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OBIIASI XAPAKTEPUCTUKA JJEKAPCTBEHHOI'O IIPEITIAPATA’ :

1. HAMUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEIIAPATA
I'paMMu/IMH ¢ aHECTETHKOM Heo, 3 Mr+0,2 Mr+1 Mr, TabJIeTKH UL paccachIBaHUL.

2. KAYUECTBEHHBI ! KOJIMYECTBEHHBIN COCTAB

JleiicTByromiee BemecTBo: rpaMuuauH C+oKCHOynpoKauH+IeTHIMHPUANHISA XITOPU/I.
['paMMUIMH ¢ aHECTETUKOM Heo, 3 mMr+0.2 Mr+1 mr, TaGIeTKH [/ paccachlBaHUs

Kaxas Tabnetka 1j1s paccacsiBanusi, cogepxuT rpamunuau C - 3,00 Mr (B Bujie rpaMUIAIUHA
C murmapoxiopuna - 3,20 mr), oxcubymnpokauHa ruapoxyaopun - 0,20 Mr, UeTHIMAPHIMHUS
xaopu - 1,00 Mr (B BHJIe HETHIMHPHAMHUS XJIOpUAa MoHOruapara - 1,05 Mr).
BcemomorarenbHbIe BelecTBa, HaJIMYME KOTOPBIX HAZ0 YYUTBIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: copouron - 1065,55 mr (cm. pazaen 4.4.).

[TonHbI nepeyeHb BCOMOTaTeIbHBIX BEIIECTB MIPUBEEH B paszzene 6.1.

3. JEKAPCTBEHHASI ®OPMA
Tabnerku ams paccaceiBaHus.
Tabnerku Genoro 1Beta, KpyTIble, ABOSKOBEITYKIIbIE, C HAIIUCHIO Ha ofHOM cropone GR.

4. KINHUYECKHUE JAHHBIE

4.1. IMoxka3aHus K NPHMEHEHHIO

IIpenapat I'paMMuIMH ¢ aHECTETHKOM HEO ITOKa3aH K IIPUMEHEHHIO Y B3pOCNBIX U AeTel oT 6 JieT
(01 DaHHOM JIEKAPCTBEHHOM (HOPMEI).

[TokazaHus K IPUMEHEHHUIO

MecTHOE cuMITOMaTHYECKOE NiedeHHe HHGEKIHMOHHO-BOCIAIHTENBHEIX 3a00€BaHAH MOIOCTH
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4.2. Pexxnm N03HpOBaHMA M CII0CO0 MPHMEHEHHUS | PECIT ! » |
Pesxum 03upoBanus | preas A G, Benapycs oo A
ITo 1 Tabnerke 3-4 pasa B J€Hb. b or &/y L ﬁ // ’ ////4/ N f///
[Tpenapat He crenyer npuHMMath Gonee 7 aHei. [Tpu Heo6XOAMMOCTH G0JIEe UTUTENBHOTO TIPH-
MEHEHHs1 UIH OTCYTCTBHS TEPANEBTUYECKOro 3¢ dexTa (B TOM YUCIIe, B CITydae yXyALIEHUI COCTO-
SHHUS) PEKOMEHLyeTCst 00paTHTHCA K Bpady.
Oco0rle rpymnmel ManueHToB
ITayuenmur noscunozo 6o3pacma
Koppexuun 103s1 He Tpebyercs.
Iayuenmoi ¢ noveunoi nedocmamoynocmuio
Koppeknun no3s! He Tpebyercs.
Ilayuenme: ¢ nevenounou nedocmamoyHocmpio
Koppexuun 10351 He Tpebyercs.

eTH
IIpenapar I'paMmuIuH ¢ aHECTETHKOM HEO HE CleyeT IPUMEHSTE y AeTel B Bo3pacTe 710 6 JIeT B

CBA3H C PUCKOM CIIy4aiHOTO [oNafaHus TabIeTKH B AbIXaTENbHBIE [y TH ¥ aCIHpPAIIHH.
Hemu cmapwie 12 nem

IIo 1 Tabnetke 3-4 pasa B newHs.

