BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Doc lap - Tw do - Hanh phuc

Sé: 17618/QLD-DK Ha Néi, ngay 16 thang 10 nim 2019

V/v dinh chinh théng tin trong Quyét dinh cdp gidy DKLH

Kinh giri: - S¢' Y té cac tinh, thanh phré truc thudc Trung wong;
- Céc co s¢ dang ky co thuoc duge dinh chinh.

Cuc Quan Iy Dugc nhan duoc cong van cua cac cong ty dang ky thudc dé nghi dinh chinh
thong tin trong cac Quyét dinh cap giay dang ky luu hanh thudc.

Can cu hcf) so dang ky thube luu tai Cuc Quan ly Duge, Cuc Quan 1y Dugc thong bao
dinh chinh mét so ndi dung trong cac Quyét dinh cap gidy dang ky luu hanh ddi véi cac thuoc tai
Phu luc kém theo cong van nay.

Cuc Quan ly Duoc thong bao dé cac don vi biét va thuc hién./.

o KT.CUC TRUONG
Not nhgn: PHO CUC TRUONG
- Nhu trén; K
- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Truong Québc Cudng (dé b/c);

- CT. Vii Tuén Cudng (dé b/c);

- Cuc Quan y - B6 Quéc phong, Cuc Y té - Bo Cong an;

- Cuc Y té giao théng van tai - Bo GTVT;

- Téng Cuc Hai Quan - B§ Tai Chinh; o . .
- Béo hiém xa hi Viét Nam; Nguyén Thanh Lam
-B6 Y té: Vu PC; Cuc QLYDCT; Cuc QLKCB; Thanh tra Bg;

- Vién KN thudc TU, VKN thuée TP.HCM;

- Téng Cong ty Dugc VN;

- Cac Bénh vién, Vién co6 givong bénh truc thuc By Y té;

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

-Luu: VT, DKT (P).



PHU LUC I

DANH MUC 26 THUOC PUQC DINH CHINH THONG TIN TRONG QUYET DINH CAP
GIAY PANG KY LUU HANH
(Kem theo cong van so 17618/QLD-PK ngay 16/10/2019 cua Cuc Quan Iy Duoc)

T|Tén thuoc| Congty |[S6 diang| Sé Ngay | Nidung | Thongtin| Théng tin
ding ky ky | Quyét |Quyét dinh|dinh chinh| di ghi | dinh chinh
dinh
1. Sinwell  |Cbng ty \VD- 108/Qb-[27/02/2019 [Quy cach [Hop 5 vix [Hop 5 vi x 20
CPDP 31746- QLD dong goi 20 vién;  vién; Chai
Khanh Hoa [19 Chai 200 {100 vién,
Vién Chai 200
Vién
2. [Tenoxicam|Cong ty \/D- 108/Qb-[27/02/2019 [Tiéu chuan [TCCS DDVN IV
CPDP 31748- QLD thanh
Khanh Hoa [19 pham
3 \Vitamin  [Cdng ty \VD- 108/Qb-[27/02/2019 |Quy cach [Hop 1 vix [Hop 10 vi X
PP CPDP 31750- QLD dong g6i  [10 vién; 10 vién; Chai
Khanh Hoa [19 Chai 100  [100 vién,
vién, 200  [Chai 200
Vién Vién
4. Bicelor [Congtycd VD-  [706/QD-[08/10/2018 [Tén thuc [Biceclor  [Bicelor 250
250 phan dugc [31210- QLD 250
pham Trung [18
uwong I -
Pharbaco
5. Repamax®|Congty ~ VD-  [108/QD-[27/02/2019 [Tén thuéc [Repamax ®Repamax ©
Extra Roussel Viét|32347- QLD Extra Extra
Nam 19
6. (Ceftume [Congtycd [VD-  [108/QD-[7/02/2019 [Hoat chat [Cefuroxim [Cefuroxim
125 phan duoc  [31949- |QLD chinh - jaxetil duéi dang
phdm Trung [19 ham lugng (twong ung [Cefuroxim
uwong | - voi 125mg faxetil) 125mg
Pharbaco C1sH15N4O
5S)
150,36mg




