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OT 3

(MOCHE .:|.:

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cuodop 500, 500 Mr, TabaeTKH, MOKPHITHIC TIIICHOUYHON 000JIOYKOH.

2. KAUECTBEHHBIN 1 KOJUYECTBEHHBI COCTAB

JleficTBy1OIIIee BEMIECTBO: MET(HOPMUH.

Kaxnas Tabnerka, MOKpbITas IUIEHOUHOW o00ojoukoi, comepxut 500 mr merdopmuna (B BHIE
THAPOXJIOPHIA).

[TonHblii MepeyeHb BCIIOMOTaTeNbHBIX BEIIECTB IMPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGnerku, MOKPHITHIE MJICHOYHOH 000JIOUKOIA.

bensbie, kpyrible, TBOSKOBBIMYKIIbIE TA0JIETKH, TOKPHITHIE IICHOYHONU 000JIOUKOM.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHUIO

[Tpemapat Cuodop 500 mokazaH Kk MPUMEHEHHUIO y B3POCIBIX U neTel crapiie 10 neT il IedeHus
caxapHoro auabera 2 Tuma, OCOOCHHO y TMAIIMEHTOB C OXXHMpPEHHWEM, TpH HeIPPEKTUBHOCTH
TUETOTEPANUU U GU3NIECKUX HATPY30K:

®* B3pOCIBIC: B Ka4€CTBC MOHOTCpAIlMKM HWJIW B COYECTAaHUHU C JPYrUMHU IIEPpOpaIbHBIMU
THIOTTIMKCMUYCCKUMU CPCACTBAMU, NI UHCYJIMHOM;

* JC€TH C 10 neT: B KadecTBe MOHOTCPAIINU UK B COUCTAHUU C UHCYJIMHOM.

[Tpenapat Cuodop 500 nmokazaH K NPUMEHEHHUIO Y B3POCIbBIX U IPOPHUIAKTHKH CaXapHOTo AnadeTa
2 TUMa y MalHUeHTOB ¢ NMPEearuadeToOM C JOTOJHUTEIBHBIMU (DAaKTOPAMHU PHCKA Pa3BUTHS CaXapHOTO
nuabeTta 2 THIa, y KOTOPbIX M3MEHEHHUs o0pa3a JKM3HM HE IMO3BOJIMIIM JIOCTHYb aJIeKBaTHOT'O
TJIUKEMAYECKOTO KOHTPOJIS.

4.2. Peskxum 103MpOBaHUs U cNIOCO0 NPUMEHEeHHUs

PexxuM 03upoBaHus

B3spocnvie ¢ nopmanvroul ¢hynxyue nouex (kiuperc kpeamununa (KK) > 90 mn/mun)

Monomepanus unu 6 cocmage KOMOUHUPOBAHHOU MeEPANnUU 8 COUeMAaHUU C OPYUMU NePOPATbHLIMU
2UNO2TUKEMUYECKUMU CPeOCmB8AMU NPU CAXAPHOM Juabeme 2 muna

OO6bruHas HavanbHas A03a cocrapisaeT 500 Mr 2—3 pasza B CyTKH IMOCJIE HIJIA BO BpeMs ITpUeMa TTUTITH.

Yepes kaxnaple 10—-15 nHell pexkoMeHIyeTcs KOPPEKTHpPOBaTh /103y Ha OCHOBAHUU PE3YJbTAaTOB
OINpENICJICHUs] KOHLEHTpPAllMM TJIIOKO3bl B IUIa3M€ KpOBU. MeNJeHHOe YyBEIWYEHUE J103bl
CIOCOOCTBYET CHI)KEHHUIO KOJTMUECTBA U YMEHBILICHHUIO BHIPAXKEHHOCTH HEXENATebHBIX PEaKIUii CO
CTOPOHBI XKemynouHo-kumeuynoro tpakra (OKKT).
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HexenaTesbHbIX peakuuil co ctopoHsl JKKT cyTounyro 03y ciaenyeT pa3nenuTs Ha 2-3 npuema.
MakcumanbHas peKOMEHJ0BaHHas cyTouHast 103a cocrasisieT 3000 mr, pa3aeneHHas Ha 3 mpueMa.

[TarmenTsl, npuHuMaromue Merdgopmut B go3ax 2000-3000 Mr/cyTku, MOTYT OBITH I€peBECHBI Ha
MpUeM Jpyroro mnpernapata MmerdhopmuHa B 103upoBke 1000 mr.

B cnyuwae mnnaHupoBaHusi mepexola C IpUeMa JPYroro THUIOTJIMKEMHYECKOro Ipernapara:
HEO0OXOAMMO TIPEKPATUTh MPUEM JAPYTroro mpenapara 1 HaunHath npuem npemnapata Cuodop 500 B
J103€, YKa3aHHOM BBIIIIE.

B kombunayuu ¢ uncyrunom

JUisi TOCTMXKEHUS JIyYIero KOHTPOJIS TIIIOKO3bl B KPOBU MET(GOPMHUH U WHCYJHMH Yy MAalUEHTOB C
caxapHbIM AMa0ETOM 2 THUMA MOKHO NPUMEHATh B BHJE KOMOMHMPOBAHHOW Tepanuu. OOblyHas
HaydasibHas n03a npenapara Cuodop 500 cocrasiser 500 Mr 2-3 pasa B CyTKH, B TO BpeMs KaK 103y
MHCYJIMHA NOAOUPAlOT Ha OCHOBAaHMH KOHIICHTPALUMH TIIOKO3bI B KPOBH.

Monomepanus npu npeouabeme

OO6brunas no3a cocrasiser 1000—1700 Mr B cyTKH mocie WK BO BpeMs IIpueMa MUIIH, pa3aeieHHas
Ha 2 mpuema. [Ipu Heobxoaumoctu npuema metdopmuHa B 03¢ 1700 Mr manueHTbl MOTYT OBITh
NIEpEeBEICHBI Ha MIPUEM Ipenapara MeTopMuHa B 103UpoBKe 850 mr.

PekoMeHayercss peryiasipHO MPOBOJIUTH TIMKEMUYECKHA KOHTPOIb ISl OIEHKH HEOOXOIUMOCTH
JAIbHENIIEr0 NPUMEHEHUS Ipenapara.

Oco0ble rpynIibl MalueHTOB

J]uua noosicun0co0 so3pacma

BcernenctBue BO3MOXKHOTO HapylleHUs (DYHKIMM MOYEK y MOXKMIIBIX TMAIlMEHTOB /03y Ipernapara
Cuodop 500 moxbuparoT B 3aBHCUMOCTH OT (PyHKIMU modyek. HeoOxomuma peryrspHas oleHKa
(bYHKI_II/IOHaHBHOFO COCTOSIHHUA ITOYECK (onpeﬂeneHHe KOHIOCHTpAMX KPpCaTUHWHA B IJIa3MC KPOBH HEC
MeHee 2—4 pa3 B roj).

Hauueﬂmbl C NOYEYHOU HeDOCMAmMOYHOCbIO

MetdopMuH MOXKET IPUMEHSTHCS y TIAIIMEHTOB C TIOYEYHOW HEJOCTATOYHOCTHIO CPEHEH CTETICHN
TsokecTd (KK 30—59 mii/MuH) TOJBKO B Cllydae OTCYTCTBHUSI COCTOSIHHI/(aKTOPOB pHUCKa, KOTOPHIE
MOTYT YBEIMYMBATh PUCK PA3BHUTHS JIAKTOANNI03A.

[MaruenTs! ¢ KK 30—44 mn/muH: HavansHas go3a cocrasisier 500 mr 1 pa3 B cyTku. MakcumanbHas
cytouHas no3a coctasiseT 1000 mr, pa3aenennas Ha 2 npuema. [[s mamuenToB ¢ KK 45-59 mu/mMun
MaKcHMaJjbHas CyTouHas a03a cocrasisieT 2000 mr, pa3neneHHas Ha 2—3 npuema, a HadyajabHas 103a
B OOJBIIMHCTBE CIy4YacB — B 2 pa3a MEHbIIIE MAKCHMAILHOM JTO3BI.

