;)

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Fom—— Poc lap — Ty do — Hanh phic

S6: 0L /2016/TT-BYT Ha Néi, ngay A thang(Qf nam 2016

THONG TU
B6 sung Diéu 9 Thong tw sé 14/2012/TT-BYT ngay 31 thing 8 niim 2012
ciia By trudng Bo Y té quy dinh cic nguyén tic, tiéu chudn “Thuc hanh t6t
sén xuit bao bi dugec phﬁm” va huwdng din trién khai, ap dung

Cdn cit Ludt Duwoc s6 34/2005/QH11 ngay 14 thdng 6 ndm 2005;

Can cir Nghi dinh 56 63/201 2/ND-CP ngay 31 thang 8 nam 2012 cua Chinh
phii quy dinh chite ndng, nhiém vu, quyén han va co cdu 16 chike ciia B3 Y 1é;

Theo dé nghi ciia Cuc truong Cuc Quan Iy Duwoc, Vu truong Vu Phdp ché
-Bs Y té

B¢ truong Bé Y té ban hanh Théng tu bo sung Diéu 9 Théng tw sé
14/2012/TT-BYT ngay 31 thang 8 ndm 2012 ciia Bé truomg Bé Y té quy djnh cdc
nguyén tdc, tiéu chuan “Thiee hanh tét san xuat bao bi duge pham” (GMP) va
huong dén trién khai, dp dung nhuw sau:

Diéu 1. B6 sung Diém d va Piém d vao Khoan 5 Diéu 9 Théng tu sb
14/2012/TT-BYT ngay 31 thang 8 nim 2012 ctia Bo trudng Bo Y té quy dinh cac
nguyén tic, tiéu chudn “Thuc hanh t6t san xuit bao bi dugc pham” (GMP) va
hudng din trién khai, ap dung:

Diéu 9. Ké hoach trién khai

5. L9 trinh thuc hién:

d) K& tir ngay Théng tu nay c¢6 hiéu luc, co s& san xuét thude luu hanh trén
thi truong phai sir dung bao bi truc tiép vai thude (bao bi dong géi cap 1) dugc
cung cap bdi co sé san xuét bao bi dat nguyén tic, tiéu chudn GMP bao bi dugc
pham hodc c6 mdt trong céc gidy ching nhan sau déy:

- Gidy chimg nhén co s& san xuét bao bi dugc phim dat tiéu chudn GMP
do co quan quan ly y té hodic quan ly dugc cé thdm quyén cap.

- Gidy chirng nhén du diéu kién san xuét bao bi dugc phfim do co quan quan
ly y té hodc quan ly dugc ¢é thim quyén nudc so tai cip; Vin ban do co quan
quan ly duoc céc nude thanh vién tham gia thoa thuén qudc té vé hoa hop linh
vuc dugc phém (The International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human use, ICH), Lién
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minh Chau Au (Europe Union, EU), Hé thong hop téc thanh tra dugc pham
(Pharmaceutical Inspection Co-operation Scheme, PIC/S) xac nhén san xuit bao
bi str dung trong dugc pham, thuc pham; Tai liéu Drug Master File (DMF) duoc
chép nhan cua Co quan quan ly thudc va thye phadm Hoa Ky (US Food and Drug
Administration, USFDA) kém theo dudng dan théng tin cong bd trén trang thong
tin dién tr cia USFDA.

- Gidy chimg nhén dat tiéu chuan ISO 15378 (Primary packaging materials
for medicinal products - Particular requirements for application of ISO 9001:2008
with reference to Good Manufacturing Practices (GMP)) do té chirc chimg nhén
di duoce co quan cong nhan qudc té danh gia va cong nhan theo céc chudn muc
quéc té cép.

- Gidy ching nhan dat tiéu chuin ISO 13485 (Medical Devices - Quality
management systems - Requirements for regulatory purposes) dbi véi bao bi 1a
dung cu y té sir dung dé déng sin thube (catrige, bom tiém) do té chirc ching
nhan di dugc co quan cong nhan quéc té danh gia va cong nhan theo céc chudn
muc quéc té ciip.

- Gidy chimg nhén dat tiéu chuin ISO 9001 (Quality management systems
- Requirements) ddi véi nguyén liéu ché tao bao bi lam thudc ma bao bi 1am thudc
dugc tao hinh ngay trong qué trinh san xuét thude.

d) Céc co quan céng nhan quéc té quy dinh tai diém d khoan nay bao gdm:
Bureau Veritas, TUV (Technischer Uberwachungs Verein), SQS (Swiss
Association for Quality and Management Systems), SGS (Société Générale de
Surveillance), IQnet (The International Certification Network), BSI (The British
Standards Institution), DQS (German Registration for Management Systems),
GTU (Gesellschaft fiir Tcchnische Uberwachung), International Certification
Management GmbH.

Diéu 2. Piéu khoan thi hanh

1. Thong tu nay c6 hiéu lyc thi hanh ké tir ngay 01 thang 03 nam 2016.

2. Cyuc Quan ly Dugc phéi hgp véi Cuc Khoa hoc Cong nghé va Pao tao ra
soat, d& xuét trinh Bo truong Bo Y té ban hanh Thong tu vé viéc sira doi, bd sung
hoic bdi bé co quan cong nhan quéc té quy dinh tai Piém d Khoan 5 Piéu 9 duoc
bé sung tai Didu 1 Thong tu nay.

3. Céc gidy ching nhian GMP bao bi duoc phdm da duoc cép trude ngay
Théng tu nay co hiéu luc co gia tri dén hét thoi han hiéu luc cua gié"ly chirng nhan.




Trong qué trinh thuc hién, néu c¢6 khé khin vuéng méc, dé nghi cac co
quan, tb chirc phan 4nh kip thoi v& Cuc Quan Iy Duge - Bd Y té dé xem xét giai

quyét.. W

Noi nhgn: KT. BQ TRUONG %ﬂ/
- Vin phong Chinh phu (Phong Cdng bao, Cdng thong tin CHASER U()'NG
dién tir Chinh phu); 4 '
- B§ Tu phap (Cuc KTVBQPPL); s
- Cac Thir truéng Bo Y té (dé thyc hién);
- Cuc Y té - B Cong an, Cyc Y té - B GTVT;
Cuc Quién Y - B4 Qubc phong;
- Vién KN thuéc TW, Vién KN thudc Tp. HCM;
- Hiép hoi doanh nghiép dugc Viét Nam; Cac co
s& san xuét kinh doanh dugc; Céc co s& san xudt
bao bi dwoce phim;
- Cong thong tin di¢n tr B Y té, Website Cuc QLD;
- Céc Vy, Cuyc, Tong Cuc, Van phong B§, Thanh tra B
(dé biét);
- Luu VT, PC, QLD (02 ban).
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