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Foreword

The series of standards of Requirements for prescription, dispensing, delivery, decoction and taking
of Chinese medicineare divided into 4 parts.
- Part 1: Requirements for Prescription of Chinese medicine
- Part 2: Requirements for Dispensing of Chinese medicine
- Part 3: Requirements for Delivery of Chinese medicine
- Part4: Requirements for Decoction and Taking of Chinese medicine
This document is the fourth part: Requirements for Decoction and Taking of Chinese medicine.
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Medicine, Dongzhimen Hospital of Beijing University of Chinese Medicine, Federation of
Chinese Medicine and Acupuncture Societies of Australia (FCMA), Five Branches University
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Jiangxi Jiangzhong TCM Decotion Pieces Co., Ltd., Jiangxi University of Chinese Medicine,
Korea KyungHee University, New South Wales Association of Chinese Medicine Inc.
People's Hospital of Chenghai Shantou, Shanghai University of Traditional Chinese Medicine,
Shantou Central Hospital, Shantou Hospital of Traditional Chinese Medicine, Shenzhen
Hospital of Southern Medical University, Shenzhen Huahui Pharmaceutical Co., Ltd.,
Shenzhen Institute for Drug Control, Shenzhen Municipal Health Commission, Shenzhen
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Introduction

Medication service process of Chinese medicines mainly consists of 4 parts, including,
requirements for prescription, dispensing, delivery decocting and taking of Chinese
medicines. It covers the overall process of medicinal service from a patient seeking medical
service to the doctor providing him diagnosis, to conducting dialectical treatment, and to
writing him prescription, as well as then from administration of hospital pharmacy and
prescription, involving pharmacist’s reviewing and dispensing of prescription, namely,
filling the prescription with proper pieces under the theoretical guidance of TCM dialectical
treatment, and last, to decocting and patient's taking of the medicines. Each of the above
service processes is yet fragmented and unsystematic, has not formed an organic entirety,
and hasn’t got enough attention, seriously affecting the quality of medical care and services,
as well as medication safety and effectiveness of traditional Chinese medicine, and the vital
rights of consumers.

Therefore, integrating the scattered medication service segments into a complete
systematic medication service series of Chinese medicines, solidifying in form of standards,
establishing a traceable international standard series of medication service process of
Chinese medicines. This is conducive to strengthening effective communication among
doctors, pharmacist and patients, improving relationship between doctors and patients,
improving level of medical service, eradicating medical errors and accidents, ensuring the
safety and effectiveness of people's medication, safeguarding the legitimate rights and
interests of consumers, making due contributions to human health.

The series of Standards for Medication Service of Chinese Medicines: Requirements for
prescription, dispensing, delivery, decocting and taking of Chinese medicines:

Part 1: Prescription of Chinese medicines.

Part 2: Dispensing of Chinese medicines.

Part 3: Delivery of Chinese medicines.

Part 4: Decocting and taking of Chinese medicines.

This document is part 4-Decocting and taking of Chinese medicines, the end process of
medication service of Chinese medicines, and also the last opportunity to control the
quality of Chinese medicines service. It standardizes the decocting process and taking
directions of Chinese medicines, and shows the characteristics and advantages of Chinese
medicines. It is also important to the safety and effectiveness of people's medication.

This document is consistent with ISO 20334 Coding system of formulae, ISO 18668-2
"Coding System for Chinese Medicines- Part 2: Codes for decoction Pieces", ISO 18668-4
Coding system for Chinese medicines -- Part 4: Codes for granule forms of individual
medicinal for prescriptions, ISO 20333 Coding rules for Chinese medicines in supply chain
management and other relevant international standards.

This series of standards to establish and improve the standard of Chinese medicine
service system and certification system, regulating the behavior of the industry and
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professional ethics, integration of traditional Chinese medicine service process, build
Chinese medicine planting, production, circulation, safe and effective medication, promote
trade fair, justice, harmony and good atmosphere of scientific development, let people all
over the world share the fruits of development of Chinese medicine, Make due contribution
to the health of mankind..
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1 Scope

This document regulates the decoction method in medical institutions and
pharmaceutical retail enterprises. And regulations on the facilities and equipment of the
decocting room, the qualifications of the personnel, the decoction of ordinary decoction
pieces and the special decoction pieces.

