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Product Approval

» The products are assessed in the context of legality, safety, and trustworthiness.

» The products must be Legal, Safe and Trustworthy and meet the requirements in this document.

» Legal: The products must be correctly categorized/classified and fully comply with all applicable legislation, including
both horizontal (e.g. REACH, GPSR) and product-specific legislations (e.g. cosmetics, biocides, toys, etc). Products

must not contain prohibited substances. Product claims and marketing texts are reviews to ensure legal compliance.

» Safe: Products must be designed, formulated, and intended for use in a manner that does not present an
unacceptable risk to consumers, either in the short or long term. In addition to substances prohibited by law,

Apoteket may restrict or prohibit certain substances or substance groups, see page Product Criteria Overview.

» Trustworthy: Products must support and be consistent with Apoteket’s values and position as a trusted pharmacy

retailer.
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Product Criteria Overview

Prerequisites Substances prohibited by Apoteket Approval
Apoteket’s Product Approval Criteria covers all the products sold in our stores Cyclic siloxanes An approvement can be conditional,
and on the web. All new products or changes of existing products shall pass E.g. Cyclotetrasiloxane (D4), Cyclopentasiloxane (D5), Cyclohexasiloxane (D6) and i.e.. connected to certain counter
the quality control in the supplier portal. Cyclomethicone (mixture) measures that the supplier agrees to
take.
For pharmaceuticals, we rely on the Medical Product Agency or the European Kathon preservatives
Commission approval. E.g. Methylchloroisothiazolinone (MCI), Methylisothiazolinone (Ml). The approval is continuously
reevaluated based on customer
All products must be fully compliant with applicable legislation for its product Formaldehyde releasers feedback and scientific evidence
type. E.g. Diazolidinyl Urea, DMDM Hydantoin Imidazolidinyl Urea, Quaternium-15,
Methenamine, Sodium hydroxymethylglycinate etc. The information uploaded (excluding
Documents that need to be provided to Apoteket are stated in the following public information) is treated as
checklists in this document. PFAS confidential.
PFAS are substances that contain at least one fully fluorinated methyl group (-CF3) or
The criteria in this document is valid for new and existing products. fully fluorinated methylene group (-CF2-) without any hydrogen, chlorine, bromine, or
iodine atom attached to it (OECD, 2021). E.g. substances with the wording per- and
If the product(s) contain any substance from ECHA’s candidate list this must be polyfluoro anywhere in the chemical name.

communicated to Apoteket, see https://echa.europa.eu/en/candidate-list-
table. New knowledge with the supplier of addition of substances from

candidate list in their products must be communicated to Apoteketet without Apoteket may allow substances from this list under certain specific exceptions.
delay.

Check list color code

e ———————————— -~

. \

Blue boxes shows the Red boxes shows the . - .' Green boxes with dotted I

. . . Green boxes with solid line . I

main regulations mandatory documentation . i line shows the I

A shows the responsibility of I - I

connected to the product to be provided to the supplier 1 responsibility of the :

type Apoteket PP i supplier and Apoteket )
\
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Product Information from Validoo

» Validoo is a database for storing and sharing product information and product images.
» Apoteket retrieves product information to the Supplier Portal from Validoo.

» To enable Apoteket to display mandatory product information on www.apoteket.se, all relevant information must be
correctly entered in Validoo and match the product packaging, in particular:

- Ingredient list/INCI

- Hazard statements and precautionary statements for chemical products
- Precautions and warnings for other product categories

- Consumer usage instructions

- Consumer storage instructions

- Adress and contact information

- Dangerous goods

» GS1 has a guideline for the Pharmacy channel that shall be followed:

Handledning Artikelinformation for apoteksbranschen » GS1 Sweden
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https://gs1.se/guider/dokumentation/handledning-artikelinformation-for-apoteksbranschen/

Checklist - Cosmetics

_— e e o = =y,

indicated if this is not clearly
apparent from the product’s
presentation.

|, The function must be
|
{

S N S

Il The nominal content (weight
| orvolume).

I Contentless than5gor5 ml
'\ does not need to be stated.

Batch number: if the
container is too small for the
number to fit, the
information only needs to be
on the packaging.

Requested Documentation
- Artwork (pdf format) for
primary and secondary
packaging

Main Legislation

- CPR (EC) 1223/2009

- Cosmetic Claims (EU) 655/2013
- Technical document on
cosmetic claims (2017)

- REACH (EC) 1907/2006

L

———————

I

Sollotion

SKYDD, FUKT, VARD

Med glycerin, rapsolja och vitamin E
Dermatologiskt testad

Extra vattenresistent

Oparfymerad

OO,

SPF

Fotostabilt skydd. Absorberas snabbt.
Kladdar inte. Oparfymerad.

Ténk pa att:

= Applicera rikligt med solskyddsmedel
redan innan ni gar ut, en handfull behévs
fér kroppen.

- For lite solskyddsmedel ger avseviirt
sdmre skydd.

— Det dr viktigt att applicera ofta,
speciellt om man svettas eller vid bad/-
handdukstorkning.

