UBND TiNH BINH PHUGC CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Pgc lap — Tu do — Hanh phic

S6:22; A ISYT-NVD Binh Phuéc, ngay 04 thing 4 ndm 2019

V/v Binh chi leu hanh thube

khong dat tiéu chuan chit lugng

Kinh gri:
- UBND céc huyén, thj x4;
- Cac co sé kham chira bénh trén dia ban tinh;
- C4c c& s& kinh doanh, phéan phéi thuéc;
- Trung tdm Kiém nghiém Duoc pham-M¥ phim.

Thuyc hién Céng vin s6 2004/QLD-CL ngay 26/02/2019 ctia Cuc Quan ly
Dugc - B Y té vé viéc Dinh chi luu hanh toan quéc thude Vién nén SEBEMIN
(Betamethason 0,25mg va d-Chlorpheniramin maleat 2mg), SPK: VN-14320-
11, 86 16: SDM1710, Ngay SX: 24/10/2017, HD: 23/10/2020 do Cong ty Crown
Pharm. Co., Ltd (Korea) san xudt, Céng ty ¢& phin duogc liéu Trung uong 2
(PHYTOPHARMA) nhép khau. Thubc khéng dat tiéu chuén chit luong vé chi
tiéu dd déng déu ham lirgng Betamethasone va dinh lugng Betamethasone.

- L6 thudc trén di bj dinh chi va thu hdi trén toan quéc, nhim bao dam
muc tiéu sir dung thudc hop 1y, an toan va hiéu qua.

S& Y té yéu clu cac don vi khan truong thu héi 16 san phdm trén (néu c6
st dung kinh doanh) tréa lai noi cung (mg, ddm bao 16 san phdm m§ phim trén
khéng con luu théng trén thj truong trong pham vi toan tinh; bdo cdo két qua
thyc hién vé S& Y té.

Bo phan phu trach vé Y té cia UBND huyén, thi x4, thanh phé chiu trach
nhiém thdng bao dén cic co s kinh doanh dugc trén dia ban; ting cudng kidém
tra, gidm sat cac co s& kinh doanh duoc trén dia ban thue hién thong bao thu hdi
16 thudc trén; xir ly céc co s vi pham theo quy dinh hién hanh.

Thanh tra S¢ Y té va phong Nghiép vu Duoc chiu trach nhiém kiém tra,
gigm sat viéc trién khai thuc hién ciia cac don vi, co s& kinh doanh va xir ly vi
pham theo quy dinh hién hanh./

Noi nhin:

- Nhur {rén;

- Ban Giam déc;

- Chi cyc QLTT tinh;
- Thanh tra S¢&;

- Website SYT;

- Luu VT, NVD.
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Loys WP BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
s mw/ QUAN LY DUQC Pic lap - Ty do'- Hanh phiic -
) /QLD-CL Ha Ngi, ngay s thang wmﬂmmn PHUGC
V/v°£mh chi luu hanh thuée 190,
khéng dat tiéu chuin chét hrong ﬁ‘
B N Ngéy&(«/h’ éﬂ
Kinh giri: ChUYBN...eeverereeeeinsasnans
LUU NG,
-S& Y té oac tinh, thanh phé truc thude Trung-uong;
- Céng ty b phan dugc liéu Trung wuong 2 (PHYTOPHARMA).

Cin cir vao cac qu1 ché dwoe hién hanh cia Viét Nam

Ciin cir Cong vin s6 322/"ITKN-KHTC ngay 21/1 1/20 18 ctia Trung tam klem
nghiém thudc, m§ pham, thyc phim Can Tho gui kem phleu kiém nghiém sb
KNCT/22821./2018 ngay 21/11/2018 v& thudc Viénnén SEBEMIN (Betamethason
0,25mg va d-Chlorpheniramin maleat 2mg), SDK: VN- 14320 11, S416: SDM1710,
Ngay SX: 24/10/2017, HD: 23/10/2020 do Céng ty Crown Pharm. Co., Ltd (Korea)
san xudt,  Cong ty co phén duoe lidu Trung wong 2 (PHYTLOPHARMA) nhap khéu,
Mau thubc dugce lay tai Cong ty TNHH Dugc phdm Hong Phét, 701/63 duong 30/4,
phudng Hung Loi, quén Ninh Kieu, Tp. Cén Tho. Thubc khong dat tiéu chuin chit
lugng vé chi tiéu d6 ddng déu ham luong Betamethasone va dinh luong
Betamethasone.

