BOY TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DbuQC Péc lap - Tw do - Hanh phuc

S607Xy/QLD-BK Ha Noi, ngay il: thangyd) ndm 2019
V/v dinh chinh thong tin trong Quyét
dinh cap gidy BKLH

Kinh gui:
- SO Y té céc tinh, thanh phé tric thudc Trung wong;
- Céc co s¢ dang Icy ¢ thude dugc dinh chinh.

Cuc Quan ly Dugc nhan dwoc cong van clia cac cong ty dang ky thudc dé
nghi dinh chinh théng tin trong cac Quyét dinh cap gidy dang ky lvu hanh thudc.

Can clr ho so dang ky thudc luu tai Cuc Quan ly Duoc, Cuc Quan ly Duoc
thong bao dinh chinh mét s6 ndi dung trong cac Quyét dinh cap gidy dang ky luu
hanh d6i voi cac thudc tai Phu luc kém theo cong van nay.

Cuc Quan ly Duoc thdng bao de cac don vi biét va thuc hién./.

Noi nhén: KT.CUC TRUONG
- Nhw trén; i TRUONG
- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Trwong Quéc Cuong (dé blc);

- CT. Vi Tudn Cuwong(dé blc);

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

- Cuc Y té giao thong van tai - BO GTVT;

- Téng Cuc Hai Quan - B9 Tai Chinh;

- B4o hiém x& hoi Viét Nam;

- B0 Y té&: Vu PC; Cuc QLYDCT; Cuc QLKCB; Thanh tra
Bo;

- Vién KN thuéc TU" VKN thudc TP.HCM:;

- Téng Co6ng ty Duoc VN;

- Céc Bénh vién, Vién c6 givong bénh tryc thudc Bo Y t€;

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

- Luu: VT, BKT (P).

Thanh Lam



BO YTE

CUC QUAN LY buocC Poc lap - Ty do - Hanh phuc

Phu luc |
DANH MUC 26 THUOC Buoc BPINH CHINH THONG TIN
TRONG QUYET BINH CAP GIAY BANG KY Luwu HANH

(Kém theo céng van s6 Q./I-E/td /QLD-BDKngay  / yo /2019 ciia Cuc Quan ly Dwoc)

TT  Tén thubc Cong ty dang S6 dang ky SO Quyét dinh  Ngay Quyét Noi dung Thoéng tin da ghi
ky dinh dinh chinh

L Sinwell Céng ty CPDP VD-31746-19 108/0b-QLD  27/02/2019 Quy céach dong géi  Hop 5 vi X 20 vién;
Khanh Hoa Chai 200 vién

2. Tenoxicam Cong ty CPDP VD-31748-19 108/Qb-QLD  27/02/2019 Tiéu chuan thanh TCCS
Khanh Hoa pham

8. Vitamin pp Cong ty CPDP VD-31750-19 108/Qb-QLD  27/02/2019 Quy céach dong géi  Hop 1 vi X 10 vién;
Khanh Hoa Chai 100 vién, 200

vién

4.  Bicelor 250 Cong ty c6 phan VD-31210-18  706/QD-QLD  08/10/2018 Tén thudc Biceclor 250
duoc pham
Trung wong | -
Pharbaco

5. Repamax® Cong ty Roussel VD-32347-19 108/Qb-QLD  27/02/2019 Tén thudc Repamax ® Extra

Extra Viét Nam
6.  Ceitume 125 Cong ty ¢c6 phan VD-31949-19 108/Qb-QLD  27/02/2019 Hoat chat chinh - Ceiuroxim axetil

duoc pham ham lugng (twong rng VGi
Trung wong | - 125mg
Pharbaco C16H16N408S)

150,36mg

CONG HOA XA HOI CHU NGHIA VIET NAM

Théng tin dinh
chinh

Hop 5 vi X 20
vién; Chai 100
vién, Chai 200
Vién

DDVN IV

Hop 10 vi X 10
vién; Chai 100
vién, Chai 200
Vién

Bicelor 250

Repamax® Extra

Ceiuroxim (dwéi
dang Cefuroxim
axetil) 125mg



TT

10.

11.

12.

