COOTBETCTEYET SKCNEPTHOMY OTHETY
o1 12.11.2024 Ne 24917
OBIIAS XAPAKTEPUCTHKA JEKAPGHBERROT(RHPEFARAEAL 0001)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETTAPATA

I'mubenkamMu, 5 Mr, TaOJETKH.

2. KAYECTBEHHBINA U KOJTUWYECTBEHHbBINA COCTAB

JleiicTBytoIIee BEMIECTBO: TIMOCHKIAMHI/I.

Kaxxnas Tabnerka conepKuUT 5 Mr riinOeHKIaMU/Ia.

BcrnomorarenbHble BelecTBa, HaJM4KWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: 1akTo3a, azopyout (E 122) (cm. paznenst 4.3., 4.4.).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TaoOmeTku.
Kpyriibie IIoCKOIMIMHAPUIESCKHE Ta0JIETKHA PO30BOI0 IIBETA C BKPAIUICHUAMH 00JIee CBETIIOTO

u 6osiee TeMHOTO 11BeTa ¢ (acKOil U PUCKOIA.

4. KIMHUYECKUE JTAHHBIE

4.1. Iloxa3aHusl K IPMMEHEHUIO

[Tpenapat I'nmubenkiamMua nokasaH K MIPUMEHEHMIO Y B3pOCIBIX cTapiie 18 jer.

Caxapnblif 1uaber 2 Tumna, B JONOJHEHUE K JUeTe M (PU3MUYECKUM YNPaKHEHUSIM B KaueCTBE
MOHOTEpANlUM WJIK B COCTaB€ KOMOWMHUPOBAHHON Tepanmuu ¢ METGOPMHHOM WIM APYTUMU

THUIIOTTIMKEMUYCCKUMU IIpCriapaTtaMu, KPpOME IMMPOU3BOAHBIX Cy.]'II)(bOHI/IJ'IMOLIGBI/IHI)I U T'TIMHUI0B.

4.2.  Pexxum 103MpPOBaHUS U CIOCO0 NPUMEHEHHUS

PexxuM 103upoBaHusd

Jloza mpemapara monOupaeTcs B 3aBUCUMOCTH OT BO3pacTa MAlMeHTa, TSKECTH TE4YEeHUs
caxapHOro auabera, KOHIIEHTPAIIUH TIIOKO3bI B IJIa3Me KPOBU HATOIIAK M Yepe3 2 9 TMOCIe ebl.
Hauvanbnas no3a mnpenapata [nmOenkimamupj cocraBiser 2 — 1 Tabnerka (2,5-5 wr
rnubenknamuaa) 1 pas B cytku. Ecian HayanbHas 103a He IPUBOJUT K TOCTHKEHUIO a/IeKBaTHOTO
TJIMKEMHYECKOTr0 KOHTPOJIs, 103y Npenapata [ mnbeHkiaMu ciaeayeT Mo3TamnHo, o1 BpaueOHbIM

KOHTPOJIEM, YBCIINYUTD. VBenuueHue 10361 CJICOAYCT MPOU3BOAUTDL C HHTEPBAJIAMHU OT HCCKOJIbKHUX
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JHCH 10 OZHOM HE/ENH BIUIOTH 10 AOCTIDKCHHS TpeOyeNi (TePAIICBIMACCKOTi-IQBHL; KOTOPas|He

JIOJ>KHA MPEBBIIIATh MAKCUMANIBHYIO. J[Mana3oH CyTOYHOU J03bI COCTABIISIET OT 2,5 MI 10 15 Mr
rimbenknamuaa (ot 2 1o 3 tabserok npenapara [ TuOSHKIAMHIT).

MakcumanbHas CyToyHas go03a — 3 Tabnetku (15 Mr rimubeHkiIaMuna).

CyTounyio 103y mpernapaTa, COCTaBISIONIYI0 2 TaOJeTKH U MEHee, CilelyeT MpUHUMaTh 1 pa3 B
CYTKH — YTPOM, Ilepe]1 3aBTpaKkoM. bosee BEICOKHE O3B ICTSAT Ha YTPECHHUH U BEYSPHUI TPUEMBbI
B COOTHOILIEHUU 2:1.

[Ipenapar ['muGenkiaamun cieayer NPUHUMATh B OAHO M TO ke BpeMms cyTok. [Ipu mpormycke
OJIHOTO IIpHeMa Ipenapara CieIyonyko 103y Ipernapara cieayeT IpUHITh B 00bIYHOE BpeMsl, pU
ATOM HE pa3pemaeTcsi MpUHUMAThL 00JIee BBICOKYIO 103Y. [IpOoI0IKUTENBPHOCTD JICUESHUS 3aBUCUT
oT TeueHus 3aboneBanus. HeoOXoaMMO MpOBEICHNUE PETYISIPHOTO MOHUTOPHHTA KOHIICHTPAIUN
TJIIOKO3bI B IJI1a3Me€ KPOBH M MOYE; JIOMOJHUTEILHO PEKOMEHIYeTCs KOHTPOJIUPOBATH YPOBEHBb
koHIeHTpauuu HbA 1c u/unmn ppykro3amuna B 1iasmMe KpoBH, U TOKA3aTENH JIUITUIHOTO OOMEHa.

Oco0ble IPVIIILI TAIUEHTOB

Tayuenmuwr nodcunozo eospacma

[ToxuiibiM, OCna0JIeHHBIM MallMEHTaM WM HallMeHTaM C MOHM)KEHHBIM NHUTaHHEM, a TaKXke C
HapylmeHueM (YHKLIMU MOYeK WJIM MEeYEHU JITKOM M CpeJHeH CTEeNeHHU TSKECTH, Ha4albHYI0 U
NOJJICP)KUBAIONIYI0 703y HEOOXOJUMO YMEHBIIWTh W3-32 MOBBIIMIEHHOTO pPHCKA Pa3BUTHA
rurnoraukemMud. [Ipu n3MeHeHnr Macchl Tena U 00pa3a JKU3HU MMalueHTa HE00X0IMMa KOPPEKITHS
1036l npenapata ['mubenknamu.

Ilepesoo c Opyeux eunoenukeMu4eckux cpeocms

[lepeBon ¢ Apyrux TUNOTIUKEMHYECKUX IIpEraparoB Ha mpenapaT [ nmuOeHKiIamup ciemyer
HauMHATh 1MoJ HaOmoAeHueM Bpada c¢ 1/2—1 rtabnetku npenapara [nuOeHknamMu B CYTKU
(2,5-5 mr raubeHKIamMKIa), TOCTENICHHO YBEIWYMBAs 03y JO HEOOXOJUMON CyTOYHOM
TEpaneBTUYECKON J03bI.

