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xin chan thanh cam an Quy Sa Y te ve su quan tam, giup da va tao dieu kien de cong ty 

_ . -.chung toi,phan phoi hang hoa trong suot thai gian qua.
C5n cu Quyet djnh so 08/QD-SYT ngay 05/01/2024 cua Giam doc Sa Y te Ninh 

Thuan ve viec phe duyet ket qua lira chon nha thau Goi so 1 - Goi thau Thuoc Generic va 

vSc xin nam 2023 va Thong bao so 83/TB-SYT ngay 08/01/2024.
Can cu Quyet djnh so 777/QB-QLD ngay 19/10/2023 cua Cue truang Cue Quan ly 

* * *
Dugc ve viec ban hanh danh muc 191 thuoc nuac ngoai dugc gia han giay dSng ky luu
hanh tai Viet Nam - Dot 115.2.

Nha thau la dan vi trung thau mat hang Cefanew ((Thanh phan, ham luang: 

Cefalexin 500mg), so d5ng ky: VN-20701-17, san xuat bai S.C.Antibiotice S.A. - 

Rumania.
% * % * % 

Bang v5n ban nay nha thau kinh mong dugc Ben mai thau chap thuan cho nha thau
dugc dieu chinh so dang ky cua mat hang trung thau theo quyet dinh ban hanh danh muc

f t

191 thuoc nuac ngoai dugc gia han giay dang ky luu hanh tai Viet Nam - Dgt 115.2. theo 

thong tin cu the nhu sau:

So dSng ky 
theo QP trung 

thau

So dang ky xin 
dieu chinh

Nong do, 
ham lirang

Ten boat 
chat

Do’n vi 
tinh

Ma Ten thuocSTT thuoc

Vien VN-20701-17 594110403923G10280 Cefanew Cefalexin 500mg

- Tong so lugng trung thau: 360.000 vien.
- S6 lugng da cung ung theo so dang ky cu VN-20701-17: 15.000 vien.
- So lugng xin dieu chinh theo so dang ky gia han 594110403923: 345.000 vien.

\ * * 
Ngoai thong tin dieu chinh neu tren, cac thong tin con lai cua thuoc trung thau
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khong thay doi. Nha thau cam ket tinh trung thuc, chinh xac cua thong tin va tai lieu cung cap.
t >

Kinh mong dugc sir chap thuan cua Ben mai thau.
Tran trong !

DAI DI$N HOP PHAP NHA THAU
\M DOCNffi nhqn:

f?/ CONG TY 
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tWS'W*m&r CQNG HOA XA HOL CHU NGHIA VIET NAM 
Doc lap - Tu* do - Hanh phiic

BQ Y TE 
eye QUAN LY DU'OC

S6: 777 /QD-QLD

•07:00

•?
Ha N6i, ngay 19 lhanglOnam 2023

n QUYET fMNH
Ve viec ban hanh danh muc 191 thuoc nuoc ngoai 

dirac gia han giay dang ky luu hanh tai Viet Nam - Dot 115.2

?

eye TRUdNG cue QUAN ly duoc
Can cu Luat Dirac so J 05/2016/QH13 ngay 06/4/2016;
Can cu Nghj djnh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phii quy 

dink chirc nang, nhiem vu, qnyen han va co edit to chuc cua Bo Y te;
Can cu Quyet djnh so 1969/QD-BYT ngay 26/4/2023 cua Bo trudng Bo Y te 

quy djnh chuc nang, nhiem vu, quyen han va co cdu to chuc cua Cue Qudn ly 
Duoc thuoc Bo Y te;

Can cu Thong tu so 08/2022/TT-BYT ngay 05/09/2022 cua Bo trudng Bo Y 
te quy djnh viec dang ky lint hanh thuoc, nguyen lieu lam thuoc;

Can cu ket ludn cua Hoi dong tu van cap gidy dang ky luu hanh thuoc,
f *

nguyen lieu lam thuoc - Bo Y te;
Theo de nghj cua Truong phdng Dang ky thuoc - Cue Qudn ly Duoc.