7. (Cefotaxim [Cong ty cd \VD- 108/Qb-[27/02/2019 Quy cach [Hop 10 lo x[Hop 10 lo
29 phan dugc [31948- QLD dong go1 29
pham Trung [19
uong | -
Pharbaco
8. Phabacarb [Cong ty c6 [VD-  [108/QD-[27/02/2019 [Hoat chat Mdilo  [MJi lo chira
5 phan dugc [31963- QLD chinh-  0,225¢ Carbazochro
phdm Trung [19 ham lugng chira m natri
uwong | - Carbazochr sulfonat
Pharbaco om natri  [25,0mg
sulfonat
25,0mg
Quy cach [Hop 10 1o x[Hop 10 1o
dong go1 0,225g
9. Phabacarb [Cong ty c6 [VD-  |108/QD-[27/02/2019 [Hoat chat [Mdi lo M&i lo chtra
50 phan duoc [31964- QLD chinh - 0,45g chura [Carbazochro
pham Trung [19 ham lwong [Carbazochr m natri
uwong I - om natri  jsulfonat
Pharbaco sulfonat  50,0mg
50,0mg
Quy cach [Hop 10 1o x[Hop 10 1o
dong goi 0,459
10.[Erythromy [Cbng ty \VD- 108/Qb-[27/02/2019 [Tén cdng [Chi nhanh [Cdng ty
cin TNHH 31437- QLD ty dang ky [Congty  [TNHH MTV
MTV 120 [19 TNHH 120
Armephaco MTV 120 |Armephaco
IArmephaco
- Xi nghiép
Duoc pham
120
11.Metyldron [Cbng ty \VVD- 108/Qb-27/02/2019 [Tén cdng [Chi nhanh [Cdng ty
TNHH 31438- QLD ty dang ky [Congty  [TNHH MTV
MTV 120 |19 TNHH 120
Armephaco MTV 120 |Armephaco
IArmephaco
- Xi nghiép

Duogc phim




120

12.|Rosuvastat [Cong ty \VD- 108/Qb-[27/02/2019 [Tén cdng [Chi nhanh [Cdng ty
in TNHH 31439- QLD ty dang ky [Congty  [TNHH MTV
MTV 120 |19 TNHH 120
Armephaco MTV 120 |Armephaco
IArmephaco
- Xi nghiép
Duoc pham
120
13.Meko INH[COng ty c6 [VD-  [108/QD-[27/02/2019 [Tén thuéc [Meko Inh [Meko INH
150 phan Hoa - [32143- QLD 150 150
Duoc pham (19
Mekophar
14[TRIBF  [Congtycd |VD-  [108/QD-[7/02/2019 [Tén thude [Tribf TRIBF
phan Hoa - [32155- QLD
Duoc pham [19
Mekophar
15.CloxacillinCong ty c6 [VD-  [108/QD-[7/02/2019 [Hoat chat [MJi lo 0,5g[MJi lo chira:
500mg phan Hoa - [32132- |QLD chinh - chira: Cloxacilin
Duoc pham [19 ham lugng [Cloxacilin {(dudi dang
Mekophar dudi dang [Cloxacilin
Cloxacilin |natri) 500mg
natri)
500mg
16.]Dich Congty  |VD 108/QP-[27/02/2019 [Tén thudc [Dich truyén|Dich truyén
truyén tinh [TNHH 32349- QLD tinh mach [tinh mach
mach Natri|B.Braun 19 NaCl Natri Clorid
Clorid Viét Nam 0,45% 0,45%
0,45%
17./Spiramyci [Cong ty c6 [VD-  [108/QD-[27/02/2019 [Hoat chat [Spiramycin [Spiramycin 3
n3M.ILU phan duoc [31967- QLD chinh - 3 MIU MIU
pham Trung [19 ham lugng ((681,8mgQ)
uong I -
Pharbaco
18.Spiramyci [Congty c6 VD-  [108/QB-[27/02/2019 [Hoat chat [Spiramycin [Spiramycin
n1.5 phan duoc [31966- QLD chinh - 1,5MIU 1,5 MIU

