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Penetapan Jumlah dan Titik Data Logger (EDLM/Electrical Data Logger Monitoring) untuk Mapping

Suhu Gudang Sentral

1. Lantai Dasar (Basemen)
Kegunaan: mapping suhu ruang penyimpanan di basemen untuk bahan kemas primer dan
sekunder diantaranya;

mo Nomor Nama Spesifikasi ruangan Jumlah | Keterangan
Ruangan | Ruangan EDLM
1 | G.SBO1 | RuangBahan |— Ketinggian langit-langit bangunan 18
Kemas Primer (ceiling) > 3,6 meter
Il —  Ketinggian racking (t): 3.4 meter
2 | G.SBO2 | RuangBahan |— Ketinggian langit-langit bangunan 46
Kemas Primer (ceiling) > 3,6 meter
& Sekunder | | — Ketinggian racking (t): 3.4 meter
3 | G.SBO3 | RuangBahan |— Ketinggian langit-langit bangunan 32
Kemas Primer (ceiling) > 3,6 meter
] —  Ketinggian racking (t): 3.4 meter
4 | NA Ruang —  Ketinggian langit-langit bangunan 6
karantina (ceiling) > 3,6 meter
— Tidak ada racking
| TOTAL 102
2. lantail

Kegunaan: mapping suhu ruang penyimpanan untuk ruang obat jadi (produk siap distribusi
maupu produk karantina sebelum release), ruang kedatangan material dan ruang penyimpanan
reject obat jadi diantaranya;

No | Nomor Nama Ruangan Spesifikasi ruangan Jumlah | Keterangan
Ruangan EDLM
1 | GS104 Ruang Karatina —  Ketinggian langit-langit 15
Obat Jadi bangunan (ceiling) > 3,6
meter
—  ketinggian racking (t)=6
meter
2 | GS105 Ruang Reject Obat | — Tidak ada racking 1
Jadi
3 | GS106 Ruang Obat Jadi-| —  Ketinggian langit-langit 104
bangunan (ceiling) > 3,6
meter
—  ketinggian racking (t)=6
meter
4 | GS107 Ruang Karantina — Ketinggian langit-langit 2
Psikotropika bangunan (ceiling) > 3,6
meter
— Tidak ada racking




G.5108

Ruang Obat Jadi Il

—  Ketinggian langit-langit

bangunan (ceiling) > 3,6
meter yaitu 3.8meter.

—  ketinggian racking (t)=6
meter

G.S 108

Ruang Obat Jadi lll

—  Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 3.8meter.

—  ketinggian racking (t)=6

meter

G.5 110

Ruang Obat Jadi IV

—  Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 3.8meter.

—  Tinggi racking (t)= 6 meter

17

GS111

Ruang Obat Jadi V

— Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 3.8meter.

—  ketinggian racking (t)=6
meter

24

G.S112

Ruang Incoming
Material

— Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 3.8meter.

—  ketinggian racking (t)=6
meter

32

TOTAL

211

3. Llantai2
Kegunaan: mapping suhu ruang penyimpanan untuk

No

Nomor
Ruangan

Nama Ruangan

Spesifikasi ruangan

Jumlah
EDLM

Keterangan

G.5201

Ruang Bahan Kemas
Sekunder |

— Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 11.17meter.

—  ketinggian racking (t)=6
meter

80

G.5 202

Ruang Bahan Awal |

—  Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 11.17 meter.

