
T Lyfjastofnun 
Icelandic Medicines Agency 

Framlei6sluleyfi / Manufacturer's Authorisation 

1. Numer leyfls / Authorisation No. 

2. Handhafl framleI6sluleyfls / Name of 
authorisation holder. 

3. Framlei6slusta6ur / Address of manufacturing 
site. 

4. Logheimili handhafa framlei6sIuleyfis / Legally 
registered address of authorisation holder. 

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

6. Lagagrundvollur leyfls / Legal basis for 
authorisation. 

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

8. Undlrskrlft / Signature 

9. Glldir fra: / Valid from: 
Glldlr tll: / Va/Id unt/1: 

10. Vl6aukar / Annexes attached 

038 

Pharmarctlca ehf. 

Pharmarctica ehf. 
Lundsbraut 2 
IS-610 Grenlvfk 
Iceland 

Lundsbraut 2 
IS-610 Grenlvik 
Iceland 

Vi,faukar 1 og 2 / Annex l and 2 

.::. ir, Lyfjalaga nr. 100/2020 / The Medicinal 
?mc!ucts Act No. 100/2020, art. 23. 

I 

13. junl 2022 / 13 lune 2022 
12. Junl 2023 / 12 June 2023 

Vl4aukar 1, 2, 4, 5 og 6 / Annex 1, 2, 4, 5 and 6 

S.ekja veraur um helmlld til Lyfjastofnunar fyrirhugl leyfishafl breytingar a atrillum sem liggja til 
grundvallar leyflsveltlngunnl, samanber 5. og 8. gr. reglugerllar 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 r stall leyfls fra 1. junf 2018 / Replaces license issued l June 2018. 

P6stfang/Address: Vlnlandslei0 14 I 113 Reykjavik I Iceland I Simi /Tel. +354 520 2100 I Fax +354 561 2170 
lyfjastofnun@lyfjastofnun .is I www.lyfjastofnun.is 
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Lyfjastofnun 
Icelandic Medicines Agency 

UMFANG LEYFIS / SCOPE OF AUTHORISATION 

Framleltlslustatlur / Name and address of the site: 

Pharmarctica ehf., Lundsbraut 2, IS-61O Greniv(k, Iceland. 

Lyf fyrir menn / Human Medicinal Products 

Lyf fyrir dyr / Veterinary Medicinal Products 

Leyftlar framleltlsluatlgertllr / Authorised Operations 

VIE>AUKI 1 / ANNEX 1 

Framlei6slua6ger61r (samkvaemt hluta 1) / Manufacturing Operation (according to part 1) 

Hlutl 1- framleUlsluatlgertllr / Part 1. - Mam.:factur5ng ,'.Jpt rntfons 

1.2 Lyf, ekkl saeftl / Non-sterlle products 

1.2.1 Lyf, ekki saef6 (vinnslua6ger6Ir fyrir eftirta lir, !yf,iaform) / Non-sterile products (processing 
operations for the following dosage forms) 

1.2.1.1 Horii hylki / Capsules, hard shell 
1.2.1.5 Vokvar til utvortis notkunar / Liquids for external use 
1.2.1.6 Vokvar til lnntoku / Liquids for internal use 
1.2.1.11 Krem og smyrsl / Semi-solids 
1.2.1.12 Stflar / Suppositories 
1.2.1.13 Toflur / Tablets 

1.5 P6kkun / Packaging 

1.5.1 Lokapokkun / Primary packing 
1.5.1.1 Hl:lr6 hylkl / Capsules, hard shell 
1.5.1.5 Vokvar tll utvortls notkunar / Liquids for external use 
1.5.1.6 Vokvar tll lnntl:lku / Liquids for internal use 
1.5.1.11 Krem og smyrsl / Semi-solids 
1.5.1.12 Stflar / Suppositories 
1.5.1.13 Tl:lflur / Tablets 

1.5.2 Pl:lkkun I vtrl umbu6Ir / Secondarv packaging 

Takmarkanlr etla utskyrlngar tengdar framleltlsluallgerllum / Any restrictions or clarifying remarks 
related to these Manufacturing operations: 

I. Leyfl Pharmarctlca ehf. tll framlelllslu lyfja skv. 11111 .2 r vlllauka 1 n.er elnungls til forskriftarlyfja I.ekna. 
011 forskrlftarlyf Pharmarctlca ehf. eru lyfsellilsskyld. / Phormorctlco ehf. license in point 1.2 in annex 1 is .. 
restricted to moglstrol formula products. All Phormorctlco ehf. moglstrol formula products ore ,.,:~r:;~ 
prescription medicines. .-<::>-..:. ()® ,.> . , :,,:;.-._J ""/ 

