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Product Approval Criteria



Product Criteria Overview

Prerequisites

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

For pharmaceutical drugs, we rely on the Medical Product Agency or the
European Commission approval.

Requirements and documental support needed is stated in checklists.

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

Check list color code

Blue boxes shows the Red boxes shows the
main regulations mandatory
connected to the product documentation to be sent

type in to Apoteket

Phase out

Cyclotetrasiloxane (D4), Cyclopentasiloxane (D5), Cyclohexasiloxane (D6),
Cyclomethicone (mixture), Polysilicone-11. Phased out 2015

Methylchloroisothiazolinone (MCl), Methylisothiazolinone (Ml). 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

Approval

Green boxes with solid line
shows the responsibility of
the supplier

line shows the responsibility
of the supplier and the
responsibility for Apoteket

o -

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

Checklist - Suppliers

e

{ Check that the agreement is

|

signed and uploaded in our :

| supplier portal. )
-
(-______________\
Assess that the stated |
manufacturer is the true :

| manufacturer ]
N -
{,______________\

Verify that certificates are valid 1

(date and product type), verify i

I that certificates in high-risk :

| countries are legit. ]
N -
,__”__.____._.____..\

I Certification or audits in serval 1
| areas lowers the overall risk. Ask I
| for documental evidence if I
I answers are inconclusive. 'I
P
4 N\

Documentation demands
Certificates, own audit plans,
third party audits.

\. J

f 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 )

Manufacturing Country (of physical products)

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

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

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, Cote
d'lvoire, 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

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

Minimum Requirements

General information such as company reports,
information on third party certificates (mandatory
information in the supplier portal).

Third party audit ex GMP, ISO 9001, 13485, 45000,
22000, BRC etc.

Upload certificate.

Third party audit equivalent to SMETA / BSCI / GOTS /
SA8000 / GRI.

Minimum level = improvement needed

Annual third-party audit equivalent to SMETA/ BSCI /
GOTS / SA8000 / GRI.

Minimum level = improvement needed
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Checklist - Cosmetics

rThe function and use must )
be indicated if this is not
clearly apparent from the a Oteke't Tankpé att
\ product’s presentation. ) p - Applicera rikligt med solskyddsmedel
redan innan du gdr ut - en handfull
till hela kroppen.
r 1 - Fér lite solskyddsmeadel ger avsevirt
The quantity of contents séimre skydd.
( icht | ) Content = Dat dr viktigt att applicera ofta,
weight or volume). Lonten specielit om du svettas eller vid bad/
less than 5 g or 5 ml does 50"' handdukstorkning.
- Vistas inte | solen fér ldnge. dven om
\ not need to be stated. ) g arwiinder salskyddsmedal.
- Overdriven scining kan ge hudskador.
O . - Utstitt inte smd barn fér direkt sol.
s \ S h‘ t - Fér att undvika missfargning av taxtil,
Il B;tch number/referenC(eli if 1 oHOoTION smérj in dig | god tid innan du tar pd
the container is too sma = . dig kidder.
| | - -
: for the number to fit, the : MYCKETH OC‘?T SKYDD Ingrediants: Aqua, C12-15A lkyl Berzoate, Diethyla-
H H mino Hydrowyberzoyl Heeyl Berzoate, Ethylheyl
1 information Only _needs to 1 OPA RFYMERAD 200 m, Mathaowy cinnamate, Titanium Diuudde[par!o]. Bis-
\ be on the packaglng. ] . . E‘tl’ylhgylmpl:-enol”e‘thmyphemlTnazlne.
- Gar snabbt in i huden och skyddar Glycerin, Potassium Cetyl Phosphate, Ethylhexyl
t solens skadliaa stralar. Triazone, le.nylﬁ\t?lpam. Pohllsc_b.mene. Hywdrox-
mo g . yethyl AcrylatefSodium Acryloyldimethy| Taurate
Med vardande vitamir E. Copolymer, Sorbitan Stearate, Glyceryl Stearate,
Documentation demands UVA- och UVB-skydd PEC-00 St omm;a.nluemmum?;arf:?.
= OC =5 8 eth-g, Phenomyethanol, Capryl col, Toco-
Artwork (pdf format) My K s pheryl Acetate, Magnesium Aluminum Silicate,
cket vattenresistent. Alumina, Xarthan Gurn, Simathicore,
KeditetssSkrad av Apoteket AR,
Vid friger eller synpunkter
ﬂegislation \ besik Apoteket ellerring Kund-
service (77450 450,
-EC 1223/2009 Férpackningen sorteras
- EU No 655/2013 somplast.

