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. HAUMEHOBAHMUME JJEKAPCTBEHHOI'O ITPEITAPATA
Huabetron MB, 60 mr, TaGieTku ¢ MOAUGPUITUPOBAHHBIM BHICBOOOKICHUEM.

2.  KAYECTBEHHBIA U KOJIMYECTBEHHbIN COCTAB

JlelicTBytol1I€€ BEUIECTBO: TIIUKIA3HU/I.

Kaxnas Tabnerka ¢ Moau(pUIUPOBAaHHBIM BHICBOOOXKACHUEM COAEPKUT 60 M INIMKIIa3Uaa.
BcnomoraTenbHble BelecTBa, HaJM4YME KOTOPBIX HA0 YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npernapara: 1akmo3ssl MoHo2uopam (cM. pazaen 4.3).

[TonHbIi IepeyeHb BCIIOMOTaTeIbHBIX BELIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Tab6nerku ¢ MOTU(PUITUTPOBAHHBIM BHICBOOOKICHUEM.

Benble, ABOSKOBBINTYKIIbIE, OBAIbHbIE TAOIETKU C HACEUKON U rpaBUpoBKOi «DIA» «60» Ha 0benx
CTOpOHaX.

TalneTky MO>KHO pa3fieUTh Ha JIBE PaBHBIC JO3bI.

4. KJIMHUYECKHUE TAHHBIE
4.1. Iloxa3zaHusl K IPMMEHEHUIO
JuabeTron MB nokasad K IpUMEHEHHUIO Y B3POCIIBIX.

. CaxapHpiii guabeTr 2 TUMAa TpPH HEJOCTaTOYHOW A((PEKTUBHOCTH NHETOTEparuw,
($U3NYECKUX Harpy30K U CHHYKEHHSI MacChl TeJa.
o [MpodunakTuka OCIOXKHEHWH caxapHOro nauabera 2 THIA: CHIKCHHE pHCKA

MHUKPOCOCYIUCTHIX (HedpomaTusi, PETUHOMATHS) W MAKPOCOCYIUCTBHIX OCIOKHEHHI
(uH(apKT MHOKapHa, MHCYJIbT) Yy HAIMEHTOB C CaxapHbIM JauabeToM 2 THIMA IMyTeM
MHTEHCUBHOTO IMIMKEMHYECKOI0 KOHTPOJISL.

4.2. PexuM 103UPOBAHUSA M CIIOCO0 NPUMEHEHHUS

PexxuMm 103upoBanus

Cyrounas no3a Jlmaberona MB moxer coctaBimste 30-120 mr (1/2-2 tabneTkv) B OAMH TIPHUEM.
Pexomenayemyto 103y riaukia3ua cieyeT IpUuHUMaTh BHYTPb, | pa3 B CyTKU, IPEATNOYTUTEIHHO
BO BpeMsI 3aBTpaKa.

[Tpu npomycke ogHOro MK 0oJiee MPUEMOB IpernapaTa Hellb3sl IPUHUMATh 00JIee BHICOKYIO 103y
B CJICIYIOIIHIA TIPHEM, OOBIYHYIO 03y CJIEAYET MPUHSTH Ha CICAYIOIIUN ICHb.

Kak 1 B OTHOIIEHUH IPYTHX TUIIOTTTMKEMUYECKUX JIEKapCTBEHHBIX MPENaparoB, 103y INIHKIa3Hu1a
B KQXKOM CITydae He0OX0IUMO MOAOUPATh HHANBUYAIBEHO, B 3aBUCHIMOCTH OT TEPANICBTHYECKOTO
s dexTa (KOHIIEHTpAIIMH TIFOKO3BI KPOBH U TNIMKHpOBaHHOTO remorioonHa (HbAlc)).

Hauanvnas 0oza

HavanbHast pexomeHmyeMast 03a IIMKIa3h/Ia (B TOM YKCIE IS TIAIMEHTOB MOKUIIOT0 Bo3pacTa > 65 Jer) —
30 Mr B cyTkH (TTOJIOBUHA TAOJIETKH).

B ciywyae ngoctuxkeHHs aJeKBaTHOTO KOHTPOJS TJIMKIA3UAOM 3Ta J03a MOKET MPUMEHSATHCS
JUTSL IO /IepKuBaroIield Tepanuu. [Ipu HeageKkBaTHOM TTTUKEMUYECKOM KOHTPOJIE CYTOYHAS J03a
Juaberona MB mosket ObITh mOCTe[oBaTeIbHO yBeau4eHa 10 60 mr, 90 mr umu 120 mr.
WNHuTepBan Mexay KaXIbIM YBETHYCHHEM J03bl JOJDKEH COCTaBIsATh HE MeHee | wecsia.
HckmroueHne cocTapisiOT NAlMEHThI, Y KOTOPhIX KOHIIEHTPAIHs INIIOKO3bl KPOBU HE CHU3WIIACh
nocne 2 Hemenb Tepanmuu. B Takux ciaydasx [0o3a IMpermapaTa MOXKET ObITh yBEIMUYEHA 4depe3
2 HeJenu Noce Havyaia mpueMa.

MakcumManbHas peKoOMeHayeMasl CyTO4Has J103a MuKiIasuaa cocrasiser 120 mr.

1 Tabnerka Jlmaberoma MB, 60 wmr, Tabmetku ¢ MOAMGUIIMPOBAHHBIM BBICBOOOXKIECHUEM,
SKBUBAJIEHTHA 2 Ta0JieTKaM JIEKapCTBEHHOTO IIperapara cojepiamero riaukiasua, 30 mr,
TaONIETKN ¢ MOAU(PHUITMPOBAHHBIM BBICBOOOXKICHUEM.
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A HACKRIP AP0 eTkax 60 MT O3BOIAET ﬂenmf'sljllélﬁﬂ'e—l&; u ﬁﬁg}ﬁﬂw}éﬁ CYTGUHYY 03y
0 mr), Tak u ipu HeoOxogumocTu 90 mr (1 u 1/2 Tabnetku 60 mr).

Ilepexoo ¢ npuema nekapcmeeHHo20 npenapama, cooepicaue2o 2IuKIa3ud 8 0osuposke 80 me,
Ha [Juabemon MB, 60 me, mabiemku ¢ MOOUDUYUPOBAHHBIM BbICBODONCOCHUEM
1 TabreTka JEKapCTBEHHOTO Tperapara, COACpIKaIero riuKiIa3ua B 103UupoBke 80 MTr, MOXKET
ObITh 3ameHeHa 1/2 Ttabnerku JlmaGeroma MB, 60 mr, TabneTku ¢ MoauGUIMPOBAHHBIM
BbICBOOOXKIeHNEeM. [Ipu mepeBojie ManueHTOB C JIEKAPCTBEHHOIO Mpernapara, CoAepiKallero
rmkinasun B po3upoBke 80 mr, Ha JlnabetoH MB pexomMeHIyeTcsl TIIATENbHBI KOHTPOJIb
TJINKEMHH.
Ilepexoo c npuema 0py2020 UNOIUKEMULECKO20 NeKAPCMEEHH020 npenapama Ha [{uabemon MB,
60 me, mabremxu ¢ MOOUPUYUPOBAHHBIM BbICBOOOICOCHUEM
JHuaberon MB, 60 mr, TabneTku ¢ MOAU(PUINPOBAHHBIM BBICBOOOKICHUEM MOXKET PUMEHSATHCS
BMECTO  JIpyroro MEepopajibHOT0  TUIOTIMKEMHUYECKOro  JIEKapCTBEHHOrOo  Iperapara.
[Ipu mepeBone Ha [ImaberoH MB  mamueHToB, TONydYalolmUX JpYyrue TMepopajbHbIC
TUIOTIMKEMUYECKUE Mpernaparbl, ClIeAyeT YYHMTHIBaTh HMX J03Y M MEpPHOJ IOJTYBBIBEIACHHS.
Kak npaBuno, mepexogHoro mnepuoia Hpu 3TOM He TpeOyercs. HauanpHas 1o3a JoiKHA
coctaBiaTh 30 MI' ¥ 3aTeM JOJDKHA TUTPOBATHCA B 3aBUCUMOCTH OT KOHIICHTPAIUU TIIFOKO3BI
KpPOBH, KaK OMHCAHO BBIIIE.
[Tpu 3aMeHe MPOU3BOAHBIX CYIb(OHUIMOUYEBUHBI C JUIUTEIbHBIM MEPUOJIOM MOJyBBIBEICHUS
Ha J/luabeton MB BO wu30ekaHWe TUNOTIMKEMHM, BBI3BAHHOW aJJUTHUBHBIM 3PPEKTOM ABYX
TUIOTIMKEMHYECKUX JIEKAPCTBEHHBIX MPENapaToB, MOXKHO MPEKPATUTh UX MPUEM Ha HECKOJIBKO
nueil. Hauanpraas no3a unaberona MB npu sTom Takske cocrapinser 30 mr (1/2 Tabnerku 60 mr)
U Tpu HEOOXOAMMOCTH MOXET ObITh TOBBbIIIEHA B JajbHEHIIeM, B 3aBUCUMOCTHU
OT TepaneBTUYECKOTO AP deKTa.
Kombunuposannulii npuem ¢ Opyeum 2uno2nukemuyeckum 1eKkapcmeeHHblM npenapamom
Juabeton MB MoOXeT NpUMEHSTHCS B COYETaHUU C OWTyaHUJAaMH, MHTHOUTOpamH anbga-
[IIOKO3UAa3bl UM UHCYJINHOM.
[Ipn HeanekBaTHOM TJIMKEMHUYECKOM KOHTpOJIE ClIeyeT Ha3HAYUTh JOMOJTHHUTEIHHO
MHCYJMHOTEPAIHIO C IPOBEICHUEM TIATEIBHOIO MEAUIIMHCKOTO KOHTPOJISL.
Ipogpunraxmuxa ocnoscruenuil caxapnozo ouabema 2 muna
Jlis mocTuKeHUs: MHTEHCUBHOTO TIIMKEMUYECKOT0 KOHTPOJIS MOKHO MOCTENEHHO YBEIMYMBATH
no3y Jmnaberona MB no 120 mr/cyTku B AONOJHEHHE K JAWeTe U (PU3NYECKUM HarpysKam
JI0 TOCTHXKEHU 11esieBoi koHreHTpannu HbAlc. [Ipu 3ToM HE06X0IMMO TPOBOIUTH MOHUTOPUHT
pHUCKa Pa3BUTHS TUIIOTIUKEMUHU.
[Tomumo 3TOrO, K TEpanmuu MOKHO J0OABUTH JIpyrHe JIEKapCTBEHHbIE Mpernaparbl, HalpuMep,
coziepkanire MeTopMHUH, HHTHOUTOPHI alb(ha-TIIOKO3HU/1a3bkl, MPOU3BOIHBIC THA30IHANHINOHA
WJIM WHCYJIMH.
Oco0ble rpynmnel NaMEeHTOB
Tlayuenmul nodxxcuno2o 6o3pacma
Koppekmuu no3s1 pemapaTa Jij1sl MAIMEHTOB cTapiie 65 j1eT He TpedyeTcs.
Ilayuenmul ¢ Hapywenuem yHKyuu novex
Pe3ynpTaThl KIMHUYECKMX HWCCIEIOBAaHUM TIOKa3aldW, YTO KOPPEKIMH JO3bl TIperapara
y TAIMEHTOB C TIOYEYHOW HEJOCTAaTOYHOCTHIO JIETKOW M CpeIHEW CTereHu He TpeOyeTcs.
PexoMenyercs mpoBeieHUE TIIATEIILHOTO MEIUIIMHCKOTO KOHTPOJIS.
Tayuenmuol, omuocawuecs Kk 2pynne pucka pazgumusi 2UNO2NUKEeMUU.
- HEJ0CTATOYHOE WM HecOallaHCUPOBAHHOE MUTAHUE;
- TSDKENbIE UM TJI0XO0 KOMIIEHCUPOBAHHbBIE SHJOKPUHHBIE PacCTpoicTBa — runoduaapHast

