COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 10.01.2023 Ne 82
OBILAS XAPAKTEPHUCTHKA JIEKAPCTBEHFOPO TIPERAPATA 00T

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cencunop, 10 mMr/mJ1, Karuig yis pueMa BHYTPb.

2.  KAYECTBEHHBIA U KOJTMYECTBEHHBIA COCTAB

JlelicTByrolee BEIECTBO: LETUPU3HHA TUTUAPOXIIOPUL.

B 1 mn npenapara cogepxurcs 10,00 Mr netupusuHa TUruapoxiopua.

BcrnomorarenbHble BeliecTBa, HaJIUMUWe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: TJIMIEpUH, METUINaparuJApoKCUOeH30aT, MPONMINaparuIpoKcuOeH30ar, HaTpui
(cMm. pasnen 4.4).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJIECH B pasnene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

Kamnu nns npuema BHYTpb.

[Ipo3paunbiii OECIBETHBIN WM CJIETKAa KOPUYHEBATO-XKEJITHIA PacTBOP C 3alaxoM YKCYCHOMU
KHCJIOTHI.

4.  KIIMHUYECKHUE JAHHBIE

4.1. Tloxa3aHusl K NPUMEHEHUIO

CeHCHHOp TOKa3aH K TPUMEHEHHUIO y B3POCIBIX M JIeTe B Bo3pacTe ¢ 6 MecsmeB s
o0JeryeHus:

® HA3AIBHBIX W TJA3HBIX CHMIITOMOB KPYIJIOTOAWYHOTO (TIEPCHCTHUPYIOMIETO) W CE30HHOTO
(MHTEPMUTTHPYIOIIETO) aJUIEPTUYECKOTO PHHHUTA W AJUIEPTUYECKOTO KOHBIOHKTHBHUTA: 3YIa,
YUXaHMS, 3a10)KEHHOCTH HOCA, PUHOPEH, CIIE30TCUCHM S, TUIIEPEMUN KOHBIOHKTHBHI;

® CHMIITOMOB XpPOHUYECKOH MIMOMATHYECKONW KPAITMBHUIIBI.

4.2. PexuM 103UPOBAHMSA U CNIOCOO MPHUMEHEHH s

PexxuM 103upoBanus

10 mr (20 kanens) 1 pa3 B ieHb.
AJbTepHATUBHO 71032 MOXKET OBITH pa3iesieHa Ha JBa nmpuema (rmo 10 kamenb yTpoM U BE4epoM).

Oco0bIe I'pynnbl DaMCHTOB

Tlayuenmui nodcunozo eospacma

N3-3a BO3MOXHOTO CHIDKCHMsSI (DYHKIIMM TIOYEK PEXHM TO3UPOBAHUS TIpemapara CleayeT
KoppekTrpoBath (cM. HIbKe «[lalueHTsI ¢ MOYEYHON HEAOCTATOUHOCTHIO).

Tayuenmsi ¢ noueunol He0OCMAamouHOCMobIO

[Tockonbky mnpenapar CeHCMHOP BBIBOAMTCS M3 OpraHu3Ma B OCHOBHOM IOYKaMu
(cMm. pazgen 5.2), mpu HEBO3MOXXHOCTH aJbTEPHATHBHOTO JICUCHHS IMAIIMEHTOB C IMOYCHYHOU

HEJOCTAaTOYHOCTHIO PEKUM JIO3UPOBAHUA Tperapara clieyeT KOPPEeKTUPOBaTh B 3aBHCUMOCTH
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oT PyHKIMHK TOYEK (BEIMUYMHBI KIUPEHCA KpeaTHHMHA —':ﬁé):.:-_l ENOBATENEHOCTE 0001)

KK AJI MYXXKYUH MOXXHO pacCHHUTAThb, UCXOASA W3 KOHUHCHTPALMHU CBIBOPOTOYHOI'O0 KpCaTHMHHUHA,
o cienyromiei popmyse:

[140 - Bo3pacr (romsr)] X macca tena (Kr)

KK =
(MII/MHH) 72 X KKCbIBOpOT (MF/I[J'I)

KK 1151 5)keHIIIMH MOYKHO PacCUYMTaTh, YMHOXKHB TOJIyYeHHOE 3Ha4YeHHE Ha Koddduruent 0,85.

ﬂ03up06ayuey 63POCJIbIX nayueHmoes C NOYeYHOU HeOOCMAMOYHOCMbIO .

IToyeuHass HEZOCTATOYHOCTh KK ma/mun Pexum no3upoBanus

Hopma >80 10 mr (20 kanensb) 1 pa3 B 1eHb
Jlerkas 50-79 10 mr (20 xanens) 1 pa3 B 1eHb
Cpennsist 3049 5 wmr (10 kamens) 1 pa3 B 1eHb

Tsoxenast 10-30 5 mr (10 kamnens) yepe3 AeHb

TepMuHanbHAs CTaIUS —
MALUEHTHI, HaXOJALIHUECS Ha <10 IPHUEM IIperapara IpoTUBOIIOKAa3aH

Jain3e

Tayuenmoi ¢ Hapywenuem QyuKyuu neveHu
YV manueHToB ¢ HapyIICHHEM TOJIBKO (DYHKIIUU TICUEHU KOPPEKIUU PEXUMa JTO3UPOBAHUS HE
TpeOyercs.
VY manueHToB ¢ HapylIeHHeM U QYHKIUU MeYeHH, U PYHKIUU MOUYeK PEeKOMEHIYETCSl KOPPEKIHs
pexumMa J03upoBaHus (CM. TaOJIMILy BBILIE).
eTn
[Tpumenenue y nereil ot 6 1o 12 mecsieB BO3MOXKHO TOJBKO IO Ha3HAYEHHUIO Bpaya U TOJ
CTPOTUM MEIUILIMHCKUM KOHTpOJeM!
Jlemu om 6 0o 12 mecsayes
2,5 mr (5 xamenb) OIUH pa3 B JICHb.
Jlemu om 1 200a 0o 6 1em
2,5 mr (5 karmenb) 1Ba pas3a B IEHb yTPOM U BEYEPOM.
[Ipo10KUTENBHOCTD JICUEHUSI HE JTOJKHA MPEBBINIATH 4 HEJEeNb.
Jlemu om 6 0o 12 nem
Pexxum no3upoBanus uis aereid oT 6 1o 12 ner He oTiauyaeTcs OT pexuMa JO3UPOBAHUS IS
B3POCIIBIX.
[Ipo10KUTENBHOCTD JIEUEHUSI HE TOJKHA MPEBBIIATH 4 HEEIb.
Jlemu cmapwe 12 nem
Pexxum no3upoBaHus s AeTed ctapiie 12 JieT He OTIMYaeTcs OT PeXHUMa JO3UPOBAHUS IS
B3POCIIBIX.

