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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

BEH3UJIBEH30AT, 20 %, Ma3b 151 HApY>KHOTO MPUMEHEHUSI.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro1Iee BEMIEeCTBO: OCH3MIOEH30aT.

Kaxasie 100 T ma3u cogepxkat 20 r 6eH3mI0eH30aTA.

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ma3sb a5 Hapy»KHOTO IIPUMEHEHUSI.

OnHoponHast Mazb OT 0enoro 70 OeNoro ¢ JKENTOBAaTHIM OTTEHKOM I[BETA CO CIEHU(PUUECKUM
3anaxoM. JlomyckaeTcs HaJau4uue My3bIphKOB BO3AyXa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Mpenapatr BEH3WJIBEH30AT, 20 %, wma3p a1 Hapy)XHOTO IPUMEHEHHs, IIOKa3aH K
MPUMEHEHHUIO Y B3POCIBIX MAIIMEHTOB B Bo3pacTte oT 18 jer /i 1eueHus Y4eCOTKH.

4.2. Pe:xuM 103UPOBAHMSI H CIIOCOD MPUMEHEHUsI

PexxuM 103upoBaHus

B3pocneiM: Ma3p HaHOCAT IMOCJIE MBIThSI HA HOYb HA BECh KOXKHBIA MOKPOB, MCKIIIOYAs JIUIO U
BOJIOCHCTYIO 4YacTh T'OJIOBBI, BTUPAIOT PYKaMH, KOTOpbIe HE MOIOT 0 yTpa, Ha OJHO BTUPAHHE
pacxonyercst 3040 r ma3zu. Ha dyerBepThlii neHb 00pabOTKY MOBTOPAIOT, HA MHATHIA J€Hb
HEOOXOIMMO BBIMBITHCS CO CMEHOMH HATEIBHOTO U TIOCTEIFHOTO OEIIhsI.

eTn
bezonacnocte u 3¢¢extuBHocTs npenapata BEH3UJIBEH3OAT y nereit no 18 ner He
yCTaHOBJIEHBI. /laHHbBIE OTCYTCTBYIOT.

Criocob nnpuMeHeHus

HapyxHo.

4.3 IlpoTrnBOoNOKa3aHus

['MnepyyBCTBUTENBHOCTh K OCH3WIOEH30aTy WM K JIOOOMY M3 BCIIOMOTaTENIbHBIX BEILIECTB,
NePEYNCIICHHBIX B pa3zaene 6.1.

bepemeHHOCTD.

ITepuon rpyqHOTO BCKapMJIMBaHUS.

Hetckuii Bo3pact 1o 18 ner.



COOTBETCTEBYET 3KCNEPTHOMY OTUYETY
- oT21.11.2024 N2 25752 2
4.4, Ocobble yKa3aHUsl U MePbI IPEI0CTOPOKHOCTH nwﬁpﬂMﬁEEﬂbH"J CThb 0001)

[lepen Hayanom jedeHust OOJLHOMY IIETIECOO0PA3HO MPUHATH TOPSYUN AYII JUISI MEXaHUYECKOTO
yAAJNEHUs] C IOBEPXHOCTH KOXKU KIIEHIEH, a TaKXe pa3phIXJIEHUsI ITOBEPXHOCTHOIO CJIOs
snuaepmuca (A oOserdyeHus: NMPOHUKHOBEHUs Ipenapara). Ilocie Kakaoro BBIHYXIEHHOIO
MBIThSI PYK HEOOXOJIUMO UX BHOBH 00paboTaTh.

Jleuenne OONBHBIX, BBISBICHHBIX B OJHOM OdYare, a TaKXXe KOHTAKTHBIX JHI, JOJDKHO
IIPOBOAMTHCS OJAHOBPEMEHHO, BO M30€KaHUE MOBTOPHOIO 3apakeHus. CoxpaHeHHE 3yJa 1ocie
JIEYCHMsI HE SBISIETCS MOKa3aHUEM JUIsl Ha3HAYeHMs JOIOJHMTENBHOIO Kypca creruduueckon
Tepanuu. 3yA SABISETCA peakuued opraHu3Ma Ha YOMTOro Kielma M IPORYKTbl €ro
YKU3ZHEJEATEIIbHOCTH M MCUYe€3aeT IPU Ha3HAYEHWM aHTUTMCTaMUHHBIX IIPENapaToB M Masel ¢
[IIIOKOKOpTUKOCcTepouaaMu. llocie nedeHuss HEoOXOIUM BpaueOHBIM KOHTPOJIb B TEUCHHE
2 HeJenb, a IPU HATMYMM OCJIOKHEHUH U 0oJiee JUIUTEeIbHOE BPeMsl.

