UBND TINH KIEN GIANG
SO Y TE

S6: /6 2+ /SYT-NVYD
V/v diéu chinh théng tin tring

thau.

Kinh guri:

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phic

Kién Giang, ngay ¢}y thang 6 nam 2024

- Céac don vi su nghiép truc thuéc So Y té;

- Bénh vién Da khoa tu nhan Binh An;

- Bénh xa Cong an tinh;
- CONG TY TNHH DUCC PHAM VAN LANG
(373/1/177 Ly Thuong Kiét, P.9, Q. Tan Binh,

Tp. HCM);

(Sau day dwoc goi la cac Pon vi).

Cin ctr Thong tu 15/2019/TT-BYT ngay 11/7/2019 cta B§ Y té vé viée

dau thau thudc tai céc co sO y té cong lap duge stra doi bo sung mot so diéu tai

Théng tu 06/2023/TT-BYT ngay 12/3/2023 cia Bo Y té;

Cin cit Quyét dinh s6 1465/QD-SYT ngay 16/5/2024 ciia S&' Y té vé viée

phé duyét két qua lua chon nha thau cung cap thude tap trung tinh Kién Giang,

giai doan 2023-2025 (dot 3) Goi sé 1: G6i thau thube generic cap ciu;

Trén co s& dé nghi cua Cong ty TNHH Duoc pham Vian Lang ngiy

23/5/2024 v& viéc dinh chinh théng tin thudc tring thau (dinh kem).

S&'Y té thong bao dén cac don vi viée diéu chinh théng tin thude trang thau

nhu sau:
Tén hoat chat, y , i
Mi 1 Nhom Tén thuoc tring Tén thuoc dieu
TT = nong do ham .
Phin(16) TCKT thiu chinh
lrgng
Capecitabine Capecitabine
PP2300 Capecitabin,
1 Nhém 1 | Pharmacare 500mg | Pharmacare 500mg
627997 500mg
Film coated Tablets | Film-coated Tablets

L



Céc ndi dung khac lién quan dén thudc tring thau tai Quyét dinh sé 1465/QD-
SYT ngay 16/5/2024 ctia S& Y té giir nguyén khong thay doi.

S&'Y té thong bo dén cac don vi duge biét va thue hign./. ~0.4
Noi nhin: KT. GIAM POC

- Nhu trén; A A A
- GDb va cac PGD SYT; ?I__IO GIAM DPOC

- Kho bac nha nudc tinh; me
- BHXH tinh; S\
- Trang thong tin dién ti SYT;

-VPDT SYT;

- Luu: VT, NVYD; lvminh (02).

P6 Thién Tung




CONG TY TNHH CONG HOA XA HQI CHU NGHIA VIET NAM

DUQC PHAM VAN LANG Poc ldp — Tw do — Hanh phiic

S0: 10/2024/CV/VL-SYT

V/v: Dinh chinh théng tin thudc Tp.HCM, ngay 23 thdang 05 ndm 2024
triing thdu

Kinh gvi : SO'Y TE TINH KIEN GIANG

Ching t6i, Cong ty TNHH Dwgc Pham Vin Lang xin giri dén Quy S Y
Té 1di chao trén trong.

Can ct Quyét dinh sb: 1465/QD-SYT ngay 16 thang 05 nim 2024 quyét dinh
phé duyét két qua lwa chon nha thiu cung cép thube tap trung tinh Kién Giang, giai
doan 2023-2025 (dot 3) G6i sb 1: G6i thau thube generic cép ciru.

Trong qua trinh 1am E-HSDT do so xuét trong qué trinh dénh may, dan toi
tén thubc du thiu chua ding. Chung t6i xin dinh chinh thong tin mat hang thudc

tring thau, cu thé:

Thong tin theo két

STT qua tring thiu Thong tin dinh chinh
I Capecitabine Pharmacare 500mg Capecitabine Pharmacare 500mg
Film coated Tablets Film-coated Tablets

Rét mong quy S& xem xét va nhan dugc su chip thuan cua Quy S¢

Trén trong cam on!

