COOTEBETC TEi_'hi ET 3KCNEPTHOMY OTUYETY

oT 27.12.2024 N2 23037

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1700

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IPEITAPATA

Wupamamun perapa, 1,5 mr, TaOieTku ¢ MPOJIOHTHPOBAHHBIM BBICBOOOXKICHHEM, MOKPHITHIC
TUIEHOYHOU 00O0JI0YKOM.

2. KAMECTBEHHBINA U KOJIMYECTBEHHBII COCTAB

JelicTBytolee BEIECTBO: MHAATTAMMU/I.

Kaxxgast TabiieTka ¢ MpOJIOHTHPOBAHHBIM BBICBOOOXKICHHUEM, TIOKPHITAs IJICHOYHOU 000JI0UKOM,
coaepxut 1,5 Mr u"anamMujaa.

BcrnomorarenbHble BelecTBa, HaJM4KWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: jJakto3sl Monoruapar (Tabmerro3a 80) (cm. pasmen 4.4.).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, ¢ MPOJIOHTUPOBAHHBIM BHICBOOOXKIEHUEM, TIOKPBITHIE MIICHOYHOU 000IOUYKOM.
Kpyrible OBOSIKOBBINMYKIIbIE TAaOJETKH, MOKPHITHIE ITUIEHOYHON 000JI0UKOM Oenoro Wid MovTd
6enoro nBera. Ha momepeunom paszpese siapo Oemoro wim modtu Oenoro 1sera. Jlomyckaercs
JIeTKas EPOXOBATOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUI0

[Ipenapar Mupanmamua petapa nokasaH yist JICUCHUsI apTepUATIbHON THIIEPTEH3UH Y B3POCIIBIX.
4.2. PexxuM 103MpOBaHMs U C1IOCO0 MPUMEHEHUs!

PexxuM 103upOBaHUs

[Tpumensiercs no 1 TabneTke B CyTKH, JKENATEIBHO YTPOM.
IIpn nedeHMM NANMEHTOB C apTEpUAIbHOM THMIEPTEH3MEH YBEIWYEHUE [03bl Ipenapara He
INPUBOAUT K YBEIWYEHUIO AHTUTHMIIEPTEH3UMBHOIO JCHCTBUSA, HO YCHIIMBAET IUYPETHYECKUI

s dexr.

Oco0bIe I'pynnbl HaMCHTOB

THayuenmol ¢ napywenuem @ynxyuu nouex (cm. pazoenst 4.3. u 4.4.)

[TpyMeHeHre MPOTUBOIIOKA3aHO MAlUEHTaM C TSKEJIOM MOYeYHON HEJ0CTaTOYHOCThIO (KIMPEHC
KpeaTuHHHA MeHee 30 MJI/MUH).

TuasuaHble U THA3UAONOJO0HBIE JUYPETHKU B MOJHOM Mepe 3((eKTUBHBI TOJIBKO Y MAllMEHTOB
C HOpMaJIbHOM (PyHKIMEN MoYeK MM ¢ MUHUMAaJIbHBIMU €€ HapyIICHUSIMHU.

Iayuenmvi ¢ napywenuem @yuxyuu nevenu (cm. pazoenvt 4.3. u 4.4.)

[TprMeHeHre TPOTUBOMNOKA3aHO MAMEHTaM C TSDKENbIM HapylIeHHeM (PYHKIUY NEeYeHH.
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Iayuenmol noxcuno2o sospacma (cm. pasoen 44.) (NOCNEOCQBATENBHOCTL 0000)

VY NoXuibIX MallMEHTOB CIEAYeT KOHTPOJIMPOBATh COAEPKAHUE KpEeaTMHUHA B IJIa3ME KPOBU C
y4eTOM BO3pacTa, Macchl Teja U nona. JlekapcrBeHHslil npenapat MHaanamua perapa MOXXHO
Ha3HauaThb [OXWJIBIM IAllUEHTaM C HOpPMaJbHOW (yHKIMEH MOYeK MIM TOJNbKO C
MHUHHMAaJIbHBIMH €€ HAPYLICHUIMHU.

eTu
BbezonacHoCTh U AP PEKTUBHOCTh MPUMEHEHHS JIEKapCTBEHHOTO IpenapaTta MHmanamuy perapa
y JeTel U MOAPOCTKOB HE YCTaHOBJIEHBI. J[aHHbIE OTCYTCTBYIOT.

Cnoco0 IIpuMeHeHus

Buytps. TabneTky cieayeT NporiaaTbiBaTh HEIUKOM, HE pa3KEBbIBas, 3al1MBasi BOJIOM.

4.3. IIpoTuBONOKA3aHUS

e [ unepuyyBCTBUTEIBHOCTb K MHIAMAMUAY, UM K IPYTHM IPOU3BOAHBIM CyIb(hOHAMUAA, WIH K
1r000My U3 BCIIOMOTaTeIbHbIX BEIIECTB, IEPEUUCIEHHBbIX B pa3jene 6.1.;

e TspKelsas MoYeyHast HeI0CTaTOUYHOCTh (KJIMPEHC KpeaTHHUHA MeHee 30 MII/MUH);

e [IeYeHOYHas 3HLEe(daTonaTus WK TSDKEI0e HapylIeHne QYHKIUY TeYeHHU;

® TUNOKATUEMHUS.

4.4. OcoOble yKka3aHMsl M Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Hapymenust pyHKIMM NeUeHH U MOYeK JIETKOM MM YMEPEHHOH CTeNeHU TSKECTH, HapyLIeHUs
BOJIHO-3JIEKTPOJIMTHOTO OajnaHca, MPUMEHEHHE y MAIMEeHTOB C yBEJIMYEHHBbIM MHTepBajoM QT
Ha OKI', mpuMeHeHre y UCTOLIEHHBIX MallMeHTOB, Y MallUEeHTOB, MOJYyYaIOUX OJHOBPEMEHHYIO
TEpanuio ¢ TMpenapataMy, KOTOpble MOTyT YyBenuuuBaTh uHTepBan QT, mnpumeHeHue c
JeKapCTBEHHbIMM  IIpernapaTtaMH, CIOCOOHBIMHM BbI3BaThb IMOJUMOP(HYIO IKEITYyJZ0YKOBYIO
TaxXUKApAUI0 THUIIA «IIMPYIT», I[penaparaMd JIUTHA, JIEKapCTBEHHBIMHM IIperapaTamy,
CIIOCOOHBIMH BBI3BIBATH TUIOKATHEMHIO WM CEpJCYHBIMU TIUKo3ugamu (cM. pasaen 4.5.),
nepudepuyeckue OTEKM WJIM  aclUT, HIIeMUYecKas Oojle3Hb  ceplua, cepJedHas
HE/I0CTaTOYHOCTh, TUIIEpIIAapaTUpe03, CcaxapHbli 1ualbeT, TUNEpypUKEeMHUs U IOAarpa,
ajuleprudeckasl peaklys Ha EHUIIWLINH B aHaMHe3e€.

