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OBUIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITIAPATA
Mecaxon 400, 400 Mr, TabIeTKH, TOKPHITHIE KUIIEYHOPACTBOPUMO# 060T0UKOIA.

2. KAYECTBEHHBIN U KOJIUMYECTBEHHBI COCTAB

Heticmeyoujee sewjecmeo: mecanamus (MecanastH, S-aMUHOCATHIIAIOBAS KHCIIOTA).
Onna Tabnetka conepxur 400 Mr MecaaMuHa.

ITonHeIi CIMCOK BCIIOMOraTeIbHBIX BELIECTB CM. B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKpPBIThIE KUIIEYHOPACTBOPUMOM 0G0I0UKOIA.

TabmeTks KpacHO-KOPMYHEBOTO ILBETA, KPYIJbIE, C JBOSKOBBITYKION MIOBEPXHOCTHIO, Ha
IIONIEPEYHOM pa3pe3e BUAHO SAPO IIOYTH OEI0ro IBeTa.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHuA K IPUMEHEHHUIO

— A36eHnbul Konum: IiedeHWe OOGOCTPEHME Ierkodl u CpelHEH CTENEHH THKECTH U
IOJIAEPIKAHUE PEMHUCCHH.

— bonesnv Kpona: mopnepanue peMHUCCHH.

4.2. Pe:xuM 103MPOBaHMS M CII0CO0 IPHMEHeHHsI
Pexxum no3uposanns

B3pocieie
A36ennviii konum

24 r - 48 v B cyTKH,

Jleyenue oGoCTpeHwmit erKkoit :
Pas[ICNICHHBIE Ha HECKOMIBKO | 6 - 12 TabneTok B CyTKH

144 CpC,IIHCﬁ CTENIEHHU TSDKECTH

IIPUEMOB
12 r - 24 r B cyrkuy,

[Monnepxanue pemuccun Pa3[CNCHHBIE Ha HECKOJBKO | 3 - 6 TabNEeTOK B CyTKU
IIPUEMOB

bonesnv Kpona
[omnepxanue pemuccuu: 2,4 T B CyTKH, Pa3/IeIeHHbIE Ha HECKOJIBKO TIPUEMOB.

[TanueHThI MOXXUIOro BO3pacTta
MosxHo IIPHUMEHATH OOBIYHEIE A03bI IJIT B3POCIIBIX, 32 UCKITIOUEHUEM ITATHCHTOB C BBIPAXKEHHBLIM

HapyIIeHHeM (QYHKIHH MOYeK (CM. paszenst 4.3 u 4.4). O npoBeneHUH HCCIEIOBAHMIA B TpyIIe
UL TIOXKUJIOTO BO3pacTa He COOOLIANOCH.

[etu
Hatubie 06 3¢ dexTUBHOCTH NpHMeHeHus Ipernapata y neTed B Bo3pacTe oT 6 mo 18 njer
OrpPaHUYEHEI.
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Jleyenue obocmpenuil 136eHHO20 KONUMA 1€2KOT U CPeOHell CrmeneHy MmANCecmu

Ho3a ompenensercs HHIUBHIyalbHO, HadalbHas no3a cocraBiaser 30-50 Mr/kr B CYTKH,
pas[esicHHas Ha HECKOJIbKO NMPUEeMOB. MakcumaneHas no3a: 75 MI/Kr B CYTKH, pas[eleHHas Ha
HECKOJIbKO npuemoB. Obmmas 103a He 10DKHA peBbImaTh 4,0 ' B CYTKH.

IToooeporcanue pemuccuu
Hlosa ompenensercs WHOUBHIyalbHO, HadalbHAs H03a COCTaBiseT 15-30 MI/KT B CYTKH,
pasfesieHHas Ha HECKOJIBKO mpreMoB. Obwmas 103a He TODKHA IpeBbunath 2,0 T B CYTKH.

Kax mpasuio, pekomenayercst metam ¢ Maccoii Tena 10 40 Kr Ha3HAYaTh IIOJIOBHHY B3pOCIIOMH
AO3BI, NETAM € Maccoi Tena Gonee 40 Kr - 0OBIHYIO 103y I B3POCIBIX.

Hemu maaowe 6 nem
Pexomennamnuu o 103upoBke OTCYTCTBYIOT.

Cnoco6 npumenenns

[Ipemapat Mecakon 400 npenHasHauen mjis [IpHE€Ma BHYTPb.

Tabnetku cnemyer npornaTbBaTh METHKOM, 3AIMBAST CTAKAHOM BOJIBL, 3a 4ac 70 e[Ibl.

Tabmetku Henb3s pa3eBBIBATh, Pa3NaBIHBATE MK JIOMATD TIEpe.l IPOTJIaTEIBAHUEM.

Ecrmi nprem ofiHOM MM HECKOJIBKHX 103 Mperiapara 651t TPOIYINEH, CIEAYIOLIYIO 103y CIeNyeT
IPUHATE B 00BIYHOE BpeMsl.

4.3. IlpoTuBonokaszanus

- IloBeImIeHHAs YyBCTBUTENBPHOCTH K ACHCTBYIOIEMY BEIIECTBY WIM JHO6OMY W3
BCIIOMOTaTEe/IBHBIX BEIIECTB, IEPEYUCIICHHBIX B pasaee 6.1;

- U3BECTHAsI THIICPYYBCTBUTEIBEHOCTD K CATUIUIIATAM,

- TSDKeJIas MIeYeHOYHAas HeOCTaTOYHOCTE;

- TDKenad nodeqnas Henocraroynocts (CK® menee 30 mur/mun (0,5 mi/cex)).

