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COTTACOBAHO

MHHHCTEPCTBO 3/IPABOOXPAHEHUS POCCHHUCKOU ®EJEPALIMH

HHCTPYKLHS

MO MEJUIHHCKOMY NPUMEHEHHUIO JIEKAPCTBEHHOT'O ITPEITAPATA
®OPTPAHC® (FORTRANS®)

Perncrpannonneiii Homep: [1 N014306/01

Toprosoe Hanmenosanne: ®oprpauc®

MeRayHApOIHOE HENATEHTOBAHHOE WJIH TPYNMHPOBOYHOe HANMeHoBanue: Makporon

JlekapcTBeHHas popMa: MOPOLIOK U1 NPUTOTOBIEHHS PACTBOPA TS IPHEMa BHYTPh

Cocras (r/makeTnk):
Heticmeyiowyee geujecmaso:
Maxporon 4000
BCROMOCGmensHbIe Gerfecmsa.
Hatpus xnopun

Kamusa xnopua

Harpus rugpokapboHat
Hatpus cynedat 6e3BoaHbIil

HaTpus caxapunar

64,0

1,46
0,75
1,68
5,70
0,10

Onucanne: benvli nopomok. [lpHroToBaeHHBI pacTBOp mnpeacTaBasier codolf Mmpo3pavuHyro

JKUJIKOCTE 0€3 LIBETA M 3amaxa.

(I)RPMRKOTBPRHEBTH‘IECKRH rpyonma: OCMOTHYECKOE cnaOuTensHoe CpeacTBo

Kong ATX: AOGADGS

dapmakosornuecKkue cBoicTaa;

DapmarkoduHamura



doprpanc® npeactasnser cofoil 0CMOTHUECKOe CIAGHTEIbHOE CPEICTBO, B COCTAB KOTOPOTO
sxoaaT Makporon 4000 (MOTHITHICHTIMKOIE) W 3JIEKTPOIUTEI (HATPUH, Kanuii, ruapokapOoHaT 1
XJIOPHABL).

BricoxomonexynsipHoe coeaunenne Makporon 4000 npenctasnser coboif mnuHHBIE THHEliHBIE
MOJIMMEPbI, KOTOPbIE C MOMOIUBK BOAOPOIHBIX CBsi3eH CITOCOOHBI YAEP:KHBATH MOJEKYJIBI BOIBI.
[Tocne mnpuema BHYTPh mNpenapat yBeaHuuBaeT o0BeM JKUAKOCTH B KuweuHuke. O0neMm
HeaOcopOMpOBaHHOI conepskalueifcs B KHLIEYHHMKE JKHAKOCTH obecmeunBaer crnabHTenbHOE
JelicTBHE pacTBOpa mperapara.

Bxoasimye B COCTaB npernapara 3eKTpoaHThl 00ecneunBaioT MOIAep/KaHHe COCTABA MIa3Mbl KDOBH.

KOHLEHTpALKs 31eKTPOIMTOB B pacTBOpe mpenapata doprpanc® TakoBa, 4TO 3NEKTPOIMTHBIIA
00MeH MeXKIy CONEPKMMBIM KHIIEUHHKA W MIA3MOil KPOBH MPAKTHUECKH CBOIUTCS K HYJIK. Takum

b 06paszoM, MPHCYTCTBHE 37IeKTPONHTOB B miperapate ®oprpanc®

MpensaTCTBYET MX I[0Tepe H3
OPraHu3Ma MpH MPOXOKIEHHH OONBLIOr0 KOMHYECTBA JKUIKOCTH Yepe3 IKeNyA0YHO-KHLIEYHBIN
TPaKkT Ha (DOHE NPUMEHEeHHs Mpenapara.

DapmaxoruHemuKa

PacTBOp, MpHroTOBNEHHBIH Npy pacTBopeHnu | makeTHka mpemapata B | 1 BOABIL, MO COCTaBY

3JICKTPOJIHTOB H30TOHHYEH H H300CMOTHYEH COACPKIUMOMY TOJCTOH KHIIKH.

<

PesynbraThl (DapMakOKHHETHUECKHX MCCIENOBAHHI TMOATBEPIKAAT OTCYTCTBHE abcopOuuun u

Ouotpanchopmaunn Makporona 4000 mocne npueMa BHYTPb.