Oco0ble yKka3aHus

Hapywenue ¢ynxyuu neuenu

[Tpy Ha3HAYEHUU THA3MIHBIX M THA3UJIONOMO0OHBIX AUYPETHKOB Y MAIMEHTOB C HapyLICHUSIMHU
(GyHKLIUU MeYeHH, OCOOCHHO B Cllyyae HapyIIEHHUS BOJHO-JIEKTPOJUTHOTrO OanaHca, BO3MOXKHO
pa3BUTHE TEUYEHOUYHOH »SHIe(anonaTui, KOTopas MOXKET MPOrpeccupoBaTh 0 IMEYEHOYHOU

KOMBI. B 3TOM cJ1ydac IpuUMCHCHUEC TNYPETUKOB CICAYET HEMCIJICHHO MMPECKPATUTD.
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(NOCNEQCBATENEHOCTES 0000)

Peaxyuu pomouyecmeumenvrocmu

Coobmanoce 0 ciay4yasx pa3BUTHS peakuuil (OTOUYBCTBHTEIBHOCTH Ha (oHEe mpuema
TUA3UJHBIX ¥ THA3UI0NOAOOHBIX AMYPETUKOB (cM. pasznen 4.8). B ciaywae pazButust peakuuit
(OTOUYBCTBUTEIBHOCTH Ha (OHE IpUeMa JIEKAPCTBEHHOIO Ipenapara peKOMEHIYeTcCs
IpeKpaTuTh JieyeHHe. EcnM NOBTOpHOE Ha3HaueHWe JUYpeTHKa IPU3HAHO HEOOXOAMMBIM,
PEKOMEHIYEeTCS 3allUIaTh OTKPBHITHIE YYAaCTKH OT COJIHEYHBIX Jy4eld WM HCKYCCTBEHHBIX
yIBTpa(rONeTOBBIX JIyyel Tuna A.

Bcnomozamenvhule sewecmea

[Tpenapar Wupanamua perapa  CONEPKUT JakTO3bl MoOHoruapar. [lamueHtam ¢ penko
BCTpEYAIOLIeHCs HACIEICTBEHHONH HEMEPEHOCHMOCTBIO TaaKTO3bl, JAC(HUIIUTOM JaKTa3bl WIH
IJIIOKO30-TJIAKTO3HON ManbaOcopOruell He cienyeT NPHHHUMATh JIEKapCTBEHHBIN Ipermapar
WNupanamun peraps.

Oco0nIe MCPBI IIPEAOCTOPOXKHOCTH IIPHU IPUMCHCHHN

Boono-anexmponummnuiii 6ananc

COIIGD)KaHHe HMOHOB HaTpusi B I1J1Ia3MC€ KPOBH

Jlo Hauana jedyeHHuss HEOOXOJMMO OINPENIEIUTh KOHIICHTPAIIUI0 MOHOB HATPHs B IIa3ME KPOBH.
Ha ¢one npuemMa mpemnapara cliefyeT peryJaspHO KOHTPOJIMPOBATh 3TOT Moka3zarenb. Heooxomum
MOCTOSHHBIN KOHTPOJIb KOHLUCHTpAUUHW HOHOB HATpHA, TAK KaK ICPBOHAYAJIBHOC CHHIKCHHUC
KOHICHTpAalIU HAaTPUA B IJIa3ME KPOBHU MOXKET OBITE OeccUMIITOMHEBIM. bosiee uacToIi KOHTPOJIb
MOKa3aH MaIeHTaM ¢ [UPPO30M MEUCHHU | JIMIIAM MTOXKHIOro Bo3pacTa (cM. paszaeisl 4.8. u 4.9.).
Jlroboii nuypeTudecKuil mpenapar MOKET BBI3bIBATh TMIIOHATPUEMHIO, MPUBOASIIYI0 HUHOTAA K
Kpal\/JIHe TSOKCJIBIM IMOCIICACTBUAM. FI/IHOHanI/IeMI/Ifl B COYETAHHHU C T'HIIOBOJIEMHEN MOTr'yT OBITH
NPUYMHON 00€3BOKHMBAHMS W OPTOCTaTHyeckol TUnoTeH3uu. ComyTCTBYIOIIEE CHHM)KEHUE
KOHIIGHTpAalliM HOHOB XJIOpa B IUIa3Me€ KpPOBH MOXKET TPUBOIUTH K BTOPHUYHOMY
KOMITEHCATOPHOMY METa0O0IMYEeCKOMY allkallo3y: 4acTOTa Pa3BUTHS U CTENEHb BBIPAKEHHOCTH
sTOro d(hPeKTa He3HAUYUTETHHBI.

Codep:)fcanue UOHO6 KaJluA 6 niasme Kposu

[Tpu Tepanuu THA3UIHBIMU U THA3UAONOAOOHBIMU TUYPETUKAMH OCHOBHOM PUCK 3aKJIIOYAETCs B
CHIDKEHHM KOHIIEHTpAllMM Kajus B IJIa3Me€ KPOBM M Pa3BUTUM runokaiaueMmuu. Heobxommmo
MpeIoTBpallaTh pa3BUTHE TUNIOKaTHeMHH (< 3,4 MMOJIB/) y NAIIMEHTOB TPYIIIbI TOBBIIIEHHOTO
pHCKa: MalMeHTOB MOXHWIJIOTO0 BO3pacTa, HCTOLIEHHBIX W/MIM TOJIYYarolIUX COYETAHHYIO
MEIMKaMEHTO3HYIO0 Tepanuio, MalMeHTOB C IHUPPO30OM IMEYECHHU, NepUPepuIecKUMH OTEKaMHu U
aCIIUTOM, TMAIMEHTOB C MIIEMHYECKOH OOJIe3HbIO ceplla, CeplIeuyHOW HEJO0CTAaTOUYHOCTHIO.
I'mrokanueMust y TakuX MAlMEHTOB YCHIMBAET KapAHMOTOKCUYHOCTh CEPACYHBIX ITIMKO3UAOB U

MOBBIIIAET PUCK PA3BUTHUS apUTMHI.
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[Maumentsl ¢ ymiuHeHmeM wuHTepBana QF, Kkak ':%GQ@%;TE%H OF T e Pty

JIEKapCTBEHHBIMM IIpemnaparamMM, OTHOCSATCS K TIpylIe pucka. [umokamuemusi, Kak U
Opaaukapnusi, SIBISICTCS COCTOSHHEM, CIIOCOOCTBYIOIIMM pAa3BHTHUIO TSDKEIOH apuUTMHHU, B
YACTHOCTH, MOJUMOPGHON JKEIyAOYKOBOM TaxUKapAMM THUIA «IIUPYIT», KOTOpas MOXKET
IPUBECTH K JICTAILHOMY UCXOLY.

Bo Bcex onmMcaHHBIX BBIIIE CIydasiXx HEOOXOAMMO KOHTPOJIMPOBATh KOHIEHTPAIMIO KajHs B
a3Me KpoBu Oojiee 4acTto, yeM oObryHO. [lepBoe m3MepeHHe KOHIICHTpAalWd MOHOB Kalus B
IU1a3Me KPOBU JIOJKHO OBITh BBIIIOJHEHO B NIEPBYIO HEJEIIO OT Havaja JeUSHMsL.

ITpy nosiBJIEHNU TMIIOKAIMEMUH I0JIKHO ObITh HA3HAYEHO COOTBETCTBYIOLIEE JICUCHHE.

Codep.?fcaHue Kajlbyusi 6 niasme Kposu

TuazugHble ¥ THA3UIOMONO00HBIE JUYPETUKHA MOTYT YMEHBIIATh BBIBEJICHUE KAJBIHS TOYKAMHU U
IIPUBOAMUTH K HE3HAYUTEIbHOMY U BPEMEHHOMY IOBBIIICHUIO YPOBHS KajbLUs B IJa3Me€ KPOBH.
VcTuHHAs TUNEpKaJblMEMHUs MOXET ObIThb CJIEJICTBHEM paHee He JAMarHOCTUPOBAHHOIO
TUIepIIapaTupeosa.