Y HA/IMOYEYHUKOBASI HETOCTATOYHOCTh, TUIIOTHPEO3;
- orMmeHa riaokokoptukoctepousioB (I'KC) mocie ux qMTenbHOTO MpueMa u/uiau mpueMa

B BBICOKHX J[03aX;
- TsKeNbIe 3a00JIEBaHUS CEPJICUHO-COCYTUCTON CUCTEMBI — TsKelas HilleMudeckasi 00J1e3Hb
cepia, TSHKENBIN aTepOCKIePO3 COHHBIX apTePHil, pacpoCTpaHEHHBIN aTePOCKIEPO3.
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eTn
Hannbie 00 3pPpeKTUBHOCTH U 0€30MaCHOCTH OTCYTCTBYIOT.
Crioco6 mpuMeHeHus!

PGKOMGHI[yeTCH MMpOrjIoOTUTbL A03Yy IMpcrapara MNCIUKOM, HC Pa3’KCBbIBaAd W HC HU3MCIIbYad
(cm. paznmen 4.4.).

4.3. TIlporuBomoxkazaHus

[ ] I‘I/IHep‘IyBCTBI/ITeHBHOCTB K FJ'II/IK.HaSI/II[y NJIN K J'IIOGBIM BCIIOMOTI'aTCJIbHBIM BCIICCTBAM,
MEPEYUCIICHHBIM B pasfene 6.1., ApyruM TPOU3BOJHBIM  CYJTb()OHHUIMOYECBHHBI,
cylb(aHuIaMHUIaM;

. caxapHplii quaber 1 Tuma;

. nrabeTudecKas MpeKkoMa v KoMa, TUa0eTHIeCKUH KeToaIn103;

MoYeyHass HEJAOCTATOYHOCTh TSDKEIIONW CTENEeHM WM TIeYeHOYHAas HEIOCTAaTOYHOCTh
TSDKEJION CTETeHH (B 3TUX CIydasX PEKOMEHAYETCS MPUMEHSTh UHCYJIINH);

NpUMEHEeHHEe MUKOHa3o01a (cM. pazzaen 4.5.);

OepeMEeHHOCTh U MEPHOJ IPYIHOTO BCKapMiIuBaHus (cM. pazznen 4.6.);

BO3pacT A0 18 ner;

HEIMEePEHOCUMOCTD JIAKTO3BI, ACUIINT JAKTa3bl, TIFOKO30-TaJIaKTO3HAs MaTbaOCOpOITHsI.

4.4. OcoOble yka3aHusi 1 MepbI IPEIOCTOPOKHOCTH NPH NPHUMEHEeHUH

C OCTOpPOKHOCTBIO

[Toxxumnoit Bo3pact, HeperyispHoe HW/WIM HecOallaHCHPOBAHHOE IUTaHHWE, HEIO0CTAaTOYHOCTD

TJTFOK030-6-pocdaTaeruiporeHaspl, TsSKeNble 3a00JeBaHUS CEPACYHO-COCYIUCTON CHUCTEMBI,

TUIIOTHPEO03,  HAAMOYCYHUKOBAS  WIM  runodusapHas  HEAOCTaTOYHOCTh,  MOYEYHAS

HEJOCTAaTOYHOCTh JIETKOW M CpedHe CTEeNeHW WM MEeYeHOYHAs HeIOCTaTOYHOCTh JIeTKOH

U Cpe/iHell CTeNeHH, JIUTEIbHAs Tepanus IITIOKOKOPTUKOCTEPOUIAMHU, alTKOTOJIU3M.

T'unoenuxemus

[Ipenapar MoxeT OBITh Ha3HAYEH TOJIBKO TEM MAIlMEHTaM, KOTOpPbIE MHTAIOTCS PETYJISPHO

(Bximroyast 3aBTpak). OueHb BaXHO IMOAJEPKUBATH JOCTATOYHOE IMOCTYIJICHHE YIJIEBOJOB

C MUIIeH, TaK KaKk PpHUCK pa3BUTUS TUIOIVIMKEMUH BO3pAcTaeT TMpPH  HEPETYISPHOM

WM HEJJOCTATOYHOM NUTaHWM, a TakXKe MpU MOTpeOJIeHHH MNHIM, OeIHON YIJeBOJaMHU.

I'mnornukemus 4yaie pa3BUBAeTCA INPU HU3KOKAIOPUWHOW [UETE, IOCIE IMPOMOLKUTEIBHBIX

WJIM SHEPTUYHBIX (DU3MUECKUX HArpy30K, Mocjie yHOoTpeOJeHHUs ajaKoroyid WIM HpHU IpHueMe

HECKOJIBKUX TMITOTIIMKEMUYECKHX JIEKAPCTBEHHBIX MPETapaToB OJHOBPEMEHHO.

[Ipu npueme mNPOU3BOAHBIX CYJIb()OHUIMOYEBHHBI, B TOM YHCIE U TJIMKIA3HJa, MOXKET

pa3BuBaThCs TUIMOIMKeMHUs (cM. paszgen 4.8.), B HEKOTOPBIX CIydasix — B TDKEJIOH

U TIPOAOJIKUTENBHOM (hopme, TpeOyrolei rocnuTaau3aluy U BHYTPUBEHHOTO BBE/IEHHUS pacTBOpa

TJIIOKO3bI B T€UEHUE HECKOJIBKHX JTHEH.

Bo uz0exanue pa3BUTHsI TUIOTJIUKEMUU HEOOXOIUM TIIATEIbHBIM MHIUBUIYAJbHBIA 1MOAOOD

IpenapaToB W peXHUMa JIO3UPOBAHMs, a TakXKe MPEJOCTaBICHUE TMAlUEHTY IOAPOOHBIX

WHCTPYKIUH.

[oBbIIIEHHBIN PUCK PA3BUTHS THIIOTIIMKEMUN MOXKET OTMEYATHCS B CIACIYIOIUX CIIyqasx:

- OTka3z WM HECTOCOOHOCTh TalueHTa (OCOOCHHO TMOXKUIIOTO BO3pacTa) CIeI0BaTh
Ha3HAYEHUSIM Bpaya U KOHTPOJIUPOBATH CBOE COCTOSHUE;

- Henocrarounoe u HeperyispHoe MUTaHHWE, MPOIMYCK MPHEMOB MUK, TOJOJaHHE
Y U3MEHEHHUE PallioHa;

- Juc6ananc Mexay (hru3nyeckoi Harpy3Koi M KOJIWYECTBOM MIPUHUMAEMBIX YTIIEBO/IOB;

- IloueuHnas HETOCTATOYHOCTD,

- [TeyeHoyHast HEAOCTATOUYHOCTD;

- [Tepeno3uposka Jlnaberona MB;
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TUTOP3apHas ! HalIOYCYHIUKOBAS HEIOCTATOYHOCTH;

- CoBMecTHOE  NPUMEHEHHE C  HEKOTOPhIMHU  JICKapCTBEHHBIMHM  IpernapataMu

(cM. pazzmen 4.5.).