@Oynkius nouek (omnpenenenne KK) momkHa oneHMBAThCs 10 Hadana Tepanud METHOPMHUHOM, a
3areM He pexke 1 pasza B roja. Y MAlMEHTOB C MOBBIIIEHHBIM PUCKOM MPOTPECCHPOBAHUS MOYECUHOM
HEIOCTATOYHOCTH W Y TIOXHJIBIX IAlMCHTOB (YHKIHIO TMOYEK CIIEAYeT KOHTPOJIMPOBAThH YaIle
(xaxabie 3—6 MecsLEeB).

Ecmu KK amwxke 30 mur/mMuH, mpueM MeTGOpMUHA TOJKEH OBITh HEMEIJIEHHO MPEKpaIIeH.

KK MakcumanbHas CyToYHas KommenTtapun
MJI/MUH no3a (pa3zaeseHHas
Ha 2-3 npuema)
60-89 3000 mr Jloza MokeT OBITh yMEHBLICHAa NpHU
CHIDKEHHMH (DYHKIIMU TIOYCK.
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45-59 2000 wr Tepex Hb%ﬂoﬁﬁb&nﬁ@ﬂéom’m i
ClIe/yeT ydecTh Bce (DaKTOpPHI, YBEIUYH-

3044 1000 mr BaIOIIME PUCK JIAKTOALN03a. (CM. pa3zel
44.).

Hauanbnag mo3a He JOJDKHA COCTaBIATH
0oJiee TIOJIOBUHBI MaKCHUMaJIbHOW CyTOY-
HOU NO3bI.

<30 - [Tpuem meTdhopmMuHa TPOTUBOIIOKA3aH.

CTH

VY nereii ¢ 10-netHero Bo3pacta npenapatr Cuodop 500 MoxeT NpUMEHATHCA KaKk B MOHOTEPAITUH,
TaK M B COYETaHUH ¢ HHCYIMHOM. OOBbIuHas HadaIbHAas 103a cocTaBisieT S00 mr 1 pa3 B CyTKu mocie
wii Bo Bpems mpuema numu. Yepe3 10-15 queil mocne Havanma JeyeHHs 03y HEOOXOIUMO
CKOPPEKTHPOBaTh HA OCHOBAHMM KOHIIEHTPALMU IUIIOKO3blI KpOBU. MakcuMalpHasi CyTOUYHas 103a
cocrasiseT 2000 Mr, pazzeneHHas Ha 2—-3 npuema.

besonacHocth u 3 (PeKTUBHOCTD NMpUMEHEHHUs Tpenapara y nereid B Bospacte or 0 mo 10 mer
HC YCTAHOBJICHBI. I[aHHI:Ie OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

Jlist mpreMa BHYTpb.

IIpooonscumenvrocms nevenus

[Mpemapat Cuodop 500 cnemxyer mpuHUMATh €XKEeTHEBHO, O€3 mepephiBa. B cirydae mpekparieHus

JIEYCHUS TTAIUEHT JOJDKEH COOOIIUTH 00 ATOM Bpady.

4.3. [IporuBonoOKa3aHus

* TUNEPYYBCTBUTEIHHOCTH K METHOPMUHY WIM JTIOOOMY U3 BCIIOMOTATEIBbHBIX BEIICCTB,
MEPEUYUCIICHHBIX B pazzaene 6.1;

*  1uabeTUYECKHUM KeToaIuma03, TnadeTuIecKas mpekoMa, Koma;

* TI0YeyHas HEJOCTAaTOYHOCTb WM HapymieHue (pyHkimu mnouek Tspkenod creneHu (KK menee
30 mi/mMun);

* OCTpBIE COCTOSIHHUS, TPOTEKAIONIHNEe C PUCKOM pa3BUTHS HApymeHHS (QYHKIUH TOYCK:
neruaparanus (Mpu auapee, pBoTe), TsxKeIble HH(PEKIIMOHHbBIE 3a00JIeBaHM S, MIOK;

*  KJIMHUYECKH BBIPAKCHHBIE MPOSIBICHUS OCTPHIX HJIM XPOHUYECKUX 3a00JI€BaHUI, KOTOPbIE MOTYT
MPUBOJIUTH K Pa3BUTHIO TKAHEBOI TMIIOKCUU (B TOM YHCJIE OCTpas ceplieyHasi HeI0CTaTOYHOCTb,
XpOHUYECKasl ceplieuHasi HeIOCTATOYHOCTh C HECTAOMIBHBIMH IMOKA3aTeIsIMU TeMOIUHAMUKH,
JpIXaTellbHas He0CTaTOYHOCTh, OCTPBIN HHPAPKT MUOKapAa);

e oOmuMpHBIE XUPYprHYECKHE OIepalMd U TpaBMbl, KOIJa II0Ka3aHO IPOBEACHUE
MHCYJIMHOTEpanuH (cM. pasaen 4.4);

*  TEYEHOYHAs HEJOCTATOYHOCTh, HAPYIICHUE (PYHKIIUH I1EYCHU;
*  XPOHHUYECKHH aJIKOTOJIM3M, OCTPOE OTPABIICHUE AJIKOTOJIEM;
* JIaKTOAMa03 (B T. 4. U B aHAMHE3E);

* MpUMEHEHHE B TeueHue MeHee 48 4 10 U B TeueHue 48 4 mnocjie npoBeAeHUs: paaruoOru30TOMHBIX
WIM PEHTTEHOJIOTUYECKUX MCCIEIOBAaHUNA C BBEACHHEM MOJICOAECPKAIIETO KOHTPACTHOTO
BelecTBa (cM. pazzaen 4.5);
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* coOuoaeHne runokanopuitHo auetsl (MeHee 100

* nerckuit Bozpact a0 10 mer.

* OepeMEHHOCTb.
4.4. OcoOble yka3aHusl M1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

Crnenyet co0It01aTh OCTOPOKHOCTh IIPU CIIETYIOIIMX CUTYaLUsAX:

* y sun crapme 60 yeT, BBIMOJIHSIIOUMX TSOKENIylo (u3nueckylo paboTy, 4YTO CBS3aHO C
MOBBILIEHHBIM PUCKOM Pa3BUTHUSA y HUX JIAKTOAIN103a;

* Yy MaMeHToB ¢ nmovyeuyHoi HegoctatodHoCThio (KK 30-59 mur/mun);
* B IEPUOJ IPYAHOTO BCKAPMIIMBAHUS;

* nerckuit Bo3pact ot 10 no 12 ner.

JlakTOoamIo3

JlakToanumo3 sABISIETCS OYEHb PEIAKHUM, HO CEPHhE3HBIM (BBICOKAss CMEPTHOCTh NMPH OTCYTCTBUU
HEOTIIOKHOTO JICUEHUS1) OCTIOKHEHUEM, KOTOPOE MOXKET BO3HUKHYTh M3-3a KyMYJISLIUHA MET(hOpMHHA.
Crnydan nakroarnujo3a mpu npuemMe MeT(GopMHUHa BO3HHUKAIM B OCHOBHOM Yy OOJIBHBIX CaXxapHBIM
IabeToM ¢ BBIPaKEHHOW MOYEYHOM HEAOCTATOUYHOCTHIO.

CrnenyeT y4uThIBaTh U APYTUE CONpPSsDKEHHbIE (DAKTOPBI pUCKA, TaKHe KaK JE€KOMIEHCHUPOBAHHBIN
caxapHblii nuabeT, KeTo3, MPOAOKUTEIHHOE TOJI0JIaHUe, aJKOTOJIU3M, TsDKEeNoe MHQEKIMOHHOE
3a0oyieBaHKE, MEYEHOYHAsl HEJAOCTaTOYHOCTh, JI000€ COCTOSHUE, CBSA3aHHOE C BbIPAKEHHOM
TUNIOKCHEH W OJIHOBPEMEHHBI MpHUEM IMpenapaToB, KOTOPbIE MOTYT BBI3BIBAaTh pa3BUTHE
nmakroanuao3a (cMm. pasnen 4.5). OT0 MOXKET NOMOYb CHU3UTh YacTOTY CIy4yaeB BO3HUKHOBEHMS
JAKTOAM103a.

