COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 24.01.2023 N= 1202

OBIIAS XAPAKTEPUCTHKA JEKAPCTBEHHOTOTI PEMNAPATFA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

["abanentrn, 300 Mr, Karncybl

2. KAUYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JleiicTByro1IIee BEIIECTBO: Ta0ANICHTHH.
Kaxnas kancyna comepxut 300 mr rabaneHTHHA.

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Kancymsi.
TBepapie xenatuHOBBIC Karncyibl Ne 0 6emoro nisera. Coaep:kuMoe Karcys — Oesblid Ui OebIi

C JKCJITOBATBIM OTTCHKOM ITOPOIIOK.

4. KJIMHUYECKUE JTAHHBIE

4.1. Iloka3aHusi K NpUMeHEHUIO

[Ipenapar ['abaneHTHH MOKa3aH K MPUMEHEHHUIO y B3POCIBIX JUIS JICYCHHS HEHpONaTHUECKOM

60 (3¢ppekTUBHOCTD U 0E30MACHOCTD Y MAIIMEHTOB B BO3pacTe 0 18 JIeT He yCTaHOBJICHBI).

[Ipenapar ['abarneHTHH TMOKa3aH K MPUMEHEHHWIO Y B3pPOCIBIX W JE€Te B Bo3pacte 12 jeT u

cTapuie:

- JUId MOHOTEpalHuH MapUUaIbHBIX CYJOpPOr CO BTOPHYHOW TeHepainu3anueid mim 0e3 Hee
(>pdexkTuBHOCT W 0€30MACHOCTh MOHOTEpAaNuU y JAeTeid B Bo3pacte 10 12 ner He
YCTaHOBJICHBI);

- Kak JIOTOJHUTENbHOE CPEACTBO IMPH JICUYEHUH NaplUUajIbHBIX CYIOpOT €O BTOPUYHOMN
reHepanu3anueii uin 6e3 Hee (6e30macHOCTh M 3()(HEKTUBHOCTH JOMOJHUTEIBHON Teparuu
rabaneHTHHOM Yy JIeTeH B Bo3pacTe MeHee 3 JIET He YCTaHOBJIEHBL, JJIs AeTel B BO3pacTe OT 3
1o 12 ner mpumeHneHue Karcyn rabaneHTuHa B g03upoBke 300 Mr He peKOMEHIOBAaHO MO
NPUYNHE HEBO3MOXKHOCTH KOPPEKTHOTO JI03UPOBAHUS).

4.2.  PexuM 103upoBaHHs U CIOCOO MPUMEHEHMSsI

PexxuM 103upoBaHus

Bspocabie

Iapyuanvusie cyoopoeu
[TIpu snunencun oObIYHO TpedyeTcs AIUTeNbHOE JedeHue. Jloza mpemapara ompenensercs

JedaniiM BpauoM B 3aBUCHUMOCTH OT WHIUBUAYaIbHOW MEPEHOCUMOCTH U 3PPEKTUBHOCTU



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 24.01.2023 N= 1202

npenapata. JbdextusHas 1032 — o 900 110 [3600 Moyt TEpamio NroHHo-HakaTe 6 Ho3bI

300 mr 3 pa3a B CyTKM B INEpBBIH JE€Hb WM YBEIMUYMBaTh mocreneHHo 10 900 mMr mo cxeme,
OMHCaHHON HIXe (cM. moapazaen «Heiipomarudeckas 007b y B3pOCHbIX»). B mocnenyromem
71032 MOXET OBITh TOBBIIIEHA MakcuMaiabHO A0 3600 Mr/cyT (pasmeneHHas Ha 3 paBHBIX
npuema). OTMedeHa Xxopomas MEPEHOCHMOCTh Tpemapata B jgo3ax g0 4800 mr/cyrt.
MaxkcumanbHBIE MHTEPBAI MEXKIY J03aMH IPU TPEXKPATHOM IpHEME Ipernapara He JOJDKEH
npeBbIaTh 12 9acoB Bo n30ekaHUe BO3OOHOBICHHUS CYI0POT.

Hetiponamuueckas 601v y 83pocivix

HavanpHas mo3a cocrasisier 900 Mr/cyT B Tpu NpreMa paBHBIMH J03aMU; TP HEOOXOIUMOCTH,
B 3aBUCUMOCTHU OT 3¢ (eKTa, 103y MOCTEIEHHO YBETMUMBAIOT 10 MaKCUMaibHOH — 3600 Mr/cyT.
Heo6xonuMo y4MTHIBaTH, 4TO NpU NPUMEHEHUM TabameHTHHa B Jo3e¢ Bbime 1800 mr/cyt
JOTIONTHUTETbHAS () (PEKTUBHOCTD HE OTMEYAETCS.

Jleyuenne MoxkHO HaumHATH cpasy ¢ 1036l 900 mr/cyt (mo 300 mr 3 pa3a B CyTKH) WM
YBEIUYMBATh 7103y MocTeneHHo a0 900 Mr/cyt B TeueHHME MEpBBIX 3-X THEH MO Cleayrouei
CXeMe:

1-ii nenb: 300 mr 1 pa3 B CyTKwH;

2-ii nenb: 300 mr 2 pasza B CyTKH;

3-ifi genb: 300 mr 3 pasa B CyTKH.

Het HeoOX0aMMOCTH KOHTPOJIUPOBATh KOHIICHTPAILMIO rabaneHTuHa B m1a3Me KpoBu. OH MOXKeET
NPUMEHSTHCS B KOMOMHALIMM C JPYTUMH HPOTHBOCYAOPOXXKHBIMU IpernapaTtamMu 0Oe3 yuera
U3MEHEHHS €ero KOHIEHTpaluu B IUIa3Me€ KPOBM  MJIM  KOHIIEHTpAIMM  JIPYTHX
IIPOTUBOCYJOPOKHBIX IIPENApaTOB B CHIBOPOTKE.

Oco0ble rpyInel NAKUEHTOB

Tayuenmol 8 masxceiom coCmossHuu

VY nanueHTOB B TSHKEIIOM COCTOSIHUHM, HAllpUMEp, B CIIy4ae TMOHWKCHHOW MacChl Teja, Mocie
TpPaHCIUIAHTAIlMM OPTaHOB W T.I., JO3Yy CIEAyeT MOBBIIATh MEIJIEHHEe: OO0 HCIONb3YS
MEHBIIHE O3B, JIUOO J1enast OONBIIIEe HHTEPBAIIBI MIEPE/T MOBBIIICHUEM JT03bI.

IIpumenernue y noxcunvlx nayuenmos (6 éospacme cmapuie 65 iem)

BcenencrBre Bo3pacTHOTO CHUKECHUS (DYHKITHH TTOYEK ITOKUJIBIM MAIIMEHTaM MOXKET TPEOOBATHCSI
Koppekuus 1036l (O6onee moapoOHas mHpopmanus npencraBiena B Tadmuie 1). COHIMBOCTS,
nepudepudeckue OTEKM W AaCTeHUS Yy TMOXWIBIX TAIMeHTOB MOTYT BCTpEUYaThCs dHalie.
I1o060p 003b1 npu NOUEUHOU HEOOCMAMOYHOCTU

[TanimeHTaM € TMOYEYHOH HEMTOCTATOYHOCTHIO PEKOMEHAYETCS CHIDKCHHE J03bI TadarmeHTHHA

cornacHo Taomuue 1.