Bce npenMeTsl, KOTOpbIe CONPUKACAINCH C 3apaKEHHON KOXeH, JOJIKHBI ObITh MOABEPIHYTHI
TIIATENbHOM 00padoTke. [locTenbpHbIe MPUHAICKHOCTH, OEIbe, MTOJIOTEHIA KUTISTIT B paCTBOPE
CTUpaJIbHOro nopoiuka B TeueHue 5 — 10 muHyT. BepxHioo onexay NporiaxkuBaroT ¢ 00enx
CTOPOH TOpsiuuM yTIoroM. Bemu, He moasnexaiiyue TepMU4eckoil oOpaboTKe, BBIBEIIMBAIOT HA
OTKPBITHINA BO31yX Ha 3 1Hs. O0yBb, UTPYIIKH U HPOYUE MPEAMETh UCKIIIOUYAOT U3 MOJIb30BaHUS
Ha 5 JHEH W TOMEmAIT B Ie/UIO(paHOBBIA IMmakeT. MaTpaipl, MOIYIIKH, OJEsIa TaKKe
UCKJTFOYAIOTCSl M3 HWCIOJNB30BaHUS HA S5 JHEH WM TOABEPraroTCs KaMepHOW Je3MH(EKIIHH.
Msrkyro mebenb MOKHO 00paboTaTh npenaparamu i Je3UHCEKIMU. B kBapTupe HeoOXxoaumo
npoBecTH  YOOpPKY, MbITh€ IIOJIOB C  MOIOIIMMH  CpeICTBAaMM WM  J100aBICHUEM
Ne3UHGUIIPYIOIINX CPEACTB.

Crnenyet u3berarhb nomnajgaHus Ma3H B TJ1a3a, HOC, MOJIOCTh PTa.

[Tpu nonaganum npenapara:

- B MOJIOCTh pTa: MOJIOCTh PTa MPOMOJOCKATh OOMJIBHO BOAOM WK 2 % TEIUIBIM pacTBOPOM
rupokapOoHara HaTpus (“IUTbEBON CONBI”);

- B JKEJIYAOK: JKeIyJOK MpoMbIBatOT 1-2 % pacTBOpoM rujipokapOoHaTa HaTpusl, BOJAHON CMECHIO
HOKEHOW MarHe3uu M aKTUBUPOBAHHOTO YIJis (10 1—2 cTOIOBOH JIOKKE Ha CTaKaH BOJbI);

- B HOC: OOMJIBHO ITPOMBITH BOJIOM;

- B [V1a3a: TIIATEJIbHO MPOMBITH BOJIOM MJIM pacTBOPOM THIPOKapOOHATa HATPHSI.

4.5. B3amMmopeiicTBHMe ¢ [PYTHMH JIEKAPCTBEHHBIMHM MpenapaTtaMM H JApyrue BHIbI
B3aMMO/EHCTBHA

®apMaKoI0ruM4ecKoro B3auMOJEHCTBUS C IPYTUMH MpenaparaMyu HE BBISIBICHO, OJHAKO, KaK U
BCE MPOTHBOINApPA3UTapHbIE CPEACTBA, OEH3WIOEH30aT HE PEKOMEHAYEeTCS IMPUMEHSTh

OIHOBPEMCHHO C JPYTHUMU HAPYKHBIMU JICKAPCTBCHHBIMH CPCACTBAMMU.
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(NOCNEQCBATENEHOCTE 0001)

4.6. DepTHIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Tpumenenue npenapata npu 6EPEMEHHOCTH MTPOTHBOIIOKA3AHO.

Jlakranus

[TpumeHeHue npenapaTa B NEPUOJ JIAKTALUH IPOTUBOIIOKA3aHO.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHHIMHM CPeJACTBAMM M PadoTaTh ¢
MeXaHUu3MaMH

[TpenapaT He OKa3bIBAaeT BIMSHUSA HA CHOCOOHOCTh K YIPABICHHUIO TPAHCIIOPTHBIMU CPEACTBAMU
U paboTy C MEXaHU3MaMH.

4.8. HexenarejbHbIe peakKuuu

PesroMe HexxenaTeabHBIX PeaKIi

X()KCHI/IC, TUIICPEMUA KOXKH, AJUICPIHICCKUEC PCAKIIUHU.

COO6H.I€HI/IC O HOXCIATCIBbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKEIATSIBHBIX PEAKIUAX IOCIIe PETUCTPAIluU
JICKapCTBEHHOTO TIperiapara ¢ Meibio 00eCreYeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpernapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
coo0maTh O JIOOBIX T0JI03PEBAEMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO IMperapara
4yepe3 HAIMOHAIBHBIE CUCTEMBI COOOIIECHUSI O HEXKENATeNbHBIX PEAKIUAX TOCYJapCTB - YICHOB
EBpa3niickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@enepanus

®OenepanbHas ciryx0a 1Mo Ha30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKasl IUI0IIaab, 1. 4, cTp. 1.