4.4. OcoOble yKa3aHHsi H MePBI MPEI0CTOPOKHOCTH NPH NPUMEHEHNH

Hapymenune dbyuxuun mouex

IIpenapar He ciiefyeT Ha3HAYATE MAMEHTaM C HapyImeHueM QyHKIHHU [0YeK. Y MalueHToB,

Y KOTOpBIX BO BpeMs NpHEMa IIpernapara yXy[amaercs QYHKIHS [OYek, CIIEMYET YYHTBIBAThH
BO3MOXHOCTE HEPOTOKCHIECKOTO NEHCTBHS MECATA3HHA.

[launenTty pekomenmyeTcs cmaTh aHATH3BI KpOBH (Da3BepHYTHIH OOIMH aHATH3 KpoBH,
OTPEACIUTE MOKa3aTeny GyHKUuU nedenu, Hanpumep, AJIT u ACT u KPEaTHHHH CBIBOPOTKH

KPOBM) M aH&IM3bl MOYH (C TECT-TIONOCKAMH) IO PEIICHUIO Bpaya BO BpeMs JIeYEHHS
IpenapaTom.

Pexomennyercs mposectn momonmmuTensHoe o6cmenoBanue yepes 14 nHell mocne Havama
JICICHHSA U MIOBTOPUTD aHATH3E! ellte 2-3 pasa (¢ 4-HelenbHBIM HHTepBaToM). Eciu pe3y/IbTaThl B
HOPME, DPEKOMEHIYETCS IOBTOPATh AHAIU3BI KAXKIble 3 Mecsa. Ilpu  nosBneHun
AOTOJIHUTE/IPHBIX CHMIITOMOB YKa3aHHBIE aHATH3bI CIIEAYEeT CAATh HEMEIEHHO.

Hedponvruas
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Coobmanock o ciyyasx HeponuTHa3a MPU NPUMEHEHHH MECATAMUHA (MECaNa3uHa), BKIIoUas
100% wmecanasunoBble kamMHH. Bo BpeMms JleueHHs peKOMEHIyeTCs OGECHEYUTh JOCTATOYHOE

HOTpeGJICHP[e KHUIKOCTH.

TspKernble KOXXHBIE peakIuy

Coo6Imanoch 0 TDKENBIX KOXKHBIX HEXelaTelbHBIX PEaAKUHUAX INPH JIEYCHUH MeCaTaMHHOM
(MecanasuHOM), B TOM WYHCIE CHHIPOM Crusenca-/[xoucona (CCJI) u TOKCHYeCKHMii
sUepMalbHbIH Hekpous (TOH).

[Ipenapar cnemyeT OTMEHHTH TpH NEPBOM IMOSBIECHHH NPU3HAKOB U CHUMIITOMOB TSDKEIIBIX
KOXXHBIX PEaKIUH, TAKAX KaK CHIIb, HA KOXE U CIU3UCTHIX 000T0YKAX HIIH JApyTHE MPU3HAKH
THIIEPYYBCTBHTEIHHOCTH.

3aboneBaHuUs JIETKUX
[launentsr ¢ 3aGoneBaHMAMH JIETKHX, OCOGEHHO ¢ OpoHXHaNBbHOM acT™MOM, TpeGyroT
TIIATEbHOTO HAOMOACHHS BO BPEMST JICUCHHUS TIPEMapaToM.

Hapyrrenus co CTOPOHBI KPOBH

O Cceppe3HBIX HapyLIEHHSX CO CTOPOHBI KPOBH COO0WIANOCh O4eHb penko. Eciam Bo BpeMs
JICICHIA y NallMCHTA Pa3sBUBAIOTCA NPU3HAKH M CHMIITOMBI, YKA3BIBAIOLIME HA W3MEHEHHS CO
CTOPOHBI KDOBH, TaKkue€ KaK HEOOBSCHUMOE KPOBOTEYEHHE, IeMaTOMBI, IypIrypa, aHeMmus,
ATATEIPHAA  JIAXOpanka MM 00Nk B TOpie, ClHeNyeT caeiaTh aHAIH3 KpoBu. Jleyenue
Mecaxonom 400 cienyeT HeMeIEHHO MpeKpaTHTD IpY TION03PCHHUH WM HATHYHH HapyIIeHUH
€O CTOPOHBI KPOBH, a IIALUEHT 0JKEH HEMEIEHHO 0GPATUTBCA K Bpady.

Hapyirenune dbyvaknuy neyenu
Cnenyet cobironath OCTOPOXXHOCTH TIPM HAa3HAYEHHM IIperapara IMAlHeHTaM ¢ HapyleHHEM
GYHKIIUY ITeyeHH.

Peaknuu runepuyBcTBATENEHOCTH CO CTOPOHBI ceprina

Mecanamun (Mecanasun) pemxo BBI3BIBaET PCAKIHK THNEPYYBCTBUTENLHOCTH CO CTOPOHBI
CepAna (MHOKAapIUT, IEPUKAPIAT), UMEIOTCS PEKHE COOGLIEHHS 06 atoM. Ecnu npenapar panee
BBISBIBAI PEAKIIMIO THIIEPYYBCTBUTENBHOCTH, €I0 HE CleyeT IPHHAMAT IIOBTOPHO.

