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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEIHOPO TIPEMAPATA® 1002)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
CAHOPHH C MACJIOM 5BKAJIMIITA, 0,1 %, xaruiu Ha3aabHbIE.

2. KAMECTBEHHBIA U KOJIMYECTBEHHBI COCTAB

JeiicTByroliee BemecTBo: Ha(a3ouH.

1 dumaxon (10 mi) nmpemapara cogepxut 0,01 r HadhazonrHa HUTpaTA.

BcenomoraTenbHble BelecTBa, HATUYME KOTOPBIX HAJAO0 YUYHUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O

npernapara: MeTHINaparuIpokcuoen3oar (cM. paszaen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHASY ®OPMA
Karmm HazannHEIE.

bemas romorenHas OMYJIbCHUA.

4. KIMHUYECKUE JAHHBIE
4.1. [loxka3zanusi K NPUMEHEHUIO

[Tpenapart «CaHOpHUH ¢ MacIOM 3BKAJIMNTa» MOKa3aH K MPUMEHEHUIO y B3pOCIBIX U JIeTel crapiie 15

JIeT.

o Octppiii puHHT (B T.4. Ha (JOHE OCTPBIX PECHUPATOPHBIX 3a00JIEBAaHUHM M AJJIePrHUYECKHA
PHUHHT), CHHYCHUT, €BCTAXUUT, JAPUHTUT, OTEK TOPTaHU AJIICPIrHUECKOr0 T'eHe3a, OTEK TOpPTaHU
Ha QoHe OOJy4YeHHs, THIEPEMHUsl CIM3HCTONH OOOJOYKHM TOCHEe OMepanuii Ha BEPXHHUX
JIBIXAaTENbHBIX MY TSX.

. JI1s1 OCTaHOBKM HOCOBBIX KPOBOTECUCHHH.

o Jnist oGierueHust MPOBEACHUS PUHOCKOITHH.

4.2. Pexxum 103UPOBAHUSA M CTIOCO0 MPUMEHEHUs

PexxuM 103upoBaHus

Bspocnvie
ITo 1-3 xannm npenapara B KaXxablii HOCOBOM X011 3—4 pa3a B CyTKH.
Jns TMarHOCTUYECKUX 1EJIe — MOCe OYUCTKUA HOCA B KaXKJIbI HOCOBOM X0/ BIPBICHYTh OJIMH Pa3

WJIM BBECTU TAMIIOH, CMOYE€HHBII B pacTBOpE Ipernapara, U OCTaBUTh HA 1—2 MUHYTHI.



COOTBETCTBYET : -'I-i'l’_EF'TH 'M Y OTUETY

ot 03.04 2025 N2

P
i

[IpomomkuTenbHOCTL JIeUeHUsT He Oonee 5—-7 HEH. Ecﬁl/—lll:ﬁci% %1£%H ngrqae‘rcn TO

NpUMEHEHHE TpenapaTa MOXKHO 3aKOHUMTh pasblie. [Ipy HEoOXOIUMOCTH JIeUYeHHE MOYKHO
BO300HOBUTH Y€pe3 HECKOJIBKO JTHEH.

Hemu

Pexxum no3upoBanus s geted oT 15 mo 18 yier He oTiiMYaeTcs OT peXuMa JO3UPOBAHUA IS
B3pOCIIBIX.

Cnooco0 nnpuMeHeHus

[TpuMeHsIOT MHTpaHa3aIbHO (B KaXKJIbI HOCOBOM XO[T).

HenocpencTBeHHO cpa3y mocie BIPHICKAa PEKOMEHYETCsl IPOU3BECTH JIETKUM BIIOX HOCOM.
[Ipenapat 3akanbiBaeTcs B KaKJblil HOCOBOM XOJ IIPM HEMHOI'O 3alIPOKMHYTOM Ha3ajx rosose. IIpu
3aKanblBAaHUM B JIEBBIII HOCOBOM XOJl TOJIOBY CJIEIyE€T HAKJIOHWUTh BIPABO, a IPU 3aKANbIBAHUU B

MpaBblid HOCOBOM X0 — BJIEBO.

