
Product Approval Criteria



Product Approval overview

Supplier control
Assessment of quality, environmental, health & safety and social responsibility at the 
manufacturing site. Self assessment for low risk countries, high risk countries  also 
needs a third party audit

Functional control
Assessment of regulatory compliance, that adequate studies are carried out to prove 
the claimed effect, that the product is easy to handle, input from consumers.

Health & Safety control
Assessment of the products under normal and reasonable foreseeable use. Toxicological 
assessment in general (local and systemic), intended use and target group

Environmental control
Assessment of substances of intrinsic properties regarding aquatic toxicity, persistence 
and bioaccumulation. Evaluate the package and recycling possibilities. 

Apotekets quality control covers all 
the products sold in our stores and on 
the web. All new products or changes 
of existing products shall pass the 
quality control in the supplier portal

Each quality control step applies to all 
product categories. For pharmaceutical
drugs, we rely on the Medical Product 
Agency or the European Commission 
approval.

Requirements and documental 
support is stated in checklists.

The criteria in the product approval is 
valid for new products, existing 
products is handled via the phase out 
plan, see box below. 

If the product(s) contain any substance 
from ECHA’s candidate list this must be 
communicated to Apoteket, see 
https://echa.europa.eu/sv/candidate-
list-table. 

All products must be legal and comply 
with guidelines set by different trade 
associations 

Phase out substances 
- Cyclotetrasiloxane (D4), Cyclopentasiloxane (D5), Cyclohexasiloxane (D6), Cyclomethicone (mixture), Polysilicone-11. Phased out 2015
- Methylchloroisothiazolinone (MCI), Methylisothiazolinone (MI). Phased out 2015
- Microplastics (intentionally added solid particles (<5mm) that are non-soluble in water) in rinse off products.  Phase out 2017.
- Formaldehyde releasers, ex. Diazolidinyl Urea, DMDM Hydantoin Imidazolidinyl Urea, Quaternium-15, Methenamine, Sodium hydroxymethylglycinate etc. Phased out 2016
- Polyaminopropyl Biguanide (PHMB). Phased out 2016
For more information on other restricted substances, download the Check-INCI file: https://www.apoteket.se/tema/kvalitetskontrollen/information-till-leverantorer/)

The product must pass all 
control areas in order to 
be approved.

An approvment can be 
conditional, i.e.. 
connected to certain 
counter measures that 
the supplier agrees to 
take. 

The approval is 
continuously reevaluated 
based on customer 
feedback and scientific 
evidence

The information uploaded 
(excluding public 
information) is treated as 
confidential. 

Prerequisites Control Area Approval

Demand control
Assessment of the customer need of the product. Evaluates the proposed product prior 
to other steps in the product approval process. 

Competence control
Assessment whether launching of the product is associated with any need of education 
efforts. This is especially applicable for new product areas in order to ensure useful 
guidance always is offered to the customer. 

https://echa.europa.eu/sv/candidate-list-table


Checklist - Suppliers

Assess that the stated 
manufacturer is the true 
manufacturer

Verify that certificates are valid 
(date and product type), verify 
that  certificates in high risk 
countries are legit. 

Legislation
- International Human Rights
- UN Guiding Principles on 
Business and Human Rights 
(UNGP, 2011) 
- ILO Declaration on 
Fundamental Principles and 
Rights at Work
- Local laws and regulations

Documentation demands
Certificates, own audit plans, 
third party audits, 
Manufacturing Self Assessment

Certification or audits in serval 
areas lowers the overall risk. Ask 
for documental evidence if 
answers are  inconclusive.

Check that the agreement is 
signed and uploaded in our 
supplier portal.

Country Minimum 
Requirements

Low risk
Andorra, Australia, Austria, Belgium, Canada, Denmark, Estonia, Finland, France, Germany, 
Iceland,, Ireland, Liechtenstein, Luxembourg, Monaco, Netherlands, New Zealand, Norway, 
Portugal, San Marino, Slovakia, Slovenia, Sweden, Switzerland, United Kingdom

Manufacturing Self Assessment 
(min 50 points per area)

Moderate risk
Antigua and Barbuda, Barbados, Bhutan, Chile, Costa Rica, Croatia, Cyprus, Czech Republic, 
Dominica, Grenada, Israel, Italy, Japan, Latvia, Lithuania, Malta, Mauritius, Poland, Saint 
Kitts and Nevis, Saint Lucia, Saint Vincent and The Grenadines, Samoa, Singapore, South 
Korea, Spain, Taiwan, Trinidad and Tobago, Tuvalu, United States, Uruguay

Manufacturing Self Assessment 
(min 50 points per area) + third 
party audit ex ISO 9001, 13485, 
18001, 22000, BRC etc.

