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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

O6uenuxoBoe Macio, Macjo AJisd IprueMa BHYTpb, MECTHOT'O U Hapy>KHOT'O IPUMEHEHUs

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JeiicTByroliiee BEIIECTBO: 00JIETUXU KPYIIMHOBUIHOM IJI0JI0B MAaCJIO.

1000 r macna comepxat 600 r oGnenuxoBOro macia KOHIIEHTpaTa C COJEpPKAHHUEM CyMMBI
KapOTHHOMJIOB B mepecyeTe Ha B-kapotuH, 300 mr/100 r

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEIEH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Macno ans npuemMa BHyTpb, MECTHOI'O U HApY>KHOT'O IIPUMEHEHUS.

MacnsHucras XHIKOCTh OpPaH)KEBO-KPAacHOTO I[BETa C XapaKTepHbIM 3amaxoMm. Jlomyckaercs
HaJM4Me 0CajKa, pacTBopstouierocs rnpu Harpesanuu 1o 40 °C.

4. KIMHUYECKHUE JAHHBIE

4.1 Iloxazanusi K NpUMEHEHUI0

[Ipenapar OO6ienuxoBOoe Macio MOKa3aHO K MPUMEHEHHUIO Y B3POCIHbIX MAI[MEHTOB U ACTEH B
Bo3pacte oT 12 g0 18 jeT B KOMIUIEKCHOW Tepamnuy B Ka4€CTBE PAaHO3KUBIISIOLIETO CPENCTBA
IIPU MOPAKEHUAX KOXKHU U CIMZUCTBIX 000JIOUEK: B FACTPOIHTEPOJIOTUH TPU S3BEHHON OO0JE3HU
JKeTyJlKa U JBEHAIATUIIEPCTHON KHUIIKU; B THHEKOJOTWW MPH KOJIBIIUTE, SHAOLIEPBUIINTE,
9pO3UM IIEHKW MATKHU; B OTOPHUHOJIAPHHTOJIOTUU MPH TMOCIEONEPANUOHHBIX paHaX C LEJbI0
YCKOPEHUS 3aKUBJICHUS; B IPOKTOJIOTHH MIPU HAPYKHOM IreMOppoe, TpeIIMHaX MPsMON KUIIKH;
B XUPYPTHH U1l CTUMYJIAIMKM pErapaTUBHBIX MPOIECCOB MPU PAHEBBIX MOBPEKICHHUIX KOXH,
Jy4YEeBBIX OPAXKEHUAX, 0KOTaX.

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHMEHEHHA

PexxuM 103upOBaHus

Pexomennyemas 103a y B3pOCHbIX IPU SI3BEHHOM OOJE3HM JKelyAKa M JBEHAIATHUIEPCTHON
KHUIIKHU: TI0 1 yaitHOM Jokke 2-3 pas3a B JICHb.

Kypc neuenus 3-4 nenenu.

[Tpu xonbnure, SHAOLEPBULMTE, JPO3UMM IIEWKHM MAaTKH, HApY)KHOM TI€MOpPpOE, TPEIIMHAX
NPSIMON KUIIKYA IPUMEHSIIOT B BHJI€ TAMIIOHOB, OOMJIBHO MPOMMUTAHHBIX 00JIEMUXOBBIM MACIOM.
Kypc nedenust npu konerute — 10-15 mpouemyp, mpu SHAONEPBUIIUTE, SPO3UU IIEHKHA MATKHA —
8-12 npouexnyp, Ipu HAPYKHOM TeMOppoe, TPEIIUHAX MPSIMOI KHILIKK — 5-7 mpoueayp.

IIpy nopaXeHMsIX KOXKM TNPUMEHSAIOT B BMJE MAaCIsSHBIX MOBA30K. Ha mnpenBaputenbHO
OUMIICHHBI OT HEKPOTUYECKUX TKAHEH y4acTOK KOXH HAHOCST OOJIEIHXOBOE Macjo, a 3aTeM

HaKJIa/IbIBAIOT BaTHO-MapJIEBYIO MOBSA3KY, KOTOPYIO MEHSIOT Yepe3 JIEHb.
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JledeHre IPOBOJIAT 0 NOSBJICHUS TPAHYJIALMIA. (MOCNEACBATENBHOCTE 0001)

B oTopuHONapUHTOJIOTUH — TP TUMIAHOILIACTHKE, MOCIEe 0OpaOOTKH paHbl aHTUOMOTUKAMU
WIH THIPOKOPTH30HOM, TaMIIOHAMH, OOWJIBHO TIPONHMTAHHBIMH OOJENMUXOBBIM  MAcIo,
TaMIOHUPYIOT PAHEBYIO TOBEPXHOCTb.
Kypc neuenus — 7-10 nponeayp.

eTH
Pexxum no3upoBanust y neTeit B Bo3pacte crapiie 12 JeT COOTBETCTBYET PEeXUMY JO3UPOBAHUS Y
B3pociibiX. bezonacHocTh U 3 (heKTUBHOCTH MpenapaTa AJisi IPUMEHEHHs y JAeTel B Bo3pacTe OT
0 1o 12 et Ha TaHHBI MOMEHT HE YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

BHyTpb, MECTHO, HAPYXKHO.

