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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Jumekcnn, 99 %, KOHLUEHTpAT I IPUTOTOBJIEHUS PACcTBOPA Ul HApy>KHOTO IPUMEHEHMS.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JleiicTByro11Iee BEECTBO: AUMETHIICYIb(POKCH.

Kaxnpriii ¢paaxon cogepxut 50 umu 100 M tumetnicynbdokcuaa.

BcnomorarenbHble BeleCTBa OTCYTCTBYIOT.

3. JEKAPCTBEHHAS ®OPMA

KoHueHTpat 17151 IPUroTOBIEHUS pacTBOPA JAJISt HAPYKHOT'O IPUMEHEHHS.

Becuernas mpospauHasi KUIAKOCTh WJIM OECHBETHBIE KPUCTAJUIBI 0€3 3amaxa Wi co ciaadbiM
cneunduyeckuM 3amnaxom. ['urpockonuyes.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

JluMmekcu TOKa3aH K NPUMEHEHHIO y B3pOCHBIX My JAeTedl crapme 12 jer B cocTaBe
KOMILJIEKCHON Tepanuu: 3a00J1eBaHus ONOPHO-ABUraTEIbHOIO anapara: peBMaTOUAHbIN apTpUT,
aHkuno3upytoumii cnonaunut (Oone3nb bextepera), nedopmupyromuil octeoapTpo3 (mpu
HAJIMYUK TIOPAKEHUS TEPUAPTUKYISAPHBIX TKaHEH), pPEaKkTUBHBIA CHHOBUT; OTPaHWYCHHAsS
CKJIEpOJIepMUsi, y3JI0BaTasi SpuTeMa, TUCKOUIHAS KpacHasi BOTYaHKA, MHKO3bI CTOII, KEJUTOUTHBIE
pyO1BI, TpOMOO(DIEOUT, anonenus, IK3emMa, CTpeNTOAePMUs, pOKa, YIIUObI, pACTSKEHHsI CBSI30K,
TpaBMaTHYeCKUEe MH(UIBTPATHI, THOMHBIE PaHbl, 0XKOTH, PATUKYJIHUT, TpOPUUECKHE A3BBI, aKHE,
bypyHKyne3; B  KOKHO-TUIACTUYECKOW  XHPYPTMHM  —  KOHCEPBHPOBAaHUE  KOXHBIX
TOMOTPAHCILIAHTATOB.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 MPUMeEHEHUsI

PexxuM 103upOBaHus

[Tpu nprMeHeHUHN B BUJIE alIUIMKAIMM M OpPOILIEHUM (IPOMBIBaHUI) B pacTBOpe HEOOXOAMMOMN
KOHIICHTPAIlMM CMA4MBalOT MapJieBble CaI(eTKH W HAKIAABIBAIOT HAa MOPaKEHHBIE YYaCTKU B
teuenue 20-30 wmuH. IloBepx canderku HakmagbIBaeTCs NOJIMITUICHOBas IUIEHKAa W
XJIOMYaToOyMakHasi MU JIbHSIHAs TKaHb. [nTensHocTh anmukanuii — 10-15 qHei.

[Tpu neyenun poxku u Tpodpuueckux 3B — B Buae 30-50 % pactBopa B Boge no 50-100 mu 2-
3 pa3a B CyTKH.

ITpu sk3eme, cTpentoaepmusix — komnpeccel ¢ 40-90 % pacTtBopoM B Bozie.

s mectHOro o0e30onMBaHus Mpu OoNeBBIX cuHApoMax — 25-50 % pacTBOp B BOJE B BHJIE

komrpeccoB 1o 100-150 M (B 3aBECEMOCTH OT 00padaThiBaeMoi IIoIaan) 2-3 pa3a B J€Hb.
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B BOJIE.

B KOXHO-IJIACTUYECKON XUPYPIUHU B KAYECTBE KOHCEPBUPYIOLIEH CpeAbl U1l XPAHEHUS KOKHBIX
TOMOTPAHCIUIAHTATOB IIPUMEHSIOT 5 % pacTBOp B pacTtBope Punrepa.

MeHee KOHLIEHTPUPOBAaHHBIMU PAaCTBOPaMH IPOU3BOIAT IPOMBIBAHNE THOMHO-HEKPOTHYECKUX U
BOCIAJIUTENBHBIX 04aroB U IMOJOCTEM.

