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ot 06.09.2024 N= 13330

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0 T)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

BEITAJIEPUIL, 5 %, ma3p 711 Hapy»KHOTO IPUMEHEHUS

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrolee BEIECTBO: JEKCIIAHTEHOI.

B 100 r Ma3u copepxutcs S r AeKCIaHTEHOMA.

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

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Massb 17151 Hapy»KHOTO IPUMEHEHUSI.

OpHoponHas Ma3b OT O€Oro ¢ JKEIATOBAaTbIM OTTEHKOM JI0 CBETJIO-XKEJITOro LBETa CO
crenu(UIecKuM 3araxoMm.

4. KIMHUYECKUE JAHHBIE

4.1 lloxka3aHusl K NPUMEHEHHUIO

[Ipenapar noka3aH K MPUMEHEHHUIO Y B3pocibIX U Aeteit ot 0 1o 18 ner.

[Tpu HapylIEHUHM LETOCTHOCTH KOXKHBIX IOKPOBOB: 3a)KUBJIEHHME 0XKOIOB (B T.4. COJHEYHBIX),
MEJIKUX MOBPEXICHUH KOXKHU (CCaIuHbI, TIOpPe3bl, TpemuHbI U 1p.). [Ipodmnaktuka u neyenue
CYXOCTH KOXH, B TOM 4YHCI€ M KaK TIOCJIEACTBUE JAEPMATUTOB pa3IMYHOIO TIeHe3a
(IPOSIBIAIOMIMXCS HIETYLIEHWEM, MOKpAacCHEHHEM, pa3/ipakeHHEeM, YyBCTBOM CTSHYTOCTH), a
TaK)K€ €KEJHEBHBIM yXOJ 3a y4acTKaMHM KOXHBIX MOKPOBOB, IOJBEPKEHHBIX HaWOOJbIIEMY
BO3/ICHCTBUIO BHEIIHUX (PAaKTOPOB (JIMLIO, pyKH), B TOM YHCJI€ BCIEICTBUE oOBeTpuBaHUs. J{is
yX0/1a 32 MOJIOYHOM ’keJe30i B Mepuo/] JAKTaluH (TPEIIMHBI U TIOKPACHEHHSI COCKOB MOJIOYHOM
JKenesbl), JUIs yXoJa 3a TPYAHbBIMM JAETBMH M MIIJICHIIaMH (ONpPENIOCTb, «IEJIEHOYHBIN
JIEPMaTHT).

4.2 Pe:kuM 103MPOBAaHUS H CIIOCO0 NPUMEHEHUA

Bspocnsie 1 getu ot 0 10 18 ;er

Ma3p HaHOCST TOHKHUM CJIOEM Ha HOpa)KeHHLIﬁ Y4acCTOK KOXKH, CJICTKA BTHPAs, 2-4 pa3a B CyTKH.
HHI/ITGHLHOCTI) MNPUMEHCHUA IpPErapaTta U BO3MOXHOCTE ITOBTOPHOI'O KypcCa JICUCHUS 3aBUCAT OT
HHIWBHUIYaJIbHBIX OCOOCHHOCTEH TeYeHHsa 3a00JeBaHUsI U OIPECACIIAIOTCA JOCTUTHYTBIM

a¢(heKkToM U MepeHOCUMOCThIO Tpernapara.
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Croco0 ImpuMeHeHus

SKCNEPTHOMY OTUYETY

HapyxHo. Ma3p HaHOCAT TOHKHMM CJIO€M Ha IIOPAaXEHHBIM y4acTOK KOXKH, ClIerka BTupas. B
cllydae HaHECEHHs Ha HMH(UIMPOBAHHYIO MOBEPXHOCTh KOXH, €€ CIEAYeT NPEeABAPUTEIHHO
00paboTaTh AaHTUCENTHKOM.

KopMmsimuM wmarepsM cMa3biBaTh Ma3bl0 HMHQULIUPOBAHHYIO IOBEPXHOCTh COCKa IOCIE
KOPMJIEHUS TPYIbIO.

['pyaHbIM JeTSM HAHOCAT Ha MeCTa HWH(HUIMPOBAHUS IOCIE CMEHBI Oelbs WIM BOJHOMN
IIPOLEAYPBI.

