Lyfjastofnun
Icelandic Medicines Agency
Framleidsluleyfi / Manufacturer’s Authorisation

1. Numer leyfis / Authorisation No. 038

2. Handhafi framlei8sluleyfis / Name of Pharmarctica ehf.
authorisation holder.

3. Framleidslustadur / Address of manufacturing Pharmarctica ehf.
site. Lundsbraut 2
1S-610 Grenivik
Iceland
4. Logheimili handhafa framleisluleyfis / Legally Lundsbraut 2
registered address of authorisation holder. 1S-610 Grenivik
Iceland
5. Umfang leyfis og lyfjaform / Scope of Vidaukar 1 0g 2 / Annex 1 and 2

authorisation and dosage forms

6. Lagagrundvéllur leyfis / Legal basis for 2%, ge Lyfjslaga nr. 100/2020 / The Medicinal
authorisation. Freclucts Act No. 100/2020, art. 23.

7. Abyrgur f.h. Lyfjastofnunar / Responsible udmundsson

officer of IMA.

8. Undirskrift / Signature

9. Gildir frd: / Valid from: 13, juni 2022 / 13 June 2022
Gildir til: / Valid until: 12. jini 2023 / 12 June 2023

10. Vidaukar / Annexes attached ViBaukar 1,2,4,50g6 / Annex 1, 2, 4, 5and 6
Sakja verSur um heimild til Lyfjastofnunar fyrirhugi leyfishafi breytingar & atridum sem liggja til

grundvallar leyfisveitingunni, samanber 5. og 8. gr. regluger8ar 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 [ stad leyfis fré 1. juni 2018 / Replaces license issued 1 June 2018.

Péstfang/Address: Vinlandsleid 14 | 113 Reykjavik | Iceland | Simi /Tel. +354 520 2100 | Fax +354 561 2170
lyfiastofnun@lyfjastofnun.is | www.lyfjastofnun.is
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‘g Lyfjastofnun
Icelandic Medicines Agency

UMFANG LEYFIS / SCOPE OF AUTHORISATION VIDAUKI 1 / ANNEX 1

Framleidslustadur / Name and address of the site:

Pharmarctica ehf., Lundsbraut 2, IS-610 Grenivik, Iceland.

Lyf fyrir menn / Human Medicinal Products

Lyf fyrir dyr / Veterinary Medicinal Products

Leyfdar framlei@sluadgerdir / Authorised Operations

Framlei8sluadger8ir (samkvaemt hluta 1) / Manufacturing Operation (according to part 1)

Hluti 1 - framlel8sluadgerdir / Part 1 — Mar:e:faciveing DSperations

1.2 Lyf, ekki s=f8 / Non-sterile products

1.2.1 Lyf, ekki saf8 (vinnsluadger8ir fyrir eftiriaiin iyfizform) / Non-sterile products (processing
operations for the following dosage forms)

1.2.1.1 Hérd hylki / Capsules, hard shell

1.2.1.5 Vékvar til Gtvortis notkunar / Liquids for external use

1.2.1.6 Vokvar til inntéku / 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 Pékkun / Packaging

1.5.1 Lokapdkkun / Primary packing
1.5.1.1 Hor8 hylki / Capsules, hard shell
1.5.1.5 Vékvar til utvortis notkunar / Liquids for external use
1.5.1.6 Vékvar til inntdku / Liquids for internal use
1.5.1.11 Krem og smyrs| / Semi-solids
1.5.1.12 Stflar / Suppositories
1.5.1.13 Téflur / Tablets

1.5.2 P8kkun { ytrl umbu8ir / Secondary packaging
Takmarkanir e8a utskyringar tengdar framlel8sluadger8um / Any restrictions or clarifying remarks
related to these Manufacturing operations:

A Leyfi Pharmarctica ehf, til framlel8slu lyfja skv. 1i§ 1.2 { vidauka 1 nzer einungis til forskriftarlyfja laekna.
Ol forskriftarlyf Pharmarctica ehf. eru lyfsedilsskyld. / Pharmarctica ehf. license in point 1.2 inannex1is —
restricted to magistral formula products. All Pharmarctica ehf. magistral formula products are ( ME /‘/./: N
AN

W\ —L

prescription medicines.