IIpumenenue 6 komouHayuu ¢ Opy2umMu 2UNOIUKEMULECKUMU CPEOCNBAMU

[lpn HemepeHOCHMOCTH MET(HOpPMHHA TAalMEHTaM MOXXET OBITh ITOKa3aHO OJHOBPEMEHHOE
OpUMEHeHHe TIJIMOCHKIaMHMJIa C THA30JIMIUHAMOHAMH  (TJIMTA30HAMHU): POCHUIJIUTA30H,
MUOTJINTAa30H.

[Mpenapat ['mrOeHKIaMU MOXKET OTHOBPEMEHHO IPUMEHSTHCS C IPYTUMH THITOTITHKEMAYECKIMUA
CpeACTBaMU ISl IpUeMa BHYTPb, HE CTUMYJIHPYIOIIUME CEKPEINI0 HHCYINHA (TyapoBasi KaMelb

WiH akap0o3a).
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Ilpn HavambHOM CTajgMM BTOPUYHON  PESHCTCHTHOQTH: K [ | HMOCHKIAMULY,  TBOIMOMKHO

Iy

O/JIHOBPEMEHHOE TMPUMEHEHHUE TIJIMOCHKIaMUJa M HMHCYJIWMHA; MpPUA MOJHOW BTOPUYHOU
PE3UCTEHTHOCTHU K IIIMOCHKIAMUY MTOKa3aHO MPOBEJICHNE MOHOTEPAIIUUA UHCYIIHHOM.

eTu
Jannsle o 6e3omacHocTy 1 3P PEKTUBHOCTU MPUMEHEHHSI TTTMOCHKIIaMU/Ia Y IETEH ¥ OJIPOCTKOB
OTCYTCTBYIOT. [103TOMY JaHHBIN JIEKAPCTBEHHBIN IIpEnapaT He TPUMEHSIETCS I JICUCHUS IETEeU
Y MOJPOCTKOB.

Croco0 rmpuMeHeHus

BHYTpB HpenapaT CICAYCT INpHUHUMATb OO0 €bl, HC Pa3’KXCBbIBasd W 3alldBasAd J0CTAaTOYHBIM

KOJIMYCCTBOM KMAKOCTH.

4.3. TlpoTrnBOMOKa3aHUA

- TIOBBIIIEHHAs YYBCTBUTEIBHOCTh K TIMOCHKIAMUAY WIM K JOOOMY M3 BCIIOMOTaTelbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3aene 6.1.;

- TOBBIIICHHAsE YyBCTBUTEIBHOCTh K JPYTUM TPOHU3BOIHBIM  CYJb()OHHIMOYECBHHEI,
cynb(haHuIaMHIaM, MOYETOHHBIM (JIMYpEeTUYECKUM) CpPEICTBaM, COJEPKallMM B MOJIEKYJe
cynb(hOHAMHIHYIO TPYIIY, MpoOeHenuay, T.K. MOTYT BO3HHKATh MEPEKPECTHBIC PEaKIINH;

- caxapHslil nuadet 1 Tumna;

- TMa0eTUYECKUM KETOAIM 103, THabeTHIecKasi MpeKoMa U KOMa;

- COCTOSIHUE TOCIIE pe3eKINH (YAaJIeHHUs) MOIKEITyI0UHON XKeTe3bl;

- IEYEHOYHAsI HEJOCTaTOYHOCTb TSYKEJION CTETIECHH;

- IOY€YHasi HEJIOCTATOYHOCTh TSKEJION CTeNeHH (KJIMpeHe KpeaTHHUHA <30 MJI/MUH);

- TsDKeJas HeJ0CTaTOYHOCTh KOPbI HAAMIOYEUYHUKOB;

- KMILIEYHAasl HEIPOXOAUMOCTb, ITape3 JKEIYIKa;

- JIEKOMIIEHCAIMsl YIJIEBOJIHOTO 0OMeHa NpU MH(EKIMOHHBIX 3a00JE€BaHUAX, OXKOrax, TpaBMax
WM TIocsIe OOJIBIINX XUPYPrUUECKUX ONepalii, KOr/ia MoKa3aHo MpOBEIeHNE UHCYINHOTEpAIuy;
- nopdupus;

- HACcJe/ICTBEHHAs HENEepPeHOCHUMOCTh JIAKTO3bl, JE(MUIUT JaKTa3bl WM CHHJIPOM TIIIOKO30-
raJlakTO3HON MalibabcopOInu;

- 0EpEMEHHOCTh U MEPHUO IPYAHOIO BCKApMIIMBAHUS;

- O/IHOBPEMEHHOE NIPUMEHEHHNE C 003EHTaHOM;

- neTckuit Bo3pact A0 18 et (3pPexTuBHOCTH U OE30MaCHOCTH Mpernapara He YCTAaHOBIIEHBI).
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4.4, OcoOble yka3aHHusi H MePbI IPEA0CTOPOKHOCTI P TP MNEH OHUM | |- H 1 Tk (001 )

C 0CTOPOKHOCTBLIO

[Ipu HaMUYHMK CIASTYIOMIMX COCTOSHUH Mpenapar HeoOX0MMO TPUMEHSTh C OCTOPOKHOCTBIO:

- 3a00J1€BaHUsI IIUTOBUTHOM JKeJie3bl (CO CHIDKEHHEM (PYHKITHN);

- MOYeyHasi HeJJOCTaTOYHOCTb JIETKOM M CpeqHell cTerneHu TsbkecTu (KiaupeHc kpeatuHuHa >30
MJI/MUH);

- IEYEHOYHAs! HEJJOCTATOYHOCTD JIETKOW U CPEHEN CTENIEHU TSKECTH;

- IMXOPAIOYHBIN CHHIPOM;

- LepeOpalIbHBII aTepoCKIIepO3;

- runo(yHKIUS niepeHei 1om runodusa Uik KOpbl HAATOYEYHUKOB;

- XpPOHUYECKHH aJTKOTOJIM3M; OCTPast ATIKOTOJIbHASI MHTOKCUKAIIUS;

- COCTOSIHUS, COIMPOBOXKIAIOIIMECS HAPYIIEHHWEM BCACBHIBAHUS NUIIM U PUCKOM Pa3BUTHIL
TUIOTIMKEMHUH (IUTUTENbHOE TOJNOJaHHe, HEAOCTATOYHOE MOCTYIUICEHHWE YIJIEBOJIOB C MHUIIEH,
Ype3MepHbIe (PU3NYECKHe HAarpy3KH, AUapest /WK PBOTA);

- TeUIUT TIF0K030-6-hocdaraerniporeHassr;

- y MOXKUJIBIX MAIMEHTOB cTapie 65 neT u3-3a NOBBIIIEHHOTO PUCKA PA3BUTHUS TUIOTIIMKEMHUH.

