COOTBETCTBYET 2KC : EPTHOMY OTUETY

ot 24.01.2025 N2 1517

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

["abanentun Penesan, 300 mr, Karcyibl.

2.  KAYECTBEHHBIN 1 KOJTUYECTBEHHBI COCTAB

JleiicTBytolIee BEIIECTBO: Ta0aNICHTHH.

Kaxxnas kancyna cogepxut 300 Mr rabarneHTHHA.

[TonHbIl nepeueHb BCIIOMOIaTeNIbHBIX BEIECTB NPUBEIEH B pa3zeie 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

Kamncysl.

Teepapie xenatuHOBbIe Kancynbl NeO0 ¢ kopmycom U Kpbledkoi 6enoro nsera. Copepxumoe
KaIricyJs — MOpPOIIOK O€I0ro Ui o4ty 0e1oro 1Bera.

4.  KIMHHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMeHEHHIO

["abanenTuH PeneBan noka3aH K IPUMEHEHHUIO Yy B3pOCIBIX U JIeTeil B Bo3pacte oT 12 1o 18 ner.
. Y B3pOCIBIX B BO3pacte OT 18 jeT [yist iedeHuss HeHporaTuaeckon 00y,

o y B3pOCIBIX U JIeTeil B Bo3pacTe OoT 12 jieT mpyu MOHOTEpalnuu NaplUualbHbIX CYI0pOr CO
BTOPUYHOW reHepanusalueil u 6e3 Hee;

o KaK JOMOJIHUTEIBHOE CPEICTBO MpPH JICYCHHH NApUUAIBHBIX CYIOPOT CO BTOPHUYHOM
reHepanu3anueii 1 06e3 Hee y B3pOCHBIX M JieTell B Bo3pacte orT 12 mer (6e30macHOCTh H
3P PEKTUBHOCTb JOMOJHUTEIBHON Tepanuu rabarneHTHHOM y JIeTel B BO3pacTe MeHee 3 JIeT He
YCTAHOBJIEHBI, Ul JAeTeil B Bo3pacTe OoT 3 10 12 jer mpuMeHeHue Karcyll rabarneHTHHa B
no3upoBke 300 Mr He pEKOMEHJ0BAaHO IO MPUYMHE HEBO3MOXXHOCTU KOPPEKTHOIO
JIO3UPOBaHUA).

4.2. PeuM 103MPOBAHMSA U CNIOCOO NMPHUMEHEHHUs

PexxuM 103upoOBaHus

Hetiponamuueckas 601 y 83pociivix

Havanbhas no3a cocrasisier 900 mMr/cyT B Tpu npuemMa paBHbBIMU J103aMH; IIPU HEOOXOAUMOCTH,
B 3aBUCUMOCTHU OT 3¢ (eKTa, 103y MOCTENEHHO YBEIMYUBAIOT 10 MakcUManbHOM — 3600 Mr/cyT.
Heo6xoauMo yuuThIBaTh, YTO NMpH MpUMEHEHHH NpenapaTta ['abanentun PeneBan B j03e BbIlIe
1800 mr/cyT nonomxutenbHas 3¢ (HEeKTUBHOCTh HE OTMEUYAETCSI.

Jleyenue MoxHO HauumHaTh cpa3y ¢ 1036l 900 mr/cyt (mo 300 Mr 3 pa3a B CYTKH) WM MOXHO
YBEJIMUYUBATh 103y nocTeneHHo A0 900 Mr B CyTKM B T€YEHME NEPBBIX 3-X THEH IO CIEIyIoIen

CXEMC!:
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(NOCNEQCBATENEHOCTE 0002)

1-it nenn — 300 Mr npemapata 1 pa3 B CyTKH,

2-i nenpb — o 300 Mr 2 pasa B CyTKH;

3-it nens — 1o 300 mr 3 pasa B CyTKH.

Iapyuanvueie cyoopoeu

[Ipu »snunencum o0bIYHO TpeOyeTcs AnUTeNbHOE JedeHue. Jlo3za mpemapara mpu 3TOM
ONpeNesieTCs JeYallldM BpadyoM B 3aBHUCHUMOCTH OT HWHAUBUIYaJbHOM NEPEHOCHUMOCTU U
3 PEKTUBHOCTH Mpernapara.

Bspocnvie

DddexktuBHas go3a — ot 900 mo 3600 mr/cyr. Tepanuto MokHO Havath ¢ 10361 300 mr 3 pasa B
CYTKH B TEPBBIN JIeHb WJIM YBEJIMYMBATHh MocTeneHHo A0 900 Mr mo cxeme, ONMMCAaHHOW BBIIIE
(cm. myHKT «HeliponaTuaeckasi 00J1b y B3pOCIBIX»).

B nmocnenyromieM B 3aBUCMMOCTH OT OTBETA MAIlEeHTa Ha TEPANUIO U MEPEHOCUMOCTH Mpernapara
J103a MOXeT ObITh MoBbIeHa Ha 300 Mr/cyT kaxbie 2—3 aHs, MakcuMaibHO 70 3600 Mr/cyT.

Y HEKOTOpBIX MAIMCHTOB MOXXET OBITh LEIecO00pa3HbIM 0oJiee MEIUICHHOE TOBBIIICHHE IO3bI.
MuHUMaIbHOE BpeMs, 32 KOTOPOE MOXKHO TOBBICHTH 103y a0 1800 mr/cyT coctaBisier 1 Henens,
2400 mr/cytr — 2 Hexenu, a A JOCTIDKEHUS MaKCHMaJbHOW CyTO4HOM 10361 3600 wmr/cyt
HEOOX0IMMO He MeHee 3 Helesb. B JUIMTENbHBIX OTKPBITHIX KIMHUYECKUX MCCIICIOBAHUSAX ObLIa
OTMEUEHa XOpoIas MePeHOCUMOCTh Tpernapara B qo3ax g0 4800 mr/cyr. OOrmiasi cyrodHas J103a
JOJKHA OBITH pa3fiesieHa Ha TPU MpueMa.

MaxkcuManbHBI MHTEPBAT MEXKAY 03aMU HE JOJDKEH MpeBbIaTh 12 4acoB BO H30ekKaHUE
BO300OHOBJICHUS CYJIOPOT.

Oco0ble TPVIIILI TAIMEHTOB

HCZI/;HEHmbl 6 MANCENOM COCMOAHUU

VY manmueHTOB B TSDKEIOM COCTOSHUHM, HalpuMep, B clydyae MOHIKEHHOW MacChl Teja, MOCie
TPaHCIUIAHTAIIMK OPTaHOB M TaK Jayee, J03y CIeAyeT MOBBIIIATh MEIJICHHEE, JINOO HUCTIOIb3Ys
MCHBIIINE O03bI, 00 aciast OoJIbIINE HWHTCPBAJIBI ICPEI NOBBINICHUEM T035bI.

HCZI/;HEHmbl NnoJHCUI020 8o3pacma

BcnenctBue Bo3pacTHOTO CHUXKEHHS (DYHKITMH MTOYEK MOKUIIBIM MAIlUEHTaM MOXeT TpeOoBaThCs
KOppeKIus 10361 (0osiee moapobHast nadopmarus B Tadnuie 1). COHIMBOCTD, TepupepruiIecKre
OTCKHU U aCTCHHA Yy TOKHUJIBIX ITAUECHTOB MOT'YT BCTPEYATHCA HalllC.

Tayuenmoi ¢ Hapywenuem hyHKkyuu novex

[TarueHTaM C MOYEYHOW HEIOCTATOYHOCTHIO PEKOMEHIYETCS CHIDKEHHE J03bl TabareHTHHA

COorjiaCHO Ta6J'II/II_IC 1:
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Kiupenc kpearuHuHa (MJ1/MHH) CYTO‘ng;; I)'-"E'Ogg @hf%ﬂ)aﬂ bHOC TH 0002)
=80 900-3600
50-79 600-1800
3049 300-900
15-29 1505-600
<158 150°-300

A CyTounylo 1103y cileyeT Ha3HAuaTh B TPHU TIPHEMA.
b Hasuauaror mo 300 mMr yepes JICHb.
BY nanuenros ¢ kmmpeHcoM KpeaTuHMHAa < 15 MI/MHH CYTOUHYIO 03y HEOOXOIUMO
YMEHbILIATh IMPOMNOPLHOHANBHO KIMPEHCY KpeaTWHHWHA (HalmpuMep, MAalUeHT C KIMPEHCOM
KpeaTuHUHa 7,5 MJ/MHUH JOJDKEH IOJIy4aTh HOJOBHHY JI03bI, KOTOPYIO TOJNyYaeT MAIUEeHT C
KIIMPEHCOM KpeaTuHuHA 15 MiI/MuH).
Tlayuenmsi, HaxoOawuecs Ha 2emMoOuaIU3e
[TaruenTam, HaxoJMMIMMCA Ha TeMOAHAln3€, KOTOpble paHee HE MPUHUMAIU Ta0aneHTHH,
npenapar peKOMEHAyeTCsl Ha3HavyaTh B Hachimaromieit qo3e 300400 mr, a 3aTeM NPUMEHATh €ro
1o 200-300 mr nociie KaxabX 4 4acoB reMOoINaIn3a.
JJ1s manyeHToB co CHIDKEHHOM (YHKIIHEH MoYeK, MPOXOASIIUX TUaIn3, MOAAeP KUBAIOIIas 1032
rabaneHTuHa JOHKHA MOAOUPAThCS B COOTBETCTBHM C PEKOMEHIAIUSMU, MIPEJICTABICHHBIMU B
Tabmuue 1. B nonmonmHeHne K moazepKuBaromei tepanuu pekomenayercs npuem 200-300 mr
rabarneHTHuHa ToCcJe KaK101 4-4aCOBOM MPOIEAYPHI TUATU3A.

