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REVISION HISTORY
Rev.No. Change & Reason For Change Effective Date
01 Initial Release (Change-21-037) 29 Apr 2021
02 uf lys s sy silica gel Wmunzawainduaz 3,000 wea dudanas 2,500 vea As Per Effective
Date in Electronic
(Change-21-037) System
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A. Specification

No. Parameters Specifications
01 | General descriptions Round bead of silica gel size 1 - 2 mm, clear, no foreigner particle or critical
(ﬁ'nﬂmgﬁ—,"lﬂ) defects that affected the product or the packing process.
1 e ra s Ay ] & =
Silica gel Wianauyua 1-2 mm Wild LifiFwanlasunsedeunnsesdulaien
anadomonens 19au
02 | Water Absorption Not less than 31.0%
03 | Pack size Average weight per pack is not less than 2.0 g and each pack is not less
(Vu1aYs5Y) than 1.9 g.
dhminmdehidinn 2.0 nfu uaz hiflveslafidiningind 1.9 asu
04 | Packaging -Pack silica gel bead in PE envelop that has small spore to allow the silica
(5ws3Y) 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.

¢ 4 d doaw . 4
- ussy e silica gel Tw8d PE M131anN 11 W silica gel M11509,AN1NIUIN

mouen’ld
YUIAYBY 20 x 43 mm
ANUMUILD T 0.8 mm
FTULHNTTUINGO 10 mm
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TITLE SPECIFICATION OF SILICA GELROLL2 G Rev. 02
(ITEM NO. 34291203)
DEPARTMENT |QUALITY CONTROL DIVISION PAGE 3 of 4
No. Parameters Specifications .
- fuuseuuau vinadudugudnarants Tuuny 73 mm Tno WA AT eye mark
agAuuentiau as eye mark Hun1An31 3 mm agAsINANTENINLAALY B
- 15190500 seal sz 0ad 09 liflifla silica gel AnagArulu Srfisevnetuliu
Aoall luiifiu 3 9a
- dndgesdeniiniaiinynd ool silica gel $100n0114
& 4
-dz01n 1Ji1ﬁﬂmmaim‘?amﬂutﬁeﬂm _
- Tufideunnissdulanionufanaidonionsnisfanu uazawiselsauldany
ifisoesnseeimaIndrnI sy
Eye mark P —
e
L % 3 i ; T
i DESICCANT i :
| S
TN
= <
T
" 10 mm
05 | Printing Each envelop must be clearly printed with food grade or pharmaceutical
(MIWUA) grade color. The information shown below
e Desiccant
e SILICAGEL2G
e Do not eat
nogedeinidenmdwdviia food grade wie pharmaceutical grade 1#
Faou limezdou Aail
2
o @1SRAANNTU
£ @
o YwSulszmu
e Desiccant
e SILICAGEL2G
e Do not eat
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B. Packaging (msussy)

Each roll shall be packed with 2,500 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 suitable box that the side of the box has information about the name, quantity, lot number, date of

manufacturing and

supplier.

U557 silica gel fhuaz 2,500 o4 Tavl¥ Tisoune 18 liifiu 3 yadhu vssyuaaziuluge PE Mlaaiin Taoll indicator taras

Z d H » ' v 4 '
ANTAIIFUVBA silica gel i ldFaounnge udwssylundeefiuvefiminzay dudrevemniivvedesd

doamnuii uanaia o

C. Reference

o ' A o A a A ya A yo '
mu')uusm ?N YID JUNHGH ﬂfﬂﬁwaﬂﬂiﬂﬂﬂ']ﬂu'lﬂ

USP43, Silica gel/Reagents, page 6199

D. Product Information

Approved source (s)

Refer to current version of Approved Supplier List (ASL) and/or Provisional
Supplier List (as follow RPP-SOP-QA-029: SUPPLIER QUALIFICATION) of

Silica Gel 2 G (¥iaw09)

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 Packaging Material Analysis Section, Quality Control Division 1, Rangsit
Pharmaceutical Production Plant 1.

Head of Packaging Material Analysis Section

Address:

Telephone:
Email Address:

Wmthueunaudins

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

(02)2038000 Ext 6019

auc2@gpo.or.th

wHUssY A

padmsindanssu Tsanundnoseda 1 avi 138 vy 4 ouussia -uaswion drwaiemiu sune
FRyfs Sandadnumii 12110

(02)2038000 ¢io 6019

auc2@gpo.or.th
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