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 24.01.2023 N2 1202
Ta6muua 1 (NOCNEOOBATENBHOCTE 0002)
Knmpenc kpeatnHyiHa (MIJI/MUH) Cyrounas fo3a (Mr/cyr)*
>80 900-3600
50-79 600-1800
3049 300-900
15-29 150°-600
<15® 150°-300

A CyTouHyI0 103y ClelyeT Ha3Ha4aTh B TPU NpHEMa
5 Hasmauaror o 300 mr 4epes neHn
BV NanmeHTOB ¢ KIMPEHCOM KPEaTHHUHA <15 MI/MHH CyTOYHYIO I03y HEOOXOAMMO YMEHBIIATH
OpOoNOpHHUOHATIBHO KIIMPEHCY KPCATUHUHA (HaHpI/IMCp, NManyeHT C KIIMPEHCOM KpCaTUHUHA 7,5 MJI/MUH
JOJIKCH IMOJIYy4aTh MOJOBUHY J03bl, KOTOPYIO MOJJYYa€T MNAIIUCHT C KIIMPEHCOM KpCaTHUHUHA 15 MJ'I/MI/IH)
Pexomenoauuu ons nayuenmos, Haxoosawuxcs Ha 2emooudnuse
[TaruenTam, HaxoIsIIMMCS Ha TeMOJUalli3e, KOTOpble paHee HE MPUHUMAKM TabaneHTHH,
npenapar peKOMEeH]IyeTcsl Ha3HauaTh B Hachlmatomei go3e 300 mr, a 3aTeM MPUMEHATH €ro Mo
300 Mr mocie KaxIbix 4 4acoB reMOUAIH3A.
JIJ1s mManMeHToB O CHUKEHHON (yHKIUEH MoYeK, MPOXOIAIIUX AUATU3, MOIAEPKUBAIOIIas 103a
rabareHTuHa JO/HKHA MOJO0UPAThCS B COOTBETCTBHM C PEKOMEHIAIUSMU, IPEICTaBICHHBIMU B
Tabmune 1. B momonHeHwe k mojaep:kuBaromiei tepamuu pekomenmyercs npuem 300 mr
rabareHTHHa MOCye KXo 4-4acoBOU MPOLIEAYPHI JUAITH3A.
eTu
D¢ hekTUBHOCT, W 0€30MacHOCTh y JEeTel B BO3pacTe a0 3-X JIET Ha JIaHHBIH MOMEHT HE
YCTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.
Monomepanus napyuanrbHuix cyoopoz co 8MOPUYHOU 2eHepanuzayuelt uiu oes Hee

Jlemu 0o 12 nem

D¢ heKTUBHOCTL U 6€30MaCHOCTh MOHOTEPANHH Y JETeH B BO3pacTe J0 12 JeT He YCTaHOBJICHBI.

Jlemu cmapwe 12 nem

HauanbHas no3a, cxeMa HapaluBaHHs J03bI U PEKUM JTO3UPOBAHUS Y B3POCIHBIX U jAeTeil oT 12
JIET U CTapuIe COBHAJAOT.

Kax oononnumenvHoe cpedcmeo npu jeuyeHuu NAPYUATbHBLIX CYOOpPO2 CO  8MOPUYHOLU
eeHepanuzayuel unu 6e3 Hee

Jlemu om 3 x 0o 12 1em

s nereit B Bo3pacte oT 3 10 12 jet nmpuMeHeHue Karcyl radaneHTuHa B g1o3upoBke 300 mr He
PEKOMEHJ0BAaHO MO MPUYMHE HEBO3MOKHOCTH KOPPEKTHOTO JO3UPOBAHUS.

Jlemu cmapwe 12 nem

HauanbHas no3a, cxeMa HapaluBaHHs J03bI U PEKUM JTO3UPOBAHUS Y B3POCIBIX U AeTeil oT 12

JICT U CTapIC COBIIAAArOT.



ot 24.01.2023 N= 1202

(NOCNEOQCBATENBEHOCTL 0002)

Heuiponamuueckas 6onv

COOTBETCTBYET SKCNEPTHOMY OTYETY

O} dexTUBHOCTh U OE30MACHOCTH Y MAIMEHTOB B Bo3pacTe 10 18 nmeT He ycTaHOBIEeHBI. JlaHHBIC
OTCYTCTBYIOT.

Cnoco0 rmpuMeHeHus

BHyTpb, HE3aBUCHMO OT MpHUeMa MHUIIIH.

Ecnn Heo0XoauMO CHM3HTH /103y, OTMEHUTH Ipenapar Wik 3aMEHHTh €0 Ha aJbTepHATHBHOE

CPEZICTBO, 3TO CIIEAYET JIeJIaTh MOCTEIIEHHO B TEUCHHE MUHIUMYM OJHOM HEAeIH.

4.3. IlporuBomoKa3aHus

- T'unepuyyBCTBUTENBHOCTh K rabaneHTUHY WJIM BCTIOMOTATEIbHBIM KOMIIOHEHTAM Mpernapara;

- JeTCKUH Bo3pacT a0 12 jer mpu MOHOTEpanmuH HapIUalbHBIX CYJOpPOr CO BTOPHYHOU
reHepanu3anueil uim 6e3 Hee;

- JIeTCKui Bo3pacT 10 12 yieT mpu NpUMEHEHUH B Ka4eCTBE JOMOJIHUTENBLHOTO CPeACTBa MpU
JICYEHUU TMaplHUalbHBIX CyJOpPOr CO BTOPHUYHOHN TeHepanu3ainuel wim 0e3 Hee (s
no3upoBku 300 mr);

- JeTCKUi BO3pacT 110 18 jieT npu JeueHnn HelponaTnyeckoil 0omu.

4.4.  OcoOble ykazaHusi U MepPbl MPEI0CTOPOKHOCTH NPHU MPUMEHEHU U

C 0CTOPOKHOCTBIO

[Toueunast HeIOCTATOYHOCTH (CM. pasnen 4.2).

Cyuyuoanvhule udeu u nogedenue

[IpoTuBOATIMIIENITHYECKHE —TIpenapaThl, BKJIOYas TabaleHTWH, MOTYT TIOBBIIATh PHCK
BO3HUKHOBEHUS CYWITUAAIBHBIX MBICICH WM TIOBEACHUs. MeTa-aHaan3 paHIOMU3UPOBAHHBIX
1a11e00-KOHTPOIHPYEMBIX WCCJICIOBAHHA MPOTUBOAMHIICITHYECKUX CpeacTB
MPOJEMOHCTPUPOBA HEOONBINOE TMOBBIIICHUE PUCKA TOSBICHUS CYULUIAIBHBIX MBICTICH U
noBeJIcHUsI. MeXaHW3M TOBBIIICHHUS PUCKA Pa3BUTHS CYHIIMIATBLHBIX HICH HEU3BECTECH, HO JUIS
rabareHTHHA OH HE MOXKET OBITh MCKITIOYEH.

[MoaToMy mainueHTOB, MONYYAIONUX OTH Mpenaparhl, CIEAyeT TIIATeIbHO HaAONII0IaTh Ha
peIMeT BO3HUKHOBEHUS WM yXYALICHUS NEMPECCUH, TOSBICHUS CYUIIUIAIBHBIX MBICIEH HIIN
NIOBEJICHHS, a TaKXe Ha MpeaMeT JIIoOBIX M3MEHEHHWH B IOBEICHUHM. B cilyuae mosBiIeHHS
NIPU3HAKOB CYWIUAATBHBIX MBICICH WM MOBEICHUS MAMEHTAM WM WX TOTCYUTEISIM CIIEyeT
00paTUTHCS K Bpauy.

Ocmpwiii nankpeamum

B cmyuae pa3BUTHS OCTpOTO MaHKpeaTUTa Ha (OHE mMpuema TabaleHTHHA CIEAyeT OLECHHUTH
BO3MOXXHOCTh OTMEHBI ITperapara.

Cyoopoau (CuHOpom €KOMMeHbL»)

XOT CHUHAPOM «OTMEHBI», COINPOBOXKIAIOIIMICSA pa3BUTHEM CYIOpOr, IIPU JICYECHUU

4
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rabanmeHTHHOM HE OTMEYEH, pe3Koe Tp 3Kpameﬂgg:':::%%%i;1§;r% . 'c;l_sz)]b'oﬁ%ﬁtmn

COOTBETCTBYET SKCNEPTHOMY OTYETY

npenapartaM y HnanMCHTOB C SIUJIEIICHEH MOXKET MMPOBOLUPOBATL PAa3BUTUC STTHUIICTITUYCCKOIO
craryca (cM. pasaen 4.2).

Kak u npu npuMeHeHuu Opyrux MPOTUBOAMIIENTHYECKUX MpenapaToB, Ha (OHE MPUMEHEHUs
rabareHTHHA MOKET OTMEYaThCsl YBEJIMYEHHE YACTOThI CYJOpOT WM MOSBIEHUE APYroro THUIMa
CYJOpOT.

Tak KC, KaKk W B CJy4dac C JAOPYIrUMHU AHTUKOHBYJIbCAHTaAMH, IIONBITKM OTMCHHUTL BCC
COIMYTCTBYIOIIME MPOTUBOAIWICNITUYECKUE Tpernaparbl, YTOObBl HadaThb MOHOTEpAIUIO
rabareHTHHOM B cilydae pepakTepHOCTH K JICYCHUIO Y MallMeHTOB, TPUHUMAIOIIUX HECKOJIBKO
AHTUKOHBYJIbCAHTOB, B OCHOBHOM HC 3aKaHYHUBAIOTCA YCIICXOM.

