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THE GOVERNMENT PHARMACEUTICAL ORGANIZATION
RANGSIT PHARMACEUTICAL PRODUCTION PLANT

SPECIFICATION OF PVC/PEPVDC SHEET 209 MM
(CLEAR) ITEM NO. 34280990) S—_—

TITLE PVC/PEPVDC SHEET &30 BLISTER PACK %o li5ia

209 uu. ATEM NO. 34280990)

DEPARTMENT (QUALITY CONTROL DIVISION PAGE 10f3
REVISION HISTORY
Rev.No. Change & Reason For Change Effective Date
01 Initial Release 22 May 2018

02 Revise General Descriptions from “PVC/PEPVDC film 250 micron25 GSM/60 | As per effective
GSM- to “PVC/PE/PVDC film 250 micron/25 micron/90 GSM- due to typing date in electronic

error. system

Revise the detail of contact information.
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THE GOVERNMENT PHARMACEUTICAL ORGANIZATION
RANGSIT PHARMACEUTICAL PRODUCTION PLANT

SPECIFICATION OF PVC/PEPVDC SHEET 209 MM

(CLEAR) ITEM NO. 34280990) Rev.02
FITLE PVCPEPVDC SHEET &1 BLISTER PACK % luifi&

209 111, ATEM NO. 34280990,
DEPARTMENT |QUALITY CONTROL DIVISION PAGE 20f3

A. Specification

No. Parameters Specifications
01 | General descriptions e Colorless and transparent plastic sheet, made from PVC/PE/PVDC
@nwazli) film 250 micron25 micron/90 GSM (Pharma Grade), use for

blister pack, rolled on paper core (Coat outside).

e The diameter of inner core is 76 mm. The thickness of
PVC/PEPVDC sheet is constantly even through the roll length.

e No critical defects that affected the product or the packing process.
Properly uses with GPO machines.

e (Juuduwaradanla 1488 si191n PVC/PEPVDC 250
micron25micron/90 GSM (Pharma Grade) 198 w5y blister pack
¥ilaghu (coat outside) WusBLLALYLIA 76 Tafuns AL IAND

o hififeuansesdulafiorvfanaid eniodensldan uazamsoldauld

AN UIAT BTN IVDIDIAMIINTTNTTY

02 Dimension

(@) Dimension (Uf) Specifications
Width (anwndn) 209 mm
Thickness of PVC (a1uvu1vas PVC) 250 micron
Thickness of PE (A7uvu1v04 PE) 25 micron

Total thickness (AMUNUITIV)

Not less than 325 micron

Length (a114817)

Not less than 200 m

B. Packaging (msus3sy)

Each roll of PVC/PE/PVDC sheet shall be packed in individual plastic bag and place in a durable box (I roll per

box) with labeling of Product name, Strength, Manufacturer name/Supplier name, BatchNo./Manufacturing date.

Remark: The manufacturer must sent the certificate of analysis of the PVC/PE/PVDC sheet for each lot of
PVC/PE/PVDC sheet
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SPECIFICATION OF PVC/PEPVDC SHEET 209 MM
(CLEAR) ITEM NO. 34280990 .

TITLE PVC/PEPVDC SHEET &350 BLISTER PACK Wil
209 1131, ATEM NO. 34280990,
DEPARTMENT |QUALITY CONTROL DIVISION ' PAGE 30f3

o a ' 1 A g o {

U553 PVCPEPVDC sheet luganarafinAounssylunaes nierduvienudaiss uazamisodesiuanudomesiion
aé’ulyn a 9 a Y Ay = 2 &4 a o ¢ 4 v oa A Yo 4 1 & a
INAYU LA IUIUNUNBAL [ DIUUAZNNHUYBABINYBANUNUTAINI FONAANHUIN YUIA FORHAANTOHIIMUIY JUNNAR
v & a

JUNHAA

Y a Y . . ]

HueIne : awaﬂé’muumaﬂmssmmwamimnﬂmmw (Certificate of Analysis) v83 PVC/PE/PVDC sheet iaaz lot

wndeuduvesidaney

C. Reference

According to USP 40/NF 35 (<1136> Packaging and repackaging-single unit-container).

D. Product Information

Approved source (s) Refer to current version of Approved Vendor List (AVL) of PVC/PE/PVDC SHEET
209 MM (CLEAR) {TEM NO. 34280990

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

Test to be performed as per current version of STP-Aluminium foil and
PVC/PEPVDC.

Retest period 1 year.

Testing Procedure

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 Ext 6019 Email Address: au3l @gpo.or.th, rangsitqe.sec0l @gmail.com

v v a ¢
MIMUMNUNIUUATIEY 1

A '3 o a v o = ' v a o < o o
noy: BIAMINTBNTTN 159UNAANTIdn 1 1aah 138 vy 4 auuieda -uasuien muaiaiiu sune
Sy Smdalnusid 12110
o & ' i . .
Tnsema: 02)2038000 @8 6019  Hiagduas. au3 1 @gpo.or.th, rangsitqc.sec0l@gmail.com
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