Lyfjastofnun
Icelandic Medicines Agency

Manufacturer‘s authorisation no. 038 /Pharmarctica ehf.

Framleidsluleyfi / Manufacturer’s Authorisation

1. Numer leyfis / Authorisation No.

2. Handhafi framleidsluleyfis / Name of
authorisation holder.

3. Framleidslustadir / Addresses of

manufacturing sites.

4. Logheimili handhafa framleidsluleyfis /
Legally registered address of authorisation
holder.

5. Umfang leyfis og lyfjaform / Scope of
authorisation and dosage forms

6. Lagagrundvollur leyfis / Legal basis for
authorisation.

7. Abyrgur f.h. Lyfjastofnunar / Responsible
officer of IMA.

8. Undirskrift / Signature

9. Gildir fra: / Valid from:
Gildir til: / Valid until:

10. Vidaukar / Annexes attached

038

Pharmarctica ehf

Lundsbraut 2
610 Grenivik
Iceland

Pharmarctica ehf.
Lundsbraut 2
610 Grenivik
Iceland

Vidauki 1 0og 2/ Annex 1 and 2
23. gr. Lyfjalaga, nr. 100/2020 / The Medicinal

Products Act No 100/2020, Art. 23.

Andrea Porhallsdottir

)

J K’“R‘*’“ /j\\

23. april 2025/ 23 April 2025
05. desember 2026 / 05 December 2026

Digitally signed by Andrea
bérhallsdottir
Date: 2025.04.23 15:09:26 Z

Vidaukar 1, 2, 509 6/Annex 1,2,5and 6

Saekja verdur um heimild til Lyfjastofnunar fyrirhugi leyfishafi breytingar & atrioum sem liggja til
grundvallar leyfisveitingunni, samanber 5. og 8. gr. reglugerdar nr. 893/2004. / Any changes to
the terms for this authorisation must be applied for according to art. 5 and 8 of regulation No.

893/2004.

Kemur i stad leyfis fra 01. jali 2024 / Replaces license issued 01 July 2024.

Postfang/Address: Vinlandsleid 14 | 113 Reykjavik | Iceland | Simi /Tel. +354 520 2100 | Fax +354 561 2170
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? Lyfjastofnun
ieaiandic Mediclnas;Agancy Manufacturer's authorisation no. 038 /Pharmarctica ehf.

UMFANG LEYFIS / SCOPE OF AUTHORISATION VIDAUKI 1/ANNEX 1

Framleioslustadur / Name and address of the site:
Pharmarctica ehf., Lundsbraut 2, 610 Grenivik, Iceland.

Lyf fyrir menn / Human Medicinal Products
Lyf fyrir dyr / Veterinary Medicinal Products

Leyfoar framleidsluadgerdir / Authorised Operations

Framleidsluadgerdir (samkvaemt hluta 1) / Manufacturing Operation (according to part 1)

Hluti 1 — Framleidsluadgerdir / Part 1 — Manufacturing Operations

1.2

Lyf, ekki saefd / Non-sterile products

1.2.1 Lyf, ekki saefd (listi yfir lyfjaform) / Non-sterile products (list of dosage forms)

1.2.1.1 Horo hylki / Capsules, hard shell

1.2.1.5 Vokvar til ttvortis notkunar / Liquids for external use
1.2.1.6 Vokvar til inntdku / Liquids for internal use

1.2.1.11 Krem og smyrsl / Semi-solids

1.2.1.12 Stilar / Suppositories

1.2.1.13 Toflur / Tablets

1.5

Pokkun / Packaging

1.5.1 Pokkun iinnri umbudir / Primary packaging

1.5.1.1 HOo6rd hylki / Capsules, hard shell

1.5.1.5 Vokvar til ttvortis notkunar / Liquids for external use
1.5.1.6 Vokvar til inntdku / Liquids for internal use

1.5.1.11 Krem og smyrsl / Semi-solids

1.5.1.12 Stilar / Suppositories

1.5.1.13 Toflur / Tablets

1.5.2 Pokkun i ytri umbudir / Secondary packaging

Takmarkanir eda utskyringar tengdar framleidsluadgerdum / Any restrictions or
clarifying remarks related to these Manufacturing operations:

Leyfi Pharmarctica ehf. til framleidslu lyfja skv. lid 1.2 i vidauka 1 neer einungis til
forskriftarlyfja leekna. Oll forskriftarlyf Pharmarctica ehf. eru lyfsedilsskyld. / Pharmarctica
ehf. license in point 1.2 in annex 1 is restricted to magistral formula products. All Pharmarctica
ehf. magistral formula products are prescription medicines.

