Céng ty TNHH Dugc Phim IVY CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 14p - Tw do - Hanh phic

S6: 31/2024/CV-IVY TP Ho6 Chi Minh, ngay 15 thdang 07 ndm 2024
V& viée dinh chinh cap nhat thong tin thudc
trung thau

CONG VAN XIN PiNH CHINH CAP NHAT
THONG TIN THUOC TRUNG THAU

Kinh gitri: - SO Y TE TINH PONG NAI;

Tén nha thau: Cong ty TNHH Duoc phdm IVY

Dia chi: 110 Pudng sb 22, Khu Dan Cu Binh Ph, Phudng 11, Quéan 6, TP.HCM.
Dién thoai: 09 06625455

Ma s6 thué: 0316 0297 35

Dai dién : Ong Pham Déc Xun - Chirc vu: Giam déc

Cong ty TNHH Dugc phidm IVY. chén thanh cim on Quy S& di tao didu kién cho cong ty
chung t6i tham du d4u thau trong thoi gian vira qua.

Cin ctr Quyét dinh sb 1626/QD- SYT ngay 29 thang 12 nam 2022 cia Gidm déc S¢ Y
Déng Nai vé viéc phé duyét két qua lya chon nha thiu (l4n 2) G6i thau sé 01: Thube generic;

Can c& Quyét dinh s& 1417/QD- SYT ngay 01 thang 12 nim 2023 cta Giam déc S¢ Y &
Pdng Nai vé viéc phé duyét két qua lua chon nha thiu Géi thiu sé 7: Thude generic;

Cin ctt quy dinh vé thay déi thong tin thude tring thau tai didu 15 muc 3c cua théng tu
07/2024/TT-BYT ngay 17 thang 05 nim 2024 cia B§ Y Té;

Can cir Quyét dinh s6 3/QD-QLD ngay 03 thang 01 nam 2024 ciia Cuc Quén 1y Duge vé viée
ban hanh danh muc 231 thudc nuoc ngoai duoc cp, gia han gidy dang ky lwu hanh tai Viét
Nam- Dot 117.2; |

Can ¢t Quyét dinh sb 181/QD-QLD ngy 21 thang 03 nim 2024 cia Cuc Quan 1§ Duoc vé
viéc ban hanh danh muc 881 thudc san xudt trong nu6e dwge gia han gidy dang ky luu hanh tai
Viét Nam- Dot 193;

Can cir Quyét dinh sb 407 /QD-QLD ngay 19 thdng 06 nam 2024 ciia Cuc Quan 1y Duoc vé
viéc ban hanh danh muc 174 thudc nuéc ngoai dwoc gia han gidy ding ky luu hanh tai Viét
Nam- Pot 120;




Hién nay, san phdm Ciheptal 800, Vitamin - 3B, Chiamin-S Injection (250ml & 500ml),
Lilonton Injection 3000mg/i5ml cua cong ty chung t6i dd duge Cuc Quan Ly Duoc cép sé

diang ki méi va sp t6i s& duoc san xuét theo sb dang ki mdi nay. Vi vdy cdng ty ching t61 kinh
dé nghi quy S cho phép Cong Ty Thay doi cap nhat thong tin thube da tring thau, cu thé nhu

sau :
| Théng tin xin dinh chinh
, > P A
SIT| STT | iimtring | T00 | Quycien | TREC L .
HSMT P A g phan wong dong géi P So ding ky da | So déng ky xin thay
thau xuat . A £¢
tring thau doi
cip20ng | 8D G
= : : nhyra x 10ml : s = 893110207124
1 443 Ciheptal 800 | Piracetam 800mg/10ml dung dich pham Me. Pl VD-30417-18 (VD-30417-18)
&n Sun — Viét
e Nam
Cong ty Co
e 100mg + Hép 10 vix phén Dugc
2 490 | Vitamin-3B | YUAMnBl | 555 e+ | 10viénnang | phimMeDi | VD-30429-18 ST
+B6 +B12 3 - (VD-30429-18)
200mcg mem Sun - Viét
Nam
Thing 20 Siu Guan
Chiamin-S 3 s s chai 250ml Chem. Ind. 5 - 471110533024
: a3 Injection | Adamin® | 3%250ml | 4o Gich | Co,Lta- | VNVROBOSI8 | unoososts) |
tiém truyén Dai Loan ]
p Thung 12 Siu Guan
Chiamin-S . PRELE (e chai 500ml Chem. Ind. 4 : 471110533024
2 o Injection | Acidamin® | 3%:S00ml | 4o dich | Co,Ld- | YNZ0BSI8 | o\ o0895-18)
: tiém truyén Pai Loan |
< Siu Guan
Lilonton Hop 5 ong
S : : Chem. Ind. 471110019224 !
5 992 Injection Piracetam 3000me/15ml 15ml dung VN-21342-18 F
3000mg/15ml LUl e S has (Vhea-l)
ai Loan J

Chuing t6i xin cam két cac thong tin vé chét luong san pham khong thay ddi,va céc thdng tin
con lai nhu nha san xuat, dang bao ché.v.v. néu trén la khong c6 gi sai khac.

Kinh mong Quy S& Y Té chp nhan cong vin cua cong ty ching tbi.

TNHH
DUQC PHAM




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

. CUC QUAN LY DUQC Déc Iap - Tw do - Hanh phic
5: 181 /QD-QLD Ha Noi, ngay 21 thdng 03 ndm 2024
QUYET PINH

vé viéc ban hanh Danh muc 881 thude san xuit trong nwéc
dugc gia han gidy ding ky hru hanh tai Viét Nam - Dot 193

CUC TRUGNG CUC QUAN LY DUQC

Can cir Lugt Duege so 105/2016/QH13 ngay 06/4/2016,
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chiec nang, nhiém vu, quyen han va co cdu té chikc ciia B§ Y té;

Can cir Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cua Bj trucng By Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau 16 chite ctia Cuc Quadn Iy Duoe thuée
B Y té;

Cén cir Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 cua Bé truong B Y té
quy dinh viéc dang ky lwu hanh thuéc, nguyén liéu lam thuoc;

Can cie két lugn cia Hoi déng te van cdp gzay dang ky luu hanh thuoe, nguyén
liéu lam thuéc - Bo Y 16 dot 193 tai Cong van s6 15/HPTV-VPHD ngay 19/02/2024
cua Van phong Hoi dong twe van cap GPKLH thuéc, nguyén liéu lam thuéc;

Theo d@ nghi cia Ty rieomg phong Déng ky thuée, Cue Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 881 thudc san xuét trong
nude duge gia han gidy ding ky luu hanh tai Viét Nam - Bot 193, cu the

1. Danh muc 595 thudc san xuét trong nude duge gia han gidy ding ky luu
hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 285 thudc san xuét trong nudc duoe gia han gidy ding ky luu
hanh hiéu luc 03 nim (Phu luc 11 kem theo).

