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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA

JEKCITAHTEHO/JI, 5%, ma3p nis Hapy>KHOTO TPUMEHEHHUS

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrolee BEIECTBO: JEKCIIAHTEHOI.

B 100 r Ma3u copepxutcs S r AeKCIaHTEHOMA.

BcnomorarenbHble BeleCTBa, HAJMYME KOTOPBIX HAJ0 YYHUTBHIBATH B COCTaBE JICKAPCTBEHHOI'O
npenapara: JaHOJIMH, METWINaparuApoKCuOeH30aT, IPONMIINAPparuIpoKCHOEeH30aT.

[TonHbIN NIepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Massb 17151 Hapy’>KHOTO IPUMEHEHHUS.

OpHoponHas Ma3b OT 0€loro ¢ JKENITOBaTbIM OTTEHKOM JI0 CBETJIO-KEITOr0 LBETa C
XapaKTEPHBIM 3aI1aXOM.

4. KIMHUYECKHUE JJAHHBIE

4.1 lloxka3aHusl K NPUMEHEHHUIO

[Tpenapat nokasan K NpUMEHEHHIO Y B3pOCIbIX U aerel ot 0 1o 18 ner.

[Tpu HapylIeHUU LETOCTHOCTH KOXKHBIX MOKPOBOB: 3a’KUBJICHHE OXOTOB (B T.4. COJHEYHBIX),
MEJIKUX MOBPEXACHUN KOXKHU (CCaauHbl, MOpe3bl, TpemMHbl U np.). Ilpodunaktuka u neueHue
CyXOCTH KOXH, B TOM UYHCI€ M Kak IIOCIEICTBUE JEPMAaTUTOB pa3JIMYHOIO TIEHE3a
(IPOSIBIAIOMIMXCS HIETYLICHHEM, MOKPAaCHEHHWEM, pa3/ipakeHHEeM, YyBCTBOM CTSAHYTOCTH), a
TaK)K€ €XKETHEBHBIM yXOJ 3a y4acTKaMHM KOXKHBIX TMOKpPOBOB, INOABEPKEHHBIX HAUOOJbIIEMY
BO3/ICHCTBUIO BHEIIHUX (PAaKTOPOB (JIMLIO, pyKH), B TOM YHCJI€ BCIEICTBUE oOBeTpuBaHUs. J{is
yX0/1a 32 MOJIOUHOM >keJie301 B MepHo[ JaKTaluu (TPEIUHbl U TTOKPACHEHUS] COCKOB MOJIOUYHOM
Kenesbl), JUIS yXoJa 3a TPYAHBIMH JETbMH M MIIJICHIIaMU (ONpPENIOCTb, «IEJIEHOYHBIN
JEPMaTHT).

4.2 Pe:kuM 103MPOBAHUS H CIIOCO0 NPUMeHEeHU

Bspocabie u get ot 0 1o 18 et

Ma3sb HaHOCST TOHKUM CIIOEM Ha MOPaXKEHHBIH YU4aCTOK KOXKH, clierka BTHpasi, 2-4 paza B CyTKH.
JnmuTenbHOCTh IPUMEHEHUS TIPENapaTa u BO3MOKHOCTh IMOBTOPHOI'O Kypca JICUEHUS 3aBUCAT OT
WHIUBUIYATHHBIX OCOOCHHOCTEH TeueHuss 3a00JeBaHUSA U ONPENESIOTCS JOCTUTHYTHIM

a¢(heKkToM U MepeHOCUMOCThIO Tpernapara.
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Croco0 ImpuMeHeHus

HapyxHo. Ma3p HaHOCAT TOHKHMM CJIOEM Ha IIOPa)XCHHBIM y4aCTOK KOXKM, CllerKa BTupas. B
cllydae HaHECEeHHs Ha HMH()UUIMPOBAHHYIO MOBEPXHOCTh KOXH, €€ CIIEIyeT MPeaBapUTEIBHO
00paboTaTh AaHTUCENTHKOM.

KopMmsimuM marepsM cMmasbiBaThb Ma3bl0 HH()ULIUPOBAHHYIO IOBEPXHOCTb COCKa IOCIIe
KOPMJIEHUS TPYIbIO.

['pyaHbIM JE€TSIM HAHOCAT Ha MecTa WHQUIMPOBAHUS IIOCIE CMEHBl Oenbsi WIM BOJHOU
IIPOLEAYPBI.

4.3 IIpoTuBONOKA3aAHUA

['MnepyyBCTBUTENFHOCTh K JIEKCIIAHTEHONY WM K JIIOOOMY M3 BCIIOMOTAaTEIbHBIX BEUIECTB,
NePEYNCIICHHBIX B pa3zaene 6.1.

4.4 OcoOble yka3aHus U Mepbl NPEI0CTOPOKHOCTH NIPH PUMEHEHUH

He nonyckath nomnajaHus B ria3a WK HA CIU3UCTbIE 000JIOUKH.

