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CONG TY CO PHAN CONG HOA XA HQI CHU NGHIA VIET NAM
DUQC PHAM TRUNG UONG CPCI Djc lap — Ty do — Hanh phic
CHI NHANH TP. HO CHI MINH

Sé: 343/CPC1-CNHCM . Tp. H6 Chi Minh, ngay 20 thang 03 nim 2025
V/v thay d6i thong tin thu6e tring thau

Kinh giri: S& Y Té tinh Binh Phudc

Loi dAu tién, Cong ty Cb phin Duoc phim Trung wong CPC1 xin cam on sy ting hd va
hop téc clia Quy S& trong sudt thoi gian qua.

Cin cir Quyét dinh sb 46/QD-SYT ngay 23/01/2024 cua Giam déc S¢ Y té tinh Binh
Phudc vé viée phé duyét két qua Iva chon nha thiu géi thAu mua thudc generic cho céc co
s0'y té cong l4p trén dia ban tinh Binh Phuéc dot 1 giai doan 2023 — 2025.

Cin ctr Quyét dinh s6 3/QP-QLD ngay 03/01/2024 ciia Cuc Quén ly Dugc vé viée ban
hanh danh muc 231 thudc nudc ngoai dugc cip, gia han gidy ding ky luu hanh tai Viét Nam
- Dot 117.2 (ban sao dinh kém cong vin), trong d6 ¢6 mat hang thuéc Amdepin Duo (Hoat
chit - ham lwong: Amlodipin 5mg, Atorvastatin 10mg) dugc gia han gidy dang ky luu hanh
tai Viét Nam c6 hiéu luc 05 nim véi thong tin cu thé nhu sau:

S6 S6 ding ky
ding | xin dwgce tha
p ; ky trén | ddi theo quyet
ARt tinh | SHTT | dinh gia han

Co s& san xuat | Don

Mi so | Tén thube | — Nuwde san vi Ghi chi

Ngoai thong tin thay
doi SPK céc thong

L — Cadila v tin cdn lai khén
0421 P Pharmaceuticals | Vién | 20918- | 890110002724 ;) L SIONE.
Duo P thay d6i so véi HO
160 Ltd. - An B$ 18 3 s
so du thau va Két

qua trang thiu

Pé dap vng kip thai nhu ciu kham chira bénh tai Quy S&, Cong ty chiing i xin dugc
tiép tuc cung img thudc trén theo thong tin diéu chinh ké tir ngay ky cong vin nay va déng
th&ri cam két viée thay ddi nay khong anh hudng dén tién d6 cung cp cling nhu cam két cac
tiéu chudn chét luong san phim ciia thudc khong thay ddi.

Kinh mong Quy S& xem xét va chép thuan.

Trén trong cdm on sy hop tac cuia Quy Sé.
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Ww " CUC QUAN LY DUGC . Pjc lap - Ty do - Hanh phiic

3 /Qb-QLD Ha Ngi, ngay 03 thang 01ndm2024

QUYET PINH
V& viéc ban hanh danh muc 231 thudc nwée ngodi
¥¢ cap, gia han gidy ding ky hru hanh tai Viét Nam - Dot 117.2

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Lugt Duegce sé 105/2016/QH13 ngay 06/4/2016;
Cdn cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc ndng, nhiém vy, quyen han vé co cdu t6 chiec ciia B Y 1é;
Cdn cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cia Bé trucmg Bo Y té quy
dinh chz'rc néng, nhiém vu, quyén han va co cdu té chirc cia Cuc Quan Iy Dugc thuge
Bo Yié;

Cdn cit Thong tu s6 08/2022/TT BYT ngay 05/09/2022 cia B$ truéng Bs Y té quy

dinh viéc dang ky lwu hanh thudc, nguyén liéu lam thuoc
Cdin cir két ludn ciia Hoi dong te van cdp gidy ding ky heu hanh thudc, nguyén
liéu lam thudc - B Y té;
Theo dé nghi ciia Triedng phong Ddng ky thudc - Cuc Quan Iy Duoc.

