BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc lip — Ty do — Hanh phic
S6: 4565 /QLD-PK Ha Néi, ngay, ) thang ¢ ndam 2020
V/v dinh chinh thong tin trong Quyét /

dinh cip gidy DPKLH

Kinh giti: - S& Y té céc tinh, thanh phf“S tryc thudc Trung uong;
- Céc co so dang ky c6 thuoc duge dinh chinh.

Cuc Quan ly Dugc nhan dugce cong vin C}ia cé,c co sO dang ky thudc c(’{é
nghi dinh chinh thong tin trong cdc Quyét dinh cap gidy ding ky luu hanh thudc
cua Cuc Quan ly Dugc.

Can ¢t ho so dang ky thudc Iuu tai Cuc Quan ly Dugce, Cuc Quan ly Duge
thong bao dinh chinh mét s6 ndi dung trong cac Quyét dinh cap gidy dang ky luu
hanh (Phu luc kém theo Céng vin nay).

Cuc Quén ly Duoc thdng bdo dé cic don vi biét va thuc hién./.

Noi nhgn: KT. CUC TRUONG
-Nhutrén, ~7PHO CUC TRUONG
- B trudng (dé b/c); N T

- TT. Truong Qudc Cudng (dé b/c); NN
- CT. Vii Tuén Cudng (dé b/c);

- Cuc Quan y - Bé Quéc phong, Cuc Y té - Bo Coéng an;
- Cuc Y té giao thong vén tai - BO GTVT;

- Téng Cuc Hai Quan - Bé Tai Chinh;

- B4o hiém xa hoi Viét Nam;

-B6 Y té& Vu PC; Cuc QLYDCT; Cuc QLKCB; Thanh tra
Ba;

- Vién KN thude TU, VKN thude TP.HCM;

- Téng Cong ty Dugc VN;

- Céc Bénh vién, Vién c6 givong bénh truc thuée Bo Y té;

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

- Luu: VT, DKT (P).




BO Y TE

CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM

Phu luc
DANH MUC 23 THUOC DUOC PINH CHINH THONG TIN
TRONG QUYET PINH CAP GIAY PANG KY LUU HANH
(Kem theo cong van S0456§ /OLD-DK ngay 20 / 4 /2020 cua Cuc Quan Iy Duoc)

Doc lap — Ty do — Hanh phic

Ngay

STT | Ténthuée | Cosédingky | S6dingky | Sé Quyét dinh %x:zﬁt dlfl;-’l‘l iﬁ?fh Théng tin da ghi Th"“cgh;:;ldmh
Shlc‘;ha}?:n Chng M3 g6i 1,5 g chita: MBi g6i 1,5 g chira:
1 | Armten 90 grmeghaco xt | vDa3240-19 | 652/0D-QLD | 23-10-19 | Hogtcndy | Cefiibuten(dubidamg | Coftibuten (duch dang
1ohien Duoc : Ceftibuten dihydrat) Ceftibuten hydrat)
B R 90mg 90mg
pham 150
Mbi 100ml siro chira:
Hoang ky 10g; Dang
sam 3g; 100ml siro M&i 100ml siro chira:
chira: Cao long (tuong Hoang ky 10g; Dang
tmg: Bach bd 5g; bo sam 3g; Cam thdo 3g;
B i ok Cong ty cb phéq ) mém 12g; cam thdo Bach truit 3g; Duong
2 Khi Ha M Duoc Vattwy t& | VD-33706-19 | 652/QD-QLD | 23-10-19 | Hoat chat | 1,1g; cét canh 1,2g; quy 2g; Théng ma 3g;
i Ha Minh R =
Hai Duong mach mon 5g) 3g; Sai hd 3g; Tran bi 3g;
Bach trudt 3g; Puong Gumng twoi 1,2g; Dai
quy 2g; Thang ma 3g; tao
Sai hd 3g; Tréan bi 3g; 10,2g
Gung tuoi 1,2g; Dai tdo
10,2g
Tén thube | Cefixim 200 Cefixim 200mg
Chi Elhan}l Cong Hop 01 vix vi 10
_ ty €6 phan vién (alu/alu). Hop 02
3 | Cefixim 200 Armephaco - Xi | VD-32745-19 | 457/Qb-QLD | 01-08-19 Quy cach . o N i & 10386
nghiép Duge donggsi | DOPOZVIXVIIOWIER 1 Aty HEp 02
plizm 13 vi x vi 10 vién

