SIPSEN

Innovation for patient care

IMpuioxenne 2 k Kommepueckoii oautuke 000 «UIICEH» ot 18 nHosiopst 2024 roxa/
Appendix 2 to the Commercial Policy of IPSEN LLC dated November 18, 2024

HEPEYEHDb ITPOJAYKIIUU IPSEN, LIST OF IPSEN PRODUCTS
OTHOCSIIEMNCS K KATET'OPUM BELONGING TO THE CATEGORY OF
CIHHEHUAJIN3UPOBAHHBIX SPECIALIZED HEAT-LABILE
TEPMOJIABWJIBHBIX ITPEITAPATOB PRODUCTS
1) Dysport® /Iuciopt® 1) Dysport®
CocraB: AktuBHOe BemiecTBo: Kommiekc Composition: Active
OOTYIMHUYECKHI TOKCHH THIIA A- ingredient: Botulinumtype A  toxin-
reMarrIFOTHHUH— 300U/ 300 haemagglutinin ~ complex — 300 units;
EJl; BcmomoraresbHble BemnecTBa: aiapOymmu EXcipients: human albumin — 125.0 pg; Lactose
yenoBeka —125,0 mkr; JlakTo3a 2,5 Mr -2.5mg
AXKTUBHBII UHIPEIUEHT: Kommekce Active Ingredient: Botulinum type A toxin-

OOTYIMHUYECKUI TOKCHH TUTIA A- haemagglutinin complex
reMarrIfOTHHUH

TepaneBruyeckuii kacc: MO3AX01 Therapeutic class: MO3AX01
Perucrpanuonnoe YAOCTOBEpPEHUE Ha Marketing Authorization in the territory n° JIIT-
Teppurtopun n° JITT-001486 001486

VmakoBka: 1 ¢uakon, 3adukcupoBanubii B Packaging: 1 vial fixed in a carton holder along
JepIKaresie U3 KapToHa, BMecTe ¢ HHCTpyKiuen With a package information leaflet in a carton
[0 TPUMEHEHHIO [OMEHmaloT B  mauky pack.

KapTOHHYIO.

Perucrpanuonnoe YAOCTOBEpPEHUE na Marketing Authorization in the territory n° JIII-
Teppurtopun: n° JIIT-001486 001486

Tosapusrii 3Hak: DYSPORT Trademark: DYSPORT

Perucrpannonusiit Ne toBapHoro Trademark registration number: 180620

3naka: 180620

JHara  peructpanmu  ToBapHoro  3Haka: Trademark registration date: 16 April 1998

16 April 1998/16 ampens 1998 r.

Translation of Trademark in local language if a Translation of Trademark in local language if
pplicable/ TlepeBom ToBapHoro 3maka ua applicable: JUCITOPT

MeCTHBIN s3bIK (eciau npumenumo): JJUCITOPT

2) Dysport®/qucnopt® 2) Dysport®

CocraB: Axmusnoe esewecmso: Kommexc Composition: Active ingredient: Botulinum type
OOTYJIMHUYECKUI TOKCHH TUTIA A- A toxin-haemagglutinin complex — 500 U;
remarrmiotuauH—500 EJ[; Bemomorarensusie Excipients: human albumin — 125.0 ug; Lactose
BellecTBa: albOyMuH uesnoBeka —125,0 mkr; monohydrate — 2.5 mg

JlakTo3bI MOHOTHIpPAT - 2,5 MI'

AKTHUBHBII UHTPEUCHT: Kommekce Active Ingredient: Botulinum type A toxin-
OOTYTMHUYECKHUN TOKCHH THTIA A- haemagglutinin complex

reMarrJroTHHUH

Tepaneptuyeckuii kmace: MO3AX01 Therapeutic class: MO3AX01
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Perucrpannonnoe yIOCTOBEPEHHE na Manufacturing Authorization in the Territory
Tepputopuu Peructpanmonnsiii Ne toBapHoro Trademark — registration  number: n’
3naka: n° IIN011520/01 IIN011520/01

VmakoBka: 1 duakoH, 3aduxcupoBannbiii B Packaging: 1 vial fixed in a carton holder along
JepKarelie U3 KapToHa, BMecTe ¢ HHCTpykiuei With a package information leaflet in a carton
0 MPUMEHEHHIO MOMEHAIT B  madky pack.

KapTOHHYO.

Tosapusiii 3ak : DYSPORT Trademark: DYSPORT

Perucrpanmonnsiii  Ne  toapHoro 3naka: Trademark registration number: 180620
180620

Jlata perucTpaiiui ToBapHOro 3Haka: 16 anpens Trademark registration date: 16.04.1998

1998 r.

