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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

JIE3MOJIAH, 3 %, Ma3b 11 HAPY’KHOTO HPHUMEHEHHS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTBytO1IIEE BEIIECTBO: AMITUIOCH3UMHUIA30IHSI TPHUHOTUI.

Kaxnpie 100 r conepkat 3 T AMATUIOCH3UMUA30IIHs TPHHOANA.

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Massb aJis Hapy>KHOTO IPUMEHEHUS.

OnHopoHast Ma3b TEMHO-KOPUYHEBOTO 1[BETA CO CJIA0BIM XapaKTEPHBIM 3aI1axoM.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPpUMEHEHUIO0

[penapar JIE3MOJIAH mnoka3saH K HPUMEHEHHIO Yy B3POCIBIX IALMEHTOB JUIS JICUCHHS
CIEAYIOLINX COCTOSTHUM:

- TpohuuecKkre 3Bl HIHKHUX KOHEUHOCTEH;

- IPOJIEKHU;

- oxoru I m II crenenu;

- CCaJIMHBI, TIOPE3bI, [TAPANHBI, TPEIIUHBI, PACYECHI, B TOM YHCJIE MTOCJIE YKYCOB HACEKOMBIX;
- JIOTIOMHUTENbHOE JIEYCHHE AaCeNTUYECKUX TIOCIEONepallMOHHBIX paH (Tocle HUCCeueHus,
KOaryJislifu, SIU3U0TOMUH, ISl IEYEHUs TPEIIUH Ha KOXKE, paH U LIBOB);

- YCKOpEHUE PKUBIICHHUS KOKHOTO TPAHCIIJIAHTAHTA.

4.2. Pexxum 103MpoOBaHNs U €C1IOCO0 NPUMEHEHUs!

PexxuM 103upOBaHus

[lpy neyeHMM TpPaHYIMPYIOLUIMX OXKOTOB, PaH M TPO(PUUYECKHX $3B €O ClHabOH HKccyranuei
mpenapar HaHOCSIT paBHOMEPHBIM ciioeM ToimmHo 1,0-1,5 MM Takum oOpazom, 4TOOBI BCS
MOopakeHHasl MOBEPXHOCTh OblIa MOKPHITa Ma3blo, M HAKJIAJbIBAIOT CTEPUIIBHYIO MapieBYIO
noBs3Ky. CMeHy NOBS30K NPoBOJAT 1 pa3 B 1-2 cyTOK IpH JIeYEHNUU OXOroB U 1-2 pa3 B cyTKH
Opy JeueHUH paH M Tpoduyeckux s3B. [Ipu OTKpBITOM croco0e JIeYeHHs O0XKOroB Ipernapar
HaHocAT 1-2 pa3a B peHb. [IpoNOKUTENBHOCTh JIC€YEHHUSI OMNPENECHAETCS JIUHAMUKON
SIUTEIU3ALNH PaH.

ITpu He3HAUNTENBHBIX MOBPEXKACHUIX KOXKH (CCaZMHBI, IOPE3Bbl, [APAIIUHBL, TPELUIUHBI, PACYECHI)
IpenapaT HaHOCAT TOHKHUM CJIOEM Ha ITOPaKEHHYIO MIOBEPXHOCTH 2 pa3a B JIEHb.

CyTtouHas 103a He JoJDKHA npeBbimars 10 r.
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[IpogomKUTEIBHOCTD TEPAITHH

[TponOmKUTETFHOCTh U KPATHOCTh HAHECCHHS Tperapara 3aBUCUT OT TSDKECTH 3a00JIeBaHUS U
JIOKaJIM3aluy IIpolLecca.

eTH
BesomacHocth 1 3bdexTuBrocTs npenapara JJESMOAH y nereii 1o 18 et He yCTaHOBIICHDL.

Cnooco0 nnpuMeHeHus

Hapyxno. [Ipenapat HaHOCST Ha MOBPEXIAEHHYIO [IOBEPXHOCTh KOXKH TaK, YTOOBI YYaCTOK KOKU
OB MOKPBIT MPEnapaToM IMOJTHOCTHI0. BO3MOXHO HCIOJIb30BaHHE OKKJIIO3UOHHBIX MOBS30K U
IJIaCTBIPSL.

4.3 IlporuBoNOKAa3aHuUs

['MrepyyBCTBUTENFHOCTS K JUATHIOCH3MMUAA30JIMS TPUHOOUAY WM K J0OOMYy U3
BCIIOMOT'aTeJIbHBIX BEIIECTB, IEPEUUCICHHBIX B pazjene 6.1.

TupeoTokcukos.

AJleHOMa IIUTOBUIHON KEJe3bl.

[ToueyHast HEIOCTATOYHOCTb.

OnHoBpeMEHHas Tepanus pauOaKTUBHBIM HOJIOM.

I TpumecTp GepemMeHHOCTH.