High risk
Albania, Algeria, Angola, Argentina, Armenia, Azerbaijan, Bahamas, Bahrain, Bangladesh,
Belarus, Belize, Benin, Bolivia, Bosnia and Herzegovina, Botswana, Brazil, Brunei, Bulgaria,
Burkina Faso, Burundi, Cabo Verde, Cambodia, Cameroon, Chad, China, Colombia,
Comoros, Congo, Côte d'Ivoire, Cuba, Djibouti. Dominican Republic, Ecuador, Egypt, El 
Salvador, Ethiopia, Fiji, Gabon, Georgia, Ghana, Greece, Guatemala, Guinea, Guinea-Bissau,
Guyana, Haiti, Honduras, Hungary, India, Indonesia, Jamaica, Jordan, Kazakhstan, Kenya,
Kiribati, Kosovo, Kuwait, Kyrgyzstan, Laos, Lebanon, Lesotho, Liberia, Macedonia,
Madagascar, Malawi, Malaysia, Maldives, Mali, Marshall Islands, Mauritania, Mexico,
Micronesia, Moldova, Mongolia, Montenegro, Morocco, Mozambique, Namibia, Nauru,
Nepal, Nicaragua, Niger, Nigeria, Oman, Palau, Palestinian Occupied Territory, Panama,
Papua New Guinea, Paraguay, Peru, Philippines, Qatar, Romania, Russia, Rwanda, Sao Tome 
and Principe, Saudi Arabia, Senegal, Serbia, Seychelles, Sierra Leone, Solomon Islands,
South Africa, Sri Lanka, Suriname, Swaziland, Tajikistan, Tanzania, Thailand, Timor-Leste,
Togo, Tonga, Tunisia, Turkey, Uganda, Ukraine, United Arab Emirates, Vanuatu, Vietnam,
Zambia, Zimbabwe

Manufacturing Self Assessment 
(min 50 points per area) + third 
party audit equivalent to 
SMETA/BSCI/GOTS/SA8000
/GRI.

Very high risk
Afghanistan, Central African Republic, DR Congo, Equatorial Guinea, Eritrea, Iran, Iraq, 
Libya, Myanmar, North Korea, Pakistan, Somalia, South Sudan, Sudan, Syria, The Gambia, 
Turkmenistan, Uzbekistan, Venezuela, Yemen

Manufacturing Self Assessment 
(min 50 points per area) + annual 
third party audit equivalent to 
SMETA/ BSCI/GOTS/SA8000/GRI.

MANUFACTURING SELF ASSESSMENT SCORE
Best performance - (score 100 points/area) - Certified by third party (ex GMP, ISO, BRC, OHSAS, SA 8000, SMETA, BSCI, GOTS).

Good performance - (score 50-80 points/area) - Established proof of active work (ex via documents, plans or other audits). Questions Q1-S10 are worth max 10 points.

Improvement needed  - (score < 50 points/area) - No or little proof of active work. Improvements, and/or audit on site, must be made before approval. Questions Q1-S10 are worth max 10 points.



Checklist - Cosmetics

The text shall be 
indestrucible, easy to read 
and easy to find.

Name and address of the 
manufacturer

The quantity (weight or 
volume) at the time the 
product was packed.

Information how long the 
product can be used

Any special precautions 
(ex sun screen, dangerous 
goods, avoid certain 
areas etc.)

The intended use 

The batch identification (in 
this case imprinted on the 
tube)

Ingredients in the product

Legislation
- EC 1223/2009
- EU No 655/2013 
- Claims Commission 
Recommendation  of 22 Sep. 
2006 (Sunscreen products),  
Technical document on 
cosmetic claims 2017-07-03.
- Swedish Medical Agency

Documentation demands
Artwork + claim support + Check 
INCI

https://lakemedelsverket.se/malgrupp/Foretag/Kosmetika/Tillverkning/Marknadsforing/


Checklist - Medical devices

The manufacturers name and 
address (incl. Street adress), if 
applicable the distributors/EC-rep 
name and adress

Each product shall have the 
necessary information in order to 
be used in a safe way and that the 
manufacturer an be identified.