Noi nhgn: 2

THiCH’ NHIEM HiTt ’“AH[

i DUGC PHAM LE
-"

-Nhur trén;

-Luu: VT, 1 ',\
NP GIAM BGC
DS. BUI HAI THANN
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‘} Ky béi: Cuc Quin
"\ 1y Duge ? A . " : - i 5 - 3
g’ @9 ig’;;‘ e - HOY'TE CONG HOA XA HQI CHU NGHIA VIET NAM

R

w0 CYC QUAN LY DUQC Djc lap - Ty do - Hanh phiic
S6: 794 /QP-QLD Ha Ngi, ngay 27 thdngl0ndm 2023
QUYET PINH o> \;\

Vé viéc ban hanh danh muc 215 thude nwée
dwgc cAp gidy ding ky lru hanh tai Viét Nam -

PH hA
S
ANLAE—=
W &
N
8 \e\ e

Can cit Lugt Dugc s6 105/2016/QH13 ngdy 06/4/2016; ~ SbvO— 7

e
Can cik Nghj dinh s8 95/2022/ND-CP ngay 15/11/2022 ciia Chink p‘ﬁ{f‘é}’ﬂpoc
dinh chitc ndng, nhiém vy, quyén han va co céu té chire cia Bj Y6, > »uIHAITHANH

Can cir Quyét dinh s6 1969/0D-BYT ngdy 26/4/2023 cia Bo truéng Bo Y
té quy dinh chirc ndng, nhiém vu, quyén han va co céu té chire cia C uc Quan ly
Dugc thupe B Y té:

Can cik Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng Bé Y
t¢ quy dinh viéc ddang ky luu hanh thuéc, nguyén lisu lam thuéc;

Can cit két lugn cia Hpi dong te van cdp gidy ding ky lweu hanh thuéc,
nguyén liéu lam thuéc - B6 Y té:

Theo dé nghj cia Truomg phong Déng ky thude - Cuc Quan Iy Duroc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 215 thudc nuéc
ngoai dugc cép gidy dang ky luu hanh tai Viét Nam - Pot 116, bao gom:

1. Danh myc 174 thuéc nuéce ngoai duge cp gidy dang ky lwu hanh higu
luc 05 ndm - Dot 116 (tai Phu luc I kém theo).

2. Danh myc 41 thuée nuc ngoai duge chp gidy ding ky lwu hanh hicu
luc 03 ndm - Dot 116 (tai Phu luc II kém theo).

Piéu 2. Co s& san xudt va co so dang ky thude c6 trach nhiém:

1. Cung cép thubc vao Viét Nam theo dung cac hd so tai liéu da dang ky
v6i BO Y t€ va phai in hodic dén sé ding ky dugc Bo Y té cp 1én nhan thudc.

2. Chép hanh dly dii phap luat cita nuéc CHXHCN Viat Nam va céc quy
dinh ctia B Y t€ vé nhép khdu thudc va Iwu hanh thubc tai Viét Nam, néu c6 bat
ctr thay dbi gi trong qud trinh lru hanh thubc & nude so tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quan ly Duogc - B0 Y té Viét Nam.

3. Thyc hién viéc cdp nhat tiéu chuln chét lugng cua thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta B§ trudng Bo Y té quy
dinh vé cht lugng thubc, nguyén liéu 1am thuéc.

4. Cép nhat nhan thudc va ty huéng dan sir dung thube theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia B trudng Bo Y té€ quy dinh
ghi nhin thudc, nguyén liéu lam thudc va to huéng dén sir dung thude trong thoi
han 06 théang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, bd
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sung gidy dang ky lwu hanh thudc quy dinh tai Thong tr 08/2022/TT-BYT ngay
05/09/2022 ctia B6 truéng Bo Y té.