TpeGyetcst ocToposkHOCTE mNpH  HasHaYeHHH mpenapata  OONBHBIM ¢ MHOKAPAUTOM W
TICPUKAPANTOM, Pa3BUBIIMMCS Ha QOHE AJTEPriU HE3ABUCHMO OT €€ 3THOIOIHIL

[ToBBINEHHAS YYBCTBUTENEHOCTD K cynbdacanazuny
Y [auMeHTOB C I'HNEPYYBCTBHTENBHOCTBIO K cynbacanasiHy B aHAMHE3e — JieueHHe
MeCajlaMHHOM (MeCala3sHOM) CJIeyeT HAaYMHATH TOJBKO IO TINATEIBEHBIM MEIUIIMHCKUM
HabmoneHueM. Jleyenue CICAYET HEMEMICHHO IIPEKPATUTh MPU IIOSBIECHHH CHMITOMOB
HCTICPEHOCHMOCTH, TAaKUX KaK CIa3Mbl B XKHBOTE, octpas 601k B 06nacTy xmBOTA, JIMXOpajKa,
CHJIPHAs [OJIOBHAA 0OJIb HITH KOXKHAS CHIITb (CM. pasznen 4.8).

S3Ba KCITYKa U NIBEHANATUIIEPCTHOMU KUIIIKHU
HpI/I HaJIUYHUH S3BBI JKEITyaKa Wi lIBCHaI[IIaTI/IHepCTHOf‘i KHIIKHA JICYECHUE CIIEAYET HAYUHATh
OCTOPOXKHO, UCXOOs U3 TCOPETUIECKUX OCHOBAHHUH.
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Hanuune tabneTok B crye

HmeeTcs HECKOTBKO COOOINEHNUI O MOSBIEHNM LENBIX TabIeToK B Kaue. B HEKOTOPBIX CITydasx
9TO OBUIM HE HEPACTBOPEHHBIC TabJIETKH, a MycTas 06010YKa. EC/M NMAHEHT 3aMeuaeT B KaJie
LeNble TaONeTKH, eMy CENYyeT 0OPaTHTBCS K Bpady.

[Mo)xuible manueHTh
[TanmueHTaM MOXHUIIOro BO3pacTa MpenapaT CIE€AYET NMPUMEHATh C OCTOPOKHOCTBIO, C Y4ETOM
TOTrO0, 4T0 Mecakon 400 MOKHO HAa3HAYATH TOIBKO [AaUCHTaM C HOPMaJIbHOH (YHKIIMEH MoYexk.

4.5. BzaumopeiictBue ¢ apyrummu JIEKAPCTBEHHBIMH MNpPENapaTaMH M JApyrHe BHIbI
B3aHMOJEHCTBUS

VcenenoBanus mo B3aMMOZEHCTBHIO HE TPOBOIHITHCH.

Y nmnanuentoB, mnpuHMMaommx Mecakon 400 OMHOBPEMEHHO C a3aTHONPHUHOM WA
6-mepkanTomypusoM (6-MIT) wu THOTYaHWHOM, CIIEy€T y4HTHIBATh, YTO MUENOCYIIPECCUBHOE
ACHCTBHE a3aTHONIPHHA HJTH 6-MEPKANTONyPHHA UITH THOTYaHMHA MOXKET YCHIIUBAThHCS.

Cynmbacanazm{ YMEHBIIAET BCAChIBAHUE OHUTOKCHHA. llaHHBD( O B3aUMOJEWCTBUM JTUTOKCHHA U
ME€CaJla3uHa HET.

MeroTcss  He3HauWTeNBHBIE —[OKA3aTETHCTBA TOro, 4YrO0 MeCala3suH MOXET CHHYXATb
AHTHKOAryJSIHTHBIA 3¢ dekT Bapdapuna.

OnHOBpeMEHHOE IpUMEHEHHE H3BECTHBIX He(POTOKCHYHBIX [pPEmapaToB, TAKUX KaK
HECTCPOH/IHBIC IPOTHBOBOCIATHTENIbHBIE TIPENapaThl, a3aTHONPHH HIIH METOTPEKCAT, MOKET
TIOBBICATD PHCK DPa3sBUTHA MOYEYHBIX peakuuii. ONHAKO, He cOOOINATOCE O KaKuX-1u60
HEXKEATEIbHBIX PEAKIHAX, TOATBEPKIAFOIIHIX TaKOe B3AaUMOIEHCTRHE.

4.6. @epTHABLHOCTH, GepeMeHHOCTD 1 rpyAHOE BCKapMJIMBAHHE
bepemennocts

I[aHHBIX O IIPUMCHEHUH MCCEUIa3PIH-COI[ep)KaH_IHX JICKapCTBEHHBIX perapaToB y 6epeMeHHBIX
JKCHINHH HEOOCTAaTOYHO, XOTSI Y OrpaHHY€HHOI0 YHUCJjia 66peMeHHLIX JKCHINWH, ITPHHUMAaBIIHX
MECallasuH BO BpeMs GCpCMCHHOCTI/I, HEe Halmomanocs Heﬁnaronpmnoro BJIMAHUSI Ha
I[IPDOTCKaHue 6CpeMeHHOCTI/I HJTH Ha COCTOSIHUE IIJIOga UIIH HOBOPOXIEHHOTO.

I[pymx COOTBETCTBYIOIIHUX SITHAEMHUOJIOT HMYECKUX NaHHBIX II0Ka HET.