TMokazanua K NPHMEHEHH 0
OunluenHe TONCTOH KHIUKH TIPH MOATOTOBKE MALIMEHTA K:
- YHJOCKOMHYECKOMY HJIH PEHTT€HOTOrHYECKOMY HCCI€A0BAaHHIO TOACTOI KHIIKH,

w - OMIEPATHBHLIM BMELLATE/IbCTBAM, TpE6yIOl.lll/IM OTCYTCTBHA COOEPKIMOTO B TOJICTOH KHILIKE.

IIpoTHBONMOKA3AHMS

- MOBBILIEHHAS YYBCTBHTEIBHOCTE K JI€HCTBYIONIEMY BEUIECTBY HIH MHOOOMY APYroMy KOMMIOHEHTY
npenapara,

- TsKenoe oOOLIee COCTOSHHME TMAUHEHTd, HampuMmep, JernjpaTauds HJIHM TsSoKenas cepaevuHas
HENOCTATOMHOCTE,

- pacnpOCTpaHEHHas 3/T0KAUECTBCHHAS OMYXOJdb MAM Apyroe 3a0o0jeBaHHME TONCTOH KHILKH,

COTPOBOsKAANOLIeeCs OOIHPHBIM NMOPAKEHHEM CIHM3HCTOH 0D0N0YKH KHIIEYHHKA;




- JKEJIYAOTHO-KULIEYHA HEMPOXOIHUMOCTE,

- 00CTPYKLHS KEeMyJOUHO-KHIIEUYHOTO TPAKTa;

nepdopaus UM PUCK NepPopaLiy KeIyL0UHO-KHLIEYHOr0 TPAKTa,

HapyYIIeHHs OMOPOKHEHHS KETyaKa (B TOM MHCIE, TacTponapes);

TOKCHYECKHH KOMUT HJIH TOKCHUYECKHH MErakoJoH;

metckuii Bospact mo 18 ner (3¢dextnBHOCTS M 0€30MACHOCTL HE YCTAHOBIEHA Y JAHHOM

MOMYJISLMH).

C 0CTOPOKHOCTBI)

[Tpy HapymeHHH QYHKIMH MOYEK, CepAeIHOH HeJOCTATOYHOCTH, Y MALHEHTOB C COMYTCTBYIOLIEH
MOYErOHHOIT Teparnueii; y mauHeHToB, CKIOHHBIX K Pa3BUTHIO BOJHO-3EKTPONIMTHOrO AucOanaHca,
HIH Y TAOHeHTOB, NPHHHMAKMIMX COMYTCTBYHOLIME JIEKAPCTBEHHEBIE Mpenaparkl, KOTOPbIE
MOBBIIUAKOT PHUCK HapPyUWEHHSA BOAHO-3JIEKTPOJMTHOTO 6ancha, BKIKYas THIIOHATPHEMHIO H
FTUMO0KAIHMEMHIO; V MALHEHTOB C HEBPOJIOTHYCCKHMH HAPYHIICHHAMH, Y JIeKa4YuX NMaluyHeHTOB ifas R0 | ¥
MALUUEHTOB C HApPYLIEHHeM ABHTaTeNbHBIX (DYHKLHMI, ¥ MALMEHTOB CO CKIOHHOCTRIO K acripauii,

H/HITH HAXOALUMXCS B 10NY/0€CCO3HATENBLHOM COCTOSHUM (eM. pasaen «Ocolble yKazaHHs»).

IIpumenenue npu HepeMEeHHOCTH M B MEPHOA FPYIHOr0 BCKAPMJIHBAHUS

Eepemennocma

OneiT npumeHeHns Makporoma 4000 y GepemeHHbIX OrpaHuueH. JlaHHbIE AOKIMHHYECKHX
HCCIIEIOBAHHI PEMPOIYKTHBHOII TOKCHYHOCTH HeaocTaTouHel. [IpenapaT MOKeT MPHUMEHATHCS B
nepuon OepeMEeHHOCTH TOJABKO MOC/E TUIATeNbHOH OLEHKH COOTHOLICHHS PHCKa I mioaa H
NONB3bL U1 MAaTEpPH.