(Alu/PVC)




Ngz‘ly

a £ - " £ y % e X Noi dung VI Thong tin dinh
STT | Tén thuoc Co sé¢ dang ky So dang ky | S0 Quyét dinh %lllz’;t dinh chinh Thong tin da ghi Ak
5 £ ok Tén thuéc | Cloxacilin 500 mg Pharbacilim 500
Cong ty c0 phan
Cloxacilin 500 | dugc pham % Quy cach | Hop 2 vi, 10 vix 10 Hop 2 vi, 10 vix 10
* | me Trunguongl= | "0 o219 | ASTQB-QLD | O1-08-19 | b o | Sigmad vién/vi; Lo 1000 vién
Pharbaco Tiéu chudn | DDVN IV DDVN
5 P Maéi lo 0,5¢g chira: MBbi lo chia:
Cloxacillin | 0P8 ty ©0 phan .| Cloxacilin (duéi dang | Cloxacilin
5 héa duge pham | VD-32132-19 | 108/QD-QLD | 27-02-19 | Hoat chét o . - -
500mg Mekerhar Cloxacilin natri) (duoi dang Cloxacilin
p 500mg natri) 500mg
. Cong ty TNHH = ! i ne. % Acid alpha lipoic 300 Acid alpha lipoic
6 | Cymiras Duge phim VNP VD-33089-19 | 457/QD-QLD | 01-08-19 | Hoat chat e (acid thioctic) 300 me
Cong ty Cé phan )
7 | Dtriol Dugc pham VD-33423-19 | 652/QD-QLD | 23-10-19 | Tiéu chuin | BP 2013 TCCS
CPC1 Ha Nai
8 | Enassel Cong ty Roussel | vy 35701.18 | 442/0D-QLD | 05-07-18 | Tén thuée | Enassel Enassel 5
Viét Nam
Chi nhénh Cong ty
Cosdsan | TNHH MTV 120 Céng ty TNHH MTV
. xuat Armephaco- Xi nghiép 120 Armephaco
. Cangy LM Dugc phim 120
9 | Erythromycin | MTV 120 VD-31437-19 | 108/Qb-QLD | 27-02-19 = =
prallie sl Chi nhanh Céng ty
p Co so dang | TNHH MTV 120 Cong ty TNHH MTV
ky Armephaco- Xinghi¢p | 120 Armephaco
Duoc pham 120
N gﬁng t}}; €0 phén Tén thubc | Fabapoxim 100 DT Fabapoxim 100 DT.
abapoxim uoc pham
10 VD-32906-19 | 457/Qb-QLD | 01-08-19 z
DL Lo wenp T - Q,u Y Ca?.h Hop 10 vi x 10 vién Hop 1 vi x 10 vién
Pharbaco dong goi
Cong ty 5:6 phan
. dugc pham A g . .
11 | Fabaxim 400 VD-32907-19 | 457/QD-QLD | 01-08-19 | Ténthubc | Fabaxim 400 Fabafixim 400
Trung wong I -
Pharbaco ..