Crnemyer mpeKpaTHTh MPHUEM AWYPETHUECKUX IMPENapaToB Mepea HCCIeA0BaHHEM (YHKIIUU
NapaLUTOBHUIHBIX JKEJIE3.

Cooeporcanue 2noko3wl 8 niasme Kpogu

BaxHo KOHTpOIMPOBaTh KOHLIEHTPALIMIO ITIFOKO3bl B KPOBU Y MALMEHTOB C CaXapHbIM 1UAa0ETOM,
O0COOEHHO IIPU HAJTUYUU TUITOKATUEMUH.

Mouesas xucnoma

VY nanueHToB ¢ runepypUKEMHUER MOXKET YBEIIMUNBATHCS PUCK PA3BUTHUS IIPUCTYIIOB NOJATPHI.
Huypemuueckue npenapamol u QyHKyus novex

Tuasuanble U THA3UAONOAO0HBIE JUYPETUKHU 3()(PEKTUBHBI B MOJIHON Mepe TOJBKO y MAIlMEHTOB
C HOpPMaJIbHOW WJIM HE3HAYUTEJIbHO HapyLIeHHOH (yHKIMeH mouek (copepikaHue KpeaTHHUHA B
IU1a3Me KPOBU Y B3POCHBIX JMIL HIDKE 25 Mr/n umu 220 MKMOJb/T). Y HalMeHTOB MOXHIIOTO
BO3pacTa ypoBeHb KpEaTMHHMHA B IJIJa3M€ KPOBU PACCUUTHIBAIOT C YUETOM BO3pacTa, Macchl Tena
U T0JIa.

Crnenyer y4yuThIBaTh, YTO B Hayaje JIEUEHHUS Yy MAIMEHTOB MOXKET HaONIOAaThCsl CHUKEHUE
CKOPOCTH KJIyOOUKOBOH (hUIIBTpaLiiu, 00yCIOBIEHHOE TMIIOBOJIEMHEH, KOTOpasi, B CBOIO OYepe/ib,
BbI3BaHa IOTEpel BOABI U MOHOB HaTpus Ha (oHE Mpuema Auyperhdeckux mnpemnaparon. Kax
CIIEJICTBUE, B IJIa3M€ KPOBH MOKET YBEJIMYHMBATHCS KOHIIEHTPAI[US MOYEBHHBI U KpEaTHMHMHA.
Takass TpaH3uTOpHas (PyHKIMOHAJIbHAS IMOYEYHas HEJOCTaTOYHOCTh HE MMEET KIMHHUYECKOrO
3HAYE€HUS y MAIMEHTOB C HOPMaJbHOW (YHKIMEH MOYEeK, OJHAKO MOXKET YCYIyOIsThb yxke

HMEBIIYIOCA 10 HaYaJIa JICUCHUA ITOYCUYHYIO HEJOCTATOUYHOCTD.
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Cnopmenens (NOCNEQCBATENEHOCTES 0000)

CrioprcMeHaMm ciienyeT oOpaTHTh BHUMAaHKE, YTO JACHUCTBYIOIIEE BEIIECTBO, BXOJSIIEE B COCTaB
JIEKapCTBEHHOTO Ipenapara MHganaMu perapa, MOKET 1aBaTh IOJOKUTEIbHBIN PE3yIbTar IpH
IIPOBEIECHHUH TOIUHI-KOHTPOJIA.

XOl?uOuanlebll:i ebznom/Ocmpa}z Muonuﬂ/Bmopulmaﬂ 3AKPbIIMOY2OJIbHAA 21ayYKOMA

CynboHamMuapl W WX MPOU3BOIHBIE MOTYT BBI3BIBaTh HMIMOCHHKPA3HUECKYIO PEaKIHIo,
NPUBOSIIYIO K PAa3BUTHIO XOPHOUAAIBHOTO BHINOTA C JE(PEKTOM IOJISl 3pEHHs], OCTPONH MHOIHHU
U OCTPOMY MPHUCTYIly BTOPHUYHOH 3aKpPBITOYIOJIBHOM IvIayKOMbl. CHMITOMBI BKJIIOYAIOT:
BHE3aITHOE CHIKEHHE OCTPOTHI 3peHHsI WM 00JIb B I1a3aX, KOTOPbIE IPOSIBISAIOTCS, KaK PaBUIIO,
B TEUCHHE HECKOJBbKUX YaCOB WJIM HENIENb OT Havyajla Teparmud THA3WAHBIM / THA3UI0TOI00HBIM
auypetukoM. IIpu oTcyTcTBUM JeueHus OCTpast 3aKpbITOYTOJIbHAS IIIAYKOMa MOYKET IIPUBECTU K
HeoOparuMoil norepe 3peHus. [Ipu nmosBIEHUHM CUMIITOMOB HEOOXOAMMO KaK MOXKHO ObICTpee
IPEKpaTuTh NMPUEM THA3UIHOIO/THA3HI0M0I00HOr0 1uypeTruka. Ecnu BHyTpHUIIa3HOE JaBlieHUE
0CTaeTCsl HEKOHTPOJIHPYEMBIM, MOXKET TIOTPEOOBAaThCS HEOTIOKHOE MEANKAMEHTO3HOE JICUCHHE
WIM XUPYPruyeckoe BMeIaTesbcTBO. (DAKTOPOM pHCKa pa3BUTHSA OCTPOM 3aKPBITOYTOJBHOM
IJIayKOMBI SIBJIIETCS aJJIEpriuyecKasl peakiysi Ha MPOU3BOHbIE Cylb(pOHAMK/A NI MEHULMIUIUH
B aHaAMHE3€.

4.5. B3amMmopeiicTBMe ¢ JPYrHMH JIeKAPCTBEHHBIMH IpenaparaMM M JApyrue BH/bI
B3aMMOJEHCTBHUSA

IIpenapamul tumus

IIpy OIHOBpPEMEHHOM INPUMEHEHMM HWHAANIaMUJAa W IPENaparoB JUTHs, TakXkKe, Kak U IpU
coOnroeHnH OeccoeBol AMEThI, MOKET HAaOIIOAAaThCsl MOBBILIEHUE KOHLEHTPALUM JHUTHUS B
IJIa3Me€ KpPOBU BCIJIEJICTBHE CHUIKEHUS €ro 3KCKpPELHH, COINPOBOXKIAIOIIEECS IOSBICHUEM
NPU3HAKOB Tepero3upoBKU. [Ipy HEOOXOIMMOCTH IMypeTHdecKHe NpenapaTbl MOTYT OBITh
UCIIOJB30BaHbl B COYETAHMM C [penaparaMy JIMTHs, [PA OTOM CIENYeT TIIATEIBHO
KOHTPOJIMPOBAaTh KOHIIEHTPAIMIO JIMTHUA B IUIa3ME€ KPOBU U COOTBETCTBYIOIIMM 00pa3oM
noadupats 03y mpemnapara.