eTH
bezonacnocts u 3¢pexkTuBHOCTD y AeTelt B Bozpacte oT 0 10 3 JIeT He yCTaHOBJICHBI.
JlaHHBIE OTCYTCTBYIOT.
Monomepanus napyuanbHulx cy0opo2 co 8MOPUYHOLL ceHepanusayueli uny oe3 nee
O} dexTuBHOCTh U 6€30MACHOCTh MOHOTEPANUH MAPIHUATIBHBIX CYA0POT rabarneHTHHOM Y JeTei
B Bo3pacte oT 0 0 12 et He ycTaHOBIIEHBI. JJaHHbIE OTCYTCTBYIOT.
Pexxum no3upoBanust nis nereit ot 12 go 18 et He oTaMYaeTcs OT peKUMa JO3UPOBAHUS IS
B3pOCIIBIX.
Kax Oononnumenvnoe cpeocmeo npu Jnedenuu nNapyuarbHulX Cyoopoz €O  8MOPUUHON
eenepanusayuetl unu oe3 Hee
s neteit B Bo3pacte ot 3 A0 12 et mpuMeHeHue Karcyn radaneHTuHa B 1o3uposke 300 mr He

PEKOMEHOOBAHO IO MPUYNHE HEBO3MOKXHOCTU KOPPEKTHOI'O JO3UPOBAHMA.
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Pexxum no3upoBanust s gereid ot 12 go 18 et He ofﬂﬁ%éell&]&%eﬁ%%%aééﬁﬁﬁ' TUIA

B3POCIIBIX.
Hetiponamuueckas 6016

bezonacHocTh u 3ppexTuBHOCTH TabaneHTHHA y AeTeit B Bo3pacte oT 0 10 18 net npu neueHun
HeliponaTHiecKkoi 0011 He yCTaHOBIIEHBI. /laHHbIE OTCYTCTBYIOT.

Cnooco0 rnnpuMeHeHus

["abanenTuH PeneBan Ha3HA4YarOT BHYTPb HE3aBUCUMO OT IIpUEMa IHILH.

Ecnn Heo0XoauMo CHM3UTH 103y, OTMEHUTh IpenapaT WK 3aMEHUTh €ro Ha aJbTepPHATHBHOE
CPEZCTBO, 3TO CIEAYET JeJIaTh IOCTENIEHHO B TEUCHHE MUHUMYM OJHOM HEeEmH.

4.3. TIpoTHBONMOKA3aHMA

e ['unepuyBCTBUTENBHOCTh K Ia0alleHTUHY WIM K JIIOOOMY M3 BCIIOMOTaTENIbHBIX BEILECTB,
NIEPEYUCIICHHBIX B pazzene 6.1.;

e JleTCKUH Bo3pacT 10 12 jer mpu MOHOTEpanuM MNapUUaIbHBIX CYAOPOr CO BTOPUYHOMN
reHepanu3aiuei wm 6e3 Hee,

° IIGTCKI/Iﬁ BO3pacT 1o 12 ner pu NpUMCHCHUHN B KaUCCTBC AOIIOJHHUTCIBHOIO CPCACTBA IIPU
JICUEHUH NapLUUaIbHBIX CY10pPOI CO BTOPUYHON T'eHepain3aluen win 6e3 Hee,

®  JICTCKHUI BO3pacT 10 18 5ieT mpu JieueHnru HeHponaTuiecKo 00JIH.

4.4. OcoOble yka3aHHSl M Mepbl IPEJOCTOPOKHOCTH NIPH NPUMEHEHUHU

C 0CTOPOKHOCTBIO

[Toueunast HeJOCTaTOYHOCTH (CM. pazaen 4.2.).

Oco0ble yKa3auus

CyuyuodanvHule uoeu u nogeoeHue

CooOmianioch 0 CYMIIMAANBHBIX MBICHSIX M TOBEACHUM Yy TAIMEHTOB, MOJTYYaBIIUX
MPOTUBOSMMUIENTHUECKHE  CPEACTBA IO  HECKOJbKMM  MOKa3aHWsM.  MeTa-aHamu3
PaHAOMHU3HPOBAHHBIX  IUIANE00-KOHTPOJMPYEMBIX HCCIICIOBAaHUN  TPOTHBOIMICTITUYSCKUX
CPEIICTB TIPOJEMOHCTPUPOBATT HEOOJBIIOE TIOBBINICHUE PHUCKA TIOSBICHUS CYUITUIATBHBIX
MBICTIEHl U TIOBeleHUs. MexaHW3M TMOBBIINICHUS pPUCKA PAa3BUTHS CYHIMIAIbHBIX HJIEH
HeusBecTeH. HaOmioganuch cioyyad CYWIMIANbHBIX MBICIEH W TOBEACHHUS Y TNAIMEHTOB,
MOJTyYaBIINX JICUCHUE ra0aliCHTHHOM B XOJI¢ TIOCTPETUCTPAIIMOHHOTO IPUMEHEHUS (CM. pa3Jies
4.8.).

B cnydae nosiBieHUs MPU3HAKOB CYMIIMIATHHBIX MBICIICH UM TIOBEJICHUS, TAIUEHTaM (U JUIaM,
OCYIIECTBIISIONIUM yXO/I 32 AIUEHTaMHU) CJIEyeT OOPaTUTHCS K Bpauy.

[TarueHTOB, TOJMYYAIONIUX OTH MpenapaTthl, CICAyeT TIIATEIbHO HAOMIOIATh HA MPEeIMET

MOABJICHUSA IPU3HAKOB CYHUIUIAJIBHBIX MBICIIEH | IMOBCACHUA, a TAaKXKE CICAYCT PaCCMOTPETH
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HEO0OXOIMMOCTh TIPOBEICHUS COOTBETCTBYIOIIEHO nequiﬂ'.:B-:Mﬁh‘%ﬁg};&{ﬁ;%ﬁﬁh%hmx

MBICIEH W TIOBEACHHUS CIEAYET pacCMOTPETh BO3MOXKHOCTb MpPEKpaIlleHUs] Tepanuu
rabaneHTHHOM.

Ocmpuii nankpeamum

B cnyuae pa3Butus octporo naHkpeatuTa Ha (oHe mprueMa rabarneHTuHa, CIeyeT PacCMOTPETh
OTMeHY mpenapata (cMm. pasnen 4.8.).

Cyoopoeu (cunopom «ommenvi»)

XOTs CHHAPOM «OTMEHBI», COIPOBOXAAIOIIMNACA pa3BUTUEM CYAOPOr, MpU JICUCHUU
rabarieHTUHOM HE OTMEYEH, pe3Koe [MpeKpalleHue Tepanud MPOTHBOCYAOPOKHBIMU
npenapaTtamMi y MalieHTOB C SMHJIETICHEH MOKET MPOBOLMPOBATh PA3BUTUE AMHIICITUYECKOTO
craryca (cMm. pasaen 4.2.).

Kak u npu nmpuMeHEeHUU OPYTuX MPOTHBOAMHICHTHYECKHX MpenapaToB, Ha (GOHE MPUMEHEHUs
rabareHTuHa MOXKET OTMEYAThCsl YBEITMYEHHUE YAaCTOThI CYAOPOT WU IMOSBICHUE APYroro THIA
CYyJI0pOT.

Tak e, Kak M B Cclly4yae C JPYTMMH aHTHKOHBYJIbCAaHTAMH, IIOTIBITKA OTMEHHUTH BCE
COMYTCTBYIOIIME MPOTHBOAIIICHITUYECKHE Tpenaparbl, uToObl HayaTh MOHOTEPAIHIO
rabareHTHHOM B cilydae pepakTepHOCTH K JICUCHUIO Y MAIMEHTOB, MPUHUMAIOUINX HECKOJIBKO
AQHTUKOHBYJILCAHTOB, B OCHOBHOM HE 3aKaHYMBAIOTCS YCIIEXOM.

Cumnraercs, 4yTo radaneHTHH HEI(P(EKTUBEH NMPH MEPBHUYHBIX T'€HEPAITN30BAHHBIX TPHUIIAIKAX,
Hanpumep, abcaHcax, M Jake MOXKET yCHUJIMBATh TaKue MPUMAAKH Yy HEKOTOPHIX MAIMEHTOB.
B cBs3u ¢ 3TUM NpUMEHATh TabaneHTHH y NallMeHTOB CO CMEUIAHHBIMU MPUIAJIKaMHU, BKIIOYas
abCaHChI, CIENYET C OCTOPOKHOCTHIO.

Tayuenmul nosxcunoeo eospacma (65 rem u cmapuie)

Cucremaruueckue McCCleIOBaHUs MAlMEHTOB B Bo3pacTe 65 JeT M crapiue, NPUHUMAOLINX
rabaneHTuH, He MPOBOAMINCH. B JBOMHOM ciienoM Hcciae0BaHWM NMPUMEHEHUs rabarneHTHHa
IIpY HEBpOIATUYECKOW OOJM y MalleHTOB B Bo3pacTe 65 yeT u crapiie Habmrojanach Oosee
BBICOKAs YacTOTa COHJIMBOCTH, TMepH(PEepHuecKuXx OTEKOB M acCTeHWH 110 CpPaBHEHHIO C
nalnyveHTaMM B Bo3pacTe Miiajue 65 neT. 3a UCKII0YEHUEM 3TUX pe3yIbTaToOB MPU KIMHUYECKOM
o0cIieZIOBaHUM JaHHOW IPYMIbI NAIIMEHTOB ObUIO MOKa3aHO, YTO Mpoduias No604YHbIX 3 dekToB
y HUX HE OTJINYAJICS OT OCTATbHBIX.