Iayuenmul ¢ Hapywenuem OyHKyuu nouex u neueHu

Y nanMeHTOB C IEYEHOYHOM HENOCTATOYHOCTBIO WJIM TSDKEIOM CTENEHBIO IMOYEYHOH

HEJOCTAaTOYHOCTU MOTYT HM3MEHSTHCS (papMaKOKMHETHYECKHEe W/uiu (papMakoAMHAMHUYECKHE

napaMmeTpsl mrkiIazuaa. CocTosHUE THITOTIMKEMUH, PA3BUBAIOIICECS Y TAKUX MAIIHEHTOB, MOKET

OBITH JOCTAaTOYHO JIMTENIBHBIM, B TaKHUX CIydasx HEOOXOJMMO HEMEJJICHHOE IMpPOBEACHUE

COOTBETCTBYIOLICH TEPAIIUH.

Hnghopmayus ons nayuenmos

HeobxomuMo mponH(OpMUPOBATh TMAIMEHTa, a TAK)KE YICHOB €r0 CEMbU O PUCKE Pa3BUTHUS

TUTIOTJIMKEMHUH, €€ cuMIToMax (cM. pazzaen 4.8.), YCIOBHUSAX, CIIOCOOCTBYIOIIUX €€ Pa3BUTHIO,

U JICUCHHH.

[TarueHTy HEOOXOAUMO PA3BIICHUTH BAXKHOCThH COOJIIOICHUS UETHI, HEOOXOAMMOCTh PETYIISIPHBIX

(U3UYECKUX HATPY30K U PETYISIPHOTO KOHTPOJISI KOHIIEHTPAIIMH TIIFOKO3BI B KPOBH.

Iayuenmul ¢ HeOOCMAMOUHBIM 2TUKEMULECKUM KOHMPOIeM

Ha rimkemudeckuii KOHTPOJIb Yy IMAlMEHTOB, MOMYYAIOUINX TEPANui0 THUIOTITHKEMHUYECKHUMHU

JIEKapCTBEHHBIMU TpenapataMu, MOXET BIHUATH CIEAYIOIlee: COBMECTHBIN MpHUEM IIpernapaToB

3Bep000si poAbIpsBICHHOTO (Hypericum perforatum) (cMm. pasgen 4.5.), TUXopajKa, TPaBMBI,

MH(pEKIMOHHbIE 3a00JIeBaHUsl WM XUPYPrudyecKre BMelaTeNnbcTBa. [Ipu JaHHBIX COCTOSHMSIX

MO>KET BO3HUKHYTh HEOOXOIUMOCTh B HA3HAYCHUW WHCYJIMHA.

Y MHoOrux mnamnueHTtoB 3((EeKTUBHOCTh MEPOPAIbHBIX THIOTIMKEMHUYECKHX JIEKapCTBEHHBIX

IpernapaToB, B TOM YHUCIE COJEPKAlINX TIUKIA3U], UMEET TEHICHIIMIO K CHUXCHHIO IOCIe

MPOJIOJDKUTENIFHOTO — Tiepuoja  JiedeHus. IToT  3hdext MoxkeT ObITh  00yCIIOBIEH

KaK MPOTpecCUpOBaHreM 3a00JeBaHMs, TaK M CHIDKEHHEM TEpareBTUYECKOTr0 OTBETa

Ha npenapar. JlaHHbI (EeHOMEH H3BECTEH KaKk BTOPUYHAS JIEKAPCTBEHHAs PE3UCTEHTHOCTD,

KOTOPYIO HEOOXOAMMO OTJIMYaTh OT NEPBUYHOH, NMPU KOTOPOH JIEKApCTBEHHBIA Iperapar

y>Ke IIpY IEpBOM  Ha3HAUEHHWHM HE JaeT OXHUaaeMoro kiuHuueckoro sddexra. Ilpexne

YeM IMarHOCTUPOBATh Y MAIMEHTa BTOPUYHYIO JIEKAPCTBEHHYIO PE3UCTEHTHOCTH, HEOOXOIMMO

OLICHUTH aJIeKBaTHOCTH [10100pa 036l M COOJII0/IEHUE MAIMEHTOM MPEANUCAHHOMN TUETHI.

Jucenuxemus

CooOmranoch 00 M3MEHEHUSAX KOHIIEHTPAIMK TJIIOKO3bI B KPOBH, BKIJIIOYAsk KaK TUIIOTJIMKEMHUIO,

TaK M TUNEPTIIMKEMHIO, Y TAIUEHTOB C CaXapHbIM JUa0eTOM 2 THIIa, COBMECTHO MOTYYaAIOITUX

Tepanuio GTOPXUHOJIIOHAMH, OCOOCHHO y TAIMEHTOB MOXKHUIIOTO Bo3pacTa. Takum o0pa3oM, BceM

nanueHTaM, OJHOBpeMeHHO mpuHuMatonmM Jlnaberon MB 1 (hTOpXMHOIOHBI, peKOMEHIyeTCs

MPOBOAMTH THIATEIbHBI MOHUTOPUHT KOHIICHTPAIUH TTIOKO3bI B KPOBH.

JlabopamopHvie mecmoi

Jis  OueHKH TJIMKEeMHYECKOrO KOHTPOJS PEKOMEHIYETCS PErylipHOE OIpeeleHue

KoHIeHTpauun HbAlc mnaM KOHLIEHTpaluH TIIOKO3bI B BEHO3HOW KPOBM HaToOLIak. Taxxke

1€JIECO00Pa3HO PETYIISPHO MPOBOJUTH CAMOKOHTPOJIb MITMKEMUH.

T'emamonocuueckue 3¢pgpexmoi

[TpousBoaHbIE CyNb()OHUIMOYEBUHBI MOTYT BBI3BaThb N'€MOJUTUYECKYIO aHEMHUIO Yy MAIEHTOB

¢ nepumurom  TIMOK030-6-hocdhaTaeruaporeHaspl.  [oCKONbKY — TIHMKIA3WI  SIBJISETCS

MIPOU3BOIHBIM CyJIb()OHMIIMOYCBUHBI, HE0OX0AMMO co0Jr0/1aTh OCTOPOKHOCTD

IIPH €T0 HA3HAYCHUH TMalMeHTaM ¢ ACPUIIMTOM TII0K030-6-hocdaTaeruaporenassl. Cremqyer

paccMoTpeTh BO3MOXKHOCTh Ha3HAUEHUS JIEKAPCTBEHHOT'O Mpenapara He U3 TPYIIIbI IPOU3BOIHBIX

CyJb()OHUIMOYECBHHBI.

Ilayuenmul ¢ nopgupuetui

Onucanpl cnmydan 000CTpeHUs MOPPHUPUU MPH MPUMEHEHUH HEKOTOPBIX IPYTHX MPOU3BOIHBIX

CyJIb(OHMIMOYEBUHBI Y MMAIIMEHTOB C TOPPUPHUECH.
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EHOIAA R B edmea (NOCNEAQBATENLHOCTE 0058)
[1OCJIE[JOBATEJIbHOCTb
axmosa
Huabetron MB, 60 mr, TabieTku ¢ MOAU(PHUITIPOBAHHBIX BHICBOOOKICHUEM, COJAEPKUT JTAKTO3Y.
Jlnaberon MB He cienyer MpUHUMAThH MAlMEHTaM C PEAKO BCTPEUAIOICHCs HACIEICTBEHHOM
HENEPEHOCHUMOCTBIO  TajlakTo3bl,  JeUIUTOM  JaKTa3bl WM  TJIIOKO30-TalaKTO3HOM
MaTbaOCOpOIIHEH.

4.5. BzaumoneiicTBHe ¢ JAPYIrMMH JIeKADCTBEHHbIMH TMpenapaTamMd M JApyrue BHJbI
B3alMOJeliCTBUSA

[IpenapaTel ¥ BeliecTBa, CIOCOOCTBYIONINE YBEITUICHHUIO PUCKA PA3BUTHUS THIIOTTHKEMUH:
Coemecmmnoe npumeHenue npomu8onOKA3AHO

MukoHa30a1 (Ipu CHCTEMHOM BBEACHHHM M TPU HAHECEHUHM Tels Ha CIHM3UCTYIO O0OJOUKY
MOJIOCTH PTa): YCHJIMBAET TUIOIIMKEMHYECKOe NEHCTBUE TIIIMKIa3uaa (BO3MOXKHO pa3BUTHE
TUTOTJIMKEMHH BIUIOTH JIO COCTOSIHUS KOMBI).

Kombunayuu, ne pexomenodyemvle K npumMeHeHuro

®ennn0yTa30H (CUCTEMHOE BBEACHUE): YCUIIMBAET THIIOTIMKEMUUYECKUH 3P PEeKT MpOU3BOTHBIX
CyTb(QOHMUIMOUYEBHHBI (BBITECHSET HUX M3 CBA3M C OelKaMu IUTa3Mbl W/WJIM  3aMeJIseT
UX BBIBEJICHUE U3 OpPraHu3Ma).