KomOunanuu, TpeOyromue npeaocTopOKHOCTU

Jlexapcmeennvie  npenapamoel,  CnocoOHvie — Gvl36AMb  NOIUMOPDHYIO  AHCETYOOUKOBYIO
MAxXuKapouto muna «nupysmy

- AHTHapUTMHUYECKHME JIeKapCTBEHHbIE mpemapaThl [A kiacca (XMHMIWH, THIPOXUHHJIUH,
mu3zonupamu, npokanHamun) u IC knacca (draexkaunum);

- aHTHApUTMUYECKue JiekapcTBeHHbIe npenapatsl |1l kmacca (amuogapoH, cotanon, noGeTm/,
nOyTUIINI, OpETUITNS TO3WIIAT, TPOHEIAPOH);

- HelporenTuku: (GeHOTHA3UHBI (XJIOPIPOMA3HH, [IHaMEMa3HH, JICBOMETIPOMAa3HH, THOPUIA31H,

5
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Tpudayonepasus, QuaydbeHasuH), OeH3aMUIbI (aMI/f(g/lJ:III:::I’IBEE; Eéygﬁ%ﬁ - -I;S}JTLT I'HDI/II[,

THANpua), OyTUupOo(EHOHBI (IPONEPUI0, TATIONEPUIO0N ), TUMO3UI, CEPTUHIION;

- QHTHJICTIPECCAHTHI: TPULUKINYECKUE aHTUACTIPECCAHTDI, CEIIEKTUBHBIE MHTHOUTOPHI 00paTHOTO
3axBaTa CepOTOHHMHA (IUTAIIONPAM, ICIIUTAIONPAM);

- aHTHOAaKTepHAIbHBIE CPeACcTBa: (TOPXUHOJOHBI (JIEBO(MIOKCAIIMH, MOKCH(IIOKCAIIUH, Crap-
dokcanuH, TUMPOQIIOKCAIIMH); MAKPOIHIbI (JPUTPOMUILIMH TPU BHYTPUBEHHOM BBEIICHUH,
A3UTPOMUIIVH, KJIAPUTPOMUIIUH, POKCUTPOMHUIINH, CTUPAMHUIINH ), KOTPUMOKCA30IT;

- MPOTUBOTPHOKOBBIC CpPEICTBAa psaa a30jJ0B (BOPUKOHA30J, HMTPAKOHA30JI, KETOKOHA3OI,
baykoHazon);

- IPOTUBOMAIISIPUHHBIC CPEJICTBA (XUHUH, XJIOPOXHUH, Me(DIOXUH, raiodaHTpHUH, TyMehaHTPHUH);
- aHTHAHTHHAJIbHBIE CPEJCTBA (paHONa3uH, OCTIPUAN);

- MPOTHUBOOITYXOJICBBIC MPENapaThl ¥ UMMYHOCYIIPECCAHThI (BaHAETAaHHO, MBIIIbSIKA TPHOKCHUI,
OKCAJIUIIIATHH, TAKPOIUMYC, aHATPEITU);

- MPOTUBOPBOTHBIE CPEICTBA (OHAAHCETPOH );

- CPEJCTBA, BIMAIONINE HA MOTOPHKY JKETYJOYHO-KUIIEYHOTO TpaKTa (IH3apuI, JOMICPUIOH);
- aHTHUTUCTAMUHHBIE CPEJICTBA (aCTEeMU30I, Tep(hEeHAINH, MU30JIACTHH);

- TIpoYMe: MEeHTAMHIUH, Au(eMaHW, BAHKAMUH NPH BHYTPHUBCHHOM BBEJCHHH, BA30IPECCHH,
TEPIMIIPECCHH, KeTaHCEPUH, IPOOYKOII, TPOorodod, ceBohIypaH, TEPOIUIHH, ITUIOCTA30IL.
[ToBbIllICHNE pHUCKA PA3BUTUS IKEIYIOYKOBBIX APUTMUK, B YACTHOCTH IOJTHMOPQHOU
KEIyTOYKOBOW TaXUKAPIUH TUTIA «ITHPYIT» ((PaKTOP PUCKA — TUTIOKATTHEMUS ).

[lepen Ha3HaueHMEM KOMOMHHMPOBAHHOW TepamuM WHIANAMUAOM U YKa3aHHBIMHU BBIIIIE
npenapaTamM CleAyeT NMPOBECTH HCCIEAOBAaHUE C IIETbI0 BBISABICHUS TUMOKATUEMHHA U TIPHU
HEOOXOJMMOCTH TIPOBECTH Koppekuuio. HeoO0XoauM KOHTpPOJb KIMHHYECKOTO COCTOSHUS
MaUeHTa, KOHTPOJIb YPOBHS AJIEKTPOJIUTOB IJIa3Me KpoBH, nmokaszareneit OKI'.

VY manueHTOB ¢ THUNOKATWEMHUEH HEOOXOJUMO MPHUMEHSTh Mpenaparbl, HE BHI3BIBAIOIINIE
MOJMMOP(HYIO JKEITYTOUYKOBYIO TAXHKAPIUIO TUTIA KITHPYIT.

Hecmepouonvie npomueogocnanumenvhvle JIeKApCMEeHHble Npenapamvl (npu CUCMEMHOM
NPpUMeHeHUl), 8KIIYas cerekmusHble uneuoumopsl LJOI-2, svicoxkue 003bl ayemuicaiuyuio8ou
Kucnomel (> 3 2/cymxu)

B03M0OXHO CHIDKEHHE aHTHTHIIEPTEH3UBHOTO d((dekra nHmanamMua.

VY 00e3BOKEHHBIX TMAIEHTOB CYIIECTBYET PUCK Pa3BUTHS OCTPOH MOYEYHON HEIOCTATOYHOCTH
BCJIC/ICTBUE CHIDKEHUS KITyOO4YKOBOU (uibTpaiuu. [larmeHtam HeoOX0IUMO KOMIEHCHPOBATH

MOTCPIO JKUAKOCTHU U B HAYAJIC TCPAIINU TIIATCIIBHO KOHTPOJIUPOBATH (I)yHKI_II/IIO ITOYCK.
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Haznauenue nnrubutopoB AII® ¢ m3Ha4ambHO CHMXKEHHON KOHIEHTpalueil MOHOB HATpHs B
KPOBHU COIIPOBOXKJAETCSI PUCKOM BHE3AIHOW apTepUaTbHON TUIOTECH3UH U/WIIA OCTPOI MOYEYHOM
HEJO0CTAaTOYHOCTH (B YACTHOCTH, Y MAIIIEHTOB CO CTEHO30M [TOYEYHOU apTepun).

[laruentam ¢ apmepuanvHol — eunepmewnsueli W BO3MOXKHO CHIDKEHHOM, BCJIEICTBUE
NPE/IIECTBYIONIETO MPUMEHEHHUsS JUYPETHKOB, KOHIIGHTpAalMeil MOHOB HATpPHs B KPOBH,
HE00X0UMO:

- 32 3 ngHdA A0 Havyana JiedeHUs: uHruomtopom AlIID mnpekpaTuTh TpHeM JAUYpPETHKOB. B
JNalbHEWIIeM, OpU HEOOXOAUMOCTH, IpHEM HeKaJauiicOeperaromero IuypeTHKa MOXKHO
BO300HOBUTE,

- WIM HAYMHATH Tepanuio MHruoutopoM AIID ¢ HU3KHX J03 C MOCIEAYIOIIUM IOCTEIIEHHBIM
YBEJIMUYEHHUEM JI03bI B CITy4ae HEOOXOAUMOCTH.

Ilpu xponuueckoti cepoeunoii Hedocmamounocmu InedeHue uHruoutopamu AllD crenyer
HAauMHATh C CaMbBIX HH3KHX [I03 C BO3MOXXHBIM IPEIBAPUTEIBHBIM CHUXKCHHUEM 103
HEKAINHCOeperaromero InypeTHKa.

