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COOTBETCTBYET ZKCNEPTHOMY OTUETY

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

WNupnanamun Penesan, 2,5 mr, TabneTKH, TOKPHITHIE INIEHOYHOW 000T0YKOM.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrom1ee BEMIECTBO: MHAATIAMHUI.
Kaxknas TabneTka, mOKphITas INIEHOYHOM 000JI0UKOM, COACPKUT 2,5 MI' MHIaITaMH1a.

BemectBa, HalMune KOTOPBIX HAJ0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO IIpernapara: JIaKTo3a,
HaTpuii (cM. pazgen 4.4.).

[TonHbIi epedeHs BCIIOMOTaTEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MJICHOYHON 000T0UYKOH.

Kpyribie ABOSKOBBITYKIbIE TAaOJIETKH, IOKPHITHIE IJICHOYHOH OOOJOYKON OENoro WM MOYTH
Oesoro nBera. Jlomyckaercsi IIepoxoBaToOCTh MoBepXHOCTH. Ha monepeynom paspese sapo Genoro
WY TIOYTH OEJIoro IBeTa.

4, KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusi K IPUMEHEHHIO

Nunanamun PeneBan moka3aH K MPUMEHEHHIO Y B3POCIHBIX B BO3pacTe OT 18 JieT npu apTepuanbHOM
TUTIEPTEH3UU.

4.2. Pe:xum 103MpOBaHuS M C10CO0 MPUMeEHEHHUs

PexxuM 103upoBaHus

ITo 1 Tabnetke B CYTKH, NPCAINIOYTUTCIIBHO YTPOM.

[Ipy nedyeHnH ManKMEeHTOB ¢ apTEPHAIBHON TMIIEPTEH3UEN J03a Ipernapara He JOJKHA IPEBBIIATh
2,5 mr/cyTku (yBeqMYEHHE PHCKa HEXENaTeJbHBIX PeaKiuii 0e3 YCHICHHsS aHTUTHUICPTEH3HBHOTO

s dexra).

Oco0nie T'PYHIIBI TAITWMCHTOB

ﬂuua nooaicus10co so3pacma

Y NOXUIBIX NMAalMEHTOB CIIEAYET KOHTPOJIMPOBATH COAEP)KAHUE KpPEaTMHUWHA B IUIa3ME KPOBHU
C Yy4ETOM BO3pacTa, Macchl Tejia W noja. JlekapcTBeHHbid npenapar Muganamua PeneBan MOXKHO
Ha3HA4YaTh MOXKWJIBIM MAIlMeHTaM ¢ HOpMajbHOW (DyHKIMEH MOYeK WU TOJHKO C MUHHUMAIbLHBIMH
€€ HapyILIECHUSIMU.

HauueHmbz C NOYEYHOU He)OCMAMOYHOCbIO

[IpyMeHeHne MPOTUBOIOKA3aHO MAIMEHTaM C TSDKEJIOW MOYeYHOM HEeIOCTaTOYHOCTHIO (KIMpPEHC
kpeatnHrHa MeHee 30 mi/muH). TwasuaHble W THA3UAONOAOOHBIE JUYPETUKU B IIOJHOH Mepe
3¢ (}EeKTUBHBI TOJBKO y TMAIMEeHTOB C HOPMajdbHOW (QYHKIHEH MOYeK WIM MHUHUMAaJbHBIMU
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€C HApYUICHUSIMMU.

Tlayuenmul ¢ neuenounol HEOOCMAamMoOYHOCMbIO
[IpruMmeneHrne NpOTUBOMOKA3aHO NALUEHTAM C TSKEJION MTEYEHOYHOM HEI0CTaTOYHOCTBIO.
E€TU

bezonacnocts u 3¢ddexkruBnocts Munamamua PeneBan y nereir B Bo3pacte or 0 mo 18 ner
Ha JJAHHBI MOMEHT HE YCTAHOBJICHBI. /laHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BHYTpB, HCE3aBHCHUMO OT IIpUE€Ma IIHIIHK, OPCAINOYTUTCIBHO B YTPCHHHE 4YacChbl, HC Pa3KCBLIBas
1 3almMBas 40CTaTOYHBbIM KOJIMYCCTBOM BOJbI.

4.3. IIpoTuBONOKA3aAHUS

e ['wmepuyBCTBUTENBPHOCT, K  HWHAANAMHUAY, JPYTUM  TIPOM3BOIHBIM  Cyib(oHamuia
WIN K JTF000MY M3 BCIIOMOIaTeIbHbBIX BEIIECTB, IEPEUUCICHHBIX B pa3zaene 6.1.;

®  TsDKeJas MOoYedHasi HeJOCTaTOYHOCTh (KIMpeHC KpeaTnHuHa MeHee 30 MuI/MuH);
®  TeYeHOYHAs SHIE(ATONATHS WITH TSHKEJI0e HapyleHne (PYHKIINY TIeUeHH,
®  TUIOKAJINEMHUS.

KomOuHaruu ¢ npenapaTaMu JIMTHS HE PEKOMEHIYIOTCS K IPUMEHEeHHU0 (cM. pasaen 4.5.).
4.4. Oco0ble yKka3aHHus U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipemapar Wupanmamuyg PeneBan cieayeT NPUHHMATh C  OCTOPOKHOCTBIO TIPU  CIEAYIOLIUX
COCTOSIHUSIX: HapylieHUs (YHKIUU TEUEHU U TOYEK JIETKOW WIM YMEPEHHOH CTENEHU TSAKECTH,
HapylLIeHUs. BOJHO-3JIEKTPOJUTHOrO OajlaHCa, NPUMEHEHHWE Yy TMAalMeHTOB C YBEJIWYEHHBIM
unrepBanioM QT na snekrpokapauorpamme (OKI), mprMeHeHHE y HCTOLICHHBIX MAIMEHTOB,
y TalMEeHTOB, INOJy4YaloUIMX OJHOBPEMEHHYIO TEpanui0 C IMpenaparaMu, KOTOpblE MOTYT
yBenuuuBaTh MHTepBan QT, coueTaHHas Tepamus JIEKapCTBEHHBIMU IperapaTramMH, CIOCOOHBIMU
BbI3BATh MOJMMOP(HYIO KENyIOUYKOBYIO TaXWMKapAWI0 TUIA «HIUPYIT», MpernaparamMmy JHUTHS,
JIEKapCTBEHHBIMM TIpernapaTaMi, CIIOCOOHBIMHM BBI3bIBaTh TUMOKAIMEMHUIO WM CEpACYHBIMU
rivko3unamMu (cM. paszgen 4.5.), nepudepuueckue OTEKHM WM aclMT, HIleMudeckas Oosie3Hb
cepaua (MBC), cepaedHas  HEIOCTATOYHOCTb, TMIIEPIApATUPEO3, caxapHbId  Analer,
TUIEpypUKEMUS U TIOJarpa.

Hapymenus (bVHKHI/II/I OCYCHU

[Ipy Ha3Hau€HUM THUA3MIHBIX M THUA3UJONOJOOHBIX JAUYPETUKOB y IMAalMEHTOB C HApYIICHUSIMHU
(GyHKIMU Te4eHH, OCOOEHHO B CiIy4ae HapylIEHUs BOJHO-3JEKTPOJUTHOro OanaHca, BO3MOXKHO
pa3BUTHE MEYEHOYHOM HHIle(aonaThuy, KOTopas MOKET MPOrpecCUpoBaTh A0 MEYEHOYHON KOMBI.
B oToM ciyyae nipueM IHypEeTUKOB CIENYET HEMEUIEHHO NIPEKPATUTb.

