
LONG HOA. XA-  HO CHU NGHIA VItT NAM 

DO 14p - Tu. do - liqnh phfic  

Dien Bien, ngay 	thang 7 nain 2018 

UBND TINH IAN BIEN 
SoYTE  

S6: gd /SYT-NVD 
V/v: Dinh chi km hanh va thu hoi 

thuoc, my phfun khong cfiat tieu chuan 
chat ltivng. 

Kinh giri: 
- Cac co so kham chin be.nh tren dia. ban; 
- Phong Y te cac hu)*, thi xd, thanh phi3;,  
- Cac doanh nghiOp, co kinh doanh thuoc. 

Thtrc hiOn Cong van so 11533/QLD-MP ngay,  20/6/2018; Cong van s6 
11699/QLD-CL ngay 25/6/2018; Cong van so 13125/QLD-CL ngdy 
10/7/2018 dm Ctic Quart 19 Dirge - BO Y t6 ye vies dinh chi ltru hanh, thu hOi thuOc, 
my pham khong slat tieu chuan chat,  ltrong; Cong van , so 482/TTrB-P1 ngdy 
02/7/2018 cita Thanh tra B Y t6 ye vies 	lien 	den san pham Khang My 
Don; Si Y te thong ban va htr6ng d'an cac don vi time hien mgt so nOi dung sau: 

1. Chi tiet cac van ban tren &roc clang tai tren cong thong tin din tin ctia So.  Y to 
tai dia chi http://soytedienbien.gov.vn  de nghi cac don vi tai cac van ban tren de trien 
khai, phO Wen, thvc hiOn tai cac don vi. 

, 2. 	Y to yeu sau cac don vi, co so kitting dime buOn ban, kinh doanh, sf;;.  
thuoc, my pham phai thu hoi; kiem tra, ra soat ngay cac thuoc don vi dang cong irnL. 
sir dung, kinh doanh. Cac don vi co thuoc, my pham phai thu hoi thtrc hiOn theo quy 
dinh hiOn hanh va 	bao cao thu hoi thuoc khong (tat tieu chuan chat ltrong ve 
t (Phong NghiOp vu Dtroc). 

3. Cac don vi trong nganh y to chiu trach nhiOn thong bao cac thuoc, my pham 
tren cac Khoa, Phong, BOnh viOn, Phong kham da khoa khu visrc, Tram y te; Phong 
Y te chiu trach nhiOn thong bao den cac co so hanh nghe y, throe to nhan, cac co,  so 
kinh doanh, sir citing thuoc teen dia ban quan 19; cac cong ty throe chiu trach nhiOin 
thOng bao tori cac nha thaw, quay thuoc trtyc thuOc. 

Phong NghiOp vu &roc phi hop voi Thanh tra So va Trung tam kiem nghiOm 
thuOc - my pham - dux pham kiem tra viOc thus hiOn thu hOi thuoc, my pham tai cac 
don vi ten dia ban tinh. Phong Y to có trach nhiOm kiem tra, giam sat viOc thu hoi 
thuOc, my pham tren dia ban quan 1y. Xir19 va kien nghi xir 1y cac twang hop vi pham 
theo quy dinh hiOn hanh./. 

No'i nhi:in: 
- Nhtr tren; 
- Lanh ciao Soy Y t6; 
- Thanh tra Sa Y te; NVY; 
- Website Soy Y te; 
- Ltru VT, NVD. 



Tilt Do 

Y 11 
CljC QUAN LV DOC 

\Hy dinh chi km hanh thuoc khong 
dat tieu chunchai larTn2 

ONG VOA XA HQI CHU NGHIA MT NAM 
Dc Ip - Tkr do - Iliph phuc 

Ha ,V(5i, ligay 	thcing O 	ani 2018 

 

Kinh 
- SO Y té Tp. HâN 
- Cong ty cO phan throe pham Ha N6i. 

Can dr vao cac quy dinh ye quan 1 duoc hien hanh cna Viet Nam. 

Can CO cong van so 409/VKNITW-K1L ngay 18/6/2018 cila Vin Kim 

nghiem thuOc TW gOi kern phieu kiem nghiern so 48L314 ngity 18/6/2018 ve thuoc 
via nen Mebendazol, SDK: VD-26802-17, s6 16: 010118, ngay SX: 08/01/2018, 
HD: 08/01/2020 do COng ty CP duoc pham ihI Ni san Nuat duoc lay tai Cong ty cO 

phan thuong rnai throe ,pharn Thanh Dat (Quay 422, tang 4, Trung tarn phan phOi 

duoc pharn va trang thiet b v te Hapu Medicenter, so 1 Nguy6n Huy ToOmil., Thanh 
Xuan, Ha N6i). ThuOc khOni2, dat tieu chuan chat lining ve chi tieu d6 hoa tan. 

