

2. Co sé ding ky: Cong ty Co phan Dwgc phdm Sao Kim (Pia chi: KCN Quang Minh, thi trin Quang
Minh, huyén Mé Linh, TP. Ha Noi, Viét Nam)
2.1. Co sé sian xuit: Cong ty C6 phin Duwgc phim Sao Kim (Pia chi: KCN Quang Minh, thi trin Quang
Minh, huyén Mé Linh, TP. Ha Noi, Viét Nam)




Tuoi

ong (théng) gg gia hg

9 |Diclovat |PiclofenacnatriVién dan 36 |tees  [HOP2VIXS Iypo004s13 | o1

100 mg dat truc vién

Flunarizin (dudi
10 |Siberizin |03 Flunarizin - \Viennang |, roeg (HOPIOVIX Hyp 004703 | 01

dihydroclorid) 5 |cung 10 vién

mg

1 . A, Hop 1 vi, 10

11 [Clamidin Loratadin 10 mg | Vién nén 36 |TCCS VD-18352-13 01

vix 10 vién

3. Co sé ding ky: Cong ty Co phan Duoc - Trang thiét bi y té Binh Pinh (Bidiphar) (Pia chi: 498 Nguyén
Thai Hoc — Phwong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh - Viét Nam)
3.1. Co sé sian xuit: Cong ty Cé phin Duoc - Trang thiét bi y té Binh Dinh (Bidiphar) (Pia chi: 498 Nguyén
Thai Hoc — Phuwong Quang Trung — Tp. Quy Nhon — Tinh Binh Pinh - Viét Nam)

Tuoi

st | Temaie | Mot hiam | Dungbie | g, | Ty | O eleh | g gy | SElin
uong (théng) u gg gia hg

A, Hop 6 vix 8

12 | Biragan 500 [F2racetamol 300 Vién nén 36 |Usp42 |vien; Hop 10 [VD-23137-15 | o1

mg bao phim . i

vix 10 vién

13 S(')rt.ntol Moi g01 S5g chira: Tiluoc bot 36 |tccs Hop 25 gbi x VD-19324-13 01

Bidiphar Sorbitol 5 g uong S5¢g

4. Co sé ding ky: Cong ty Co phian SPM (Pia chi: Lo s6 51, Khu Cong Nghiép Tan Tao, Puong s 2,
Phuong Tén Tao A, Quan Binh Tan, Thanh phé Hé Chi Minh)
4.1. Co sé san xuét: Cong ty Co phan SPM (Pia chi: Lo s6 51, Khu Cong Nghiép Tan Tao, Pwong s 2,
Phuong Tan Tao A, Quin Binh Tan, Thanh phé Ho Chi Minh)

X N N Tlléi A , P

ong (thing) gg gla ha

14 |Detriat Trimebutin Vien nen 36 |tces |HOP2VE10 lyp haaas | o
maleat 100 mg bao phim vi x 10 vién

5. Co s& ding ky: Cong ty Lién doanh Meyer - BPC (Pia chi: 6A3, quéc 1 60, phuwong Phu Tén, thanh phd
Bén Tre, tinh Bén tre, Viét Nam)

5.1. Co sé san xuit: Cong ty Lién doanh Meyer - BPC (Dia chi: 6A3, quc 16 60, phwong Phi Tén, thanh
pho Bén Tre, tinh Bén tre, Viét Nam)

A, 1 X Tubi o , R
ons (thang) g8 gla ha
éltlfr)cr'rivilseitm Vién nén Hop 10 vix
15 |Meyerator 40 ang . . 36 |TCCS |10 vién; Hop | VD-21471-14 01
atorvastatin calci |bao phim

trihydrat) 40 mg

3 vix 10 vién




Hop 10 vix

16 |Meyertadin |Loratadin 10 mg | .o Nang 36 [rees [NV HOP Iy 5300705 | 01
cung 01 chai x 200
vién
17 | Losartan 25 [FOS3rtan Vién nén 36 |tees [HOPOSVIX Iypy o655 | o1
kali 25 mg bao phim 10 vién