QUYET PINH:

Dleu 1. Ban hanh kem theo Quyét dinh nay danh muc 231 thudc nuéc ngoai
duoc cép, gia han gidy déng ky luu hanh tai Viét Nam - Dot 117.2, cu thé:
1. Danh myc 01 thudc nuéc ngoai dugc cip gidy ding ky luu hanh hiéu lyc 05
niam - Dot 117.2 (tai Phu luc I kém theo).
2. Danh muc 206 thudc nudc ngodi duge gia han gidy dang ky luu hanh hiéu
luc 05 ndm - Dot 117.2 (Phuy luc 11 kém theo).
3. Danh muc 24 thuéc nudc ngoai dige gia han gidy ding ky luu hanh hiéu luc
03 nam - Dot 117.2 (Phu luc 11l kém theo).
Piéu 2. Co s& san xuit va co so ding ky thude c6 trach nhiém:
1. Cung cép thube vao Viét Nam theo diing cac hé so, tai ligu da dang ky véi
B Y té va phai in hodc dan sb ding ky dugc B Y té cip 1én nhan thubc.
2. Chip hanh diy du phap luit ciia nuéc CHXHCN Viét Nam va céc quy dinh
clia Bd Y té vé nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bét cir thay
ddi gi trong qua trinh luu hanh thuéc & nudc so tai va ¢ Viét Nam thi phai bdo cao
ngay cho Cuc Quan ly Dugc-B§ Y t€ Viét Nam.
3. Thyc hi¢n vi¢e cdp nhat tiéu chuéin chét lugng cua thube theo quy dinh tai
Thong tu sé 11/2018/TT-BYT ngay 04/5/2018 ctia B trudmg B Y té quy dinh vé cht
lugng thube, nguyén lidu lam thube.
4. Céap nhat nhin thubc v to hudng din sir dung thuéc theo quy dinh tai Thong
tur 01/2018/TT-BYT ngay 18/01/2018 cua B truong BO Y té quy dinh ghi nhan thuoc,

nguyén li¢u lam thuéc va t& hudng dén sir dung thude theo hinh thirc thay déi, bé sung

gidy dang ky luu hanh thuoc quy dinh tai Théng tu 08/2022/TT-BYT ngay 05/9/2022
cia BJ truong B§ Y té dbi véi thude chura cip nhét ndi dung nhin thube, tr huéng dén
str dung thudc theo quy dinh tai Théng tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo
truémg Bo Y té.






5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thube duge gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay dbi vé néi dung hanh chinh (bao
gom ca mau nhan v t& huéng din sir dung thuoc) phai nhip khiu va luu hanh véi cic
ndi dung d& dugc phé duyet thay déi trong ho so gia han.

6. Ph01 hop v6i céc co s& diéu trj dé thuc hién theo dung céc quy dinh hién
hanh vé thudc ké don, theo d6i an toan, hiéu qua, tic dung khong mong mudn cua
thude trén ngudi Viét Nam va tdng hop, bio cdo theo quy dinh tai Diéu 5 Théng tu sb
08/2022/TT-BYT ngay 05/9/2022 cua Bé truong Bd Y té quy dinh viéc ding ky luu
hanh thubc, nguyén liéu 1am thudc dbi véi cac thude thudc Danh muyc tai Phy lyc 111
ban hanh kém theo Quyét dinh nay.

7. Co sé ding ky thudc phai dam bao duy tri diéu kién hoat dong trong thdi gian
hiéu lyc cta gidy ding ky luu hanh thudc, nguyén li¢u lam thudc. Trong truomg hop
khéng con dap img du diéu kién hoat dong, co s ding ky phai ¢ trach nhiém thuc
hién thay dbi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT ngiy
05/9/2022 cta B trudng Bo Y té trong thoi han 30 ngay ké tir ngay co s ding ky
khong con du diéu kién hoat dong.