Temedon: +7 800 550 99 03

OnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

Cair B HH(bOpMaLIHOHHO'TeHeKOMMYHI/IKaI_[I/IOHHOI\/’I CCTHU «I/IHTepHeT»I

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

4.9. Ilepeno3upoBka

[TockonbKy mHpH MECTHOM TPUMEHEHHH OCH3WIOEH30aT NPaKTUYECKH HE BCAChIBAETCS B
CHCTEMHBIN KPOBOTOK, CIIy4aeB MEPe03UPOBKH ITperapara He BhISBIICHO.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOICTBA

dapmakoTepaneBTHUECKasi TPyMNa: CpPeAcTBa JUIsl YHUYTOXKEHHUS SKTONAPa3HTOB (BKIIOYAs
YeCOTOYHOT0  KJIEIa), WHCeKTHLUMIbl M  PENeUIeHTbl; CpeAcTBAa S  YHUYTOXKCHHS
SKTONApPa3UTOB, BKIIOYas YECOTOYHOIO KIEella, JApyrue CpeacTBa s  yHUYTOKEHUs

OKTOIIapa3snuTOB, BKIKOYasA YCCOTOUYHOTI'O KJICIIIA.
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dapmakoauaamuyeckue d3PHeKTol

[IpotuBonapasutapHblii Ipenapar Uil HapyKHOTO IpuMeHeHus. OKa3bIBa€T TOKCHUYECKOE
JeICTBUE B OTHOIICHWU YECOTOYHOTO Kjemla. BeI3piBaeT rudenb JUYUHOK U B3POCIBIX 0coOei
YECOTOYHBIX KJIeIIeH, Tudens Hactynaer depe3 7-32 MuH. [IpoXOauT XWUTHHOBBIN IMOKPOB H
HAKaIlJIMBACTCsl B OPraHU3Me KJIEIla B TOKCUYECKUX KOHIEHTpALUAX; HE JEMCTBYET Ha siia.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

[IpoHuKkaeT B BepXHHUE CJIOU MUEPMHUCA, HE BCACHIBAETCS B CUCTEMHBII KPOBOTOK.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHp BCioMOraTeJIbHbIX BellleCTB

TponamuH (TpUITaHOJAMHUH TSPMOCTAOUIIHHBIH )

CreapuHOBas KHCIOTa

Makporon-400 (monustraenokcua 400)

Bona ounienHas

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh B 3aIIUIIEHHOM OT CBETa MecTe mpH Temieparype He Boiie 20 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

[To 25 v B GaHKM TEeMHOTO cTekjia ¢ TpeyroabHbM BeHunkoMm Tra bTC-30-27,5 wmu BTC-50-
27,5 ¢ KpbIIKaMH MOJUMEPHBIMU HATATUBAEMBIMHU W3 MOJUATHIIEHA HU3KOIO JABJICHUS THUIIA
1.2-27,5.

Ha GaHku HaKJIEMBAIOT STUKETKH U3 OyMaru.

ITo 25, 30 r B TyOBI allfOMUHUEBbIE C OYIIOHAMHU U3 MOJIMATHIIEHA HU3KOTO ABJICHUS.

Kaxayro 6aHky win TyOy ¢ MHCTPYKIMEH M0 MEIULIMHCKOMY PUMEHEHHUIO OMEIIAaoT B MauKy
U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHbIX IOcjde NpPHUMEHEeHUus:
JIEKApPCTBEHHOI'0 Npenapara, 1 Apyrue MaHUNyJIsiiMU ¢ penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Pocculickas ®@enepanns

000 «Dopmymna-DPy
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109443, r. Mocksa, Bosrorpackuii mpocrnexkT, f1. 139, dm::i-aEJ'::E"-':"-TEHI:'H': CTb 00071)

7.1. IlpencraBuTe/b AepKaTesisi perucCTPAllMOHHOIO YAOCTOBEPEeHHUS

IIperen3un HOTDC6I/ITGJICI71 HaIpaBJIATh 110 aApECy:

Poccuiickas ®enepanust

00O «Tynbckas hapmarneBTruaeckas hadpukar»

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

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

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

8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBHUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIIUN,
INEPEPETUCTPAIIN)

JlaTa mepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

Ob6mas xapakrepuctuka JekapctBeHHoro mnpenapara BEH3UJIBEH30AT pgoctynmHa Ha
uH(pOPMallMOHHOM TmopTane EBpa3suiickoro SKOHOMHUYECKOTO CcO03a B HH(OpPMAIMOHHO-

KOMMYHHUKaIMOHHOM cetn «aTepHe™» http://eec.eaeunion.org.
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