5. Phéi hop véi céc co s& didu tri dé thue hién theo ding cdc quy dinh
hién hanh vé thudc ké don, theo doi an toan, hidu qua, tac dung khong mong
mudn cua thuéc trén nguoi Viét Nam va téng hop, bao céo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bo trudng B Y té
quy dinh viéc déng ky Iuu hanh thuéc, nguyén lidu 1am thudc dbi véi cac thude
thugc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cia co s¢ ding
ky trong thoi gian hi¢u luc cta gidy dang ky Iuu hanh thuée, nguyén liéu lam
thudc. Trong truong hop khong con dap tmg di didu kién hoat dong, co s¢ ding
ky phai c6 trach nhiém thyc hién thay ddi co s& dédng ky theo quy dinh tai Thong
tu 56 08/2022/TT-BYT ngay 05/9/2022 ciia Bo trudng Bo Y té trong thdi han 30
ngdy ké tir ngay co s& déng ky khong con du diéu kién hoat dong.

8. Co s¢ déng ky thudc phai béo cdo Bo Y té vé cp nhat tinh trang dép
ung Thye hanh t0t sén xuat ciia co s& san xuét thuée, nguyén lidu lam thudc.
Trudng hop co s& san xuét bi thu hdi gidy phép san xuit hoic khéng dap g
Thyc hanh 6t san xuét thudc, nguyén liéu lam thudc & nudc & tai, co so phai
thue hign viéc bdo céo trong thdi han 15 ngay ké tur ngay co thong bdo cia co
quan quan ly ¢é thim quyén nuéc s tai theo quy dinh tai diém d khoan 1 Didu
100 Nghi dinh sé 54/2017/ND-CP ngay 08/05/2017 ctia Chinh phu quy dinh chi
tiét mt s8 didu va bién phap thi hanh Luat Duoc.

Diéu 3. Quyét dinh nay c6 hi¢u Iyc k& tir ngdy ky ban hanh.

Diéu 4. Giam dbc So Y té cac tinh, thanh phé truc thudc trung wong, giam
déc nha san xuét va co so ding ky c6 thubc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Diéu 4;

- B9 trudmg (dé blc);

- TTr. B3 Xuan Tuyén (dé b/c);
- Cuc Quén Y - Bé Québe phong, Cuc Y té - B§ Congl!
an; Cuc Y t€ GTVT - Bd Giao thong vén tai;
- Téng Cyc Hi quan - Bo Tai chinh;

- Bao hiém X4 héi Viét Nam; = i ]
- B3 Y t& Vu PC, Cuc QLKCB, Thanh tra B, Van Vii Tuin Cudng
phong HPTV cép GPKLH thudc, NLLT;

- S& Y té cac tinh, thanh phé truc thude Trung wong;

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

- Téng Céng ty Duge VN-CTCP;

- Céc Cong ty XNK dugc phim;

- Céc Bénh vién & Vién c6 giuong bénh tryc thude

BYT;

- Trung tdm mua sim tap trung thudc quéc gia;

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

PCHN, VP Cuc; Website Cuc QLD;

- Luu: VT, KT (2b) (NT).




Phy lye II

DANH MUC 41 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 116

(Ban hanh kém theo quyét dinh s6: ... 794...../0P-QLD, ngay21../10./2023 ciia Cuc Quan Iy Duge)

STT | Tén thudc Hoat chit chinh — Dang bao | Quy cach Tiéu Tudi S6 ding ky
Ham lrgng ché dong géi | chuin | tho
(thang)
(0] @ (©)] Q) () (6) U] 8)

1. Co sé diing ky: A. Menarini Singapore Pte. Ltd. (Pia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& san xuat: Menarini - von Heyden GmbH (Pja chi: Leipziger Strasse 7-13, 01097
Dresden, Germany)