WNuorpa HawaneHOM 10361 S Mr (10 kamenb) MokeT OBITh JOCTATOYHO, €CIU 3TO IMO3BOJISIET
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ot 10.01.2023 N= 82

JOCTHYb YIOBJIETBOPUTEILHOIO KOHTPOJIS CHMIITOMOB. (NOCNEOOBATENEHOCTE 0001)

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

JeTsiM ¢ moueyHO# HE0CTaTOUHOCTBIO 103y KOppekTupyroT ¢ yuetom KK u maccer Tena.

Cnooco0 nnpuMeHeHus

BnyTtpsb.

[TpunuMath mpenapar cjiaeiyeT BeuyepoM, TaK KaK CUMITOMBI CTAaHOBSTCS 0oJiee BhIPaKEHHBIMU
BEYEPOM.

[Tpu HeoOxomumocTH npenapat CEeHCHHOP MOYKHO 3alTUBaTh CTAKAHOM BOJIBI.

[Tpenapatr CeHCUHOP MOXHO MPUHUMATh HE3aBUCUMO OT IIPUEMa MUIIIH.

WNHcTpyKius 1u1st OTKpbITUS (Di1akoHa cM. pas3zaen 6.6.

4.3. TIpoTHUBONMOKA3aHMA

e [UNepuyyBCTBUTEIBHOCTh K LETUPU3UHY, TUAPOKCU3UHY WIU JPYTMM TPOU3BOIHBIM
nuIepasuHa Uil K Jro00My U3 BCIIOMOTaTeNIbHbIX BEUIECTB, IEPEUNCIICHHBIX B pa3aene 6.1.;

e TepMUHANBHAs cTaaus noyeuyHor HepocrarouHocTH (KK < 10 mur/mun);

e JIETCKHMIA BO3pacT 10 6 MecsieB (BBUAY OTPaHHYCHHOCTH MAHHBIX MO 3(P(PEKTUBHOCTH H
0€30MacHOCTH PUMCHEHHS [ICTUPU3UHA).

4.4. OcoOble yka3aHHSl M Mepbl IPEJOCTOPOKHOCTH IIPH PUMEHEHUH

C 0CTOPOKHOCTBIO

e XpoHHUECKas MoYeyHas HEeIOCTaTOYHOCTh (NMpH KIMpeHce KpeaTwmHWHa > 10 M B MUH
TpeOyeTcst KOPPEKIUs pexkUMa 103UPOBAHMS);

® [alMEHTHI TOKUIIOTO BO3pacTa (IIpU BO3PACTHOM CHUKEHHMU KJIyOOUKOBOM (DUIbTpAINH);

® DIIIETICHS U MTAIMEHTHI C IOBBIIEHHON CYI0PO’KHOM TOTOBHOCTHIO;

® TAIMEHTHI C MpeapacnoaralonuMu (hakTopaMu K 3aepkke Mouu (cM. moapazaen «Ocobbie
yKa3aHUs»);

e JeTCKUH Bo3pacT a0 1 roaa;

® TIpU OJIHOBPEMEHHOM YMOTPEOJICHHH C alKoroyieM (cM. paszen 4.5);

® [IepUOJ TPYAHOTO BCKApMIIMBAHUS;

® OEpEeMEHHOCTb.

Oco0ble yKa3aHus

BBuy moTeHIManbHOrO YrHETAIOMIErO BIMSHUS HA LEHTPAIbHYIO HEPBHYIO CUCTEMY CIEAYET
coONroaTh OCTOPOXKHOCTh TpU HazHadeHuH mpemapata CEHCHHOP JETsM B BO3pacTe
oT 6 MecsIeB 10 | roga Mpu HaATHYUU CIEAYIOMHX (AKTOPOB PUCKAa BO3SHUKHOBEHHS CHHIpOMA
BHE3AITHOM I€TCKOW CMEPTH TaKHX, KaK (HO HE OTPAHUYUBASICH YTUM CITHCKOM):

. CHUHJIPOM alHO3 BO CHE WJIM CUHJIPOM BHE3AMHOM JETCKOM CMEpPTHU NETEH TPYIHOIO

BO3pacTa y Opara Wil CeCTphI,
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o 37I0yMOTpeOICHHE MaTepH HAPKOTUKAMH| I Kydgl{';}e-@%%ﬁg %Q%ugﬁﬂgé‘rﬁ, 01)

. MoJ10/101 Bo3pacT marepu (19 net u monoxe);

o 370yNOTpeOIeHHEe KypeHUEeM HSHH, yXaKUBAIOIIeH 3a peOCHKOM (0J(Ha MavyKa CUTapeT B
JIeHb WK 0oJee);

o JIeTH, PETyJISIPHO 3aChIIAIOIINE JIMIIOM BHU3 M KOTOPBIX HE YKJIAIbIBAIOT HA CIIUHY;

o HE/IOHOUIICHHBIE (TEeCTallMOHHBIM BO3pacT MeHee 37 HeNelnb) WM POXKACHHBIE C
HEJ0CTaTOYHOM Maccol Tena (Hmke 10-0ro nmepueHTusIs OT reCTallMOHHOTO BO3pacTa) JeTH;

o IpU COBMECTHOM IIpUEME IIPErapaTroB, OKA3bIBAIOIIMX YTHETAIOUIEe BIMSHUE Ha
[EHTPATBHYI0 HEPBHYIO CHCTEMY.

VY ManueHToB € MOBPEXKIECHUEM CIHUHHOTO MO3Ta, TUIEpIUIa3ued MpeAcTaTeNbHON >KENe3bl,
a TakkKe IMpU HAJIMYUU JPYTHX [peApacroiiaralomux (HakTopoB K 3aJE€pKKE MOYH,
TpeOyercs CcOOJIOJEHHE OCTOPOXKHOCTH, TaK KaK LETUPU3UH MOXKET YBEJIUYMBATh PHUCK
3aJIePKKU MOYH.

Y nanueHToB € MOYEYHOW HEAOCTATOYHOCTHIO PEXHM JI0O3UPOBAHHUA IIpernapara ClieayeT
KOppeKTHpOoBath (cM. pasaen 4.2).

M3-3a BO3MOKHOTO CHIDKEHHSI (YHKIMH IOYEK Y MAIMEHTOB IOXHJIOTO BO3pPAcTa PEXUM
JIO3MPOBAHUS Tpernapara cieayeT KOPpeKTUpoBaTh (M. pasnen 4.2).

PekoMeHnn0BaHO COOMIOATH OCTOPOXKHOCTH NPU MPHUMEHEHUU IETHPU3MHA OJHOBPEMEHHO C
QJIKOTOJIEM, TaK KaK HETUPU3UH MOXKET MMPUBECTH K MOBBIIICHHON COHIMBOCTH.