Oco0ble yKkazaHus

Bo Bpems neuenmst npenapatoM [ nmOeHKIaMua HEOOXOAWMO HEYKOCHHTEIBHO COONIONATH
PEKOMEHJANNK Bpaya 10 COONIOJEHUIO TUETHI M CAMOKOHTPOJIO KOHIEHTPAIMU TIFOKO3BI B
wiasMe KpoBu. [lamumentsl, mnodydaroune mpenapar [ auOeHKnIaMua, JOKHBI  OBITH
Opeaynpex/ieHbl 0 HEOOXOIUMOCTH HE3aMEeUIMTENbHO IMPOKOHCYJIBTUPOBAThCA C JIeYallluM
BpauOM B CJIyda€ BO3HUKHOBCHUSA JIIOOBIX H3MEHEHUH B nepuoa JICUCHUA MperapaToM
I'muGenxnamun. Ilpu cmene nedamnero Bpada (Ipu TOCIUTAIH3alUM, IPU HECYACTHOM CITydae,
npu 3a00J€BaHUH, B OTIIyCKe) HEOOXOIMMO MPOMH(POPMUPOBATH Bpaya O HAIWYHMM y MAIMEeHTa
caxapHoro nuabera.

T'unornukemMus

JlnurenbHOe BO3JEp)KaHUE OT MUIIM, HEJOCTaTOYHOE OOecleyeHHe OpraHu3Ma YrieBoJaMu,
ypesMepHas Qu3ndeckas Harpy3ka, Auapes U/Wiv pBOTa SBISAIOTCS (haKTOpaMU pHUCKa Pa3BUTHUS
TUIIOTJIUKEMUH.

OnHOBpEeMEHHOE TPUMEHEHHE JIEKAPCTBEHHBIX CPEJICTB, OOJIaNalomux JACHCTBHEM Ha

LEHTPAJIbHYI0O HEPBHYI0 CHUCTEMY, CHIXKAIOIIUX apTepHalbHOE JaBiieHHMe (B T.4. Oera-
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aZipeHO0IIOKATOPEI), @ TAKXKE HAIMYNE Y NalneHTa aBTOHONHOH HGHpQUATHI MOFNT MJGKHPOBATE

CHUMIITOMBI TUIIOTJIMKEMUHU.
Y NOXWJIBIX MAIUEHTOB PUCK PA3BUTHS THIIOTIMKEMUU HECKOJIBKO BBIIIE, IIOATOMY HEOOX0IUM
OoJee TIIAaTeNbHBIN MOAOOP 103bI MpenapaTa U PeryaspHbld KOHTPOJIb KOHLIEHTPAIMH TIIFOKO3bI
B IJIa3M€ KPOBU HATOIIAK U MOCTIE MpUeMa MUILY, OCOOEHHO B HayaJle JIeYeHUSI.

['uneprionkeMus

KonneHTpanuss TIIOKO3bI B IUTa3ME€ KPOBHM MOXKET YBEIMYMBATHCS, €CIH TAIMCHT He
MPHUICPKUBACTCA HA3HAYCHHOHW BpayoM Tepanud. [IOBBINICHHAsS KOHIEHTPAIUS TJIIOKO3bl B
I1a3Me KPOBH MOXET Tak)ke ObITh OOYCIIOBJICHA HEJIOCTATOYHBIM Ha JIAHHOM I3Talle JICUCHUS
TepaneBTHYECKUM (P (EeKTOM HazHAUECHHOM 03B mpenapara [ mnOeHKIaMua, a Tak’kKe OCTPbIMH
CTPECCOBBIMH CHUTyalusiMd. K cHMIITOMaM THIEPTIUMKEMHUHU MOTYT OTHOCHTBCS: BBIpAYKECHHAS
XKaK7a, CYXOCTh BO PTY, YaCTOE€ MOYCHUCITYCKAHUE, KOXKHBIH 3y /WU CyXOCTh KOXH, TPUOKOBBIC
3a00J1eBaHUs U/ WK KOXKHBIC HHPEKIINH, a TAK)KE CHIDKEHHE Pab0TOCIIOCOOHOCTH.

Bonbmme Xupyprudeckue BMEIIATENbCTBA W TPAaBMBI, OOIIMPHBIC O0KOTH, WH(EKIIHOHHBIC
3200JIEBaHUS C JTMXOPAJOYHBIM CHHAPOMOM MOTYT IOTPEOOBATh OTMEHBI THIIOTITHKEMHYESCKHX
JICKApCTBCHHBIX CPEICTB I MpHEMa BHYTPh W Ha3HAueHUs WHCY/IWHA. [laleHToB cliemyer
nporH(GOPMUPOBATh O HEOOXOAMMOCTH 0€3 MpPOMEJICHHUS OOpaliaThCs K JedalieMy Bpady B
CIIy4asiX BO3HUKHOBEHUS IPYTHX 3a00JIeBaHU BO BpeMs JICUCHHsI MpernapaTtoM [ mOeHKIaMuI.
[Tpu oOpameHnu B Apyrue JiedeOHbIE YUPESKICHUS MAIMCHT JOJDKCH MPEAyNpeInuTh Bpada o
HAJIMYUU Y HETO caxapHoro auadera.

CrnaOuTenbHbBIC cpeacTBa

Uactoe mnpuMeHEeHWE CIAOWTENBHBIX CPEACTB MOXET MPUBOJUTH K  HAPYIICHUSIM
MeTabO0JIMYECKOro cTaryca.

AJIKOT0JIb

DTaHONI MOXKET MPOBOIMPOBATH PA3BUTHE TUIOTIMKEMHUH, a TAKKE Pa3BUTHE «AHTA0yCHOTO
abdexra» (Hambosmee pacmpocTpaHEHHBIE CHUMITOMBI — TOIIHOTA, PBOTA, OOJb B IKUBOTE,
«IIPUITHBBI», TAXUKAP,IUs, TOJIOBOKPYKCHHE, TOJIOBHAS 00JIh), TOITOMY CIIETyeT BO3ACPKUBATHCS
OT MpUeMa aJIKOTOJIsI BO BpeMsl JieueHusl penapatom [ mubenknamMu.

Jledunut rimoko30-6-docharaernaporeHassl

Y OompHBIX ¢ JHeUIIUTOM TIFOK030-6-(ocaTaeruniporeHassl MpUMEHEHHE NpenapaToB
CYTb(OHUIMOYEBUHBI MOKET MPUBECTH K PA3BUTHIO TEMOJIMTHICCKON aHEMHH, TIO3TOMY CIIETyeT

CO6J'IIOI[E[TB 0006}7}0 OCTOPO’KHOCTh HpHU HNPHUMCHCHUU FHI/I6CHKJI3.MI/III2[, npeAnOIYTUTCIBHO
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IPUMEHSATh THIOTIMKEMUYECKHE cpeaftBa,  (HE)( [ FBATIOMIIEES | | |-{IPOH3BOHHBIMU

CyIb(HOHIUIMOYCBHHEI.
Bo Bpems npumeHeHus TIHOSHKIIaMUa HE PEKOMEHAYETCS JTUTSIbHOE PEObIBAaHKE Ha COJTHIIE.