Cpc Quan 1' Moe thone, bao: 

1. Dinh chi lu'u hanh thu6c vien nen Mebendazol, SDK: VD-26802-17, so 
010118, ngay SX: 08/01/2018, HD: 08/01/2020 do COng ty CP duoc pham Ha N6i 

san Nuat. 

2. COrw. ty CP duoc pham II Ni phOi hop vOi nfia phan phOi, phai: 

CiUL thOng ban thu hoi tOi cac co so ban buOn, ban le, sir dyng thuOc vien 

nen \lebendazol, SDK: VD-26802-17, s6 16: 010118, ngay SX: 08/01/2018, HD: 
08/01./2020 va tin hanh thu hOi toan b6 16 thuOc khOng, dat tieu chuan chat !Ong 

nal tren. 
Gui mo can thu hoi 	Cyc Quan Dtroc trong VOng, 01 thing ke cif ngay 

ky cong van nay, 116 SO' thu hoi bao gm s luting san xuat, nLy,ay -;anxuat, so lung 
phan phOi, sO luong thu hoi, cac bangchUng ve viec thoc hien thu hoi tai cac co so 
ban buon, ban IC, sir dung d mua thuoc theo quy dinh tai Thong, to sO 111201811'-

BY1 ngay 04/5/2018 ctla BO Y tC quy dinh ve chat luong thuOc, nguyen lieu lam thu6c, 

3. SOY to Tp, Ha Ni cOng b6 thong tin ve guvet dinh thu hOi thuoc tren Trang 

thOngtin din tO cita SO; xir ly nhang don 	vi phrn then guy dinh hien hanh: bao 

can ve‘ Ciic (,-wo Duoc va cLic co quan ch6.c hilng en liCn quan. 

Cue Quan 	Duoc thong bao dC cac don vi bit va thoc hien.i. 

non: ETCIC TRIS6N6 

\hu 

	

	
fl 	 two CPC TRI)(r'G 

Vi Twin Cao-ng (c1C; hi,: )1 

- 	thuoc 1. W VKN thuOc Tp I1CM: 
- Cac phong: DI(T, QLKI.) DucTc, Ihanh tra Dam. MP. 

lop chi DIAN MP - Cc QLD; vbite Cc QLD; 
ty CP IM duce pim natal D4 ide thkrc hi0): 

- Liru: VT, ('L, (F)T). 



BO Y 
THANH TRA BO 

"G HOA hA HQ! CHO NGIIIA VIUT NAM 
D(ic  lip - Tty do - 111?nh phlie 

   

      

CON°  r 

g5-S,  29/6/2018, Chanh Thanh tra BO Y 	da kY, ban harsh Quyet Binh so 
I06/QD-TTrB ve viec thu hOi san pham Vien dat am dao .K.hang 	Don do COng 
ty TN.HH \TN Pharco san xuat Cong ty TNLEH sari xuat va xuth nho khan Nguyen 
Ha phan phoi. 

Ngay sau dO, cung rigity 29/6/2018, 'Illanh tra BO Y to 	nwn ducyc v On ban 
so 03/NH-VBGT ctia. Conk ty TN.HH san xuat y r xuat 	khan Nguyen I Ia giai 
trhth va bao cao: Cang ty dO san xuat thti nghiem 1.000 hOp San pharn K..hanLT 1\4: 

Dan, tron.g so 1,000 hOp da san xuat, cong ty clang dO cung cap cho Benh vien Y hoc 
co truyen 	NiO thCr ndiem va. qing cho ngtroj than, nhan vien Concl - ty con 	276 
hOp cong ty da ban vOi chink sach mua mOt, tang, mOt. Sau khi co kien cua Thanh 
tra 	

Thanh tra BO Y CO, COng ty dO thuc hien ng i vice thu hoi san 
pham va da thu 116i duvc 204 hOp, hien clang, niem phony; tai COng ty. Cong ty cam 

ket da hoan thanh vice thu hoi san pham, chi cung cap san pham cho Benh vier] Y 
hoc co truyen Ha NOi sir dung lam nghien ciru 	khOng can bat c(r san pham nao 
tree thi truong. 