6. Co s¢ ding ky: Cong ty c6 phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué, Thanh phd Tuy Hoa, tinh

Phu Yén, Viét Nam)

6.1 Co sé san xuét: Cong ty c6 phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué, Thanh pho Tuy Hoa, tinh

Phu Yén, Viét Nam)

Tuoi

e (thang) g8 gia ha
Tramadol . o
18 gjg;af (())(l)m hydroclorid Eél;g dich 36 |TCCS 2Hri,)111)50ngx VD-23235-15 01
€ 1100 mg/2ml

7. Co sé ding ky: Cong ty cb phian dugec phdm SaVi (Pia chi: L6 Z.01-02-03a KCN trong KCX Tén Thuén,
phuwdong Tan Thuian Pong, quan 7, Tp. HCM, Viét Nam)

7.1 Co s san xuét: Cong ty co6 phin dwoc pham SaVi (Pia chi: L6 Z.01-02-03a KCN trong KCX Tan Thuin,
phuwong Tan Thuian Pong, quin 7, Tp. HCM, Viét Nam)

£ s X Tubi . , < ox
11| en e | N i | Davgbin | g | B | Qe | g | Sk
ugng (thang) u gg gla ha
Risedronat natri
. (dudi dang cn Hop 1vix4
1o [SaVIRIsone o, cdronatnatri | o0 Pén 36 |TCCS |vien;Hop3 |vD-24277-16 | 01
35 . bao phim , A
hemi- vi X 4 vién
pentahydrat) 35mg

8. Co so ding ky: Cong ty TNHH Dwoc pham Glomed (Pia chi: S6 35, Pai L) Ty Do, KCN Viét Nam -
Singapore, Phuwong An Phii, Thanh Phé Thuin An. Tinh Binh Dwong, Viét Nam)

8.1 Co s san xuét: Cong ty TNHH Dwoc pham Glomed (Pia chi: S6 35, Pai Lo Tw Do, KCN Viét Nam -
Singapore, Phuwong An Phii, Thanh Phé Thuin An. Tinh Binh Dwong, Viét Nam)

X N N Tuéi A , P

ong (thing) gg gia ha

20 [Coxileb 200 |Celecoxib 200 mg [ V.MM | 36 |rccs  [HOP3VIXIOGn h 106814 | 01
cung vién

21 [Coxileb 400 |Celecoxib 400mg | ¥ 1 nang 36 [rees |HOP3VIXI0Gn 5106014 | 01
cung vién

Fexofenadin Vien nén USP Hop 1vi, 3

22 |Glodas 60 hydrochlorid . 36  |hién vi,5vix 10 |[VD-20709-14 01
bao phim . o
60mg hanh vién