Cén cir Cong vin s 46/DL2-CL ngay 10/01/201 9 c’ua Céng ty cb phén dugc
liéu Trung uong 2 gm kém Phiéu kiém ngh1¢m 56 0006/VKN YC2019 ngay
08/01/2019 ciia Vién kiém nghng:m Thanh phé Hb Chi Minh béo céo két qué kiém
tra mau hwu tai Céng ty b phin duge liéu Trung uom'g 2 cta thudc Vién nén
SEBEMIN (Betamethason 0,25mg va d-Chlorphemramm 'maleat 2mg), SPK: VN-
14320-11, S6 16: SDM1710, Ngay SX: 24/10/2017, HD 23/10/2020. Mau thube
khong dat chi tiéu Pinh lvong. ii

Cuc Quan ly Duge théng bao: ;

1. Pinh chi luu hanh toan quéc thubc Vién nén SEBEMIN (Betamethason
0,25mg va d-Chlorpheniramin maleat 2mg), SPK: VN- 14320 11, 86 16: SDM1710,
Ngay SX: 24/10/2017, HD: 23/10/2020 do Céng ty Crown Pharm. Co., Ltd (Korea)
san xudt, Cong ty cb phan duge liéu Trung uvong 2 (PHYTOPHARMA) nhép khéu,

2. Yéu ciu Cong ty ¢d phan dugce ligu Trung uvong 2 (PHYTOPHARMA) phbi
hop véi cc co s& phan phbi thudc, phai:

+ Trong thai han 48h ké tir ngay ky cdng vén nay, gm théng bao thu hdi toi
cac co s& ban budn, ban 1€, sir dung thudc Vién nén SEBEMIN (Betamethason
0,25mg va d-Chlorpheniramin maleat 2mg), SPK: VN—14320 11, $5616: SDM1710,
Ngay SX: 24/ 10/2017 HD: 23/10/2020 do Coéng ty Crown Pharm Co Ltd (Korea)
san xut va tién hanh thu hdi todn bé 16 thudc khéng dat tleu chuén chit hrgng néu
trén.
+ Gri bdo céo thu hdi ve Cuc Quan ly Dugc trong! thoi han 33 ngay ké tir
ngay ky céng vin nay, bao gbm bao gom sb lugng nhap khau ngay nhap khiu, sb
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VAN PHONG UBND TiNH
TT HANH CHINH CONG
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CONG HOA XA HQI CHU NGHIA VIET NAM
Pdc lap - Tu do - Hanh phiic

i
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Keém theo hd so cua:
Dija chi:

I . h ]

Noi dung gidi quyét:

[.

S6: 07001618007471 / KSHS

e L L PRSI, W T

Binh Phuéc, ngay 11 théng 12 nim 2018
PHIEU KIEM SOAT QUA TRINH GIAI QUYET HO SO

_a S S
pO THI MUOI S6 di¢n thoai: 01644886006

Tén Hiép, X& Tén Hiép, Huyén Hén Quan, Tinh Binh Phudc

07001618007471

1. Cép Chimg chi hanh nghé dugc (bao gbdm ci truong hop cip Chimg chi hanh nghé
dgc nhung Chimng chi hanh nghé dugc bi thu héi theo quy dinh tai cdc khodn 1, 2, 4,
5,6,7,8,9,10, 11 Didu 28 cta Lujt duge)theo hinh thirc xét hd so.