CrnenyeT yuuThIBaTh PUCK Pa3BUTHUS JIAKTOAIM1032 MPU MOSABICHUH HECTEIM(PUUECKUX MPU3HAKOB,
TaKUX KaK MBIIICYHBIC CYIOPOTH, COPOBOKIAIOIINECS AUCTIETICHYECKUMHU PACCTPOHCTBAMU, OOJIBIO
B )KMBOT€ M BBIPAXXEHHOW acTeHueil. JlakToanmuao3 XapakTepu3yeTcsl aluI0THYECKON OBIIIKOM,
00JIbI0 B J)KMBOTE U TUIOTEPMHUEH C mocieayromeld KoMoil. JIMarHOCTUYeCKMMH J1ab0opaTOpHBIMU
MOKa3aTeIsIMU SBIISIIOTCS CHIbKeHue pH kpoBu (MeHee 7,35), copeprkaHue JIakTaTa B IIa3Me KPOBH
CBBIIIIE 5 MMOJIb/JI, TOBBIMICHHBIE AHUOHHBIN MPOMEKYTOK W OTHOIICHWE JIakTar/mupysar. [lpu
MOAO3PEHUH Ha METa0OIMYECKUN amua03 HEoOXOMUMO TPEKPATHTh MpPHEM METPOpMHUHA U
HEMEJIEHHO OOpaTUTHCS K Bpauy.

TTanuedTEl ¢ MOATBEPKAEHHON MUTOXOHIPHAJILHON ITATOJOTUEN WIH C IIOJ03PEHUEM Ha Hee

[TarmeHTaM ¢  TOATBEP)KACHHBIMH ~ MUTOXOHAPHAIBHBIMU  3a00JIEBaHUSIMHM, TAaKHUMH  Kak
MUTOXOHJIpHalIbHAs SHIe(daIonaTus ¢ JaKTOAlMI030M U HWHCYJIbTONOAOOHBIMU SIU30JdaMU
(cunapom MELAS), a Takke HacieayeMblil 10 MAaTEpUHCKOM JIMHUN CUHIPOM CaXxapHOTo auadeTa u
rryxotel (MIDD), npumenenne mMerdopmMuHa HE PEKOMEHIYETCs BCIEIACTBHE PUCKAa 00OCTpEHUS
JIAKTOAIM1032 ¥ HEBPOJIOTMYECKUX OCIOKHEHUH, KOTOPBIE MOTYT IPUBECTU K YXYIIICHUIO TCUCHHS
3a00JIeBaHusl.

B ciydae nmosiBjieHMsI IPU3HAKOB M CUMITOMOB, yKasbiBaromnx Ha cuHapoM MELAS wnu MIDD
nociae npueMa MeT(hopMHUHA, JEYCHHE MET(GOPMHUHOM CleNyeT HEMEIJICHHO NpPEeKpaTuTh U B
KpaTyaime CpOKH MPOBECTU JUATHOCTUYECKYIO OLIEHKY.

XUpypruyeckue onepaun

[Tpumenenne Mmer(opMHHA JOJIKHO OBITH MPEKPAIIEHO BO BpPeMs MPOBEICHHS XUPYPrHYECKHX
orepaluii Mo oOIeH, CIMHAILHOMN WITH MUy palIbHON aHecTe3uei. Tepamnus MeThOpMHHOM MOXKET
OBITH IPOJIOJKEHA HE paHee YeM yepes 48 4 1mocie XUpypruueckon oneparuy Uil BO30OHOBICHHUS
TpueMa MUY TIPH YCIOBHUH, 4TO (QYHKIIUS MOYEK OblsIa 00cae0BaHa U MpU3HaHa CTaOMIIBHOM.

4
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DyHKIMSI DOYEK

[Tockonbky MeT(hOPMHH BBIBOAMTCS TOYKAaMH, IE€pell HadajioM JIEYeHHUS U pEryJisipHO B
HOCJEyIOIEeM HEOOXOJMMO OIPEEIIATh KIUPEHC KPEeaTHHUHA:

* HE pe’ke OJHOTO pasa B roJl y MalMEeHTOB C HOPMAIbHON (YHKIUEH MOYeK;

* He MeHee 2—4 pa3 B roJ] y MallMEeHTOB C 3HAUEHUSMHU KIIMPEHCa KpeaTHHUHA B MpejesiaX HUKHER
IPaHUIbl HOPMBI, a TAKXKE Y MAI[MEHTOB MOXKUIIOTO BO3PACTa;

*  Kaxzable 3—6 MecAIIeB Y MAalUEHTOB C KIIMPEHCOM KpeaTuHuHA 45—59 Mi/MuH;
*  Kaxzaele 3 Mecsla y MarieHToB ¢ KIUpeHcoM kpeatunuHa 30—44 mur/MuH.
B cnydae knmpeHca kpearnanHa MeHee 30 MJI/MUH TpUMEHEHHUE TIpernapara MpoTUBOIOKAa3aHoO.

[Mpemapat Cuodop 500 ciemyer BpeMEHHO OTMEHHUTHh NMPU HAIWYHH COCTOSHUN, KOTOPBIE MOTYT
M3MEHATh (DYHKIHIO TToYeK (cM. paznen 4.3).

CHuxeHue (QpyHKIMHM MOYEK YacTO HAOJIOJAeTCs y MAIMEHTOB MOXKHIIOTO BO3pacTa U MPOTEKAET
6eccumntomMHo. CrietyeT nposiBIsATH 0CO0YI0 OCTOPOKHOCTH IPU BO3MOKHOM HapyLIeHUH (PYHKLINU
MOYEeK Yy TMOXWIBIX TMAlMEeHTOB, MpU Jerujapataldd (XpoHMUYECKass WU TsDKenas Juapes,
MHOTOKpaTHbIE TPHUCTYIbl PBOTHI), MPH OJAHOBPEMEHHOM IPUMEHEHUM THIOTEH3UBHBIX
JIEKAPCTBEHHBIX CPEJICTB, TUYPETUKOB WIH HECTEPOUAHBIX TPOTUBOBOCIIAIUTEIBHBIX MTPENapaToB.

CepeuHast HEJOCTATOYHOCTD

[TarueHTHI C CEepIeYHON HEIOCTATOYHOCTHIO MMEIOT 00Jiee BBICOKHMI PHCK Pa3BUTUS TMIIOKCUU U
MOYEYHON HEIOCTaTOYHOCTH. [laneHTaM ¢ XpOHUYECKON CepAeYHON HEIOCTATOYHOCTBIO CIEAYET
PETYISIPHO TPOBOJAUTH MOHUTOPUHT CEepACYHON (YHKIUU W (PYHKIHMU MOYEK BO BpeMs MpHeMa
MeTdopMuHa.

[Tpuem merdopMuHa IpU OCTPO CEpACUHON HEAOCTATOUHOCTH C HECTAOMIBLHBIMHU MOKA3aTEISIMU
reMOJMHAMHKH IIPOTHBOIIOKA3aH.

IIpuMeHeHne HoJIcoaepKAITNX PEHTT€HOKOHTPACTHRIX CPEACTB

BuyTpucocyaucroe BBeieHIE HOCOAEPKAIMX PEHTTCHOKOHTPACTHBIX CPEACTB MOXKET MMPUBECTH K
Pa3BUTHIO IOYEYHON HEAOCTATOUHOCTH U KyMYJISILIMM MET(OPMHUHA, YTO MOBBIAET PUCK PA3BUTHS
Jakroanuao3a. MerdpopmMuH He0OOXOIMMO OTMEHHUTD, B 3aBUCUMOCTH OT (PYHKIMHU TOYEK, 3a 48 4 110
WIA BO BpeMs pEHTTEHOJIOIMYECKOr0 HCCIIEAOBAaHUS C TPUMEHEHHEM HOJCOAep KaIIIX
PEHTT€HOKOHTPACTHBIX CPEJICTB, U HE BO30OHOBIAITH NpUEM paHee 48 4 1ocie Hero, MpH YCJIOBHH,
4TO B X0J¢ 00cieoBanus GyHKIMS oYK OblIa MpU3HaHa CTAOMIIBHOM.

HApyrue Mepbl IpeaocTOPOKHOCTH

. [TanmenTam pekoMeHayeTCst IPOAOIKATE COOTIOAATh TUETY C PABHOMEPHBIM OTPEOICHUEM
VIJIEBOAOB B TeueHHe MHs. [lanmeHTaM ¢ M30BITOYHONW Maccoi Tella PEeKOMEHIYETCsl MPOAOIDKATH
coOroAaTh rUNoKanopuiiHyo auety (Ho He meHee 1000 kkan/cyr).