8. Co s& dang ky thudc phai béo cdo Bo Y té vé cdp nhit tinh trang dap tng
Thuc hanh tét san xuit clia co s& san xut thudce, nguyén liéu lam thude. Truong hop
co s&r san xuat bj thu hdi gidy phép san xuit hojic khéng dap img Thyc hanh t6t san
xuit thubc, nguyén liéu lam thubc & nuéc so tai, co s& phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay co6 thong bao cua co quan quan ly cd thim quyén
nudc s tai theo quy dinh tai diém d khoan 1 Didu 100 Nghi dinh s& 54/2017/ND-CP
ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mgt s6 diéu va bién phap thi hanh
Luat Duoc

Diéu 3. Céc thubc duge gia han gify ding ky luu hanh tai Quyet dinh nay dugc
tiép tuc sir dung sb dang ky da cap truée khi gia han trong thoi han tdi da 12 thang ké
tir ngay dugce cap sd dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh c6 hi¢u lyc ké tir ngay ky ban hanh.

Dleu 5. Giam d6c SO Y té céc tinh, thanh phé truc thudc trung wong, gidm ddc
nha san xudt va co s& diing ky ¢6 thudc tai Didu 1 chiu trich nhiém thi hanh Quyét
dinh nay./.

Noi nhin: CUC TRUGNG
- Nhu Bieu 5;

-Bj trucmg (dé by,

- TTr. D3 Xuén Tuyén gde b/c); :
- Cuc Quan Y - B§ Quéc phong, Cuc Y té - B) Cong a
Cuc Y té GTVT - Bd Giao théng vin tai;
- Téng Cuc Hai quan - Bé Tai chinh;

- Bao hiém X4 héi Viét Nam;

- By Y té& Vy PC, Cyc QLKCB, Thanh tra B§, Vin
phong HPTV cép GPKLH thudc, NLLT;

- S& Y té céc tinh, thanh phd tnye thudc Trung uong;

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

- Téng Céng ty Dugc VN-CTCP;

- Céc Cong ty XNK dugc phim;

- Cac Bénh vién & Vle:n co giudong be,nh truc thujc BYT;
- Trung tAm mua sim tap trung thubc qudc gia;

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

- Luu: VT, DKT (2b) (NT).
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DANH MUC 206 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh s6: ... 3......./QDP-OLD, ngay03../01./2024.cia Cuc Quan Iy Duoc)

Phu luc I1

TAI VIET NAM HIEU LUC 5 NAM - PQT 117.2

STT | Tén thudc | Hoat chét chinh Dang Quy cich | Tiéu Tudi So ding ky So
—Ham lugng bao ché | donggoi | chuén tho gia han lan

(thang) | (Sodingky | gia

di cip) han

(1) 2) 3) Q)] () (6) (0] ()] ®)

1. Co sé ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-

28 DUQ Tower Singapore 189352, Singapore)

1.1. Co sé sén xuit: Laboratorios Recalcine S.A (Dja chi: Av. Carrascal No 5670, Quinta Normal,
Santiago, Chile)

Estraceptin

Vién mau tring
¢0 hoat tinh:
Desogestrel
0,15mg , Ethinyl
estradiol 0,02mg;
Vién mau vang c¢é
hoat tinh: Ethinyl
estradiol 0,01mg

Vién nén
bao phim

Hop1vix
28 vién,
gém 21
vién mau
tring c6
hoat tinh,
2 vién
mau xanh
luc chi
chira ta
dugc, 5
vién mau
vang c¢o
hoat tinh

NSX

36

780110000224
(VN-17085-13)

01

1.2. Co s& san xuit: PT. Abbott Indonesia (Dja chi: JI. Raya Jakarta- Bogor Km. 37, Kel. Sukamaju,

Kec. Cilodong, Depok, Jawa Barat, Indonesia)

2 Brufen Ibuprofen Hon dich | Hop 1 lox | NSX 36 899100000324 01
100mg/5ml ubng 60ml (VN-21163-18)
1.3. Co s sin xuit: Sophartex (Dia chi: 21 rue du Pressoir, 28500 Vernouillet, France)

