CONG TY TNHH DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

ANH DUONG Péc Lap- Tw Do- Hanh phiic
S6 1712/AD-SYT

V/v thay d6i sé diing ky san phim tring thiu ) .
TP H6 Chi Minh, ngay 17 thdng 12 ndm 2024

A
KINH GUT : SO Y TE TINH NINH THUAN

' Can cir theo quyét dinh tring thiu so 08/Qb-SYT ngay 05/01/2024 ve viéc
phé duyét két qua lra chon nha thau Goi s6 1 - Goi thiu Thude Generic va véc xin
nim 2023 thudc dy toan mua sém K& hoach lua chon nha thau cung cip thubc nim
2023 clia S& Y Té;

Cin clr quyét dinh s6: 737/QDP-QLD ngay 09 thang 10 nidm 2023 ciia Cuc Quan
ly Dugc V& viéc ban hanh danh myc 1017 thude san xuét trong nuée dugce gia han .
gidy ding ly Iuu hanh tai Viét Nam - dot 187 .

'Nay bang véan ban nay Cong ty ching tdi xin dugc thay d6i Sé dang Ky cua

thudc tring thdu cu thé nhu sau:

Dang bao F o .
Ma | Tén .. | Ham | QWY ché, Han | pon - Soddngky
. £ Hoat chat : cach | dung -
hang | thuoc hrong a6 . dwdng ha vi tinh — .
onggol | ying (thang) Trucdien | oo 4o
chinh
Savi N , Vién nén
G106 | tposarta | Irbesartan | 75mg | HOP3 YL | paophim/ | 36 Vien | VD-28034-17 | 893110295123
59 n75 x 10 vién uéng

Chung t6i xin gtri kém quyét dinh sé: 737/QDP-QLD ngay 09 thang 10 nam
2023 cua Cuyc Quéan ly Dugc V& viéc ban hanh danh muc 1017 thubc san xuét trong
nudc duge g1a han glay déng ly luu hanh tai Viét Nam - dot 187 dé chimg minh,
dong thoi cam két viéc thay dbi nay khong anh hudng den tién d6 cung cép ciing nhu
chét lrong ctia sén phém

R4t mong nhan duoc sy xem xét va dong y tiép nhan cia quy S& Y Té.

* Tran trong!




PHU LUC DANH MUC THUOC GENERIC VA VAC XIN PE
NGHI THAY POI SO PANG KY

(Kem theo cong vin: 1712/AD-SY T ngay 17 thdng 12 nam 2024 )

S6 ding ky $6 lwgng cung| sé lwong con
S6 ding ky theo X £ £ : '
A h X 4 th t Sé di , : 5 1 , . »
STT | Mahang | o BUCC | by | Quyét dinh €0 Quyct | SOdingky | yo osyys| SOlwemg | umgtheo | lgi cungimg
trung thau 08/QD-SYT - dinh so thay doi triung thau | Quyeét dinh | theo thong tin
737/QD-QLD 08/QD-SYT | di thay dbi
SaVi Irbesartan i 893110295123 Bénh Vién Tinh
1 G10659 75 Vién VD-28034-17 (VD-28034-17) 893110295123 Ninh Thun 150.000 99.930 50.070
SaVi Irbesartan . 893110295123 Trung Tam Y Té
2 G10659 75 Vién VD-28034-17 (VD-28034-17) 893110295123 Thuan Béc 5.000 1.980 3.020
53.090

TONG: 02 khoin

PAI DIEN HUP PHAP CUA CONG TY

NGUYEN LINH
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc 1ap - Tw do - Hanh phiic
Sé: 737 /QP-QLD Ha Ngi, ngdy 09 thing 10 ndm 2023
QUYKET PINH

V& viéc ban hanh Danh mut 1017 thudc san xuét trong nwéc
dwgc gia han giay diang ky luu hanh tai Viét Nam - Dot 187

CUC TRUGNG CUC QUAN LY DUQC

Can cir Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016;
Cin cir Nghi dinh s6 95/2022/Nb-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vy, quyen han va co cdu té chitc ciia BY Y té;

Can cr Quyet dinh so 1969/0D-BYT ngay 26/4/2023 cua Bo trwong B Y té
quy dinh chirc ndng, nhiém vy, quyén han va co cdu té chirc ciia Cuc Qudn Iy Duge
thugc B Y té;

Cin cir Théong tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia Bé treuomg BY Y 16
quy dinh viéc dang ky heu hanh thuéc, nguyen ligu lam thudc;

Can cir két lugn cua Hoi dong tu van cdp gidy ding ky heu hanh thudc, nguyén
liéu lam thudc - B4 Y té; '

Theo dé nghi ciia Trudng phong Ping ky thuoc, Cuc Qudn Iy Duoc.

