UBND TINH DONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM

SOYTE Péc ldp — Tu do — Hanh phic
S6: hld T ISYT-NV Déng Nai, ngiy?d thang ¢ ndm 2019

V/v dinh chi Jiru hanh thude
Methylprednisolone 16mg khong
dat tiéu chudn chét luong

Kinh gui:
- Cac don vi true thuge S6¢ Y té;
- Phoang Y té cac huyén, Tp. Long, Khanh, Tp. Bién Hoa;
- Céc co s6 ban budn thube trén dia ban tlnh
(Sau day goi tat 1a cac don vi)

Thye hién Cong van s6 17364/QLD-CL ngay 11/10/2019 cua Cuc Quan ly
Dugc — B6 Y té vé& viéc dinh chi luu hanh thuéc Methylprednisolone 16mg
khéng dat tiéu chudn chit luong;

Giam ddc S¢ Y t& Pong Nai thong bdo:

I. Thu hdi toan tinh vién nén Methylprednisolone 16mg SPK: VD-19224-
13, S6 16: 804060; NSX: 20.04.2018, HD: 20.04.2021 do Cong ty TNHH duge
pham USA-NIC san xuat.

Ly do thu hoi: khéng dat tiéu chuén chét lugng vé chi tiéu Do hoa tan.

2. Giao Trudng Phong Y té cac huyén, thanh phé Long Khanh, thanh phd
Bién Hoa c6 trach nhiém giti théng béo cho cac co sé ban lé, cac co s& su dung
thude ngoai céng lap trén dia ban quan ly; kiém tra va gidm sat cac co so thuc
hién thong bao; xit Iy nhitng co s& vi pham theo quy dinh hién hanh.

S& Y té s& to chirc giém sat, kiém tra, cac co s& thuc hién thong bao nay./.

(Dinh kem Cong vin s6 17364/QLD-CL ngay 11/10/2019 ciia Cuc Qudn 1y
Duoc — Bo Y ,.%7

Noi nhén:
- Nhur trén;
- BGP SYT (&8 biét);
- BVBK Cao su Péng Nai;
- TTKN, Thanh tra So;;
- Website S& Y té Pdng Nai;
- Cuc QLTT BN,
« Luu: VT, NV,

_—.GIAM DPOC

S& 2 - Phan Binh Phing, phuéng Quang Vinh, thanh phd Bién Hoa, tinh Dong Nai
DT: (0251) 3942641, Fax: (0251) 847269, Email: syti@idongnai.gov.vn, Website: syt.dongnai.gov.vn
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pée 1ap - Ty do - Hanh phiec
86 c1iae (QLD-CL Hé Ngi, ngay | thang . ndm 2019

Viv dinh chi tew hanh thude
Methvlprednisolen [8mg khdng
dat tiéu chudn chit leong

Kinh gui:
- 8& Y té cic tinh, thanh phd tryre thude Trung wong;
- Cong ty TNHH duye pham USA-NIC (NIC Pharma).
(1.6 11D, dwong C. kkn cong nghiép Tin Tao, phucng Tdan Tao 4.
qrgn Binh Tan, Tp. Ho Chi Minh).

Can el vio cde qui ¢hé duge hidn hinh cua Vidt Nam.

Can elr Cong van sbd 156/BC-KN gii kém phigu kiém nghiém s& S2Z4ON-
KT 2019 npay 18/7/2019 cia Trung tam kidm nghiém tinh Gia Lai, Cyc Quan Iy
Dargre di ban hanh Cong vin & 13108/0LD-CL ngay 06/08/2019 vé vide xir Iy
16 thaée Vien nén Methylprednisolone 16 me, SDK: VD-19224-13, So lé:
BO060 NSX: 20.04.2018, HD: 20.04.2021 do Céang ty TNHH dirge phim USA-
NIC san xudt. Mau thude khdng dat 1icu chuan chat luong veé c¢hi tiéu g hoa
tan. Theo do, Cue Quan Iy Dupe d3 yéu chu Cong ty TNHH duge phfxm USA-
NIC phibi hop véi co quan ki¢m wa chit lugng, co quan kiém nghiém thude Nha
nude tién hanh My 03 miu bd sung vA aui mau 43 By i Vién kidm nghiém
thude Trung vone hoge Vidn kidm nghidm thude Tp. HS Chi Minh dé kit tra
chét luoug 361 véi chi déu PG hia tan.