[Tepuood apyoHoe0 GCKAPMIUGAHLA

OneiT npuMeHenus Makporona 4000 B meproa rpyaHOTO BCKapMIMBAaHUA OrpanunveH. HenssecTHo,
npoHukaer au  makporojg 4000 B rpyaHoe Monoko. Hene3ds HCKIUHTE  PHCK  JUIst
HOBOPOIKASHHOTO/MTAASHIIA.

[TpenapaT MOKeT NPUMEHSTHCS B MEPHOA IPYAHOrO BCKADMIIMBAHHS TOJBKO B TOM CIy4ae, eCiH
MOJTY4EHHAs! MOJIB3A AMsl MATEPH MPEeBBILAET BO3MOKHBII PHCK ANsl MIIAEHIIA.

DepmiHoce

Hanneix o BnusHun maxporona 4000 Ha GepTHIBHOCTD HET.
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Cnoco0 npuMeHeHHs ¥ 103bI

[IpenapaT MOXKHO MPHMEHSATH TOJIBKO Y B3POCIIBIX MALHEHTOB.

[Ipenapat npegHa3HAueH U IPHEMA BHYTPb.

IIpucomosienie pacmeopa npenapama: COAEPKUMOE OJHOT0 MakeTHKa BBICBINATE B | J1 BOABI H
XOpOLIO pasMelaTh A0 MONHOro pacTBopeHust. [TosyueHHbIH pacTBOP 10/MKEH OBITH MPO3PAYHBIM U
OecuBeTHBIM. AHAJTOTHYHBIM 00pa30M TFOTOBAT HeoOXOAMMOE KONMHYeCTBO pacTtBopa (3 — 4 ),
HCMOAB3Ys TOMBKO Liejble (HepasopeaHHbie) nakeruxu. [(ag momyueHHs 4 1 pacTsopa mpenapara
doprpanc” HeOOGXOMHMMO PACTBOPHTE CONEPIKIMOE 4 NAKETHKOB B 4 J BOJIBL.

Hnst ynyunieHus BKyca pacTBOp Nyqlle NPHHUMATE OXJaMKIEHHBIM.

Pekxomendvemas dosza coctasnsier | maketuk/1 1 pacTBopa Ha 15-20 Kr Maccsl T€Ia NALHEHTA HIH, B
cpenHeMm, 0T 3 10 4 J1 TOIYYEHHOro pacTBopa.

PexoMmeHIyeTcss BBIMHBATH MO OJHOMY IOJHOMY cTakaHy (250 mMn) moayueHHOro pacTsopa
npenapara Kaxaele 15 MHMH 70 MOJHOTO yMOTpeOJeHHs MPHIOTOBIEHHOIO 00BEMa pacTBOpa.
O0bIuHO npueM mpenapaTa 3aHuMaeT 4-6 uacos. [ToHYO 103y MOMKHO pa3aenuTh Ha JBa npuema (2
7 BedepoM H oT | 1o 2 1 Ha cneayromwee yTpo). OOBIYMHO pPEeKOMEHIYeTCs MOCHAeIHHIT mpHeM
nperiapara 3aBepLINTh He MO3JHee, 4eM 3a 3 4 10 NpoBeaeHHs 00CIeI0BaHHUS WIH XHPYPIHYECKOTO
BMelnatenbeTsa. [Ipn oxHOKpaTHOM mMpHeMe MoJHOH A03bl 3-4 1 pacTBOpa NPHHMMAKT BEYEPOM
HAKAHYHE HA3HAYEHHOH MPOLIEAYPHI ¢ BO3MOKHEIM MEPePLIBOM | Hac nocie npHeMa nepseix 2 J.
[1pu BBEIEHHH Mpenapara yepes *enyI0uHblii 30HA CKOPOCTk BBEAEHHA NOJDKHA COCTABIATh 15-20
MJT B MHH.

doprpanc® npeaHasHAueH NS OYMUIEHHS HKETyJOYHO-KHMUIEWHOTO TPAKTa M CIOCOOCTBYET
3BaKYyalHH COAEPKUMOro KHUIeYHHKA Kak rpu auapee. [1epBeril sKUAKUI CTYNI JOMKEH MOSBUTLCS B
TeueHne 1-2 yacos mocsie Hayaga npHema fnpenapara.