QUYET PINH:

Didu 1. Ban hianh kém theo Quyét dinh nay danh myc 1017 thudc san xuét trong
nuée duge cip gidy ding ky luu hanh tai Viét Nam - Dot 187, cu the

1. Danh muc 918 thudc san xuét trong nuée duoc gia han gidy ding ky lwu hanh
hiéu lyc 05 nam (Phy luc I kém theo).

2. Danh muc 99 thubc san xuit trong nréc duoc gia han gidy ding ky lru hanh
hiéu luc 03 ndm (Phy lyc II kém theo).

Diéu 2. Co 56 san xuit va co s& déng ky thube c6 trach nhiém:

1. San xuét thuoc theo dung cac hd so, tai lidu d3 diang ky véi Bo Y té va phai in
s6 ding kj dwoc BO Y 6 Vigt Nam cip 1én nhén thudc.

2. Chi dugc san xudt, dua ra lwu hanh céc thudc kiém soét dic biét khi c6 Gidy
ching nhén du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soét dic
biét phit hop v6i pham vi hoat d6ng ciia co s dap g quy dinh tai khoan 5 Diéu 143
Nghi dinh s§ 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phit quy dinh chi tiét mét sb
diéu va bién phép thi hanh Lu4t Dugc.

3. Thyc hién viéc cap nhat tiéu chudn chét lwong ciia thube theo quy dinh tai
Thoéng tu s6 1 1/2018/TT-BYT ngay 04/5/2018 cia BJ truéng B6 Y té quy dlnh vé& chét
hrong thube, nguyén liéu 1am thude.

4. Thuc hién, phéi hop v6i co s¢ nhip khiu thuc hién theo dang quy dinh tai
Cong vin s6 5853/QLD-CL ngay 19/4/2019 cia Cuc Quan ly Dugc ve viée kiém tra
chat hrong nguyén lidu 1am thubc nhém sartan d6i véi cdc thube thude danh muc tai
Diéu 1 ban hanh kém theo Quyet dinh ndy c6 chira dugc chat thuoc nhom sartan

5. Thudc dwrgc gia han gidy déng ky Iuu hanh tai Quyét dinh nay nhung chwa ndp
hé so cép nhét ndi dung nhin thude, t& hudéng din st dung thubc theo quy dinh cla
Thong tu 01/2018/TT-BYT ngay 18/01/2018 clia B§ trudng BoY té thi phai thic hién
* cép nhit theo quy dinh tai diém b Khoan 1 Dleu 37 Théng tr s6 01/2018/TT-BYT trong
thot han 12 thang ké tir ngay duoc gia han gidy dang ky luu hanh.



6. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky Iwu hanh theo Quyet dinh nay c6 thay d6i vé n6i dung hanh chinh (bao
gom cé mau nhan va to huéng dan sir dung thudc) phai san xuét va lru hanh véi céc ndi
dung d3 dugc phé duyét thay dbi trong hd so gia han.

7. Co s& dang ky thudc phai bao dam duy tri didu kién hoat dong trong thoi gian
hiéu lyc ctia gidy dang ky hru hanh thudc, nguyén liéu 1am thubc. Trong trudng hop
khong con dap tmg da diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc hién
thay d6i co s¢ ding ky theo quy dinh tai Thong tur s6 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngay co s& dang ky khong con dn diéu kién hoat dong.

8. Co sd san xuét thudc > phai bao dam cac didu kién hoat dong ciia co sO san xuit
trong thoi han hi¢u lyc cia glay dang ky luu hanh thubc, nguyén ligu lam thuoc

9. Cac thuoc duoc gia han gidy dang ky luu hanh tai Quyet dinh nay duogc t1ep
tuc s dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 théng ké tir
ngay dugc cap s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo
Thong tw s6 08/2022/TT-BYT.

Dleu 3. Quyét dinh nay c6 hiéu 1u:c ké tir ngay ky ban hanh.

Piéu 4. Gidm dbc S& Y té céc tinh, thanh pho truc thuéc Trung wong va Gidm
dbc co sé san xult va co s ding ky c6 thudc tai Didu 1 chiu trach nhiém thi hanh Quyét
_ dinh nay./. .

