UBND TINH DONG NAI CONG HOA XA HQLCHU NGHIA VIET NAM

SO Y TE B6c lg‘fjf—iile.r_‘do — Hanh phic
Sé: Aokl ISYT-NV Déng Nai, ngay 4 9 thang AC ndm 2019

V/v dinh chi luu hinh thuée vién
nang meém Halaxamus khong dat tiéu
chuan chat lugong

Kinh gtr:
- Cac don vi truc thude SO Y té;
- Phong Y té cac huyén, Tp. Long Khanh, Tp. Bién Hoa;
- Céc co s& ban budn thude trén dia ban tinh.
(Sau day goi tat 1a cac don vi)

Thure hién Cong van $6 17995/QLD-CL ngay 18/10/2019 cta Cuc Quan ly
Duge — BO Y t€ v€ vi€c dinh chi luu hanh thuéc vién nang mém Halaxamus
khong dat tiéu chuan chat luong;

Giam déc S Y t& Dong Nai thdng bao:

1. Thu héi toan tinh Vién nang mém Halaxamus (Acetylcystein 200mg),
SPK:VN-25911-16, s6 16: 6880119; ngay SX: 11/6/2019; HD: 11/6/2022 do Chi
nhanh Céng ty ¢é phan dugc pham Phong Phi-Nha may san xudt duge phdm
Usarichpharm san xuét.

Ly do thu hdi: Khéng dat tiéu chuan chat luong vé chi tidu dinh luong.

2. Giao Trudng Phong Y té cac huyén, thanh phé Long Khanh, thanh phé
Bién Hoa ¢o trach nhiém giri thong bao cho cac co sd ban 1é, cac co so st dung
thudc ngoai cong 1ap trén dia ban quan ly; kiém tra va giam sat cac co s& thuc
hién thdng bao; xtr Iy nhiing co s& vi pham theo quy dinh hién hanh.

SO Y t€ s& to chire giam sat, ki€m tra, cac co s& thuc hién thong bao nay./.

(Dinh kem Cong van s6 17995/0LD-CL ngay 18/10/2019 cua Cuc Qudn Iy
Duoc—BoY té)g

Noi nhin: o GIAM DOC
- Nhu trén; N
- BGD SYT (dé biét);
- BVPK Cao su Péng Nai;
- TTKN, Thanh tra Sé&;;
- Website S Y té Pdng Nai;
-Cuc QLTT DN;
- Luu: VT, NV,

$6 2 - Phan Dinh Phang, phuong Quang Vinh, thanh phé Bién Hoa. tinh Déng Nai
BT: (0251) 3942641, Fax; (0251) 847269, Email: syta:dongnai.vov.vn, Website: syt.dongnai.gov.vn
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BOY T CONG HOA XA HOECHU NGHIA VIET NAM
cpe QUAN LY DUQC Déc Lip - Ty do - Hanh phic
Sé: 43 Ga8 QLD-CL. Ha Néi, ngay ;o thang ;. ndm 2019

Vov dinh cit bun himb thase vién
nmg mém Halaxamus khong dal
ti¢n chudn chat lugng

Kinh gri:
- 8¢ Y té che tinh, thanh phé trre thude Trung wvong:
- Chi nhdnh Cong ty ¢ plun dugre pham Phong Phi - Nha
médy san xudt duge phim Usarichphanm (L0 so /2 f_iung
30 8, khu cong nghiép Tein Tao, phucng Tan Tao 4, qudin
Binh Tén, Tp. Ho Chi Minhl,

Can cit vao cde quy ché duge hign hanh cua Vigt Nam.

CAn ctr ¢ong van sb TI2TTEN-FICTH ngay 30¢8/2019 gui kém phidu
kidm nghidm sb 410 ngay 30/8/2019 cita Trung tam kidm nghiém thudc. mg
phim, thue pham tink Vinh Phitc, Cm, Quan ly Duge di ban banh ¢éng vin so

15405/QLD-CL ngdy 09/9/2019 vé vide i Iy 18 {hum vién nang mémn
Fialaxamis {:’\C(?Eyiﬂ_\fb[(:m 200 mg), SDK: VIX25911-16, sb [6: 68801 149; Agay
SX: 117672019, HD: 115672022 do Chi nhinh Cong ty ¢é p!mn duge pham
Phong Phii - Nha mdy san xudt duge phém Usarichpharm san xuat. Miu thube
khang dar ticu chudn chit hrong vé chi tiéu tinh chét, dinh hrong, 46 ddng déu
khdi humg.