PeaKHI/II/I d)OTO‘—IVBCTBI/ITeJ'II)HOCTI/I

Coobmanoch 0 ciyyasix pa3BUTHs peakiuil pOTOUYBCTBUTEIHLHOCTH Ha (JOHE MpHeMa THA3HIHBIX
U THA3HIOMOAOOHBIX jauypeTnkoB (cMm. pasmen 4.8). B ciywae pasButus peakuuid
(OTOUYBCTBUTEIILHOCTH Ha (POHE MpHUEMa JEKapCTBEHHOTO IpernapaTra peKOMEHIYeTCs IPEeKpPaTuTh
nedyeHue. Ecnu moBTOpHOE Ha3Hau€HUE AWYPETUKAa MPU3HAHO HEOOXOJUMBIM, PEKOMEHIYeTcCs
3alIUIIATh OTKPBITHIE YYAaCTKH OT COJHEYHBIX Jy4ed WJIM HCKYCCTBEHHBIX YIBTPa(UOIETOBBIX
Jyden tumna A.
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BoaHo-31eKTpOoaUTHBIN OanaHc

Cooepoicanue uonoe Hampusl 8 niasme Kposu

Jlo Hauama JiedeHus HEOOXOIUMO OIPEACTUTh KOHIEHTPAIMI0O MOHOB HATpHs B IUIa3ME KPOBH.
Ha ¢one mpuema npenapara ciieyeT peryasipHO KOHTPOJIMPOBATh 3TOT Mokaszarenb. HeoOxonum
MOCTOSIHHBIM KOHTPOJIb KOHIEHTpAllMd HMOHOB HAaTpHs, TaK KaK IE€PBOHAYAIBLHO CHUXECHHUE
KOHIIEHTPAllMd HMOHOB HATpUs B IJIa3Me€ KPOBU MOXET ObITh OeccMMNTOMHBIM. bojee wacTbiit
KOHTPOJIb KOHIICHTPAllMM HOHOB HATPHUsl IOKa3aH MalMEeHTaM C LHUPPO30OM MEUYEHH U JIMLaM
MOKIIIOTO Bo3pacTa (cM. pazzaeinsl 4.8. u 4.9.).

JIro60# auypeTHYecKuil mpernapar MOKET BbI3bIBATH THIIOHATPUEMHIO, TMPHUBOJAIIYI0 HHOT/A
K KpaiiHe TSHKEJIbIM MTOCIIEACTBHAM.

['unonarpueMusi B COYETAaHUM C THUIIOBOJIEMHEW MOTYT OBITh NPUYMHON 00€3BOKMBAHUS
U OPTOCTAaTUYECKON TMIIOTCH3UU.

ConyTcTBylOllee CHUKEHUE KOHIEHTpPAlMd HMOHOB XJOpa B IUIa3M€ KPOBU MOXKET NPHUBOJIUTH
K BTOPUYHOMY KOMIIEHCATOPHOMY METa0OJIMYECKOMY aJIKaJ03y: 4acTOTa pa3BUTUS U CTENEHb
BBIPAKEHHOCTHU 3TOT0 3P (eKTa He3HAUYUTEIbHBI.

CodepofcaHue UOHO6 Kajllusd 6 nidasme Kpoeu

[Ipu Tepanuu TUAZUAHBIMU U THUA3UAOMNOAOOHBIMU JUYPETHKAMHU OCHOBHOW DPHCK 3aKJIIOYACTCs
B CHWKEHHUU KOHLEHTpAUUU Kajus B IUIa3M€ KPOBU U Pa3BUTUU THMIOKAIMEMHHU. ['Mmokaiuemus
MOXET BBI3BIBaTh MbIIIEUHbIC HapymieHus. CoolIanocs o ciydasx padbJoMuoin3a, B OCHOBHOM
Ha ¢oHEe TKeNoM runokanveMud. HeoOXoaumo mpenoTBpamath pa3BUTHE TUMOKATHEMHH
(< 3,4 MMOITB/JT) Y TAIIMEHTOB TPYIIbI IMOBBIIMIEHHOTO PHCKA: MAIIMEHTOB IOXHJIOTO BO3pacTa,
UCTOILIEHHBIX W/UIU TMOJIYyYAIOIIUX COYETAHHYI0 MEIMKAaMEHTO3HYI0 TEpanuio, MalueHTOB
C IUPPO30M ICUeHH, NepudeprudaeckuMu OoTekaMu W acuurtoMm, manueHtoB ¢ UBC u cepmeunoi
HEJOCTAaTOYHOCTHIO. ['MIOKanuemMus y 3TUX MallMeHTOB YCUIIMBAET KapIUOTOKCUYHOCTh CEPIEUHBIX
TJIMKO3U0B U MOBBIIIAET PUCK PA3BUTHUS APUTMUHU.

[TanmenTsl ¢ yBenuueHHbIM uHTepBaioM QT, Kak BpOXAEHHBIM, TaK W BBI3BAaHHBIM
JIEKAPCTBEHHBIMH IIpenapaTamMu, OTHOCATCA K TPYIIIE PUCKa.

['unokanuemus, Takxke, Kak U Opanukapus, sIBISETCS COCTOSHUEM, CIIOCOOCTBYIOIIUM Pa3BUTHUIO
TSKEJIONW apUTMHM, B YaCTHOCTH, MOJMMOP(HON >KEITyA0YKOBOM TaXWUKApAUM THIA <IIUPYIT»,
KOTOPasi MOKET IPUBOAUTH K JICTAIBHOMY UCXOLY.

Bo Bcex OmNMCaHHEBIX BEIIIC cirydasax HCO6XOI[I/IMO KOHTPOJIMPOBATE KOHLUCHTpPAUOWIO KaJIud
B IJIa3ME€ KpPOBH, Ooiee qaCTO, 4eM 0OBIYHO. HepBoe HU3MCPCHUC KOHHOCHTPALIMKM HWOHOB KaJlusd
B KpOBH H€O6XOJII/IMO IMPOBECTU B TCUCHUC HepBOI\/JI HEACIN OT Ha4aJia JICUCHU .

BeisiBieHHast runokanuemuss TpeOyeT KoppeKuuu. ['mnokanuemus, BbIIBIEHHass B COYETaHUU
C HU3KOW KOHLIEHTpAallMel MarHusi B CHIBOPOTKE KPOBH, MOXKET ObITh YCTONYMBOM K JICUEHHIO, TIOKA
He OyJIeT CKOPPEKTHPOBAaH YPOBEHb MarHusi B CHIBOPOTKE KPOBH.

Codepofcauue MAacHUA 6 niasme Kposu

bbuto mMoka3zaHO, 4YTO THA3HUIHBIE M THA3UAONOJNOOHBIE JUYPETHKH, BKIIOYAs WHIATIAMU],
YBCIIUYMUBAIOT OKCKPCIHUIO MarHusa C MO'—IOfI, 4dTO MOXKET TMPUBCCTH K THIIOMAarHMEMHUHN
(cMm. pasnensr 4.5. 1 4.8.).

Codepofcauue Kanvyusl 6 niasme Kposu

Tuasuanple ¥ THA3UIOMOJOOHBIE JUYPETHKH MOTYT yYMEHbBIIATh BBIBEICHUE KaJbIHS MOYKAMU
U TPUBOAWTH K HE3HAYUTEIHPHOMY W BPEMEHHOMY TMOBBINICHHIO KOHIICHTPAIIMA KaJIBIIHS
B Tula3Me KpoBU. VICTUHHAs TUNEpKAIbIMEMHUS MOXKET ObITh  CIEACTBHEM  paHee
HEJIMarHOCTUPOBAHHOTO THUIIEPIIapaTUpe03a.
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nmapalmyTOBUAHBIX KCJIC3.

ConmeprxaHue TIIKO036L B [IJIa3ME KPOBHU

Baxwno KOHTPOJHUPOBATh KOHLOCHTPAUUIO T'JIFOKO3bI B KPOBU Yy IMALIMCHTOB C CaXapHbIM ,I[I/Ia6eTOM,
0COOEHHO IIpU HAJIMYHUU TUIIOKAJIUCMUH.

MoueBas Kuca0Ta

VY nanueHToB ¢ TUIEPYPUKEMHUEH MOXKET YBEJIMUMUBATHCS PUCK PA3BUTHS IPUCTYIIOB IIOArPBHI.

JAnypeTndecKne IpenapaTel U (bVHKI_[I/IH ITOYCK

Tuazumable U THA3UIOMOAOOHBIE AUYPETHKH (P(PEKTUBHBI B MOJHONW MepE TOJIBKO Y MAI[EHTOB
C HOPMaJbHOM WJIM HE3HAUYUTEJIbHO HApYIIEHHOW (yHKIMeld modek (colaepiaHHe KpeaTHHUHA
B IJJa3Me€ KPOBU y B3POCHBIX JIUI HIDKE 25 Mr/a wim 220 MKMOIJB/T). Y MalUeHTOB MOXHIOTO
BO3pacTa HOPMaJIbHbIM YpOBEHb KpEeaTMHMHA B IIa3Me€ KPOBU PACCUUTHIBAIOT C YYETOM BO3pacTa,
Macchl TeNla U MoJa.