OCTOPOXKHOCTH CIEAYET COONIOAATh Yy TAIMEHTOB C AMWJICTICUEH W MOBBIIICHHOW CYIOPOXKHOM
TOTOBHOCTBIO.

[lepen HazHaYeHHEM aJUIEPrOJIOTHYECKHX MPOO PEKOMEHIOBAH TPEXTHEBHBIM «OTMBIBOUHBIN
NepUoj, BBHJAY TOT0, YTO ONOKATOphl Hji-THCTAMHHOBBIX DPELENITOPOB MHTUOMPYIOT pa3BUTHE
KOXKHBIX aJUICPTHUECKUX PEaKIIUH.

BcnomMorarennHble BEIeCTBA

[Ipenapat coaepXHUT TAMLEpON (TJIMLEPUH), KOTOPBIA MOXKET BBI3bIBATH T'OJIOBHYIO OO0Ib,
paccTpoicTBO JKeNlyaKa U Auapero (IoHocC).

B cocraB mpemapaTa BXOZST BCIIOMOTraTeNIbHbIE BEIIECTBA METHIINAPAruApoKCcCuOeH30ar u
MPONUINAaparuIpoKcuOeH30aT, KOTOPbIE MOTYT BbI3BaTh aJFIEPrHUECKUE PEaKIUU, B TOM YHCIIE
3aMeJIEHHOT' O THIIA.

Hannpiii npenapar coxepxut 0,1222 mons (wim 2,81 mr) narpus Ha 1 mu. Heobxonumo

YUUTBIBATE MAIUCHTAM, HAXOOAIIUMCA Ha TUCTE C OTPAaHUYCHUCM ITOCTYIIJICHUA HATPUA.
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4.5. BzammopeiicTBHe ¢ JAPYrHMH JIeKapCTBeHHbf:]G]II/I_'I::ﬁ ApATanti Pt - ApyTie CBibt

B3anMMO/IelicTBUS

OpHOBpeMEHHOE NPUMEHEHHE C  a3UTPOMHUIIMHOM, I[HMETHAWHOM, JPUTPOMHIIMHOM,
KETOKOHA30JIOM MWJIM TICeBAO(QEIPUHOM HE BIMAET Ha (PApMaKOKMHETHYECKUE IapaMeTphbl
nerupusuHa. DPapMaKkOKMHETHYECKUX  B3auMmojeictBuii  He  HaOmojanock. CoriacHo
UCIIBITAaHHUSM IN VItro, HeTHpU3KMH He BIMsET Ha 3P PEKT CBA3bIBaHMs Oenka BapdapuHa.
OnHOBpEMEHHBIN TpHUEM a3UTPOMHIIMHA, HPUTPOMHULIMHA, KETOKOHA30J1a, TEOPHUIMHA U
nceproddenpruHa He BBIABWII CYLIECTBEHHBIX H3MEHEHHH B KIMHMYECKHX J1a0OpaTOPHBIX
MOKa3aTelsIX, )KU3HEHHO BaXHBIX pyHKIusax u DKI'.

B uccnenoBanum ¢ ogHoBpeMeHHBIM npueMoMm TeodpuummHa (400 Mr B JI€Hb) W LIETUPU3UHA
(20 mMr B gneHb) ObUIO OOHApPYKEHO HE3HAUYHMTENBHOE, HO CTATUCTHYECKH OCTOBEPHOE
noBblenune 24-yacopod AUC (tutomaam nox kpuBoi) Ha 19 % st netupusuna u Ha 11 % s
teopumimHa. Kpome Toro, MakcumasbHble YPOBHU B IUIa3M€ KPOBHM YBEIMUMIUCH 10 7,7 % U
6,4 % COOTBETCTBEHHO /s HeTHpU3UHA M TeopmuinHa. OJHOBPEMEHHO KIMPEHC IETHPHU3HHA
yMmeHbImics Ha -16 %, a takxe Ha -10 % B cimyyae TeoduiuIMHA, KOTa HETUPU3UH PUHUMATH
HalMEHThl, KOTOPbIE paHee MoJIydaln JieueHHe TeoUIMHOM. TeM He MeHee, IIpeABapUTeIbHOe
JeYeHHE LEeTUPU3MHOM HE OKa3ajo CYIIECTBEHHOIO BIUSHHMS Ha (apMaKOKHHETHUYECKHUE
napaMmeTpsl Teo(hUUIMHA.

[Tocne ogHOKpaTHOTO NpUeMa neTupusnHa B 1o3e 10 mr adgdexr ankorosns (0,8 %o) 3HAUUTETBHO
HE YCWJIMBAJICS; CTAaTUCTUYECKU 3HAYMMOE B3aUMOJICHCTBHE ¢ 5 MTI' [ua3enaMa ObUIo JOKa3aHo B
OJTHOM U3 16 MCUXOMETPHUUECKUX TECTOB.

OpnHoBpeMeHHBIH mpreM 10 MT HeTHpHU3UHA B JIEHb C TIHUIU3KAI0OM MPUBEN K HE3HAYUTEIHBHOMY
CHIDKEHMIO TOKazarened TIIIoKo3bl. OTOT 3(@ekT He HMeeT KIMHUYECKOTO 3HaueHUSs.
Tem He MeHee, peKOMEHIYeTCsl Pa3/IeNIbHbIM TPUEM — TITUIHU3U YTPOM U LETUPU3UH BEUEPOM.
CreneHp BcacblBaHMs II€THPU3UMHA HE CHIDKAeTCs IPU OJHOBPEMEHHOM IpHeMe MHIIH,
XOTd BcachIBaHHe 3amesieTcs Ha 1 yac.

B wuccrnegoBanuM ¢ MHOTOKpaTHBIM IpueMoM putoHaBupa (600 Mr nBa paza B J€Hb) U
nerupusuHa (10 Mr B JieHb) CTeNeHb 3KCIO3UIMM LETHpU3MHA Oblla YBEIMYEHA MPUMEPHO
Ha 40%, B TO BpeMs Kak OKCIO3UIMS pPUTOHABUPA HE3HAYUTEIHHO M3MEHUIIACh
(-11 %) BcenCcTBUE COMYTCTBYIOMIETO MTPUEMa [IETUPH3HHA.

4.6. @epTHIBHOCTH, 6EPEMEHHOCTH U JIAKTAIUS

bepemenHOCTD

JlaHHple 1O  NPUMEHEHHMIO IETUPU3MHA BO  BpeMs  OEpeMEHHOCTH  OTPaHUYEHBI
(300-1000 wmcxomoB Oepemennoctd). OmHAKO HE BBIABICHO ClydaeB (HOPMHUPOBAHHUS

MOPOKOB  pa3BUTHS, OSMOpPHOHAIBHOM W  HEOHATAIHPHOM  TOKCHUYHOCTH C  YETKOH
5
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(NOCNEQCBATENEHOCTE 0001)

HpH‘IHHHO-CHGI{CTBCHHOﬁ CBA3bI0.