QUYET DINH:
Bieu 1. Ban hanh kern theo Quyet djnh nay danh muc 191 thuoc mrcrc 

ngoai dirge gia han giay d&ng ky luu hanh tai Viet Nam - Dot 115.2, cu the:
1. Danh muc 177 thude nuoc ngoai duoc gia han giay dang ky luu hanh 

hieu luc 05 nam (Phu luc 1 kern theo).
2. Danh muc 09 thuoc nuoc ngoai duoc gia han giay dang ky luu hanh 

hieu luc 03 nam (Phu luc 11 kern theo).
3. Danh muc 05 thuoc nude ngoai duoc gia han giay dang ky luu hanh 

den 31/12/2025 (Phu luc 111 kem theo).
Bieu 2. Co sd san xuat va co sd dSng ky thuoc co trach nhiem:
1. Cung cap thuoc vao Viet Nam theo dung cac ho so, tai lieu da dang ky 

vdi Bo Y te va phai in hoac dan so dang ky duoc Bo Y te cap len nhan thuoc.
2. Chip hanh day du phap luat cua nude CHXHCN Viet Nam va cac quy 

djnh cua Bo Y t4 vh nhap khku thuoc va luu hanh thu6c tai Viet Nam, neu cd bat 
cu thay ddi gi trong qua trinh luu hanh thuoc d nude sd tai va d Viet Nam thi 
phai bao cao ngay cho Cue Quan ly Duoc - Bo Y te Viet Nam.

3. Thuc hien viec cap nhat tieu chu§n chat lugng cua thuoc theo quy djnh 
tai Thong tu sd 11/2018/TT-BYT ngay 04/5/2018 cua Bo trudng Bo Y t§ quy 
djnh ve chat lugng thuoc, nguyen lieu lam thuoc.

4. Thude dugc gia han gmy dang ky luu hanh tai Quyet djnh nay nhung 
chua nop hd so cap nhat ndi dung nhan thude, td hudng din su dung thude theo 
quy djnh cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bd trudng Bd Y 
td thi phai thuc hien cap nhat theo quy djnh tai diem b Khoan 1 Dieu 37 Thong 
tu sd 01/2018/TT-BYT trong thdi han 12 thang ke tu ngay dugc gia han giay 
d3ng ky luu hanh.
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5. Sau 12 thang ke tir ngay ky ban hanh Quyet dinh nay, cac thuoc dugc 
gia han giay dang ky luu hanh theo Quyet djnh nay co thay doi ve noi dung hanh 
chinh (bao gom ca mau nhan va ta huang dan su dung thuoc) phai nhap khau va 
luu hanh vai cac noi dung da dugc phe duyet thay doi trong ho so gia han.

6. Phoi hgp vai cac ca sa dieu tri de thuc hien theo dung cac quy dinh 
hien hanh ve thuoc ke dan, theo doi an toan, hieu qua, tac dung khong mong

r * +

muon cua thuoc tren nguai Viet Nam va tong hgp, bao cao theo quy dinh tai 
Di§u 5 Thong Ur s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bp trucmg Bp Y ti 
quy dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc doi vai cac thuoc 
thuoc Danh muc tai Phu luc II ban hanh kern theo Quyet dinh nay.

7. Ca sa dang ky thuoc phai dam bao duy tri dieu kien boat dong trong 
thai gian hieu luc cua giay dang ky luu hanh thuoc, nguyen lieu lam thuoc. 
Trong truang hgp khong con dap ung du dieu kien boat dong, ca sa dang ky 
phai co trach nhiem thuc hien thay doi ca sa dang ky theo quy dinh tai Thong tu 
so 08/2022/TT-BYT ngay 05/9/2022 cua B6 truang B6 Y te trong thai han 30 
ngay ke tu ngay ca sa dang ky khong con du dieu kien boat dong.

8. Ca sa dang ky thuoc phai bao cao Bo Y te ve cap nhat tinh trang dap
ft t * *

ung Thuc hanh tot san xuat cua ca sa san xuat thuoc, nguyen lieu lam thuoc. 
Truang hgp ca sa san xuat bi thu hoi giay phep san xuat hoac khong dap ung 
Thuc hanh tot san xuat thuoc, nguyen lieu lam thuoc a nuac sa tai, ca sa phai 
thuc hien viec bao cao trong thai han 15 ngay ke tu ngay co thong bao cua ca 
quan quan ly co tham quyen nuac sa tai theo quy dinh tai diem d khoan 1 Dieu 
100 Nghi dinh so 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi 
tiet mot so dieu va bien phap thi hanh Luat Dugc.