Crnenyer yuyuTbIBaTb, YTO B Hayaje JIEYEHUS Yy MALUEHTOB MOXET HaOJI0JaTbCs CHU)KEHUE
CKOPOCTH KIIYOOYKOBOH (DMIIbTpaliu, 0O0YCIIOBIEHHOE THIIOBOJIEMHEH, KOTOpasi, B CBOIO OYepelb,
BbI3BaHa IOTeped BOAbI M HOHOB HATpus Ha (QoHE IpueMa IUYPEeTHYECKUX IpenapaTos.
Kak cnencrBue, B IuIa3Meé KpPOBHM MOJKET yBEJIMYMBATBCA  KOHLEHTpPAUUs MOYEBHUHBI
U KpeaTuHuHa. Takas TpaH3UTOpHas (YHKUMOHAJbHAs IMOYEYHAs HEJOCTATOYHOCTh HE HMMEET
KIIMHUYECKOTO 3HAYECHHUS Y AIIMEHTOB ¢ HOPMAJIBHON (PYHKIMEH IMOYEK, OJJHAKO MOXKET YCYT'YOISITh
y’K€ UMEBLIYIOCS 1O HayaJla JICUEHUS IIOUYEYHYI0 HEAOCTaTOYHOCTb.

CropTcMeHBI

CnoptcMeHnam crefyeT oOpaTuTh BHHMaHHWE Ha TO, YTO JEHCTBYIOIEE BEIIECTBO, BXOZsIee
B COCTaB JIEKapCTBEHHOro mnpenapara Mupanamupa PeHeBan, MOXKET JaBaTh MOJIOAKUTEIbHbBIN
pe3yabTaT IpH MPOBEAECHUU AOMUHT-KOHTPOJIA.

XODHOHH&HLHBIﬁ BBINIOT, OCTPas MUOIINA U BTOPUYHAA 3aKPhITOYI'OJbHAA I'JIaYKOMa

Cyﬂb(bOHaMI/II[LI WM HUX TMTPOU3BOJAHBIC MOI'YT BbI3bIBATH HIWOCHHKPA3UYCCKYHO PCAKIHIO,
IMPUBOJAIIYIO K PA3BUTHUIO XOPHUOWAAJIBHOI'O BBIIIOTa C I[G(beKTOM IoJis1 3pCHUA, HpGXOIISIHIGfI
MHUOIIUN H 0CTpOI>’I BaKpLITOYFOHBHOﬁ TIayKOMBI. CuUMOTOMBI BKJIIOYAIOT CHHIKCHHE OCTPOTHI
3pCHUA UIIN 00JIb B Ijaszax ¢ OCTPBIM Ha4aJIOM U OOBIYHO BO3HHUKAIOT B TCUCHHE HECKOJIBKHX YaCOB
HJIM HEACIIb ITOCJIC Hadalla IIpueMa Ipermapara.

[Ipu OTCYTCTBHM JI€U€HHUSI OCTpasi 3aKPbITOYTOJIbHASA TJIaAyKOMa MOXET MPUBECTH K HeoOpaTUMOM
notepe 3peHus. HauanpHas Tepamus 3akiroyaeTcs B MAaKCHUMalbHO OBICTPOIl OTMEHE Ipemnapara.
Ecnu BHyTpuriasHoe JaBlI€HUE OCTAETCS HEKOHTPOIUPYEMbIM, MOXKET MMOTPEOOBATHCSI HEOTIIOKHOE
MEIUKAMEHTO3HOE JICUEHHUE MM XUPYPrHYECKOe BMEIIAaTelnbCcTBO. PDakTopaMu pUCKAa pPa3BUTHUSA
OCTPOW 3aKpPBITOYTOJIbHOM TJIayKOMbl MOTYT OBITh ajUIEprHUeCKUe PEeakIuu Ha CyJIb()OoHaAMUIbI
WJIY TICHULWJUIMH B aHAMHE3e.

BcnoMorarensHble BEIIECTBA

IIpenapam HUnoanamuo Penesan cooepaicum 1axmosy

JlaHHBIN JE€KapCTBEHHBIN MperapaT He CleayeT NMPUHUMATh MAalMEeHTaM C PEAKO BCTPEYAIOLIEHCs
HACJIEACTBEHHON HENEPEHOCUMOCTBIO TaJlaKTO3bl, JIAKTA3HOW HEJOCTATOYHOCTBIO WIIM IJIFOKO030-
TaJIaKTO3HON MabaObCopOIIHei.

IIpenapam HUnoanamuo Penesan cooepoicum nampuii

JlaHHBIN JIeKapCTBEHHBIM Mpernapar colepkuT meHee | mmonb (23 mr) HaTpus Ha 1 Talnerky,
TO €CTb, 110 CYTH, «HE COIEP>KUT HATPUSI».
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B3aMMOJAEHCTBUSA

KOM6I/IHaI_II/II/I, HC PCKOMCHAYEMBIC K ITPUMEHCHUTO

Ilpenapamuor numus

IIpy ongHOBpEeMEHHOM NIPUMEHEHHWU HHAANAMUJa M IpenapaToB JIUTHs, TaKXkKe, KaKk U IpH
coOmoieHn OeccoJIeBOM TMEThl, MOXKET HaOJI0/IaThCs IMOBBIIICHUE KOHIIGHTPAIMU JIUTHS
B IUIa3M€ KpPOBU BCIEACTBHE CHIKEHUS €ro 3KCKPELMH, CONPOBOXKIAIOLIEECS IOSBICHUEM
MPU3HAKOB MepeAo3upoBKU. [lpu HEOOXOAMMOCTH [IHWypeTHYECKHe IMpernapaTbl MOTYT OBITh
HCII0JIb30BaHbl B COYETAHUHU C IIperapaTaMu JUTHS, IPU 3TOM CIEAYET TILATEIbHO KOHTPOJIUPOBATH
KOHIEHTPALIMIO JTUTHS B IJIa3Me KPOBH U COOTBETCTBYIOIIKUM 00pa3oM moAdupaTh 103y npemnapara.

KoMmbuHaumu, Tpedyrolme mpeaocTopOKHOCTH

Jlexapcmeennvle npenapamol, CnOCOOHbIE 8b13b16AMb NOJUMOPDHYIO HCETYOOUKOBYI0 MAXUKAPOUIO
MUNA «NUPYIM», KII04As, HO He 02PAHUYUBAACY

e aHTHApUTMHUYECKHUE JIEKapCTBEHHbIC Tmpemapatel [A Kkimacca (Hampumep, XUHUAMH,
THIPOXUHUINH, Au3onupamul, npokanHamun) u IC knacca (diexkanHum);

e anTHapuTMuyeckue mnpenaparbl Il kmacca (Hanmpumep, aMHOIAPOH, COTAION, IO(PETUIHI,
uOyTHIH I, OpeTHIINS TO3UIAT, IPOHEIAPOH );

e HeifponenTuku: (GeHOTHA3WHBI (HANpPUMEpP, XJIOPIPOMA3WH, MAMEMAa3HH, JEBOMENPOMA3HH,
THOPHUIa3UH, TpUdITyoniepasuH, Gpiydenazun); 6eHzamMuabl (HanpuMep, aMUCYIbIPUA, CYIbTOIPHUI,
CyAbIUpUI, THANpUA); OyTupodeHoHBl (HampuUMep, IPONEPHUIION, TaIONEepUaoN); Ipyrue
HEWPOJIeNTHKH (HalpUMep, MTUMO3H]I, CEPTUHIION);

®  AHTUJCIPECCAHTHI: TPUIMKINUYECKUE aHTHICTIPECCAHTHI, CEIEKTUBHBIE HHTUOUTOPBI 00PaTHOTO
3axBaTa CEpPOTOHUHA (LIUTATONPAM, ICIIUTAIIONPaM);

e aHTHOaKTEepUaIbHBIE CpelncTBA: (TOPXUHOJOHBI  (JE€BOGIIOKCAIMH, MOKCH(DIOKCAIWH,
cnapdaokcait, TUIPOQIIOKCAH); MAKpOIUIbl (SPUTPOMHUIMH NPU BHYTPUBEHHOM BBEICHUU,
a3UTPOMMILIMH, KIIAPUTPOMHIIMH, POKCUTPOMUIIMH, CIIMPAMULINH ), KO-TPUMOKCA30JT;