4.3 IIpoTuBONOKA3aAHUA

['MnepyyBCTBUTENFHOCTh K JEKCMAHTEHOJIY WJIM K JIIOOOMY M3 BCIOMOTAaTEIbHBIX BELIECTB,
IIEPEYUCIICHHBIX B pazzaene 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 6epeMeHHOCTH | JaKTAaLUH CleayeT n30eraTh MPUMEHEHHS Ha OOIIMPHBIX YYaCcTKaX.

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

[TpenapaT copepKUT JAHOJIUH, KOTOPbII MOXET BbI3BaTh MECTHBIE KOXKHbBIE PEAKIUH (HAIIpUMeEp,
KOHTAKTHBIA JEPMATHT); METUIAParuApOKCHOCH30aT, MPONMIIAParuApOKCUOCH30aT, KOTOPBIE
MOTYT BbI3BaTh aJIJIEPIrMUECKUE PEAKIIUHU (B TOM YHCIIE, OTCPOUCHHBIE).

4.5 B3aumoneiicTBHe ¢ JAPYIMMH JEKAPCTBCHHBIMH IIpenapaTtamMH M [Jpyrue BHIbI
B3aMMOJEHCTBUA

HccnenoBanus B3auMoIeHCTBUS HE POBOIUIIHCD.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD M JAKTALMS

bepemeHHOCTD

[IpenapaT MOXHO IPUMEHSTH BO BpeMsl 0€PEMEHHOCTH.

Jlakranms

IIpenapar MOXXHO IPUMEHATH B IIEPUOJ JTAKTALUH.

Ecnu npenapar npumensiercs st 00pabOTKU TPEIIUH COCKOB BO BpEMsl JIAKTALMHU, OH JOJDKEH
OBITH CMBIT IIEPE]] KOPMIICHHUEM T'PYbIO.

4.7. BuusiHue Ha CIOCOOHOCTH YIPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH U padorarh ¢
MeXaHHU3MaMH

[Ipenapatr He BAMAET Ha CHOCOOHOCTH YINPABIATH TPAHCHOPTOM MM 3aHUMAThCA JIPYTHMHU
MOTEHLMAJIbHO OMACHBIMHM BHUJIAMU JI€ATEIBHOCTH, TPEOYIOUIMMH IMOBBIIIEHHOW KOHIEHTPALUU

BHUMAaHUA U 6I)ICTp0TI)I IICUXOMOTOPHBIX peaKHHﬁ.
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4.8. HexkennaTeibHbIe peakunuu

PesroMme HexxenaTeabHBIX PeaKIi

AJulepruyeckue KOXHbIE peakuuu (HampuMep, KOHTAaKTHBIM JEpMaTUT, aJUIeprUuecKui
JIepMaTHUT, 3y 1, IOKPACHEHHE, IK3€Ma, ChlIlb, KPAIIUBHULIA, PA3IPAXKEHUE KOKH).

COO6H.I€HI/I5I 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBACMBIX HEXKENATENbHBIX PEAKIUAX IOCIIe PETUCTPAINH
JICKapCTBEHHOTO TIperapara ¢ 1eiabio 00eCredeHrss HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TOJIb3a — PUCK» JICKAPCTBEHHOIO mpemnapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYEeTCs
coo0IaTh O JIOOBIX TO0JI03PEBAEMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Mperapara
Yyepe3 HAlMOHAIBHBIE CHCTEMbI COOOIIEHUSI O HEXKEIATeNbHBIX PEAKIUSIX TOCYJapCTB - YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@enepanus.

OenepanibHas ciryx0a 1Mo Ha30py B chepe 31paBOOXpaHEHUSI.

Anpec: 109012, r. Mocksa, CriaBsiHCKas IUI0IIa b, 1. 4, cTp. 1.

Temedon: +7 800 550 99 03

OnekTpoHHas nmouta: pharm(@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYHHUKAITIOHHOM CeTH «uTepueT»:

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

4.9. llepeno3upoBka

JlanHbIe MO nepea03upOBKE Mpenapara OTCYTCTBYIOT.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 ®apmakoaMHaMHYecKHe CBOMCTBA

®dapmakoTepaneBTUUYECKas Tpymmna: TMpenaparsl s JEYeHHs paH W s3B; Mpenaparsl,
CIOCOOCTBYIOIIME HOPMaldbHOMY pYOIIEBAaHUIO; JIpyrHe TMpemapaTbl, CIOCOOCTBYIOIIUE
HOpMaJTbHOMY pyOII€BaHUIO.