BcnoMorareabpHEIC BEIECTBA

Jlakmo3za

JlaHHbII mpenapaT COACPKUT JIAKTO3Y. IlpyM HAclIeICTBEHHOW HENEPEHOCUMOCTH TajlaKTO3bl,
neguIuTe JaKTa3bl WM TIFOKO30-TAAKTO3HON MaibaOCOpOIMH MPUMEHSTh 3TOT Npernapar He
caenyert (cM. pazzaen 4.8.).

Azopyoun (E 122)

JlaHHBIA JeKapCTBEHHBIN MpenapaT COACPKUT a30pyOMH. MOXKET BBI3BIBATH AJUIEPTUUYECKHE

peakiuu (cm. pasnen 4.8.).

45. B3aumopgeiicTBHe C JPYIMMH JIeKADCTBeHHbIMH INpenapaTaMM W Apyrue BH/bI
B3aMMOJEHCTBHUSA

[mubenkIamMul MeTadoIu3upyeTcs npeumyiiecTBeHHO ¢ momombio CYP 2C9 u B meHbIen
crenean ¢ nomompto CYP 3A4. Dror ¢akr cinemyeT y4uThIBaTh HpPU OJHOBPEMEHHOM
MPUMEHEHUU TTIMOCHKIaMUa ¢ UHAyKTopamu uinu uaruouropamu CYP 2C9.

VYcunenue rUNoOrIMKEMUYECKOTO JAEUCTBUS TINIMOEHKIAMHUAAa BO3MOXKHO IPU OJHOBPEMEHHOM
NPUMEHEHUH ¢  WHIUMOWTOpaMH  aHTMOTeH3uMHIpeBpaujatomero  gepmenta  (AIID),
aHaOOMMYECKUMHU  CpPEeICTBAMM W MYXKCKMMHM  TOJOBBIMM  TOPMOHAMH,  JAPYTHMMH
TUIOTTIMKEMUYECKUMH CPEICTBAMU JJIS TpUeMa BHYTPh (HarpuMep, OUryaHu/ibl) U UHCYJIHHOM,
a3aIpora3oHOM, HECTEPOUAHBIMU MpOTHBOBOCHanUTEeNbHbIMU mpenapatamu (HIIBII), Gera-
aapeHoOIoKaTopaMH, MNPOU3BOAHBIMU XHHOJIOHA, XJIOPaM(pEHUKOJIOM, KIOPUOpaTOM M €ro
aHaJIOraMu, IIPOU3BOJHBIMH KyMapHHa, TU30IUPAMUIIOM, beHdrypaMrHOM,
IPOTUBOIPUOKOBBIMU JIEKAPCTBEHHBIMHM CpEICTBAMH (HAampUMep, MHUKOHa30J, (IIyKOHa30),
¢GiyokceTMHOM, HHruOUTOpamMu MoHOoaMuHOOokcujazsl (MAO), mnapaaMMHOCAIUIIMIOBON
KHUCIJIOTOM, NIEHTOKCU(PUIUTMHOM (B OOJIBIINX /103aX, BBOAUMBIX TAPEHTEPATIHHO), IEPTEKCUITMHOM,
IOPOM3BOJHBIMU THMPa30JoHOB, (ochamuaamu (Hampumep, uukiopochamua, udochamus,
Tpodochamua), NpoOEHEUUAOM, CAIMLIWIATAMH, Cylb()OHAMHIAMH, TETPALMKIMHAMUA H
TPUTOKBAJIMHOM, KJIIADUTPOMUIIMHOM, CYJIb(QUHIHPA30HOM.

[Tonkucnsiomuye Mo4y cpeAcTBa (aMMOHUS XJIOPHJ, KalbLMs XJIOPUI) YCUIMBAIOT JEHCTBUE

I‘J'II/I6CHKJ18.MI/II[3. 3a CUCT YMCHBIICHHUA CTCICHU Cro JUCCOIMAllMh W IIOBBIILICHHUA €TI0
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peabcopormm. (NOCNEOOBATENEHOCTE 0001)

['unornukeMuyeckoe NeicTBUE TIMOCHKIAMHU/Ia MOXKET YMEHBIIAThCS HPU OJHOBPEMEHHOM
npUMeHeHun ¢ OapOuTypaTamMH, H30HUA3UAOM, JAMA30KCHUAOM, TIIOKOKOPTHKOCTEPOHIAMH,
IJIFOKarOHOM,  HUKOTMHaTtamMu (B Oonbmux  1go03ax), (EHUTOMHOM, (HEHOTHA3HMHAMH,
prubaMIUIITHOM, TUA3UTHBIMU JTUypeTHKaMH, aIeTa3olaMHuIoM, nepopaIbHbIMU
KOHTpAIIEITUBAMH U 3CTPOT€HaMH, IpernaparaMd HOACOAEPKAIIUX TOPMOHOB IIMTOBUIHOM
JKeJNe3bl, CHUMIIATOMUMETUYECKHMMH CpEICTBAMH, OJOKATOpaMH «MEUICHHBIX» KaJIbI[HEBBIX
KaHaJIOB, COJISIMU JINTHUS, CIIAOUTENbHBIMU (IIPH [UTUTEILHOM 3JI0YIIOTPEOICHUN ).

[Ipenapat cienyer ¢ OCTOPOKHOCTBHIO MPUMEHITh OJJHOBPEMEHHO C OeTa-aapeHo0I0KaTopamH,
T.K. 0eTa-aApeHOOIOKATOPbl MOTYT MAacKHUpPOBAaTh KIMHHUYECKHE CUMITOMBI THIOTJIMKEMUH (32
UCKJTFOUEHHEM MOBBIIIEHHOTO TIOTOOT/ICIICHUS ).

AHTaroHucTtsl Hz penentopoB MOryT kKak ociabisiTh, TaK M YCUIUBATh TUIOTIUKEMUYECKOE
neiictBue riubenknamua. [leHTaMuanH B €TMHUYHBIX CIyYasX MOXKET BBI3bIBAaTh 3HAYUTEIHLHOE
CHIDKEHHE WJIH TOBBIIICHNE KOHIIEHTPAIIUH TIIFOKO36I B TUIa3Me KPOBH. MOXET YCUIIMBATHCS WIIH
ocnabeBaTh JIeHCTBHE IPOU3BOIHBIX KyMaprHa.