® TPOTHBOTPHMOKOBBIE CpEJICTBA psAla a30Ji0B (BOPUKOHA30Jl, HMTPAKOHA30J, KETOKOHA30II,
(baykoHazon);

®  [IPOTHBOMAIPHIHBIE CPEJCTBA (XUHUH, XJIOPOXUH, ME(IIOXUH, ralloQpaHTpUH, IyMe(haHTPUH);
®  aHTHAHTMHAJIbHbIE CPEJCTBA (paHOJA3UH, OEPUAN);

e [POTHUBOONYXOJEBBIE MpenapaTbl U UMMYHOMOAYJSTOPHI (BaHAETaHUO, MBIIIbSIKA TPUOKCH],
OKCaJIUIUJIATHH, TAKPOJIUMYC, AaHArPEIIU);

® MPOTUBOPBOTHBIE CPEICTBA (OHIAHCETPOH);
®  Cpe/ACTBa, BIUSIONINE HA MOTOPHKY KENTYJA0YHO-KUIIEYHOTO TpakTa (I[U3anpu/l, JTOMIEPUIOH);
®  AHTUTHCTAMHHHBIE CPEICTBA (acTeMH30I, TephEeHANH, MU30JIACTHH);

e [pouue JICKAPCTBEHHBIE CpPEJCTBA. HAMpUMep, TMEHTAMUAWH, Iu(eMaHWI, BHUHKAMUH
IIpY BHYTPUMBEHHOM BBEJCHHUHU, BA30MPECCHH, TEPIIUIPECCHH, KeTaHCEpUH, MpoOyKol, mpornodor,
ceBouIypaH, TEPOAUIINH, IUJIOCTA30]1, METa0H.

[ToBbllIeHUEe pUCKa pa3BUTHS HKETYIOUYKOBBIX aPUTMUNA, OCOOEHHO MOJIMMOPGHON KEITyT0UKOBOU
TaxUKapIuu TUNA «TUPYIT» ((PaKTOp pucKa — TUIOKAIUEMUS).

Hepe;[ Ha3HAa4YCHUEM KOM6I/IHI/IpOBaHHOﬁ TCpallMu HUHAAIAMUIAOM W  YKAa3aHHBIMH  BBIIIC
npemaparaMu  CICAYET MPOBECTHU  HUCCICAOBAHUC C LCIbIO  BBIABICHUA  T'MIIOKAJIMEMHU
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¥ 1pH HEOOXOIUMOCTH MPOBECTH Koppekimio. Heogxomum WO tpdme Kt tRo “coetosnmis

MalMEeHTa, KOHTPOJb YPOBHS AJEKTPOIUTOB IJIa3Mbl KPOBH, Mokazareneit DKI'.

Y mnanMeHToB C THUMNOKATUEMHUEH HEeoOXOIMMO TMPUMEHSTh IMpenapaThl, HE BBI3BIBAIOIIUE
MOJIMMOP(HYIO KENyI0UKOBYIO TAXUKAPAUIO TUIIA «ITUPYIT.

Hecmepouonvie npomusogocnanumenvhvie npenapamsl (npu CUCMEMHOM HA3HAYEHUU), BKIIOYAS
cenekmusHvie UHeUOUMOpvl yukiookcueenasvl-2 (LJOI-2), evicokue 003bl ayemuicaruyunrosol
Kucromul (> 3 2/cymxu)

Bo3MoxHO cHI>KEHME AHTUTUIICPTEH3NUBHOI'O I[CflCTBHH nHaamnamMuaa.

VY 00€3BOKEHHBIX MAIMEHTOB CYLIECTBYET PUCK PA3BUTUS OCTPOW MOYEYHOM HEAOCTATOUYHOCTHU
BCJIEJICTBHE CHMKEHMs KIyOOoukoBOH ¢unbTpanmu. IlanmeHntam HEOOXOOUMO KOMIIEHCHPOBATH
MOTEPIO KUAKOCTH U TIATEIHHO KOHTPOIUPOBATH (PYHKIUIO TIOYEK B HAYaJIe JICUCHHUS,

Hneubumopul aneuomensunnpespawaroujeco gpepmenma (AI1P)

Hasnauenue mnrn6uropoB AIID mamueHtam ¢ M3HAYaJIbHO CHMIKCHHOW KOHIIEHTpAIMEW HOHOB
HaTpUsi B KPOBU COIPOBOXKIAETCSI PUCKOM BHE3AIIHOM apTepUalIbHOW T'MIIOTEH3UU HW/MIM OCTpPOH
[IOYE€YHON HEJAOCTATOYHOCTH (B YACTHOCTH, MALIMEHTAaM CO CTEHO30M ITOUYEYHON apTEepHUH ).

[TaruenTaM ¢ apTepUANbHON  THUIEPTCH3UWEH M, BO3MOXKHO CHHDKCHHOH,  BCIICACTBHE
MPEIIISCTBYIONMETO TpUeMa JUYPETUKOB, KOHIICHTpPAIlMCH HWOHOB HATPUsS B IUIa3ME KPOBH
HEe00XO0IUMO:

e 3a 3 nHA A0 Havanma JedeHus wuHruouropoMm AIID mnpekpatuth mnpueM TUypeTHKA.
B nanpHelimieMm, Npu HEOOXOAMMOCTH, TPHEM HEKATMHCOEPETramImero IUypeTHKa MOXHO
BO300HOBUTE;

L4 WJIM HAaYWMHATh TCparunro I/IHFI/I6I/ITOpOM AIID ¢ HU3KHX A03, ¢ NOCJICAYIOIHNM IMOCTCIICHHBIM
YBCJIMYCHHUEM 1O3bI B ClIydac HeO6XOI[I/IMOCTI/I.

[Ipu XxpoHHUECKOH ceplieYHON HEIOCTaTOYHOCTH JieueHue nuruouropamu AIID cnepyer HauMHATH
C CaMbIX HU3KHX JI03 C BO3MOXHBIM IPEIBAPUTEIIbHBIM CHIKEHHEM /103 HeKalnicOeperaromero
JTUypETHKA.

Bo Bcex cnmywasx B mepBble Henenu npuema MHruoutopos AIID y manueHTOB HE0OX0IUMO
KOHTPOJIMPOBATh PYHKIIHIO MOYEK (KOHIIEHTPALMIO KPEaTHHUHA B TUIa3Me KPOBH).

pyaue npenapamsi, cnocobHble 8bI3b16AMb SUNOKATUEMUIO . ampomepuyun B (npu enympusentnom
86e0eHUl), 2NI0KO- U MUHEPAIOKOPMUKOUObL (NPU CUCMEMHOM HNPUMEHEHUU), mMempaKo3aKmuo,
crabumenvhvie CpeOCmsea, CMUMYIUPYIOuUe MOMOPUKY KUULEUHUKA

VYBenuueHue prucka pa3BUTHS TMIIOKATUEMHUH (aIAUTUBHBIN 3PPeEKT).

Heo0xo1uM MOCTOSHHBIN KOHTPOJIb KOHIICHTPAIMH Kalus B TUIa3Me KPOBH, IPU HEOOXOAUMOCTH —
ee koppeknus. Ocoboe BHHUMaHUE ClEAyeT YIeNsITh MalleHTaM, OJAHOBPEMEHHO IOJyYaroluM
CepJI€YHbIE TITMKO3H/IBI.

Pekomenayercss ucmosb30BaTh ClAa0UTENbHBIE CpPEACTBA, HE CTHUMYJIHMPYIOIIME MOTOPUKY
KHIICYHUKA.

baxnogen
OTMeuaeTcsi yCHIICHHE aHTUTUTIEPTEH3UBHOTO Y deKTa.

[TanenTaM HEOOXOIUMO KOMIIEHCHPOBATh MOTEPIO KHUJIKOCTH M B Hayayie JIeUeHHs TIIATEeIbHO
KOHTPOJIMPOBATh (PYHKIIHIO MOYEK.