3noynompebaenue u 3a8UcUMocmy

B 0a3e naHHBIX NOCTPErMCTPALMOHHBIX HAOMIOJEHUH HMMEIOTCS COOOIIEHUS O Cclydasx
37I0YTMOTPEOIEHHs MpernapaToM U 3aBHUCUMOCTH OT Hero. Kak u B ciydae mo0oro mpemnapata,
BJIMSIIOIIETO Ha HEeHTpanbHyio HepBHYIO cuctemy (ILIHC), Bpauam ciemyer TIaTtelbHO M3ydaTh

aHaMHe3 TAIMEeHTOB Ha TPEAMET 3J0YNMOTpeOseHUsl mpenaparaMu M HaOMt0aaTh 3a HUMHU C
5
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LENbI0 BBISIBJICHUS BO3MOXKHBIX TMPHU3HAKOB 3noyn0f5'é%ﬁ%e1§1;':}%égr%gjfﬂﬂ{%};ﬂ_Ei{';{ﬁ'l—a';ii\/[ep,

CTpeMJIeHHEe HEOOOCHOBAHHO TIOJYYUTh IMpernapar, pa3BUTHE YCTOWYMBOCTH K TEparuu
rabarneHTHHOM, HeOOOCHOBAHHOE MOBKIIICHUE JI036I TIpernapara).

DRESS-curopom

Ha ¢one mnpuema mnpOTHBOAMHMICITUYCCKHX TIIperapaToB, B TOM YHWCIEe TabaleHTHHA,
coobmranock 0 cllydasix ~ pasBUTHS  TSOKENBIX  JKU3HEYTPOXKAIOMIMX  PEeaKIHi
THIEPYYBCTBUTEIBHOCTH, TAKUX KaK JIGKAPCTBEHHAS! ChINb C COMYTCTBYIOIIEH 303uHO(MINEH 1
cucremubiMu cumnromamu (DRESS-cunmpom) (cMm. paszgen 4.8.). Heo6X0auM0 IIOMHHTE O TOM,
YTO paHHHE NMPU3HAKU PEAKIIMU TUTICPIYBCTBUTEIBLHOCTH, TAKHE KaK IMOBBIIICHHE TEMIIEPATyPhl
Tena, JUM(paJCHONATUsl, MOTYT pa3BUBAThCS JaXe B OTCYTCTBHM KOXKHOHM cbimu. B ciydae
HOSIBIICHHSI TTOI00HBIX CHMIITOMOB, HEOOXOIMMO HEMEIUIEHHOE oOcienoBaHue nanuenrta. Ecim
HE HaWJIeHO JAPYrMX TMPHYUH, KPOME IPHUMEHEHHs TrabaleHTHHA, TNPUMEHEHHUE IIpernapara
CJIeZIyeT OTMCHUTb.

Anagunaxcus

[Ipuem raGaneHTHHAa MOXET NMPUBECTH K Pa3BUTHIO aHadmiakcuu. Clemyromume CUHMOTOMBI U
NpU3HAKM  OTMEYadM B  CIOy4asxX pa3BUTHA  aHapwiakcud Ha  (oHE  mpHema
rabaneHTHHA — 3aTPyJHCHHE [bIXaHUs, OTEK Try0, Topja M s3blKa, TaKKe OTMEYaJoCh
BBIPQKEHHOE CHIDKEHHE AapTepUAIbHOTO JIaBJCHUS, TpeOyrolmee CPOYHOTO METUIIMHCKOTO
BMemaTenscTBa. Clenyer npeaynpeanTh NanueHTOB O TOM, YTO MPH Pa3BUTHH MPHU3HAKOB MU
CHUMIITOMOB DPa3BHUTHUsI aHa(DUIAKCHH CIIEIyeT MPEKPaTUTh MPHEM Ipenapara U OOpaTHThCS 3a
MEAUIIMHCKON MOMOIIIBIO (cM. pazzaen 4.8.).

JlabopamopHvie mecmoi

[Ipr coBMecTHOM TpPUMEHEHWH TrabaleHTHHA W APYTUX MPOTUBOCYIOPOKHBIX CPEICTB ObLTH
3apEeruCTPUPOBAHBl JIOKHOMOJIOKHUTEIbHbIE PE3ylbTaThl MpPU ONpeAeTIeHUH Oelka B MOYe C
nomomipio  Tect-nmosiocok  Ames N-Multistix SG®. Jlns onpenenenus 6Genmka B Moue
PEKOMEHIYEeTC  IOJb30BaTHCS Oonee cnequUYHBIM  METOAOM  MPELUIUTALUH
CyJb(POCATUIIUITIOBOMN KUCIOTOM.

Brusnue na yenmpanvHyro HepeHyIo cucmemy

Bo Bpems nedeHusi rabaneHTHMHOM HaOJIONANIHUCh CIy4ad TOJIOBOKPYXEHHS M COHJIMBOCTH,
KOTOPBIE MOTYT YBEIIMYHBATH BEPOSTHOCTH IONYYSHHS CIYyYallHOW TpaBMBI (NP TAJCHUH).
B moctperucTpaniioHHOM TEpHO/e TakXKe COOOMIaJoch O CiIydasX CITyTaHHOCTH CO3HAHHMSA,
NOTEpPU CO3HAHMS W HapyLIEeHHs YMCTBEHHOM nesTenbHOCTH. [loaToMy mamumeHTam ciexyer
pEeKOMeH/10BaTh COOI0IaTh OCTOPOXKHOCTH 1O TeX IOp, MOKa WM HE CTaHyT W3BECTHBI

BO3MOXKHBIE 2 (EKTHI ATOTO JICKAPCTBEHHOTO TIperapara.
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OonospemenHoe npumeHeHue ONUOUOHBIX AHAY eemuméﬂ%ﬁylﬁﬂf;{éﬁf};%%@% ;ﬁ'eg;};;f"noe,

nooasnsowux [{HC
[Ipy OAHOBPEMEHHOM WPHMEHEHUW C OIMUOWIHBIMH aHaJIbI'€TUKAMH MOXET OTMEUYaThCs
MIOBBIIIICHUE KOHIIEHTpAIMK rabaneHTHHa B TUIa3Me KPOBU. B CBS3M ¢ ATHM MalMeHThI, KOTOPHIM
TpeOyeTcsi TMpOBEJNCHHE OJHOBPEMEHHOH Tepamuu C JIGKAPCTBEHHBIMH  IIperapaTami,
nonapisitomuvu [[HC, Brirodass ONMOWIHBIE AaHANBICTUKH, HYXKIAIOTCA B TINATEIHHOM
HAOIO/ICHUU Ha TpeaMeT pa3BuTHs mnpuszHakoB yrHeTeHus [[HC, Takux Kak COHJIMBOCTH,
cemanmyss © yrHeTeHue (QyHKIUM JbixaHus. J[o3el rabameHTWHA WM OJHOBPEMEHHO
NpUMEHSEMbIX TpenapartoB, nogasisonux [[HC, Bkirodast onmuouiHbIe aHATBIETHKH, JODKHBI
OBITh CHHYKEHBI COOTBETCTBYIOIIUM 00pa3om (cm. paszen 4.5.).
Crnenyer coOmoaTh OCTOPOKHOCTh TMPH Ha3HAYECHUM TrabameHTHHA OJHOBPEMEHHO C
onmuonamMu B cBsi3u C¢ puckom yrHerenus [[HC. B mnomynsimoHHOM HaOI01aTeIbHOM
UCCIIC/IOBAHUHM C HCIIOJIb30BAHHEM KOHTPOJIBHON TpYIIbl Yy [AallMEHTOB, NPUHUMAIOIIHX
OMHOUIBI, OJHOBPEMEHHOC HAa3HAUCHUE OINUOWJOB U TabaleHTHHAa OBLIO CBS3aHO C
MOBBIIIICHHBIM PHCKOM BO3HHKHOBCHHSI CMEPTEIIBHBIX HCXOJIOB, CBSI3aHHBIX C TMPUMCHECHUEM
OIHUOMJIOB, TI0 CPABHEHUIO C IPUMEHEHUEM TOJIBKO OMUOUIOB (CKOPPEKTUPOBAHHOE OTHOIICHHE
mrancos [cOIII], 1,49 [95 % JIU, ot 1,18 no 1,88, p < 0,001]).
Cosmecmuoe npumenenue ¢ aHMayuoamu
["abaneHTHH peKOMEHIYETC S PUHUMATh PUMEPHO Yepe3 2 yaca IMociie IprueMa aHTaIu/Ia.

eTu
Bnusaue nnutensHoi Tepanuu (6onee 36 Heenb) TabaneHTHHOM Ha CIIOCOOHOCTh K 00YYEeHHUIO,
WHTCJUICKT W pa3BUTHE peOEHKAa JIOCTaTOYHO He W3ydeHo. CienyeT OIEeHUTh COOTHOIICHHE
BO3MO>KHOT'O PHCKA H TTOJIb3bI IPH HA3HAYCHHUH JUTUTEITLHOU TEPAITHH.
4.5. B3aumopeiicTBHe ¢ APYIrHMH JeKAPCTBEHHbIMHM TMpenaparaMd M JApPyrue BH/bI
B3aUMOJCHCTBUSA
Hmerorcss cooOIeHs] 0 CIOHTAaHHBIX CIydasX, a Takke Mo WHPOPMAIUU W3 JUTEPATYPHBIX
HUCTOYHUKOB BO3MOJKHO YTHETCHHE JIBIXaHHS, CHUMIITOMBI CEIalldd W CMEpPTh, CBSI3aHHBIC C
MpUeMOM rabarneHTHHa MPU OJHOBPEMEHHOM Ha3HAYEHHH C JIEKAPCTBEHHBIMU TperapaTamMu,
nonasnsitonumu [ITHC, Bkmroyas OnMuMOWIHBIE aHAIbIeTUKH. B HEKOTOpPBIX U3 STHX CIydaeB
aBTOPHI CUYUTAIA, YTO OJHOBPEMEHHOE NpPHMCHEHHE TaOalleHTHHA C OIUOWIAMHU SBIISETCS
ocoboii mpobiieMoil y ocialjeHHBIX MalKWeHTOB, y MOXHWIBIX MNAaIleHTOB, Y MAlMEHTOB C
CEpbE3HBIMU COIMYTCTBYIOIIUMHU PECIUPATOPHBIMU 3a00JIEBAaHUSIMHU, Y TAIMEHTOB, KOTOPHIM
OJIHOBPEMEHHO Ha3HAYAETCs HECKOJIbKO JIEKAPCTBEHHBIX CPEACTB, U y IMAIMEHTOB, KOTOPHIE

