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BAO HIEM XA HOI TINH BINH PINH Doc lip - Tu do - Hanh phiic
S& 929 /BHXH-GDBHYT Binh Dinh, ngay 09 thang 6 nam 2022
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Cac co so kham bénh, chita bénh bao hiém y té trong tinh

36 va kj higu H&g{w-%%éﬂz 22, Cuc Quan ly Duoc - Bo Y té ban hanh Quyét dinh sb
299/QD-QLD veé viéc thu hoi Giay dang ky luu hanh thudc tai Viét Nam doi véi
17 thuoc dugce cap so dang ky luu hanh.

Pé dam bao viée dau thau, su dung va thanh toan thudc bao hiém vy té
(BHYT) ding quy dinh, Bao hiém xa hoi tinh Binh Dinh thong bao dén cic co so
kham bénh, chtra bénh (CSKCB) BHYT trong tinh viéc dung thanh toan BHYT
ddi vai cac thude co trong Quyét dinh 299/QP-QLD néu trén tir ngay quyét dinh
¢o hiéu luc (ngay 03/6/2022). DSng thoi, dé dam bao quyén loi cua nguoi tham
gia BHYT, dé nghi cac CSKCB lya chon su dung thude khéc thay thé cac thude
néu trén.

Rat mong sur quan tam phoi hop cua cic CSKCB BHYT trong tinh./.

Noi nhdn:

- Nhu trén;

-S6 Y té tinh Binh Dinh:

- Gb BHXH tinh (bao cao);
- BHXH cac huyén, thi xa;

- Luu: VT, GD BHYT (2b)
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

(k UC QUAN LY DUQC Doc 1ap — Tu do — Hanh phic
S6: 299 /QP-QLD Ha Noi, ngay 03 thang 06 ndam 2022
QUYET PINH

Vé viéc thu hdi Gidy ding ky lwu hanh thudc tai Viét Nam d6i véi 17 thue
dwgce cap giay dang ky luwu hanh

CUC TRUONG CUC QUAN LY DUQC
Can cir Luat Duoc ngay 06 thang 4 nam 2016,
Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 ciia Chinh phu quy dinh
chi tiét mot s6 diéu ve bién phdp thi hanh Ludt duoc;

- Can cur Nghi dinh 6 1 55/2018/ND-CP ngay 12/11/2018 cua Chinh phu sita
doi mot so quy dinh /iéig quan den dieu kien dau tw kinh doanh thuoc pham vi quan
[v nha nieoc cua Bo Y té;

Can cir Nghi dinh 50 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh

chire ndng, nhiém vu, quyén han va co cdu t6 chire ciia Bo Y té;

Can cir Théng tir s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Yté
quy dinh viéc dang ky luu hanh thuoc, nguyen lieu lam thuoc;
Can cir Quyét dinh so 7868/OD-BYT ngay 28/12/2018 cua B¢ truong Bo Y té

quy dinh chitc ndng, nhiém vu, quvén han va co cdu t6 chire cua Cuc Quan Iy diroc
thuoc Bo Y té,

Can cir Két lugn so 166/KL-TTrB ngay 27/8/2021 cua Thanh tra B Y té vé
viéc thiee hién cdc quy dinh ciia phdp ludt ve dang ky, heu hanh, quan Iy chat lirong
thuée, nguvén liéu lam thuée, myv pham tai mot sé co so san xudt, nhdp khdu, kinh
doanh co lien quan trén dia ban tinh Binh Dirong;

Theo de nghi cua Trirong Phong Dang kv thuoc - Cuc Quan Iy Diroc.
QUYET DINH:

Dleu 1. Thu hoi Gidy dang ky luu hanh thude tai Viét Nam déi véi 17 thude
da duogce cap gidy dang ky luu hanh, cu thé sau day:

[. Co s dang ky thudc: Cong ty c¢o phan duoc pham Viét Nga (D/c: So 2B,
ngach 374/7, dwong Au Co, phirong Nhat Tan, Quan Tav Ho, Ha Noi - Viét Nam)