A lot symbol and the lot 
identification

Information about how long the 
product is safe to use (usually 
the time glass symbol)

Wherever possible use symbols 
according to ISO 15223)

If applicable the word "sterile" 
and information about the 
sterilization method

A leaflet (with date) shall be 
included (not mandatory for 
class I, class IIa)

Information if the product is 
one-time-use (shown as a 
crossed over 2)

Essential information in order to 
identify the product (ex. when 
separated from package)

Information about any warnings

Legislation
- LVFS 2003:11
- MDR 2017/745, IVDR 2017/746
- Läkemedelslag (1992:859) 

If applicable information how 
the product shall be stored / 
handled 

Documentation demands
- Medical device (I): Artwork + 
summary of preclinical/clinical 
studieså
- Medical Device (II+III): Artwork 
+ summary of preclinical/clinical 
studies, leaflet



Checklist - Food

All health and nutrition claims 
must be approved by the EU. 
Any unspecific health and 
nutrition claim must directly be 
followed by an direct health 
claim.

Mandatory nutrient declaration 
per 100 g or 100 ml. 

Mandatory food information 
shall be placed on a clear visible 
position on the package or label 
and also be in Swedish.

Packages shall have a text size 
of ≥ 1.2 mm, package with a 
area of less than 80 cm2 shall 
have a text size of ≥ 0.9 mm.

The ingredient list shall have 
the initial name "Ingredienser" 
and the ingredients shall be 
listed in descending order in 
Swedish.

Name of product, net 
weight/volume/units

Information about specific 
conditions for storage.  

Allergen substances must be 

declared, preferably in bold
text

Illustrations, pictures, words in 
the presentation of the 
product that can be 
interpreted as a unspecific 
health claim and must follow 
with a specific health or 
nutrient claim. 

Information about  durability 
and batch information. 

Legislation
- EG 1169/2011
- EG 1924/2006
- EG 1333/2008 
- EG 178/2002
- EG 1881/2006

If reference intake is given for  
energy and macronutrients the 
following explanation must be in 
close proximity: "Referensintag för 
en genomsnittlig vuxen (8 400 
kJ/2000 kcal)".

The quantity of an ingredient 
or category if ingredients shall 
be listed in close proximity to 
the nutrition declaration if 
included in the presentation 
and labeling in words, pictures 
or graphics. 

Name and adress of the food 
business operator and if needed 
country of origin

If sweetener is added this must 
be informed on the same side as 
name of the food.  

Documentation demands
Artwork

Product claims that are solely 
based on pending botanical 
claims is not allowed.



Checklist - Food supplements

Name and adress of the food 
business operator 

Information about that the 
product is a food supplement on 
the front side (kosttillskott)

Name of the categories of the 
nutritional substances or 
substances that characterize 
the product

Listed reference intake must be 
declared as DRI (Dagligt 
Referensintag) with an 
explanation of the 
abbreviation in the labeling.   

Warning about not to exceed 
the DRI

Food supplements should not 
be used as an alternative to well 
balanced food intake and a 
healthy lifestyle 

Information about that the 
product shall be placed without 
reach from small children

No claims that suggests that a 
well balanced food intake isn't 
enough

The amount of the nutritional 
substances shall be given in a 
numerical values and in the 
order described in EG 
1170/2009

Information about durability 
and batch ID

Weight/volume/units

All health claims must be 
approved by EU. Any 
unspecific claim must directly 
followed by an direct claim.

Information about specific 
conditions for storage.  

Allergen substances must be 
declared, preferably in bold text

If sweetener is added this must 
be informed on the same side as 
“Kosttillskott”

Legislation
- EG 1169/2011
- EG 1170/2009
- EG 178/2002
- EG 1924/2006 
- LIVSFS 2003:9

Illustrations, pictures, words in 
the presentation of the 
product that can be 
interpreted as a unspecific 
health claim and must follow 
with a specific health or 
nutrient claim. 

Documentation demands
Artwork

Product claims that are solely 
based on pending botanical 
claims is not allowed.



