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Cijc Quan1$T Dirge thOng bao: 

1. COng b Danh sath co so situ xudt antoe do.t lieu c.huân PIC/S-GMP va 
EU-GMP (Dgt 55). 

2. Riat ten ra khoi. Danh sach co san xulat dat tieu chuan PIC/S-GMP và 
Itt J-CiMP dOi 	cac trirOng h9p: 

- Co so.  san xudt co,  G* chi:mgnh4n GMP dä ht hiu lac qua 03 thang 
(Giay cfrang nhn GMP het h*111,re Isle dr ngay 13/01/2018 tra ye truo.c) và the 
tâi ngay 13/04/2018 co so.  san xuat chua filen hanh n/(5p lai giay chung nhb 

- Co se.  san xudt duct tam cong b6 trong thati gian 03 thang va cho 	thafi 
diem hin tai (13/04/2018) chua tien hanh nOp bo sung thOng tin ye han  Wu Arc 
cOa Giay chang nhian. 

3. Diu chinh Oi dung sau khi th'm djnh h6' so b6 sung dm cong ty: 
- COng ty Gracure Pharmaceutical Ltd. yang bo' DO 52 STT 19): Di'u 

chinh phin vi chdng nhlan bo sung ding bão the "Vien nen bao phim". 

- Cong ty Vianex S.A.-Plant C (cong b6 Eigt 54 STT 7): Diu chinh ph4m vi 
chthig ntOn bo sung "bao g6m Ca thu6c cht:ra chdt dc té bao Iva ch& kim. té ba.o". 

- Cong ty Fresenius Kabi Deutschland GmbH (ding 1:16 Dgt 29 STT 48): 
Dieu chinh hiêu lire thanh "30/06/2018". 

- Cong ty Dae han New Pharm. Co., Ltd. (cong b6 DcYt 53 STT 87): DiL 
chinh ten cong ty thanh "Dae han New Pharm". 

- 	 - COng ty Mylan Laboratories SAS (cong b6 Dcst 53 STT 109): DiL chinh 
Ten co.  so.  1)6 phAn ten thanh ph6 "Chatillon Sur Chalaronne" ya dia chi co bo 
cvm tfr "F BP 25". 

- COng ty MSD International GmbH (cong b6 DO 53 STT 81, 82): Dieu 
chinh ten san phAm thanh "Janumet XR". 

- COng ty PHARMIDEA" (cong b D9t 34 STT 22): Diu chinh ten co.  so.  
thanh "Sabiedriba ar ierobeotu atbildTbu "PHARMIDEA". 

- COng ty Allergan Pharmaceuticals Ireland (cong ba DO 53 STT 45): BO 
sung hp hi& 

- Cong ty Chemical Works of Gedeon Richter Pic. (cong b DO 49 STT 
51): DiL chinh ph4m vi ching nNn b6 sung cac san phAm Hem djch tiem 
Hydrocortison va dung djch tiem Oxytocin. 
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- COng ty EBEWE Pharma Ges.m.b.H. Nfg. KG (cong bo Dqt 52 STT 32): 
.11')' sung vao pham vi "* Thu6c vO trung churn Calcium Folinate". 

Cong ty Cilassostuitliklints I Tr (cottgbt) (10 51 sit 107) 	chinh phifirn 
vi ch-Cmg 	n6ng d'()hoot chAt thanh "fiuticason propionat 500mcg" va. nguyen 
.the GMP thanh "US-GMP". 

Cong ty Boehringer Ingelheim Pharma GmbH & Co. KG (cong b D91 52 
STT 2): Dieu chinh plwm vi chdng nhn ba sung dqng "vien nen bao phim". 

- COng ty Samchundang Pharm. Co., LTD (cong b6 Dqt 46 STT 8): Diu 
chinh phm vi chCmg nhn thanh "dung dich nho mai; dung dich 

- Cong ty AstraZeneca AB (cong bt) DO 54, STT 15): Dieu chinh dja chi 
thanh "PET Blow Fill Seal, Forskargatan 18, Soderailje, 151 85, Sweden". 

Danh sach cap n1-14 co s6 sari xuat thu6c dat tieu chuAn PIC/S-GMP va EU-
GMP tong h9.p tilt clgt I d6n Dqt 55 dugc clang tai tren trang thong tin din 
Ctjc Quan ly Doc - Dia chi: http://www.day.goY.Yn  - Mtge Quan ly gia thuocirT 
ye dau thku thuOc). 

Cpc Quan 15T Ducfc cong b Danh sach co sO. sari xuat thu6c (14t tieu chuAn 
PIC/S-GMP, EU-GMP theo dinh clang Excel vet PDF d6' cac ca xet thou thulan 
19.i trong tra dru. Trong do, danh sach &raj dpg PDF duqc coi la can ca' d6' xem 
xet cuoi ding. 

4. Trong trueng hp co SO san xuat co ten c16'ng thbi tong "Danh sach co sO 
san xuat thuOc dat  tieu chuan PIC/S-GMP, EU-GMP"; va "Danh sach he) so de 
nghi cong b6 co so-  san xuL thu6c dat  lieu chuan PIC/S-GMP, EU-GMP bong dot 
yeu cau", "Danh sach hh so d nghi cong be; co.  so.  san xuat thuc dat tieu chuAn 
PIC/S-GMP, EU-GMP phai bo sung giai trinh" thi co sO san xuat apt:mg cac yeu 
cAu dat tieu chua'n PIC/S-GMP, EU-GMP vOi plan vi chung nhlan ducfc cang bO 
tai Danh sach cap nh4t co se.  san xuat thu6c dot tieu chuAn PIC/S-GMP \TA EU-
GMP. 

SO.  Y to cite tinh thanh ph 6 irkic thuQe Trung,  Lrung 6,41 irk') nik'llt thong 
bao thong tin tren voi cac co sO y tê tren dia ban de' ca.c Ca thgc hin cong tac 
dau thâu thuOc theo dung guy dinh. 

Cpc Quan 15T Duqc thong bac) de)  cac don vi bi6t Yà the hi nJ.  

Noi nhOn: 
- Nhir tren; 
- Cue truOng Vu TuAn Ctremg (de hie); 
- Cue Quail Y - BC) cRthe phong; 
- Cue Y te -BO Cong an; 

Cc Y te 	Giao thong van tai; 
Cac Nknh vin tare thuOc Bt Y to; 

- Website Cue Quan Dirge: 
Ltru: VT, Cl_, (2b). 
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