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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

HATPUA TETPABOPATA PACTBOP B T'JIMLEPUHE, 20 %, pactBop st MECTHOTO M
HAPYKHOT'O MPUMEHEHUS.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTByro11Iee BENIECTBO: HATPHSI TeTpabopar.

Kaxnasie 100 r pactBOpa a1 MECTHOTO M Hapy>KHOro HpUMEHEeHHus coaepkaT 20 r HaTtpus
TeTpabopara JeKkarupara.

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBop 411 MECTHOTO U HAPYKHOT'O TPUMEHEHUS.

becuBeTHas Bs3Kas KHUAKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

HATPUA TETPABOPATA PACTBOP B I'NIMIIEPUHE noka3aH Kk NPUMEHEHHUIO Y B3pPOCIBIX
MAIUEHTOB ISl ICYEHUS CIIETYIOIINX COCTOSHUI:

Kanauno3Hele mopaxeHus: CIM3UCTOW 000JI0UKU MOJIOCTH PTa, TIIOTKH, BEPXHUX IBIXaTEIbHBIX
IyTeW, Hapy>KHbBIX [T0JIOBBIX OPraHOB; OMPEIOCTH, IPOJICHKHHU.

4.2. Pe:xuM 103HPOBAHMSI H CIIOCO0 MPUMEHEHUsI

PexxuM 103upoBaHus

Hapy»xHo - 1151 mojnockaHuil 1 cMa3bIBaHUS KOKHU 2-3 pa3a B J€Hb.

MecTHO - A CIPUHIEBAHUI W CMa3bIBaHUS CIM3MCTON 000JI0YKHM MosocTH pra. CMa3bIBaOT
MOpa)K€HHbIE YYACTKU CIM3UCTONH OOOJOYKM mosiocTh pra 2-3 pasa B JeHb. Kypc neueHus
cocraBisger 3-7 nHeil. Ilpum seyeHMH BarvMHajJIbHOIO KaHAMIO03a (MOJIOYHMIBI) MEpen
IPUMEHEHHEM Ipenapara HEOOXOAWMO IPOBECTU CIPUHIEBAHUE KHIISIYEHOM BOAOW WU
pacTBOPOM pOMAIIIKH, TIOCIIE YETO TaMIIOH, CMOYEHHBIN B Iperapare, BBOAAT BO Biarajauuie Ha
20-30 muHyT. YacToTa mpUMEHEHHs M KypC JICUEHHs 3aBUCAT OT TshKecTH 3aboneBanus. [Ipu
HE3HAYUTEIIbHBIX BBIICICHUAX U 3yJ€ Ipenapar NPUMEHSIOT OAUH pa3 B JACHb Jy4lle HAa HOYb, a
IIpYU OOMJIBHBIX BBIJICJIEHUSAX Iperapar NpUMEHSIOT 2 pa3a B JeHb (YTPOM U BEU€pOM) B TEUEHHE
7 THEN.

eTH
O dexTuBHOCTH M Oe30macHOCTh y feTel B Bozpacte oT 0 10 18 et He ycraHoBieHbl. [laHHbIe

OTCYTCTBYIOT.
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Croco0 ImpuMeHeHus

Hapyxno. MectHO.

4.3 IIlpoTuBONOKA3aHUSA

['unepuyBCTBUTENBHOCTh K HATpUA TeTpabopary WiH K JItoOOMY M3 BCIIOMOTaTeNIbHbIX BEILECTB,
MEPEYUCIICHHBIX B pasnene 6.1, 3HaunTeabHbIe MOBPEKICHUS LEIOCTHOCTU KOXKHBIX OKPOBOB
(mpu 00paboTKe KOXH);, NETCKUW BO3pacT, OCPEeMEHHOCThb, TEPUOJ JAKTAI[MH, HapYyIICHUE
IIEJIOCTHOCTHU CITU3UCTON 000I0UKH (IIPU MECTHOM IIPUMEHEHHUN ).