Checklist - Feminine care

The quantity (weight or volume) 
at the time the product was 
packed.

The intended use and 
instructions 

The text shall be indestrucible, 
easy to read and easy to find.

Information about any warnings

Name and address of the 
manufacturer

Material specification, Edana 
compliance

Legislation
- 2001/95/EG

Documentation demands
Artwork, specification



Checklist - Personal safety

The quantity (weight or volume) 
at the time the product was 
packed.

The intended use 

The text shall be indestrucible, 
easy to read and easy to find.

Information about any warnings

Name and address of the 
manufacturer

Performance data

Test certificate

Legislation
- EU 2016/425
- AFS 1997 07
- EN 352:2 

Documentation demands
Artwork, test type certificate



Checklist - Chemicals

The text shall be indestrucible, 
easy to read and easy to find.

The quantity (weight or volume) 
at the time the product was 
packed.

The intended use and 
instructions

Name and address of the 
manufacturer

Information how long the 
product can be used

Any special precautions (ex sun 
screen, dangerous goods, avoid 
certain areas etc.)

The batch identification (in this 
case imprinted on the bottle)

The identity of the ingredients 
that contribute to the product 
classification (CLP art 18).  

Legislation
- EC 1272/2008  CLP Regulation
- EG 830/2015

For certain products tactile warning 
labels and child-resistant fastenings 
are mandatory (CLP Annex II). 

The  product should be labeled 
in accordance to article 17 in 
the CLP regulation.

Documentation demands
Artwork, specification, MSDS (in 
Swedish)

https://echa.europa.eu/documents/10162/23036412/clp_labelling_en.pdf/89628d94-573a-4024-86cc-0b4052a74d65


Checklist - Biocides

Instruction on use and dosage in 
metric units for each approved 
included use.

If the product comes with a 
leaflet the text “Läs medföljande 
anvisning” must be on the label.

Information of safe use of the 
product, the reaction time for 
product and suitable cleaning. 

Information of specific 
environmental hazard. 

Batch number and last use of 
date. 

Instructions for safe disposal of 
the biocide product and its 
packaging.

The registration number for the 
product assigned from the 
chemical agency.

Information on the possible 
direct or indirect adverse side 
effects and instructions on first 
aid.

All the active ingredients must be 
identified and declared with a 
concentration and metric unit. 

Area of use must be declared 
following the text: “All annan 
användning är otillåten om den 
inte särskilt tillåtits” (not 
applicable for substances to be 
approved.

Type of preparation (fluid 
concentration/solid form i.e.)

Legislation
- BPR - EU 528/2012
- EU 1062/2014
- CLP - EG 1272/2008
- KIFS 2008:3
- EG 830/2015

Documentation demands
Artwork, certificate, MSDS (in 
Swedish)

Biocidal products containing an 
approved active substance” –
BPR article 69

Biocidal products containing an 
active substance still under 
review” – KIFS 2008:3 Annex 2

Name and address to the holder 
of the product approval



Checklist – Packaging 

The product shall not be 
overpacked.

Unused pharmaceutical shall be 
returned to the pharmacy.

The normal recycling 
fractions are:

- Plastic
- Card board
- Paper
- Glass (transparent)
- Glass (un transparent)
- Metal
- Electronics

It shall be clear how the product 
shall be recycled

The packaging shall protect the 
content during the complete 
lifecycle

Try to avoid packaging with 
different material and ensure 
that products with different 
materials can be separated as far 
as possible.. 

Products still containing 
dangerous goods shall be 
recycled as the local community 
describes

Legislation
- Avfallsförordningen 2011:927
- FTI - https://www.ftiab.se/

Documentation demands
Artwork, Material specification

If possible choose plastic that are 
easy to recover as HDPE, PP, 
LDPE. Avoid black plastic color as 
it is hard to scan during recycling



Supplier control

All suppliers shall have an agreement with Apoteket and the 
agreement contains the demands on the supplier. A main part of the 
demands are stated in the Apoteket’s Code of Conduct for sustainable 
business (CoC). The purpose of the agreement is to ensure quality and 
respect for people and the environment. 

Before an agreement can be signed an assessment of the 
manufacturing site (of the physical products/consumer products) is 
done in order to assess compliance with the demands in the 
agreement. In the case that the products are manufactured at several 
sites all sites must be approved. EUDRA control is done in the supplier 
portal.