. PexomeHyeTcs peryisipHO POBOANUTH CTaHAAPTHEIEC Ta00paTOPHBIC aHAU3HI TSI KOHTPOJIS
caxapHoro auabera.

. MeThopMUH NP MOHOTEpANHMH HE BBI3BIBACT THUIOTIMKEMHIO, OJHAKO PEKOMEHIYCTCS
MPOSIBIISATh OCTOPOKHOCTh TPHU €r0 NMPUMEHEHWHW B KOMOWHAIIMM C WHCYJIMHOM WM JIPYTHMH
TUIOTIMKEMHYSCKUMH ~ CPEJCTBAMU  (HampuMep,  MPOM3BOAHBIMH  CYJIb()OHHIMOUYCBHHBI,
penariMHUAOM U 1Ip.).

MetdopMHUH MOXET CHMXKaTb ypOBEHb BHUTaMHHa Biz B CBIBOpOTKE KpOBH. PuCK CHMKeHHsA
coZiep)KaHusl BHTaMHUHAa B2 Bo3pacTaeT ¢ TOBBILIEHHEM J103bl MeT()OpMHUHA, YBEIMYCHHEM
IPOJOJKUTEIBHOCTH JICUEHUS] W/WIM y MAlMeHTOB C Halu4ueM (aKkTOpPOB PHCKAa, O KOTOPBIX
M3BECTHO, YTO OHU BBI3BIBAIOT AehuiuT BuTamuHa Biz. B ciydae momo3penus Ha qepUIUT BUTAMUHA

5
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BUTaMHHA B2 B CHIBOPOTKE KpOBH. Y MAalMEHTOB C HAJIWYMEM (DaKTOpOB pHCKAa B OTHOIICHHU
nedunuTa BuUTaMruHa B2 MokeT moTpeGoBaThCs peryssipHblii MOHUTOPHHT. JIeueHrne MmeTpopMuHOM
clieyeT NMpOa0JIKATh JO TEX IOp, OKAa OHO MEPEHOCUTCS MALMEHTOM M HET MPOTUBOIIOKA3AHUI;
COOTBETCTBYIOIIEE JIEUEHHE, KOppeKTupymomee neduuuT BUTaMHUHA B, ciieqyer NpoBOIUTH
COIJIACHO AKTYaJbHBIM KIIMHUYECKUM PYKOBOJICTBAM.

[Ipumenenne mpemnapata Cuodop 500 pexomeHA0BaHO IJsi MPOPUIAKTUKH CaXapHOTO auadera
2 TWMA JHIaM ¢ IPeInadeToM U TOTOTHUTEILHBIME (PAaKTOpAMU PUCKA PA3BUTHUS SBHOTO CaXapHOTO
nuabera 2 Tumna, TaKUMH Kak:

* BO3pacTt > 45 ner;

 uHzaekc Maccsl Tena (UMT) > 30 kr/m?%;

* TeCTAalMOHHBIN caXxapHbIN ArabeT B aHAMHE3E;

* CceMeHHBI aHaAMHE3 caXxapHOTo nuadera y poJCTBEHHUKOB IIEPBOW CTETICHHU;

* MOBBIIIEHHAs KOHLIEHTPALWs TPUTJIMLIEPUIOB;

* CHWXKEHHas KoHIeHTpauus xonecrepuna JITIBII;

* aprepuaibHasi TUIEPTEH3US.

MetdopMuH HE BIMAT HAa (PEPTHIBHOCTh CAMIIOB U CAMOK KpBIC ITPH MPUMEHEHUHU B J103aX, BTPOE
IIPEBBIIIAIOIINX MAKCUMAIbHYIO PEKOMEHIOBAHHYIO CyTOUHYIO 103y JJIS 4EJI0BEKa.

eTu
Jlnarao3s caxapHoro auabdera 2 Tuma J0JKeH ObITh MTOATBEPIK/ICH /10 Havasa JeYeHUsI MET(HOPMUHOM.

B xoze KIMHUYECKHX HCCIeI0BAHNH MPOJOIDKUTENBHOCTBIO | o OBLIO MOKa3aHo, 4TO METPOPMUH
HE BIMSET Ha POCT M MOJ0BOE co3peBaHue. OHAKO, B BULY OTCYTCTBHS JIOJTOCPOYHBIX JaHHBIX,
PEKOMEHI0BaH TIIATEIbHBINA KOHTPOJIb MOCIEAYIOIEr0 BIUSHNAS METOPMHHA Ha 3TU NapaMeTphl y
neTel, 0COOEHHO B MEPUOJI IIOJIOBOTO CO3PEBAHUS.

Haubonee TimaTensHbIii KOHTPOJIh HEOOXOAUM JETsIM B Bo3pacte 10—12 mer.

4.5. BzaumoaeiictBie ¢ JPYrHMHM JIeKAPDCTBEHHBIMM IpenaparamMd M Jpyrue BHIbI
B3aMMOJeHCTBHS

IIpoTHBONIOKA3aHHBIC KOM6I/IHaHI/II/I

Hoocooepocawue penmeenoxonmpacmuvie cpedcmea: Ha (oHe (GYyHKIMOHATLHOW MOYEUHOM
HEJIOCTATOYHOCTH Yy TAIMEHTOB C CaXapHbIM JHAa0ETOM pPaJHOJIOTHYECKOE HCCIEAOBaHNE C
NPUMEHEHHEM HOJICOMEPKAIUX PEHTTCHOKOHTPACTHBIX CPEICTB MOXKET BBI3BIBATH Pa3BUTHE
nakroanuaosa. Jleuenue MeThOpMUHOM HEOOXOIUMO OTMEHUTH B 3aBUCUMOCTH OT (DYHKIIMH MOYEK
3a 48 4 10 WM Ha BpeMs PEHTTE€HOJIOTHYECKOTO MCCIICAOBAHUS C MPUMEHEHHEM HOJICOaepKAIIIX
PEHTT€HOKOHTPACTHBIX CPE/ICTB M HE BO30OHOBIATH paHee 48 4 mocie, MpH yCIOBUH, YTO B XOJE
o0cie1oBaHMsI He ObUIO BBISBICHO YXYIIICHUS (DYHKIIUHU TTOYEK.

HepexkoMmMeHAYyEMBIS KOMOUWHAIUU

Ankozonw: npu OCTpOI>'I aJIKOT'OJIbHOH HWHTOKCHKAIIUN YBCINYHUBACTCA PUCK PA3BUTHSA JIAKTOAINI034a,
0COOEHHO B CiTydJae:

*  HEJOCTATOYHOTO MUTAHMS, COOFOACHUS HU3KOKAIOPUHHON AUETHI;
*  [IEYEHOYHOH HEJOCTATOYHOCTH.
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COJICPIKAIIMX 3TAHOJ.

KoMmOuHarmu, Tpe0vyIoe 0CTOPOKHOCTH

Hexotopsie nexapcTBeHHBIE Tpenapatsl (Hanpumep, HIIBII, BKiIo4as CeJIeKTHUBHbIE MHTUOUTOPHI
nukinookcurenassl (LIOD)-2, uneubumopvr AII®D, anmaconucmol peyenmopos aneuomenzuna Il u
Oouypemuxu, ocobeHHO «nem.iesbie») MOTYT OKa3blBaTh HETaTHBHOE BO3JEHCTBHE Ha (YHKIIHUIO
MOYEK, YTO MOXKET YBEIMYUTh PUCK BOSHMKHOBEHHMsI JaKkToanuao3a. B Hauane u Ha (oHe nedyeHus
TaKMUMHU TpernapaTaMM B KOMOMHAIMU € METGOPMHUHOM HEOOXOJUM THIATEIbHBII MOHHUTOPUHT
(GyHKIMH TIOYEK.

Jlanazon:  He  pEKOMEHIyeTCsl  ONHOBPEMEHHBI  MpHeM  JaHa3ola Bo  u30exaHue
TUNEPIrIIMKeMUYECKOTo AeicTBUs nocienHero. [lpu HeoOxoaumMocTu JedeHus: JaHa30JI0M U 1OCIe
MpPEeKpaIleHusl MpuemMa TOCIeIHEro TpeOyeTcss KOpPpeKIus 1036l MeT(HOpMHHA TOJ KOHTPOJIEM
KOHIIEHTPALIUHU TJIFOKO3bI B KPOBH.