Ha cerommsmmuuii nens uMeercss oamo cooGmenue o MOYEYHOH HEIOCTATOYHOCTH y peGeHKa,
POKICHHOTO MaTephI0, KOTOpask BO BpeMs GEPEMEHHOCTH ITHTEIBHO NIOJTy4alia BEICOKHE JI03BI
MecanasuHa (2-4 T B CyTKH IIepOpPANBHO).

HCCHCL{OB&HI/IH [IE€POPATIBHOTO IIPUMEHECHHUS Mecajla3zuHa Y ’KUBOTHBIX HE BBISIBUIIU IIPpAMOr0 UIIH
OMMOCpEeN0OBaHHOTO BPETHOTO BO3AECUCTBUSA Ha 6epeM€HHOCTI>, pa3BHUTHE BMGpHOHa/HIIOﬂa, POIBI
HIIA TTIOCTHATaJIbHOE pa3sBHUTHE.
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Mecakon 400 crnenyer mpuMeHATH XEHINMHAM BO BpeMs GepEMEHHOCTH TONBKO B TOM CIIydae,
€CII 0XKUJAeMasl MOJb3a OT HETO MPEBBIIIACT IIOTEHIHATBHEIN PHCK.

['pyiHOE BCKapMIIMBaHHE

N-aneTun-5-aMHHOCAMIIIOBAs KHCIOTA, a TAKKE MECATasuH B HEGOJBIIMX KOIMYECTBAX
[IPOHHUKAIOT B TPYIHOE MOJIOKO.

OImBIT NPUMEHEHHS MeCaTa3HH-COAEPIKAIINX JIEKAPCTBEHHBIX MPEIapaToB B NIEPUOJ] JIaKTaIlHK
OTPaHUHCH, MO3TOMY HENb3S UCKIIOYHTD PEAKUMH THIEPYyBCTBUTEIBHOCTH Y JETEH IPYIHOTO
BO3pacTa, Takue Kak auapes. [lostomy Mecakon 400 crnemyer Ha3HAYATh KEHIIMHAM B EPUO.

TPYAHOrO BCKapMIIMBAHMs TOJBKO B TOM CIIy4ae, €CIIM 0XKHIaeMas IONb3a OT HEro IpPEBBIIIAeT
NOTCHUHMANbHBI pHCK. Ecmi y peGenka pa3sBuWBAeTCsl Auapes, MaTepu CIeIyeT NpEKPATHTH
TPYAHOE BCKApMIIMBAHUE.

4.7. Biusinue Ha CcnoCOGHOCTL YNpPaBJISTDH TPAHCNOPTHLIMH CPEACTBAMH M paboTaTh ¢
MeXaHH3MaMH

Mecakon 400 He oka3bIBaeT BIMAHUE Ha CIIOCOOHOCTD YIPAaBJIATh TPAHCIOPTHBIMU CPENCTBAMH
4 paboTaTh ¢ MEXaHU3MaMH.

4.8. He:xenmaresbHble peaknuu

Kpatkoe onucanue npoduns 6e3omacHoctu

Coobmanocs 06 opraHocIenupUIECKHX amIepruuecKnx PeaKusX CO CTOPOHBI Cep/Ia, JErKux,
[ICYCHH, IIOYCK, IOKETYNOYHOH JKEe3bl, KOKH H MONKOXKHBIX TKaHeW. Y MalMeHTOB ¢
THIICPIYBCTBUTEIBHOCTEIO K CynpdacalasiHy B aHAaMHe3¢ B Hayale JICUCHHS clexyer
HEME/UICHHO [PEKPaTUTh MPUEM MeCalasMHa IPH BO3HHKHOBEHHHM OCTPBIX CHMIITOMOB
HETICPEHOCHMOCTH, TaKHX KakK CIIa3MBbl B XKMBOTE, OCTpas G0Ib B 06IACTH KUBOTA, TUXOPALIKA,
CHJIbHAA TOJIOBHAS OO U CHIIb (CM. paszen 4.4).

CoobImanocy 0 Cepbe3sHBIX HEXENaTeNbHBIX PEaKIUAX CO CTOPOHBI KOXH Ha (oHE Ipuema
Mecajlasuha, BiIOdas CcHHAPOM CrTHBeHCa-JDKOHCOHAa M TOKCHYECKHI SIIHAEPMATHHEL
HeKposu3 (cM. paszen 4.4).

CBosHas Tabauua HeXXenaTenbHBIX peakIui

Huoxe npuseneHs! HexenarensHble peakiuun, o KOTOPBIX COOOIIATIOCH B CEMH JBOMHBIX CIIEIMbIX
H TITH OTKPBITBIX KIMHUYECKHX HCCIENOBAaHUAX C y4acTHeM 674 manueHTOB, IOJTyYaBUINX
KHIICYHOPAaCTBOPUMEIE TaOIETKH, COAEep)KAllMe Mecala3suH (MecanaMuH), a TakXe NaHHBIE
CIOHTaHHBIX COOOIIEHHUH ¥ JMTEepaTypHbIe NaHHbE. [locienHue Gbuln 3apETUCTPUPOBAHEI B
TPYIIIE NallHCHTOB HEU3BECTHOTO pasMepa. YacToTa HX BOSHHKHOBEHHS HEH3BECTHA.

