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BOYTE CONG HOA xA HOI can NGHiA VIET NAM. . .
flQc lip - TV do - Hanh phuc

86: ez 12016/TT-BYT Ha N9i, ngay4:2 thcmgti(l1fi1ttf~~J.6TJ10NGV_A,N TAl
"'rCONG VAN DEN

THONG TI) I 29 -01- 2016

B8 sung fli~u 9 Thong tll'Sa 14/2012ITT-BYT ngay 31 t~8ft:g.8.nan(-t612 .
ciia BQtruong BQY t~ quy olnh cac nguyen t~c, tieu chuan "Thgc hanh tot

ft./VfA san xu§t bao bi dU'Q'cphim" va hU'6ngd~n tri~n khai, ap dung

Can cu Ludt Duac s634120051QH11 ngay 14 thdng 6 ndm 2005;
Can cu Nghi atnhs6 63120121NfJ-CP ngay Bl thdng S ndm 2012 cua Chinh

phu quy dinh chuc nang, nhiem v¥, quyen han va co cdu t6 chuc cua B9 Y ti;
Thea d§ nghi cua Cue truong Cue Quan if; DU(Jc, V¥ trutrng V¥ Phdp chi

- B9 Yti,

B9 truong B9 Y ti ban hanh Thong tu b6 sung fJi§u 9 Thong tu s6
14120121TI'-BYTngay 31 thdng 8 ndm 2012 cua B9 trutmg B9 Yti quy dinh cac
nguyen tdc, tieu chudn "Th1!C hanh t6t san xudt baa bi duac phdm JJ (GMP) va
huang ddn triJn khai, dp dung nhu sau:

fli~u 1. B6 sung E>iSmd va E>iSmd vao Khoan 5 Di8u 9 Thong tu s6
14/2012/TT-BYT ngay 31 thang 8 nam 2012 cua B9 truemgB9 Y tSquy dinh cac
nguyen t~c, tieu chuk "Thvc hanh t6t san xu~t bao bi duQ'cphfun" (GJ\1P)va
hu6ng d~ntriSn khai, ap d\lIlg:

fli~u 9. K~ ho~ch tri~n khai

5. L9 trinh thvc hi~n:

d)KS illngay Thong tu nay co hi~u lvc, co sa san xu~tthu6c lUllhanh tren
thj truOngphai su dVngbao bi trvc tiSp vai thu6c (baa bi dong goi c~p 1) duQ'c
cung c~pbOico sa san xu~t bao bi d~t nguyen t~c, tieu chu§n GJ\1Pbao bi duQ'c
phfunho~c co mQttrong cac gi~ychUngnh~ sau day:

- Gi~y chUngnh~ co sa san xu~t bao bi duQ'cphfun d~t tieu chuAnGJ\1P
do co quan quan ly y t@ho~c quan ly duQ'cco thfun quy8n c~p.

- Gi~ychUngnh~ du di8uki~n san xu~tbao bi duQ'cphArodo co quan quan
ly y t@ho~c quan ly duQ'cco thfun quy8n nuac sa t~i c~p; Van ban do co quan
quan ly duQ'ccac nuac thanh vien tham gia th6a thu~ qu6c t@v8 hoa hQ'PlInh
VVC duQ'cphAro(The International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human use, ICH), Lien



'{ ...
minh Chau Au (Europe Union, EU), R~ thong hop tac thanh tra diroc pham
(pharmaceutical Inspection Co-operation Scheme, PIC/S) xac nhan san xu§.t bao
bi sir dung trong diroc pham, thtrc pham; Tai lieu Drug Master File (DMF) duoc
ch§.pnhan cua Co quan quan ly thudc va thuc pham Hoa Ky (US Food and Drug
Administration, USFDA) kern theo dirong d§n thong tin cong b6 tren trang thong
tin di~n illcua USFDA.