This document is applicable to the management and evaluation of standardized
decoction centers, medical institutions and drug retail enterprises.

2 Normative reference

The following documents are indispensable for the application of this document. For
dated references, only the date versions apply to this document. For undated references,
the latest edition (including all amendments) is applicable to this document.

ISO/IEC GUIDE 37:2012 Instructions for use of products by consumers

ISO 780 Packaging -- Distribution packaging-Graphical symbols for handling and
storage of packages

ISO 7010 Graphical symbols -- Safety colours and safety signs -- Registered safety
signs”

[SO 16528-1 Boilers and pressure vessels -- Part 1: Performance requirements

ISO 16528-2 Boilers and pressure vessels-Part 2: Procedures for fulfilling the
requirements of ISO 16528-1

[SO 18665 Herbal decoction apparatus

ISO 18668-1:2016 Coding system for Chinese medicines-Part 1: Coding rules for
Chinese medicines

ISO 18668-2:2017 Coding system for Chinese medicines-Part 2: Codes for decoction
pieces

ISO 18668-3:2017 Coding system for Chinese medicines-Part 3: Codes for Chinese
Materia Medica

[SO 18668-4:2017 Coding system for Chinese medicines-Part 4: Codes for granule
forms of individual medicinals for prescriptions

[SO 20334:2018 Coding system of formulae

ISO 21469:2006 Safety of machinery-Lubricants with incidental product
contact-Hygiene requirements

IEC 60204-1:2009 Safety of machinery-Electrical equipment of machines-Part 1 :
General requirements

3 Terms and definitions

3.1

Decocting and taking of Chinese medicines
methods of decocting and taking of Chinese medicines decoction pieces..
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3.2

Chinese medicines decoction
the liquid Chinese medicines are obtained by decocting or soaking the Chinese
medicines in water, removing the solid residuals and extracting the juice.

3.3

Standard decoction

the standard decoction is guided by the traditional Chinese medicine theory and based
on clinical application. With reference to modern extraction methods, a single-flavored
decoction of Chinese medicines is prepared by a standardized process. The standard
decoction is used to standardize clinical medication and to ensure the accuracy of
medication and the consistency of dosage.

3.4

Dispensing granules of Chinese medicines

granule made of single Chinese medicines prepared according to traditional standards
and extracted and concentrated for prescription of Chinese medicines. It is also known as
concentrated granules of single Chinese medicines. In business and folk, it's also named
decocting-free decoction pieces, new decoction pieces, refined decoction pieces, beverage
decoction pieces, scientific Chinese medicines, etc.

3.5

Chinese medicines decoction piece
Chinese medicines can be directly used in traditional Chinese medicine clinics or as
prescription medicines for manufacturing preparation after processing.

3.6

Standardized decoction center
the computers and the decocting machines are networked, and the decocting process
is controlled by computers in the decoction room

3.7

Strong fire
the fire of the decoction is strong enough to maintain the strong boiling power of the
decoction

3.8

Slow fire
the fire of decocting medicine is weak, keep the boiling water of decoction

4 Personnel qualification requirements
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4.1 Decocting personnel should be trained in knowledge and skills related to Chinese
medicine decocting, and can be engaged in Chinese medicine decocting work after passing
related examinations. Decocting personnel should receive post training related to
professional knowledge and operational skills.

4.2 The decoction personnel should have a physical examination at least once a year.
Patients with infectious diseases, dermatosis, hepatitis B virus carriers, non - healed
wounds on the body surface and other diseases that may pollute drugs may not be engaged
in the work of decocting medicine.

4.3 Decocting personnel should pay attention to personal hygiene. Hand cleaning should be
done before decocting. When working, you should wear a special work clothes and keep
your work clothes clean.