Cumnraercs, yTo rabaneHTUH HEeI((HEKTUBEH NMPH MEPBUYHBIX T'€HEPATM30BAHHBIX MPHUITAIKAX,
Hanpumep, abcaHcax, U JlaXe MOXKET YCUJIMBATh TaKUe MPUMNAJAKU y HEKOTOPHIX MalUeHTOB. B
CBSI3M C ATUM NPUMEHSTh Ta0aleHTHH y TMalMeHTOB CO CMEIIaHHBIMM IMPHUMaJKaMH, BKIIOYas
abCaHCHI, CIIeYEeT C OCTOPOKHOCTHIO.

Tooxcunvie nayuenmoi

CucremMarnyeckre MCCIEAOBAaHMS MAlMEHTOB B Bo3pacte 65 neT W crapiie, NMPUHUMAIOIIUX
rabareHTuH, He MPOBOIIINCh. B JIBOMHOM clleroM HcCleI0BaHUU NpPUMEHEHUs radaneHTHHA
IPU HEBPOIATUYECKOW OONM y MAIMEHTOB B Bo3pacTe 65 JeT W crapiie Halmroaanach Oonee
BBICOKAsl YacTOTa COHJIMBOCTH, TMepUPEPUUECKUX OTEKOB U aCTCHHH 110 CpPaBHEHHUIO C
nanUeHTaMy B Bo3pacte miajuie 65 yeT. 3a HCKIIOUEHUEM 3TUX PE3yJIbTaTOB MPU KIMHUYECKOM
o0cIeJoBaHUYM TAaHHOW TPYMIIBI MAIMEHTOB ObLIO MOKa3aHo, YTO MPOoduiib M0OOYHBIX (P EeKTOB
Y HUX HC OTJIMYAJICA OT OCTAJIbHBIX.

Jlemu

Brnustaue pnurensHo# Tepanuu (6osee 36 Henenb) rabareHTUHOM Ha CIIOCOOHOCTh K 00YUYEHHIO,
UHTEJJIEKT W pa3BUTHE peOeHKa IOCTaTOYHO He u3y4yeHo. CreayeT OLIEHUTh COOTHOIICHHE
BO3MOJXHOT'O pHUCKa U MOJIb3bI IIPHU HA3HAYCHUU HHHTGHBHOﬁ TCparmnu.

3noynompebaenue u 3a8ucumocms

B 0a3e maHHBIX TOCTPETUCTPAIIMOHHBIX HAOIIOACHUN WMEIOTCS COOOIICHHS O CIydasx
370yNOTpeOIeHUsT TIpernapaTtoM M 3aBUCHUMOCTH OT Hero. Kak u B ciydae mroboro mpemnapara,
BIIMAOIICTO Ha HHC, BpadaM CJICAYCT THIATCIbHO HM3Yy4YaTb aHAMHC3 MAUCHTOB Ha NPCAMCET
3HOYHOTp€6JIeHI/I}I npenapatamMm u HaGHIO,Z[aTB 3a HUMHU C LOCJIbK0 BbIABJICHHA BO3MOXHBIX
MPU3HAKOB  3JI0YMOTpeOaeHnss TrabaneHTHHOM (HampuMep, CTpeMJIeHHEe HEOOOCHOBAHHO
MOJy4YUTh Mpenapar, pa3BUTHE YCTOMYMBOCTH K Tepanuu TabaneHTHHOM, HEOOOCHOBaHHOE

MOBBIIICHHE JI03bI IIpernapara).
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DRESS-cundpon (NOCNEAOBATENEHOCTE 0002)

COOTBETCTBYET SKCNEPTHOMY OTYETY

Ha ¢one mnpuemMa mNpOTHBOAMHMICNTHYECKHX IMIpemapaToB, B TOM 4YHcle TrabaneHTHHa,
€0001a10Ch 0 CIy4asiX  pa3BUTHS  TSDKEJBIX KHUZHEYTPOKAIOMINX  peakuuit
THIIEPYYBCTBUTEIBHOCTH, TAKHX KaK JIKAPCTBEHHAS CHINb C COMYTCTBYIOMIEH 203MHOMMINEH 1
cucremusiMu cumnromamu (DRESS-cungpom). HeoOXoauMO MOMHHTH O TOM, YTO paHHHE
NPU3HAKKA PEAKIMH TUIEPYYBCTBUTEIHLHOCTH, TaKWE KakK IIOBBIIICHUE TEMIIepaTyphl Tela,
nuMmbaZeHONaTHs, MOTYT pPa3BUBAThCA JaXe IPU OTCYTCTBHHM KOXXKHOW cChIu. B ciydae
TIOSIBJICHHSI TIOJJOOHBIX CHMIITTOMOB HEOOXOAMMO HEMEIUICHHOE OO0CIie/oBaHKe manueHTa. Ecim
HE HaiJIeHO ApPYruX INPUYMH, KpOME INPHUMEHEHUs rabaneHTHHA, NPUMEHEHHE Iperapara
CJIeTyeT OTMEHHUTb.

Anagpunaxcus

[lpuem raGameHTHHAa MOXET NMPUBECTH K pa3BUTHIO aHadwiakcuu. CIEAyIoNre CUMIITOMBI H
NMPU3HAKK OTMEUalIM B CIydasxX pa3BUTHS aHaduiaakcuu Ha (oHE Tpuema rabareHTHHA —
3aTpyHEHUE JBIXaHUS, OTEK T'y0, Toplia U S3bIKa, TAKXKE OTMEUYaIoCh BBIPAXKEHHOE CHUKCHHE
apTepHalIbHOTO JaBlIEHUs, TpeOyrollee CPOYHOrO MEAUIIMHCKOTOo BMemaTenbcTBa. Cremyer
IPeAYIPEIUTh MAIIEHTOB O TOM, YTO Pa3BUTHE Y HUX MPU3HAKOB WJIM CUMIITOMOB aHa(HIaKCHH
TpeOyeT MpeKpanieHus prueMa rpernapara 1 o0paiieHus 3a MEAUIIMHCKOW TOMOIIIBIO.
JlabopamopHuvie mecmoi

[Ipy coBMECTHOM MpUMEHEHUU rabareHTUHA W JIPYTUX MPOTHUBOCYIAOPOXKHBIX CPEICTB OBLIH
3apEeTUCTPUPOBAHBI JIO)KHOTIOIOXKHUTEIIBHBIC PE3yJIbTaThl TPU ONPENCICHUU Oellka B Mo4Ye C
MOMOIIBI0  TecT-noTocok  Ames N-Multistix SG®. Jlns ompeneneHns Genka B Mode
pEeKOMEHAyeTCs  TMOJb30BaThCs ~ Oosiee  CHEMUPUYHBIM  METOAOM  NIPELUNUTAIUN
CYIb(POCANTUIMIOBON KUCIOTOH.

Bnusnue na [JTHC

Bo Bpems nedeHusi rabaneHTHHOM HaOJIOMANHCh CIy4aW TOJIOBOKPYXKCHHS W COHJIMBOCTH,
KOTOpBIE MOTYT YBEIUYHBATh BEPOSITHOCTH IMONYYCHUS CIIyYallHON TpaBMbI (TP MajeHuu). B
MOCTPETUCTPAIIMOHHOM TIEPHOJIC TAKIKE COOOIIAIOCh O CIydasx CIyTaHHOCTH CO3HAHUS, MTOTEPH
CO3HAHWST W HApPYIICHHWS YMCTBCHHOH JesTeNbHOCTH. [lo3TOMY mManmmeHTaM CIeayer
PEKOMEHIOBaTh COOJIOAATh OCTOPOYKHOCTH JI0 TEX TMOp, MOKAa MM HE CTaHYT HW3BECTHBI
BO3MOKHBIE 3(PPEKTHI MOCIIE UCTIOIB30BAHUS JICKAPCTBEHHOTO Mpenapara.

