e e

MHUHUCTEPCTBO 3IPABOOXPAHEHUWA POC C UCK@HHOEFER ATDIA H i

!
[ J-004922 - 120718
’i‘

MHCTPYKLIWA COTJACOBAHO

[1T0 MEJUITUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Brumamenvro npodumaiime 3my uHCmMpyKyuio nepeo mem, Kak Haiams npuMeHeHue
3M020 npenapama, Maxk KaxK OHa cooepicum saxchyio 011 Bac ungopmayuio.
Coxpansiime uncmpykyuio, OHa ModAcem nNOHA00OUMbC 6HOE6b.
Ecnu 'y Bac 6o3nuxau 6onpocwi, o6pamumecs K 6pavy.
Jlekxapcmeennoe cpeocmeo, komopuim Bui 1euumecs, npeonaznayeno 1udno 01 Bac, u
€20 He credyem nepeoasame OPy2uM AUYAM, NOCKOIbKY OHO MOACEM NPUYUHUMb UM BPe0 0aice

npu HAauduu maxkux sHce CUMnnomMo8, Ymo u 'y Bac.

Aptpaduk® IIpo

Perncrpaunonnsiii HoMep:

Toprosoe nanmenoanue: Aprpapux® Ipo

MesxayHapoaHoe HeMaTeHTOBAHHOE WJIH I'PYNINHPOBOYHOe HAHMEHOBAHHE: IUIIOKO3AMHUH +
XOHJPOUTHHA cylbdar

JlekapcTBenHasi popma: karncyiibl

CocraB Ha 0AHY KAICYyJIy:

eticmeyiowue eujecmsa. TIIOKO3aMuHa Cyabhar Hatpust Xjaopua - 314,0 mr, B nepecuérte Ha
riaoko3amuHa cynbdar - 250,0 mr, xonapouTrHa cyiabdar Harpus — 200,0 mr.
Benomoeamenvuvie éewjecmsa: kpockapmernioza Harpust — 20,0 mr, noBujon - K25 — 5,0 mr,
IEeJUTF0JI03a MUKPOKpUCTA/UTHYecKast — 36,0 mr, maraus creapat — 5,0 Mmr.

Cocmas kopnyca kancyiel. TATaHa THoKcua — 2,0 %, sxenatus - 10 100 %.

Cocmas kpviweuxku xancyivl. Kpacutenb azopyoun — 0,0821%, xpacurenb TyHIOBBIN
[[Torco 4R] - 0,0192%, xpacurens cuHuit nareHtoBaHHbii — 0,1314%, xpacurenn

OpusinanToBelid yepHblit — 0,1533%, tutana nuokeun — 2,0 %, sxenatus - 10 100 %.

Onucanue: xarncyma Ne 0. Kopmyc kamcynel Oenoro mBeTa, Kpbllledka CHHEro IIBeTa,
Henpo3paunble. CoaepKumoe KamnCyl — CMECh IOpOIIKAa M TpaHyld C KpPUCTATMYECKUMHU

BKJIFOUCHHUSMH, 0eyloro Wim OeJloro ¢ JKEJTOBAThHIM OTTEHKOM IIBETa. FpaHynbl HeﬂpaBHHbHOﬁ
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KarcyJibl, pa3pyliaeMoe Mpu HaAaBIMBAHUH [TAJIOYKOM.
COTNACOBAHO

dapmakoTepaneBTHYECKasi IPYNIA: penapaliy TKaHEeH CTUMYJIATOP

Kox ATX: MOIAX

dapmako/IorH4ecKHue cBOMcTBa

[moko3amuHa cyaphaT ¥ XOHAPOUTHHA CyabdaT NPUHUMAIOT YydacTHE B OHOCHHTE3€
COCMHUTEIBHOM TKaHW M Ojarojgaps 93TOMY MOTYT CHOCOOCTBOBATH IPEIOTBPALIEHUIO
IPOLIECCOB Pa3pyIIEHHUs XpsIlla H CTUMYJIMPYIOT PEreHepaltio TKaH!.

DapmaxkoouHamuka

[nokoszamuna cyroegham.