OKClepUMEHTAIbHBIC HUCCACIOBAHHMS HA JKMBOTHBIX HE BBISBHIM KAKUX-THOO MPSMbBIX
WIA KOCBEHHBIX HEONAronpusaTHBIX JPQPEKTOB LETHPU3MHA HA PA3BUBAMOIIUICS IUIOJ
(B TOM YHCIIC B TOCTHATAILHOM TIEPHO/IE), TCUCHHE OEPEMEHHOCTH U MTOCTHATAILHOE PA3BUTHE.
[lpy OepeMEeHHOCTHM Ha3HA4YCHHWE [IETUPU3MHA BO3MOXKHO IIOCIE TIHIATEIBHONH OICHKH
«OJIB3BI-PUCK», B Cllydae €CJIM TMpeanojiaraeMasl Iojib3a JUIsi MaTepd  IPEBBIIIACT
MOTEHUUAIBHBIA PUCK JUIS TUIOJA.

JlakTanus

He cremyer npuMeHSTh LETHPU3UH BO BPEMsl TPYAHOTO BCKApMIIMBaHUS, T.K. HETHUPH3UH
OKCKPETUPYETCS C TPYAHBIM MOJIOKOM. LIeTUPH3UH BBIICISIETCS B TPYAHOE MOJIOKO B KOJIMYECTBE
25-90 % OoT KOHIIEHTpalMH B IJIa3Me KPOBH, B 3aBUCHMOCTH OT BPEMEHH OTOOpa mpod mocie
npuema npenapara. HexxenarenbHble peakiiuy, CBSI3aHHbIC ¢ IETUPU3UHOM, MOTYT HAOJIHO1aThCS
y TPY/IHBIX JIETEH.

B mepwox  rpyaHOro  BCKapMJIMBAaHHS ~ HPHUMEHSIOT — IOCJAE€  THIATEIBHOM  OIECHKH
«ITOJIB3BI-PUCK», €CIIU Tpe/roaracMast mojib3a JiIsi MaTepH MPEBBIIIAECT MOTCHIIMATbHBIN PUCK
JUTs peOeHKa.

DepTUabHOCTD

I[OCTYHHI)IG JaHHBIE O BJIHWJIHHKU Ha (1)epTI/IJ'H)HOCTI> YCJIOBCKAa OrpaHUYCHbI, OJHAKO
OTPpUIATCIIBHOTI'O BIIUAHUA HA (bepTI/IJ'II)HOCTI) B UCCJICAOBAHUAX HA )KUBOTHBIX HE BBISIBIICHO.

4.7. BJusiHMe HAa CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeICTBAMH M padoTaTh ¢
MeXaHMu3MaMH

LleTrpu3uH MOKET IPUBECTH K TIOBBIMIEHHON COHJIIMBOCTH, CIIeI0OBATENbHO, ipenapaT CeHCHHOP
MOJKET OKa3bIBaTh BIHSIHHE HAa CIOCOOHOCTH YIIpaBJIATE TPAaHCHOPTHBIMH CPEACTBAMU,
MeXaHU3MaMH.

4.8. HexenateJbHble peaKIUH

HaHHBIe, IIOJYYCHHBIC B KIIMHUYCCKUX UCCJICAOBAHUAX

Ob30p

Pe3ynbrarbl  KIMHUYECKUX ~ MCCIENOBAaHUN  NPOAEMOHCTPUPOBAIM, 4YTO  IIPUMEHEHUE
LETUPU3MHA B PEKOMEHIOBAHHBIX J03aX [MPHUBOJUT K PAa3BUTHUIO HE3HAYUTEIbHBIX
HexxenaTenbHbIX A dexToB Ha [[THC, Britouass COHIMBOCTh, YTOMIISIEMOCTb, FOJIOBOKPYKEHHE
U TOJNOBHYIO 001b. B HekoTopbIx ciyyasx Oblla 3aperucTpupoBaHa IapajoKcaibHas
ctumyssiiust LIHC.

HecmoTpss Ha TO, YTO LETHUPU3UH SBISETCS CEJNEKTUBHBIM OJIOKATOPOM IepHudepruuecKux
Hi-penienTopoB M NMpakTUYECKH HE OKA3bIBAET aHTHXOJUHEPIMUECKOro JIEHCTBHS, COOOIIANIOCH

0 CAVMHUYHBIX ClIy4dasaX 3aTPyAHCHHUSA MOYCHUCITYCKaHUWs, HAPYHICHUAX aKKOMOAalWH H CYXOCTHU
6
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(NOCNEQCBATENEHOCTE 0001)

BO PTY.

Coobmanoch 0 HapymeHUsX (QYHKIMH TE€YEHH, COMPOBOXKAAIOIINXCS MOBBIIIEHUEM YPOBHS
AKTUBHOCTH TI€YCHOYHBIX (DEPMEHTOB M YpOBHS OunupyOuHa. B OoNbIIMHCTBE CilydaeB
HeKeNaTeIbHbIC SIBICHUS PAa3peLIaINCh ITOCIe IPEKPAICHUs TpUeMa [eTHPHU3HHA.

Ilepeuensv HedicenamenbHuix NOOOUHBIX peakyuil

HmeroTcs NaHHBIE, TOMYyYEHHBIE B XOJI€ JABOWHBIX CIIENBIX KOHTPOJIMPYEMBIX KIMHUYECKHX
UCCIICIOBAaHMI, HANpaBIEHHBIX Ha CpaBHEHHE LETHPU3MHA U IUanedo WiIM Jpyrux
AQHTUTUCTAMUHHBIX NPENapaTroB, NMPUMEHSIEMBIX B PEKOMEHIOBaHHBIX ngo3ax (10 mr oxun
pa3 B CyTKH i IetupusuHa) Oosee yem y 3200 mamueHTOB, Ha OCHOBAaHMU KOTOPBIX
MOYKHO TIPOBECTH JIOCTOBEPHBIN aHAJIN3 JAHHBIX 110 0€30aCHOCTH.

