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ANNEX

List of medicinal products and presentations

Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration
Austri +pharma Arzneimittel . . .
ustria Gmbh Metamizol +pharma | metamizole 1000mg Film-coated tablet Oral use
Austria G.L. Pharma Gmbh Metagelan metamizole 500mg/ml Solution for injection ?ntramuscular use |
intravenous use
Austria G.L. Pharma Gmbh Metagelan metamizole 500mg Film-coated tablet Oral use
Austria G.L. Pharma Gmbh Metagelan metamizole 500mg/ml Oral drops, solution Oral use
Austria G.L. Pharma Gmbh Metagelan metamizole 500mg Tablet Oral use
Austria Genericon Pharma Novakut metamizole 1000m Film-coated tablet Oral use
Gesellschaft M.B.H. 8
Austria Hcs Bvba Metamizol Hcs metamizole 500mg/ml .SOIUt.l on for injection] @ntramuscular use |
infusion intravenous use
Austria Kalceks Metamizol Kalceks metamizole 500mg/ml Solution for injection ;ntramuscular use |
intravenous use
Austria Opella Healthcare Austria Novalgin metamizole 500mg/ml Solution for injection @ntramuscular use |
Gmbh intravenous use
Austria 8&%1{; Healthcare Austria Novalgin metamizole 500mg Film-coated tablet Oral use
Austria 8&%1}? Healthcare Austria Novalgin metamizole 500mg/ml Oral drops, solution Oral use
Opella Healthcare Belgium Intramuscular use |
Belgium (Handelsnaam Sanofi Novalgine metamizole 1 000mg/2ml Solution for injection .
Belgium) intravenous use
Opella Healthcare Belgium Intramuscular use |
Belgium (Handelsnaam Sanofi Novalgine LM./L.V. metamizole 1 000mg/2ml Solution for injection .
intravenous use

Belgium)
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration
Opella Healthcare Belgium
Belgium (Handelsnaam Sanofi Novalgine metamizole 500mg Film-coated tablet Oral use
Belgium)
Opella Healthcare Belgium
Belgium (Handelsnaam Sanofi Novalgine metamizole 500mg/ml Oral drops, solution Oral use
Belgium)
Bulgaria Adipharm Ead AHanria Makc metamizole 1 000mg Effervescent powder Oral use
Bulgaria Adipharm Ead Opewanrun metamizole 500mg Effervescent powder Oral use
Bulgaria Adipharm Ead Criaamo61ok I1 metamizole, pitofenone | 500mg/ml, 5mg/ml Oral drops, solution Oral use
Bulgaria Adipharm Ead Benrek Ekcrpec meta.leOIe’ thiamine, >00mg, 37,61mg, Powder for oral solution | Oral use
caffeine 50mg
Bulgaria Adipharm Ead Hpo Cra3 Komriekc drotaverine, 40mg, 400mg, 60mg Powder for oral solution Oral use
metamizole, caffeine ’ ’ in sachet
Bulgaria Adipharm Ead Cna3mo0r10K metamizole, pitofenone | 500mg, 5mg i?gii{or oral solution Oral use
Bulgaria Adipharm Ead Benrex th1arp1ne, metamizole, | 38,75mg, 500mg, Tablet Oral use
caffeine 50mg
pitofenone,
Bulgaria Adipharm Ead Cria3mo6mok fenpiverinium, 5mg, 0,1mg, 500mg Tablet Oral use
metamizole
Bulgaria Adipharm Ead Opewanrun metamizole 500mg Tablet Oral use
Bulgaria Ba ugch Health Ireland AMM307IMeT metamizole 500mg/ml Solution for injection ?ntramuscular use |
Limited intravenous use
Bulgaria Chemax Pharma Ltd Muanruu metamizole 500mg/ml Oral drops, solution Oral use
Bulgaria Chemax Pharma Ltd Huanrus 3a Jeua metamizole 500mg/ml Oral drops, solution Oral use
Bulgaria Chemax Pharma Ltd Huanrua metamizole 1000mg Powder for oral solution | Oral use
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration

Bulgaria Chemax Pharma Ltd Huanrua metamizole 500mg Powder for oral solution | Oral use

Bulgaria Chemax Pharma Ltd Huanrus OxXyHMOp metamizole 250mg Powder for oral solution | Oral use

Bulgaria Chemax Pharma Ltd Huanrus Excrpec metamizole, caffeine 500mg, 50mg Powder for oral solution | Oral use

Bulgaria Danhson-Bg Owmanrys metamizole 500mg/ml Solution for injection Intramuscular use
pitofenone, 4mg[2ml,

Bulgaria Danhson-Bg CnasModapm fenpiverinium, 0,04mg/2m], Solution for injection Intramuscular use
metamizole 1 000mg/2ml