Postfang/Address: Vinlandsleid 14 | 113 Reykjavik | Iceland | Simi /Tel. +354 520 2100 | Fax +354 561 2170
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? Lyfjastofnun
ieaiandic Mediclnas;Agancy Manufacturer's authorisation no. 038 /Pharmarctica ehf.

UMFANG LEYFIS / SCOPE OF AUTHORISATION VIDAUKI 2 / ANNEX 2

Framleidslustadur / Name and address of the site:
Pharmarctica ehf., Lundsbraut 2, 610 Grenivik, Iceland.

Rannsdknarlyf fyrir menn / Human Investigational Medicinal Products

Leyfoar framleidsluadgerdir / Authorised Operations

Framleidsluadgerdir (samkvaemt hluta 1) / Manufacturing Operation (according to part 1)

Hluti 1 — Framleidsluadgerdir fyrir rannsdknarlyf / Part 1 — Manufacturing Operations of
Investigational Medicinal Products

1.2

Lyf, ekki seefd / Non-sterile products

1.2.1 Lyf, ekki saefd (listi yfir lyfjaform) / Non-sterile products (list of dosage forms)

1.2.1.1 Horo hylki / Capsules, hard shell

1.2.1.5 Vokvar til Gtvortis notkunar / Liquids for external use
1.2.1.6 Vokvar til inntdku / Liquids for internal use

1.2.1.11 Krem og smyrsl / Semi-solids

1.2.1.12 Stilar / Suppositories

1.2.1.13 Toflur / Tablets

15

Pokkun / Packaging

1.5.1 Pokkun i innri umbudir / Primary packaging

1.5.1.1 Horo hylki / Capsules, hard shell

1.5.1.5 Vokvar til Gtvortis notkunar / Liquids for external use
1.5.1.6 Vokvar til inntdku / Liquids for internal use

1.5.1.11 Krem og smyrsl / Semi-solids

1.5.1.12 Stilar / Suppositories

1.5.1.13 Toflur / Tablets

1.5.2 Pokkun i ytri umbudir / Secondary packaging

Takmarkanir eda utskyringar tengdar framleidsluadgerdum / Any restrictions or
clarifying remarks related to these Manufacturing operations:

Leyfi Pharmarctica ehf. til framleidslu lyfja skv. lid 1.2 i vidauka 1 nezer einungis til
forskriftarlyfja leekna. Oll forskriftarlyf Pharmarctica ehf. eru lyfsedilsskyld. / Pharmarctica
ehf. license in point 1.2 in annex 1 is restricted to magistral formula products. All Pharmarctica
ehf. magistral formula products are prescription medicines.

Postfang/Address: Vinlandsleid 14 | 113 Reykjavik | Iceland | Simi /Tel. +354 520 2100 | Fax +354 561 2170
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ieaiandic Mediclnas;Agancy Manufacturer's authorisation no. 038 /Pharmarctica ehf.

. Lidur 1.5.1.13 i vidauka 2 & eingdngu vid heimild til handvirkrar pokkunar a téflum i glos
fyrir kliniskar rannsoéknir. / Point 1.5.1.13 in annex 2 is restricted to the authorization to
manually pack tablets in vials for clinical trials.

Hluti 2 — Innflutningur lyfja/ Part 2 — Importation of medicinal products

2.3 Annar innflutningur / Other importation activities

2.3.1 Mottaka lyfja flutt inn fra pridja riki / Site of physical importation

Takmarkanir eda Utskyringar tengdar framleidsluadgerdum / Any restrictions or
clarifying remarks related to these Manufacturing operations:

Pharmarctica ehf. hefur leyfi til innflutnings lyfja, sem bida gaedaeftirlits og/eda lokasampykktar
framleidanda, fra rikjum utan EU/EES. / Pharmarctica ehf. is authorised to import medicinal products,
that await quality control and/or batch release by authorised manufacturer, directly from countries
outside EU/EEA.

Abyrgdarhafar / Names of Qualified Persons Vidauki 5 / ANNEX 5
Samkvaemt 11. gr. reglugerdar 893/2004 um framleidslu lyfja / According to Art. 11 of Regulation No 893/2004
on the manufacture of medicinal products

Fanney Asgeirsdoéttir, lyfjafraedingur / pharmacist

Sidast breytt: 14. mai 2008 / latest change 14 May 2008

Faglegur forstodumadur / Name of Responsible Person Vidauki 6 / ANNEX 6
Samkvaemt 11. gr. reglugerdar 893/2004 um framleidslu lyfja / According to Art. 11 of Regulation No 893/2004
on the manufacture of medicinal products.

Fanney Asgeirsdottir

Sidast breytt: 3. oktéber 2013/ latest change 3 October 2013
Kemur i stad vidauka 6 fra 14. mai 2008 / replaces annex 6 from 14 May 2008
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