Bo scex cnyuasx, B nepBble Henenu npueMa UHruOuTopoB AIID y manueHTOB HEOOXOIMMO
KOHTPOJIMPOBATh (PYHKIIHIO MOYEK (COoAepKaHne KpeaTHHUHA B IJ1a3Me KPOBH).

pyaue npenapamsi, cnocobHvle 6bl36amb cUnokaiuemuio: amgpomepuyurn B (6/8), enroxo- u
MUHEPAOKOPMUKOUOLL  (NpU  CUCMEMHOM NPUMEHEHUlU), mMempaxKo3aKkmuo, clabumenbHble
cpedcmaa, cmuMyaupyoujue MomopuKy KuuledHuxka

VYBenuyeHne pucka pa3BUTHS TUIIOKATIUEMHUN (aJIUTUBHBINA YPPEKT).

Heo0xoanM noCTOSHHBINA KOHTPOJIb KOHIEHTPAIMH KaJIHs B TUIa3Me KPOBH, TP HEOOXOIUMOCTH
— ee koppekus. Ocoboe BHUMaHUE CelyeT YAEIATh NalueHTaM, OJHOBPEMEHHO MMOJIY4atouM
cepleuHble IJIMKO3uAbl. PexkoMeHIyeTcss HCIONb30BaTh ClIa0MTENbHbIE CpPEACTBA, HE
CTUMYJIUPYIOIINE MOTOPUKY KUIIIEUHUKA.

baxnogen

OTMeuaeTcsl yCHIICHHE aHTUTUTIEPTEH3UBHOTO Y deKTa.

[TanmenTam HE0OXOAMMO KOMIEHCHPOBATh MOTEPIO KUAKOCTH U B Hayalle JICYEHUs TIIATeIbHO
KOHTPOJHMPOBATh (DYHKIIHIO MTOYEK.

Cepoeynvie enuxko3uobl

I'unokanvemMuss  yCHIMBAeT TOKCHYECKOE  JEWCTBHE  CEpIEYHBIX  IIMKO3uaoB. [lpm
OJTHOBPEMEHHOM NPUMEHEHUH MHJAaMua U CepJeUHbIX TIIMKO3UIOB CJIelyeT KOHTPOJIUPOBATh
KOHIIGHTPaLMIO Kanug B Iula3Me KpoBu, mnokazartenn OKI, u, npu HeEoOXOauUMOCTH,

KOPPEKTUPOBATh TEPAIHUIO.
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KomOuHaImu, Tpedyiomume 0co60ro BHUMAHHMSL (MOCNEOOBA

Annonypunon
CoBMecTHOE TPUMEHEHHE C WHIAMAMUJAOM MOXKET TIOBBIIIATh PHUCK PAa3BUTHUS PEaKIHN
THIIEPYYBCTBUTEILHOCTH TIPH JICYCHUH aJUIOITYPHUHOJIOM.

KomOuHanmu, TpeOviolne BHUMAHUS

Kanuticoepezaiowue ouypemuxu (amuiopuod, CRUPUHOIAKMOH, MPUAMMEDPEH)
KomOunupoBanHass — Tepamusi HHAANAMUAOM M KajluicOeperalouyMyi  JTUypeTUKaMHU
1esnecooOpa3Ha y HEKOTOPBIX MAaIlMEHTOB, OAHAKO IPHU 3TOM HE MCKIIIOYAETCS BO3MOYKHOCTh
pasBUTHsI THUINOKAIMEMUH WM TUNEPKAIMEMUH (OCOOEHHO Yy TAlMEeHTOB C IOYEYHOU
HEI0CTaTOYHOCTHIO MJIH Y TAIUEHTOB C CaXapHBIM T1a0eTOM).

Heo06xoanMo KOHTPOIMPOBATH KOHIEHTPALMIO KAJIKs B TU1a3Me KpoBH, nokazatenu DKI u, mpu
HE00XO0IMMOCTH, KOPPEKTHUPOBAThH TEPAIIHIO.

Memdpopmun

OyHKIMOHANBHAS T0YEYHAs HEJOCTAaTOYHOCTh, KOTOpask MOXKET BO3HHMKATh Ha (OHE IMpHemMa
JTMYPETUKOB, OCOOEHHO TMETIJIEBBIX, MOBBIIIACT PUCK PA3BUTHS UHAYIIHPOBAHHOTO MET(HOPMUHOM
MOJIOYHOKHCJIOTO allij03a.

He cinenyer nmpuMeHsATh METQOPMHUH, €CJIM YPOBEHb KpEaTWHUHA B IIa3M€ KPOBHU IPEBBIIIACT
15 mr/m (135 mxmonb/i) y myxuud u 12 mr/a (110 MKMOITB/1T) y JKEHIIHH.

Hoocodeparcawue konmpacmmuvie seuwecmsa

B cinydae o0e3BoxuBaHMS OpraHu3Ma Ha (QoOHE IpueMa JUYpPEeTHYECKUX IpernapaToB
YBEJIMYMBAETCSI PUCK pPa3BUTHS OCTPOM IMOYEYHOM HEJOCTAaTOYHOCTH, OCOOEHHO MpHU
UCTIOJIb30BaHUH BBICOKHX JI03 HOACOIEPKAIINX KOHTPACTHBIX BEIIECTB.

[lepen mnpuMeHEHWEM WOACOAEPKAIIUX KOHTPACTHBIX BEIIECTB IAlMEHTaM HEOO0XOAUMO
KOMIIEHCUPOBATh MOTEPIO KUAKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, HeUpOIenmMuKy

[lpenmapaTsl ATHX KJIACCOB YCWJIMBAIOT AHTHTUIEPTCH3MBHOE JEHCTBHE WHAANAMHIA U
YBEJIMYUBAIOT PUCK Pa3BUTHS OPTOCTATUUECKOM TMIIOTEH3UH (aAIUTUBHBIN 3D PeKT).

Kanuii (conu)

[Ipy OXHOBpPEMEHHOM TPUMEHEHUM BO3MOXKHO pa3BUTHE TUIEPKAJIbIIMEMUH BCIEACTBUE
CHIDKEHUSI BBIBE/ICHUSI HOHOB KaJIBIIHS TOYKaMHU.

Huxnocnopun, makpoaumyc

Bo3MoxHO yBenMueHHME KOHLEHTpPAllMM KpeaTMHMHA B IUIa3Me€ KpOBH 0e€3 HW3MEHEHHus
KOHIIEHTPALUH [IUPKYIUPYIOIIEro IUKIOCIOPHHA, JaXe MPH OTCYTCTBHH IOTEPH BOJIBI U HOHOB

HaTpHsl.
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CHMXEHUE aHTUTUTIEPTEH3UBHOTO AP dekTa (3a7epKKa BOIbI U HOHOB HATPUs B pe3yJbTaTe
JIEUCTBUSI KOPTUKOCTEPOUIOB).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALMS

bepeMeHHOCTB

B HacTosimuii MOMEHT HET JOCTaTOYHOI'O KOJIMYECTBA JAHHBIX O MPUMEHEHHH MHAANaMHIA BO
BpeMsi OepemenHocTd (ommcaHo menee 300 ciydaeB). JnuTenbHOE NMPUMEHEHUE THA3UIHBIX
JTUYPETUKOB B TPEThEM TPUMECTpe OEpeMEHHOCTH MOXKET BbI3BAaTh TMIIOBOJIEMHIO Y MaTe€pH U
CHI)KEHHME MaTOYHO-IUIAI[CHTAPHOTO KPOBOTOKA, YTO MPUBOJAUT K (PeTOIUIalleHTapHON UIIIEMHUH U
3aJIepXKKe pa3BUTHUS IUIOJA.