3II0YMOTPEOIISIOT MCUXO0AKTHBHBIMH BEIIECTBAMHU.
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IPOJIOHTUPOBAHHBIM BBICBOOOKACHHEM 10 60 MI' OTMEUaeTcsi yBeIUUYEHUE CPEIHEro 3HAYCHUs
TUTOIAIN TI0JT KpUBOM «koHIeHTpauus-Bpems» (AUC) rabanentuna Ha 44 % 10 CpaBHEHUIO C
MOHOTepanueil TrabaleHTUHOM, YTO acCCOLUHUPYETCS C YBEIMYEHHEM OO0JIeBOro IMopora
(xomonoBoil mpeccopHbiil TecT). KnuHu4yeckoe 3HadeHHE 3TOro M3MEHEHHUs] HE YCTaHOBJEHO,
(dhapMaKOKMHETHYECKUE XapaKTEPUCTUKH MOp(QHHA TpH STOM HE H3MEHSUHCh. [loOouHBIC
3¢ dexTsl MopdhHHA TPH COBMECTHOM IpHEME C TabareHTHHOM HE OTIMYAINCh OT TAaKOBBIX IPHU
npueme MoppuHa coBMecTHO ¢ mianebo. CreneHb B3aUMOJEHCTBHS JAHHBIX MpenapaToB B
JPYTUX 032X HEU3BECTHA.

B3anmopeiictBust Mexay rabameHTHHOM U ¢deHobapourtanoMm, (GEHUTOMHOM, BaIbIIPOEBOM
KHACJIOTON M KapOama3enuHoM He oTMeueHO. PapMaKOKMHETHKa TadarneHTHHA B PaBHOBECHOM
COCTOSIHUM OJMHAaKoOBa y 3JIOPOBBIX JIIOJ€H M NAalMEHTOB, [OJIyYAIOUIMX JIpyrue
IPOTUBOCYIOPOXKHBIE CPEJICTBA.

OpnHOBpeMEHHOE  TIpUMEHEHHe  TralaleHTHHa C  MEepOpaJbHBIMH  KOHTPAIETITHBAMH,
COZICPKAIUMHU HOPITHCTEPOH H/MIM ITUHHIICTPAIMOIN, HE COMPOBOXKAACTCS H3MEHCHUSMHU
(bapMaKOKUHETUKH 000UX KOMIIOHEHTOB.

OnHOBpeMEHHOE INpUMEHEHue rabaleHTHHA C aHTalUIaMH, COJEpXKallUMH aJIOMHUHUA U
MarHuii, CONpPOBOXIACTCS CHIDKCHHEM OHMOAOCTYMHOCTH rabaneHTHHa mnpumepHo Ha 24 %
(cMm. pasaen 4.4.).

[TpoOenery He BAUSAET HAa TOUYEYHYIO SKCKPELUIO rabarneHTHHA.

He6omnbioe canxenue (14 %) noyeyHol 3KCKpennn rabarneHTHHA IPU 0JTHOBPEMEHHOM INIpHeMe
UMETH/IMHA, BEPOSTHO, HE UMEET KIIMHUYECKOI0 3HAYEHUSI.

[Tpu onHOBpEeMEHHOM NpUMeHeHUU HarpokceHa (250 mr) u rabanentusa (125 mr) ormeuanock
noBbIleHHe abcopbuuu radanentuHa ¢ 12 % mo 15 %. 'abaneHTuH HEe OKa3bIBaeT BIMUSHUS Ha
(apMaKkOKMHETHYECKHE MapaMeTpbl HANpPOKCEHAa. YKa3aHHbIE J03bl IpernapaToB MEHbIE
MUHHMAaJIbHBIX TeparneBTudeckux. OJHOBpEeMEHHOE MpPHUMEHEHHE JaHHBIX IIpenapaToB B
0OJBIINX /103aX HE U3Y4aIOCh.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTH U JAKTALUS

bepeMeHHOCTD

Obwuii puck, 06ycn061eH bl InUIencueli U NPOMUEOINUIENMUYECKUMU NPenapamamul

Puck poxxnenust geteil ¢ BpOXKJIEHHBIMU aHOMAIUSMU Y MaTepel, KOTOpbIe MPOXOJAT JIeUeHHe
IPOTHBOCYJOPOXKHBIMH TIpernapaTaMy, yBeJInduBaeTcss B 2—3 pasa. Yaie Bcero Habmogaercs
pacuienuHa BepxHed TyObl M Heba, MOPOKH PAa3BUTHUSA CEPACYHO-COCYIAMCTOM CHCTEMBI H
nedexTsl HepBHOM TpyOku. Ilpu 3TOM mpueM HECKONbKUX MPOTHBOCYIOPOXKHBIX IpErnapaTroB

MOJKET OBITH CBSI3aH C OOJBIINM PUCKOM IIOPOKOB pa3BHUTHA, YEM B ClIyda€ MOHOTCpAIIHNU.
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JXeHImMHAM JIETOPOIHOTO BO3pacTa, a TaKKEe BCEM JKCHIIMHAM, y KOTOPBIX BO3MOXHO
HACTyIUICHHE OEpPEeMEHHOCTH, CIIEIyeT IPOKOHCYJIBTUPOBATHCS Y KBATH(UIIMPOBAHHOTO
crienuanucra. B ciryyae, ecnu KeHIIMHA ITAHUPYET OEPEMEHHOCTbh, CIIEAYET el pa3 OLCHUTD
HEOOXOIMMOCTh NPOJIOJDKEHHS IPOTHBOCYIOPOKHOM Tepanuu. [Ipr 3TOM MPOTHBOCYIOPOIKHEIE
npernaparbl HE CIEAYeT OTMEHSTh PEe3KO, TaK KaK 3TO MOXKET BECTH K BO30OHOBJICHHIO
NPUIAKOB C TSDKEJIBIMU TIOCIIEACTBUSIMU JIJIsl MaTepu U peOeHka. B penakux ciydasx y aerei,
MaTepyu KOTOPBIX CTPaJaloT »SMMJENCHel, HaOmoganack 3aaepkka pasButus. [Ipu stom
HEBO3MOXKHO OIPEACINTH, CBA3aHA JIM 33/IEP’KKa PAa3BUTHSI C TCHETHYECKUMH HIIH COLMAIBHBIMU
bakxTopamu, 60JIE3HBIO MAaTEPH MITH IPOTUBOCYIOPOKHON TepaTHEH.

Puck, obycrosnennulii cabanenmunom

['abaneHTHH mnpoHMKaeT depe3 IutaleHTy. [Ipu mpuMmeHeHMM rabamneHTHHA COOOIIANOCH O
BPOXKICHHBIX TIOPOKax pPAa3BUTUS M HEONAaronpUATHBIX HCXOJax OEPEeMEHHOCTH, OJHAKO,
aJICKBAaTHBIC KOHTPOJIMPYEMBbIC MCCIICIOBAHUS IPUMEHEHHUS Tperapara y OepeMEHHbBIX JKECHIIUH
OTCYTCTBYIOT, M HEBO3MOXXHO CJ/ieJIaTh OJIHO3HAYHOE 3aKIIOYCHHE O CBS3M TaballeHTUHA C
NOBBIIICHHBIM PUCKOM BPOJKICHHBIX AHOMAJIMH WM JPYTMX HEOJaronmpUsATHBIX HMCXO/aX
pa3BUTUS TpU NPUMEHEHHH €ro BO BpeMs OEpeMEHHOCTH. PUCK pa3BUTHS BPOXKICHHBIX
aHoManuii B 2-3 pa3a BO3pacTaeT y IMOTOMCTBA JKCHIIMH, [IOJYYaBIIUX JICUEHUE
NPOTUBOAIMJICTITHYECKIMH JICKAPCTBCHHBIMU CPEICTBAMHU. B 3KClepUMEHTaX Ha >KUBOTHBIX
ObLIa MOKa3aHa TOKCHYHOCTH TIpernapara B OTHOLUICHUH L10/1a. B oTHOIIEHNH BO3MOKHOTO pUCKa
y mojei JaHHBIX HeT. [loaToMy TabameHTHH ClieAyeT NMPHMEHSTh BO BpeMs OepeMEeHHOCTH
TOJBKO B TOM CIly4ae, €CIM MpeArojiaraeMasi 1mojib3a JJisi Marepu OIMpPaBIbIBACT BO3MOXKHBIH
PHCK ISl TII0/IA.

B ciaydasx, 0 KOTOpBIX HMEIOTCS COOOIICHUs, HEIb3sl C YBEPEHHOCTHIO TOBOPHUTH O TOM,
CONPOBOXKJIAETCSI MJIM HET NMPHMEHEHHE TabalneHTHHAa BO BpeMs OCpEeMEHHOCTH MOBBIIICHUEM
pHCKa TOPOKOB Pa3BUTHUS, BO-TIEPBbIX, M3-32 HATUYUS COOCTBEHHO DIUJICTICHH, BO-BTOPBIX, H3-32
NPUMEHEHHS APYTUX MPOTUBOCYIOPOKHBIX MPEMApaTOB.

JlakTanus

['abaneHTUH BBIBOAWTCS C TPYAHBIM MOJIOKOM, BIIMSHHE €T0 Ha BCKapMIIMBAaeMOro peOeHKa
HEHM3BECTHO, TIOATOMY BO BpeMsi KOPMIJICHUS Tpyabo mperapar [abaneHTHH PeHeBan ciemyer
Ha3Ha4YaTh TOJBKO B TOM Cllydae, €CJIHM TOjib3a JJIsi MaTepH SBHO TMPEBBIIIACT PUCK IS
MJIa/ICHIIA.