4.3 IIpoTBONOKA3AHUA

['unepuyBCTBUTENBHOCTh K OOJICIMXH Maclly WIH K JI0OOMY M3 BCIIOMOTATENIbHBIX BEIECTB,
NIePEYHCIICHHBIX B pa3zaene 6.1.

[Ipu mpueme BHYTPB: XOJEUUCTUT, XOJAHTHUT, MAHKPEATUT, XOJEJIUTHA3, TEMATUT, ICTCKUM
BO3pacT 10 12 ner.

[Tpu pexTanbHOM BBEJCHUH — AUApEs.

[Ipy HApy’)KHOM W MECTHOM IMPUMEHEHHH — MPOQy3HOE KPOBOTCUCHHE, OOWMIILHOE THOHHOE
OTJIEJISIEMOE U3 PAHBI.

4.4 OcoOble yka3aHus U Mepbl NPEI0CTOPOKHOCTH NIPH PUMEHEHUH

Jledenue mpoBoAUTCS 1O HAOTIOJEHHEM Bpaya.

C 0CTOPOKHOCTBIO CIEAYET MPUMEHSTH MIpenapar npu 0epeMeHHOCTH U Y IeTel crapiie 12 ner.
4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIEKAPDCTBEHHBIMH IpenapaTtaMM W Jpyrue BH/bI
B3aUMOJAEHCTBUSA

HccnenoBanus B3auMoI€UCTBUSL HE TPOBOIUIHCH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemennocmo

[IpumeneHue mpenapara Mpu OEPEMEHHOCTH BO3MOXHO TOJBKO B CIydyae, €CIH OXHuaaeMas
M0JIb3a JJIsl MATEpPU MPEBBIIIAET MOTEHIUAIBHBIN PUCK TS TJI0/1a.

Jlakmayust

[Ipumenenue mpemapara B MEPHOJ JIAKTAIMM BO3MOXKHO TOJBKO B Cydae, €CIu OXujaemas
MOJIb3a JUIsl MaTePH MPEBBIIIACT MOTEHITNATBHBIN PUCK AJIs peOeHKa.

DepmunbHocms

Jlannble o GepTHIIBHOCTH OTCYTCTBYIOT.
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4.7. BausiHue Ha CMOCOOHOCTH YNPABJIATH TpananB&:ﬁ%W@E&U%M?ﬁ ﬁha;'{"é]%b c

MeXaHUu3MaMH
[Tpumenenne OOIENUXOBOrO Maciia HE BIHSET HA BBIMOJHEHUE MOTEHIIMAIHLHO OMACHBIX BUIOB
JCATEIIFHOCTH,  TPeOYIONIMX  IOBBIICHHOM  KOHIEHTPAMM BHUMAHUS M OBICTPOTHI
IICUXOMOTOPHBIX PeakUui (ynpaBiieHHE TPAHCIOPTHBIMH CPEICTBAMH, Pad0OTa C JBIKYIIUMHUCS
MeXaHHU3MaMH, paboTa JucreTdepa, oneparopa).

4.8. HexenarejbHbIe peakuuu

Pe3roMe HexxenaTeIbHbIX PEAKIINN

Hapywenus co cmopoHbl uMMyHHOU cucmembl: alljepruuecKie peaKiuu.
Kenyoouno-kuuieunvie napyuieHus: OLUyILIEHUE TOPEeYH BO PTY, TUapesl.

Hapywenus co cmoponvl neuenu u scenyesvbigo0auux nymeti. 5x€I4Has KOJIMKa.

Obwue HapywieHus U peakyuu 8 mecme 68e0eHus: OILyIIEeHUE X KEHUS B MECTE HaHECEHUSI.

COO6H.I€HI/IG 0 IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKITHMAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENIATEIbHBIX PEAKIUAX TIOCIEe PETUCTPAIHH
JICKapCTBEHHOTO TIperiapara ¢ meibio 00eCreYeHns HelTPEPhIBHOTO MOHUTOPHHTA COOTHOIICHHUS
«1oJb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeauiuHCKUM paOOTHUKAM pPEKOMEHIYyeTcs
coo0maTh O JIOOBIX IOJ03PEBACMBIX HEXKEJATEIbHBIX PEaKIMAX JIEKapCTBEHHOI'O Ipenapara
Yyepe3 HalMOHAJIBHBIE CUCTEMBI COOOIICHHS O HEXEIATEIbHBIX PEAKIUAX TOCYAapCTB - WICHOB
EBpa3niickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@enepanus.

®enepanbHas ciyx0a 1Mo Ha30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CnaBsHCKas TUIOIanb, 1. 4, ctp. 1.

Temedon: +7 800 550 99 03

OnekTpoHHas nodra: pharm@roszdravnadzor.gov.ru

Cair B HH(bOpMaLIHOHHO'TeHeKOMMYHHKaHHOHHOﬁ CCTHU ((I/IHTepHCT))I

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

JlanHbIe MO NepeA03UPOBKE Mpenapara OTCYTCTBYIOT.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 ®apmakoaMHaMH4YecKHe CBOMCTBA
®apMakoTepaneBTUYECKas TpyMIa: npoyue JiedeOHbIe CPeICTBA.
Koxg ATX: VO3AX.

