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Nha Trang, ngay 14 thang 05 nam 2025

Kinh girt SO Y TE TINH NINH THUAN
’ V/v: B6 sung so dang ky cua ihuoc da (rung ihau ‘

Can cu Quyet dinh so KQ2400544691_250225152I ngay 25/02/2025 cua 

So Y te Ninh Thuan ve vice phe duyet ket qua lira chon nha thau qua mang cua 

goi thau Goi so 01: Goi thau thuoc Generic, thuoc ke hoach lira chon nha thau Ke 

hoach lira chon nha thau cung cap thuoc dir toan mua sam tap trung thuoc nam 

2024 cua So Y te, thuoc dir an/dir toan mua sam Dir toan mua sam tap trung thuoc 

nam 2024 cua So Y te;
*» \ f

Cong ty TNHH Dirqc Pham Hoang Kim co trung thau goi so 1, trong do co 

mat hang Tranfaximox (Amoxicilin 250mg + acid clavulanic 125mg) co so dang 

ky cii: VD-26834-17 (QD gia ban so 62/QD-QLD cua Cue Qudn ly dirac ngay 

08/02/2023)
•• * * 

San pham da dirge Cue Quan Ly Dugc ban hanh so dang ky moi theo Quyet

dinh so 853/QD-QLD ngay 19 thang 12 nam 2024.
t t

Vi vay, bao bi san pham Tranfaximox vdi so dang ky cu da sir dung het. 

Hien tai tren bao bi san pham Tranfaximox la so dang ky moi. Cu the nlur sau:

So dang ky 
moi in tren 
bao bi san 

pham

So dang ky 
cu da tning 

than

Ten boat 
chat-Ham 

I iro n g

Ten thuong 
mai

Hang SX - NuocMa so SX

Amoxicilin 
250mg + acid 

clavulanic 
125mg

Cong ty co phan 
Dugc pham Ha 
Tay - Viet Nam

G10135 Tranfaximox VD-26834-17 893110310700



Be dap ung kip thai cho viec cung ung san pham Tranfaximox cho cac dan
/ r y f

vi Y te. Cong ty kinh xin So Y Te dong y cho cong ty cung ung san pham vai so 

dang ky mai.

Tran trong./.

DAI DIEN HOP PHAP CUA NHA THAu
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PHU LUC: DANH MUC THUOC GENERIC DE NGHI THAY DOI SO DANG KY

So luong cung 
ung theo So 
dang ky tai 
quyet djnh 

KQ2400544691_ 
2502251521

So luong 
cung ung 
theo So 
dang ky 

nioi

So dang ky moi 
in tren bao bi 

san pham

Ten thuoc 
trung thau

So dang ky cu da 
trung thau

So luong 
trung thau

Ma
XT t)VT Ten co’ so*Thuoc

Benh vien tilth 
Ninh Thuan

50.00050.000 0

G10135 Tranfaximox Vien VD-26834-17 893110310700

TTYT Thuan 
Nam

10.00010.000 0

Tong 60,00060,000 0
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CUC QUAN LY DUQC
COjNG HOA XA HOI CHU NGH1A VIET NAM 

Doc lap - Tir do - Hanh phuc

^S6: 853 ’ /QD-QLD t Ha Noi, ngay \9 thdng \2 nam 2024

QUYET D|NH
Ve vice ban hanh Danh nine 373 thuoc, nguyen lieu lam thuoc san xuat 
trong niro'c duoc gia han giay dang ky lu u hanh tai Viet Nam - Dot 215

CUC TRUONG CUC QUAN LY DUOC

Can cuLuat Dime so 105/2016/QH13 ngay 06/4/2016;
Can cu Nghi tfinh so 95/2022/ND-CP ngay 15/11/2022 cita Chtnh pirn guy 

dink chue nang, nhiim vy, quyen han va ca can to chue cua Bo Y te;
Can cir Quyet dinh so 1969/QD-BYT ngay 26/4/2023 cua Bo truang Bo Y te 

guy dinh chue nang, nhiim vu, quyen han va ca can to chue cua Cue Quan ly Duoe 
thuoc Bo Y te;

Can civ Thong tie so 08/2022/TT-BYT ngay 05/09/2022 cua B6 truang Bo Y te 
quy dinh viec dang ky: luu hanh thuoc, nguyen lieu lam thuoc;

Can cu kit liian ciia Hoi dong tu vein cap gidy dang ky: luu hanh thuoc, 
nguyen lieu lam thuoc - Bo Y te dot 215 tai Cong van so 99/HDTV-VPHD ngay 
21/11/2024 ciia Van phdng Hoi dong tu van cap GDKLH thuoc, nguyen lieu lam 
thuoc; \ /

Theo de nghi cua Truang phdng Dang ky> thuoc, Cue Quan ly Dime.