Hop 10 vi x
10 vién; Chai

23 |Ibumed 400 |Ibuprofen 400mg | ¥ ' Ben 36 [BPMeN 00 vien:  |vD-20720-14 | 01
bao phim hanh .
Chai 180
vién, 200 vién
Lisinopril (dudi n ,
. . . a Hop 3 vix
24 |Cavired 2.5 |dang Lisinopril  [Vién nén 36 |USP 42 o VD-20703-14 01
: 10 vién
dihydrat ) 2,5 mg
Lisinopril (dudi n ,
25 |Cavired 20 |dang Lisinopril ~ [Vién nén 36 [uspaz [MP3VIXI0lyp 0070414 | o1
; vién
dihydrat ) 20 mg
Lisinopril (dudi Hop2vix 14
26 |Cavired 5 dang Lisinopril  |Vién nén 36 |USP 42 |vién; Hop 3 |VD-20705-14 01
dihydrat ) 5 mg vi x 10 vién
27 |Glomedrol 4 [Methylprednisolo i e 36 [rees |HOP3 VR0 up h6s07-17 | 01
n4 mg vix 10 vién
Hop 10 vix 6
vién; Hop 20
Glotadol Paracetamol Vien nén vi X 6 vién;
28 500mg; Cafein 65 . 36 |TCCS |Hop10vix |VD-20717-14 01
Extra bao phim A o
mg 10 vién; Hop
10vix 12
vién
Hop 2 vi, 3
. Vién nang vi, S5vix 10
29 |Gloryca Pregabalin 75mg , 36 |TCCS x R VD-21278-14 01
cung vién; Hop 1
chai 100 vién
Glonacin 3.0 |Spiramycin 3.0 Vién nén Hop2vix 5
30 MLy M.LU bao phim 36 TCCS en VD-20712-14 01
Vien nén Hop 1vix2
31 |Glodafil 10 |Tadalafil 10mg en ne 36 |TCCS |vién;Hop1 |VD-21274-14 01
bao phim . A
vi x 4 vién
e
32 |Tizalon 4 ang . Vién nén 36  |hién vi, 5 vi, 10 vi [VD-23550-15 01
hydrochlorid) 4 . A
hanh x 10 vién
mg
Abioval- Valsartan 80mg Vién nén Hi(.)f 13 Ov\t’i}r?‘
33 |HCTZ Hydroclorothiazid bas hiem 36 |TCcs L@ i : L, |VD-22457-15 | 01
80/12.5 12,5 mg p P

vién

9. Co sé diang ky: Cong ty Co phan Dugc Danapha (Pia chi: 253 Diing Si Thanh Khé, Phuong Thanh Khé
Tay, Quan Thanh Khé, TP.Pa Ning, Viét Nam)

9.1 Co' s¢' san xuét: Cong ty C6 phin Dwgc Danapha (Pia chi: 253 Diing ST Thanh Khé, Phwong Thanh Khé
T4y, Quan Thanh Khé, TP.Pa Ning, Viét Nam)




X < N Tuéi A , P
ong (thing) gg gia ha
Natri . R ;
34 |Gamotal Inj |phenobarbital  |2P"8dich | o4 | pecs [HOP200nEX\yp 1678500 | 01
tiém 2ml
200mg/ 2ml
35 |Cosatens |Perindopriltert- o 36 | Tocs [HOP2VIX25Hyn h0150-13 | o1
butylamin 8 mg vién

10. Co sé diing ky: Cong ty Co phan Dwoc phim Ciru Long (Pia chi: s6 150 Pwong 14 thang 9, Phuong 5,
TP. Vinh Long, Tinh Vinh Long, Viét Nam)

10.1 Co sé san xuat: Cong ty Co phan Dugc pham Ciru Long (Pia chi: s6 150 Pwong 14 thang 9, Phwong 5,
TP. Vinh Long, Tinh Vinh Long, Viét Nam)

£ rs . Tubi » ] R
e (thang) g8 gla ha
Vién nén
36 Rabeprazol |Rabeprazol natri [bao phim 36 TCCS H7(,)p 1 Vl,. ? VD-24151-16 o1
20 20 mg tan trong vix 10 vién
ruot
Risperidon . . Vién nén Hop 6 vi, 10
37 VPC 2 Risperidon 2 mg bao phim 36 TCCS vix 10 vien VD-26131-17 01

11. Co sé diang ky: Cong ty TNHH Reliv Pharma (Pia chi: 410/9 Tan Pha, Khu My Gia 1, Phwong Tan
Phii, Quan 7, Thanh Phé H6 Chi Minh, Viét Nam

