CONG HOA XA HOI CHU NGHIA \”IET NAM
REXTON . Poc lap - Tu do — Hanh phuc

cong ty Cb ph?m Rexton
s&: 166/REX-MKGI SYT

Vv thay d6i 56 déing ko san pham tring tha Tp Hé Chi Minh, ngay 16 thang 06 nam 2025

KiNH GUTL: SO Y TE TINH KIEN GIANG

Chtng t0i, Cong Ty C5 Phan Rexton la nha thau tham gia d%u t;hél.lAVé 62:1 trl'mAg
thiu theo Quyét dinh s6 1630/QD-SYT ngay 27/6/2024 ca SG'Y te ve viée phé fluye;;[
két qua lya chon nha thau Goi s6 2: Goi thau thude generic théng .thuorng thudc ké
hoach Iya chon nha thiu cung cép thudc tap trung tinh Kién Giang, giai doan 2023-2025
(dot 3). ’

Bing vin ban ndy, Cong ty chiing t0i xin dugc thay dbi S6 dang ky cua thude tring
thau cu thé nhu sau:

Hoat chét Nong d§ - %0 dine
STT | Ma phan (L6) | Tén thuoc ' Ham Tring . -
hrong thiu Xin thay doi
- 175mg +
Vitamin B1 VD-
1 | PP2300630245 | CosyndoB | |, pe i g2 117255rrr;gcg 17809-12 893110342324

Chang t6i xin giri kém quyét dinh s6 331/QD-QLD ngay 27/05/2024 ciia Cuc Quan
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Ly Dugc vé viéc viée ban hanh danh muc 401 thudc san xuét trong nude duge gia han
gidy dang ky luu hanh tai Viét Nam — dot 197 dé ching minh, ddng thoi cam két viec
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thay doi nay khong anh hudéng dén tién do cung cip ciing nhu chét luong san pham.
R4t mong Quy S&'Y Té xem xét va ddng ¥ tiép nhan cong van nay.
Xin chan thanh cdm on!

Tran trong!

Noi nhdn & Lwu triv:
-Nhuw trén;
-PKD, KT...

:/:/;:'/ ] 2 £
TONG GIAM bOC

Dang Thi My o







. N\ Ky bdi: Cuc Quin
By ly Duge ,
} Coquan: Bo Y té

g vis  BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

2024 10:16:30

£ "% Cyc QUANLY bUgC e Igp - Ty do - Hanh phiic

331 /QP-QLD Ha Néi, ngdy 27 thdng 05 nam 2024

/ CONGTY N0\ .

Amd Tk QUYET BINH
viéc ban hanh Danh muc 401 thudc san xuit trong nwac
‘g'c gia han giz"ly ding ky lwu hanh tai Viét Nam - Dot 197

CUC TRUGNG CUC QUAN LY DUGC

Ciin it Lugt Dwoc s6 105/2016/QH13 ngay 06/4/2016,
Céin cir Nehi dinh s8 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vy, qtzyén haniva co cdu 16 cﬁzl"c cia Bo-Y té;

Ciin cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia BY trudng Bo Y té quy
dinh chikc nang, nhiém vy, quyéin han va cd cdu t6 chirc ciia Cuc Qudn Iy Duoc thuge
B6 Y té; P ‘:

Ciin cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cua Bg trung Bo ¥ té
quy dinh viéc ddng ky luu hanh t__huo”"é, nguyén liu lam thube;

Cén cit két ludn cia Hoi déng tw van. cap gid’y ding ky luu hanh thuée, nguyén
licu lam thude - B Y 1é dot 197 tai Cong van sé 33/HDTV-VPHD ngay 11/4/2024 cia
Vin phong Hoi dbong thr vén ciap GPKLH thuée, nguyén liéu lam thudc;

' Theo dé nghi ciid Trudng phong Bang ky thuéc, Cuc Qudn ly Duoc.

QUYET PINH:

Ppiéu 1. Ban hanh kém theo Quyét dinh nay danh myc 402 thuéq san xuét tron
nuée duoc gia han gidy dang ky luu h:‘an,h tai Viét Nam - Dot 197, cu thé:
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1. Danh muc 256 thudc sén xudt trong nude duoc gia han gidy ding ky luu
hanh hiéu Twc 05 nam (Phu luc I kém theo).

2. Danh muc 140 thube san xuit trong nude duoc gia han gidy ding ky luu
hanh hiéu lyc 03 nam (Phy luc II kém theo). :

X r

3. Danh muc 05 thudc san xuét trong nuéc dugc gia han gidy ding ky luu hanh
hidu luc dén 31/12/2025 (Phy luc III kém theo).

Pidu 2. Co s& san xuit va co s¢ dang ky thude ¢6 trach nhiém:

| San xuAt thubc theo dimg céc hd so, tai lidu d& ding ky voi BO Y € va phai
in sb ding ky dugc BO Y té Viet Nam cép 1én nhan thudc.

2. Chi duoc sén xuft, dua ra luu hanh cac thube kiém soat dgc biét khi ¢6 Gidy
chirng nhéan du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
dzc biét phtt hop v6i pham vi hoat dong clia co s& dap ung quy dinh tai khoan 5 biéu
143 Nghi dinh 6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
sb didu va bién phap thi hanh Ludt Dugc.

3. Thuc hién viéc cap nhét tiéu chuén chit lugng cla thube theo quy dinh tai
Thong tw sb 11/2018/TT-BYT ngay 04/5/2018 cta BO truéng BO Y té quy dinh vé
chét lrong thude, nguyén liéu 1am thude.

4. Thudc duge gia han giéy d‘éng k¢ luu hanh tai Quyét dinh nay nhung chua

nop hd so cip nhat ndi dung nhén thubc, t& hudéng dan st dyng thube Fheo quy dinh
ctia Thong tr 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong BO Y t€ thi phai thuc
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hién cép nhat theo quy dinh tai didm b Khoan 1 Didu 37 Théng tu s5 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han gidy dang ky Iuu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
gidy ding k¥ luu hanh theo Quyét dinh nay c6 thay d6i vé noi dung hanh chinh phai
san xudt va luu hanh véi cdc no1 dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cia gidy dang ky Iuu hanh thudc, nguyén lidu lam thudc. Trong truong hop
khéng con dap tng du diéu kién hoat dong, co so déng ky phai c6 trach nhiém thuc
hién thay d6i co s& dang ky theo quy dinh tai Théng tu sé 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& déng ky khéng con du diéu kién hoat dong.

7. Co s& san xuét thude phai bao ddm cac diéu kién hoat dong cta co sé& san
xudt trong thoi han hiéu luc cta gidy ding ky luu hanh thuée, nguyén liéu lam thudc.

8. Céc thudc duge gia han gidy ding ky Iuu hanh tai Quyét dinh ndy duoc tiép

r
n

tuc st dung so dang ky da cp trude khi gia han trong thoi han t6i da 12 thang ké tur
ngdy duge cip sb dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co s didu tri dé thue hién theo ding cdc quy dinh hién
hanh vé thubc ké don, theo doi an toan, hiéu qua, tac dung khéng mong mubn cia
thude trén ngudi Viét Nam va téng hop, bao cdo theo quy dinh tai Diéu 5 Thong tu s6
08/2022/TT-BYT dbi v6i céc thude trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay c6 hidu Iyc ké tir ngdy ky ban hanh.