HexenarenbHele peakiuu nmpencTaBieHbl HUKE B COOTBETCTBHH C KJlaccaMHd CHCTEM OpraHoB
MEZIMITUHCKOTO CII0BApS I HOPMATUBHO-TIPAaBOBOH AesTenbHocTH MedDRA.

JUtst onycanus YacTOTHI HeXeNaTeNbHBIX peaKiuil UCIIONB3YETCs CeNyIomas KIacCupUKaIus:
O4enpb yacto (21/10), wacto (ot > 1/100 mo <1/10), HewacTo (ot > 1/1000 mo <1/100), peaxo (ot
>1/10000 no <1/1000), ouens pemxo (<1/ 10000) u wactoTa HeusBecTHa (YacTOTA HE MOKET OBITH
ONpe/ie/IeHa Ha OCHOBAHMH UMEIONIUXCSA JaHHBIX).
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Cucmemno-opzannstii knacce | Yacmoma Hescenamensnsie peakyuu

no MedDRA

Hapymenus co cropons | Hewacto Do3uHodumus

kpoBu u  ymMdaruyeckoi | OueHs penko | U3meHneHue GopMyIsl KpOBH (ariacTHuecKas

CHUCTEMBI AQHEMHS, arpaHyJOLUTO3, MAHIMUTOIEHHUS,
HEHTpomneHus, JIEHKOIICHHS,
TPOMOOIUTONEHHST)

Hapymenus co cropons! | Ouens penxo | Peakrum TUIIEPYYBCTBUTEIBHOCTH, TAKHE KAK

HMMYHHOH CHCTEMEI QIEPruYecKas ChIlb, IMXOPaaKa, CUCTEMHAS
KpacHas BOJTYaHKA, TAHKOJIMT

Hapymenus co cropons! | Hedacto [Tapecresus

HEPBHOM CUCTEMBI Penxo ["os10BHAS 6011, FONOBOKpYIKEHHE

Ouens penxo | [Tepudepuyeckas HeHponaTus

Hapymenus co cropons! | Peaxo Muokapaut, nepukapaut

cepaua

Hapymenus co  croponsr | Ouens pexxo Anneprudeckue ¥ GuOPO3HBIE peakuuu co

ABIXaTeTbHOM CHCTEMEI, CTOPOHBI JIETKHX (B TOM YHCIE OJBIIIKa,

TPYIAHOM KIETKH U OpraHoB Kamens, 6poHXoCIa3M, albBEOHT, JIETOYHAS

CPENOCTEHUS S03MHODUIMS,  JIETOYHblE  MHOUIBTPATEL,
MIHEBMOHUT), [THEBMOHMS, HHTEPCTULHATbHAS
THCBMOHHMS, 303MHOQHIbHAS [HEBMOHHS,
3a00NIeBaHUS JIETKUX

XKemynouHo-kumeqnsre YacTo Hucnencus

HapylIeHUs Hedacro O6octpenne Gonesnm Kpoma, oboctpenue
S3BEHHOT'0 KOJIUTA

Penxo Bone B o6nactu xuBoTa, auapesi, METEOpH3M,

TOIIIHOTA, pBOTAa

Ouens penko

OcTpelit maHKpeaTHT

Hapymenus co  croponsr
NICYCHH M IKETYEBBIBOIALITNX
IyTeu

Ouens penko

W3menenus nokazareseit byHKIUY neveHu
(TOBBIIIEHHE  ypOBHSA TpaHCaMHHA3 W
roKaszarenei XoJjecTasa), TEeaTHUT,
XO0JIECTAaTUYECKHUM IeIaTUuT

Hapymenus co  cropoms
II0Y€K M  MOYEBBIBOIAIINX

Ouens penxo

Hapymenne ¢yuxumu modex, B Tom wmcie
OCTPO€ M XPOHHYECKOE, MHTEPCTULHATBHBIN

nmyTei HeQpUT, HedpoTHYecKuil CHHIPOM H
NOY€YHas HeJOCTATOYHOCTD
Yacrora Hedponuruaz **
HEH3BECTHA
Hapymenuss co  cropomns! | Yacro Kox#as crimp
KOXXH U MOJKOXHBIX TKaHEeH | HeuacTo Kpanusrwuna, 3yn
Penxo DOTOYyBCTBHTENEHOCTE
O4eHb penko | Amomerus (BbIIazmeHueE BosIOC)
Yacrota Cunnpom CruseHca-/[xoHcOHa,
HCHU3BCCTHA | TOKCHYECKHH SIHAepMAIBHEIH HEKpOIIH3
Hapymenns co  cropoms! | Ouens penko | Muanrus, aprpanrus
MBILIEYHOH, CKeNeTHOM U | YacToTa Bomuanounonono6Hsri CHHIIPOM g
COCIMHUTENbHOU TKAHU HCU3BECTHA | MEPUKAPAUTOM M ILIEBPOIEPUKAPIHTOM B

Ka49€CTBE BBIPaXKEHHBIX CHMIITOMOB, a TaKXe
C CBIIIBIO U aprpanmeﬁ

Hapymenus co  cropoms

OueHs penxo

O6parumast onurocnepmus
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PENPOYKTUBHON CHCTEMEI U
MOJIOYHBIX XKeIe3

Obwmue HapyIIECHUS u | Yacto [Tupexcus

PEaKLMK B MECTE BBEICHHUS Heuacto OGocrpenne 3aboneBanus, G0ib B TIpymH,
Hea((HEKTUBHOCTH Ipernapara