Cepoeunbie enuko3uvl

I'nnokanueMust W/MJIA THIOMarHUEMHUs MOYKET CIIPOBOIMPOBATE YCHUIICHUEC TOKCHUYCCKUX B(i)(l)eKTOB
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CCPACYHBIX TTIMKO3U0B.

[Ipy OAHOBpPEMEHHOM NPUMEHEHUMM HWHJANaMUJa UM  CEPACYHBIX TJIMKO3UAOB  CIEIYET
KOHTPOJIMPOBaTh KOHLEHTPALMIO Kajdusl W Mar"Hus B IUla3Me KpoBH, mnokazatenun OKI
U IpU HE0OXOJUMOCTH KOPPEKTUPOBATH TEPAIIHUIO.

Kombunaumu, tpedyromme 0codoro BHUMaHUs

Annonypunon

CoBMecTHOE MNPUMCHCHUC C HWHAAIAMUIOM MOKCT IIOBbIIIATHL PUCK Pa3BUTUA peaKuMﬁ
THIIEPUYYBCTBUTCIBHOCTH IIPHU JICUCHHUHN aJIJIOITYPUHOJIOM.

KoMmOuHaumu, Tpedyrolme BHUMaHUs

Kanuiicoepezarowue ouypemuxu (amuiopuo, CRUPOHOIAKMOH, MPUAMMEDPEH)

KoMOuHMpoBaHHas Tepanusl HHIATIAMHIOM M KaTUHCOepEeralmyuMy JUYPETHKAMU [IeJIeco00pa3Ha
y HEKOTOPbIX TAalMeHTOB, OJHAKO NPU OSTOM HE HCKIIOYAeTCsl BO3MOXKHOCTb Pa3BUTUA
TUIOKAJIMEMUN WIM TUIEpKaTUeMUH (O0COOEHHO Yy NAIMEHTOB C IOYE€YHOM HEI0CTaTOYHOCTHIO
WM Y MIAIIUEHTOB C CaXapHbIM TUA0ETOM).

HeoOxomuMo  KOHTPOJIUPOBAaThH YpOBEHb Kalusg B IDIa3Me KpoBHW, mokazarenu OKI
U TIpU HEOOXOJUMOCTH KOPPEKTUPOBATH TEPAIIHUIO.

Memdghopmun

CDYHKI_II/IOHaJ'ILHaH nmouceyHasd HEAOCTATOYHOCTb, KOTOpasA MOXKCET BO3HHUKATb Ha (I)OHC IprueMa
ANYPCTUKOB, 0COOCHHO METJICBBIX, IOBLIMACT PHUCK PA3BUTHUA HWHAYLHUPOBAHHOI'O MeT(i)OpMI/IHOM
MOJIOYHOKHCJIOI'O anuao3a.

He cneagyer wcmonb3oBaTh MeET(HOPMHH, €CIM YPOBEHb KpEaTHMHWHA NpeBbIIIacT 15 Mr/i
(135 mxmonb/n) y myxuus 1 12 mr/a (110 MKMOJTB/JT) y JKCHIIHH.

Hoocooepacawue konmpacmuvie seujecmsa

B cmydae oOe3BokuMBaHMA oOpraHu3dMa Ha (oHE TMpueMa JUYPETHUECKUX MpenaparoB
YBEIUYMBAETCS PUCK PA3BUTUS OCTPOM TOYEYHOM  HEJOCTAaTOYHOCTH, OCOOEHHO TMpH
HCIIO0JIB30BaHUH BBICOKHX 103 HOJICOAEpKAITUX KOHTPACTHBIX BEILIECTB.

[lepen mnpumMeHeHueM MHoOACOAEpKAIMX KOHTPACTHBIX BEIIECTB MalMEHTaM Heo0X0IuMOo
KOMIIEHCUPOBATH IIOTEPIO KUIAKOCTH.

Tpuyuknuueckue anmuoenpeccanmol, HeupoIenmuKy

AHTUTHTIEPTEH3UBHBIN 3()()EKT U MOBBIMIEHHBIH PUCK OPTOCTATUYECKON TUIIOTEH3UU (a1IUTUBHBIN
addexr).
Kanvyuii (conu)

HpI/I OOAHOBPECMCHHOM NNPUMEHCHUHU BO3MOXHO Pa3BUTUC THIICPKAIBIIUEMHU BCICACTBUC CHUKCHHUA
BBIBCACHHA HOHOB KaJIbIIUA ITIOYKAMMH.

Luxnocnopun, maxponumyc

Bo3MoOXXHO yBenmMueHHWE KOHIIEHTPALMM KpeaTMHHHAa B IUIa3Me KpPOBU 0€3 HU3MEHEeHHs
KOHUEHTPALUU [UPKYIUPYIOIIET0 HUKIOCIIOPUHA, Ja)Ke MPU OTCYTCTBHH MOTEPU BOJABI U MOHOB
HaTpHsl.

Kopmuxocmepouounsie npenapamul, mempaxo3zakmuo (npu cucmemHoM npuUMeHeHuu)

CHu)XeHHEe aHTUTUIEPTEH3UBHOIO JEHCTBHS (3a/ep)KKa BOJAbI M WOHOB HATpus B pe3yJbTare
NeNCTBHSI KOPTUKOCTEPOUJIOB).



COOTBETCTE ~ET SKCNEPTHOMY OTUYETY

ot 03.04 2026 N 6835

(MOCNEQOBATENEHOCTE 0004)

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDH U JAKTALUSA

bepemeHnHOCTh

B Hacrosimuii MOMEHT HET JOCTaTOYHOTO KOJHMYECTBA JAHHBIX O MPUMCHCHHHM WHIATIaMUJIa
BO BpeMs OepemeHHOoCTH (onucano meHee 300 ciydaen).

JlnuTenpHOE TpPUMEHEHHE THA3WAHBIX 1uypeTukoB B III Tpumectpe OEpeMEHHOCTH MOXKET
BBI3bIBATh TMIIOBOJEMHMIO Yy MaTepd M CHIDKEHHME MAaTOYHO-TUIALEHTApHOTO KPOBOTOKA,
YTO MPUBOJIUT K (DEeTOIIallEHTAPHON UIIEMHUH U 33/IEP’KKE Pa3BUTHSA TUIOAA.

HccnenoBanus Ha KMBOTHBIX HE BBIABUJIM IIPSIMOTO WJIM HENPSAMOIO TOKCHYECKOTO BO3JEHCTBUSA
Ha PENPOIYKTUBHYIO ()YHKIIHUIO.

B kauecTBe Mephbl MPEIOCTOPOKHOCTH PEKOMEHIyeTcsi M30eraTh mpuemMa HWHIAMaMHUaa BO BpEMsI
OepeMEeHHOCTH.

JlakTamus

JlaHHBIX O TMPOHMKHOBEHWHW WHJANAMUJIA WU €ro METa0OJIMTOB B TPYAHOE MOJIOKO Yy YelIOBEKa
HEZO0CTaTOYHO.

v HOBOPOXACHHOIO MOXCET Pa3BUTHCA IIOBBIIICHHAA YYBCTBUTCIBHOCTH K IIPOU3BOAHBIM
Cy.]'IB(i)OHaMI/II[a U TUnokamuemus. B cBsa3u ¢ OTUM, PUCK A HOBOpO)K,Z[eHHOFO/MJ'Ia)IeHI_[a
HE MOJXET OBITh HMCKJIIOYCH. I/IHl[aHaMI/IZI ONM30K K TUA3UAHBIM IUYPCTUKAM, IPHUEM KOTOPBIX
BBI3bIBACT YMCHBIUICHUC KOJIUYCCTBA I'PYJAHOI'0O MOJIOKA NJIK JaKC IMMOAABJICHUC JIAKTAllUH.

[IpueM nHIanaMu1a B IEPUOJ rPyAHOTO BCKAPMIIMBAHUS HE PEKOMEHTYETCHI.

DepTHIbHOCTD

I/ICCJICZ[OBaHI/Iﬁ pGHPOILYKTHBHOﬁ TOKCUYHOCTH ITOKa3aJIn OTCYTCTBUC BJIMSAHUSA Ha q)epTI/IJIBHOCTI)
CaMOK 1 CaMIIOB KPBIC.

[IpenmonoxurensHo, BIUSHUE Ha (PEPTUIILHOCTD y YEIOBEKAa OTCYTCTBYET.