Ocodennocmu npumMeHenus y 0moeavHsIxX 2pYynn NAHEHMO0G

Hayuenmer ¢ napyueHusyMu PYHKYUT HOYEK

Heobxoammo cobmoaars NpeaocTOpOKHOCTH NpPH HpHeMe JaHHOTO TPEnaparta y MauieHToB ¢
H3MeHeHHO QyHKuuel nouek.

Moxcunvie nayuenmsl

H3menenue no3e1 He Tpebyertcs.



IloGouHoe peiicTBHE

B nauane npuema npenapata MOTYT Pa3BHTBCA TOIIHOTA M PBOTA. DTH HEKEIATENbHBIE PEAKLIHH
(HP) 00bI4HO npexpaiaoTes NpH NpoAoKEHHH MPHeMa npenapara.

B tabnuue Huxe oboOmens Hanbonee gacteie HP, 3apervcTpHpOBaHHBIE B X04€ KIHMHHUECKHX
HCCAeN0BAHUIT U MOCTPErHCTPAlHOHHOIO HAOMKOAEHHSI.

Yacrora HP ompenenanace COOTBETCTBEHHO chenyroel rpagauuu: o4eHb 4acto (>1/10); wacto
(=1/100, <1/10); neuacro (>1/1000, <1/100), peako (=1/10000, <1/1000), ouens peaxo (<1/10000,

BKAKO4YAA €IHHHUYHBIE CHY‘I'&H), 4acToTa HE YCTaHOBJICHA (OU.BHHTb Mo MMEKIHMCH JaHHBIM

HEBO3MOKHO).
CHCTeMHO-0praHHBIH KIace UacroTa Onucanue HP
HapyweHnuss co cTopoHsl | OQuens vacmo TowmHoTa
JREJTYA0YHO-KHLIEYHOT0 bone B JKHUBOTE
TPaKTAa B3ayrtue xuBoTa
Yacmo ProTa
Hapywenua co cropoubl | Yacmoma ne  yemanosiena | Peakuun MOBBILIEHHOIH
HMMyHHOﬁ CHCTEeMbl (I’J(JCHT])L’ZI-IC‘WPG?,{HOHHbl(-,’ YYBCTBHTC/ILHOCTH
darnmsie) (ana(umakTHYeCKH HIOK,
AHTHOHEBPOTHUSCKUTT OTEK,
KpanuBHHUIA, CBIMb, 3y/1)
[Tepenozuposka

He 651710 coobiennii o mepeno3upoBke.
Tem He Menee, HeoOX0AMMO KOHTPOJMPOBATH TALUMEHTA HA TPEAMET HAPYUICHHI BOAHO-

3/IEKTPOAHTHOrO 0ajaHca U YPOBHS THAPATALMH B CTYUAE MEPEIO3HPOBKH C TSUKEJIOH aHapeeii.

B3aumoaelicTBHe ¢ APYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH

Bpay, nasHauarowwmii npenapar ®oprpanc®, nomkeH ObITh NPOHMHPOPMHPOBAH 000 BCeX
OAHOBPEMEHHO TPHHMMAEMBIX NMALHEHTOM MpenapaTtax nepopanbHo. M3-3a nefictsusi mpenapara
doprpanc® apyrue nepopanbHbIe NPenapaThi MOrYT He a6COPGHPOBATHCA M AOMKHBI TPHHHMATHCS
nauHeHToM GoMbIIe, YeM 3a 2 yaca 10 npuema pactsopa npenapara doprpanc®.

Cnenyer n3berate npHeMa MepopaibHBIX NPENapaTos A0 U rocie npuema npenapara doprpanc®,
MOKa He 3aBepPLINTCH MeAHUMHCKoe obcnenoBanue. D(HGHEKTHBHOCTE MPEnapaTtos, HMEKOLINX Y3KHIi

TepaHeBTI/IlEECKHﬁ HHIOCKC HIIH KOpOTKHﬁ MEPHOI NMOTYBBIBEACHHA, MOKET OBITE CHHIKEHA.