Npdy 0770042009, Cue Quan by DPuge nhin duge Cong vin 6 S04 VKNT-
KIITIE ctis Vién kiém nghi¢m thude Tp. HS Chi Minh dé ngiy 03/10/2019 g
kém cde phidu kigm nghidm <& 1420/VKN-YC2019, [430/VKN-YC2010.
143 1/ VKN-YO2019 neay 02/10/2019 bio cdo kit qua lay mau bd sung d6i vai
16 thude Vicn nén Methylprednisolone 16myg s6 16: 804060 NSX: 20.04.2018.
FID: 20.04.2021 néu trén 1a khong dat tiéu chuin chit lugng vé chi tidu D hou
tan.

Nhi vy 18 thude Vidn nén Methyiprednizolone 16 mg, SDR: VD-19224-
13,84 16: 804060 NSX: 20.04.7018, HD: 20.04.2021 néu wén duoe xéo dinh 13
vi pham mie 46 1.

Cye Quan by Duge thong tao:

i Tha hdi todan L;ufw Vien nén Methvlprednsoione 16 mg, SDK: VD-
19224213, 88 10 304060 NSX: 20.04 2018, HD: 20.041.2021 do Cong ty TNHH
dhroe phim USA-NIC san KUAL
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2. Céng by TNHH duge phidm USA-NIC phéi hop v6i nha phiin phal
thude, phai:

+ Trong ther han 480 ké tir ngay ky Cong van nay, gii thdng bio thu hoi
& cde co s bdn budn, ban &, st dung Vién nén Methylpredrisolone 16 mg.
SPK: VD-19224-13, 84 1a: S04060 NSX: 20.04.2018, HD: 20.04.2021 do Cdng
ty TNHH duge phim USA-NIC sin xudt va tién hanh thu hdi todn b 16 thude
khéng dat tiéu chudn chit lupng néu wén.

+ Gitri bao céo thu hdi v& Cpe Quan Iy Duge trong vong 33 ngdy ke tir
npay kv Cong vin nay, ho so thu hoi bao aom sd lugng sian xudt, s Tuong phan
phéi. ngay san xudt, 56 luomg thu hoi, cde bing chimg vé viée thue hidn thu hi
tai ¢dc co s bin budn, ban 1é, str dung di mua thube theo quy dinh tai Thong nr
s6 112018/ TE-BY T ngdy 04/05/2018 cia B Y té quy dinh ve chilt hrong
thude, nguyén figu lam thude,

3.8¢ Yt che tinh thanh phé truc thude Trung vong, Y 1€ cdc nganh
théng bdo cho cée co s kinh doanh, str dung thudc thu hdi 16 thude khéng aat
chat brong néo trén, kidm tra v3 gidm sdt cde dom vi thue hién thong bdo nay; xur
1 nhitng don vi vi pham theo quy dinh hién hanh: bao cdo w& Cuc Quan 1% Dirge
v cde o guan chiw ndng ©o Hén quan.

4,86 Y ¢ Tp. HOM kigm tra vd gidm sdt Cong ty TNHH duge phim
USA-NIC thue hidn viee thu hél va xi Iy thude bi thu hol thea quy dinh.

Cue Quan Iy Duee thiéng baoe dé cac don vi biét va thure hign J.

Nerd siiin: | KT, CYC TRUONG
- N en: PHO CUC TRUGNG

C e trwdmg Vi Tudn Curdmg fdé et

- VRN thde TLL VRN thude Tp. HOM:

. Cye Qudn Y - B gude phing &

Siue Y =10 Clng ang ‘

e Y GTYT - B GIVT:

- Cde phing DR, QLKDD, Phap ehé-Thank tra.
YWebsite ~L e (1.1

- L VT, CL XY
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