4.7. BimsiHue Ha CHOCOOHOCTH YNPaBJIATH TPAHCHOPTHBIMH CpeACTBAMH M padoTarTh
¢ MeXaHM3MaMH

WNHpanamMu He BIMSET Ha HapyLIEHHWE BHUMAaHHUS, HO B HEKOTOPBIX CIIy4asX MOTYT BO3HHUKATh
peaKkiny, CBsI3aHHBIE CO CHUXECHHUEM apTepUaIbHOTO JIaBJIEHUs, OCOOEHHO B Hayaje Tepanuu
Wi Tpu  J00aBIeHHUH K TMPOBOAUMON Tepamuu JPYruX TUIOTEH3WBHBIX IMPEnapaToB.
B pesynbrare crocoOHOCTH ympaBisTh aBTOMOOWJIEM WM JPYTMMHU MEXaHM3MaMU MOXET OBITh
HapylleHa.

4.8. HexkesaTeibHbIE peaKkuu

Pesrome nmpoduis 0e301acHOCTH

Haunbonee yacTeiMu HEXeNaTeIbHBIMU PEAKIMSAMHU, O KOTOPBIX COOOIIANI0Ch, OBUIH: THIIOKATHEMHUS,
peaKurH TOBBIIIEHHOW YYBCTBUTEIBHOCTH, B OCHOBHOM J€PMAaTOJOTHMYECKHUE, y IIAl[MEHTOB
C MpEeapacroioKEHHOCTPIO K aUIEPTHYECKUM M aCTMATHYECKHM  PEaKIUsAM, a TaKxke
MAKYJIOIIANyJIE3Hasl ChIIIb.

Tabnuynoe pE310ME HEKEIATCILHBIX PEAKIUI

YacToTa HEXKeNaTeNbHBIX PeaKinii, KOTOpPbIe ObUTH OTMEUYCHBI BO BpPEMs TEPalHK HHIAAMUIOM,
NpHUBEJICHA B BHJE CIEAyIOIIed rpagaiuu: odeHb ydacto (> 1/10); gacto (> 1/100, vo < 1/10);
Hedacto (>1/1000, o < 1/100); penko (>1/10 000, Ho < 1/1 000); ouenp peaxo (< 1/10 000);

9YacTOTa HEM3BECTHA (HA OCHOBAHUHU MMEIOIIUXCS TAHHBIX OIIEHUTh HEBO3MOIKHO).
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CucremMHoO-Oprasnsbie
KIacChl HexenaTeabHble peakuu YacroTa
MedDRA

Hapywenus co cmoponul
KpOSU U IUMPamuieckoul

ArpaHyJIoIuITO3

OueHsb penko

ArnracTrndeckass aHeMus

OueHb pesiKo

I'emonuTHyeckas anHeMus

OueHsb penko

cucmembvl Jlelikonenust OueHsb penko
TpomOouuToneHus OueHb penko
[Nunokanuemus
Yacro
(cm. paznen 4.4.)
I'unonarpuemus
Heuacto
Hapywenus memabonuzma (cm. pazgen 4.4.)
u numanus ['unoxnopemus Penko
I'unomaranemus
Penxo
(cm. paznen 4.4.)
['unepkanpuueMust OueHsb penko
Bepruro Penko
[loBbIIEHHAs! YTOMJISIEMOCTD Penko
Hapywenus co cmoponwi
. I'osoBHast 00Jb Penxo
HEepEHOU cucmembl
[Tapecresus Penko
O6Mopok YacToTa HeU3BECTHA
Muonus YacToTa HEM3BECTHA

Hapywenus co cmoponvl
opeana 3penus

HeueTtkoe 3pCHUC

YacToTa HEen3BECTHA

Hapymenue 3penust

YacToTa HEU3BECTHA

OcTtpas 3aKpbITOYTOJIbHAS

YacToTa HEH3BECTHA

Hapywenus co cmoponbi
cepoya

TJIayKOMa
XOpHOUIaIbHbBIN BBIIIOT YacToTa HeU3BEeCTHA
AputMmus OueHb penko

[Momumopduas xemyaouKoBast
TaXUKapAus TUIA «TUPYIT»
(moTeHMaNIbHO
C JIETaJIbHBIM HCXOJIOM)
(cMm. pasnen 4.4. u 4.5.)

YacTtoTa HEU3BECTHA

Hapywenus co cmoponbi
€0Cy008

ApTepI/IaJ'ILHaH TUIIOTCH3UA

Ouensb penko

Hapywenus co cmoponul
AHCENYOOUHO-KUUEUHO20
mpakma

PBota Heuacto
TommoTa Penxo
3anop Penko
CyxoCTb BO pTY Penxo
ITankpearur OueHb pesKo

Hapywenus co cmoponul
neuenu

Hapymenne GpyHKIMM NeueHH

OueHsb penko

Bo3moxHO pazButHe
NEYEHOYHOH 3HIIe(aIONaTHH
B CJIy4ae NEeYEHOYHOMN

YacToTa HEU3BECTHA

U JHCenyebl8o0UUX Nymell HEJO0CTaTOUYHOCTHU
(cm. pasaensr 4.3. u 4.4.)
I'ematur YacToTa HEeM3BECTHA
Hapywenus co cmoponwi Peakiimu moBBIIIGHHOM Yacto
KOJHCU U NOOKONCHBIX MKAHel YYBCTBUTEILHOCTH

9
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CucremMHoO-Oprasnsbie
KIacChl HexesiaTenbHbIe peakUu Yacrora
MedDRA
MakysnonanyJse3Has Cblllb Yacto
[Typniypa Heuacrto
AHTIMOHEBPOTUYECKUI OTEK OueHb penko
Kpanusauna OueHb pesiKo
Toxkcuueckui
. Ouensb penko
AMUACPMAIbHBIN HEKPOIHU3
Cunapom
b Ouensb penko
Crusenca-/>xoHcona
BosmoxHoe o0ocTpeHue yxe
HMMEIOLLEHCS OCTPOi
e por YacroTa HEM3BeCTHA
CUCTEMHOM KpacHOMH
BOJTYAHKHU
Peaknun
(hOTOIYBCTBUTEIHHOCTH UYacToTra HensBecTHA
(cm. pasznen 4.4.)
Cnia3Mbl MBIIIII] YacToTa HEM3BECTHA
Hapywenus co cmoponul
. . Mpieunas ¢1abocThb YacToTa HeM3BeCTHA
MbIUUEYHO, KOCMHOLL
. Muairus YacToTa HEM3BECTHA
U COeOUHUMeNbHOU MKAHU
Pabnomuonus YacToTa HeU3BECTHA
Hapywenus co cmopoHul
NOYeK U MOUEBbIBOOAUUX [Toyeunast HETOCTATOYHOCTH Ouens penko
nymeu
Hapywenus co cmoponul
PenpooOyKmuGHot Cucmemol OpeKTuibHas JUCHYHKIUSL Heuacro
U MOJIOYHBIX Jcere3
VY nmnenue uatepBana QT Ha
YacToTa HEn3BeCTHA
OKT (cm. paznuenst 4.4. u 4.5.)
[ToBbIIEHNE KOHIIEHTpAIIUU
TJIFOKO3bI B KPOBU UYacToTra Hen3BecTHA
Jlabopamopuvie
(cm. pazgen 4.4.)
U UHCMPYMEHMANlbHbLEe
SaHHbLe [ToBbITIIEHNE KOHIIEHTpAITTH
MOYEBOM KUCIOTHI B KPOBU YacToTa HeU3BeCTHA
(cm. paznen 4.4.)
[ToBbIlIEHNE AKTUBHOCTHU
YacToTra Hen3BecTHa
MIEYEHOYHbIX (PEPMEHTOB
OnucaHue OTAENbHBIX HEXKEIATEAbHbIX PEaKIINi
B pamkax wuccnemoBanuit |l u Il ¢da3er, cpaBHUBarOmMX wWHIanamMug B J03UpOBKE 1,5 mr

U 2,5 Mr, pe3ynbTaThl aHAIM3a Kalus B TUIa3ME€ KPOBU MPOJEMOHCTPHUPOBAIH J10303aBUCHUMBIMA
s dexT naganamua.