Oonospemennoe npumeHerue ONUOUOHBIX AHANLEMUKOS8 U OPY2UX JIEeKAPCMEEHHbIX NPEnapamoa,
nooasasrouux [{HC

[lpy OJHOBpEMEHHOM NPHMEHEHHH C ONHOWJHBIMHA aHAJbI€TUKAMH MOXET OTMEYaTbCs
MOBBIIIICHUE KOHIICHTPAIMK Ta0alleHTHHA B TJIa3Me KPOBU. B CBSI3U ¢ 3TUM NAIMEHTHI, KOTOPBIM

TpeOyeTcsi TMpOBEICHHE OJHOBPEMEHHON Tepamuu C JIEKApPCTBEHHBIMU IIperaparami,



CMEPTHOMY OTYETY

COOTBETCTBYET 3K
ot 24.01.2023 N= 1202

nomasmsommmu  LHC, BKMOYas OMHOMAHBle aHanbICHIKIL Y016 B THATCHBHOM

HaOJIIOIGHUU Ha TpeAMeT pa3BuTHs mnpusHakoB yrHereHuss [IHC, Takux Kak COHJIMBOCTb,
cemanmysi M yrHeTeHue (QyHKUMM JApixaHus. Jlo3pl raGanmeHTHMHAa WM OJHOBPEMEHHO
IpUMEHsIeMbIX NpenapartoB, nogasisomux [{HC, Bkioyas onuonaHble aHATBI€TUKH, TOJIKHBI
OBITh CHHKEHBI COOTBETCTBYIOIIUM 00pa3oM (cM. paszzaen 4.5).

Crnenyer cobmiofaTh OCTOPOXKHOCTh NpHM Ha3HAYeHWW rabaneHTHHA OJHOBPEMEHHO C
onuongamu B cBsi3u ¢ puckom yraereHus [[HC. B mnonymsumonHoM HaOdr0AaTEIbHOM
UCCJIEJOBAHUM C WCIIOJIb30BAHUEM KOHTPOJIBHONW TpPYyNMbl y TMAlHUEHTOB, NPUHUMAIOIINX
ONMHOUIbI, OJHOBPEMEHHOE HAa3HAauY€HHWE ONHUOUAOB U TrabameHTHHAa OBLUIO CBSI3aHO C
MOBBIIIEHHBIM PHUCKOM BO3HHUKHOBEHHSI CMEPTEJBHBIX HCXOJIOB, CBS3aHHBIX C NPHUMEHEHHEM
OIHMOMJIOB, 110 CPABHEHUIO C IPUMEHEHHEM TOJILKO OMUOUJIOB (CKOPPEKTHUPOBAHHOE OTHOILICHHE
mancoB [cOI], 1.49 [95% JIU, 1.18 mo 1.88, p<0.001]).

Coemecmmoe npumenenue ¢ anmayuoamu

['abaneHTHH peKOMEHyeTCsl MPUHUMATh IPUMEPHO uepe3 2 4 Mociie MprueMa aHTalua.

45. B3aumopeiicTBHe ¢ APYIMMH JIEKAPCTBEHHbIMH MpenapaTaMH M Jpyrue BHIbI
B3alMOeliCTBUSA

Hmerorcss cooOlIeHnsl 0 CHOHTAHHBIX ClydasX, a Takke Mo MH(OpPMALUU U3 JUTEPaTypPHBIX
UCTOYHHKOB BO3MOXKHO YTHETEHHE JbIXaHUS, CHUMIITOMBI CElallMd U CMEpPTh, CBSA3aHHBIE C
npreMoM rabaneHTHHA MPH OJHOBPEMEHHOM Ha3HAUYEHUH C JICKApPCTBEHHBIMH IpenapaTami,
noxasisitomumu  [{HC, Bkirodas onvouHbIE aHAIBIETUKU. B HEKOTOPBIX M3 3THX CIy4yacB
aBTOpPHl CYUTAIH, YTO OJHOBPEMEHHOE MpPHUMEHEHHE TrabaleHTUHA C ONHOUAAMHU SIBJISIETCS
0c000i1 mpobseMoll y OCabJIeHHBIX MAIlMeHTOB, Y MOXWIbIX IalMEHTOB, y MAaIEHTOB C
CepbE3HBIMU COMYTCTBYIOIIMMH PECTIUPATOPHBIMU 3a00JIEBAaHUSIMH, y NAIMEHTOB, KOTOPHIM
OJIHOBPEMEHHO Ha3HA4YaeTCs HECKOJIbKO JIEKapCTBEHHBIX CPEACTB, U y MAllMEHTOB, KOTOpHIE
37I0YNOTPEOIIAIOT ICUXO0AKTUBHBIMU BEIIECTBAMHU.

ITpu npumenennn 600 mr rabaneHTHHa yepe3 2 yaca mocie npuemMa MopQpHuHa B BHJIE Karcyll ¢
IIPOJIOHTUPOBAHHBIM BBICBOOOXKICHHEM 10 60 MI' OTMEYAETCsl YBETMUEHUE CPEAHEr0 3HAUYCHHS
AUC rabanentnHa Ha 44 % 1O CpaBHEHHIO C MOHOTepanmued TabarnmeHTHHOM, 4YTO
aCCOIIMUPYETCS C YBEeJIMUEeHHEM 00JICBOTO TTopora (X0JIOA0BOM MpeccopHbIid TecT). Kimmandeckoe
3HaYeHHE ITOTO U3MEHEHUS HE YCTaHOBIEHO, (PapMaKOKMHETUYECKUE XapaKTEPUCTUKU MOp(hUHA
Opu 3TOM He u3MeHsuch. [loGounbie 3¢¢exTsl MophUHA IPH COBMECTHOM IIpUEME C
rabaneHTHHOM HE OTJIWYAINCh OT TAaKOBBIX MpU TpHeMe MOphHUHA COBMECTHO C IuIanedo.
CremneHb B3aMMOJECHCTBYSI JaHHBIX MPENapaToB B APYTUX J103aX HEU3BECTHA.

B3aumopelictBust Mexay rabarneHTHHOM U ¢deHobapourtanoMm, (GEHUTOMHOM, BaIbIIPOEBOM

KHACIOTONH M KapOama3enuHoM He oTMeueHOo. DapMaKOKMHETHKA TradaleHTHHAa B PaBHOBECHOM
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COCTOSHMH OJMHAKOBA Yy 3JO0POBBIX JIIOfIeii n'”i%airﬂéq%é“ﬂ%}k#ﬁ% 0 :'-n']-alglme

POTHBOCYJOPOXKHBIE CPEJICTBA.

OpHOBpeMEHHOE  TpUMEHeHHe  rabameHTHHAa ¢ MEePOPATbHBIMH  KOHTPAICTITUBAMU,
COJIepKallUMH HOP3TUCTEPOH W/WIM STUHWIACTPAIUOI, HE COMPOBOXKIAETCS H3MEHEHUSIMU
dhapMaKOKMHETUKHA 000OUX KOMITOHEHTOB.

OpHOBpeMEHHOE MPUMEHEHHE TrabalneHTHHA C aHTAlHUJIaMH, COJEpXKAIlMMH aTiOMUHUNA |
MarHuii, COMpOBOXKIAETCSI CHMKEHUEM OMOJIOCTYIHOCTH radameHTuHa npuMepHo Ha 24 % (cMm.
paszaen 4.4).

[TpoGenenn 1 He BIMSIET HA TTOYEUHYIO IKCKpPEIUIO rabaneHTHHa.

He6onbmoe camxkenne (14 %) noyeuHo sKCKpey rabaneHTuHa pH OAHOBPEMEHHOM TpueMe
[IUMETHINHA, BEPOSATHO, HE UMEET KIIMHUYSCKOTO 3HAUCHUSI.

[Ipu omHOBpEeMEHHOM MpUMEHEHUH HampokceHa (250 mr) u radanentuHa (125 mr) oT™Medanock
noBeIIeHre adbcopOuuu radaneHTuHa ¢ 12 % no 15 %. ['abaneHTHH HE OKa3bIBaeT BIUSHUS HA
(dapMaKOKMHETHYECKHE TMapaMeTphl HAMPOKCEHA. YKa3aHHBIE O3Bl MPErnapaToB MEHbINE
MUHUMAJIBHBIX TepaneBTUYecKuX. OTHOBpEMEHHOE NPHMEHEHHE MAaHHBIX MPErnapaToB B
OOJIBIITUX J103aX HE U3YYAIOCh.