Tén thudc

Ceibtaxim 2g

Phabacarb 25

Phabacarb 50

Erythromycin

Metyldron

Rosuvastatin

Cong ty dang

Ky

Cong ty cd phan

duoc pham

Trung wong | -

Pharbaco

Cong ty cd phan

duoc pham

Trung wong | -

Pharbaco

Cong ty co phan
duoc pham
Trung wong | -
Pharbaco

Céng ty TNHH
MTV 120
Armephaco

Céng ty TNHH
MTV 120
Armephaco

Cong ty TNHH
MTV 120
Armephaco

S6 dang ky

VD-31948-19

VD-31963-19

VD-31964-19

VD-31437-19

VD-31438-19

VD-31439-19

S6 Quyét dinh

108/QD-QLD

108/QD-QLD

108/QD-QLD

108/QD-QLD

108/QD-QLD

108/QD-QLD

Ngay Quyét

dinh
27/02/2019

27/02/2019

27/02/2019

27/02/2019

27/02/2019

27/02/2019

Noi dung
dinh chinh

Quy céch dong goi

Hoat chat chinh -
ham lwgng

Quy céch déng goi

Hoat chat chinh -
ham lwong

Quy cach déng goi
Tén cbng ty dang
ky

Tén cbng ty dang
ky

Tén cbng ty dang
ky

Thoéng tin da ghi

Hop 10 lo X 2g

Mdi lo 0,225¢g chira
Carbazochrom
natri sulidnat
25,0mg

Hop 10 lo X 0,225¢g

Mbi lo 0,45g chira
Carbazochrom natri
sultonat 50,0mg

Hop 10 lo X 0,459
Chi nhanh Coéng ty
TNHH MTV 120
Armephaco - Xi
nghiép Dugc pham
120

Chi nhanh Cbng ty
TNHH MTV 120
Armephaco - Xi
nghiép Dugc pham
120

Chi nhanh Céng ty
TNHH MTV 120
Armephaco - Xi
nghiép Duwgc pham
120

Thong tin dinh
chinh

Hép 10 Io

Mdi lo chira
Carbazochrom
natri sulidnat
25,0mg

Hép 10 lo

Méi lo chia
Carbazochrom
natri sulldnat
50,0mg

Hép 10 lo

Cong ty TNHH
MTV 120
Armephaco

Cong ty TNHH
MTV 120
Armephaco

Céng ty TNHH
MTV 120
Armephaco



TT

13.

14.

15.

16.

17.

18.

19.

Tén thudc

Meko
150

INH

TRIBF

Cloxacillin
500mg

Dich
tinh
Natri
0,45%
Spiramycin 3
M.1.U

truyén
mach
Clorid

spiramycin
15 MLV

Fabadola 900

Cong ty dang
Ky
Céng ty c6 phan
Héa - Duoc
pham Mekophar

Cong ty cd phan
Héa - Duogc
pham Mekophar
Cong ty c6 phan
Héa - Duoc
pham Mekophar

Coéng ty TNHH
B.Braun Viét
Nam

Cong ty c6 phan
duoc pham
Trung wong i -
Pharbaco

Cong ty cd phan
duoc pham
Trung wong | —
Pharbaco

Cong ty cb phan
duoc pham
Trung wong | -
Pharbaco

S6 dang ky

VD-32143-19

VD-32155-19

VD-32132-19

VD 32349-19

VD-31967-19

VD-31966-19

VD-31951-19

S6 Quyét dinh

108/QD-QLD

108/QD-QLD

108/QD-QLD

108/QD-QLD

108/QD-QLD

108/QD-QLD

108/QD-QLD

Ngay Quyét

dinh
27/02/2019

27/02/2019

27/02/2019

27/02/2019

27/02/2019

27/02/2019

27/02/2019

Noi dung
dinh chinh

Tén thubc

Tén thuoc

Hoat chét chinh -
ham lugng

Tén thubc

Hoat chat chinh -
ham lvgng

Hoat chat chinh -
ham luong

Hoat chat chinh -
ham lwong

Quy céch dong goi

Thong tin da ghi

Meko Inh 150

Tribf

Mbdi lo 0,5g chta:
Cloxacilin  (du6i
dang Cloxacilin
natri) 500mg

Dich truyén tinh
mach NaCl 0,45%

Spiramycin 3 MIU
(681,8mg)

Spiramycin 15
MIU (340,9mg)