- Recommendation
(2006/647/EC) on sunscreen
products

- Technical document on
cosmetic claims (2017)

- MPAs guidance on proper
barketing )

il Tilverkad i Sverige for
Apoteket AE, 16956 Scina,
WAL apoteket.se.

Biist féire utgdngen av:
Setubens svets.

5 TN N R R R R R R N R R RN RN RN R U R R R RN R R R R ey,

The consumer must be able to understand the purpose of the product and how it must be
used in a safe way. The text (in Swedish) shall be indestructible, easy to read and easy to find.
List of the parts of the label that must be in Swedish:

7/

4

- nominal content

- reference to shelf-life

- precautions for use

\\- function/purpose of the product.

——
N -

\

When applicable, particular
precautions such as
warnings and important
instructions (e.g.,
sunscreen texts).

o e o
{ Dangerous goods

information (ADR —
| Avsdndare)

o ——— -

o ——————— -,

’
U4

4

List of contents

Only needs to be on the
outer packaging.
Substances must be listed
with INCI names in
decreasing weight order
down to 1%. Thereafter, in
any order. The list should
follow the word
"Ingredients".

D

I
|
|
|
|
1
1
|
|
|
|
1
\

\

N -

——— — —————— -y,

1
Name and address to the |

responsible person :

—————— -

[ 4
|
1
|
\

B T ———————

7’ N\
! 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.
~ ’

T L

o ——————
) [ ——————
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https://www.lakemedelsverket.se/en/cosmetics/manufacturing-importing-and-selling-cosmetics/marketing-of-cosmetics
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Checklist - Medical devices

el el e
The product shall be CE marked \I
and have the EU declaration of 1
conformance. Information in 1
text/symbol that the product is a 1
medical device

| S ——,

-——————,

1
/

Sy,

1
1 Information on the product shall 1
| begiven in Swedish 1
L .
[ ——
( 1
I Dangerous goods information 1
| (ADR-Avsédndare) 1
L .
Py ——
‘ )
1 Each product shall have the 1
| necessary information in order to :
| beused in a safe way 1
' /

N ———
W N N NN NN NN NN NN NN NN NN SN Sy,
{ The manufacturers name and )
I address (incl. Street adress), if 1
applicable the distributors/EC-rep 1

\ Nhame and adress

————

( )

Documentation demands
Artwork (pdf format) Declaration
of Conformity

J/
\

(.
Legislation
- LVFS 2003:11
- MDR 2017/745, IVDR 2017/746

- Lakemedelslag (1992:859)

e
—

Storiekar pd
plistren

~

N~

25w T2 mm

S Seen Tor-
packninmens
andra kortsida

&l apoteket
WATERPROOF

20st

VATTENTATT PLASTER
3-QLIKA STORLEKAR

i AIR Health Solution AG

Victor-vor- Bruns-Strasse 28

8212 NEUHAUSEN, SWITZERLAND

Distr. Apoteket AR, Dalvagen 12, 169 56 Solna

O

o

WATERPROOF

VATTENTATT PLASTER

Wattentatt pléster med sjalvhaftande skyddsfilm.
Lampar sig extra val for dusch, bad och handtvatt.
Innehaller 20 plaster i 2 olika storlekar.

Bruksanvisning: Rengtr saret noggrantvid behov,
Applicera plastret pd torr hud. Korn Ihag att byta plaster
n4r det harblivit blatt eller smutsigt. _—

Birarmaterial: Transparent polyuratan.

