SIPSEN

Innovation for patient care

Ipunoxenne 1 k Kommepueckoii [lomataxke OO0 «IICEH» ot 18 Hosndps 2024 ropa/
Appendix 1 to the Commercial Policy of IPSEN LLC dated November 18, 2024

HNPOAYKIIUSA IPSEN, PEAJIN3YEMAS IPSEN PRODUCTS SOLD BY THE
OBLIECTBOM COMPANY

» Tlpoxyxuus CnenuanusupoBanHoro  » Products of the Specialized Subdivision:

MOJIPa3JIENICHUs] CIEHATH3UPOBAHHOTO

HaIpaBJIeHHS:
1) Andepenun ® 3,75 mr 1) Diphereline® 3,75 mg
CocraB: Axmuenoe sewecmeo: Tpunropemnaa Composition: Active ingredient: Triptorelin
aneTar, B mepecyeTe Ha TpUITOpenyH —3,75 mg acetate, calculated with reference to triptorelin —
/3,75 wr; Bcmomorartensuele BemecTBa: 3.75 mg; Excipients: mannitol - 85.0 mg; DL-
manauton -—85,0 mr; Comomumep D,L —lactide/glycolide copolymer — about 160 mg;
MOJIOYHOH M TIHKoNeBoil KucioT - okono 160 Carmellose sodium — 30.0 mg; Polysorbate 80 —
mr; Kapmennosza natpus —30,0 mr; [lomcop6at 2.0 mg

80 2,0 Mr

AXTHBHBIN HHTPEMEHT: Tpuntopenux Active Ingredient: Triptorelin
Tepanesruueckuii knacc: LO2ZAEO4 Therapeutic class: LO2AE04

PerucrpanmnonHoe YAOCTOBEPEHUE Ha Marketing Authorization in the territory n’
Teppuropuu n’ [IN011452/01 [IN011452/01

VYmakoBka: 1 ¢makoH ¢ TpunmropenmmHoM, 1 Packaging: One vial with triptorelin, one
aMTyJly ¢ pacTBOpHTeJeM M oAHy OmuctepHyio ampule with the solvent, one blister pack with a
YIIAKOBKY C OJHHM IIIPHIIEM H ABYMs Wriamu syringe, two needles and a patient information
IOMEIAIOT B MauykKy KapToHHyw BMecte c leaflet in a carton pack.

HHCTPYKIUEHN 110 IPUMEHEHHIO.

2) {udepeann ® 11,25 mr 2) Diphereline® 11,25 mg

CocraB: Axmusenoe eewecmeo: Tpuntopenuna Composition: Active ingredient: Triptorelin
naMoar, B mepecuere Ha TpurtopenuH —11,25 pamoate, calculated with reference to triptorelin
Mmr; BenomorarensHele BemecTBa: MaHHUTOI ——11.25 mg; Excipients: mannitol — 85.0 mg; DL-

85,0 mg/85,0 mr; Comonumep D, —monounoii lactide/glycolide copolymer - 250 mg;
¥ rmKkoaeBoi kuciaor - 250 mr; Carmellose Carmellose sodium (sodium
sodium/Kapmennosa HaTpus (matpmit carboxymethylcellulose) —30.0 mg; Polysorbate

kapObokcuMermmienoiosa) — 30,0 mg/30,0 mr; 80 — 2.0 mg
Polysorbate 80/Tlonucopbar 80 — 2,0 mg/2,0 mr

AXTHBHBII HHTPEIUEHT: TpUITOPETHH Active Ingredient: Triptorelin
Tepanesrrnueckuit kiace: LO2AE04 Therapeutic class: LO2AE04

Perucrparnmonnoe yIOCTOBEpPEHHE Ha Marketing Authorization in the territory n° JICP-
Teppurtopuu n° JICP-005557/08 005557/08

Vmakoska: 1 d¢uakon ¢ TpunrropenunoM, 1 Packaging: One vial with triptorelin, one
aMIIyJly ¢ pacTBOpHTeNieM M oJHy OmucrepHyro ampule with the solvent, one blister pack with a
VIAKOBKY C OJHHUM INMpUIIEM M JAByMs Hriiamu syringe, two needles and a patient information
MOMEINAOT B IMAauKy KapToHHYK BMecTe c leaflet in a carton pack.