['moko3amMuHa cyibdaT sSBISETCS OJHHUM W3 KOMIIOHEHTOB CHHTE3a THAITyPOHOBON KHCIIOTBHI,
KOTOpass HeoOXomauma Juis 0O0pa3oBaHMs MPOTEOTTMKAHOB CTPYKTYPHOTO MaTpPHKCa CYCTaBOB.
YCTaHOBIEHO TaKXkKe, YTO TJIOKO3aMUHA CyabdaT 3amuinaer CyCTaBHOH Xpsll OT
MOBPEKIAIOLIETO JICHCTBHS HEKOTOPBIX HECTEPOHIHBIX MPOTHBOBOCIAIUTENIBHBIX IPENapaToB
(HIIBIT). Cynedarupiii woH HEOOXOAMM JUIs CHUHTE3a IVIMKO3aMHHOIVIMKAHOB, KOTOpPBIE
SBIIAIOTCS YPUpaMu CepHOM KHCIOTHI. [IpuemM BHYTph 9K30T€HHOTO IUIIOKO3aMHUHA CTUMYJIUPYET
BBIpa0OTKY XpSIIEBOrO0 MaTpuKca W 00eCHeudMBaeT €ro HeCHelU(pHUecKylo 3alluTy.
['mroko3aMub 001a1aeT OMpe/Ie/IEHHBIM IIPOTHBOBOCHAIMTEIbHBIM JICHCTBUEM.

Xonopoumuna cynrvgpam

XoHIpoUTHHA CyTb(aT, He3aBUCHMO OT TOT0, BCACHIBAETCS JIM OH B MHTAKTHOH (hOpMeE HIIH JKE B
BUJE OTICJBbHBIX (ParMEHTOB, CIYXKHT JONOJHUTEIbHBIM CcyOcTparomM i 00pa3oBaHuUs
30POBOTO XPSIIEBOr0 MaTpuKca. XOHIPOHUTHHA CyJIb(paT (M ero MpOM3BOAHBIC) CTUMYIHPYET
o0Opa3oBaHHe T'HATypOHOHA, CHHTE3 MPOTEOrIMKAHOB U KoJutareHa Il Tuma, a Ttaxke 3amuinaer
MaTPHKC XPSAIIEBOH TKaHU OT (PepPMEHTATHBHOTO pacIIEIICHHs (IIyTeM IOJaB/IE€HHs AKTUBHOCTH
THATYPOHHIA3bl) M OT MOBPEXKIAIOMIEro JeHCTBUS CBOOOAHBIX paaMKaioB. XOHIPOUTHHA
cynbdar TMOIAEPKUBAET BS3KOCTb CHHOBHAIBHOM IKMIKOCTH, CTHMYJUPYET MEXaHU3MBI
perapanuy Xpsina U MoJaBiseT akTHBHOCTH TeX (epMEeHTOB (31acTa3, TMalypOHHIa3), KOTOpbIE
PaCHIEIUISIOT Xpsiil. XOHIPOUTHHA CYIb(daT MPH JCYEHHUH OCTeoapTpUTa 00Jer4aeT CUMITOMBI
aToro 3abosieBaHust U yMeHbInaeT norpedHocts B HIIBIL.

DapmakoKuHemuka

[ niokozamun

Abcopoyus

VY genoBeka OHOAOCTYIHOCTD ITFOKO3aMHUHA MTPH MEPOPATBHOM MpueMe coctasiseT 25%.



Pacnpeoenenue JIM-004922 - 120718

[locie abcopOuun mepopaibHOM 03bI  PAAHOAKTHBHO MEYCHBIH frfiddddabiin O BHauane

oOHapy)KMBaeTcs B KOMIIOHEHTaX IJIa3Mbl M II03/IHEE MNpPOHHKaeT B TKaHU. HawuBbiciiue
KOHIIEHTpAIllMK ObUTH OOHApyKeHbI B MEYEeHH, MOoYKaX M cycTtaBHOM xpsme. Oxomno 30%
MPUHSTOH 103bI JUTUTEILHO MEPCUCTUPYET B TKAHIX KOCTEH W MBILIILI.

Dnumunayus

@pakuus TrIMOKO3aMHUHA, KOTOpas He MeTaOoIM3UpyeTCs MM HE CBS3bIBAeTCS C Oelkamu
I1a3Mbl, OKCKPETHPYETCS IPEeHUMYIIECTBEHHO MOYkaMHu. bonbmas dacTe mpemnapara,
oOHapykuBaemasi B Kaje Iocje IprueMa BHYTpb, IpeacTaBisieT co0oil He abcopOupOBaBIIyIOCS
¢paxuuto. KoHeuHblil mepuoja MOMyBBIBEIEHUS MIpernapaTa, CBA3aHHOIO C O€IKaMHu ILIa3Mbl,
cocTansieT 68 4.