4.6. DepTWILHOCTH, 0ePEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

Obwuii puck, 00ycio61enHblLI SnUIencuell U nNpomugoINUIENMU4ecKUMU NPenapamamu

Puck poxxnenus nereil ¢ BpOXKJIEHHBIMU aHOMAIUSAMU Y MaTepeld, KOTOpbIe MPOXOJAT JICUEHUE
MPOTUBOCYIOPOKHBIMH TIpenapaTamu, yBeIUIuBaeTcss B 2—3 pasa. Yame Bcero HaOJIOAArOTCS
pacimienuHa BepxXHEW TyObl M Heba, MOPOKH PA3BUTHUS CEPICYHO-COCYAMCTON CHUCTEMBI U
nedexThl HepBHOU TpyOku. [Ipm 3TOM mpHeM HECKONbKUX MPOTHBOCYAOPOXKHBIX IPENapaToB
MOKET OBITh CBSI3aH C OOJBIIMM PHCKOM IOPOKOB Pa3BUTHS, Ye€M B CIIy4ae MOHOTEPAIHH.
[ToaTomy, eciu 3TO BO3MOXKHO, CJIEIYET NPUMEHATH OJIUH U3 MPOTHUBOCYAOPOKHBIX IPEMapaToB.
KenmmHaMm AETOPOJHOrO BO3pacTa, a TaKKe BCEM JKEHIIMHAM, Y KOTOPBIX BO3MOXHO
HACTYIUJICHHE OEpeMEHHOCTH, CIeAyeT MPOKOHCYIbTUPOBATECA Yy KBATH(PHUIIMPOBAHHOTO
cnenuanucra. B ciyudae ecnu jKeHIIMHA IUTAHUPYET OEPEMEHHOCTb, CIEAYET €lle pa3 OLICHUTH
HE00XO0IUMMOCTh MPOAOKEHUS MPOTUBOCYA0POKHON Tepanuu. [Ipu 3ToM npoTHUBOCYA0OPOKHBIE
mpernapaTsl He CIIeyeT OTMEHSTh PEe3KOo, TaK KaK 3TO MOXET NPUBECTH K BO300HOBICHUIO
MPUITAJIKOB C TSHKEIBIMHU MOCIEACTBUAME JJIsI MaTepu M peOeHka. B peakux ciydasx y AeTei,
MaTepyu KOTOPBIX CTpajaloT »SIuierncueld, Habmoaanach 3ajaepkka pa3Butus. [lpu sToMm
HEBO3MOKHO OTPEENNTh, CBA3aHA JIU 3aJIep’KKa Pa3BUTHUS C TEHETUYECKUMU WM COLUATbHBIMU

dakTopamu, 60IE3HBI0 MaTEPU WIIH ITPOTUBOCYIOPOKHOM Tepanueil.
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Puck, obycrosnennwiii cabanenmurom

labamenTH TpoHWKAaeT uepe3 IUIaneHTy. [lpu mpuMeHeHuW rabameHTHHA COOOIIAIOCh O
BPOXKJIEHHBIX TOPOKaX pa3BUTHA W HEOJArompHsATHBIX HCX0JaX OEpPEeMEHHOCTH, OTHAKO
aJIeKBaTHbIE KOHTPOJIMPYEMbIE MCCIEIOBAHUS MPUMEHEHHsI Mpenapara y 0epeMeHHbIX KEeHIIUH
OTCYTCTBYIOT, U HEBO3MOXKHO CJeJIaTh OJIHO3HAYHOE 3aKJIOYEHHE O CBSI3M raballeHTHHa C
IMOBBIIICHHBIM PHUCKOM BPOXICHHBIX aHoOMaJIuld WU APyrux H€6HaFOHpI/I$ITHBIX nexoagax
pa3BUTHS TpPU TPUMEHEHHU €ro BO BpeMs OepeMeHHOCTH. PUCK pa3BUTHS BPOXKAECHHBIX
aHoMamuii B 2-3 pa3a Bo3pacTtaeT y MOTOMCTBA JKCHIIMH, TMOJYYaBIIMX JICUCHHUE
MPOTUBO3MWIICITUYECKUMH JIEKAPCTBEHHBIMU CpPEICTBAMHU. B JKClieprMEHTax Ha »KHUBOTHBIX
ObLy1a MOKa3aHa TOKCUYHOCTH Mpernapara B OTHOIICHHUH I1J10/ja. B OTHOIIEHUH BO3MOKHOTO pPUCKa
y Jrofed naHHbIX HeT. IloaTomMy rabameHTHH cleyeT NMPHMEHSATh BO BpeMs OCpeMEHHOCTH
TOJIKO B TOM Clly4ae, €CIIM IpearoiaraeMasl moyib3a il MaTepu ONpaBAbIBAET BO3MOXHBIM
PHUCK 715 TIJ10/1a.

B ClIydadax, O KOTOPbIX HMCHOTCA COO6H_I€HI/I}I, HCJIb3d C YBCPCHHOCTHBIO TOBOPUTHL O TOM,
COIIPOBOKAACTCA HJIUM HECT IMPUMCHCHUC I‘aGaHGHTI/IHa BO BpCMA 6€p€MeHHOCTI/I IIOBBIIIICHUEM
pHUCKa MMOPOKOB Pa3BUTHS, BO-TIEPBBIX, U3-32 HAJTHUUS COOCTBEHHO MHIICIICUH, BO-BTOPBIX, U3-3a
MPUMEHEHUS IPYTUX NPOTUBOCYIOPOKHBIX IIPENapaToB.

Jlakranus

['abaneHTUH BBIBOIUTCS C TPYAHBIM MOJIOKOM, BIIMSHHUE €r0 Ha BCKAPMIIMBAEMOIO peOeHKa
HEU3BECTHO, MIOATOMY BO BpeMs KOPMJICHUS Tpy/bI0 rabarneHTHH CleyeT Ha3HauyaTh TOJBKO B
TOM CIJIy4ae, €CJIM M0J1b3a JUIsl MAaTEPU SIBHO MEPEBEIINBAECT PUCK JIs MJIAJACHIIA.

depTUabHOCTD

B nccnenoBanusx Ha )KUBOTHBIX HE OTMEYAM BIHMSHUS radaneHTuHa Ha PepTUIHHOCTb.

47. BausiHMe HA CNMOCOOHOCTH YNPABJSITH TPAHCHOPTHBIMH CPeICTBAMH M PadoTaTh C
MeXaHU3MaMu

Bo Bpems mpuema mnpenapara HanuMeHTaM HE PEKOMEHAYETCS YNPaBIATh TPAHCIOPTHBIMU
CPEICTBAMU MWJIM T0JIb30BAThCsl IOTEHLUAIBHO ONACHOW TEXHUKOM 10 MOATBEP)KICHUS
OTCYTCTBHSI HETaTUBHOTO BIIMSHUSA MIperapaTa Ha BBIIOJHEHUE 3TUX (PYHKIINHA.

[Nabanentrn BiauseT Ha [[HC u MoxeT BBI3BIBaTH TOJOBOKPYKEHHUE, COHIMBOCTH, CITyTAHHOCTh
CO3HAHMS, IOTEPK CO3HAHUS WM JApyrue cuMmnTombl co crtoponsl I[HC. [laxe npu
HE3HAUUTENIbHOW WJIM YMEPEHHOW BBIPRKEHHOCTH OTH HexenaTeabHble 3((eKTbl MOoryT
IPEACTABIIATh OMNACHOCTh I MAIlMEHTOB, YNPABISAIOMIMX TPAHCIOPTHBIMU CPEACTBAMH HIIH
apyrumMu Mexanusmamu. OcoOeHHO BeJMKa Takas BEpOSITHOCTh B Hayalle JICUCHUS WU IOCie

IIOBBIIICHUA A03bI rabaneHTHHa.
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4.8. HexenaTelbHble peakuu

PesroMe HexxenaTeabHbIX peaKIIni

HesxenarenbHble peakiny, HaOJIOJACMble B KIMHUYECKUX HCCIICAOBAHUSAX TPU MPUMCHCHHUH
rabaneHTHHA, TEPEUYNCIICHBl B COOTBETCTBUU C IMOPAaXCHHEM OPraHOB M CHCTEM M YaCTOTOM
BCTpeyaeMocTd. YacTora BCTPEUAEMOCTH OMNPEAEISCTCS CIEAYIONMM 00pa3oM: OYEeHb YacTo
(>1/10), gacto (ot >1/100 mo <1/10), Heuacto (ot >1/1 000 1o <1/100), peaxo (ot >1/10 000 no
<1/1 000), oyens penko (<1/10 000). Ecnm kaTeropus 4acTOTHI OblIa Pa3IUYHOM B pPa3HBIX
UCCIICMIOBAHMSX, TO HEXeJaTeJbHOH peakIMu IPHCBaWBajgach Oojiee BBICOKAS KaTETOPHSL.
HesxenarenbHBIM peakiisiM, O KOTOPBHIX COOOIIAI0Ch B MPOIEcce MPUMEHEHHS Iperapara mocjie
PETUCTpAIMK, MMPUCBOCHA KATErOpUs YaCTOThl «HEH3BECTHO» (YaCTOTY HENb3sl pacCuMTaTh Ha
OCHOBAaHWU HMEIOIIMXCS JaHHBIX). B KaXI0M pasjiene Mo 4acToTe HEKEIATeIbHBIC PEaKIfu
IPECTaBJICHBI B MOPAAKE YMCHBIICHHS CEPbE3HOCTH.