Thanh tra BO Y to thong bao cle So Y to cac nnh, thanh phi true thuOc Trung uong 

Tran troll V._ 

SO: 	/TIrB-1)1 	
/7, C:1Y 

o,. 
theirni:ain 2 0 1 8 V/v hen quail don sin phdyn 

,lai+itg7113' DCY11 

..... 	• 

kinh 	Y t cac tinh, thanh phO true thuOc I rung uong 

Nol nhjin: 
Nhu tren: 

- 13(5 throng (do bao can): 
Thir truo'ng .Nguyen Thanh 	(de hie): 

- Thir narc5ag Truang Qu‘k Cu-6112 (ch. h/c): 
- C,,JC (AD. Coc ATIP (dig 
- LN: TTri3, Pi. P3. 

KT. CHANH 1.= NH TR, BO 
PI-I( CHANH THANH TRA BO 

Nv,nyen 	Nhien 



BO Yii 
Ct7C QUAN L'c7 DUOC 

S6syy5. 53 /QLD-MP 
V/v dinh 	Mall;  thu hôi 

iu pilaw kliOng Wit 

KInh 

CONG HOA XA HOI CHO NGHIA VIL1' NAM 
DQc 14p - Tu' do - Harsh pink 

Ha Nol , ngay 	thang nam 2018 

- S.6 Y t cac tinh, thanh ph e trut thuOc Trung trong, 
- COng ty TNHH CN 

(Dia chi: SO 29D1 Kim dinh cu Ton Qui Doug, cpgin 7, Tp. HO Chi 11/.11nh.) 

Cu I hong ter so 06/2011/11-BYT ngay 25/01/2011 dm BO Y te quy 
dinh vd quan lY my,  phdm; 

Can cn COng van s6 242/VKNT-KRTH de ngay 04/6/2018 ca Vien Kiem 
nghiem ThuOc Tp. HO Chi Minh ghi kern Phieu Kiem nghiem so 0040NKN-
KTMP2018 ngay 04/6/2018 ve ket qua kiem nghiem ink san phdm Gelica facial 
mask gel. Keo mat na - 60g (S6 10: 19/01/2018; Han ding: 19/01 /2021). San 
phdm do Cong ty TNIIH CN (Dia chi: 29D1 Khu dinh cu Tan Qui Dong, Q. 7, 
Tp. HO Chi Minh) chiu trach nhiem dua san pham ra thi trueng. 

Mau san phdm my,  pladm do Vien Kiem nghiem Thu6c Tp. HO Chi Minh 
4-fy tai COa hang Guardian (Dia chi: 176 Nguyen Trai, P. Ben Thanh, Q. 1, Tp. 
HO Chi Minh de kiem tra chdt Meng. Ket qua kiCm nghiem: Mâu san pham 
khOng dat yeu cu chat lung ve chi tieu giOi han nhi(1.m khuan theo quy dinh. 

Cuc Quin ly Dive thong bao: 

1. Dinh chi luu hanh tren town qu6c 16 san phdm Gelica facial mask gel. 
Kee mat na - 60g (S6 16: 19/01/2018; Han dUng: 19/01/2021). San phdm do COng 
ty TNHH CN (Dia chi: 29D1 Khu dinh Cu Tan Qui DOng, Q. 7, Tp. HO Chi 
Minh) la to chdc chiu trach nhiem dua san pham ra thi truOng. 

2. COng ty TNHH CN phai: 
- GCTi thong háo thu hei tei nhang nol Phan phi, sr dung san pham neu 

tren va den hanh thu hei 16 my,  pham khong dap Ong quy dinh. 
- Gri bao cao thu voile m pham khOng dap nng quy dinh vCue Quàn lY 

Duoc truoc ngay 10/7/2018, 

3. De nghi S Y try 3p. HO Chi Minh: 
- Kiem tra Cong ty TNHH CN va cac don vi lien quan trong viec chap 

hanh phap luat v san xuat, kinh doanh myTplaam theo quy dinh tai Thong tu sO 
06/2011/TT-BYT ngay 25/01/2011 cOa B6 Y te quy dinh ye quan lY my,  pham va 
cac quy dinh khac CO lien quan; 

- Giam sat yiec thu hi 10 rnS% phAm khong dap drig guy dinh; VT 13%, xir 
phat vi pham thee guy dinh hien hanh va bao cao ket qua bang van ban ve Cue 
Quan lY Dune truec ngdy 20/7/2018. 



4. S Y te cac tinh, thanh ph 6 trve thuOc Trung uong thOna ha° cho cac co 
sO• kinh doanh, sr dung m pham tren dia ban den harsh thu hi lô san pham nTS-T 
phin vi pham neu tren; kiem tra, giam sat cac don vi thvc hien ThOng bao nay; 

cac don vi pham then guy dinh hin hint 

N oi n hci : 

- Mar tren; 
CTr. Vu Tuân aremg (a b/c); 
VKN •ThuiTie TW, VKN Thu6c Tp. HCM; 

- Traria TTDT Cuc QLD; 
- Lau: VT, l'Ir, MP. 