Diéu 4. Giam déc S Y té cac tinh, thanh phé truc thudc Trung wong va Gidm
dbc co so san xudt va co s dang ky c6 thube tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4,

- BT. Dao Hong Lan (dé ble);
- TT. Db Xuan Tuyén (dé b/c);

- Cuc Qua‘}n y-Bd Quéc phong, Cuc Y té - B6 Coéng an; (\
- Cuc Y te GTVT - B6 Giao thong van tai; \
- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém xa h¢i Viét Nam;

-B4 Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B6, Vén phong HDTV cap GDKLH thuéc, NLLT:

- Vién KN thue TU, Vién KN thuée TP. HCM:

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

- Céc Bénh vién, Vién c6 giuong bénh truc thudc B Y té;
- Trung tim mua sim tap trung thube quéc gia;

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

- Luu: VT, BDXT (C.H) (02b).




Phu luc I
DANH MUC 256 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 197

(Kém theo Quyét dinh sé 331 /OD-OLD ngay 27 thang 05 nam 2024
cia Cyc Qudn ly Duroc)
STT Tén thude Hoat chit chinh - Dang bao | Quy cich déng g6i | Tidu | Tudi S6 ding ky |S6 lin
Ham lwgng ché chuén tho gia han gia han
(thang)| (S6 ding ky
5 di cép)
@ ) 3) “) ) (6) ) 3 ®

1. Co sé diing ky: Cong ty cb phan DTS Viét Nam (Dia chi: S6 18, t4 51 , phudmg Quan Hoa, quan Ciu Gidy, thanh phd Ha
Nbi, Viét Nam)

1.1. Co s& san xuit: Cong ty ¢ phan dwgc phim Nam Ha (Pia chi: Sb 415, dudng Han Thuyén, phudng Vi Xuyén, TP.
Nam Binh, Tinh Nam Binh, Viét Nam)

1

Golheal 300

Thioctic acid (Alpha
Lipoic Acid) 300mg

Vién nang
mém

Hop 2 vi, 4 vix 15
vién

NSX: -

36

893110307124
(VD-24075-16)

1.2. Co sé san xuit: Cong ty TNHH MTYV 120 Armephaco (Dia chi: 118 Vii Xuan Thiéu, phuong Phiic Lgi, quén Long

Bién, TP Ha Noi, Viét Nam)
2 |Benfosafe Benfotiamin 150mg  |Vién nén Hop 3 vi x 10 vién, NSX 36 (893110307224 1
' bao phim  |Hop 6 vi x 10 vién (VD-28654-18)
3 | Vildagold Vildagliptin 50mg ~ |Viénnén  |Hop 3 vi x 10 vién NSX 36 (893110307324 1
(VD-30216-18)
2. Coisé dang ky: Céng ty C6 phén Dugc Danapha (Dia chi: 253 Diing S Thanh Khé, phurdong Thanh Khé Tay, quan Thanh
;thé hanh phb Pa Ning, Viét Nam)
2 1 Cg s& SAn Xuét: Cong ty cb phén dwge Danapha (Dia chi: 253 Diing ST Thanh Khé, phurong Thanh Khé Tay, quan)\\
Thanh Khé, thanh phd Pa Néng, Viét Nam) O
4 |Amitriptylin Amitriptylin Viénnén |[Hop 1 1o x 100 NSX 36 893110307424 |, | /",.
125 mg hydroclorid 25mg bao phim  |vién; Hop 10 vi x (VD-31039-18) é/ 5
10 vién “::’
5 |Daquetin 25 Quetiapin (dudi Viénnén  |Hop 3 vi x 10 vién NSX 36 893110307524 | 1
dang Quetiapin bao phim (VD-25580-16)
fumarat) 25mg
6 |Dibulaxan Ibuprofen 200mg; Vién nén Hop 5 vi x 20 vién NSX 36 [893100307624 1
Paracetamol 325mg (VD-30234-18)
7 |Magnesi - B6 Magnesi lactat Viénnén  |Hop 5 vix 10 vién NSX 36 893110307724 1
dihydrat 470mg; bao phim (VD-27702-17)
Pyridoxin
hydroclorid 5mg
8 |S-Enala 5 Enalapril maleat Vién nén Hop 5 vi x 10 vién; NSX 36 (893110307824 1
Smg; Hop 10 vi x 10 vién (VD-31044-18)
Hydroclorothiazid
12,5mg
9 |[S-Levo Levofloxacin (duéi [Viénnén  |Hop 2 vix 10vién; | NSX 36 893115307924 1
dang levofloxacin bao phim  |Hop 5 vi x 10 vién (VD-31045-18)
hemihydrat) 750mg '

3. Co s& ding ky: Cong ty c6 phan Duoc Pong Nai (Pia chi: S6 221 B, duong Pham Vin Thuan, phudng Tan Tién, thanh
pho Bién Hoa, tinh Bong Nai, Viét Nam)

3.1. Co s& san xuit: Cong ty c¢6 phin Dugc Pong Nai (Bia chi: $§ 221 B, dudng Pham Van Thufin, phudng Tén Tién, thanh
phd Bién Hoa, tinh Dng Nai, Vist Nam)
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STT Tén thudc Hoat chit chinh - Dang bao | Quy cich déng géi | Tieu | Tudi | S6 ding ky |S6 lin
Ham lwgng ché chuin | tho gia han gia
(thang)| (So dangky | han
i da cap)
@ ) €] () ®) (6) (7 @®) ®)

[ 431C0’ s¢ sin xuit: Cong ty TNHH MTV 120 Armephaco (Dia chi:
‘Long Bién, TP. Ha Noi, Viét Nam)

S6 118 Vii Xuén Thiéu, Phuong Phic Lei, Quan

97 |Cosyndo B

Cyanocobalamin
125pg (meg);
Pyridoxin HCl
175mg; Thiamin
nitrat 175mg

Vién nén
bao phim

H6p 10 vi x 10 vién

NSX

36

893110342324 | 1
(VD-17809:12)

44. Co s¢ dang ky: Con

g ty Co phin Xut nhap khiu Y t8 DOMESCO (Dja chi: S6 66, Quéc 16 30, Phudng M§ Phu,
Thanh phé Cao Lanh, Tinh Pdng Thép, Viét Nam)
44.1. Co s& sén xuat: Cong ty C§ phin Xudt nhap khiu Y t§ DOMESCO (Pia chi: Cum Cong nghiép Can LS, Ap An
Dinh, Xa An Binh, Huyén Cao Lanh, Tinh Déng Thap, Viét Nam)