3 Hidrasec Racecadotril Vién Hop 2 vix | NSX 36 300110000424 01

100mg 100mg nang 10 vién; (VN-21653-19)
cing Hop3vix
10 vién

4 Hidrasec Racecadotril Thudc Hop 16 NSX 24 300110000524 | 01
10mg 10mg/goi bt udng | goi (VN-21164-18)
Infants

5 Hidrasec Racecadotril Thudc Hop 30 NSX 24 300110000624 | 01
30mg 30mg/goi bot udng | goi (VN-21165-18)
Children

2. Co sé dang ky: Agio Phamaceuticals Limited (Dja chi: A-38, Nandjyot Industrial Estate, Kurla
Andheri Road, Safed Pool, Mumbai Mumbai City Maharashtra 400072, India)
2.1. Co s6 san xuéit: Agio Phamaceuticals Ltd. (Dja chi: T- 81, 82. M.1.D.C., Bhosari, Pune 411026

Maharashtra State, India)
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STT | Tén thudc | Hoat chét chinh Dang | Quycdch | Tiéu Tuoi So ding ky S0
—Ham lwgng | baoché | dénggoi | chudn| the ia han lan

(thdng) (So ding ky gia

di cip) han

(1) 2) (&) @ 3 (6) () ()] (&)

11. Co s& diing ky: Cadila Pharmaceuticals Limited (Dja chi: Cadila Corporate Campus, Sarkhej

. Dholka Road, Bhat Ahmedabad, Gujarat — 382210, India)
11.1. Co s& sin xudt: Cadila Pharmaceuticals Limited (Pja chi: Plot No. 1389, Trasad Road,
Dholka, City: Dholka-382225, Dist. Ahmedabad, Gujarat State, India)

26 | Amdepin Atorvastatin Viénnén .| Hop 10 vi | NSX 36 890110002724 | 01
Duo (dudidang ' . |bao him[xs10,vién o[ o ol ~1:2(VN-20918-18)
atorvastatin calci) | G| ray dalled e
| 10mg; Amlodipin [** ol :
| (dudi dang ' Ly
amlodipin besilat)
Smg
27 Caditor 10 | Atorvastatin Viénnén | Hop 3 vix | NSX 36 890110002824 | 01l
(dudi dang bao phim | 10 vién; (VN-17284-13)
atorvastatin Hop 10 vi
calcium) 10mg x 10 vién
28 Caditor 20 | Atorvastatin Viénnén | Hop 3 vix | NSX 36 890110002924 | 01
(dudi dang bao phim | 10 vién, (VN-17285-13)
atorvastatin Hop 10 vi
calcium) 20mg x 10 vién
29 Ceftopix Cefpodoxim Viénnén | Hop2vix | USP 36 890110003024 01
100 (dudi dang bao phim | 10 vién hién {(VN-17288-13)
Cefpodoxim hanh
proxetil) 100mg
30 Ceftopix 50 | Cefpodoxim Bftpha | Hopl USP 24 890110003124 | 01
Suspension | (dudi dang hén dich | Chaix 36 | hién (VN-17290-13)
Cefpodoxim ubng gam, (dé hanh
proxetil) pha 60ml
50mg/5ml hén dich)
kém cbc
phén liéu
31 Rabicad 20 | Rabeprazol Vién nén | Hjp lén NSX 24 890110003224 | 01
sodium 20mg baotan | chiral0 (VN-16969-13)
trong Hop x 1 vi
ruft x 10 Vién

12. Co sé ding ky: Contract Manufacturing and Packaging Services Pty Ltd (Dja chi: 20 Long

Street, Smithfield, NSW, 2164, Australia)

12.1. Co s& san xuét: Contract Manufacturing and Packaging Services Pty Ltd (Dja chi: 20-24

Long Street, Smithfield, NSW, 2164, Australia)

32

Glupain

Glucosamine
sulfate (dudi dang
Glucosamine
sulfate potassium)
250mg

Vién
nang
cing

Hop 10 vi
x 10 vién

NSX

36

930100003324
(VN-19635-16)
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