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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Hogokaun, 100 mMr, cynmno3uTopuu peKTajbHbIE.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByrolee BELECTBO: IPOKAUH.

Kaxnprit cynmosuropuii copepxkut 0,1 r mpokanHa (B BHJIE THIPOXIOPUIA).

[TonHbI IepeyeHb BCIIOMOTaTeIbHbIX BELIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Cynno3uTopuu peKTaibHbIE.

Cynnosutopun 6e10ro Win 6€J0r0 C XKEeNTOBATHIM OTTEHKOM LIBETa, TOPIE1000pa3HOii (hOPMBI.
4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

HoBokamn  moka3aH K  NPUMEHEHMIO Yy  B3pOCJBIX  IAallMEHTOB B  KadecTBe
MECTHOAHECTE3UPYIOLLETr0 CPEJCTBA IPU TEMOPPOE U TPELIMHAX 33 JHEr0 IPOXO0Aa.

4.2. Pe:xuM 103UPOBAHMSI M CIIOCO0 NMPUMEHEHUs

Pexxum 103upoBaHus

[TpumensTs o 1 cynmosutoputo 1-2 pasza B aeHb. [IpogomKUTENbHOCTD JIEYCHHS B Ka4ecTBE
MECTHOAHECTE3UPYIOLIEro cpeacrBa He Oosnee S5 naueil. Eciam  Oone3HeHHble  SIBICHUS
COXPAHSIIOTCS, CTIEAYET MPOKOHCYIBTUPOBATHCS C BPAUOM.

Crooco0 rmpuMeHeHus

Pexransno. Cynmo3utopuii BBOAAT TITyOOKO B 3aJHUN MPOXOJ (TIOCTIE OYUCTUTEITHLHON KIU3MBbI
WIM CaMOIIPOU3BOJIBHOTO OMOPOKHEHUS KHUIIEYHHUKA), MPEBapUTEIbHO OCBOOOJIMB CBEUY OT
KOHTYPHOM yIakOBKM IIPU TIOMOIIM HOXKHUI] (pa3pe3aB YyIaKOBKY 110 KOHTYPY CBEUN).

4.3 IlporuBonoka3zanus

['MnepuyBCTBUTENBHOCTh K TMPOKaWHYy, B T.4. K Mapa-aMUHOOEH30MHON KHUCIOTE U JAPYyTruM
MECTHBIM aHECTETHKaM-3(QHpaM UM K J0OOMY U3 BCIIOMOTaTeJIbHBIX BEIECTB, IEPEUNCIEHHBIX
B paznene 6.1.

Jerckuii Bo3pact 1o 18 ner.

4.4. OcoOble yKkazaHUsl U1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

OKCTpEHHbIE  ONEpalH, CONPOBOXKIAIOIIMECS  OCTPOW  KPOBOMOTEpEH,  COCTOSHUS,
CONPOBOXKIAMOIIMECS CHIDKEHHEM I€YEHOYHOTO0 KPOBOTOKA (HAmpUMeEp, NPH XPOHHYECKOH
CepIeYHOH  HEJIOCTATOYHOCTH, 3a00JICBaHUSX IIEYCHH), IPOTPECCHPOBAHUE CEPACYHO-

COCYJIUCTON HEIOCTaTOYHOCTH (OOBIYHO BCIICJICTBUE pa3BUTHS OJIOKAJ CepAla ¢ II0Ka),
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MIPOKTHUT, AEHHUIIUT IICEBAOXOJNHICTEPA3bl, TOULYHAs Héﬁ%_ééa}lgﬂq"é iIgJHBJRII;I:JTIBIE:hAHHéI!ITOB

(crapiie 65 5eT), TSHKET000IBHBIX, 0CITA0IEHHBIX OOJIBHBIX, 0€PEMEHHOCTD, IEPUOJT POIOB.

Oco0ble yKa3auus

[Taruentam Tpebyercs KOHTPOJIb (PYHKUMHA CEpACUYHO-COCYIUCTOW CHCTEMBI, AbIXaTeIbHOU
CHUCTEMBbI W IICHTPaJbHON HEpBHOW cucTeMmbl. HeoOxomumo oTtmMeHuTh MHTHOUTOpPHI MAO He
MeHee, uem 3a 10 qHelt 10 mpuMeHeHus npemnapara.