11.1 Co sé san xuit: Cong ty c6 phan dwoc phim Trung wong 2 (Pia chi: L6 27, Khu cong nghiép Quang

Minh, Mé Linh, Ha Ngi - Viét Nam, Viét Nam)
X < N Tuéi A , P
ong (théng) gg gia hg
Vién nén Hop 1vi, 3
38 |Vocanz40 |Febuxostat 40 mg . 24 |TCCS , o QLbB-607-17 01
bao phim vi x 10 vién
39 [Vocanz80  |Febuxostat 80 mg | % 11 24 |rces |HPIVE3 o pB6os-17| 01
bao phim vi x 10 vién

12. Co sé diing ky: Cong ty Co phan Duwoc phim Ampharco U.S.A (Pia chi: Khu Cong Nghiép Nhon Trach
3, Thi trin Hiép Phwéc, Huyén Nhon Trach, Tinh Pong Nai, Viét Nam)

12.1 Co sé san xuat: Cong ty Co phan Dugc phim Ampharco U.S.A (Pia chi: Khu Cong Nghiép Nhon
Trach 3, Thi trin Hiép Phwéc, Huyén Nhon Trach, Tinh Pong Nai, Viét Nam)

STT | Tén thude | Ho?t chit; ham | Dang bao Tﬂ‘:z‘ Titw | Quyedch | oo\ o | S8k
lwgng ché (théng) chuan dong goi gia han

Hop 1 tui x 1

vi x 10 vién;

Sosvomit 8 Vién nén Hop 1 ml X3

40 Odt Ondansetron 8 mg |phan tan 36 |USP 35 [vix 10vién; |VD-25139-16 01
trong miéng Hop 1 tai x
10vix 10

vién




41

Disicar 20

Telmisartan 20 mg

Vién nén
bao phim

36

TCCS

Hop 1vi, 3
vi, 10 vix 10
vién

VD-23504-15

01

13. Co sé ding ky: Cong ty TNHH San xuit Dwge phim Medlac Pharma Italy (Pia chi: Khu Cong nghiép

Cong nghé cao I, Khu Cong nghé Cao Hoa Lac, KM29 Pai 16 Thing Long, xa Ha Biang, Huyén Thach Thit,
Thanh pho Ha N¢i, Viét Nam)
13.1 Co sé san xuit: Cong ty TNHH San xuit Dwoc pham Medlac Pharma Italy (Pia chi: Khu Céng nghiép
Cong nghé cao I, Khu Céng nghé¢ Cao Hoa Lac, KM29 Pai 1§ Thing Long, xi Ha Bing, Huyén Thach Thit,
Thanh phé Ha Nbi, Viét Nam)

X N N Tuéi A , P

ong (théng) gg gia h3

42 |Furlac Moi2mlchita \Dungdich | 30 |poeg [HOPS 0N \ypy yge70.43 | o
Furosemid 20 mg |[tiém 50 ong x 2ml

14. Co sé ding ky: : Cong Ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My Hoa

2, Xa Xuén Théi Pong, Huyén Héc Mén, Tp. Ho Chi Minh, Viét Nam)

14.1. Co sé san xuit: Cong Ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My Hoa

2, Xa Xuin Théi Pong, Huyén Hoc Mén, Tp. Ho Chi Minh, Viét Nam)

X N N Tlléi A , P
ong (thing) gg gia ha
Mbi géi 3,76g
chtra: Diosmectite A oA R .
43 |Smetstad  |(duoi dang Igl‘foc bot 24 |TCccs ?‘;‘; 30 801X 1yh 93992-15 | o1
Dioctahedral & 108
smectite) 3 g
44 |Perindastad 8 |- CrndoPrl Vién nén 36 |tccs  [HOP3VIXI0NGn 309015 | 01
erbumin 8 mg vién
Hop 1 Chai x
100 vién, 200
. vién, 300
45 |Prednisolone |, 4 icolone 5 mg|Vien nén 24 |PPYN liien, 400 |vD-21537-14 | o1
Stella 5 mg \Y o
vién, 500
vién, 1000
vién

14.2. Co sé san xuat: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pia chi: S6 40 dai 16 Ty Do,
Khu cong nghiép Viét Nam - Singapore, Phudng An Phi, Thi x4 Thuidn An, Tinh Binh Duong, Viét Nam)