5 Facilities and equipment requirements

5.1 Facility requirements

5.1.1 The decocting room should be far away from all kinds of pollution sources, and the
surrounding ground, road surface and vegetation should avoid polluting the decocting
medicine.

5.1.2 The housing and area of the decocting room should be reasonably allocated according
to the size of the medical institution and the amount of decocting. The decocting room is
divided into the decocting area of traditional Chinese medicine and the sending and
receiving area of Chinese medicine. The corresponding rules and regulations and their
accounts should be set up.

——Section for decocting Chinese Medicine: There should be functional areas such as
preparation, cleaning, boiling and storage. When there is one machine, the decoction area
should not be less than 10m? When increasing a machine, the decoction area should be
increased not less than 5m2 When there are 5 machines, the decoction area for each
machine should not be less than 5m? The area of the decoction room should also be
adjusted according to the relevant regulations of each country or region.

——Section for receiving and sending Chinese medicine: Such functions as receiving or
processing worktable, cabinet for storing Chinese medicine, storage cabinet for sending
and waiting for Chinese medicine should be set up. The section area should be not less than
10m?2.

5.1.3 The decocting room should be spacious and bright. The ground, wall and roof should
be smooth, clean, pollution-free and easy to clean. It should be equipped with effective
ventilation, dust removal, water-proof, fire protection and other facilities. All kinds of pipes,
lamps, tuyere and other facilities should avoid the place that is not easy to clean.

5.2 Request for facility

5.2.1 The medicine room should be equipped with decocting device, medicine storage
equipment, refrigeration equipment and measuring cup (cylinder), filter device, timer,
medicine storage container and bottle rack and according to the actual needs .
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	药渣煎透度应做到“三无”（无糊状块、无白心、无硬心），合格率应达到100%。药汁浓度应做到汁浓味厚，

	6.4 煎药注意事项
	6.4.1 实行煎药前双人复核制及煎药卡（或复写的原始处方）全程跟踪制。领药、拆包（小包装中药饮片）
	6.4.2 煎药时应防止药液溢出、煎干或煮焦。煎干或煮焦者禁止药用。
	6.4.3 应注意特殊药物的投下时间和煎煮方法。
	6.4.4 内服药与外用药应使用不同颜色或形状的容器区分和标示。
	6.4.5 煎药的药液应有服用方法标签。
	6.4.6 完成一位病人的煎药工作后，应对煎药容器进行清洗，才能进行下一位病人的煎药工作，以防止交叉
	6.4.7 使用煎药机煎煮中药，煎药机的煎药功能应符合本文件的相关要求。应在常压状态煎煮药物，煎药温
	6.4.8 药渣应保存24小时备查。
	6.4.9煎药过程应记录于《代煎中药取药、煎药、送药记录表》中，格式参考附录D。


	7　煎服方法
	7.1　通用要求

	7.1.1 汤剂的服用方法一般来说，煎剂必须温服。方剂或剂量的中药材可煎剂两次，将煎汁混合，分成两份
	7.1.2 急性病例必须每天服用两剂甚至三剂，慢性患者可能需要一天或两天服用一剂。至于服药时间，一般
	7.1.3 安神药宜睡前服用，健胃药宜饭后服用。
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	附录A（资料性）包装机、煎药机操作规程和保养
	A.1　包装机操作规程和保养
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	A.1.2　清洗
	A.1.3　包装
	A.1.3.1包装准备工作
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	A.1.3.3包装
	A.1.3.4冲洗
	A.1.3.5装袋

	A.1.4　保养
	A.1.4.1每天开机前，用机油在六根包装转动轴两旁部位喷少量润滑，并使封合光滑面润滑。
	A.1.4.2每天煎药完毕关机后，用微湿的抹布把封合面及周围擦拭干净。把装液玻璃锅内三个小滤管卸下，
	A.1.4.3定期（一周一次）卸下排液管，把管道内壁药垢用长条薄片刮下后，冲洗干净；同时用手捏（轻力