4.5. B3amMojgeiicTBMe C JAPYrHMH JIEKAPCTBEHHbIMH IpenapaTramMu W JApyrue BH/bI
B3aNMOJAEeHCTBUSA

MecTHble aHECTETUKH YCUIMBAIOT YTHETAIOIIEe ACHCTBUE HA LIEHTPAIbHYIO HEPBHYIO CHUCTEMY
JIPYTUX JIEKAPCTBEHHBIX CPEJICTB. AHTHUKOAryJISIHTHI (apJernapuH HATpHs, JajdTenapuH HaTpus,
JaHAMapou HATpHs, SHOKCANApWH HATPUs, TemapuH, BaphapwH) MOBBIIIAIOT PUCK Pa3BUTHUS
KPOBOTECUCHUH.

[Ipu wucnonb30BaHMM € WHTUOUTOpPaAMH MOHOAMHHOOKCHAA3bl ((hypa3onuioH, MnpokapOasuH,
CEJICTUJIMH) TIOBBIIIACT PHUCK CHIKCHUS apTEepUANbHOTO JaBieHUs. Ba3oKOHCTPUKTOPHI
(oniuHepuH, MeTOKCaMHH, (QEHWII(PPUH) YIUIMHSIIOT MECTHOAHECTE3UpyIollee JeicTBHE.
[IpokanH CcHUXXAaeT AHTUMHACTEHUYECKOE JEWCTBHE AHTHXOJIMHAICTEPA3HBIX JIEKAPCTBEHHBIX
CPEICTB, OCOOCHHO MPHU UCHOIB30BAaHUU €r0 B BBICOKUX 032X, YTO TpeOyeT JOMOIHUTEIHHON
KOPPEKIIUHU JICYCHHS] MUACTCHUH.

HNHrubutopsr XOJIMHACTEPa3bl (aHTUMUACTEHUYECKHE JIEKapCTBEHHbIE CpEe/CTBa,
nukinodochamua, aeMekapuss OpOMHUI, IKOTHONATa HOIWJ, THOTENa) CHUXKAIOT METa00JIM3M
MECTHOAHECTE3UPYIOIIMX  JIEKAPCTBEHHBIX  cpeAcTB.  Mertabonut  mpokamHa  (mapa-
aMUHOOEH30Hasi KHUCJIOTa) SIBJSETCS AHTArOHMCTOM CyJb(aHWIAMHUIOB, YTO MPHUBOJIUT K
0CJIa0JICHUI0 AaHTUMHUKPOOHOTO JICHCTBUS.

4.6. DepTHIBLHOCTD, 0€PEMEHHOCTD U JIAKTALHUSA

bepemeHHOCTD

B nepuoxa 6epemeHHOCTH TIpenapar cieayeT MPUMEHSTh, KOTa MoJib3a IJIs MaTepy MPEBBIIIACT
PHMCK JIJIs1 TIJI0/1A.

JlakTanums

B mnepuon xopmileHHsI TpyIpl0 MpenapaTr cieayeT NPUMEHSTh, KOrJa MoJyib3a IS MaTepu
MPEBBIIIAET PUCK 7S peOeHKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHHIMH CpeACTBAMH M padoTath ¢
MeXaHNU3MaMu

B nepuon nedenus He0OXOIMMO COONIIOIATH OCTOPOKHOCTH MPHU BOXKIECHUM aBTOTPAHCIIOPTA U
3aHATUU  JIPYTUMH  TIOTEHIMAJBHO OMAaCHBIMH  BHJAMH  JCSATEIBHOCTH, TPeOyIOITUMHU

MMOBBIIIIEHHOM KOHIOCHTPpAllMWM BHUMAHUS U 6I)ICTp0TBI IICUXOMOTOPHBIX peaKHHfI.
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4.8. HexkeslaTesibHbIE peaKIUU

PesroMe HexxenaTeabHbBIX peaKIIUui

Hapywenus co cmoponul kposu u iumgamuueckou cucmembvl: METTEMOTTIOONHEMHS.
Hapywenus co cmoponvl UMMYHHOU cucmembl: aUNIEPTHUYECKUE PEaKIUH: 3y KOXH, KOXKHAs
CBINb, JPYrUe aHA(PUIAKTHYCCKHUE peakIuu (B T.4. aHAPUIAKTUYECKHH IIOK), KpanuBHHIA (Ha
KO)K€ U CIM3HCTBIX O00O0JIOYKaX), TOJOBOKpPY)KEHHE, cIaboCTh, CHIDKEHHE apTepHaIbHOTO
JIaBieHHs. B 3TUX ciaydasx cienyeT NpeKpaTuTh MIPUMEHEHHE MperapaTa 1 00paTUThCS K Bpady.
Hapywenus co cmopoHbl HepsHOU cucmembl: TOJIOBHasE 00Jb, TOJOBOKPYKEHUE, COHIIUBOCTD,
c1aboCTh, JBHTaTEeIbHOE OECIIOKOMCTBO, MOTEPS CO3HAHUS, CYIOpPOTH, TPU3M, TPEMOD,
3pUTENbHBIE W CIYXOBBIC HAPYIICHHS, HUCTarM, CHHAPOM KOHCKOTO XBOCTa (TMapaiwd HOT,
MapeCcTe3nH ), Mapainy AbIXaTeIbHOTO IEHTPA.