CornacHO pe3ynbTataM 00BEIMHEHHOTO aHAIN3a, B INIAe00-KOHTPOIUPYEMBIX HCCIECAOBAHUAX
Ipy MPUMEHEHHH LEeTHpU3MHA B j03¢ 10 Mr ObUIM BBISBICHBI CIEAYIOUIME HEXEIaTelbHbIC

peakuuu ¢ yactoroi 1,0 % wiaum BbllE:

HexenarejbHble peakunu Hernpusun 10 mr _
(tepmunosiorusi BO3) (n =3260) Txauedo (n = 3061)

Obwue HapywieHuss u HApyweHus 8
Mecme 86e0eHUs.
VToMiseMocTh 1,63 % 0,95 %
Hapywenua co cmoponvr nepgnoii
cucmempl
T'onoBokpyxeHUe 1,10 % 0,98 %
T'omosHas 60b 7,42 % 8,07 %
Hapywenus co CMOpoHbL
2HCENYOOUHO-KUULEUHO20 MPAKMA
Boub B xuBOTE 0,98 % 1,08 %
CyxocThb BO PTY 2,09 % 0,82 %
TomrHoTa 1,07 % 1,14 %
Hapywenus ncuxuku
COHIINBOCTH 9,63 % 5,00 %
Hapywenus co CMopoHbL
ObIXAMENLHOU  CUCTHEMbL, OP2AHO8
2PYOHOU KIemKU U CPeOOCmeHUsl
DapuHruT 1,29 % 1,34 %

XoTs yacToTa Ciy4yaeB COHJIMBOCTM B TpyIIe IeTHPU3MHA ObUla BBIIE, YEeM TaKoBas
B rpynne mianebo, B OOJBIIMHCTBE CIy4yaeB A3TO HEXeNaTelbHOE SIBJIIEHHE ObUIO JIETKOMN
WIA YMEPEHHOM crTeneHu TskecTH. [IpM OOBEKTUBHOW OIIEHKE, NPOBOJUMOM B paMKax
JIPYTUX  HUCCIEAOBAaHWM, ObUIO  TMOATBEPXKICHO, YTO TNPUMEHEHHWE  LEeTHpU3WHA B
PEKOMEHIOBAaHHON CYTOYHOH J103€ Y 3I0POBBIX MOJIOJBIX TOOPOBOJIBIIEB HE BIHMSIET HAa HX
MIOBCEHEBHYIO AKTUBHOCTb.

Jemu
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BBISIBJIEHBI CJIEAYIOLINE HEXKEIATEIbHbIE PEaKuu ¢ yacToTou 1 % u BbllIE:

He:xenarenabHbie eaKIuu Hernpusun

(tepmunosiorust BO3) ’ (n= I1)656) Mlaaneto (n = 1294)
Hapywenus co CMopoHbl

AHCENYOOUHO-KUUEUHO20 MPAKMA

Huapes 1,0 % 0,6 %
Hapywenus ncuxuku

COHIIMBOCTH 1,8 % 1,4 %
Hapywenus co CMopoHbl

ObIXAMENLHOU  CUCTEMbL,  OP2AHO8
2PYOHOIU KNemKU U CPedOCMeHUs.
Punur 1,4 % 1,1%

Obwue HapywieHuss u HaApyuweHus 8
Mmecme 66e0erusl
YTomiisteMocTh 1,0 % 0,3%

OngIT HNOCTPECTUCTPALIMOHHOTI'O ITPUMCHCHU A

[ToMuMO HEKENaTENbHBIX SIBICHHUMA, BBIABJICHHBIX B XOJAC KIMHUYECKHX WCCICAOBAaHUH U
OINKCAHHBIX BBIIIC, B PaMKax IMOCTPETHCTPAIIMOHHOTO MPUMEHEHHS Tpernapara HaOJIoJaINCh
CIICIYIOIIME HeXKEATeIbHbIC PEAKIIHH.

HexenaTenbHble SBICHUS TPEACTABICHBI HIDKE IO KiaccaM cucteMbl opraHoB MedDRA
M YacTOTe pa3BUTHSA, Ha OCHOBAaHMM JaHHBIX IIOCTPETHCTPALMOHHOTO IPUMEHEHHUS
npenapara.

YacToTa pa3BUTUS HEXKENATCNbHBIX SBJICHUH  ONpENeNsuiach  CICAYIOIIUM  00pa3oMm:
«oueHb  yacto»  (>1/10); «acrtoy (> 1/100, w0  <1/10); «HEYACTOY»
(> 1/1 000, vo < 1/100); «peaxo» (> 1/10 000, Ho < 1/1 000); «ouensr peaxo» (< 1/10 000);
«4acTOTa HEM3BECTHA» (HA OCHOBAHUHU MMEIOIINXCS JaHHBIX OIICHUTh HEBO3MOXKHO).
Hapywenus co CMOPOHDL Kposu U auM@amuueckor — CuUCmembl: OYCHb
peIKo — TPOMOOIIUTONIEHUSI.

Hapywenus co cmopoHvl umMMyHHOU cucmemvl: PEAKO — PEaKIHUU TUIEPYYBCTBHTEIBLHOCTH;
OYEHB PE/IKO — aHAPHIAKTHYESCKUH IIOK.

Hapymeyuﬂ CO CMOpPOHbL obmena eeuecms u numarus. 4acrtora HCU3BCCTHA — IIOBBLIINICHUC

alreTuTa.
HapyweHuﬂ ncuxuku: HEYACTO — B036Y)KI[CHI/IC; peako — arpeccusa, CHYyTaHHOCTb
CO3HaHUA, ACHUPCCCHA, TaJUIIOIUMHANKU, O4YC€Hb PEAKO — THK; YaCTOTa HCU3BECTHA —

CYHIIUJANbHBIE UJIeH, HAPYIIEHUS CHA (BKIIIOYasi KOIIMApPHbIE CHOBHUJICHUS).
Hapywenus co cmoponvl HepeHOlU cucmembl: HEYACTO — IAPECTE3UHU; PEIAKO — CYIOpPOTIH;
OYeHb pEIKO — U3BpalleHHE BKyca, JTUCKHWHE3Ws, JUCTOHHA, OOMOpPOK, Tpemop;

JaCTOTa HCU3BCCTHA — HAPYHICHUC MMaMATH, B TOM YUCJIC aMHC3Us, TJIYXOTaA.
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3peHUsl, HUCTAarM; 9acTOTa HEM3BECTHA — BACKYJIUT.

Hapywenua co cmoponvl opeanos cuyxa u J1aOUpuHmMHble HAPYWEHUsA:  9acToTa
HEW3BECTHA — BEPTUTO.

Hapywenus co cmoponbl cepoya: penko — TaXuKapIusi.

Hapywenus co cmoponul dceny0ouno-KuueyHo2o mpakma. He4acTo — Auapest.

Hapywenus co cmoponvl neyenu u #cenuesvbl8OOAWUX HPOMOKOS. PENKO — TICUYCHOYHas
HEJIOCTaTOYHOCTh C W3MEHEHHEM (PYHKIMOHAIBHBIX TICYCHOYHBIX P00  (TOBBIICHUE
AKTUBHOCTH  TpaHCaMWHA3, WIeNoYyHOH  (docdaraspl, ramma-rryramuirpancdepassl u
OmMpyOrHa); YacTOTa HEM3BECTHA — T'eIIATHUT.