Mexanusm aeiictBus U hapMaKOIMHAMUYECKUE CBOMCTBA

CtuMynupyer penapaTuBHbIE MPOLECCH MPHU MOPAKEHUSIX KOXKHU M CIU3UCTBIX 000JI04eK

Pa3IMYHOM 3THOJIOTUH (paHEBBIE, JIyUeBbIE, 0’KOTOBBIE, SI3BEHHBIE).


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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OkasbIBaeT 00IIeyKpeIIstonee 1elcTBre, 00mpIaeT aﬁ%k‘c}ggfﬂ“ Eﬂﬁﬂfjrond_ofefq%hbm

JICACTBUEM.

YMeHbIIaeT THTEHCUBHOCTh CBOOOIHO-PaIUKAIBHBIX MPOLECCOB M 3aIIMIIAET OT MOBPEKICHHS
KJIETOYHble M CyOKjJeTouHble MeMOpanbl. @dapmakonoruyeckoe AecTBHEe OO0YCIOBIIEHO
HaJMYKEeM B TIpernapare KapoTuHa (mpoBuTtamuHa A), TokodeposoB (ButamuHa E) m mpyrux
JTUMO(UIBHBIX BELIECTB.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

He npumenumo.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeyens BcnoMoraTeIbHbIX BellleCTB

ITogconneynoe maciio

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

2 rona.

6.4. OcoOble MepbI NPEJOCTOPOKHOCTH NPH XPAHEHHU U

B 3amuienHom ot cBeta Mecte pu temmeparype He Boie 15 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 50, 100 mn mpemapara BO (UIaKOHBI TEMHOTO CTEKJIa YKYHNOPEHHbIE NpoOKaMu
MOJMATUIICHOBBIMA M HAaBHHYMBAEMBIMHM IUIACTMACCOBBIMHU KpBIIIKAMU WJIA YKYHNOpPEHHBIE
CPEICTBAMHU YKYTIOPOYHBIMU MOJUITUICHOBBIMU HIIA TTOTUMEPHBIMHU.

[To 50, 100 mu mpemapara BO (IakoHBI, OAHKH MOJIMMEPHBIC W3 TOJIMITUICHA BBICOKOTO
JTABJICHUS, YKYTOPEHHBIE MPOOKaMH W HABUHYMBAEMBIMH IUIACTMACCOBBIMH KPBIIIKAMHU HJIH
YKYTIOpPEHHBIE CPEICTBAMH YKYIIOPOUHBIMU MOIUITHIIEHOBBIMH UM MOJTUMEPHBIMH.

I[To 50, 100 mMn BO ¢makoHBl U3 NOJMATWIIEHTepedTaNaTa YKYHOPEHHBIE KOJIMAauKaMU
MOJIMMEPHBIMU BUHTOBBIMH.

Ha xaxnaplii (akoH HAKJIEWBAIOT O3TUKETKY M3 OyMard mHcUed WIM STUKETOYHOM WU
CaMOKJIESIIIIYIOCS ITHUKETKY.

Kaxnplii ¢uiakoH BMecTe ¢ MHCTPYKLUHMEH MO NMPUMEHEHHUIO MOMEIIAI0T B MauyKy W3 KapTOHa
KOpOOOYHOTO TSI TOTPEOUTETHCKON Taphl WIIM M3 KApTOHA XPOM-3p3all.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  Mpenapara MWJIH  OTX0A0B, MOJYYeHHBIX IOCJie TPUMEHEeHHUs
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHUNyJsiMU ¢ penapaTomM

Het ocoObix TpeGoBaHMii.
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7. IEPKATEJb PETUCTPALIMOHHOTO|Y 1OCTOBEPEH¥EH | E/1EHUCTE 0007]

Poccniickas @enepanys

000 «®opmyna-OP»

109443, r. Mockga, Bonrorpanckuii mpocnekr, 1. 139, odpuc 10

7.1 llpeacraBuTeib AepxaTessi PpErHCTPALMOHHOIO Y0CTOBEPEHUs

[Iperen3un HOTDC6I/ITGJICI71 HaIpaBJIATH 110 aApECy:

Poccniickas @enepanys

00O «Tynbckas hapmarneBTruaeckas hadpukar»

300004, r. Tyna, TopxoBckuii mpoe3n, A. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPAHUOHHOI'O YIOCTOBEPEHUASA

9. JTATA NEPBHUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIIMN,
INEPEPETUCTPALIUN)

JlaTa nmepBUYHON perucTpanuu

10. IATA IEPECMOTPA TEKCTA

OOmas xapakTepucTHKa JIeKapCTBEHHOro mpemaparta OOnenuxoBoe Macio JIOCTYIMHA Ha
uH(pOPMallMOHHOM TmopTane EBpa3uiickoro SKOHOMHYECKOTO cO03a B HH(OpPMAIMOHHO-

KOMMYHHKaIIMOHHOM ceTn «HTepHeT» https://eec.eaeunion.org.