HWHCTPYKIUEH M0 IIPUMEHEHHUIO.
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3) Aucnopt® 3) Dysport®

CoctaB: AxtuBHoe BemectBo: Kommiekc Composition: Active
OOTYITHHIHYECKUH TOKCHH THTIA A- ingredient: Botulinum type A toxin-
remarmnotuane—300  EJI; Becmomorarensnsie haemagglutinin - complex  — 300 units;
BemecTBa:  anebymmn  demoseka  —125,0 Excipients: human albumin — 125.0 pg; Lactose
mkr; Jlakrosa - 2,5 mr -2.5mg

AXTHBHBIH HHTPEIHEHT: Kommnekc Active Ingredient: Botulinum type A toxin-
60Ty TMHAYECKUH TOKCHH THIIA A- haemagglutinin complex

reMarrTIOTHHUH

Tepanestuueckuii kinacc: MO3AX01 Therapeutic class: MO3AXO01
PerncrpanuoHHoe yIOCTOBEPEHHE Ha Marketing Authorization in the territory n° JIII-
Tepputopuu n° JII1-001486 001486

VnakoBka: 1 duakon, 3adukcmpoBannbii B Packaging: 1 vial fixed in a carton holder along
nepKaTene U3 KapToHa, BMecTe ¢ HHCTpyKiuel with a package information leaflet in a carton
mo TNPHMEHEHHIO TMOMEIaloT B  madky pack.

KapTOHHYIO.

Perucrpaimonsoe yJIOCTOBEpEHUE Ha Marketing Authorization in the territory n’ JIII-
Teppuropun: n° JII1-001486 001486

Tosapuerii 3nak: DYSPORT Trademark: DYSPORT

PerucrpanonHbIi Ne tosaproro Trademark registration number: 180620

sHaka: 180620

Jlata peructpanuu ToBapHoro 3Haka: 16 Trademark registration date: 16 April 1998
anpens 1998 r.

[lepeBoa TOBApHOTO 3HAaKa Ha MeCTHBUi s3bik Translation of the trademark into the local

(ecim npumennmo): JIUCIIOPT language (if applicable): JUCIIOPT

4) Mucnopt® 4) Dysport®

Cocras: Axmusnoe eewecmso: Kommieke Composition: Active ingredient: Botulinum type
OOTyJIHHUYECKUH TOKCHH THIIA A- A toxin-haemagglutinin complex — 500 U;

remarrmornaua—500 EJl; Bcnmomorarensubie Excipients: human albumin — 125.0 pg; Lactose
BemecTBa: ansOymuH uenoBeka —125,0 Mxr; monohydrate — 2.5 mg

JlakTO3BI MOHOTHAPAT - 2,5 MT Active Ingredient: Botulinum type A toxin-
AKTUBHBII HHTPE/IHEHT: Kommneke haemagglutinin complex

OOTYTMHUYECKHIT TOKCHH THNA A-

reMarrOTHHUH

Tepanesruueckuii kimacc: MO3AXO01 Products therapeutic ATC class: M03AX01
Perucrpanuonnoe YI0CTOBEPEHHE Ha Manufacturing Authorization in the Territory
Teppuropun Permcrpanmonnbiii Ne topapHoro Trademark — registration — number: n’
sHaka: n° TIN011520/01 [IN011520/01

VrakoBka 1 ¢nakon, 3apuxcuposannbii B 1 vial fixed in a carton holder along with a
JepKaTene U3 KapToHa, BMeCTe ¢ HHCTpyKIne# patient information leaflet in a carton pack.

0 IOPUMCHEHHIO IOMEIAIT B  Na4kKy

KapTOHHYIO.

Topapusrii 3HaK : DYSPORT Trademark: DYSPORT

PerucTtpanmonnbii  Ne  ToBapsoro 3Haka: Trademark registration number: 180620
180620
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JlaTa perucrpanu ToBapHOro 3Haka: 16 anpens Trademark registration date: 16 April 1998
1998 r.