3. Danh muc 01 thubc san xuét trong nuée duge gia han gidy ding ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc Ill kém theo).

Diéu 2. Co s6 san XUat va co & dang ky thudc c6 trach nhiém:

1. San xuit thube theo ding céc ho s0, tai liéu da ding ky v6i Bo Y té va phai
in s6 dang ky duoc B6 Y te Viét Nam cép 1én nhan thudc.

2. Chi dugc san xuat, dua ra luu hanh cdc thude kidm soat ddc biét khi c6 Gidy
chiing nhén du diéu kién kinh doanh dugc pham vi kinh doanh thude phai kiém soat
dac biét phu hop véi pham vi hoat dong ctia co s& dap tmg quy dinh tai khoan 5 Piéu
143 Nghi dinh so 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mét
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhét tiéu chudn chét lugng cua thube theo quy dinh tai
Théng tu 56 11/2018/TT-BYT ngay 04/5/2018 ctia BO truong Bo Y té quy dinh vé
chét lugng thude, nguyén liu lam thude.

4. Thube duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhit ndi dung nhan thubc, to huéng dan sir dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B¢ truong BO Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 théng ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay dbi vé noi dung hanh chinh (bao
gdm ca mdu nhan va to& huéng dan sir dung thude) phai san xudt va luu hanh véi cac
nQi dung da dugc phé duyét thay déi trong hd so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc ctia gidy ding ky luu hanh thude, nguyén lidu lam thudc. Trong truong hop
khong con dép tmg du diéu kién hoat dong, co s dang ky phai c6 trich nhiém thuc
hién thay d6i co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khéng con du diéu kién hoat dong.

7. Co s& san xudt thude phal bdo dam cac diéu kién hoat ddng cua co s& san
xudt trong thoi han hiéu luc cua giay dang ky luu hanh thudc, nguyén liéu lam thube.

8. Cac thuoc dugc gia han giay dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc str dung so dang ky da cap trude khi gia han trong thoi han téi da 12 thang ké tur
ngay duogc cap sO dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phdi hop v6i céc co so didu tri dé thuc hién theo ding cac quy dinh hi¢n
hanh vé thubc ké don, theo ddi an toan, hiu qud, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, béo cdo theo quy dinh tai Diéu 5 Thong tu sé
08/2022/TT-BYT ddi véi céc thude trong Phu lyc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té céc tinh, thanh phd truc thude Trung wong va Gidm
dc co s& san xudt va co s dang ky c6 thudc tai Didu 1 chiu trich nhiém thi hanh
Quyét dinh nay./.

Noi nhgm:

- Nhu Diéu 4;

- BT. Dao Hong Lan (dé ble);
-TT. D6 Xuén T uyén (de b/c): T
- Cuc Quany - Bo Qudc phong, Cuc Y té - B§ Céng an; ||~ ';
- Cuc Y té GTVT - B Giao théng van tai; S
- Téng Cuc Hai quan - B9 Tai chinh;

- Bao hxem xd hgi Viét Nam; S X :
-BJ Y té: Vy PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cudng
B0, Vin phong HDTV cap GDKLH thuéc, NLLT;

- Vién KN thude TU, Vién KN thude TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién co giuong bénh truc thuje Bo Y té;

- Trung tdm mua sam tap trung thudc quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT:

Website;

- Luu: VT, DKT (C.H) (02b).
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TAI VIET NAM HIEU LUC 03 NAM - DQT 193

(Kém theo Quyét dinh s6 181 /OP-QLD ngay 21 thdng 03 ndam 2024

g Phu Iyc II
. DANH MUC 285 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

cuta Cuc Quan Iy Duogce)

STT| Tén thudce Hoat chét chinh - | Dang bao |Quy cich dong géi| Tiéu | Tudi | Sodingky | S6lin
Ham lwrong ché chuin | tho gia han gia han
(thang)| (S6 ding ky
di cip)
(€] 2) 3) (C) (5 (6) ) 3 (€]

1. Co sé diing ky: Céng ty c6 phin DTS Viét Nam (Dia chi: S6 18, t 51, phudng Quan Hoa, quan Cau Gidy, thanh phd Ha

Noi, Viét Nam)

1.1. Co s& san xuét: Céng ty ¢b phin duwge phim Nam Ha (Dja chi: $6 415 Han Thuyén, phudng Vi Xuyén, TP. Nam
Binh, tinh Nam Binh, Viét Nam)

1 |Ubiheal 200 Alpha lipoic acid Vién nang |Hop 5 vi x 6 vién; NSX 36 |893110195924 1
(thioctic acid) 200mg |mém Hop 10 vi x 6 vién, (VD-26669-17)
vi nhom - PVC
2 |Ubiheal 300 Acid thioctic 300mg |Viénnén |Hop 3 vix 10 vién; | USP 36 | 893110196024 1
bao phim |Hop 6 vix 10 vién, | hién (VD-27692-17)
vi Alu-Alu hanh

2. Co st ding ky: Cong ty ¢ phan dwge phdm Nam Ha (Dia chi: $6 415 duong Han Thuyén, phudng Vi Xuyén, Thanh phd
Nam Binh, Tinh Nam Dinh, Viét Nam)
2.1. Co sé sian xuéit: Cong ty cb phin dwoe phdm Nam Ha (Dia chi: S6 415 dudng Han Thuyén, phuong Vi Xuyén, Thanh
pho Nam Binh, Tinh Nam Binh, Viét Nam)

3 |Aceffex

Vitamin A (Retinol
palmitat) 300IU;
Vitamin D3
(Cholecalciferol)
501U; Vitamin Bl
(Thiamin
hydroclorid) 3mg;
Vitamin B2
(Riboflavin) 3mg;
Vitamin PP
(Nicotinamid) 10mg;
Vitamin B6
(Pyridoxin
hydroclorid) 3mg;
Vitamin B12
(Cyanocobalamin)
5ug (meg); St
sulfat 16,5mg; Calci
glycerophosphat
5mg; Magnesi
gluconat Smg;
Lysine HCl 25mg

Vién nang
mém

Hoép 12 vix 5 vién;
Hop 10 vix 10 vién

NSX

30

893100196124
(VD-17472-12)

4 |Ausginin

L-Ornithine L-
Aspartate 500mg

Vién nang

cimng

Hop 3 vix 10 vién;
Hoép 6 vi x 10 vién

NSX

30

893110196224
(VD-27955-17)
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|

0]