Hapywenus co cmoponul cepoya: dpagukapans, apuTMuu, 00Jb B TPYJHON KIIETKE.

Hapywenus co cmoponvt cocy0os: TIOBBIICHHE WM CHW)KCHUE apTEPHAIbHOTO JIaBJICHUS,
nepudepruyeckas Ba3oAuIaTanus, KoJIarc.

JKenyoouno-kuweynvle napyulenus: TOIHOTA, PBOTA, HEMPOU3BOJIbHAS Je(eKaIus.

Hapywenus co cmopoHvl nouex u mouesble00suux nymetl: HEIPOU3BOJILHOE MOYCHCITYCKaHUE.
Obwue Hapywenus u peakyuu 6 mecme 66edeHusi: B TICPBbIC JHU NPUMEHCHHUs Tpenapara
BO3MOJKHBI TO3BIBHI K JIe()eKalU U YyBCTBO JUCKOM(OPTA, KOTOPHIC B JATLHEHIIIEM MPOXOJISAT
CaMOCTOSITEILHO W HE TPeOYIT OTMEHBI mpemnaparta. Pemko: rumepemuss ¥ 3yJ B oOiactu
aQHAJILHOT'O OTBEPCTHS (TIPH MPUMEHEHHH B BHICOKUX J[033X).

COO6H.ICHI/IC O HCXKCJIATCIBHBIX PCAKIIUAX

BaxxHo cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX IOCIe PEerucTpanuu
JIEKapCTBEHHOI'O Tpernapara ¢ 1ebl0 00ecredeHrs HEeMPEepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOIO Mpemnapara. MeAULMHCKUM pPaOOTHUKAM PEKOMEHIyeTcs
coolIare O JIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEeaKIUsIX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIEHUSI O HEXKENATeNbHbIX PeakIusiX rocyJapcTB - YICHOB
EBpazuiickoro 3KOHOMHUYECKOT0 CO03a.

Poccuiickas @enepanns.

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXPaHEHUS.

Anpec: 109012, r. Mocksa, CaBsHCKas TUIOMIanb, a. 4, crp. 1.

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B HH(bOpMaL[I/IOHHO-TeHeKOMMyHHKaHHOHHOﬁ CCTHU ((I/IHTCpHGT))I

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

brieqHOCTh KOXKHBIX TOKPOBOB M CIU3UCTHIX 000JIOUEK, TOJIOBOKPYKEHHE, TOIIHOTA, PBOTA,
«XOJIOJHBIN TOT», YYalllCHWE JbIXaHWs, TaXUKapJWs, CHI)KCHHE apTepPHAIbHOTO JIaBIICHUS,
BILUIOTH JIO KOJUIarca, amHod, MeTreMoriioOmHemus. [IeicTBHE Ha ICHTPAIbHYIO HEPBHYIO
CUCTEMY TMPOSIBISICTCS YyBCTBOM CTpaxa, TaJUTFOIMHANMSIMH, CYIOPOTaMH, JIBUTATEIbHBIM
BO30YKICHHEM.

JleueHue

[Tonnepkanue aJaeKBATHOM BEHTHIIAIMU JICTKMX C HMHTAIANHAEH KHCIOpOJaa, BHYTPHUBEHHOE
BBEJICHUE KOPOTKOJCHCTBYIOIIUX JICKAPCTBEHHBIX CPEICTB NIl OOIEH aHECTe3WH, B TSIKEIBIX
CITyJasiX - IE3MHTOKCUKAIIMOHHAS U CHMIITOMATUYECKAs TePaIusl.