Oco0Bble IPYIIILI MAIUEHTOB

besonacHocte u 3ddeKkTHBHOCTL mpenapaTa JUMeKcua y OCOObIX TPyl MAlMEHTOB He
YCTaHOBJICHBI.

CTHU
OddexTuBHOCTh U 0€30MaCHOCTH y JeTei B Bo3pacte oT 0 mo 12 net He ycraHOBJeHbBI. [|aHHBIC
OTCYTCTBYIOT.
Pexxum fo3upoBaHust y aereil B Bospacte or 12 no 18 jieT He OTiaMyaeTcs OT pexuma
JIO3UPOBAHUS TS B3POCIIBIX.

Cnoco0 npuMeHeHus

Hapy>xHo, B BU/ie anmIMKaui 1 opomieHuit (IpoMbIBaHui).

4.3 IIpoTBONOKA3AHUA

['mnepuyBCTBUTENEHOCTD K IUMETHIICYIb(POKCUTY.

[leueHouyHas u/unm noYeyHast HEAOCTATOUHOCTD TSKEJIOH CTEIICHH.

Crenokapusi.

BoIpaXeHHBIN aTepOCKIEPO3.

I'maykoma.

Karapakra.

HNHucynbT.

Koma.

WndapkT Muokapza.

bepemeHHOCTD.

ITepuon rpyqHOTO BCKapMIIMBaHUS.

Hetckuii Bo3pact 0 12 ner.

4.4. OcoOble ykazaHMsl U1 MepPbl Pe0CTOPOKHOCTH NPH NPUMEHEHUH

HekoTopsie manyeHTsl OUIYIIAOT 3aMax 4YeCHOKa BO BIbIXaeMoM Bo3ayxe. [lepen npuMeHneHuem
npenapata HEoOXOJUMO TMPOBOAUTH MpoOy Ha MEepeHOCUMOCTh K Hemy. Jius 3Toro
JUMETUICYNIb(HOKCHT HYKHOM KOHLEHTPAIMM HAHOCAT Ha KOXY IHpPU TMOMOIIM CMOYEHHOTO B
HEM BaTHOTO TaMIIOHA; MOSIBICHHWE THIEPEMUU U BBIPAKEHHOIO 3yJa CBUAETEILCTBYET O

TUIICPYYBCTBUTCIIBHOCTH.
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JUMETWICYNIb(OKCHIAa, KOTOpass HE BIMSAET Ha KadecTBO mpemapara. Jlns pacruiaBieHus
KPUCTAJIOB CJIEAYET OCTOPOXKHO pa3orpeBarh (JIAaKOH C IpemapaTtoM Ha BOJSHOW OaHe
(Temmeparypa Bojibl He Bhite 60 °C).

4.5. B3zauMmopeiicTBHe ¢ JAPYrHMH JIeKAPCTBEHHBIMH MpenapaTaMd ¥ JApyrue BHIbI
B3anMoO/1elicTBUSA

VYBenuunBaeT BCAChIBAHWE M YCWIMBAeT JCWCTBUE OJTaHONa, WHCynmuHAa. CoBMECTUM C
TeIapuHOM,  aHTHOAKTEpUAIbHBIMH  JICKAPCTBCHHBIMH  CPEICTBAMH,  HECTEPOWIHBIMH
POTHBOBOCIIAMTEIBHBIMU TIpeniapaTaMu. [1oBBIIIAET YyBCTBUTEIBHOCTh MUKPOOPTAaHH3MOB K
AMHHOTJIMKO3UIHBIM U OeTa-JTaKTaMHbIM aHTHOMOTHUKAM; XJOpaM(EHUKOIy, pUbaMIHULIUHY,
rpuzeoynpBuHy. CeHCHOMIM3MPYET OpraHu3M K JICKQpCTBEHHBIM CPEICTBaM sl OOIIeil
aHeCTe3UH.

4.6. DepTHIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[TpumeHneHue penapara npu 0EpeMEHHOCTH MPOTHBOITOKA3aHO.
JlakTauus
[IpuMmeHeHue npenapara B HEPUOJ TPYAHOTO BCKapMIMBaHUS IPOTUBONIOKA3aHO.

DdepTUabHOCTD

JlarHbIe 10 QEepPTHIIEHOCTH OTCYTCTBYIOT.