Noi nhin:

- Nhu Diéu 4;

- BT. Pao Hong Lan (dé ble);

- TT. B4 Xuin Tuyén (de bl/c);

- Cuc Quan y - B6 Quéc phong, Cuc Y té - By Cong an;
-CucY t GTVT - B6 Giao thong van tai;

- Tong Cuc Hai quan - B Tai chinh;

- Bao h1em x4 hoi Vigt Nam;

-B§ Y té: Vu PC, Cyc QLYDCT, Cyc QLKCB, Thanh tra
B9, Vén phong HDTV cap GBKLH thude, NLLT;

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

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

- C4c Bénh vién, Vién c6 giuong bénh tryc thudc B4 Y té;
- Trung tAm mua sim tap trung thube quoc gia;

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

- Lwu: VT, BKT (T) (02b).

it Tudn Cuong



PhulucI
DANH MUC 918 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 05 NAM - DOT 187
(Kém theo Quyét dinh s6 737 /QB-QLD ngdy 09thdng 10nam 2023

cua Cuc Qudn Iy Duoc)
ST Tén thudc Hoat chit chinh - | Dang biao | Quy cich déng | Tiéu Tubi So6 diing ky So
T o Ham lwong ché g6i chuin tho gia han 1an
(thing) | (Sodiingky | gia
di cap) han
) @ 3 @ (&) © )] ) &)

1. Co s& diing ky: Céng ty C6 phin Dwge phim 2/9 (Dia chi: 299/22 Ly Thuong Kiét, Phirdng 15, Quan 11, Thanh phé
Hb Chi Minh, Viét Nam)

1. 1. Co sé sin xuét: Céng ty C8 phin Dwrge phim 2/9 (Dia chi: 930 C4 dudng C, Khu céng nghiép Cat Lai, cum 2,
Phwong Thanh M§ Loi, Quén 2, TP.Hb Chi Minh, Viét Nam) .

1 |Nadygenor Arginin aspartat 1g |[Dungdich [Hop 20 Ongx5 |- NSX 36 893110251923 01
ubng ml (VD-27732-17)
2 |Nadypharlax Mbi géi chira Thubdc bot  |Hop 20 G6i x NSX 36 893100252023 01
_ Macrogol 4000 10g |uéng 10,21g (VD-19299-13)
3 '|Allopurinol 300 [Alopurinol 300mg |Vién nén Hop3vix 10 NSX 36 893110252123 01
vién (VD-25103-16)
4 |Atorvastatin 20  |Atorvastatin (dudi |Viénnén  [HOp 3 vix 10 NSX 36 893110252223 or |°
dang Atorvastatin |bao phim  |vién; Hop 10 vi (VD-30253-18)
calci) 20mg x 10 vién
5 |Fexnad 180 Fexofenadin Vién nén Hop 1 vix 10 NSX 36 893100252323 01
hydroclorid 180mg |bao phim. |vién (VD-29639-18)

2. Co s& ding ky: Cong ty C6 phin Dwge Phim Imexpharm (Dia chi: 8§ 04 Dudng 30/4, Phudng 1, TP.Cao Lanh, Ddng
Thép, Viét Nam) | i

2.1. Co s& sin xuét: Chi nhénh 3 - Céng ty CPDP Imexpharm tai Binh Dwong (Dia chi: $6 22, Pudng sé 2, Khu cong
nghigp Viét Nam - Singapore II, Phudng Hoa Phyi, TP.Thi Diu Mét, Tinh Binh Duong, Viét Nam)

6 |Cefoxitinl g Cefoxitin (dudi Thudc bt |Hop 1 Lox 1 USP hién 24 893110252423 01
dang cefoxitin pha tiém gam; Hop 10 Lo hanh (VD-26841-17)
natri) 1g x 1 gam.
7 |Ceftizoxim 1g Ceftizoxim (duéi [Thudcbot [Hop 1Lox 1g; [USP hién 24 893110252523 01
' dang ceftizoxim  |phatiém |Hop 10Loxlg | hanh (VD-29757-18)
natri) 1gam :
8 |Imedoxim 100 Cefpodoxim (dudi |Vién nén Hop 03 vix 10 [USP hién 24 893110252623 01
dang Cefpodoxim |bao phim  [Vién hanh (VD-27890-17)
i proxetil) 100mg
9 |Imetoxim1 g Cefotaxim (dudi Thubc bt |[Hop 1 Lgox1 NSX 24 893110252723 01
: dang Cefotaxim pha tiém gam, lo thiy (VD-26846-17) .
natri) 1g tinh; Hop 10 Lo ’
x 1 gam, lo thity
tinth
10 |Imexime 200 Cefixim (duéi dang |Viénnang |[Hop 02 vix 10 NSX 24 893110252823 01
cefixim trihydrat) |cing vién (VD-30399-18)
200mg
11 |Zanimex 250 Cefuroxim (duéi |Viénnén [Hop2vix5Svién| NSX 36 893110252923 01
- dang Cefuroxim  |bao phim ' (VD-20746-14)
axetil) 250mg

2.2. Co s& san xuit: Cong ty Cb phin Dwgc Phim Imexpharm (Dia chi: S5 04, Pudng 30/4, Phudng 1, TP. Cao Lanh,
Tinh Ddng Thép, Viét Nam)