STT

Tén thube

Hoat chit, ham
lwgng

Dang bao
ché

Tubi
tho
(thang)

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

S6 lin
gia han




Hop 3 vix 10

46 |Arastad20 [eflunomide 20 Vién nén 36 |TCCS |vien,Hop 1 |vD-17765-12 | 01
mg bao phim . "
chai x 30 vién
. on Hop 3 vi, 6
47 [Levestad - Levetiracetam - |Vién nén 36 |TCCS |vi, 10vix 10 [VD-21105-14 | o1
500 500 mg bao phim o
vién
.. A, Hop 3 vi, 6
48 [Pranstad 1 Repaglinide 1 mg |Vién nén 36 |TCCS , a VD-21114-14 01
vix 10 vién
Hop 2 vi, 10
Cotrimoxazol |Sulfamethoxazole |. .. , vi x 10 vién;
49 ¢ 400/30 400 mg; Vién nén 60 |USP 41 Hép 1 chai VD-23965-15 01
Trimethoprim 80 100 vién
5o |ladalafil Tadalafil 10 mg | S0 BN 24 |rees |POPIVIXTAGn oiigaa | 01
Stella 10 mg bao phim vién, 2 vién

15. Co sé diing ky: Cong ty Co phan Dwoc pham Gia Nguyén (Pia chi: Puong YP6, KCN Yén Phong, xi
Pong Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)

15.1. Co sé san xuédt: Cong ty C6 phan Dwoe phdm Gia Nguyén (Pia chi: Pwong YP6, KCN Yén Phong, xi
Pong Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)

X N N Tuéi A , P
ong (thing) gg gia ha
Duloxetin (duoi
dang 168,5mg vi i . ,
51 |Yawin30  |hat bao tan trong |\ <" 14N8 24 |tces [HOP3VIXIO | bp 65618 | 01
cung vien

rudt Duloxetin
HCI) 30 mg

16. Co sé ding ky: Cong ty Co phan Xuét nhap khiu Y té Domesco (Pia chi: S6 66, Quéc 1§ 30, Phwong My
Phii, Thanh Phé Cao Linh, Tinh Pong Thap, Viét Nam)

16.1. Co sé san xuét: Cong ty C6 phan Xuit nhip khiu Y té Domesco (Pia chi: S6 66, Qudc 1§ 30, Phuwong

M¢§ Phii, Thanh Phé Cao Linh, Tinh Pong Thap, Viét Nam)

A, 1 X Tubi o . R
e (thang) g8 gla ha
Vién nén
Dorocron C cre g Hop 2 vix 30
52 |MR30mg |Cliclazid30mg  |gidiphéng | 36 |TCCS | 00 VD-26466-17 | 01

kéo dai




Hop 10 vix
10 vién; Hop

14 coc x 20
vi X
53 |PrednisonS | inison Smg  |Vién nén 36 |tees |10V HOP yn 0100004 | 01
mg Ivi,3vix
30 vién; Chai
100 vién, 150
vién, 200
vién, 500 vién
Sultamicillin
(duéi dang
Sultamicillin Hop 2 vi, 3
tosylat) o vi,4vix7
54 %y(l)’ Zrlcgef (twong duong: Z;I;Efr?l 24 |tccs  |vién,Hop1 |VD-21461-14 | 01
Ampicillin 440 vi, 2 vi, 3 vi
mg + Sulbactam x 10 vién
294 mg) 750 mg

17. Co so ding ky: Cong ty Co phan Dwoc Hau Giang (Pia chi: 288 Bis Nguyén Vin Cir - phwong An Hoa -
quan Ninh Kiéu - thanh phé Cén Tho, Viét Nam) )
17.1. Co s6 san xuat: Cong ty Co phan Dwgc Hiu Giang - Chi nhanh nha may dwgc pham DHG tai Hiu