[IpennouturensHee KCIOJIb30BATh Ipyrou MPOTUBOBOCTAIUTEIBHBIN npemnapar
WIH TIPEAYNPEIUuTh MalueHTa O PHUCKE pa3BUTHs THIOMNIMKEMHH W OOpaTUTh BHHMAaHUE
HAa BA)KHOCTh CaMOKOHTPOJII KOHIICHTPAI[MM TJIIOKO3bI B KpoBU. [Ipm HEOOXOIMMOCTH H03Y
Huabetona MB crmenyer KOpPpeKTHpOBAaTh BO BpeMs IMpHUEeMa MPOTHBOBOCHAIUTEIHHOTO
npernapara U Iocjie ero OTMEHBI.

JTaHOJI: YCWIMBACT TUIOTJIMKEMHUIO, HWHTHOUMPYS KOMIIEHCATOPHBIE pEaKUUH, MOKET
CIocoOCTBOBATh PA3BUTHIO THUIMOTIMKEMUYECKOW KOMBI. HeoOXxommMo OTKazaTbes OT TpueMa
JIEKapCTBEHHBIX MIPENapaToB, B COCTaB KOTOPHIX BXOJIUT ATAHOI, U YIIOTPEOJICHUS aTKOTOJIS.
Couemanue npenapamos, mpebyoujee 0c06020 BHUMAHUS U OCTOPOACHOCTU

Crnenyromue JneKapcTBEHHbIE Mpenaparbl MOTYT YCWIMBATh THIOTIMKEeMHYECKUH 3PdekT
U CIIOCOOCTBOBAThH PA3BUTHUIO TUIIOTIIUKEMUU: IPYTHE THIIOTIIMKEMUYECKUE MPEenapaThl (HHCYJIHH,
akap003a, MEeTGOpPMUH, THUA30IUAUHIUOHBI, UHTUOUTOPHI JUIMENTUANINENTHIa3bI-4, arOHUCTHI
peuenTopos I'TII-1); 6era-aIpeHo0I0KATOPHI, ¢bykonaso; UHTUOUTOPHI
AQHTMOTCH3MHIIPEBpAIIAtoIero  pepMeHTa (KarmToNpWiI, SHATANPHII); OJOKaTophl Hr-rHcTaMUHOBBIX
pEelenTopoB;,  HMHTHOMTOPHI  MOHOAMHUHOOKCHIA3bl;  CyIb(aHWUIAMHIBI,  KIAPUTPOMHUIINH
Y HECTEPOUIHBIE TPOTUBOBOCTIATIUTENbHbIE TPENapaThl.

[IpenapaTsel, CHOCOOCTBYIONINE YBETUYCHHUIO KOHIIEHTPAIIMHU TJIFOKO3bI B KPOBH:

Kombunayuu, ne pexomenodyemvle Kk npumMeHeHuro

Jana3zon: oGmamaetr auabGetoreHHBIM 3(dexkToM. B ciaydae, ecnmu npuMEHEHHE ITaHHOTO
mpernapaTa HeoOX0AUMO, AIIMEHTY PEKOMEHyeTCs 00paTUTh BHUMAaHNE Ha BAXKHOCTh KOHTPOJIS
KOHIEHTPAllUU TJIIOKO3bl B KpoBH U Moue. [Ipm HeoOXoauMOCTH COBMECTHOTO MpueMa
MpernapaToB PEKOMEHIYETCs MOA00p 03Bl TUIOTIUKEMHUYECKOTO JICKAPCTBEHHOTO TMperapara
KaK BO BpeMs MpreMa J1aHa30j1a, Tak U MOCIe ero OTMEHHBI.

Couemanue npenapamos, mpebyoujee 0c06020 BHUMAHUA U OCTOPOACHOCTIU

XiopnpomMa3uH (HEHPOJENTHK): B BBICOKMX no03ax (Oosee 100 Mr B CyTKH) yBEIHYHUBACT
KOHIIEHTPAIIMIO TIIOKO3BI B KPOBH, CHIDKas cekpenuio wHCynnHa. OO0 3TOM HE00XO0auMO
OpenynpeauTh NalueHTa W oOpaTUTh BHHMAHUE HA BAXXKHOCTb KOHTPOJS TJIMKEMHHU.
[Ipn HEOOXOAMMOCTH COBMECTHOTO TIpUE€Ma TPEraparoB PEeKOMEHAYeTCs MmoAa0op 03Bl
TUIOTIMKEMHYECKOr0 JIEKapCTBEHHOIO IpernapaTta Kak BO BpeMs IMpuUeMa HeHpoJenTHka,
TaK U mociie ero OTMeHbl. [JIIKOKOPTHKOCTEepONAblI (CUCTEMHOE U MECTHOE NpPHUMEHEHUE:
BHYTPUCYCTaBHOE, HAKOXHOE, pEKTaJbHOE BBEIACHHE) M TETPAKO3AKTHA: IMOBBIIIAIOT
KOHIEHTPAIUIO TIIOKO3bl B KPOBU C BO3MOXKHBIM Pa3BUTHEM KeT03a (CHM)KEHHE TOJEPaHTHOCTU
K yrneBonaM). HeoOxomumo mpenynpeAanTh TNalWeHTa O HEOOXOAWMOCTH —TIIATEIHHOTO
[JIMKEMHYECKOr0 KOHTPOJI, 0COOEHHO B Hawaise jiedyeHus. [Ipm HE0OXOAMMOCTH COBMECTHOIO
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Putoapun, caab0yramoJi, TepOyTajauH (BHYTPHUBEHHOE BBEIEHHE): OeTa-2 aApeHOMUMETHKHU
CHOCOOCTBYIOT HOBBIIICHUIO KOHIIEHTPAIMU TIIIOKO3bI B KPOBH.

HeoOxomumo oOpatuth BHUMaHHE MAI[MEHTa Ha BaXXHOCTb KOHTPOJIS KOHIIEHTPAIMH TIIFOKO3bI
B KpoBU. [Ipy HEOOXOMMOCTH PEKOMEHIyeTCsl IEPEBECTH MAIEHTa Ha UHCYJINHOTEPAIIHUIO.
IIpenapatsl 3Bepo00si npoabIpsiBieHHOT0 (Hypericum perforatum): >kcrio3unys TIIMKIa3uaa
CHIDKaeTcs Ha (poHEe COBMECTHOrO MPHUMEHEHHs C MpenapaTamu 3Bepo0Os MPOABIPSBICHHOTO.
HeoOxoqumo oOpatuth BHUMaHHE NAI[MEHTa Ha BaXXHOCTb KOHTPOJIS KOHIIEHTPAIMH TIIIOKO3bI
B KPOBH.

[IpenapaTbl, KOTOpbIE MOTYT BbI3bIBaTh JUCIVIMKEMHIO (M3MEHEHHE KOHIIEHTPALUU TIIOKO3bI
B KPOBH)

Couemanue npenapamos, mpeodyoujee 0co6020 BHUMAHUS U OCIMOPOHICHOCTIU

DTOPXMHOJOHBI: B Cllydae COBMECTHOTO MpHeMa TIUKIa3uga U (HTOPXUHOJIOHA MAllUEHTHI
JOJKHBI OBITH MPEAYyNpPEXACHbBl O PUCKE PA3BUTHUSA IUCTIIMKEMUU U O BAXKHOCTH KOHTPOJIA
KOHIIEHTPALUH TIIOKO3bI B KPOBH.

Coueranus npenapaToB, TpeOyIOIINe BHUMAHUS

AHTHKOAryJIsiHTHl  (Hampumep, BapdapuH): TNPOU3BOAHBIE CYIb(QOHUIMOUYEBUHBI MOTYT
YCUJIMBATh JEICTBHE aHTUKOATYJISHTOB IPU COBMECTHOM NpUMEHEHHH. MoKeT moTpedoBaThes
KOPPEKIHUS 103bl aHTUKOAryJIsIHTA.

4.6. DepTUIBHOCTDH, 0€PEMEHHOCTH U JAKTAIUSA

bepeMeHHOCTh

[IpuMeHeHne IIUKIa3K/1a BO BpeMs OepeMEeHHOCTH NPOTUBONOKA3aHO.

JlanHble O MPUMEHEHUHU TIUKIa3ujga y OepeMEeHHBIX OTCYTCTBYIOT WJIM OrpaHUYEeHbl (MEHee
300 ucxooB OEpPEMEHHOCTH), TaKXK€ KaK OrpaHMYEHbl JaHHBIE O NPUMEHEHMH JAPYTUX
MPOU3BOJIHBIX CYIb(OHUIMOUYEBUHBI.

HccnenoBanus penpoayKTUBHONW TOKCHUYHOCTH Ha KHBOTHBIX HE CBUJETEIBCTBYIOT O HAIMYHH
TepaToreHHbIX 3P dekToB (cM. pazaen 5.3.).

JUisl CHIDKEHHsI pHCKa BPOXACHHBIX IOPOKOB, CBA3aHHBIX C HEKOHTPOJIMPYEMBIM CaXapHbIM
nuabeToMm, ciaeayeT TOCTHYb HOPMOTIIMKEMUH 10 3a4aTHhsl.