HUnpexyuu u uHA3UU: OYCHB 9acTo - BUPYCHBIC HHEKINH,
4acTO — IHEBMOHHUsS, MH(M)EKIHUS AbIXaTCIbHBIX MyTeH, MHQPEKIUS MOYEBBIBOJISIIUX MYyTEH,
IpyrHe BUIbI HH(DEKI, CpeTHUN OTHUT.

Hapywenus co cmoponvt Kposu u Jaum@amudeckoi cucmemvl. YacTO — JICHKOIEHUS;
HEHM3BECTHO — TPOMOOIIUTOIICHHSL.

Hapywenus co cmoponbt UMMYHHOU CcuUCmembl: HEYaCTO — aJUIEPTUYCCKUE PEaKIUH, BKJIFOYAs
KPalMUBHUILY; HCM3BECTHO — TUIICPYYBCTBUTEIHHOCTD, BKJIFOUAsl CUCTECMHBIC PEaKI[UH, TAKHE KaK
JMXOpaJKa, BBICHITAHUS, TEIAaTUT, TUM(aaecHONATHs, 03UHO(DHIIHS, aHAPUIAKCHS U APYTHUE.
Hapywenus memabonuzma: 9actTo — aHOPEKCHSI, MOBBIIIICHUE aIETHTA.

Tcuxuueckue napywienus: 9acto — BpPaxaeOHOCTb, CIYTAaHHOCTh CO3HAHMS, JCTPECCHUS,
OCCITIOKOWCTBO, HEPBO3HOCTh, HAPYIICHUE MBIIUICHUS, SMOLUOHAIbHAS J1aOWIBHOCTS;
HEYACTO — YXY/IIEHUE ICUXUYECKOTO COCTOSHUS; HEU3BECTHO — TaJUTFOIIMHALIHH.

Hapywenus co cmoponvt nepénotl cucmemvl; O4€Hb 4aCTO — COHJIHBOCTH, TOJIOBOKPYIKCHHE,
aTaKCHs, YacTO — CYJOPOTH, TUINEPKHHE3Ws, IU3apPTPHUs, aMHE3Us, TPEeMOp, OECCOHHHUIIA,
rojioBHasi 00jb, HApPYyUICHHE YYBCTBUTEILHOCTH (HAmpuUMep, MApeCTe3WH, THUIICCTE3Us),
HapyIlIeHHEe KOOPAWHAIIMK, HHUCTAarM, YCHJIEHHE, OCTa0JIeHHe WM OTCYTCTBHE pedIeKCOB;
HEYACTO — THIIOKHHE3US; PEIKO — IOTEps CO3HAHHUS; HEW3BECTHO — JAPYTHe HapyIICHHS
JBWO)KEHUS (HAIPUMEDP, XOPEOaTETO3, TUCKUHE3US ¥ TUCTOHHS).

Hapywenus co cmoponvl opeana 3penusi: 4acTo — HapyUICHUE 3PCHUs (TaKue Kak, aMOJIMOMHS,
JTUATIIIOTIHS ).

Hapywenus co cmoponwt opeana ciyxa u 1adupunma: 9acTo — BEPTUTO; HEM3BECTHO — IIYM B
ylIax.

Hapywenus co cmoponul cepoya: He4acTo — OLIyIEeHHE cepaeOneHMs.

10
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Hapywenus co cmoponel cocyoos. 4acto — CHMHTONE{:':];algﬂi;%%EEQ Gt ':a-F)?e';Bﬂ'a'ﬁﬁHaﬂ

TUTIEPTEH3HS.
Hapywenusa co cmopomnsl ovixamenbHotl cucmemyl, 0p2aHo8 2pyOHOU KIemKU U CPeOOCHmeHUs.:
4acTO — OJIBIIIKA, OPOHXHT, (PapUHTHUT, Kallleb, PUHHT.

JKenyoouno-kuuieynvle HapywieHus: 4YacTo — 3amop, Iuapesi, CyXOCTh CIU3HUCTOHW O0O0JIOUKU
MOJIOCTH PTa WM TJIOTKH, ITUCHENCHS, METEOPU3M, TOIIHOTA, PBOTAa, OOJIh B IKUBOTE,
3a00JieBaHUs 3y0OOB, THHTUBUT; HEU3BECTHO — MTAHKPEATHUT.

Hapywenus co cmopoHbl neyenu u Hcenuesbleo0aujux nymeti. HEU3BECTHO — TETIaTHT, KEITyXa.
Hapywenus co cmoponsl KodicU U NOOKONCHbIX MKAHell: 9acTo — OTEK JIMIA, Imyprypa (Jamie
BCEro €¢ OMHCHIBAIM KaK KPOBOIOATEKH, BO3HHKABIINE NMpU (U3HUECKON TpaBMe), KOKHAs
CBINIb, aKHE, 3yJ KOXXH; HEW3BEeCTHO — cuHApoMm CrtuBeHca-/[>KOHCOHA, aHTMOHEBPOTHYECKUMN
OTeK, MyJIbTH()OPMHAs DJpUTEMa, aJIOTENHs, JIEKAPCTBEHHAs KOJXKHAsl ChIlb, BKIIOYAs
903MHOHUIINIO U CUCTEMHBIE peakiuu (cM. pasaen 4.4.).

Hapywenus co cmopomnvi mvluieuHoll, ckeremHou U coOeOUHUMeNbHOU MKAHU . YaCTO — MUAJITHH,
apTpairusi, 00JIb B CIIMHE, MOACPTUBAHUS MBIIII]; HEU3BECTHO — pabIOMHOIN3, MUOKIIOHYC.
Hapywenus co cmoponvl nouex u mouesvigo0awjux nymeil: HEU3BECTHO — HEJCPKAHUE MOYH,
OCTpast oYeyHasi HeJJOCTaTOYHOCTb.

Hapywenus co cmoponvl penpoO0yKmueHoU cucmemsl U MOJOYHBIX JHcele3. 4acTO — UMIIOTCHLIUS;
HEU3BECTHO — yBEIIMYCHHE B 00bEME MOJOYHBIX JKeJe3, THHEKOMACTHS, MOJIOBast TUCHYHKIIUS
(BKJIFOYAst ©3MEHEHHUSI IMOUI0, HAPYIICHUS AKYJISAIUA U aHOPTa3MHUIO).

Obwue Hapywenus u peakyuu 6 mecme 86edeHus: OYEHb YaCTO — YTOMIIIEMOCTh, JIMXOPAJIKa;
4acTo — nepudepuuecKue OTeKU, HapyIIeHue TTOXOIKH, aCTEHUs, O0JIb pa3IUYHON JIOKAIH3aIiH,
olmiee HEJOMOTaHHWe, TPUNMONOAOOHBIA CHHAPOM; HEYACTO — TEHEPAIM30BAHHBIN OTEK,
NaJieHus; HEW3BECTHO — CHHIPOM OTMEHBl (Hambojee YacTo OTMEYAUCh CIICAYIOIIHE
HEXeNaTeJbHbIe peakIuu. OeClOKOWCTBO, OECCOHHUIIA, TOIIHOTA, OONMM  pa3IudHOU
JIOKQJIM3allMd ¥ TIOBBIIICHHOE IOTOOTAENCHHE), O0Nb B TPyAH. 3apETUCTPUPOBAHBI CIIydad
BHE3AITHON HEOOBSICHUMON CMEPTH, CBSI3b KOTOPBIX C JICYCHHEM rabarieHTHHOM HE YCTaHOBJICHA.
Jlabopamophnvle u uHCcmpymeHmanivHble OdHHble: YaCTO — CHIDKEHHE KOHICHTPAIUU
JCWKOIIUTOB;,  TIOBBIICHHE  MAacChl  TEla; HEYacTO —  TOBBIICHHE  AaKTHBHOCTH
aJlaHUHAMUHOTpaHc(depaspl, acmapTaTaMHUHOTpaHC(epa3bl M KOHLEHTpaluu OwinpyOuHa B
1a3Me KpPOBH, THUIIEPTIUKEMUS; PEIKO — TUIOTIMKEMHUs (MIPEHMYIIECTBEHHO y TAIMEHTOB C
caxapHbIM  JMa0eTOM); HEW3BECTHO —  TUIIOHATPUEMHsI, TIOBBIICHHE AKTHBHOCTH
KpeaTuH(POCPOKHUHA3HI.