— Vistas inte for Idnge i solen, dven om du
anvdnder solskyddsmedel.

- Overdriven solning kan ge hudskador.

- Utsdtt inte smd barn for direkt sol.

= For att undvika missfdrgning av textil, smorj
in dig i god tid innan du tar pd dig kidder.

Ingredients: Agua, Dibutyl Adipate, Diethylamino
Hydroxybenzoyl Hexyl Benzoate, Phenoxyethyl Caprylate,
Bis=Ethylhexyloxyphencl Methoxyphenyl Triazine, C12-15 Alkyl
Benzoate, Diethylhexyl Butamido Triazone, Ethylhexyl
Triazone, Tris=Biphenyl Triazine (nano), {12-13 Alkyl Lactate,
Glyzerin, Propanediol, Cetearyl Alcohol, VP/Eicosene
Copolymer, Canola Oil, Tocopheryl Acetate, Caprylyl Glycol,
Dimethicone, Glyceryl Stearate, Inasitol, Decyl Glucoside,
Potassium Cetyl Phosphate, PEG=100 Stearate, Xanthan Gum,
Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Ammonium
Acryloyldimethyltaurate/VP Copolymer,
Butylene Glycol, Disodium Phosphate,
Sodium Hydroxide, Phenoxyethanaol.

dvalitetssakrad av Apoteket AB. Vig IS
fragor eller synpunkter besdk Apoteket
eller ring Kundservice 0771=450 450:

Forpackningen sorteras som plast.

ol Tiliverkad i Sverige for
Apoteket AB, 169 56 Solna.

Bastfore utgangen av:
Se tubens svets.

The consumer must be able to understand the purpose of the product and how it must XN

be used in a safe way. The text shall be indestructible, easy to read and easy to find.
List of the parts of the label that must be in Swedish:

function/purpose of the product
nominal content
reference to shelf-life

Particular precautions, such as warnings and important user instructions ,

-

oF T -y

When applicable, particular
precautions such as warnings
and important user
instructions.

P - ——
-

e ——— -

S —
7 Listof ingredient only needs  \
to be on the outer packaging. :
Substances must be listed I
with INCI names in |
decreasing weight order :
down to 1%. Thereafter, in I
any order. The list should |
follow the word :

O ————

"Ingredients". /

N e o s o s e P
I’--_--_--_--_--_-\
; Name and address to the :
I responsible person within EU
! /

AN . . S N S S SN S S R

o T ————

Shelf-life of up to 30
months:

Must be specified and
preceded by an hourglass
symbol or ‘bast fore
utgangen av’.

Durability of more than 30
months:

Indicated by the open jar
symbol in which is stated
months or years.

\
4

-
N o o e e e e e

-
\

~

N ————— -

O Ty,

Aerosol Dispensers ‘|
Additional labelling requirements |
are needed in accordance with :
Aerosol Directive (75/324/EEC) 1

——

;o

———

»” S
¢ For wet wipes and sheet masks
that contain plastic and have a
packaging with the surface area
of 10 cm2 or more, shall bear
the following printed marking.
The marking should be placed
and sized in accordance with
the Regulation (EU) 2020/2151

S RN R R N R S RN S Ry

PRODUKTEN INNEHALLER PLAST

N

-’

S

) J S ————

\

S ——— ———— —— -y,

Sunscreen products must be
tested and labelled according to
EU Commissions
Recommendation 2006/647/EC.

P T TS
- -

-

Wy,

Dangerous goods information

(
I
I
I

B —
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Checklist — Chemical Products

{ The text on the product shall
consist of indelible, easily legible
and visible lettering on a
contrasting background.

1
| |
| |
| 1
N e o e e e e o e e e e e

Y TP
i The nominal quantity of the 1
| substance or mixture in the |
I package made available to the :
I .
N Benera e e’
I"""""""'j
: Name and address of the 1
| manufacturer. I
M)
é Requested Documentation )
- Artwork (primary- and
secondary packaging, including
leaflet)
\_° MSDS (in Swedish) )

Main Legislation \
- CLP Regulation (EC) 1272/2008
- REACH (EC) 1907/2006

- GPSR (EU) 2020/878

- Detergents Regulation (EC)
648/2004, (EU) 2026/405

- J

' E]apoteket "

Fata,
Hand- a
_desinfektion

BAKTERIE- &
VIRUSDODANDE GEL

ATERFUKTANDE 150 mi

\_Varken klibbar eller doftar
efter avdunstning.