4.3. IIpoTBONOKA3AHUS
. THIIEPUYBCTBUTENBHOCTh K Ha(a3oJMHYy HWJIM K JIIOOOMY K3 BCIIOMOTAaTEIbHBIX BEILECTB,

MePEUYUCIICHHBIX B pasjaene 6.1.;

. apTepHualibHas TUIEPTEH3US;
. BBIPAKEHHBIA aTEPOCKIEPO3;

o TUIIEPTUPEOD3;

o TaxXUKapIus;

. XPOHUYECKUN PUHUT;

. aTpo(UIECKUI pUHUT,

° TsDKEJIbIE 3a00/IEBaHUS TJ1a3;

° caxapHbIi 1raberT;

o 3aKpBITOYTOJIbHAA TJIaAyKOMa,

) JIETCKU Bo3pact 1o 15 ner;

. OJIHOBPEMEHHBIN TMPHUEM HWHTHOMTOPOB MOHOoamMuHOKcHAazbl (MAQO) u mepuon mo 14 aHei

IMMOCJIC OKOHYAHUA UX IPUMCHCHUA.

4.4. OcoOble yKa3aHHsl U MePbI MPEI0CTOPOKHOCTH NMPHU NMPUMEHEHUH

C 0CTOPOKHOCTBIO

WNmemunueckass 0Oone3Hb cepana (CTEHOKapAusi), THUIEPIUIa3Usl IPEJCTaTelIbHON  JKese3bl,
deoxpomonToma, 6€peMEHHOCTb, TIEPUO/T JIAKTAIHH.

Oco0snle yKa3aHus

MoskeT oka3bIBaTh Pe30pOTUBHOE JEHCTBUE.
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[Ipy nAUTENbHOM NPUMEHEHUU BBIPAKEHHOCTD COCVI[O&/?KHI;MTEEO TEA&EH&HE ITOCTeIreHHo

CHIDKaeTcs (sSBJICHHE TaxU(PUIaKCHM), B CBA3H C YEM PEKOMEHAyeTcs uepe3 S5—7 IHel npuMeHEeHus
CIeNaTh MepepbiB HA HECKOJIBKO JTHEH.

BBuy BO3MOXXHOTO pa3BUTHS MOOOYHBIX SIBJICHUN CO CTOPOHBI CEPACUYHO-COCYUCTON M HEPBHOM
CUCTEM He CJIeIyeT MPEeBBIIAaTh J103bl IpenapaTa, peKOMEH10BaHHbIE K IPUMEHEHHUIO.

Crnenyer u3berathb MornajaHus npenapara B rjasa.

Bo u3bexanue pacnpocTpaHeHust HHPEKIUHU He0OX0IUMO IPUMEHSTD MperapaT HHIUBUAYAIBHO.

BcnoMorarebHEIC BEIISCTBA

[Tpenapat conepXUT MeTUIIaparuApoKkcuOen3oar. MeruimnaparuipokcuOeH30aT MOXKET BbI3bIBATH

aJJIepru4ecKue peakuuu (B TOM YHUCIIE, OTCPOUYEHHBIE).

4.5. B3auMmopeiicTBHe ¢ JAPYrMMH JIEKAPDCTBEHHbIMHM MpenapataMM W Jpyrue BHIbI
B3alMOeliCTBUSA

He cnemyer nmpuMeHsATh OTHOBPEMEHHO ¢ MHTHOUTOpaAaMHU MOHOAMHHOOKCH/Ia3bl UM B TeueHHe 14
I[HGﬁ II0CJIC OKOHYAHUA UX HpI/IMeHeHI/IH.

3aMeUIsIeT BCaChblBAaHUE MECTHOAHECTE3UPYIOINX JIEKAPCTBEHHBIX CPEACTB (YIUIMHSET UX ACUCTBHE
MIPHU TIPOBEJICHUU TTOBEPXHOCTHON aHECTE3UH ).

CoBMECTHOE Ha3HAYCHHE JIPYTUX COCYNOCYKHBAIOIIUX JICKAPCTBEHHBIX CPEJICTB IOBBIIIAET PUCK

pasButHs M0O60YHBIX A(H(HEKTOB.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

[Ipumenenue s IedeHUs OEpeMEHHBIX BO3MOXKHO TOJIBKO B TOM ClIydae, €ClIi OXKUJaeMast 1mojIb3a
JUTSL MAaTEPH MPEBBIMIAET MOTEHIIUAIBHBIN PUCK JUIS TJI0/A.

JlakTanus

[Ipumenenue AJig J€UYCHHs B TIEPUOJT JIAKTAIIMHA BO3MOKHO TOJIBKO B TOM CJIydae, €ClId OKHJ1aeMast

M0JIb3a JIsl MaTepH MPEBBIIIACT MOTEHIINATBHBIN PUCK AJIs peOeHKa.