Xonopoumuna cyrogham

Abcopoyus

[Tpu npueme BHYTpb XOHAPOUTHHA CyiIbdaTa 0 HOKpaTHO B 103¢ 0.8 r (uau 1Ba pa3a B CyTKHU B
no3e 0.4 r) KOHIIEHTpaLUs XOHAPOUTHHA CyIb(aTa B IUIa3Me pe3KO BO3pacTaeT Ha MPOTSHKEHUN
24 4. AGcomoTHass OMOAOCTYIHOCTH cocTaBiser 12%.

Memaboausm

XOoHJIpoUTHHA Ccylb(aT MeTadoIU3UpyeTCs MOCPEACTBOM AecyIbPUpoBaHuUs (TOCIE BBEICHHS
HU3KOMOJIEKYJISIPHOTO XOHIPOUTHHA cybdara).

Onumunayus

XoHapoutrHa cyibhar BEIBOAUTECS modykaMu. [lepuo/ monyssiBeenus cocrasiset 310 MuH.

IHokazanus K NPpUMEHEHH IO

OcteoapTpo3 nepudepuyeckux CyCTaBOB U IO3BOHOYHUKA.

IIpoTuBONOKa3aHUA

WuavBuayanbHas TMOBBIIEHHAs YyBCTBUTEIBHOCTh K AaKTHBHOMY BEIIECTBY H JIPYTHM
KOMIIOHEHTaM  IIperapaTa, TsDKelas XpOHMYecKas Io4edHas HejaoctatouyHocTh. He
pPEKOMEHIyeTCsl Ha3HaueHHWe Mpenapara B MEepuoJ OEpeMEHHOCTH W B IEPHOJ I'PYIHOrO
BCKApMJIMBAHUsA, a TakkKe B JETCKOM Bo3pacte (40 15 7eT) wu3-3a OTCYTCTBHS Hay4YHBIX

KIIMHAYECKUX NTaHHBIX Y 3TOH KaTeropuu nmaimrucHTOB.

C ocTOpoKHOCTBIO: OpOHXHATBHAS acTMa, CepAeYHAasl W/HIN ToYedHas HEeJI0CTaTOYHOCTH (IIpH
npueMe XOHJPOUTHHA OMHUCAHBl CAMHWYHBIE CIy4Yaud pa3BUTHS OTEKOB), caXapHbId auadeT

(pexoMeHIyeTCsT HMEPUOJUYECKH KOHTPOJIHPOBATH YPOBEHB IJIIOKO3BI B KPOBH, OCOOCHHO B
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MHH3OPAB POCCHH
Hayajge JICYEHMs), CKJIOHHOCTb K KPOBOTEUYEHHMSM, IIOBBIIIEHHAS YYBCTBHTEIBHOCTh K
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MOPETIPO/IYKTaM.
COTJACOBAHO

Ilpumenenne B nepnoa 6epeMEeHHOCTH H B MEPHO/I FPYAHOI0 BCKAPMJUIHBAHUS
[Ipemapar mpoTHBONOKa3aH K NMPUMEHEHHIO B MEpHoj] OEpeMEHHOCTH W B HEPHOJA IPYJHOIO
BckapMmimBaHuA. [Ipy HEOOXOIMMOCTH NMPUMEHEHHUS Mpernapara B IEPUOJl JAKTAllMd Ha BPEMs

JICYCHU CIICAYCT NPEKPATUTE I'PYAHOE BCKapMJIMBAHUE.

Cnocod npuMeHeHHs M 103blI

BuyTpb, nepen eoi, He pa3zKeBbIBas, 3auBasi HEOOIBIIUM KOTHYECTBOM JKUIKOCTH.

B3pocibiv U getsM ctapiie 15 et HazHavaroT no 2 karcylsl 2-3 pasa B cyTku. Yepe3 60 e
Tepanuy 103y CJeAyeT MOCTENEHHO CHHXXATh B 3aBUCHMOCTHU OT MOTPEOHOCTH KOHKPETHOTO
HalMeHTa.