Tpaemel, unmoxcukayuu u OCI0HCHEHUs npoyedyp. 4YaCTO — TPAaBMBI, MEPEJIOMBI, CCaIUHBI,

CBA3aHHBIC C TIAACHUAMU.
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NMeroTcst cOOOLIEHHsT O Pa3sBUTHU OCTPOTO Hankpeatita Ha-ore" Tepatiiil- FabaeHIHIOM.

[TpuunHHO—CIICICTBCHHAS CBSI3b C Ta0alIEHTMHOM OCTaeTCsl HesICHOM (cM. pasnen 4.4.).

I/IMGIOTC}I COO6H_I€HI/I}I (0] cnyqaﬂx MHUOIIAaTHUHU C ITOBBINICHUEM AKTHUBHOCTHU eraTI/IHKI/IHaSBI y
MalMEHTOB € TEPMUHAIBHOM CTagueld TMOYEYHOM HEJOCTATOYHOCTH, HaXOIAIIUXCS Ha
reMoauaIns3e.

Crnyyan nH(pEKIUH IbIXaTeIbHBIX MyTEH, CPETHEr0 OTUTA, OPOHXHUTA M CYA0POT OBUIM OTMEUEHBI
TOJIBKO B KIIMHHUYCCKUX HCCICIOBAHUIX. KpOMe TOro, B KIMHHUYCCKHUX MHCCICAOBAHUAX
COOOIIAIOCH O CITyYasX arpeCCUBHOTO MOBEJCHUS U THIIEPKUHE30B Y JCTEH.

COO6H_ICHI/IH 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX TIOCIEe PErUCTpaIuu
JICKapCTBEHHOTO Tperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHHUKAM DPEKOMEHIYyeTcs
coo0IaTe O JIIOOBIX MOJI03pPEBAEMbIX HEXKeNaTeIbHBIX PEeaKIUAX JIEKapCTBEHHOIO Ipernapara
4yepe3 HAlMOHAIBHBIE CHCTEMbI COOOIICHHS O HEXKENATEIbHBIX PEaKIUIX rOCYJapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI3a.

Poccuiickas @enepanus

Anpec: 109074, r. MockBa, CnaBsiHcKas iiomamis, 1. 4, ctp. 1.

YnonHomoueHHbIM opran: dexepanpHas ciyx0a Mo Ham30py B cdepe 3IpaBOOXpaHCHHS
(Poc3nparHanzop) Poccuiickoit denepariu

Tenedon: +7 (495) 698-45-38; +7 (499) 578-02-30

Qaxc: +7 (495) 698-15-73

e-mail: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.ru

49. Ilepeno3upoBka

Cumnmombwi

I[Ipu onmHokpatHOM mnpueme 49 r rabameHTHHA HAONIONATUCH CIEIYIONINE CHMIITOMBI:
rOJIOBOKPY>KEHHE, JBOCHUE B TJla3aX, HApYyIIEHHE pPEuYd, COHJIMBOCTH, IOTEPs CO3HAHMS,
COCTOSIHME 3aTOPMOXXEHHOCTH W JUapest JIErKOM CTENEeHH, KOTOPbIE MOJHOCTBIO MCUYE3aU IpPH
MIPOBEJCHUN CUMIITOMAaTUYECKOM TEPAITHH.

Crnemxyer yduThIBaTh, YTO TIOCTE MPHUEMa BBICOKHUX JI03 TrabaleHTHHA YMEHbBIIAETCS €ro
BCACHIBAHNE B KUIICYHUKE.

[Tpu nepeno3upoBke rabarneHTHHA BO3MOKHO Pa3BUTHE KOMbI, 0COOCHHO MPU OAHOBPEMEHHOM

MIPUMEHEHUHU JIPYTHUX JIEKAPCTBEHHBIX Ipernaparos, nojaasisitomux [THC.
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Jleuenue

HecMmotpst Ha TO, 4TO raGameHTHH MOKET BBIBOJIUTHCSA MPU TeMOIUAIIN3E, UMEIOUIUICS OMBIT
IIOKA3bIBAET, UYTO OOBIYHO MOAOOHOH HEOOXOAMMOCTH HE BO3HHMKAET. IlalmeHTaM ¢ TSKEIOn

MMOYCIHOM HEAOCTATOYHOCTBIO MOXKET OBITH MOKAa3aH reMoauains.

S. ®APMAKOJIOTTYECKHUE CBOMCTBA

5.1. dapmakoaMHaMHYecKHe CBOiCTBA
®dapmakoTepaneBTHUECcKas IpyIna: MPOTUBOIMIECHTHYECKOE CPEICTBO
Kon ATX: NO3AX12.

Mexanusm aeiicteus u dhapMakoauHaMudeckue 3O hEKThI

TouHbI MEXaHU3M JIeHCTBUS rabareHTHHA HE NU3BECTEH.

XuMHu4YecKkass CTPYKTypa rabaneHTHHA aHaJloTUYHAa CTPYKType Hepomeauatopa ['AMK
(raMMa-aMMHOMACIISIHOM KHUCJIOTHI), OJHAKO MEXaHH3M €ro JEHCTBHUS OTJIMYAeTCsl OT JPYIrHX
AaKTUBHBIX BEILECTB, B3auMojeciicTByromux ¢ cuHancamu ['’AMK, Takux kak BajbIIpoOaThl,
O6apbutypatsl, 6eH3onnazenuubl, HHruouTopsl ['’AMK-Tpancamunasbl, HHTHOUTOPBI 0OPATHOTO
saxBara ['AMK, arommcter TAMK u mponekapctea 'AMK. B wuccremoBanusix in Vitro ¢
rabareHTHHOM, MEUYEHbIM PaJMOU30TONOM, B TOJJOBHOM MO3T€ KpbIC ObLIIM OOHApY>KEHbI HOBBIE
o0yacTu CBsI3bIBaHUS Mperapara ¢ 6eIKaMu, B TOM YHCIIe HEOKOPTEKC M TUIIIIOKAMII, YTO MOKET
UMETh OTHOIIIEHUE K MPOTUBOCYIOPOKHON M aHATBI€TUYECKOW aKTUBHOCTHU TrabarneHTHHA U €T0
MPOU3BOJIHBIX. bBBUIO yCTaHOBIEHO, 4YTO MECTOM CBSI3bIBaHUS Tal0ameHTHHA SIBJISETCS
a-2-0 (anbda-2-nenpTa) CyobeMHIUIA TOTCHIIMAI3aBUCUMBIX KAJIBIIUEBBIX KAaHAIOB.

B kiuMHWYECKHM 3HAYMMBIX KOHIICHTpAIUsSX Ta0anmeHTUH HE CBS3BIBACTCS C JAPYyTUMU
pacnpoCTpaHEHHBIMH PELENTOpaMU K JICKapCTBEHHBIM IIpermapaTaM W HeWpoMmeauaTopam,
MPUCYTCTBYIOIIMMHU B TOJJOBHOM Mo3re, B ToM unciie AMKa, TAMKg, 6eH30/11a3ennHOBBIMH,
[IIyTaMaTHBIMU, ITUIMHOBBIMH U N-meTtuin-D-acnapTaTHpIMU peLienTopamMu.

l'abaneHTHH B ycaoBUsX IN VItr0 HEe B3aUMOJICHCTBYET C HATPUEBBIMU KaHAJIAMHM, YTO OTIHYACT
ero ot (peHUTOMHA M KapbamasenuHa. B psje Tect-cuctem In Vitro mpumeHeHHe radarneHTHHA
NPUBOJMIO K YaCTUYHOMY CHIDKEHHIO OTBeTa Ha aroHucT riyramara N-merun-D-acnaprar
(HMJIA), HO TOIBKO B KOHIEHTparuu, mpesbiaroneii 100 MKMOITb/I, 9TO HEJOCTHKUMO B
ycaoBUsX IN VIVO. B ycioBusx in Vitro npumeHenne rabaneHTHHA TPUBOAUT K HE3HAYUTEIBHOMY
CHI)KCHHIO BBICBOOOKICHUS MOHOAMUHOBBIX HEUPOMETUATOPOB.