Bulgaria Danhson-Bg Owmanrua Qopre thlarpme, metamizole, | 38,75mg, 500mg, Tablet Oral use
caffeine 50mg

Bulgaria Danhson-Bg Owmanrya metamizole 500mg/ml Oral drops, solution Oral use
metamizole,

. i paracetamol, 150mg, 300mg, 15mg,

Bulgaria Danhson-Bg Murperon phenobarbital, caffeine, | 50mg, 10mg Tablet Oral use
codeine

Bulgaria Danhson-Bg Omanrys metamizole 500mg Tablet Oral use

Bulgaria Generica Ood Tenepanrun metamizole 500mg Tablet Oral use

Bulgaria Hexal Ag Hexalgin metamizole 500mg Oral solution Oral use

Bulgaria Inbiotech Ltd AHreTo1 metamizole 500mg Tablet Oral use

Bulgaria Kalceks Meramuson Kanekc metamizole 500mg/ml Solution for injection ;ntramuscular use |

intravenous use
Bulgaria Kupro94 Mearnrus metamizole 500mg/ml Oral drops, solution Oral use
Bulgaria Sandoz Pharmaceuticals XexcanrnH 3a [eua metamizole 500mg Oral solution Oral use

D.D.
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration

pitofenone, 4mg[2ml,

Bulgaria Sopharma Ad CnasMarnroH fenpiverinium, 0,04mg/2ml, Solution for injection Intramuscular use
metamizole 1 000mg/2ml

Bulgaria Sopharma Ad AHanruu metamizole 1 000mg/2ml Solution for injection ?ntramuscular use |

intravenous use

Bulgaria Sopharma Ad Ananry XuH metamizole 250mg Film-coated tablet Oral use

Bulgaria Sopharma Ad TeMmanrux m.etamlzole,. 500mg,20mg Film-coated tablet Oral use
triacetonamine

Bulgaria Sopharma Ad AHanrH metamizole 500mg/ml Oral drops, solution Oral use

Bulgaria Sopharma Ad Ananrus 3a Jera metamizole 500mg/ml Oral drops, solution Oral use

Bulgaria Sopharma Ad AHanruH metamizole 500mg Tablet Oral use
metamizole,

Bulgaria Sopharma Ad ITapakodman paracetamol, caffeine, 300mg, 200mg, 30mg, | T} Oral use

- 20mg

codeine

Bulgaria Teva Pharma Ead Benarrus Pamyn meta.mlzole, thiamine, | 500mg, 37,61mg, Powder for oral solution | Oral use
caffeine 50mg

Bulgaria Teva Pharma Ead BeHanrux th1am1ne, metamizole, | 38,75mg, 500mg, Tablet Oral use
caffeine 50mg

Bulgaria Teva Pharma Ead [poanruu metamizole 500mg Tablet Oral use
metamizole,

. : paracetamol, 150mg, 300mg, 15mg,

Bulgaria Teva Pharma Ead Cepanruu-Heo phenobarbital, caffeine, | 50mg, 10mg Tablet Oral use
codeine
pitofenone,

Bulgaria Teva Pharma Ead Cria3manros fenpiverinium, 5mg, 0,1mg, 500mg Tablet Oral use
metamizole

. . . . Solution for injection/ | Intramuscular use |
Croatia Alkaloid D.O.O. Alkagin metamizole 0,5g/ml e .
infusion intravenous use
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration

Croatia Efnlﬁtce}:iHealth Ireland gﬁ?ﬁgﬂ?ggﬂeal th metamizole 500mg Film-coated tablet Oral use

Croatia Pliva Hrvatska D.O.O. Analgin metamizole 500mg Tablet Oral use

Czech Republic Auxilto Healthcare S.R.O. Metamizol Auxilto metamizole 500mg Film-coated tablet Oral use

Czech Republic E?;?E;Health freland Emitazem metamizole 500mg Film-coated tablet Oral use

Czech Republic Bb Pharma A.S. Analgin fpei;c;))fi?::?ilzfi:{lm, 2mgml, 0,02mgfml, Solution for injection Intravenous use

metamizole 500mgml

Czech Republic Kalceks Metamizole Kalceks | metamizole 500mg/ml Solution for injection iggz‘l:;gicl?slegszse |
Czech Republic Krka, D.D., Novo Mesto Algominal metamizole 500mg Film-coated tablet Oral use

Czech Republic Medreg S.R.O. Metamizol Medreg metamizole 500mg Tablet Oral use

Czech Republic Noridem Enterprises Ltd Metamizole Noridem | metamizole 500mg/ml lsr?flllllstllg: for injection/ igg;&gi?skgssse |
Czech Republic gﬁil)la Healthcare Czech Novalgin metamizole 500mg/ml Solution for injection %Eg;\r;régicuuslaurszse |
Czech Republic S,E?ga Healthcare Czech Novalgin metamizole 500mg Film-coated tablet Oral use