Ocobbie yka3anus

JlMuaM noKUIOro BO3pacTa, MMeLuM ¢1adoe COCTOSHHE 310POBbA, PEKOMEHIYETCS MPHMEHATDH
npenapar TONbKO oA HAONMKASHHEM MeINLMHCKOI0 TepcoHana.

HyxuHo u3berars npuema TBepaoii nuiy, no kpatHeil Mepe, 3a ABa uaca 10 OpUMEHEHHs MpernapaTa
doprpanc® i 10 okoHuaHus obcnenosanns. JlOMyckaeTcs npueM TakHX HAMHTKOB, Kak waii, kode
(6e3 monoka) 1 Apyrux 0e3aJKoroNbHbIX HAMHTKOB.

[Mpenapatr cozepxxut Makporon 4000 (MONMHITUIEHTIUKONB).  ANJEPrUYECKHE  PEAKLUH
(aHadunakTHUECKH T IIOK, AHTHOHEBPOTMHYECKHIl  OTeK, KpanuBHULA, ChIMb)  OBLIH
3aperuCTPUPOBAHBI T10C/Ie HA3HAUSHUS MPENapaToBs, COAEPKAINX MOTHITHIEHITHKOIb.
HeoGxoammo coGmIi0aaTh OCTOPOKHOCTH NPH HasHaueHMH mpemapata ®oprpanc® naumeHTam c
BOCTIA/IEHHEM CITH3UCTOH 000104KH KHIIEYHHKA, B TOM YHCIE, MPAMOH KHUIKH.

[Ipenapat HOMKEH NMPUMEHATHCH ¢ OCTOPOKHOCTBIO M TONBKO MOA HaOMIOASHHEM MEeIHUHHCKOTO
NepcoHana y MalMeHTOB CO CKJIOHHOCTBIO K aCMHpPALHH, Y JIEKAYHX MAlHEHTOB, Y MALHEHTOB ¢
HEBPOJOTHUECKHMH HAPYIIEHHAMH W/HJIH Y NAUHEHTOB ¢ HAPYLIEHHEeM JIBUTaTelbHbIX (DyHKUHIT n3-
3a PHCKA Pa3BHTHS ACTTHPALHOHHON MHEBMOHMH. TaKkHM NMalMeHTaM MpenapaTt BBOAAT B COCTOSHUN
«CHIS» W UePe3 HA30TACTPANbHBIH 30H1.

[TauueHTOB, HAXOMAIMXCA B MOY/0eCCO3HATENBHOM COCTOMHHH, HEOOXOAHMO TIIATENBHO
MOHHMTOPHUPOBATh BO BpEeMs NPHMEHEHHs npernaparta. [Ipu [OSBJIGHHH CHMITOMOB OOMH HJIH
B3AyTHS JKMBOTA CJIEOYeT YMEHbLIMTh CKOPOCTh BBEAECHHS [penapara WIH TMPHOCTAHOBHTH
MPUMEHEeHHE 10 MOMEHTA HCUE3HOBEHHSI ITHX CUMIITOMOB.

Braromaps H30TOHIUECKOMY COCTaBy mperapata dopTpanc®, y MALHEHTOB He OKHIAETCS PA3BHTHS
MEKTPOJUTHOrO auchanaHca nocjie ero npHeMa, 3a MCKIKYEHHEM IAUIEeHTOB H3 TPYMNBI PHCKA
paccTpoiicTBa  BOAHO-3AeKTponHTHOro  Oamanca. TlamueHTam ¢ HAPYLIEHWSMH  BOJIHO-
MEKTPONMTHOTO DastaHca HeoOX0AHMO MPOBECTH COOTBETCTBYIOLLYIO TEPAMUIO JUTSI MX YCTPAHEHH S
neped TpoBEAEHHEM TIpOLEeAyphl OUMIIEHHSl KHweunuka. Ilpemapar creayer MpUMEHsTH C
OCTOPOKHOCTBIO Y MALMEHTOB, CKIOHHBIX K PA3BUTHIO BOIHO-3/ICKTPOIHTHOTO micOananca, HIH Yy
MalUeHTOB, MPHHHMAKLIMX COMYTCTBYIOLIHE JIEKAPCTBEHHBIE NPENapaTthl, KOTOPbIE MOBBIMIAT
PHCK BO3HHKHOBEHHSI HAPYLIEHHS BOJHO-3JIEKTPOIMTHOro OanaHca, BKJIOUAs TMIIOHATPHEMHIO H
rUNOKAINEMHUIO, @ TAK/Ke Y MALHEHTOB, Y KOTOPBIX PHCK Pa3sBUTHS MOOOUHBIX 3dekToB Bhile (Y
MALHEHTOB C HAPYILEHHOH (yHKLHEH novek, ¢ CepAeUHOH HEAOCTATOYHOCTEIO HJIH Y TMALHEHTOB C
COMYTCTBYIOLLEH MOYEroHHOH Tepamueii). [IpuMeHeHHe npenapara Y TakKWX MALHMEHTOB HYKHO

