COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 10.04.2025 N= 9667

OBILAS XAPAKTEPUCTHKA JIEKAPCTBEHHOIO HPEHAPATA 21 Y5 T5 0003)

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

Cuodop 1000, 1000 mr, TaOIETKH, MOKPHITHIE TNICHOYHOU 000TOYKOM.

2. KAYECTBEHHBIA U KOJIMYECTBEHHBIA COCTAB

JlelicTByto1iee BEmEecTBO: MET(HOPMUH.

Kaxxnas Tabnerka, MOKpeITas IUICHOYHOU 0005104K0M, conepkuT 1000 mr meTdopMuHa (B BUIE
TUAPOXJIOPHUAA).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Ta0neTku, MOKPHITHIE TNICHOYHOH 000I0UKOM.

[IpomonroBaTeie TabNeTKH, OEIOTrO IBETA MOKPHITHIE IUICHOYHOH O00OJIOUKOH C KIMHOBHIHBIM
yriyOJICHHEM «snap-tab» Ha OJTHOW M PUCKOM Ha IPYroi CTOPOHE TaOJIETKH.

TabneTky MOKHO pa3feTUTh HA PaBHBIC 103BL.

4. KIMHUYECKHUE JAHHBIE

4.1. [loxka3zaHusi K NPUMEHEHUIO

[Ipenapar Cuodop 1000 mpumMeHsieTcs y B3pOCHbIX U eTeld B Bo3pacTe oT 10 jeT mjs ieueHus

caxapHoro auabera 2 Tuma, 0COOCHHO y MAIMEHTOB C OXHMPEHHEM, NMPH HEIPPEKTHBHOCTH

JIUETOTepanuu U PU3NUECKUX Harpy3oK:

* B3pOCHBIC: B KauyeCTBE MOHOTEPANIMM WM B COYETAHUH C JPYTUMH TE€POPATEHBIMU
THITOTJINKEMHYECKUMH CPEJICTBAMH WIIN C HHCYJIMHOM;

* gertu c¢ 10 er: B KauecTBE MOHOTEPANTNH UM B KOMOWHAIIMY C MHCYJTHHOM.

[Ipenapar Cuodop 1000 npumensiercss y B3pOCbIX Uid NPOQUIAKTUKU caxapHOro auadera

2 THMa y MaIeHToB ¢ MPearadeToM ¢ JONOTHUTEIBHBIMU (DakTOpaMu prcKa pa3BUTHS CAXapHOTO

nuabera 2 Tuma, y KOTOPBIX M3MEHEHHUS o0pas3a >KM3HM HE TO3BOJIIN JOCTHYbL aJ€KBATHOTO

TIIMKEMHUYCCKOI'0 KOHTPOJIA.

4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Monomepanus uiu 6 cocmage KOMOUHUDOBAHHOU Mepanuu 6 CoYemanuu ¢ Opy2umMu

nepopailbHbIMu 2UnociuKemMudecCKumu cpe()cmeamu npu caxapHom ouabeme 2 muna
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850 Mr 2—3 pasa B CyTKH IIOCJIE WJIM BO BPEMsI IIpUeEMa MUILIH.
[Ipu HeoOXxomuMocTH TmipueMa MeTdopMuHa B g03¢ 850 MI, TAIMEHTHl MOTYT OBITh
NepeBeICHBI Ha TIPUEM TIpenapara, cojaeprkaiiero MeTropmMuH B 103upoBKe 850 mr.

e Uepes kaxapie 10—-15 nHell pekoMeHayeTCss KOPPEKTUPOBATh 103y Ha OCHOBAHUHU PE3YJIbTaTOB
U3MEpPEHUS] KOHLEHTPALMU TIJIOKO3bl B IUIa3ME€ KpPOBH. MeEIJIEHHOE YBEIMYEHUE O3Bl
CHOCOOCTBYET CHIKEHHIO TOOOUYHBIX 3()(HEKTOB CO CTOPOHBI HKETYAOYHO-KUIIEYHOTO TPAKTa
(OKKT).

o [lomnepxwuBaromas go3a mnpenapara o0bdHO coctaBmsier 1500-2000 mr B cytku. Jms
yMEHBIIIEHUs TOO0YHBIX siBIeHU co cTopoHbl KKT cyTouHyro 103y cleayer pa3ieiiuTh
Ha 2-3 npuema. MakcumanbHast no3a cocrasisier 3000 Mr B CyTKH, pa3feleHHas Ha TpHU
npuema.

e B ciywae miaHupoBaHMs Iepexofa C IpHUEMa JPYroro THUIOTIMKEMUYECKOTO CpEACTBa:
HE00X0IMMO MPEKPATUTh IIPUEM JIPYTOro CpeACTBa U HavaTh npueM npenapata Cuodop 1000
B J103€, YKA3aHHOM BBIIIIE.

Kombunayuu ¢ uncynunom

JI1s AOCTHKEHHUS JIyqILIero KOHTPOJIS TII0KO3bl B KPOBU MET(QOPMUH U MHCYJIUH Y MAIlUEHTOB C

caxapHbIM JHAa0ETOM 2 THIIa MOXXHO IPUMEHSTH B BUI€ KOMOMHUPOBAHHOM Teparuu.

OObrynast HavanpHast no3a mpenapara Cuodop 1000 cocrasmser 500 mr (1/2 Tabnerku) win

850 Mmr 2-3 paza B CyTKH, B TO BpeMs Kak 03y HHCyJIHHA MOAOWPAIOT HAa OCHOBAHUH

KOHIEHTPALUHU TIIOKO3bI B KPOBH.

[Ipu HeoOxonumocTH pueMa MeThopMuHa B 103€¢ 850 Mr, MaueHTHl MOTYT OBITh NIEPEBEICHBI

Ha [pHeM Ipernapara, coepxaiero MeropMuH B 103upoBke 850 mr.

Monomepanus npu npeouabeme

O6prunas nmo3za cocraBnsger 1000—1700 Mr B CyTKM TIOCJIE WJIM BO BpeMsl TpHeMa ITHIIH,

paszeneHHas Ha 2 mpuema.

Pexomentyercst peryyisipHO MPOBOAUTH TIIMKEMUYECKHH KOHTPOJb IS OLIEHKH HEOOXOIUMOCTH

JAbHENIIEro MpUMEHEeHHs Mpernapara.

[Tpu HeoOxoauMocCTH TIpuemMa MeTgopMuHa B 03¢ 1700 Mr ManueHTsl MOTYT OBITH TIEPEBEICHBI

Ha MpHeM Ipernapara, cojepxaiero MeropMuH B 103upoBke 850 mr.

IIpooondscumenvrocms nevenus

[Tpenapar Cuodop 1000 crienyeT mpuHUMATh €KEeTHEBHO, O€3 repepriBa. B cirydae mpekpanieHus

JICYCHUS TAIIUEHT JOJIKEH COOOIIUTHL 00 ATOM Bpauy.
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Oco0nIe I'pynIbl TanMEHTOB

Tlayuenmui nodcunozo eospacma

Bcenenctrue BO3MOKHOTO CHIDKEHUS (PYHKIIMH TIOYEK 103y MET(HOpMUHA HEOOXO0IUMO MOA0UPATh
MO/l PEryJIIpHbIM KOHTPOJEM TMoKa3aTenell (GyHKIUU To4YeK (OmpeAesnsTh KOHIEHTPAIUIO
KpeaTHHHWHA B CBIBOPOTKE KPOBHU HE MeHee 2—4 pa3 B TOJ).