4.4. OcoOble yka3aHHus 1 MePbI NPeI0CTOPOKHOCTH PH MPUMeEHEeHUH

[Ipy MoOHOTEepanuu BarvHaJbLHOTO KaHAMI03a C IEJbl0 TMOBbIMEeHUs 3((HEKTUBHOCTH
HEOO0X0IMMO, dYTOOBI JiedeOHbIE TPOLEAYPHl TMPOBOAMINCH MEAUIMHCKHUM MEPCOHAIOM
MHOTOKpPaTHO; B MPOTHBHOM cJly4dae MHUIEIUI TIpuba MOXKET 3aJepKUBAThCA B KpPUITaX
CIIM3UCTON 00O0JIOUKH BJIAraliuila, YTO MPUBEJET K PELUIUBY 3a00IeBaHHUS.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMHM MpenapaTtaMu H JApyrue BH/bI
B3aMMO/ el CTBHA

JlaHHBIE OTCYTCTBYIOT.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Tpumenenne npenapata npu OEPEMEHHOCTH MTPOTHBOIIOKA3AHO.

JlakTanus

[TpumeHneHue mpenapara B epHoJ] TPYTHOTO BCKaPMIIMBaHUS TPOTUBOIOKA3aHO.

4.7. Bausinne HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH H padoTaTh ¢
MeXaHUu3MaMHu

[Tpennapatr HATPUS TETPABOPATA PACTBOP B I'JIULIEPUHE He oka3biBaeT BIMsSHHE Ha
CHOCOOHOCTh YIPABIATH TPAHCIOPTHBIMU CPECTBAMU U pabOTaTh C MEXaHU3MaMHU.

4.8. HexxesnaTesibHbIEC peaKIUU

PesroMme HexxenaTeabHbBIX PEAKIINT

Cnaboe IUTOTOKCHMYECKOE, CYJOpPOKHOE, MECTHOpa3Jpakarollee JeWCTBUE; THIepeMus,
OILIYIIEHUE X KEHHS] B MECTE HAaHECEHUs ITpernapara.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03pPEBAEMBIX HEXKENATEIbHBIX pPEAKLUAX IOCIEe PErucTpanuu
JIEKapCTBEHHOTI'0 Tpernapara ¢ 1eabi0 00ecnedeHrs HeNPepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MeIuIUMHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coolmate O JOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEeaKIHsIX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIEHUSI O HEeXKEIaTeNbHBIX PeakIUsiX rocyJapCTB - YICHOB

EBpazniickoro 3K0HOMHUYECKOT0 COK03a.
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Poccuiickas @enepanus

OdenepanibHas Ciryx0a 1Mo Ha3OPY B chepe 31paBOOXPaHCHUSI.
Anpec: 109012, r. Mocksa, CriaBsiHCKas III0IIab, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAIMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepuem:

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

4.9. [lepeno3upoBka

[Tepeno3npoBka BO3MOKHA [IPH CIIy4allHOM IIpUEMeE Mpenapara BHYTPb.

CumMnTOMBI

Bonp B xHMBOTE, pBOTA, CHI)KEHHUE aIllIETUTA, JUapesi, AeruapaTanus, ciabocTb, CIIyTaHHOCTb
CO3HaHUs, JAEPMATUTHI, HApyLIIEHHE MEHCTPYaJbHOIO IUKJIA, AHEMMs, IOJEPTrUBaHME MBILII]
JMIIa U KOHEYHOCTEH, ajlonenus, HapylleHue (yHKLUUU cep/la, rnedeHu, noyek. CmeprenbHas
no3a st B3pocibix — 10-20 1, Tokcuyeckast KOHIeHTpanus B KpoBu — 40 Mr/i1, cMepTenbHas —
50 mr/m.