DepTUabHOCTD

B HUCCIICAOBAHUAX HA ) KMBOTHBIX HE OTMEYAJIN BIUSIHUA rabareHTrHa Ha (bepTPIJII)HOCTI).
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MeXaHNu3MaMu
Bo Bpemsa mpuema mpenapara HauMEeHTaM HE PEKOMEHAYETCS YIPaBJIATb TPAHCIOPTHBIMU
CpeACTBaMU WM II0JIb30BaThCA IOTEHIMAIBHO OMNACHOM TEXHUKOW JO MOATBEPKIACHUS
OTCYTCTBHSI HETaTUBHOTO BIIMSHUSA MIPerapaTa Ha BbIMOJIHEHHE ITUX (QYHKIUH.

['abanenTun Biusger Ha LIHC u MoOXeT BBI3bIBaTh FOJIOBOKPYKEHHUE, COHJIMBOCTb, CIIyTAHHOCTh
CO3HaHMsI, TOTEPI0 CO3HaHUA WM JApyrue cumntoMbl co croponbl HC. [axe mnpu
HE3HAYUTENbHOM WM YMEPEHHON BBIPQXKEHHOCTH OTHU HeXelaTelbHble 3()QPEeKThl MOTyT
MPEACTABIIATh ONACHOCTh I MAllMEHTOB, YIPABISAIOMIMX TPAHCIOPTHBIMU CPEACTBAMHU WIIU
apyrumu MexanuzMamu. OcoOEHHO BeNMKa Takas BEPOSTHOCTh B Hayalle JICUCHHUS WIM TOCIe
NOBBIIIIEHUS 10361 penapaTa ['abanentun PeneBai.

4.8. HexenareJbHble peaKIul

Pe3roMe HekenaTeIbHBIX PeaKIUN

[IpencraBicHHbIC HIDKE HEXEIATEIbHBIC PEAKIHM PACHpPECICHbl 10 CHCTEMHO-OPTaHHBIM
kiaccaM (COK) m wactore. BHyTpM Kakq0il 4aCTOTHOW TpYIIbl HEXETATEIbHBIE PEAKIUU
pacrosaratloTcsi B MOPAAKE YObIBaHUS BBIpAKEHHOCTH. YacToTa pa3sBUTHSA ONMpPEAEISETCS Kak:
oueHpb yacto (>1/10), gacto (>1/100, o < 1/10), mewacro (>1/1000, o < 1/100), peaxo
(>1/10000, mo < 1/1000), ouensr penko (< 1/10000), wyacrora Heu3BecTHa (HA OCHOBAHHH
UMCIOIIUXCS JAHHBIX OICHUTh HEBO3MOYKHO).

Hngpexyuu u uneazuu: OYCHb YaCTO — BUPYCHbIC MH(MEKIMH; YaCTO — IMHEBMOHHUS, WHPEKIIUS
JIBIXaTEeIbHBIX MyTeH, HHOEKIMS MOYCBBIBOAAIIMX MyTeH, Ipyrue BUIAbI HH(EKIIUH, CPEIHUI
OTHT.

Hapywenuss co cmoponvl Kpoeu u JUMPAMUYECKOU CUCMEeMbl: YacTO — JICHKOICHHS,
HEU3BECTHO — TPOMOOIIUTOTICHHSI.

Hapywenus co cmoponvl UMMYHHOU CUCHeMbl. HEYaCTO — aJUIePIrHYeCKUe PEaKIUH, BKIIOYAs
KPaluBHUILY; HEM3BECTHO — TUIIEPYYBCTBUTEIBHOCTD, BKJIIOYAs CHCTEMHBIE PEaKIIUH, TAKUE KaK
JMXO0paJiKa, BBICHITAHUS, TCAaTUT, TUM(aaeHONATHS, S03UHO(DUIHS U IPYTHE.

Hapywenus memaboauzma u numanusi. 9acTo — aHOPEKCHsI, TIOBBIIIICHUE ATNETHTA.
Icuxuueckue Hapywienus: 4YacTo — BPaKAEOHOCTh, CIYTAHHOCTh CO3HAHUS, JCTIPECCHS,
0€eCITOKONUCTBO, HEPBO3HOCTh, HAPYIIICHHE MBINUICHUS, YMOIIHOHAIbHAS JTa0MIbHOCTh; HEYAaCTO —
YXYJIIIEHHE TICHXHYECKOTO COCTOSHUS; HEM3BECTHO — CYMIIUIATbHBIEC MBICIH, TAJLTIOIHHAIINH.
Hapywenus co cmopoHvl HepéHOU cucmembl. OY€Hb YacTO — COHJIMBOCTB, T'OJIOBOKpPYXXEHHE,
aTaKCHs, 4acTO — CYAOPOTH, TUIEPKHHE3Ws, JU3apTPUsi, aMHE3us, TPEeMOp, OECCOHHHUIIA,
rojoBHasi 00jb, HApyIIEHHE YYBCTBUTCIBLHOCTH (HAPUMEp, MApECTE3WH, THIIECTE3H),

HapylIeHWe KOOPAMHALIMM, HUCTarM, YyCUJICHHE, OciablieHWe WM OTCYTCTBUE pedIIeKCOB;
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JBWDKEHUS (HapuMep, XOpeoaTeTo3, IMCKUHE3US U JUCTOHMUSA).

Hapywenus co cmoponul opeana 3penus; 4acTo — HapylICHUE 3peHHs (Takue Kak, aMOInomnus,
JTATITIOTIHS ).

Hapywenus co cmoponsl opeana ciyxa u 1abupunma: 4acTo — BEPTUT0; HEU3BECTHO — IIYM B
ylax.

Hapywenus co cmoponul cepoya: HEYacTO — OLLYILEHUE CepALCOUeHMS.

Hapywenus co cmoponsl cocy0og: 4YacTO — CHUMITOMBI Ba3oJWIaTalluM, apTepualibHas
TUIIEPTEH3HUS.

Hapywenus co cmopomnbl OblxamenbHou CUCmeMmbl, 0peaHo8 ePYOHOU KIemKU U CPeOOCmeHUsL:
YaCcTO — OJIbIIIKA, OPOHXUT, (PAPUHTUT, KaIIeb, PUHHUT.

Kenyoouno-kuweynvle napywienus: 4YacTO — 3amop, AUapes, CyXOCTb CIM3UCTOW 000JI0YKU
HOJIOCTH pPTa WM TIJIOTKHM, JUCHENCUs, METeOpHU3M, TOIIHOTA, pBOTa, 0OJb B HKHUBOTE,
3a0oJeBaHus 3yOOB, THHTUBUT; HEU3BECTHO — MAHKPEATHT.

Hapywenus co cmopoHbl neuenu u J4cenuesbigo0auux nymeti. HEU3BECTHO — IeNaTUT, KEITyXa.
Hapywenusa co cmoponvl Kodcu u NOOKOJCHbIX MKAHeu: YacTo — OTEeK Jula, myprypa (Jaie
BCEr0 €€ OINMUCBHIBAJIM KaK KPOBOMOATEKH, BO3HMKABIIME IpH (pU3HUECKOW TpaBME), KOKHas
Chlllb, aKHE, 3yJ KOXHU; HEU3BECTHO — cuHApoM CrTuBeHca-/[)KOHCOHA, aHTMOHEBPOTHYECKUM
oTeK, aHaduiakcus, MynbTH(OPMHAs SpUTEMa, AJIOMEUUs, JICKAPCTBEHHAs KOXKHAS ChIMb,
BKJII0Yast 503MHOQMIIMIO U CUCTEMHBIE peakluu (cM. pazaen 4.4.).

Hapywenus co cmopoHvl MbluieyHol, cKelemuol i cOeOUHUMENbHO MKAHU: 4acTO — MUAJITHH,
apTpairusi, 00Jib B CIIMHE, MOACPTUBAHUS MBIIIL; HEU3BECTHO — pabIOMHOIN3, MHOKIIOHYC.
Hapywenus co cmoponbl nouexk u mMouesvblgo0sujux nymei: HEU3BECTHO — HEJCPKAHHUE MOYHU,
ocTpasi I0YeYHasl He0CTaTOYHOCTb.

Hapywenus  co  cmoponbl — penpoOyKMUGHOU  CUCmeMbl U MOJOYHBIX  Jicele3:
4acTO — WMIIOTEHIIMSI; HEM3BECTHO — YBEJIMYEHHE B 00bEME MOJIOYHBIX )KeJe3, THHEKOMacTHs,
noJioBasi IucyHKIMS (BKIIIOUasi U3MEHEHUS JIMOU10, HAPYLICHUS IAKYJISIUU U aHOPTa3MHUIO).
Obwue napyweHnus u peakyuu 6 mecme 66e0eHus. OYeHb YacTO — YTOMIISIEMOCTb, JIUXOPALIKa;
4acTo — nepudepruueckue OTeKu, HapyIIeHue MOXO0AKH, aCTeHUs, O0JIb Pa3InYHOMN JIOKaTU3aIH,
oOmiee HEJOMOraHHWe, TPUIINONOAOOHBIM CHHAPOM; HEYACTO — TIEeHEepaIM30BAHHBIA OTEK,
NaJIeHNsI; HEM3BECTHO — CUHIPOM OTMEHbI (HanboJiee 4acTo OTMEYaINCh CIeayIoIne MoO0YHbIe
3pdeKTh: 0ecrnoKOHCTBO, OECCOHHHMIA, TOLIHOTA, OONM Pa3IUYHONW JIOKAIM3ALUUU U
MOBBIIIEHHOE TOTOOT/ENEHUe), 00lb B TIpyau. 3aperucTpUpOBaHbl ClIydyad BHE3AITHON

HEOOBSICHUMOW CMEPTH, CBSA3b KOTOPHIX C JIEUEHUEM rabarnieHTHHOM HE YCTaHOBJICHA.
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JEMKOLMTOB,  TOBBIIIEHME  Macchl  Tejla; HEYacTo  —  [OBBIIIEHUE  AKTUBHOCTHU
ananuHamuHotpanchepassl  (AJIT), acmapraramunorpancgepassl (ACT) u  KoOHIEHTpanuu
OunupyOuHa B IUIa3Me KPOBH, THIIEPIVIMKEMUS; PEIKO — IMIIOTIMKEMHUs (IIPEUMYIECTBEHHO Y
NAlMEHTOB C CaXxapHbIM JUa0eTOM); HEU3BECTHO — TMIIOHATPUEMHUs, MOBBIIIEHUE AKTUBHOCTU
KpeatuH(pocHOoKnHA3HI.