JlaGopartopHble u | Yacrorta IloBeIUEHHE YPOBHS KpeaTHHHHA B KpOBH,

HHCTPYMEHTAJIbHBIE aHHbIE | HEU3BECTHA | CHIDKEHHE KJIUpEeHca KpeaTHHHUHA,
TIOBBILICHHE YPOBHS aMUJIa3bl, YBEJIHYECHHUE
CKOPOCTH oceaHus 3PHUTPOLUTOB,

NIOBBIIEHHE YPOBHS JIMIA3bl, IOBBIIICHHE
YPOBHS MOYEBHHBI B KPOBH, CHHIKEHHUE MACCHI
Tena

*CM. Hmke nozpaszen «OnucaHue OT/IETBHBIX HeKeTaTeIbHbIX peaxiuii.
** JlononHUTETBHYIO HHMOPMALMIO CM. B paszerie 4.4,

Onucanye OTACTBHBIX HEXeENIATeNbHbIX PEAKIIHil

Heorpenenennoe KonmuyecTBo mepeurcIeHHBIX BhIIIE HEYKeaTe bHEIX peakiuii, ckopee Bcero,
CBA3aHO C yXe CYIECTBOBABIIMM BOCIAIMTENBHEIM 3a00JIeBaHHEM KHINEYHHKA, a He C
NPAMEHCHHEM MecanasuHa (MecallaMuHa). DTO O0COGEHHO CIpaBETHBO B  OTHOLICHHH
HEMKEIATEEHBIX peakUUH CO CTOPOHBI XKeNTy IOYHO-KHIIEYHOTO TPAaKTa, apTpaJiliy U aJIONEIHH.
YUro6b1 u3Gexars HapymeHuii co CTOPOHBI KPOBH B PE3yJbTaTe YTHETEHHUS KOCTHOTO MO3ra,
[IAOAEHTBl NOJDKHBI HAXOOHUTBCA IIOX TLIATENBHBIM HaGIIONEHHEM BO BpeMs JIEYEHHUS (CM.
pasznen 4.4).

OnHOBpeMeHHOE MpHMEHeHuUe MHEJIOCYTIPECCHBHBIX IIPEIIapaToB, TAaKHX KaK a3aTHONPHH, 6-
MII unu THOTYaHUH, MOKET BBI3BATE JTEHKOMECHUIO (cm. paszen 4.5).

OnnoBpemenHoe mpuMenenue HIIBII, a3aTHONIPHHA U METOTPEKCATa MOXKET YBEIHYUTH PUCK
AIUIEPIAYECKOH PEAKLUK CO CTOPOHBI IOYEK (CM. paszen 4.5).

(DomouyecmeumeﬂbHocmb

Coo6manocs o Goree CEPBE3HBIX pPEAKIIUAX Y HNaOHEHTOB C YXX€ UMEIOIIUMUCS KOXHBIMU
3a60J'IeBaHI/I$IMPI, TaKHUMH KaK aTOIMHYECKHH ACPMAaTUT U aTOMUYECKAsI IK3EeMA.

eTH
OmbIT mo 6€30macHOCTH MpHMEHEHHS MecanasiHa (MecanamMuHa) y neteit orpaHuYeH.
OXHzaeTes, 9To OpraHbI-MUIIEHH BEPOSTHBIX HE)KE/IATETEHbIX peakuuii y nereit 6ynyTt takumu
K€, KaK M y B3pOCHBIX (Cep/le, JIETKHe, [eYeHb, [IOYKH, NOKEITyJOYHAs JKeNe3a, Koxa U
TIOZIKOKHBIE TKaHHU (CM. BbIIe moapaszen «Kparkoe omucanue npoduis 6e3omacHoCTHY)).

Coobuwenun o nodospesaemvix nexcenamenvHpix peakuyusax

BaxxHo coobmars o IONIO3PEBACMBIX ~ HEXENATENBHBIX pEeaKUHIX [I0CIe perucTpanuu
JICKapCTBEHHOTO IpemnapaTa ¢ Ielbl 00ecneqeH s HETIPEPBIBHOTO MOHUTOPUHTA COOTHOIIEHHS
«TIOJIE3a-pUCK»  JIEKAPCTBEHHOTO IIpermapara. MemuiuHECKIM paboTHHKAM peKOMeHyeTcs
CoO0IIaTh O MOMO3PEBAEMBIX HEXKEIATETbHEIX PCAaKIHUAX JIEKAPCTBEHHOTO Mperapara yepes
HallUOHAIIbHBIE CHUCTEMBI COOOINEHHMS O HeXelaTelbHBIX peaKkuusaX TroCyapCTB-4YJIEHOB
EBpasuiickoro skoHOMHYeCcKoro coo3a.

Pecny6imuxa Benapycs

220037, Musck, Toapuimeckuit nep., 2a
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4.9. Ilepeno3upoBka

O mepenosuposke coo6mMANOCH PEAKO (HATIPUMED, TOMIBITKU CaMOyOMHCTBA TIPH MEPOpaTbHOM
TIpUEME BBICOKHX JI03 MECANa3nHa), HO 3TH COOOIIEHHS HE yKasblBAIOT HA MOYCUHYIO HITH
EYCHOTHYIO TOKCHYHOCT. CHeUn(pUIECKOro aHTHAOTA NPU NEPENO3UPOBKE MECATA3HHA He
CYMIECTBYET, JICICHHUE ABIIACTCS CHMITOMATHYECKHM U TIOIEPIKUBAIOLIIHM,

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaHHAMHYeCKHE CBOWCTBA

dapmakoTepaneBTHYECKAN rpynna: KHIIEYHBIE IIPOTHBOBOCIIAIUTEbHEIE IIpenaparhl.
AMWHOCAJIMIIUIIOBAS KHUCIIOTA.

