UBND TINH PONG NAI CONG HOA XA HQOI CHU NGHIA VIET NAM
SO Y TE boc lip — Tw do — Hanh phiie
s 94 /SYT-NVD Déng Nai, ngay 05 thiang 04 ndm 2019
V/v tat s6 ding k¢ luu hanh thudc
ra khoi danh muc céc thude duroc

cdp sb dang ky tai Viét Nam.

Kinh gui:
- Giam ddc cac don vi truc thude S&¢ Y té;
- Trudng phong Y té cac huyén, thi xa L.ong Khénh,
thanh phé Bién Hoa;
_ Céc ¢o so ban budn thube trén dia ban tinh.
(Sau déy goi la cdc don vi)

Thuc hién Quy &t dinh 56 858/QP-QLD neay 28/12/2018 ctia Cuc Quan ly Duac— B Y té
vé viée rat s6 dang ky luu hanh thude ra khot danh mue céc thude dugc chp sb dang ky
tal Viét Nam; Glam dbc SO Y té Dong Nai thong bao:

1. Rt sé dang ky luu hanh thudc ra khoi danh muc cac thude duge cap s6 dang
ky tai Viét Nam cac thude trong danh muc ban hanh kém theo Quyét dinh s 858/QD-
QLD ngiy 28/12/2018 cta Cuc Quan ly Duge- B6 Y té.

Ly do: Co so ding ky tu nguyen riat gidy dang ky luu hanh thude.

2. Giao Trudng Phong Y té cac huyén, thi x Long Khanh, thanh phé Bién Hoa
cé trach nhiém giri thdng bao cho cac co sd ban 1é, cac co sd sir dung thudc ngodi cong
lap trén dia ban quan ly; kiém tra va giam sat cdc co s& thuc hién thong bao; xu ly
nhiing co s& vi pham theo quy dinh hién hanh.

S& Y 16 s td chire giam sat, kiém tra, cac co s& thuc hién thong bao nay./.

( Dinh kem Ouvai dinh s6  858/0D-QLD ngay 28/12/2018 ciia Cuc Quan Iy Duge- B6 Y té va
danh muc thuée rit s6 diang ky)
Nei nhin:

- Niu trén,

- BGD SYT (bao cdp);

- Phong PC15 Cang an Ddng Nai:
- Chi Cuc QLTT béng Nai;

- BVDK Cao su Béng Nai,

- By tAm thin TW2

- TTKN, Thanh tra S&, P. QLHN;
- Trung taim TT-GDSK, LN
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BOY TE CONG HOA XA HOLCHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc ldp - Tw do - Hanh phac

SO ESY JOP-QLD Hé Noi, ngéy 19 thang 45 niam 2048

QUYET DINH

V¢ viée rit gidy diang ky heu hanh thudce ra khoi danh muce cde thudc
duge cip giay ding ky len hanh tai Vidgt Namn

CUC TRUONG CUC QUAN LY DUQC
Cén ¢t Ludt Duoc ngayv 06 thang 04 nam 2016;

Cén ctr Nghi djnh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phi Chinh
phu quy dinh chr tiél mot s6 diéu vé bién Phép thi banih Luét duge,

Can elr Nght dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh pha sta
dd1 mat £6 quy dmh lign quan dén diéu kién dau v kanh doanh thude pham vi quan
1¥ nha nude cia B8 Y té;

Can cu Nghi dinh sd /3/20] INB-CP ngdy 20 thang 6 nam 2017 cua Chinh
phu quy dinh chuc ning, nhiém vy, quyen han va co chu t6 chic cua Bo Y té;

Can cr Quyét dinh s6 3861 /QD-BYT ngay 30/9/2013 cua BS ruong B& Y
1 quy dinh chirc ning, nhiém vy, quycn han va co cdu to chuc cia Cuc Quan 1y
duoc thude B4 Y té;

Can cir Thong tu sd 442014/TT-BYT ngay 25/11/2014 cta Bo Y té quy
dinh viée ding ky thude;

Can cu don dé nghy it 5O dang ky Iuu hanh tu nguyén cua co so dang ky
thude,

Xét dé nghi cia Trudng phong Phong Ding kv thude - Cuc Quan 1y Duoc,

QUYET PINH:

Diéu 1. Rut g1ay dang k¢ luu hank cia cae thude ¢d t8n rong Danh muc cic
thuoe duoe cap gray dang ky hou hanh tar Viét Nam theo danh muc ban hanh kem
theo Quyét dinh nay.