KT. CUC TRU'ONG 
PH6 CVC TRIXONG 



BO 'Yr TE 
	

C9NG HOA XA HOI CHU NGHIA VET NAM 

CIJC,  QUAN LV DU'OC 
	

Nc lip - Ty'  do -  114nh pink 

S'(;: ,i3jotc /QLD-CL 
	

Hcr N0i, ngay 0 thOng 	nain 2018 

V/v thu lioi thuoc san xuat ttr 
nguyen lieu Valsartan do Cong ty 	__— 
Zhejiang Huahai Pharmaceutical g J T 6 D 

Trung Quoc san xuat 
 

Kink gin: 
Nt  

- S6 Y to 	hanl-pho.tru-c-thuoc Trung trong 
- Cdc co so' san xuat, kinh doanh thu6c 

Can cir vao cac quy the ducyc hien hanh ciia Viet Nam. 

Can cur thong bao can Co quan quan dirge pham Chau Au (EMA), Co 
quan quart 1Y dirge Canada va met se co: quan quan lY dtrge khac ye viec thu hei 
cac thuOc chira Valsartan throe san xuat tin nguyen lieu Valsartan do Clang ty 
Zhejiang Huahai Pharmaceutical - Trung ()floc sari xuat. Nguyen lieu nay throe 
phat hien china tap chat N-nitrosodimethylamine (NDMA) co nguy co gay ung 

thu. 

De dam bdo an toan cho ngtr6i sir dung Cyc Qudn ly Duoe thong bao: 

1. Dinh chi lun hanh tat ca cac thuoc thanh phdm dtroc san xuat tin nguyen 
lieu Valsartan do COng ty Zhejiang Huahai Pharmaceutical - Trung Quec san xuat 
theo danh muc dinh kern. 

2. Yeu cau ale Cong ty clang ky thuoc, 	xuat thuoc, Clang ty nhap khau: 

a) Phoi hop v6i nhd pilau phoi thuoc th6ng bao thu hOi tat ca cac lo thu6c 
thanh pham trong aria thire san xuat co chtlra nguyen lieuValsartan do Cong, ty 
Zhejiang Huahai Pharmaceutical - Trung Quec san xuat theo danh 'nue kern theo 
On cac co so.  ban buon, ban le, sir dung Ulu& va Lien hanh thu hoi town be cac 16 

thuoc nay. 

b) Ngung ngay viec sir dung nguyen lieu Valsartan ona COng ty Zhejiang 
Huahai Pharmaceutical - Trung Quac t san xuat thuoc thanh ptidr i. Tlitrc hien 
danh gia nha cung cap, kiem tra, nghien ciru sir dung nguyen lieu Valsartan cila 
nha san xuat mOi ddm bao yett cau chat luong, an town cho ngu6i sir dung va thuc 

hien this tuc that' 	115 so' clang ky thu6c theo dung quy dinh cua phdp luat. 

c) 00i bao cdo thu hoi Ye Cue Quan Dirge trong yang 01 thana ke tin 
ngdy COng van nay, hO so thu hOi bao Om so luong xuat xuong, so luong thu 
la3i, cac bang chirng tine -v* tin,re hien thu 118i tai ode ca so ban buon, ban le, sir 

dung dpi 11111a tint& ,theo quy dirth ,tai ThOnQ, to so 1 1/20 1 8/TT-BYT ngay 
04/5/20 1 8 cua. BO Y to quy dinh ye chat luong thuOc, nguyen lieu lam thuoc. 



3. EY nghl So.  Y to cac 	thanh pho: 

a) Thong bao vies 	toi cac 	s,. 	doanh, scc dung dm& tren dia 
ban. 

Con.g 1-)f) thong tin viec 	 ,.,c tip= 11 pham duvc san 
xuat t r nguyen lieu Valsartan do 	Zhe: anq ri ,tai_ a„.  Pharmaceutical 

Quac s.5n :alat tren Tran2. 	,n1 

tra 	cac 	 tren dia ban thttc 
hien. 	th ha' 	' thuoc neu tre x‘i 	Lion vi vi pNin thee guy dinh. 

th6h,9 bao d cac don vi biet va tlatrc hien". 

N91 
Nhu.  trail; 

- 	truo.ng V-0 Turin Ctremg (de h/c); 
Cde phong DKT, KDD, Thanh tra DMP, TTQCT - 
Ctic QLD; website Cuc QI,D; 

- Lau: VT, CL (XH). 

KT. CVC TRVONG 
pH() cvc TRubiNG 
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