Tayuenmoi ¢ HapyweHuem yHKyuu novex

MeTthopMUH MOXKET TPUMEHATHCS Yy TMAIMEHTOB C IMOYEYHOW HEIOCTATOYHOCTHIO
¢ kimpencom kpearnanHa (KK) 30—59 mur/MuH TOJBKO B clIydae OTCYTCTBUS COCTOSTHUI/(DakTOpoB
pHUCKa, KOTOpPbIE MOTYT YBEIMYUBATh PUCK Pa3BUTHSI JJAKTOAIIN103a.

Oyuknus nouek (KK) momkHa orieHHBaThCS 10 Havaja Tepanui MeT(hOPMHUHOM, a 3aTeM HE PEeKe
l paza B roA. VY TAIMEHTOB C TIOBBIIICHHBIM PHCKOM IPOTPECCUPOBAHUS MOYCYHON
HEJOCTATOYHOCTU M Y MOXKUJIBIX MAIMEHTOB (PYHKIMIO MOYEK CJleIyeT KOHTPOJIMPOBATh Yallle
(kaxapie 3—6 MecsIIeB).

Ecnu KK amke 30 Mit/MuH, TpueM Tpenapara J0JDKeH ObITh HEMEIJICHHO MPEKPAIICH.

Knupenc MakcumanbHasi CyTOYHast JlomioTHUTETbHBIE CBEICHHUS
KpeaTHUHHHA no3a (menures
(Mu1/MuH) Ha 2-3 mpuemMa B CyTKH)
60-89 3000 mr B cBs3u co cHmKeHHEM (DYHKIMH MOYEK

CIIEyeT  paccMOTPETh  BO3MOXKHOCTh

YMEHbILIEHUS 1035l METOPMUHA.

45-59 2000 mr [lepen Hauanom Tepanuu MeT(HOPMUHOM
30-44 1000 ot clenyer U3Y4UTh (bakTopsl,
HOBBIIIAOMIHE pHCK pa3BUTHSA

nakroanuaosa (cm. pasuen 4.4).

Hauanphas A03a COCTaBJIACT IIOJIOBUHY

MaKCUMaJIbHOW CYTOYHOMU JO3BI.

<30 - [Tpuem meTdhopMuHa TPOTUBOIIOKA3aH.

CTU
Y nereii ¢ 10-metHero Bo3pacta mnpenapaT Cuodop 1000 MoxeT NpUMEHSTbCS Kak B
MOHOTEpAITHH, TaK U B COYCTAHUH C MHCYJINHOM.
OO6piunas HavyanpHas no3a coctaBimsieT S00 mr (1/2 tabnerku mpemapara Cuodop 1000) wmm

850 mMr 1 pa3 B cyTku mociie wiv BO BpeMs IprueMa MuIy.
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Ha MpHeM Ipernapara, cojepxaero MeropMuH B 103upoBke 850 mr.

Uepes 10-15 gHelt 103y HEOOXOAUMO CKOPPEKTUPOBATh HA OCHOBAHUU KOHIIEHTPAIIUU TIFOKO3bI
KPOBHU.

MakcumanbHas cytouHas n03a cocrasisier 2000 Mr pa3zzneneHHas Ha 2—3 npuema.

Cnooco0 nnpuMeHeHus

Jnsa npuemMa BHyTpb. BO BpeMs uiau mocie npueMa IUINM, HE DPa3KeBbIBas U 3aluBas

JOCTAaTOYHBIM KOJIHYCCTBOM BO/BI.

4.3. llpoTuBONOKA3aHUS

* TUNEPYYBCTBUTEIHLHOCTh K MET(HOPMHUHY WU K JIIOOOMY M3 BCIOMOIaTelIbHBIX BEIECTB,
MePEUYUCIICHHBIX B pazzaene 6.1;

* nuabeTHYecKuil KeToanua0o3, 1nadeTnyeckas mpeKkoma, Koma,

* [OdYeyHas HEJAOCTATOYHOCTh WM HapylieHHe (YHKIMHA TOYEeK TSDKETOM CTeleHU
(KK menee 30 miu/MuH);

* OCTpbl€ COCTOSIHHA, NPOTEKAIOUIME C PHUCKOM pAa3BUTUS HapylleHUs (QYHKIUU TOYEeK:
neruapatanus (Ipu auapee, pBoTe), TshKenble HOEKITMOHHBIC 3a00I€BaHUs], IITOK;

* KJIMHUYECKU BBIPA)KCHHBIE MPOSIBICHUS OCTPBIX MM XPOHUYECKUX 3a00JIeBaHUM, KOTOPbHIE
MOTYT TPHUBOJUTH K PA3BUTHIO TKAHEBOW THUMOKCHH (B TOM YHCIE, OCTpas CepJedHast
HEJOCTAaTOYHOCTh, XPOHMYECKash CepJe4yHas HEJOCTaTOYHOCTh C  HeCTaOMJIbHBIMU
MOKa3aTelsIMM  TeMOJWHAMUKH, JAbIXaTelbHas HEIOCTaTOYHOCTh, OCTPbI  HMHQapPKT
MHUOKapa);

* OO0lUMpHBIE XUPYpPrUUYE€CKHe Olepald M TpaBMbl, KOrJa IOKa3aHO IPOBEICHUE
WHCYNMHHOTEpanuu (cM. pazaen 4.4);

* [EeYEHOYHAas HeI0CTaTOYHOCTh, HapylIeHUEe (QYHKIUH ITEYEHHU;

*  XPOHUYECKHUH aIKOTOJIM3M, OCTPOE OTPABIICHUE AJIKOTOJIEM;

*  JIaKTOAIMA03 (B TOM YHCJIE, U B aHAMHE3E);

* @pUMEHEHuE B TeueHue MeHee 48 4 10 W 48 U mocjae MPOBEACHUS PAJTUOU30TONMHBIX WU
PEHTTEeHOJIOTMYECKUX UCCIIE0OBAHUMN C BBEICHUEM HOACOepKaIllero KOHTPACTHOTO BEIIECTBA
(cMm. pazzen 4.5);

* coOmonenue runokaiopuiinoi auetsl (MeHee 1000 Kkanm B CyTKH);

* nerckuii Bo3pact 1o 10 nert;

* OEpEeMEHHOCTb.
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Crnenyet co0r01aTh OCTOPOKHOCT TIPH CIETYIONINX CUTYAUSX:

* y mun crapme 60 IeT, BHIMOMHSIONIMX TOKETYI0 (U3NYECKyr0 paboTy, 4TO CBSI3aHO C
IMOBBIIICHHBIM PUCKOM PAa3BUTHUSA Y HUX JIAKTOAIUI034a,

* Yy ManMeHToB ¢ novyeyHor HeaoctarodHocThio (KK 30-59 mu/mun);

* B IIEpHUOJ I'PYAHOIO BCKapMIIUBAHUS,

* nerckuii Bo3pact oT 10 mo 12 ner.