16

STT | - Tén thude Hoat chit chinh - | Dang bao |Quy cach dong géi| Tiéu | Tudi So dingky | So lan
Ham lwgng ché chuan | tho gia han gia han
(thang)| (SO ding ky
da cap)
1) ) 3) 4 (3) (6) ()] (8) %
109 |Bactamox 750 [Amoxicilin (dudi Thube b6t Hoép i lo x 750mg, NSX 24 893110206724 1
dang hon hop phatiém  |[Hop 10 lo x 750mg, (VD-28648-17)

Amoxicilin natri va
Sulbactam natri ty 1é
2:1) 500mg,
Sulbactam (dudi
dang hdn hop
Amoxicilin natri va
Sulbactam natri ty 1é
2:1) 250mg

(lo thuy tinh)

22.3. Co'sé' siin xuat: Chi nhanh Cong ty ¢6 phian duge phdm Agimexpharm - Nha may san xuét duwgc phdm
Agimexpharm (Dia chi: Duong Vii Trong Phung, Khém Thanh An, Phuong My Théi, TP. Long Xuyén, tinh An Giang, Viét

Nam)

110

Prednison Smg

Prednison Smg

Vién nang
clmng

Chai 1 tdi x 200
vién, ti nhém, chai
nhya HD

NSX

36

893610206824
(GC-292-18)

23. Co so diing ky: Cong ty ¢ phan dwge phim Khanh Hoa (Dia chi: S6 74 Puong Thonﬂ Nhat, Phuong Van Thing,
Thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam)

23.1. Co sé sin xuat: Cong ty c¢b phin dugc phim Khénh Héa (Dia chi: Dudng 2/4, Khém Péng Bic, Phudng Vinh Hoa,
Thanh ph6 Nha Trang, Tinh Khanh Hoa, Viét Nam)

111 |Katrypsin Fort |Alphachymotrypsin |Viénnén |[Hop2 vix 10 vién, | NSX 24 1893110206924 1
8400 IU phantan  |[Hop 10 vix 10 (VD-26867-17)
vién, Hop 50 vi x
10 vién, vi nhom
PVC
112 |Vitamin Bl Thiamin nitrat Viénnén |Hop 10 vix 10 DBVN 36 | 893110207024 1
250mg vién, vi nhém PVC; \Y% (VD-26869-17)
Hop 1 chai x 100

vién, Hop 1 chai x
200 vién, chai nhua
HDPE

24. Co' s diing ky: Céng ty ¢6 phan dwge pham Me Di Sun (Dia chi: S§ 521, Khu pho An Loi, Phiromg Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)

24.1. Co sé sin xuét: Cong ty cb phan dwge phim Me Di Sun (Dia chi: 86 521, Khu phé An Loi, Phuong Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)

113 |Ciheptal 800 Piracetam 800mg Dung dich |Hop 20 ong nhyrax | NSX 36 | 893110207124 1
uong 10ml (VD-30417-18)

114 |Daviplus M&i 10ml chira: Dung dich |Hép 20 éng x 10ml, | NSX 36 | 893100207224 1
Calci glucoheptonat {udng Hop 20 6ng x Sm! (VD-28668-18)

(twong duong 90mg
calci) 1100mg; Acid
ascobic 100mg;
Nicotinamid 50mg
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STT |- Ténthuoc | Hoatchatchinh- | Dangbao |Quy cich déng goi| Tiéu | Tudi | S6dingky | S6lan
Ham lugng ché chuin | tho gia han gia han
(thang)| (S0 diing ky
di cip)
(49) (2) 3 4 &) (6) () (8) ®
115 |Vitamin - 3B Thiamin mononitrat |Viénnang |Hop 10 vix 10 vién | NSX 36 | 893100207324 1

(Vitamin BI)
100mg; Pyridoxin
HCI (Vitamin B6)
200mg;
Cyanocobalamin
(Vitamin B12)
200pg (mcg)

mém

(VD-30429-18)

25. Co' s¢' diing ky: Cong ty ¢ phin Dwgc phdm Minh Din (Dia chi: Lo E2, duong N4, KCN Hoa X4, phuong Loc Hoa,
thanh phé Nam Binh, Nam Bijnh, Viét Nam)
25.1. Co s san xuat: Céong ty c phan Duge phim Minh Dan (Pja chi: L6 N8 - Duong N5 - KCN Hoa X4 - Phudng My
X4 - thanh phd Nam Binh - Tinh Nam BDinh - Viét Nam)

116 |Cephalothin 2g |Cephalothin (dudi  |Thudc bdt | Hop 01 lo, lo thuy | NSX 36 | 893110207424 1
dang cephalothin phatiém  [tinh loai dung tich (VD-26188-17)
natri) 2g 20ml
117 |Senitram 0,5g  |Ampicilin (duéi Thudc bot [Hop 1 lo, loai dung | NSX 36 | 893110207524 1
025g dang Ampicilin phatiém |[tich 20ml; Hop 10 (VD-26910-17)
natri) 0,5g; lo, loai dung tich

Sulbactam (dudi
dang Sulbactam

natri) 0,25¢

20ml

26. Co sé diing ky: Céng ty co phan dwgc phim Phwong Péng (Dia chi: Lb s6 07, dudng s6 2, Khu cong nghiép Tén Tao,
Phuong Tén Tao A, Quén Binh Tan, Thanh phé Hb Chi Minh, Viét Nam)
26.1. Co sé san xuit: Cong ty cé phin duge phim Phwong Pong (Dia chi: L6 s6 07, duong s6 2, Khu cong nghiép Tén
Tao, Phuong Tén Tao A, Quan Binh Tén, Thanh phd Hé Chi Minh, Viét Nam)

118

Dasoltac 400

Mbi 6ng 8ml chira:
Piracetam 400mg

Dung dich
uéng

Hép 12 6ng x 8ml,
Hép 24 6ng x 8ml,
Hop 36 6ng x 8ml,
Hop 48 bng x 8ml,
mang PVC PE

NSX

36

893110207624
(VD-25760-16)

119

Kitno

Calci carbonat
(twong duong
250mg Calci) 625mg

Vién nén
nhai

Hoép 3 vi x 10 vién,
Hép 5 vix 10 vién,
Hdp 6 vi x 10 vién,
Hop 10 vix 10
vién, vi nhém/PVC;
Chai 30 vién, Chai
60 vién, Chai 100
vién, chai nhua
HDPE

NSX

36

893100207724
(VD-27984-17)

120

Vigahom

Mabi ong 10ml dung
dich chira: Sét
gluconat dihydrat
431,68mg tuong
duong Sat 50mg;
Mangan gluconat
dihydrat 11,65mg
tuong duong
Mangan 1,33mg;
Péng gluconat Smg
twong duong Péng
0,7mg