IlepeBon ToBapHOro 3Haka Ha MecTHBIM s3bIk Translation of the trademark into the local
(ecm mpumenumo): JIUCIIOPT language (if applicable): JJUCIIOPT

5) Comaryaud ® Ayroxkeab® Deap ana5) Somatuline® Autogel ® gel for
NOAKOKHOTO BBEAEHHA MPOJOHTHpoBaHHoro intradermal injections with prolonged action
peiiereua 120 mr / wommiaekt (mnpuobl 120 mg/ set (single-use syringes for 510 mg Ne
oiHOpa30BbIe NnoJinnponuieHoBsie o 510 mr 1 + sterile needles Ne 1) Ne 1

Nel+urasl crepuiabHbie Nel) Nel

Coctas: AxtuBHoe BemecTtBo: Jlanpeotuaa Formulation: Active substance: Lanreotide
anerar, B mepecuere Ha jaHpeota —125,5 mr; acetate calculated as Lanreotide —125,5 mg;
BCIIOMOTATENLHEIE  BemiecTBa: Boja g Excipients: water for injection— 357,8 mg;
uHbeknuit —357,8 wMr; ykcycHas kuciota glacial acetic acid under pH 6,1 = 0,3

nensHas go pH 6,1 £ 0,3

AKTHBHEBII HHTpeAueHT: JlanpeoTun Active Ingredient: Lanreotide/JlanpeoTun
Tepanesruuecknii kmace: HO1CBO03 Products therapeutic ATC class: HO1CB03
Perucrpanuonsoe yIOCTOBEPEHHE Ha Registration Certificate in the Territory: n’
Tepputopun: n’ JICP-003497/09 JICP-003497/09

Vuakoska: Illnpur, ynaxoanusni B naket u3 Packaging: 1 pre-filled syringe in

nonusTHIeHTepedTanat/amoMuHus/moimaTiie  polyethyleneterephtalate/aluminium/polyethyle
Ha, BMECTE€ ¢ MHCTpYKIMeHd mo npuMeHeHuio ne sachet is packed with a leaflet in a carton box.
NOMEIIIEH B TTAYKy KapTOHHYIO.

Toeapusrii 3Hak : AYTOXEJIb Trademark: AUTOGEL

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

Jlara peructpauum ToBapHoro 3Haka: 18 Trademark registration date: 18 December 2003
nexabps 2003 r.

6) Comatryoun ® Ayroxeab® [ean mas6) Somatuline® Autogel ® gel for
MOJAKOKHOI0 BBEAECHUS NPoJoHrupoBaHHoro intradermal injections with prolonged action
neiiecreua 90 mr / xommiexkr (mmpunet 90 mg/ set (single-use syringes for 388 mg Ne
0HOPA30BbIe MounponuieHosbie o 388 mr 1 + sterile needles Ne 1) Ne 1

Nel+urasl crepuibHbie Nel) Nel

CoctaB: AxTtHBHOE BemecTBO: Jlampeormaa Formulation: Active substance: Lanreotide
anerar, B mepecuere Ha jJaHpeoTHn -95.4 wr; acetate calculated as Lanreotide —95.4 mg;
BCIIOMOTaTeNpHbIE  BemecTBa: Boja it Excipients: water for injection— 272,3 mg;
uHneknui —272,3 Mr; ykcycHas kwucnota glacial acetic acid under pH 6,1 + 0,3

nensHas go pH 6,1 +£0,3

AXKTHBHBIM HHTpeAueHT: JlaHpeoTa Active Ingredient: Lanreotide/JlanpeoTun
Tepanertuueckuii knace: HO1CBO03 Products therapeutic ATC class: HO1CBO03
Peructpaunonsoe yIOCTOBEPEHHE Ha Registration Certificate in the Territory: n’
Tepputopun: n° JICP-003497/09 JICP-003497/09

Vmakopka: Illmpui, ymakoanHseii B maket u3 Packaging: 1 prefilled syringe in

nonmuaTHIEHTEpedTanat/anromunns/monusTine polyethyleneterephtalate/aluminium/polyethyle
Ha, BMECTe ¢ HHCTpyKImed mo npuMeHeHHIo ne sachet is packed with a leaflet in a carton box.
NOMEIIEH B TAYKy KAPTOHHYIO.

Togapusiii 3HaK : AYTOXEJIb Trademark: AUTOGEL
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Peructpaumonnsii  Ne  ToBapHoro 3Haka: Trademark registration number: 283131
283131

Jlara peructpanmu ToBapHoro 3Haka: 18 Trademark registration date: 18 December 2003
nexabps 2003 1.