ham Trung




M.ILU uwong I - 19 ham Iugng ((340,9mgQ)
Pharbaco
19.Fabadola [Congtycd [VD-  |108/QD-[27/02/2019 |[Hoat chat [Glutathion (Glutathion
900 phan duoc [31951- |QLD chinh - 900mg dudi dang
pham Trung [19 ham luong bot dong kho
wong I - Glutathion
Pharbaco natri) 900mg
Quy cach [Hop 1lo [Hop1lo
dong goi [0,9gval [Fabadola 900
ong nuéc  va 1 éng
cat 10ml.  judc cat
Hop 10 1o {IOml. Hop 10
0,99 lo Fabadola
000
20.Bevioxa (Congty cd NVD- 108/Qb-27/02/2019 [Pia chi co [Thon 160 Ton Buc
phén dugc [31947- QLD G san xudt [Thach Loi, Théng -
pham Trung [19 x4 Thanh  [Pdong Pa -
uwong I - Xuan, Ha Noi - Viét
Pharbaco huyén Soc [Nam
Son, TP.
Ha Noi
21.|Lantasim [Congtycd VD-  [303/QD-[10/05/2019 [Hoat chat [Mdigdi  [Nhém
phan Hoa - [32570- QLD chinh-  [1,5g chira: hydroxyd
Duoc pham [19 ham lugng [NhOm dudi dang
Mekophar hydroxyd [Nhém
dudi dang hydroxyd gel
Nhom kh6) 400mg;
hydroxyd [Magnesi
gel khd)  |jhydroxyd
100mg; 100mg;
Magnesi  [Simeticon
hydroxyd [30mg
400mg;
Simeticon
30mg
22 Maloxid (Congtyco |VD-  [303/QB-[10/05/2019 [Hoat chat [Nhom Nhom
Plus phan Héa - [32571- |QLD chinh - hydroxyd hydroxyd
Duogc pham (19 ham lugng [(gel khd) [ dudi dang
Mekophar 200mg; Nhém
Magnesi  hydroxyd gel




hydroxyd [khd) 200mg;
200mg; Magnesi
hydroxyd
Simethicon POOmg;
£25mg  [Simeticon
25mg
23.Ceftume (Congtycd [VD-  [108/QP-[7/02/2019 [Hoat chat [Cefuroxim [Cefuroxim
500 phan duoc [31950- |QLD chinh - axetil dudi dang
pham Trung [19 ham lugng (twong ung [Cefuroxim
rong I - vai 500mg fxetil) 500mg
Pharbaco C16H15N4O
5S)
601,44mg
Tiéu chuan|USP38  [TCCS
24.Gastrotac (Congty c6 VD-  [108/QD-[27/02/2019 [Hoat chit [Pantoprazol[Pantoprazol
phan duoc [31956- QLD chinh - dudi dang |(dudi dang
pham Trung [19 ham lugng pantoprazolpot dong kho
uwong I - natri) 40mg pantoprazol
Pharbaco natri) 40mg
25.[Trikaxon (Congtycd [VD-  |108/QD-[P7/02/2019 [Tén thubc [Triaxon 2g [Trikaxon 2g
g phin dugc [31968- QLD
pham Trung (19 Hoat chat [Moi lo 2g MOi lo chira:
pong 1 - chinh - [chira: Ceftriaxon
Pharbaco ham lugng [Ceftriaxon [dudi dang
dudi dang [ceftriaxon
ceftriaxon |natri):
natri): 2000mg
2000mg
Quy cach [Hop 10 1o x[Hop 10 1o
dong goi 29
26.[Salbulamo [Cong ty c6 [VD-  [108/QD-[27/02/2019 [Tiéu chuan DDVN IV [DDVN V
| 2mg phan dugc  [31965- QLD
pham Trung [19
uwong I -

Pharbaco




