MHcTpyKuma no npuMmeHeHuto npenapata ®unpomepg MNM-4

1. HamMmeHoBaHMe npenapara

dunpomepn -4 PeoTa

2. CocrTaB
OencTBylomne KOMMOHEHTbI:
1. MukpoaneMeHTbl:
o Kanun (n3 yépHoro nsroma).
o ®ocdop (3 KopHA cenbaepen).
o Woa (13 deiixoa).

2. TycTble aKCTpaKTbl U3 NeKapCTBEHHbIX TpaB U 6MOAKTUBHbIX YacTen neyebHbIX
pacTeHunmn:

o [HeckypeHusa Codpua (HagseMHasda 4acTb).
o UlaBenb KOHCKUK (KOpeHb).
o 30/10TOTbICAYHUK (HaA3EMHAas YacTb).
o ManbBa necHasa (nncTbsa).
o TepH kucnbin (nnoapbl).
3. KoHueHTpupoBaHHbIE BbITAXKKU U3 PaCTUTE/IbHbIX NULLLEBbIX NPOAYKTOB:
o Cenbaepen naxy4n (KOpeHb).
o KyHXYT MHOAUNCKUIM YEPHBIN (CEMEHA).
o ®ewnxoa 6yrpuctas (nnogbl).
o W3toM yépHbIn.
o XypMa BOCTO4YHasa (nnoabl).
4. TMuenonpoAayKrbl:
o KoHueHTpaT-nno3onb npononmca NYenmHoro.
o AnTavickun Mép.

BcnoMoraTtenbHble KOMMOHEHTbI: (YTOUHAETCA MPON3BOAUTENEM).




3. ®opma Bbinycka

Knakmm akcTpakT 4na nepopanbHOro npuMeHeHus Bo pnakoHe ¢ go3atopom (06vem 50

Mmn).

4. ®apmakonormyeckoe gemcreue

KOMGMHMpOBaHHbIVI npenapart pactnteibHO-MMHEPasibHOINo Mponcxo>xaeHuA,

OKa3blBaKOLLUNN MHOroypoBHeBO€ LEeNCTBME 3a CHET BMOXMMUYECKMX MEXaHN3MOB:

1. MpoTuBOpPBOTHOE:

O

DeckypeHuna Codusa (ankanomngbl n pnaBoHoNAbI):

> bnoknpyet cepoTtoHnHoBble 5-HT,;-peuenTopbl B XeMOpPeLENTOPHOM
TPUITEPHON 30HE, NOAABNAAA PBOTHbIN pedekc.

> NHrnbupyet dochonunnasy A,, CHUXKaA CUHTE3 NPOBOCNANNTENbHbIX
npocTtarnaHguMHOB.

LLLaBenb KOHCKWI (aHTPaxXMHOHbI 1 AybunbHble BELLLECTBA):
> AKTMBMpPYET onmnounaHbie P-peuentopbl B XXKT, yMeHbLIas nepucTanbTuUKy 1
cnasmbl.

2. Perwp,paTau,MOHHoe N INEeKTpPoZINTHOE:

Kanuu (B popMe opraHmnyeckmnx xenaToB):
> YuyacTtsyert B pabote Na*/K*-ATda3zbl, BoccTaHaBnMBad MeMbpaHHbIN
noTeHUMan KNeTok U NpeaoTepaLLan rmnokanmeMumto.

Mégn (dpyKTO3a, rnoKosa):
> CTUMynunpyeTt HaTpUn-3aBUCUMbIV TpaHCNOPT rMoko3bl (SGLT1) B TOHKOM
KMLIEeYHnKe, yCunmBas BcacbliBaHVE BOAbl U 9/1EKTPOMNTOB.

3. [deToKcuKauunoHHoe:

TepH KucnbIn (NpoLMaHNANHGI):
~> CBA3blBaeT TOKCUHbI Yepe3 obpasoBaHme rmapoPpoOHbIX KOMMIEKCOB,
akTMBuMpya cuctemMy umtoxpoma P450 (CYP3A4).

®denxoa (1nog B dopme nogmaos):
> YyacTByeT B CUHTEe3e TupeounaHbix ropmoHos (T3, T4), ycununeasa
MeTabonMYecKyro 4eTOKCUKALMIO B MEYEHM.

4. PereHepaTuBHoOeE:

o

ManbBa necHas (nonncaxapugbl U CN3b):
> CtuMynunpyet akcnpeccuto dakrtopa pocta EGFR, yckopsasa nponndepauunio
anuTenmnanbHbIX KNeTok cnmancton XKT.



o KoHueHTpaT-nuo3onb npononuca (aprennnnmH C, ranaHrnH):
> NIHrmbunpyeT umnmknookcureHasy-2 (COX-2) u MaTpUKCHbIE
MeTannonportenHasbl (MMP-9), nogaenasa socnaneHne n pmbpos.

