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A. Specification

No. Parameters Specifications
01 | General descriptions Spherical colorless silica gel beads having size of 2 - 5 mm in diameter. No
@ auzial) adulterated matters or other critical defects that affect the product or the
packing process.
Silica gel (iAnaNYUIA 2-5 mm THF TiTFulandasuniedounnssidulaiion
araidenioaems 19y
02 | Color Colorless, except the indicator beads which is blue (or other) color. The
@ color of the indicator beads will be changed when absorbed with moisture
and the color will be turn back when applying heat at 110°C in the oven.
Wid onchudafiiiu indicator 18 Fuilogannuduidia indicator v2iFoud ung
amnsoi I Avundududidué "wmiauwamwnuﬂszmm 110 a3fnIsAITA
03 | Water Absorption Not less than 31.0%
04 | Pack size Average weight per bag is not less than 112.0 g and no bag is less than
(MAYsTY) 106.4 g.
dhminmaeTiiind 112.0 n$u waz liflvealafithmindinh 106.4 niu
05 | Packaging - Packed: in perforated PP/ Paper Drum/ Non-Woven/ Tyvek/ Film OPP / PE
bag that allow the silica gel absorb humidity from outside.
(MVT9) % :
* - Approximately size 8 x 17 cm.
- Thickness not more than 0.8 mm
- 4-side seal tightly.
- Free from any adulterated matters.
- 1399 lﬁﬂ silica gel 1u maQﬁ"l%"Tﬁq PP/ Paper Drum/ Non-Woven/ Tyvek/ Film OPP /
S0 &
PE 14 silica gel amnsaganuauninmouen’ld
- vuaraa1ne)sznn 8 x 17 cm
- Ao A 0.8 mm
- mudhagesdeawiin i ainyndnuiedosdulily sitica gl $r00n111d
- @201n 1Js1ﬁmm%w'§a?§qﬂulﬁau1m
06 | Printing Using food grade or pharmaceutical grade printing color with the assigned
(MIAUR) content. Printing correctly and not become blurred.
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No. Parameters Specifications
1) a ¢ Y v = a A i Y a (]
NAYRINDINUNUDANUAIVAYUA food grade 130 pharmaceutical grade Tidaou i
oAy Aill
A9 AAINNTY A7 AAINTY
Fnsusznu Pusulsznu
Desiccant Desiccant
SILICA GEL SILICA GEL
Do not eat Do not eat
dunih MUNGa
Front Back

B. Packaging (msussy)

The silica gel bag should be packed in a polyethylene (PE) bag and seal tightly. Each PE bag contains 100 silica
gel bags with tight closure that has indicator to clearly show the status of silica gel. Then, pack the bag in suitable

box that the side of the box has information about the name, quantity, lot number, date of manufacturing and
supplier.

. o a . 4 g 4 o o
U3TY silica gel U PE fitlaaiin gaaz 100 404 Tnvll indicator HAAIAN1IZAINGIUYEUN silica gel Mivu ldFaau uda
vssylundemSefiuvefimmzeay hudrvemniivedediidennuiiuaniiis ¥o S1unwssy fu Sufinda Jeduaavied

T

C. Reference
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
112 g ITEM NO.34291204).

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

Address:

Telephone:

Email Address:

Thailand
02)2038000 Ext 6019

auc2@gpo.or.th.

o v a o
Wamtumunudiaszdussy s
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Tnsdwn:

¢ o a v a P ' v a o = LS
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Document Number: RPP-SP-QC-PM-318 Revision: 01
Title: SPECIFICATION OF SILICA GEL BAG 112 g (ITEM NO. 34291204)
Effective Date: 18 Nov 2022

All dates and times are in GMT +7.

SPECIFICATION OF SILICA GEL BAG 112 g (ITEM NO. 34291204)

Step 1. Preparer

| Name/Signature Date | Meaning/Reason
KA ANTI
(KASS;>\‘\:\[/|OONNfS) TANYACHOK QC PM Pharmacist 17 Nov 2022, 09:41:11 AM Complete
LALITA CHAIYAWUTTAPARUK .
(LALITA_C) QC-PM Pharmacist 18 Nov 2022, 08:29:45 AM Complete
WANNAPHA SONGSOMBOON  HEAD OF PM ANALYSIS —
(WANNAPHA_S) SECTION 18 Nov 2022, 09:05:26 AM Complete

Step 2. Reviewer

Name/Signature Tltle Date | Meaning/Reason
PORNRAPEE PHONGF’HAW DIRECTOR OF VALIDATION .na-
(PORNRAPEE_P) DIV. 18 Nov 2022, 09:09:06 AM Approved
SIRILUK BUACHAROEN
(SIRILUK_B) for SUTAN OTAMO HEAD OF QC SECTION 2 18 Nov 2022, 09:14:38 AM Approved
(SUTAN_O)
YAOWAPA SUVATHI s
(YAOWAPA_S) DIRECTOR OF QC DIVISION 1 18 Nov 2022, 09:18:03 AM Approved
NOPPAWAN
ANGKULSANSANEE g:sEZCTOR OF COMPQSYS 15 Nov 2022, 10:12:11 AM Approved
(NOPPAWAN_A) :
SOPIN BOSITTHIPICHET DIRECTOR OF COMP Q SYS .2A-
(SOP'N_B) DIV. 1 18 Nov 2022, 11:36:39 AM Approved

Step 3. Approver

}fName/Slgnature j’ Title | Date { Meaning/Reason

PORNRAPEE PHONGPHAW

(PORNRAPEE_P) for ANCHERN DIRECTOR OF VALIDATION 10-
TANTISUNGVARAKOON DIV. 18 Nov 2022, 06:10:55 PM Approved
(ANCHERN_T)

Step 4. Notify

| Name/Si (Tt o ...Date  |MeaningReason
E'\'CHHEQTNNIPHA;-TES)NGSRITHONG QA-IT&Dac 18 Nov 2022, 06:10:55 PM Email Sent
(DD%NNNNAAPPA/C;))EKWATTANA QA-IT8Doc 18 Nov 2022, 06:10:55 PM Email Sent
Z\II\I/}AT_;'%PPOORRI\L TI%ANSON SESD OF IT QUALITY AND DOC 44\ 2022, 06:10:55 PM Email Sent
(SSUUEHH'?ASSIII\II\]EEEEEE)'\IGSR[ QA IT&Doc 18 Nov 2022, 06:10:55 PM Email Sent
QA IT&Doc 18 Nov 2022, 06:10:55 PM Email Sent
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TASSANA PRAWISAT
(TASSANA_P)

WEERAYA KONGPAKPIEN

(WEERAYA_K) QA IT&Doc 18 Nov 2022, 06:10:55 PM Email Sent
WITCHAYA KOSAWANG .10 i
(WITCHAYA_K) QA IT&Doc 18 Nov 2022, 06:10:55 PM Email Sent
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