Hiftmassa: Transparent hypoallergenisk polyacrylat.
Sardyna: Polypropen.

torrt | rumsternperatur. Kvalitetssdkrad av Apoteks

and dig til oss om du Inte 4rndjd med produkten, Har
du frigor eller synpunkter bestk Apoteket narmast dig
(sewww.apotaket.se) eller ring Kundservice 077 +450 450.

Forpackningen sorteras som papper. 0'.1
=]

]

Sy,

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

and information about the

J
If applicable the word "sterile"
sterilization method

[ ——
{ A leaflet (with date) shall be 1
included (not mandatory for 1

j classl, class lla) 1
/

-

1
|
|
1

.y

1
I Wherever possible use symbols I
I according to ISO 15223) 1
1 1
[ ———

{---------------

: Information about any warnings

\

1
1
1
J

.y

1

{ If applicable information how 1
the product shall be stored / 1
handled 1

4

o ————— -
-y

1

{ Information if the product is 1
one-time-use (shown as a 1
crossed over 2) 1

4

N ————— -
-y

product is safe to use (usually
i the time glass symbol)

N ————— -
ey

{ Information about how long the }
1
1

A lot symbol and the lot 1
| identification 1

o ————— -
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Checklist - Food

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

o

Name of product, net Mandatory nutrient |, Information about |

weight/volume/units declaration per 100 I durability and batch i
g or 100 ml. I information.

€l apoteket

CASHEW MED
CHOKLADSMAK

GOTT SOM MELLANMAL

Innehdll per100g
Energi 23k (21%7)
P T L L L LTS 533 keal (27%7)
1 Fett 40g
|l Mandatory food information 1 -varavmattat fett | 229
| shall be placed on a clear visible | ﬂmr?::omm ESEQB%‘J
I position on the package or label | Fiber 19
|‘ and be in Swedish. 'I ::lleln 3199(42!&)
L D ——_ — =
(e Energi 1340k (16%°)
I Information about specific : Fett ;i‘;kralﬁﬂ}
I conditions for storage. - varavmattat fett |13g
— Kolnydrat 78 WV LAG SOCKERHALT
- varav sockerarter | 15g (2%") -
pmm————————————— R e W/ PROTEINKALLA
1 rotein 13g(26%
: Name of the food | e o WV HOGT FIBERINNEHALL
[ ———————— “Referensintag for en genomsnittlig
wuxen (8400 kJ/ 2000 keal).
Documentation demands
Artwork (in Swedish)
EU organic certification and f’:‘mmwm
“ ” o otar:
non QMO certificate (for 60gram
organic prOdUCtS) ) Innehdller sétningsmedel.
Innehdller en k3113 till

Legislation
-EG 1169/2011
- EG 1924/2006
- EG 1333/2008
- EG 178/2002
- EG 1881/2006
-EG 2018/84

( Allergen substances must be
highlighted in ingredient list,
| preferably in bold text
o
CASHEW MED
CHOKLADSMAK

Ingredienser: Cashewndtter,
ohardat vegetabiliskt.fert (palm-
kamolla, palmelja, sheaolja), fiber
(polydextrose), mjdlkprotein-
koncentrat, fettreducerad kakao
(8,5%), skummjBlkspulver,
emulgeringsmedel (sojalecithin),
sotningsmedel (aspartam,
acesulfam K}, naturliga aromer,
ytbehandlingsmedel (akacia-
gummi, glukos, shellack).

Kan innehalla spar av andra natter
inklusive jordnét.

Kvalitetssikrad av Apoteket AB.
Vid frégor eller synpunkter
besdk Apoteket eller ring Kund-
service 0711-450 450.
Farpackningen sorteras som
plast.

il Tillverkad far Apoteket AB,
16956 Solna, www.apoteket.se.

Al

7 3132727111620

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

Packages shall have a text size
of 2 1.2 mm, package with a
area of less than 80 cm?2 shall
have a text size of 2 0.9 mm.

ga——

Organic products shall have the
European Union organic logo

The mandatory nutrition declaration
shall contain information regarding
energy content, fat, saturated fat,
carbohydrates, sugar, protein (fibre)
and salt.