Hapsiny ¢ ycuieHueM TUIOTTUKEMUYECKOro NEHCTBUs, OeTa-aJApeHO0JI0KATOPbl, KIOHUIMH,
TyaHEeTUJWH M PE3EpIrH, a TaKXKe JIEKApPCTBEHHBIE CPEICTBA C LIEHTPAIbHBIM MEXaHHU3MOM
JeMCTBUS, MOTYT OCTA0IATh y MAIEHTa ONIYIIEHUE TPEIBECTHUKOB CHMIITOMOB TUIIOTJIMKEMUH.
OMHOKpAaTHOE UM XPOHHUYECKOE YIIOTPEOICHIE aJTKOTOJISl MOYKET KaK YCUIIMBATh, TaK U OCTIA0ISTh
TUITOTTIMKEMHUYECKOE AeHCTBUE MINOCHKIaMU/IA.

['muOeHKkIaMuU] MOXKET YBEIMUYUTh KOHIEHTPALMUIO IIUKJIOCIIOPHUHA B IJIa3Me€ U MOTEHIMAJIbHO
MIPUBECTH K OBBIIIEHUIO €r0 TOKCHYHOCTH, TOITOMY PEKOMEHIYETCsl KOHTPOJIb KOHIIEHTPAIIUH 1
KOPPEKIIHSI JO03bI IIMKJIOCTIOPUHA ITPH OJTHOBPEMEHHOM MTPUMEHEHHH C TITHOSCHKIAMHUIOM.

[Ipy ONHOBpPEMEHHOM TPUMEHEHHMH C JIEKAPCTBEHHBIMH CpPEACTBAMH, YIHETAIOIIUMHU
KOCTHOMO3T'OBOE KPOBETBOPEHHUE, YBEINUUBAETCS] PUCK MHUEITIOCYTIPECCUH.

KoieceBenam cBsi3piBaeT TAMOSHKIAMHA]I, YMEHBIIAs €r0 BCACHIBAHHE U3 JKEIYI0YHO-KHIIIEYHOTO
TpakTa. [loaTOMy riambeHkiIaMup cieayeT MpPUHMMATh, MO KpaiiHeld Mepe, 3a 4 4 10 mpuema
KoJIeceBeslaMa, MOCKOJIbKY B 3TOM CJIy4ae HUKAKOTO B3aMMOJICHCTBHSI HE HAOII01aeTCs.

[Ipy onHOBpEMEHHOM NPUMEHEHUHM TIMOEHKIaMUAa ¢ OO3EHTAaHOM OTMEYEHO YBEINYECHHE
YacTOTHI TOBBINICHUS! AKTHBHOCTH <«IICYEHOUYHBIX» (pepMeHToB. [nmubOeHkmamun u O03eHTaH

YTHETAIOT HEPEHOC KETIYHBIX KHUCJIOT U3 KJICTOK IMEYCHU, YTO MMPUBOJUT K UX BHYTPHUKIICTOYHOMY
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HAaKOIUICHHIO M YCWICHHIO MX LHUTOTOKCHYeckoro shdexta: (B- ¢rsgu cr pIuM | pAHOBPCMORHQC

MPUMEHEHHE TIMOCHKIaMU/1a M 003eHTaHa MPOTUBOIMOKA3aHO (CM. pasnen 4.3.).

4.6. @DepTUIBHOCTDH, 0€PEMEHHOCTH U JAKTALMS

bepeMeHHOCTB

[Mpumenenue npenapara [uGeHKIaMu 1 pu OEPEeMEHHOCTH IPOTHBOIIOKA3aHo (cM. pasaen 4.3.).
[Tpu HactymiieHHMH OEpEeMEHHOCTH IMPHEM Ipernapara HeoOXOIUMO MpeKpaTHTh. s nedeHus
caxapHoro jquabera BO BpeMsi O€peMEHHOCTH MpernapaToM MepBOro BhIOOpa SIBISETCS WHCYIUH,
MOCKOJIbKY MPU MPUMEHEHUHU TUIOTIUKEMUYECKUX CPENICTB AJIA MpHeMa BHYTPb HEBO3MOXKHO
PEryIMpoBaTh KOHIICHTPAIIMIO TJIFOKO3BI B TIA3ME KPOBU C TOHM CTETICHBIO HA/IKHOCTH, KOTOpast
JA0CTUIracTCA Tepalmeﬁ HHCYJIMHOM. HpI/I IJIaHUPOBAHUHA 6CpeMeHHOCTI/I THUIIOTJINKEMHUYCCKUEC
CpeICTBa AJisl IpUeMa BHYTPb CJIEIyeT 3aMEHUTh Ha MHCYJIHH.

Jlakranus

[Tpumenenune npenapara [MTuOeHKIaMH]T B IEPHO/ TPYAHOTO BCKAPMIIMBAHHUS IPOTHBOIIOKA3aHO
(cMm. pasaen 4.3.).

HewusBectHo, mpoHUKaET K rIHMOEHKIAMU B TPy IHOE MOJIOKO. [TlockombKy Ipyrue mpou3BoHbIC
Cynb(OHIUIMOYEBHHBI TPOHUKAIOT B TPYIHOE MOJIOKO, MallMEHTKa JOJKHA MOJTy4YaTh B KAUYECTBE

THUIIOTTIMKCMHUYCCKOI'O CpCACTBA MHCYJIMH WU MIPCKPATUTh I'PYJAHOC BCKAPMIIMBAHUC.

4.7. BuusiHHe Ha CNIOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMHM CPeJICTBAMH U padoTaTrh ¢
MeXaHHU3MaMH

[Ipu npumeHenuun npenapara [nnOGeHKIaAMHI BO3MOXXHO pa3BUTHE O3MH30]I0B TUIO- WIU
TUIEPIVIMKEMUM M, KakK CJEJICTBUE, CHI)KEHHE pEeaKlUu U CIHOCOOHOCTHM K KOHLIEHTpalUU
BHUMaHMUs, 0COOCHHO B HayaJie JEUESHHMsI, TOCIIe KOPPEKIMH J103bI WM IIPH HEPETYISIPHOM IpUEME.
[TosToMy BO Bpemst JieueHus mpenaparoM [ nbenkiamua HeoOX0AMMO COOII0JaTh OCTOPOKHOCTD
IIPU YIIPABJIECHUU TPAHCIIOPTHBIMU CPEICTBAMM U 3aHATHIMH JIPYTUMH ITIOTEHIUAIBHO OITACHBIMU
BUJAMH JESITENbHOCTH, TPEOYIOIIMMH KOHIIEHTPAIlMK BHUMAHUS U OBICTPOTHI IICUXOMOTOPHBIX
peakuuidi. 9T0 0COOEHHO Ba)KHO JJIsl MAIIMEHTOB C YAaCTBIMU ASMU30/aMH THMIIOTIMKEMHUU WIIH
CHIDKEHHEM/OTCYTCTBHUEM OIIYIIEHUS «IIPEABECTHUKOBY TMITOTTIMKEMHUH (CM. pazen 4.4.).