893100342424 1

Chai 100 vién

98 [Donosal Extra Cao 16ng Dan sdm  |Vién nén Hoép 3 vi x 10 vién; NSX 36
10/1 (twong dwong  [bao phim Hop 6 vi x 10 vién; . (VD-28712-18)
450mg Pan sdm — Hop 1 chai x 90 vién
Radix Salviae
3 miltiorrhizae) 45mg;
o Cao 16ng Tam thét
{ _”;;;1 I 3/1 (twong duong
e 141mg Tam that —
w1 Radix Panasis
] notoginseng) 47mg;
I L-Borneol 8mg
0 Jr-
44.2. Co sé sin xuét: Cong ty C3 phan Xuat nhap khau Y t DOMESCO (Pia chi: S6 66, Quéc 16 30, Phuong M§ Phy,
‘Thanh phé Cao Lanh, Tinh Déng Thap, Viét Nam)
99 -|Methionin DL-Methionin Viénnang |Hop 10 vix 10 vién, | NSX 48 893110342524 1
250 mg 250mg cung Chai 100 vién (VD-25430-16)
:100" [Salbutamol 2 mg |Salbutamol (duéi Viénnang |Ho6p 5 vix 10 vién NSX 36 |893115342624 1
f dang Salbutamol clmg ' (VD-29401-18)
sulfat) 2mg
101 |Vitamin B1 Thiamin mononitrat [Viénnang |Hop 10 vix 10 vién; | NSX | 24 893110342724 1
250 mg 250mg cliing Hop 20 vi x 10 vién; (VD-25927-16)

45. Co s& diing ky: Cong ty Lién doanh duge phim Mebiphar - Austrapharm (Pia chi: L3 [I-18, Puong s6 13, Nhém CN

1T, KCN Tén Binh, Q. Tan Phii, TP. Hb Chi Minh, Viat Nam)

45.1. Co s6 san xuit: Cong ty lién doanh dwgc phim Mebiphar-Austrapharm (Bia chi: L6 III-18, Pudng s 13, Nhém
CN 1L KCN Tén Binh, Q. Tén Phii, TP. H5 Chi Minh, Viét Nam)

102 [Arginin Arginin hydroclorid |Viénnang [Hop 05 vix 10 vién | NSX 24 1893110342824 1
hydroclorid 200mg mém (VD-30040-18)
200mg

103 |Doginine 200 Arginin hydroclorid [Vién nang |[Hop 12 vix 05 vién; | NSX 24 893110342924 1

200mg mém  [Hop 20 vi x 05 vién (VD-30041-18)

46. Co s¢ diing ky: Cong ty Lién doanh Meyer-BPC (Pia chi: Sb 6A3, quéc 16 60, phudng Phii Tén,

Tre, Viét Nam)

46.1. Co sé san xuit: Cong ty Lién doanh Me

Bén Tre, Viét Nam)

Tp. Bén Tre, tinh Bén

yer-BPC (Bia chi: 6A3, qudc 16 60, phudmg Phu Tan, thanh phé Bén Tre, tinh

104 |Amribazin

Ribavirin 500mg

Vién nén
bao phim

Hop 03 vi x 10 vién

NSX

36

893110343024 1
(VD-25938-16)




CONG TY TNHH DUQC PHAM GIGAMED CONG HOA XA HOI CHU NGHIA VIET NAM
Dgc 1ap - Ty do — Hanh phic

Sé: 1164/2025/GGM-TD Tp. H6 Chi Minh, ngay 12 thang 06 ndm 2025
(V/v: Ciip nhit théng tin thay dbi - sin phim Maxitrol)

Kinh givi: - SO'Y TE TINH KIEN GIANG
-CAC CO SO Y TE TREN PIA BAN TiNH

Chung t6i, Céng ty TNHH Dwoc phim Gigamed xin chan thanh cam on su tin tuéng ctia Quy S&
Y t¢/ Co s& Y té trén dia ban tinh déi voi céc san phdm do Céng ty chung t6i phan phdi tai thi truong Viét
Nam trong thoi gian qua.

Can ctr quyét dinh s6 1630/QD-SYT ngay 27/06/2024 vé viéc phé duyét két qua Iva chon nha thdu
cung cap thudc tép trung thudc tinh Kién Giang, giai doan 2023 — 2025 (dot 3), gbi sb 2: Géi thau thube
generic thong thuong. Céng ty chiing t6i ¢6 tring thiu san phim Maxitrol (VN-21925-19) ctia nha san xuét
SA Alcon-Couvreur NV — Bi (Dja chi: Rijksweg 14, 2870 Puurs). Hién nay, san phim trén da duge BoY
té - Cuc Quén Iy Dugc cAp sé ding ky gia han 540110522824 va cap nhat thay dbi thong tin co s& san xuét
thanh Novartis Manufacturing NV — Bi (Pja chi: Rijksweg 14, Puurs-Sint-Amands, 2870), nén chiing t6i
s& tién hanh cung Umg hang héa d&én Quy S& Y t&/ Co s& Y t trén dia ban tinh theo thoéng tin d duogc Cuc
Quéan 1y Duoc c¢ong bd néu trén véi thong tin chi tiét nhu sau:

Quy cach dong 20i,
Dang bao ché,
Puwong dung

Tén thwong| Tén hoat chit— Ndng do,

Théng tin da tring thiu/ky hop
mai ham lrong

dbng Thoéng tin cip nhat/thay doi

+ SDK tring thiu/da cung ing: [+ SPK gia han: 540110522824

IVN-21925-19
Dexamethason + Neomycin Hop 1 tuyp 3.5¢- i i
. sulfat + Polymyxin B sulfat; B VP 308 it Tén co 56 san xut: i Tén co s& sin xuét:
Maxitrol (1mg + 3500IU + Thude mg tga mat g4 Alcon-Couvreur NV Novartis Manufacturing NV
6000TU)/gram Txn.uzat , ,
+ Dia chi co s¢ sidn xuit: + Dia chi co s& sdn xuat:
Rijksweg 14, 2870 Puurs Rijksweg 14, Puurs-Sint-Amands, 2870

Chung t6i cam két ngoai viéc thay d6i thong tin sb dang ky gia han, co s& san xuét néu trén, cac thong
tin khdc ctia san phim bao gdm: tén thude, tidu chun chét luong, han dung, nhém thube cling nhu gid cung
g ctia san phdm khéng thay ddi so véi thong tin da tring thau/ky hop dong.

Nham tao diéu kién thuén loi cho viéc thanh to4n cling nhu dam bao quyén loi cho ngudi bénh tham
gia Bao hiém Y t& dugc thanh toan khi sir dung san phdm Macxitrol, chiing t6i xin duge cap nhat thong tin
trén d&n Quy S& Y té va nhoy Quy S& Y té phé duyét cép nhét va thong bdo dén cac co so y té truc thude dé
cdng ty ching t6i duge cung tng san phim Maxitrol véi sb dang ky gia han 540110522824 va co s& san
xuit Novartis Manufacturing NV - Bi s& duoc cung tmg dén céc co co y té truc thude Quy S& Y Té ké tir
ngay Quy S& Y Té phé duyét.

Tai ligu dinh kém: Quyét dinh gia han gidy ding ky Iwu hanh s§ 407/QD-QLD ngdy 19/06/2024;
Thong béo tir website Cuc Quan ly Duoc (theo Khoan 2 Didu 38 tai Thong tu 08/2022/TT-BYT ngay
05/9/2022); Cong bb tir BO Y té - Cuc Quén ly Duoc: két qua danh gia dap tmg GMP cta co s& san xuit nudce
ngoai (Dot 43 — S thi tir 10).