Kypc nedenus: 2-3 Mmecsua (JUIMTENILHOCTH JIEYEHHS ompenaensercss Bpadyom). [loBropHo Kypc
JICUCHHSI BO3MOYKEH TOJIBKO MOCTIEe KOHCYIIBTAMH C BPAYOM.

IIpumensiime npenapam moabKo cO2NACHO MOMY CNOCOOY NPUMEHeHUs U 8 mex 003aX, KOmopbwle
VKazawvl 6 uncmpykyuu. B cayuae neodxooumocmu, nosxcanyicma, npOKOHCYIbMuUpyumecs c

epaiom nepeO NPUMEHEHUeM J1eKapCmeeHHO20 npenapamd.

ITo6ounbIie Y dexThI

Co cmoponbl cepoeuno-cocyoucmou cucmemol. TaXUKap/Ius.

Co cmopoHbl YyeHmpanbHOU HePEHOU CUCmeMbl. TOJIOBOKPYKEHHE, TOJIOBHAsE 001b, COHTHBOCTD,
OeccoHHHIIA.

Co cmoponel nuwesapumenvbHou cucmembsi. O0Ib B KUBOTE, METEOPU3M, 3alOp WM JUapes.
Annepeuveckue peakyuu. KOXHBIE aUIEPrHYeCKHe peakiMH, aUIepruyecKhe peaklluu,
obocTpenne OpOHXUATBLHON aCTMBI.

[Ipouue: 60mb B HOTAX U MepUPEPUIECKHE OTEKH.

Ecnu niobvie u3z ykazauuvlx 6 uHcmMpykyuu nobodynvix s¢hgexmos ycyzyoasomes, uiu Bol
3amemunu 110bvie Opyeue nobounvie d¢Gexmsi, He YKA3aHHble 8 UHCMPYKYUU, coobujume 00

5MoM 6pauy.

Ilepeno3upoBka
Cumnmompl: Clydau Nepe103UPOBKU HEU3BECTHBIL.

Jleuenue: [IPOMBIBAHUEC JKEITY/IKa, CUMIITOMATUYECKasA TEPaAITnsi.



MHH3IPAB POCCHH
UpesBbyaifHO BBICOKHE 03Bl IVIIOKO3aMHHA (BO MHOIO pa3s [peBBILIGHUIHE PEKPMEHFYEM IO

CYTOYHYIO J03Y) MOTYT BbI3bIBATH [HAPEIO WM TOLIHOTY MOABIICHHE Ofﬁxe%%rﬁléiecxnx
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BBICBITTAHUH.

B3aumoeiicTBusI ¢ APYTHMH JIEKAPCTBEHHBIMH CPeACTBAMH

COBMECTHM C HECTEPOMIHBIMH IIPOTHBOBOCHAIMTEIBHBIMHE CPEJACTBAMH, I1apaleTaMoIoM M
TTFOKOKOPTHKOCTEPOUAaMH. Y BeIMYMBaeT abCcOpOLMIO TETPAlMKIMHOB, CHHXKAET JeHCTBHUE
HOJYCHHTETHYECKHX TMEHUIM/UITMHOB, XJopaM(peHnKoIa; YCHIHBaeT PPeKT KyMapHHOBBIX
AQHTHKOAryJsSHTOB. VIMEIOTCS OrpaHWYeHHbIe JaHHblE O BO3MOXHOM B3aUMOJCHCTBUHU
[JIOKO3aMHHAa W BapdapuHa, YTO MOXKET TNpHBOAMTH K yBenmyeHmto MHO wu  pucky
KpOBOTeUeHHs. [IpH OJHOBpEMEHHOM IIpHEME ClIeyeT KOHTPOJUPOBATH I10KA3ATEIIH
CBEPTHIBAEMOCTH KPOBH.

Ecau Bel npunumaeme oOpyaue lekapcmeeHHbie npenapamvl (6 mom qucie OespeyenmypHovie)

nepeo npumenenuem npenapama Apmpagpux® IIpo npokoncyremupyiimecs ¢ 6pavom.

