BO YTE CONG HOA XA HOI CHU NGHITA VIET NAM
CUC QUAN LY DUQC DPoc lap - Ty do - Hanh phuc

/QLD-BK Ha Noi, ngaythang 0l nam 2019
V/v dinh chinh thdng tin trong Quyét
dinh cap gidy DKLH, Cong van duy tri
hiéu lvc gidy DPKLH

Kinh gi:
- S& Y té céc tinh, thanh phd tryc thudc Trung wong;
- Cac co s¢ dang ky co6 thubc dwoc dinh chinh.

Cuc Quan ly Dugc théng bao dinh chinh mot s6 ndi dung trong cac Quyét
dinh cép gidy dang ky lvu hanh va Cong van duy tri hiéu luc gidy dang ky luu
hanh doi v&i cac thudc tai cac danh muc cu thé nhu sau:

1. Danh muc céac thudc duoc dinh chinh thong tin trong Quyét dinh cap gidy
dang ky luu hanh (Phu luc I kem theo Cbng van nay).

2. Danh muc céc thuéc dwgc dinh chinh théng tin trong cong van duy tri
hiéu lvc gidy dang ky luvu hanh (Phu luc Il kem theo Cbng van nay).

Cuc Quan ly Dugc thdong bao dé cac don vi biét va thuc hién./.

Noi nhan: KT. CUC TRUONG

- Nhu trén; UC TRUONG

- B trudng Nguyén Thi Kim Tién (dé b/c);

- Thir trudng Trwong Quéc Cuong (d€ b/c);

- Cuc trwdng Vi Tudn Cuong (dé b/c);

- Cuc Quan Y- B6 Qudc Phong; Cu Y té- Bo Cong An;

- Cuc Y té Giao thong van tai- B6 GTVT,;

- Vu Phép che, Cuc Quan Iy Y, Dugc cd truyén, Cuc Quan ly
Kham chira bénh- B Y t€, Thanh tra BO Y t€;

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

- B4o hiém X4 hoi Viét Nam;

- Tong cuc Hai quan - BO Tai chinh;

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

- Tong cong ty dwoc Viét Nam;

- Cac cong ty XNK dugc pham;

- Website Cuc QLD, Tap chi Droc & My phdm - Cuc QLD;
- Luu: VT, DKT(10 ban).



Tén thudc

Suspension
[OOmg/ml

Fynkhepar 200
mg Tablet

Sulperazone

Lainmi 5mg

Heptavir-150

BO YTE
CUC QUAN LY buQcC

S6 dang ky

VN-20364-17

VN-20880-17

VN-20956-18

VN-21532-18

VN-21929-19

VN-22067-19

VN3-198-19

CONG HOA XA HOI CHU NGHTA VIET NAM

Phu luc |

DANH MUC 12 THUGC Puoc BINH CHINH THONG TIN
TRONG QUYET DINH CAP GIAY BANG KY Lwu HANH
(Kem theo cbng van so |

S0 Quyét dinh

210/QD-QLD

412/QD-QLD

173/QD-QLD

748/11/QP-QLD

164/QD-QLD

437/QD-QLD

437/QD-QLD

/QLD-BK ngay,

Quyét dinh

08/06/2017

19/09/2017

27/03/2018

29/10/2018

Noi dung
dinh chinh

Dang bao ché

Dia chi co s& san
Xudt

Tén co s& dang
ky
Tén thu6c

Tén nha san xuat
trén b6t trung
gian

Tén nha san xuét

Dia chi nha san
Xudt

Tén nha san xuat

Dia chi nha san
Xuat

/ $ /2019 cia Cuc Quan ly Dugc)

Thong tin da ghi

Dung dich tiém truyén

Lot 3, 5 & 7, Jalan P/7,
Section 13, Kawasan
Perindustrian Bandar Baru
Bangi, 43000 Bangi,
Selangor  Darul  Ehsan,
Malaysia

Cong ty TNHH Duoc pham
Tam ban

Fynkhepar Tablet.