Oco0snle yKazaHus

Jlakmoayuoos

JlakToanu03 ABIAETCA OYEHb PEIKHM, HO CEPbE3HBIM (BBICOKAas CMEPTHOCTb IIPU OTCYTCTBHHU
HEOTJIO)KHOTO JIEYEHUsI) OCIOXKHEHHEM, KOTOPO€ MOXKET BO3HMKHYTh H3-3a KyMYJISLUH
merdopmuHa. Ciydan jakToanuao3a IpU MpHeMe MeT(OpPMHHA BO3HUKAIM B OCHOBHOM Y
MAIMEHTOB C CaXapHbIM AMAa0ETOM C BBIPA)KEHHON MOYEYHON HEI0CTaTOYHOCTHIO.

Crnenyer yuuTBIBaTh U JIpyTHe CONpPsDKEHHBIE (PAaKTOPBI PUCKA, TAaKWE KaK JEKOMIIEHCHPOBAHHBIN
caxapHbli 1uaber, KeTo3, MPOAOKUTENBHOE FOJI0JaHHe, aIKOTOJIU3M, TSDKEN0e HHPEKIMOHHOE
3a00jIeBaHNe, NEYEHOYHAs HEJOCTaTOYHOCTbh, JHOOOE COCTOSHUE, CBSI3aHHOE C BBIPAXKEHHOU
TUIIOKCUEW, W OJHOBPEMEHHBIN IPUEM IIpPENapaToB, KOTOpPbIE MOIYT BBI3BaThb pa3BUTHE
JaKToanuo3a (cM. paszen 4.5). 9To MOXKET IOMOYb CHU3UTh 4acTOTY CIIy4aeB BOZHUKHOBEHHUS
JaKTOALN103a.

Crnenyer yduThIBaTh PHMCK Ppa3BUTHS JIAKTOAIM103a IPU MOSBJIECHUM HecnenUupUUECKuX
IIPU3HAKOB, TAKUX KaK MBIIICYHBIE CYJOPOTH, COMNPOBOXKIAIOUIMECS IUCIEIICHYECKUMU
paccTpoiicTBamMu, OOJBIO B JKUBOTE M BBIPAXKEHHOW acTeHHel. JIakToanumo3 XapaKTepu3yercs
allMIOTUYECKON OJBIIIKOM, OONBI0 B JKMBOTE M THUNOTEPMHUEH C TOCIEAYIOUeH KOMOIA.
JIMarHoCTHYECKUMH  JTaOOpaTOPHBIMU  MOKA3aTeNIsIMU  SIBJIAIOTCA  CHWXKeHue pH  KpoBu
(menee 7,35), comepkaHue JIaKTaTa B IJIa3Me KPOBH CBBIIIE 5 MMOJIB/JI, TIOBBIIIICHHBIN aHHOHHBIN
IPOMEXYTOK M OTHOIICHHE JakTaT/mupysaT. [Ipu momo3peHuu Ha MeTabOIMYECKUIl anumo3
HE00XO0IMMO MPEKPATHTh IPUEM IpernapaTra 1 HeMEAJICHHO O0paTUThCS K Bpavy.

Xupypeuueckue onepayuu

[TpumeHeHne MeTHOpPMHUHA JOJDKHO OBITh MPEKPALIEHO BO BPEMs NMPOBEACHUS XUPYPrHUECKUX
orepauuii moa oOuIel, CIMHANBHOW WM 3MUAYypalbHON aHecTe3ueil. Tepamus meTdopMHHOM
MOXET OBITh NPOJOJDKEHAa HE paHee 4deM depe3 48 4 mocie XUpypruyeckon OIepanul WiH
BO300HOBJICHUS MPHUEMa ITUIITH MPH YCIOBUH, YTO (DYHKIIHS IMOYEK Obl1a 00cieoBaHa U TPU3HAHA

HOPMAaJIbHOM.
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DyHKYUSA NOYeK

[TockonbKy MET(QOPMHH BBIBOAMTCS TOYKAMH, IEpe] HAdajloM JICYEHUS M PEryJlspHO B

nociexyomem, Heooxoaumo onpenenaTbKK:

* HE peXe OJJHOTO pasa B IO/ y MAIMEHTOB ¢ HOPMaJbHOU (PYHKIIHEH MOYEK;

*  xaxaeie 3—6 MecsreB y nmanueHToB ¢ KK 45-59 mun/muH;

* kaxaple 3 mecsna y mauueHToB ¢ KK 3044 mun/muH.

B ciyuae KK menee 30 Mii/MuH npuMeHEHHE Mpenapara MpOoTUBOIIOKA3aHO.

Crnenyer mposiBISTH OCOOYI0 OCTOPOKHOCTH TPU BO3MOXXKHOM HApYUICHUH (YHKIMU MOYEK Y

HOXKWIBIX MAIMEHTOB, NPU JEerHpaTaluy (XpOHUYECKas WM TsbKenas auapesi, MHOIOKpaTHbIE

IPUCTYIIBI PBOTHI), IPU OJHOBPEMEHHOM IPUMEHEHUH TUIIOTEH3UBHBIX JIEKApPCTBEHHBIX CPEACTB,

JMYPETUKOB HIJIM HECTEPOUTHBIX TPOTUBOBOCTIAIUTEIBHBIX MTPEIIAPATOB.

Cepoeunas nedocmamouHocmo

[TanMeHTsI ¢ cepeuHON HEJOCTATOYHOCTBIO UMEIOT 00JIee BHICOKUI PUCK PAa3BUTHUS TMIIOKCHH U

MOYEYHON HEAOCTATOYHOCTH. [lanmueHTamM C XpPOHUYECKOW CEeplIeYHONM HEIOCTaTOYHOCTHIO

CJIEZyeT PeryJIsipHO MPOBOAUTH MOHUTOPUHT CepAeUHON (QYHKIMU M (PYHKIIMH MOYEK BO BpeMs

npruema MeT(hOopMHHA.

[Tpuem MeTdopMIHA IIPU OCTPOI cEpEYHOIN HEAOCTATOUHOCTH € HECTAOMIIbHBIMY IIOKA3aTEIIMU

reMOJIMHAMUKH POTUBOINOKA3aH.

IIpumenenue 1i00cooepaircawux peHm2eHOKOHMPACMHBIX CPEOCME

BuyTpucocyaucroe BBeieHHE HOICOAePKALIIX PEHTTEHOKOHTPACTHBIX CPEICTB MOYKET IPUBECTH

K Pa3BUTHUIO MOYEYHOW HEIOCTATOYHOCTH M KyMYJSIIMHM MET()OpMHUHA, YTO IMOBBIIIAET PUCK

pa3BuUTHs JakToanuao3a. MeTrgopMHH HEOOXOIUMO OTMEHHMTh, B 3aBHCHUMOCTU OT (YHKLIUHU

noyek, 3a 484 10 WM BO BpEMs PEHTIEHOJOTMYECKOTO MCCIEIOBAHHUS C NPUMEHEHUEM

HoacoaepKalx peHTTeHOKOHTPACTHBIX CPENICTB, M HE BO3OOHOBIIATH MpHeM paHee 48 1 mocie

HEro, IPU yCJIOBUH, YTO B X0J1¢ 00CIe10BaHus (PYHKIUS MMOYeK ObUIa MPpHU3HAHA HOPMAJIbHOI.

pyaue mepor npedocmopodicnocmu

. [TanenTam peKkoMeHAyeTCs MPOJOIKATh COOMIONATh TUETY C PABHOMEPHBIM MOTpeOIeHuEM
VIJICBOJIOB B TedeHHe maHs. [lammeHTaM ¢ W30BITOYHOM Maccod Teiaa PEKOMEHIYeTCs
IPOJIOJDKATh COOMIOAATh THIIOKATIOPHIiHYI0 ueTy (Ho He MeHee 1000 kkan/cyT).