HccnenoBanust Ha )KUBOTHBIX HE BBIIBHIIA MIPSIMOTO HJIM HETIPSIMOT'O TOKCHYECKOTO BO3ACHUCTBUS
Ha PENPOIYKTUBHYIO (DYHKIIHIO.

B kadecTBe Mepbl MPEeIOCTOPOKHOCTH PEKOMEHIyeTcsl u30eraTh MPUMEHEHHs] MHAaaMua BO
BpeMsi OEpEMEHHOCTH.

JlakTanus

JlaHHBIX O TPOHMKHOBEHHH WHIANaMHIa WIH €ro MeTabO0JUTOB B TPYJHOE MOJIOKO Yy YeJIOBEKa
HEJAOCTAaTOYHO. Y  HOBOPOXKIEHHOTO TMPU 3TOM  MOXET pa3BUTbCA  IOBBIICHHAS
YYBCTBUTEIHHOCTH K MPOU3BOJAHBIM CYNIb(OHAMH/IA U THIIOKATHEMUS. B CBS3H C 3TUM PUCK LIS
HOBOPOXKJICHHOTO/MJIaJICHIIa HE MOKET OBITh MCKIIIOUYCH.

Wupgamamun OnMM30K K THUA3HAHBIM JUYPETUKAM, IMPUEM KOTOPBIX BBI3bIBACT YMEHBIICHHE
KOJINYECTBA IPYAHOTO MOJIOKA WJTU J1aXKe MOJJaBJICHUE JIAaKTaIUH.

He cnenyer npuMeHSATh HHAAIAMUJI B IEPUO]T TPYAHOTO BCKAPMIIMBAHUSI.

DdepTUabHOCTD

HccnenoBanust penpo yKTHBHOM TOKCUYHOCTH MTOKa3aJId OTCYTCTBHE BIMSHUS HA PepTHILHOCTh
caMOK WU caMloB KpbIC. [IpenmonoxkutenbHo, BIMSHUE Ha (EPTUIBHOCTh Y UeJIOBEKa
OTCYTCTBYET.

4.7. Baiusinue HAa CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpeACTBAMH M padorarh ¢
MeXaHUu3MaMH

WMupanamu He BIMSAET Ha HapylIEHHWE BHUMAHUSA, HO B HEKOTOPBIX CIIydasX MOTYT BO3HUKATh
peaxiuu, CBSI3aHHbIE CO CHI)KEHHEM apTepUalbHOTO JaBJICHHS, OCOOEHHO B Hayalle Tepanuu
WIM TIpH J100aBJIE€HUU K MPOBOJAMMOMN TepamuM JPYrHMX aHTUTUIIEPTEH3UBHBIX JIEKAPCTBEHHBIX
npenapaToB. B pe3ynbTare cnocoOHOCTh yIMpaBisATh aBTOMOOUIIEM WIIM JIPYTUMHU MEXaHW3MaMHU

MOYET OBITh HapyIIEHA.
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4.8. HexxeaTesbHbIE peaKIMU

PesroMe HexxenaTeabHbIX peaKIIni

Haubonee yacThiMU HEXEIATEILHBIMH PEAKIUSAMHU, O KOTOPBIX COOOINANOCh, OBUIM peakiuu
MOBBIIICHHOW YYBCTBHUTEIHHOCTH, B OCHOBHOM JI€PMATOJIOTHYECKHX, y TMAIMEHTOB C TIPe.-
PacCIOJIOKEHHOCThIO K QUIEPTUYECKMM M aCTMAaTHYECKUM pEaklIMsM, a TaKkKe MakKyJo-
naryJie3Has Chlilb.

B xone KIMHWYECKHUX HCCIEIOBAHUN THUIOKAIMEMHs (KOHLIGHTpAallMsd Kajius B IUIa3ME KPOBU
MeHee 3,4 MMoab/n) HaOmoganack y 10 % manueHToB, a KOHIISHTPAIKS KaJIHs B TJ1a3Me KPOBH
MeHee 3,2 Mmmoub/n HaOmoaanack y 4 % narueHToB depe3 4—6 Henenab Mmocie Hadajaa Teparum.
[Tocne 12 Henmenb Tepanuu CpeHEE CHHXKEHHME KOHIICHTPALIMM Kallds B IJIa3ME COCTaBJISIIO
0,23 MmoIB/I.

BoabIIMHCTBO HEXEIaTeNbHBIX peakIui (J1adopaTOpHBIE M KIMHHYECKHE IMOKA3aTeIH) HOCHT
JI0303aBUCUMBIN XapakTep.

Tabauunoe PE3IOME HEXKENATCIILHBIX PEaKIUI

YactoTa MOOOYHBIX PEaKInii, KOTOpPbIE OBLIM OTMEYEHBI BO BPEMS TEPAIlUH HHIAIIAMHUJIOM,
npuBeeHa B BHIC CIEHylollel rpagaiuu: odeHb dacto (>1/10); wacto (>1/100, o <1/10);

neuacto (>1/1000, mo <1/100); peaxo (>1/10000, mo <1/1000); ouenr peaxo (<1/10000);

qacToTa HECU3BCCTHA (Ha OCHOBAHHUH UMCKOIIUXCA JaHHBIX OICHUTH HGBOSMO)KHO).

CHCTeMHO-0OpraHHbIH
kaacc MedDRA

He:xenarejbHble peakuuu

Yacrora

Hapymenus co | ArpaHyJoLHUTO3, arulacTUyecKkas aHemust, | O4eHb peKo
CTOPOHBI ~ KPOBH U | TEMOJHUTHYECKAS aHeMus, nefiKonenus,
TUMQpaTHIECKOM TPOMOOIIUTOTICHHUS
CUCTEMBI
Hapymenus ['unepxanbuyieMus Odenpb penko
MeTaboIM3Ma u | CHWKEeHHe KOHIIeHTpalluM Kanusg W pas3Buthe | YacTora HEeW3BeCTHa
MUTaHUS TUIOKJIIMEMHH, OCOOCHHO 3HAaUYMMOE Ul MAalMEHTOB,

OTHOCSIIIMXCS K rpyrmie pucka (cMm. pazuen 4.4.)
Hapymenus co | Bepturo, mnoBbIIIEHHAs yTOMIIIEMOCTb, TI0JIOBHas | Penko
CTOPOHBI HepBHOM | 00JIb, apecTe3us
CUCTEMBI Ob6mMopok YacroTa HEM3BECTHA
Hapymenns co | Muomnus, He4YeTKoe 3peHue, HapylleHne 3peHus, | YactoTa HEM3BeCTHA
CTOPOHBI OpraHa 3peHusl | XOPHOUAAIBHBINA BBIOT
Hapymenus co | Apurmus Odenpb penko

CTOPOHBI cepALa

[MonumophHast ey 109KOBast TAXUKAPIHS THIIA
«UPYAIT» (TOTEHIIMAIBHO C JIETATBHBIM HCXOI0M)
(cm. paspmenst 4.4. u 4.5.)