TIIATE/IBHO MOHUTOPHPOBATD.
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OcoOyt0 OCTOPOAKHOCTE HEOOXOMHMO COOMIOAATE Y NAUHEHTOB C CEepAeYHOH H IOo4evHOI
HEeJOCTAaTOYHOCTBIO, TaK KaK B CBSI3H ¢ MEPETPY3KOH KHAKOCTEIO Y HUX CYILECTBYET PHUCK PA3BHTHA
OCTPOTO 0TeKa AerkHx. ONBIT MEIHIIIFHCKOTO MPHMEHEHHS PEenaparad y NaluieHTOB ¢ HAPYIIeHHIMHU
(byHKUMIT TOYEK OTPaHHYEH.

Ipenapatr ®oprpanc® comepsur 1,967 r HATpHS HA TAKeTHK, 4TO HEOOXOAMMO YUHTHIBATH Y
MaHeHTOB CO CTPOTrOil HH3KO-COUIEBOI AHETOI.

SddextuBHocTs M GezonacHocTe mpemapata doprpanc® y mereii B BospacTe o 18 ser e

YCTaHOBJICHA.

Bausinve Ha cnoco0HOCTL YNPABAATL TPAHCIOPTHBLIMH CPEICTBAMH, MEXAHH3MAMH

He ycranorneno.

QOnnako, yuuTeiBas (hapMmakosoruyeckoe nelCTBHe npernapara H BO3MOYKHOCTb MPOSBIEHHS
HEe)KeTaTeNbHBIX peakuuii, cieayer coOMI0IaTh OCTOPOKHOCTh MPH YNPAaBAEHHH ABTOMOOUIEM M

paGOTe ¢ MEeXaHH3MaMH.

®opma BeIMYCKA
[Mopowox anst npUroTOBNEHHS PAcTBOPA A/ NpUeMa BHYTPb, 64 T.
[To 73,69 r npenapata noMewWAlT B MakeTHKH U3 OyMmaru, JaMHHHPOBAHHOH ATIOMHHHEBOI

(hOoNbroii U MOMUITHIEHOM. 4 MAKETHKA BMECTe C HHCTPYKIMEH MOMeLAa0T B KAPTOHHYIO MAUKYy.

YcnoBHA XpaHeHHSs
[1pu Temnepatype He Boiwe 30°C.

XpaHHTE B HEAOCTYITHOM 115l AeTel MecTe.

CpoK roaHocTH
3 rona.

He MPHMEHATE MO NCTEUCHIMH CPOKA TOAHOCTH, YKA3AHHOIO Ha YIIAKOBKE.

Ycenosus oTiycka

OTtnyckator Oe3 penenra.



IIpoussoauTen

Bodyp Uncen Uunactpu (agpec: Opanuus, 28100, dpe).

Bnajejen perdcTpPANHOHHOTO YIOCTOBEPEHHs/OPraHH3auUMsA, NPHHHMAIOWIAS TPeTeH3HH
noTpeduTeIs

Mockosckoe npencrasntensctso komnanuu «MIICEH ®APMA»

B cinyvyae HeoOXOOMMOCTH MPETeH3HH MOTpedUTesIel HanpasiTh B aApec MpPeACTaBUTENbCTBA
komnanuu B Pd: 109147, Mockea, yi. Taranckas, 17-23,

Ten. (495) 258-54-00, daxkc (495) 258-54-01.

PykoBoauTe b rpynmel no peructpaunu JIC

u (hapMakoHAA30pY Antu H. B.
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