. Pexomentyercst perynspHO NPOBOIUTH CTaHIAPTHBIE TAOOPAaTOPHbIE aHATHU3BI IS KOHTPOJIS
caxapHoro guadera.

. Pexomentyercsi €KeroHO KOHTPOJIMPOBATh YPOBEHb BUTAaMHHA Bi2 B CBIBOPOTKE KpOBH.
Puck cHmxenus ypoBHs BUTaMuHa B2 Bo3pactaeT o Mepe yBeJIn4eHus 1036l MET(POpPMUHa,
NPOJIODKUTENIFHOCTA TEpAllMU W/WIKM Yy TALUeHTOB C HajduyueMm (aKTOpOB pHCKa,

BBI3BIBAIOIINX Aehunmt ButamuHa Bz (cm. pasznen 4.8).
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MPOSIBISTH OCTOPOXKHOCTD MIPH €r0 MPUMEHEHNH B KOMOMHAIMH C MHCYJIMHOM WM APYyTUMHU
TUIONIMKEMUYECKUMHU CPEJCTBaMHU (HAmpuMep, MPOU3BOAHBIMH CYIb(OHUIMOUYEBUHBI,
penarTuHuIOM U JIp. ).
[Tpumenenne npenapara Cuodop 1000 pekomeH0BaHO A7 MPOPUITAKTUKY caxapHOTo nuadera
2 Tuma JMUaM C MpeauadeToM U JOMOJIHUTEIbHBIMU (haKTOpaMH pHUCKA Pa3BUTHUS SIBHOTO
caxapHoro quadera 2 Tuma, TAKUMH Kak:
— BoO3pact meHee 60 Jer;
—  mHzgexc Maccsl Tena (MMT) > 30 kr/m?;
— TEeCTaIlMOHHBIN CaxapHbIN 1Ha0eT B aHAMHE3E;
— CceMeilHbII aHaMHe3 caxapHOoro AuadeTa y poJACTBEHHUKOB IEPBOI CTEIICHH;
— TOBBIIIEHHAs KOHLUEHTpALUs TPUTIULEPUIOB;
— CHWXEHHas KoHIeHTpanusa xonectepuna JIIBII;
— apTepualibHasi TUIIEPTEH3US.
MetdopMuH He BIUsT HA PEPTUILHOCTH CAMIIOB U CAMOK KPBIC TIPH IPUMEHEHUH B 103aX, BTPOE
MPEBBIIIAOIMINX MAKCUMAIBHYIO PEKOMEHJOBAHHYIO CYTOYHYIO J03Y UIsl YETIOBEKA.
eTn
Junarno3 caxapHoro auabera 2 Tuma JOJDKEH OBITh MOATBEPXKIEH 1O Hayaua JICUYEeHUS
MeT(HOPMHUHOM.
B Xxozme KIMHUYECKHX HCCIEAOBAaHUM MPOJOJDKUTEIBHOCTBIO | TOA OBUIO TOKa3aHO, 4YTO
MeTGOpPMHUH HE BIMSIET HAa POCT W TMOJNoBoe co3peBaHue. OgHAKO, BBUAY OTCYTCTBHSA
JIOJITOCPOYHBIX JTaHHBIX, PEKOMEHIOBAH TIIATEIbHbI KOHTPOJb IOCIEAYIOIIErO BIUSHUS
MeThOpMHUHA Ha 3TU TapaMeTpPhl Y JeTei, 0COOEHHO B IEPUOJ TTOJIOBOTO CO3PEBAHUS.

Haubouee TuiarenbHbIi KOHTPOJIb HEOOX0IUM J1eTsIM B Bo3pacte 10—12 nerT.

4.5. BzaumoaeiicTBue ¢ IPYruMHu JIEKAPCTBEHHBIMHU NpenapaTaMu U Ipyrue BUabl
B3alMOJeliCTBUSA
[TpoTuBONOKa3aHHBIE KOMOMHALIUY

Monconepxkalime peHTTEHOKOHTPACTHBIE CPEJACTBA: Ha (JOHE (YHKIMOHAIBLHOH MOYEUHOI
HEJOCTAaTOYHOCTH Yy TAIMEHTOB C CaXapHbIM AHA0ETOM PaIUOJIOTUYECKOE HCCIIEIOBAHHUE C
NPUMEHEHHEM HOJACOAepKAIIUX PEHTICHOKOHTPACTHBIX CPEJICTB MOXKET BBI3BIBATH Pa3BUTHE
nakroanuao3a. Jleuenne npenaparom Cuodop 1000 HeoOXOAMMO OTMEHUTH B 3aBUCHMOCTH OT
¢yHKIMN TIoYek 3a 48 4 710 WM Ha BPEeMsl PEHTI€HOJIOTHYECKOTO MCCIeIOBaHUS ¢ IPUMEHEHUEM
HoacoaepKalIiuX pPeHTIEHOKOHTPACTHBIX CPEJCTB U HE BO3OOHOBIATH paHee 48 4 mocie, Mmpu

YCIIOBHH, YTO B XO7I¢ 00cIenoBanus GyHKIUS MOYEK OblIa TPU3HAHA HOPMAIBHOM.
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HepexoMeHayeMbIe KOMOMHAIUU

JMY OTUETY

AnKoronb: TIpU OCTPOH AJKOTOJIBHOM MHTOKCUKALIMM YBEIMUYMBAETCS PUCK Pa3BUTHUSA
JIAKTOAIM]1032, OCOOEHHO B CTyYae:
*  HEIOCTATOYHOTO MHUTAHUS, COONIOACHUS HU3KOKAIOPUIHON TUETHI;

*  IIEYCHOYHOH HEJOCTATOYHOCTH.

Bo Bpems mpuema mpemnapata cieayeT u30eratb mpueMa ajKoroyis U JIeKapCTBEHHBIX CPE/CTB,
COJIEpIKALINX TAHOJI.

KomOuHamu, TpeOVIOIIHe OCTOPOKHOCTH

Jlanazon

He pexomenmyercss oJHOBpEMEHHBIM MpHUEM JaHa30ja BO HM30EKaHWE TUMEPTIMKEMHUYECKOTO
neiictBus nocienHero. [lpu Heo6X0AMMOCTH JIeUeHHsI JTaHA30JI0M U TOCIIe MPeKpaIleHus pruemMa
nocienHero TpeOyeTcs Koppekuus g03bl  mnpemapata  Cuodop 1000 mox  KoHTposiem
KOHIICHTPAIUH TJIFOKO3bI B KPOBHU.