{

TRILELELESRITIRTIIFITILEILAG
FSFLFFTTEFTFTT LTSI Tisd s
FIIITIErErisriiriririsiii
Vi L L LT LT E L L

Dangerous goods information

(
I
I
]

o ——————— - -

.y

-

N -

&0 mm

l Eruksanvigning: Arnands pd torea hindes. Gnidin

rinst 3 ml noggrant ach Fs handema luftierka,
Eakierie- och virsdidande ByLande handsesniek
tignsgel som med farde] anvinds pd resor, efter
tealettorsds, wman miltider ech under Bricdnings-
tider. Bevisat effekliv mat Coranavirus. Innehdler Sier-
fuktande gheesin. Kam anvindas pd barn frin 14dr,
Verksamma imnen: Planel ("XEe'kal, Prean-i-al
[7sg/ka). Gadkang enligt EXI508, ENTZT, EN3EZ4,
ENTITIT, ENTA344, ENT44T6,

FARMA: Mycke! brandfarlig vitska och nga.
Forvaras odtkomligt far barn. Firinte utsattas far
wirmie, heta ylar, gribon Sppaaliger ach ande
antdndningskdllor. Rékring forbjucien, HafGrpack-
ningen eller etiketten 1l hands om du micte séka
I3karind, Irmehdlie | 3eezs Ul ingambingastile e
farligt avtall AIF: S0CP A JWR-7085 TPF W
Evalitstssikrad av Apotekst AB.

Bundserdos 077-450 450.

Tom forpackning serteras som plast. Separera karken
1rdn Naskar (Gr bt umded 303 Slervirring.

ol Tilbverkad for Apoteket AB, 169 56 Solna.

WAL ApOtEkEL 1=

1

3

327

15

33

27151

7

\.

- ,‘

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

-

(ERp——

Sy

| Theintended use and I
I instructions

N o o o o e

O T -y,

[ The identity of up to four \I
: substances in the mixture 1
I primarily responsible for the 1
| product’s major health hazards. :
CLP art 18).

R Y
Fmmmmm—————————
[ Hazard statements, appropriate I
: precautionary statements and 1
I supplemental information as |
| special precautions and |
| warnings (when applicable). I
N o e e e e e e e e e Y
e ————————
| The 16-digit UFI code should be |
I printed at the label. :
(R ——— 4
o o oy
1

| The batch identification (in this |
I case imprinted on the bottle) :
L ——

¢ EI I N I I S5 SIS SED GED BN EED GED I iy
Il The product must, when
| applicable, be labeled with
| hazard pictograms and signal
I words in accordance with
| article 17 in CLP.

e ——

-—— -

o5 Ty,

N

AY

For wet wipes that contain
plastic and have a packaging
with the surface area of 10 cm2
or more, shall bear the
following printed marking. The
marking should be placed and
sized in accordance with the
Regulation (EU) 2020/2151

PRODUKTEN INNEHALLER PLAST

o T
N

4
/4
~

' d

A
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Checklist - Biocides

% [ T T —— — ——_— iy,
Directions for use, frequency of
application and dose rate, expressed in
metric units, in a manner which is
meaningful and comprehensible to the
user.

N

o ———y,
- —— -

——

(

| Type of formulation. For example, liquid, I
I gel, spray or solid stick. I
\

—— ——————

——

Name and address of the authorization 1
holder. 1
!

o ———

A

ﬂequested Documentation \

- Artwork

- For biocidal products containing
approved active substances:
Artwork in accordance with BPR
article 69 and MSDS (in Swedish).

- For biocidal products containing
active substances in the review
program: Artwork in accordance
with KIFS 2008:3, Annex 2 and
MSDS (in Swedish).

- MSDS (in Swedish) /

Main Legislation

- BPR (EU) 528/2012

- PRP (EU) 1062/2014

- CLP (EC) 1272/2008

- KIFS 2022:3

- REACH (EC) 1907/2006

,—-_--_--_--_--_-—
Information on the period of time
needed for the biocidal effect, the
interval to be observed between
applications of the biocidal product or
the next access by humans or animals

to the area where the biocidal product
has been used.

P S —————

f
|
|
|
|
|
|
i

\

FORSVARETS

FASTING

6h

€l apoteket

50 ml

Produkt med avskrackande verkan pa mygg, knott och andra bitande
flugor. Minskar risken far bett av fasting. Effektivt skydd i upptill 6 timmar.
ANVANDNINGSINSTRUKTIONER: Applicera medlet jamnt, sparsamt och
férsiktigt pa oskyddade delar av kroppen. Ska-inte Hﬁrté‘:ras. Tvdtta handerna
efter applicering. Undvik kontakt med.égon, [@ppar och skadad hud. Anvand
inte produkten pa de delar av kroppen dar lederna ofta orsakar hudveck.
Det &r olampligt att smérjain barns hander med med|et. Férvara inte Gver
30°C. Anvénds endast pa mindre hudytor och hgst 2 génger per dag.
0,3g/600 cmZ All annan anvéandning ar otillaten om den inte sarskilt tillats.
Far inte anvandas pa barnunder 3 ar.

VARNING. Orsakar allvarlig 6gonirritation. Innehaller citronellal, citronelfol,
eucalyptol, imonene och linalool. Kan orsaka en allergisk

reaktion. Ha férpackningen eller etiketten till hands om du

maste séka |akarvard. Férvaras odtkomligt fér barn.

VID FORTARING: S6k |gkarhjélp vid cbehag. VID KONTAKT

MED OGONEN: Ské|] forsiktigt med vatten i flera minuter.

Ta ur eventuella kontaktlinser om det gar att. Fortsatt

att skdlja.

