WHCTPYKUWA
no MeauUMHCKOMY NPUMEHEHWIO IeKapCTBEHHOro npenapara

PeructpauuoHHbin Homep: 1 NO14670/01
Toprosoe HaumeHoBaHue: Dopnakc®

MeXayHapoaHoe HernaTeHTOBaHHOe HaUMEeHOBaHue:
MaKporon

NekapcTeeHHanA hopma: NopoLoK ANA NPUroTOBNEHUA
pacTsopa ANA npuema BHYTPb

Cocras:

CocTas Ha 0AuH Naker:

AKTHBHOE BeLYecTBso:

Makporon 4000 - 10,00 r

BcnomorarensHele BeljecTsa:

ApomaTtunaaTtop anensCMHoBO-rpenngpyToBbin® — 0,15
Hatpua caxapuHar - 0,017 r

* CNoXKHblA KOMMOHEHT [anenscuHa macno, rpeindpyTa macno,
anenbcuHa CoK KOHLEHTPUPOBaHHbIA, UMTpanb, auetanbaerua,
nuHanon, aTunbyTupar, a-TepnuHeon, oKTaHanb,
LMC-3-reKCeHon, ManbTOAEKCTPUH, akauum Kameab, copbuTon
(E420), cepbl guokeng (E220), 6yTunrugpokeunanuson (E320)].

Onucaxue

Mopowwok 6enoro unu noytn 6enoro yseTa ¢ 3anaxom
anenscuHa u rperMndpyTa, Nerko pacTsopuMbIA B Boae, €
obpaszoBaHuem 6enoro nonynpo3payHoro pacTeopa.

dapmakoTepanesTU4ecKan rpynna
OcmoTuyeckoe cnabutensHoe cpeacTso (Makporon)
Kopg ATX: AOGAD15.

dapmakonoruvyeckue CBOMCTBA

dapmakoauHamuyeckKue CBOUCTBA:

Bonblwana MonekynApHaA macca makporona 4000 obycnoeneHa
LVTVHHBIMUA IUHENHBIMW NONIMMEePaMK, KOTOPbIE YAEPXUBAIOT
MONEeKynbl BOAbI NOCPEeACTBOM BOAOPOAHBIX CBA3EA.
Bnarogapna aToMy nocne nepopansHOro npuema npenapara
yBenmymeaeTcA 06 bem KULEYHOro CoAepXUMOoro.

O6vem HeabcopbupoBaHHON XUAKOCTY, HAXOAALLENCA B
NPOCBETE KULWEYHUKaA, NoanepXusaeT cnabutensHoe
AevcTeue pacTeopa.

dapmakoKUHETMYECKUe CBOMCTBA:
DapmakoKuHeTU4YeCcKne AaxHbie NOATBePXAaloT, YTO
makporon 4000 He noasepraeTcA HX Xenyao4yHO-KULWLEeYHOM

pe3opbuuu, HKM BuoTpaHcthopmaumm Npu nepopansHoM Npueme.

MNokasaHuA K NPUMEHeH!Io
CumnTomaTnyeckoe neveHune 3anopos y B3pOCNbIX U AeTe ¢
8 neT un cTapuwe.

MpoTuBOonoOKasaHWA

- Cépbe3Hble BocnanuTenbHble 3abonesaHnA KULWeyHuKa
(Takue, Kak A3BEHHbIA KONuT, BoneaHb KpoHa) nnm
TOKCUYECKUA MErakonoH;

- nepcopauua unu yrposa nepgopauum
Xenyao4yHO-KULWEeYHoro TpakTa;

- KULLeYHaA HeNnpoXoAMMOCTb UK NOAO3PEHUE HA KULLEYHYID
HENPOXOAWMOCTb; CUMMTOMATUYECKNA CTEHO3

- BONK B XXNBOTE HEACHOW 3TUONOMUK;

- TUNEePYYBCTBUTENBHOCTD K MaKporony (NOAUaTUNEHI IMKONIO)
unu niobomy 13 KOMNOHEHTOB Npenapara;

- AeTu mnaaue 8 ner.

forlays.

mMakporon 4000

@opnakc®

MNpumeHeHue npu 6epeMeHHOCTH U B NepUoA rpyAHOrro
BCKapM/iuBaHuA

bepemMeHHOCTb

WccnenoBaHuA Y XXUBOTHBIX HE NOKasanu HU NPAMbIX, HU
KOCBEHHbIX BpeAHbIX 3h(heKToB TOKCUYECKOro AeUCTBUA Ha
PENPOAYKTUBHYIO (DYHKLMIO.

CyuiecTByeT orpaHM4eHHoe KONM4eCcTBo AaHHbIX (MeHee
300 ucxopos HepeMeHHOCTH) N0 UCNONL30BAHUIO Npenapara
Mopnakc” y 6epeMeHHbIX XXEHLUWH.