Xnopnpomazun

[Tpu mpueme B 6ompmux mo3ax (100 Mr B J€HB) MOBBIIIACT KOHIIEHTPAIMIO TJIFOKO3bI B KPOBH,
CHU)Xasl BbICBOOOXKJeHHE WHCynuHa. [Ipu nedeHuu HelpoienTHKaMu M TOCJE MpeKpalieHus
npueMa IOCIeTHUX TpeOyeTcsl KOppeKIus 103bl MperapaTa MoJ KOHTPOJEeM KOHIEHTpaluu
[JIFOKO3BI B KPOBH.

Inroxoxopmuxocmepoudwt (I'KC) CHCTEMHOTO W MECTHOTO IEUCTBUS CHUKAIOT TOJIEPAHTHOCTH K
[JII0OKO03€, MOBBIIAIOT KOHIIEHTPAIMIO TII0KO3bl B KPOBHU, UHOTIA BbI3bIBas KeTo3. [Ipu neyenun
I'KC u mocne mpekpaimieHus TpHeMa IMOCIeIHUX TpeOyeTcss KOppeKIHsl 03kl Ipemnapara

Cuodop 1000 mox KOHTPOJIEM KOHIIEHTPAIIMH TIFOKO3bI B KPOBH.

Jluypemuxu

OnHOBpeMEHHBIN MPUEM IIETIIEBBIX)» TUYPETUKOB MOXET MPUBECTH K PA3BUTHIO JIAKTOAIM1032
U3-32 BO3MOXXHOH (DYHKIIMOHAJIBHON TMMOYEeYHOW HemocTaToyHocTd. He cremyer Ha3HAvaTh
npenapat nodop 1000, ecmu KK mrke 60 mi/mMuH.

Hasnauaemvie 6 6ude unvexyuii 6emaz-aopeHomumemuKy OBBIIAIOT KOHIEHTPAIHIO TIIOKO3bI B
KPOBH BCJIEJICTBUE CTUMYJISILIMK OeTaz-aApeHoperenTopoB. B 3Tom ciiydae He00X0 UM KOHTPOJIb
KOHIEHTPAIUU TIIOKO03bI B KpoBU. [Ipr HE0OX0IUMOCTH PEKOMEHIyEeTCsl Ha3HAUE€HUE MHCYIINHA.
[Ipy OgHOBpEeMEHHOM MPHUMEHEHHH BBIIICTICPEUUCICHHBIX JICKAPCTBEHHBIX CPEICTB MOXKET
notpedoBaThecsi Oojiee YacThlii KOHTPOJb COJIEP)KaHMS TIIOKO3bI B KPOBH, OCOOCHHO B Hauaie
nedenus. [Ipu HEoOXomMMOCTH 1032 METHOPMHHA MOXKET OBITh CKOPPEKTHPOBAHA B IMPOIIECCE

JICYCHHUA U ITOCJIC €T0 MMPEKpalliCHUA.
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ameuomeH3uHnpespawaoujeco epmernma, MOTyT CHIKATh KOHIICHTPALMIO TIFOKO3BI B KPOBH.

[Tpu HEOOXOAMMOCTH CIIEAYET CKOPPEKTUPOBATH A03Y METHOPMHUHA.

[Ipu  omHOBpemeHHOM  mnpuMeHenmn  mpenapara  Cumodop 1000 ¢ npouszsoonviMu

CYNbPOHUNMOUEBUHBI,  UHCYIUHOM,  aKapOOo30U,  caluyuiamamiy  BO3MOXKHO  pa3BUTHE

TUTIOTJIMKEMHH.

Hudgheounumn

Hudenunun mopeimaeT abcopOuio 1 MaKCUMaIbHYIO KOHIIEHTPAIHIO (Cmax) MeToOpMUHA.

Kamuounvie nexapcmeennvie cpedcmeéa (aMuIOpUA, JIWTOKCHH, MOPQUH, IpPOKaWMHAMUI,

XUHUIWH, XUHUH, PAaHUTUAWH, TPUAMTEPEH, TPUMETOIPUM U BAHKOMUIINH ), CEKPETUPYIOIIHUECS B

MOYCYHBIX KAaHAIBIIAX, KOHKYPUPYIOT ¢ MET(HOPMHUHOM 32 KaHAJBI[EBbIE TPAHCTIOPTHBIE CUCTEMBI

U MOTYT MIPUBOJUTH K YBENUYEHUIO €T0 Cax.

Tpancnopmepwi opeanuveckux kamuornos (OCT)

Metdopmun sBisiercst cyoctparom obonx TpancnoprepoB OCT1 u OCT2.

OnHOBpeMEHHOE MPUMEHEHUE MET(HOPMHHA C:

» uaruburopamu OCT1 (Bepamamuir) MOXXET yMeHbIIATh 3()(HeKTUBHOCTH MET(POPMHUHA;

* uaaykTopamu OCT1 (pudammnuimn) MoxeT yBennunuBath adcoporuto merdpopmuna B XKKT u
ero 3(QeKTUBHOCTB;

* unaruouropamu OCT2 (UMMETUINH, HOTYTErpaBUp, paHOJIA3HH, TPUMETONPUM, KPUZOTHHHO,
onamapu0, JaKJIaTacBHp, BaHJETAaHWO) MOXKET YMEHBIIATh MOYEUHYIO OSIUMHHAIIUIO
MeThOpMUHA W TaKUM 00pa3oM MPHUBOIUTH K YBEIMUYEHHUIO IJIa3MEHHOW KOHIIEHTpalUU

MeThopMuHa.

B cBsI3H ¢ 3TUM peKOMEHIyeTCsl COOII0aTh OCTOPOKHOCTh, 0COOCHHO Y TIAIIMEHTOB C MOYEYHOM
HEIOCTaTOYHOCTBIO, KOT/Ia ATH JIEKapCTBEHHBIC MpENapaThl MPHHUMAIOTCS OJHOBPEMEHHO C
MeTHOPMHUHOM, TaK KaK BO3MOXKHO TOBBIIIICHHE TNIA3MEHHON KOHIleHTpauuu Metrdopmuna. [lpu
HEOOXOJIUMOCTH MOKET OBITh PACCMOTPEH BOMPOC O KOPPEKIMHU J03bI METPOpPMHUHA, TaK Kak
uHruouTOpE/MHAYKTOPE OCT MOTYT M3MEHATH 3P HEKTUBHOCTh METHOPMIHA.