VERKSAMMA AMNEN: Citroneukalyptusolja, hydratiserad,

cykliserad, 30% (CAS 1245629-80-4).

Kvalitetssakrad av Apoteket AB. Kundservice 0771-450 450.
Innehallet/behallaren lamnas till en godkand avfalls-

mottagare. Ateranvand inte férpackningen.

Patentinnehavare: Citrefine EU Ltd,

70 5ir John Rogerson's Quay, Dublin 2, Ireland DO2 R296.

Distr. Apoteket AB,

Dalvagen 12, 169 56 Solna, www.apoteket.se.

3132727153705

a “

UFI: PF10-COXG-0000-XKOP
Bekampningsmedel| klass 3.

Reg. Nr. 4630

o o

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

-

Instructions for safe disposal
of the biocide product and 1
its packaging. |

U

-——— -y,
-——— -y,

1
|
|
|
J

-

\———————l

S/

O ———————— oS T —————— -,

[ Area of use must be declared \I ,’ \\
1 following the text: “All annan I |  Forwet wipes that contain ]
: anvindning &r otilliten om den 1 i pI:astic and have a packaging I
| inte sarskilt tillatits” (not 1 I with the surface area of 10 cm2 :
| applicable for review program 1 : or more, shall bear the I
| substances). II I following printed marking. The I
N o o e e e e |  marking should be placed and 1
| sized in accordance with the |
I Regulation (EU) 2020/2151 1
R —— | |
I' 1 1 I
: Warnings and precautions for use : : :
1 |
| ]
e : PRODUKTEN INNEHALLER PLAST |l
1 Information on possible direct or } ‘\ ll
| indirect adverse side effects and I N o e
I directions for first aid. 1
S ———
{—______________-'\
I If the product comes with a leaflet |
,———————————————-‘ | thetext “Lds medfdljande |
| Theidentity of every active I I anvisning” must be on the label. I
I substance and its concentration in \_______________a’
I metric units must be declared. 1
S ———
A
: Information of specific :
[ —————
{’ The authorization number (4- \I I\ _er:n:)n_mfn:al_hizid; e J
I digit) allocated to the biocidal I
| product by the competent |
I authority or the Commission (not | {—_______________"‘
I applicable for review program 1 Batch number and the expiry date i
1 substances). [] I relevant to normal conditions of I
| Jouytyiy i — I\ storage. ]
. N W SN SN SN NSNS SN SN SN S R .
(T T Y (TTTTTTTTITTTTTT
] The 16-digit UFI code should be 1 j Dangerous goods information in 1
I printed at the label | | Validoo |
L S \ ]

——
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Checklist - Medical devices

N Ry,

1 Information on the product shall
| be given in Swedish

| ———

U N

[ 4
I Instruction for use as a leaflet
1 (with date) shall be included (not
I mandatory for class |, class lla)

g

N o o e

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

3
If applicable the word "sterile" and
information about the sterilization
method

Requested Documentation
- Artwork packaging and leaflet
(pdf format)

- EU Declaration of Conformity

Main Legislation

- LVFS 2003:11

- MDR (EU) 2017/745, IVDR (EU)
2017/746

————

f
'§

B

2269821661250

Unique device identifier (UDI)

€lapoteket
TEXTILE STRIPS 20
ELASTISKT TEXTILPLASTER

2 STORLEKAR

God

haftférmaga

ELASTISK

5

ey

o ———— -

/4

2
o 0
n a

(Lmsoum

5012 34567
030-03-10
2025-03-10 "

«
X
B

nr
206887

Storlekar pd
plistren

Oy

S
25x72mm

18X TZImm

O

TEXTILE STRIPS

ELASTISKT TEXTILPLASTER

Elastiskt textilpldstermed god haftférmaga.
Innehaller 20plaster i 2 olika storlekar.
Bruksanvisning: Rengér saretnoggrantyid behov:

Applicera plastret pa torr hud. Kom (haa att byta plaster
nar det har blivit blott eller smutsigt.

Bararmaterial: Viskos-fpolyamidvav.
Haftmassa: Hudvanligt syntetiskt gummi.
Sardyna: Polypropen.

Farvaras torrt L rumstemperatur.

Kvalitetssikrad av Apoteket AB. Vid fragor eller
synpunkter besokA poteket eller kontakta kundservice
0771450 450, kundservice@apoteket.se.

Farpackningen sorteras som papper.