Czech Republic Stada Arzneimittel Ag Metamizol Stada metamizole 500mg/ml Oral drops, solution Oral use

Czech Republic Stada Arzneimittel Ag Metamizol Stada metamizole 500mg Tablet Oral use

Czech Republic Teva B.V Metamizol Teva metamizole 500mg Tablet Oral use

Czech Republic Teva Czech Industries S.R.O | Algifen Neo metamizole, pitofenone | 500mg/ml, 5mg/ml Oral drops, solution Oral use
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration
Czech Republic Zentiva, K.S. Afexil metamizole 500mg/ml Solution for injection Intravenous use
Czech Republic Zentiva, K.S. Afexil metamizole 500mg Film-coated tablet Oral use
Czech Republic Zentiva, K.S. Algifen grel;ezvmeiéglii,ngitofenone, 527mg,5,25mg,0,1mg | Tablet Oral use
Germany 1 A Pharma Gmbh Novaminsulfon 500 | metamizole 500mg Film-coated tablet Oral use
Germany 1 A Pharma Gmbh ,Il\jr(())‘;afren; nsulfon metamizole 500mg/ml Oral drops, solution Oral use
Germany A. Nattermann & Cie. Gmbh | Novalgin metamizole 500mg/ml Solution for injection iggz‘r]réﬁi(ﬂiszse |
Germany A. Nattermann & Cie. Gmbh | Novalgin metamizole 500mg Film-coated tablet Oral use
Germany A. Nattermann & Cie. Gmbh | Novalgin Tropfen metamizole 500mg/ml Oral drops, solution Oral use
Germany A. Nattermann & Cie. Gmbh | Novalgin metamizole 50mg/ml Syrup Oral use
Germany A. Nattermann & Cie. Gmbh | Novalgin metamizole 0,3g Suppository Rectal use
Germany A. Nattermann & Cie. Gmbh | Novalgin metamizole 1g Suppository Rectal use
Germany A. Nattermann & Cie. Gmbh Erz;]jliiiigr metamizole 1g Suppository Rectal use
Germany A. Nattermann & Cie. Gmbh | Novalgin Fir Kinder | metamizole 0,3g Suppository Rectal use
Germany Abanta Pharma Gmbh Analgin metamizole 500mg Tablet Oral use
Germany Abz-Pharma Gmbh Novaminsulfon metamizole 50g/100ml Oral drops, solution Oral use
Germany Abz-Pharma Gmbh Metamizole Abz metamizole 500mg Tablet Oral use
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration

Germany Aliud Pharma Gmbh Metamizol Al metamizole 500mg/ml Oral drops, solution Oral use

Germany ?;;sto Pharma Gmbh (Art Metamizol Aristo metamizole 1 000mg Film-coated tablet Oral use

Germany ?;;sto Pharma Gmbh (Art Metamizol Aristo metamizole 500mg/ml Oral drops, solution Oral use

Germany ?;;sto Pharma Gmbh (Art Metamizol Aristo metamizole 500mg Tablet Oral use

Germany Berlin-Chemie Ag Berlosin metamizole 500mg Tablet Oral use

Germany Berlin-Chemie Ag Berlosin metamizole 1 000mg Suppository Rectal use

Germany Carinopharm Gmbh Analgin Ampullen metamizole 500mg/ml Solution for injection ;ntramuscular use |
intravenous use

Germany Hameln Pharma Gmbh Metamizol Hameln metamizole 500mg/ml Solution for injection ¥ntramuscular use |
intravenous use

Germany Heumann .Pharma Gmbh & Metamizol Heumann | metamizole 500mg/ml Oral drops, solution Oral use

Co. Generica Kg
Germany Heumann.Pharma Gmbh & Metamizol Heumann | metamizole 500mg Tablet Oral use
Co. Generica Kg

Germany Hexal Ag Metamizol Hexal metamizole 500mg/ml Solution for injection ?ntramuscular use |
intravenous use

Germany Hexal Ag Metamizol Hexal metamizole 500mg Film-coated tablet Oral use

Germany Hexal Ag Metamizol Hexal metamizole 500mg/ml Oral solution Oral use

Germany Kalceks Metamizol Kalceks metamizole 500mg/ml Solution for injection ;ntramuscular use |
intravenous use