40

ST| Ténthudoc | Hoat chit chinh - | Dang bao | Quy cich déng | Tiéu Tubi $6 ding ky S6
T Ham lwgng ché goi chuin tho gia han lan
(thing) | -(S6 dsingky | gia
di cép) han
@ @ &)] @ M C)) () M () ®
431 |Olanzap 5 Olanzapin 5mg Vién nén Hop3vix 10 NSX 36 893110294923 01
phén tan vién (VD-27046-17)
. trong miéng
432 |SaVi Ebastin 10 [Ebastin 10mg Vién nén Hop3vix 10 JP XVII 36 893110295023 01
‘ bao phim  |vién . (VD-28031-17)
433 |SaVi Irbesartan 75|Irbesartan 75mg Vién nén Hop3vix 10 USP 42 36 893110295123 01
bao phim  |vién (VD-28034-17)

434 [SaVi Losartan 100|Losartan kali Vién nén Hop 3vix 10 USP 41 36 893110295223 01
100mg bao phim  |[vién (VD-27048-17)

435 |SaVi Olanzapine |Olanzapin 10mg Vién nén Hop3vix 10 USP 42 36 893110295323 0]

10 bao phim  |vién (VD-27049-17)
436 |SaVi Rosuvastatin (dudi |Vién nén Hop3vix 10 NSX 36 893110295423 01
Rosuvastatin 5 dang rosuvastatin  |bao phim  |vién (VD-28038-17)
calci) Smg
437)SaVi Valsartan  [Valsartan 160mg; |Viénnén |Hop3vix10 USP 42 36 893110295523 01
HCT 160/25 |Hydroclorothiazid |bao phim  |vién (VD-27051-17)
25mg
438 |SaViAlben 400  |Albendazol 400mg |[Vién nén Hop 1vix1vién| USP42 36 893110295623 | 01
bao phim (VD-27052-17)

439 |SaViAlvic Paracetamol Vién nén Hop 10 vix 10 NSX 36 893100295723 01
325mg; Tbuprofen |bao phim  |vién (VD-26259-17)
200mg

440 [Tizadyn 100 Topiramat 100mg [Vién nén Hop3vix 10 NSX 36 893110295823 01

' bao phim  |vién (VD-27054-17)
441 |Irbelorzed Irbesartan 300mg; |Vién nén Hop3vix 10 USP 42 36 893110295923 01
300/12,5 Hydroclorothiazid |bao phim  |vién (VD-27040-17)
12,5mg

47. Co s diing ky: Cong ty ¢b phin dwgc phdm Tenamyd (Dia chi: L6Y01-02A durdng Tan Thuin, khu céng nghiép/khu
‘ché xuét Tan Thuin, phwdng Tan Thuan Déng, quin 7, thanh phé H5 Chi Minh, Viét Nam)
47.1. Co s& sin xuit: Cong ty cb phin dwgc phim Tenamyd (Dia chi: L6 Y01-02A dudomg Tan Thuan, khu céng
nghigp/khu ché xuit Tan Thuin, phudng Tan Thusn Déng, quén 7, thanh phé HS Chi Minh, Viét Nam)

442

Cefotaxime 2000

Cefotaxim (duéi
dang cefotaxim
natri) 2000mg

Thudc bét
pha tiém

Hop 10 1o bot
pha tiém; Hop 1
lo bdt pha tiém

USP 2022

36

893110296023
(VD-15008-13)

01

48. C0' o dang ky: Cong ty cd phan dwoc phﬁm Tipharco (Dia chi: L6 08, 09 cum cong nghiép va Tiéu tha cOng nghiép
Tén My Chanh, Phuong 9, TP. My Tho, tinh Tlen Glang, Viét Nam)
48.1. Co s& sin xuit: Cong ty b phin du'0'c phim Tipharco (Bia chi: 15, D¢ Binh Kidu, Phudng 2, TP M§ Tho, Tinh
Tién Giang, Viét Nam)

443 |Glimepiride 4mg |Glimepirid 4mg Vién nén Hop3vix 10 NSX 36 893110296123 01
vién (VD-26263-17)

444 |Omaride Sulpirid 50mg Viénnang |Hop 10vix 15 NSX 36 893110296223 01
cung vién (VD-24858-16)

49. Co s& dang ky: Cong ty TNHH Reliv Pharma (Dia chi: 410/9 Tan Phi, Khu M§ G1a 1, Phudng Tén Phi, Quén 7,

thanh phé Ho Chi Minh, Viét Nam)
49.1. Co s& sén xuit: Cong ty C6 phin Dugc phim Trung wong 2 (Dia chi: L6 27, khu cdng nghiép Quang Minh, thi trdn

Quang Minh, huyén Mé Linh, thinh phé Ha Ni, Vit Nam)