C€ D] @) & fmer) o

=
|-
=
PALIL HARTHANMN 4G Distr A poteket AE g
PaukHartmann-Strafle 12 Dahvigen 12 k|
2 Heidenheim, Germany 16358 50ina
artmann.info viven apatket 52

[11]

-y

} r Information about how long the } ——————————————-I
1 1 product is safe to use (usually 1 A lot symbol and the lot 1
1 the time glass symbol) 1 identification

| 1 1
4 L ——— D —

S N S S

Each product shall have the
necessary information in order to
be used in a safe way

o —
N -

A —————————— -

e o e

1
1
1 Information about any warnings :
J

AN R

Wy,

| If applicable information how the
: product shall be stored / handled

| P,

N ————————— -

———————————— -
{ Information if the product is one-
I time-use (shown as a crossed over
12

N ————————— - -

| Jp——,

S —————————— -,

)\
|' The product shall be CE marked 1
I and information in text/symbol 1
I thatthe product is a medical :
: device 1
\ Y4

N N NN N NN NN NN NN NN NN NN N Sy,
{ The manufacturers name and )}
I address (incl. Street address), if 1

applicable the distributors/EC-rep
\ hame and address

’
1

-y

Dangerous goods information in
Validoo

-

| T ————

4
1

1
\

Sy

Wherever possible use symbols
according to 1SO 15223

-

———

Umasmir (@ apoteket



Checklist - Food

e e —————————

Name of the food

—— -

If an ingredient or category of
ingredients is highlighted in the
presentation or labeling

1 |
|
|
through words, images, or :
|
]
V4

graphics, its quantity shall be
stated in the declaration.

o —————

———— -

K=

! )
I Mandatory food information 1 .
I shall be placed on a clear visible |
I position on the package or label | M :
I‘ and be in Swedish. I > ﬁr
A L L L L L L L T f’ .: KARAMELLER MED SMAK AV HALLON OCH RABARBER,

INGREDIENSER:
Socker, glukossirap, surhetsreglerande medel (3ppelsyra),

L ——— aromes, ra3m M riurnin, karmin).

I Information about specific I
I conditions for storage.

—————— - 4

Li

Naringsvirde
Energh
Fett

Sy,

{ The ingredient list shall have the initial name \I
I "Ingredienser" and the ingredients shall be I
I Jisted in descending order in Swedish. /]
|y i ——"
‘ &l apoteket “.4
*_ ®
HALLON &
RABARBER
KARAMELLER
SYRLIGA
KARAMELLER
FRAN GRANNA X

( ‘ = — varav mattat fett ::;“ma . a /, !
: Mandatory nutrient declaration : et =§
per 100 g or 100 ml. Protein =
I l Salt UL _: L ]
Semmmm s s e N pmummimnae B \ B,
160 % Stervunnet material, YiterKinpackingen sorteras -
- ” 3” nir!MLr hnelnlisen sg’wa:sa:pllsl .’ * .‘1
( ol Tillverkad | Sverige For Anoteken AE, 16956 Solna.
. www apoiekelse
Requested Documentation smm“mmq o .
- Artwork (in Swedish) . 150 gram ~€%
- EU organic certification for il | = =k
organic products
- — SRy —— e e e
Main Legislation \ I{ Name of product, net } ( Information about I
- FIC (EU) 1169/2011 | weight/volume/units durability and batch i
- NHCR (EC) 1924/2006 i i { information. |
- Food Additives Regulation (EC) N o e e e e e e
1333/2008
- GFL (EC) 178/2002 i i P e ——
- Contaminants Regulation (EU) { . Energy drinks may contain \
I Organic products shall have the I I ) R i
2023/915 e Uni il 1 | maximum 32 mg caffeine per 1
1 uropean Union organic logo i 1 100ml. I

- Organic Production Regulation
(EU) 2018/848 /

P ————

——— —————— -

'—-_--_--_--_--_--\

| Allergen substances must be 1

I highlighted in ingredient list, preferably : If reference intake is given for

I inbold text energy and macronutrients the
N e o o e e e e e e e e e e following explanation must be in

close proximity: "Referensintag for
en genomsnittlig vuxen (8 400

Oy,

{ The mandatory nutrition declaration ‘I kJ/2000 kcal)".

| shall contain information regarding I

I energy content, fat, saturated fat, 1

I carbohydrates, sugar, protein (fibre) 1

I and salt. J

| S

Packages shall have a text size of >

{—————————————————~ 1.2 mm, package with a area of less
If sweetener is added this must be 1 than 80 cm2 shall have a text size of
informed on the same side as name of : >0.9mm.

1 the food. ]

[

I Name and adress of the food business :

I operator and if needed country of I

I origin

\_ e !

———

( )

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

J

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

. J

¢l apoteket



Checklist - Food supplements

.y

f Allergen substances must be } No claims that suggests that a
highlighted in the ingredient list, | well-balanced food intake isn't

i preferably in bold text 1 enough

S ——

(e ————————

1
I Weight/volume/units
1

\

————————————— -

[ Information about that the A
product is a food supplement :
preferably on the front side 1

\ (kosttillskott) )

AN N N NN R NN SN R

Requested Documentation
- Artwork (in Swedish)
- EU organic certification for

—————— ——— -

- -

KALCIUM 500 mg

+D-VITAMIN 5.9

Health claims that are used are either approved by EU or botanical claims that
have been put on hold pending for the Commission and Member States final
consideration. The food business operator must be able to provide scientific
support for the botanical claims they make. Any unspecific claim must be
followed by a direct claim (beauty claims does not follow this rule) . It is not
acceptable to rephrase the approved claim from "Substance x contributes to...
"Product y contributes to...".

|

132727155082

T

\
l The amount of each declared 1
I substance and the reference 1
I intake must be declared as DRI :
1 (Dagligt Referensintag) with an
1 A L 1
| explanation of the abbreviation
| inthelabeling. 1
\ 4

A

—————————
{ Information about that the

product shall be placed without
\ reach from small children

- - ——

-y

| Information about specific
I conditions for storage.