Hemu om 6 00 12 nem

[To 1 Tabnetke 1-2 pasa B neHs.

Cnocob mpumeHeHus

IIpumenseTcs mocie ezpl, myTeM paccachblBaHHS BO PTYy HE pa3KeBEIBasl.

Henocpencreenno mocrne IIPUIMEHCHHS TIperapata ClIeAyeT BO3JAEpXKaThCs OT MpHeMa MHIIH U
HaAIlUTKOB B TeUeHUe 1-2 4acos.
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4.3. IlporuBonokaszanus 808 g = 201 6

® THOCPYIYBCTBHTENBHOCTh K TPAMHUIIMIUHY C+oxcuOynpoxanuy-+ueTumipumuamo xo-
PHIY WK K JIFOO0MY M3 BCIIOMOTATE/IBHBIX BEIECTB, IEPETHCIECHHbIX B paszerne 6.1.;

HaCIICACTBEHHAs HETIEPEHOCUMOCTE QPYKTO3BI (IpENapar CoepHUT COPOUTOI);
* OepeMeHHOCTS;

AeTH 110 6 JIeT (11 NaHHOM JleKapCTBEHHOM (opmsr) (eM. pasznen 4.2.).

4.4. Oco0ble yKasaHHs ¥ MepbI IPEA0CTOPOKHOCTH IpH IPUMEHEHHH

Oco0ble ykasanus

Ecii Bo Bpems mpuMeHenns npenapata CUMITOMBI 3a60/T€BaHHS COXPAHSIOTCS HITH IIPOUCXOTUT
YXyAUEHHE COCTOAHMS (IIOAHMMAETCS TEMIIEPATY A, MOSBIISLETCS Kallellb, TOI0BHAS GOJIb, pBOTa
H JIp.) Heo6X0IUMO 0OpaTHThCA K Bpady.

Puck acnupayuu

MecCTHbIE aHECTETHKH MOTY T IIOBJHSTH Ha HOPMAJIbHYIO KOOPAMHALMIO [IOTATEBHOTO pediekca,
YBEIIMYMBAsk PUCK acNUpalUy MUK U BOABL B CBS3M ¢ 3THM, HE peKOMEHIyeTCs TIPHEM MTHIIH
HIIM BOJIBI Cpa3y e I0Cie NPUMEHEHH TaOIeTKH.

Onemenue A3b1Ka U CAUBUCHON 0OONOYKU pMa

Onemenue A3bIKa ¥ CIM3UCTON 000TIOYKH PTa, KOTOPOE MOXKET HAGIIONAThCS MPH IIPUMEHEHHH
MECTHBIX aHECTETUKOB, MOKET YBEIMUUTh PUCK TPABM CIIU3HCTOH 0GOTOUKM U A3BIKA B PE3yIb-
TaTe NPUKYCHIBAHUS.

Faxmepuanvhvle ungpexyuu

[Tpu GaxTepuanbHBIX MHPEKIMAX, B YACTHOCTH, BBI3BAHHBIX CTPENTOKOKKOM, PEKOMEH.IYEeTCs
Ha3HA4YeHHe OCHOBHOHM ITHOTPONHOW TEpanmuy COOTBETCTBYIOIIMM aHTHOAKTEPUATBHBIM Cpe-
CTBOM CHUCTEMHOI'0 JEHCTBHUS.

Bupycnuvie ungexyuu

[Tpn pa3BuTHM BUPYCHOW MHGEKIMH, IPUMEHEHUE IIpernapaTra B Ka4eCTBE MOHOTEPATUH MOXKET
OBITh HEIOCTATOYHO 3G (EKTUBHBIM, ITOCKOIBKY BUPYCHasi HH(EKIHs Pa3BUBACTCS BHYTPHKIIE-
TOYHO.

Venemenue npoyeccos penapayuu

He pexoMeHmyeTCst MPUMEHATh HETHITUPUANHIS XJIOPU IPH NOBPEXICHUIX CIU3UCTOH 000-
JIOUKH ¥3-32 BO3MOYKHOTO YTHETEHHUSI IIPOLIECCOB PENaparyy.