~\

J

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

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

. J
(—--_--_--_--_--_‘

I Name and adress of the food }
1 business operator and if needed 1
I country of origin 1

———————— -

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.

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.

€lapoteket
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Presentatör
Presentationsanteckningar
Enligt Artikel 35.1 i Förordning (EU) 2018/848 Om ekologisk produktion och märkning av ekologiska produkter


In line with regulation (EU) 2018/848 of the European Parliament and of the Council of 30 May 2018 we are obliged to verify the certificates of all our suppliers of ecological products. In particular the request for this control refers to article 25 p6. Please enclose latest and valid certificates for ECO as well as a “non GMO” certificate.



Checklist - Food supplements

.

‘ 4 . N
{ Allergen substances must be 1 No claims that suggests that a Health claims that are used are either approved by EU or botanical claims that
highlighted in the ingredient list, | well-balanced food intake isn't have been put on hold pending for the Commission and Member States final
1 preferably in bold text 1 enough consideration. The food business operator must be able to provide scientific
e e e e e e Y o 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
If sweetener is added this must X " . "
. . . . acceptable to rephrase the approved claim from "Substance x contributes to..." to
be informed on the same side as Weight/volume/units " - "
“ : " Product y contributes to...".
Kosttillskott
\ J \ J

\

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

————————————— -

(" Information about that the )
product is a food supplement :
preferably on the front side 1

\ (kosttillskott) J

AN N N NS NS N NS R

( Documentation demands
Artwork (in Swedish)

EU organic certification and
“non GMO” certificate (for
organic products)

\.

.

& apoteket

FORMULA

KOSTTILLSKOTT

KALCIUM
CITRAT +D3

@

250 mg kalcium,
2,5 pg vitamin D3

Kalcium behdvs for att bibehalla en normal benstomme och normalatander samt
Bidrar till nermal muskelfunktien, Vitamin D bidrar till normalt Upptag/utnyttjande
av kalcium,

Rekommenderad daglig dos fér vuxna: u;hlett 1=4 ganger i samband med maltid.
Sviljes hel med ett glas vatten, kan &ven delas eller krossas. Overskrid inte den
angivna rekommenderade dagliga dosen. Kosttillskott ersatter inte en varierad
kost utan bar kombineras med en mangsidig och varierad kost samt en halsosam
livsstil. Forvaras oatkomligt for sma barn. Forvaras torrt | rumstemperatur.

Innehil Ttablett
Kalcium

250 mg 3% 1000 mg
Vitamin D3 2,510 50% 10po

BENSTOMME

MUSKELEUNKTION

TANDER

120 TABLETTER

*DRI=Dagliat referensintag,

Ingredienser: Trikalciumcitrat, fértjockningsmedel (mikrokristallin cellulosa,
gummi arabicum, hydroxypropylmetyleellulosa), stabiliseringsmedel (magnesium-
salter av fettsyror), fargamne (titandioxid), klumpférebyggande medel (kiseldioxid,
talk), geleringsmedel (glycerol), kolecalciferol (vitamin D3),

BMChrummer:
st fore uiglngen av:

Kvalitetssakrad av Apoteket AB, Vid fragor eller synpunkter bestk Apoteket eller
ring Kundservice 0771-450 450, Férpackningen sorteras som plast,

wl Tillverkad for Apoteket AB; 169 56 Solna, www.apoteket.se.

/" Legislation N\
- EG 1169/2011
- EG 1170/2009
- EG 178/2002

- EG 1924/2006
- LIVSFS 2003:9

-EG 2018/84

the presentation of the
product that can be
interpreted as an unspecific
health claim and must follow
with a specific health or

flllustrations, pictures, words in }

\nutrient claim.

( N

Information about durability
and batch ID

\ S

é N

Warning about not to exceed
the recommended dose

\ J
(" Food supplements should not )
be used as an alternative to well

balanced food intake and a
| healthy lifestyle y

-y

| nformation about specific
I conditions for storage.

11
i1
i1
i1
i1
i1
i1
i1
i1
i1
i1
i1
i1
i1
"ﬁ-—

- -

I Information about durability
I and batch information.

