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OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITIAPATA

Lletupuzun Meaucop6, 10 mr/mi, Karm i IpuemMa BHYTPb.

2. KAUECTBEHHBIN U KOJJMYECTBEHHBIN COCTAB

JelicTBytoliee BEUIECTBO: LIETUPU3HH.

Kaxxapiit Mt npenapata cofepkut 10 mMr rietupusnna (B BUAE TUTHIPOXIIOPUTIA).

1 xamuis pactBopa conepkut 0,5 Mr eTupusuHa (B BUAE TUTHAPOXIIOPHUIA).

BcnomorarenbHbie BelllecTBa, HATUYME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
mpernapaTta:  MeTWINaparujapokcuOeHzoaT (MeTwinapabeH), MNpONUINaparuapoKCUOeH30aT
(mpommmapaben) (cum. pasaen 4.4.).

[TonHbIN TepevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamnu nns npuema BHYTpb.
[Tpo3paunblii OECUBETHBIM MU CIIETKa KOPUYHEBATO-XKEITOTO IIBETa PAcTBOpP C 3amaxoMm

YKCYCHOM KHCIIOTHI.

4. KIMHUYECKUE JAHHBIE

4.1. Moka3zaHusi K NPpUMeHEeHHN 0

[Mpenapat Lletupusun Menucop0 moka3aH K NPUMEHEHHIO y B3POCIIBIX U JIETeH B BO3pacTe OT 6

MECSIIEB JIJIg 00JIeTUeHUS

- Ha3aIbHBIX W TJA3HBIX CHUMITOMOB KPYIJIOTOAUYHOTO (TIEPCUCTUPYIOMIETO) U CE30HHOTO
(MHTEpMUTTHPYIOIIETO) AIEPTUYECKOTr0 PUHUTA U aJUIEPTHUYECKOr0 KOHBIOHKTHUBHUTA: 3y/a,
YHXaHbs, 3aJI0)KEHHOCTH HOCA, PUHOPEH, CIIE30TEUYEHHU S, TUIIEPEMHUH KOHBIOHKTHUBBI;

- CUMIITOMOB XpOHH‘IGCKOfI I/I)IHOH&TI/I‘-IGCKOﬁ KpaHI/IBHI/IHBI.

I[IpumeHenne y aetreii ot 6 10 12 MecsinieB BO3MOKHO TOJILKO 10 HA3HAYEHUIO BPA4a U MO/

CTPOruM MEAUIUHCKHUM KOHTpOJ’IEM!

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

Pexxum go3upoBaHus

Bspocnvie
10 mr (20 xanens) 1 pa3 B AeHb.
AJNBTEpHATUBHO 71032 MOXET OBITh pa3jieNieHa Ha JiBa puema (o 10 kamneab yTpoM U BEUYEpOM).

Oco0bIe T'PYIIIBI TAITWUCHTOB

Hauueﬁmbl nooaicus1oco so3pacma
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KOPPEKTUPOBATH (CM. YHKT «/layuenmul ¢ noweuHol HedocmamouHocmoio» pasaena 4.2.).
Iayuenmul ¢ noueunol He0OCMamoyHOCmMbIO

[TockonbKy IETUPU3UH BBIBOAUTCS U3 OpPraHW3Ma B OCHOBHOM ITOYKaMH (CM. pazzen 5.2.), mpu
HEBO3MOXXHOCTHU aJbTEPHATUBHOIO JICYCHUS MAMEHTOB C MOYEYHOH HEJOCTATOYHOCTHIO PEKUM
JO3MPOBAHUsSL TIpernapara ClIeAyeT KOPPEKTHpPOBAaTh B 3aBUCHUMOCTH OT (YHKIUH IOYEK
(cxopocTtb kiydoukoBo# puibrpanun [CKD]).

[Ipy Mcronb30BaHUK TAONUIBI IJIsl KOPPEKTUPOBKH 1103bI KiupeHe kpeartnauHa (KK) momken
OBbITH pacCUMTaH B MJI/MUH.

