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Regulations

A collection of regulations and guidelines for pharmacies and hospitals are listed on the next page. Since their  
original publication, some of the details in these standards have been revised, clarified, or expanded.

Several authorities, interactive with one another, work towards universal standardization. There is a fair amount of  
redundancy, but some authors incorporate best practices and complementary information. Design your system to meet 
the most stringent requirements. And be able to reasonably justify your interpretation and implementation of regulations.

The graphic shows where the five main subjects authorities address fit into the monitoring process:

Monitoring Pharmaceuticals and Samples in Pharmacies and Hospitals

Define acceptable environmental conditions.

Qualify and validate hardware and software. 

Document all processes (audit trail).

Continuously monitor environmental conditions of products/samples.

Report deviations.

3

2

1

4

5

REPORT STATISTICSANALYZE
×

×
×

×

×
×

×
×

2-8 °C 2-8 °C

Associated
QA manager

Refrigerator / Pharmacy warehouse

Sensors

Data acquisition

Management

Server with 
data cloud

Lab pharmacy / Hospital

Alarming, reporting,
Analysis, configuration Web Access

Switch cabinet
Wired sensors

Wireless
sensors

E-mail

Alarm

PDF report

Wireless LAN/Internet

Temperature 
measurement
Relative humidity 
measurement

Data cloud

WAN/Internet

3

2

1

4

5



1

3

2

3

3

FS
_W

or
ld

w
id

eR
eg

ul
ati

on
s_

V2
_E

N
_0

3-
23

Quick Links* to Regulations and Guidelines

International
 ISPE GAMP and GxP
 ICH GCP
 ICH GMP for Active  

Pharmaceutical Ingredients
 ICH Pharmaceutical Development
 ICH Quality Risk Management
 ICH Quality System
 ISO/IEC 17025  

Testing and Calibration
 ISO 9001 Quality Management 

Systems
 AABB Association for the  

Advancement of Blood Banks 
 WHO GDP 

3 | Asia
 Singapore GDP
 Japan Manufacture of Sterile 

Pharmaceutical Products by 
Aseptic Processing 

 Japan GMP Inspection for 
Foreign Manufacturers

 Japan Pharmacopoeia
 Japan Electromagnetic  

Records and Electronic  
Signatures

 Japan Computerized Systems
 Japan and other Asian Country 

Inspection Template
 China GMP for IMPs
 China GMP

2 | Europe
 Swiss Federal Council Narcotics Control
 Federal Law on Medicinal Products 

and Medical Devices  
(Heilmittelgesetz – HMG) 

 Pharmacopoea Helvetica
 Medicinal Products Act  

(Arzneimittelgesetz – AMG)
 Pharmaceuticals and Active Agent 

Manufacturing Ordinance (Arznei-
mittel- und Wirkstoffherstellungs-
verordnung – AMWHV) 

 Pharmacy Act  
(Apothekengesetz – ApoG)

 Pharmacy Operations Regulations 
(Apothekenbetriebsordnung –  
ApBetrO)

 MHRA Medicines and Healthcare 
products Regulatory Agency

 HTA Human Tissue Authority
 HEPRA Health Products  

Regulatory Authority
 APIC for API producers and  

intermediates in Europe
 European Commission GMP
 European Commission GDP
 European Medicines Agency  

EMA Quality
 EMA Manufacture of Products  

derived from Human Blood or  
Human Plasma

 European Pharmacopoeia

1 | North America
 Health Canada GMP
 US FDA Quality System  

Regulation
 US FDA cGMP
 US FDA Electronic  

Records
 United States  

Pharmacopoeia
 AATB American  

Association  
for Tissue Banks

 WHO Storage and Transport  
of Sensitive Pharmaceutical 
Products

 WHO GDP for Pharmaceutical 
Products

 WHO Qualification of  
Temperature-Controlled  
Storage Areas

 WHO GMP for Blood  
Establishments

 WHO Temperature Mapping
 PIC/S GMP
 PIC/S GDP
 PIC/S Computerized Systems
 PDA Technical Reports
 iPEC GMP
 iPEC GDP An ELPRO representative near you  

is ready to help with your compliant  
monitoring needs. 

Contact Us Today or visit 
www.elpro.com/en/contact

* This is not an exhaustive list of  
regulations, standards, and guide-
lines. Please reference regional 
authorities for regulations that  
are relevant to you.