HexoTtopeie nekapCcTBEHHBIE CPEACTBA CIIOCOOHBI OKa3bIBATh THIEPTIIMKEMUYECKOE JCHCTBHE H
OPUBOJUTh K YXYAIIEHUIO TIMKEMUYECKOro KOHTpoJia. K TakuMm JeKapCTBEHHBIM CPElCTBAM
OTHOCSITCS (DEHOTHUA3H/IbI, TIIFOKArOH, ACTPOTEHBI, MEPOPAIbHBIE KOHTPAICNTHBBI, (DEHUTOWH,
CHUMITATOMUMETHKH, HUKOTUHOBAsI KACJIOTA, N30HUA3U], OJIOKATOPHI «MEIJICHHBIX» KATBITUEBBIX
KaHAJIOB, TOPMOHBI  INUTOBHIHOW  Jkene3bl.  [Ipy  OMHOBpEMEHHOM  NPHMEHEHHH
BBIIICTIEPEUNCIICHHBIX JICKAPCTBEHHBIX CPEACTB y TMAIMEHTOB, MOIYYalOIMUX MeT(HOPMHUH,

BO3MOXXHO CHIKECHHE aHTUTHIIEPTIMKeMUYeCKor 3 PEeKTUBHOCTH.
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4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Ipumenenne merdopMuHa BO BpeMsi OEpEMEHHOCTH INPOTUBOINOKa3aHO. HeKOHTpoImpyeMslii
caxapHbli Juaber BO Bpems OEpeMEHHOCTH MOXKET MPHUBOJIUTH K YBEIMYEHHUIO pHCKa
BO3HHUKHOBEHHS BPOKJICHHBIX aHOMAJIUN U MIepUHATAIbHON CMEPTHOCTH.

Orpann4eHHOE KOJIMYECTBO JAaHHBIX CBHJICTEIHCTBYET O TOM, YTO MPUMEHEHUE MeT(hopMHUHA Y
OepeMEHHBIX JKCHITH HE YBEIIMUYUBACT PUCK PA3BUTHUS BPOKICHHBIX IOPOKOB y IETCH.

[Ipu manupoBaHnn OEPEMEHHOCTH, a TAaK)XKE B CIly4ae HACTYIUICHUs OEpeMEHHOCTH Ha (oHE
npuemMa MeThopMHHa Mpu Tpeanadere U caxapHoM nuadere 2 Tuma, MpUMEHeHHE MeTGOpMHUHA
JMOJKHO OBITh TPEKpalieHo, W B clOydae caxapHoro jauabera 2 Tuma — Ha3Ha4YeHa
uHCynuHOTepanus. HeoOXoaumo moaiep KuBaTh KOHIICHTPAIMIO TIIFOKO3bI B TJIa3Me KPOBU Ha
ypoBHEe, HanboJiee OJIU3KOM K HOPME ISl CHUKEHHS pUCKa Pa3BUTHUS Mallb(popMaluy II0/a.
[TarueHTKy € caxapHbIM AUa0eTOM cielyeT MPOMH(POPMUPOBATH O HEOOXOAUMOCTH MOCTAaBUTH B
U3BECTHOCTH Bpaya B cllyyae HACTYIUICHUS] OEPEeMEHHOCTH UJIH TeKyIeil OepeMEHHOCTH.
JlakTanus

MetdopmMuH npoHUKaAET B rpyAHOE MOJIOKO. HexenaTenbHble peakiud y HOBOPOXKIECHHBIX MPU
TPYJIHOM BCKapMJIMBaHHWH Ha (OoHE MprueMa MeT(hopMruHa HE HAOIIOJAIHNCh.

OpnHako B CBSI3M C OTPAaHUYCHHBIM KOJIMYECTBOM JaHHBIX, MPUMEHEHHUE Tperapara B MEepUOJl
TPYyIHOTO BCKapMJIMBaHUS HE pPEKOMEHIOBaHO. PemieHne o0 NpekpameHud TPyAHOTO
BCKAPMJIMBAHUS JOJDKHO OBITh HPUHATO C YYETOM IMOJIb3bl OT TPYJHOTO BCKapMIIMBaHUS U
MOTEHLIMAIBHOTO PHCKA BOSHUKHOBEHUS HEXKENATEIbHBIX peaklnil y peOeHKa.

DdepTUabHOCTD

MetdopMuH He BIMAT Ha (EepTHIBHOCTh CaMIIOB M CAMOK KpBIC MPHU BBEICHHHM B J103aX [0
600 mr/KT/AcHb, 4TO MIPUMEPHO B TpU  paza  NIPEBBIIIAECT MaKCUMAaJIbHYIO

PEKOMEHIYEMYIO CYyTOUHYIO J103Y.

4.7. Bausinue HA CMIOCOOHOCTH YIIPABJIATH TPAHCIOPTHBIMHU CPeACTBAMU M PadoTaTh €
MeXaHHU3MaMH

HpI/IMeHeHI/Ie MGT(bOpMI/IHa B MOHOTCpPAIIMU HC BbI3BIBACT T'MIIOTIMKEMHALO, IIOOTOMY HC BJIUACT HA
CHOCO6HOCTB YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU U paGOTaTB C ME€XaHU3MaMHU.

Tem He MeHee, cleAyeT IperoCcTepedb MalMEeHTOB O PUCKE THIOTIMKEMHUH MPU MPUMEHEHUU
MeThOpMUHA B COYETAHHHM C APYTMMHU THIOTTIMKEMUYECKUMHU MpernaparaMu (IpOU3BOJIHBIC

CyJb(OHUIMOYEBUHBI, HHCYJIUH, PEMAarIMHUA U JIp. ).
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4.8. HexkennaTeibHbIe peakuuu

PesroMe HexxenaTeabHbIX peaKIIui

YacToTra HEXENAaTeNbHbIX PEAaKIMH Ipernapara pacleHUBACTCS CIEAYIOUUM 00pa3oM: oueHb
yacmo (>1/10); ywacmo (=1/100, no <1/10), neuacmo (=1/1000, no<I1/100), peoxo (=1/10000,
Ho<1/1000), ouenw peoxo (<1/10000); wacmoma neuzsecmua (Ha OCHOBAHUU UMEIOUUXCSL OAHHBIX
OYEHUMb HEBO3MONCHO).
HexxenarenbHble peakiiy MPEACTABICHBI B MOPAIKE CHHKEHHUS 3HAYMMOCTH.
Hapywenus memabonuzma u numanus
Yacmo: HepoctaroduHocTh BuTamuHa Bi2. [lpu oOHapyxeHHMH Merajao0JacTHON aHeMHH
HEOOXOIMMO YYUTHIBATh BO3MOXHOCTh TaKOW ATHOJOTHH (cM. pasnen 4.4, noapasnen «OcoObie
YKa3aHUI» ).
Ouenw peoxo: nakroanuaos (cM. pasaen 4.4, moapazaen «Ocodbie yKazaHUs ).
Hapywenus co cmoponul HepéHoii cucmemvl
Yacmo: HapyleHue BKyca.
Kenyoouno-kuuieunvie napyuerus
Ouenb yacmo: TOIIHOTA, PBOTA, AUapesi, 00U B )KMBOTE U OTCYTCTBUE allIETUTA.
Haunbosiee 4acTo OHM BO3HUKAIOT B HAYAIbHBIM MEPUOJ JeUeHHs U B OOJBIIMHCTBE CIydacB
CIIOHTAaHHO MpOXOAAT. s TpemoTBpaIlleHUs CHUMITOMOB DPEKOMEHIYeTCs NpUHUMATD
MeTdopMuH 2 win 3 pas3a B I€Hb BO BpeMs WU Mocje MpruemMa nuim. MenjgeHHoe yBeTuueHne
JT03bI MOXKET YIYUIIUTh KEITYJOYHO-KUILIEYHYIO TEPEHOCUMOCTb.
Hapywenus co cmoponbvl neuenu u scenyuebl@o0AmuUx nymeu
Ouenb peoko: HapylIeHUE TTOKa3aTesel PyHKIUY eUeHH U TeNaTHT; TOCiIe OTMEHBI MET(OPMHHA
9T HeXXeJaTeIbHbIe SBJICHUS MOJHOCTHIO NCYE3al0T.
Hapywenus co cmoponvl Kodtcu u NOOKOINCHBIX MKAHeL
Ouenb pedko: KOXKHBIE PEaKIH, TAaKUe KaK 3pUTeMa, 3y, ChIIb.