[lepopanbHble TUNOTIIMKEMUYECKUE Mpernaparsl B NEpuoJ OEpEeMEHHOCTH HE MPUMEHSIOTCS.
Wucynun sBnseTcss mpemapaToM BbIOOpa Uis Tepamuu caxapHoro auvabera y OepeMeHHBIX.
Pekomenmyercss  3aMEHMTh  TpUEM  TMEPOPATBHBIX  THIOTIMKEMHYECKUX  IPENapaToB
Ha MHCYJIMHOTEPAINIO: WM 3apaHee — B ciyyae IUIaHupyeMoi OepeMEHHOCTH, I cpasy Iociie
BBISIBJICHHS OEPEMEHHOCTH.

Jlakranus

JlaHHBIE O MPOHUKHOBEHUH TJIHUKIA3HMJAa U €ro METa0OJUTOB B TPYAHOE MOJOKO YeJIOBEKa
OTCYTCTBYIOT. [I[puHUMas BO BHUMaHUE PUCK Pa3BUTHS HEOHATAIbHON MIIOITIMKEMHH, B TIEPUOT

TPYIHOrO BCKapMJIMBaHUs MpUeM npernapara MIPOTUBOIIOKA3aH. Puck
JUTS HOBOPOSKICHHBIX/MJIQJICHIICB HE MOYKET OBITh HCKJIFOUCH.
DdepTUabHOCTD

WccnenoBanus penpoayKTHBHONW TOKCHYHOCTH Ha KpBICaX 00O0Ero IoJia He MOKA3alli BIHSHUS
Ha (pepTUIBLHOCTH UJIH PENIPOSYKTUBHYIO (PYHKIHUIO (CM. pa3zaen 5.3.).

4.7. BausiHHe HAa CHOCOOHOCTH YNPABJATHL TPAHCMOPTHBLIMHM CPeACTBAMH M PadoTaTh
¢ MeXaHM3MaMH

Jnabeton MB He oka3plBaeT WM OKa3bIBAET HECYIIECTBEHHOE BIIMSHHUE Ha CIIOCOOHOCTH
YIPaBIATh TPAHCIIOPTHBIMU CPEACTBAMH U Pa0OTaTh C MEXaHU3MaMH.

B cBs13u ¢ BO3MOKHBIM Pa3BUTHEM THIOTIIMKEMHUH TIpH TpuMeHeHun J{nabetona MB, marueHThI
JOJI?KHBI GBITB OCBCAOMJICHBI O CUMIITOMAX I'MIIOTJIMKEMUHU U JOJIKHBI CO6JIIO,Z[8.TB OCTOPO’KHOCTH
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bICOKOHN CKOPOCTH (PUSHUUYCCKUX U IICUXUYCCKUX peaKI_II/II/I 0COOEHHO B Hayaje TCpaIunu.

4.8. HexenarenabHble peakunuu

Pestome npoduist 6e3onacHOCTH

[Tpu npuMeHeHUH IIHMKIIAa3K/1a COOOIIAN0Ch O PA3BUTHH CIIEIYIOIINUX HEKEIaTeIbHbIX PeaKIIHii:
T'unocnukemus

HawnGosee yacToit HexenaTenTbHON peakinel, CBI3aHHOW ¢ MPUMEHEHHUEM TIIMKIIa3ua, sIBISETCS
TUTIOTJTMKEMHUSI.

Kak w gpyrme mpemaparsl Tpynimbl cyidb(oHumMoueBuHB, /[nabetoH MB MOXeT BBI3BIBATH
TUTNOTJIMKEMHUIO B CIydae HEPETYJISPHOTO MpUeMa MHINA U OCOOCHHO, €CIM TMPUEM MHUIIH
npomnyiieH. Bo3MoKHbIE CHMIITOMBI THUIIOTJIMKEMHUHU: TOJOBHAasg 0OJb, OIIYHIEHHE CHJIBHOTO
rojoja, TOUIHOTA, pPBOTA, IOBBIIICHHAS YTOMIISEMOCTb, HapyIICHHE CHA, BO30YyXKIEHUE,
arpecCUBHOCTb, CHIDKEHHE KOHILEHTPAllMd BHUMAaHMS, 3aMeJIeHHAas peakuus, Jenpeccus,
CIIyTaHHOCTh CO3HaHWsI, HApYyIIEHWE 3peHus U peud, adasus, Tpemop, mapesbl, CEHCOPHBIC
paccTpoiicTBa, TOJIOBOKPYKEHHE, OUIYIIeHHE OECIOMOIIHOCTH, MOTEPs CAMOKOHTPOJIS, Oper,
CyIIOpOTH, TIOBEPXHOCTHOE [bIXaHUE, OpaauKapAusi, COHJIMBOCTh M TOTEPS CO3HAHUS
C BO3MOKHBIM Pa3BUTHEM KOMBI, BIUIOTH JI0 JETATLHOTO UCXO/Ia.

Takxke MOTYyT OTMEUaThCS aIPEHEPTHMUYECKHE KOMIICHCATOPHBIE pPEAKIMH: MOBBIIICHHOE
MOTOOT/ICTICHUE, <JTUIKas» KOXKa, TPEBOXKHOCTh, TAaXUKApAMsl, MOBBILICHHE apTepUaIbHOro
JABJICHHUSI, OIIYIIICHNE CePIICOMCHUS, APUTMUS U CTCHOKAP/IHSL.

Kak mpaBuiio, cCMMOTOMBI THHOTJIMKEMHUHM KYNMHUPYIOTCS MPUEMOM YTieBoJOB (caxapa). [Ipuem
caxapo3amenureneid HedddexkruBen. Ha ¢one apyrux mnpou3BOIHBIX CyIb(HOHUIMOUYECBUHBI
OTMEYAJIUCh PELIMIMBHI TUIIOTIIMKEMHUH TI0CTIe YCIEIIHOTO €€ KYITUPOBaHHUSL.

[Ipu TsKENOM WM JJIMTENBHOM SIH30/¢ THIOTIIMKEMHUH TI0Ka3aHa HEOTJIOXKHAS METUITMHCKAs
MOMOIIb, BO3MOXHO, C TOCTIUTAIN3aMeH, 1axe Mpu Hanmu4duu 3dexTa oT npuema yriieBooB.
Onucanune OTACTBHBIX HEKEIaTeIbHbBIX PeaKITNil

Jlpyeue nexxcenamenvhule peakyuu

Kenyoouno-kuweunwvle Hapyuienus: 607b B )KUBOTE, TOIIHOTA, PBOTA, JUCIICIICHS, IUapes, 3arop.
[Ipuem nmpenmapata BO BpeMs 3aBTpaka [O3BOJsEeT M30€XaTh ATUX  CHMIITOMOB
VI MUHUMU3HPOBATH HX.

Pexe oTmeuaroTcs cienyrone HexkenareabHble PeaKiiu:

Hapywenusa co cmopoHuvl Kodcu u nNOOKOMCHBIX MKaHel: KOXKHAs ChIIlb, 3y, KPallMBHHIIA, OTEK
KBunke, spurema, Mmakylomnamysule3Hasl Chillb, OyJUIE3HbIE peaklUUu (Takhue KaK CHHIPOM
CruBenca-/[>kOHCOHA, TOKCHYECKHUN SMUACPMATbHBIA HEKPOIU3 U ayTOUMMYHHBIC OyJUIe3HBIC
HapYULICHUS) U, B UCKJIIOUUTEIbHBIX CIIy4asiX, JIEKapCTBEHHAs ChIMb C 303MHOMUINEH U CUCTEMHOMN
cumnromatukoid (DRESS-cunapom).

Hapywenus co cmoponvl kposu u aumgamuueckotl cucmemsl: TeMaTOIOTUYECKUE HAPYLICHUS
(aHeMus, JNEHKONEHUS, TPOMOOIUTONCHUS, TPAHYJIOLUUTONCHHUS) PA3BUBAIOTCS  PEJKO.
Kak npaBuiio, 3Ty siBieHUS 0OpaTUMBI B ClTy4yae MpeKpaIieHus Teparnmm.

Hapywenua co cmoponvl neuenu u #cenuesvbigo0Awjux nymei: TOBBIIICHHE AaKTUBHOCTU
MEeYCHOYHBIX (hepMEHTOB (acrmapTaTaMUHOTpaHCcdepasbl, aTaHMHAMUHOTPaHC(EPa3bl, MICTOTHON
docdarazel), renaTUT (eAUHUYHBIE chydau). [Ipy TOSBIEHUM XOJIECTATHYECKOW IKENTyXH
HE0O0XO0JUMO MPEKPATUTh TEPAIIUIO.

OTH ABIEHUS OOBIYHO OOpATHMBI B CIIy4ae MPEKPAICHUS TepaIiu.

Hapywenuss co cmoponsvl opeana 3penus: MOTYT BO3HUKATh MPEXOASIINE 3pUTEIbHbBIE
paccTpoiicTBa, BBHI3BAaHHBIE M3MEHEHHEM KOHIICHTPAIIMU TIIOKO3bl KPOBH, OCOOEHHO B Hauaie
TEparuu.