	A.2　煎药机操作规程和保养
	A.2.1　冷水浸泡药材，浸泡加水量可参考下式。加水量（成人量）可按下列公式计算：Q=2R*200+R*W (注
	A.2.2　用电笔测试，确认设备不漏电。
	A.2.3　将定时器旋至零处，接通电源，再经测试，确认设备不漏电。
	A.2.4　关闭进水口及药液出口。
	A.2.5　将已浸润药材连同浸液置锅内摊匀，随即挂煎药卡。
	A.2.6　关盖，锁牢，关闭排气阀。
	A.2.7　设置煎煮温度（120℃）
	A.2.8　设定煎煮时间（约60分钟）,开始加热，达到预定温度后，观察压力表，指针应在1－1.2之间。保温20－
	A.2.9　压出渣出液，将压渣板旋紧。
	A.2.10　打开药阀，利用炉内压力将药液压进包装机贮药罐，对照刻度，检查药液量，如不足量酌加水重煎至要求量。
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	A.2.12　清理药渣，用常用水冲洗药锅，接着再用开水冲一次，以保证下一锅煎煮质量。
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	A.2.14　在无煎药情况下，应关闭电源，并注入一定量水。
	A.2.15　煎药机在无药液或水情况下，切不可加热干烧，以免损坏机器。


	附录B（规范性）煎药室的管理与工作制度
	B.1　医疗机构煎药室的管理  
	B.1.1　煎药室应由药学部门统一管理。应有专人负责煎药室的组织协调和管理工作。
	B.1.2　药学部门应根据本单位的实际情况，制定相应的煎药室工作制度和相关设备的标准化操作程序（SOP）。工作制
	B.1.3　急煎药物应在2小时内完成，建立中药急煎制度并规范急煎记录。
	B.1.4　煎药设备设施、容器使用前应确保清洁，应有清洁规程和每日清洁记录。用于清扫、清洗和消毒的设备、用具应放
	B.1.5　传染病病人的盛药器具原则上应使用一次性用品，用后按照医疗废物进行管理和处置。不具备上述条件的，对重复
	B.1.6　应加强煎药的质量控制、监测工作。药剂科负责人应定期（每季度至少一次）对煎药工作质量进行评估、检查，征

	B.2　医疗机构煎药室的工作制度
	B.2.1　煎药室在药学部门领导下，负责住院和门诊病人的中药煎药工作。
	B.2.2　煎药室应配备一名中药师（士）负责煎药业务指导及管理工作。煎药工作人员应经基础专业知识培训，经考试、考
	B.2.3　煎药人员到药房领取中药剂时，应核对病人姓名、科别、地址、床号、日期、剂数，确认无误后在领药登记本上签
	B.2.4　煎药应严格遵守技术操作规程和医嘱，按规定浸泡后，根据中药性能选择火候、时间进行煎煮，药汁量要符合要求
	B.2.5　凡注明有先煎、后下、另煎、兑服、烊化等特殊要求的煎煮，要按医嘱执行，确保煎药质量。
	B.2.6　煎药卡从领药时起，必须紧随药袋、浸泡容器、煎煮容器和盛药容器转移，每个工序都有操作人员签名。中药煎煮
	B.2.7　对于非一次性真空包装的中药药液，传染病人与普通病人的盛药容器应严格分开，必须经过彻底清洗干净和高温消
	B.2.8　煎药人员应衣帽整齐，佩戴胸卡，遵守劳动纪律，坚守工作岗位，上下班时做好交接班工作。
	B.2.9　内服药与外用药应用不同颜色煎药卡，用不同形状容器严格区分。
	B.2.10　汤药送抵病房或药房，应请护士或收药人核对后在送药登记本上签收。
	B.2.11　急煎药按中药急煎制度执行，新入院和急重病人的药剂，应即领、即煎、即送，不得延误时间。
	B.2.12　加强煎药的质量控制，定期抽查；发现问题要及时处理，分析原因并报药学部门。
	B.2.13　注意安全，做好防火、防毒、防盗措施，下班前关好门、窗、水、电。
	B.2.14　其他人员非公事不得进入煎药室。

	B.3　药品零售企业煎药室的管理和工作制度
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