Theo da, Cue Quan ly Duge di véw chu Chi nhinh Cong ty ¢ phim duroc
phiin Phonug Phi - NBa médy san xufit duoe pham Usarichpharm phdi hop v éi co
quan kidm ta chdt ligng, co quan kidm nghiém thude Nhad nude tién hanh lay
03 miu bd sung va g miu di [dy t61 Vién kidm nghiém thude Trung uong
hodc Vién kiem nghiém thude Tp. HGO Chi Minh dé kiém tra chat hreng dii v
chi tiéu tinh chét, dinkt Lugng, db c‘témg déu khi hegng,

Ngay 14/10/2019, Cye Quan ly Dugc nhin duoc cong van 50
GOSIVKN l'FW KI:i ot Vidn kiém nghiém thude Frong gong gin kém cac pim,u
kiém nghiém 50 4?@ T89. 49G 190 ngay | 102019 bav cdo Két qua tiy miu bo
sung dHi W‘w Ei::n thuoc vién nang mém Halaxamus sé 16: 6880119; ngay SX
11/6/2019; HD: !!i(;”’(}h néu trén 1 khong dat G8u chudn chit hegng v& chi
1iéu dinh hudhg:

Nhir vay 16 thude vién nang mém Halaxamus {(Acewvleystein 200 mo),
SPK: VD-25911-16, S6 1: 6880119, ngdy SX; 102019 MDDy F1A0/2072 ada
trén duge xac dinh 18 vi phym mde d§ 2.

Cue Quan ¥ Duge thing o

[. Thu hoi toan quéc ViEn nang mém Halaxamus (Acetvlcystein 200 I,
SDK: VD-23911-16. 86 16; 68RO119: ngay SX: FEG2019; HD: 11/6°2022 do



. 7 Unttled Page 2 of' 2

Chi nbénh Céng tv ¢b ph'm duge phim Phong Phit - Nha mdy san <uit duoe
pham Usarichpharm san xudt,

2. Chi nhanh Cong ty co phin duge phirn Phong Phit - Nha mdy san xudt
dirge phim Usariclipharm phéii hop vt pha phén phéi thude, phiai;

+ Trong thési han 48h ké tr ngay k¥ céng van niy, gl thong bio thu hai
téi cde co 5O hdn budn, han 18, sir dung thude vién nang mém Halaxamus SDR:
VI-2501 116, sé I 6880119; ngdy SX: 11/6/2019; HD: 11, /62022 do Chi
nhink Cong 1y ¢d phan durgre pham Phong Phii - Nha mdy sin xudt duoe phim
Uazmc,hphtm‘ﬂ san xudl v tién hanh thy héi todn bd 16 thude khong dat tide
chudn chit hrong péu trén.

+ Ghri bdo cio thu hdi vé Cuc Quan 1¥ Puge wong vong 1§ npay ke tir
ngayv ky cong vin ndy, hd so thu hédi bao gom s fuegmg san xudl, s huomg phin
phdi, ngdy san xudt, so luong thu hdi, cac bang chimg vé vide thue hidn thu héi
tai cac co 9o bdn bubn, bén 1€, sir dung d mua thube o Ln.o quy dinh ta1 Théng o
s& TH2018TT-BYT ngay 04/05/2018 cua Bo Y € quy dinh vé chat luong
thude, nguyén lidu Hm thude,

308G Y 16 cac tinh thanh phd trye thude Trune roae, ¥ oré cfe npanh
théng, Ew chio cde e sé kink doanh, st dung thude thu hdi 1 thude khong dat
chét lugng néu trén, kidm mra va giim sat cde don vi thyre hi¢n thong bao nay: xu
I¥ nhiing don vi vi pham theo quy dinh hid; hinh; bdo cdo vé Cue Quan Iv Duee
vé cdce co quan chite nang ¢b 1idn quan.

4.8 Y € Tp. H6 Chi Mind kiem 1ra vi giam sat Chi nhanh Cong 1y ¢
phin duoc 'phdm Phong Phi - Nha mdy san xuét duoc phim Usarichpharm thue
hign viée thu hoi va xir ¥ thube bi thu hdi theo quy dinh.

Cue Quan Iy Duoc théng bao dé cae don vi bidt va thye hign./.

Ned nhijn: KT. CUC TRUONG

- WO irén: MY 1 YN

Cue wndmy VA Lt Crrdng (48 bick: PHO CUC TRUONG

VEN thude TU, VRN thube Tp. HOM;

Cue Quian Y - B qude phing ;

- Qe Y1 - B Cong an:

- Cpe Y GTVT - BS GTVT;

- Cde phong DKT. OLKDD, Phap ché-Thanh 1, websine
Uy QLD

- Khoa dioe Trimg tam v i€ huyven Soag L, xi Nhao Son,
Buyén Soéng 1., tinh Vinh Phie (80 thue higns:

- e VOO, CL (0T,

v
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