Knacc cnemmduunble 3ddekTbl, npucynme OpOoU3BOAHBIM CYIb(GOHUIMOUYEBUHBI: Ha (hoHE
npueMa Jpyrux MPOU3BOAHBIX CYJIb(OHUIMOYEBUHBI OTMEUAINCH CIEAYIOUINE HEXKenaTeabHble
SIBIICHUS: OPUTPOLUTONCHUS, arpaHyJOIMTO3, TEeMOJIUTHYECKass aHEeMHUs, NaHIMTONCHUS,
aJJIEPTUYECKUIl BaCKyJIUT, TUIIOHATPUEMUS, TIOBBIIIEHNE aKTUBHOCTH MEYEHOYHBIX (DEPMEHTOB,
HapylnieHne (QyHKOUM TeYeHH (HAmpuMep, C Pa3BUTHEM XOJecTa3a M JKeNTYXH) M TelaTHr,
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HO B OTACJILHBIX ClIyHdsX [MPUBOAWIIN K JKUZHCYTPOKAOIICMY HAPYUICHUTIO (bYHKI_II/II/I IICYCHMU.
Coo011IeHHe 0 1M0I03PEBAEMBIX HEXKEATSIBHBIX PEAKIIHSIX

BaxxHo coo0maTe 0 mo03peBacMbIX HEXKENATENbHBIX PEAKIUAX TOCTe PETUCTPAINH TIperapara
C IIeJbI0  OOECIIEYCHUsT HENMPEPHIBHOTO MOHHTOPWHTA COOTHOIICHHUS «IIOJIb3a — PHCK»
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKUM paOOTHUKAM PEKOMEHYETCSl COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATETBHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HalMOHAJIbHBIC
CHCTEMBI COOONICHUSI O HEXeNaTeIbHBIX pEaKIUsX TOCYIapCcTB — WWICHOB EBpa3suiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas ®exepanus Pecnybsiuka Kazaxcran

109012, r. MockBa, CnaBsnckas miomans, 010000, r. Acrana, paiion baiikoHsbIp,
a. 4, crp. 1. yia. A. Umanosa, 13, BI «Hypcayner 2»
@enepanbHas ciyx6a mo Hamzopy B chepe PITI na IIXB «HamuoHanbHbId 1EHTp
3/IpaBOOXpaHEHUs JKCIIEPTHU3BI JIEKapCTBEHHBIX CpEICTB
Ten.: + 7 (800) 550 99 03 Y MEIUITUTHCKUX 131631 (51170708 Komurera
On. mouta: pharm@roszdravnadzor.gov.ru MEIUIIMHCKOTO W (hapMameBTUIECKOTO
http://roszdravnadzor.gov.ru KOHTpOJsT MUHHCTEpCTBA 3PaBOOXPAHCHUS

Pecny6ommku Kazaxcran
Ten.: +7(7172) 235 135
On. moura: farm@dari.kz

http://www.ndda.kz
Koipreizckas Pecnny0imnka Pecny0simka Apmenust
720044, r. buikek, yi. 3-s Jlunus, 25 0051, r. Epesan, nip. Komutaca, 49/5

JlenapramMeHT JIEKapCTBEHHBIX cpeacte 'HKO «llenTp »skcnepTusbl J€KapcTB U
Y MEIMLIMHCKUX M3JeIuid Npu MUHUCTEPCTBE MEAMIMHCKUX TEXHOJIOTHID
3npaBooxpanenust Keipresckoit Peciyommku — Ten.: (+ 374 60) 83 00 73,

Ten.: +996 (312) 21 92 78 (+374 10) 23 08 96, (+ 374 10) 23 16 82
On. nmoura: pharm@dlsmi.kg l'opsiuass nuHUS  oTHena  MOHUTOpPUHTA
http://dlsmi.kg 6e3omacHocTH JiekapcTB: + 374 (10) 20 05 05,

+ 374 (96) 22 05 05

On1. moura: info@ampra.am,
vigilance@pharm.am
http://pharm.am

Pecnybsiuka benapych

220037, r. Munck, ToBapuiieckuii niep., 1. 2a.
VII «llenTp »3KcnepTu3 ©  UCHBITAHUH
B 3JIPAaBOOXPAHEHUI

Ten.: +375(17) 231 85 14

®akc: + 375 (17) 252 53 58

Tenedon oT/ena (dhapmakoHaa30pa:
+375(17) 242 00 29

On. mourta: repl@rceth.by, rceth@rceth.by
http://www.rceth.by

4.9. Ilepeno3upoBka

[Ipu mepeno3upoBKe MPOU3BOTHBIMU CYTb(HOHIIMOYEBUHBI MOXKET PA3BUTHCS TUTIOTITHKEMUSI.
CuMIOTOMBI

[Ipy BO3HMKHOBEHHH YMEPEHHBIX CHUMITOMOB THUIOTJIMKEMUU O€3 HapyIlleHUs CO3HAHUS
WJIM HEBPOJIOTUYECKOM CHUMIITOMATUKHM CIEAYeT YBEIUYHUTh IPHUEM YIJIEBOJAOB C MHIIEH,
YMEHBIINUTD J03Y Ipernapara u/uik U3MeHUTh auety. llpucranbHoe MenuuuHcKoe HaOI0qeHe
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YTO €10 30POBLIO HIUTO HE YTPOKaerT.

B03MOXXHO pa3BHUTHE TSDKEIBIX THIOTIUKEMHYECKHUX COCTOSHUM, COMPOBOXIAOIIUXCS KOMOM,
CylOpoTaMy WJIH JAPYTUMH HEBPOJOTHMUYECKUMH HapylIeHUsMU. [Ipu TMOSBICHUM TaKHUX
CUMIITOMOB HEOOXOJMMO OKa3aHHWE€ CPOYHOM MEIUIIMHCKOW TIOMOIIM C HEMEJICHHOU
TOCIIMTaIU3alINeH.

JleueHue

B ciydae rumornmmkeMUdecKoil KOMBI WM MPHU MOJO3PCHUH Ha HEe MAIUEHTY BHYTPHUBEHHO
ctpyiHo BBOIAT 50 mur 20-30 % pacTBOpa INIFOKO3bI. 3aT€M BHYTPUBEHHO, KaIl€JIbHO, BBOJAT
10 % pacTBOp INIIOKO3BI I MOJACP)KaHUS KOHIIEHTPALUHU TJIIOKO3bl B KPOBH BbIIIE | I/
Heobxoammo mpoBOAUTH TIIATEIbHBIA KOHTPOJIb KOHIICHTPAIIMH TIFOKO3BI KPOBH M HAOJIOICHHE
3a MalMeHTOM. B 3aBUCMMOCTHM OT COCTOSIHUSI TMAllMEHTa Jedallliid Bpad pelIaeT BOIPOC
0 HEOOXOINMMOCTH JAILHENUIIIETO HAOIFOIEHUS.

Juanu3 HeahhekTHBEH BBUAY BHIPAKEHHOTO CBSA3BIBAHUS TIIMKIIA3H/1A C OCITKAMU TIJIa3MBbl.

5. ®APMAKOJIOTTYECKHE CBOMCTBA
5.1. ®apmakoamHaMu4ecKHe CBOICTBA
@dapMakoTepaneBTUYeCKas TpyIa: Mpenapatbl s JICYeHHs  caxapHoOro nuabera.

l'unornukemMuyeckue mpenaparel, KpoMe HHCYTUHOB. [Ipon3BoHbIE CyIb()OHNIMOUYEBUHEI.
Kong ATX: A10BB09

MexaHu3M AeNCTBUS

['muknasun sBAsSeTCS MPOU3BOJHBIM CYIb(OHUIMOYEBUHBI, TUMOTIMKEMUYECKUM IIpernapaToM
JUIsl TIpMEeMa BHYTpb, KOTOPBI OTJIMYAETCS OT aHAIOTMYHBIX IPENapaToB HammuveM N-COIeprKallero
FeTEPOLUKINYECKOr0 KOJIbIIA C SHIOLUKINYECKON CBA3BIO.

I'Muknasun cHIKaeT KOHIIEHTPALMIO TITFOKO3bI KPOBH, CTUMYJIMPYS CEKPELMIO MHCYJIMHA [3-KIeTKaMU
octpoBkoB Jlanrepranca. IloBblllieHHE KOHIIEHTpAIMK MOCTIPAHAUAIBHOIrO MHCYMMHA U C-mentuaa
COXpaHsieTcs Iociie 2 JeT TepanuH.

[ToMuMoO BIMSTHUS Ha YIJIEBOJIHBIN OOMEH IIMKIIAa3H1 OKa3bIBae€T FeMOBACKYJISApHBIE 3 (DEKTHI.
DdapmakonnHamuaeckue G HeKThl

Brusanue na cexpeyuro uncynuna

[Ipu caxapHom nuabere 2 TUMNA INIMKIA3U] BOCCTAHABIMBACT PAaHHUN MUK CEKPELUU MHCYJIUHA
B OTBET Ha IMOCTYIUICHHE TJIOKO3bl M YCHJIMBaeT BTOpYI0 a3y CeKpeluuu HHCYIHHA.
3HaYMTENbHOE TMOBBIIMICEHUE CEKPELMU WHCYJIMHA HaONI0NaeTcss B OTBET Ha CTUMYJISLMIO,
00yCIIOBJIEHHYIO TPUEMOM MHIIY UJIH BBEICHUEM TIIOKO3BI.