Cong ty chén thanh cam on sy hop tac ctia Quy S& Y t&/ Co s Y t& trén dia ban tinh.

Trén trong kinh chao./.

Noi nhgn:
- Nhur trén;

- Luu: VT.




. mmiccesm  BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

m@1FC QUAN LY DUGC Pic lap - Ty do - Hanh phiic
15:18:02
© 8é: 407 /QP-QLD ' Ha Ngi, ngay 19 théng 06ndm 024
QUYET PINH

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

» CUC TRUOGNG CUC QUAN LY DUQC
Can cir Lugt Dugc 58 105/2016/QH13 ngdy 06/4/2016:

Can cit Nghi dinh 56 95/2022/ND-CP ngay 15/11/2022 ciia Chink phii quy dinh

chirc ndng, nhiém vu, quyén han va co céu t6 chire cia BS Yi1é;

Cén cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cia BS truéng Bo Y té quy
dinh clga’tc nang, nhiém vy, quyén han va co cdu té chirc cia Cuc Quan Iy Duoc thude
B3 Y té;

Can cit Théng tu sé 08/2022/TT-BYT ngdy 05/09/2022 ciia B3 trucmg B3 Y té quy
dinh viéc ding Iy luwu hanh thuée, nguyén lidu lam thuéce;

Cin cir két lugn ciia Hpi déng tu vin cdp gidy déng ky heu hanh thude, nguyén
ligu ldm thudc - B3 Y té dot 120 tai Céng vin sé 48/HDTV-VPHD ngay 22/05/2024
ctia Vin phong Hgi dong tu van cd'p GDKLH thuéc, nguyén liéu lam thuéc;

Theo dé nghj ciia T reong phong Ping ky thudce - Cuc Qudn Iy Duge.

QUYET PINH:

Diéu 1. Ban banh kém theo Quyét dinh niy danh muc 174 thuée mrée ngoai
duogc gia han gidy ding ky lru hanh tai Viét Nam - Dot 120, cy thé:
~ 1. Danh myc 155 thubc nuéc ngoai dugc gia han gidy ding ky hru hanh hiéu
Iuc 05 ndm ~ Dot 120 (Phu Iuc I kém theo). :

4. Danh muc 19 thudc nwéc ngoai dugc gia han gify ding ky Iuu hanh hiéu Iire

03 nam — Dot 120 (Phu lyc II kém theo). _

Piéu 2. Co s& san xuat va co s¢ ding ky thudc c6 trich nhiém:

L. Sén xuét, cung cp thude vao Viét Nam theo diing céc hd so, tai liéu d3 diing
ky v6iB6 Y té va phai in sb dang ky dugc B Y t€ Viét Nam cép 1én nhan thude.

2. Chép. hanh. déitﬂﬁ:phép..luﬁt cia-Viét-Nam-va céc-quy. dinh.cia Bo.Y té vé
san xuét, nhip khéu thudc va lun hanh thudc tai Viét Nam, nén c6 bit ctr thay d6i gl
trong qua trinh hru hanh thudc & nude s tai v & Viét Nam thi phii bdo cdo ngay cho
Cuc Quan Iy Dugc - B4 Y té Viét Nam. )

3. Thyc hién viéc cdp nhat tidu chudn chit lugng cia thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cia Bd truong BS Y t€ quy dinh vé
chét luong thudc, nguyén liéu lim thubc, Théng tw sé 03/2020/TT-BYT ngiy
22/01/2020 cia B¢ truéng B§ Y té sira d6i, bd sung mot sé didu cia Théng tur
11/2018/TT-BYT quy dinh vé chit lugng thudc, nguyén lidu lim thudc.

4. Thude duge gia han gidy ding ky luu hanh tai Quyét dinh nay nhung chua
ndp hé so cp nhét ndi dung nhin thubc, t huéng din st dung thubc theo quy dinh
cua Thong tr 01/2018/TT-BYT ngiy 18/01/2018 cia B6 trudng B Y 6 thi phai thuc
hién cip nhat theo quy dinh tai diém b Khoan 1 Pidu 37 Théng tu s§ 01/2018/TT-BYT
trong thdi han 12 thang ké tr ngdy dwoc gia han gidy ding ky Iru hanh.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cic thudc duoc gia han
gidy ding ky huu hanh theo Quyét dinh nay c6 thay déi v& néi dung hanh chinh phai
sdn xuit va liru hanh véi cic n6i dung da dugc phé duyét thay déi trong hd so gia han.
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6. Co s& ding ky thude phai bdo ddm duy td diéu kién hoat dong trong thdi han
hiéu Iuc ciia gidy dang ky hru hanh thudc, nguyén lidu lam thubc. Trong truéng hop
khéng con dédp ing &t didu kién hoat d0ng, co s& ding ky phai c6 trach nhiém thuc
hién thay ddi co s& ddng ky theo quy dinh tai Théng tur s§ 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngy co s& ding ky khéng con du didu kién hoat dong.

7. Co s dang ky thudc phai bdo cdo B§ Y té (Cuc Quan 1y Dugc) vé cap nhit
tinh trang d4p tng Thue hanh tét san );uz"lt clia co s& san xuit thude, nguyén li€u 1am
thuée. Truong hop co s& san xuét bi thu hdi gidy phép sin xuét hoic khong d4p Gng
Thuc hanh t6t san xuit thuéc, nguyén liéu 1am thudc & nmrdc sd tai, co s& phai thuc
hién viéc bdo cdo trong thdi han 15 ngiy k& tir ngdy c6 thong bdo ciia co quan quan ly

c6 thdm quyén nwdc s3 tai theo quy dinh tai didm d khoan 1 Didu 100 Nghi dinh sé -

54/2017/ND-CP ngdy 08/5/2017 cita Chinh phii quy dinh chi tiét mét s§ diéu va bién
phép thi hanh Lujt Dugec.

8. Cac thudc duge gia han giéy_déng ky hru hanh tai Quyét dinh nay dugc tiép
tuc sit dung s6 déng ky 4 cdp trude khi gia han trong thdi han 51 da 12 thang k& tir
ngiy duoc cép sb ding ky gia han theo quy dinh tai Phy Iuc VI ban hanh kém theo
Théngtir s6 08/2022/TT-BYT.

9. Phéi hop vdi cdc co s& didu tri dé thue hién theo ding céc quy dinh hién
hinh vé thubc ké don, theo ddi an toan, hiéu qua, tic dung khéng mong mudn cta
thudc trén ngudi Viét Nam va téng hop, béo cdo theo quy dinh tai Piéu 5 Théng tir s&
08/2022/TT-BYT dbi véi cac thudc trong Phu Tuc II ban hanh kém theo Quyét dinh
nay.

Diéu 3. Quyét dinh c6 hiéu hrc k& i ngay ky ban hanh.

Diéu 4. Gidm dbc S& Y t& cic tinh, thanh phé truc thudc trung uong, gidm dbc
nha san xudt va co s& ding ky 6 thudc tai Didu 1 chiu tréch nhiém thi hanh Quyét
dinh nay./.