Germany Ratiopharm Gmbh Novaminsulfon metamizole 1g/2ml Solution for injection ¥ntramuscular use |
intravenous use
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration
Germany Ratiopharm Gmbh NoYamlnsulfon- metamizole 2 500mg/5ml Solution for injection ;ntramuscular use |
Ratiopharm intravenous use
Germany Ratiopharm Gmbh Novaminsulfon metamizole 500mg/ml Oral drops, solution Oral use
Germany Ratiopharm Gmbh Met.amlzol metamizole 500mg Tablet Oral use
Ratiopharm
Germany Ratiopharm Gmbh Novaminsulfon metamizole 500mg Tablet Oral use
Germany Stada Arzneimittel Ag Metamizol Stada metamizole 500mg Tablet Oral use
Germany Stadapharm Gmbh Metamizol Stada metamizole 500mg/ml Oral drops, solution Oral use
Germany Tad Pharma Gmbh Metamizol Tad metamizole 500mg/ml .SOlut.l on for injection] ;ntramuscular use |
infusion intravenous use
Germany Winthrop Arzneimittel N.ovamlns.ulfon Injekt metamizole 500mg]ml Solution for injection ?ntramuscular use |
Gmbh Lichtenstein intravenous use
Germany Winthrop Arzneimittel vaammsplfon metamizole 500mg Film-coated tablet Oral use
Gmbh Lichtenstein
Winthrop Arzneimittel Novaminsulfon . .
Germany Cmbh Lichtenstein metamizole 500mg/ml Oral drops, solution Oral use
Winthrop Arzneimittel Novaminsulfon . .
Germany Gmbh Lichtenstein metamizole 1g Suppository Rectal use
Germany Zentiva Pharma Gmbh Metamizol Zentiva metamizole 500mg Film-coated tablet Oral use
Germany Zentiva Pharma Gmbh Metamizol Zentiva metamizole 500mg/ml Oral drops, solution Oral use
Hungary Gedeon Richter Plc. Flamborin metamizole 500mg/ml Oral drops, solution Oral use
Hungary Gedeon Richter Plc. Flamborin metamizole 500mg Tablet Oral use
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration

Hungary Goodwill Pharma Nyrt. Metapyrin metamizole 500mg Film-coated tablet Oral use

Hungary Kalceks Metamizole Kalceks | metamizole 500mg/ml Solution for injection igg;&gi?slissse |
Hungary Magnapharm Hungary Kft | Algozone metamizole 500mg Tablet Oral use

Hungary x?itop Pharmaceutical Co. Metamizol Meditop metamizole 500mg Tablet Oral use

Hungary LMtgflitop Pharmaceutical Co. Nodoryl metamizole 500mg Tablet Oral use

Hungary LMtzflitop Pharmaceutical Co. Nodoryl Complex frf:tt;;eirzi;z caffeine 20mg, 200mg, 30mg | Tablet Oral use

Hungary i/{z(.iitop Pharmaceutical Co. Nodoryl Complex fgg:;r;eirzi;z caffeine 40mg, 400mg, 60mg | Tablet Oral use

Hungary i/{(eflitop Pharmaceutical Co. Nodoryl Dolo metamizole 250mg Tablet Oral use

Hungary gg(.iitop Pharmaceutical Co. Nodoryl Forte metamizole 500mg Tablet Oral use

Hungary Naturland Magyarorszag Kft. | Analgetica Fono Viii. | metamizole, caffeine 450mg, 50mg Tablet Oral use

Hungary Naturland Magyarorszag Kft. éiril.algeticum Fono metamizole, caffeine 0,5g, 0,05¢ Suppository Rectal use
Hungary Naturland Magyarorszag Kft. ?nalget.i.cum Forte metam izole, caffeine, 0,9g, 0,05g, 0,02873g | Suppository Rectal use