I.1. Co sosan xuat thude: Globe Pharmaceuticals Ltd. (B/c: BSCIC Industrial
Estate, Begumgonj, Noakhali — Bangladesh)

STT Tén thube Hoat chat, ham luong Dang bao ché S6 dang ky

Cetirizin ~ (dudi  dang Vien nén bao
I Trin Tablet Cetirizin  dihydroclorid) ; ) VN-20261-17
[0me phim




1.2.Co so san xuét thude: S.C.Arena Group S.A. (P/c: Bd

Valuntari, Ilfov district, 077910 — Romania)

. Dunarii nr. 54,

STT Tén thudc Hoat chit, ham lwong Dang bao ché S6 diang ky
o |Carbaro  200mg, | b mizepin 200mg | Vidn nén VN-19895-16
tablets
3 | Eurovir 200mg swmliant ¥ BEL A Vién nang cuing VN-19896-16
200mg

1.3.Co s& san xuat thudc: Stallion Laboratories Pvt. Ltd. (B/c: CIB 303, 2&3
G.1.D.C. Kerala (Bavla) Dist. Ahmedabad, Gujarat — India)

STT Tén thudc

Hoat chét, ham lwong

Dang bao ché

S6 ding ky

Levocetirizin

Vién nén bao

dihydrat) 20mg

tan trong rudt

-5 . . 3 -
4 | Stalevo-Z dihydrochlorid Smg phim Vbl %6
Esomeprazol (duoi dang Vien nén bao
5 | Esoprazole-20 esomeprazol magnesi VN-20985-18

2. Co s¢ dang ky thude: Cong ty TNHH Kién Viét (B/c: 437/2 Lé Puic Tho,
Phirong 16, Q. Go Vap, Tp. Ho Chi Minh - Viét Nam)

2.1. Co so san xuat thude: Incepta Pharmaceuticals Limited (B/c: Dewan Idris
Road, Zirabo, Savar, Dhaka — Bangladesh)

STT Tén thude

Hoat chit, ham luong

Dang bao ché

S6 ding ky

6 | Ipadox Capsule

Doxycyclin  (dudt dang
Doxycyclin hyclat) 100

mg

Vién nang cing

VN-19892-16

2.2.Co so san xuat thude: M/s Getwell Pharmaceuticals (D/c: 474, Udvog
Vihar, Phase V, Gurgaon-122016, Harvana — India)

Hoat chat, ham lwong

Dang bao ché

So dang ky

Oxaliplatin 2mg/Iml

Dung dich ddm
dac dé pha dich
truyén

VN3-119-19

STT Tén thudc
7 Getoxatin-
100mg/50ml
2 Getoxatin-
S50mg/25ml

l

Oxaliplatin 2mg/1ml

Dung Ydich dam
dac dc pha dich

truyen

VN3-228-19

2.3.Co so san xuat thudc: S.C.Arena Group S.A. (P/c: 54 Dunarii Blvd.,
Valuntari, Illfov district, 077910 — Romania)
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STT Tén thudce Hoat chit, ham lwgng Dang bao ché S6 ding ky
; . LB e 3 Vién nén bao
9 | Europlin 25mg Amitriptylin HCI 25mg VN-20472-17

phim

Tho, Phirong 16, Q. Go chp, Ip. Ho Chi Minh - Viet Nam)

Vihar, Phase V, Gurgaon-122016, Haryana — India)