Noi nhin: CUC TRUONG
- Nhur biéu 4; L Rt
- B¢ trudng (48 blc); S
- TTr. DS Xuéin Tuyén (dé b/c); A%

. =y
- Cuc Quan Y - BS Quoc phdng, Cuc Y té - B Céng ab| Qi

Cuc Y t&€ GTVT - B¢ Giao théng vén tai; i AN

- Tong Cuc Hai quan - B4 Tai chinh; \

- Bao hiém X3-hoi Viét Nam; ¢ . .

- B§ Y t& Vu PC, Cuc QLKCB, Thanh tra B3, Van ~ Vi Tuan Cudng

phong HPTV cip GBKLH thuéc, NLLT; _

- 8&'Y 1€ céic tinh, thanh phd tryrc thude Trung wong;

- Vién KN thudc TU, Vién KN thuc TP. HCM;

- Téng Cong ty Duoge VN-CTCP;

- Céc Cong ty XNK dugc phim;

- Cac Bénh vién & Vién c6 giudng bénh tryc thue BYT;
- Trung tAm mua sim tip trung thudc quéc gia;

- Ciéc phong Cyc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.

- Lwu: VT, BKT (2b) (NT).



Phu luc I

DANH MUC 155 THUOC NUGC NGOAI PUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - DOT 120

(Kém theo Quyét dinh 56: ..A01...../QD-QLD, ngdy 19./06./2024ciia Cuc Quan Iy Dugc)

G\ SEF2/5)

STT | Ténthuoc | Hoatchitchinh | Dang | Quy cach | Titw | Tudi S6 ding ky So
—Ham hrong bio ché | déng g6i |chudn | tho ia han Iin
’ (thing) (Sodangky | gia
di cap) han
(8] 2) 3 @ ) 6 ) ()] )
1. Co s& diing ky: Actavis International Ltd. (Dia chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,
LQA4 6000, Malta) _
1.1. Co sé sian xuit: Balkanpharma-Dupnitsa AD (Dia chi: 3, Samokovsko shosse Str., Dupnitsa
2600, Bungary) :
1 Irprestan Irbesartan 150mg | Viénnén | Hop 2 vix | NSX 24 380110516024 | 01
150mg bao phim | 14 vién (VN=21977-19)
1.2. Co sé& sin xuit: S.C. Sindan - Pharma S.R.L. Pia chi: 11 Ion Mihalache Blvd, 011171,
Bucharest, Romania) -

2 Firotex Topotecan (dwéi | Botdéng | Hop 1 Lo | NSX 36 594114516124 01
dang topotecan khé pha | 4mg (VN2-340-15)
hydrochloride) dung
4mg dich dém

dic dé

pha dung

dich

truyén
1.3. Co s& sdn xuit: S.C. Sindan - Pharma S.R.L. (Dia chi: 11th Ion Mihalache Blvd., Sector 1, Zip
code 011171, Bucharest, Romania)

3 Vinorelsin | Vinorelbine (duéi | Dung Hopllo | NSX 36 594114516224 | 01

50mg/5ml dang Vinorelbine | dich dém S5ml (VN-17629-14)
tartrate) dac dé
| 50mg/Sml pha dich
ti€ém
truyén
2. Co's6 ding ky: Ajanta Pharma Limited (Pia chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivii (West), Mumbai-400 067, India)
2.1.Co s& sin xuit: Ajanta Pharma Limited (Dia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)
4 Kaportan 20 | Olmesartan Viénnén | Hop I6n NSX 36 890110516324 | 01
- medoxomil 20mg | bao phim | chira 10 (VN-18981-15)
Hopx1vi
x 10 vién

3. Co s& ding ky: Albios Lifesciences Private Limited (Dia chi: 41/802, Palladium, Corporate
Road, B/h Divyabhaskar, Off S. G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat-GJ, 380013,
India)
3.1. Co s& sin xuit: Denis Chem Lab Limited (Pia chi: Block 457, Village-Chhatral, Tal-Kalol,
Dist. Gandhinagar - 382 729, Gujarat State, India)
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STT | Ténthube | Hoatchitchinh | Dang | Quy cach | Tieu | Tudi S8 ding ky sé
—Ham Iugng bao ché dong géi | chuin tho gia han lan

(thing) | (Sodingky | gia

di cip) han

@ 2 3) “) (3) ©) (©) 3) (&)

35. Co s ding ky: Cong ty TNHH Pai Bic (Pia chi: §6 11, duong Cong Nghiép 4, khu cong nghiép
Sai Péng B, phung Thach Ban, qudn Long Bién, Ha Ngi, Viét Nam)

35.1. Co 56 san xuit: Sopharma AD (Dia chi: 16 lliensko Shosse Str.1220 Sofia, Bungary)

67 Nivalin Galantamin (duéi | Viénnén | Hop 1 vix | NSX 60 380110522624 | 01
Smg tablets | dang galantamin 20 vién (VN-22371-19)
hydrobromid
Smg) 4mg

36. Co'sé ding ky: Cong ty TNHH Lynh Farma (Dja chi: Téng trét, 351/31 Na' Trang Long, Phuong

13, Quin Binh Thanh, Thanh phé Ho Chi Minh, Viét Nam)

36.1. Co s& san xuit: HK inno.N Corporation (Pia chi: 20 Daesosandan-ro, Daeso-myeon,

Eumseonggun, Chungcheongbuk-do, Korea)
68- | Cinezolid | Linezolid 2mg/ml | Dung’ Hop 20 thi | NSX 36 880110522724 | 01
Injection dich tiém | x 300ml (VN-21694-19)
2mg/ml truyén
37. Co'sé dang ky: Cong ty TNHH Novartis Viét Nam (Dia chi: Phong 1001, ldu 10, Centec Tower,
72-74 Nguyén Thi Mznh Khai, Phucng V6 Thi Séu, Quén 3, Thank phé H6 Chi Minh, Viét Nam)
37.1. Co s& san xuét: SA Alcon-Convreur NV (Dxa chi: Ryksweg 14 2870 Puurs, Belgzum)

01
38. Co s& ding ky Cong ty TNHH Pfizer (Viét Nam) (Dza chi: Tang 17, Phong 1 701 Friendship )
Tower, 31 Lé Dudn, thzong Bén Nghé, Quén 1, Thanh phé Hé Chi Minh, Viét Nam) -
38.1. Co s& sin xuét: Farmea (Dia chi: 10 rue Bouche-Thomas, ZAC d Orgemont Angers, 49000,
~France)—
70 Debridat Trimebutine Viénnén | Hop2vix | NSX 36 300110522924 | 01
maleate 100mg bao phim | 15 vién (VN-22221-19)
39 Co s¢ dang ky: Cong Ty TNHH Thlm'ng Mai Dwgc Phim Péong Phwrong (Pia chi: 5 I duong
56 30, Phuong Tén Phong, Quén 7, Thanh phé H6 Chi Minh, Viét Nam)
39.1. Co s& san xuét: Medica Korea Co., Ltd. (Dia chi: 96, Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si.Gyeonggi-do, Korea)
71 Neuronin Gabapentin Vién Hop1vix | USP 36 880110523024 | 01
capsule 300mg nang 10 vién; (VN-21266-18)
cimg Hdp 10 vi ’
x 10 vién;
Lo 30 vién