KK AJId MYKYUH MOXXHO paCcCUuTaTb, UCXOAAd M3 KOHICHTPAIIMKU CBIBOPOTOUYHOI'O KPpCaTUHUHA,

o cienyromiei popmyse:

[140—8o3pact (roast)] x macca Teda (kr)

KK (M1/mun) = 72 x KKcvBOpoT (Mr/a1)

KK s ’KeHIIMH MOKHO PacCUMTaTh, yMHOKUB TIOJTYYCHHOE 3HaYeHHE Ha KoddumueHT 0,85.

Lo3uposarue y 83p0oCibix NAYUEHMO8 C NOYEeYHOU HedOCMAmoOYHOCHIbIO

[Houeuynasi HegocTaTouHOCTHh | CK® (My1/MHH) Pexum no3upoBanus
Hopma >90 10 mr (20 xamens) 1 pa3 B 1eHb
Jlerkas 60-89 10 mr (20 kamens) 1 pa3 B 1eHb
Cpennsis 30-59 5 mr (10 kamens) 1 pa3 B 1eHb
Tsxenas 15-29 5 mr (10 xarmennb) yepes 1eHb

(ue TpeOyromiue

JMan3a)
TepMuHanbHas cTagus — <15 MpUEeM MpenapaTta IpoTUBOIIOKAa3aH
MAIUEHTHI, HAXOJISIIUECS Ha
JTAAITH3E

THayuenmoi ¢ Hapywenuem @hyHkyuu nevenu
VY NanueHToB ¢ HapyUIeHHEM TOJBKO (DYHKIMM MEYEHU KOPPEKLUHU PeXHMa JI03UPOBAHMS HE
Tpebyercs.
VY manueHTOB C HapylieHHeM # (QYHKIHHA TIeUYeHW, W (QYHKIUU T0YeK, PEKOMEHIYeTCs
KOPpEeKLHUs JO3UPOBaHUS (CM. TaOJIHILY BBIIIE).

eTu
[Tpumenenue y nereil ot 6 10 12 mecsueB BO3MOXKHO TOJIBKO 10 Ha3HAUYEHHIO Bpada M I0J
CTPOTUM MEIUIIMHCKAM KOHTPOJIEeM!

Jlemu om 6 0o 12 mecsauyes
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2,5 mr (5 xamens) 1 pa3 B IeHb.

Jlemu om 1 200a 0o 6 rem

2,5 mr (5 kamnensb) 2 paza B IeHb YTPOM U BEUEPOM.

[TpomoKUTENBHOCTD JIEUSHHSI HE 10JIKHA IIPEBBILATh 4 HEJENb.

Ilemu om 6 0o 12 nem

10 mr (20 xanens) 1 pa3 B 1eHb.

[TpoaOMmKUTENBPHOCTD JIEUEHUS HE JIOJIKHA MPEBBIILATE 4 HEJEIb.

AJNBTEpHATUBHO 71032 MOXET ObITh pa3jiesieHa Ha JiBa puema (o 10 kamnenab yTpoM U BEUYEpOM).
Jlemu cmapwe 12 nem

10 mr (20 xanens) 1 pa3 B aeHb

Nnoraa HavanbHOM 10361 5 Mr (10 Kamnenb) MOKeT ObITh JOCTATOYHO, €CJIU 3TO HO3BOJISET

AOCTHUYb YAOBJICTBOPUTCIBHOI'O KOHTPOJIA CUMIITOMOB.

JleTsiM C MOYEYHO# HEe0CTaTOYHOCTHIO 103y KOPPeKTUpYIOT ¢ ydetoM KK u Maccel Tena.

Jlemu 6 so3pacme 0o 6 mecsayes

bezonmacHocTh U 3 PekTHBHOCTH LETUpHU3WHA Yy AeTeld B Bo3pacte or 0 g0 6 MecsneB He
YCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

Bnytps.

[IpunuMath mpenapar cieayeT Be4epoM, T.K. CUMIITOMBI CTAHOBSTCS 0oJiee BBbIPa)KEHHBIMU
BEYEPOM.