Dung dich
udng

Hop 10 6ng x 10ml;
Hop 20 6ng x 10ml;
Hoép 39 éng X 10ml;
Hop 50 éng x 10ml

NSX

36

893100207824
(VD-28678-18)

C
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(STT |, Ténthubc | Hoatchatchinh- | Dang bao | Quy cach dong goi| Tieu | Tudi | Sb dingky | S lin
Ham lwong ché chuin | tho gia han gia han
(thang)| (SO diing ky
da cp)
(6] 2) 3) @ )] (6) @) (8 ®
283 |Tagimex Cimetidin 300mg Vién nang [Hop 10 vix 10 NSX 36 (893110224124 1
cung vién; Chai 100 vién (VD-29600-18)
284 |Telgate 120 Fexofenadin Viénnang |HOp 3 vix 10 vién; | NSX 36 893100224224 1
hydroclorid 120mg  |ciing Hop 10 vix 10 (VD-29601-18)
vién; Chai 50 vién;
Chai 100 vién
285 |Zinic Kém (twong duong {Viénnang |Hop 10 vix 10 NSX 36 |893110224324 1
kém gluconat clrng vién; Chai 100 vién (VD-29602-18)
105mg) 15mg
Ghi chi:

1. Cdch ghi tiéu chuan chat legng thuéc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nhéa san xudt (TCNSX), Tiéu chuan co s¢ (TCCS), In-house cé y nghia tuong dwong nhau, la tiéu
chudn chdt lugng thuée do co s¢ san xudt xdy diwng va déu cé thé duoc ghi trén nhdn thuéc.

- Cdch viét tit ede tiéu chudn chét hiong duge dién: Dugc dién Viét Nam (DD VN), Duge dién Anh (BP), Dugc dién My (USP),

Duege dién Nhét Ban (JP), Duge dién Trung Quée (CP), Duoc dién Chau du (EP), Duge dién Quidc té (IP)...

2. 86 dang ky tai ¢t (8):
- §6 deing ky gia han la s6 ddng ky duoc cdp theo quy dinh tai Phu luc VI Thong ne 08/2022/TT-BYT ngay 05/09/2022 ciia Bo

trucmg Bo Y té quy dinh viée deang ky heu hanh thuée, nguvén lidu lam thudc.

- 86 ding ky da cdp (duoc ghi trong ngodc don) la s6 ding ky dé dwoe cdp trueie khi thude duege gia han theo quyét dinh nay.
3. Cac thuoc tai Phu luc nay: sau khi hét han gidy ding ky heu hanh, trong hé so gia han phai b6 sung dit li¢u lam sang chirng minh

an toan hiéu qua cua thuée dé Hoi dong tue vén cdp gidy ding ky heu hanh thude, nguyén ligu lam thuoc xem xét viéc gia han

GDKLH (trie s6 thir t 124).

* HUN S



A e Ce BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
i n. iy (a0 QUAN LY DUGC Pic 1ap - Ty do - Hanh phic
= \\Sé: 407 /QD -QLD Ha Noi, ngay 19 thdng 06ndm 2024
QUYET DINH

Vé viée ban hanh danh myc 174 thude nwée ngoai
dwgc gia han gidy ding ky luu hanh tai Viét Nam - Dot 120

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Ludt Duoc 50' 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND- CP ngay 15/11/2022 cia Chinh phu quy dinh
chike nang, nhiém vy, quyen han va co cdu té chire ciia Bé Y té:

Can cir Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cua B¢ trucng B Y 1é quy
dinh chitc ndng, nhiém vy, quyén han va co cdu té chirc ciia Cuc Quan Iy Duge thude
Bj Y1é;

Can cit Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bj trucng Bé Y té quy
dinh viéc dang ky hew hanh thudéc, nguyén liéu lam thuoc

Cdn cit két lugn cua Hpi dong tir van cdp gzay ddng ky leu hanh thude, nguyén
liéu lam thuée - Bo Y ié dot 120 tai Cong van so 48/HDTV-VPHD ngay 22/05/2024
cua Vin phong Hgi dong tw van cap GDKLH thuéc, nguyén liéu lam thuée;

Theo dé nghi ctia Truong phong Déng ky thuéc - Cuc Quan Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 174 thudc nudc ngoai
dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 120, cu thé:

1. Danh muyc 155 thudc nuée ngoai duge gia han gidy ding ky luu hanh hidu
luc 05 nam — Dot 120 (Phu Iuc I kém theo).

4. Danh muc 19 thube nude ngoai duge gia han gidy ding ky luu hanh hiéu luc
03 nam — DO’t 120 (Phu lyc II kém theo).

Diéu 2. Co s san xuat va co s ding ky thude ¢6 trach nhiém:

1. San xuat cung cap thudc vao Viét Nam theo ding Cac hé so, tai lidu da ding
ky v&i Bo Y té va phai in s0 ding ky dugc B6 Y té Viét Nam cp 1én nhén thube.

2.C hap hanh day du phap ludt cia Viét Nam va cdc quy dinh ctia B6 Y té vé
san xuét, nhap khu thudc va luu hanh thube tai Viét Nam, néu cé bt cir thay d6i gi
trong qua trinh luu hanh thuoc ¢ nudce so tai va 6 Viét Nam thi phai bao cdo ngay cho
Cuc Quan Iy Dugc - B6 Y té Viét Nam.

3. Thue hién viéc cdp nhat tiéu chudn chit luong cia thude theo quy dinh tai

Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctua Bo truong Bo Y té quy dinh vé

chat lugng thude, nguyén liéu lam thude, Théng tu s6 03/2 020/TT-BYT ngay

22/01/2020 cta Bo trudng Bo Y té sira ddi, bd sung mot s diéu cla Théng tu
l 1/2018/TT-BYT quy dinh vé chat lugng thude, nguyén lidu lam thude.

4. Thudc duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hé so cap nhit ndi dung nhan thude, to hudng dan sir dung thudce theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia B6 trudng BoY té thi phai thuc
hién cap nhét theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugce gia han glay dang ky Iuu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thude duge gia han
gidy déng ky luu hanh theo Quyét dinh nay c6 thay dbi v& noi dung hanh chinh phai
san xuit va luu hanh véi céc noi dung da duge phé duyét thay ddi trong hd so gia han.




6. Co so dang ky thudc phéi bao dam duy tri diéu kién hoat dong trong thoi han
higu lue cua gidy dang ky luu hanh thube, nguyén liéu 1am thudc. Trong truong hop
khong con dap {mg du diéu kién hoat dong, co so déng ky phdi c6 trach nhi¢m thuc
hién thay ddi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& ding ky khong con da dieu kién hoat dong.

