Commodity Specification for ARF Autoclave

	품목번호Item No.
	관세분류번호HSK No.
	정부물품분류번호
Korean Government Commodity Classification Code
	품 명
Description
	단위
Unit
	수량
Q'ty

	1
	8419.20.0000
	42281508
	STEAM STERILIZER
(approx. 450L)
	set
	1



Ⅰ. Purpose (End-user's Use)

An autoclave is used in order to ensure biological sterilization of equipment which are not sensitive of heat and moisture, also it should be used in Bio-Safety Level 2. An autoclave must pass the thermal penetration test and the Bowie-dick test etc. according to the ABSL verification standard so that the machine can pass the ABSL verification criterion and conform the ABSL standard, and it is intended to remove the biological hazards by the high temperature and the high-pressure steam sterilization, before carrying out the biological infectious waste from the ABSL-2 area.

Ⅱ. Configurations of Goods

A. General Specifications

1. Description: Double door Steam sterilizer
2. The autoclave should be a system can use the steam supplied from the building steam.
3. Component: Steam sterilizer
A. Main body
1) Double door steam sterilizer (approx. 450L) ---------------- 1set 
B. Accessory
1) Loading cart - 1 set
2) Trolley - 2 ea
3) Built-in printer - 1 ea
4) Drain cooling system - 1 ea 
5) Touchscreen Control System - 2 ea
6) Liquid temperature sensor - 1 ea
7) Bio-seal - 1 ea
8) Chamber & jacket pressure gauge - 1 ea
9) Operating manual - 1 ea


B. Chamber & Jacket

1. Dimension(mm): less than 1400 W * 1400 D * 2700 H (Overall size)
2. All materials of the Chamber, Jacket, and Door should be Stainless steel 316L 1. or more.
3. Internal chamber surface finish: 0.6㎛ Ra or less
4. Bio-seal shall be installed to enable complete isolation of the loading and unloading area.
5. Double door system shall maintain pass-through. 
6. Water consumption shall be reduced thanks to the water cooling recirculation system.
7. The autoclave should use the steam supplied from the building.
8. The chamber must be inspected and approved of the KS pressure vessel by Korea Energy Agency and/or medical device manufacturing certification product by the Ministry of Food and Drug Safety (KFDA). 

C. Door

1. Door type: Double door
2. Horizontal or Vertical Automatic sliding Door operated by electric motor
3. Door Material : AISI 316L Stainless Steel
4. Door Interlock: As a door safety feature, the cycle will not work when the door is opened, or if there is a pressure difference between the internal chamber and the outside environment. The sterilizer is designed so that both doors will not open at the same time, therefore preventing cross-contamination.
5. The pressure of operating door shall be protected by means of pressure reducing valves and safety valves.

D. Vacuum Method 

Liquid ring vacuum pump or water ejector to effectively remove the air inside the chamber to create a vacuum state.

E. Valve

1. Pneumatic valve: By using pneumatic valves, all the process valves of the equipment are controlled by compressed air. Its advantages are fewer malfunctions and a longer shelf life compared with solenoid valves.
2. The pressure of operating door shall be protected by means of pressure reducing valves and safety valves.

F. Air filter

After the drying phase, the atmospheric air coming through air filter will equalize the pressure between the internal chamber and outside chamber and the air filter will remove 99.7% of bacteria.

G. Control Panel

1. HMI Touchscreen Control System: The control system is fully automatic system based on PLC. By using the touchscreens (clean zone, dirty zone), the operator can easily monitor and control the entire cycle and manage the process. Additionally, the USB port will help to store batch report in PDF which shows the data of title of sequence /phase, transition points, pressure and temperatures, cycle start and end time, cycle, sterilizer serial number and cycle batch number, precautions and instructions.
2. It shall be possible to shut down the system by pressing the relevant button and switch on the incorrect cycle. In case of undesirable cycle, the system shall automatically shut down.

H. Liquid temperature sensor and Drainage

1. A drain temperature sensor is located inside the chamber to process liquid loads. The sensor is protected against damage when loading and unloading the sterilizer.
2. The condensation from the steam in the chamber will go through the heat exchanger, lowering the temperature of the condensation to below 60℃ and drain.
3. Water consumption shall be reduced by water saving circulation system for reduction of waste water

I. Sterile program and cycle

1. Optimized cycles including bedding, cage, bottle, fodder, solid, liquid, Bowie dick test, and leak test are pre-programmed and can be changed according to the operator’s request.
2. The range of sterilization temperatures is between 105℃ – 135℃, and the allowed deviation of temperature is ± 1℃.
3. In case of liquid cycle, liquid temperature sensor should be installed for temperature monitoring.