He HaHocuTh Ha MOKHYIIHME PaHBbI.

[Tpu 6GepeMeHHOCTH | JIAKTALKUH CIIEAyeT N30eraTh MPUMEHEHHs Ha OOIIUPHBIX yYacTKax.

Ecnu npenapar npumensiercs i 00pabOTKH TPEIUH COCKOB BO BpPEMs JIAKTALMU, OH JOJDKEH
OBITH CMBIT IIEpe/l KOPMIICHUEM TPYbIO.

[IpenapaT coaepKUT JAHOJIUH, KOTOPBII MOXET BbI3BaTh MECTHBIE KOXKHBIE peakluu (Harmpumep,
KOHTaKTHBIA JIEPMATHUT); METUIIAPArUAPOKCUOCH30aT, MPOMHIIAParuIpOKCHOCH30aT, KOTOPbIE
MOTYT BBI3BaTh aJUICPTUUECCKUE PEAKIMHU (B TOM YUCIIE, OTCPOUCHHBIE).

4.5 B3aumoneiicTBHe ¢ JAPYIMMH JEKAPCTBCHHBIMH IIpenapaTtamMH M [Jpyrue BHIbI
B3aMMOJEHCTBUA

HccnenoBanus B3auMOIEHCTBUS HE IPOBOINUIIUCH.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTDb U JAKTANMS

bepemeHnHoCTH

[IpenapaT MOXHO IPUMEHSTH BO BpeMsi O€pEMEHHOCTH.

Jlakranus

IIpenapatr MOXHO IPUMEHSATH B IIEPUOJ JTaKTALUH.

Ecnu npenapar npumensiercs i 00pabOTKH TPEIIMH COCKOB BO BpeMs JaKTalluM, OH JIOJDKEH
OBITH CMBIT IIEPE]] KOPMIICHHUEM T'PYbIO.

4.7. Bausinue HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMU CpeACTBAMHM M padoTath ¢
MeXaHU3MaMH

[Ipenapatr He BAMAET HAa CHOCOOHOCTH YNPABIATH TPAHCIOPTOM WM 3aHUMATBCS JAPYTHMMHU
NOTEHIMAJIbHO ONACHBIMM BUAAMHU JEATEIHOCTH, TPEOYIOIMMH MOBBIIIEHHON KOHLEHTpalUU

BHUMaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHIA.
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4.8. Hexes1aTeJbHbIE peaKIUH (MOCNEAOBATENEHOCTE 0001)

PesroMe HexxenaTeabHbIX peaKIui

AJulepruyeckue KOXHbIE peakuuu (HampuMep, KOHTAaKTHBIM JEpMaTUT, ajuIeprUuecKuid
JIepMaTHUT, 3y]l, IOKPACHEHHE, IK3€Ma, ChlIlb, KPAIIMBHUILIA, PA3JIPAKECHUE KOKN).

COO6H_IGHI/I5I 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxxHo cooOmarh 0 TOM03PEBACMBIX HEXKENIATEIbHBIX PEAKIUAX T[OCIEe PETUCTPAINH
JICKapCTBEHHOTO TIperapara ¢ meibio 00ecreYeHrs: HeMPePhIBHOTO MOHUTOPHHTA COOTHOIICHUS
«T0JIb3a — PHUCK» JICKapCTBEHHOI'O mpemnapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYEeTCs
coo0IaTh O JIOOBIX IOJ03PEBAEMBIX HEXKEJIATEIbHBIX PEaKIMIX JEKapCTBEHHOTO IIperapara
Yyepe3 HalMOHAJIBHBIE CUCTEMBI COOOIICHHUSI O HEXENATEIbHBIX PEAKIUAX TOCYJapCTB - YWICHOB
EBpa3niickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@enepanus.

OenepanibHas ci1yx0a 1o HaJ30py B chepe 31paBOOXpaHEHUS.

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

Temedon: +7 800 550 99 03

DnekTpoHHas nodra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEIEKOMMYHHUKAITMOHHON CEeTH «MHTEepHET:!

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

4.9. Ilepeno3upoBka

JlaHHbIe MO nepeAo3upPOBKE Ipenapara OTCYTCTBYIOT.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 ®apmakoaMHaMHYecKHe CBOMCTBA

®dapmakoTepaneBTUUYECKas Tpymmna: TMpenaparsl s JEYeHHs paH W s3B; Mpenaparsl,
CIOCOOCTBYIOIIME HOPMajibHOMY pYOIEBaHUIO; JApyrue IMpemnapaThl, CIOCOOCTBYIOIINE
HOPMaJTbHOMY pyOII€BaHUIO.

