UBND TINH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE DPéc lap - Tw do - Hanh phic
S6: 7685 /SYT-BMT Déng Nai, ngay OF thing A nam 2020
V/v thay doi tén thuoc da
trang thdu cung tng cho cac
co s& y té nam 2020

Kinh gui:
- Giam dbc cdc co s6 y té trén dia ban tinh Dong Nai;

- Cong ty C6 phan Dugc liéu Trung uong 2.

Sau khi xem xét Van ban s6 7072/DL2-KD ngay 23/10/2020 cua Cong ty Cb
phan Dugc litu Trung wong 2 vé viéc lam rd tén san phdm trang thau, Giam dbc So Y
té Pdng Nai thong bao:

1. Biéu chinh tén thudc da trang thdu goi thiu s6 01: Thude generic thudc thude
Du an: Lya chon nha thdu mua thudc, duge liéu va cac vi thudc cb truyen st dung tai
cac co s& y té trén dia ban tinh Pdng Nai nim 2020 cia Cong ty Cd phén Dugc lidu
Trung vong 2 theo Gidy phép luu hanh san pham va Cong van so 17868/QLD-DK ngay
02/11/2017 duoc Cuc Quan Iy Duoc — Bd Y té ban hanh (dinh kém) nhu sau:

S STT ] ) ] Tén thubc Tén thuég
T HSMT Mai s0 Hoat chat So dang ky (truéc khi | (sau khi dieu
T dieu chinh) chinh)
M5bi 250 ml Lipovenoes Lipovenoes
1 328 T1.992.164 | nhiituong | VN-17439-13 10% PLR 10% PLR
chira: Dau 500ml 10's
dau nanh
tinh ché
2| 843 | TP102501 25g; VN-17439-13 | Lipovenoes | Lipovenoes
Glycerol 10% 10% PLR
5,25¢

2. Céc co s& y té trén dia ban tinh va Cong ty Cb phan Duoc liéu Trung vong 2
cdn cr ndi dung van ban trén dé thuc hién viéc thanh quyét toan diing quy dinh véi
BHXH tinh./.

Noi nhan: GIAM POCL-
- Nhu trén (thuc hién); , :
- BGDSYT (dé biét),
- BHXH tinh (dé phdi hop chi dao);
- Website SYTDN;
-Luu VT, BMT.

~Phan Huy Anh Vi






BOYTE  CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 15p — Ty do — Hanh phiic
$b: /#{68/QLD-DK Carsr , .
Dinh chih Quyét dinh cp s Hé Noi, ngay 02 thdng A4 ndm 2017
ding ky thube nudc ngoai

Kinh giri: - S& Y té cée tinh, thinh ph_(") trye thude Trung vong;
-Céc cong ty dang ky ¢ thubc dugce dinh chinh.

o Cuc Quén ly Dugc théng béo didu chinh mdt sé ndi dung trong céc Quyét dinh
chp sb dang ky luu hanh nhu sau: ‘
1. Quyét dinh s& 31/QD-QLD ngay 28/01/2010 ctia Cuc trudng Cuc Quan ly Duge vé

vigc cong b 19 tén thubc nuéc ngodi duge phép luu hanh tai Viét Nam- Dot 67 (cép
b sung): : _

1.1. Thuc Propofol-Lipuro 1% (10mg/ml), SDK: VN-5720-10 do B. Braun
Medical Industries Sdn. Bhd. d&ng k¥, trong quyét dinh ¢6 ghi Quy céch déng goi 1a

0y

“Ong 20ml, Chai 50ml, Chai 100ml1”, nay diéu.chinh thanh “Hop 5 dng 20ml, Hop 10
chai 50m], Hop 10 chai 100ml”.

- 2. Quyét dinh s6 230/QD-QLD ngay 12/07/2011 clia Cye trudng Cuc Quén 1y Duge vé
viéc cong bd 639 tén thude nude ngoai dugc phép luu hanh tai Vigt Nam- Dot 73—

o2l Thubc Wosulin-N, SPK: VN-13425-11 do Wockhardt Ltd. dang ky, trong

quyét dinh c6 ghi Nong 49/ Ham lugng 13 “40mg/ml”, nay di€u chinh thanh
“40IU/ml”. . :
3. Quyét dinh s 419/QD-QLD ngay 27/12/2013 clia Cyc truéng Cyc Quén 1y Duge vé
viéc ban hanh danh mwuc 423 tén thudc nuée ngoadi dugc cap so ding ky huu hénh tai
Viét Nam- Dot 84:

3.1. Thubc Lipovenoes 10% PLR, SBK: VN-17439-13, do Freseniug Kabi
Deutschland GmbH d#ng ky, trong quyét dinh c6 ghi Hoat chat chinh 1& “Dau dau
nanh th}h ché 10%”, nay di€u chinh thanh “Moi 250 ml nhil trong chira: Dau d4u ndnh
tinh ché 25g; Glycerol 6,25g”.

4. Quyét dinh s6 135/QP-QLD ngay 04/3/2014 cta Cyc trudng Cuc Quén ly Dugce vé
viéc ban hanh danh muc 175 thude mréc ngoai duge cép sO ddng ky luu hanh tai Viét
Nam- Dot 85:

4.1. Thubc Esmeron, SPK: VN-17751-14 do Merck Sharp & Dohme (Asia)
Ltd. ddng ky, trong quyét dinh c¢6 ghi Tén nhd san xuat 13 “Hameln Pharmaceutical
GmbH”, nay diéu chinh thanh “Hameln Pharmaceuticals GmbH”.

5. Quyét dinh sb 678/QD-QLD ngay 08/12/2014 ctia Cuc trudng Cuc Quén Iy Dugo vé
viéc ban hanh danh myc 100 thubc nuge ngoai duge cap sO dang ky luu hanh tai Viét
Nam- Dot 88.

5.1. Thube Sulcilat 750, SPK: VN-18508-14 do Cong ty cb phin Dugc pham
Minh Ky dang ky, trong quyét dinh c6 ghi Tén thude 14 “Sulcilat 750", nay di€u chinh
thanh “Sulcilat 750mg”; Hoat chat chinh 12 “Sultamicillin (duéi dang Sultamicillin
tosylat dihydrat) 750 mg”, nay didu chinh thanh “Sultamicillin (du6i dang
Sultamicillin tosilat dihydrat) 750 mg”.




18.1. Thubc Lipanthyl Supra NT 145mg; SPK VN-13224-11 do Abbott
Laboratories (Singapore) Private Limited déng ky, trong cong vén sb 15846/QLD-DBK
ngdy 06/10/2017 ciia Cyc Quén Iy dugc vé viéc duy tri hiéu hyc sb dang ky ghi tén
thudc 12 “Lipanthyl Supra NT 145mg”, nay diéu chinh thanh “Lipanthy] NT 145mg”.

Cuc Quén Iy Dugc thong bao d& cac don v biét./.
Noi nhén: ‘ _X]  CUC TRUONG

- Nhu trén; '

- B6 trudng Nguyén Thi Kim Tién (48 b/c);

- Thir truéng Truong Qubc Cudng (dé blc);

- Vu Phap ché, Cuc Quén Iy Khdm chita bénh, Thanh tra B} Y S
Vy Béo hiém y té;

- Téng cuc Hii quan — B9 Tai chinh;

- Website Cuc QLD, Tap chi Dugc & My phém — Cyc QLD;

- Luu: VP, Cc Phong thudc Cyc QLD, DKT (4 ban).
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