MHHHCTEPCTBO 3/IPABOOXPAHEHHA
POCCHHUCKOH ©ENEPALIMN

Perucrpaunontoe yiocrosepenne
AEKAPCTBEHHOID Npenapara s MeIHINHCKOT0 NPUMeHeHHs

JITI-005845
(HOMEp perHCTPalHOHHOrO YA0CTOBEPEHHS JIEKAPCTBEHHOTO Mpernapara)

~ | HaumenoBanne aepxkaTens (BJaaensua) .
~ | perucTpauHoHHOro ynocroaepennn Xencmg{ is(en c’;_[e:al%?’ mB;:m piy
| leKkapeTBENHOTO Npenaparta et care

| Anpee mecTonaxomnenns aepkatens ih
~ | (Bnajebua) perncTpauMoHHOre YAOCTOBEPCHHA Via Pian Scairolo 9, 6912 Lugano, Switzerland =/
~| JI€KapCTBEHHOI 0 Mpenaparta 17

| JlaTa rocy1apcTBeHHOIl perncTpaunu :
JIEKAPCTBEHHOO Npenapara 11.10.2019

Cpok AeiicTBHS PerncTpaunoHHOro

YAOCTOBEPEHNA JIEKAPCTBEHHONO0 Npenaparta SO SRbROM sittig TR VN 5 S
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| laTa BHeceHUsl H3MEHEeHMil B perHcTpansounoe
YAOCTOBEpEeHUE JIEKAPCTBEHHOT 0 FEPpENapaTa 21.08.2023
(naTa 3aMeHB] perucTPaANHOHHOTD P50
| YAOCTOBEpEeHHd JIEKADCTBEHHOTG Mpenapara)

Hudopmauns 0 3aperucTprpoBaHHOM JICKAPCTESHHOM Mpernapare:
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| MexayHapoaHoe HeNATEHTOEAHAOE, HAN
rpynnupoBoYHOE, HIH XAMUYECKOe Herymarant+lanoHoceTpon
HaAHMEHOBaHHE .

gL il

JlekapcTBenHas gopMa KarcyJs Habop

.Ilocmpomca 300 Mr+0.5 Mr

| KauecTBeHHBII COCTAB B KOJIHYECTBEHHBIH COCTAB AefiCTBYIOIUMX BElleCTB H KAYECTREHHEIH
COCTAB BCIIOMOTATEBHBIX BElECTB

| metynutanT 100,0 mr, BciomoraTensHele BEMETTEa (Lie/UTon03a MEkpokpuctautnyeckas (pH 101), =
| caxapo3s maypunossiii 3¢up, nosunok K-30, KpockapMenno3a HaTpus, KpeMHHA 1HOKCHI (xonnounaufﬁ;’;

| BO/1a OUMLIEHHAs, HATPHA CTeapuIdyyMapar, MarHUs CTeapar) :

- | nanooceTpoHa ruapoxnopH (B Nepecyete Ha naiorocetpol 0,50 Mr) 0,56 Mr, BCoMoraTeNsHble

| BemecTsa (rnuueponMoHoKanpuiokanpar (Tun I, TIHIEPOs, NONNTAMIEPHIONeAT, BOAR OYHIICHHAS,
Oyrunrnapokcuanuson (BHA), obonouka xameyntl (kenatis (tun 195), copburon, cneunansHas CMECH,
THTaHa AHOKCHI), KOpIyc (3KeNaTHH, THTaHa JMOKCHA), KphIlevka (keJaTHH, THTaHa HOKCH, xpamemi
KeJle3a OKCHJL JKENThIH, KpacHTe/Ib JKee3a OKCH KpacHblit), uepHia 10A] uephsie (rnasyps

- | bapmauesTuieckas [wennaka pacTBop B 3TaHONE], KpacHTENb Kene3a OKCHA YepHbiil, N-6ytaHon, Bona

| ounmensas, NIPONUICHITHKOb, ITaHON 0e3BO/IHbII, H30TPONaHo, aMMHaka pacTsop 28%))

dopma BeINycKa (NekapeTBeHHasi opma, kancyn Habop, 300 mMr+0.5 mr (6amcrep) 1 x 1|
A03HPOBKA, NePBHYHAS YNAKOBKA, KOJIHYECTBO | (nauka kapTOHHas)

JIEKAPCTBEHHOIT (pOpMBI B NePBUYHOII YHAKOBIE,
KOJIHYeCTBO MEePBHYHOMH YNAKOBKH B
noTpedHTENLCKOI YNAKOBKE, KOMIJIEKTHOCTS)
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Crpanuua 2 perucTPaLMOHHOrO YA0CTOBEPEHHA Ne JITT-005845

JIT1-005845-170122

PeKBH3NTHI HOPMATHBHOH RORYMEHTALHY

¢ B npolecce PON3BOACTEA JIEKAPCTBEHHOND

HPOHBBO,[ICTBEHHBI-C MA0UIAAKH, YYACTBYHYIH
nazpaHuil 1 PAKTHIECKHX AAPECOE

npenapara, ¢ ykasannem el NIPOU3BOKCTRE,

MeCTOHAXO0KIEHHS

Hpousgooumens (Bee cmaduu HpOU3E00CEa) Xencunn baitpexe ®apmacsroTukanc JITa.,
Hpnanauwi/Helsinn Birex Pharmaceuticals Ltd.,
Treland

Damastown, Mulhuddart, Dublin 15, Ireland

B.C. ®ucenxo

Ileppsii 3am ecTATeNH MuaucTpa

MLIL.



