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S6: 129 /QP-QLD Ha Néi, ngay 27 thdng 02 nam 2023

QUYET PINH
Vé viéc cAp gidy chimg nhan dat nguyén tic, tiéu chuin “Thwc hanh t6t sin
xudt bao bi dwoc phdm” cho Cong ty TNHH san xuit Constantia Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 ctia Bé truomg Bo Y
16 vé viéc quy dinh chirc nang, nhiém vy, quyén han vo co cau 16 chire ciia Cuc
Qudn Iy Dwoc thude BY Y té;

Céin cik Théng tw s6 14/2012/TT-BYT ngay 31/8/2012 ciia BS triedng Bo Y
té quy dinh cde nguyén tde, tiéu chuan “Thwc hanh 16t san xudt bao bi duwoc
phdm” va hudng dan trién khai, dp dung,

Xét dé nghi cua Poan kiém tra tai Bién bdn kiém tra “Thuc hanh 10t san
xudt bao bi dwoc pham” ngay 07/7/2022 va Bdo cdo khic phuc ciia Céng ty
TNHH sdn xudt Constantia Viét Nam;

Theo dé nghi ciia Trudng phong Qudn by Chdt lwong thudc.
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QUYET PINH:

Piéu 1. Cip cho Cong ty TNHH san xuit Constantia Viét Nam Gidy chimng
nhén “Thuc hanh tdt san xuét bao bi duge phim” dwoc dinh kém Quyét dinh nay.

Piéu 2. Quyét dinh ndy c6 hiéu luc ké tir ngay ky ban hanh.

Gidy chimg nhan ndy c6 gia tri trong ba nim ké tir ngay ky.

’ Piéu 3. Cic Ong, Ba: Chanh Vin phong, Trudng phong Quan Iy chét luong
thude, Dang ky thudc, Quén Iy Kinh doanh dugc - Cuc Quan ly Duge va Giam d(")rc
Cong ty TNHH san xudt Constantia Viét Nam chiu trach nhiém thi hanh Quyét
dinh nay./. ,

Noi nhén:

- Nhu biéu 3;
- Luu: VT, CL.
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GIAY CHUNG NHAN

DAT TIEU CHUAN “THUC HANH TOT SAN XUAT BAO Bi DUGC PHAM"”
CERTIFICATE OF GOOD MANUFACTURING PRACTICES (GMP)

" CUC TRUGNG CUC QUAN LY DUGC CHUNG NHAN
Dlrector General of Drug Admmlstratlon of Viet Nam certtfles that

CONG TY TNHH SAN XUAT CONSTANTIA VIET NAM

Constantla V:etnam Manufacturmg Ltmrted Lfabmty Company

Lo 1i-6, Nhom CN3, Du‘tjng 86 1 1, Khu” "nr;g nghiép Tan Binh, phddng Téy Thanh quan Tan Phia, thanh phd HS Chi Minh
Lot 1iI-6, Group_ C 'N3 Road N, _ .',’}Tan Bmh !ndustrral zone, Tay Thanh ward Tan Phu district, Ho Chi Minh city
dat tiéu chudn “Thuc hanh tot san xuat bao bl duﬁdc pham dm véi cac dang san pham bao bi dugc pham sau:
conforms to the reqwremenfs of Good Manufacturmg Practices for the following pharmaceutical primary packaging forms:

Bao bi dugc phém khéng vé triing: Mang nhim trang da in va chua in, Mang nhém ghép gidy da in va chua in,
Mang nhém ghép chét déo da in va chua in, Mang chat déo don Iép, Mang chét déo da Idp.

Non-sterile Pharmaceutical p-ringary packaging: Printed and unprinted coated aluminium foils, Printed and unprinted aluminium laminated with

paper foils, Printed and Unprinted aluminium laminated with plastic films, Mono-layer plastic films, Multi-layer plastic films.
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CUC TRUGNG

Gidy chiing nhan nay cé gia t
trong ba ndm ké ti ngay ky

This certificate is valid
three years from the date of approval
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