Kon ATX: D0O3AX03

dapmakoagnaammueckue YO HeKTol

JIekCllaHTeHoll — IMPOM3BOJHOE IAHTOTCHOBOM KUCHOTBL. [laHTOTEHOBas Kuciaora —
BOJIOPACTBOPUMBIM BUTaMMH Tpymnnel B (Butamun Bs) — sBisercss coCTaBHOM 4YacThbiO
kopepmenta A. CTUMYIUpPYyET pEreHepalrio KOXXKH, HOPMAJU3yeT KJIETOYHBIH MeTaboiu3M,
YCKOPSIET MUTO3 U YBEIMUMBAET MPOYHOCTh KOJUIAT€HOBBIX BOJIOKOH. [IoBbIIIeHNE TOTpeOHOCTH
B ITAHTOTEHOBOM KHUCJIOTEe HAOII0aeTCs IPU MOBPEXKACHUU KOXKHOTO MMOKPOBA WM TKaHEH, a ee

HEAOCTATOK MOKHO BOCIIOJIHUTH MCCTHBIM IMIPUMCHCHUCM INCKCIIAHTCHOJIA.


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 CBSI3BIBACTCS C O€NKaMH IUIa3Mbl KpOBU (TJIaBHBIM 00pa3oM, ¢ Oera-
IOOYIMHOM U allbOyMHHOM ). KOHIIEHTpalys MaHTOTEHOBOM KUCIOTHI B KpoBH coctaisier 0,5-1
MT/71, B T1azme KpoBu — 100 MKr/i.

buotp aHC(bODMaI_[I/IH

[TanTOTEHOBAs KMCIIOTA HE OJBEPraeTcsi B OpraHu3Me MeTaboIn3my.
OIUMUHAIMA

[TanTOTEHOBAs KMCIOTA BHIBOJAUTCS B HEU3MEHEHHOM BU/JIE ITOUKAMHU.
6. DPAPMAIIEBTUUECKHUE CBOVMICTBA

6.1. Ilepeuenb BcIoMoOraTe/ibHbIX BellleCTB

Bazenun

[TapaduH KuaKuii

JlaHonuH

XoJectepon

W3onponunmupucrar

MeTtuanaparuipokcuoeH30aT (HUIaruH, MeTuinapadeH)
[TponunnaparugpokcrOeH30at (HUIA30J1, MPONUIapadeH)

Bona

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

3 rona.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH MPH XPAHEHHU U

ITpu Temneparype He Boime 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

[To 30, 100 r B TyOBl antOMUHHUEBBIE, MOKPHITHIE JJakoM b®d-2, ykymnopeHHble OylIOHAMH U3
MOJIMATUIIEHA HU3KOT'O AaBJICHUS.

Kaxnyro TyOy BMecTe ¢ MHCTPYKUHEH MO MEJUIIMHCKOMY NPUMEHEHUIO MOMEIIAI0T B MauKy

KapTOHHYIO.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCT npu'”'%plﬁ%&éﬂ&”%i}h%ﬁﬁ {oro

JIEKAPCTBEHHOI'0  Mpenapara WM OTX0A0B, TOJYYEHHBIX TOCJe NPUMEHEeHUs
JIEKAPCTBEHHOI'0 NMPenapara, v Apyrue MaHUIYJISIIUN ¢ IPenapaTom

Het oco0bix TpeboBaHwMiA.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHMUSA

Poccniickas @enepanns

AO «9PKADAPM»

105005, r. MockBa, BH.Tep.I. MyHULMNAIbHBIA OKpyr bacMmannwiil, yi. bakynunckas, n. 14,
ctp. 1, atax 3, moment. I, komHara SA

7.1 llpeacTaBuTEIb JEpPKaATE/IsI PErHCTPALMOHHOIO Y10CTOBEPEHUS

[Tperen3un norpeduTeneil HAPaBIATH 110 ATPECY:

Poccuiickas ®@enepanus

00O «Tynbckas papmanieBTuyeckas hadpukar»

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

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

®daxkc: +7 (4872) 41-04-73

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JTATA NEPBHUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIIMN,
INEPEPETUCTPAIIN)

JlaTa niepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmast  xapaktepucTuka JekapcTBeHHoro mnpenapata BEITAJIEPMJI  noctynHa Ha

I/IH(l)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO OKOHOMHYCCKOI0O COr3a B I/IH(I)OpMaI_II/IOHHO-

KOMMYHMKAIIMOHHOH cetn «MHTepHeT» http://eec.eacunion.org.


http://eec.eaeunion.org/