Ly do: Co s& dinz kv tu nguyén rat gidy dang k¥ luu hanh thubce.

Picu 2. Cac co o d. my ky thude, nha san xut cac thube néu tai Piéu | phan
¢O trach nhiém theo dai chi tiach nhidn vé chal lugng, an toan, Liéu qua cia
thube trong qud trinh lwu hanh cho dcn khi hét han dung cua thudce < dd1 vér cac
thudc néu tai Dicu | d3 dvoc san xudL. oh ap kidu trrde ngay Quyet dinh nay ¢o
htéu ue hoac thudce nhap khiu trong truong hop duoc giao hang tar cang di cda
nude xut kKhau trusce ngay Quyct dinh nay co hiéu luc, co 86 nhap hhau tal vén
&1 don cua 16 thude @€ the hién hang hoa duoc xuit t cang di cla mrdc xudt khiu
tirde ngiy Quyét dmh nay ¢6 liéu luc dé duac thong quan.

Pidu 3 Quyét dinh nay cé hién Iye ké tir ngay ky ban hanh,




Bitu 4 Ghiam doe So Y e, oo co o8 fanh doanh duee va Gram AGC CU s L
thude néu tar Diéu 1 ¢hro trdeh nhdn Ui hanh Quyet dinb nay./

Not nlin- B1.CUC TRUONG
e s PHO CUC TRUONG

STT Treowony Guie Cudng (dé b'e) =

SCT OV buen Cudnge (&b,

SCuc Quan Y - Bo Qude phoag Cuc Vg BOS (B Cong o

S Cue Y e Guao 1hdng van ia - BA Giao thimg van ) X _b-’—j e T
- Tong cuc Hai quan B& Ta, chinh Bao hiém NET BT R
-V Phap ohd, Cye Quan 13 Y, Deng ob neyen Cue Ouan ty NS
Thanh tra Bo Vidn KN Lhude TW, Vidn KN bube (0 LM,

S Tong Cong ty Duou valt Nam - Cong v w6 phan, Cac Cong ty
WK Duoc phdm,

- Cée BAnh wifn & Vidn <@ girong binh hue theae Bo

- Websiie Cue QLY. Tap on Duoc & My phim-Cue QI D,

SLur VT Cac Pheng dude Cie OLD KT

Nguyén Lat Da




BOY TE

CUC QUAN LY DUGC

CONG HOA XA HOI CHUG NGHIA VIET NAM

Dée 1ap — Ty do — Hanh phuc

DANH MUC

Cie thude rit gifty dilng ky luu hanh ra khéi danh aye cac thuoe
duoge cap gidy dang ky luu hanh tai Viér Nam

(Ban hondy hém thew Quvél did so §8F JOD-QLD ngay 28" thang ¢2 ndm 20135)

| Co 50 dang ky tude: Cony ty TNHH Duge Phém Y-Med (i 144 Bén Vin Don,
P 6, Q4 TP Ho Chi Minh, Viét Nam ).
1.1.Cor s& san xuiit thude: Agio Pharmaceuticals Ltd. (d/c T-82. M 1D C . Bhosai,
Pune-411026 Maharashrra State, India)

S5TT Tén thube

Hoat chit, Ham Juong

r

Dang bae ché

S0 ding ky

Agicold hotimx
clange

M1 5g bot chiar
Paracetamol 750mg,
Phenylephrm hydrocloird

10mg, Acid ascorbic |
(vitamm C) 60mng {

Bot pha uéng

VIN-21238-18

Danh muc gom 01 trang 01 thudc /.

KT.CUC TRUONG
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