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REVISION HISTORY
Rev.No. Change & Reason For Change Effective Date
01 Initial Release 09 Sep 2016
02 Periodic review and add English content 09 Sep 2018
03 Periodic review and revise contact information As Per Effective
Date in Electronic

Revise Product Information from Retest period “1 year” to “Refer to current

. . . . System
version of WI-Sampling plan of packaging material.” As per Change-20-041.

Printed on: 10 Sep 2020; Printed by: WIMWIPA_C.



Document No.RPP-SP-

MASTER

QC-PM-141 : SPECIFICATION OF SILICA GEL ROLL 1.6 G (ITEM NO. 34291201) Rev.03 Eff.Date 10 Aug 2020

UNCONTROLLED

LTI Ve,
£l 1 F v )
i Gy

05', el
L,

THE GOVERNMENT PHARMACEUTICAL ORGANIZATION
RANGSIT PHARMACEUTICAL PRODUCTION PLANT

TITLE SPECIFICATION OF SILICA GEL ROLL 1.6 G Rev. 03
(ITEM NO. 34291201)
DEPARTMENT |QUALITY CONTROL DIVISION PAGE 2 of 4
A. Specification
No. Parameters Specifications
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01 General descriptions

Round bead of silica gel size 1-2 mm, clear, no foreigner particle or critical
defects that affected the product or the packing process.
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02 | Water Absorption

Not less than 31.0%

03 Pack size
(VWIAUITTY)

Average weight not less than 1.6 g and each pack not less than 1.5 g.
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04 | Packaging
(MIUTTY)

-Pack silica gel bead in PE envelop that has small spore to allow the
silica gel absorb humidity from outside.

Size 20 x 43 mm

Thickness Not more than 0.8 mm
Distance between | 10 mm

envelop

- Rolled on paper core with eye mark side is outside. The diameter of
inner core is 73 mm. The eye mark width is 3 mm. The eye mark is in a
middle between each envelop.

- In an area of seal must not have silica gel bead. If the roll have
Junction, the junction will not more than 3 points.

- The envelop must tight closure to protect the silica gel leak out.

- Cleaned without microbial or foreigner particle.

- No critical defects that affected the product or the packing process and
can use with machine in the Government of Pharmaceutical Organization.
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05 | Printing
(MINUR)

Each envelop must be clearly printed with food grade or pharmaceutical
grade color. The information shown below

° Desiccant
® SILICA GEL
® Do not eat

a 4 a -
nnweIfIRuiden A yiia food grade wie pharmaceutical grade 19

o i & v A
Fau Tumezidou fail

. A159AAINTU
o Musudseniu
° Desiccant
® SILICA GEL
° Do not eat

B. Packaging (M3u553)

Each roll shall be packed with 3,000 envelops of silica gel that not more than 3 seams per roll. Each roll
was stored in PE bag with tight closure that has indicator to clearly show the status of silica gel. Then, pack
the roll in suijtable box that the side of the box has information about the name, quantity, lot number, date of

manufacturing and supplier.

U357 silica gel #2uaz 3,000 w03 TnsWilsosde 18 i 3 ya/miu ussquaazdulugs PE Allasiin Tael indicator uans

Printed on: 10 Sep 2020; Printed by: WIMWIPA_C.




Document No.RPP-SP-QC-PM-141 : SPECIFICATION OF SILICA GEL ROLL 1.6 G (ITEM NO. 34291201) Rev.03 Eff.Date 10 Aug 2020

ATRTTIEY ST Ay

Prpaor
s

2y LS ™

ASTER
THE GOVERNMENT PHARMACEUTICAL ORGANIZATION
RANGSIT PHARMACEUTICAL PRODUCTION PLANT

TITLE SPECIFICATION OF SILICA GELROLL 1.6 G Rev. 03
(ITEM NO. 34291201)
DEPARTMENT |QUALITY CONTROL DIVISION PAGE 4 of 4

& =1 - a g Yo v ' 4 A a A Yy v a 1 Y oA
TANTANTIYY UVDIUA silica gel V]lﬁuvlﬂ%ﬂlﬂunﬂﬂﬁ llﬁﬂﬂiiﬂiuﬂﬂﬂﬁﬂiﬂﬂ'U‘HE]VHWiJ'I:’,ﬁH ATUUVNUDIN NN UYIDADIN

9] = - ' 4 o da & ya M y, '
VBANUNUTRINN ¥ TUIUVITY JU ¥ID JUNRADA YOHNAAN IDRIIVIUNY

C. Reference
USP38/NF33, Silica gel/Reagents, page 1865

D. Product Information

Approved source (s) | Refer to current version of Approved Vendor List (AVL) of SILICA GELROLL 1.6 G
(ITEM NO. 34291201).

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 — Silica gel.
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: (022038000 Ext6019

Email Address:  au3 [ @gpo.or.th, rangsitqe sec01@gmail.com
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