Iayuenmvl ¢ KOHMAKMHOU annepauet

[TareHTaM ¢ KOHTAKTHOM ajuieprueit He ciaexyeT NPUHUMATh IIPErnapaT, Tak Kak BO3pacTaeT Be-
POSATHOCTH CEHCUOHTH3ALHNH.

H3menerue 8xycosuix owyujeHuul

[IpuMeHeH e TIpenapaTa MOXKET BpEMEHHO H3MEHSATh BKYCOBBIE OIIYIEHMS, HO B TEUEHHE 4 4acoB
mocJjie mprema Ipernapara BOCIPUSITHE BKyca BOCCTaHaBIMBaeTCs. IIpMHMMATh mpernapar pexo-
MEHIyeTCs mocie ensl (cM. pazaen 4.2.).

Oxpawusanue 3y606 u A361Ka

Jli1s HEKOTOPHIX JIEKAPCTBEHHBIX (HOPM IIpEeNaparToB, COAEPKAIUX IETH/ITHPHIHHUSL XIOPHI, 110~
Ka3aHO, YTO X JJIUTEIHLHOE IIPEMEHEHHE MOXKET BbI3BaTh HE3HAYUTENLHOE BPEMEHHOE KOPHYHE-
BO€ OKpaIMBaHKe 3y00B U SI3bIKa, HO 3TH SBIEHHS IPOXOIAT MOCIIE OTMEHBI IIperapara.
BcnomozamenvHule 8eujecmsa, Haiuuue KOmopblx Ha0o yHumléams 6 COCMage N1eKapcmeeHH020
npenapama

Copbumon

B cBs3u ¢ comep)KaHHeM COpPOUTONA IpernapaT HEe PEKOMEHIOBAHO NPHHUMATh IalMeHTaM C
BPOXK/ICHHO! HETIEPeHOCUMOCTBIO (PPYKTO3BI.
‘B cBA3H ¢ cofepiKaHHeM COpOUTOIA IpenapaT MOXKeT OKa3bIBaTh JIETKOE CIa0UTebHOE JCHCTBHE.
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4.5. BzaumogeiicTBue ¢ APYTHMM JIEKADCTBEHHBIMH MPENapaTaMu U Ipyrue BHIbLI B3aHMO-
JeHCcTBUA

AKTHUBHOCTH OCTHIITHPUIMHAS XJIOPH/Ia CHUXKAETCS TIPU €r0 MHAKTUBAUH OEJIKOBBIMH U JIHITH/I-
HBIMH KOMIIOHEHTAMH B OYare BOCIIaJICHHUS.

4.6. epTUILHOCTD, GEPEMEHHOCTD M JIAKTAIMS

bepeMeHHOCTD

ITpenapar npotuBomokazano IIPUMEHSATH BO BpeMs O€pEMEHHOCTH B CBSI3H C OTCYTCTBHEM J0CTa-
TOYHBIX JAHHBIX.

JlakTanus

JlaHHBIE O TPOHMKHOBEHHH NEUCTBYIOIMX KOMIIOHEHTOB B TPYIHOE MOJIOKO OTCYTCTBYIOT.
[Ipuem npenapara He pekoMeH0BaH BO BPEMsI TPYTHOTO BCKapPMJIMBAHHUSL.

DepTUNLHOCTE

JlaHHEIE y yenoBeka OTCYTCTBYIOT.

4.7. Bausinue Ha crnoco6HOCTH ynpaBasTh TPAHCHOPTHBIMH CPEACTBAMH U PadoTaTh ¢ Me-
XaHU3MaMH

Wccnenosanus 1o orenke Biusaus IIPUMEHEHHUS! IpENapata Ha CKOPOCTh PEaKLHH He TIPOBOH-
ek, Micxons u3 mpoduiist no6ouHBIX peakiuit BIAsHEe Tpenapara Ha CrIoCOOHOCTh YIIpaBIIATh
aBTOMOOHIIEM H PaGOTaTh ¢ MEXaHH3MAaMH He 0WKHIAETCSL. gty ————————

4.8. He:xxenarenbHble peakuun
Pesrome HexenaTenbHBIX peakimit
Ornpenenenue 4acTOTH MOGOYHBIX SBICHHI IPOBOZUTCS B COOTBETCTBUH CO CIIEMYIOLIUMU KPH-
TEPHAMH: 049€Hb 4acTo (>1/10), wacto (ot >1/100 mo <1/ 10), rewacto (ot >1/1000 mo <1/ 100),
peznko (ot >1/10000 mo <1/1000), oyens penko (<1/10000), Hen3BeCTHO (HEBO3MOXKHO OLEHHTS
Ha OCHOBAaHWH UMEIOLIUXCS JAHHBIX).

