CONG TY CPDUQC LIEU  CONG HOA XA HQI CHU NGHIA VIET NAM
g_ TRUNG UONG 2 Poc lap — Tw do — Hanh phic

PHYTOPHARWA  S§: 4 002 /DL2-TBV TP. H6 Chi Minh, ngay 31 thang 10 ndm 2023

V/v: théng bdo thay doi s6 GPLH
thuée Natrixam 1.5mg/Smg

Kinh giri: SO Y TE PONG NAI

Truéce tién, Cong ty C6 phan Duoc Liéu Trung Uong 2 xin cam on su hd trg cia Quy S&
Y Té dbi voi cong ty chung toi. Trong nhiéu nim lién, cac san phim cua cong ty ching toi da
duge Quy S& Y Té tin tudng va sir dung dé diéu tri cho bénh nhén.

Can ct Quyet dinh s0 1572/QD-SYT ngay 16/12/2022 cua Giam déc S& Y té Pong Nai
vé viéc phé duyét két qua lya chon nha thau Goi thau so 01: Thudc generic thudce Ke hoach lya
chon nha thdu mua thude, dugc liéu, vi thude ¢b truyén sir dung tai cic co sy té trén dia ban
tinh Pdng Nai nam 2023-2024.

Chung t6i xin dugc thong bao so dang ky cua thuoc Natrixam 1.5mg/5mg theo Quyét dinh
sé 146/QD-QLD ngay 02/03/2023 vé viéc gia han gidy dang ky luu hanh tai Viét Nam - Dot
112 hiéu lwe 5 nim nhu sau:

STT trong HSMT Tén thudc S6 diang ky cii | S6 ding ky méi
43 Natrixam 1.5mg/5mg VN3-7-17 300110029823

Ngoai viée dugc cap s6 ding ky méi do thuc hién thu tuc dang ky lai, tiéu chuin chét
luong thanh pham va phuong phap phan tich: Cap nhét theo phién ban méi cia Dugc dién,
cép nhat ndy nam trong pham vi cho phép cua viéc thay thé thudc, va sira déi Dang bao ché tir

* Vién nén giai phong c6 kiém soat” thanh “Vién nén giai phong kiém soat” theo Quyét dinh
s6 303/Qb- QLD ngay 27/04/2023, chung t6i cam két thudc Natrixam 1. 5mg/5mg khong c6
bat ky thay d6i nao vé cac thong tin dugc quy dinh tai muc Stra dcn khoan 6b Diéu 37 Thong
tw 06/2023/TT-BYT “Quy dinh viéc d4u thau thudc tai cac co sd y té cong lap”, bao gdbm Tén
thuéc, co SO san xudt, tudi tho so vai cac thong tin twong tng da duge Cuc Quan ly Dugc phé
duyét cho sb dang ky cil.

Chung tdi gui dinh kém glay phép luu hanh dugc phé duyét va rat mong nhén dugc su
chép thuan cia Quy Sé Y Té dé chung t6i dugc tiép tuc hop tac ciing Quy S& Y Te dua thubc
Natrixam 1.5mg/5mg vao phuc vu cong tac kham chita bénh cho bénh nhan véi s6 visa moi dur
kién c6 mit tai thi truong Viét Nam vao thang 10/2023.

Chuing t6i rat mong nhén duogc sy chap thuan va hop téc cia Quy S& Y Té, hy vong mdi
quan hé giita Quy S¢ Y Té va Cong ty ¢b phan Dugc Liéu Trung Uong 2 ngay cang tbt dep.

Tran trong kinh chao.

Noi nhin:
-Nhur trén;
-Luu VT, TBV

Hoang Van Phic
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109 | Ephedrine Ephedrine Dung Hﬁ-pﬂlﬁng MSX 24 |300113029623) 01
Aguetant hydrochloride | dich tiém| = 10ml (VN-20793-17)
30mag/10mi 30mg

46, Cor s&¢ dang ky: Les Laboratoires Servier (8ia chi® 50 rue Carnot, 92284 Suresnes Cedex,
France)

46.1. Cor s& san xuat: Les Laboratoires Servier Industrie (9ia chi* 903, route de Saran, 43 520
Gidy, France)

110 | Matrizam Indapamide Vién nén [Hép, 6 vix 5 MNSX 24 (300110029723 01
1,5ma/10mal1,5mag; Amlodipine|  gidi vién (VN3-6-17)
(dwrdi dang phéng co
Amlodipine  |kiém soat
hesilate) 10mg

111 | Matrixam Indapamide Vién nén [Hdp, 6 vix 5 NSX 24 300110029823 01
1.5mg/5mg |1,5mg; Amlodipine|  gidi vién (VN3-T-17)
(durdi damg phong co
Amlodipine  |kiém soat
besilate) 5mg

47. Cor ser dang ky: Macleods Pharmaceuticals Limited (Bia chi> 304, Aflanta Arcade, Marof
Church Rd, Andhen (E), Mumbai, Maharashtra 400039, indig)

47.1. Cor sd¥ s&n xuat: Macleods Pharmaceuticals Limited (9is chi* Plot No. 1, 2 & 3, Mahim
Road, Near Kuldeep Nagar, Palghar {West), Thane 401404, Maharashtra State, India)

112 |Lansomac|Lansoprazol (dudi| Vién nang |Hop 3 vix| USP 24 (890110029923 01

k)] dang vi hat bao | cirng chira| 10 vién | hién (WVIN-20185-16)
tan trong rudt) | vihat bao hanh
30mg tan trong
rudt

47.2. Cor sd¥ s&n xuat: Macleods Pharmaceuticals Limited (9is chi Plot No. 25-27, Survey No.
366, Premier industrial Estafe, Kachigam, Daman-396210 (U.T), India)

113 | Rosuvastatin | Rosuvastatin | Vién nén| Hdp 3 vix | NSX 24 |880110030023 01
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Tim thay T két qua gidy ding ky thudi, ngupén gy 1am thudc theo tir khoa VNI-T-17.
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1 PHU LUC

2 DANH MUC KET QUA LUA CHON NHA THAU CUNG CAP THUOC NAM 2023 - 2024 (LAN 1)

3 GOI THAU SO 01: THUOC GENERIC

4 (Binh kém Quyvét dinh s6 1572/0D-SYT ngay 16 thing 12 néam 2022 ciia S6 Y té Péng Nai)

5 SO Y TE PONG NAI
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