7. Co sé& ding ky thube phai bdo cdo B6 Y té (Cuc Quan ly Dugc) vé& cdp nhat
tinh trang dép ing Thuc hanh tot san Xuét cta CO SO san Xuat thuoc nguyén liéu lam
thude. Trudng horp co s& san xuét bi thu hdi gidy phép san xuét hoic khéng dap Ung
Thye hanh t6t san xuét thudc, nguyén liéu lam thude & nude sé tai, co s phai thuc
hién viéc bao cao trong thoi han 15 ngay ké tir ngay ¢6 thong béo clia co quan quan ly
¢6 tham quyén nuéc s& tai theo quy dinh tai diém d khoan 1 Dieu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mot sb diéu va bién
phap thi hanh Luét Duogc.

8. Cac thLOC dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duogc nep
tue str dung so déng ky da cap trudc khi gia han trong thdi han ti da 12 thang ké tir
ngay duoc cap sO dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thoéng tu s6 08/2022/TT-BYT.

9. Phdi hop véi céc co sd didu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thubc ké don, theo ddi an toan, hi¢u qua, tdc dyng khong mong mubn cua
thube trén nguoi Viét Nam va tong hop, béo cdo theo quy dinh tai Diéu 5 Thong tu sd
08/2022/TT-BYT dbi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh ¢ hiéu lue ké tir ngay ky ban hanh.

Dleu 4. Gidm déc S¢ Y té cac tinh, thanh phé truc thude trung wong, giam ddc
nha san xuat va co s¢ dang ky c6 thudc tai Piéu 1 chiu trich nhiém thi hanh Quyét
dinh nay./.

Noi nhgn: CUC TRUONG
- Nhu Biéu 4; /:"f";’,‘b

- B§ truong (dé b/c); Vs ""‘4%,, \

- TTr. Bd Xuén Tuyén (de blc); e CL}C \\

- Cue Quan Y - B§ Quéc phong, Cuc Y té - Bo Cong a lsi QUAMN LY |5}

Cuc Y té GTVT - Bo Giao théng vén tai;
- Téng Cuc Hai quan - B Tai chinh;

- Bao h1em X4 hoi Viét Nam; L YT < =
- B3 Y té Vu PC, Cuc QLKCB, Thanh tra Bo, Van i Tuan Cudng
phong HDTV cap GPKLH thubc, NLLT;

- S& Y té céc tinh, thanh phé truc thuge Trung uong;

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

- Téng Céng ty Duge VN-CTCP:

- Céc Cong ty XNK duge pham;

- Cac Bénh vién & Vién c6 giudng bénh trye thuge BYT;

- Trung tdm mua sém tap trung thudc quéc gia;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).
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Phu fue I

DANH MUC 19 THUOC NUGC NGOAI PUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - BOT 120

(Kém theo Quyét dinh so: ../OBD-QLD, ngay 19./06./2024cua Cuc Quan ly Dwoc)

STT | Tén thuoe | Hoatchdtchinh | Dang | Quyecach | Titu | Tudi S6 dang ky S6
— Ham lwgng bao cheé | doéng géi | chuan | tho gia han lan
(thing) (S6 ding ky gia
da cfnp) han
@ 2) 3) @) 3 ©) () ()] ©)
1. Co'sé dang ky: Ajanta Pharma Limited (Pja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)
1.1. Co s& sdn xuat: Ajanta Pharma Limited (Dja chi: 31-O, MID.C, Chikalthana, Aurangabad
431210 Maharashtra State, India)
1 Fexihist Fexofenadin Hén dich | Hop 1 NSX 24 890100531524 | 01
hydroclorid 60mg | uéng Chai x (VN-19380-15)
60ml
2. Co' s0 diing ky: Cong ty TNHH DKSH Pharma Viét Nam (Pia chi: S6 23 Dai Lo Doc Ldp, Khu
cong nghiép Viét Nam - Singapore, Phucng Binh Hoa, Thanh phé Thudn An, Tinh Binh Duong, Viét
Nam)
2.1. Co sé san xuit: Nang Kuang Pharmaceutical Co., Ltd. (Dja chi: No. 1001, 1001-1, Zhongshan
Rd., Xinhua Dist., Tainan City, Taiwan)

2 Isotera Docetaxel Dung Hop 1 lo NSX 24 471114531624 | 01
Injection trihydrate dich ddm | Iml (VN2-578-17)
Concentrate | 21,34mg (twong | diic dé
20mg/ml duong docetaxel | pha tiém

- 20mg) truyén
tinh
mach
3. Co s& diing ky: Cong ty TNHH Duge pham va TBYT Phwong Lé (Dia chi: Lé D3/D6 KDT méi
Cau Gidy, phwang Dich Vong, qudn Cau Gidy, thanh phé Ha Ni, Viér Nam)
3.1. Co sé san xudt: Incepta Pharmaceuticals Ltd. (Pja chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka, Bangladesh)
3 Esonix Esomeprazol Viénnén | Hop 3 vix | NSX 24 894110531724 | 01
40mg (dudi dang bao tan 10 vién (VN-13622-11)
Esomeprazol trong
Magnesi rudt
Trihydrat) 40mg
4. Co sé diing ky: Cong ty TNHH RV Group Viét Nam (B;a chi: 86 94-96, duwong Nguyén Vin
Kinh, Phudng Thanh My Loi, Thanh phd Thi Piee, Thanh phé H6 Chi Minh., Viét Nam)
4.1. Co sé san xuét: Naprod Life Sciences Pvt. Litd. (Dia chi: Plot No. G-17/1, MIDC, Tarapur,
Boisar, Dist. Palghar 401506 Maharashtra State, India)

4 4-Epeedo- | Epirubicin | Bét dong | Hop 1 Io NSX 24 890114531824 | 01

50 hydrochlorid | kho pha (VN3-287-20)
50mg | ti€ém i
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STT | Tén thude | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky So
—Ham lwgng | baoché | dong goi | chudn | tho gia han lan
(thing) | (Sodingky | gia
da cip) han
(€] (2) 3) “) (3) (6) (@) 8 ®
12 Oxuba Oxaliplatin 50mg | Bot déng | Hop 1 Lo NSX 24 778114532624 01
khoé pha (VN2-484-16)
tiém
13 Paclihope Paclitaxel Dung Hop 1 lo USP 24 778114532724 01
300mg/50ml dichdam | 50ml hién (VN2-485-16)
ddc pha hanh
truyén
{inh mach