7) Comatrysma ® Ayroxkenn® Dens nius7) Somatuline® Autogel ® gel for
MOAKO0KHOTO BBEJEHHS NMPOJIOHTHpoBanHoro intradermal injections with prolonged action
pefictBus 60 Mr / xommiaext (mmpuusni 60 mg/ set (single-use syringes for 266 mg Ne
0HOPA30BBIE MOJHNpPoONNIeHoBbIe 0 266 Mr 1 + sterile needles Ne 1) Ne 1

Nel+uranl crepniabnble Nel) Nel

CoctaR: AxTtHBHOe BemecTBo: Jlampeoruaa Formulation: Active substance: Lanreotide
anerar, B Iepecdere Ha aHpeoTHn —65,4 wmr; acetate calculated as Lanreotide —65,4 mg;
BCIIOMOTATeNbHBIE  BelllecTBA: Boja ik Excipients: water for injection— 186,6 mg;
uHbeknmii —186,6 Mr; ykcycHas Kkwucnora glacial acetic acid under pH 6,1 0,3

nengras go pH 6,1 = 0,3

AKTHBHBII HHTpeaUeHT: JlanpeoTun Active Ingredient: Lanreotide/JlanpeoTnn
TepanreBTrueckuii xiacc: HO1CBO3 Products therapeutic ATC class: HO1CB03
Perucrpanunornoe YAOCTOBEPEHHE na Registration Certificate in the Territory: n’
Tepputopuu: n’ JICP-003497/09 JICP-003497/09

Vnaxoska: Illnpun, ynakoBaHHbIH B makeT u3 Packaging: 1 pre-filled syringe in

nonusTHIeHTepedTanar/anoMunaus/momusTiie  polyethyleneterephtalate/aluminium/polyethyle
Ha, BMeCTe ¢ MHCTPYKIHEH mo mpuMeHeHHio ne sachet is packed with a leaflet in a carton box.
HOMEIIEH B Na4YKy KapTOHHYIO.

Toapuslii 352K : AYTOXEJIb Trademark: AUTOGEL

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

Jlata permctpanuu ToBapHoro 3Haka: 18 Trademark registration date: 18 December 2003
nexabpst 2003 1.

8) Kabomerukce®, Ttabnerkn, mnokpbiThie 8) Cabometyx® film-coated tablets, 20 mg, 40
IJIEHO4YHOi 060/10uKoii 20 mMr/40 Mr/60 Mmr  mg, 60 mg

Coctap: AxTHBHBIE BelmecTBa: kabosanTHHIOa Composition: Active ingredients: cabozantinib
(S) manat—25.34/50.69/76.03 mr B nepecuete Ha (S) malate — 25.34/50.69/76.03 mg calculated
Ka003aHTHHHO 20.00/40.00/60.00 MT;, with reference to cabozantinib
BCIIOMOTAaTeIbHBIE  BellecTBa:  nemmonosa 20.00/40.00/60.00 mg; excipients:
mukpokpuctammueckas PH-102,  maxrosa microcrystalline cellulose PH-102, anhydrous
Oe3Bo/IHAS, runpososa lactose, hyprolose (hydroxypropyl cellulose),
(THAPOKCHIIPOIIHIILEILTIONO03a), croscarmellose sodium, colloidal silicon dioxide
KpOCKapMeio3a HaTpus, KpeMHHs amokcuj (anhydrous), magnesium stearate, Opadray®
KoJiokaneli (Ge3Bomubiil), MarHus creapart, 03K92254 yellow film coating.

mwieHoyHas obonouka Omnampaii® 03K92254

JKEJITBIN.

AKTHBHBIA HHIPEIUEHT: Ka003aHTHHUO Active Ingredient: cabozantinib
Tepaneptuuecknii xnacc: LO1XE26 Therapeutic class: LO1XE26

PerucrpanuonHoe YAOCTOBEpEHHE Ha Marketing Authorization in the territory JIII-
Teppurtopun: JII1-005558 005558

VnakoBka: Ilo 30  Tabnerox BMmecte c Packaging: 30 tablets with silica gel (3
cunmkareneM (3 KOHTelHepa ¢ cuiKaresieM o containers with silica gel, 1 g each) and polyester
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1 r xaxaeii) v nomaagupHEIM BojiokHoM Bo fiber in a HDPE bottle. 1 vial and a patient
(J1aKOH M3 IONM3TUIEHA BRICOKOI TI0THOCTH. 1 information leaflet in a carton pack.