—  ketinggian racking (t)=6
meter

76

G.5204

Ruang Bahan Awal
VI (Psikotropika)

—  Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter

—  ketinggian racking (t)= 3.6
meter

12




G.S 205

R. Bahan Awal V

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter

ketinggian racking (t)= 3.6
meter

G.S 206

Ruang Bahan Awal
Y

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter

ketinggian racking (t)= 3.6
meter

G.5208

Ruang Bahan Awal
1

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter

ketinggian racking (t)= 2.3
meter

12

G.5 209

Ruang Bahan Awal
I

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter

ketinggian racking (t)= 6
meter

12

G.S211

Ruang Reject Bahan
Awal & Bahan
Kemas

Tidak ada racking

G.S212

Ruang Return Non
Psikotropika

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 9.6 meter
ketinggian racking (t)= 3.6
meter

10

G.S213

Ruang Return OOT

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 9.6 mete
ketinggian racking (t)=3.6
meter

11

G.5214

Ruang Return
Psikotropika

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 9.6 meter
Tidak ada racking

12

G.5 215

Ruang Return
Prekursor

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 9.6 meter
Tidak ada racking

13

G.5216

Ruang Reject
Prekursor

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 9.6 meter
Tidak ada racking




14

G.5 217

Ruang Reject
Psikotropika

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 9.6 meter
Tidak ada racking

15

G.5218

Ruang Reject OOT

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 9.6 meter
Tidak ada racking

16

G.S5 219

Ruang Reject OOT

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 9.6 meter
Tidak ada racking

17

G.5 220

Ruang Reject Non
Psikotropika

Ketinggian langit-langit
bangunan (ceiling) > 3,6
meter yaitu 9.6 mete

ketinggian racking (t)= 3.6

meter

TOTAL

237

Disusun oleh,

o) U,
"

QA Staff

Ketersediaan logger saat ini adalah 65

Penambahan 3 logger untuk indicator referensi suhu di luar area mapping.

Jumlah Data Logger untuk memenuhi kebutuhan mapping suhu di warehouse dengan
pertimbangan kebutuhan terbanyak yaitu 240 pcs, sehingga kekurangan yang perlu
diajukan ke manajemen sebanyak 175 pcs.

Disetujui Oleh,

NS

QA Mahager

Diketahui

-
Head of Quality

Director Plant




Step 4 - establish acceptance criteria: The protocol should define the required
acceptance criteria, based on the type of TTSPPs being stored, clearly stating
the temperature limits that are allowable within the area to be mapped - for
example: +2.0 °C to +8.0 °C or +15.0°C to +25.0 °C. However, some mapping
studies may be performed without predefining any acceptance criteria. This type
of study can be used to establish the types of product that can safely be stored in
a specific space, and what remedial actions might have to be taken to improve
the thermal performance of the space in order to optimize its use.

If the temperature-mapping study is designed to include door opening(s),
this should be stated in the study methodology and acceptance criteria. Also
the door opening parameters (frequency and durati ould be defined. The
temperature should be maintained within the define are limits except
for I nij

Step 5 — determine EDLM locations: Use the site survey to mark the required
locations of the EDLMs. A risk-based approach can be applied to define these
locations. However, the following guidelines will help determine the number
and location of the EDLMs required.

Length and width: EDLMs should be arranged in a grid fashion along the width
and length of the area so that the area is reasonably covered, with EDLMs located

‘every 5-10 metres.° The chosen sensor grid should take account of:
= the layout of the area (e.g. whether it is square or includes alcoves);
= the degree to which shelving and products may affect airflow;
= where products are placed. The positions of EDLMs should coincide
with locations where TTSPPs are actually stored or planned to be

stored. For example, it may be unnecessary to fit EDLMs in areas
such as the upper part of high loading bays;

= other considerations that may warrant more or fewer EDLMs.
Height: At each point on the grid, arrange EDLMs vertically as follows:

= If the ceiling height is 3.6 metres or less, position EDLMs directly
above one another at high, medium and low level (e.g. one EDLM
at floor level, one at 1.2 metres and one EDLM at 3.0 metres.

» If the ceiling height is greater than 3.6 metres, EDLMs can be
arranged in vertical arrays at the bottom, middle (multiple) and
top of the space. For instance, for a storage area 6 metres in height,
EDLMs can be positioned in each grid location at heights of
0.3 metres, 1.8 metres, 3.6 metres and 5.4 metres.

" In very large facilities, this can be up to 20 or 30 metres.
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