1 Ranexicor Ranolazine 375mg | Vién nén Hop 2 vix NSX 36 400110438523
gidi phéng | 15 vién;
kéo dai Hép 3 vix
20 vién;
Hop 5 vix
20 vién
2 Ranexicor Ranolazine 750mg | Vién nén Hép 2 vix NSX 36 400110438623
giai phéng | 15 vién;
kéo dai Hop 3 vix
20 vién;
Hop 5 vix
20 vién
3 Ranexicor Ranolazine 500mg | Vién nén Hop 2 vix NSX 36 400110438723
giai phong | 15 vién;
kéo dai Hop 3 vix
20 vién;
Hop 5 vix
20 vién
2. Co' s& diing ky: Aspen Pharmacare Australia Pty Limited (Pja chi- 34-36 Chandos Street, ST
Leonards NSW 2065, Australia)
2.1. Co s& san xuit: Cyndea Pharma, S.L (Dja chi: Poligono Industrial Emiliano Revilla Sanz, Av.
De Agreda 31 42110 Olvega (Soria), Spain)
4 Gracial Desogestrel (vién Vién nén Hop 01 vi, NSX 36 840110438823
xanh) 0,025mg; 07 vién
Ethinylestradiol xanh va 15
(vién xanh) vién tring

0,04mg;
Desogestrel (vién
tréng) 0,125mg;
Ethinylestradiol
(vién tring)

0,03mg




3

STT | Ténthuoc | Hoatchitchinh— | Dang bao Quycich | Tiéu | Tudi So6 diing ky
Ham lrong ché déng g6i | chuin tho
(thang)
1) (2) 3) 4) ) (6) () (8
12 Alfentanil- Alfentanil (dudi Dung dich | Hop 10 6ng | NSX 24 400111439623
hameln dang Alfentanil tiém X 2ml
0,5mg/ml hydrochlorid
0,5438mg)
0,5mg/ml

7. Co sé diing ky: Cong ty TNHH Dich vu Thwong mai Dwge phim Chanh Pire (Dia chi: 41 Lé
Trung Nghta, qudn Tdn Binh, TP. H6 Chi Minh, Viét Nam)
7.1. Co s& san xuit: Cyndea Pharma S.L. (Dia chi: Poligono Industrial Emiliano Revilla Sanz, Av.
de Agreda, 31 42110 Olvega, Soria, Spain)

13 Desogestrel

75 meg

Desogestrel
0,075mg

Vién nén
bao phim

Hop 1 gbi x
I vix28
vién

NSX

36

840110439723

8. Co' s¢ diing ky: Cong ty TNHH Duwgc phAm GSK Viét Nam (Dja chi- Phong 702 va 703, Tang

7, Toa nha Metropolitan Tower, S6 235 ducmg Pong Khdi, Phuong Bén Ngh

Chi Minh, Viét Nam)
8.1. Co'sé san xuit: Glaxo Operations UK Ltd (trading as Glaxo Wellcome Operations) (Pja chi:
Priory street, Ware, Hertfordshire, SG12 0D.J, United Kingdom)

¢, Qudn I, Thanh phé Ho

14 Trelegy

Ellipta

M&i liéu chua
phéng thich chira
100mcg fluticasone
furoate; 62,5mcg
umeclidinium
(trong duong véi
74,2mcg
umeclidinium
bromide) va 25mcg
vilanterol (dang
trifenatate). Liéu
nay tuong ing v§i
liéu phong thich
(liéu di ra khoi diu
ngdm cua dyung cy
hit) chira 92mcg
fluticasone furoate;
55mceg
umeclidinium
(tuong duong véi
65mcg
umeclidinium
bromide) va 22mcg
vilanterol (dang
trifenatate)

Thude bot
hit phan
liéu

Hop co 1
dung cu hit
chira 30 liéu
hit

NSX

24

500110439823

9. Co s& diing ky: Cong ty TNHH Dugc Phim Huy Cwong (Pja chi: 37 Tran Nhdt Dudt, Phuong
Tdn Dinh, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)
9.1. Co s& san xuét: Pharmacare Premium Ltd. (Dia chi: HHF003 Hal Far Industrial Estate,
Birzebbugia BBG 3000, Malta)