Pfizer Pharmaceuticals LLtd

Laboratorios Lesvi S.L

Avda, Barcelona 69-08970
Saint Joan Despi
(Barcelona), Spain

Hetero Drugs Ltd.

wnit I, # 22-110, 1.D.A
Jeedimetla, Hyderabad, Zip -

Doc 1ap - Ty do - Hanh phuc

Théng tin dinh chinh

Dung dich dam dac dé
pha dich truyén tinh mach

Lot 3, 5 & 7, Jalan P/7,
Section 13, Kawasan
Perindustrian Bandar
Baru  Bangi, 43000
Kajang, Selangor,
Malaysia

Cong ty TNHH Duoc
Tam Pan

Fynkhepar 200 mg Tablet

Pfizer ~ Pharmaceuticals
Ltd

Laboratorios Lesvi, S.L

Av. Barcelona, 69 08970
Sant Joan Despi
(Barcelona), Spain

Hetero Labs Ltd.

Unit 1Il, 22-110, I.D.A
Jeedimetla, Hyderabad,



Tén thudc

Telmid-40

Ebastine Normon

Orodispersible

Prograf Img

S6 dang ky

VN-21872-19

VN-22086-19

VN-22104-19

VN-22209-19

VN-22219-19

S6 Quyét dinh

437/QD-QLD

437/QD-QLD

437/QD-QLD

456/QD-QLD

456/QD-QLD

Noay

Quyét dinh

24/7/2019

24/7/2019

24/7/2019

31/7/2019

31/7/2019

NOi dung
dinh chinh

Dang bao ché

Dia chi cong ty
dang ky

Tén nha san xuat

Pia chi nha san
Xudt

Tén nha san xuat

Tén thudc

Dang bao ché

Dia chi nha san
Xuat

Thong tin da ghi

500055, Andhra Pradesh,
India

Vién nang ctrng

251-254, lind Floor, DLF
Tower, 15 Shivaji Marg,
New Dehli, West Delhi DL
110015, India

Hikma
(Portugal) S.A

Estrada do Rio da M6 No 8,
8A e 8B- Fervenca, 2705-
906 Terrugem SNT,
Portugal

Farmacetica

Laboractorios Normon, S.A.

Prograi
Vién nang

C/San Rafael, 3 Pol. Ind.
Alcobendas, Alcobendas,
28100- Madrid, spain

Thoéng tin dinh chinh

Telangana state, India

Vién nén
251-254, lind Floor, DLF
Tower, 15 Shivaji Marg,

New Delhi, West Delhi
DL 110015, India

Hikma Farmacéutica
(Portugal) S.A

Estrada do Rio da M¢ 8,
8A e 8B- Fervenca, 2705-

906  Terrugem  SNT,
Portugal

Laboratorios Normon
S.A.

Prograi Img

Vién nang cirng

C/San Rafael, 3 Pol. Ind.
Alcobendas, Alcobhendas,
28108- Madrid, Spain



Bo YTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY Dugc Péc lap - Tu do - Hanh phuc

Phu luc Il i .
DANH MUC 03 THUOC BUOC BINH CHINH THONG TIN

TRONG CONG VAN DUY TRI HIEU Luc GIAY PANG KY LUU HANH

(Kem theo C6ng van so /QLD-BK ngay £l / 0 /2019 clia Cuc Quan ly Duorc)
A . X 4w XA N A s NOGi dung A e A ]
TT Tén thudc SO dang ky S6 Cong van Ngay Cong van dinh chinh Théng tin da ghi Thong tin dinh chinh
L Micomedil VN-18018-14  8006/QLD-bK 27/05/2019 S6 dang ky VN-18014-14 VN-18018-14
2. Ziptum VN-17789-14  5906/QLD-DK  22/4/2019 Thoi han hiéu lyc  20Ng ¥ dé Cong ty tiep  Bong Y de Cong ty tiep
tuc duy tri hiéu luc s6 tuc duy tri hiéu lyc so

duy i S dang kY g "o k& 1 ngay ky  dang ky 12 thang K& tir

3. Lucass 100 VN-17788-14  9906/QLD-BK 22/4/2019 luuhanh cbng van nay ngay Ky cbng van nay