QUYET DJNH:

Dieu I. Ban hanh kem theo Quyet dinh nay danh muc 373 thuoc, nguyen 
lieu lam thuoc san xuat trong nirac duoc gia ban giay dang ky luu hanh tai Viet 
Nam - Dot 215, cu the:

1. Danh muc 225 thuoc, nguyen lieu lam thuoc san xuat trong nuoc duoc gia 
^harrgity^dang kyjuu hanh hiiu lire 05 riam {Plm luc 1 kem theo). /

2. Danh muc 126 thuoc san xuat trong nuoc duoc gia han giay dang ky luu 
hanh hieu lire 03 nam (Phu luc 11 kem theo).

3. Danh muc 22 thuoc san xuat trong nuoc duoc gia han giay dang ky luu 
hanh hieu lire den 31/12/2025 {Phu luc 111 kem theo).

Dieu 2. Co so san xuat va co so dang ky thuoc co trach nhiem:
1. San xuat thuoc theo dung cac ho so, tai lieu da dang ky voi Bo Y te va 

phai in hoac dan so dang ky duoc Bo Y te Viet Nam cap len nhan thuoc.
2. Chi duoc san xuat, dua ra luu hanh cac thuoc kiem soat dac biet khi co 

Giay chung nhan du dieu kien kinh doanh duo’c pham vi kinh doanh thuoc phai 
kiem soat dac biet phu hop voi pham vi boat dong cua co so dap ung quy dinh tai 
khoan 5 Dieu 143 Nghi djnh so 54/2017/NB-CP ngay 08/5/2017 ciia Chlnh phu 
quy dinh chi tiet mot so dieu va bien phap thi hanh Luat Duoc.

3. Thuc hien viec cap nhat tieu chuan chat luong cua thuoc theo quy djnh tai 
Thong tu so 11/2018/TT-BYT ngay 04/5/2018 cua Bo truang Bo Y te quy dinh ve

» » t

chat luong thuoc, nguyen lieu lam thuoc.
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4. Thudc duac gia han giay dang ky luu hanh tai Quy^t dinh nay nhung chua 

nop ho so cap nhat noi dung nhan thuoc, to hudng dan su dung thuoc theo quy dinh 
cda Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y te thi phai 
thuc hien cap nhat theo quy dinh tai diem b Khoan 1 Dieu 37 Thong tu so 
01/2018/TT-BYT trong thoi han 12 thang kk tu ngay duqc gia han giay dang ky luu 
hanh.

•> f *

5. Sau 12 thang ke tu ngay ky ban hanh Quyet dinh nay, cac thuoc duac gia 
han gidy dang ky luu hanh theo Quyet dinh nay co thay doi ve noi dung hank chinh 
phai san xuat va luu hanh voi cac noi dung da duac phe duyet thay doi trong ho so 
gia han.

6. Co sd dang ky thuoc phai bao dam duy tri dieu kien boat dong trong thdi
r f *

gian hieu lire cua giay dang ky luu hanh thuoc, nguyen lieu lam thuoc. Trong 
trudng hop khong con dap ung du dieu kien boat dong, ca sa dang ky phai co trach 
nhiem thuc hien thay doi ca sd dang ky theo quy dinh tai Thong tu sd 08/2022/TT-

•y >

BYT trong thdi han 30 ngay ke tu ngay ca sd dang ky khong con du dieu kien boat 
dong.

f f • ' •7. Co sd san xuat thudc phai bao dam cac dieu kien boat dong cua ca sd san 
xuat trong thdi han hieu lire cua giay dang ky luu hanh thudc, nguyen lieu lam 
thudc.

a r r

8. Cac thudc duac gia han giay dang ky luu hanh tai Quyet dinh nay duac
r r t t

tiep tuc su dung sd dang ky da cap trude khi gia han trong thdi han tdi da 12 thang
<7 r f

ke tu ngay duac cap sd dang ky gia han theo quy dinh tai Phu luc VI ban hanh kem 
theo Thong tusd 08/2022/TT-BYT.

... 9. Phdihgp vdi cac ca sd dieu tri de thuc hien theo dung.cac quy dinh hien
hanh ve thudc ke dan, theo doi an toan, hieu qua, tac dung khong mong muon cua

r f \

thudc tren ngudi Viet Nam va tong hop, bao cao theo quy dinh tai Dieu 5 Thong tu 
sd 08/2022/TT-BYT doi vdi cac thudc trong Phu luc II ban hanh kem theo Quyet 
dinh nay.

Dieu 3. Quyet dinh nay cd hieu luc ke tu ngay ky ban hanh.
r r r

Dieu 4. Giam ddc Sd Y te cac tinh, thanh phd true thudc Trung uang va 
Giam doc ca sa san xuat va ca sa dang ky co thuoc tai Dieu 1 chm trach nhiem thi 
hanh Quyet dinh nay./.