Tak Kak cuctemHoe Bosaeictaue npenapara @opnakc®
ABNAETCA HEe3HAYUTENbHbLIM, HUKaKOro BO3AEUCTBUA Ha
Te4yeHne bepeMeHHoCTH He oxuaaeTcA. Dopnakc” MOXHO
NPUHUMAaTL BO BpemA 6epeMeHHOCTH.

[epvon rpyaHOro BCKapMnmMBaHva

He cywecTByeT aaHHbIx 06 akckpeuun npenaparta Qopnakc” B
rpyAHOE MOMOKO.

CuctemHoe Boagenctene makporona 4000 Ha opraHuam
KOPMALLMX XEHLUWH ABNAETCA HE3HAYMTENbHbIM, NO3TOMY
HWKAKOro BO3Ae1CTBUA Ha OpraHuam
HOBOPOXAEHHOro/MnageHua He oxuaaetcA. Dopnakc™ MOXHO
NPUHUMATL B NEPUOL KOPMNEHWA rPyAbIO.

Cnoco6 npumeHeHunA u Ao3bl

BHyTpb, y B3pocnbix u getei ¢ 8 net u crapwe. Cogepxumoe

1 -2 naketos (10 — 20 r), npeanoYTUTENLHO, B BUAE
OZIHOKPATHOro npuema no ytpam unu no 1 nakety (yTpom u
BEYEepOM) B cnyyae npuema 2-x NakeTos B AeHb.

EXxxenHeBHan 003a A0/MKHA aAanTUpoBaTbCA B COOTBETCTBUM C
KNIMHWYECKUM 3(D(EKTOM N MOXET BapbupoBaTh OT 1 nakera
Kaxabi AeHb (0co6eHHO y aeTen) A0 2 NaKeTOB B AeHb.
CoaepXxumoe Kaxaoro nakera CneayeTt pacTBOpUThL B CTakaHe
BOAEe HenocpeaCcTBEHHO nepea NpPUeMom.

AhcpekT oT npuema npenapata Popnakc” BbipaXeH B Te4eHune
24 — 48 yacos nocne npvema npenapara.

PekomeHayeMblin Kype NeYeHuA ANA AeTen u B3pocbix -

3 MecAua. Y geten Kypc NeYeHnA He AOMKEH NpesblllaTth

3 MecALa B CBA3M C HEAOCTATOYHOCTLIO KNIMHUYECKUX AaHHbIX.
Ecnv cumnTOMbI 3anopa COXPaHAKTCA, HECMOTPA Ha
cnenoBaHve rurueHn4eckum mepam u auete, Heobxoaumo
NPOBEPUTL OCHOBHOW AMArHo3 1 NoAKOPPEKTUPOBATL NIeHEHUe.
Moanepxaxve agpekTa nocne BOCCTaHOBMEHWUA HOPMAabHOW
paboThl KMLWeYHMKa cneayeT OCYLECTBNAThL C NOMOLLbLIO
aKTUBHOro obpasa Xu3Hu u aneTsl, boraTon pacTuUTensHoOM
KNeT4aTKou.

MNo6o4yHoe gencTeme

[MobouHbIe athdeKTbl OT NPUMEHEHUA NEKAPCTBEHHOro
npenapara npeacrasneHbl B Tabnmuax Huxe ¢ 4acToTon:
04eHb YacTo (21/10); yacto (= 1/100 - < 1/10); HevacTo
(=1/1,000 - <1/100); peako (=1/10,000 - <1/1,000); o4eHb peako
(<1/10,000); yacToTa HenasecTHa (He MOXeT BbITb OLeHeHa Ha
OCHOBE MMEILUUXCA AaHHbIX).

[MoboyHble adhdeKTbl, NpeacTasneHHbie B Tabnuue Huxe,
Habnoaanuch NPy NPOBEAEHUN KNMHUYECKUX UCCNea0BaHu
(Bknioyan 600 B3pocnbIx nauneHTos) U Bbinn cobpaHbl BO
BPEMA NOCT-PerncTpaumMoHHOro NnpUMeHeHA. B 0OCHOBHOM,
HeXenaTenbHblie peakuun bl Nerkumu, UMenu
TPaH3UTOPHbLIN XapakTep U B OCHOBHOM Kacanuch
XEenyao4yHO-KULWEeYHOro TpakTa:




CucTemHO-OpraHHbii Knacc | HexxenatenbHble peakuuu

HapyweHuA CO CTOPOHBI XeNyA0YHO-KMLIEYHOr0 TPakTa

YacTto BaayTue xusoTa

Bonb B XuBoTe
[wnapen
TowHoTa

PeoTta

HeoTNoXHbIN NO3bIB Ha
nedekaumio
Henep)xauue kana

HevacTto

HapyweHus TOPOHbI OOMEHa BewecTs U NUTaHuA

Yacto PaccTponcrea
anekTponuTHoro banaMca
(rMnoHaTpuemmA,
runokanuemuna) umnu
obe3BoXxuBaHne, 0COBEHHO Y

NOXWJIbIX NAUMEeHTOB

HapylweHWA CO CTOPOHb!I UMMYHHOW CUCTEMbI

Peakuvu
rUnNepyyBCTBUTENIbHOCTY:
aHa(unakTM4eCKum WOk,
KpanusHuLa, OTeK, Cblifb, 3yA,
apuTema.

YacToTa Hen3BecTHa

[Neauarpuyeckas nonynAUuA:
MoboyHble athhekThl, NPeAcTaBneHHbIe B TabnuLe Huxe,

Habnoaanuch NPy NPOBEAEHUN KNMHUYECKUX UCCNeaoBaHuu,
BKNoYaswux 147 geten B BoapacTe oT 6 mecAues Ao 15 net u
MPW UCNONL30BaAHUK B NOCT-PErucTpauMoHHbIA nepuoa. Kak u
cpeau B3pocrbix, NoboYyHble ahdeKkTsl y AeTen B OCHOBHOM
ObINW HEe3HAYUTENbHbIMKW, TPAH3UTOPHLIMUA U B OCHOBHOM
Kacanucb Xenyao4Ho-KUWeYyHoro TpakTa:

CucTemHO-OpraHHbli Knacc | HexxenarenbHble peakuum

HapylweHua cO CTOPOHbI XXeNya0o4YHO-KULIEYHOro TpakTa

Yacrto Bonb B XuBoTe
Nwapen*
HeyacTto PBoTa
BaayTtue xusoTta
TowHoTa
HapylweHua co CTOPOHbI UMMYHHOU CUCTEMbI
YacTtoTta Heu3BecTHa Peakuuu

rMNepyyBCTBUTENbHOCTH
(aHahMNakTUHECKMIA LLIOK,
KpanueHuua, oTek, Cbinb, 3yA).

* [lnapen MoXeT BbITb NPUYUHON BONE3HEHHbLIX OLLYLWEeHWA B
nepuaHanbHon obnacTtu.

MNepeposupoBka

Bbinu coobuyeHbl 6onb B XuBoTe 1 peoTa. [vapen nocne
npuema npesbILLEeHHON J03UPOBKM NpeKpallaeTcA nocne
NneYeHuA nyTem BpeMeHHOro npexkpaLLeHuns npuema npenapara
WK Nocne yMeHbLUeHUA A03bl.

36bITOYHAA NOTEPA XMUAKOCTW NpW Anapee unu pBoTe MOXET
TpeboBaTh KOPPEKLWWN 3NEKTPONMMUTHBLIX HAPYLEHWUN.

B3aumopeucTeune ¢ ApyrumMu neKapcTBeHHbIMK CpeacTBaMu
He onwucaHo.

[oTeHumansHO BO3MOXHO 3amenniesne abcopbumm
OHOBPEMEHHO MPUHUMAEMbIX NTIEKapPCTBEHHbIX CPeaCTs.
MoaTomy pekomeHayeTca HasHauaTb Dopnakc® cnycTA, no
MEHbLLEen Mepe, 2 Yaca nocne HasHa4yeHua Apyrux npenapaTos.

Ocobble ykasaHuA
OpraHu4yeckue paccTpoucTea Xenyao4HO-KUILEYHOro TpakTa
A0MKHbI BbITh UCKMIOYEHbI A0 HaYana Tepanuu.

[Npenynpexnexue.

Jleyexune 3anopoB C NOMOLLLIO NIeKapCTBEHHbIX NpenapaTos

PEKOMEHA0BAHO TONbKO KakK BCNOMOraTenbHoe CPeACcTBo K

300p0oBOMY 00pasy Xu3Hu 1 aueTe, Hanpumep:

- yBe/IM4YeHne noTpebneHna XuaKoCcTen n Knetyarku,

- aflekBaTHanA (pu3nyeckKan akTUBHOCTb, KOTOpaA crocobeTeyeT
BOCCTaHOB/NEHWIO MOTOPUKM NULLIEBAPUTENBHOMO TpakTa.