Xnopnpomazun: ipu iprieMe B 00biux 103ax (100 Mr B 1eHB) MOBBIIIAET KOHIIEHTPALIUIO TIIFOKO3BI
B KPOBH, CHUKasl BRICBOOOKIeHHE HHCYIMHA. [Ipu TeueHnn HelpoienTuKaMy U Iocie NpeKparieHus
npreMa MoCcaeTHUX TPeOyeTCss KOPPEKIUs 03Bl Mpenapara Mo KOHTPOJIeM KOHIIEHTPAIUHU TITFOKO3bI
B KPOBH.

I irokoxopmurxocmepoudwvt (I'KC) CHCTEMHOTO W MECTHOTO JEHCTBHUSI CHUXKAIOT TOJEPAHTHOCTH K
TITIOKO3€, MMOBBIIIAIOT KOHIIEHTPAIUIO TIIFOKO3bI B KPOBH, HHOT/IA BBI3BIBAsk K€TO3. Bo BpeMs Teparnuu
I'KC u mocne ee mpekpamieHus TpeOyeTcs KOPPEeKIUs A03bI MeT(OpPMHHA TOJ KOHTPOJIEM
KOHIICHTPALIUH TITFOKO3bI B KPOBH.

Jluypemuxu.: ONHOBPEMEHHBIM NPHEM «IETIEBBIX» TUYPETHUKOB MOXET MPUBECTH K Pa3BUTHIO
JAKTOAIlM103a M3-32 BO3MOXKHOM (DYHKIIMOHAJIILHON IMOYEYHOM HemocTaTouyHOCTH. He criemyer
HauuHaTh Tepanuio MmerdhopmunoM npu KK menee 60 mu/mMuH.

Hnvekyuonnvie ghopmol 6emaz-adpeHomumemuxog: MOBBIIIAIOT KOHIIEHTPALMIO TJIIOKO3bl B KPOBU
BCJIEJICTBHE CTHUMYJISLMU OeTaz-aJpeHOpenenTopoB. B 3ToM ciiyyae HEOOXOOUM KOHTPOJIb
KOHIIEHTPALIMU TIIOKO03bI B KpoBH. [Ipr HE0OX0IUMOCTH PEKOMEHIyEeTCsI Ha3HAUEHUE UHCYJIMHA.

[Ipy ONHOBPEMEHHOM TPUMEHEHUM BBHIIICTIEPEUUCICHHBIX JICKAPCTBEHHBIX CPEJCTB MOXKET
noTpeboBaTbcsi 00sIee YacThli KOHTPOJIb KOHIICHTPAIMK TIIOKO3bI B KPOBH, OCOOCHHO B Havaie
neuenus. I[lpu HeoOxomumocTu 1032 MeT(HOpPMHHA MOXKET OBITh CKOPPEKTHPOBAaHA B TPOIECCE
JICUSHHSI U TIOCJIE €T0 MPEKPAICHUSI.

T'unomensusnuvie JleKapcmeenHuvle cpedcmea, 3a UCKTIOYeHUeM UHSUOUMOPOE
aHeuomeH3uHnpespawaoue2o gepmernma, MOTyT CHUKATh KOHIIEHTPAIUIO TJII0OKO3bI B KpoBU. [1pu
HEOO0XOIUMOCTH CIIeAYeT CKOPPEKTHPOBATH 103y MET(HOPMHHA.

[Ipy OAHOBpEMEHHOM TNPUMEHEHUH METHOPMHUHA C HPOU3BOOHLIMU  CYIbOOHUIMOUEBUHDI,
UHCYIUHOM, akap60301l, caruyuramamy BO3MOKHO Pa3BUTHE TUIIOTJINKEMUH.

Hugeounun noseimaet abcopO1uto u Cmax METHOPMHHA.

Kamuonnwvie nexapcmeennvle cpeocmea (amunopuo, OUeOKCUH, MOPQHUH, NPOKAUHAMUO, XUHUOUH,
XUHUH, PAHUMUOUH, MPUAMMEPEH, MPUMEMONPUM U BAHKOMUYUH ), CEKPETUPYIOIIUECS B TOYCYHBIX
KaHaJIblIaX, KOHKYPHPYIOT C MET(GOPMUHOM 3a KaHAJBIICBbIC TPAHCIOPTHBIC CHCTEMBI M MOTYT
MOPUBOJIUTH K YBEIUYICHHIO €r0 Cax.

Tpancnopmepur opeanuueckux kamuonog (OCT)
Merdopmun siBrsercs cyoctparom oboux TpancmoptepoB OCT1 u OCT2.
OnHOBpEMEHHOE IPUMEHEHNE METPOPMHUHA C:

- uaruouropamu OCT1 (6epanamun) MoxeT ymeHbIIaTh 3 (HEKTUBHOCTH MET(HOPMUHA;
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- uaaykropamu OCT1 (pugpamnuyur) mMoxer yBel HHHBaTBna%(;O?)%MIHJ&@SMI;I; 'Bll}IaIlT
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1 ero 3¢ (HEeKTUBHOCTE;

- uaruoutopamu OCT2 (yumemuouwn, Ooonymezpasup, panonia3ud, MpUMEemOnpuM, KpuzomuHuo,
onanapub, oakniamacsup, 6anoemanu6) MOTyT yMEHbIIATh MMOYEUHYIO SJTMMUHAINIO METHOPMUHA U
TaKUM 00pa3oM MPUBOJUTH K YBEIUYCHUIO TUNIA3MEHHON KOHIIEHTpAIMHA MET(GOpMHUHA.

B cBsi3u ¢ 3TUM peKOMeHAyeTCsl cOOI0AaTh OCTOPOKHOCTh, OCOOCHHO Y MAI[MEHTOB C MOYEYHOU
HEIOCTaTOYHOCThIO, KOTJAa OTH JIGKAPCTBEHHBIC TMPENaparbl IMPHHUMAIOTCS OJHOBPEMEHHO
¢ MeT(OpPMHHOM, TaK KaK BO3MOXKHO IIOBBIIICHHE IUIa3MEHHOM KOHIIEHTPAaLUH MeT(HOpPMHHA.
[Ipu HEOOXOAMMOCTH MOXET OBITh PACCMOTPEH BOMPOC O KOPPEKIHUH 103bI METPOPMHHA, TaK KaK
uHruOUTOPbI/MHAYKTOPEI OCT MOTYT U3MEHATH 3PPEKTUBHOCTh METHOPMHHA.

HekoTtopbie nexapCTBEHHBIE CpPEICTBA CIIOCOOHBI OKa3bIBaTh THIEPTIIMKEMUYECKOE JCHCTBHE WU
IPUBOJUTh K YXYIIICHHUIO TJIMKEMUYECKOro KOHTpoissi. K TakuMm JIeKapCTBEHHBIM CpEACTBAM
OTHOCATCSL (heHOMuUA3UObl, 2NHKAZOH, ICMPOSEHbL, NePOPaAlbHble KOHMPAYENMUesl, QeHUumouH,
CUMNAMOMUMEMUKY, HUKOMUHOBASA KUCIOMA, U30OHUA3UO, OJIOKAMOPbI «MEOJIeHHbIX» KaNbYUeBblX
KAHANI08,  20PMOHbI  WUMOBUOHOU  Jicenesvbl.  [Ipy  OMHOBPEMEHHOM  TPUMEHEHHU
BBIHICTICPCUNCIICHHBIX JICKAPCTBCHHBIX CPCACTB Y MAllUCHTOB, INOJYUAIOIUX MeT(bOpMI/IH, BO3MOXHO
CHIXeHHUE ero A (HEKTUBHOCTH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD W JAKTALMUSA

bepemeHHOCTH

[Ipumenenne merdopMuHa BO BpeMs OepeMEHHOCTH MPOTHBOIOKa3aHO. HeKoHTpoiaupyemsblid
caxapHblii 11abeT BO BpeMsi 0€peMEHHOCTH MOKET IIPUBOIUTH K YBETMUCHUIO PUCKA BOSHUKHOBEHUS
BpPOXKJICHHBIX AHOMAJIUI U NIEPUHATAIIbHOU CMEPTHOCTH.