5. PAPMAKOJIOTMTYECKHUE CBOMCTBA

5.1. @apmakoauHaAMHUYeCcKHe CBOiicTBa

dapMakoTepareBTUYECKas TPYyIIa: MECTHOAHECTE3UPYIOIIEE CPEIICTBO

Kox ATX: CO5ADO05

dapmakognaamuyeckue 3P HeKTol

MecTHOaHEeCTE3UPYIOIEe CPEICTBO C YMEPEHHOW aHEeCTe3UPYIOUIe aKTUBHOCTBHIO M OOJBIION
HIMPOTON TEPANCBTHYECKOTO JEHCTBUS. SIBISSICH ClIa0BIM OCHOBaHHEM, OJIOKUPYET HATPHEBBIC
KaHAJIbI, TPEMSATCTBYET TeHEpalid HMMIYJbCOB B OKOHYAHUSAX YYBCTBUTEIBHBIX HEPBOB U
MIPOBEJICHUIO UMITYJILCOB MO HEPBHBIM BOJIOKHAM. VI3MeHsIeT MOTeHIal IeHCTBUS B MeMOpaHax
HEPBHBIX KJIETOK 0€3 BBIPAKEHHOTO BIMSHUSA Ha MOTeHIMaN mokos. [lonaBnser nmpoBeneHue He
TOJIbKO OOJIEBBIX, HO M UMITYJIbCOB JPYTOM MOJATbHOCTH.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

[TonBepraercs moiHON cucTeMHOM abcopOiuu. BeICTpo ruaponu3yeTcs dcTepazaMu MiIa3Mbl U
neyeHu ¢ oOpa3oBaHMEM 2 OCHOBHBIX (hapMaKOJOTHYECKH aKTHUBHBIX METaOOJIUTOB:
JTUATUIIAMUHOATaHOJa (007a/aeT yMEPEHHBIM COCYIOPACIIUPSIONIUM JICUCTBHEM) M Tapa-
aMUHOOEH30MHON KHUCJIOTHI (SIBJIETCS KOHKYPEHTHBIM aHTarOHUCTOM CYyJib(aHUIaMUIHBIX
XUMHOTEPANEeBTHUECKUX JIEKAPCTBEHHBIX CPEJICTB U MOXKET OCiHabuTh UX MPOTHBOMHKPOOHOE
neiicTBHe).

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeyeHb BCIOMOTaTeJbHBIX BElIECTB

XKup tBepasiii (Burencon (mapku H 15, W 35)), Cynmocup (Mapku NA 15, NAS 50))

6.2. HecoBMecTUMOCTB

He npumenumo.
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6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

2 roja.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3aIUIICHHOM OT CBETa MECTE IpH Temreparype He Boimie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHON YIIAKOBKHU

ITo 5 cynno3uropueB B KOHTYPHOU SSYEHKOBOU YIIaKOBKE.

JIB€ KOHTYpHBbIE SUEUKOBBIE YIIAKOBKH BMECTE C MHCTPYKLUMEN MO0 MEAULIUHCKOMY IPUMEHEHUIO
mpernapara MoMeIarT B a4Ky U3 KapToHa KOPOOOUHOTO.

6.6. Oco0ble Mepbl NPeAOCTOPOKHOCTH NPH YHHUYTOKEHHHM  HCIOJbH30BAHHOIO
JICKAPCTBEHHOI0 Mpenapara WJIM OTX0A0B, IMOJYYEHHBbIX IOCjde NpPHUMEHEeHHus:
JIEKAPCTBEHHOT0 Mpenapara, u Apyrue MaHUIMYJISIIUU ¢ PenapaToM

Her oco0bIx TpeOoBaHMiA.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanus

00O «Tynbckas papmareBTudeckas padpukar»

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

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

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

7.1. IlpencraBuTelib AepaKaTe/isi peTrHCTPAIMOHHOIO YA0CTOBEPEeHUs!

IIpereH3uu HOTDC6HTCJI€I>1 HAaITpaBJIATh IO aAPECy.

Poccuiickas ®@enepanus

00O «Tynbckas hapmaneBTudeckas hadpukar»

300004, r. Tyna, TopxoBckuii mpoe3, 1. 10

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

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

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUSA

9. TATA NEPBUYHON PETMCTPALIMUA (IIOATBEPXKJIEHUA PETMCTPAIIMU,
INEPEPETUCTPAIIN)

JlaTa nmepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA
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OO0mast XxapakTepuCTHKa JIEKAPCTBEHHOTO npenapara HoBokauH poctynHa Ha HHPOPMAITMOHHOM

noptaie EBpa3uiickoro 3KOHOMUYECKOT0 CO03a B MH(POPMAITMOHHO- KOMMYHHUKAIIMOHHOMN CETH

«Hurepuer» http://eec.eaeunion.org.
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