4.7. Bunsinue Ha CNOCOOHOCTH YHPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH U padorarh ¢
MeXaHNU3MaMH

HpI/IMeHeHI/Ie Mnperapara HEC OKa3bIBACT BJIMAHHA Ha CIIOCOOHOCTH K BBITOJHEHUIO IIOTCHIINAJIBHO
OIIaCHBIX BHJIOB OCATCIBHOCTU, Tp€6y1-OHII/IX TIOBBITIIEHHOMN KOHIOCHTpAallMK BHHUMAaHWA 0codoro
BHHMAaHUS U OBICTPOTHI IICHXOMOTOPHBIX PEeaKIMii (YIpaBIieHHe TPAHCIIOPTHBIMU CPEICTBaMH, paboTa
C JIBIKYIIMMHUCS MEXaHW3MaMH, paboTa JcneTdepa U oneparopa).

4.8. HexxenaresbHbIe peakuuu

Pesrome npoduist 0e30macHoOCTH

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

HexxenaTenbHble peakiiuu MPUBEACHBI 10 YaCTOTE€ BO3HUKHOBEHUS: 04eHb yacTo (>1/10), yacto
(> 1/100, HO < 1/10), HEwacTo (> 1/1000, HO < 1/100), penko (> 1/10000, Ho < 1/1000), ouyeHn
penko (< 1/10000), gacrora HeusBecTHa (Ha OCHOBAaHHUH HWMECIOIIUXCSA JAHHBIX OICHHUTH

HEBO3MOJKHO).
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CHCTEeMHO-OPraHHbIN KJIacc Yacrora HesxkenarenbHas

BO3ZHUKHOBCHHUA peakuusi

Hapymiennss co cropoHbsl abixatenbHoM | Yacrtora HenmsBecTHa | bponxocnasm
CUCTEMBI, OpPraHoOB TPYAHOM KIETKM U

CpEAOCTCHUA

Hapymenuss co cropoHbl uMMyHHOM | YacToTa Heu3BecTHa | AJUIEPrUYECKUE

CHUCTCMBI pcaknuu

Hapymenuss co croponbl ummyHHOHM | YactoTa HeumsBectHa | KoHTakTHBIN AepMaTUT

CHCTCMBI

Hapymenuss co cTopoHbl MMMyHHOH | YacroTa Hem3BecTHa | DpUTEMATO3HbIE

CHUCTEMbI BBICBIITaHU A

HapymeHI/m (¢10) CTOPOHBI HMMYHHOﬁ YacToTa HEeM3BECTHA CYXOCTL KOXKH

CHCTCMbI

Hapymiennss co croponsl ummyHHOM | Yacrora HemsBecTHa | Jlerkoe sxxeHue

CHCTCMBI

HapymeHI/m (¢10) CTOPOHBI HMMYHHOﬁ YacToTa HEen3BECTHA 3y,HfIH.IPII>i ACpMaTuT

CHCTCMBI

COO6III€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX I0Clie PETUCTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«MOJbh3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
CO00IIaTh O JIFOOBIX TOJI03PEBACMBIX HEXKEIIATSIBbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAIBHBIE CHCTEMbI COOOIIEHUS O HEeKEeIaTeNbHBIX PEaKIUsIX rOCYJapCTB - YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccniickas @enepanus

®denepanbHas cinyx0a mo Haa30py B chepe 3npaBooxpanenus (Poc3napaBuanzop).

Anpec: 109012, r. Mocksa, CrnaBsiHCKas Iiiomaisp, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(OPMaLMOHHO-TEIEKOMMYHUKAMOHHON CeTH «HTepHeT™:!

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

4.9. Ilepeno3npoBka
CUMOTOMBI

VYcunenue 10303aBUCUMBIX TOOOYHBIX () PEKTOB.
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CumnromMaTH4eckoe.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA

5.1. dapmakoauHaAMHYeCcKHe CBOiiCTBA

®apMakoTepaneBTUYECKas TPyIa: mpenaparsl A HAPY>KHOTO MPUMEHEHUS NPU MBIILIEYHBIX U
CyCTaBHBIX OOJSX; Ipyrue Mpenaparbl JUisi HAPYKHOTO MPUMEHEHHS IMPU MBIIICUYHBIX U
CYCTaBHBIX 0OOJISX.