8. Co s ding ky: Macleods Pharmaceuticals Limited (Dia chi: 304, Atlanta Arcade, Marol Church

Road, Andheri (East), Mumbai, Maharashtra 400059, India)

8.1. Co sé san xuat: Macleods Pharmaceuticals Ltd. (Dia chi: Phase-1I, Plot No. 25-27, Survey No.

366, Premier Industrial Estate, Kachigam, Daman — 396210, India)

14 Maclevo- Levofloxacin Viénnén | Hop2 vix | NSX 24 890115532824 | 01
250 hemihydrate twong | bao phim | 5 vién (VN-13772-11)
duong levofloxacin
250mg
9. Co s& diing ky: Naprod Life Sciences Pvt. Ltd. (Pia chi: 304, 3 RD Floor, Town Centre, Near
Mittal Estate, Andheri Kurla Road, Andheri (East), Mumbai — 400059, India)
9.1. Co sé san xuit: Naprod Life Sciences Pvt. Ltd. (Dja chi: Plot No. G-17/1, MIDC, Tarapur,
Boisar, Dist. Palghar 401506 Maharashtra State, India)

15 Taceedo-80 | Docetaxel (dugi | Dung HoéplLo | NSX 24 890114532924 | 01
dang Docetaxel dich ddm | x 2ml, kém (VN3-283-20)
trihydrate) 80mg | dic dé 1 lp 6ml

pha dung | dung méi
dich tiém | ethanol
13% (ki/tt)
10. Co s¢ diing ky: Siu Guan Chem. Ind. Co., Ltd. (Pja chi: No. 128, Shinmin Road, Hunei Village,
West District, Chiayi City, Taiwan)
10.1. Co sé san xuat: Siv Guan Chem. Ind. Co., Ltd. (Dia chi: No.128, Shinmin Road, Hunei
Village, West District, Chiayi City, Taiwan)
16 Chiamin-S  |[D-Sorbitol 12,5g, Dung Thung 20 | NSX 48 471110533024 | 01
Injection Glycin 1117,5mg, L-| dich tiém | Chai x (VN-20895-18)
Arginin HC1 750mg, | truyén | 250mi;
L-Histidin HCI-H20 Thing 12
345mg, L-Isoleucin Chai x
720mg, L-Leucin 500ml

817.5mg, L-Lysin
HCI1 902,5mg, L-
Methionin 720mg,
L-Phenylalanin
480mg, I.-Threonin
480mg, L-
Tryptophan 240mg,

L-Valin 720mg

NN G g




STT | Tén thude | Hogtchéitchinh | Dang | Quyecach | Tieu | Tubi So6 ding ky S6
— Ham lwgng bao ché dong goi chuén tho gia han lan
(thing) | (Sodingky | gia
di cap) han
1) 2) 3) “) [6)) (6) (7 8) 9)
17 Chiamin-S- |D-Sorbitol 1000mg, | Dung Hop gdm NSX 60 471110533124 01
2 Injection  |Glycin 200mg, L- | dich tiém | 5 6ng tiém (VN-14366-11)
Arginin HCI 160mg, (20ml)
L-Histidin
HCI-H20 80mg, L-
Isoleucin 110mg, L-
Leucin 246mg, L-
Lysin HCIl 446mg,
L-Methionin
142mg, L-
Phenylalanin
174mg, L-Threonin
108mg, L-
Tryptophan 36mg,
L-Valin 122mg
11. Co sé ding ky: Torrent Pharmaceuticals Limited (Dja chi: Torrent House, Off Ashram Road,
Ahmedabad-380 009, Gujarat, India)
11.1. Co sé san xuit: Torrent Pharmaceuticals Ltd. (Dia chi: Indrad- 382 721, Tal: Kadi, City:
Indrad, Dist: Mehsana, India)
18 Azukon MR | Gliclazide 30mg |Viénnén | Hop 10vi | NSX 24 890110533224 01
phong x 10 vién (VN-12682-11)
thich chdm
11.2. Co sé san xuit: Torrent Pharmaceuticals Ltd. (Dia chi: Village: Bhud & Makhnu Majra,
Tehsil: Baddi-17320S, Distt: Solan (H.P.), India)

19 Nebicard-5 | Nebivolol (du6i | Viénnén | Hép Svix | NSX 36 890110533324 | 01
dang Nebivolol 10 vién (VN-11375-10)
hydrochloride)

Smg

Ghi chu:

!. Cdch ghi tiéu chudn chdt hegng thudc tai cot (6): :

- Nhé san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house ¢é y nghia twong
duong nhau, I tiéu chudn chdt lugng thuéc do co s6 san xudt xdy dung vé déu co thé duwepe ghi trén nhan thudc.
- Cdch viét tdt cdc tiéu chudn chdt legng duge dién: Duoc dién Viét Nam (DDVN), Duge dién Anh (BP), Dugc
dién My (USP), Dugc dién Nhdt Ban (JP), Duege dién Trung Quéc (CP), Duvc dién Chéu du (EP), Dige dién
Qudc té (IP)....

2. 86 dang ky tai cot (8):

- S6 ddng ky gia han la sé dang ky dwge cdp theo quy dink tai Phu luc VI T hong nr 08/2022/TT-BYT ngay
05/09/2022 ciia By truong Bé Y té quy dinh viée ding ky lew hanh thude, nguyén liéu lam thuoc.

- 86 dang ky da cdp (dwgc ghi trong ngodc dom) la s6 déing ky da dwgc cdp trude khi thude duge gia han theo
quyét dinh nay.

3. Cde thude sé thirtw 1, 5, 16 tai Phu luc nay: sau khi hét han gidj{da"’ng ky luu hanh, t'rong'ho: so gia han phai
b6 sung di liéu lam sang chirng minh an toan hiéu qua cua thuce dé Hoi dong tu van cdp gidy dang ky luu hanh
thuéc, nguyén liéu lam thudc xem xét viéc gia han GDKLH. -

4. Cde thude s6 thirtw 2,4, 7, 8, 9, 10, 11, 12, 13, 15 tai Phu luc néy: cdn tiép tuc theo dbi an toan — hiéu qua
theo quy dinh tqi Diéu 5 Thong tu s6 08/2022/TTBYT ngay 05/09/2022. : E
5. Cdc thudc s6 thir te 3, 6, 14, 17, 18, 19 tai Phu luc nay: sau khi hét han gidy ding ky lru hanh, khong tiép
tuc gia han do ho so dang ky ldn ddu chia bién soan theo mdu ACTD.