4.7. BausiHMe Ha CHOCOOHOCTH YNPAaBJATHL TPAHCNOPTHBIMHM CpeICTBaMH M padoraTh ¢
MeXaHU3MaMH

[Tocne amuTenpHOrO NPUMEHEHUs WIK IpUEMa CPEICTB OT HACMOpPKa, CoAepKalluxX Haga3oluH, B
JI03UPOBKaX, MPEBBIIIAIOIINX PEKOMEHyeMble, HEJIb3sl UCKIIIoUaTh O0Iee BIMSHUE HA CEPIEUYHO-
COCYJIUCTYIO CUCTEMY U IICHTPAJIbHYIO HEPBHYIO CHCTEMY. B 3TUX ciydasx criocOOHOCTh yIpaBisATh

TPAHCIIOPTHBIMU CPCACTBAMU U ABUKXYIIUMUCA MCXaHU3MAMU MOKCT CHUKATBHCA.

4.8. HexesiaTeIbHbIE peaKkuu

Pe3roMe HexxenaTenbHbIX PEAKIINN
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gacto (>1/10); gacto (ot >1/100 mo <1/10); Heuacto (ot >1/1000 mo <1/100); penko (ot >1/10000
1o <1/1000); ouenp peako (<1/10000); yacTora HeM3BecTHA (HA OCHOBAHHHM MMEIOIIUXCS JAHHBIX
OIICHUTH HEBO3MOIKHO).

Hapywenus co cmoponvl nep6noil cucmemvt. TOJIOBHAS 0OJIb.

Hapywenus co cmoponul cepoya’ TaxuKapusl.

Hapywenus co cmoponwvl cocy0o6: TIOBBILICHUE apTEPUATBHOTO JTABICHUS.

JKenyoouno-kuwieunvle HapyuieHus: TONTHOTA.

Obwue Hapywenus u peakyuu 6 mecme 66e0elusi. PEaKTUBHAS TUTIEPeMHUs, HaOyXaHHUEe CIIM3UCTON
000JIOUKH TOJIOCTH HOCA, pasfpakeHUe, NpU NMPUMEHEHUH Oosiee 1 HEAETUu — OTEK CIIM3UCTOU
000JI0YKH TIOJIOCTH HOCA, aTPOYUICCKUI PUHUT.

COO6H_ICHI/IC O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare O TMOA03pEBAaEMBIX HEXKENATeIbHBIX pEaKUUAX IOCJIe PETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ ILeblo 00ecreueHus] HEMPEepbIBHOTO MOHHMTOPWUHIA COOTHOLICHHUS
«T0JIb3a — PHCK» JICKApCTBEHHOTO INpenapara. MeOMIMHCKAM paOOTHUKAaM pPEKOMEHAyeTcs
co001IaTh O JIOOBIX MMO03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JIEKAPCTBEHHOTO Ipernapara yepes
HAI[MOHAJIbHBIE CHUCTEMBI COOOIIECHUS O HEXKEeJIaTeNbHbIX pEaKUUsiX TOCYJIapcTB — UJICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI3a.

Poccniickas @enepanvs

denepanpHas cinyx0a mo Haa3opy B chepe 3npaBooxpanenus (PocsnpaBuanzop)

109012, r. Mockga, CnaBsHCKas IJI0IIAb, 1. 4, cTp. 1.

Ten.: +7 800 550 99 03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHON ceTH «MHTepHeT»:

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
Cumnmompl: CHXKCHHE TeMIIEpaTyphl Tela, OpaguKapIus, MOBBIIICHUE apTePHATILHOTO JaBICHHS.

Jleuenue: CUMIITOMaTHUECKOE.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoamHaMHYecKHe CBOMCTBA

dapmakoTepaneBTHUECKas IpyMna: npenaparsl 1 JedeHus 3a001eBaHni Hoca; IEKOHIe€CTaHThl U
JpyTue npenaparsl JUisi MECTHOT'O IPUMEHEHUS; CUMIIATOMUMETHKH.