The approval of each manufacturing site is revaluated in a three year 
cycle. 

The manufacturing assessment differs between low, moderate, 
high and very high risk countries. 

An official published sustainable report according to GRI by the 
supplier can be used as verification. Any deviation from the 
Product Approval Criteria shall be documented in the supplier 
agreement and approved by Quality Control.

Customer

Apoteket

Supplier

Manufacturer of finished goods

Sub supplier of raw materials

1. Expectations

3. Agreement including CoC

4. Transfer and acceptance of demands in Agreement

5. Transfer, acceptance and follow up of demands in Agreement

https://www.apoteket.se/globalassets/konsument/pdfer/kvalitetskontrollen/apotekets-uppforandekod---engelsk-version.pdf


Each product must keep its promises in terms of function. Instructions for use and precautions 
must be in Swedish. Product information shall be correct and complete.

Each product is assessed on the following parameters:

• Regulatory compliance
• Quality and extent of claims support studies
• Handling aspects 
• Product promises
• Input from consumers
• Input from the personnel in the pharmacy

The substances in the product shall have the relevant function and be present in a sufficient 
concentration in order to contribute to the main function.  Unnecessary substances that do not 
contribute to the function of the product shall be avoided.

Cosmetics that has “Organic” claims shall have more than 95% natural ingredients and minimum 
and at least 20% of the total product must be organic. By exception, for rinse-off products, non-
emulsified aqueous products, and products with at least 80% minerals or ingredients of mineral 
origin, at least 10% of the total product must be organic. The organic content shall be declared on 
the product.

Functional control



Health and safety control

The safety assessment aims to minimize the incidence of side effects.  Our most 
important restrictions are outlined below. 

CMR (carcinogenicity, mutagenicity and reproductive toxicity) substances classified as 
CMR category 1 and 2 in ECHA´s database C&L inventory (with respect to relevant 
exposure route) are not allowed in cosmetics (vitamin A has restricted use)

Restrictions
Substances that meets the CLP requirements for classification H300, H310, H314, H317, 
H318, H330, H334, H370 and H372 are under special consideration. 

Reported undesirable effects (allergy/irritation/etc) frequency shall be lower than 0.1‰

Vitamin A concentration in cosmetics is restricted to 0.05% in body lotions and 0.3% in 
face and hand cream. Only provitamin A (carotenoids) is allowed in food supplements. 

Apoteket has a restrictive policy regarding azo colorants (including CI 10316, 
CI 47005 (E104), CI 45410, CI 73000, CI 77346) and we have an maximum limit of 0.1 
mg/day/kg for oral uptake (for products where the colorant has a purpose/function).

Local toxicity -
Short term effects

Systemic toxicity -
long term effects

Target group –
Intended use



Aquatic toxicity

BioaccumulationPersistence

vPvB substances 
(Reach criteria's, 
appendix XIII)

PBT substances 
(Reach criteria's, 
appendix XIII)

Substances with 
low environmental 
impact

Environmental control

All ingredients in both packaging and products are evaluated with respect to 
it´s environmental properties. The CLP criteria for environmental hazards 
listed below are used in the assessment. 

• Aquatic toxicity
The short and long term ecotoxicological impact of a substance on aquatic organisms

• Persistence
The biological degradability of a substance in the aquatic environment

• Bioaccumulation
The potential of a substance to bioaccumulate in aquatic organisms

Restrictions
- Substances showing intrinsic hazardous properties in at least 2 of 3  

ecotoxicological perspectives are of special concern in the environmental 
control. Most often these substances are classified according to one of 
the following hazard statements: H410, H411 or H413. 

- PVC has restricted use as the production of PVC has environmental 
challenges. 

- Microplastics (intentionally added solid particles (<5mm) that are non-
soluble in water) in rinse off products is not allowed, restricted use for 
other areas.

- It shall be easy to understand how the product shall be recycled and the 
packaging content shall be kept at minimum.

- Palm oil in food must be certified by one of the following (or similar): 
Identity Preserved (IP), Segregated  (SP), Mass Balance (MB) or Book and 
Claim (B&C)



Changes from last version.
Declaration of conformity and EC-certificate is no longer mandatory to upload to supplier portal (if not requested). Use of 

botanical claims is defined.
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