— Import Controlled Drugs Authorization - New

FORMULAR TIL ANS@GNING OM IMPORT CERTIFIKATER

General Information

Type of Permit

General Notes

Type of permit: Altid Single.

General

single

Notes

General Notes: Re-export veelges hvis det
euforiserende stof eksporteres samme ar.

Required

Domestic use veelges hvis det euforiserende stof
forbruges i DK eller fgrst skal eksporteres naeste

Importer Details

Establishment NDSWEB DKMA ADMIN

Address
City
Zip Code

Qo
a

Importer Details: Viser detaljer om importgr
(virksomhedsoplysninger som er tilknyttet
NDSWEB bruger).

Exporter Details

Country

Country

Exporter Details, Country: Vaelg land som det

Required

Establishment

euforiserende stof importeres fra.

Establishment

Exporter Details, Establishment: Vaelg
virksomhed som det euforiserende stof

Required

importeres fra.

Substance/Preparation Details
Subst/Prep. Mame

EAN Code Preparation Type No of Units

No data

+# Favorites +

Requested Qty Approved Qty

Endorsed Qty UOM

Substance/Preparation Details: Vaelg preparation
(fx legemiddel, tilberedning m.v.) eller substance
(fx ravarer, analyse standard m.v.) som skal
eksporteres. Se slide 2 for detaljer.

Attachments

Authorization Attachments

File Mame

File Size (Kb)

Mo data

Attachments: Her vedhaftes relevante bilag til
importansggningen

[ Please attach a file

Comments

User Comments

Comments: Angiv yderligere information efter
behov.

Ultimate Consignee

Country
Country
Establishment

Establishment

@ k

Ultimate Consignee: Angiv anden
leveringsadresse hvis relevant. _

Save as Draft: Udkast kan gemmes og kan
genfindes i menuen ”"Import/Export Status”

| Submit Request: Ansggning om import sendes til
LMST (kraever NDSWEB brugerrolle Manager).

Close




Udfyldelse af Substance/Preparation felt:

Substance/Preparation content

Subst/Prep. Name

Subst/Prep. Name:
I Substance Angiv navn pa preparation (laegemiddel, tilberedninger) eller substance -
Required (rdvarer, analyse standarder) som skal importeres.
EAN Code Preparation Type
Mo of Units oM
Requested Qty

Requested Qty:
0 For preparations (lsegemidler, tilberedninger) angives antal pakninger. %
For substanser (ravarer, analyser standarder) angives maengde i gram.

T T T TITCEYTT T

Requested Qty must be g

Cancel

I Bupr;orphine (X
3-0-Methyl-Buprenorphine 7611746964533 0 g
Buprenorphine 7611746017004 0 g
Buprenorphine 2 mg tablet 7 tablet
Buprenorphine 2 mg tablet 25 tablet
Buprenorphine 5 meg/h transdermal patch 4 medicated

plaster
Buprenorphine 5 mog/h transdermal patch 12  medicated
plaster
Buprenorphine 8 mg sublingual tablet 7 tablet
Name:

Preparations navngives som Laegemiddelnavn (eller indholdsstof) efterfulgt af styrke og volumen (nar relevant),
Eksempelvis Buprenorphine 2 mg//Ritalin UNO 10 mg//Midazolam 1 mg/ml, 1 ml.

Substanses er navngivet pa engelsk. Internationalt regulerede stoffer fglger angivelse hos INCB og nationalt
regulerede stoffer er angivet som pa bekendtggrelse om euforisernede stoffer. OBS Substances vil ikke have en
preparations type tilknyttet og UOM vil altid veere gram.

EAN Code:
Anvendes ikke

Preparation Type:
Her angives leegemiddelformen.
Eksempelvis tablet, sublingual tablet, transdermal patch, oral solution, solution for injection osv.

No of Units:
Her angives pakningsstgrrelsen.

UOM (Unit of Measurement):

UOM angiver maleenheden for substanser og preparations. For substanser er UOM altid gram. For preparations
vil UOM afheaenge af preparation type.

Eksempelvis kan UOM for prep-type ”Solution for Injection” veere vial eller ampul.