Hapywenus co cmopons ummynnoii cucmens:

Penko: annepruveckue peaxiuu.

Hapywenus co cmoponst nepenoii cucmems:

Penko: u3menenue Bkyca.

YacTota Hem3BecTHA: BpeMenHas TOTEPSA TyBCTBUTEIIBHOCTH SI3BIKA M CIM3UCTON 060I0UKH poTo-
BOM IOJIOCTH.

JKenyoouno-xuueynvie Hapyuters

Yactora HensBecTHa: TomHOTA, pBoOTA.

Hapywienus co cmoponwr koscu u ROOKOIACHBIX MKaHel

Pezko: pasnpaxenne ciusuctoit 06omour PTa, 3aI€p)KKa 3aKUBJICHUSI PaH CIIM3UCTON 060M0UYKH
pra.

COO6U.(CHI/I€ 0 IOA03PEBAEMBIX HEXEIATEIbHBIX PEAKIIUIX

Baxxno co00I1IaTh 0 [I0TO3PEBAEMBIX HEXKEIIATEIIHHBIX PC€aKmusax mocie pPerucTpanuu JIEKapCTBEH-
HOro Ipemnapara ¢ Lebio obecrieueHus HETIPEPBIBHOI'O MOHHUTOPHHTA COOTHOLIEHHUS «II0JIb3a —
PHCK» JIEKapCTBEHHOT O npetmapara. MCHHHHHCKI/IM pa6OTHI/IKaM PEKOMEHIYETCsI COO0IIAaTh O 10-
H03pEeBaeMbIX HEXeEJIaTeIbHBIX P€aKIusIxX JIEKapCTBEHHOT O npenapara 4€pPEe3 HAlHOHAILHEBIE CH-

CTE€MBI COOOIIEHUS 0 HEXEJIaTeJIbHBIX p€akuusax roCynapCTB-4JIeHOB EBp%HﬁCKOFO IKOHOMHYE-
CKOro coro3a.

Pecniy6muka Benapycs

220037, MuHck, Tosapumeckuit nep., 2a

YII «LlenTp sxcnepTus u wensrranmii s 3IPaBOOXPAHEHHUH

Tenedon otmena hapmakonanzopa: +375 (17) 242-00-29; dakc: +375 (17) 242-00-29
O1. novra; repl@reeth. by, rceth@rceth.by

https://www.rceth.by
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4.9. Ilepeno3upoBka
CHUMITOMBI
MH}opmanus o ciiyyasx mnepeno3upoBKH OTCYTCTBYET.

YUUTBIBask KOJTHYECTBA AKTHBHBIX U BCIIOMOTATE/IbHBIX BEIIECTB, cozpepxamuxcs B 1 tabnerke,
BO3MOJXKHOCTb [1€PEI03UPOBKY MUHHUMAIIBHASL.

CHMIITOMBI IIpH IPEBBIIEHHH PEKOMEH /LY €MbIX 1103 JUIsl [ETHIIIAPH/HHUS XJIOpHJIA - HAPYLIEHHS]
co croponsl XXKT (TomHora, pBoTa, 1uapes).

Cop6uTos, BXOAAIIMI B COCTAB Mpenapara, IpH 3HAYHTebHOMN nepenosuposke (6omnee 30 r cop-
burosa B CyTKH) MOXKET BBI3BATh JUAPEIO, METEOPH3M (CM. pasien 4.4.).