STT Tén thube Hoat chit chinh — Dang bao | Quy cach Tiéu Tuoi So ding ky
Ham lwgng ché déng g6i | chuin tho
(thang)
1) 2 3) 4) () (6) @) (8)

15 Capecitabine | Capecitabine Vién nén Hép 12vix | NSX 36 535114439923
Pharmacare 500mg bao phim 10 vién
500mg Film-
coated Tablets

10. Co 56 diing ky: Cong ty TNHH Dugc TAm Pan (Dia chi: A4.4 KDC Everich 3, Puong Phii

Thudn, Phuong Tdn Phi, Qudn 7, Thanh phrj' H6 Chi Minh, Viét Nam)

10.1. Co s& sin xuét: Vianex S.A.- Plant C (Dia chi: 16th km Marathonos Ave., Pallini Attiki 15351,

Greece)
16 Dioxofin Oxaliplatin Dung dich | Hop 1 lo x NSX 24 520114440023
200mg/40mg dam dic 40ml
pha tiém
truyén
11. Co sé ding ky: Cong ty TNHH Mot thanh vién Dugc phim PV Healthcare (Dia chi: 4/5 Khu
Dén Cu Van Xudn Dat Viét, DPuomg S6 5, Phuong Binh Hung Hoa, Qudn Binh Tdn, TPHCM, Viét
Nam)
11.1. Co s& san xuit: The Acme Laboratories Ltd. (Dia chi: Dhulivita, Dhamrai, Dhaka,
Bangladesh) :
17 Bromtab 40 Febuxostat 40mg Vién nén Hop 2 vix NSX 36 894110440123 / ]
tablet bao phim 10 vién =
12. Co s& ding ky: Cong ty TNHH Pfizer (Viét Nam) (Dja chi: T dang 17, phong 1701, Friendship ;
Tower, 31 Lé Dudn, phicng Bén Nghé, Qudn 1, TP Hé Chi Minh, Viét Nam)
12.1. Co s& san xuit: ACS Dobfar S.P.A (Dia chi: Via A. Fleming, 2-37135 Verona (VR), Italy)
Co s& trfn bjt trung gian: ACS Dobfar S.P.A (Pja chi: V. Le Addetta 2a/12-3/5-20067 Tribiano
(Ml), Italy)
18 Zavicefta Ceftazidime (du¢i | Bot pha Hép 10 1o NSX 36 800110440223
dang ceftazidime dung dich
pentahydrate) 2g; dam dic dé
avibactam (duéi pha dung
dang avibactam dich tiém
sodium) 0,5mg truyén
13. Co's¢ diing ky: Cong ty TNHH Xiic tién Thwong mai Dwgc phidm va diu tw TV (Dja chi- S4
72 Binh Gid, Phuong 13, Qudn Tén Binh, Thanh phé’ Hé Chi Minh, Viét Nam)
13.1. Co s& san xuit: Prasfarma, S.L. (Dja chi: C/Sant Joan 11-15, 08560 Manlleu (Barcelona),
Spain)
19 Gemcitabine | Gemcitabine (duéi | Dung dich Hop 1 Lo x NSX 36 840114440323
TVP 2000mg | dang Gemcitabine | dam dic d@é | 20ml
hydrochlorid) pha dung
2000mg/20ml dich tiém
truyén

14. Co s& diing ky: DKSH Singapore Pte. Ltd (Pia chi: 47 Jalan Buroh, # 09-01, Singapore
(619491), Singapore)
14.1. Co s& san xuit: Lilly del Caribe, Inc. (Pja chi: 12.6 KM 65th Infantry Road (PR0I), Carolina,
009835, Puerto Rico)
Co s& déng g6i va xuét xwéng: Lilly, S.A. (Dia chi: Avda. de la Industria, 30, Alcobendas, 28108
Madrid, Spain)