Tpasmbl, uHmoKCUKAUUYU U OCNONMCHEHUs Npoyedyp. 4YacTO — TPaBMBbI, NEPEIOMBI, CCAUHBI,
CBSI3aHHBIE C M1A/ICHUSIMH.

OmnmncaHne OTACIBHBIX HEXKEIATSAbHBIX PCaKITAM

HmeroTcs cooOuieHns 0 pa3BUTHH OCTPOrO IaHKpeaTuTa Ha (OHE Tepanuu rabaneHTUHOM.
[IpuunHHAs CBsI3b C TAOAICHTUHOM OCTAeTCsl HeICHOM (cM. pasaen 4.4.).
Nmerotcst cooOmmieHust 0 CIy4asX MHONATUU C IOBBIILICHHEM aKTUBHOCTU KpPEaTWHKHHA3BI Y
NAalMeHTOB C TEPMHUHAIBHOW CTaaueld MOYEeYHOH HEZOCTaTOYHOCTH, HAaXOAANIMXCS Ha
reMOIaln3e.

eTu
Cny4an nHGEKIUH IbIXaTelbHbIX MyTeH, CPEHEro OTUTa, OPOHXUTA U CYAOPOT ObLIIM OTMEUYECHbI
TOJBKO B KIMHHYECKHX HCCIENOBAaHUAX y Aereil. Kpome Toro, B KIMHUYECKUX HCCIIETOBAHMIX
COO00IIAJIOCh O CITy4asiX arpeCCUBHOTO MOBEICHUS U THIIEPKUHE30B y AETEH.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coobmiaTe 0 mojo3peBaeMbIX HeKeIaTeNbHbIX PEeaKIUIX MOCJe PerucTpaluu npenapara
C ULenblo oOecreyeHHs HENpepbIBHOTO MOHMTOPUHIA COOTHOLICHMS <«I10JIb3a — PHCK»
JIEKapCTBEHHOI'0 Npemnapara. MeIuIuHCKUM pa0OTHHKAM PEKOMEHIYETCs COOOIIaTh O JIF0OBIX
M0JI03PEBAEMBIX HEXKENATEIbHBIX PEaKLUAX JIEKAPCTBEHHOrO IMpernapaTa yepe3 HallMOHAJIbHbIE
CUCTEMBI COOOILEHUSI O HEXKEeNAaTeIbHBIX pEaKUMSIX TOoCydapcTB — ujieHOB EBpasuiickoro

9KOHOMHUYECKOI'o COro3a.

Poccuiickas ®enepanus

®denepanbHas cinyx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKasl IUI0IIaab, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru
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Pecmy6mxa Kasaxcran (NOCNEQCBATENEHOCTE 0002)

PI'TI na IIXB «Hamumonanensiii LIeHTp 3KCIIEpTH3BI JIEKAPCTBEHHBIX CPEACTB U MEIMUIIMHCKUX
u3nenuiiy Komwurera MeauuumHCKOro W (apMaIeBTUYECKOrO0 KOHTpOJdsl MuHHCTEpCTBa
3npaBooxpanenus Pecyonmku Kazaxcras.

Anpec: ZOOT6ES, r. Acrana, yin. A. Umanosa, 13.

Tenedon: +7 (7172) 235-135

OnekTponnas noyra: farm@dari.kz

Caiit B nH(pOpMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «HTepHeT»: https://www.ndda.kz

Pecny6niuka Apmenust

AO3T «Hayunblii 1EHTp  O3KCHEPTU3bl  JIEKAPCTB U MEAMLIMHCKUX  TEXHOJIOTUM
uM. akazieMuka J. ['abpuensiHay.

Anpec: 0051, r. EpeBan, nip. Komuraca, 49/5.

Tenedon: (+ 374 10) 23-16-82, 23-08-96, (+ 374 60) 83-00-73

TenedoH rops;uedl JTMHUU OTJENla MOHUTOPHHTa O€30IMaCHOCTH JICKAPCTBEHHBIX CPEJNCTB:
(+ 374 10) 20-05-05, (+ 374 96) 22-05-05

Caiit B nH()OPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM cetn «MHTepHeT»: https://www.pharm.am

Pecrryonuka benapych

PVII «eHTp 3KCnIepTH3 U UCIIBITAHUH B 3/[paBOOXPAHEHUN».
Anpec: 220037, r. MuHck, nep. ToBapueckuii, 2a.
Tenedon: + 375 (17) 231-85-14

Temedon oraena dpapmakonanzopa: + 375 (17) 242-00-29

Caiit B nH()OpMAIIMOHHO-TEIEKOMMYHUKAIIHOHHOM cetn «MHTepHeT»: https://www.rceth.by

Keipreisckas Pecniy6nuka

JlemaptaMeHT JIEKapCTBEHHBIX CPEACTB M MEIMLMHCKMX U3JAenuil 1npu MuHHCTEpCTBE
3npaBooxpanenust Koipreizckoit PecriyOonuku.

Anpec: 720044, r. bumikexk, yi. 3-1 nuHus, 25.

Temedon: +996 (312) 21-92-78

OnektpoHHas nouta: dlsmi@pharm.kg

CaiiT B nH(MOpMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceT «MHTepHe™: https://www.pharm.kg
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COOTBETCTBYET 2KC : EPTHOMY OTUETY

ot 24.01.2025 N2 1517

(NOCNEQCBATENEHOCTE 0002)

4.9. Tlepeno3upoBka

CuMnOTOMBI

[Ipu opHokpatHOM mpuemMe 49 T rabaneHTHHAa HAOMIOAATUCH CIEAYIOIINE CHUMITOMBI:
rOJIOBOKPY)KEHUE, [BOCHHE B IJla3aX, HapylIEHHE peuYd, COHJIMBOCTb, MOTEPsl CO3HAHMI,
COCTOSIHUE 3aTOPMOKEHHOCTH M JMapesi JETKOM CTeNeHH, KOTOpPbIe MOJIHOCTBIO MCUe3alu IpU
IIPOBEJCHUHN CUMIITOMaTHYECKON Tepanuu.

Crnenyer y4WTHIBaTh, 4YTO IIOCIE TpHEMa BBICOKMX 03 TabaleHTWHA, YMEHBIIAETCS €ro
BCaChbIBaHHE B KUIIEYHHKE.

ITpu nepeno3upoBke rabaneHTHHOM BO3MOXKHO Pa3BUTHE KOMbI, OCOOEHHO MPH OJHOBPEMEHHOM
IPUMEHEHUH APYTUX JIEKApCTBEHHBIX Mpenaparos, nogasistomux LIHC.

B paMkax 3KCIEpHMEHTOB Ha MbIIIAX W KpbICaX, KOTOPHIM IIpernapaT BBOAWICA B 1103aX 0
8000 Mr/Kr, He yaJloCh YCTAHOBUTDH 3HAUCHHE JICTaIbHOM /103l rabanieHTHHA IPU NePOPATbHOM
BBeZIeHUU. [Ipu3HaKu OCTpOH TOKCHYHOCTM Yy KMBOTHBIX BKJIIOYAJM B ce0s aTakCHuIo,
3aTpyJHEHHUE JIbIXaHUs, ITO3, TUIIOAKTUBHOCTh WU BO30YXK/IEHNUE.

Jleuenue

HecmoTpst Ha TO, 4T0 rabaneHTUH MOXET BBIBOAMTHCSA IPU FeMOJHaIN3e, UMEIOIIUNHCS OIBIT
IIOKa3bIBAaET, YTO OOBIYHO NOJOOHONH HEOOXOAMMOCTH He Bo3HMKaeT. [lamueHtam c TspKenon
MOYEYHOW HEIOCTaTOYHOCTHIO MOXKET OBITh MOKA3aH TeMOINAIIN3.

5.  ®APMAKOJOIMYECKHUE CBOMCTBA

5.1. ®apmakoauHamMHYecKHe CBOicTBA

dapmakoTepaneBTHUECKas rpynmna: IIPOTUBOAMIEITUYECKHE CpEJICTBa, Ipyrue
IPOTUBOAUIIENTHUECKHUE CPEJICTBA.

Kox ATX: NO3AX12

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

TouHbIi MeXaHU3M AeWCTBUS rabareHTHHA He U3BECTEH.

