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TITLE St Rev. 03
PVC/PE/PVDC SHEET d1%51U BLISTER PACK
Thmaduiiuuas 183 un. ATEM NO. 34280452)
DEPARTMENT |QUALITY CONTROL DIVISION PAGE 1 of 3
REVISION HISTORY
Rev.No. Change & Reason For Change Effective Date
01 Initial Release 19 May 2016
02 Periodic reviewed and updated reference to USP 40/NF35 01 May 2018
03 Periodic review As per
e ; d effective date
uf'lv Product Information %24 Retest period 910 “1 year” 1iJu “Refer to current in electronic
version of WI-Sampling plan of packaging material.” (61484 Change-20-041) system
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TITLE PVC/PE/PVDC SHEET §1510 BLISTER PACK
mhmaduiivuas 183 uu. ATEM NO. 34280452)
DEPARTMENT [QUALITY CONTROL DIVISION PAGE 2 of 3
A. Specification
No. Parameters - Specifications
01 | General descriptions - Brown Opaque plastic sheet, made from PVC/PE/PVDC film
(@nwaszialyl) 250 micron/25 micron/90 GSM (Pharma Grade), use for blister pack,

rolled on paper core. The diameter of inner core is 76 mm. The thickness of
PVC/PE/PVDC sheet is constantly even through the roll length.
- No critical defects that affected the product or the packing process.

Properly uses with GPO machines.
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02 Dimension

({#) Dimension Specifications
Width (aunta) 183 mm

Thickness of PVC (anuviu1ves PVC) 250 micron

Thickness of PE (A1uviu1ved PE) 25 micron
Total thickness (A21urU159U) Not less than 325 micron
Length (a1ue17) 200 m

B. Packaging (msussy)

Each roll of PVC/PE/PVDC sheet shall be packed in individual plastic bag and place in a durable box (1 roll
per box) with labeling of Product name, Strength, Manufacturer name/ Supplier name, Batch No./
Manufacturing date.
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C. Reference

USP 40/NF35 (<1136> Packaging and repackaging-single-unit containers).

D. Product Information

Approved source (s) | Refer to current version of Approved Vendor List (AVL) of PVC/PE/PVDC SHEET
183 MM (BROWN OPAQUE) (ITEM NO. 34280452).

Sampling plan Refer to current version of WI-Sampling plan of packaging material.

Testing Procedure Test to be performed as per current version of STP-Aluminium foil and
PVC/PE/PVDC.

Retest period Refer to current version of WI-Sampling plan of packaging material.

E. Contact Information

For more detail contact Head of Quality Control Section 1, Quality Control Division, Rangsit Pharmaceutical
Production Plant 1.

Head of Quality Control Section 1

Address: The Government Pharmaceutical Organization, Rangsit Pharmaceutical Production Plant 1:
138, Moo 4, Rangsit-Nakhonnayok Rd,, Bueng-Sanan, Thanyaburi, Pathumthani, 12110,
Thailand

Telephone: (02)2038000 Ext6019

Email Address: au31@gpo.or.th, rangsitqe.sec0l@gmail.com
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