40. Co s& déing ky: Cong ty TNHH thwong mai Nam Déng (Dia chi: S5 nha 2 ngé 164/117, phd
Vieong Thira V4, phu'ong Khwong Trung, Quén Thanh Xuin, Thank phé Ha Ngi, Viét Nam)
40.1. Co s& san xuit: Biofarm Sp. z 0.0 (Dia chi: ul. Walbrzyska 13, 60-198 Poznan, Poland)
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CONG HOA XA HQI CHU NGHIA VIET NAM
9 A l! A Eﬁ!_l A Poc lap — Ty do — Hanh phiic
TR T L

S6: 551/25/CV-DAN

V/v: Thay doi thong tin san phém
Naphazolin 0,05% Danapha

Daé Néing, ngay A8 thang 0k nim 2025

Kinh givi: SO'Y TE TINH KIEN GIANG
Cong ty C4 Phan Duoc Danapha xin gii 10i cam on chén thanh dén Quy Pon vi da

hop tac va tin nhiém st dung cac san pham cta chung tdi trong sudt thoi gian qua.

Cén ctr Quyet dinh sé 1630/QD-SYT ngay 27/06/2024 cia Giam dbc S¢ Y té tinh
Kién Giang v& viéc “Phé duyét két qua lua chon nha thiu cung cép thubc tap trung tinh
Kién Giang, giai doan 2023 — 2025 (dot 3) Go6i sb 2: Go6i thiu thubc generic thong
thuong”.

Bang vin ban nay, Danapha xin dugc thong bdo dén Quy Don vi vé viée thay a6i
mot s6 ndi dung cla san phdm Naphazolin 0,05% Danapha (Hoat chdt, nong do:
Naphazolin hydroclorid 2,5mg/5ml) do Danapha san Xuét.

1/ Thong tin san pham:
- Tén san phim : Naphazolin 0,05% Danapha
- Thay dditirs616 :010525.

2/ Noi dung thay doi:
Thong tindi | Thong tin cAp nhat e
STT e ; 5 4, X ol th
dwgcphéduyét | thay dbi Canicte thydol

Quyét dinh sd 718/QP-QLD ngay
36 ding ky da clp: | S § ding ky gia han: 24/ 10/2Q24 Vé v1’¢c ban hanh Danh muc
1 VD-29627-18 893100064800 771 thudc san xuat trong nudc duoc gia

g S han gidy dang ky luu hanh tai Viét Nam —

Pot 211” cta Cuc Quan ly Duoc.

253 Diing ST 253 Diing Si Thanh Cong van sd 10019/,QLD-DK ngay
Thanh Khé, Khé, Phwong Thanh 01/11/2023 Y/V cong bod d@ muc ndi
2 Thanh phé Da Khé Tay, Quan Thanh | dung thay d6i nho chi yéu cau thong béo
2 = Khé, Thanh pho Da theo quy dinh tai khoan 2 Diéu 38 Thong
Nang, Viét Nam 5 s :
Nang, Viét Nam tu s6 08/2022/TT-BYT (Pot 11).
Cong van sb 14543¢/QLD-DK ngay
15/04/2025 va sé 12394e/QLD-DK ngay
] Cép nhit thong tin trén b mAu nhin va 28/05/2024 cta Cuc Quan ly Duge “V/iv

huéng din sir dung thay ddi, bd sung dbi véi thubc da duge
cdp GPKLH”. (Dinh kém M&u nhdn va
Hudéng dan st dung duge phé duyét)




Cong ty xin cam ket, ngoai sy thay doi mot so ndi dung trén, khong co6 bat ky su
thay ddi nao ve tiéu chuan san xuat va chat lugng ctia thudc.

Tran trong thong bao dén Quy Pon vi va rit mong nhan dugc su hop tac 1au dai.
Xin trin trong cam on.

CONG TY CO PHAN DUQC DANAPHA
DOC BIEU HAN%@/
Noi nhan: ’
- Nhuw trén
-Luu VT

QT

PHG OP A . X
po Minh Hieu




e Ky bbi: Cuc Quin
ox, Iy Duge :
t Coquan: B Y te

2 it Y Ars 2\ CONG HOA XA HOT CHU NGHIA VIET NAM
0 CyUC QUANLYEDHGC \© Poc lap - Ty do - Hanh phic

S6: 718 - | Ho Néi, ngay 24 thang 10 ndm 2024

QUYET PINH ;

Vé viéc ban hanh Danh muc 771 thubc, nguyén liéu lam thudc sin xuét
trong nwée dwge gia han giay dang ky lwu hanh tai Viét Nam - Pot 211

CUC TRUGNG CUC QUANLY DUQC

Cén et Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;
Can cit Nghi dinh s 95/2022/NP-CP ngay 15/11/2022 cua Chinh phil quy dinh
chitc ndng, nhiém vu, quyén han va co cdu t6 chikc ciia Bo Y té, ’

Ciin cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua BJ triong 5o Y té quy
dinh c}yftc nang, nhiém vy, quyén han va co céu 16 chire ciia Cuc Quadn Iy Duogc thugc
Bo Y té;

Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cia Bo trueomg Bo Y té
quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thubc; :

Cén cir k6t lugn ciia Hoi dong tw vén cap gidy ding ky luu hanh thuoc, nguyén
ligu lam thudc - Bo Y 6 dot 211 tai Cong vin s6 82/HDTV-VPHD ngay 27/9/2024 clia
Vin phong Hoi dong tw van cap GDKLH thude, nguyén ligu lam thuéc;

Theo dé nghi ctia Trudng phong Dang ky thuée, Cuc Quan Iy Duoc.

QUYET DPINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 771 thudc, nguyén liéu
lam thudc san xut trong nuée duge gia han gidy dang ky luu hanh tai Viét Nam - Dot
211, cu thé:

1. Danh muc 556 thudc, nguyén liéu lam thubc san xuét trong nude duge gia
han giéy dang ky luu hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muyc 159 thubc san xuét trong nudc duge gia han gidy dang ky luu
hanh hiéu luc 03 ndm (Phu luc II kém theo).

3. Danh muc 56 thubc san xuét trong nudc duge gia han gidy déng ky luu hanh
hiéu Iyc dén 31/12/2025 (Phu luc III kém theo).

Pidu 2. Co s& san xuft va co s ding ky thubc ¢6 trach nhiém:

1 San xuét thude theo ding céc hd so, tai lidu d4 ding ky véi BO Y t€ va phai
in hodc dan sb dang ky dugc BOY té Viét Nam cép 1én nhan thube.

2. Chi duogc sén xuét, dua ra luu hanh céc thude kiém soét ddc biét khi co Giéy
chitng nhan du didu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soét
dc biét phit hgp voi pham vi hoat dong cia co' s6 d4ap g quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
sé didu va bién phap thi hanh Luét Dugc.