%Dt Cue Quan
TR BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
7 2 CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phiic

S6: 3  /QP-QLD Ha Ngi, ngay 03 thdng 01ndm2024

QUYET DPINH
Ve viéc ban hanh danh muc 231 thuéc nwéc ngoai
dworc cap, gia han gidy diing ky lwu hanh tai Viét Nam - Dot 117.2

CUC TRUGNG CUC QUAN LY DUQC

Can cir Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc nang, nhiém vy, quyen han vé co cdu t6 chire cia Bg Y 16

Cdn cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia B6 truong Bo Y 1é quy
dinh chitc nang, nhiém vu, quyén han va co cdu 16 chitre cia Cuc Quan Iy Dugce thugc
Bj Y té:

Can cie Thong tw 56 08/2022/TT-BYT ngay 05/09/2 2022 cia B¢ trucong By Y 1é quy
dinh viéc dang Ky luu hanh thude, nguyén liéu lam thuoc

Can cur ket ludn cua Hgpi dong tir van cdp gidy dang ky luu hanh thuo&} nguyén
liéu lam thuéc - By ¥ 16:

Theo dé nghi ciia Trucng phong Dang ky thuéc - Cuc Quan Iy Dugre.

QUYKLT DINH:

Bleu 1. Ban hanh keém theo Quyét dinh nay danh muc 231 thudc nude ngoai
duoc cép, gia han gidy dang ky luu hanh tai Viét Nam - Dot 117.2, cu thé:

1. Danh muc 01 thudc nudc ngoai dugc cap gidy dang ky luu hanh hiéu luc 05
nam - Dot 117.2 (tai Phu luc I kém theo).

2. Danh muc 206 thudc nuée ngoai duoc gia han gidy dang ky luu hanh higu
lue 05 nam - Dot 117.2 (Phu luc Il kém theo).

3. Danh muc 24 thudc nudc ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 nam - Dot 117.2 (Phu luc Ill kém theo).

Didu 2. Co s6 san Xuét va co s& dang ky thudc c6 trach nhiém:

1. Cung cép thude vao Viét Nam theo ding cdc hd so, tai liéu da déng ky véi
BoY téva phai in hodc dan sb dang ky duoc By Y té cap lén nhan thude.

2 Chap hanh day du phép luat ctia nuéc CHXHCN Viét Nam va céc quy dinh
cta Bo Y té vé nhép khiu thubc va luu hanh thude tai Viét Nam, néu c6 bt cir thay
doi gi trong qué trinh luu hanh thuoc O nudc so tai va & Viét Nam thi phai bdo cao
ngay cho Cuc Quan ly Dugc - B4 Y té Viét Nam.

3. Thye hién viéc cap nhat tiéu chudn chit lugng cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B§ truéng B Y té quy dinh v& chat
lugng thude, nguyén liéu lam thude.

4. Cép nhat nhan thudc va to huéng dan str dung thuoc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua B truomg Bo Y té quy dinh ghi nhan thudc,
nguyén liéu lam thube va to huéng dan sir dung thude theo hinh thic thay d6i, bd sung
gidy ding ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong BO Y té dbi voi thude chua cdp nhat ndi dung nhan thude, t& huéng din
str dung thubc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo
truong Bo Y té.




5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duogc gia han
c'la.y dang ky luu hanh theo Quyet dinh nay c6 thay doi vé noi dung hanh chinh (bao
gom ca mau nhan va to hudng dan sir dung thuoc) phai nhap khiu va luu hanh véi cac
néi dung da dugce phé duyet thay dbi trong hd so gia han.

6. Phdi hop véi céc co s& didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké dom, theo ddi an toan, hiéu qua, tac dung khong mong mubn cla
thudc trén ngudi Viét Nam va tong hop, bdo céo theo quy dinh tai Piéu 5 Thong tu sb
08/2022/TT-BYT ngay 05/9/2022 cta Bo truong Bo Y té quy dinh viée dang ky luu
hanh thude, nguyén lidu 1am thudc déi véi cac thude thudc Danh muc tai Phu lyuc 111
ban hanh kém theo Quyét dinh nay.

7. Co so déng ky thude phai dam béo duy tri diéu kién hoat ddng trong thoi gian
hiéu luc cia gidy dang ky luu hanh thude, nguyén liéu 1am thude. Trong trudng hgp
khong con dap Gng du diéu kién hoat dong, co sé dang ky phai ¢4 trach nhi¢m thuc
hién thay ddi co s& ding ky theo quy dinh tai Thong tu so 08/2022/TT-BYT ngay
05/9/2022 cta Bo trudng Bé Y té trong thdi han 30 ngay ké tir ngdy co s& diang ky
khong con di diéu kién hoat dong.

8. Co so dang ky thude phai béo cao B Y té vé cap nhat tinh trang dap (ng
Thuc hanh tot san xudt clia €O SO san Xuét thuoc nguyén liéu lam thuée. Trudng hop
CO SO san xuét bi thu hdi gidy phép séan xuét hodc khong dap tmg Thuc hanh t6t san
xuat thudc, nguyén liéu lam thube & nude s tai, co s& phai thuc hién viéc bao 4o
trong thoi han 15 ngay ké tir ngay c¢6 thong bao clia co quan quan ly co thdm quyén
nude s tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6 54/2017/ND-CP
ngdy 08/5/2017 ctia Chinh pht quy dinh chi tiét mot sé didu va bién phap thi hanh
Luat Dugc,

Diéu 3. Céc thube duge gia han gidy dang ky luu hanh tai Quyet dinh nay duoc
tiép tuc sir dung s6 déng ky da cap trude khi gia han trong thoi han t6i da 12 thang ké
tlr ngay dugc cap so déng ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tur s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.

Dleu 5. Giam doc SO Y té cac tinh, thanh phé truc thude trung uong, giam doc
nha san xuit va co s& dang ky c6 thude tai Didu 1 chiu trich nhiém thi hanh Quyét
dinh nay./.