ono Vii. codeine

Hungary Naturland Magyarorszdg Kft. ?:Ifgr{l,ii?oﬁ;iﬁjséﬁ metamizole 100mg Suppository Rectal use
Hungary Naturland Magyarorszdg Kft. Eggg%ﬁ?‘ﬁ;iﬁ:ﬁ;i metamizole 200mg Suppository Rectal use
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration
Hungary Noridem Enterprises Ltd Metamizol Noridem | metamizole 500mg/ml .SOIUt.l on for injection] ;ntramuscular use |
infusion intravenous use
Opella Healthcare . . . T Intramuscular use |
Hungary Commercial Kft. Algopyrin metamizole 1g/2ml Solution for injection Infravenous use
Hungar Opella Healthcare Algopyrin Neo metamizole 500m, Film-coated tablet Oral use
gary Commercial Kft. 8OPY 8
Opella Healthcare . .
Hungary Commercial Kft. Algopyrin metamizole 500mg Tablet Oral use
Hungar Opella Healthcare Quarelin drotaverine, 40mg, 400mg, 60m Tablet Oral use
sary Commercial Kft. metamizole, caffeine 8 S 8
Hungary Pannonpharma Kft. Panalgorin metamizole 1g/2ml Solution for injection @ntramuscular use |
intravenous use
Hungary Pannonpharma Kft. Panalgorin metamizole 500mg Tablet Oral use
Hungary Parma Produkt Kft Analgetica Fono Viii. | metamizole, caffeine 450mg, 50mg Tablet Oral use
Hungary Parma Produkt Kft éirilialgetlcum Fono metamizole, caffeine 500mg, 50mg Suppository Rectal use
Hungar Parma Produkt Kft Analgeticum Forte codeine, metamizole, 30mg, 900mg, 50mg | Suppositor Rectal use
Y Fono Viii caffeine ’ ’ Y
Hungary Parma Produkt Kft If\,iert;]TIZOh Fonoviil. | 1 etamizole 100mg Suppository Rectal use
Hungary Parma Produkt Kft Il;/;iiTIZOh Fonoviit. | 1 etamizole 200mg Suppository Rectal use
Hungary Stada Arzneimittel Ag Dolosped metamizole 500mg Tablet Oral use
Hungary Stada Arzneimittel Ag Metamizol Stada metamizole 500mg Tablet Oral use
Hungary Teva Gydgyszergyar Zrt Optalgin metamizole 500mg Tablet Oral use
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Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration
Hungary Teva Gybgyszergyar Zrt Optalgin Neo metamizole 500mg Tablet Oral use
Hungar Zaklady Farmaceutyczne Pyralgina metamizole 1000m Film-coated tablet Oral use
gary Polpharma S.A. yrag 8
Hungary Zentiva, K.S. Nofebran metamizole 500mg Film-coated tablet Oral use
L. Metamizolo Sodico . .
Italy Abc Farmaceutici S.P.A. Abe metamizole 500mg/ml Oral drops, solution Oral use
Italy Opella Healthcare Italy S.R.L. | Novalgina metamizole 1g/2ml Solution for injection ?ntramuscular use |
intravenous use
Italy Opella Healthcare Italy S.R.L. | Novalgina metamizole 500mg/ml Oral drops, solution Oral use
Italy So.Se.Pharm S.R.L. Piralgin metamizole 500mg/ml Oral drops, solution Oral use
pitofenone,
Latvia Actavis Group Ptc Ehf. Spasmalgon fenpiverinium, 5mg, 0,1mg, 500mg Tablet Oral use
metamizole
Latvia Kalceks Metamizole Sodium metamizole 500mg/ml Solution for injection ?ntramuscular use |
Kalceks intravenous use
Latvia Sopharma Ad Analgin metamizole 500mg/ml Solution for injection ?ntramuscular use |
intravenous use
Latvia Sopharma Ad Tempalgin m.etamlzole,. 500mg, 20mg Film-coated tablet Oral use
triacetonamine
Latvia Sopharma Ad Analgin metamizole 500mg Tablet Oral use
Lithuania B'au§ch Health Ireland Metamizole Sodium metamizole 500mg/ml Solution for injection ?ntramuscular use |
Limited Bausch Health intravenous use
Lithuania Kalceks Metamizole Sodium metamizole 500mg/ml Solution for injection Intramuscular use |

Kalceks

intravenous use

NE

yeoreros O lo



(0/9 /% £[¥707/o/1p/needoamarerep/[:dny 117

0z/el

Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration
. . Pharmaswiss Ceskd . . . o Intramuscular use |
Lithuania Republika S.R.O. Analginas metamizole 1g/2ml Solution for injection intravenous use
, . Pharmaswiss Ceskd . .
Lithuania Republika S.R.0. Analginas metamizole 500mg Tablet Oral use
Lithuania Sopharma Ad Analgin metamizole 500mg/ml Solution for injection ;ntramuscular use |
intravenous use
Lithuania Sopharma Ad Analgin metamizole 500mg Tablet Oral use
Opella Healthcare Belgium Intramuscular use |
Luxembourg (Handelsnaam Sanofi Novalgine LM.[LV. metamizole 1 000mg/2ml Solution for injection .
Belgium) intravenous use
Opella Healthcare Belgium
Luxembourg (Handelsnaam Sanofi Novalgine metamizole 500mg Film-coated tablet Oral use
Belgium)
Opella Healthcare Belgium
Luxembourg (Handelsnaam Sanofi Novalgine metamizole 500mg/ml Oral drops, solution Oral use
Belgium)
Netherlands Allgen. Pharmaceuticals & Dolamizol metamizole 250mg Tablet Oral use
Generics Bv
Netherlands Allgeq Pharmaceuticals & Dolamizol metamizole 500mg Tablet Oral use
Generics Bv
Netherlands Kalceks Metamizol Kalceks metamizole 500mg/ml Solution for injection ¥ntramuscular use |
intravenous use
Poland Adamed Pharma S.A. Vemonis Intense drotavejrme, . 40mg, 400mg, 60mg | Film-coated tablet Oral use
metamizole, caffeine
Poland Adamed Pharma S.A. Vemonis Ultra drotavgrme, . 80mg, 400mg, 60mg | Film-coated tablet Oral use
metamizole, caffeine
Poland Aristo Pharma Sp. Z 0.0. Axonalgin metamizole 1000mg Film-coated tablet Oral use
Poland Ba u;ch Health Ireland Pyreoxing metamizole 500mg/ml Solution for injection ?ntramuscular use |
Limited intravenous use
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Poland Efnlﬁtce}:iHealth freland Pyreox metamizole 500mg Film-coated tablet Oral use