3. Thuc hién viéc cép nhét ti€u chuin chét luong cua thudc theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B¢ trudng BO Y té quy dinh vé
chét lwong thube, nguyén lidu lam thude.

4. Thude dugc gia han gidy dang ky luu hanh tai Quyét dinh ndy nhung chua
ndp ho6 so cap nhat ndi dung nhan thudc, to huéng dan st dung thudc theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia BO truéng BO Y té thi phai thuc
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hién cdp nhat theo quy dinh tai diém b Khoan 1 Didu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tlr ngay duge gia han gidy ding ky luu hanh.

5. Sau 12 théng ké tir ngdy ky ban hanh Quyét dinh nay, cac thudc dugc gia han
gidy ding ky luu hanh theo Quyét dinh ndy c6 thay dbi vé ndi dung hanh chinh phai
san xuit va luu hanh v6i cac ndi dung d3 dugce phé duyét thay ddi trong ho so gia han.

6. Co s& dang ky thude phai bio dam duy tri diéu kién hoat dong trong thdi gian
hién lic ciia gidy dang ky luu hanh thude, nguyén liéu lam thubc. Trong trudng hop
khong con dép tmg du diéu kién hoat dong, co s¢ dang ky phéi c6 trach nhiém thyc
hién thay dbi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi

han 30 ngay ké tir ngay co s& dang ky khong con di diéu kién hoat dong.

7. Co s& san xuét thudc phai bio dam céc diéu kién hoat ddng cua co s& san
xuét trong thoi han hiéu luc cta gidy dang ky luu hanh thubc, nguyén liéu lam thudc.

8. Cac thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay dugc ‘Eiép
tuc st dung sb dang ky da cép trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cép sb dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu sb 08/2022/TT-BYT.

9. Phéi hop véi céc co s&r didu tri dé thyc hién theo ding cdc quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tdc dung khong mong mubn cta
thubc trén ngudi Viét Nam va tdng hop, béo céo theo quy dinh tai Piéu 5 Thong tu s
08/2022/TT-BYT dbi v6i cac thube trong Phy luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam déc S Y té céc tinh, thanh phd trye thudc Trung uong va Giam
dbe co s& san xult va co sé ding ky cb thubc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan:

- Nhu Diéu 4;

- BT. Do Hong Lan (dé b/c);

- TT. D6 Xuén Tuyén (d€ b/c); ) Iz
- Cuc Qué}n y - Bo Qudc phong, Cuc Y té - B6 Coéng an; {\©
-Cyuc Y € GTVT - Bo Giao thong vén tai; ‘

- Tong Quc Hai quan - B6 Tai chinh;
- Bao hiém x& h6i Viét Nam; i £ 5
_B6 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B6, Vin phong HDTV cap GPKLH thude, NLLT;

- Vién KN thube TU, Vién KN thudc TP. HCM;

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

- C4c Bénh vién, V’ién cb giudng b@nh truc thudéc Bo Y te;

- Trung tAm mua sdm tép trung thude qude gia;

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

Website;

-Luu: VT, PKT (C.H) (02b).




Phu luc IT : :
DANH MUC 159 THUOC SAN XUAT TRONG NUGC DUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - BQT 211
(Kem theo Quyét dinh sé 118 /OD-QLD ngay 24  thdng 10  nam 2024

cua Cuc Quan Iy Duoc)
STT Tén thude Hoat chit chinh - Dang bao | Quy cich déng géi | Tieu Tudi S6 ding ky Sé
Ham lwong ché chuan | tho gia han lan

(théng)| (S6 dingky | gia
da cap) han
[€)) 2 3) 4) [©)] (6) (7) (8) )

. Co sé dang ky: Cong ty ¢b phin Céng nghé sinh hoc - Duge phém ICA (Dia chi: L6 10, dudng s6 5, khu céng nghiép
/iét Nam - Singapore, Thanh phd Thuan An, tinh Binh Duong, Viét Nam)

1. Co sé san xuht: Cong ty cb phin Coéng nghé sinh hoc - Dwge phim ICA (Dia chi: L6 10, dudng s6 5, Khu Cong
ighiép Viét Nam - Singapore, Thanh phé Thuén An, tinh Binh Duong, Viét Nam)

1 |Tobicom Cholin bitartrat 25mg; |Vién nang |Hop 3 gbéix 6 vix NSX 36 | 893100064500 | 1
Natri chondroitin cing 10 vién (VD-21804-14)
sulphat 100mg;

Retinol palmitat

2.5001IU; Riboflavin
5mg; Thiamin
hydroclorid 20mg

. Co s& diang ky: Cong ty ¢b phin Duoc - Vat twy té Thanh Hoéa (Pia chi: S6 232 dudng Tran Pht, phudng Lam Son,
1anh ph6 Thanh Hoa, tinh Thanh Hoa, Viét Nam)

1. Co s6 san xuét: Céng ty cb phin Dugc - Vit tu' y té Thanh Hoéa (Pia chi: S6 04 dudng Quang Trung, phudng Ngoc
tao, thanh phd Thanh Héa, tinh Thanh Héa, Viét Nam)

2 [Moéc hoa trang Berberin clorid 10mg; [Vién nén Hop 10 vix 10 vién | NSX 24 1893110064600 | 1
T/H Cao dac Mdc hoa bao phim (VD-23782-15)
trang (Extractum

Cortex Holarrhenae)

136mg; Moc huong
(Radix Saussureae
lappae) 20mg
3 |Xacimax New Amoxicilin (duéi Vién nén Hép 2 vix 10 vién, NSX 36 893110064700 1
dang Amoxicilin Hop 5 vix 10 vién, (VD-21707-14)
trihydrat) 500mg; Hop 10 vix 10 vién,
Cloxacilin (dudi dang (vi nhém -PVC);
Cloxacilin natri) Hép 2 vix 10 vién,
250mg Hép 5 vix 10 vién,

Hop 10 vi x 10 vién,
(vi nhém -nhém)

Co sé diing ky: Cong ty Cb phéan Dugc Danapha (Dia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tay, quén
1anh Khé, thanh phé Pa Néng, Viét Nam)

1. Co sé san xuit: Cong ty C6 phin dwoe Danapha (Dia chi: 253 Diing ST Thanh Khé, Phuong Thanh Khé Téy, Quén
1anh Khé, TP. Pa Nang, Viét Nam)

4 |Naphazolin Lo 5ml chtra: Dung dich  |Hop 1 lo x 5ml, NSX 36 8931000648007 1
0,05% Danapha |Naphazolin nho6 miii Hop 12 lo x Sml, (VD-29627-18)
hydroclorid 2,5mg; Hop 50 lo x 5ml, '
Lo 10ml chira: Hop 50 1o x 10ml
Naphazolin
hydroclorid Smg
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4. Co s dang ky: Cong ty cb phin Durge Pong Nai (Pia chi: 221B- Dudmg Pham Van Thuéan- Phuong Tan Tién- TP. Bién
Hoa - Tinh Ddng Nai, Viét Nam)
4.1. Co s6 san xuit: Cong ty ) ph?m Duoe DPong Nai (Pia chi: 221B- Duong Pham Vin Thuén- Phuong Tan Tién- TP.
Bién Hoa - Tinh Ddng Nai, Viét Nam)