Glutathion 900mg

Hép ! lo 0,9g va |
ong nuwéc cat 10Oml.
Hép 10 lg 0,9¢

Thoéng tin dinh
chinh

Meko INH 150

TRIBF

MOi  lo chia:
Cloxacilin  (dugi
dang Cloxacilin
natri) 500mg

Dich truyén tinh
mach Natri Clorid
0,45%

Spiramycin 3
MIU

Spiramycin 15
MIU

Glutathion (duéi
dang bét dbng
khé  Glutathion
natri) 900mg

Hép ! lo Fabadola
900 va 1 dng nuéc
cat 10ml. Hop 10
lo Fabadola 900



TT

20.

21.

22,

23.

24.

Tén thubc

Bevioxa

Lantasim

Maloxid Plus

Ceftume 500

Gastrotac

Cong ty dang

Ky

Cong ty cd phan

duoc pham

Trung wong | -

Pharbaco

Cong ty cd phan

Hoéa - Dugc

pham Mekophar

Cong ty cd phan
Héa - Duoc
phdm Mekophar

Cong ty cd phan
dwoc pham
Trung wong | -
Pharbaco

Cong ty cd phan
duoc pham
Trung wong | -
Pharbaco

S6 dang ky

VD-31947-19

VD-32570-19

VD-32571-19

VD-31950-19

VD-31956-19

S6 Quyét dinh

108/QD-QLD

303/QD-QLD

303/0D-QLD

108/QD-QLD

108/QD-QLD

Ngay Quyét

dinh
27/02/2019

10/05/2019

10/05/2019

27/02/2019

27/02/2019

No&i dung
dinh chinh

Pia chi co sd san
Xxuat

Hoat chat chinh -

ham lwvgng

Hoat chat chinh -
ham lugng

Hoat chat chinh —

ham lwong

Tiéu chuan

Hoat chat chinh -

ham lwong

Thong tin da ghi

Thén Thach Lbi, xa
Thanh Xuan, huyén
S6c Son, TP. Ha

NOi

Moi goi 1,5g chira:
hydroxyd
(dwéi dang Nhom
hydroxyd gel kho)
Magnesi
hydroxyd 400mg;

Nhom

400mg;

Simeticon 30mg

Nhém
(gel

200mg;
Simethicone 25mg

Cefuroxim axetil
(twong tng voéi
500mg
C16H16N408S)
601,44mg

USP38
Pantoprazol

dang
natri) 40mg

hydroxyd
khé) 200mg;
Magnesi hydroxyd

(dwoi
pantoprazol

Théng tin dinh
chinh

160 To6n Duc
Théng - Péng Pa
- Ha Noéi - Viét
Nam

Nhém hydroxyd
(dwéi dang Nhém
hydroxyd gel
khd) 400mg;
Magnesi
hydroxyd 400mg;
Simeticon 30mg

Nhém hydroxyd
(dwéi dang Nhém
hydroxyd gel
khd) 200mg;
Magnesi
hydroxyd 200mg;
Simeticon 25mg
Ceiuroxim (duoi
dang Cefuroxim
axetil) 500mg

TCCS

Pantoprazol (du@i
dang b6t dbng
khé pantoprazol
natri) 40mg



TT

25.

26.

Tén thudc

Trikaxon 2g

Salbutamol
2mg

Cobng ty dang
ky
Cong ty cd phan
duoc pham
Trung wong | -
Pharbaco

Cong ty co phan
duoc pham
Trung wong i -
Pharbaco

S6 dang ky

VD-31968-19

VD-31965-19

S6 Quyét dinh

108/QD-QLD

108/QD-QLD

Ngay Quyét NOi dung Thong tin da ghi
dinh dinh chinh
27/02/2019 Tén thudc Triaxon 2g
Hoat chat chinh - M&i lo 2g chia:
ham lvong Ceiiriaxon  (du@i
dang cePtriaxon
natri): 2000mg
Quy céch dong géi  Hop 10 lo X 2g
27/02/2019 Tiéu chuan DBVN IV

KT. CUC TRUONG
PHO CUC TRUONG

Théng tin dinh
chinh

Trikaxon 2g

Moi  lo chta:
Ceitriaxon (dwdi
dang ceftriaxon
natri): 2000mg
Hop 10 lo

DBVN V