Dieu 3. Cac thuoc dugc gia han giay dang ky luu hanh tai Quyet dinh nay 
dugc tilp tuc su dung so dang ky da cap truac khi gia han trong thai han toi da 
12 thang k§ tu ngay dugc cap so dang ky gia han theo quy dinh tai Phu luc VI 
ban hanh kem theo Thong tu so 08/2022/TT-BYT.

Dieu 4. Quyet dinh co hieu luc ke tu ngay ky ban hanh.
Dieu 5. Giam doc Sa Y te cac tinh, thanh pho true thuoc trung uang, giam 

d6c nha san xuat va ca sa dang ky co thuoc tai Dieu 1 chiu trach nhiem thi hanh 
Quyet djnh nay./.
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CIJC TRUCKNGNffi nhan:
- Nhu Dieu 5;
- Bp trircmg (de b/c);
- TTr. Do Xuan Tuyen (de b/c);
- Cyc Quan Y - Bp Quoc phong, Cue Y te - Bp CongJag( QUAN 
Cue Y te GTVT - Bp Giao thong van tai;
- Tong Cue Hai quan - Bp T&i chinh;
- BAo hiem XS hpi Vipt Nam;
- Bp Y t6: Vy PC, Cue QLKCB, Thanh tra Bp, V3n 
phong HDTV cip GDKLH thu6c, NLLT;
- S6 Y te c^c tinh, thanh ph6 true thuoc Trung uang;
- Vien KN thude TU', Vien KN thu6c TP. HCM;
- Tong Cong ty Dupe VN-CTCP;
- C&c Cong ty XNK dupe phSm;
- C£c Bpnh vien & Vien cd giu^rng benh trpe thuoc BYT;
- Trung tam mua s3m lap trung thuoc quoc gia;
- Cac phong Cyc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cue; Website Cyc QLD.
- Luu: VT, DKT (2b) (NT).
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Phu iuc I

DANH MUC 177 THU<JC NU'OC NGOAI DU0C GIA HAN GIAY DANG KY LlTU HANH
TAI VIET NAIM HIEU Ll/C 5 NAIM - DQfT 115.2

(Ban hanh kem theo quyet rfjnh so: .111...... /QD-QLD, ngay \9,,/\Q./2023.cua Cue Quart ly Dirac)

Tuoi So dang ky 
gia han 

(So dang ky 
da cap)

SoTen thuoc Boat chat chinh 
- Ham lirong

Quy each 
dong g6i

Tien
chuan

STT Dang 
b&o chc lanthg

(thing) gia
han

(21 (41 151 (61 (21m (21
1. Co* sa dang ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23- 
28 DUO Tower Singapore 189352, Singapore)
1.1. Cffsasan xuat: PT. Abbott Indonesia (Dja chi: Jl. Raya Jakarta - Bogor Km 37, Kel. Sukamaju, 
Kec. Cilodong, Depok, Jawa Barat, Indonesia) %

Com pha
hon djeh *
uong

Klacid Clarithromycin
125mg/5ml

Hop 1 lo 
30 ml; 
Hop 1 lo 
60 ml

NSX 24 899110399323 
(VN-16101-13)

01 G TY
HAN
PHAM

QUANG-
2. Co so dang ky: Actavis International Ltd. (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luqa, 
LQA 6000, Malta)
2.1. Co so san xuat: Actavis Ltd. (Dia chi: BLBQ16, Bulehel Industrial Estate, Zejtun ZTN3000, 
Malta)

NSX 535110399423 
(VN-20899-18)

01Telmisartan 40mg Vien nen Hop 2 vi x
14 viSn

36Actelsar2

2.2. Co so san xuat: Baikanpharma - Dupnitsa AD (Dia chi: 3 Samokovsko Shosse Str., 2600 
Dupnitsa, Bulgaria)

Vien nen NSX 36 380100399523
(VN-19552-16)

01Bromhexin
Actavis
8mg

Bromhexine
hydrochloride
Bmg

Hop 1 vi x 
20 vien

3

2.3. Co so san xuat: Norton Healthcare Limited T/A Ivax Pharmaceuticals UK (Dia chi: Aston 
Lane North, Whitehouse Vale Industrial Estate, Runcorn, WA7 3 FA, United Kingdom)

Hon dich Hop 30 
khi dung ong 2ml

500110399623 
(VN-15282-12)