Kon ATX: A07ECO02.

MexaHu3M nelcTBUs

JlexapcTBenHblil mpemapar Mecakon 400 TaOJIETKH, IOKPEITHIE KHUIIEYHOPaCTBOPUMOi
obomoukoH, comepxur 400 Mr  MecanammHa (MecanasuHa), HM3BECTHOTO  Kak
5-aMHHOCANTMIUIOBAs KHCIIOTA, OKA3BIBAET [IPOTHBOBOCHATIMTENBHOE JeHCTBHE. MeXaHu3m
[IPOTHBOBOCIATUTEIBHOTO AEHCTBUS 10 CHX IOP MOTHOCTHEO HE BEISICHEH.

DapmMakoIMHAMUYECKHE CBOMCTBA

Mecanasun unrubupyer nsuwxenue NOJTUMOP(HO-SNEPHBIX JIEHKONUTOB M JIMMOKCHICHA3El B
KJICTKaxX B KOHUCHTPALMH, NOCTHIaeMOH B TONCTOM KHINEYHHKE BO BpeMs JIeueHHs. Taxum
0bpasom, uHrubHpyeTcs 06pazoBanue TIPOBOCIATUTENEHBIX eHKkoTpreHoB (LTB4 u 5-HETE) s
Makpodarax KUIIEYHOH CTEHKH.

B sKCepHMEHTAIBHBIX yCIOBHSX Mecanasuu HHTHOHPOBAT TaKKe LUKIIOOKCUTEHA3y M TeMm
CambIM BBICBOOOXKAeHHe TpomGokcana B2 u npocTarnangusa E2. Knunnyeckoe 3uagenue storo
dpdexra eme He o6BicHeHo. Mecanasun MHTUOUpPYET BBIPaGOTKY (axTopa axTHBamuu
TpombonuToB (OAT). HemasHo 65110 00HapyXeHO, YTO MecalasuH aKTHBHDPYET DPELENTOpEI
PPAR-ramma, xoTopsie MHTHOUPYIOT aKTHBALMIO BOCIATHTENBHBIX peakUuuil B KHIIEYHHUKE,
Mecanasun Takxke sBnsercs AHTHOKCHUIAHTOM; OBLIO BBIABIEHO, YTO 3TO YMEHBIIaeT
00pa3oBaHue MPOAYKTOB, COAEPIKALIUX

aKTHBHBIH KHCIIOPOZ, U y/IalIseT CBOGOIHbIE PaIHKAIIEL

5.2. ®apMaKOKHHETHYECKHE CBOMCTBA

AbcopOrus
Tabnerkn Mecakon 400, mokpsiTble KHIICTHOPACTBOPUMOH 000JI0YKOMH, MOKPBITHI OMHMEPOM

(Oynparut), KOTOpBIH MO3BOJSET MecanaMHiHy (MecanasuHy) BBICBOGOXKIATHCS B YCIIOBUSIX,
korna pH BHYTpH kumeynuka npesimaet 7. Takoe 3HAYCHHE PH mocTturaercs B TepMuHaNBEHOM
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OTZAENE IOJAB3IOLIHOM KHUIIKHA M B TOJICTOM KHILIKE, TIe HaXOoAsTCs Haubosee BaKHBIE O4aru
BOCIAJICHHs] IPU BOCTIATUTENBHBIX 3a0oneBaHusX kumeunuka. CoctaB Tabnetok Mecakon 400
obecnieurBaeT MEHBIIYIO a0COPOLUIO Mecaa3uHa U3 XKeTyJ0YHO-KHIIIEYHOrO TPAKTA.
AGcopbuus mocie nepopanbHOro IpueMa COCTaBIsSeT MpUMepHO 24 %.

Pacnpenenenue
76 % npUHATOH NO3BI Mpemapara OCTaeTCs B [IPOCBETE KHUIIEYHHKA W B TKAHH CIIM3UCTOM

000JIOYKH.

Buotpanchopmarus

Mecanasnt MeTaGomu3upyeTcs Kak B CIU3UCTOH 060NOYKe KMIIEYHWKA, TAK W B MEYEHH 0
HeaKTHBHOro Metabonuta N-aneTui-MecanasyuHa.

Ilocne mpuema oxHokpaTHOM 103BI Mecanasuna 0,8 r (aBe TabneTku Mecaxon 400, IIOKPBITBIX
KHIIE€YHOPACTBOPUMOH 0DOJI0UKOH) y 3A0POBBIX TOGPOBOIBLEB CpenHue 3HAYCHUS Cray U Tia
COCTaBHJIM COOTBETCTBEHHO 720 Hr/mMn u 12,4 waca [uis MecajasMHa U COOTBETCTBEHHO
1000 ur/mn u 13,9 yaca aus N-aneTun-MecanasuHa.

B KIMHHYECKHX HCCIIENOBAHMAX HAGIIONATUCH GOJBIIKE MEKHHIUBUIYAIbHBIE DPa3IHYKSL.
Okono 43% mecanasuna u mpumepHo 78% N-aleTHi-MecanaswHa CBS3BIBACTCS C GeNKaMu
miasmbl. Huskue KoHIeHTparuu MmecanasuHa u N-aleTHI-MecaNa’suH OGBUIH OOHapyXeHEBI B
TPYAHOM MOJIOKE YenoBeka. KIIMHHYEeCKOe 3HAYEHHE 3TOTO HE YCTAHOBIIEHO.