- — -

f
|
|
|
|
|
|
|
|
|
|
|
|
|
L}

{---------------

I Name and adress of the food
I business operator

- -———

The amount of each declared
substance and the reference
intake must be declared as DRI
(Dagligt Referensintag) with an
explanation of the
abbreviation in the labeling.

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

\

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

€lapoteket
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Checklist - Feminine care

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

iy

| Theintended use and
| instructions (in Swedish)

S —

4 A
Information about any warnings

\ S

7

The quantity (weight or volume)

at the time the product was
packed.

\

Documentation demands
Artwork

7
Legislation
-2001/95/EG

| - Regulation (EU) 2020/2151

ﬂackaging of wet wipes,

sanitary towels (pads) and
tampons and tampon
applicators, with the surface
area of 10 cm2 or more, shall
bear the following printed
OLIVAS TAMPONGER-GER marking. The marking should be
i T EFFEKTIVT OCH SAKERT i i
SKYDD GENOM ALLA ETEG | / ® pI?ced and S|zed.|n accordance
MENSCYKELN, DET LENA O ]VG with the Regulation (EU)
YTSKIKTET MED RUNDAD : 2020/2151
TOPP GOR TAMPONGEN LATT
ATT FORA IN, SAMT BIDRAR
TILL ATT DEN INTE LUDDAR.

TIPS!
BOJ TAMPONGEN OCH

Ry

7W313272"144079
Name and address of the
I manufacturer

A\ NN N

o
E
=]
e c.“‘.'!
; il ! = cg
-/ WRID UPP PLASTEN. g : gm
M ne
s! Bifogad folder innehaller : TA M p O N G cz_« -‘E"m.
Jiktig information om anvand- | £, YDUK Y a g
oL e D] : NORMAL S8 6% PRODUKTEN INNEHALLER PLAST
allvarlig sjukdom. : zeYed
Lds och spara foldern. T ae e
el . \
NEr o
5 =3 . I
gg"o‘- 50 Mater!al specification, Edana
e w D compliance
PARFYMFRI. EJ KLORBLEKT. = L )
LENT YTSKIKT. LUDDAR EJ. i g—Jx =
S22
BEEE
s
£ |

Www.apoteket.se

Innehall:

€lapoteket
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-

-
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Checklist - Personal safety

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

.y

The intended use and
instructions (in Swedish)

(
|
|
)

N o

N —— -

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

L J

” N

Documentation demands
Artwork, test type certificate
\ J

é )

Legislation
-EU 2016/425
- AF$ 1997 07
-EN352:2

- EN 14683:2019+AC:2019 )

)

ONE
SIZE

€l apoteket
Oronproppar

SKYDDAR EXTRA BRA
MOT STORANDE LIUD

Spar

Extra hég-

dampande

Hﬁgdém pande éronpropp for de flesta hérselgingar. Utestinger stérande
gu vid tex sémn och studier. One size &-11mm.
'm hudirritation finns i horsel-gdngen, kontakta likare fére anvindning.

2.7a darefter motsatta hanger@ver
| hevudet acn rata utBrselgingen
@enom atherd Brat uppdtutit

| act nekfirgret tll e sral cllinger,

\ Instruktiones
[e, 1. Fulls proppen mellan Lummen

3.53t1 sedan med en Bt vridning in 4. Hillkvar med et finger ol proppen

e nopr llade sraalh propemcylrden | B e at der epanerat it
i harselgingen, Den kandde toppen Ratt insatt sxall proppen inte sticka ut
w skallvara Hogat W1 harselgngen. L g
Fel insatbpfopn ger sdmre Juddimening.
Kontodera shitfigen att proppen gampar utan Bickage. Om inte, prova med annan storek.

P ant undvika skador gd trumbionan, dra Bngsamt och wrid samticigt lite 145 ut Srenproppen
ur respektive hirselgdng Amvind propeama under hela den tid sorn du &r utsatt for skaolgr bulles.