Kox ATX: RO1AAQ8

Mexanusm neiicteus, dapMakoauHaMuueckue 3 deKThl



https://roszdravnadzor.gov.ru/
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anbQa-agpeHOPEeNTOPbl CUMIATHUYECKONH HEpBHOW cucTeMbl. [lpu WHTpaHa3adbHOM BBEACHHUU

OKa3bIBaACT 6I>ICTpO€, BBIPAXKCHHOC U TPOAOJDKUTCIIBHOC BAa30KOHCTPUKTOPHOC ,Z[GI\/'ICTBI/IG B

OTHOILICHHWU COCYJI0B CIIM3UCTBIX 000JI0UEK HOCa, HOCOIJIOTKM H MNPUAATOYHBIX IIa3yX HOCA —

YMEHbIIIAeT OTEYHOCTh ¥ TUIIEPEMUIO0, OJlaroaps Yemy yJaydniaeTcs MpoXoIUMOCTh HOCOBBIX XO/I0B

U o0Jieryaercst HOCOBOe JbIxaHue. TepaneBTuueckuii 3¢ (heKT HacTymaeT, Kak MpaBuiIo, B TEUEHUE 5

MUHYT I10CJI€ BBEJICHUS U COXPAHAETCs Ha MPOTsKEHUU 4—6 JacoB.

5.2. ®apMaKoOKHHeTHYECKHE CBOHCTBA

[Tpu MecTHOM NMpUMEHEHUH CUCTeMHas abcopOrmst Hu3Kas. Cocyaocy ) uBaromui 3pGHeKT HacTynaeT

YCpe3 HCCKOJIBKO MUHYT U ITPOAOJIKACTCA B TCUCHUC HECKOJIBKHUX YaCOB.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTeibHbIX BellleCTB
bopnas xucnora

IlernnoBselil ciupt
MeTunnaparuapokcuoeH3o0aT

OBKaJINITA MIAPUKOBOTO JINCTHEB MAaCIIO
[Momucop6at 80

XoJgectepon

[TapaduH xuakuii (Ba3eTMHOBOE MACIO)
OTHIeHIuaMUH

Bopa ounniennas

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHMusl)

4 rona.

6.4. OcoOble Mepbl NPE0CTOPOKHOCTH NPH XPAHEHUH

ITpu Temnepatype He Boite 25°C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKHU

ITo 10 mu mpeniapata Bo (pr1akoHBI U3 CTEKJIa KOPUIHEBOTO 1[BETa, CHaOkeHHbIe KanenbHuteii SANO

C KPBIILIKOH U3 ITOJIMATUIIEHA, OXPAHHOU JIGHTOM KOHTPOJIS IIEPBOTO BCKPBITUS U 3TUKETKON. Kaxk1b1ii
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6.6. OcoOble Mepbl MPEeI0CTOPOKHOCTH MPU YHUYTOKEHHHU UCTI0JIb30BAHHOIO JIeKAPCTBEHHOI 0
npenapara M OTX0A0B, MOJYYECHHBIX I0CJIe IPUMEHEHHUs JIeKapCTBEHHOI0 Ipenapara, u
Apyrue MaHUIYJISALUH ¢ IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUSA
Pecry6mmka Kump

«Kcantuc ®apma Jlumuren

Jlemecoy, 5, EBPOLIYP TAVYDP, lct dnop, @ma1/Oduc 101, 2112, Hukocus.
Ten.: +35 72 220 59 76

OnektponHas nodra: info.CY @xantispharma.com

7.1. IlpencraBuTe b AepKaTesisi perHCTPAIMOHHOTO YA0CTOBEPEHUs!

IIperen3uun norpedbuTeiell HANPABIIATS 10 AJIPECY:

Poccniickas @enepanvs

000 «Kcantuc ®apmar

125009, r. MockBa, BH. T€p. I. MyHUITUNIATBHBIA OKpYT ApOat, yi1. Bo3nsmwkenka, 1. 4/7, ctp. 2,
nomert. 1/1.

Ten.: +7 (495) 970-07-50

Dnexrponnas moura: info.RU@xantispharma.com

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA

9. JIATA TEPBUYHOMN PETHCTPAIIMM (IOATBEPXJIEHWS PETMCTPAIINN,
INEPEPETUCTPAIIN)

JlaTa niepBo perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO01m1ast xapakTepUCTHKA JICKApCTBEHHOTO Mpenapara «CaHOpHUH C MacJIOM 3BKAJIMIITa» JOCTYITHA Ha
UHPOPMALIMOHHOM TopTaje EBpa3uiicKOro 3KOHOMHYECKOTO €032 B  HMH(POPMALMOHHO-

KOMMYHHUKAIIMOHHOM cetu «uaTepHeT https://eec.eaeunion.org/.