- •~) , •!•: I 

. _j (, \ (/) 
\ \ 1.1· • ' ' .. ---------------------------------~, .,,." c 
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UMFANG LEYFIS / SCOPE OF AUTHORISATION Vl£>AUKI 2 / ANNEX 2 

FramleUlslustallur / Name and address of the site: 

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

Ranns6knarlyf fyrlr menn / Human lnvestlgatlonal Medicinal Products 

Leyfllar framlelllsluallger6ir / Authorised Operations 

Framlelasluaageralr fyrir ranns6knarlyf (samkvil!mt hluta 1) / Manufacturing Operation of Medicinal 
Products (according to part 1) 

Hluti 1- framlei8slua8ger6ir fyrlr ranns6knarlyf / Part 1 - Manufacturing Operations of 
lnvestlgatlonal Medicinal Products 

1.2 Ranns6knarlyf, ekki sceftl / Non-sterl!1fi 1m1est,gotional medicinal products 

1.2.1 Lyf, ekkl Sil!fO (vinnslual!gerdir l';""ir ef-1.!rta:in !yfjaform) / Non-sterile products (processing 
operations for the following dosage fo rms) 

1.2.1.1 Hora hylkl / Capsules, hard sh::ii 
1.2.1.S Vokvar tll utvortls notkunar / Liquids for external use 
1.2.1.6 Vokvar tll lnntoku / liquids for inte:nc/ use 
1.2.1.11 Krem og smyrsl / Semi-solids 
1.2.1.12 Stllar / Suppositories 
1.2.1.13 Toflur / Tablets 

1.5 Pokkun / Packaging 

1.5.1 Lokapokkun / Primary packing 
1.5.1.1 Hora hylkl / Capsules, hard shell 
1.5.1.5 Vokvar tll utvortis notkunar / liquids for external use 
1.5.1.6 Vokvar til inntoku / Liquids for internal use 
1.5.1.11 Krem og smyrsl / Semi-solids 
1.5.1.12 Stllar / Suppositories 
1.5.1.13 Toflur / Tablets 

1.5.2 Pokkun r ytrl umbualr / Secondary packaging 

Takmarkanlr ella utskyrlngar tengdar framle18sluallgerllum / Any restrictions or clarifying remarks 
related to these Manufacturing operations: 

I. Ll6ur 1.S.1.13 r vl6auka 2 a elngOngu vl6 helmlld tll handvlrkrar pOkkunar a tOflum I gills fyrir klfnlskar 
ranns6knl r. / Poin t 1.5.1.13 In annex 2 ls restricted to the authorization to manually pack tablets In 
for c//nlcal trials . 

,1 ~~,c;"'~""'~.t.'j_~J,ir:m \\~3 ·:, \v , .. 
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Lyfjastofnun 
Icelandic Medicines Agency 

Ranns6knarstofur mea verksamning / Contract Laboratories Vi8auki 4 / ANNEX 4 

Promat Akureyrl ehf. 
Furuvollum 1, 
600 Akureyrl 

Si6ast breytt 18. mar 2018 / latest change 18 May 2018 
Kemur r stall vlllauka 4 fra 24. Junf 2011 / replaces annex 4 from 24 June 2011 

Abyrg5arhafl / Name of Qualified Person Vi6auki 5 / ANNEX 5 
Samkviemt 11. gr. reglugerllar 893/2004 um framle16slu lyfja / According to Art. 11 of Regulation No 893/2004 
on the manufacture of medicinal products. 

Fanney Asgelrsd6ttlr, lyfjafrce81ngur / pharmacist 
Sf6ast breytt: 14. maf 2008 / latest change 14 May 2008 

Faglegur forstoaumaaur / Name of Responsible Person Vi6auki 6 / ANNEX 6 
Samkviemt 11. gr. reglugerllar nr. 893/2004 / Responsible for professional direction (according to Art. 11 of 
Regulation No 893/2004 on the manufacture of medicinal products) 

Fanney Asgeirsd6ttir 

Sfila,1 S'cytt : 3. ckt6ber 2013/ latest change 3 October 2013 
.__ ___________ Ke_m_u_r_f_st_aa_v_i_oa_.u_•;_;; 6 r· i\_ 'l'l ._rnai 2008 / replaces annex 6 from 14 May 2008 

P6stfang/Address: Vlnlandslei0 14 111 3 Reykjavik I Iceland I Simi /Tel. +354 520 2100 I Fax +354 561 21 70 
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