B sTux ciydasx HE0OXOIMMO MPOKOHCYJIBTUPOBATHCA C BPAdyOM O BO3MOXKHOCTH YIpPaBICHUS

TPAaHCIOPTHBIMU CPEICTBAMM.
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4.8.  HewxenaTeabHble peakuuu (NOCNEOOBATENEHOCTE 0001)

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

Pesrome nipoduiist 6e3onacHocT

NmetroTess Takke COOOIIEHUS O CIEMYIOIMX MOOOYHBIX 3d(dekrax rianOeHKIaMUaa: H3XKOra,
AQHOPEKCHsI, MAaHKPEaTUT, TPaHyJIeMaTO3HbI TeraTuT, OWIMPYOMHEMHS, MCOPUA30IOI00HbIC
KOJKHBIE PEAKIIUH, TPOMOOIIMTOIICHUYECKas MypIypa, aluIaCTUIeCKas aHeMHUs, allTa3usi KOCTHOTO
MO3ra, 303WHO(DUINS, HapYIIEHUS CBEPTHIBAEMOCTH KPOBH, MO3AHAS KOXHAsA MOphUpHs,
MEeJUIarpONOJ00HBIE CHMITTOMBI.

Pe3roMe HexxenaTeIbHbIX PEAKIINN

Bo3MmorkHbIe T0OOUHBIE 3¢ (EKThI IPU MPUMEHEHUH IipenapaTa [ 1nOeHK1aMu 1 NpuBeACHbI HUKE
M0 HUCXOJAIIEH 9acTOTe BO3HUKHOBEHUS: 04eHb yacto (>1/10), wacto (>1/100, <1/10), newacto
(>1/1000, <1/100), peaxo (>1/10000, <1/1000), ouens peako (<1/10000), gacTora HEU3BECTHA (TI0
UMEIOIMMCS TaHHBIM OLIEHKa HEBO3MOXHa), BKJIIOUYas OT/AEIbHbIE COOOIIEHHS.

Hapywenus co cmoponuvl kpogu u tumgamuueckou cucmemol

Penko: TpomOonMTONIEHMS.

OueHb peako: JIEHKONEHUS, SPUTPONECHUS, TPAHYJIOLUTOINEHUS, BIUIOTh J0 arpaHyJoLMTO3a,
NAHIUTOIIEHUS, TEMOJINTUYECKAs] AHEMUH.

YKa3aHHble U3MEHEHUS FeMOIrpaMMbl, Kak IpaBuiio, 00paTUMBbI MOCJIE€ OTMEHBI MIpenapara, Ho B
OUYEHb PEJKUX CIIyYasiX MOT'YT ObITh YIPOXKAIOIIKUMU JJIs1 AKU3HU.

Hapywenus co cmoponsl uMMyHHOU cuUcmeMbl

OdeHp penKo: TEHEPAIN30BAHHBIE AJUIEPIMUECKHUE PEAKIMH, CONPOBOXKAAIOIINECS KOXKHON
CBIIIBIO, APTPANTHEN, JIUXOPAKOM, IPOTEUHYPHEN U JKENTYXOH; aHaPUIaKTHUECKHUH 1IOK.
Bo3moxxHa mepekpecTHas aieprus ¢ OpPOOEHENUJO0M, C JIPYTUMUA  MPOU3BOIHBIMH
CyIb(OHIWIMOYEBHHBI, CyJIb(paHUIaMUIaMH.

B omoenvubix ciyuasx BO3MOKHO Pa3BUTHE aJUIEPTUYECKOTI0 BACKYJINTA, B HEKOTOPBIX CIIydasx —
YKU3HEYTPOXKAIOLIETO.

Hapywenus memabonuzma u numanusi

Yacrto: runoraukemMus (CAHMITOMBI CM. B pazzene 4.9.), yBennueHne MacChl Tea.

OdeHb penKo: THIIOHATPUEMHSI.

Hapywenus co cmoponul opeana 3penus.

OueHb penko: HapyIIeHUE 3pEHUS U PACCTPOMCTBA AKKOMOIAIIAH.

Kenyoouno-Kuueynvie HapyuleHus
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Heuacro: TOLIHOTA, 9yBCTBO TSDKECTH M IICPRTIOTHCHHFD) B IRGIYIKE, (OTPHIPKKA, PBQTa, (0015 B

XKHUBOTE, TUapesi, «METAUTHIECKU» TPUBKYC BO PTY.

Hapywenue co cmoponul neuenu u sceniesvbleooauux nymei

OueHp penko: BPEMEHHOE  IOBBINICHUE AaKTHUBHOCTH  «IICUYCHOYHBIX»  (EPMEHTOB
(amannHamMuHOTpaHC(Epasbl, acrapTaTaMUHOTpaHC(epassbl, ICJIOYHOM dbocdarasnr),
BHYTPUIIEYCHOUHBIN X0JIeCTa3, ICKapCTBEHHBIN reNaTuT.

B omoenvHbix cryyasx TENATHT, TOBBIIICHUE AKTHBHOCTH «II€YEHOYHBIX» (PEPMEHTOB W/WIH
XOJIECTa3 M JKEeNTyXa MOTYT IIPUBECTH K ONACHOM JUIA KU3HH NEYEHOYHOH HEJTOCTaTOYHOCTH, HO
MOT'YT PerpeccupoBaTh IOCIE MPEKPAICHNUs TpHeMa ITHOSHKIaMHIa.

Hapywenus co cmoponbl Kodicu u NOOKOICHBIX MKAHel

HedacTo: KOXHBIN 3y, KpalMBHHUIA, ITypITypa, MOBBIMIEHHAS (OTOCEHCHOMIN3AINUS, Y3JI0Bas
spuTeMa, MopOmIM(pOpMHAs MM MaKyJIONamyJIe3Has SK3aHTeMa.

[Tpu mosiBNEHNU KparnuBHULIBI KK APYTUX KOKHBIX PEaKIMi CIeayeT HeMEIIEHHO 00paTuThes K
Bpauy. DTH peakIHH MPEJCTAaBISIOT CO00W BPEMEHHBIE PEaKIH TUIEPYYBCTBUTEIHHOCTH, B
OUYCHb PENIKHX CIy4asX OHHU, OJHAKO, MOTYT Pa3BHBATHCSA B YIPOKAIOIIME YXKU3HH COCTOSHUS,
CONPOBOXKJAFOIIMECS] YTHETCHUEM JbIXaHHs U CHIDKCHUEM apTEePUAIbHOTO AaBJICHUS, BILIOTH JI0
HACTYIUICHHS [IOKA.