J. Printer

A printer is embedded in the front fascia panel and prints the temperature, time, cycle number, and cycle information. 

K. Safety feature

1. An alarm will sound if incoming steam is not adequate. 
2. The alarm history must be recorded, and the page of the alarm history must be displayed. 
3. The cross contamination barrier will prevent cross-contamination between the clean zone and dirty zone.
4. Emergency button: In the case of an abnormality or an external problem in the equipment while in use, press the emergency button to stop the operation of the equipment and it will automatically go into safe mode.

L. Compliance with International standards and codes

The autoclave should be designed to comply with all international standards and codes, and have international certification and/or requirements (e.g. ASME, PED, EN/IEC/UL) and the pressure vessel should be certified and inspected by the pressure vessel manufacture inspection from Korean Energy Agency.

M. Documentation

The supplier must submit data and documents including product catalogue, specification, and etc. in order to prove that the submitted description and specifications are accurate. The submitted documents and data will be reviewed and analyzed by the users to judge validity. 

1. Product Specifications
2. Standard recipe chart: This shall display an overview of selectable cycles with their corresponding default and variable parameters and settings
3. Installation layout drawing specific to the equipment and the room.
4. Pressure Vessel Drawings and Design Calculations (as per MOM requirements)
5. Utility Data Sheet
6. Process and Instrumentation Diagram (P&ID)
7. Electrical Diagram
8. Inspection and testing documentation from manufacturer. 
9. Declaration of Conformity
10. Installation Manual
11. Operating Manual
12. Maintenance Manual
13. The manufacture inspection certificate of the pressure vessel of Korea Energy Agency (KEA)


N. Remarks 

1. 2-year warranty service for spare parts and 15-year warranty for the chamber will be provided. 
2. The product satisfies all criteria performed by Korea Energy Agency in import pressure vessel regulation.
3. Installation and maintenance for sterilizer will be performed by an accredited engineer.
4. Training is provided for the users. 
5. The installation and operation test must be performed at IVI by supplier.
6. Acceptance Test Run must be confirmed by final user at IVI.
7. Concise user instruction shall accompany all units in the form of a user manual.
8. Validation report made by internationally accredited organization should be provided. 
9. The chamber must be inspected and approved of the KS pressure vessel by Korea Energy Agency. 
10. Delivery date: within 8 months from the date of contract (Maximum date: July 1, 2026)


** 비 고
1. 납품자는 계약일로부터 180일 이내에 발행된 압력용기용접검사증을 한국에너지관리공단 으로부터 취득하여 장비생산 상황보고서에 첨부해 국제백신연구소에 제출해야 하며, 납품시에는 한국 에너지공단으로부터 발행 된 압력 용기 구조검사증을 제출해야 한다. 또한 설치완료 이후 한국 에너지관리공단의 설치검사 대행을 포함한다. 단, 식품의약품안전처 KFDA 의료기기 제조인증제품인경우 한국에너지공단의 압력용기 검사 및 제출문서등은 면제한다. 
2. 장비의 구조는 한국 에너지 관리 공단에 제출한 도면 및 강도계산서와 일치 하여야 하며 만약 제출 서류와 장비의 구조가 상이할 시 개조검사를 수행하여야 한다. 이와 관련하여 발생하는 모든 금액은 납품자의 부담으로 한다.
3. 장비의 설치를 위하여 납품자는 국제백신연구소 실험동물실 내 C구역에 사전 현장 보양작업 이후 기존에 설치되어있는 멸균기를 철거하고 그 자리에 납품한 제품을 설치하며, 유틸리티 연결, SUS판넬 및 바닥 마감공사 및 철거한 멸균기의 운반 및 폐기물의 처리를 포함한다.
4. 납품자는 도면을 확인하고, 현장 여건에 맞게 납품/설치/시운전하여야 하며, 제반 사항(운반비, 설치비, 폐기물 처리비 등 각종 부대비용)은 납품자의 부담으로 한다.
5. 장비의 납품 및 설치 공사는 국제백신연구소 실험동물실의 연구 일정에 차질이 없도록 연구소에서 지정한 날짜에 맞추어 정확히 진행되어야 하며, 공사 기간은 착공일로부터 10일 이내에 완료되어야 한다.
6. 인접한 동물 사육실의 적절한 사육 환경 유지를 위해, 장비 가동 시 발생하는 소음은 최대 55dB을 초과하지 않아야 하며, 필요한 경우 방음 패널 설치나 문틀 방음 처리 등의 적절한 조치를 취해야 한다.