- Gi§.ychimg nhan dat tieu chu~ ISO 15378 (Primary packaging materials
for medicinal products - Particular requirements for application of ISO 9001:2008
with reference to Good Manufacturing Practices (GMP)) do t6 chirc chirng nhan
da: duoc co quan cong nhan qu6c tS danh gia va cong nhan theo cac chu~ mire
qu6c tS c§.p.

- Giay clnrng nhan dat tieu chuan ISO 13485 (Medical Devices - Quality
management systems - Requirements for regulatory purposes) d6i v61 bao bi la
dung cu YtS sir dung dS dong s~ thuoc (catrige, bam tiem) do t6 chirc chirng
nhan da:duoc co quan cong nhan quoc tS danh gia va cong nhan theo cac chuan, , ,
mvc quoc te cap.

- Gi§.ychUng nh~ d~t tieu chu~ ISO 9001 (Quality management systems
- Requirements) d6i vai nguyen li~u chS t~o bao bi lam thu6c rna bao bi lam thu6c
dugc t~o hinh ngay trong qua trinh san xu§.t thu6c.

d) Cac co quan cong nh~ qu6c tS quy dinh t~i diSm d khoan nay bao g6m:
Bureau Veritas, TUv (Technischer Dberwachungs Verein), SQS (Swiss
Association for Quality and Management Systems), SGS (Societe Generale de
Surveillance), IQnet (The International Certification Network), BSI (The British
Standards Institution), DQS (German Registration for Management Systems),
GTU (Gesellschaft flir Technische Uberwachung), International Certification
Management GmbH.

f)i~u 2. f)i~u khoan thi hanh

1. Thong tu nay co hi~u lvc thi hanh kS tlr ngay 01 thang 03 nam 2016.

2. C\lCQuan ly Dugc ph6i hgp vai C\lCKhoa h9C Cong ngh~ va Bao t~o ra
soat, d8 xu§.ttrinh B9 truemg B9 Y ts ban hanh Thong tu v8 vi~c sua d6i, b6 sung
ho~c ba:ib6 co quan cong nh~ qu6c tS quy dinh t~i BiSm d Khoan 5 E>i8u9 dugc
b6 sung t~i E>i8u1 Thong tu nay.

3. Cac gi§.y chUng nh~ GMP bao bi dugc phfun da: dugc c§.pwac ngay
Thong tu nay co hi~u lvc co gia tri dSn hSt thai h~ hi~u lvc Cllagi§.ychUng nh~.
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Trong qua trinh thuc hien, n8u co kho khan virong mac, de nghi cac co
quan, t6 chirc phan anh kip thai vS eve Quan 1y Duoc - BQY t8 dS xem xet giai
quyet,',

Noi nhlin:
- Viin phong Chinh phil (Phong Cong bao, Cong thong tin
di~n til Chinh phu);

- Be>Tu phap (O,lC KTVBQPPL);
- Cac Thu tnrong Be>Y t~(d~ thuc hien);
- C\lCY t~- Be>Cong an, C\lCY t~ - Be>GTVT;
C\lCQuan Y - Be>QU6c phong;

- Vi~n KN thu6c TW, Vi~n KN thuoc Tp. HCM;
- Hiep hQi doanh nghiep duoc Vi~t Nam; Cac co
sCtsan xudt kinh doanh diroc; Cac CO" sa san xUdt
bao bi dtroc pham;

- C6ng thong tin di~n til BQ Y t€, Website C\lCQLD;
- Cac V\l, C\lC, Tang C\lC,Van phong BQ, Thanh tra Be>
(d~biet);

- Liru VT, PC, QLD (02 ban).
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BO GIAO THONG VAN TAl
C\TCYTE

S5: ~O /SY-CYT

SAO Y BAN CHiNH

H« Nfji, ngay ~2._ thdng 02 ndm 2016

Noinh~n:
- Cac benh vien, phong kham, TTYT co
giirong benh (qua Website C\lCY t€);
- C\lCtnrong, cac Pho C\lC tnrong (d~ b/c);
- Liru: VT, NVYD.