Koxg ATX: M02AX03

MexauusM aeiictus 1 dhapMakoaruHaMuueckre dhheKTh

[IpoTMBOBOCIIAIIMTENBHBI ~ IIpemapar Ui HAapyKHOIO0  NPUMEHEHMs, HWHAKTUBUPYET
THJIPOKCWIBHBIE PAJHMKajbl, YIydllaeT TEYeHUE METa0OJMYECKUX TPOLECCOB B oOuare
BocnasieHus.  Oka3plBaeT  TaKK€  MECTHOAHECTE3UpPYIOLee,  aHajbre3upyrouiee U
IPOTHUBOMUKPOOHOE JelicTBUe; 007a7aeT yMepeHHOH (UOPUHOIMTUYECKOH AaKTHBHOCTBIO.
[IpoHukaer uepe3 KOXKy, CIU3UCTbIE 000JI0YKH, 000JI0YKY MUKPOOHBIX KJIETOK (TOBBIIIAET UX
YYBCTBUTEIBHOCTh K aHTHOMOTHKAM) M ApPYrHe OHOJOTHYECKHEe MeMOpaHBI, TOBBIMIACT HX
IPOHULIAEMOCTb JUIsl JIEKAPCTBEHHBIX CPECTB.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

[Ipu anmmkanuu pacTBopa AUMETHICYIH(OKCHIA HA KOKY OH OOHAPYKHBAETCSI B KPOBHU 4epe3
5 MUH, JOCTMras MaKCHUMAlbHOM KOHIEHTpauuu uepe3 4-6 4 ¢ COXpaHEHHUEM I0YTH
HEU3MEHEHHOI'0 YPOBHs B TeueHue 1,5-3 cyTok.

Pacnpenenenne

Humeruncynbdokecn He KymyaupyeT. [Ipy MecTHOM NpUMEHEHUH IUMETHIICYJIb(MOKCH]
IPOHMKAET B CYCTaBHYIO MOJOCTh, B KPOBU M TKAHAX CBSA3BIBACTCS C OCIKaMH.

DJIMMUHALNS

Jumetuncynbdokcu BeIACIIETCS C MOYOH U KaJloM, KaK B HEM3MEHEHHOM BHUJE, TaK U B BHUJIE
JTUMETHIICYJIb(OHA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

OTCyTCTBYIOT.

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

2 rona.
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6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHU

XpaHUTb B CYyXOM, 3allMILIEHHOM OT CBETa MECTe MpU TeMIiepatype He Boite 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIIAKOBKHU

ITo 50, 100 mu Bo (hakOHBI OpPaH)KEBOI'O CTEKJIA C BHUHTOBOM TOPJIOBUHOMW, YKYITOPEHHBIC
npoOKaMu TMOJMATUJICHOBBIMM M KpBIIIKaMU HaBUHYMBaeMbIMH. Kaxnipii ¢umakoH ¢
MHCTPYKIMEN N0 MPUMEHEHHIO TOMEIIAI0T B TAYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJYYEHHbIX TIOcje NPHMEHEeHUus
JIEKAPCTBEHHOI0 Mpenapara, ¥ JApyrue MaHUNyJIsIMHU ¢ penapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEP’)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®@enepanus

00O «Tynbckas papmanieBTuyeckas hadpukar»

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

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

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

7.1. IlpeacraBuTeIb AepKaTe/si perucTPAIHOHHOIO YA0CTOBEPEHH s

[Iperen3un norpedbuTeNed HAOPABIATE 110 aAPECY:

Poccniickas @enepanus

00O «Tynbckas papmanieBTuyeckas Ghadpukar»

300004, r. Tyna, Topxosckuii npoesn, A. 10

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

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

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. TATA NMEPBHYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPALIUN)

JlaTa niepBoi perucTpanuu:

10. JATA HEPECMOTPA TEKCTA
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OO0mas xapakTepucTHKa JICKapCTBEHHOTO TIpendpara ﬂdﬁ@&ﬁ%ﬁﬁg%ﬂ%ﬁﬁ%&m

noptane EBpa3uiickoro 5KOHOMUYECKOTO COr03a B MH(OPMAIIMOHHO- KOMMYHHUKALIMOHHOMW CETH

«Murepuer» http://eec.eaeunion.org.
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