5. UMMyHOMoAaynupytoLlee:

o 30M0TOTbICAYHUK (CEKOMPUNAOMADI):

> Aktnupyet NF-kB-3aBncmmble nytn, ycunmeasa cmHtes IgA B cnnsncron
KKT.

o Wop (B cocTaBe TMpeornobynuHa):
> Perynupyet gnéddepeHumpoBky T-nnMPoUNTOB Yepe3 MoaynAaLUnIo
TnpeounaHsix peuentopos (TRa/B).

5. MNokazaHusa

e CuMnTOMaTU4YECKOE NEeYEHNE OCTPON N XPOHNYECKON PBOTbI, BbI3BAHHOM
OTpaBNEHUSAMU, UHPEKLIUAMU NN CTPECCOM.

o [lpodunaktnka o6e3Bo>kmeaHua n noespexgeHmnn cnnsuctom XKT.

6. NMpoTuBOoNokKkasaHuA

e VHameumpayanbHaa rmnepuyyBCTBUTENbHOCTb K KOMMOHEHTaM (BK/1KOYas aniepruto Ha
nyenonpoaykTbl).

] BGDGMGHHOCTb n nakrauuAa.

] OCprIe COCTOAHMA C PUCKOM KNLLEYHOW HenpoxoamnMocCTu.

7. Cnoco6 npnMeHeHMA 1 A03bl
e MMpwn octpon peoTeE:

o PaccacbiBatb no 1 4.1. Kaxkable 15 MUHYT 00 NpeKkpaLleHua NPUCTynos
(MakcuManbHO — 4 NpueMa B 4vac).

o [locne npuéma BozgeprkaTbCca OT NMLWKM 1 vac.
e [nanpodunakruku:
o [lo1-2u4.n.3a5-10 MNHYT 00 enbl 3 pa3a B AeHb.

o Kypc: 14 gHen (7 ynakoBok).



PekomeHpgauum:
e /CKNOUNTb OCTPYHO, XXMPHYHO NULLLY, anikoronb N KoGeunH.

e [1na BoccTaHoOBNEHUs MUKpPodopbl 406aBUTL B paLMoH Npobunotnku (kedpump,
KBalLLeHas KarnycTa).

8. MobouHble pencTeunsa
e Pepako: annepruyeckue peakumm (3yq, runepemums).

o [Mpu TaXKENbIX peakumax: npekpaTuTb NPUEM 1N 06paTUTbCA K Bpady.

9. Ocob6ble ykazaHuA
e He 3aMeHaeT Tepannio MHPEKLMOHHBIX U1K opraHmnyecknx 3abonesanmin XXKT.

e [lpu pBOTE C TEMNEPATYPON UNUN ANUTENBHOCTLIO 6onee 2 YacoB TpebyeTca cpoyHasn
MeAWLMHCKaA NOMOLLb.

10. Bzanmopaemncreue

e He coBMewaTtbC COpﬁeHTaMVI NN NPpoOoTUBOPBOTHLIMU MpenapataMn 6e3
KOHCYy/bTaunn Bpa4va.

11. XpaHeHue
e TeMnepatypa: +5...+25°C.
e CpokrogHocTun: 18 mecsaues.

e [locne BCKpPbITNA XPaHUTb B XO0NnoAUNbHUNKE.

12. Mpoussogurtens

000 "KannHak"

KOpnanuecknn agpec: 191024, Poccus, r. Cankr-INetepbypr, Hescknn npocnekT, 4. 119,
nntep A, nomMewgeHne 25H.

Ten.: 8 (812) 710-33-45

CanT: kKanuHak.po




13. PernctpauuoHHble gaHHble

e PerucrtpaumnoHHbI HoOMep geknapauum o cooteetcteun: EASC N RU [I-
RU.PA07.B.60961/24

e [laTta permnctpauumn: 28.08.2024

e Cpok agencteua: po 28.08.2027

MpumMmeyaHue

e [lpenapat cootBetcTByeT TpeboBaHmam TP TC 021/2011 n TP TC 022/2011.
o [lepen npuMeHeHMeM oba3aTenibHa KOHCYbTaLMA racTPoO3HTepoora.
e VHcTpyKkuua akTyanbHa Ha 28.08.2024.

Ba>kHo!

] I'Ip|/| XPOHNYECKMX COCTOAHMAX KYPC NOBTOPAIOT Kaxkable 3 MecALa No4 KOHTPO/IEM

Bpava.

Mepen NPUMEHEHMEM NPOKOHCYNLTUPYNTECH C BPa4OM.



