SIPSEN

Innovation for patient care

Ipunoxenne 1 k Kommepueckoii [lonrutuke ot 29 okrsiopst 2020 roga
MNPOAYKLUSA IPSEN, PEAJIN3YEMASI OBIIECTBOM

HpOILYKHI/IH CHeLII/IaJII/I3I/Ip0BaHHOFO noApa3ACJICHUA CIICHUATIU3UPOBAHHOI'O HAITPABJICHUA:
1) Diphereline® 0,1 mg /Iudepenun ® 0,1 mr

CocraB: AkmusHoe gewecmeo: TpunropenuHa anerar, B nepecuere Ha Tpuntopeiaud —0,1 wmr;
Bcnomorarensabie BemecTBa: MaHHATON —10,0 Mr

AKTHBHBIN UHTPEAUEHT: TpUNITOPENUH
TepaneBtuueckuii kimacc: LO2AEO4
Peructpannonnoe ynocroBepenue Ha Tepputopuu n° TIN011452/02

VnakoBka: 7 (I)J'IaKOHOB C TPUIITOPCIIMHOM U 7 aMITyJl C paCTBOPUTCIJICM YJIOKCHBI B KOHTYPHYIO
H‘Iel‘/‘IKOBy}O YIIAaKOBKY U3 IIBX u BMecTe C HHCTPYKHHeﬁ N0 IMPUMCHCHUIO ITOMCHICHBI B IIAYKY
KapTOHHYIO.

2) Diphereline® 3,75 mg /Iudepesun ® 3,75 mr

CocraB: AkmueHoe ewecmso. TpuNTOpeIMHa alleTaT, B Iiepecyere Ha Tpuntopenud —3,75 mg /
3,75 mr; Bcnomorarensabie BemiectBa: ManauToN —85,0 mr; Comommmep D,L —momnouHoi n
TJIMKOJIEBOM KUCIIOT - okojio 160 mr; Kapmennosa natpus —30,0 mr; [Tonucopbar 80 —2,0 mr

AKTHUBHBIN UHTpeueHT. Tpunropenun
Tepanestuueckuii kinace: LO2AEQ4
Perucrpannonnoe ynocrosepenue va Tepputopun n° TIN011452/01

VnakoBka: 1 ¢uakoH c¢ TpunropeiauHoMm, 1 ammyiy ¢ pacTBOpUTENIEM U OJHY OJHMCTEPHYIO
YIIaKOBKY C OJIHUM ILIIPULIEM M JIBYMs HUIJIaMHM IOMELIAIOT B MAyKy KapTOHHYIO BMECTE C
MHCTPYKLKEH M0 TPUMEHEHHUIO.

3) Diphereline® 11,25 mg /Audepennn ® 11,25 mr

CocraB: AkmusHoe eujecmeo. TpunTopenrHa namoar, B epecyere Ha Tpuntopenut —11,25 mr;
Bcnomorarensubie BemectBa: MmanauTol — 85,0 mg/85,0 mr; Cononumep D,L —MonouHOl 1
TJIMKOJIEBOM  KHCIIOT - 250 wr; Carmellose sodium/Kapmenno3a Harpus (HaTpwuii
kapOokcumerminesutoiaosa) — 30,0 mg/30,0 mr; Polysorbate 80/TTomucop6ar 80 — 2,0 mg/2,0 mr

AXTUBHBINA UHTpeaueHT: TpunTopenun

Tepanestuueckuii knace: LO2AEQ4
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Perucrparnuonnoe yaocrosepenne Ha Teppuropuun n° JICP-005557/08

VYnakoBka: 1 ¢uakoH ¢ TpuntopeiauHoM , 1 ammynay ¢ pacTBOpPHUTENEM U OJHY OJHCTEPHYIO
YIaKOBKY C OJHUM IINPHUIEM M JBYMs HUIJamMd MOMEUIAl0T B MauyKy KAapTOHHYIO BMECTE C
MHCTPYKLHEH 10 IPUMEHEHHUIO.

4) Dysport® /Iucnopt®

CocraB: AxrtuBHOE BemiecTBO: Komriekc OOTYIMHUYECKUH TOKCHH THMA A-TeMarriJroTHHUH—
300 EJl; BcnomorarenpHbIe BemecTBa: anb0ymuH denoBeka —125,0 mkr; Jlakrosza - 2,5 mr

AKTHUBHBIN UHTpeaneHT: Komiuiekc 00TYyIMHUYECKUH TOKCUH TUIIA A-TeMarrItoTHHUH
Tepanestuueckuii kimace: MO3AX01
Peructpanmonnoe ynocrosepenue Ha Teppuropuu n° JIT1-001486

VYnakoBka: 1 ¢nakon, 3apukcupoBaHHBIN B JepxaTenie U3 KapTOHA, BMECTE€ C MHCTPYKIMEH MO
MIPUMEHEHUIO MIOMENIAIOT B MAYKy KAPTOHHYIO.