eTH
OnyOnuKoBaHHBIE JaHHBIE, IOCTPETHMCTPAIlMOHHBIE JlaHHBIE, a TAaKXe KOHTPOJIUpPyEMbIe
KJIMHUYECKHE HCCIEOBaHUS B OrPAaHUYEHHOW IETCKOM MOMyJALMA B BO3PACTHOM Tpymie
10—16 neT noka3pIBaIOT, YTO HEXKEJIATENbHBIE PEAKIUH Y AETEN 110 XapaKTepy U TSHKECTU CXOXKHU

C TaKOBBIMHU Y B3POCJIbIX ITAIITUCHTOB.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo61ath 0 mo/103peBaeMbIX HeXKeNaTeNbHBIX PEaKIUIX MOCe perucTpaly npemnapara ¢
[ENbI0  O0ECIeueHUs] HEMPEepPHIBHOIO MOHUTOPUHTA COOTHOINEHHUS «IOJb3a — PUCK»

JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYyeTCsl COOO0IaTh O JIFOOBIX
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IMOA03pCBACMBIX HECKCIIATCIIBHBIX PCAKIUAX JIC a]f)CTBeH]IJO_T C-) ]’ETQTTH%&TE%EEFI%LH&&HHG

CHCTEMBI COOOIICHHST O HEXeNaTeNbHBIX pPEaKIMUAX TOoCyIapcTB — WieHOB EBpa3zuiickoro

9KOHOMHUYCCKOIo COro3a.

Poccuiickas @enepanus

®denepanbHas ciryk0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS

Anpec: 109012, r. Mocksa, CraBstHCKas III0IIab, 1. 4, cTp. 1
Tenedon: +7 (800) 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHHUKALIMOHHOM ceT «HTepHET»:

https://roszdravnadzor.gov.ru

PecnyOnnka Apmenust

I'HKO «IleHTp 3KcniepTU3bl JIEKAPCTB U MEAULIUHCKUX TEXHOJIOTUI
Anpec: 0051, r. Epesan, nip. Komuraca, 1. 49/5

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

DnekTpoHHas rmoyrta: vigilance@pharm.am

CaiiT B nH(pOpPMAIIMOHHO-TEJIEKOMMYHUKALIMOHHOM ceT «HTepHeT»: www.pharm.am

Pecny6nuka Kazaxcran

PI'TI na ITXB «HauuoHaJIbHBINA UEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEIICTB U MEIMIIMHCKUX
w3nenuity KomuTera MeTUIIMHCKOTO U (apMaleBTUYECKOr0 KOHTpoJss MUHHUCTEpCTBa
3npaBooxpaneHust PecnyOmuku Kazaxcran

Anpec: 010000, r. Acrana, yia. A. ImaHoBa, 1. 13

Tenedon: +7 (7172) 235-135

OnexTponHas noyra: farm@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKAIMOHHOM ceT «HTepHeT»: www.ndda.kz

Ksipreizckas PecryGnmka

JlemapraMeHT JIEKapCTBEHHBIX CpPEICTB M MEIMIMHCKUX W3Jenuid npu MuHucrepcrse
3npaBooxpanenust Keipreizckoit Pecryomiku

Anpec: 720044, r. butikek, yia. 3-4 nunus, A. 25

Tenedon: + (996 312) 21-92-78

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

OnextponHas noyra: pharm@dlsmi.kg
12
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4.9. Ilepeno3npoBka

CuMnOTOMBI

[Ipu npumeHenun metdopmuHa B a03¢ 10 85T (B 42,5 pa3a mpeBBIIAIONICH MaKCUMaIbHYIO
CYTOYHYIO [103y) pa3BUTHsl THIIOTJIMKeMHH He HaOmonanocs. OgHaKo B 3TOM ciydae
HaOJI0aJI0Ch pa3BUTHE JIAKTOALUA03a. 3HAUMTENbHAs IEpelO3UPOBKA WU COMNPSIKEHHbIC
(bakTopel pUCKa MOTYT HMPHBECTH K Pa3BUTHIO JlakToanuao3a (cM. pasaen 4.4). CummnromamMu
JAKTOALM103a SIBISIOTCA: BBIPAXKEHHAs ClabOCTh, MUAITUs, 0OJb B >KMBOTE, PECIIUpPATOPHBIE
HapyLICHUs], MOBBIIIEHHAs COHJIUBOCTH. [IpM TsHKEIOM JIaKTOAalMI03€ OTMEYANIOCh Pa3BUTHE
apTepuaNtbHOI TUIIOTEH3UH U PE3UCTEHTHOM OpaauapuTMuu.

Jleuenue

B ciyuae mosiBieHusl MpU3HAKOB JIAKTOAIM103a MPUEM METPOpMUHA HEOOXOAUMO HEMEJICHHO
MpPEKPaTUTh, MAIlMEHTa CPOYHO TOCHUTAIU3UPOBATH M, OMNpPEACIIUB KOHIICHTPALMIO JIaKTaTa,
YTOYHUTH auarHo3. Hambonee 3¢¢heKTHUBHBIM MEPONPUSITHEM IO BBIBEACHHIO M3 OpPraHU3Ma

JJaKkTara u MeT(l)OpMI/IHa ABIACTCA r€MOAUaTIN3. HpOBOI[?IT TAaKXC CUMIITOMAaTHYCCKOC JICUCHUC.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

®apMakoTepaneBTUYECKas TpyMIa: CpecTBa Ui JICUEHUs caXxapHOro quadera; runorInKeMHy-
YECKHUE CPECTBA, KPOME HHCYJIHHOB; OUTyaHUIbI.

Kon ATX: A10BA02

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O hEKTHI

MetdopMuH CHIKAET THIIEPTIIMKEMUIO, HE IPUBO/IS K Pa3BUTHIO TUTIOTJIMKEMUH. B oTimuuune ot
NPOM3BOJIHBIX CYJIb(OHUIMOUEBUHBI, HE CTHUMYJIUPYET CEKPEIMI0 MHCYJIMHA U HE OKa3bIBAeT
TUNoriauKkemMuueckoro  3ddexkra y  310poBoro  yemoBeka.  MeT(hOpPMHH — TOBBIIIAET
YyBCTBUTEIHHOCTh NEPUPEPUIECKUX PELEHTOPOB K MHCYJTUHY U YTUIH3AIMIO TITFOKO3bI KIIETKAaMH
(ocoberHo B wMbImedHOW TKaHW). CHmWKaeT BBIPAOOTKY TIIFOKO3bl TICUEHBIO 3a CYET
WHTUOMPOBAHUS TIIOKOHEOTeHe3a W TIIMKOTCHONIM3a. 3a/Iep)KUBACT BCACHIBAHHE TIIIOKO3HI B
KHIIIEYHHKE.