Oco0Obie ykazanust

[Ipx WCroIb30BaHUM Tperapara y MAalWeHTOB ¢ HAPYIICHHOW TOJIEPAHTHOCTBIO TIIFOKO3BI, €
BBIPAKCHHOM MEUYEHOYHOW M TMOYEYHOH HEJTO0CTATOYHOCTHIO HEOOXOIAMM BpauyeOHbIH KOHTPOJIb.
[Ipu mOSIBIEHWM HEXEIATEIbHBIX PEAKIHii CO CTOPOHBI JKEITYJ10YHO-KUIIEYHOTO TpakTa H03y
ClIe/lyeT YMEHBIIUTh B JIBa pasa, a pU OTCYTCTBUH YJIYy4IIEHHS — OTMEHUTH Ipenapara. Ilpu
OTCYTCTBHM KJIMHHYECKOro 3¢ dekra rmocie Kypca Tepanuu B Te4eHUue 4 HeJlellb PenuTh BOIIPOC

00 yTOYHEHHUH UarHosa.

Binsinue Ha criocoOHOCTHL YIPABJSITH TPAHCIOPTHLIMHU CPeICTBAMH, MEXAHH3MAMHU
VuuthiBas NpodHIIb  HEKENATeNBbHBIX  peakiui rpermapara HEOOXOAUMO  COOIIOAATH
OCTOPO’KHOCTH MPH  3AHATHSAX IMOTEHIIMATBHO ONMACHBIMH BUAAMH JEATEIbHOCTH, TPeOYIOIUMHU

TOBBIIIEHHOM KOHIIEHTPAIIMA BHUMAHHS ¥ OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUH.

®opMma BBIITyCKA

Kancyner 250 mr + 200 mr.

[To 5, 6 mnu 10 kancys1 B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY M3 IJIEHKH ITOJUBHHHIIXJIOPHIHON U
(Goabru ATFOMUHHEBON MEYaTHOH JTaKUPOBAHHOM.

[To 10, 20, 30, 40, 50, 60, 100 uau 120 xancyn B OaHKH M3 MOJUATHIEHTepedTanara JUis
JIEKapCTBEHHBIX CPE/ICTB MU MOJUIIPONUICHOBBIE [UIS JIEKAPCTBEHHBIX CPEICTB, YKYIOPEHHBIE

KPBIIIIKAMHA HW3 TIIOJIMOTHUIICHA BBICOKOI'O MOAaBJICHHUA C KOHTPOJIEM IIE€PBOIO BCKPLITHA, HIIH
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NOJUAITUICHA HU3KOTO JAaBICHUS C KOHTPOJIEM MIEPBOTO chpr"?lmx.
COTJACOBAHO ‘

Onny OGanky wmm 1, 2, 3. 4, 5, 6, 10 wm 12 KOHTYpHBIX - SHeHKOBEIX—yHaKOBOK BMECTeE

MHCTPYKIHEH O MPUMEHEHHUIO MOMEIIAIOT B KAPTOHHYIO YITAKOBKY (ITAYKY ).

JlomyckaeTcst KOMIUIEKTAIHs 110 2 WK 3 KApTOHHBIE YIIAKOBKHU (ITAYKH) B TPYIIIOBYIO YIIAKOBKY

(TpaHCTIOPTHYIO Tapy) U3 KapTOHA [yl MOTPeOUTEILCKON Taphbl.

YciaoBus XxpaHeHUst
[Ipu remneparype e Boie 25 °C.

Xpamm, B HEJOCTYIIHOM JJIsA JIETEH MecCTe.

Cpok rognocTn
3 rona.

He NPUMEHATH MO HCTECYCHHUHU CPOKa I'0O/THOCTH.

YcnoBus OTITYCKa

OtmyckatoT 6e3 perernra.

IIponsBoauTean
000 «O30H ®apm»
Anpec MecTa NMPOM3BOJACTBA, B TOM YHUCIIE JUIS NEPENUCKH W npuéma mnpeteHsuii: 445143,

Poccus, Camapckas o6:1., CraBpomomnbckuit paiion, c. Iloacrenku, tepputopuss OD3 IIIIT,

Maructpane Ne3, yaactok Nell, ctpoenue Nel.
Ten. cot.: +79874599993, +79874599994.

E-mail: ozonpharm(@ozon-pharm.ru

OO0 «¥Ynpasinsroias KOMIaHUS»
B muue Cekperaps [IpaBnenus
['psaynosa I1. E.
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