Poland Chemax Pharma Ltd Dialginum metamizole 500mg i?::iire{or oral solution Oral use

Poland Chemax Pharma Ltd Dialginum metamizole 1 000mg i?giiﬁor oral solution Oral use

Poland Dr. Max Pharma S.R.O. Metamizol Dr. Max metamizole 500mg Tablet Oral use

Poland Fresenius Kabi Polska Sp. Z Metamizole Kabi metamizole 1 000mg Solution for injection ;ntramuscular use |
0.0. intravenous use

Poland Kalceks Metamizole Kalceks | metamizole 500mg/ml Solution for injection ?ntramuscular use |

intravenous use
Poland Er;%l}fdo Pharma Products Metamizol Promedo | metamizole 500mg Tablet Oral use
Poland Solinea Sp. Z 0.0. Sp. K. Benlek 2;?;2;:;2016’ thiamine, ggi)nnglg 38,75mg, Tablet Oral use
pitofenone,

Poland Sopharma Warszawa Sp. Z Spasmalgon fenpiverinium, 2mg/ml, 0,02mg/ml, Solution for injection Intramuscular use

0.0. : 500mg/ml
metamizole
Poland f)ogharma Warszawa Sp. Z Re-Algin metamizole 500mg Tablet Oral use
Poland Sun-Farm Sp. Z.0.0. Metamizol-Sf metamizole 500mg/ml Solution for injection ?ntramuscular use |
intravenous use

Poland Sun-Farm Sp. Z.0.0. Pyretolek metamizole 500mg Film-coated tablet Oral use

Poland ZZ&?&‘SF&;%ZE%? }; A gf)?llzg?sli]tum metamizole, hyoscine 250mg, 10mg Coated tablet Oral use

Poland Zaklady Farmaceutyczne Pyralgin metamizole 1g/2ml Solution for injection ¥ntramuscular use |
Polpharma S.A. intravenous use
Zaklady Farmaceutyczne . . )

Poland Pyralgina Max metamizole 1 000mg Film-coated tablet Oral use

Polpharma S.A.
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Zaklady Farmaceutyczne . drotaverine, )

Poland Polpharma S.A. Pyralgina Plus metamizole, caffeine 40mg, 400mg, 60mg | Film-coated tablet Oral use

Poland Zaklady Farmaceutyczne Pyralgina B6l 1 metamizole 500mg Gran}ﬂes for oral Oral use
Polpharma S.A. Goraczka solution
Zaklady Farmaceutyczne . . .

Poland Polpharma S.A. Pyralgin metamizole 25mg Oral drops, solution Oral use

Poland Zaklady Farmaceutyczne Pyralgina metamizole 500m, Tablet Oral use
Polpharma S.A. yrag 8

Poland Zentiva, K.S. Pixalzina metamizole 500mg Film-coated tablet Oral use

Portugal ?;;sto Pharma Gmbh (Art Metamizol Aristo metamizole 1000mg Film-coated tablet Oral use

Portugal Bochringer Ingelheim Nolotil metamizole 2000mg/5ml Solution for injection ¥ntramuscular use |
Portugal, Lda. intravenous use

Portugal Bochringer Ingelheim Nolotil metamizole 575m Capsule Oral use

8 Portugal, Lda. 8 P

Portugal Faes Farma Portugal, S.A. Metamizol Vitéria metamizole 575mg Capsule, hard Oral use

Portugal Laboratf) rios Basi - Indiistria Metamizol Basi metamizole 500mg/ml Solution for injection ¥ntramuscular use |
Farmacéutica, S.A. intravenous use
Sidefarma - Sociedade

Portugal Industrial De Expansdo Dolocalma metamizole 575mg Capsule, hard Oral use
Farmacéutica, S.A.

Portugal Towa Pharmaceutical S.A. ,[I\,/f) eﬁ?émml Magnésico | 1 etamizole 575mg Capsule, hard Oral use

Romania Antibiotice Sa Novocalmin metamizole 500mg Tablet Oral use

Romania Antibiotice Sa Piafen If) 1tofenon§, metamizole, 5mg, 500mg, 0,1mg Tablet Oral use

enpipramide
Romania Antibiotice Sa Novocalmin metamizole 300mg Suppository Rectal use
Romania Arena Group S.A Sintocalmin metamizole 500mg Tablet Oral use
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Romania Bioeel Manufacturing S.R.L. | Alvotor metamizole 500mg/ml Oral drops, solution Oral use
Romania Chemax Pharma Ltd Algostop metamizole 1000mg i?:‘:iire{or oral solution Oral use
. . Powder for oral solution
Romania Chemax Pharma Ltd Algostop metamizole 500mg in sachet Oral use
Romania Farmacom Sa Metamizol metamizole 500mg Tablet Oral use
. Metamizol Gemax .