- ——

{--------------‘

1
I Name and adress of the food 1
I business operator 1

J

N N N NN N NN N NN NN NN NN Ny
{ Food supplements should not
I' pe used as an alternative to well
balanced food intake and a
\ healthy lifestyle

A

- -

——————————————

If sweetener is added this must 1
I beinformed on the samessideas
I “Kosttillskott” 1

——— ——— -

Candy form (gummies) that are
intended for children or contain
substances (e.g. retinol) where
a risk of overdose must have a
child proof cap.

oS T ——————

U4 A Y

. \
organic products "ﬂ";mm ] N : The amount of the nutritional 1
Information about durability I substances shall be given in a 1
and batch ID I numerical values. Vitamins 1
I and minerals shall be stated as :
: a percentage of the reference I
( \ ( \ pTTTTEETEEETTN ( \ pTTTETEEEEEEEEN, | values listed in Annex XIll EU 1
Main Legislation lllustrations, pictures, [l 1 ] o \ 1 1169/2011 1
- ; 1 | Therecommended daily intake \ y;
- FIC(EU) 1169/2011 words in the presentation 1 L -
. 1 1 . | of vitamins and minerals must | | R ——
- Regulation (EU) 1170/2009 of the product that can be 1 Warning about not to 1 Name of the categories of I not exceed EFSA’s proposed 1
- GFL (EC) 178/2002 interpreted as an I exceed %he recommended ! the nutritional substances I upper level (UL) Tr?e P 1
- NHCR (EC) 1924/2006 unspecific health claim I dose 1 or substances that ! eScpe tion is magnesium, for !
- LIVSFS 2003:9 and must follow with a 1 ! characterize the product ! whic’; the dail Eeferencé :
- Organic Production specific health or nutrient : : : intake exceedZthe uL :
Regulation (EU) 2018/848 claim. -

, ¢l apoteket
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Checklist - Personal Protective Equipment

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

.y

The intended use (in Swedish)

(
|
|
i

) prp———

N —— -

Requested Documentation
- Artwork (in Swedish)

- EU Declaration of Conformity
- EU Test Type Certificate when
applicable

Main Legislation

- PPE Regulation (EU) 2016/425
- Law (2018:125) och

- Regulation (2018:127)

- REACH (EC) 1907/2006

- GPSR (EU) 2023/988

3 apoteket

Halkskydd
Lépning

The quantity (weight, volume or number of

products) at the time the product was packed.

prom,
féste pA s ochis. Passar de flesta skor men kiiver
‘handkraft vid a- och patagring, vid grévre skorf
Kéingor kan du behéva en stime stordek., Endast
avsedda fr utmbusbruk. Produkten amvands far att
shydda mot risken for att haka pd is och s, kan dock
bii halkiga direkt mot sten- och metallytor. Om trasiga,
siitrm eller deformerade ska de kasseras Lndvic
anwiindning p& barmark far att minimera sitegs.

e L LTS

1 Instructions and Safety :
I Information in Swedish 1
Ly ————
l,_____________-\
I The product shall have EU |
I Declaration of Conformity. I
I Theinternet address where the :
: EU declaration of conformity I
can be accessed. 1
i
| S 4
pmmmmmm————————
[ For Category Il and llI: i
I The name, address and 1
: identification number of the 1
I notified body or bodies |
| involved in the conformity I
\ assessment of the PPE. ,l
D S ——
e ——————

{ Name and address of the
I manufacturer and when

applicable importer and

i distributor

N ———————— - -

| Tep——

o4y,

|
1 PPE Category lll: The NB
|
1

| Jp ey

The product shall be CE marked. \I

Performance data, if applicable.

S ———
{ The product must be tested

according to applicable EN or
] [SOstandard.

N ————————— -

N\

e e

References to the relevant
harmonised standard(s) used,
including the date of the
standard(s), or references

to the other technical
specifications used

o m——————
) JESEE—

———— -

|
|
identification number shall be |
available next to the CE mark. ,l @ a pote ket
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Checklist — Toys and Child Use and Care Articles

e e e

Information on the product shall
preferably be given in Swedish.
However, instruction for use,
safety information and precautions
must be in Swedish

o —
| N

N -

(  The manufacturers name, address 1
(incl. Street adress) and electronic 1
address, if applicable the |
distributors/EC-rep name and :
\~adress by

(Requested Documentation \
- Artwork
- Leaflet/Instruction for use (if
exists)
- EU Declaration of Conformity
(DoC)
- Declaration of Compliance

If applicable information how
the product shall be stored

- J

Main Legislation

- TSD (EC) 2009/48

- TSR (EU) 2025/2509

- FCM Regulation (EC) 1935/2004
- REACH (EC) 1907/2006

- GPSR (EU) 2023/988

Sy

1 A lot symbol and the lot :
| identification 1

N -

oo " T T L TR T ——— — —— Ty
Soothers for babies and young
children should comply safety
requirements and test methods in
EN 1400:2013+A2:2018.