HUnoanamuo 1,5 me

Konnentpanus kaaust B mia3Me KpoBu MeHee 3,4 mmousip/n Habmonmanack y 10 % mamueHToB,
Y KOHIIGHTpALUs KaJus B IUIa3Me KpOBH MeHee 3,2 MMoub/1 Habmoaanach y 4 % manueHToB yepes
4-6 Hepenp mocne Hawana tepanuu. llocime 12 Hexenb Tepanuu CpelHEE 3HAYEHHE CHUKEHUS
KOHIICHTPALMH KaJlus B IJ1a3me coctaBisiio 0,23 MMOJIb/II.

10
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HUnoanamuo 2,5 m2

KoHnentpanus kaausi B miasMe KpoBU MeHee 3,4 MMouib/1 HabOmonmanack y 25 % mamueHToB,
Y KOHLIEHTPAIMsI KaJlusl B IJ1a3Me KpoBH MeHee 3,2 MMoutb/1 Habmoanacek y 10 % manueHToB uepes
4-6 uenmenp nocne Haydana tepanuu. [locime 12 Hepenb Tepanuu cpegHee 3HAYEHUE CHUKCHUS
KOHIICHTPALIMU Kallus B 11azme coctaBisuio 0,41 MMOIb/I.

COO6I.HCHI/I€ O ITOAO03PEBACMBIX HCKCJIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare O TOAO3PEBACMBbIX HEKENATENbHBIX PEAKIUAX II0CIE  PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HeNpPEephbIBHOIO MOHMTOPUHIA COOTHOILEHHS
«0NIb3a — PHUCK» JIGKAPCTBEHHOTO Tmpemapara. MenuInuHCKUM pabOTHHKAM PEKOMEHIYEeTCS
coo01IATh O JHOOBIX M0103PEBAEMBIX HEXKENATENIBHBIX PEAKIMIX JEKapCTBEHHOTO IpenapaTa yepes
HAIMOHAJIBHBIE CHCTEMBI COOOLICHHS O HEXENATeNbHBIX PEaKUUsIX TOCyJapCcTB — UJICHOB
EBpa3zuiickoro 5KOHOMHUYECKOro COr03a.

Poccuiickas @enepanus

®enepanpHas cinyx0a o Haa30py B cepe 3apaBOOXpaHEHHUS.

Anpec: 109012, r. Mocksa, CinaBsiHcKast tiiomiaib, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnektponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBKa

CHUMIITOMBI

Nupganamun gaxke B 04eHb BBICOKUX A03ax (110 40 mr, To ecTh B 16 pa3 Ooblie TeparneBTUYECKOM
JI03bI) HE OKa3bIBAET TOKCHUECKOTO JICUCTBUSI.

[Ipu3Haku OCTpPOro OTpaBIEHUS JIEKAPCTBEHHBIM IIPENApaTOM B IEPBYIO OYEPEIb CBSI3aHBI
C  HApyIICHHEM  BOJHO-DJICKTPOJMTHOrO  OanmaHca  (THIIOHATPUEMHS,  THIIOKATHEMHUS).
W3 KIMHUYECKUX CHMIITOMOB IEPENO3UPOBKH MOTYT OTMEYAThCS TOIIHOTA, PBOTA, apTepUalIbHAS
TMIOTCH3UA, CYAOPOTrH, BEPTUT'O, COHJIMBOCTb, CIIYTAHHOCTb CO3HAHHA, MOJIUYPUA WIIU OJIUTYPHS
C BO3MOKHBIM IIEPEX0I0M B aHYPHIO (BCIEICTBUE TUTIOBOJIEMUM).

Jleuenue

MepBI HEOTJI0XKHON IIOMOIIM CBOJATCS K 6BICTp0My BBIBCJICHUIO IIpCIiapaTa W3 OpraHu3Ma:
IMPOMLBIBAHUEC  KCITyJIKa W/UId  Ha3HAuCHUE AKTUBHUPOBAHHOT'O Yy C MOoCJICAYIOIUM
BOCCTAHOBJICHUEM BOJHO-3JICKTPOJIUTHOTO OaaHca B CIICIUAJIN3UPOBAHHOM OTACJICHUH.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBa

dapmakoTepaneBTHIECKas TPYITA; THYPETUKHU; THA3HIOMOT00HBIC TNYPETUKH; CYIb(OHAMHUIBI.
Kon ATX: CO3BALI.

MexaHu3M aeicTBus

WupanamMun — OTHOCHTCS K NPOU3BOAHBIM  Cylb(OHaMUIAa C  HMHIOJBHBIM  KOJBIIOM
U 1o (hapMaKoJIOTHYECKUM CBOMCTBaM OJM30K K THA3UJIHBIM JUYpETHKaM, KOTOpble MHTUOUPYIOT
peabcopOLnI0 HOHOB HATPUsl B KOPTUKAIBHOM CETMEHTE METIN HepoHa.
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[Tpu >TOM yBeTUYMBAETCS BBIJACICHHE MMOYKAMU HOHOB HaTng%E%:ELHJ%EHEI%T&&T&%,

MOHOB KaJIusl ¥ MarHus, 4TO COIMPOBOXKIAETCS YBETMUYEHUEM JANYpe3a U THIOTEH3UBHBIM (P (HEeKToM.

dapmakonmuamuueckue 3hdEKThI

I'mnoTten3uBHOE ,HCfICTBPIC HHOAnaMuaa, Kak u Jpyrux 1uypeTu4€CKux cpeacTB, O6YCJ'IOBJ'IGHOZ

® CHHMXKXCHUCM COKpaTI/ITGHLHOﬁ CIIOCOOHOCTH COCYNUCTBIX TJIaJKOMBIIMICYHBIX KJIICTOK 3a CHCT
HU3MCHCHUA TpaHCMCM6paHHBIX HOHHBIX TOKOB, IIPEUMYIICCTBCHHO TOKA KAJIbIIUA;

e crumyssnuend cuHTe3a mnpocrarmaHauHa PGE2 wu mpocrammknuna PGI2, o6nagaromero
COCYIOPaCIIMPSAIONIMM U AaHTHATPETAHTHBIM JEHCTBUEM.

Kimmanueckas 3dbdhekTUBHOCTE U 0€30IIaCHOCTE

B ximnnueckux wuccnenoanusax Il m Il ¢a3 mpu wucmonp3oBaHMM WHAANAMHUIA B PEKUME
MOHOTEpallMi B  JI03aX, HE OKa3blBAIOLIMX BBIPAKEHHOIO JUYpPETUYECKOro sddekTa,
OBbUT IPOIEMOHCTPUPOBAH 24-4acOBOW TMITOTEH3UBHBIN Y HEKT.

AHTUTUNEPTEH3UBHAsT aKTUBHOCTh MHJANAMUJa CBsi3aHA C YJIY4IIEHUEM 3JaCTUYECKHX CBOMCTB
KPYIHBIX apTepuii, YMEHBUICHHEM apTepUOIISIPHOTO W 00mIero nepuepuyeckoro CoCyaucToro
COIIPOTHBIICHHUSL.

WNunanamui yMEeHbIIACT TUTIEPTPOQHIO JICBOTO KEITyT0UKa.

B kopoTkux, cpeqHeill MIMTENbHOCTH M JOJIOCPOYHBIX MCCIECJOBAHMSX C Yy4acTHEM IAallMEHTOB
C apTepUaIbHON rUnepTeH3rel ObUIO IOKa3aHO, YTO MHAAIAMU/L;

L4 HC BJIMACT HaA IIOKa3aTCiivd JIUIIMAHOI'O 06M6Ha, B TOM YHCJIC HAa YPOBCHbL TPUTIIHULCPHUIOB,
XOJICCTCpHHA, JIMIIOIIPOTCHUHOB HU3KOM IJIOTHOCTH U JIUIIOIIPOTCHHOB BBICOKOH IIJIOTHOCTH,

e HE BIMACT Ha TOKa3aTesin OOMEHa YIJIEBOAOB, B TOM YHCJE Yy TAIMCHTOB C CaxapHBIM
nadbeToM.