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipemapar crnegyer MNPUMEHSATH C  OCTOPOKHOCTBIO  MPH  XPOHUYECKOM  MOYEYHOMU
HenoctaTouyHocTH, BO II u III TpuMecTpe 6epemMeHHOCTH, B IEPUO/ I'PYTHOIO BCKapMIIMBAHHUS.
Masp Henb3si HAaHOCUTh Ha ClM3HCcThle 00onouku. [Ipu monajanuu mpenapaTa B Ijla3a WM Ha
CIIM3UCTYIO0 000JI0UKY HEOOXOUMO MPOMBITH TETUION BOJOM.

Ecin ormedaroTcsi NpuU3HAKW MOBBIIIEHHOW YYBCTBUTENIBHOCTH WM pa3IpakeHUs KOXKH,
CBSI3aHHBIE C IPUMEHEHHEM TpenapaTta, CliefyeT MPeKpaTUTh JeueHHe U 00paTUThCs K Bpauy.
4.5. B3amMmopeiicTBMe ¢ JPYTHMH JICKAPCTBEHHBIMHM MpenaparaMH H JApyrue BHIbI
B3auMMo/1eiicTBUS

He cnenyer mpumeHsTh mpemnapar B KOMIUIEKCE C JAPYTMMHU aHTHCENTHUYECKUMHU CpEJICTBaMH,
COJIEpKalIUMH PTYTh, OKUCIIUTENH, LIEJI0YN U KaTUOHHBIE TOBEPXHOCTHO-aKTHBHBIE BEIIECTBA.
B mpucyTcTBHM KpoBU OaKTEpUIIUAHOE ACHCTBUE MpernapaTa MOKeT YMEHBIIUTHCS.

4.6. ®epTHIBHOCTb, 0EPEMEHHOCTD M JIAKTALMS

bepeMeHHOCTB

[Ipumenenue mnpemnapara MNpoTUBONOKazaHo B | Tpumectpe OepemenHoctu. IIpumenenue
npemapata Bo Il u III TpumecTpax OGepeMEHHOCTH OMYCKAETCsS TOJBKO B TE€X CIydasx, KOraa

NNoTCHUUaJIbHas IoJib3a AJId MaTCpH IPEBLIIIACT BO3MOKHBIHN PUCK I 1J1044a. B takux cirydasax
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y4acTKaMU KOXH U [10J] KOHTPOJIEM JIeYallero Bpaya.

JlakTanus

Tak Kak HEW3BECTHO IPOHMKACT JM JEHCTBYIOIIEE BEIIECTBO B MOJIOKO MaTepH, CIeayeT
OPUHATH pPELIEHHEe O MPEKpalleHUH TPYJAHOTO BCKapMJIMBaHUS WM 00 OTMEHE Ipemnapara,
YUUTBIBasE HEOOXOAMMOCTh €ro NpHUMEHEeHHMs Juis Martepu. M30erath KoHTakTa peOeHKa ¢
MIOBEPXHOCTBIO KOXKH, Ha KOTOPYIO HAHOCUTCSI Ipenapar.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh C
MeXaHU3MaMHu

HpenapaT HE BJIUACT Ha CHOCO6HOCTI> YOpPaBJIATh TPAHCIIOPTOM HMJIM 3aHHUMATBHCA IMOTCHIUAJIBHO
OIMaCHbIMHM BHJaMHU AOCATCIBHOCTU, Tpe6y10HII/IMI/I MOBEIIIICHHON KOHICHTpAlIMKM BHHMAHHUA U
OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUH.

4.8. HexkennaTeibHbIE peakunu

PesroMe HexxenaTeabHbIX PEAKIIUT

[Ipu mpumeHeHHMH Hpenapara BO3MOXKHO KOXKHBIE aJJIEPrHYECKHE peakuuu (3y[, THIepeMus
KO>KH), ITPU MOSIBIICHUH KOTOPBIX CJIEAYET MPEKPaTUTh IPUMEHEHHE IpenapaTa.

COO6H.ICHI/IC 0 HCXKCJIATCIBbHBIX PCAKIIUAX

BaxxHo cooOmarb 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEaKIUsAX II0ClIe PETUCTpaluu
JIEKapCTBEHHOI'0 Tperapara ¢ 1eIbl0 00ecnedyeHrs HeNpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MenuIUMHCKUM paOOTHUKAM pPEKOMEH]yeTcs
cooluaTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEeaKIMsIX JICKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHUSI O HEXKEIATeNbHBIX PeakIUsiX rocyJapCTB - YICHOB
EBpazuiickoro 53KOHOMHYECKOTr0 CO03a.

Poccuiickas ®enepanus

DdenepanbHas ciry:k0a 1o HaJ30py B cdepe 3ApaBOOXPaHECHUS.