[Tpu HeoO6xonumocTH npenapar Lletupusun Meancopd MOKHO 3alUTh CTAKAHOM BO/IBI.
[Tpenapat Lletupusun Meaucop® MOXKHO NPUHUMATH HE3ABUCUMO OT NMPHEMA IHIIH.

Jlns kanenbHOro 103UpoBaHus (hJIaKOH HEOOXOAUMO JIepKaTh BEPTUKAIBHO, OTBEPCTUEM BHU3.

4.3. IIlpoTuBONOKA3aAHUS

® TUINEPUYYBCTBUTEIBHOCTh K LETUPU3NHY, THUIPOKCU3UHY WIM JAPYTUM IPOU3BOJHBIM
NUIepasuHa, WiK K JJI0OOMY U3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUNCIEHHBIX B pa3jaene 6.1.;

e TepMHUHalbHas cTagus noyeuyHoil HenocrarouHocTH (CK® < 15 mu/mMun);

e jeTckuil Bo3pacT 10 6 MecsleB (BBHJY OTPaHUYEHHOCTH JAHHBIX MO 3(P(PEKTUBHOCTH U

0€30MacHOCTH IPUMEHEHUSI LIETUPU3UHA).

4.4. OcoOble ykazaHMsl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

- XpoHHMuecKas modeyHass HemoctarodyHocTh (mpu CK® > 15 mu/mMuH Tpebyercs KOppeKius

peXHUMa J03UPOBaHUS);
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- OIIMJICTICHUA U ITalIMCHTHI C MMOBBIIIICHHOM CYI[OpO)I(HOﬁ TOTOBHOCTBIO,

- MAIMEHTBI C MPeIpacoiaralonumMu (HakTopamMu K 3aJiepiKke ModH (CM. pazaei 4.4. HUxe);

- IETCKUM Bo3pact ¢ 6 mecsiies 110 1 roga;

- IIpy OAHOBPEMCHHOM yrIOTpe6J'IeHI/II/I C AaJKOIoJIEM WM IOpfraparaMy, YrHETAOIIUMU

HeHTpanbHyto HepBHYIO cuctemy (IIHC) (em. pasnen 4.4.);

- IEPHUO]] TPYTHOTO BCKAPMITUBAHUS;
- OEPEMEHHOCTb.

Oco0ble yKkazaHus

BBuny norenumansHoro yruerawomero BiusgHus Ha [THC ciengyer cobmrogaT 0CTOPOXKHOCTh

npu Ha3HayeHuu rnpemnapara Lletupusun Meaucop6 aetsM B Bo3pacte oT 6 mecsueB 10 1 romga

IIpyu HaJIAM4YHUU CICAYIOIINX (1)aKTOp0B PUCKa BO3HUKHOBCHHUA CHHIApPOMA BHE3aITHOM HGTCKOﬁ

CMCPTHU, TAKHX KaK (HO HC OI'paHH4YHBasIChb 3TUM

CITUCKOM):

- CHH/IPOM aItHO? BO CHE WJIM CHUHJIPOM BHE3AITHOM JIETCKOW CMEPTH JETeH TpyAHOro Bo3pacTa y

Opata Win CecTpsl;

- 3H0y1'IOTpe6JIeHI/IC MaTCepu HAPKOTHKAMU HUJIU KYPCHUEM BO BpEM 6epeMeHHOCTI/I;

- MOJI0J101 Bo3pacT maTepH (19 neT u Mosoxe);

- 3710ynoTpeOICHIEe KypeHUEM HSIHH, YXQ)KHUBAIOIIEH 32 peOeHKOM (0JTHA MavKa CUTApeT B JICHb

i Ooree);

- ACTH, PETYJIIPHO 3aChINIA0IINUEC JIMTIOM BHHU3 U KOTOPBIX HE YKIIAABIBAKOT HA CIINHY;

HCIOOHOIIICHHBIC (FCCTaLII/IOHHHﬁ BO3pacT MCHCC 37 Heﬂeﬂb) WM  POXICHHBIC C

HeZ0CTaTOYHOU Maccoi Tena (Huke 10-ro mepueHTuIs OT reCTallMOHHOTO BO3pacTa) JeTH;

- [P COBMECTHOM ITpHEME IpenapaToB, OKa3blBaloIUX yrueratouiee siusgaue Ha [THC.

