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Time and temperature-sensitive pharmaceutical product (TTSPP):
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COLD-CHAIN

15-25 C
2-8°C
-20°C
-80°C

-196 'C
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DESCRIPTION

Dry ice pod

Payload (vial-trays)

Inner lid

Payload sleeve

Quter carton
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簡報者
簡報註解
溫度/濕度要求從何而來? 仿單,許可證,外盒
溫控區域大小,會有冰箱,walk in container 貨櫃類,大範圍倉儲,如裕利 三個小巨蛋
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Cold Room Freezer
Room
Temperature
°0) 2to 8 20
High Alarm 7 -17
(°C)
Low Alarm
(°C) 3 -25
SMS Alert Yes Yes
Compressor Yes Yes
Backup
Power
Backup Yes Yes
Cont_mu:_)us Yes Yes
monitoring
Dally-r Ma?nual Yes Yes
monitoring
Hot & Cold
Spot Yes Yes
monitoring
Tempferature et
mapping
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簡報者
簡報註解
SMS/ Email
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Qualification

Regular PQ possibility

Temperature Excursion
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簡報者
簡報註解
保麗龍箱/專業保冷箱/冰寶
路程遠近/離島/偏遠山區/確切要求時間
固定時間測試
超溫如何知道?
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簡報者
簡報註解
運輸接駁/大車小車/轉換
超溫如何判定?
運輸車輛的新增/溫層設定…等等


Salamat

Terima Kasih

Danke schon
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