Giang (DPia chi: L6 B2 - B3, Khu cong nghiép Tan Phu Thanh - Giai doan 1, xa Tan Phi Thanh, huyén Chéu
Thanh A, tinh Hau Giang, Viét Nam)

Tuoi

STT | Tén thube Hoat chit, ham | Dang E)z‘w tho Tiélxl Ql}y céc,l'l $é ding ky S.é lan
lwgng che (théing) chuan dong goi gia han

Glucosamin sulfat
(duéi dang
Glucosamin
sulfat. 2NaCl Vién nén Hop 10 vi x

55 |Ostigold 500 [628,3 mg tuong . 36 |TCCS |10 vién; Chai [VD-21135-14 01

bao phim A

duong 100 vién
glucosamin
392,62 mg) 500
mg
Levofloxacin
(dudi dang

s [LCvoPHG |Levofloxacin |Vién nén 36 |rees [HP3VEO lypoissraa | o1

250 hemihydrat) 250 |bao phim vi x 10 vién

mg

57 [Medion 16 |Methylprednisolo |y ey 24 |rces |HOP3VEI0 lyn ha600-16 | o
nl6 mg vi x 10 vién

18. Co sé diing ky: Cong ty TNHH BRYV Healthcare (Pia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xa Tan
Thanh Tay, Huyén Ci Chi, Thanh phé Hé Chi Minh, Viét Nam)
18.1. Co sé san xuét: Cong ty TNHH BRYV Healthcare (Pia chi: Khu A, S6 18, Puong s6 09, Ap 2A, Xi Tén
Thanh Tay, Huyén Ci Chi, Thanh phé H6 Chi Minh, Viét Nam)




Tuoi

ong (thing) gg gia ha
Vardenafil (duéi Hop 1 vix 1
dang Vardenafil  |vien nén vién; Hop 1
58 [Varafil 10 hydroclorid 10,75 [pao phim 24 |TCCS Vi.2 vix2 VD-18894-13 01
mg) 10 mg vién

19. Co sé diing ky: Cong ty TNHH Péng Nam Dugc Bio Linh (Pia chi: Lé 32 Khu Cong Nghi¢p Pa Ning-
Phuong An Hai Bic - Quén Son Tra - Thanh Phé Pa Ning, Viét Nam)
19.1. Co sé san xuit: Cong ty TNHH Pong Nam Dwgc Bio Linh (Dia chi: Lo 32 Khu Cong Nghiép Pa Ning-
Phuong An Hai Bic - Quin Son Tra - Thanh Phé Pa Ning, Viét Nam)

STT | Tén thube Hoat chat, ham | Dang ?5[0 "1;;11(.(:1 Tiélxl Ql}y czic,l'l $6 ding ky S.é lan
lwgng che (théing) chuan dong goi gia han
Mbi 20 g cao xoa
chtra: Menthol
1,6 g; Tinh dau
Bac ha 3,18 g;
R Camphor 2,1§3 g; Hop 01 1o x
59 |Bach hohoat | Tinh dau Qué 0.3 |46 xoa 30 |Tccs |20 ¢ Hop 01 [VD-20357-13 | 01
lac cao g; Tinh dau Pinh lox8g
huong 0,4 g;

Eucalyptol 0,98 g;
Methyl Salicylat
40¢g

20. Co sé ding ky: Cong ty C6 phan Duge Phim Imexpharm (Pia chi: S6 04, Puong 30/4, Phwong 1,
TP.Cao Lanh, Tinh Péng Thap, Viét Nam)
20.1. Co s¢ san xuat: Cong ty C6 phan Dwgec Phim Imexpharm (Pia chi: S6 04, Pwong 30/4, Phwong 1,
TP.Cao Linh, Tinh Péng Thap, Viét Nam)