Postfang/Address: Vinlandslei® 14 | 113 Reykjavik | Iceland | Simi /Tel. +354 520 2100 | Fax +354 561 2170
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? Lyfjastofnun
Icelandic Medicines Agency

UMFANG LEYFIS / SCOPE OF AUTHORISATION VIDAUKI 2 / ANNEX 2

Framleidslusta8ur / Name and address of the site:

Pharmarctica ehf., Lundsbraut 2, IS-610 Grenivik, Iceland.

Rannséknarlyf fyrir menn / Human Investigational Medicinal Products

Leyfdar framleidsluadgerdir / Authorised Operations

Framlei8sluadgersir fyrir rannséknarlyf (samkvamt hluta 1) / Manufacturing Operation of Medicinal
Products (according to part 1)

Hluti 1 - framlei8sluadger8ir fyrir rannsdknariyf /Part 1 - Manufacturing Operations of
Investigational Medicinal Products

1.2 Rannséknarlyf, ekki sefé / Non-steriiz investigational medicinal products

1.2.1 Lyf, ekki s®f8 (vinnsluadgerdir ¥yir eftirialin lvfjaform) / Non-sterile products (processing
operations for the following dosege forms;

1.2.1.1 Ho6rd hylki / Capsules, hard sheit

1.2.1.5 Vékvar til utvortis notkunar / Liguids for exvernal use

1.2.1.6 Vékvar til inntéku / Liquids for internci use

1.2.1.11 Krem og smyrs| / Semi-solids

1.2.1.12 Stilar / Suppositories

1.2.1.13 Téflur / Tablets

1.5 Pokkun / Packaging

1.5.1 Lokapékkun / Primary packing
1.5.1.1 H&rd hylki / Capsules, hard shell
1.5.1.5 Vékvar til utvortis notkunar / Liquids for external use
1.5.1.6 Vékvar til inntéku / Liquids for internal use
1.5.1.11 Krem og smyrsl / Semi-solids
1.5.1.12 Stilar / Suppositories
1.5.1.13 Téflur / Tablets

1.5.2 P&kkun i ytri umbu8ir / Secondary packaging

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

. Liur 1,5.1.13 { viBauka 2 4 eingdngu vi8 helmild til handvirkrar pdkkunar & téflum { glds fyrir kliniskar
rannséknir. / Point 1.5.1.13 In annex 2 Is restricted to the authorization to manually pack tablets in vl

22N
for clinical trials, _d.@:.‘
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Lyfjastofnun

Icelandic Medicines Agency

Rannséknarstofur med verksamning / Contract Laboratories  Vidauki 4 / ANNEX 4

Promat Akureyri ehf.
Furuvéllum 1,

600 Akureyri
Sidast breytt 18. mai 2018 / latest change 18 May 2018
Kemur [ stad vidauka 4 fra 24. jani 2011 / replaces annex 4 from 24 June 2011
Abyrgdarhafi / Name of Qualified Person Vidauki 5 / ANNEX 5

Samkvamt 11. gr. reglugerdar 893/2004 um framleidslu lyfja / According to Art. 11 of Regulation No 893/2004
on the manufacture of medicinal products.

Fanney Asgelrsdéttir, lyfjafrae8ingur / pharmacist
SiBast breytt: 14. mai 2008 / latest change 14 May 2008

Faglegur forstédumadur / Name of Responsible Person Vidauki 6 / ANNEX 6
Samkvamt 11. gr. reglugerdar nr. 893/2004 / Responsible for professional direction (according to Art. 11 of
Regulation No 893/2004 on the manufacture of medicinal products)

Fanney Asgeirsdéttir

Iy

SiBast brzvits 3. oktéber 2013/ latest change 3 October 2013
Kemur { stad vidzuiz &

sk G 1rd _v,._‘,"'ia_‘"’f?os / replaces annex 6 from 14 May 2008

Péstfang/Address: Vinlandsleid 14 | 113 Reykjavik | Iceland | Simi /Tel. +354 520 2100 | Fax +354 561 2170
lyfiastofnun@lyfjastofnun.is | www.lyfjastofnun.is
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