Xumudeckass ~ CTpyKTypa  rabameHTHHAa  aHAJOTHYHA  CTPYKType  HelpomMenuaropa
ramMmma-amMmuHOMacisiHOH KuciaoThl (CAMK), omHako MeXaHu3M ero JCWCTBHS OTIMYACTCS OT
JpPYTMX aKTHBHBIX BELIECTB, B3auMojeWcTByrommx ¢ cuHancamu ['AMK, Takux kak
BaNbIpoaThl,  OapOuTypatel, OeH3oauazenuHbl, HHruoutopsl ['AMK-TpancamuHa3zbl,
uHruoutopel obpatHoro 3axBara ['AMK, aronuctesi 'AMK wu mnponekapctsa 'AMK. B
UCCIIe0BaHMsX IN VItr0 ¢ MEYeHBIM PaJMOM30TONOM rabarieHTHHOM B TOJIOBHOM MO3Te KPbIC
ObuUTH OOHApY>KEHBI HOBbIE 00J1aCTH CBSI3bIBAHUS MpenapaTa ¢ 6e1KamMu, B TOM YHCIIe HEOKOPTEKC
Y TUIIOKAMII, YTO MOKET MMETh OTHOIIEHHE K IPOTUBOCYIOPOKHOM M aHAJIbIe3UPYIOLIEH
AKTUBHOCTHM rabaleHTHHA M €ro MPOW3BOJHBIX. BBIJIO yCTaHOBIEHO, UTO MECTOM CBSI3bIBAHHS

rabaneHTnHa sBIseTcs  0-2-0  (anmbda-2-menbra)  CyOBEAMHMIA — MMOTEHIIMAI3aBUCHMBIX
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 24.01.2025 N2 1517
KQTBIHEBbIX KAHATIOB. (NOCNEQCBATENEHOCTE 0002)

B kiuHWYeCKHM 3HAUYMMBIX KOHIGHTpAIUsAX TrabaleHTUH He CBS3BIBACTCS C JAPYTUMHU
pacnpoCTpaHEHHBIMU pELENTOpaMu K JIGKQpCTBEHHBIM IIpenaparaM W HeHpoMeauaropam,
MPUCYTCTBYIOIIMMH B T0JIOBHOM Mo3re, B ToM uucie [AMKa, TAMKg, 6eH3011a3emMHOBBIMH,
[JIyTaMaTHBIMH, TITHIUHOBBIME Wi N-MeTni-d-acnapTaTHBIMU PEIIENTOPAMH.

["abareHTHH B yCJIOBUAX IN VItr0 He B3aMMOCHCTBYET ¢ HATPUEBBIMH KaHATIaMH, YTO OTJIMYACT
ero ot ¢eHUTOMHA M KapbamasenuHa. B psme TecT-cuctem In Vitro mpumeHeHue radarneHTHHA
NPUBOJIWIO K YaCTUYHOMY CHIDKEHHIO OTBETa Ha aroHucT riyramara N-metui-D-acmaprar
(HMJ/IA), HO TOJBKO B KOHIIEHTpaIuu, npesbimaronieii 100 MKMOJIB/JI, 4TO HEJOCTHXXKHMO B
ycioBusX IN VIVo. B ycioBusix in Vitro npumeHenne rabaneHTHHA IPUBOAUT K HE3HAYUTEIBHOMY
CHIW)KCHHUIO BBICBOOOXKIICHUSI MOHOAMHMHOBBIX HEWpoOMenuaTopoB. BBeneHue radamneHTHHA
KpbICaM TPUBOAMUT K YBEIMYEHHUIO ckopocTu MerabonmzmMa [TAMK B HEKOTOpBIX 00macTsx
TOJIOBHOTO MO3Ta, aHaJOTU4YHO 3(QeKTy Banblpoara HaTpus, ogHako 3¢ ekt HabmogaeTcs B
JIPYTUX OTJEe1ax roJIOBHOro Mo3ra. CBsi3b ONMMCAHHBIX Pa3HOO0pa3HbIX 3(PGEKTOB rabaneHTHHA C
€ro MPOTUBOCYIAOPOKHOW aKTUBHOCTBIO €€ MPEACTOUT YCTAHOBUTH. Y KMBOTHBIX ra0aneHTUH
JIETKO MPOHMKAET B TKaHb TOJIOBHOTO MO3Ta M MPEJOTBpAIIAeT CYAOPOTrH, CIPOBOLMPOBAHHBIC
MaKCHUMaJIbHBIM 3JIEKTPOIIOKOM, XHMUYECKUMU KOHBYJIbCAHTAMH, B TOM YHCJIE MHTHOUTOpaMU
cunre3a 'TAMK, a Takxe B ciy4ae reHETUYECKUX CYJTOPOKHBIX CHHIPOMOB.

Kinunanueckas 3¢ deKTUBHOCTL U 0€3011aCHOCTh

B paMkax KIMHMYECKOTrO HCCIEAOBaHUS aJbIOBAHTHOM Tepamuy MaplUHUaIbHBIX CYAOPOKHBIX
IOPUCTYNIOB y JieTel B Bo3pacte oT 3 1o 12 yer ObUIO MPOAEMOHCTPUPOBAHO HAMYKeE
KOJIMYECTBEHHBIX, HO CTAaTUCTMYECKH HEJOCTOBEPHBIX pa3IM4Uidl [0 YaCTOTE€ CHUKECHHS
KouuyecTBa npuctynoB Ha 50 % B rpynme rabamneHTHHA MO CPaBHEHUIO C TPYMIOHN mianeoo.
JlonoTHUTENbHBIN aHaIM3 4YacTOThl OTBETa Ha TEPalHUI0 B 3aBUCUMOCTH OT Bo3pacta (TMpu
paccMOTPEHHMH BO3pacTa KaK HEMPEPBIBHON NEPEMEHHOM WM NP BBIIEICHUH JIBYX BO3PAaCTHBIX
noarpymni: 3—5 et u 6—12 5eT) He BBISIBUJI CTATUCTUYECKU JIOCTOBEPHOTO BIUSHUS BO3pacTa Ha
3¢ (PEKTUBHOCTH TEpauu.

Pe3y.J'IBTaTBI JAaHHOT'O JOTIOJHUTEIBHOI'O aHalin3a IPEACTaBJICHLL B Ta6J'II/II_[e 2.

Tabnuna 2. OtBet (ynyutnenue Ha > 50 %) B 3aBUCUMOCTHU OT JICUCHHUS M BO3pacTa, MOMYISIUs

MITT*

Bo3pacTHas rpynna ILnauneoo I'abanenTun 3HaveHue p
<6 net 4/21 (19,0 %) 4/17 (23,5 %) 0,7362
6-12 et 17/99 (17,2 %) 20/96 (20,8 %) 0,5144

* MoaudunupoBaHHas TONYIALNKS B 3aBUCUMOCTH OT Ha3HaueHHoro JjeueHus (MITT)
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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ompezensagach Kak COBOKYIIHOCTh BCEX auHeHTég,':'::ﬁagﬂ—-\L)rﬁ%@Mm;&T:B':l ::Fi;%)nny

UCCIIETyeMOH Teparuy U UMEBIIUX MOJIEKAIUE OIICHKE JTHEBHUKU CYIOPOKHBIX MPUCTYIIOB 32
NEepUOJT ITUTEIBHOCTHIO 28 JHEH B paMKaxX MCXOJHOM 1 IBOMHOM cienoit (a3 uccienoBaHusl.
5.2. ®dapmakoknHeTHYeCKHe CBOiicTBA

AOcopbuus

[Tocne mnpuemMa BHYTPh MaKCHMallbHas KOHLEHTpalus rabaneHTHHA B IJIa3Me KpPOBHU
JOCTUTaeTcs B TeueHHe 2—-3 yacoB bHOJOCTYNMHOCTh TrabarneHTHHAa HMEET TEHICHIHUIO K
CHI)KCHHMIO C YBEIMYEHHEM [103bl mpernapara. AOCOiOTHas OHOJOCTYMHOCTh MHpPH IMpUEeMe
karcyn ao3upoBku 300 mr cocrapinsieT npubnuzurensHo 60 %. Iluma, B ToM yucie ¢ BHICOKUM
COJICpKAHMEM JKHPOB, HE OKa3blBaeT KIMHUYECKH 3HAYUMOIO BIHMSHHUS HA IapaMmeTpbl
(hapMaKOKMHETHKY Ta0areHTHHA.

®dapMaKkOKMHETHKa rabalneHTHHA HE H3MEHSETCSl MPU MHOTOKPATHOM IpUEME Mpernapara.
HecmoTpst Ha TO, 4TO B pamMKax KIMHHUYECKHUX HCCIIECIOBAHHM KOHIICHTpalus rabamneHTHHa B
IUIa3Me KPOBU OOBIYHO BapbHpOBaia B auama3oHe 2 MKr/mul — 20 MKI/MiL, OHa HE IMO3BOJISIA
nporHo3upoBarb HH  3(pdexkTuBHOCTh, HM  Oe3omacHOCTh  mpemaparta.  [lapamerpsl
(hapMaKOKMHETUKHU MPEACTABICHBI B TA0IHIIC 3.

Tabmuna 3. CBoanble cpeanune (CV, %) mapameTpbl (QapMakOKHHETUKH TrabarneHTHHA B
PaBHOBECHOM COCTOSIHUM TIPH MHOTOKPAaTHOM TIpHEME C HHTEPBAJIOM JIO3UPOBAHHSA

JUTUTEIILHOCTBIO 8 4aCOB.

IMTapameTp 300 mr (N=7) 400 mr (N=14) 800 mr (N=14)
(hapMaKOKHHETUKHU
Cpensnee % CV Cpennee % CV Cpennee | % CV
Crmax (MKT/MiT) 4,02 (24) 5,74 (38) 8,71 (29)
T e (1) 27 (18) 2.1 (54) 16 (76)
T12 (9) 5,2 (12) 10,8 (89) 10,6 (42)
AUC 24,8 (24) 34,5 (34) 51,4 27)
(0-8) (MKr>u/mi)
Ae% (%) Jlannere Jlanneie 47,2 (25) 34,4 (37)
OTCYTCTBYIOT | OTCYTCTBYIOT

Cmax — MakKcHMaJbHas KOHIIEHTPAIHS B IUIa3Me KPOBU B COCTOSIHIH YCTOWYMBOTO PAaBHOBECHS.

tmax — BpeMst tocTkeHHs Crmax.

T1/2 — nepuon MoNyBBIBEICHUSL.