£ Tubi Lo
" ; Hoat chat, ham | Dang bao Tiéu Quy cach £ ax , | Solan
STT | Tén thuoc lu’(m:g C%lé the chuin déflg g6i S0 ding ky gia han
: (thang) :
Chlorphenira Chlorpheniramin L .
60 |min maleat [Maleat 4mg Vien nen 48 |tees |MaI200  lypogagoss | o1
Amg bao phim vién, 500 vién

21. Co sé ding ky: Vién Nghién ciru hat nhan (Pia chi: S6 01 Nguyén Ti Lwe, phuong 8, Thanh pho Pa
Lat, tinh LAm Pong, Viét Nam)

21.1. Co sé san xuit: Trung tim Nghién ciru va diéu ché dong vi phéng xa - Vién Nghién ciru hat nhan (Pia

chi: $6 01 Nguyén Tir Lwc, phwdng 8, Thanh phé Pa Lat, tinh LAm DPong, Viét Nam)

STT | Teén thube Hoat chit, ham | Dang pz‘lo 1;;:31 Tiél} Quy cach $6 diing ky S6 lan
lwgng ché N chuan doéng goi gia han
(ngay)
Dune dich Natri lodua Binh chi
ung dic _ .
61 [Natri Iodua ggf /ﬁll) 10 D pung dien | 40 frecs fﬁf;t?éhlo SOLDBI'HIZ' 01
(Nal131)

10ml




62

Vién nang
cung Natri
Iodua
(Nal311)

Natri Iodua
(Nal131) 0,05-
100 mCi

Vién nang
cung

40

TCCS

Binh chi
chura lo thuy
tinh chira
vién nang
cung

QLbB2-HI12-
20

01

22. Co sé ding ky: Cong ty C6 phan Dwoc pham 3/2 (Pia chi: 601 Cach Mang Thang Tam, Phuong 15,

Quén 10, TP. H6 Chi Minh, Viét Nam)

22.1. Co s¢ san xuat: Cong ty C6 phan Dwoe pham 3/2 (dia chi: 930 C2, Pwong C, KCN Cat Lai, Cum II,
Phwong Thanh My Loi, Quan 2, TP. H6 Chi Minh, Viét Nam)

£ rs . Tubi » ] R
e (thang) g8 gla ha
63 |Desloratadin |Desloratadin 5 mg | <" P8 24 |rees |HOP31OVEHGn haugas | o1
bao phim x 10 vién

23. Co sé ding ky: Cong ty C6 phin Dugc pham TW 25 (Dia chi: 448B Nguyén Tit Thanh, phwong 18,
quan 4, TP. H6 Chi Minh, Viét Nam)

23.1 Co sé sin xuit: Cong ty C6 phan Duwgc pham TW 25 (Pia chi: 448B Nguyén Téit Thanh, phuong 18,
quén 4, TP. H6 Chi Minh, Viét Nam)

Tuoi

STT | Tén thube Hoat chit, ham | Dang E)ﬁo tho Tiélxl Ql}y céc,l'n $é ding ky Sf”ﬁ lan
lwgng che (thing) chuan dong goi gia han
Hop 10 vi x
Paracetamol [Paracetamol 500 |Vién nang 10 vién; Hop
64 , 36 |TCCS |1 Chaix 100 |VD-20883-14 01
500mg mg cung vién, 200

vién, 500 vién

24. Co sé ding ky: Cong ty C6 phin Y hoc Rang Pong (Pia chi: 83B Ly Thuong Kiét, phwong Trin Hung
Pao, quin Hoan Kiém, TP.Ha Noi, Viét Nam)

24.1 Co sé san xuét: Cong ty C6 phan Y hoc Rang Pong - Trung tim Gia tc Vietsing Ha Noi (Pia chi: 179
Hoang Qudc Viét, phuwong Nghia P, quan Ciu Gidy, Ha Ni, Viét Nam)