Lo b
[/ 6 € a £\




: , f o g Nedy = | Ngi dung Théng tin dinh
STT | Tén thuoc Co so dang ky S6 dang ky | S0 Quyét dinh %l;;fﬁt dinh chinh Théng tin da ghi chinh
Coéng ty CO phéin . " z z Lo nhua 1 ml. Hép 10
12 g;ts"mlac' Duoc phim VD-31621-19 | 108/QP-QLD | 27-02-19 g?y dich | Hop SE0S, 206ng,30 | 14" hhira, hop 20 lo
CPC1 Ha Noi onggot | Ongx i nhua, hop 50 lo nhua
Chi nhanh Céng ty
Cosdsan | TNHHMTV 120 Cong ty TNHH MTV
Cong ty TNHH Xuét grmepk;fl;co-l)% nghiép | 120 Armephaco
13 | Metyldron | MTV 120 VD-31438-19 | 108/QD-QLD | 27-02-19 L
Armephaco Chi nhanh Cong ty
Co s& dang | TNHH MTV 120 Cong ty TNHH MTV
ky Armephaco- Xi nghiégp | 120 Armephaco
Dugc phim 120
Chi nhanh Coéng ty
Cosysan | TNHHMTV 120 Cong ty TNHH MTV
Cong ty TNHH Xudt grmeplila;co-ég nghiép | 120 Armephaco
14 | Rosuvastatin | MTV 120 VD-31439-19 | 108/QD-QLD | 27-02-19 e
Armephaco Chi nhanh Cong ty
Co s& dang | TNHH MTV 120 Cong ty TNHH MTV
ky Armephaco- Xinghigp | 120 Armephaco
Duoc pham 120
Phenylephrin Phenylephrin (du:éfi
Cong ty Roussel : hydroclorid 10mg; dang Phenylephrin
15 | Sinuflex Vie VD-23912-15 | 662/QP-QLD | 17-12-15 Hoat chét . e hydroclorid) 10mg;
1ét Nam Clorpheniramin maleat i
Clorpheniramin
2mg
maleat 2mg
Cong ty Cb phin | 5Bt e thubc dhifa M35i gam thude chira:
16 | Tinefin Dugc pham VD-32806-19 | 457/QD-QLD | 01-08-19 | Hoat chat Terbignaﬁn 10 m 10 mg Terbinafin
CPC1 Ha Noi & hydroclorid
. . " . : : S
17 Vacobutone A géng ot VD-33676-19 | 652/QD-QLD 23-10-19 Quy cach I;(? 53 1\](;’01\91;,)(2 (1)(; ; IS_I(? I\)fl? 1\](1)’01\(2 ‘:(1,160 "
500 o RO g -10-19 | dong g6i | vién. Chai 100 vién, | vién. Chai 100 vién,
L P 200 vién, 500 vién 200 vién, 500 vién
= e o




Ngay

= £ s . B ose 4 % B e ,: Ngi dung e e B o Théng tin dinh
STT | Tén thuoc Co sé dang ky So dang ky | S6 Quyét dinh %I:I)I/’l(l:t dinh chinh Thong tin da ghi hdit
" . ) ; Hop 10 vi, 20 vi, 50
Vacofenopan Sk Quy cach lILIOO(;D vlioxvll,Ozx(r)ie":gf é%;’il, ¥, 100 v x 10 vien;
18 20 Dugce VD-33678-19 | 652/Qb-QLD | 23-10-19 . i ph o Chai 100 vién, 200
0 doéng goi 100 vién, 200 vién, 500 n i
Vacopharm .A e vién, 500 vién, 1.000
vién, 1.00 vién n
vién
Hop 3 vi, 5vi, 10 vi, 50 | Hop 3 vi, 5 vi, 10 vi,
Cong ty CP Quy chck vi, 100 vi x 10 vién; 50 vi, 100 vix 10
19 | Vacogaba 300 | Duoc VD-33679-19 | 652/Qb-QLD | 23-10-19 d(’nf G Chaai 30 vién, 100 vién; Chai 30 vién,
Vacopharm 88 vién, 200 vién, 500 100 vién, 200 vién,
vién, 1.000 vién 500 vién, 1.000 vién
v S Cong ty CP )
20 20a°°°mez Duoc VD-21927-14 | 679/QD-QLD | 08-12-14 | Ténthudc | Vacoomez S 20 Vacoomez'S 20
Vacopharm
Vacotexphan LAl : Dextromethophan Dextromethorphan
21 P Dugc VD-33684-19 | 652/Qb-QLD | 23-10-19 | Hoat chat . .
15 Voicaphane hydrobromide 15mg hydrobromide 15mg
Cong ty CP )
22 | Vadol 325 DX | Dugc VD-22261-15 | 76/Qb-QLD 09-02-15 | Ténthudc | Vadol 325 DX Vadol 325 DX
Vacopharm
Cong ty CP )
23 | Vadol 650 Dugc VD-33687-19 | 652/QD-QLD | 23-10-19 | Tiéuchuin | DDVN 4 DDVN YV

Vacopharm