OrpaHn4eHHOE KOJMYECTBO JAHHBIX CBUAECTEILCTBYET O TOM, YTO NMpPUMEHEHUEe MeT(hOpMHHA Y
OepeMeHHBIX KCHIIUH HE YBEIMUMBACT PUCK Pa3BUTHS BPOXKICHHBIX IIOPOKOB Y JIETEH.

[Tpu muranpoBanny OEPEMEHHOCTH, a TAK)KE B CIIydae HAaCTYIJICHNsI OepeMEHHOCTH Ha (hOHE Ipruema
MeT(opMHHa Ipu npenuadere u caxapHoM quadeTe 2 THIa, IpUMEHeHHE MEeT(POPMHHA JOIKHO ObITh
IpeKpalieHo, ¥ B ciiydae caxapHoro auadera 2 Tumna — Ha3HaYeHA MHCYIHMHOTEpanust. Heobxoaumo
MOJICP)KUBATh KOHIIEHTPAIIMIO TIIIOKO3bI B IJIa3Me KPOBH Ha ypOBHE, Hanbosee OJIM3KOM K HOpME
IUISL CHYDKEHHS PUCKA Pa3BUTHS MaJIb(OpMaIH TUIOAA.

[TaneHTKy ¢ caxapHbIM IUAa0EeTOM CleAyeT MPOUH(POPMHPOBATH O HEOOXOIMMOCTH IOCTaBHUTH
B U3BECTHOCTh Bpaya B ClIyyae HACTYIUIEHUS] OEPEMEHHOCTH.

JlakTamus

Mer¢popMHUH NPOHMKAET B IpyaHOE MOJIOKO. HekenmarenbHble peaki y HOBOPOXICHHBIX IPH
IpyJIHOM BCKapMJIMBaHUU Ha QoHE npreMa MeT(hopMruHa He HaOII0AaHCh.

OnmHako B CBS3M C OrpaHMYCHHBIM KOJMYECTBOM JIaHHBIX, NMPHUMEHEHHWE Tpenapara B HEpUOI
TPYAHOTO BCKapMIIMBAHUS HE PEKOMEHI0BaHO. Perenne o mpekpaieHuy rpyAHOTO BCKapMIIUBAHHUS
JOJDKHO OBITH MPHUHSTO C YYETOM IOJIB3BI OT TPYAHOTO BCKAPMIIMBAHUS M MOTEHIIMAILHOTO PHCKA
BO3HUKHOBEHHUS MMOOOYHBIX 3((HEeKTOB y peOeHKa.

DepTUIBHOCTE

MetdopmMuH He BiusI Ha (EPTUWIBHOCTh CaMIIOB M CAMOK KpbIC NIpU BBEIEGHHH B J103aX
no 600 Mr/kr/aeHb, 4TO MPUMEPHO B TPU pasza MPEBBIIIAET MAKCUMAIbHYIO PEKOMEHIOBaHHYIO
CYTOYHYIO J03Y IS YEJIOBEKA.
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4.7. Bausinue Ha CHOCOOHOCTH YNPAaBJATH Tpa CHODTH[I:IIMPI’ %EBJNETPW 'pagcrranp'c

MeXaHH3MaMU
MoHoTtepanus MeTGOPMHUHOM HE BBI3bIBACT TMIIOIVIMKEMUH, TIOATOMY HE BIHUSET Ha CIIOCOOHOCTh
YIPaBJISATh TPAHCIIOPTHBIMU CPEACTBAMH U PabOTaTh C MEXaHU3MaMH.

Tem He MeHee, ciaeAyeT MNPeNOCTEPEYh MALMEHTOB O PHUCKE THUIIOINIMKEMUW NPU NPUMEHEHUH
MeTGOpMHHA B COYETAaHWU C JAPYTMMHM TUIOMIMKEMUYECKUMHU TIpernaparaMu (IIPOU3BOJHBIC
CyJb()OHIUIMOYEBUHBI, HHCYJIMH, PETIariIuHUL U JIp. ).

4.8. He:xenaTesbHbIE peaKIIuu

Pe3roMe HexemaTenbHbIX pEaKINI

HexxenarenbHble peakiiy, BO3MOXKHBIE Ha (poHe Tepanuu MeT(HOpPMUHOM, pacHpeneseHbl MO
CHCTEMHO-OPTaHHBIM KJIaccaM ¢ YKa3aHHEM YacTOTHI MX BOSHUKHOBEHHS COTJIACHO PEKOMEHIAIUAM
BO3:

oudeHb yacto (>1/10);

gacto (>1/100, Ho <1/10);

Heuacto (>1/1 000, vHo <1/100);

penko (>1/10 000, Ho <1/1 000);

oudeHb peako (<1/10 000);

4acTOTa HEU3BECTHA (HA OCHOBAHUH MMEIOILINXCS TAHHBIX OIIEHUTh HEBO3MOXKHO).
Hapywenus memabonuzma u numanus

YacTo: cHIDKEHHE cosiepkaHus/neunut Butamuna Bio (eM. paznen 4.4).

OdeHp penko: Jakroanuuo3 (TpeOyer mnpekpamieHus JjedeHus). CHMITOMBI JIAKTOAIMI03a
(cm. paznen 4.4).

Hapywenus co cmoponul nepgHou cucmembl

Yacro: HapylIeHue BKyca (METaJNIMYECKUI IPUBKYC BO PTY).

Hapywenus co cmoponul d#ceny0ouno-KuueyHo20 mpakma

OueHb YacTo: TOIIHOTA, PBOTA, AUApEs, OOJIb B )KUBOTE, OTCYTCTBHUE AINIETUTA.

OTU HeXelaTelbHbIE PEaKIMM YacTO BO3HMKAIOT B Hayajie Tepamuu U B OOJBUIMHCTBE CIyyacB
MPOXOIAT CaMOIPOU3BOJIBHO. {15 mpenoTBpaleHns CHMIOTOMOB 103y Ipenapara peKOMEHIYETCS
pacnpenenarb Ha 2-3 mpuemMa BO BpeMsi WM TOCJIE€ OCHOBHBIX NpueMoB nuuy. IlocreneHHoe
YBEIIMYEHHUE J103bl YIIYUIIaeT ePEeHOCUMOCTh Iipenapara co ctoponsl KKT.

Hapywenus co cmoponul neuenu u scenuesvi8o0auux nymet

Ouenp penko: oOpaTHMble HapymleHUs (QYHKIUM TEYeHH, BBIPAKAIOUIMECS B IOBBIIICHUU
aKTHBHOCTH «TIE€YCHOYHBIX)» TPAHCAMUHA3, WM TEMATUT, IPOXO/IIHE MOCIe PEKpaIleHHs IpruemMa
MeT(QOpPMHHA.

Hapywenus co cmopoHbl Kodicu u nOOKOACHBIX MKAHElU
OueHb peKo: KOXKHBIE PEAKIINH, HAIIPUMED, 3pUTEMA, 3y, KOXKHAs CHIIIb.
eTH

CornacHO JaHHBIM, IOJYYEHHBIM B XOJI€ IOCTPETUCTPALMOHHOTO INPUMEHEHMSI M pe3ysbTaTaM
KOHTPOJIMPYEMBIX KIMHUYECKUX MCCIEJOBAHUH, IPU IPUMEHEHUH MET(GOpMHUHA B TeueHue 1 roxa y
nerei B Bo3pacte 10—16 neT xapakrep M BbIpaKEHHOCTb HEXKEJIATEJIbHBIX PEaKIIMA COMOCTaBUMa C
TaKOBBIMU JUISI B3POCIIBIX.
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COO6HI€HI/IC 0 IMOA03PEBACMBIX HEXKECIIATCIbHBIX PCAKIIMAX

BaxxHo coo0maTh 0 MOJ03peBaeMbIX HEXKENATEeIbHBIX PEaKIUSAX IMOCJIe PErncTpaliy Ipernapara
C TIenpl0 o0ecreueHHuss HEMPEephIBHOIO MOHHTOPHHTA COOTHOIICHHS «IOJIb3a — PHCK»
JIEKapCTBEHHOTO Tpemnapara. MeauImHCKUM pa0OTHUKAM PEKOMEHIYeTCs cooOIIaTh O JHOOBIX
MOJI03PEBAEMbIX HEXKENATeIbHBIX PEaKIMAX JIEKAPCTBEHHOTO Mpernapara uepe3 HaIMOHAIbHBIC
CUCTeMBI COOOIICHHSI O HEXENaTelIbHBIX pEaKIUsiX TOCYAapCcTB — uUJIeHOB EBpasuiickoro
HSKOHOMHYECKOTO CO03a.