Perucrpanmonnoe ynocrosepenue Ha Teppuropuu: n° JII1-001486
Tosapnsrii 3nak: DYSPORT

Perucrpanunonnsriii Ne toBapHoro 3naka: 180620

JlaTta perucrparuu ToBapHOro 3Haka: 16 anpens 1998 r.

ITepeBoa TOBapHOTO 3HaKa HA MECTHBIN s3bIK (e ipumenumo): JIMCITOPT
5) Dysport®/qucnopt®

CocraB: Akmusnoe gewyecmaso:. Komiuieke 00Ty THHIYECKHIA TOKCHH ThTIA A-TeMarrmoTHHHH—500
EJI; BciomoratenbHbIe BemecTBa: anbOymMuH uenoBeka —125,0 mxr; Jlakto3sl MoHOTHApAT - 2,5
MT

AxTuBHBIN HHTpeaueHT: KoMiuiekc O0TyTHHUYECKHI TOKCUH THMa A-reMarrItoTHHUH
Products therapeutic ATC class/ Tepanestuueckuii kiacc: MO3AX01

Perucrpanumonnoe ynocrosepenue Ha Teppuropuu Peructpammonssiii Ne toapHoro 3xaka: n’
IIN011520/01

VYnakoBka 1 ¢rakoH, 3auKCUPOBAaHHBII B Aep)kaTesie U3 KapTOHA, BMECTE ¢ MHCTPYKLUEH 1O
IIPUMEHEHHIO ITIOMEIIAIOT B NIAYKy KapTOHHYIO.

ToBapuslii 3Hak : DYSPORT
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Perucrparnmonnsiii Ne Topapnoro 3Haka: 180620

Jlata peructpaiiuu ToBapHoro 3uaka: 16 April 1998/16 anpens 1998 r.
[lepeBox TOBapHOTO 3HaKa Ha MECTHBIN sA3bIK (ecyu npumerumo): JIUCITOPT
6) Somatuline® Autogel ® /Comaryyima ® AyToxeab®

CocraB: AxmusHnoe sewecmeso. JlanpeoTuaa areraT, B IepecdyeTe Ha jaHpeotun — 125,5 wr;
BcmomoratenbHbIe BemecTBa: BoAa IS MHBEKIMH —357,8 MT; yKCycHast KUCIIOTa JieqsHas 10 pH
6,1 £0,3

AKTUBHBIN UHrpeAueHT: JlanpeoTun
TepaneBtuueckuii kiacc: HO1CB03
Peructpannonnoe ynocropepenue Ha Tepputopuu: n° JICP-003497/09

VmakoBka: Illnpuil, ynakoBaHHBIN B TAKET U3 MOIUATWICHTepedTanaT/anroMUHUS/TIOIMATUIICHA,
BMECTE C HHCTPYKLIUEH 110 IPUMEHEHHUIO IIOMEILEH B [TAYKy KAPTOHHYIO.

Tosapusiii 3HaK : AYTOXEJIb

Peructparnmonnsrit Ne ToapHoro 3Haka: 283131

Jlara peructparuu ToBapHoro 3uaka: 18 December 2003/18 nexa6ps 2003 r.

7) KabomeTnkc®, Ta0JeTKH, MOKPBITHIE MJIeHOYHO# 000,104K0ii 20 Mr/40 Mr/60 mr

CocraB: AKTHBHBIC BellecTBa: kabo3anTuanOa (S) manar—25.34/50.69/76.03 mr B mepecuere Ha
kabo3antnuan®  20.00/40.00/60.00  wmr; BCIIOMOTaTelbHBIE  BEIIECTBA:  LIEJUII0JI03a
Mukpokpucrammyeckas PH-102, nakro3a 6e3BoaHas1, TUIIPOII03a (THAPOKCUITPOIIIILIEIUIION03a),
KpOCKapMeJio3a HaTpus, KPEeMHHS TUOKCUJA KOJUIOWIHBIN (Oe3BOMHBIN), MarHusi creapart,
rieHouHas o6onouka Onanpaii® 03K92254 xenThiid.