01NSX 24Budcsonide
Teva
0,5mg/2ml

Budesonide
0,5mg/2ml

4

2.4. Co so san xuat: Teva Czech Industries s.r.o. (Dia chi: Ostravskd 305/29, Komarov, 747 70, 
Opava, Czech Republic)

NSX 859114399723 

(VN-18835-15)
01Ciclosporin 25mg Vien

nang
mem

Hop 5 vi x 
10 vien

24Equoral
25mg

5

3. Co so dang ky: Ajanta Pharma Limited (Dia chi: Ajanta House, 98, Government Industrial Area, 
Charkop, Kandivli (West), Mumbai-400 067, India)
3.1. Co so san xuat: Ajanta Pharma Limited (Dia chi: Plot No. B-4/5/6, MlDC, Paithan, 
Aurangabad 431148 Maharashtra State, India)
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Ten thuoc Hoat chat chinh 
- Ham liroTig

So dSng ky 
gia ban 

(So dang ky 
da cap)

SoTuoiSTT Dang 
bao chc

Quy each 
dong goi

I 1CU
chuan Iantho

(thang) gla
ban

(I) (2) (?) (4) (5) (6) (7) (8) (9)
Ceozime
Capsule

Cclecoxib 200mg Vicn
nang
cCrng

NSX43 Hop 3 vi x 
10 vien

36 880110403523 
(VN-21121-18)

01t

27. Cor sff dang ky: Cong ty TNHH Dirac pham Bach Viet (Diet chi: So 146 ngo 230 Dinh Cong 
Thircmg, P. Dinh Cong, Q. Hoang Mai, Ha Npi, Viet Nam)
27.1. Co1 so* san xuat: Rafarm S.A. (Dia chi: Thesi Pousi - Xatzi Agiou Louka, Paiania Attiki, TK 
19002, TO 37, Greece)

Aceclonac Aceclofcnac Vicn nen H6p4vix 
baophim 10 vien

NSX 36 520110403623 0144
1 OOmg (VN-20696-17)

28. Co- so* dang ky: Cong ty TNHH Duffc pham Do Ha (Dia chi: So 30 tap the Tran Phu, ngo 105, 
duemg Nguyen Phong Sac, to 16 phxrang Dich Vong Han, quan Cau Gidy, thdnh pho Ha Noi, Viet 
Nam)
28.1. Co' sff san xuat: Antibiotice S.A. (Dia chi: Sir. Valea Lupului nr. 1, 707410, Iasi, Romania)

Praverix
500mg

Amoxicillin (dudi 
dang Amoxicillin 
trihydrat) 500mg

Vien
nang
cCrng

Hop 1 vi x 
10 vien; 
Hop 100 
vix 10 
vien

NSX 594110403723 
(VN-16686-13)

0145 24

28.2. Cffsdsan xuat: Laboratories Lesvi, S.L. (Dja chi: Avda. Barcelona, 69 08970 Sant Joan Despi 
(Barcelona), Spain)

Ondansetron 
(dirdi dang 
Ondansetron

Vien nen 
bao phim

NSX 36 840110403823 
(VN-17006-13)

0146 Dloe 8 Hop 6 vi x
5 vicn. 
Hop 5 vi x
6 vienhydrochloride 

dihydrate) 8mg
28.3. Cff so1 san xuat: S.C. Antibiotice S.A. (Dja chi: Sir. Valea Lupului nr. 1, Iasi, Jud. Iasi, cod 
707410, Romania)

594110403923 
(VN-2070i-T7)

Gefanew Cefalexin(dirdi 
dang Cefalexin 
monohydrat) 
500mg

Vien
nang
cCrng

Hop 100 
vi x 10 
vien; Hop 
10 vix 10 
vien; Hop 
I vix 10 
vien

NSX 24 0147

28.4. Cff sff san xuat: The Acme Laboratories Ltd. (Dia chi: Dhulivita, Dhamrai, Dhaka, 
Bangladesh)

Hop 1 lo 
bot de pha 
50ml hon 
dich uong; 
6ng nho 
gipt 2,5ml; 
Coc dong 
10ml

NSX 894110404023 
(VN-18243-14)

01CP Cefpodoxim 
(dirdi dang 
cefpodoxim 
proxetil) 
40mg/5ml

Bot pha 
hon dich 
uong

2448