Poccuiickas @enepanns

denepanpHas cayx0a o Haa30py B chepe 3apaBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBstHCKasl Iiomaip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru

Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MHTepHeT»: www.roszdravnadzor.gov.ru

Pecny6niuka ApmeHust

I'HKO «lleHTp 3KCnIepTU3bI JIEKAPCTB U MEAUIIUHCKUX TEXHOJIOTHUI»

Anpec: 0051, r. EpeBan, np. Komuraca, a. 49/5

Tenedon: + (374 10) 20-05-05, + (374 96) 22-05-05

OnexTpoHHas noyra: vigilance@pharm.am

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «IHTepHeT»: www.pharm.am

Pecrry6nuka Kazaxcran

PI'TT na IIXB «HauuoHambHBIM LEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
m3nenuwity  Komurera MemuuuHCKOrO ©  (PapManeBTUYECKOTO KOHTpoONisi MuHHUCTEpCTBa
3npaBooxpanenus Pecnybonuku Kazaxcran

Anpec: 010000, r. Actana, yn. A. manosa, 1. 13

Tenedon: +7 (7172) 235-135

OnexrponHas noura: farm@dari.kz

Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHKAIMOHHOM ceTn « MHTepHeT»: www.ndda.kz

Keipreizckas PecryOnuka

JlemapTaMeHT JIEKApCTBEHHBIX CPEICTB W MEOUIMHCKUX M3Aenudl 1npu MuHHCTEpCTBE
3npaBooxpanenust Keipreizckoit PecryOmmiku

Anpec: 720044, r. bumikex, yia. 3-s1 auHus, 1. 25

Tenedon: + (996 312) 21-92-88

Tenedon obmero ornena: +(996 312) 21-05-08

OnexrponHas noura: pharm@dlsmi.kg

Caiit B mH(GOPMAIIMOHHO-TEIICKOMMYHHKAIMOHHOM ceTn « MHTepHeT»: www.dlsmi.kg

4.9. Ilepeno3npoBka

CHUMIOTOMBI

[TIpu nmpumenenun merdopmMuHa B g03e 710 85T (B 42,5 pa3a mpeBbIIIalOmel MaKCUMAaJIbHYIO
CYTOUHYIO J103y) pa3BUTHsI THIIOTIIMKEMUHN He Habmoganock. OJHAKO B 3TOM Cllydae HabIoAaIoch
pa3BUTHE JIAKTOALN03a. 3HAUUTEIbHAs Iepe03UPOBKA HITH CONPSDKEHHBIE (DAKTOPBI pUCKa MOTYT
MIPUBECTH K Pa3BUTHUIO JIAKTOAIN 1032 (CM. pazzaei 4.4).

Jleuenue

B cnydae mosiBieHus NpU3HAKOB JAKTOAIMI03a, MPHEM MpernapaTa HEOoOXOJUMO HEMEIJIEHHO
MPEKPATUTh, MAlMEHTa CPOYHO TOCIHUTAIU3UPOBATH M, ONPEACIUB KOHIICHTPAIMIO JaKTaTa,
YTOYHUTH Tuarno3. Hanbonee 3 peKTHBHBIM MEPOTIPUSATHEM I10 BHIBEJICHUIO U3 OPraHU3Ma JaKTaTa
1 MeTdopMUHA SABIsIeTCS reMoauanu3. [IpoBoasT TakKe CUMIITOMATUYECKOE JICUCHHUE.
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5. DPAPMAKOJIOTMUYECKHUE CBOMICTBA (MOCTIEQOBATENEHOCTS 0011)

5.1. ®apmakoanHaMHuYecKHe CBOICTBA

dapmakoTepaneBTUYeCcKas Tpymia: CpeCTBa Ui JEUEHUs caXapHOro quabeTa; rUMnorIuKeMIuecKre
CpeAcTBa, KpOME MHCYJIMHOB; OUT'yaHHIbI.
Kox ATX: A10BA02

MexaHn3M OeliCTBUS

MeTtdopMUH TOBBIIIAET YYBCTBUTEIBHOCTh MEPUPEPUUYECKUX PELENTOPOB K HHCYIHUHY H
YTHIIU3AIHIO TJIIOKO3bI KJIETKaMH (0COOEHHO B MBIIIEYHOM TKaHU). CHIKaeT BBIPAOOTKY TIIFOKO3bI
MEYEeHbIO 3a CYET MHTMOMPOBAHUS TIIOKOHEOTeHe3a M INIMKOTEHOIU3a. 3aepKUBAeT BCAChIBAHHE
[JIIOKO3bl B KHUIIEYHHKE. MeT(POpPMHH CTUMYJIUpPYET CHHTE3 TJHMKOIeHa, BO3JCHCTBYS Ha
[JIMKOT€HCUHTETA3y.

VYBeanuuBaeT TPAHCIIOPTHYIO CMKOCTb HCCKOJIBKUX THUIIOB MCM6paHHBIX MNEPEHOCUYUKOB I''TFOKO3bI.

dapmarogmnHamMuyeckue 3O HEKTHI

MetdopMUH CHHXKAET TUIEPIIUKEMHIO, HE MPHUBOAS K Pa3BUTHIO TUIOTIIMKEMUHU. B orTnuume ot
INPOU3BOAHBIX CyIb(OHUIMOYEBUHBI, HE CTHMYJIHPYET CEKPEIHI0O WHCYJMHA M HE OKa3bIBacT
THIIOTIIMKeMHYEeCKOro 3¢ ¢ekra y 370poBbIX sofecil. Oxa3piBaeT OMaronpusiTHHIA SPQexT Ha
MeTaboJIM3M JIMIUIOB: CHIDKACT KOHIIGHTPAIMIO OOIIEro XOoJeCTepHHA, JHUITONPOTEHHOB HU3KOM
IUIOTHOCTH U TpurimiepuaoB. Ha ¢pone npuema meropmuHa Macca Tena nanueHTa Jubo ocraercs
CTaOWIBHOM, JMOO0 yMepeHHO CcHmkKaercs. KiMHUYecKHe uCClIeloBaHUS IIOKa3adl TakKxkKe
3¢ deKTUBHOCTH MeTHOpMHUHA [T TPOPUIAKTUKN caXxapHOro quadera y MalnueHToB ¢ npeanadbeToM
C JIOTIOJTHUTENIFHBIMH (DaKTOpPaMH PHCKA Pa3BUTHS SBHOTO caxapHOro nuabera 2 THIa, Y KOTOPBIX
U3MeHeHHne 00pasa KHU3HHU HE TO3BOJIMIO JOCTUYb aJIeKBATHOTO IIMKEMUYECKOTO KOHTPOJIS.

5.2. ®apmMakOKHHEeTHYECKHE CBOMCTBA

AOGcopOrms

[Tocne mpuema BHYTph MeTdopmun abcopoupyercs u3 JXKT gocrarouno momno. Jlomst
HEeBCOcaBIIerocs MeThopMHuHa, OOHAPYKEHHOTO B Kaie, coctapisieT 20-30%. [Iponecc BcachiBaHus
MeThOpMUHA XapaKTepU3yeTcsl HAChIaeMOoCThio. [Ipeanonaraercs, 4To (hapMaKOKWHETHKA €ro
BCcachiBaHMs HelnHeWHa. MakcumanbHas KoOHIEHTparus (Cmax) (TpUMEpHO 2 MKI/MII WM
15 MxMoub) B Tu1a3mMe KpoBH AocTuraercs uepes 2,5 4. [Ipu npuMeHeHnH B pEKOMEHIyEMBIX 033X
paBHOBECHAsl KOHIIEHTpaIus METGOPMHUHA B IJIa3Me KPOBH JIOCTHTAeTCA B TeueHue 24-48 4 u, Kax
MPaBWJIO, HE MpeBBIMACT | MKI/MiI. AOCONIOTHAST OMOIOCTYMHOCTh Yy 3IO0POBBIX JAOOPOBOJIBIICB
cocraBisieT 50-60 %. [Ipu ogHOBpeMEHHOM IpHeMe MUK abcopOuust MeTGOpPMHUHA CHUXKAETCS U
3aJIepKUBAETCSI.