Anpec: 109012, r. MockBa, CriaBsiHCKas TUI0IIaab, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DOnekTpoHHas mouta: pharm(@roszdravnadzor.gov.ru

Cair B HH(bOpMaI_II/IOHHO-TCHCKOMMYHHKaHHOHHOﬁ CCTHU <<I/IHTepHeT»I

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

4.9. Ilepeno3upoBka
Cny4yan nepeno3upoBKd He onucanbl. [Ipu ciaydaliHOM mpuéme npernapata BHYTPb BO3MOKHO
HOSBIICHHE TOIIHOTHI M PBOTH. HeoOX0AMMO MPOMBITH JKENIYA0K M OOpaTUThCS K Bpauy, MpU

HCO6XOILI/IMOCTI/I IMPOBOAAT CUMIITOMATHYCCKOC JICYHCHHC.


mailto:pharm@roszdravnadzor.gov.ru
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5. DPAPMAKOJIOTMYECKHE CBOVICTBA (NOCNEAOBATENLHOCTS 0003

5.1. ®apmakoauHaMHYeCKHe CBOICTBA

dapMakoTeparneBTUYECKasl TPYIINA: aHTHCENTUKA U Je3WH(DUIMPYIONINE CPEICTBA; Mpernaparhl
Hona.

Kox ATX: DOSAG

dapmakoauaamuyeckue d3PpHeKTol

AKTUBHBIM KOMIIOHEHTOM Tpemapara sBisercs 1,3-IMdTHIOCH3UMUAA30IUS  TPUAOAU.
Mexanusm (papMakoJOrM4eCKOM aKTHBHOCTU MperapaTra 3akKiIiydaeTcss B HENOCPEICTBEHHOM
pereHepanioHHOM AEUCTBUM 1,3-AMITHUIOEH3UMUAA30I1sI HA IOBPEXKICHHbBIE KOXKHbBIE IIOKPOBBI.
AKTUBHBIN HOJI, BXOASAIIMIA B COCTaB MperapaTa, HHaKTUBUPYET Ok OaKTepHabHONW CTEHKH U
(dbepMeHTHBIC OeNKu OakTepuil, OKa3piBas TEM CaMbIM OaKTEPUIIUAHOE JCHCTBHE. 3aIHINACT
IOBEPXHOCTh pPaHbl OT MH(EKUUH, TNOoJaBiIseT TeyeHHe WHGPEKIUOHHOrO Ipolecca U
CHOCOOCTBYET 3a)KUBJICHHUIO.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

CucreMHO€e BcachbIBaHUE JIEHCTBYIOIIETO BELIECTBA OTCYTCTBYET J1aXKe MPU NOBPEXKACHHON KOXE,
TEM HE MEHEE, B paHE IPUCYTCTBYIOT TEPAIEBTUUECKUE KOHLICHTPALUK IIpenapara.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BellleCTB

[ToBunon K17

Jumetuncynbdokcu (TMMEKCH)

I'munepon

Bazenun

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

XpaHuTb Ipu TeMIiepatype He Boime 25 °C.

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIIAKOBKH

I[To 20 r B TyOBI QJIFOMHHHEBBIE, YKYIIOPEHHBIE OYIIIOHAMHU U3 MMOJIUATHIIEHA HU3KOTO JaBJICHHUS.
[To 20 T B TyOBl M3 KOMOMHMpOBaHHBIX MaTepuaioB (MamuHara Tuna ABL), ykynopeHHble
OyIIOHAMU U3 TOJIMATHIIEHA HU3KOT'O JIaBJICHHUS.

Kaxnyro TyOy BMecTe ¢ TMCTKOM-BKIIAJIBIIIEM TIOMEINAIOT B MAYKy KAPTOHHYIO.
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66. Ocotme mepst  mpenocropomoeri__mpuQEREARBATESHOCTBAMR 0,

JIeKAPCTBEHHOr0  MpenapaTra WJIH  OTXOJA0B, MOJYYeHHBIX IOCJie TPUMEeHeHHUs
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHUNyJsiiU ¢ penapaTomM

Het oco0bix TpeboBaHwMiA.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHMUSA

Poccniickas @enepanns

000 «®apmPerucrp»

300004, r. Tyna, TopxoBckuii mpoe3a, A. 10

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

®daxc: +7 (4872) 41-04-73

7.1. llpeacTaBuTe/b J€pKATENsA PETHCTPALMOHHOIO Y10CTOBEPEHHUS

IIpereH3uu HOTDC6HT€JI€I>1 HAaImpaBJIATH I10 aApECy.

Poccuiickas ®@enepanus

00O «Tynbckas papmareBTHUECKas padpuKar»

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

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

®akc: +7 (4872) 41-04-73

8. HOMEP PETUCTPALHMUOHHOI'O YAOCTOBEPEHUS

9. TATA NEPBUYHON PETUCTPAIIMU (IIOATBEPXJIEHUA PETMCTPAIIUMU,
INEPEPETUCTPAIIN)

[lata nepBoii peructpanuu:

10. TATA IEPECMOTPA TEKCTA

OOmast  xapaktepucTuka JekapcTBeHHoro mnpemapara JIEBMOJAH  moctymHa Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HH(OPMAalMOHHO-

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