-^CUC TRUONGNffi nhan:
- NhirDieu 4;
- BT. Bao Hong Lan (de b/c);
- TT. Bo Xuan Tuyen (d§ b/c);
- Cue Quan y - Bo Quoc phong. Cue Y te - Bo Cong an; \\
- Cue Y te GTVT - Bo Giao thong van tai;
- Tong Cue Hai quan - Bo Tai chinh;
- Bao hiem xa hoi Viet Nam;
- Bo Y ik Vu TC, Cue QLYBCT, Cue QLKCB, Thanh tra 
Bo, Van phong HBTV dp GBKLH thudc, NLLT;
- Vien KN thuoc TU', Vien KN thu6c TP. HCM;
- Tong Cong ty Buoc Viet Nam - Cong ty CP;
- Cac Benh vien, Vien co giuong benh true thuoc Bo Y te;
- Trung tarn mua sam tap trung thuoc quoc gia;
- Cue QLB: P.QLKBD, P.QLCLT, P.PCHN, P.QLGT; 
Website;
- Liru: VT, BKT (C.H) (02b).
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Phu I ye I
DANH MUC 225 THUOC, NGUYEN LIEU LAM THUOC SAN XUAt TRONG NUOC BUQC GIA HAN GIAY 

DANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DOT 215
(Kem iheo Quyef dinh so 853 /QD-QLD ngciy 19 thong 12 nam 2024

cua Cue Quan ly Dime)

Ten thuoc Moat chat cliinh - 
Ham luong

Tu6i So dang ky 
gia ban 

(So dang ky 
da cap)

SoSTT Quy each dong goi Ticu
chuan

Dang bao 
chel lantho

(tilling) gia
ban

(2) (3) (7) (9)(0 (D (5) (6) (8)

1. Co1 so'dang ky: Cong ty co phan 23 thang 9 (Dja chi: 11 Tan H6a. phuong 14, quan 6, thanh pho Ho Chi' Minh. Viet 
Nam)

LI. Co'so’san xuat: Cong ty co phan 23 thang 9 (Dja chi: 11 Tan H6a. phuong 14. quan 6, thanh pho Ho Chi Minh, Vi^t 
Nam)

Hop 10 ong x 2.5ml; 
Hpp 20 ong x 2.5ml; 
Hop 30 ong x 2,5ml; 
Hpp 10 ong x 5ml; 
Hpp 20 ong x 5ml; 
Hpp 30 ong x 5ml: 
Hop 10 ong x 10ml; 
Hpp 20 ong x 10ml; 
Hop 30 ong x 10ml

Batiwell Bromhexin 
hydroctorid 
0.8mg/l ml

36 893100284700 
(VD-3I011-18)

Dung djeh NSX 1
uong

Hpp 10 ong x 5ml, 
Hop 20 ong x 5ml. 
Hpp 30 ong x 5ml

Liver NTB Arginin hydroclorid 
1000mg/5ml

Dung djeh 
uong

2 NSX 36 893110284800 
(VD-29605-18)

2. Ceso' dang ky: Cong W co phan Diro'c - Vat tir y te Thanh Hoa (Dja chi: So 232 Tran Phu, plmong Lam Son, thanh pho 
Thanh Hoa, tinh Thanh Hoa, Viet Nam)

2.1. Co'so san xuat: Cong ty co phan Diroc - Vat tir y te Thanh Hoa (Dja chi: So 04 dirang Quang Trung, phoong Ngpc 
Trao. thanh pho Thanh Hoa, tinh Thanh Hoa, Viet Nam)

3 Cloromycetin Cloramphenicol
250mg

Vien nen Lp 100 vien; Hop 10 DDVN 
vi x 10 vien

36 893115284900
(VD-28246-17)

1
V

3. Co' so dang ky: Cong t>' co phan dime Apimcd (Dja chi: 263/9 Ly Thuong Kiet, Plurong 15, Quan 11, thanh pho Ho Chi 
Minh, Viet Nam)

3.1. Co' so san xuat: Cong ty co phan diroc Apimcd (Dja chi: Dircmg N!. cum cong nghiep Phu Thanh - VTnh Thanh, xa 
VTnh Thanh, huypn Nhon Trach, tinh Dong Nai, Viet Nam)

Thuoc com 
pha dung 
djeh uong

Apimuc 200 Acetylcystein 200mg Hop 20 goi x Ig; 
Hop 30 goi x Ig

4 24 893100285000
(VD-31475-19)

NSX

Hon djeh 
uong

Apixodin 30 Fexofenadin 
hydroclorid 0,6% 
(w/v)