5 |Glucosamin Glucosamin suifat Viénnang |HOp 5 vix 10 vién, NSX 26 1893100064900 } 1
500mg kali clorid (twong tng |cung Hop 10 vix 10 vién, (VD-18909-13)
296mg glucosamin) Hop 20 vix 10 vién
500mg
6 |Prednison Prednison Smg Viénnang |Hop 10 vix 10 vién, | NSX 36 | 893110065000 | 1
cung Chai 200 vién, Chai (VD-22413-15)
500 vién
7 |Woncyd Alpha terpineol 1%  |Dung dich  |Hop 1 chai 80ml, NSX 36 | 893100065100 | 1
(W/v) rira phu khoa [Hoép 1 chai 200ml, (VS-4857-12)
Hop 1 chai 250ml

5. Co s& dang ky: Cong ty cb ph?m dugc Enlie (Dia chi: Puodng NA6, khu cong nghiép My Phudce 2, Phudng M§ Phude,
Thi x& Bén Cét, Tinh Binh Duong, Viét Nam)

5.1. Co s& sin xudt: Cong ty cb phin dwge Enlie (Dia chi: Puong NA6, khu cong nghiép M Phude 2, Phuong My Phudc,
Thi x& Bén Cat, Tinh Binh Duong, Viét Nam)

8 |Lessenol kid 80  |Acetaminophen 80mg Thudc bot  |Hop 20 goi x 1,58 NSX 36 | 893100065200 | 1
goi (VD-18902-13)

6. Co & ding ky: Cong ty cb phan Duge Ha Tinh (Dia chi: S6 167 duong Ha Huy Tap, Phudng Nam Ha, thanh phd Ha
Tinh, Tinh Ha Tinh, Viét Nam)

6.1. Co s& san xuat: Cong ty ¢b phan Dwgc Ha Tinh (Pia chi: S6 167 dudng Ha Huy Tép, Phudng Nam Ha, thanh ph6 Ha
Tinh, Tinh Ha Tinh, Viét Nam)

9 |Puzhir Kém gluconat (tvong | Vién nén Hop 3 vix 10 vién NSX 36 | 893100065300 | 1
{ing 10mg kém) 70mg |phén tan (VD-33298-19)
10 |Racesec Racecadotril 100mg | Vién nén Hop 1 vi x 10 vién; NSX 36 893110065400 1
phén tan Hop 2 vi x 10 vién; (VD-27716-17)
Hop 3 vi x 10 vién;
Hop 5 vi x 10 vién

7. Co siv ding ky: Cong ty Cb phin Duge Hiu Giang (Pia chi: 283 Bis, Nguyén Van Cir, phuong An Hoa, quan Ninh
Kidu, thanh phé Cén Tho, Viét Nam)
7 1. Co & sin xudt: Cong ty C5 phin Duge Hiu Giang (Pia chi: 288 Bis Nguyén
Kiéu, thanh phd Céan Tho, Viét Nam)

11 |Vitamin A-D Vitamin A palmitat  |Viénnang (HOp 1 chai x 150 NSX 24 | 893100065500 14‘
2000IU; Vitamin D3 mém vién (VD-29634-18)
200IU

Vian Cir, phudng An Hoa, quén Ninh

8. Co s& ding ky: Cong ty C6 phin Dugc phim 2/9 (Pia chi: 299/22 Ly Thudng Kiét, Phuong 15, Quan 11, Thanh phd Ho
Chi Minh, Viét Nam)
8.1. Co s& sin xuat: Cong ty C6 phin Duwge phim 2/9 (Dia chi: 930 C4, Dudng C, khu cong nghiép Cat Lai, cum 2,
phudng Thanh My Loi, thanh pho Tha Die, thanh phé H6 Chi Minh, Viét Nam)

12 |Vitamin Bl Vitamin B1 (Thiamin |Vién nén Hop 10 vix 10 vién | NSX 36 | 893110065600 | 1
250mg nitrat) 250mg (VD-23480-15)
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48 |Prednison Prednison Smg Vién nang |Lo 200 vién NSX 36 (893110085100 | 1
cung (VD-30880-18)
49 |Prednison Prednison Smg Vién nang |Lo 200 vién NSX 36 (893110085200 | 1
cung (VD-30877-18)
50 |Prednison Prednison 5mg Vién nén Lo 200 vién, Lo 500 | NSX 36 893110085300 | 1
vién (VD-28615-17)
51 |Prednison Prednison Smg Vién nang |Lo 200 vién NSX 36 1893110085400 | 1
ciing (VD-28614-17)
52 |Prednison Prednison Smg Vién nang |Lo 200 vién NSX 36 |893110085500 | 1
cung (VD-27613-17)
53 |Tacodolgen Clorpheniramin Viénnén  |HOp 5 vix 20 vién, NSX 36 1893100085600 | 1
maleat 2mg; Hop 25 vix 20 vién (VD-27616-17)
Paracetamol 325mg
54 |Tanacelest Betamethason Vién nén Lo 200 vién, Lo 500 | NSX 36 893110085700 | 1
0,25mg; vién (VD-27618-17)
Dexclorpheniramin
maleat 2mg
55 |Vitamin C Acid Ascorbic 250mg [Vién nén Hop 10 vix 10 vién, | NSX 36 1893110085800 | 1
bao phim  |Lo 100 vién (VD-27622-17)
56 |Vitamin C 250 Acid Ascorbic 250mg |Vién nang |Lo 100 vién NSX 24 893110085900 | 1
cing (VD-27623-17)
Ghi chu:

1. Cdch ghi tiéu chudn chat Zu’ong thudc tai cot (6):
- Nha sén xudt (NSX) Tiéu chudn nha san xudt (T CNSX), Tiéu chudn co s¢ (TCCS), In-house cd y nghia tuong dwong nhau,
14 tiéu chudn chdt lwong thudc do co sé san xudt ,\ay dung va déu c6 thé dwoc ghi trén nhan thudc.
- Cdch viét 1t cde tiéu chudn chdt luong duwge dién: Duoc dién Viét Nam (DBVN), Dugc dién Anh (BP) Duge dién My
(USP) Duoc dién Nht Ban (JP), Dugc dién Trung Québc (CP), Duoc dién Chdu au (EP), Dugc dién Quéc té (IP)...

2,80 dang ky tai cot (8):

- S6 ding ky gia han la s6 ding ky duwoc cdp theo quy dinh tai Phu luc VI T) hong t 08/2022/T T-BYT ngay 05/09/2022 cua
BG truomg BO Y té quy dinh vzec dang ky luu hanh thuéc, nguyen ligu lam thudc. Déi vm 56 dang ky dwoc cdp tir thir tw
10.000 cua nam 2024 2 chit s6 ky hiéu ctia ndm 1o "00” va 4 chik 56 ky hiéu cua thik tw cdp bét dau tir "0001",

- S6 ding ky da cdp (@woc ghi trong ngodc don) la s6 dang ky da depe cdp trudc khi thuéce duoc gia han theo quyét dinh

nay.
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