¢akoH ¢ HHCTPYKIHEH MO NPUMEHEHHIO B

Ha4YKy KapTOHHYIO.

» Tlponykums CermeHTa OCTETHKH » Products of the Aesthetics Segment
9) ducnopt® 9) Dysport®
CocraB: AxtupHOoe BemectBo: Kommiexke Composition: Active
OOoTy THHHYECKHI TOKCHUH THIIA A- ingredient: Botulinumtype A toxin-
reMarrmoTuHuE—300  EJI; BemoMoratensusle haemagglutinin - complex — 300  units;
BemlecTBa:  anbOymMuH  denoBeka —125,0 Excipients: human albumin —125.0 pg; Lactose
MKr; Jlakroza- 2,5 mMr -2.5mg
AXKTUBHBIH HHTPEIVEHT: Kommnekc Active Ingredient: Botulinum type A toxin-
OOTYy THHHYECKHH TOKCHH THUIIA A- haemagglutinin complex
reMarrJioTHHUH
Tepanepruueckuii knacc: MO3AX01 Therapeutic class: MO3AX01
Perucrpannonnoe yJIOCTOBEpPEHUE Ha Marketing Authorization in the territory n” JII1-
Teppuropuu n° JIII-001486 001486

VnakoBka: 1 ¢makon, 3abuxcupoBanusiii B Packaging: 1 vial fixed in a carton holder along
JiepXxaresie U3 KapToHa, BMecTe ¢ HHCTpyKImel with a package information leaflet in a carton
N0 MNPUMEHEHWIO TOMEIAIT B Iauky pack.

KapTOHHYIO.

Perucrpanuonsoe yJIOCTOBEPEHHE Ha Marketing Authorization in the territory n” JIII-
Teppuropun: n° JIII-001486 001486

Tosapnsnif 3Hax: DYSPORT Trademark: DYSPORT

PerucrparinoHHbIi Ne toBapHoro Trademark registration number: 180620

3Haka: 180620

Jlata perucTparud TOBapHOro 3Haka: 16 Trademark registration date: 16 April 1998
anpens 1998 r.

IMepeBox ToBapHOTO 3HAaKa Ha MecTHBIN s3bIK Translation of the trademark into the local

(ecmu mpumennmo): JIUCIIOPT language (if applicable): JJUCIIOPT

10) Incnopt® 10) Dysport®

CocraB: Axmusnoe eewecmso:. Kommneke Composition: Active ingredient: Botulinum type
GoTyTHHUYECKHI TOKCHH THIIA A- A toxin-haemagglutinin complex — 500 U;

remarrmoTuEuE—500 EJl; Bcmomoratenshbie Excipients: human albumin — 125.0 pg; Lactose
BelecTBa: anbOymMuH uenmoBeka —125,0 Mxr; monohydrate — 2.5 mg

JlakTo3m1 MOHOTHJIpAT - 2,5 MT Active Ingredient: Botulinum type A toxin-
AKTHUBHBII HWHTPEAUEHT: Kommiexe haemagglutinin complex

60Ty THHIYECKUH TOKCHH THIIA A-

TeMarraIlOTHHHH

TepaneBtuuecknit kacc: MO3AX01 Products therapeutic ATC class: MO3AXO01
PerucrpannonHoe yJIOCTOBEPEHUE Ha Manufacturing Authorization in the Territory
Tepputopun Perucrpannonnsit Ne toBapHoro Trademark  registration  number: n’
snaka: n’ [IN011520/01 IIN011520/01
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VmakoBka 1 duakon, 3aduxcuposanubiii B 1 vial fixed in a carton holder along with a
JepaTtesie U3 KapTOHA, BMECTe ¢ MHCTPyKIKEH patient information leaflet in a carton pack.

00 [PUMCHEHHIO [OMEUAIT B  MAYKy

KapTOHHYIO.

Tosapusriit 3HaK : DYSPORT Trademark: DYSPORT

Pernctpanuonnbii  Ne  TopapHoro 3Haka: Trademark registration number: 180620
180620

Jlata perucTpanum ToBapHOro 3HaKa: 16 anpens Trademark registration date: 16 April 1998
1998 .

IlepeBos ToBapHOro 3Haka Ha MecTHBIH si3bIK Translation of the trademark into the local
(ecmu mpumenumo): JUCIIOPT language (if applicable): JUCIIOPT