T'emosackynsapuvie s¢hghexmot

['mukna3un cCHUXKaeT pUCK TPOMOO30B MEIKUX COCYJIOB, BIIMSASA HA MEXaHU3MbI, KOTOPbIE MOTYT
o0ycnaBnuBaTh pa3BUTHE OCJIOXHEHMH TIpU caxapHOM jauabere 2 THINA: YaCTHYHOE
MHTMOMpPOBAaHUE arperalud W aare3ud TPOMOOLMTOB M CHUKEHHE KOHIEHTpauuu (akTopoB
aKTUBalMM  TpombomuToB  (Oera-TpomOornoOynuHa, TpomOokcana Bj), a  Taxxke
Ha BOCCTaHOBJIEHHE (UOPUHOINTUYECKON aKTUBHOCTH COCYIMCTOIO IHJIOTENUs U MOBBIIICHUE
AKTUBHOCTHM TKaHEBOT'O aKTHBAaTOpPA MJIa3MUHOIEHA.

VHTeHCUBHBIM TIMKEMHYECKHH KOHTPOJIb, OCHOBaHHBI Ha mpuMeHeHun J[umaberona MB
(KOHIIEHTpalusl TTHKUpoBaHHOTO remorioouHa (HbAlc) < 6,5 %), 10CTOBEpPHO CHIKAET MUKPO-
U MaKpOCOCYAMCTBIE OCJOXHEHHS caxapHOro nuabera 2 TWIla, B CPABHEHUHU CO CTaHJIAPTHBIM
INIMKEMUYECKUM KoHTposieM (uccinenoBanne ADVANCE).

Crpareruss MHTEHCUBHOTO TJIMKEMHUYECKOTO KOHTPOJS MpeaycMaTpHBalia IPUMEHEHHE
Jnaberona MB u moBbIieHne ero 1036l Ha (OHE (MU BMECTO) CTaHIAPTHOM Tepamuu nepen
no0aBjIeHHEM K HeM JIpyroro TUIOTIMKEMHYECKOTro JIEKapCTBEHHOTO IMpemnapara (Hampumep,
coJepKaniero MeT(hopMUH, UHTHOUTOP alb(ha-TITIOKO3MIa3bl, TPOU3BOIHOE THA3O0IHIUHANOHA
nuin uacynuHa). Cpemnsisi cyrounas no3a Jlnaberona MB y manueHToB B rpyIine HHTEHCHBHOTO
KOHTpoJIs cocTaBisia 103 Mr, MakcuMaipHas CyTO4Has Jo3a cocTasisiia 120 mr.
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THSST PONOJDKUTCIBHOCTh HaOmoneHust 4,8 net, cpenuss komentparus HbAlc 6,5 %)
[0 CPAaBHEHUIO C TPYMIMON CTaHAApTHOrOo KOHTpois (cpeansist xoHueHtpauus HbAlc 7.3 %)
NOKa3aHo 3HaunMoe cHIKeHue Ha 10 % OTHOCHUTENBHOrO pHCcKa KOMOMHHPOBAHHOW YaCTOTHI
MaKpO- U MUKPOCOCYUCTBIX OCIOKHEHHM.
[IpeumymiecTBO OBLIO JOCTUTHYTO 3a CUET 3HAYUMOTO CHHKEHHMS OTHOCHUTEIBHOTO pPHCKA:
OCHOBHBIX MMKPOCOCYAMCTBIX OCJIOXHEHHW Ha 14 %, BO3ZHMKHOBEHHS U IPOTPECCUPOBAHUS
Heppornatuu Ha 21 %, BO3HMKHOBEHHS MUKpOATbOyMHHYpUH Ha 9 %, MakpoalbOyMUHYPHH
Ha 30 % u pa3BUTHUSA NOYEUYHBIX OCIIOXKHEHUN Ha 11 %.
[IpermymiecTBa MHTEHCHUBHOTO TIIMKEMHUYECKOTO KOHTpoJisi Ha ¢oue mpuema [lnaGerona MB
HE 3aBHCENH OT MPEUMYIIECTB, TOCTUTHYTHIX Ha ()OHE TUIIOTEH3UBHOW TEPAIUU.

5.2. ®apmakokuHeTHYeCKHe CBOIICTBA

AbGcopbuus

[Tocne mpuema BHYTpHh TJIMKIIA3W]l TOJTHOCTHIO abcopOupyetcs. KoHIeHTpaius TriaukiIa3zuaa
B IUTa3ME€ KPOBU BO3pAcTaeT IMOCTENEHHO B TEYEHHE TIepBbIX 6 YacoB, ypOBEHb IJIATO
nojyepkuBaeTcs ot 6 1o 12 yacos. BHyTpuuHauBHIyanbHasi BApHaOeIbHOCTh HU3KAs.

[Tpuem UM HEe BAUSET HA CKOPOCTh WIIHM CTENEHb a0COPOLMH TIHKIIa3H .

Pacnpenencuue

C GenkamH IJ1a3MbI CBSI3bIBAETCS PUOMMZUTENBHO 95 % rmmkinasuaa. OobeM pacripeneneHus —okono 30 1.
[Ipuem Jlmaberoma MB B mo3e 60 Mr omumH pa3 B CyTKH OOECHEeUMBaeT MOAJACpKaHUE
3¢ PeKTUBHOM KOHIICHTPALIUH TJIMKJIA31/1a B TIJIa3Me KpoBH Oosiee 24 4acoB.

Buotpancdopmarys

['mukna3zug MeTaboau3upyeTcsl MPEUMYIIECTBEHHO B MeYeHU. AKTUBHbIE META0OIUTHI B IJIa3Me
OTCYTCTBYIOT.

OJIMMUHALNS

['muknasun BBIBOAUTCS, TJIABHBIM 00pa3oM, IMOYKaMH, BBIBEACHHE OCYIIECTBISICTCS B BHIE
MeTabonuToB, MeHee 1 % BBIBOAMTCA NMOYKaMU B HEM3MEHEHHOM Buje. [lepuos monyBbIBeieHUs
IIMKJIa3U]la COCTABIISIET B cpeiHeM oT 12 1o 20 gyacos.
PapMakokrHeTHYeCKas-hapMakoIMHAMUYecKas 3aBUCUMOCTD

B3aumocBs3p Mexay mpuHITON 10301 (1o 120 Mr) m miomansio noja GpapMakOKMHETUYECKOM
KPHUBOH «KOHLIEHTPAIUS — BPEMSI» SIBISCTCS JIMHEHHOM.

Oco0ble rpynmnel NalMEeHTOB

Tlayuenmul nodxcuno2o 6o3pacma

Y [manmueHToB  MOXKHWIOTO  BO3pacTa HE  HAOMIOJAeTCsl  CYIIECTBEHHBIX — M3MEHEHHIA
(bapMaKOKMHETHYECKUX ITapaMETPOB.

5.3. laHHBbIe TOKJIUHUYECKOH 0€30MacCHOCTH

JIOKTMHUYECKHUE JaHHBIC, OCHOBAaHHBIE Ha TPAAUIMOHHBIX HWCCICAOBAHUSAX TOKCUYHOCTH
U TCHOTOKCUYHOCTHU IIPpU MHOTOKpATHOM BBCIACHUHU, HC BBISABUIIN CHGHH(bHHGCKHX PHUCKOB
JU1s 9entoBeka. JlonrocpouHble uCCaeI0BaHus KaHIIEPOTeHHOCTH HE TPOBOIMIINCH. TepaTOreHHBIX
3 PEKTOB B UCCICAOBAHUAX HA )KUBOTHBIX BBISIBJICHO HE OBLIO, HO IPU BBEIEHHUH 103, B 25 pa3
MPEBBIMIAIOIINX MAaKCUMAIBHYI0 PEKOMEHIYEMYIO NI03y I 4elloBeKa, HaOiroganach Oojiee
HHU3Kasg Macca Tejia 1joJa. B HCCIICA0BAHUAX HA KUBOTHBIX HE 6]:1)10 BBISIBJICHO HETraTUBHOI'O
BIIMSTHUS TIIMKJIa3KU/1a Ha (DEPTHUIILHOCTH M PENIPOTYKTHUBHBIM MMOTEHIIAAI.

6. ®APMAIIEBTHYECKHUE CBOMCTBA
6.1. IlepedyeHb BcmoMoOrateJibHbIX BellleCTB
JIakTO3BI MOHOTHAPAT

ManbToIeKCTpUH

I'unpomennosa 100 cp

Maruus creapat

KpeMHuust AMOKCH]T KOJUTOUTHBIN 0€3BOTHBIN
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*TOCNEAOBATENBHOCTb
1 (§ llpl’lMCHl/lMO.

6.3. Cpok rogHocru (CpoOK XpaHeHHU)
3 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
XpauuTth nipu Temnepatype He Boime 30 °C.

6.5. Xapakrep u cogep;kaHHe NEPBUYHON YIIAKOBKH

Ipu npouszsoocmee Jlabopamopuu Cepsve Unoacmpu, Opanyus.

ITo 15 Tabnerok B ymakoBKy KOHTYpHYIO siuelikoByio (Ommcrep) u3 [IBX/An. Ilo 2 ymakoBku
KOHTYPHBIX STUEHKOBBIX (OJICTEpa) ¢ MHCTPYKIIMEH 10 METUIIMHCKOMY TIPUMEHEHHIO (JIMCTKOM-
BKJIQ/IBIILIEM) B TIAUKY KQPTOHHYIO C KOHTPOJIEM IEPBOTO BCKPHITHA (TIPU HEOOXOJUMOCTH).