Ngay nhan: 11/12/2018 08:20
qNuga.ﬁy’ giohenra ket 2 1i5 30, ngay 10 thang 01 nam 2019
: R
o , ] KET QUA ’
TEN CO QUAN THOI GIAN GIAO, NHAN HO SO (Trwée han/ding GHI CHU
L han/qué han)
D gio ..... phitt, ngay .1\, thang 2 nim
P 2.0 )
; Ngudi giao Ngudi nhan N?% IS EENTAND o e
1| 1. Giao: ‘ y
2. Nhén: - M | M A6, Wb
o
; ¢ : - < ,Puy ’mr TH
I i0..... hit, ngay ..... thang ..... nim
S o DT TR e TR S
' Ngudi giao Ngudi nhédn
1. Giao: Lol
2. Nhin: i
A
S gid ... phut, ngay ..... thang ..... ndm
) Lot Ngudi giao Ngudi nhén
1. Giao: ! :
2. Nhan: : '
A gio ..... phit, ngay ..... thing ..... nim
A [P
_ ’ Ngudi giao Ngudi nhan
1. Giao: .
2. Nhan: o ;
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lugng %:hu hdi, céc bang ching vé viéc thyc hién thu hbi ta1 cac co s& ban budn, ban
1é, st dung dd mua thuoc theo quy diph tai lhong tr s& 117201871°L° -BY'I' ngay
04/05/f018 ctia B§ Y t& quy dinh vé chét lugng thudc, nguyen lidu lam thubc.

3. So Y té céc tinh thanh phé tryc thudc Trung uong, Y té cac ngdnh thGng bao
cho cac co s& kinh doanh, str dung thudc thu hdi 16 thudce khong dat chét lwgng néu
trén, klem tra va gidm sat cac don vi thyc hlen théng bao nay; xit Iy nhimg don vi
vi pharln theo quy dinh hién hanh; bdo céo vé Cuc Quan ly Dugc va cic co quan
chirc ng«mg cé lién quan.

4, Sor Y t& Tp. Hb Chi Minh, $& Y té tinh Can Tho klem tra va giadm sat cac don

vi thuc hién théng bio nay, xit 1y cdc don vi vi pham theo quy dinh hién hanh, bio
céo ve ‘Cuce Quan ly Dugc va cic co quan chuc nang cé lién quan.

Cuc Quan ly Dugc théng béo dé cac don vi bidt va thuc hién ./.

b

i1
Na’:hn{lﬁn 'I KT. CYC TRUONG
- Nhu trén; i
- Cycfrudmg Vil Tudn Cudng (d8 bic); PHO CUC TRUONG

- VKN thube TU, VKN thuée Tp. HCM;

- Cyc Quﬁn Y — B¢ quéc phong ;
Cl,lc Y te — B& Céng an;
Cuc Y t€ GTVT - B6 GTVT;
- Céac’ phéng PKT, QLKDD, Thanh tra Dugc-MP - Cye
QLD

- Cong ty TNHH Dugc pham Hdng Phét, 701/63 dubng
30/4/phudng Hung Lgi, quén Ninh Kiéu, Tp. Cin Tho
(dé fhuc hién);

. Luul VT, CL (CH).
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VAN PHONG UBND TiNH
TT HANH CHINH CONG

Sé: 0700161 8007694 / KSHS
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Kém theo hd so ciia:
Pija chi: |
M3 s6:

Noi dung giai qu"yét:

[EERIE VPR i —

vO HOANG MINH

07001618007694

woret!l axiai
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4 CONG HOA XA HQI CHU NGHIA VIET NAM >
Pgc 1ap - Ty do - Hanh phic

Bmh Phude, ngay 14 thing 12 ndm 2018
PHIEU KIEM SOAT QUA TRINH GIAI QUYET HO SO

— e e

Sé dién thoal
Thanh Binh, X3 Thanh Binh, Huyén Hén Quén Tinh Binh Phudc

0983339312

1. Cip Chirng chi hanh nghc dugc (bao gom cd tru'émg hgp cip Ching chi hanh nghé dugc
nhung Chimng chi hinh nghé duge bj thu hdi theo quy dinh tai cac khoan 1, 2, 4, 5,6, 7, 8, 9, 10,

11 Picu 28 cua Luit dugce)theo hinh thire xét ho 50,

€

-

Ngly ohan: 14/12/2018 09:25
Ngdy, gitr hen tréd két qua: 09 gidr 30, ngay 15 théng 01 nam 2019 "
o A KET QUA
TEN CO QUAN THOI GIAN GIAO, NHAN HO sol, (Truéc han/ding GHI CHU
1 han/qua han)
..... gid ..... phit, ngay “Ethénganém M W vy faa !)\,7
| Ngudi giao Ngudi nhn | % AGTALTE ™
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1. Giao: |
2. Nhin; . .
|
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Ngudi giao Nguoi nhin
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