5 Hop I chai x 30ml, 
Hpp 20 goi x 5ml

NSX 24 893100285100
(VD-32605-19)

Paclovir Acyclovir 5% (w/w)6 Kern boi da Hop I tuyp x 5g; 
Hpp 1 tuyp x 1 Og

USP38 24 893100285200 
(VD-31496-19)

4. Co1 so' dang ky: Cong ty Co phan Du'O'c Danapha (Dja chi: 253 Dung ST Thanh Khe, Phirong Thanh Khe Tay, Quan 
Thanh Khe, TP. Da Nang, Viet Nam)

4.1. Co- so' san xuat: Cong ty Co phan Du’O'c Danapha (Dja chi: 253 Dung ST Thanh Khe, Phuong Thanh Khe Tay, Quan 
Thanh Khe, TP. Da Nang, Viet Nam)
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rr* a •luoi So dang ky 

gia ban 
(So dang ky 

da cap)

SoHoat chat chinh *■ 
Ham Iiro'ng

Ten thuoc rin* ATieu
chuan

Quy each dong goiDang bao 
che

STT
lantho

(thang) gia
han

(6) (7) (8) (9)(2) (3) (4) (5)(1)
17.1. Cff so1 san xuat: Cong ty co phan diroc pham Ha Tay (Dja chi: To dan pho so 4, phirang La Khe, quan Ha Dong, 
thanh pho Ha Noi, Viet Nam)

Alverin citrat 
40mg

Alverin citrat 40mg Vien nen Hop 1 lo x 100 vien 893110310000 
(VD-25171-16)

29 NSX 36 1

Thudc bpt
r

uong
Calcidvn Calci carbonat (tuong 

img voi 500mg calci) 
1250mg; Vitamin D3 
440IU

Hop 30 goi x 3g30 NSX 24 893100310100
(VD-31105-18)

1

Cam cum 
Pacemin

Clorpheniramin 
maleat 0,33mg; 
Paracetamol lOOmg

Siro Hop 1 lo x 60ml NSX 24 893100310200
(VD3-161-21)

31 1

ID-Arsolone 4 Methylprednisolon
4mg

Vien nang 
cirng

Hop 3 vi x 10 vien NSX 36 893110310300
(VD-30387-18)

32 1

Hop 3 vi x 10 vien33 Nikoramyl 5 Nicorandil 5mg Vien nang 
cimg

NSX 24 893110310400
(VD-30393-18)

1

Hop 3 vi x 10 vien34 Pimatussin Codein phosphat 
lOmg; Guaifenesin 
50mg; Loratadin 5mg

Vien nang 
mem

NSX 24 893101310500
(VD-20444-14)

1

Hop 4 vi x 5 ong x 
10ml, hop 4 vi x 5 
ong x '5ml

Dung djeh 
uong

35 Saihasin Piracetam 1200mg NSX 36 893110310600
(VD-25526-16)

1

Tranfaximox^ fVi’en nen^P6^ Ainoxicilin (duoi 
dang Amoxicilin 
trihydrat) 250ing; 
Acid clavulanic (duoi 
dang Kali clavulanat) 
125mg

Hop 2 vi x 10 vien 24 j 893110310700/ 
(VD-26834-17)

NSX 1
I phan tan^

18. Co so dang ky: Cong ty Co phan Du’oc pham Imexpharm (Dja chi: So 4, duong 30/4, phirdng 1, thanh pho Cao Lanh, 
tinh Dong Thap, Viet Nam)

18.1. Co’ so san xuat: Cong ty Co phan Du'oc pham Imexpharm (Dia chi: So 4, dirong 30/4, phuong 1, thanh pho Cao 
Lanh, tinh Dong Thap, Viet Nam)

Thuoc bot 
pha lion dich 
uong

893110310800
(VD-30404-18)

1Hop 12 goi x 0,8g NSX 24Amoxicilin (duoi 
dang amoxicilin 
trihydrat) 200mg

Pharmox 20037

19. Co so dang ky: Cong ty co phan diroc pham Me Di Sun (Dja chi: So 521, Khu pho An Loi, Phirdng Hoa Lgi, Thi xa 
Ben Cat, Tinh Binh Dirong, Viet Nam)

19.1. Co’ so san xuat: Cong ty co phan du’9’c pham Me Di Sun (Dja chi: So 521, Khu pho An Loi, Phuong Hoa Lpi, Thi xa 
Bin Cat, Tinh Binh Duong, Viet Nam)

893100310900
(VD-2292M5)

1Hop 10 vi x 10 vien NSX 36Glucosamin sulphat 
kali clorid (tuong 
dirong Glucosamin 
295,9mg) 500mg

Vien nang 
cimg

Medi-glucosamin38