EKSEMPEL PA ANS@GNING OM IMPORT-1
(Import af et enkelt euforiserende stof fra Sverige til brug i Danmark i indevaerende kalender dar.
Husk at Attachments, Comments og Ultimate Consignee kun udfyldes ved behov).

General Information

Type of Permit General Notes

single o - For Domestic Use [ I

Importer Details

Establishment NODSWEB DKMA ADMIN
Address Axel Heides Gade 1
City Copenhagen
Zip Cods 2300
Country
SWEDEN Qo -

Establishment

Tamro AB a -
Address Prismavéagen &
City Kungens Kurva
Zip Code 14175

Substance/Preparation Details * Favorites +

Subst/Prep. Name EAN Code Preparation Type Mo of Units Requested Qty Approved Qty Endorsed Oty UOM

1. Morfin 20 mg/ml, 1 ml solution for injection 10 10 0 0 ampoules v

Attachments
Authorization Attachments
File Mame File Size (Kb)
Info om morfin injektionsvaeske.docx 38 (]

l Please attach a file ]

Comments

User Comments

Ultimate Consignee

Country
Country
Establishment

Establishment




EKSEMPEL PA ANS@GNING OM IMPORT-2
(Import af flere euforiserende stof fra Holland til videre re-export fra Danmark i indevaerende
kalender ar. Husk at Attachments, Comments og Ultimate Consignee kun udfyldes ved behov).

General Information

Type of Permit General Notes

single [ For Re-sxport Qo -

Importer Details

Establishment NDSWEB DKMAADMIN

Address Axel Heides Gade 1

City Copenhagen

Zip Cods 2300

Exporter Details

Country

METHERLANDS Qo -

Establishment

Le Vet BV Qo -
Address Wilgenweg 7
City Cudewater
Zip Code 34TV
Substance/Preparation Details + Favorites +
Subst/Prep. Name EAN Code Preparation Type Mo of Units Requested Qty Approved Qty Endorsed Qty UOM
1. Phenoleptil 100 mg tablet 100 50 0 0 tablet V|
2. Methylphenidate 18 mg prolonged-release t... 30 80 0 0 tablet V|
3. Morfin 20 mg/ml, 1 ml solution for injection 0 ampoules VN
Authorization Attachments
File Mame File Size (Kh)
No data

l Please attach a file ]

Comments

User Comments

Forventes re-gxporteret i 3. kvartal af indeveerende ar.

Ultimate Consignee

Country
Country -

Establishment

Establishment -

Submit Request Close



ORDLISTE TIL NDS Web

1. Authorization = Certifikat

2. Authorization Number = Certifikathnummer (fx IMP/DK/1234/2021 eller EXP/DK/1234/2021)

3. CA=Competent Authority (myndighed som har udstedt certifikat

4. Draft = Udkast

5. Endorsement = Aktuel maengde der er benyttet og som efterregistreres

6. Foreign Establishment = Virksomhed (fx en kunde eller leverandgr af euforiserende stoffer)

7. For Domestic Use = Euforiserende stof benyttes i DK

8. For Re-export = Euforiserende stof re-exporteres i indevaerende ar

9. NDS = National Drug Control System

10. Request = Ansggning

11. Preparation = Tilberedning med et euforiserende stof (fx et laagemiddel som har en fast maengde euforiserende
stof i en bestemt pakningsstgrrelse)

12. Package Size = Pakningsstgrrelse (fx antal tabletter i en leegemiddelpakning)

13. Request id = Identifikationsnummer som tilhgrer den elektroniske ansggning

14. Substance = Euforiserende stof (kan bade vaere med eller uden tilhgrende salt)

15. Status = Draft (ansggning i udkast), Requested (ansggning sendt til LMST, ikke under behandling endnu), In
Review (ansggning under behandling i LMST), Approved (ansggning godkendt af LMST), Cancelled (ansggning
annulleret af LMST)

16. Ultimate Consignee = Endelig leveringsadresse i Danmark

17. UOM = Unit of measurement (UOM angiver maleenheden for substanser og preparations. For substanser er
UOM altid gram. For preparations vil UOM afhaenge af preparation type)

18. UNODC = United Nations Office of Drug and Crime

AEndringslog

Dato Version Zndring (+ evt. henvisning)

2021-12-14 01 Ny