3. Co s6 dang ky thudc: Cong ty TNHH Larissa Pharma (D/c: 437/2 Lé Dirc

3.1. Co s& san xuat thude: M/s Getwell Pharmaceuticals (B/c: 474, Udvog

STT Tén thude Hoat chit, ham lwgng | Dang bao ché S6 ding Ky
Docetaxel (dudi dang | Dung ydich dam
10 | Taxewell-20mg Docetaxel trihydrate) | déc dé pha dich VN-19893-16
20mg/0,5ml truyén
Tinakwell- Dung dich dam .
11 |, Pasy Paclitaxel USP 30mg/5ml | dic dé pha dich |  VN-19894-16
30mg/5Sml X
truyen
Doxorubicin :
) N o . | Dung dich dam
02 Xorunwell -L | hydrochlorid (dtrgl dang i 44 tha disk VN-20262-17
20mg/10ml Pegylated Liposom) fiem truvan
20mg/10ml uye
, . Dung dich dam
Xorunwell Doxorubicin R :
. < . ) 3
i 10mg/5ml hydrochlorid 10mg/5ml dac ge pha dich VRHO-L
truyén
. Dung dich dam
Xorunwell Doxorubicin ;o :
o 2R D i
14 50mg/25ml hydrochlorid 50mg/25ml Qe (}e pha dists VN-20471-17
truyen
Tinakwell- : Dung dich dam
15 pe N Paclitaxel 260mg/43,4ml | dac dé pha dich VN2-544-17
260mg/43.4ml = trevan

4. Co so dang ky thuoc: Euro Healthcare

Estate, Begumgonj, Noakhali — Bangladesh)

Pte. Ltd. (P/c: 1 North Bridge
Road # 19-04/05, High Street Centre, Singapore (179094) - Singapore)

4.1. Co so san xuat thude: Globe Pharmaceuticals Ltd. (D/c: BSCIC Industrial

40mg

dich uong

STT Tén thude Hoat chit, ham lugng Dang bao ché S6 ding ky
Cefpodoxim (duodi dang Bot pha hdn
16 | Zedoxim Sachet Cefpodoxim proxetil) ot PUZ VN-21246-18

(%)




5.Co so dang ky thudc: Incepta Pharmaceuticals Ltd. (P/c: 40, Shahid
Tajuddin Aluned Sarani, Tejgaon I/ A, Dhaka -1208 - Bangladesh)

5.1. Co so san xuat thuoc: Incepta Pharmaceuticals Limited (B/c: Dewan Idris
Road, Zirabo, Savar, Dhaka — Bangladesh)

d

STT Tén thudc

Hoat chat, ham luong

Dang bao ché S6 dang ky

Mo6i nhat  xit  chua:

mcg

17 | Incepcom Fluticasone propionate 50

Hoén dich xit
mul

VN-20469-17

Ly do: Thuc hién kién nghi cua Thanh tra BO Y té tai Két luan sd 166/KL-

TTrB cua Thanh tra BO Y té.

Pidu 2. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 3. Giam doc So Y t€ cac tinh, thanh pho truc thudoc Trung wong, Gidm
ddoc nha san xuat va co so dang ky ¢o thudc tai Biéu 1 chiu trach nhiém thi hanh

Quyét dinh nay./.

Noi nhin:

- Nhu biéu 3;

- BT. Nguyén Thanh Long (dé b/c);

- TTr. D6 Xuan Tuyén (dé ble);

- Cuc truong (dé b/c);

-Cuc Quan Y - BO Quéc phong: Cuc Y té - Bo Cong an;
Cuc Y té Giao thong van tai - Bo Giao thong van tai:

- Tong cuc Hai quan - B9 Tai chinh:

- Bao hiém Xa hoi Viét Nam;

- Bd Y té& Vu Phap ché. Cuc Quan ly YDCT, Cuc
QLKCB, Thanh tra Bo;

- Céac Vién: KN thude TW, KN thude TP. HCM:

- Tong Cong ty Dugc Viét Nam — Cong ty ¢d phin; Cac
Cong ty XNK Duge pham;

- Cac Bénh vién & Vién co givong bénh truc thudc Bo;

- Cac phong Cuc QLD: QLKDD. QLCLT, PCTTra,
QLGT.Vian phong: Website Cuc QLD;

- Luu: VT, BKT (TA).

«

KT. CUC TRUONG
PHO CUC TRUONG