Hapywenus co cmopoHbl nouex u Mo4egbl8005auux nymeil

OueHb peaKo: yCUJICHNE INype3a; TPAaH3UTOPHAS IPOTEUHYPHSL.

Obwue napywenus u peaxyuu 8 mecme 68e0eHus

Ouenb penko: «aHTadycHbIi 3¢ ek (Tucynbupamonogo0Has peakiiys) Ipy NpueMe aaKkoros
(Hamboyiee YacThle TMPHU3HAKU: TOIIHOTA, PBOTA, OOJb B JKHUBOTE, OIIYIIECHHE «IIPHIUBOBY,
TaxHKap/us, TOJIOBOKPYXEHHE, FOJIOBHAsI 00JIb).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0marh 0 TM0J03pEBAEMBIX HEXKeNaTeJIbHBIX pPEaKLUUAX MOocie pPerucTpanuu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1eabl0 00ecnedyeHrs HeMpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«T10J1b3a-PUCK» JIEKAPCTBEHHOro Tpemnapara. MeTuIMHCKUM pabOTHHUKaM pEKOMEHAYEeTCs
coolmaTe O JOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEaKIMIX JIEKapCTBEHHOTO Ipernapara
yepe3 HAlMOHAJIbHBIE CUCTEMbI COOOILEHHUS O HEeXKEJIAaTeNIbHBIX PeakIUsIX TOCYAapCTB — YICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccuiickas @enepanus

®denepanbHas ciry:x0a 1o Haga30py B cdepe 3paBOOXPaHEHHUS.
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Anpec: 109012, r. Mocksa, CrasiHckas mtotas, 1. 4, cpi I E NOBATENEHOC TR 0001)

Tenedon: +7 800 550 99 03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3mpoBka

CumMnOTOMBI

[Tpyu3Haku TUHOINIMKEMUHU (4yBCTBO T0JIOJA, TAXMKAapAMs, COHJIMBOCTb, cIa0OCTh, BHE3AIHas
NOTJIMBOCTh, HApyIICHHE KOOPAMHAIMHM JIBUKCHUH, Tpemop, olIiee OeCrOKOWCTBO, YYyBCTBO
CTpaxa, rojIoBHasi 00J1b, MIPEXOASIME HEBPOJIOITMUECKUE HApYIIEHUs! (HallpuMep, pacCcTpONCTBa
3peHMs U PeUH, IPOSIBICHUS Iape30B UM Napaludyeld, Ui N3MEHEHHOE BOCTIPUATHE OLLYILEHU).
[Ipu mnporpeccupoBaHUM TUIOIIMKEMHUH BO3MOXHA IOTEps MNALMEHTOM CaMOKOHTpOJIS U
CO3HAHMS, pa3BUTHE TMIIOTTIMKEMUYECKON KOMBI.

Jleuenue

[Tpy runoriMKeMuu JETrKOM CTENeHW cieqyeT NMPHUHATh BHYTPh KYCOUEK caxapa, IHILY HIN
HAallUTKU C BBICOKMM COJEp)KaHUEM caxapa (BapeHbe, Mea, ciaakuil 4daih u ap.). llpum
NepeI03UPOBKE y MAIMEHTOB, HAXOASILUXCS B CO3HAHUU U 0€3 CKIIOHHOCTH K Pa3BUTHUIO CY0pPOT,
nepe]l BHyTPUBEHHBIM BBE/IEHUEM TJIIOKO3bI (JIEKCTPO3Bbl) ClIEAYyeT CHauaaa UHULUUPOBATh PBOTY
VI ITPOU3BECTH IPOMBIBAHUE JKEITYIKA.

[Tpu moTepe nanueHTOM co3HaHUA HE0OXoauMO BBecTH BHYTpuBeHHO 40—80 M 40 % pactBOpa
JIEKCTPO3bI (TIIOKO3BI), 3aTeM MpoBecTH MHGY3u0 5—10 % pacTBOpa MEeKCTPO3bl. 3aTeM MOXKHO
JIOTIOJTHUTEILHO BBECTHU | MT IiTtokaroHa (IoJK0HO, BHYTPUMBIIIEUHO WM BHYTPUBEHHO). Ecin
NALUEHT MIOCIIE 3TOr0 HE MPUXOAUT B CO3HAHME, TO ATY MEPY MOXHO IOBTOPHUTH; JAJIEE MOXKET
noTpe0oBaThCs MPOBEICHNE HHTEHCUBHON TEpaIMH.

[Ipyn nnuTenbHON THUNOTIMKEMUM HEOOXOAMMO TIIATENbHOE HAOJIOJIEHHE 3a NAlMeHTOM B
TE€YEHHE HECKOJBKUX THEH C peryispHbIM KOHTPOJIEM KOHLIEHTPALUU TJII0KO3bI B IJIa3Me KPOBU

u, ecy notpedyeTcs, MpoBeAeHne HH(Y3MOHHOM Tepanui.

5. DPAPMAKOJIOTMYECKUE CBONMCTBA

5.1. ®apmakoaMHAMHYeCcKHe CBOIicTBA

11
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dapmakoTepareBTUIeCKas  IPymna:  THIOTIMKSMIIECKQE: [ EPGAGTBO[ - JYs|-| (TCPORaNBbHQIO

PUMEHEHHS TPYIIIBI CyIb(OHMIMOUYEBUHBI 1] TOKOICHUS.
Kon ATX: A10BBO1

MexaausM aeiictBus ¥ dhapMakoauHaMuueckue 3¢ dhexThl

['mubeHKIaMul CTUMYJIHUPYET CEKPELHI0 WHCYJIMHA IMyTeM CHIDKEHHUS Mopora pasipakeHHus
TJIFOK0301 0eTa-KJIETOK MOJKETY0YHON KEIe3bl, MOBHIIIAET YyYBCTBUTEIHHOCTh K UHCYJIUHY U
CTCTICHh €0 CBS3bIBAaHHUS C KJICTKAMH-MHIICHSIMHU, CTUMYIUPYET BBICBOOOXKIICHHUE HWHCYIWHA,
YCUJIMBAET JEHCTBUE WHCYJIMHA Ha IOIJIOIIEHHE TJIFOKO3bl MBIIIIAMU U MEYEHBIO, TOPMO3UT
JIMIIONU3 B KUPOBOM TKaHU. JleHCTBYeT BO BTOPOW CTaauU CEKpeUMH HMHCYIuMHA. OKa3bIBaeT
TUTIOJUITUIEMUYECKOE ICHCTBUE, CHUKACT TPOMOOTEHHBIC CBOMCTBA KPOBH.

lunornmkemuyeckoe AcCTBHE TIIMOCHKIAMHUAA Pa3BUBAeTCS depe3 2 daca. Y MAIUEHTOB C
caxapHbIM JMAa0ETOM MpPU OJHOKPATHOM MPUMEHEHUU Pa30BOM M03bl TTMUOCHKIAMUIA YTPOM

nociie mprueMa MUY THIOrTuKeMudecKuil 3¢ dekT coxpansercs B TeueHue 24 u.