Noi nhin: CUC TRUOGNG
- Nhu Biéu 5; e

- Bg trudng (dé blc);

- TTr. D6 Xuan Tuyén (de blc);

-CucQuin'Y - B§ Qudc phong, Cuc Y té - Bo Cong
Cuc Y t€ GTVT - B) Giao théng vén tai;

- Tong Cuc Hai quan - B Tai chinh;

- Bao h:em X4 hoi Viét Nam; ). " >
- Bo Y té& Vu PC, Cyc QLKCB, Thanh tra Bo, Van i Tuan Cuwong
phong HDTV cép GPKLH thube, NLLT;

- 86 Y té cac tinh, thanh phd truc thude Trung vong;

- Vién KN thude TU. Vién KN thubc TP. HCM;

- Téng Cong ty Duqc VN-CTCP;

- Céc Cong ty XNK dugc phﬁm

- Cac Bénh vién & Vién c6 giudng bénh truc thuge BYT:

- Trung tAm mua sém tap trung thudc quoc gia;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuyc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).
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Phuy luc 11

DANH MUC 206 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 117.2

(Ban hanh kém theo quyét dinh s6: ... 3......../QD-QLD, ngay 03../.01/2024 ciia Cuc Qudn Iy Duoc)

STT | Tén thuéc | Hoat chitchinh | Dang | Quycach | Tieu | Tudi S6 ding ky S6
— Ham lwgng bao ché | dong g6i | chuin tho gia han lin
(thang) | (SO dingky | gia
da cép) han
(49) 2) 3) 4 &) (6) () () ®)
1. Co so diing ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co sé san xuit: Laboratorios Recalcine S.A (Dia chi: Av. Carrascal No 5670, Quinta Normal,
Santiago, Chile) ;
1 Estraceptin | Vién mau tring Viénnén | Hop 1 vix | NSX 36 780110000224 | 01
o hoat tinh: bao phim | 28 vién, (VN-17085-13)
Desogestrel gbm 21
0,15mg , Ethinyl vién mau
estradiol 0,02mg; tréng co
Vién mau vang ¢o hoat tinh,
hoat tinh: Ethinyl 2 vién
estradiol 0,01 mg mau xanh
Iuc chi
chuata
duoe, 5
vién mau
vang co
hoat tinh
1.2. Co s sin xuit: PT. Abbott Indonesia (Pia chi: Jl. Raya Jakarta- Bogor Km. 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
2 Brufen Ibuprofen Hén dich | Hop 1 lo x | NSX 36 899100000324 | 01
100mg/5mi ubng 60mi (VN-21163-18)
1.3. Co s& san xudt: Sophartex (Dia chi: 21 rue du Pressoir, 28500 Vernouillet, France)
3 Hidrasec Racecadotril Vién Hop2vix | NSX 36 300110000424 | 01
100mg 100mg nang 10 vién; (VN-21653-19)
cing Hoép 3 vix
10 vién
4 Hidrasec Racecadotril Thube Hop 16 NSX 24 300110000524 01
10mg 10mg/goi bot ubng | goi (VN-21164-18)
Infants
5 Hidrasec Racecadotril Thudc Hop 30 NSX 24 300110000624 01
30mg 30mg/gbi bot udng | goi (VN-21165-18)
Children

2. Co s¢ dang ky: Agio Phamaceuticals Limited (Dja chi: 4-38, Nandjyot Industrial Estate, Kurla
Andheri Road, Safed Pool, Mumbai Mumbai City Maharashtra 400072, India)
2.1. Co sé san xuat: Agio Phamaceuticals Ltd. (Dja chi: T- 81, 82. M.1D.C., Bhosari, Pune 411026
Maharashtra State, India)
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STT | Tén thudc | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 dang ky So
—Hamiwgng | baoché | dénggéi | chuin | tho gia han lin
(thang) | (Sodangky | gia
| di cap) han
@) @) ©) ) B e @ ®) ©)
90. Co sé ding ky: Sanofi-Aventis Singapore Pte. Ltd. (Pja chi: 38 Beach Road #18-11, South
Beach Tower, Singapore (189767), Singapore)
90.1. Co sé san xuat: Sanofi Aventis S.A (Dia chi: Ctra. C-35 La Batlloria a Hostalric, Km 63,09,
17404 Riells I Viabrea (Girona), Spain)

190 | Depakine Natri valproat Viénnén | Hop 1 lo NSX 36 840114019124 | 01
200mg 200mg khang 40 vién (VN-21128-18)

acid da

day
91. Co sé diing ky: Siu Guan Chem. Ind. Co., Ltd. (Dia chi: No. 128, Shinmin Road, Hunei Village,
West District, Chiayi City, Taiwan)
91.1. Co sé& san xuit: Siu Guan Chen. Ind. Co., Ltd. (Pia chi: No. 128, Shinmin Road. Hunei
Village, West District, Chiayi City, Taiwan)

191 | Lilonton Piracetam Dung Hop 5 6ng | NSX 48 471110019224 | 01
Injejetion | 3g/15ml dich tiém | tiém 15ml (VN-21342-18)
3000mg/15mi

92. Co s¢ diang ky: Sun Pharmaceutical Industries Limited (Dia chi: UB Ground, 5 & AMP; 6th
Floors, Sun House, CTS No. 201, B/l, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra, India)

92.1. Co sé san xuat: Sun Pharmaceutical Industries Limited (Pia chi: SEZ Unit-I, Plot No. A-41,
Industrial Area, Phase VIIIA S.A.S Nagar (Mohali)-160071, Punjab, India)

192 | Sunvesizen | Solifenacin Viénnén | Hop 3 vix | NSX 24 890110019324 | 01
Tablets succinate 10mg bao phim | 10 vién (VN-21447-18)
10mg

92.2. Co sé sin xuat: Sun Pharmaceutical Industries Ltd. (Dia chi: Halol-Baroda Highway, Halol-
389350, Dist. Panchmahal, Gujarat State, India)

193 | Chemodox | Doxorubicin Thube Hop1lox | NSX 24 890114019424 01
hydrochloride tiém 10ml (VN-21967-19)
2mg/ml liposome

93. Co s& dang ky: Tedis (Dja chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
93.1. Co' sé' san xuat: Ferrer Internacional, S.A. (Pia chi: ¢/. Joan Buscalla 1- 9 - 08173 - Sant
Cugat del Vallés - Barcelona, Spain)

194 | Anginovag | Mi 1ml dung Dung Hop 1 lo NSX 48 840100019524 01
dich chira: dich xit | 10mlva (VN-18470-14)
Dequalinium hong mdt dau
chloride 1mg; phun
Beta-
glycyrrhetinic acid
(enoxolone)
0,6mg;

Hydrocortisone
acetate (,6mg;
Tyrothricin 4mg;

Lidocain HCI 1mg
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- Cdch viét tdt cdc tiéu chudn chdt luong dugc dién: Duoe dién Viét Nam (DDVN), Dugc dién Anh
(BP), Duge dién My (USP), Duge dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chdu
au (EP) Duge dién Quoc té (IP) ...

2 So dang ky tai cot (8):

- 86 ddang ky gia han la sé ding ky deoc cdp theo quy dinh tai Phu luc VI Thong tu 08/2022/TT-BYT
ngay 05/09/2022 cua Bo truong Bo Y té quy dinh viéc dang ky luu hanh thuoc nguyén liéu lam thudc.
- 86 ddang ky da cdp (duoe ghi trong ngodic don) la s6 i dang ky da dwoc cdp trede khi thude dige gia
han theo quyét dinh nay.