Tuoi

STT | Tén thube Hoat chat, ham | Dang ?ao tho TleI; Ql}y cac’l.1 $6 ding ky S.o lan
lwgng ché - chuan dong goi gia han
(gi0)
USP 40
(18)F-FDG |(18)F-FDG 5,5- |Dung dich + QLDbBI1-HO7-
%5 |(FDG) 125mCi/ml tiém 6 lenca [Fo 138-16milyg 01
2011

25. Co sé ding ky: Cong ty C6 phan Dwoc VTYT Hai Dwong (Pia chi: S6 102, Phé Chi Ling, Phuwong
Nguyén Trii, Thanh pho Hai Dwong, Tinh Hai Dwong, Viét Nam)

25.1. Co s6 san xuat: Cong ty C6 phin Dwoc VIYT Hai Duong (Pia chi: S6 102, Phé Chi Ling, Phwong
Nguyén Trii, Thanh pho Hii Dwong, Tinh Hai Duwong, Viét Nam)




Tuoi

one (thang) g8 gla ha
. Vitamin D (DI- n Hop 10 vix

66 Z(;f)ann}mE alpha tocopheryl Z:YE nang 36 |TCCS |10 vign; Hop | VD-18448-13 | 01
acetat) 400IU 1 1o 100 vién

26. Co sé¢ ding ky: Cong ty C6 phan Hoa dwoc Viét Nam (Pia chi: S6 273, Phd Tay Son, Phwong Ngi Tw

S6, Quan Péng Pa, Thanh phd Ha Ngi, Viét Nam)

26.1 Co sé san xuét: Cong ty C6 phan Héa dwoe Viét Nam (Pia chi: S6 192 Pirc Giang, Phwong Thuwong
Thanh, Quén Long Bién, Thanh phé Ha Ngi, Viét Nam)

X N N Tuéi A , P
ong (thing) gg gia ha
Neuyén Chai 500g,
67 (Mgl N onesi clorid  [liéu lam o |PPVN |tkeTuidke iy ho31003 | o1
clorid thude A" 10kg, 15kg,
20kg

27. Co sé ding ky: Cong ty c6 phin dwgc pham Agimexpharm (Pia chi: : 27 Nguyén Thai Hoc, Phuwong My
Binh, Thanh phé Long Xuyén, Tinh An Giang, Viét Nam)
27.1. Co s6 san xuét: Chi nhanh Cong ty c6 phin dwge phim Agimexpharm - Nha may san xuét dwgc phim
Agimexpharm (dia chi: Pwong Vii Trong Phung - Khém Thanh An - P. My Théi — TP. Long Xuyén -

An Giang, Viét Nam, Viét Nam)

£ s X Tubi . . < ox
ST | Tenmuis | MR D | g | (] QRS s amei | ol
ong (théing) gg gia ha
Mbi goi 1,75g
68 |Agi-calei [ch Calel (duGi ITAUOCHOL | 56 |poeg (HOPI0LOIX |y pagg9 15 | 01
dang tricalci uong 1,75¢g

phosphat) 600mg




Phu luc II
DANH MUC 01 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - PQT 176

1. Co sé¢ diing ky: Cong Ty Co Phan Traphaco (Pia chi: S6 75, Phé Yén Ninh, Phuong Quan Thanh,
Quén Ba Pinh, Thanh Ph6 Ha Ngi, Viét Nam)

1.2. Co s6' san xuat: Cong ty TNHH Traphaco Hung Yén (Pia chi: Thon Binh Lwong, X T4n Quang,
Huyén Van Lam, Tinh Hwng Yén, Viét Nam)

X 3 Tlléi . A . . A 1A
ong (théng) g gla hg
Dextromethorphan
Thubdc ho 1rlrzlqrobromld . Vién nén Hop 11,2 v1, 5
1 & . 36 |TCCS |vi, 10vi,20 vix |VD-19625-13] 01
Methorphan |Loratadin 2,5 mg; |bao phim o x
. . 10 vién
Guaifenesin 100
mg