Varning| Férvaras odtkomligt fir smi bam. Kwdvningsrisk foreligger om proppen fastariliftstrupen.

Nar Gronproppama inte anvands. forvara dem rent och torrt,
O instruktionerna inte fals, kan skyddet och funktionen farsde¥as avsevirt.
Vissa kermikalier kan pdverka denna progukt.

Testad och godkand enligh T 352=2.2007,
WSPEC International Lid. (Anmik grgan nr: 6194}
5 Leske Hough Way, Salford, Greater Manchester, M6 64

Darnpdata

Frekvens Hz 63| 75| 250 500 | 1000 | 2000 2000 | oce

Medelvirge di 27.2)50,4)335[304| 308[ 354 260 247 c e-\ns)

Standardawikelse dB S1[ 55 ws[ 4] 1] 35[ 48] 48

Forvantad skyodseffekt o3 (APV] | 221|249 76.0[30.0] 305) 315[ 421) 393 ﬂalmmm
11881 Stockholm.

H:34dE M:31dE  L:28dE SNR:34dB

Kvalitetssakrad av Apoteket AB. Vand dig till oss om du inte ar ndjd med produkten.
Har du fragor eller synpunkter besck Apoteket narmast dig (se www.apoteket.se)
eller ring Kundservice 0771-450 450.

Propparna och férpackningen sorteras som plast.

?! I |

13272 7071993

- ———
I{ The product shall be CE marked

I and have the EU declaration of

| conformance

N -

|
|
|
1

.y

Information about any warnings

o —

N

N —— -

.y

Test certificate

o —

N -

-

Performance data

.y

Name and address of the
manufacturer

- —

N -

-

€lapoteket
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Checklist - Chemicals

SNy,

[ The text shall consist of ) — .
I indelible, easily legible and :
: visible lettering on a contrasting I
\_bictgftf'i Y | Handdesinfektion anvands med fér-
@ apoteket del pa resor, efter toalettbesdk, innan
o e . maéltider och under farkylningstider.
. . Bruksanvisning: Gnid in ca 3 ml noggrant och I3t
[ The nominal quantity of the \I handerna lufttorka. For basta effekt, tvatta hand-
1 substance or mixture in the Hand_ ema med tval och torka dem fére anvandning.
1 . [} Handdesinfektion bidrar till en forbattrad hygien pa
I package made available to the 1 d . f k . resor, efter toalettbesdk, innan méltder och under
\ general public‘ ] es'n e t'on Ifdrkyl:ilngstrdeEr.:an ‘a:\,v.!l;(:as p.!g)h:rn flﬂln 13r.
————————————— - Ingredienser: Ethanol (700g/1000g), Aqua, Isopro-
BAKTERIED O DANDE panol (60g/1000g), Glycerin, t-Butanol, Acrylates-
o 1C10-30 Alkyl Acrylate Crosspolymer, Triethanclamine.
{" ‘\ o Godkand enligt EN 1500,
| ATERFUKTANDE 150 ml Mycket brandfarlig vitska och dnga. Forvaras
1 Name and address of the I Varken klibbar eller doftar odtkomligt @ barn. Fr ¢] fortdras. Vid kontakt med
. dgonen, skdl] med [jummet vatten. Fonaras i rurms-
I manufacturer 1 efter avdunstning. temperatur ival forsiuten originalférpackning. Undvik
| 7 E kontakt med textilier. Vid brandslackning arvand E
N ———————— — - — - pulver, koldioxid eller vatten| stora mangder. -
- o Innehaller 70 wiw % denaturerad etanol. C
4 . A Yok Kvalitetssdkrad av Apoteket AR, Kundservice
Docu mentatlon dema ndS 0771-450 450. Férpackningen sorteras som plast.
Artwork, 1wl Tillverkad fr Apoteket AB,
. . 16956 Solna, www.apoteket.se.
[ MSDS (in Swedish) ) IPITITTIIIIIIIILIIIILII A 835 1o atgingen v Sekod.
THTITITIIFIreiirerisriesisd
VLTI LT
[/
~ R // @
Legislation ‘|II|I|III|||”””|”|| ||
- EC 1272/2008 CLP Regulation kmu\ 71513272007 7476
- EU 2020/878 S
45 mm 45 mm
\ S e N
o o e e
{ b ds inf . ‘I { For certain products tactile warning |
: Aagserzusﬂgo(;) s information I I labels and child-resistant fastenings :
1 ( — Avsandare) 1 j are mandatory (CLP Annex Il). 1
4