5.2. apmaKkoKHHEeTHYeCKHUe CBOHCTBA

Abcopbrus

[Tpu npueme BHYTpb MNIMOEHKJIAMUJL OBICTPO M MOYTH MOJHOCTHIO BCACHIBAETCS U3 KEIyIO0YHO-
KHUIIEYHOro TpakTa. OJHOBPEMEHHBI NpPHEM MMIIM HE OKa3blBa€T 3HAYMMOrO BIMSHHUS Ha
BCachlBaHME MNIMOEHKIAMU/IA.

Pacnpenenenue

Bpems noctukeHust MakCUMaIbHOM KOHIeHTpauuu riaubenknamuia (Cmax = 100 Hr/Min) B muta3zme
KpoBu — 2,5 4. Yepes 8—10 4 nmocie mpuema, B 3aBUCUMOCTH OT MPUHATOMN J103bI, KOHIIEHTPAIUS
rrOeHKIamMuaa B mia3me KpoBu cHuxkaetcst 10 10—20 ur/mut. CBs3b rambeHkiaMua ¢ 0eaxkaMu
I1a3MBbl KPOBH cocTaBiisieT 98 %.

BI/IOTDaHCd)ODMaHI/IH U 3JIMMHHAIA

['MubeHKIaMuI TTOJTHOCTRIO METa0OJIM3UPYETCsS B MEYSHU ¢ 0O0pa30BaHHWEM JBYX HEaKTHBHBIX
METaOOJIUTOB, KOTOPBIC BBIBOJIATCS IMOYKAMHU W Yepe3 KHUIICYHHK MPHOTU3UTEIIBHO B PaBHBIX
MPOMOPILHUAX TOTHOCThIO dYepe3 45-72 u. Ilepumon mnonyBwiBeneHus (T12) y 3I0poBBIX
TOOPOBOJIBIIEB TMOCIIE MEPOPATLHOTO MpHEMa OKOJO 7 4. Y MalUeHTOB C caXapHbIM IHa0eTOM
BO3MOXHO yutHeHue T12 1o 8—10 4.

[ToyeyHas HETOCTATOYHOCTD

12
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Y TanueHToB C IMOYCYHOH HEIOCTaTOYH(CTBIO KOMIGHCATOPHQ: /\BOBPACTACT  BRIBOICHHC

MeTaboNMUTOB 4epe3 KuiieyHuk. [lpu kxnmpeHce kKpeaTwHHHA >30 MI/MUH 00Ias CKOPOCTh
BBIBEJICHUSI TJIMOCHKIAMHIAa W3 OpraHu3Ma ocraercs 0e3 wu3Mmenenuil. [lpu moveuynoi
HEJ0CTaTOYHOCTH TSHKEJIOW CTENIEHU BO3MOYKHA KyMYJISLIMSL.

IleyeHOYHAS HEAOCTATOYHOCTD

Yy NalrCHTOB C MMCYCHOYHOM HEAO0CTATOYHOCTBHIO BRIBCACHUC HeﬁCTByIOH_ICFO BCIICCTBA M3 I1JIa3MbI

KpOBH 3aMCIJICHO.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BellIeCTB

JlakT0o3BI MOHOTHIpAT

Kpaxman kapTodenbHbIi

[MToBu0H (TOJIMBUHUITUPPOIIUAOH HU3KOMOJIEKYISIPHBIH, oBUI0H K-17)
Kapbokcumerniakpaxman HaTpus

Marnus creapar

Kpacutens azopyoun (E 122)

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CPOK XpaHeHus )

2 roza.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

ITpu Temneparype He Beime 25 °C.

6.5. XapakTep u cojep:kaHHe MEePBUYHOI YTAKOBKH

[To 10 mn 20 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 IUIEHKU NOJIUBHHUIXIOPUIHON
¥ QOJIBIU ATIOMUHHMEBOM MeYaTHON JTAKMPOBAHHOM.

1,2, 3,4, 5 nnn 6 KOHTYpHBIX SYEHKOBBIX yrnakoBOoK mo 10 tabmerok miu 1, 3, 6 KOHTYpHBIX
STYEHKOBBIX YIMAKOBOK MO 20 TabJETOK BMECTE C MHCTPYKIIMEH IO MEIUIIMHCKOMY TTPUMEHEHHUIO

MMOMCIIAKOT B MTAYKy M3 KapTOHA.
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Iy

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH MNPH YHUUYTOKEHHH  HCIOJb30BAHHOTO
JIEKAPCTBEHHOT0 Mpenapara Wil 0TX0/0B, MOJYYeHHBIX N0cJe MPUMEeHeHHsl Npenapara u
Apyrue MAHMMYJISLIHMH ¢ TPenapaTom

Het oco0bIx TpeOOBaHMH K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

OTtkpeiToe akimoHepHoe obmectBo «Dapmcrannapt-Jlekcpencrsay (OAO «DapmcTanaapt-
JlexcpencTBay)

Anpec: 305022, r. Kypck, yin. 2-s1 ArperarHas, 1. 1a/18

Tenedon/dakc: (4712) 34-03-13

Onekrponnas moura: leksredstva@pharmstd.ru

7.1. IlpencraBuTeib AepKaTesisi perucTPAllHOHHOIO YAOCTOBEpPEeHH s

IIpereH3un HOTDC6HT€J'I€I>1 HAaIrpaBJIATH I10 aApECy.

Poccuiickas @enepanus

OtkpsIToe akionepHoe odmectBo «@apmcrannapt-Jlekcpencrsa»y (OAO «DapmcTannapt-
JlexcpencTay)

Anpec: 305022, r. Kypck, yn. 2-s1 ArperartHas, 1. 1a/18

Tenedon/pakc: (4712) 34-03-13

DnexTponHas noyra: leksredstva@pharmstd.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
9. IATA TEPBUYHOMN PETMCTPAIIMM (IIOJATBEPXKJIEHUWSI PETHCTPAIINU,
HEPEPEINCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

14
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Obmast  xapakTepuCTHKA JICKapCTBEHHOro] mpernafara;: [T MOeHKIAMIL, || ZQCTYIIHA) () {Ha

UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/
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