Hapywenus co cmopousbl KoOdcU U NOOKOMCHbIX ~MKaHel: HEYaCTO — ChbIllb, 3YI;
pEeIKO — KpalMBHHIIA, OYEHb PEIKO — AHTMOHEBPOTUYECKHH OTEK, CTOWKas JIeKapCTBEHHAs
APUTEMA; YACTOTA HEM3BECTHA — OCTPBII FeHEPATM30BaHHbII SK3aHTEMATO3HBIN TYCTYIIE3.
Hapywenus co cmoponbl nouek u Mouesblgo0awux nymei: OYEHb PEAKO — AU3ypus,
DHYpE3; YaCTOTAa HEM3BECTHA — 3aJICPHKKA MOYH.

Hapywenus co cmopoHvl cKelemHo-MbluuedHol cucmemvl U COeOUHUMENbHOU MKAHU: 9acTOTa
HEHM3BECTHA — apTPAJITHsI.

Obwue paccmpoticmea. HEYaCTO — aCTCHUS, HEJOMOTaHHE; PEIKO — epupepuIecKrue OTEKH.
Bruanue Ha  pe3yniomamuvl  1AO0PAMOPHBLIX U UHCMPYMEHMAIbHBIX — UCCLE008AHULL
PENKO — MOBBIIIEHHUE MAacChl Tena.

Onucanue 0mMOEIbHLIX —HENCeNAMeNbHbIX peakyuti. TOCIe TPEeKpalleHUus] MPUMEHEHUS
[NEeTUPU3WHA OBUTM OTMEUYEHBI CJIy4aW 3yJa, B TOM WYHCJIC HWHTCHCHBHOTO 3yjaa W/WIN
KPaITUBHUIIBL.

COO6H.I€HI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare 0 MOA03peBaeMbIX HEXKENaTeNbHBIX pEeaKIUsIX I[OCle pPerucTpanuu
JIEKapCTBEHHOTO TIpernapara ¢ 1eJbl0 00eCTICUeHHs] HETPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHS
«I10J1b3a — PHUCK» JIEKapCTBEHHOIo Mpemnapara. MeauIMHCKUM pa0OTHUKAM pPEKOMEHIYeTcCs
coo0mars O JOOBIX MOAO3PEBAEMBIX  HEXKENATEIbHBIX  PEAKIUSAX  JIEKApCTBEHHOTO
npenapara  4epes HallMOHAJIbHBIE CHUCTEMBI COO0O0IIeHUs 0 HEXeNaTeNbHbIX

peaxkusx rocyAapcTB-4jieHoB EBpazniickoro s5KOHOMHUYECKOT0 COI03a.

Poccniickas @enepanvs
109012, MockBa, CnaBsiHCKas Iomanb, 1.4, ctp.1
®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapaBHanzop)

Tenedon: +7 800 550-99-03
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e-mail: pharm@roszdravnadzor.gov.ru (NOCNEOCBATENEHOCTE 0001)

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

4.9. Ilepeno3upoBka

CuMnOTOMBI

Cumntombl, Ha0moJaeMble TOCi€ SBHOM  MMEpEelO3MPOBKU  MpermapaToM, BIUSIM  Ha
[EHTPAIbHYI0O HEPBHYIO CHUCTEMY WJIH OBLIM CBSI3aHBI C BO3MOXHBIM aHTHXOJMHEPTUYCCKUM
spdexkrom. CHUMITOMBI, KOTOpbIE  HAONIONANWCh  TOCIAE  TpUeMa MO0  MCHbIIEH
Mepe MATUKPATHOIO KOJIMYECTBA PEKOMEHAYEMOM CYTOYHOM J03bI, BKJIIOYAIN CIEAyIoLIee:
CIyTaHHOCTb CO3HaHMs, AUApes, YTOMJISIEMOCTb, TOJIOBHas O00Jib, HEJOMOraHHEe, MHJIpHa3,
3yd, OECHOKOWCTBO, CENaTUBHBIN 3(PQEKT, COHIMBOCTh, CTYIOp, TaXHKapaus, TPEMOp,
3aJIepKKa MOYH.

Jleuenue

Crneunduueckoro aHTU0Ta HET.

B cmyuae mepemo3MpoOBKH PEKOMEHIYETCSl CHMITOMATHYECKOE WJIM  TOJICPKUBAIOIIEe
neuenne. IlpombIBaHME >KelynKa W/WIM TPHEM aKTUBUPOBAHHOTO YIJII MOXET OBITh
3¢ (PeKTUBHBIM, €CIU MEePeI03UPOBKA MPOU3OIIIAa HEeAaBHO. L[eTUPHU3UH YaCTUYHO BBHIBOAUTCS

IIpu JhaJIn3cC.

5.  ®APMAKOJIOT'MYECKHME CBOVMCTBA

5.1. ®dapmakoauHAMHYeCKHE CBOICTBA

®dapMakoTepaneBTUYECKass TPYIa: AaHTUTUCTAMUHHBIE CPEICTBA CHCTEMHOTO JCHCTBUS;
MIPOU3BOTHBIC TTUTIEPA3HHA.

Kox ATX: ROGAEOQ7.

MexaHN3M JIeUCTBUS

Iletupu3uH — akTHBHOE BemecTBO npenapata CeHCHMHOp — SBISETCS MeTaboJIMTOM
TUIPOKCU3MHA, 00JIaJaeT aHTUTUCTAMUHHBIM 3Q(PEKTOM C MPOTUBOAIIEPTUYECKUM JIEHCTBUEM.
[leTnpu3uH OTHOCUTCS K TIpyNNe KOHKYPEHTHBIX aHTarOHMCTOB TUCTaMHHA U OJOKHUpYyeT
Hi-rucramMmuHOBBIE peuenTopsl ¢ HEOOJBIIMM BO3JACHCTBHEM Ha JIpyrHe pelenTopsl
Y IIPAKTUYECKH HE OKA3BbIBACT AHTUXOJIMHEPTUYECKOIO U aHTUCEPOTOHUHOBOTO JACUCTBUS.
IleTnpu3nH OKa3bpIBa€T BIMSHUE HA TMCTAMUH3aBUCUMYIO CTAIHI0 AJUIEPTUYECKHX pPEAKIUN
HEMEIJIEHHOTO JEeHUCTBUS, a TaKXKE YMEHBIIAeT MHTpAIUi0 303MHO(UIOB U OTrpaHUYMBAET
BBICBOOOK/ICHHE MEIMATOPOB MPH AVIEPTUUYECKUX PEaKLUAX 3aMeyIeHHoro Tuna. [IpakTiuuecku
HE NPOXOJUT Yepe3 reMarodHiedanndyeckuil 6appep M, CIeJOBATENbHO, IMOYTH HE CHOCcOoOeH
JOCTUYb LICHTPAJIBHBIX penentopos Hi.