o ——————— -

N ————— -

Sy

| Theintended use and
I instructions

-

S TR TR NN N ———
The identity of up to four
substances in the mixture
primarily responsible for the
product’s major health hazards.
(CLP art 18).

| S ———

\

- ——

| T

% TN WED WL WD WD D N ———
{ Hazard statements, appropriate
precautionary statements and
: supplemental information as
| special precautions and
| warnings (when applicable).

”

| T

P —————
Il The product must, when

| applicable, be labeled with

| hazard pictograms and signal

I words in accordance with

I article 17 in CLP.

I e ——

-—— -

iy,

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

4

o ——————— -

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

Checklist - Biocides

[y ——

{ Information on possible direct or indirect 1
adverse side effects and directions for first
aid.

A N NN SN RSN NS SN SN NS S RSN S S S

on ——
-—— -

5 T -y,

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

™

(U ————
“The authorization number allocated to the
biocidal product by the competent authority 1
or the Commission (not applicable for |
_review program substances). I

|
|
|
i
\
(4
|
|
|
\

-—— -

N ——

{ The identity of every active substance and

I its concentration in metric units must be
declared.

N g

6ocumentation demands \

Artwork, MSDS (in Swedish)

-————

\

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,
anex 2 and MSDS (in Swedish).

fLegisIation )
-BPR - EU 528/2012
- EU 1062/2014

- CLP - EG 1272/2008
- KIFS 2008:3

\- EU 2020/878 )

R R S S R R SN SN N R R S S N R S S S R R S SN N R R S S N R R S S N R R S S R S R Sy,

/
I 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.

A S N RN N BN SN BN BN SN BN SN NN SN SN B SN BN NN SN B SN SN NN SN BN SN SN NN SN SN SN SN NN SN BN N SN NN SN SN N SN SN BN SN S SN S S

|
|
J

-y

|, If the product comes with a
|
|

-——

leaflet the text “Las medféljande
anvisning” must be on the label. |

i —

T T T ———
Type of formulation. For

I example, liquid, gel, spray or

| solid stick.

A ———— -

-

'——————————————-.

Information of specific
environmental hazard.

—-———

|
|
|
| P ———_

Sy

1
I Dangerous goods information i
I (ADR - Avsandare) :
1

L N ———

(mommmm———————o

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

1

|

|

]

S T ——————
Area of use must be declared
following the text: “All annan
anvandning ar otillaten om den
inte sarskilt tillatits” (not

applicable for review program
substances). p;

D T ——

o ———
"

Sy

Batch number or and the
expiry date relevant to normal
] conditions of storage.

N ————————— -

——

N\

Sy

I Name and address of the i
: authorization holder. :

L N ——

€lapoteket
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Checklist — Child use and care articles