Jleuenue

[TpombIBaHMEe Xemyaka, (pOpPCUpPOBaHHBIA IUype3, MPHU TSHKEIOM OTPABICHHUU - I'eMOAMAIIN3,
BHYTPUMBIIIEYHO —  puOo¢maBuH-MOHOHYKIeoTH 10  Mr/cyT, KOppeKIHs  BOJIHO-
AIIEKTPOJIMTHOTO OajlaHca M alua03: BHYTPUBEHHAs HH(Y3Hs pacTBOpa HATPHUs THAPOKapOOHaTa,
IU1a3MO3aMeIlaloIINe PACTBOPHI, PACTBOP HATPHs XJI0pUaa U J1eKCTpo3bl. Ilpu 60X B )KUBOTE —
unTpatekansHo 1 mia 0,1 % pactBopa arponuna, 1 mi 0,2 % pactBopa matummaa, 1 Ma 1 %
pactBopa mpomenoia, BHYTPUBEHHO - JEKCTPO30-TipokanHoBas cMmech (50 mu 2 % pacTtBopa
npokauHa u 500 mu 5 % pactBopa aexctpossl). [loanepkanue QyHKIUN cepaeaHO-COCYAUCTON
CHCTEMBI.

5. PAPMAKOJIOTUYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYEeCKHE CBOICTBA

dapmakoTepareBTHUECKasi TPYIIa: aHTUCENTUKH U AC3HH(DUIUPYIOMINE CPENICTBA; MpernapaThl
OOpHOI KHCIOTHI.

Kon ATX: DOSAD

dapmakoagnaammnueckne YO HeKTol

AnTtHcenTraeckoe cpenctBo. O0mamaeT 6aKTEpPHOCTaTUYECKON aKTUBHOCTBIO. D(h(HEKTUBEH TTPH
KaHauao3e. YaanseT MuLenuid rpuba co cau3UCThIX obosouek. Hapymaer mporece
NpUKpEIUIeHus] Tpuba K CIM3UCTBIM 000JI0YKaM M TOPMO3UT €ro pa3MHOXKEHHE (He sBIsIeTcs
IIPOTUBOTPUOKOBBIM MpernapaToM, T.K. He oOnanaeT (YyHTHUUAHBIM WM (QYHTHUCTATUYECKUM

NENCTBUEM).
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5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGCopOIHs HU3KAast: MOYKET BCACBIBATHCS UePe3 MOBPEKICHHBIC KOXKHBIE TTOKPOBBI.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[N'unepon

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTb 1pu TeMiiepatype He Boie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

[To 30 r Bo ¢nakonsl opanxkeBoro crekiia Mmapku OC-1 ¢ BUHTOBO#M TOpPJIOBUHOM, YKYIIOPEHHBIE
npoOKaMM W3 TOJHMATHIICHA BBICOKOTO JIABJICHWS W HABUHYMBAEMBIMH ILIACTMACCOBBIMHU
KPBIIIKAMH U3 TIOJTUATUIICHA HU3KOTO JaBIICHHS.

Ha xaxpIil uiakoH HAKJIEUBAIOT dTUKETKY.

Kaxxapiii ¢drakoH BMecTe ¢ MHCTPYKIMEH O METUIIMHCKOMY MPUMEHEHHUIO MOMEIIAIOT B MauKy
KapTOHHYIO.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjJde NPHUMEHEeHUs
JIEKApPCTBEHHOT0 Mpenapara, u Jpyrue MaHUNyJsiMU ¢ penapaTomM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEP’KATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUSA

Poccuiickas @enepanus

000 «®opmyna-DOP»

109443, r. MockBa, Bonrorpaackuit mpocmnekt, 1. 139, opuc 10

7.1. IlpencraBuTe/ib AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEHHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccuiickas ®@enepanus

00O «Tynbckas hapmaneBTruaeckas hadpukar»
300004, r. Tyna, TopxoBckuii mpoe3n, A. 10
Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73
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8. HOMEP PETUCTPAIIMOHHOTO VJIOCTOBEPEHMSEICEATENEHOCTE 0007

9. JATA NMEPBUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

Jlata nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

O6mas xapakrepuctuka aekapcrsennoro npenapara HATPUS TETPABOPATA PACTBOP B
[JIMEPUHE noctynna Ha uHdopMairoHHoM nopTaie EBpa3uiickoro s5KOHOMUYECKOTO COr03a

B HH(POPMAIIMOHHO- KOMMYHHKAIIMOHHOH cetn «HTepHe™ http://eec.eaeunion.org.
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