dapmakognaamuyeckue 3P PeKTeI
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

HauMHAJOCh dYepe3 | wyac, AOCTUrajJo MakcuMyma co 2-0ro no 12-piii yac M Bce elle
HaOJII0aJIOCh HAa CTATUCTHYECKH 3HAYMMBIX YPOBHSAX uepe3 24 yaca. B pomonHenue k
QHTUTUCTaMUHHOMY 3(G(eKTy LEeTHUPU3MH Takxke 00JazaeT MNpOTUBOBOCHAIUTEIIBHBIM
3¢ (}eKTOM U TeM CaMbIM OKa3bIBA€T BIMAHUE HA MO3/HIOK (ha3y alIepruuecKoi peakiumu:

— npu go3e 10 Mr omuH WiIM JABa paza B JI€Hb, MHTHOMPYET MO3JHION a3y arperanuu
D03UHO(DUIIOB B KOXKE;

— npu go3e 30 Mr B JeHb, HUHIHOMpPYeT BBIBEJECHHE 303MHO(UIOB B OPOHXHAIBHYIO
QJIBBEOJIIPHYIO JKUKOCTh II0CJIE BBI3BAHHOT'O AJUIEPr€HOM OPOHXHAIBHOIO CY)KEHUS;

— MHTUOMPYET BBI3BAaHHYIO KAJUIMKPEHHOM ITO3/IHIOI0 BOCTIATUTEIBHYIO PEAKIIUIO;

— TIOJIABJISIET DKCIIPECCHI0 MapkepoB BocnaieHwus, Takux kak ICAM-1 nimun VCAM-1,

— MHTUOUpYeT NeiCTBUE TMCTaMUHOINOepaTopoB, Takux kak PAF unu cyocranuus P.

5.2. MdapmakoknHeTHYeCKHe CBOiicTBA

AOGcopouus

[Tocne mpuema BHYTpb mpenapar ObICTpO abcopOUpyeTcs U3 KeIyJOYHO-KUIIEUHOTO TPaKTa.
dapMakOKMHETUYECKHUE MapamMeTpbl LETHPU3UHA INPU €ro MNPUMEHEHUH B J103aX OT 5 10
60 Mr U3MEHAIOTCS JIMHEHHO. PaBHOBECHAs: KOHLIEHTpALUS IOCTUTaeTCsl uepes 3 JHsl.
®apMaKOKMHETUYECKUH NPOQUIIb LIETUPU3MHA aHAJOTHYEH Y B3POCIIbIX U JAETEH.

VY nperell mocie mpueMa LETUPU3MHA B J103€ 5 MI KOHIIEHTpAlMs akTUBHOW CyOCTaHLUU B
OpraHu3Me Takas ke, Kak M y B3pocibIX mocie mpuema 10 mr. ¥ B3pocibix mocie mpuema
nerupusuHa B go3e 10 Mr makcumanbHast KOHIEHTpauus (Cmax) B IUIa3Me KpOBH JOCTUraeTcs
yepe3 1-2 yaca u cocraBisier 350 Hr/mu. ¥V gerel mocie mpuema LIETUPU3MHA B J03€ 5 MI
Cmax B TUTa3Me KPOBH JIOCTHTAETCs depe3 | 9ac u coctaBiseT 275 HI/MIL

[Ipu npueme nerupusnHa B (hopMe Kareidb MaKCUMalbHble KOHIEHTpAallUU B IUIa3Me KPOBHU
JIOCTUTAIOTCS ¢ 60JIee BBICOKOW CKOPOCTBIO.

Pacnopenenenune

Pacnipenenenne mocne npuema 10 Mr cocraBisier 35 JUTPOB Yy B3pPOCIBIX, a CBSI3BIBAHHE C
6enkamu 1aa3mMbl KpoBU — 93 %. YV nereil 06beM pacnpeneneHus nocjie npueMa 5 Mr cocTaBiIser
IpUMeEpHO 17 AUTpOB.

He3HaunTenbHoe KOJTMYECTBO LIETUPU3HHA BBIIEISETCS B IPYAHOE MOJIOKO.

buorpancdopmarms

VY B3pocinbix 60 % 10361 BRIBOJUTCS U3 OPTaHU3Ma B HEU3MEHEHHOM BUJIE MTOYKAMH.
DJIMMUHAIMS
[Tocne mpuema 10 Mr y B3pocibiX OOmMNA KIMpEHC IeTupu3nHa coctasiseT 0,60 Mi1/MUH/KT;

nepuo nomyBeiBeneHus (T1/2) coctaBusier mpumepHo 10 gacos.
11
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npernapata B cyrouyHod npoze 10 mr B Tewenue 10 gHell KymynslUuMU LETUpPU3UHA HE
Ha0JII01aJ10Ch.

[Tocne oxoH4YaHMs JI€YEHHS YPOBEHb LIETUPHU3MHA B IUIa3M€ KPOBU OBICTPO MaJacT HIKE
omnpenenseMslx npenenoB. [I0BTOpHbIE alaeprolornyeckue TeCTbl MOXKHO BO30OHOBUTH 4epe3
3 nHs.

JInna mosKuJioro Bo3pacra

VY 16 NoXuIbIX JIMI] IPU OAHOKPATHOM MpueMe npemnapata B go3e 10 mr T/, 6611 Beite Ha 50 %,
a CKOpOCTb BbIBeZIeHHs Oblia Hibke Ha 40 % M0 CpaBHEHUIO C KOHTPOJIHHON TPYIION.

CHmKeHHe KIMpPEHCa LIETUPU3NHA Y TOXKWIBIX MAllMEHTOB BEPOATHO CBSI3aHO C YMEHBIIICHUEM
(GYHKIHMM MTOYEK Y TON KaTerOpuu MaiueHTOB.

IloueuHas HETOCTATOYHOCTh

Y [anuMeHTOB C TMOYEYHOM HEIOCTaTOYHOCTBIO JIETKOW CTEMeHH TshKecTH (KIMpEeHC
kpearnauHa  (KK) > 50  mu/muH)  dapMakoKMHETHYECKHE  MapaMeTpbl  aHAJIOTHYHBI
TaKOBBIM Y 3JIOPOBBIX IOOPOBOJIBIIEB C HOPMATILHON (DYHKIIUEH MOYECK.

VY MmanvieHToB C MOYEYHOM HEAOCTaTOYHOCThIO cpenHel creneHu TsokecTH (KK 30—49 mu/mun)
Tip yanunsercs B 3 pasa, a oOmuid knupeHc cHmxkaercs Ha 70 % OTHOCUTENBHO 3I0POBBIX
J0OpOBOJIBIIEB C HOPMaJIbHOU (DYHKIIMEH TTOYEK.