AUC (0-8) — nutomaip moja KpHBOH 3aBUCHMOCTH KOHIIEHTPALMU B IUIa3Me KPOBU OT BPEMEHH B PaBHOBECHOM COCTOSIHHHU B
niepront oT 0 1o 8 YacoB mocie mprema npernapara.

Ae % — nons npenapara, SIMMUHUPOBABILETOCA ¢ MOUYOIl B HSM3MEHEHHOM BHJE 3a nepuox ot 0 g0 8 yacoB mocie npuema

npernapara, B poLeHTaxX OT NPUHSATON A03bI.
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(NOCNEQCBATENEHOCTE 0002)

Pacnopenenenue

['abareHTHH HE CBs3bIBaeTCS ¢ OelKaMu IUIa3Mbl KPOBH, M €ro 0O0BEeM pacrpeneseHus
cocraBisieT 57,7 nuTpoB. Y TMAaLMEHTOB C OHWICNCHEH KOHIEHTpalusi rabarneHTHHA B
cnuaHoMo3roBor xkuakoctd (CMXK) cocraBiser mpubnusutensHo 20 % 0T MUHUMaIbHON
PABHOBECHOM KOHLIEHTPALMH B IUIa3Me KpOBU. ['abanieHTHH BBIAEINAETCS B IPYIHOE MOJIOKO.

Buorpancdopmarus

OTCyTCTBYIOT JaHHBIE 0 MeTabosinM3Me rabaleHTHHA B OpraHU3Me ueloBeKka. ['abameHTHH He
BbI3bIBACT MHIYKIHMU HeCcHeUUu(UUYECKUX OKCHIa3 IEYeHH, OTBETCTBEHHBIX 3a MeTa0O0JIu3M
JIEKapCTBEHHBIX CPE/CTB.

DJIMMHUHALMS

["abareHTHH BBIBOAWTCS B HEM3MEHEHHOM BHJIE€ MCKIIIOUUTEIBHO MyTEM MOYEYHOU SKCKPEIHH.
[Tepuon nonyBbIBeZieHNs TabareHTUHA HE 3aBUCUT OT MPHUHSATOH 03Bl U COCTABISET B CPEIHEM
oT 5 1o 7 yacos.

VY NOXWIBIX JHIl W TAlMEHTOB C HapylleHHeM (QYHKIUH TOYEeK KIMpeHC rabameHThHa W3
IUTa3Mbl KPOBU CHIOKaeTcs. KOHCTaHTa »IMMUHAINM, IUTA3MEHHBIA KIUPEHC M TOYEeYHBIN
KJIMpEeHC rabaneHTrHa MpsiMo IpONOpLUOHAIbHBI KIIMPEHCY KpeaTHHUHA.

["abaneHTHH ynansercs M3 IJa3Mbl KpOBU INpH remoauanuse. IlanmeHtam ¢ HapylieHuem
(GYHKIMU TOYeK WM HaXOMSIIMMCS Ha TEMOJIUAIN3€ PEKOMEHIYeTCS KOPPEKLHUs 03B
npemnapata (cm. pazaen 4.2.).

JIn"elHoCTh (HEIUMHEHHOCTS)

buopocTynHoOCTh TabameHTHHA CHUKACTCS C YBETUYEHHEM MPUHSATOM [103bI, YTO BIIEYET 3a
c000¥ HETMHEHHOCTh apaMeTpoB (hapMaKOKUHETHUKH, KOTOPBIE BKIIIOYAIOT B pAaCcUET MOKa3aTelb
ouonocrynaoctu (F), wnanpumep, Ae %, CL/F, Vu/F. ®apMakokuHETHKAa SIMMHHAIMNA
(bapmakokuHETHYECKHE TapaMeTphl, He Bkimtouaromue F, takume kak CLr um Tip) mydmie
OTIHMCHIBACTCS IMHEHHOW MOJieblo. PaBHOBECHBIE KOHIIEHTpAIMK rabarneHTHHA B MJIa3Me KPOBU
SIBJISIFOTCS TIPEACKA3yeMbIMU HAa OCHOBE JIAaHHBIX 110 KUHETHKE MIPH OJJHOKPATHOM TpUEME.
eTH

®dapMakoKMHETHKA rabarneHTuHa y aered u3ydanach y 50 310poBbIX TOOPOBOIBIIEB B BO3PACTE
ot 1 mecsma no 12 net. B nenom, koHueHTpanus rabarneHTHHA B TUIa3Me KPOBU JeTel crapiie
5 NeT aHaJoruYHa TAKOBOW y B3POCIBIX MPHU MPUMEHEHUH MperapaTa B SKBUBAJIEHTHOHN /103€ Ha
OCHOBaHUU pacyeTa MI/KI Macchl Tela.

B pamkax wuccnemoBanus (apMakOKMHETHKH y 24 3I0pOBBIX JAeTeld B Bo3pacte OT 1 Jo
48 mecsreB mapameTpsl dkcnozuniuu npemnapara (AUC) 6bimu npubnusurensHo Ha 30 % Hibke,
Cmax — HIDKE, a KIUPEHC — BHINIE NMPU pacdyeTe Ha CIUHUILy MacChl Tella 10 CPaBHEHHUIO C

JOCTYIHBIMHU OMYOJIMKOBAHHBIMH JIaHHBIMH 110 KUHETUKE Npernapara y JeTeil B Bo3pacTe crapiie
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5 ner.

6. ®APMAIEBTHUYECKHUE CBOWCTBA
6.1. IlepeyeHb BCIOMOraTe/bHbIX BelIeCTB

CoiepKMMOe KaIlCyiIbl

e [lemnrono3a MUKpOKPUCTAIINYECKAS,
e  KpaxmaJ NnpexenaTUHHU3UPOBAHHBIMH,
®  TaJbK;

e  MarHus creapar.

Kancyia tBepag skenaTuHoBas

Cocmae kopnyca kancynwl:

e tutana auokcup (E 171);

®  KEJaTHH;

COCMag KpulueuKy Kancyuvi:

e tutana auokcup (E 171);

®  JKEJaTHH.

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rognoctu (CpoK XpaHeHHs)

3 ropa.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NMPH XPaHEHUH

Xpanuts 1pu Temneparype Huxe 25 °C.

6.5. XapakTep M coiep:kaHue NePBUYHON YIIAKOBKH

ITo 8, 10, 15 xamcyn B KOHTYpHYIO STUYEMKOBYIO YHAKOBKY U3 IJIEHKU MOJUBUHUIXJIOPUAHON U
(boJIbru aMIOMHUHNEBOM MEYaTHON JTAKUPOBAHHOM.

ITo 50, 60, 90, 100, 120, 150, 160 kancyn B 6aHKy MOJIMMEPHYIO B KOMIUIEKTE C KPBIIIKOM.

Ha GaHky Hak/IeHBalOT 3TUKETKY CAaMOKJIESIIYIOCS.

baHKy 3aTArMBaIOT B IVIEHKY TEPMOYCaJOYHYIO.

3, 4, 7 KOHTYPHBIX SIYEHKOBBIX YIAKOBOK MO 8 Karcym, uiu 2, 3, 5, 6 KOHTYPHBIX SYCHKOBBIX
ynakoBok 1o 10 karcyn, wim 2, 4 KOHTypHbIE SYeHKOBbIe YIaKoBKH 1o 15 karcyn, uiau 1 6aHky
HNOJMMEPHYIO C JMCTKOM-BKJIAJBIIIEM MOMEIIAI0T B MAaykKy M3 KapToOHa Uil MOTPEeOUTEThCKOU
Tapsbl.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TP  YHUYTOKEHHH  WCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJM  OTX0A0B, TMOJYYEHHbIX TOcjde HpPUMEHEeHUs

JIEKAPCTBEHHOI0 Npenapara, u pyrue MaHUMyJIsUM C NpenapaToM

18



COOTBETCTBYET 2KC : EPTHOMY OTUETY

ot 24.01.2025 N2 1517

(NMOCNEOOBATENEHOCTE 0002)

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanus

Axkunonepsoe obmiectBo «IIpousBocTBenHas dpapmaneBTuueckas kommnanuss OOHOBICHHE)
633621, HoBocubupckas o6., Cy3yHckuit paiion, pr. Cy3yH, yin. Komuccapa 3sTbkoBa, 1. 18.
Temn./akc: 8 (800) 200-09-95.

7.1. TlpencraBurte/ib Jep:KaTe/isi PEeruCTPAIMOHHOIO YJIOCTOBEPEHHSs] HA TEPPUTOPHUU
Coro3a

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATh 110 aAPECy.

B Poccuiickoti @edepayuu

Poccniickas @enepanvs

AxktuonepHoe obmiectBo «IIpousBoacTBennas dapmaneBTuueckas kommnanuss OOHOBIEHHE)
630096, r. HoBocubupck, yin. CtanimonHsas, a. 80.

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

e-mail: pretenzii@pfk-obnovlenie.ru

B Pecnyonuxe Kazaxcman, Pecnyonuxke Apmenus, Pecnybnuxe benapyce, Kvipevisckoii
Pecnyonuxe

Pecrryonuka Kazaxcran

TOO «®apmareiiT-Kazaxcran»

PecnyOnuka Kaszaxcran, ropox Anmarel, AnmanuHckuil paiioH, IIpocmext Abas, mom 153,
kB. 38, moutoBbiid nHAexc 050000

Tem.: +7 777 788 3809

e-mail: saldibekova@pharmagate.co.uk

8.  HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JIATA NMEPBUYHOM PETUCTPAIIMN (IIOATBEPXKJIEHUS PETUCTPAIIAM,
INEPEPETUCTPALIMN)

JlaTa niepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

OOmast xapakTepUCTHKa JIeKapCTBEHHOTro mpemnapara [abamenTuH PeHeBan pocTynmHa Ha
uH(pOpMallMOHHOM TMopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHKaIMOHHOM cetn «HTepHe™» https://eec.eaeunion.org/
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