CucremHbIe 9 (eKTbI P NEPETO3UPOBKE OKCHOYIIPOKAHHA MOTYT COTIPOBOXKIATHCS PA3BHTHEM
BO30Y)KICHHUSI, Pas/pOXUTENBHOCTH, aCTEHUH, COHIMBOCTH, FOJIOBOKPYXKEHHS, TPEMOPA, TOLI-
HOTBI, PBOTBI, HAPYIICHHUS AbIXaHUs, OpauKapIUH, aTPHOBEHTPUKYIIAPHON GI0KAIbI, B TSHKEIBIX
Cllydasix - CyZJOpOrd, OCTaHOBKA Cep/iia, Koma.

JleueHnue

B cnygae nepeno3upoBKu HE0OXOIUMO OOPATHTECS K Bpady.

Jleuenue: oTMEHa Ipenapara, IpOMbIBaHHE JKEITy IKa, CHMIITOMATHYECKAs TEPAIIUSL.

5. PAPMAKOJIOTUYECKUE CBOVICTBA
5.1. ®apmakoaMHAMHYeCKHe CBOIiCTBA
dapmakoTepaneBTUdecKas rpymnmna: [Ipenapats! s nedeHus 3a00ieBaHUi ropia. AHTHCETHKH.
Kox ATX: [R02AA20].
MexaHu3Mm 1eHCTBUS
KoMOHHUpPOBAHHBIM Ipemapar [Uis JIeUeHHs HH(EKIHOHHO-BOCIATUTENbHBIX 3a00seBaHui
TJIOTKH U ITOJIOCTH pTa. B cocTaB mpemapara BXOOUT IPOTHBOMUKPOOHOE CPEACTBO T'PAMHUIIMIHH
C, aHTHCENTHYECKOe CPENCTBO - LIETUINUPUINHNS XJIOPUA U MECTHOaHECTe3upyrolee (06e300-
JIMBAlOIIee) CPEICTBO - OKCUOYIIPOKaHH.
Mexanu3m aeiictBus rpamMunnanHa C cBs3aH ¢ MOBBIIEHHEM IPOHUIIAEMOCTH [IUTOIIa3MaTHYe-
CKOM MeMOpaHbl MUKPOOHO# KIIETKH, YTO HapyLIaeT €€ YCTOHUHBOCTD U BBI3BIBAET THOEIIb KIETKH.
LleTUANUPUANHUS XJTOPH] - AHTHCEIITUK U3 TPYTIIIBl YETBEPTHYHBIX AMMOHUEBBIX COEIUHEHHI,
o61agaeT MPOTUBOMUKPOOHBIM U PpOTHBOTpubKoBEIM (Candida albicans) NeACTBHEM, HE BIIH-
S€T Ha MUKOOAKTEPHUH.
AHecTeTHK OKCHOYIIPOKAaWH BBI3bIBaET 0OpaTUMYyIO G10Kaly pacpOCTpPaHEHHUs U IIPOBEIEHUS
HEPBHBIX MMITYIbCOB YePE3 aKCOHBI HEPBHAIX KIIETOK.
dapmakoarHaMUIecKue 3P PEeKTh
AHecTeTHK OKCHOYIIPOKauH OKa3bIBaET MECTHOE 00e300/MBaroIee IEHCTBHE Ha CIIU3HUCTYIO 000-
JIOYKY TTOJIOCTH pTa U ropia.
[Tpemapat OKa3bpIBaeT IIPOTHBOMHKPOOHOE IEHCTBHE.
Knuanyeckas 3bdeKTHBHOCTD U 6€30aCHOCTD
3HaYMMBbIe JaHHEIE, TIOTyYeHHbIE B KIMHUYECKUX UCCIIEN0BAHUAX, OTCYTCTBYIOT.

eTH
3HauUMBle JaHHBIE OIS JETCKON MOMYJISILIUKA OTCYTCTBYIOT.

5.2. ®apMaKOKHHETHYECKHE CBOICTBA

Abcopbuus

IIpenapar o6nagaeT MECTHBIM IeHCTBUEM M MPAKTUYECKU HE BCACBIBACTCS B XKEITY I0YHO-KHIIIEY-
HOM TpaKTe.
Pacnpenenenue

He u3yyainocs.
BuoTtpanchopmanus
He uzyganocs.