A Declaration of Compliance is
mandatory.

B

- ————
[ ——

/

O T —————— -y,

-

Soother holders should comply
safety requirements and test
methods in EN 12586:2025.

A Declaration of Compliance is
mandatory.

N -

o - ———
N -

-y,

A Y

Drinking equipment (feeding teats)
for babies and young children
should comply safety requirements
and test methods in EN
14350:2020+A1:2023.

A Declaration of Compliance is
mandatory.

N —— -

e
-

\

N BN EEN EED SEN SN SED S SN SN SN S S S S .y,
Toys shall be CE marked by the
manufacturer.

An EU Declaration of Conformity

\ (DoC) is mandatory.

—————————— -

—— i —

-——— -

U4

o ————

4

B T ———————

N\
Materials and articles that are in

contact with food must comply
with food contact material
legislation EU Regulation
1935/2004

A Declaration of Compliance is
mandatory for food contact
materials

) R ————

- -

¢l apoteket



Checklist - Feminine care

All product the text shall be
indestructible, easy to read and
easy to find.

’—------------N
Information on the product

shall preferably be given in
Swedish.

However, information
instruction for use, safety
information and precautions
must be in Swedish

—————— —— -

o5 T ———

materials comply with EDANA
femcare testing guidelines and
the EDANA CODEX™
stewardship programme,
including performance testing

(We recommend that the \

\and trace-chemical limits. )

-_,

1
U

Requested Documentation

- Artwork
\

é )

g Main Legislation A
- GPSR (EU) 2023/988
- REACH (EC) 2006/1907

- SUP Directive (EU) 2019/904 )y

NN

OLIVAS TAMPONGER-GER

i T EFFEKTIVT OCH SAKERT

SKYDD GENOM ALLA STEG |
MENSCYKELN, DET LENA
YTSKIKTET MED RUNDAD

TOPP GOR TAMPONGEN LATT

ATT FORA IN, SAMT BIDRAR

TILL ATT DEN INTE LUDDAR.

TIPS!
BOJ TAMPONGEN OCH
VRID UPP PLASTEN,

s! Bifogad folder innehaller
vitig information om anvéand-
ning och TSS, en sédllsynt men
allvarlig sjukdom.

Las och spara foldern.

773132727144079

o
,for wet wipes, sanitary towels
(pads) and tampons and tampon
applicators that contain plastic and
have a packaging with the surface
area of 10 cm2 or more, shall bear
the following printed marking. The
marking should be placed and sized
in accordance with the Regulation
(EU) 2020/2151

The quantity (weight, volume or
number of items) at the time
the product was packed.

Bomull

TAMPONG

Apoliva
NORMAL i

PRODUKTEN INNEHALLER PLAST
\ /

N o e e e e

~ -

i ——

PARFYMFRI. EJ KLORBLEKT.
LENT YTSKIKT. LUDDAR EJ.

EJapoteket

rpackningen sorteras som kartong:
viTillverkad for Apoteket AB, 162 56 Solna

ndservice 07 71=450 450,
www.apoteket.se

Innehall: Viskos, Nen-Waven,
Kvalitetssakrad av Apoteket AB.

)

I Name and address of the 1

A manufacturer (including electronic |

VA A 1 address) 1
\ J

¢l apoteket
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Checklist — Electrical and Electronic Equipment

O —————— ———————— — -y, o —— — ——— —— — N ———— - -

P ——
-

. . ) 12 t S 4 \ T TTTTETEETTEETS
Product information, e.g.: I | The manufacturers name and 1 | The product must carry a type, 1 1 | ] )
- Product function I I address (incl. Street address). : I model, batch, or serial number for : I shall be CE marked by the manufacturer. I : Whe_"e LVD and RED is
- Instructions for use I I Importer name and postal address i I identification that links directly to 1 : I appl|c.able: )
Must be given in Swedish 1 I if manufacturer is outside of EU. 1 I' the DoC. 1 ‘\ — i — — —— —— —— — = 1 Electrical ratings (voltage,
o o o o o o o o o o s s \~_______________, | T | current, power, frequency)
I Onthe product and
I preferably packaging.
{"'_'.'_"_"_"_'\ g e e \
Information how the product shall | [ critical warnings must be placed on the 1 | ZE S S 4
be stored, and proper disposal of : I product. |
j the product must be provided. ] I Other safety information can be placed on :
S e e : the product or instruction manual. I
Re ted D tati I All warnings and safety information mustbe |
IR, RAET _a i) \ provided in Swedish. I
- Complete Artwork/Label files for product and N e e e e e e e
packaging including Leaflet/Product
description/User manual
- EU Declaration of Conformity (DoC)
pmTTTEmEEEEEmEmEmmm————TN
: Must carry crossed-out wheeled bin (WEEE :
| symbol) |
1 1
————————
P i il N
Main Legislation / Battery labelling: \\