IlepeBox ToBapHOro 3Haka Ha MecTHBIM s3bIK Translation of the trademark into the local
(ecu npumenumo): AUCIIOPT language (if applicable): AWUCIIOPT

4) ComartyiauH ® AyToxeap® 4) Somatulin ® Autogel®

CocraB: Axmusnoe esewecmeo: Jlanpeotuma Composition: Active ingredient: Lanreotide
areraT, B rmepecyere Ha nanpeorun —125,5 mr; acetate, calculated with reference to lanreotide —
BCIIOMOTATeNIbHBIC  BemecTBa:  Bojga syt 125.5 mg; Excipients: water for injection, 357.8
uHbekimii  —357,8 wr; ykcycHas kuciaota mg; glacial acetic acid to pH 6.1 £ 0.3

nensHas no pH 6,1 0,3

AKTUBHBINA HHIpeaueHT: JIaHpeoTH I Active Ingredient: Lanreotide
Tepanesruuecknii kinacc: HO1CBO03 Therapeutic class: HO1CBO03

Perucrpanmonnoe YAOCTOBEpEHUE Ha Marketing Authorization in the territory n°
Teppuropuu: n° JICP-003497/09 JICP-003497/09

Vmakoeka: Illnpur, ynmakoBanublii B makeT u3 Packaging: A syringe packed in a pouch
nonudTHIeHTepedTanat/amomunus/monustriie (polyethylene

Ha, BMECTe C MHCTpyKIMeW mo mpumenenuro terephtalate/aluminium/polyethylene) with a
MOMEIIEH B TIAYKy KapTOHHYIO. patient information leaflet in a carton pack.
Tosapusrii 32k : AYTOXEJIb Trademark: AUTOGEL

Peructpanmonnsiii = Ne  ToBapHoro 3Haka: Trademark registration number: 283131
283131

Jlata peructpamuu ToBapHoro 3Haka: 18 Trademark registration date: 18.12.2003
nexabps 2003 r.

5) Comatynun ® Aytoxeab® 5) Somatulin ® Autogel®

CocraB: Axmusnoe eewecmso: Jlanpeotuaa Composition: Active ingredient: Lanreotide
arierat, B mepecuere Ha jaHpeotun —95,4wmr; acetate, calculated with reference to lanreotide —
BCIIOMOTaTelnbHble  BemecTBa:  Boga s 95,4 mg; Excipients: water for injection, 272,3
uabeknuii —272,3 wr; ykcycHas kuciora mg; glacial acetic acid to pH 6.1 £ 0.3

nensHas 1o pH 6,1 £ 0,3

AKTHBHBIA UHTpeneHT: JIaHpeoTH Active Ingredient: Lanreotide
Tepanestuueckuii kinacc: HO1CBO03 Therapeutic class: HO1CBO03

Peructpanmonnoe YIOCTOBEPEHUE Ha Marketing Authorization in the territory n°
Teppuropun: n° JICP-003497/09 JICP-003497/09

VYnakoBka: Illmpwum, ymakoBanubiii B maket u3 Packaging: A syringe packed in a pouch
nonuaTHiIeHTepedTanat/amomunus/momusTriie (polyethylene
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Ha, BMECTE C MHCTpyKIWEH mo mnpumeHenuto terephtalate/aluminium/polyethylene) with a
MIOMEIICH B TAaYKy KapTOHHYIO. patient information leaflet in a carton pack.
Tosapusiii 3uak : AYTOXEJIb Trademark: AUTOGEL

Peructpaumonnsiii  Ne  ToBapHoro 3Haka: Trademark registration number: 283131
283131

Jlata peructpauuu ToBapHoro 3Haka: 18 Trademark registration date: 18.12.2003
nexadps 2003 r.

6) ComaTynnn ® AyToxeab® 6) Somatulin ® Autogel®

CocraB: Axmusnoe eewecmeo: Jlanpeoruma Composition: Active ingredient: Lanreotide
arerat, B nepecdere Ha janpeotua —65,4 wmr; acetate, calculated with reference to lanreotide —
BCIIOMOTATeNIbHBIE  BemecTBa:  Boga  uig 65,4 mg; Excipients: water for injection, 186,6

unbeknuii —186,6 MT; yKcycHas kuciorta mg; glacial acetic acid to pH 6.1 £ 0.3

nengnas g0 pH 6,1 £0,3

AKTHBHBIA UHTpeMeHT: JIaHpeoTH T Active Ingredient: Lanreotide
TepaneBtuueckuii kiacc: HO1CB03 Therapeutic class: HO1CB03

Perucrpammonnoe YJIOCTOBEpEHUE na Marketing Authorization in the territory n°
Teppurtopuu: n° JICP-003497/09 JICP-003497/09

VYnakoska: Illnpwui, ynakoBanubiii B maket u3 Packaging: A syringe packed in a pouch
nonusTuientepedranat/amomunus/monmustriae (polyethylene

Ha, BMeCTe C MHCTpyKuued mo mpumeneHuro terephtalate/aluminium/polyethylene) with a
MIOMEIIIEH B TIAYKy KapTOHHYIO. patient information leaflet in a carton pack.
Tosapnsrii 3aak : AYTOXEJIb Trademark: AUTOGEL

Peructpanmonnsiii = Ne  toBapuoro 3Haka: Trademark registration number: 283131
283131

Jlatra perucrtpanuu ToBapHoro 3naka: 18 Trademark registration date: 18.12.2003
nexadps 2003 r.