AXTHBHBII MHTPEINEHT: KaO03aHTUHHO
Tepanerruueckuii knacc: LO1XE26
Perucrparnmonnoe ynocrosepenue Ha Teppuropun: JIIT-005558

VYnaxoska: ITo 30 tabneTok BMecTe ¢ cuiukaresneMm (3 KoHTelfHepa ¢ cuiMkarenem o 1 r
KaXKIbIi) ¥ TOIMA()UPHBIM BOJIOKHOM BO (DJIAKOH U3 MOJIUATUIIEHA BHICOKOW MIOTHOCTH. |
(b1aKoH ¢ MHCTPYKIMEHN M0 TPUMEHEHHUIO B MaYKy KapTOHHYIO.
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KaTteropua meguumHCKuUX usgenuii gna CermeHta 3cTeTUKMU
8) M-HA 18 (2*1 mua)

CocraB: Axmusnoe éeujecmso. I'manyponat Hatpusi —18 mr/mi; BemomorarenbHbie BelecTBa:
rimunepon —20 mr/mi; docdarHo-tuTpaTHBI OydepHbIii pactBop PH 6.8-7.6 B mocrarounom
konmyectse (.S.)

AKTUBHBIN UHIrpeaueHT: I nanypoHar HaTpus
Perucrpaunonnoe ynocrosepenue Ha Tepputopun n° ®3C 2011/08945

VYnakoska: 2 mmpuna ¢ M-HA18 u 4 crepunbHbie 0gHOpa3oBbie Uikl KamnOpom 30G ymokeHbI
B KOHTYPHYIO STYCHKOBYIO YITAKOBKY W BMECTE C MHCTPYKIHEH MO MPUMEHEHHUIO ITOMEIICHEBI B
Ma4YKy KapTOHHYIO.

Toapwusrii 3Hak | FILORGA
Peructparmonnsiit Ne ToapHoro 3Haka: 395062

Jlara peructparuu ToBapuoro 3uaka: 01 December 2008/01 nexa6ps 2008 r.

9) X-HA?3 (2*1 mu1)

CocraB: Akmuenoe sewjecmso. I'narypoHOBasi KUCIOTA C MONEPEYHO-CIIUTON CTPYKTYpol —23
mr/mit; Benomorarensable BemecTBa: GocdatHbiit OydepHblii pacTBOp ¢ xJopuaoM Harpus pH
6.8-7.4 B nocrarouHom konudectse (4.S.)

AKTUBHBIN UHTpEIUEHT: | nanypoHOBas KUCIIOTA C MONEPEUYHO-CIIUTON CTPYKTYPOI
Perucrpannonnoe yaocrosepenue va Tepputopun N° ®3C 2011/08946

Vnakoska: 2 mmpuna ¢ X-HA3 u 4 crepunbuble 01HOpa3oBble UTIbI KaTuOpoM 27G yIOKeHHI B
KOHTYPHYIO STY€MKOBYIO YIIAKOBKY U BMECTE C MHCTPYKIMEH 110 MPUMEHEHUIO TIOMEIEHBI B TAUKy
KapTOHHYIO.

ToBapaslif 3Hak : FILORGA

Perucrpanuonnsiii Ne ToBapHoro 3Haka: 395062

Hara peructpauuu ToBapHoro 3Haka: 01 gexadps 2008 r.
ToBapuslif 3Hak : X-HA

Perucrpanmonnsiii Ne ToBapHoro 3xHaka: 3962906
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JlaTta peructpamnuu ToBapHoro 3Haka: 14 nexabps 2009 r.
10) X-HA Volume (2*1 mu)

CocraB: Axmuenoe eewecmeo. I'manmypoHaT HATpHUs TONEPEUYHO-CHIMTBIA — 23 wmr/mi;
BcnomorarensHbie BemecTa: ¢ochaTHbIi OydepHbIid pacTBOp ¢ xiopuaoM Hatpus pH 6.8-7.4 B
JI0CTaTo4YHOM Kosmuectse ((.S.)

AKTHUBHBIN UHIpEIUEHT: | MarypoHaT HaTpus MONEPEYHO-CILIUTHIN
Perucrpannonnoe ynocrosepenue Ha Teppuropuu N° ®3C 2011/08947

VYnakoBka: 2 mmpuna ¢ X-HA Volume u 4 crepunbHbie 0JHOpa30Bble UIJbI Kamuopom 27G
VIIO)KCHBI B KOHTYPHYIO SYCHKOBYIO YIAKOBKY M BMECTE€ C HHCTPYKIIHCH IO MPUMEHEHHIO
MTOMEIIIECHBI B ITAYKy KapTOHHYIO.

Toapnsiii 3HaK . FILORGA
Peructparnmonnsiit Ne ToapHoro 3Haka: 395062
JlaTta peructpanuu ToBapHoro 3Haka: 01 nexabps 2008 r.

Toaphslii 3Hak : X-HA