ONMMUHALUSA
[lepron momyBBIBeeHUs Mecana3uHa COCTABISIET OT 9 YacoB (omHOKpaTHas 1o3a) 10 11 wacos

(paBHOBeCHOE cocTosiHME). BeIBeeHHE Mecana3uHa IIPOUCXOUT IIPEUMYIIECTBEHHO C KAJIOM H
MOYOH B BH/IC MECaIa3HHa U ero N-alleTHIMPOBAHHOTO MeTaGo KT,

5.3. JlaHHbI€ JOKJIHHHYECKOH 6€30MaCHOCTH
[Tomumo wuHbOpPMamUM, yXe BKIFOUCHHOH B pasnenel NaHHOM oOlIed XapaKTepHCTHKH
JIEKapCTBEHHOTO ITpenapara, APYruX JONOJHUTENbHBIX JOKITHHUYECKUX NaHHbBIX HET.

6. PAPMAIIEBTUYECKHUE CBOVICTBA

6.1. ITepeveHs BenoMorarebHbIX BeecTB

Kanbuusa pocdar quruapar

Kykypy3Hslii kpaxman

[enmono3a MEKPOKpPHCTAIUTHYECKAS

['anpomeriosa (K-4M)

IToBunmon (K90)

Tanbx ounIeHHEBIH

KpeMHUS THOKCH KOMITOHIHBIIH

Harpus xpaxmanrivkonst

Cocmas o6onouxu

Merakpunosas kucnora conomumep tun C (Dyaparut L 100-55)
Mertakpunosas xucnora conomumep Tum B (Oynparut S 100)
Hubytundranar

Turtana muokcun E 171
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6.2. HecoBmecTumocTn
He npumenumo.

6.3. Cpok rognocTH (CpoK XpaHeHHs)
4 rona.

6.4. Ocobble MepBI PELOCTOPOKHOCTH NPH XpPaHeHUH
XpaHUTB NIpU TeMmrepatype He Bolme 30 °C.,
XpaHHTL B HEIOCTYIIHOM [IIsl JI€Tell MecTe.

6.5. XapakTep u cofep:kanue MePBHYHON YIAKOBKH

Ilo 10 TabnmeTox B KOHTYpHOH Ge3BAUEHKOBOIL YIIAKOBKE U3 (OJBIH  ATFOMHUHUEBOI.
5 KOHTYPHBIX 0€3BsYEeHKOBBIX YIIAKOBOK BMECTE C JIMCTKOM-BKIIABIIIEM MOMEILAOT B MaYKy U3
kapTtoHa (Nel0xS5).

6.6. OcobOble  Mepbl  MpPEIOCTOPOKHOCTH OPH  YHHYTOXXE€HHH  HCIOJIb30BAHHOI0
JIEKADCTBEHHOT0  mnpenapaTa MJH  OTXONOB, MOJYYEeHHBIX MOC/e NpUMEHEHHUS
JIEKAPCTBEHHOr0 NpENnapara, u Apyrue MaHHIYJISIHH C IPeNapaTom

OcoGrle TpeGoBaHHS OTCYTCTBYIOT.

6.7. Yca0Bus 0TIycKa H3 anTek
ITo peuernry.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YIAOCTOBEPEHUSI

OTkpsITOE aKknMoHepHOE 061mecTBO «BopHCOBCKMit 3aBOJl MEIMIIMHCKHUX IIPEIApaTOB )
Pecrry6muka Benapyce, 222518, Munckas o611, T. Bopucos, yi. Yanaesa, 64

E-mail: market@borimed.com

Ten/daxc: +375 (177) 735612, 731156

[TpousBeneno u pacdacosano: Can ®apwma Jlaboparopuc JIta., Uamus.

YnakoBano: OTKpBITOE aKIMOHEPHOE OOMIECTBO «bopucoBckuit 3aBox  MemMUIHHCKHX
[IPENnapaToB»

[Iperensuu noTpeGureneit HanpasisaTe ACPIKATEIIIO PETHCTPALUOHHOTO YAOCTOBEPEHHUS.
8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMSI 22/08/2349

9. JATA TIEPBUYHOW PETUCTPAIIMH (IIOATBEPXXIEHUSI PETUCTPAIINH,
ITEPEPEI'MCTPAILIUN)

Hata nepBudHO# peructpanuu: 26.02.2015.

Hata mocnenuero noaTeepxaeHus peructpanuu: 22.04.2020.

10



HE PB COTTTACOBAHO
MUHUCTEPCTBOM 3IPABOOXPAHEHUS
PECITYBIIUKY BEJIAPYCEH

2056 b-202 ﬁ R~y e
10. TATA TIEPECMOTPA TEKCTA - N____

OO6miast XapakTepUCTHKa JIEKapCTBEHHOTO npenapara Mecakon 400 qoctynHa Ha OQHIHATIBEHOM
CaiiTe yIOJIHOMOYEHHOI'0 OpraHa rocyaapcTBa-wieHa EBpasuiickoro corosa B HH()OPMAIHOHHO-
KOMMYHHUKaMOHHOMH ceTH «MHTepHeT» www.rceth.by.
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