VYV mnanuenrtoB, Haxomsuuxcs Ha remoauanmze (KK <7 mn/mMun), mpu mnpueme mnpenapara
BHYTpp B Jo03e 10wmr oOmwmii KiIMpeHC CcHuxkaerca mnpubnusurensHo Ha 70 %
OTHOCHUTEIILHO 37I0POBBIX JOOPOBOJBIEB C HOPMANbHOW (DYHKIMEH TOYeK, a |1 YIUIMHAETCS
B 3 paza.

Menee 10 % netupusuHa yansieTcs B X0/1€ CTaHIapTHOM MPOIeAYPhl FeMOIHaIN3a.

[IeuyeHOYHAs HEAOCTATOYHOCTh

Y  mamMeHToB € XPOHUYECKHMMH  3a00JIeBaHUAMU  T€YeHH  (TemaTOLEIUTIONIIPHBIM,
XO0JIECTATUYECKUM W OWJIMapHBIM ITUPPO30M) TIPH OJAHOKPATHOM TpUEME Npermapara B J03€
10 wmm 20 mr Ty, yBenmuuuBaercs mpumepHo Ha 50 %, a xmmpeHnc cHmxkaercs Ha 40 % mo
CPaBHEHHIO CO 37J0POBBIMU CyOBeKkTaMu. Koppekiius 10361 HE0OXOAMMa TOJIBKO B CIyYae, eciu y
MalMeHTa C TEYEHOUYHOM HEIOCTATOUYHOCThIO HUMEETCS TaKXe CONYTCTBYIOUIAs IOYeqHast
HEIOCTATOYHOCTb.

eTu
VY nereit ot 6 10 12 net 70 % A03b1 BHIBOJUTCS U3 OPraHU3Ma B HEU3MEHEHHOM BHU/JIE€ TOUKaMHU.
[Tocne mpuema 5 Mr y aeteid oOuuii kiupeHc netupusuHa coctanisiet 0,93 mMia/MUH/KT.
Ty mereit ot 6 1o 12 met coctariseT 6 4acoB, OT 2 70 6 JeT — 5 4yacoB, OT 6 MecCsIeB 10 2 JIeT

— cHmxeH 10 3,1 gaca.
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6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTeJbHBIX BElECTB
e [IponuineHrIMKoIIb;
e Tiuuepos (TIULEpHUH);
e HaTpus aleraTa TPUTHIIPAT,
® HATpHs caxapHHaT;
e MeTHIIaparuapokcuden3oar (MeTuiamapaben);
® yKCyCHas KUCIIOTa,
® MPONMWINAPATHAPOKCUOCH30aT (TiporrapadeH);
® BOJIa OYHIICHHAS.
6.2. HecoBmecTUMOCTH
He npumenumo.
6.3. Cpok rogHocTu (CpOK XpaHeHHs!)
3 roga (a1 GrakOHOB TEMHOTO CTEKIIA).

IIoclie mepBOro BCKPLITHUS

[Tocie nmepBOro BCKPhITHS UCMOIB30BaTh B TedeHne 90 cyTok.

6.4. Oco0ble Mepbl MPEeI0CTOPOKHOCTH MPU XPAHEHUHU

[Tpu Temmieparype He Boime 25 °C B OpUTHHATIBHOM yakoBKe (()IaKOH B IMavKe).

6.5. XapakTep M cojiep:kaHue NePBUYHON YIIAKOBKH

[To 10 mu, 20 M Bo (hIakoHBI TEMHOrO CTEKJIa C BHUHTOBOH TOPJIOBHHOM, YKyNOpEHHbIE
poOKaMU-KaneIbHUIIAMA TTOJIMATHJICHOBBIMUA M KPBIIIIKAMHA HABHHYMBAEMBIMH 3 MOJMATUJICHA
HU3KOTO JIaBJICHUS C KOHTPOJIEM NEPBOTO BCKPBHITHS WM C KOHTPOJIEM NEPBOTO BCKPBHITHS U
3aIIUTON OT IETEH.

@dakoH ¢ HHCTPYKLKEH MO MPUMEHEHUIO TOMEIIAIOT B AaUKy U3 KapTOHA JJIsl HOTPEeOUTENbCKON
Taphbl.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TPH  YHUYTOKEHHHM  HCIOJbH30BAHHOIO
JIEKAPCTBEHHOr0  Ipenapara MJIH  OTX0JA0B, MOJYYEHHBIX IOCJe NPUMeHeHHUs
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUIYJISILMH C MIPenapaTomM

Het oco06bIx TpeGoBaHU K YTHIU3AIUH.

I/IHCTDVKIII/HI JUIA OTKPBITUA (bJ'IaKOHa

DaKoH 3aKpBIT KPBIIMIKOH ¢ KOHTPOJEM MEPBOTO BCKPBITUSA M 3aLIUTOM, MPEMSITCTBYIOIIECH €ro

OTKPBITUIO JICTBbMH. dnakoH OTKPBIBACTCA TIpU CHUJIBHOM Ha)XaTWMW KPBIIKKW BHHU3 C

13
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KPBIIKY (pI1akoHa HEOOXOAMMO BHOBb KPETIKO 3aBUHTHUTH.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUSA

Poccuiickas @enepanus

OO0111eCTBO ¢ OrpaHUYeHHOM 0TBETCTBEHHOCTHIO «Tpeyronbauk» (000 «TpeyroabHHKY),
KOpuanaeckuii aapec: 630108, HoBocubupckas obnacts, r. HoBocubupck, yin. CraHIMOHHAS,
1. 30 A, xopmyc 15, momemienue 48.

Ten./dakc: 8 (383) 350-03-10.

7.1. TlpencraBuTe/ib JAep:KaTesisi perucTPAIlHOHHOIO YA0CTOBEPEHN

[Iperen3un norpebuTeed HAIPABIATE 110 AAPECY

Poccniickas @enepanys

Axkunonepnoe obmiectBo «IIpousBocTBenHas dpapmaneBTuyeckas komnanuss OOHOBICHHEY,
630096, r. HoBocubupck, yiu. Ctanimonsas, a. 80,

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

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETHCTPAIHMOHHOI'O YAOCTOBEPEHUSA

9. JIATA MEPBUYHOM PETUCTPAIIMU (IIOATBEPXKJIEHUSA PETUCTPAIIAH,
NEPEPEI'MCTPAILIUN)

JlaTa niepBoii perucTpanuu:
10. JOATA NEPECMOTPA TEKCTA
OO11ast XxapakTepHCTHKa JIEKapCTBEHHOTo npenapara CeHCHHOP I0CTYNHA HAa NHPOPMALMOHHOM

noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHONW CEeTH

«utepuer» http://eec.eaeunion.org/
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