- GPSR (EU) 2023/988 - Crossed-out wheeled bin (WEEE symbol)
- REACH (EG) 1907/2006 - Battery Chemistry

- LVD (EU) 2014/35 - Capacity information

- EMC (EU) 2014/30 - Manufacturer name

- RoHS (EU) 2011/65 - Traceability information (e.g. batch,

- WEEE (EU) 2012/19 serial number)

- Ecodesign Directive (2009/125/EC) (Pending
legislation ESPR (EU) 2024/1781)

\
|
|
|
|
|
|
- Safety information/warnings (when 1
appliable) in Swedish. :
|
|
|
|
|
|
|
1

- CE marking for the battery
Products with batteries:
- Battery Regulation (EU) 2023/1542 For integrated batteries (non-accessible):

- Crossed-out wheel bin and CE mark

must be on the product.

- Other elements can be placed on the

product, on label or documents @

accompanied by the product. U a pote et
~ R4

N -

Products that intentionally transmit and/or
receive radio waves for radiocommunication or
radiodetermination:

- Radio Equipment Directive (RED) 2014/53/EU

o T ———

’




Checklist — Other merchandise

O - ————————— - - P —— - -

( i \ / A * Product must carry batch S A
Information on the product shall I I . I { roduct must carry batc 1 { \
I preferably be given in Swedish. I I Information how the product shall be I I number/traceability system, or another i Textile products must be labelled I
: However, instruction for use, Safety 1 1 store, if applicab|e~ 1 | identifier. 1 | according to Regulation (EU) 1
information and precautions must bein ! \ J If impossible due to size or shape, it | 1007/2011, including correct fiber |
1 P A - 1 1
\ Swedish II I could be placed on packaging orin an : I composition and approved fiber name. :
AT L L T rr ey i
b, accompanyingdocument. s N e
G
@quested Documentation \ APOLIVA HARBORSTE
- Artwork
- Article 33 of REACH Suppliers will Liten“klgssisk utredningsborste som
! ar sk t haret och d
provide appropriate information to 3; Zé%lsigzt”;ih t?,:?t s;r_ som recer
Apoteket if certain products or its R
packaging contain one or more of Area for batchfe.
these SVHCin a concentration 10 % 45 mm)
above 0.1% (weight) per article, as | i R
soon as we become aware of the ! ! ‘
fact. ! !
Candidate List of substances of very ! !
high concern for Authorisation - O O ! !
ECHA (europa.eu) I I
- When deemed necessary, proof of | i
compliance with REACH Annex XIV & : i [‘/
XVII will be requested. That can X :
include submitting test reports to
Kvalitetssakrad av Apoteket AB. [
Q)otekEt. / Kundservice 0771-450 450,
kundservice@apoteket.se ﬁ
Far@ackningen sorteras "
s@m papper. _m
wl Tillverkad for Apoteket AE, I
169156 Soma. ——
www,apgt’:‘sgt se =
S - —
\["\.'; .
R B 7
Main Legislation ) ~
- GPSR (EU) 2023/988 e e
- REACH (EC) 1907/2006 I{ sz many acturers name, posta I
Textile: address (incl. street address), and I
- Textile Labelling Regulation (EU) : eIectrc.mlc address‘. ) | a Ote ket
1007/2011 I If applicable the distributors/EC-rep 'l
« _Nname and address

——————— -


https://echa.europa.eu/en/candidate-list-table
https://echa.europa.eu/en/candidate-list-table
https://echa.europa.eu/en/candidate-list-table
https://echa.europa.eu/en/candidate-list-table
https://echa.europa.eu/en/candidate-list-table
https://echa.europa.eu/sv/authorisation-list
https://echa.europa.eu/sv/substances-restricted-under-reach

Dokumentnamn Sidor

Product Approval Criteria 16 (16)
Ansvarig enhet Galler fr.o.m. Dokumenttyp Ip_formationsklass Dokumentnummer, version
Sortiment 2026-09-09 Rutin Oppen D-7000, 25
Forfattare, namn, enhet Namnteckning Datum

Jennie Lodén

Kvalitet, farmaci och hallbarhet

Godkénd och granskad av, namn, enhet Namnteckning Datum
Asa Knutsson

Kvalitet, farmaci och héllbarhet

Faststélld av, namn, enhet Namnteckning Datum
Louise Skalin

Kvalitet, farmaci och hallbarhet

Changes from last version.

Removed Microplastic Restriction due to legal requirement under REACH.
New section about production information from Validoo.
Food - Energy drinks may contain maximum 32 mg caffeine per 100 ml.

Food supplements -The recommended daily intake of vitamins and minerals must not exceed EFSA’s proposed upper
level. Food supplements in candy form (gummies) that are intended for children or contain substances (e.g. retinol)
where a risk of overdose must have a child proof cap.

SUP labelling requirements for wet wipes, sheet masks, tampons and sanitary towels which contains plastic.
Requirements for electrical and electronic equipment have been updated.

Minor editorial changes.

Reference to Main Legislation for each product classification is update due to new or updated legislations.

¢lapoteket
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