5.2. ®apMakoKHHeTHYECKHE CBOWCTBA

Bcacvisanue

[Tocne mpuema BHYTPh MaKCHMalbHAas KOHIICHTpAIUMs Ta0anmeHTHWHA B TIUIa3ME€ KpPOBU

JOCTUTAeTCs B TedeHue 2—3 4acoB. BHOMOCTYNMHOCTh TabameHTHHA HMMEET TEHICHIMIO K
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CHWKEHHIO TIpH YBETHYCHHM f03BI Tpernapath. AGcomiotHai ohonocTy ot mpr pieme

COOTBETCTBYET SKCNEPTHOMY OTYETY

Karcyn 1o3upoBkoit 300 mr cocrasisier npubausutensHo 60 %. [Tuma, B TOM 4ncie ¢ BBICOKMM
COJIEpP’)KaHUEM IKUPOB, HE OKa3bIBAeT KIMHMYECKM 3HAYMMOIO BIHMSHUS HA IapaMeTpsl
(dapmakokuHeTukH rabOaneHTnHa. ®dapMmakokuHeTHKa TrabaleHTHMHAa HE U3MEHseTcs Ipu
MHOTI'OKpaTHOM IIpHEMe Ipenapara.

Pacnpedenenue

['aGaneHTHH HE CBA3BIBAETCS C OENKaMHU TIa3Mbl KPOBU M €r0 00BbEM pacIpeesieH s COCTABIISIET
57,7 n. Y manueHToB C SMUJIENICHEN KOHIIEHTpAIs rabaneHTHHA B CITMHHOMO3TOBOM JKHJIKOCTH
(CMX) cocraBnster npubnuzutensHo 20 % OT MUHHUMajIbHOW PaBHOBECHOW KOHIEHTPALMU B
r1a3Me KpoBu. ['abanieHTHH BBIACISETCS B TPYIHOE MOJIOKO.

Euompchqbowwauuﬂ

OTCyTCTBYIOT JaHHBIE O MeTaboNM3Me rabancHTHHA B OpraHu3Me dYeioBeka. |'abameHTHH He
BBI3BIBACT WMHIYKIMH HECTeNU(DUYECKMX OKCHIa3 IICUYEHH, OTBCTCTBEHHBIX 3a METa0OJIH3M
JICKApCTBEHHBIX CPEJICTB.

Buisedenue

['abareHTHH BBIBOAUTCS B HEU3MECHCHHOM BHJIE MCKJIFOYUTEILHO IyTEM MMOYCYHON IKCKPEIHH.
[Tepuo monyBbIBeCHHS TaballeHTHHA HE 3aBUCUT OT IMPUHATON 03Bl M COCTABIISET B CPEAHEM
OT 5 1o 7 4acos.

Y NOXWIBIX JIMII U TAIMCHTOB C HApyIICHHEM (QYHKIIMU TMOYEK KIUPEHC TabarneHTHHA W3
IUTa3Mbl KPOBU CHWKaeTcsl. KOHCTaHTa »iIMMUHAIMM, IIa3MEHHBIA KIMPEHC W IMOYCYHBIH
KJIMPEHC rabaneHTHHA MPSMO IPOTOPIHOHAIBHBI KIIMPEHCY KpeaTHHUHA.

labaneHTHH yaansercs W3 IUIa3Mbl KPOBH HpU TeMojuanuse. [laiueHTaM ¢ HapyleHHEM
(GYHKIIMK TOYEK WM HaXOISIUMCS Ha TEeMOAMAIM3¢ PEKOMEHIYETCS KOPPEKIHUs 03Bl
npemnapara (cM. paszaen 4.2).

Jlunennocmu/nHenrunenocmo napamempos ci)apMaKOKuHemuKu

BI/IO,Z[OCTYHHOCTB Fa6aH€HTI/IHa CHUKACTCA C YBCIMYCHUCM HpI/IHHTOI\/'I J03bI, 4YTO BJICYCT 3a
co00i1 HeMMHEHHOCTh TapaMeTPOB (PapMaKOKUHETUKH, KOTOPBIC BKIIIOYAIOT B PacueT MoKa3aTellb
ouonocrynroctu (F), wmampumep, Ae %, CL/F, Vd/F. ®dapmakoKHWHETHKA SIHMHHAIHH
(mapametpsl, He Bkmovaromue F, takwe kak CLr um Ty) Jydiie OnwMChIBaeTCs JMHCHHON
MOACIIBIO. PaBHOBecHBIC KOHIOCHTpaluun I‘a6aHeHTI/IHa B IJj1a3me KpOBH ABJIAKOTCA

MPEACKA3yECMbIMU Ha OCHOBC JAHHBIX MO KUHCTHUKE IIPHU OJHOKPATHOM IIPUCMC.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. TIlepedyeHb BcOMOraTe/IbHBIX BeLECTB

KaJIbL[Us cTeapar,
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COOTBETCTBYET 3KCMIEPTHOMY OTYETY
ot 24 012023 N2 1202

(Mo :_'I-.E;L' IBATENBEHOCTE 0002)

KapOOKCUMETUIIKpaxMajl HaTpus TUIT A

LIEJUTI0103a MUKPOKPHUCTAIIIINYECKAs]
TBEPbIC )KeITaTUHOBBIC Karcyibl Ne 0 (COCTaB Kamncyil: TUTaHa JHOKCH/I, XKEJIaTHH)

6.2. HecoBmecTuMOCTH

He npumenumo.

6.3. Cpok roaHoctu (CpoK XpaHeHHs)

3 roga.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH MPU XPAHEHUH

IIpu Temnepatype He Boite 25 °C.

6.5. XapakTep H coiep:KaHHe YIIAKOBKH

Kancynst 300 mr. ITo 10, win 15, nunu 20 karncyn B KOHTYpHYIO STYEHKOBYIO YIIAKOBKY U3 IJICHKH
MOJIMBUHUJIXJIOPUIHON W (OJIBTH  aTIOMHUHUEBON TI€YaTHOW JIAKMPOBAHHOW. 5 KOHTYPHBIX
SYEMKOBBIX YIAKOBOK 1O 10 Kancys, uiu 3 KOHTYpHbIE SYEMKOBBIEC YIIAKOBKY 10 15 Karncyi, uimum
5 KOHTYpHBIX SYEHKOBBIX YyHNaKOBOK IO 20 Karcysl BMECTE€ ¢ MHCTPYKIHUEN MO NMPUMEHEHUIO
MOMEIIAIOT B IAUYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TP YHUYTOKEHHMH HCIOJIH30BAHHOIO
JIeKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOTI'0 NMpenapara,  Apyrue MAaHUIYJISAIHUHU € PenapaToMm.

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccus

000 «IINK-®APMAy», 125047, r. Mocksa, nep. Opyxeinsli, 1. 25, ctp. 1, nomem. I, atax 1.
Ten.: +7 (495) 925-57-00

pikfarma@pikfarma.ru

7.1. IlpencraBuTeJib AepiKaTessi PperiCTPALMOHHOIO YAOCTOBEPEeHUS

IIperen3uun norpeduresieil HAOPABIATS 10 AJIPECY:

Poccus

000 «ITUK-®APMAY», 125047, r. MockBa, niep. OpyskeiHsid, 1. 25, ctp. 1, moment. |, atax 1.
Ten.: +7 (495) 925-57-00

pikfarma@pikfarma.ru

www.pikfarma.ru

15


mailto:pikfarma@pikfarma.ru
http://www.pikfarma.ru/

COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 24 012023 N2 1202
b 0002

8.  HOMEP PETMCTPAIIMOHHOTO YIOCTOBEPEHHsE | E/EHOCTE 0002

9. JIATA IEPBUYHOM PETUCTPAIIA (MOATBEPXKIEHUE PETUCTPAILINH,
IHNEPEPEI'UCTPALIUN)
JlaTa niepBoi perucTpanuu:

Jlata mocieTHero MOATBEPKACHHS pErHCTpaIiy (IepepEerucTPaIiig):

10. JATA INIEPECMOTPA TEKCTA

OO01mmas xapakTepuCTHKa JIeKapcTBeHHOro npenapara ['abamentun, 300 Mr, Kamncymbl, JOCTYITHA
Ha WHQPOPMAMOHHOM TopTaje EBpa3sMiiCKOro 3KOHOMHYECKOTO COI03a B HH(OPMAIMOHHO-

KOMMYHHUKAIIMOHHOM cetn «MHTepHET» https://eec.eaeunion.org.
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