B cnyyae pa3suTuA guapeu ¢ 0cob0M OCTOPOXHOCTLIO cneayeT

OTHOCWUTBCA K NauneHTam, NpeapacnonoXeHHbIM K HapyLweHuio

BOAHO-3NEKTPONUTHOro GanaHca (Hanpumep, y NOXunbix

NaUWeHTOoB, Y NaUUEHTOB C HapyLieHnem YHKUMN NeYeHn uam

noYekK, UK NauneHTos, NPUHUMAIOLLUX AUYPETUKK) U

HeobX0AUMO NPOBOAWUTL KOHTPOML YPOBHA 3M1EKTPOSIUTOB.

Dopnakc” He COAePXUT 3HAYUTENbHBIX KONUYECTB YrNeBoao0s

W/nu NoNMoNoe (CaxapHbIX CUPTOB) N MOXET NPUMEHATLCA Y

B0NbHbIX caxapHbiM aAvabeTom Unu y naumeHToB, U3 pauuoHa

KOTOPbIX UCK/IOYEHa ranakrosa.

Ocobble npeaynpexneHvs.

[pn npueme npenaparTos, cogepXalumx makporon, bbinu

coobLieHbl CnyYam runepyyBcTBUTENbHOCTY

(aHathunakTMHECKUA LIOK, KpanueHuua, 0TeK, Cbinb, 3ya,

apuTema).

13-3a npucyTCTBUA COpbUTONAa NaumeHTam ¢ BPOXOEeHHOM

HeNepeHoCUMOCTLIO (OPYKTO3bI HE cneayeT NPUHUMATD 3TOT

npenapar.

3-3a NpUCyTCTBUA Cepbl AUOKCHAA B PeaKUX cnyyanx

BO3MOXXHO BO3HUKHOBEHWE CEpPbe3HbIX annepruyeckmx

peakuui n BpoHxocnaama.

CoobLianock 0 cnyyaax acnupauunu, koraa 6onblion obbvem

MaKporona v aneKTPoNUTOB BBOAWCA C NOMOLLBIO

Ha3oracTpanbHoOro 3oHaa.

[1eTn ¢ HeBPONOrM4ECKUMU HapyLLeHUAMHK, Y KOTOPbIX ECTb

HapyLweHWe rnoTaHuA, NOABEePXEeHbI PUCKY acrvpauuu.

BnuAHWe nekapcTBEHHOro npenapara Ha cnocobHOCTL
ynpas/iATb TPAHCMNOPTHLIMKU CpeaACcTBaMUu, MEXaHM3MaMK
He npoBoaunock uccneaoBaHui, U3y4arowWwmx BNMAHKUE Ha
CnocobHOCTL YNPaBNATL TPAHCNOPTHLIMKU CPeacTBamMu U
mexaHnamamu. OaHako, crocobHOCTb K YrpaBnexuio
TPaHCNOPTHLIMK CPeACTBaMU U MeXaHN3Mamu MOXET ObiTb
CHWXEHa Npu NPOABNEHNN BO3MOXHbIX NOBOYHBIX 3Ch(PeKTOoB
Ha hoHe neveHuA. B aTOM cnyyae cneayeT BO3[AepXaTbCA OT
yrnpasneHnA TPaHCNOPTHLIMKY CPeACTBaMM U MEXaHM3Mamu.

®opma Bbinycka

[opoLoK ANA NPUroTOBNEHWUA pacTeopa ANA Npuema BHYTPb,
10T.

Mo 10,17 r npenapara B NakeTUKW, U3roToBNEHHbIE U3 Bymaru,
NnamuHUpoBaHHON hONLrov antoMUHUEBOWN U NONNITUNEHOM.
Mo 20 nakeTUKOB BMECTE C UHCTPYKUMEN NO NPUMEHEHWIO
MOMELAIOT B KAPTOHHYIO NaykKy.

YcnosuA XxpaHeHun
Mpu Temnepatype He Bbiwe 30° C, B HEQOCTYNHOM AN1A AeTeu
MecTe.

Cpok rogHocTH

3 ropa.

He npuMeHATL Mo UCTEYeHUM CPOKa roAHOCTH, YKa3aHHOro Ha
yrNaKkoBKe.

YcnosuAa oTnycka
OtnyckatoT 6e3 peuenta.

Mpoussogurens
bocpyp Uncew MHaacTpu
Pto 3te BupTtoH, 28100 [ipé, ®paHumA

Bnapenew perucTpauMoHHOro yaocToBepeHun /
OpraHu3auua, npUHUMaoLWan NpeTeH3un ot noTpeburenen
Bnapeney peructpaunoHHoro yaoctosepenua: UMCEH
KOHCBbIOMEP XEJICKEA, ®paHuuA.

OpraHu3auua, npuHumarolan npeteHauun notpebutenen: 000
«INCEH», 109147, Mockea, yn. TaraHckan, a. 17-23
Ten.: (495) 258-54-00, chakc: (495) 258-54-01

SIPSEN

1059262 RV