I[To 30 TabGaeToK B YIIakoBKY KOHTYPHYIO stueiikoByto (0muctep) u3 [IBX/An. 1o 1 wnm 2 ynakoBku
KOHTYPHBIX STYEHKOBBIX (OJMCTEpa) ¢ MHCTPYKIMEH 110 MEAUIIUHCKOMY TPUMEHEHUIO (JIMCTKOM-
BKJIQJIBIIIIEM) B ITAYKy KaPTOHHYIO C KOHTPOJIEM MEPBOTO BCKPHITHSA (ITPH HEOOXOIUMOCTH).

Ilpu npouzsoocmee Jlabopamopuu Cepsve Hnoacmpu, @panyus u pacgacosxe (ynaxoske)
000 «CEPBBE PYCy», Poccus:

ITo 30 TabyieTok B yIakoBKY KOHTYpHYIO stueiikoByto (6mucrep) uz [IBX/An. I1o 1 unu 2 ynmakoBku
KOHTYPHBIX SUYEHKOBBIX (OJICTEpa) ¢ MHCTPYKIIMEH 10 METUIIMHCKOMY TIPUMEHEHHIO (JIMCTKOM-
BKJIQ/IBIILIEM) B TIAUKY KQPTOHHYIO C KOHTPOJIEM MEPBOTO BCKPHITUSA (TIPU HEOOXOJUMOCTH).

[To 14 TabieTok B YMakoOBKY KOHTypHYIO siuciikoByto (Omuctep) uz [IBX/An. [lo 2 ynmakoBku
KOHTYPHBIX STYEHKOBBIX (OJMCTEpa) C MHCTPYKIMEH 110 MEAUIIUTHCKOMY IPUMEHEHUIO (JIMCTKOM-
BKJIQJIBIIIIEM) B ITAYKy KaPTOHHYIO C KOHTPOJIEM MEPBOTO BCKPHITHSA (ITPH HEOOXOIUMOCTH).

[To 15 TabreTok B ynakoBKy KOHTYpHYIO stueiikoByto (0mucrep) uz [IBX/An. I1o 2 unu 4 ynmakoBku
KOHTYPHBIX SUYEHKOBBIX (OJICTEpa) ¢ MHCTPYKIIMEH M0 METUIIMHCKOMY TIPUMEHEHHUIO (JINCTKOM-
BKJIQ/IBIILIEM) B TIAYKY KQPTOHHYIO C KOHTPOJIEM MIEPBOT0 BCKPHITHSA (TIPU HEOOXOJUMOCTH).

Ipu npouzsoocmee OO0 « CEPBBE PYCy», Poccus.

ITo 14 Tabnerok B ymakoBKy KOHTYpHYIO siuelikoByio (Ommcrep) u3 [IBX/An. Ilo 2 ymakoBku
KOHTYPHBIX SUYEHKOBBIX (OJCTEpa) ¢ MHCTPYKIIMEH M0 METUIIMHCKOMY TIPUMEHEHHIO (JIMCTKOM-
BKJIQ/IBIILIEM) B TIAUKY KQPTOHHYIO C KOHTPOJIEM MEPBOT0 BCKPHITUA (TP HEOOXOUMOCTH).

[To 15 TabGneToK B yIakoBKY KOHTYPHYIO siueiikoByto (0muctep) u3 [IBX/Aun. [1o 2 wnu 4 ynakoBku
KOHTYPHBIX STYEHKOBBIX (OJMCTEpa) ¢ MHCTPYKIMEH 110 MEAUIIUTHCKOMY TPUMEHEHUIO (JIMCTKOM-
BKJIQJIBIIIIEM) B ITAYKy KaPTOHHYIO C KOHTPOJIEM MEPBOTO BCKPHITUSA (ITPH HEOOXOIUMOCTH).

He Bce pa3meps! yiakoBOK MOTYT OBITh JOCTYIHBI JUIsl peaTu3alii.

6.6. OcoOble Mepbl TNPETOCTOPOKHOCTH TPH YHUUYTOKEHHH HCIOJb30BAHHOIO
JICKapCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBIX IOCjde TNPHMEHEeHHus:
JIEKAPCTBEHHOI'0 Npenapara Ui padoTsl ¢ HUM

Oco0ble TpeOoBaHMS OTCYTCTBYIOT. Bech ocTaBIIMiics JIEKapCTBEHHBIH MpenapaT M OTXOJbI
ClelyeT YHUYTOXUTh B COOTBETCTBUU C YCTAHOBJIEHHBIMU HAllMOHAIBHBIM 3aKOHOAATEIbCTBOM
TpeOOBaHUSIMHU.

7. JEPXATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA
Jlaboparopuu CepBbe, @pannus / Les Laboratoires Servier, France
92284 ®pannus, Cropen Cenekc yi. Kapuo 50 / 50, rue Carnot, 92284 Suresnes Cedex, France

11


ЛП ГП СОГЛАСОВАНО


1M-Ne000531-ITI-BY
COr'NIACOBAHO

MWUHUCTEPCTBOM 3[]JPABOOXPAHEHUA
PECMNYBIUKU BENAPYCb

T Tpeicrisreii
I_IOCJ'IE,D.OBA JIBHOCTb

01032

COOTBETCTBYET 3KCMEPTHOMY
ot 24.12.2025 Ne 32158

Tep:KaTeIl Perucr aHHOHHU;lb_' '-vﬂgéjméepgﬁ% I_l{'a" ¥ep;);l'_r?)pnn

IIperen3uun norpedbuTeIel HANPABIIATS 10 AJIPECY:

Poccuiickas ®exepanus

AO «Cepsbe»

125196, r. Mockaa, yiu. JlecHas, nom 7,
aTax 7/8/9

Ten.: + 7 (495) 937 07 00

DOn. modra: servier.russia@servier.com

Pecnybauka Besapych
[IpencraButensctBo YAO «Les Laboratoires

Servier» (dpanmysckas Pecny6iinka)
B Pecniy6nuke bemapych

220030, r. Munck. yn. MscHukoBa, 70,
o¢. 303

Ten.: + 375 (17) 306 54 55/56
On. mourta: officeBY @servier.com

PecnyOosiuka Kazaxcran u  Kbiproisckas
Pecnybiuka

TOO «Cepsbe Kazaxcrany»

050020, Kazaxcran, r. Anmarsl, mp. J{oCTBIK,
310

Ten.: +7 (727) 386 76 62

On. nmouta: kazadinfo@servier.com

Pecny0imka Apmenust

[IpencraButenscTBO «Jlaboparopun CepBbe»
0002, r. EpeBan, yi1. Amupsna, 15, marasun
100, KenTpon

Ten.: + 374 (10) 50 50 74

On. mouTa: pvarmenia@servier.com

8. HOMEP PETHCTPAIIMOHHOI'O(bIX) YIOCTOBEPEHUSA

JITI-Ne(000531)-(PT-RU)
JITT-Ne000531-TTI-KZ
JITI-Ne(000531)-(TTI-KG)
JITT-Ne000531-TTI-BY
JITI-Ne(000531)-(TTI-AM)

9. JATA IEPBUYHOHM PETUCTPAIIMU (TOATBEPXKJIEHUA PETUCTPAIINN,

MNEPEPETUCTPALINN)
JlaTa rnepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO6mass ~ xapakTepucTHKa

JICKApCTBEHHOTI'O

npenapara  /[uabeton MB JOCTYITHA

Ha THPOPMAITMOHHOM TopTasie EBpa3uiicKoro SKOHOMHYECKOTO COI03a B HH(OPMAIIMOHHO-
KOMMYHUKaIMoHHOU cetn «uTepHeT» http://eec.eacunion.org/.
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	 Сахарный диабет 2 типа при недостаточной эффективности диетотерапии, физических нагрузок и снижения массы тела.
	 Профилактика осложнений сахарного диабета 2 типа: снижение риска микрососудистых (нефропатия, ретинопатия) и макрососудистых осложнений (инфаркт миокарда, инсульт) у пациентов с сахарным диабетом 2 типа путем интенсивного гликемического контроля.
	Диабетон МВ не оказывает или оказывает несущественное влияние на способность управлять транспортными средствами и работать с механизмами.
	В связи с возможным развитием гипогликемии при применении Диабетона МВ, пациенты должны быть осведомлены о симптомах гипогликемии и должны соблюдать осторожность во время управления транспортными средствами или выполнения работы, требующей высокой ско...
	Гипогликемия
	Наиболее частой нежелательной реакцией, связанной с применением гликлазида, является гипогликемия.

	Фармакотерапевтическая группа: препараты для лечения сахарного диабета. Гипогликемические препараты, кроме инсулинов. Производные сульфонилмочевины.
	7. ДЕРЖАТЕЛЬ РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ
	8. НОМЕР РЕГИСТРАЦИОННОГО(ЫХ) УДОСТОВЕРЕНИЯ
	9. ДАТА ПЕРВИЧНОЙ РЕГИСТРАЦИИ (ПОДТВЕРЖДЕНИЯ РЕГИСТРАЦИИ, ПЕРЕРЕГИСТРАЦИИ)
	10. ДАТА ПЕРЕСМОТРА ТЕКСТА