Romania Gemax Pharma S.R.O. metamizole 500mg Tablet Oral use
Pharma

Romania Kalceks Metamizol Kalceks metamizole 500mg/ml Solution for injection ¥ntramuscular use |

intravenous use

Romania Labormed Pharma S.A. Algozone metamizole 500mg Tablet Oral use

Romania Laropharm Srl Alindor metamizole 500mg Tablet Oral use

Romania Opella Healthcare Romania Quarelin drotave.rme, . 40mg, 400mg, 60mg | Tablet Oral use

Srl metamizole, caffeine

Romania S.C. Sanosan S.R.L. Metamizol Sodic metamizole 500mg Tablet Oral use
Sanosan

Romania S.C. Santa S.A. Algiotop metamizole 500mg Tablet Oral use

Romania Sc Centrofarm Sa Centralgin metamizole 500mg Tablet Oral use

Romania Sc Sintofarm Sa Centralgin metamizole 500mg Tablet Oral use

Romania Sopharma Ad Metamizol Sodic metamizole 500mg/ml Solution for injection ;ntramuscular use |
Sopharma intravenous use

Romania Stada Arzneimittel Ag Locamin metamizole 500mg/ml Oral drops, solution Oral use

Romania Tis Farmaceutic Sa Tisalgin metamizole 300mg Suppository Rectal use

Romania Zentiva S.A. Algifen metamizole, pitofenone, | 2,5¢/5ml, 0,01g/5ml, Solution for injection Intramuscular use |

fenpiverinium

0g/5ml

intravenous use

NE

yeoreros O lo



(0/9 /% £[¥707/o/1p/needoamarerep/[:dny 117

07/L1

Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration
Romania Zentiva S.A. Algocalmin metamizole 0,525g/ml Solution for injection ;ntramuscular use |
intravenous use
Romania Zentiva S.A. Algifen ;netgmlz.ol'e, pitofenone, 500mg, 5mg, 0,1mg Tablet Oral use
enpiverinium
Romania Zentiva S.A. Algocalmin metamizole 500mg Tablet Oral use
Romania Zentiva, K.S. Algocalmin metamizole 500mg Film-coated tablet Oral use
Romania Zentiva, K.S. Algocalmin metamizole 500mg/ml Oral drops, solution Oral use
Slovakia E?r?l?tce}leeahh Ireland Emitazem metamizole 500mg Film-coated tablet Oral use
Slovakia Bb Pharma A.S. Analgin Inj ;netgmmpl_e, pitofenone, | 500mg/ml, 2mg/ml, Solution for injection ?ntramuscular use |
enpiverinium 0,02mg/ml intravenous use
Slovakia Kalceks Metamizole Kalceks | metamizole 500mg/ml Solution for injection ;ntramuscular use |
intravenous use
Slovakia Medreg S.R.O. Metamizol Medreg metamizole 500mg Tablet Oral use
Slovakia Opella Healthcare Slovakia Novalgin metamizole 500mg/ml Solution for injection ?ntramuscular use |
S.R.O. intravenous use
Slovakia ?ﬁega Healthcare Slovakia Novalgin metamizole 500mg Film-coated tablet Oral use
. Opella Healthcare Slovakia . drotaverine,
Slovakia SRO. Quarelin metamizole, caffeine 40mg, 400mg, 60mg | Tablet Oral use
Slovakia Stada Arzneimittel Ag Metamizol Stada metamizole 500mg/ml Oral drops, solution Oral use
Slovakia Stada Arzneimittel Ag Metamistad metamizole 500mg Tablet Oral use
Slovakia Teva B.V Algifen Neo pitofenone, metamizole | 5mg/ml, 500mg/ml Oral drops, solution Oral use
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Slovakia Teva B.V Metamizol Teva metamizole 500mg Tablet Oral use
Slovakia Zentiva, K.S. Nofebran metamizole 500mg/ml Solution for injection Intravenous use
Slovakia Zentiva, K.S. Nofebran metamizole 500mg Film-coated tablet Oral use
Slovakia Zentiva, K.S. Algifen ;netgmlgo!e, pitofenone, 500mg, 5,25mg,0,1mg | Tablet Oral use
enpiverinium
Slovenia Alkaloid-Int D.O.O. Analgin metamizole 500mg/ml Solution for injection ?ntramuscular use |
intravenous use
Slovenia Alkaloid-Int D.O.O. Analgin metamizole 500mg Tablet Oral use
Slovenia Kalceks Natrijev Metamizolat metamizole 500mg/ml Solution for injection ¥ntramuscular use |
Kalceks intravenous use
Slovenia Krka, D.D., Novo Mesto Natrijev Metamizolat metamizole 500mg/ml .Solut.lon for injection/ @ntramuscular use |
Krka infusion intravenous use
Slovenia Krka, D.D., Novo Mesto Algominal metamizole 500mg Film-coated tablet Oral use
Slovenia Stada Arzneimittel Ag Metamizol Stada metamizole 500mg/ml Oral drops, solution Oral use
Slovenia Stada Arzneimittel Ag Metamizol Stada metamizole 500mg Tablet Oral use
Spain Ababor Pharmaceuticals, S.L. | Metamizol Ababor metamizole 575mg Capsule, hard Oral use
Spain ?;;sto Pharma Gmbh (Art Turbet metamizole 1 000mg Film-coated tablet Oral use
Spain Aristo Pharma Iberia, S.L. Metamizol Aristo metamizole 575mg Capsule, hard Oral use
Spain Boehringer Ingelheim Nolotil metamizole 500mg]ml Solut}on for injection| ?ntramuscular use |
infusion intravenous use