Pacnopenenenue

MetdopmMuH OBICTPO pacripenenseTcsi B TKaHHW, MPAKTUYECKH HE CBA3BIBACTCS C OeIKaMH IJIa3Mbl
KpOBH. Cmax B KpOBU HUXKE Cmax B IIa3M€ KPOBU M JOCTUTA€TCSA NPUMEPHO 3a TO K€ BPEMS.
MetdopMuH MTPOHUKAET B 3PUTPOLUTHI. BeposATHO, SpUTPOIUTHI MPEACTABISIIOT COO0H BTOPHUUHBIN
KOMITApTMEHT pacnpenencHus merdopmura. CpeaHuii 00beM pacrpeesieHus cocTaBisieT 63—276 1.

Buorpancdopmarust

[Togsepraercst MmeTaboNMM3My B OYE€Hb CJIA00W CTETIEHH, METAa0OIMTOB B OPraHU3MeE HE OOHAPYKEHO.

ONUMUHALMSA

BriBoanTCS MpenMyIiecCTBEHHO TOYKaMH B HEM3MEHEeHHOM Buie. KitnpeHc metdopMuHa y 310pOBBIX
no6poBoJbieB coctaBiser Oonee 400 mi/MuH (B 4 paza Gojblle, 4YeM KIUPEHC KPeaTHHHHA), YTO
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CBUJICTEIILCTBYET O HAJIMYWUA AKTHUBHOW KaHAJIBIIEEBOMN d&%rﬂﬁﬂ%ﬂﬂ' %H‘?ﬁlﬁeﬁel&h

COCTABJISICT MPUOIU3UTENHHO 6,5 4.

IloyeuHas HeJOCTATOYHOCTD

[Ipu HapymeHuH QYHKIMM MOYEK KIMPEHC MeT(HOpMUHA YMEHBIIAETCS MPONOPIHOHAIBEHO
KIIMPEHCY KPEaTHHHUHA, COOTBETCTBEHHO, MEPUOJ IOJIYBbIBEACHUSA YBEIUYUBACTCA, KOHLICHTPALIU
MeT(GOpMHHA B IJIa3Me KPOBH MOBBIIIAETCS, TOBBILIIAETCS PUCK €T0 KYMYJISAIHH.

CTH

IIpu omHOKpaTHOM mnpuMeHeHHH B Jo03e 500 Mr y neredl (apMakOKMHETHYECKHE MHapaMeTphl
MeT(GOpMHHA ObUTH CXOJHBI C TAKOBBIMHU Y 3JJOPOBBIX B3POCIIbIX.

IIpu MHOrOKpaTHOM npuMeHeHUH B 103€ 500 Mr 2 pa3a B cyTku B TeueHHe 7 AHeH y AeTed Cmax U
IJI0IAIb TTO KpUBOM «KOHIEHTparusa-Bpems» (AUCO-t) MeropMuHa ObUTH CHUKEHBI PUMEPHO
Ha 33% u 40% COOTBETCTBEHHO, 110 CPABHEHHUIO CO B3POCIIBIMH MAIIHEHTAMH C CaXxapHbIM T1a0eTOM,
KoTOpbIe oydanu MeTdhopmuH B 1o3e 500 mr 2 pa3a B cyTku B TeueHue 14 queid. [Tockonbky m03a
MeT(GOpMHHA TOIOUPAETCs MHANBUIYaTbHO HA OCHOBAHUH MIOKa3aTeIel INIMKEMUYEeCKOT0 KOHTPOJIS,
MOJTy4YEeHHbIE TaHHbIE UMEIOT OTPAHUYEHHYIO KIMHUYECKYI0 3HAUUMOCTb.

5.3. JlanHbI€e JOKJIMHUYECKOI 0€30MaCHOCTH

B OKIMHUYECKWX [AaHHBIX, TMOJYYCHHBIX [0 pe3yJibTaTaM CTaHJAPTHBIX HUCCIICIOBAHHIMA
dbapmakomornyeckoii  0€30MacHOCTH,  TOKCHYHOCTH  NpPU  MHOTOKPAaTHOM  BBEJACHHUHU,
F€HOTOKCUYHOCTH, KAHIIEPOT'€HHOTO TMOTEHLHANa M PENpPOAYKTUBHOM UM OHTOIE€HETHYECKOM
TOKCUYHOCTHU OCOOBIN Bpe[ /1715l 4eJIOBEKa HE BHISIBIICH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BcnoMorareJibHbIX BellleCTB

AHopo:

THIIPOMEIII03a

moBUI0H (3HaueHue K=25)
MarHusi creapar
IInenounas obonouxa:
THIIPOMEIIII03a

Makporois 6000

TuTaHa guokcund, E 171

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHECHUH

XpaHUTh IpU TeMreparype He Boiie 25 °C.
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6.5. XapaxkTep u coaepkaHue YNaKOBKH

I[To 10 TabneTrok B KOHTYpHYIO siueiikoByto ymakoBky (6muctep) [[IBX-menka/pomnbra
aJTIOMHUHHUECBASA |.

ITo 3, 6 nnu 12 6IUCTEPOB C TUCTKOM-BKIIA IBIIIEM B KAPTOHHOM MMayKe.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPU YTHIH3AMUM MCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara wjiM OTX0A0B, MOJYYEHHBIX MOCJIe NMPUMEHEHHUsl JEeKAPCTBEHHOI0 mpemnapara u
Apyrue MaHMIYJISIIMU € IpenapaToM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

I'epmanus
bepmun-Xemu AT
I'munukep Ber 125
12489 bepaun

7.1. IIpeacTaBuTENb AepPKATE/IsI PETHCTPAIMOHHOTO YA0CTOBEPEeHHUs!

[IpeTen3un motpeduTeNel HAIPaBIATh 0 aIPeECy:

Poccuiickas @enepanus

00O «bepnun-Xemu/A.MeHapuHn»

Anpec: 123112, r. Mocksa, [Ipecnenckas madepexkHnas, 1. 10, B «bamras na Habepexnoit», biok b
Tenedon: + 7 (495) 785-01-00

®axc: + 7 (495) 785-01-01

OnektpoHHas nmoyra: office-russia@berlin-chemie.com

Pecny6niuka ApmeHust

ApwmsiHcKOe npeacTaBuTesibcTBO AO «bepnuH-Xemuy»
Anpec: 0010, r. Epean, yin. Apamu, 1. 4, k8. 3

Tenedon: + (374 11) 500-771, +(374 11) 500-773

®axkc: + (374 11) 500-772

OnektpoHHas noyra: office-armenia@berlin-chemie.com

Pecrrybnuka Kazaxcran

Oumnan AO «bepaun-Xemu Al B Pecniyonmke Kazaxcran

Anpec: 050051, r. Anmatsl, yi. Jlyranckoro, 1. 54, korremx Ne 2
Tenedon: +7 (727) 244-61-83, +7 (727) 244-61-84, +7 (727) 244-61-85
On. nouta: Kazakhstan@berlin-chemie.com

Ksiprezckas Pecy6imka

[IpencraButensctBo Komnanuu « BERLIN-CHEMIE AG» («BEPJIMH-XEMU AI'») B
Koipreisckoit Pecy6nnke

Anpec: 720011, r. bumkek, yn. U6panmona, 1. 103, BII «Victory», oduc 3-1

Tenedon: +(996 312) 30-60-81, +(996 312) 30-60-85, +(996 312) 30-61-42, +(996 312) 30-60-38
OnexrponHas noura: bekyrbis@berlin-chemie.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

JITT-Ne(004061)-(PT-RU)
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9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O MPENAPATA - EATENEHOCTE 0011

JlekapcTBEeHHBIN MpenapaT OTHOCUTCS K KATETOPUH OTITYCKa M0 PELenTy.

OO6mrast xapakTepucTHKa JiekapcTBeHHOTO mpernapata Cuodop 500 mocTtymHa B €IUHOM pEecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suiickoro 3KOHOMHYECKOTO COI03a M Ha
ouIaILHOM caire YIIOJTHOMOYEHHOTO opraHa (aKCcTIepTHOM OpTaHU3AIIHH )
https://Ik.regmed.ru/Register/EAEU_SmPC.
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