DIHMHHALUS
He u3yyanocs.




HO PB
8088 -2016

JInHeHHOCTE (HETHHENHOCTS)

He usyyanocs.

®dapmakoKuHeTHYecKas-(hapMakoIHHAMHYECKast 3aBUCHUMOCTD

Caenenus o papMaKOKHMHETHUECKOH-(papMaKOAMHAMHYECKOMW 3aBUCHMOCTH OTCYTCTBYIOT.
dapMaKOKHHETHKA Y 0COOBIX TPyl MAIIMEHTOB

Caenenus o papMakOKHMHETHKU Y OCOOBIX TPy MAllUEHTOB OTCYTCTBYIOT.

6. PAPMAILIEBTUYECKUE CBOMCTBA
6.1. Ilepeuyens BcrmoMoraTe/IbHbIX BEIIECTB
KpeMHUS THOKCH]T KOJIIOH THBIN

Tanepk

Auecynbham Kaus

ApoMaTu3aTop MATHEIH

Copbuton

Maruus creapar

6.2. HecoBmecTuMOCTD
He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)
2 rona.

6.4. Oco0bIe MepbI IPEJOCTOPOKHOCTH MPH XPAHEHHH
XPpaHHUTD B 3aIIMIIEHHOM OT CBETA U BJIATH MECTE [IPH TeMmIeparype He Boie 25 °C.

6.5. XapakTep u coxep:kaHHe mepBHYHOI YINaKOBKH

[To 9 TabneTok B KOHTYPHYIO S4eHKOBYIO YTAKOBKY HIIH B KOHTYPHYIO SYEHKOBYIO YIIaKOBKY C
neppopaunedl W3 IICHKH [MONMHBUHHIXJIOPHIHON MM IIOJIMBUHHIIXJIO U IHOH/TIOTHBHHHU-
TUCHXJIOPUIHOM U (OBIH aTFOMUHUEBON IT€YaTHOM JIAKHPOBAHHOM.

2 KOHTYpHBIE YIIAKOBKH BMECTE C JIHCTKOM-BKJIAIBIIITEM [IOMEIIAIOT B MaYKy U3 KapToHa.

6.6. Oco0ble MepBI IPEXOCTOPOKHOCTH NPH YHHYTOKEHHH HCIOIb30BAHHOIO JIEKAPCTBEH-
HOT'0 Npenapara uian 0TXO0M0B, MOJy4YeHHbIX M0C/Ie NPHMEHEHHS J1eKaPCTBEHHOT0 npena-
paTa u Ipyrae MaHuIy IsHH ¢ MPenapaTom

Oco6bIx TpeOoBaHuUil K YTHIH3AIMH HET.

6.7 YcroBus 0TIycKa H3 anTek
bes penenra Bpaua.

7. IEP’KATEJIb PETUCTPAIITUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas Qeneparus

AKUInoHepHoe 06mmecTBo «Baenta ®apmaneptrkay (AO «BanenTa Dapmy)
141108, MocxkoBckas o6macts, T. [lenxoBo, yi1. ®abpuynas, 1. 2.

TenedoH: +7 (495) 933-48-62

dakc: +7 (495) 933-48-63

ONEeKTPOHHBIH ampec: info@valentapharm.com

7.1. TlpexcTaBuTens mepsxartens PETHCTPALNOHHOIO y10CTOBepeH s HA TeppuTopun Colo3a
[IpeTeH3nu noTpeduTeneil HANPABAATH 11O aJipecy:

Pecy6nmka Benapycn

000 «MJITTOx»
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220013, r. Munck, yi. 2-as Illecras muHusL, 9, +375 (17) 270-55-88, 4375 (17) 270-55-84,
+375(17) 270-55-73

e-mail: ilpo@nsys.by
8. HOMEP PETUCTPAIIMOHHOI' O YAOCTOBEPEHMUSI

9. IATA IIEPBUYHOM PETACTPALIMHA (IIOATBEPKIEHUS PETUCTPALIUH, IE-
PEPETUCTPAIIUN)

Mara nepBoii perucrpanuu:

10. TATA IEPECMOTPA TEKCTA