YacToTa HEU3BECTHA

Hapymenns co
CTOPOHBI COCYI0B

ApTepuanbHas THIIOTSH3US

OueHsb penko

Kenynouno-kumeynsle | PBora Heuacto
HapyLICHUs TomHoTA, 3a110p, CYXOCTh BO PTY Penko
[Tankpeatur Ouens penko

Hapymenns co
CTOPOHBI  TNE€YEHH U
KEITIEBBIBOISIIINX

Hapymenue QyHKIMM neYeHH

OueHb penko

Bo3MOXHO pa3BuTHE IEYEHOUHOH SHIE(aTonaTy B
cilydyae Ne4eHOYHON HEOCTaTOYHOCTH (CM. pa3zesbl

YacToTa HEeU3BECTHA
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nyTen 4.3.u4.4.), renatut (MOCTIEQUBATENE

Hapymienust co | Peakuuu noBbIIIIEHHON YyBCTBUTEIBHOCTH, MaKyJI0-

CTOPOHBI ~ KOXH U | TamyJe3Has ChIb

MOJKOXKHBIX TKaHEH ITypnypa Hegacto
AHTHOHEBPOTUYECKHI OTEK, KpalMBHUILIA, Ouenb penko

TOKCUYECKUH 3UAEPMATBHBIN HEKPOJIU3, CUHIIPOM
CruBeHca-/[>)koHCOHA

Bo3MoskHOE 000CTpeHHUE yKEe UMEIOLICHCS OCTPOM HacroTa HEM3BECTHA
CHCTEMHOM KpacHOM BOTYAHKH, PEAKIINU
(dorouyBcTBUTENBHOCTH (CcM. paszzaen 4.4.)

Hapymenns co OueHb penko
ctopoHbl  mouek  u | [lodeyHas HEOCTATOYHOCTh
MOYEBBIBOJISIINX MYyTEH

JlaGopaTopHsie u | Ynmuaenue uaTepBana QT ma OKI (cMm. pasnensr 4.4, | UacToTa HEM3BECTHA
WHCTPYMEHTAIbHBIC 1 4.5.), NOBBINIICHUE KOHIICHTPAIIUH TJIFOKO3bI B KPOBH,
JTAHHBIC MOBBINIICHUE KOHIICHTPAIIMA MOYEBOW KUCIIOTHI B

KpoBH (cM. pasmen 4.4.), TOBBIIICHNUE aKTHBHOCTH
MMEYCHOYHBIX (hepMEHTOB

COO6H.I€HI/IG O IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKITHAX

BaxHo coo0marh 0 10J03pEBAEMBIX HEXENaTeNbHBIX PEAKIUAX II0CIEe PEerucTpalnuu
JICKApCTBEHHOTO Iperapara ¢ Helbl0 00eCTeYeHNsT HEPEPhIBHOIO MOHUTOPHUHTa COOTHOIICHHS
«I0JIb3a — PHUCK» JIEKApPCTBEHHOIO Mpemapara. MeAuIMHCKUM pPaOOTHUKAM PEKOMEHIYeTCs
coo0uaTe O JIOOBIX MOJO3PEBACMbIX HEKENATENbHBIX PEaKIUsIX JIEKapCTBEHHOI'O Ipernapara
yepe3 HAlMOHAJIbHBIE CUCTEMbI COOOLIEHHS O HEXeNaTeIbHbIX PEaKIMIX rOCy1apCcTB — YJICHOB
EBpazuiickoro 5KOHOMHUYECKOTO COK03a.

Poccniickas @enepanys

DdenepanbHas ciryx0a 1o Haa3o0py B cdepe 3apaBooxpaHenus (PoczapaBHaazop)

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomanib, 1. 4, ctp. 1

Temedon: +7 800 550 99 03

OnekTponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B UH(}OPMaIMOHHO-TEIEKOMMYHHKAIIUOHHOMN ceTn «HTEepHETT:!
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMnTOMBI

Nupanamun naxe B 04eHb BBICOKUX ja03ax (1m0 40 mr, T.e. B 27 pa3 OoJibllie TepaneBTUYECKON
J103bl) HE OKa3bIBAET TOKCUUECKOTO JIEHCTBHUH.

[Tpu3Haky ocTpOro OTpaBIECHMSI JEKAPCTBEHHBIM IPENApaTOM MPOSIBISIOTCS B NIEPBYIO O4YEpEAb
CBSI3aHHbBIE C HAPYIICHWEM BOJHO-3JIEKTPOJIUTHOrO OanaHca (TUMOHATPUEMHUS], TUIIOKAINEMUS).
W3 KIMHUYECKUX CHMIITOMOB TEpPEJO3UPOBKM MOTYT OTMEYaThCsl TOLIHOTA, pBOTA,
apTepualibHas TUIIOTEH3Ms, CYyJOPOTH, BEPTUI0, COHIMBOCTD, CIIyTAHHOCTh CO3HAHMSI, MOJUYPHS

HJIN OJIMTYpUsS ¢ BO3BMOKHEBIM IIEPEXO0I0M B aHYPHUIO (BCHCI[CTBI/IC FI/IHOBOHCMI/II/I).
11
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JleueHne

Mepbl HEOTIOXKHOM IMOMOIIM CBOIATCS K OBICTPOMY BBIBEACHHIO IpenapaTa W3 OpraHu3Ma:
NPOMBIBAaHUE JKEIy/AKa W/WIM Ha3HAYEHHUE AaKTHUBHUPOBAHHOTO YIS C  IOCIEAYIOIIUM
BOCCTaHOBJIEHHEM BOJHO-3JICKTPOJIMTHOTO OajaHca B ClIELMATU3UPOBAHHOM OT/IEICHUH.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOlicTBa

®apMakoTepaneBTUYECKas rpynmna: JUYpPETUKU; THA3UI0TI000HbIE JTUYPETUKU;
CyJb(pOHAMUIBI.

Kon ATX: CO3BA11

Mexanusm neiicTBus

WupgamamMul OTHOCHUTCS K MPOU3BOJIHBIM Cyidb(hOHAMUAA C HWHAOIBHBIM KOJIBIIOM H TIO
(bapMaKoIOTHYECKMM CBOMCTBaM OJHM30K K THUA3HUIHBIM JUypETHKaM, KOTOpble WHTHOUPYIOT
peabcopOIMI0 HMOHOB HATpus B KOPTUKAIBHOM cermMeHte mnernu Hedpona. [lpu sTom
YBEJTUYMBACTCS BBIJICJICHUE TTIOUKAaMU MOHOB HATPHs, XJIOpa M, B MEHBIIIEH CTETICHH, HOHOB KaJIHsI
Y MarHus, 9TO COMTPOBOXK/IACTCS YBEIMUCHHEM JUype3a U TUITOTCH3UBHBIM d(h(PeKToM.

DdapmakonnHamMuueckue 3pdeKTsl

B kmuanueckux uccnemoBanusx |l u 111 ¢a3sl npu npuMeHeHMM WHAANAMHIIA B PEXKHME
MOHOTEpanuu ObLT MPOJEMOHCTPUPOBAH TUIIOTEH3UBHBIN YPPEKT, COXPAHSIOMIUICS B TCUCHHUE
24 qacoB. DTO 0OTMEUAIOCHh Ha (POHE 703, OKA3BIBAIONINX C1a00€ TUYyPETHIECKOE ICHCTBHE.
AHTHTUTICPTCH3UBHASI aKTUBHOCTh WHIANIAMKJIA CBS3aHA C YITYYIICHHEM 3JIACTHYECKHX CBOMCTB
KPYIHBIX apTepuil, yMEHbIICHHEM apTEPHOISIPHOTO U 00IIero nepudepuyeckoro cocyaucToro
COIIPOTHBIICHUSI.

WMupanamul yMEHbIIAET TUIIEPTPOPHIO JIEBOTO JKEITYHA0UKA.