Espana S.A.

NE

yeoreros O lo



(0/9 /% £[¥707/o/1p/needoamarerep/[:dny 117

0z/61

Member State in EEA Marketing authorisation holder Product name INN/active substance Strength Pharmaceutical form Route of administration

. Boehringer Ingelheim . .

Spain Nolotil metamizole 575mg Capsule, hard Oral use
Espana S.A.

. Industria Quimica Y Metamizol Aiko .
Spain Farmacetitica Vir, S.A. Farmacéutica metamizole 575mg Capsule, hard Oral use

. Industria Quimica Y . . .
Spain Farmaceditica Vir, S.A. Metamizol Vir metamizole 575mg Capsule, hard Oral use
Spain Kalceks Metamizol Kalceks metamizole 500mg/ml Solution for injection ;ntramuscular use |

intravenous use

: Metamizol Kern .

Spain Kern Pharma, S.L. Ph metamizole 575mg Capsule, hard Oral use
arma
Spain Laboratorio Stada, S.L. Metamizol Stada metamizole 575mg Capsule, hard Oral use
Spain Laboratorios Alter, S.A. Metamizol Alter metamizole 575mg Capsule, hard Oral use
Spain Laboratf) rios Basi - Inddistria Metamizol Basi metamizole 500mg/ml Solution for injection ?ntramuscular use |
Farmacéutica, S.A. intravenous use
Spain Laboratorios Cinfa S.A. Metamizol Cinfa metamizole 575mg Capsule, hard Oral use
Spain Laboratorios Combix, S.L.U. | Metamizol Combix metamizole 575mg Capsule, hard Oral use
Spain Laboratorios Ern, S.A. Metalgial metamizole 500mg/ml Oral drops, solution Oral use
Spain Laboratorios Normon, S.A. | Metamizol Normon | metamizole 2g/5ml Solut} on for injection/ ?ntramuscular use |
infusion intravenous use | oral use

Spain Laboratorios Normon, S.A. | Metamizol Normon | metamizole 575mg Capsule Oral use
Spain Laboratorios Normon, S.A. | Metamizol Normon | metamizole 500mg/ml Oral drops, solution Oral use
Spain Mabo-Farma, S.A Algi-Mabo metamizole 2g lsr?flllllstllg: for injection/ | Intramuscular use |

intravenous use | oral use
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Spain Mabo-Farma, S.A Algi-Mabo metamizole 500mg Capsule, hard Oral use

Spain Mabo-Farma, S.A Metamizol Mabo metamizole 575mg Capsule, hard Oral use

Spain Opella Healthcare Spain, S.L Buscopresc metamizole, hyoscine 2,5g/5ml, 0,02g/5ml Solution for injection ;ntramuscular use |

Compositum intravenous use

Spain Tarbis Farma, S.L. Metamizol Tarbis metamizole 575mg Capsule, hard Oral use

Spain "é"e;mmede Espafia Ind. Fea., Metamizol Tecnigen | metamizole 575mg Capsule, hard Oral use

Spain Teva Pharma S.L.U., II\{/Iet.ammol metamizole 575mg Capsule Oral use
atiopharm

. Metamizol Teva- .

Spain Teva Pharma S.L.U., Rati metamizole 575mg Capsule, hard Oral use
atiopharm

Spain Towa Pharmaceutical S.A. Metamizol Pensa metamizole 575mg Capsule, hard Oral use

Spain Towa Pharmaceutical S.A. Ig,/}[]egsﬁfd Pensa metamizole 575mg Capsule, hard Oral use

Spain Viatris Pharmaceuticals, Metamizol Viatris metamizole 575mg Capsule, hard Oral use
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