https://ispe.org/publications/guidance-documents/topic
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-guideline-good-clinical-practice-e6r2-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-q-7-good-manufacturing-practice-active-pharmaceutical-ingredients-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-q-7-good-manufacturing-practice-active-pharmaceutical-ingredients-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/international-conference-harmonisation-technical-requirements-registration-pharmaceuticals-human-use_en-11.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-international-conference-harmonisation-technical-requirements-registration-pharmaceuticals_en-1.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/international-conference-harmonisation-technical-requirements-registration-pharmaceuticals-human_en.pdf
https://www.iso.org/ISO-IEC-17025-testing-and-calibration-laboratories.html
https://www.iso.org/ISO-IEC-17025-testing-and-calibration-laboratories.html
compliance.elpro.com
compliance.elpro.com
https://www.aabb.org
https://www.aabb.org
https://www.who.int/docs/default-source/medicines/norms-and-standards/guidelines/distribution/trs957-annex5-who-good-distribution-practices-for-pharmaceutical-products.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-ald/guide-mqa-013.pdf
https://www.gmp-compliance.org/files/guidemgr/Aseptic_Guide_Japan.pdf
https://www.gmp-compliance.org/files/guidemgr/Aseptic_Guide_Japan.pdf
https://www.gmp-compliance.org/files/guidemgr/Aseptic_Guide_Japan.pdf
https://www.pmda.go.jp/files/000237297.pdf#:~:text=GMP%20Compliance%20Inspection%20concerning%20Drugs%20of%20Foreign%20Manufacturers,Medical%20Devices%20Agency%20%28hereinafter%20“PMDA”%29.%20GMP%20compliance%20is
https://www.pmda.go.jp/files/000237297.pdf#:~:text=GMP%20Compliance%20Inspection%20concerning%20Drugs%20of%20Foreign%20Manufacturers,Medical%20Devices%20Agency%20%28hereinafter%20“PMDA”%29.%20GMP%20compliance%20is
https://www.mhlw.go.jp/file/06-Seisakujouhou-11120000-Iyakushokuhinkyoku/JP17_REV_1.pdf
https://ecompliance.co.jp/english/Japanese%20ERES%20Guideline.html
https://ecompliance.co.jp/english/Japanese%20ERES%20Guideline.html
https://ecompliance.co.jp/english/Japanese%20ERES%20Guideline.html
https://www.pmda.go.jp/files/000153231.pdf
https://www.pmda.go.jp/files/000225018.pdf
https://www.pmda.go.jp/files/000225018.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.nmpa.gov.cn%2Fdirectory%2Fweb%2Fnmpa%2Fimages%2F1653646803698006429.doc&wdOrigin=BROWSELINK
http://subsites.chinadaily.com.cn/nmpa/2019-07/25/c_390577.htm
https://fedlex.data.admin.ch/filestore/fedlex.data.admin.ch/eli/cc/2011/362/20130101/de/pdf-a/fedlex-data-admin-ch-eli-cc-2011-362-20130101-de-pdf-a.pdf
https://wipolex-res.wipo.int/edocs/lexdocs/laws/de/ch/ch421de.html
https://wipolex-res.wipo.int/edocs/lexdocs/laws/de/ch/ch421de.html
https://wipolex-res.wipo.int/edocs/lexdocs/laws/de/ch/ch421de.html
https://www.swissmedic.ch/swissmedic/en/home/legal/pharmacopoeia/pharmacopoea-helvetica0/pharmacopoea-helvetica-online.html
https://www.gesetze-im-internet.de/englisch_amg/index.html
https://www.gesetze-im-internet.de/englisch_amg/index.html
https://www.gesetze-im-internet.de/amwhv/
https://www.gesetze-im-internet.de/amwhv/
https://www.gesetze-im-internet.de/amwhv/
https://www.gesetze-im-internet.de/amwhv/
https://www.gesetze-im-internet.de/apog/BJNR006970960.html
https://www.gesetze-im-internet.de/apog/BJNR006970960.html
https://www.gesetze-im-internet.de/apobetro_1987/BJNR005470987.html
https://www.gesetze-im-internet.de/apobetro_1987/BJNR005470987.html
https://www.gesetze-im-internet.de/apobetro_1987/BJNR005470987.html
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.hta.gov.uk
https://www.hpra.ie
https://www.hpra.ie
https://apic.cefic.org
https://apic.cefic.org
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-4_en
https://www.gmp-compliance.org/files/guidemgr/CELEX%2052013XC1123(01)%20EN%20TXT.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/quality-guidelines
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/quality-guidelines
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-plasma-derived-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-plasma-derived-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-plasma-derived-medicinal-products_en.pdf
https://www.edqm.eu/en/european-pharmacopoeia
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-manufacturing-practices/guidance-documents.html
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820
https://www.fda.gov/drugs/pharmaceutical-quality-resources/current-good-manufacturing-practice-cgmp-regulations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application
https://www.usp.org
https://www.usp.org
https://www.aatb.org
https://www.aatb.org
https://www.aatb.org
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/inspections/trs961-annex9-modelguidanceforstoragetransport.pdf?sfvrsn=66be1860_2&download=true
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/inspections/trs961-annex9-modelguidanceforstoragetransport.pdf?sfvrsn=66be1860_2&download=true
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/inspections/trs961-annex9-modelguidanceforstoragetransport.pdf?sfvrsn=66be1860_2&download=true
https://www.gmp-compliance.org/files/guidemgr/GDP_TRS957Annex5.pdf
https://www.gmp-compliance.org/files/guidemgr/GDP_TRS957Annex5.pdf
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/distribution/trs961-annex9-supp7.pdf?sfvrsn=3c9a94ed_2
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/distribution/trs961-annex9-supp7.pdf?sfvrsn=3c9a94ed_2
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/distribution/trs961-annex9-supp7.pdf?sfvrsn=3c9a94ed_2
https://www.who.int/publications/m/item/gmp-for-blood-establishments-annex-4-trs-no-961
https://www.who.int/publications/m/item/gmp-for-blood-establishments-annex-4-trs-no-961
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/distribution/trs961-annex9-supp8.pdf?sfvrsn=fb423ff8_2
http://picscheme.org/docview/4591
https://picscheme.org/docview/3450
https://www.gmp-compliance.org/files/guidemgr/PI%20011-3%20Recommendation%20on%20Computerised%20Systems.pdf
https://www.pda.org/publications/pda-technical-reports
https://ipec-federation.org/wp-content/uploads/2022/12/2022-IPEC-PQG-GMP-Guide-FINAL.pdf
https://www.gmp-compliance.org/files/guidemgr/IPEC-gdp-guide-2017-final.pdf
https://www.elpro.com/en/contact
https://www.elpro.com/en/contact