Tuasunnele W THA3UJIOMOAOOHBIE TUYPETUKHM MpPHU OMNPEAETCHHOM J103€ JOCTUTraloT IUIAaToO
TepaneBTHUeCKOoro 3¢ddexra, B TO BpeMs KaK 4YacTOTa HEKENATENbHBIX PEAaKIHUH IMPOJODKAET
YBEIIMYMBAThCSl NpU JalbHEHIIeM MOBBILEHUM JA03bl npenapaTta. [losTtomy He cruexyer
YBEIIMYMBATEH JI03y IIperapara, €Cid MpH MPUMEHEHHH PEKOMEHIOBAHHOW 03B HE IOCTHTHYT
TepaneBTHYeCKui 3 deKT.

5.2. dapmakoKHHETHYECKHUE CBOIiCTBA

AOGcopbrms
buonocrynuocts naganamuga — 93 %.

MaxkcuManbHOU KOHIIEHTpaluu B maa3Me KpoBU (Cmax) mpenapar nocturaeT yepe3 1—2 daca mocie
MepOpaIBLHOTO TIpHEMa OJTHOKPATHOM 1036 2,5 MT.

Pacnpenenenue

Oxono 75 % mnpenapara cBsi3bIBaeTcsi C¢ OenkamMu Ij1a3Mbl KpoBU. I[lepuon moyBbIBEIEHHS
npenapara (T12) cocraBnsier 14-24 yaca (B cpenHem 18 yacos).

[Ipu perymsgpHOM mpueme Tpernapara paBHOBECHAs KOHIIEHTpalus WHAANaMuja B IUIa3Me KPOBU
yBeMYUBaeTcsl (10 CPaBHEHHMIO C OJHOKPAaTHBIM TpueMoM). BmecTe ¢ TeMm, JOCTHTHYTOE
PAaBHOBECHOE COCTOSTHHUE COXPAaHSAETCS B TEUEHHUE JUIUTEIBHOTO MEPUOJA BPEMEHH, CBUIETENBCTBYS
O TOM, 4YTO IOBTOPHBIA IIPUEM I[peEnapaTra HE CONPOBOXKIAACTCA HAKOIUICHUEM WHIANaMUIa
B OpPraHu3Me.

ONIUMUHALMS

WNupanmamut BBIBOJWUTCS B BHJIC HEAKTUBHBIX METaOOJIMTOB B OCHOBHOM ¢ Mouoil (60-80 %
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(MOCNEODBATENBEHOCTE 0004)

OT BBEJICHHOM J03bI).

He 6omnee 5 % wHaanamua BEIBOAUTCS U3 OpraHU3Ma ¢ MOYOHM B HEM3MEHEHHOM BHJIC.

Oco0ble rpynIsl MaluesToB

Iloueunas neoocmamounocmeo

VY ManueHToB C MOYEYHOW HEIOCTaTOYHOCTHhIO (PapMaKOKMHETHYECKHE CBOICTBAa WHIANaMHIA
HE U3MEHSIOTCA.

5.3. JlaHHbBIe TOKJIHHUYECKOH 0e30IaCHOCTH

HccnenoBanuss wuHIanamMyja HE TOKa3ald MYTareHHbIX WJIM KaHIEPOTEHHBIX CBOWCTB.
[Ipu mnepopaqbHOM BBEIEHMHM HWHAANAMHJA B MAaKCHUMaJbHBIX 033X  (TPEBBIIIAIONINX
tepaneBTnueckyto B 40-8000 pa3) pa3HeIM BHUJaM KUBOTHBIX BBISIBICHO  YCHJICHHUE
JUYpETUYECKOro ACUCTBUA IIpemnapara. B uccienoBaHHsIX OCTPOM TOKCHMYHOCTH WHAAIIAMMAA
IpU €ro BHYTPUBEHHOM WM HWHTPANEPUTOHEAIHHOM BBEJACHUHM OCHOBHBIE CHUMITOMBI OBLIU
00yCIOBIEeHBI €ro (hapMaKOJIOTHYECKOH AaKTHBHOCTBIO, HAampuMep, OpaJumHOd M pacIIupeHue
nepudepruyecKux CocyaoB.

B HCCICAOBAHUAX peHPOI[yKTHBHOfI TOKCUYHOCTH HC  BBIIBJICHO 3M6pI/IOTOKCI/I‘ICCKOFO
" TCPATOIrCHHOI'O HeﬁCTBHH.

He BBISIBIICHO BO3/ICHCTBHS HA PEIIPOTYKTUBHYIO (YHKIIHIO Y KPBIC 000€T0 ToJa.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. [lepeuensb BcnoMoraTebHbIX BellleCTB

JlakTo3B1 MOHOTHApAT;
KpaxMaJj KyKypy3HbIi;
nosugoH K 30;

TaJbK;

Marsus creapar.

CoctaB 00010YKH

l'unpomennosa (runpokcunponunmeTuiiesionosa) (E464);
tutaHa auokeun (E171);

rnuuepuH (rauuepon) (E422);

MarHusi CTeapar;

makporoin 6000 (mommdTuneHrnukonb-6000) (E1521);

HaTpus JaypuiIcyabdar.

6.2. HecoBMecTHMOCTDH

He nmpumenunmo.

6.3. Cpox roaHocTH (CpOK XpaHeHus )

5 mer.
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6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPaHEeHUH

XpaHUTh B KOHTYPHOU SYCHKOBOM YIaKOBKE B IMAYKe JJIA 3allUThI OT CBETa IPH TEeMIIepaType
amxe 25 °C.

6.5. XapakTep u coaep:kaHue YNIAKOBKH

ITo 10, 14, 15 TabneTok B KOHTYPHYIO SIYEHKOBYIO YNAKOBKY W3 IUICHKH MOJMBHHUIXJIOPUIHON
1 (OB ATFOMUHUEBOM MEYaTHON JTAKUPOBAHHOM.

2 KOHTYpHBIE SYEHKOBBIC YMAKOBKM 1O 14 TalOneTok uiau 3 KOHTYPHBIE SYEHKOBBIC YIMAKOBKU
mo 10 TaGimerok, umu 2, 4, 6 KOHTYPHBIX SYCHKOBBIX YIAKOBOK MO 15 TabJIETOK C JHCTKOM-
BKJIQ/IBIILIEM TTOMEIIAIOT B MAYKy U3 KapTOHA IJIsl TOTPEOUTEIHCKON Taphl.

6.6. OcoOble Mepbl NMPEeIOCTOPOKHOCTH NMPH YTHIU3ANUU MCIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara Wil OTXO0J0B, MOJYYEHHBIX MOCJIe NPUMEHEHUS JIEKAPCTBEHHOrO Ipemnapara,
U Ipyrue MAaHUNYJISIHH ¢ TPenapaTom

Oco0ble TpeOOBaHUs OTCYTCTBYIOT.

7. JEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A

Poccuiickas @enepanns

AxnmonepHoe o0miectBo «IIpousBoacTBenHas apmaireBTrHueckas koMmnanus OOHOBICHUE
633621, HoBocubupckas 06:1., Cy3yHckuit paiion, pr. Cy3yH, yi. Komuccapa 3sTekoBa, 1. 18.
Ten./daxc: 8 (800) 200-09-95.

7.1. IlpeacraBuTeNb AepKaTe/Isl pETHCTPALMOHHOIO YA0CTOBEPEeHUs!

[Iperen3uu noTpeduTeneit HaNPaBIATH 110 AJPECY:

Poccuiickas @enepanns

AxkunonepHoe o6mectBo «IIpousBoacTBeHHas hapmareBTHueckas komrnaHuss OOHOBICHUE»
630096, r. HoBocubupck, yn. CranimonHasi, a. 80.

Ten./akc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(002599)-(PT-RU)

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlekapcTBEeHHBIN MTpenapaTr OTHOCUTCS K KATETOPUH OTITYCKa 10 PELENTY.

14



COOTBETCTBYET ZKCNEPTHOMY OTUETY
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OO0miasi xapakTepUCTUKA JIGKAPCTBEHHOTO MpermapaTa HHnadMﬁm%%Mg‘aﬂgjeﬂﬁHbih

peecTpe 3aperucTpUpPOBAHHBIX JIEKAPCTBEHHBIX CPeNCTB EBpa3smMiiCKOro 3KOHOMHUYECKOTO COH03a
M Ha OQHUIMATBHOM CaiiTe  YIOJIHOMOYEHHOTO OpraHa (dKCHEPTHOH  OpraHu3aIluM)
(https://Ik.regmed.ru/Reqister/EAEU SmPC).
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