Kox ATX: DO3AX03

dapmakoagnaammudeckne YO HeKTol

JIekClmaHTeHoll — IMPOM3BOJHOE ITAHTOTCHOBOM KHUCIOTBL. [laHTOTEHOBas kucimora —
BOJIOPACTBOPUMBIA BHTaMHH TIpynnbsl B (ButamuH Bs) — sBhsercs cOCTaBHOH 4YacThiO
kopepmenta A. CTUMyJIUPYET pEreHepaluio KOXXH, HOPMalu3yeT KIETOYHBIH MeTadoJIu3M,
YCKOPSET MUTO3 U YBEIMUMBAET MPOYHOCTh KOJIIAT€HOBBIX BOJIOKOH. [1oBbINIeHHE TOTpeOHOCTH
B MTAHTOTEHOBOM KHCJIOTEe HAOMI0IaeTCs IPU MOBPEXKACHUU KOXKHOTO MTOKPOBa MIIM TKaHEH, a ee

HCAOCTATOK MOKHO BOCIIOJIHUTH MCCTHBIM IMMIPUMCHCHUCM ACKCIIAHTCHOJIA.


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopouus

[Ipy HapyXHOM HpHUMEHEHHH OBICTPO abCOpOMpYyeTCs M TPEeBpalacTCs B IAHTOTEHOBYIO
KUCIIOTY.

Pacopenenenue

[TanTOTEHOBAs KHCIIOTA CBSI3BIBACTCSA C O€NKaMU IUIa3Mbl KpOBU (TJIAaBHBIM 00pa3oM, ¢ Oera-
MIOOYIMHOM U allbOyMHHOM ). KOHIIEHTpays MaHTOTEHOBOU KUCIOTHI B KpoBH cocTasisier 0,5-1
MT/71, B T1azme KpoBu — 100 MKr/i.

buotp aHC(bODMaI_[I/ISI

[TanTOTEHOBAS KMCIIOTA HE TIOJIBEPTaeTCsl B OpraHu3Me MeTaboIu3My.

OJIUMUHAIMSA

[TanTOTEHOBAs KMCIOTA BHIBOJAUTCS B HEU3MEHEHHOM BU/IE TOUKAMHU.

6. DPAPMAIIEBTUUYECKHUE CBOVICTBA

6.1. Ilepeuenb BcIoMoOraTe/ibHbIX BellleCTB

Bazenun

[TapaduH KuaKuii

Jlanonun

Xodgectepon

N3onponunmupucrar

MetunnaparuapokcuGeH3oaT (HUMarud, MeTuinapadeH)

[Tponunnaparugpokcuben3oar (HUAa3o0, ponuinapadeH)

Bona

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roxa.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHHU U

ITpu Temneparype He Boime 25 °C.

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIIAKOBKH

ITo 15, 20, 25, 30, 35, 40, 50, 60, 70, 80, 100 r B TyOBI aIFOMUHUEBBIE, YKYTIOPEHHBIE OYIIIOHAMH
U3 TIOJIMATUIIEHA HU3KOTO JIaBJICHUS.

ITo 15, 20, 25, 30, 35, 40, 50, 60, 70, 80, 100 r B TyObl U3 KOMOMHUPOBAHHOTO MaTepuana
(mamunat tuna PBL (momwdtunen - EVOH-momumep (comonmumep STHIIEHA W BUHUIOBOTO

CIIUPTA) - IOJIMATUJIEH)), YKYTTOPEHHBIC OyIIIOHAMH U3 MOJIMATHIICHA HU3KOTO JaBJICHUS.
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KapTOHA.
6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPHM  YHUUYTOXKEHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJYYEHHbIX IOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MaHUINyJsiMHU ¢ penapaTomM

Het oco6pix TpeGoBanuii.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «Dopmyna-DPy

109443, r. MockBa, Bonrorpazackuii npocnekT, 1. 139, oduc 10

7.1 llpeacraBuTe/ib 1epsKaTessi PerucTPAllHOHHOIO Y10CTOBEpEeHMI.

[Tperen3un noTpeduTENE HAMPABIATH IO AAPECY:

Poccuiickas ®@enepanus

00O «Tynbckas papmaneBTrdeckas padpukar»

300004, r. Tyna, TopxoBckuii mpoesa, 1. 10

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

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

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSA

9. TATA NEPBUYHON PETUCTPAIIMU (IIOATBEPXJIEHUA PETMCTPAIIUMU,
INEPEPETUCTPAIIN)

[laTa nepBoi perucTpanuu:

10. TATA IEPECMOTPA TEKCTA

Oobmas xapakrepuctuka JsekapcrBeHHoro npenapara JIEKCITAHTEHOJI poctynna Ha
uH(pOpMallMOHHOM TmopTaje EBpa3uiickoro SKOHOMHYECKOrO cO03a B HH(POPMAIMOHHO-

KOMMYHHUKAIMOHHOM cetn «MuTepue» http://eec.eaeunion.org.
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