TuasuaHele M THA3UIONONOOHBIE IUYPETUKH NpPU ONPEAENCHHON J03€ JOCTUTaloT IUIAaToO
TepaneBTHUecKoro 3¢ ¢dekra, B TO BpeMs KaK 4acToTa MOOOYHBIX 3(PQPEKTOB MPOAOIKAET
YBEIIMYMBATECS TPH JalbHEHIIEM TMOBBIIICHWH 03kl Tpenaparta. [lostomy He ciemyer
YBEIMYMBAThH 103y Iperapara, eclid MpH NPUMEHEHUH PEKOMEHJIOBAaHHOHM 03Bl HE JOCTHTHYT
TepaneBTHYECKUH 3 (DeKT.

B kopoTkux, cpeaHel JNIMTETbHOCTH U JOJATOCPOYHBIX UCCIIE0BAHUAX C yYaCTHEM HallMEHTOB C
apTepuaTbHON THIEPTEeH3UEH OBIIIO MOKa3aHOo, YTO MHIAMaMUI;

- HE BIIMSET Ha TOKAa3aTeNd JHUIMHUIHOTO OOMEeHa, B TOM YHCJEe Ha YPOBEHb TPUTIHUICPHUJIOB,
XOJIECTEPUHA, TUIMONPOTENHOB HU3KOH MJIOTHOCTH U JIUIIONPOTEUHOB BHICOKOH MIIOTHOCTH;

- HE BIUSET Ha MOKa3aTenu OOMEHa YIIIeBOJOB, B TOM 4YHCIE Yy MAallMEHTOB C CaXapHBIM

MabeToM.

12



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 27.12.2024 N= 29037

(NOCNEQCBATENEHOCTES 0000)

5.2. @apmMakoKMHeTHYECKHE CBOIiCTBA

B Tabnerkax WMupmamamupa perapn JIEHCTBYIOIIEE BEIIECTBO HAXOAUTCS B CIIEHUAIBHOM
MaTpUKCE-HOCHUTENE, 00ECIeUnBaIOIeM MPOJIOHTMPOBAHHOE BBICBOOOXKICHHE HHIANaMUIa B
HKEIIYOYHO-KUIIEYHOM TPAKTE.

Abcopbrus

BricBoOoaMBIIMIiCS MHAAAMHT OBICTPO M TOJHOCTBIO BCACHIBACTCA B KEIYIOYHO-KUIICUHOM
TpaKTe.

[TprieM NUIIM HE3HAYUTEIBHO YBEIMUYMBAET BPEMs BCACBIBAHUS, HE BIIUSAA IIPU 3TOM Ha IIOJIHOTY
abcopOIuu.

MakcumManbHasi KOHIEHTpalus B IJIa3Me KpPOBM JIOCTHraercss uepe3 12 yacoB mocie mnpuema
BHYTPb OJHOKPATHOH /103bl. [Ipy MOBTOPHBIX IpuemMax KojeOaHUs KOHICHTPAllUU Mpernapara B
IUIa3M€E KPOBH B ITPOMEXKYTOK MEXK]y IpUEMaMHU Ipenapara CriaakUuBaroTCs.

CymecTByeT MHIMBHUAYalIbHast BApHAOEIbHOCTh MIOKa3aTeslel BCachIBaHUsI ITperapara.

Pacnpenenenne

Oxomo 79 % mnpemapara cBsi3pIBaeTCsl ¢ OelkaMu IIa3Mbl KpoBHU. Ilepmon mosyBbIBeneHUS
npenapara coctasisier 14—24 vaca (B cpeaHem, 18 yacoB).

PaBHOBecHast KOHIIEHTpAIIHs TOCTHraeTcs uepe3 7 JHEel nmpuema mpemnapara.

[Tpu moBTOpHOM TIpHEME Mperapara He HaOII0JaeTCsl €r0 KyMYJISIHH.

Buorpancdhopmarims

NuamanamMu BRIBOAUTCS B BUJE HEAKTHBHBIX METa0OJHUTOB, B OCHOBHOM moukamu (70 % ot
BBEJICHHOM J103bI) U uepe3 KUIIeuyHukK (22 %).

DapMaKOKMHETHKA Y 0CO0OBIX rpynim naiimeHTOB

VY manueHToB ¢ MOYEYHOW HEIOCTATOYHOCTHIO (PapMAaKOKMHETHKA JICKApPCTBEHHOTO Iperapara
Wupanamu peraps He U3MEHSIETCSI.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeIbHbIX BELIECTB

['unpomennoza (metouens K15M [pemuym)

JlakTo3b1 MoHOTHapAT (Tabaerrosa 80)

[ToBunon K-17 (MOTMBUHUINIMPPOIUIOH HU3KOMOJIEKYIISIPHBII)

KpemHust AMOKCUT KOJITIOUAHBIHN (a3pocuit)

Maruus creapat

BcnoMorareabpHEIC BEIISCTBA 000JI0YKH

Onanpait® 11 Genbrit (85F18422) [MONMBMHUIOBHIA CIUPT - YacT. THAPOIM30BAHHbIN, THOKCHL

tutana, Mmakporoy/T10I", Tanbk].
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6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPU XPAaHEHUH

ITpu Temneparype He Bbliwie 25 °C.

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YIIAKOBKH

[To 10 TabneTok B KOHTYPHYIO SUYCHKOBYIO YIAKOBKY W3 TUICHKH IOJMBUHUIXJIOPUIHON W
(G oJIbTH aTIOMHUHHEBOM IMEYATHOM JIAKUPOBAHHOM.

2, 3, 4 wm 5 KOHTypHBIE SUeHKOBble ymakoBKU Mo 10 TabieTok BMecTe ¢ MHCTPYKIMEH IO
MEAUIMHCKOMY IPUMEHEHUIO IOMEUIAl0T B MMa4YKy U3 KapTOHA.

[To 15 TabneTok B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY W3 IUICHKU MOJMBHUHUIXJIOPUIHOU U
GboNbru amOMUHNEBOM MeYaTHON JTAKMPOBAHHOM.

2, 3 unu 4 KOHTYpHbIE SYEWKOBbIE YNAKOBKM IO 15 TabimeTok BMecTe ¢ MHCTPYKIHUEH IO
MEIMIMHCKOMY IPUMEHEHUIO IOMEUIAl0T B Ma4YKy U3 KapTOHA.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHUHM  HCIOJIH30BAHHOIO
JIEKAPCTBEHHOI0 mNpenapara MWJH OTX0A0B, TMOJYYEHHbIX TOcCJde NPHUMEHEHUs:
JIEKapCTBEHHOI'0 Npenapara u Apyrue MaHUILyJISIIUM C MIPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus

AO "Tarxumdapmnpenaparsl”

420091, Pecny6onuka Tarapcran, . Kazanb, yiu. beinomopckast, 1. 260
tein.: 8 800 201 98 88, ten./daxc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

7.1. IlpencraBuTeJib AepaaTesisi perHCTPAIMOHHOIO YA0CTOBEPEHUs

[Iperen3un norpedUTENed HAOPABIATE 110 aIPeCy:

Poccuiickas @enepanus

AO "TarxumdapmnpenapaTs”

420091, Pecny6onmka Tarapcran, T. Kazans, yi. bemomopckas, 1. 260
teir.: 8 800 201 98 88, tein./dakc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHMUSA
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9. IATA TEPBUYHON PETMCTPAIIMU (MOJTBEPHIEHNS PEFUCTPAH MM,

INEPEPETUCTPALIMN)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast XxapakTepUCTHKa JIEKapCTBEHHOTro Impenapara WHpamamua peTtapa  JOCTyIHA Ha
UHPOPMALIMOHHOM TopTane EBpa3uiickoro SKOHOMHYECKOTO COK3a B HH(POPMALUOHHO-

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