- - P

- ———— - —
1 . . ) )} I Soothers for babies and young \
Information on the product shall | ( If applicable information how A lot symbol and the lot 1 I children should ly saf 1
identification children should comply safety 1
be given in Swedish 1 the product shall be stored / 1 1 1 1 . )
\ ’ Y handled 1 - | requirements and test methods in 1
| - 7 1 EN 1400:2013+A2:2018. 1
I A Declaration of Compliance (DoC) is 1
’———————————————sl l\ necessary. II
O S N S S N S S
: Information about any warnings : P LS
‘._______________l ‘ Soother holders should comply ‘I
I safety requirements and test 1
I methods in EN 12586:2007+A1:2011. |
’______________‘\ 1 A Declaration of Compliance (DoC)is I
The manufacturers name and I 1 hecessary. 1
| address (incl. Street adress), if 1 (] ‘\________________,’
I applicable the distributors/EC-rep | ]
I name and adress o p N
[ —————— ( ) I Drinking equipment (feeding teats) 1
= : for babies and young children 1
1 should comply safety requirements |
| and test methods in EN :
Documentation demands ; : 14350:2020+A1:2023. 1
Artwork | i A Declaration of Compliance (DoC) 1
Leaflet/Product description (if : \~'5 necessary. ,’
exists) mEmmmmmmmmmm———
Declaration of Conformity (DoC) | Rttt bt bbbl bbb
Declaration of Compliance (DoC) j ‘| ‘ Materials and articles that are in 1
\ ) | | contact with food must comply 1
3 . | with food contact material :
1 legislation EU Regulation 1
I 1935/2004 1
( \ I A Declaration of Compliance (DoC) 1
: is necessary for food contact 1
Legislation \ materials "
- EU Directive 2009/48 Toys N e e e e
- EU Regulation 1935/2004
- EN 1400:2013+A2:2018 P
- EN 14350:2020+A1:2023 { 1
_EN 12586:2007+A1:2011 j Toys shall be CE marked by the 1
| manufacturer. 1
\ ) I  ECDeclaration of Conformity (DoC ) is 1
I mandatory :
: Shall have a traceability label, which 1
| canbe linked to the DoC. 1 a O e e
\ J

L R ————_

Vi gér det enklare att mé bra



Checklist — Electronic equipment

Information on the product shall
be given in Swedish

(
|
|
\

———

P e e

The manufacturers name and
address (incl. Street address),

if applicable the distributors/EC-
rep name and adress

O ——

-

r

Documentation demands
Artwork

Leaflet/Product description
Declaration of Conformity (DoC)

\_

~N

J

r

Legislation RoHS
- EU Directive 2011/65

.

~

S -, N NN NN NN NN NN NN S N M Sy
P ————
Shall be CE marked by the

Information how the product A lot symbol and the lot

Information about any warnings shall be stored / handled

————

| Jpp——

EC Declaration of Conformity
(DoC ) is mandatory

Shall have a traceability label,
which can be linked to the DoC.

L r 2
L r 2
| Jpp———

o ——————— -

e -

[ ———

Sy,

N e e e e e e

———————— -

€lapoteket
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Presentatör
Presentationsanteckningar
Elektronik (Elektroniska varor)
Ladda upp bevis för att produkten är CE märkt.
Ladda upp Declaration of Conformity (DoC) att artikeln följer RoHS-direktivet (2011/65/EU) 



Checklist — Other merchandise

R S S S Sy

Information on the product shall be
given in Swedish

N ——— -

1
1
1
\

OO ——————————— -

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

A ————————— -

Article 33 of REACH, Suppliers will
provide appropriate information to
Apoteket if certain products or its
packaging contain one or more of
these SVHCin a concentration above
0.1% (weight) per article, as soon as
we become aware of the fact.
Candidate List of substances of
very high concern for
Authorisation - ECHA (europa.eu)

Legislation

- REACH 1907/2006

Product requirements

The product must not contain
any substances from Annex
XIV & XVII

/Documentation demands \

o J
~

- J

N

\—-—-—

{---------------

Information about any warnings

- - -

Sy

1
1 Information how the product 1
1 shall be stored / handled :
4

N ———— -

.y

| Alot symbol and the lot
| identification
\

o ————— -

N o -

€l apoteket
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https://echa.europa.eu/candidate-list-table
https://echa.europa.eu/candidate-list-table

&l apoteket

Ansvarig enhet Galler fr.o.m.

Sortiment 2023-11-02

Forfattare, namn, enhet

Asa Knutsson, Kvalitet & Farmaci

Godkéand och granskad av, namn, enhet

Faststalld av, namn, enhet

Louise Skalin, Kvalitet & Farmaci

Changes from last version.

Dokumentnamn

Product Approval Criteria

Dokumenttyp Informationsklass
Rutin Oppen
Namnteckning

Namnteckning

Namnteckning

Sidor
12 (12)
Dokumentnummer, version

D-7000, 22.0

Datum
Datum

Datum
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