MeTdopMUH CTUMYIIMPYET CUHTE3 TIIMKOTeHA, BO3JICHCTBYS Ha TJIMKOTCHCUHTA3y. Y BEJIMYUBACT
TPAHCIOPTHYIO E€MKOCTh BCEX THIIOB MEMOpPaHHBIX IEPEHOCUYMKOB TJIOKO3bL. Kpome Toro,
OKa3bIBaeT OJaronpusTHHIN 3¢P(EeKT Ha METabOIU3M JIMIIUIOB: CHIIKAET COJepKaHUE OOIIEro
XO0JIECTEpUHA, JTUIONPOTENHOB HU3KOH MJIOTHOCTH U TPUTIUIICPHIOB.

Ha ¢one npuema metdopmMiHa Macca Tesia HaluenTa JM00 0CTaeTcs CTaOMIIbHOI, THO0 yMEPEHHO
13
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CHHMIXXACTCA.

Knunnueckue uccnenoBanus nokasainy Takxke 3(phekTuBHOCT MeTGopMuHa 11st TPOYUITAKTUKH
caxapHoro jaua0era y MAIMEHTOB C MpeauadeToM ¢ JOMOJIHUTENbHBIMH (DaKTOpaMH pPHUCKa
pa3BUTHSA IBHOTO caxapHOro Auadera 2 THIIA, Y KOTOPHIX H3MEHEHHS 00pa3a )KU3HH HE TO3BOJIMIN

AO0CTHUYb aICKBATHOT'O INTUKEMHUYCCKOT'O KOHTPOJIA.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AbGcopbuus

[Tocne mpuema BHYTph MeThopmuH abcopoupyercs u3 KKT mgocrarouno moiaHo. AGcomroTHas
ouogoctynHocTh coctaBisger 50-60 %. MakcumanbHas koHHEHTpaus (Cmax) (TIpUMeEpHO
2 MKr/mut uian 15 MKMOITB) B I1a3Me tocturaercs uepes 2,5 4. [Ipu o1HOBpeMEeHHOM MpueMe MULIH
abcopO1ust MeT(hOpMUHA CHUKACTCS U 3aJICPKUBACTCHI.

Pacnopenenenue

MeTtdopMuH OBICTPO pactpeensieTcs B TKaH!, MPAKTUYECKU HE CBSI3bIBACTCS C OEITKaMU TUTa3Mbl
KpPOBH.

Buorpancdhopmarims

[TonBepraercs MmeTabonu3My B OUEHb c1a00i CTENIEHN U BBIBOJUTCS MOYKAMHU.

DJIMMUHAIMS

Knupenc merdopmuna y 310poBbIx 100poBosibiieB coctasisieT 400 mu/mMuH (B 4 pasa Gounblie,
yem KK), uTo CBHIETENBCTBYET O HaIWYMM AKTHBHOW KaHAJIBIMEBOW cekpenuu. l[lepuon
MOJTYBBIBEJICHUST COCTaBIIsAIeT NpUOMM3uTenbHO 6,5 4. Ilpu mouedHol HEIOCTATOYHOCTH OH

BO3pAaCTaeT, MOSBJISAETCS PUCK KYMYJISILUHU IIpenapara.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Aopo:

TUIIPOMEILI03a

noBuI0H (3HaueHue K = 25)

MarHus creapar

IInenounas obonouka:

TUIIPOMEILI03a

Makporoa 6000

tuTaHa quokcuna, E 171
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6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )
3 roga.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu TeMIiepatype He Boie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKU
I[To 15 Tabmerok B KOHTYpHYIO SYEHKOBYIO ymakoBKy (Omucrep) [IIBX-mienka/gomsra
AITIOMUHHEBAA |.

[To 2, 4 unu 8 6IUCTEPOB C TUCTKOM-BKIIQ/IBIIIIEM B KAPTOHHOM IMavKe.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTHM MNPH  YHUUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIH OTX0A0B, MOJYYEHHBIX TMOCJe TPUMeHEeHHs
JIEKAPCTBEHHOT0 Mpenapara, u Apyrue MaHUuMyJsIUU ¢ penapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.
7. JEPKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHU S

Nranus

Jla6opartopust I'yunortu C.1m.A
Bua JIuBopuese, 897

56122 Jla Berrona (I1uza)

7.1. lIpencraBuTeib AepKaTessi PeriCTPAIMOHHOIO YI0CTOBEPEHHUS HA TEPPUTOPHH
Coro3a

IIperen3uun norpeduTeiell HAOPABIATS 10 AJIPECY:

Poccniickas @enepanvs

00O «bepnun-Xemu/A. MeHnapuHmn»

Anpec: 123112, r. Mocksa, Ilpecnenckas HabepexHas, a. 10, BI] «bamns na HabepexHoii»,
bnok b

Tenedon: + 7 (495) 785-01-00

Qaxc: + 7 (495) 785-01-01

DnekTpoHHas nmoyra: office-russia@berlin-chemie.com
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PecniyOnnka Apmenust

[IpencraBurenscrBo bepnun-Xemu Al

Anpec: 0010, r. EpeBan, yn. Apamu, 1. 4, kB. 3
Tenedon: + (374 11) 500-771, + (374 11) 500-773
®akc: + (374 11) 500-772

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

Pecny6onuka Kazaxcran

Ounuan AO «bepiann-Xemu Al» B Pecniy6nuke Kazaxcran

Anpec: 050051, r. Anmartsl, yi. Jlyranckoro, 1. 54, kortemx Ne 2
Tenedon: +7 (727) 244-61-83, +7 (727) 244-61-84, +7 (727) 244-61-85

OnektponHas noura: Kazakhstan@berlin-chemie.com

Keiprezckas Pecniy6inka

[IpencraButensctBo bepnuu-Xemu Al

Anpec: 720011, r. bumkexk, yn. [llonokoga, a. 121/1, BI] «Red Centre», oduc 415, 417
Tenedon: +(996 312) 30-60-81, +(996 312) 30-60-85

OnextponHas noyra: bekyrbis@berlin-chemie.com

8. HOMEP PETMCTPAIIMOHHOT'O YJIOCTOBEPEHMSI
JITT-Ne(004034)-(PT-RU)

9. TATA IEPBUYHOM PETUCTPALIMU (IIOJATBEPXKJIEHUS PETUCTPAILIAH,

INEPEPEI'MCTPALIUN)
Jara nepsoii peructpauuu:18.12.2023

10. JATA IIEPECMOTPA TEKCTA

OO6mass  xapakTepucThKa JiekapcTBeHHoro mpemapara Cuodop 1000  gocrymHa  Ha
uH(pOpMallMOHHOM TmopTaie EBpa3suiickoro SKOHOMHYECKOTO cOl03a B HH(DOpPMAIMOHHO-

KOMMYHHUKaIIMOHHOH cetu «THTepHeT» http://eec.eaeunion.org/
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