VY mamueHToB ¢ MOBPEKKACHUEM CIIMHHOT'O MO3Ta, rnnepnnameﬁ HpeﬂCTaTeHLHOﬁ KCJIC3BI, a

TAKXKC IPU HAJIWYUU APYTrUX HIpeApaciiojiararonmx (I)aKTOpOB K 3aJCpKKEC MOYH, Tpe6yeTC$I

coOI0ICHHE OCTOPOKHOCTH, TaK KaK HETUPU3UH MOXKET YBEIMUUBATh PUCK 3aJIEPKKH MOYH.

VYV mnanuMeHToB € MOYEYHOM HEJAOCTAaTOYHOCTHIO DPEKUM JIO3UPOBAHUA Ipernapara cleayeT

KOPPEKTUPOBATH (CM. IYHKT «/layuenmol ¢ noueunol HedocmamoyHocmoio» pasaena 4.2.).

H3-3a BO3MOXXHOTO CHIKCHHS (bYHKI_II/II/I MMOYCK Yy MAaUCHTOB IIOKHUIIOIO BO3paCTa PCKUM

JIO3UPOBaHUsl Tpenapara cleayeT KOpPpeKTHpoBaTh (CM. MYyHKT «llayuenmuvl ¢ noueunou

HedocmamoyHocmoio» paszena 4.2.).

PexomennmoBano COGJ’IIOI[&TL OCTOPO’KHOCTH IPpHU IMPUMCHCHHUU LECTUPU3NHA OOAHOBPEMCHHO C

AJIKOT'OJIEM HMJIM IpcraparaMu, YrHETarOImHUMU

HOBBIILIEHHO COHJIMBOCTH.

ITHC, Tak Kak LETHUPU3UH MOXKET NMPHUBECTU K
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TOTOBHOCTBIO.

[lepen Ha3HAYCHHEM AJIEPTOJIOTMYECKUX MPOO PEKOMEHOBAH TPEXJIHEBHBIA «OTMBIBOUHBIN»
nepuoj BBUAY TOro, 4yTo Ojokatopbl Hi-THCTaMUHOBBIX pELENTOPOB HHTUOHPYIOT pa3BUTHE
KOXKHBIX aJUIEPIHUECKUX PEaKIIHid.

BcnomorarennHble BEecTBa

B cocraB mpemapara BXOAST BCIOMOTATElIbHBIC BEIIECTBA METHUIIAPATHAPOKCUOCH30aT
(metwimapaben) 1,35 Mr u nponuanaparuapokcuoensoar (mporuimnapaden) 0,15 mr, KoTopbie

MOT'YT BbI3BAaTh aJNICPTUICCKUC pCAKIIUN, B TOM YUCJIE 3aMCIJICHHOI'O THUIIA.

4.5. B3amMmopeiicTBHMe ¢ JPYTMMH JIEKAPCTBEHHBIMHM IIpenaparamMM M JApyrue BHABI
B3aMMOJEHCTBHSA

OnHOBpeMEHHOE  NPUMEHEHUE €  a3UTPOMHULIMHOM, LHMMETUIUHOM, OSPUTPOMMIMHOM,
KETOKOHA30JIOM MWJIM TMCeBAOA(EIPUHOM He BIMSACT Ha (DapMAaKOKMHETHUYECKHE IMapaMmeTpbl
nerupusuHa.  DapMaKOKMHETHYECKHX  B3auMojeicTBuii He  HaOmonanock. CoriacHo
UCIIBITAaHHUSIM IN VItro, HeTUpU3KMH He BIUsACT Ha 3P PEKT CBA3bIBaHMs Oenka BapdapuHa.
OnHOBpEMEHHbBII NIpHUEM a3UTPOMMIIMHA, SPUTPOMHULIMHA, KETOKOHA30/a, TeouIMHA |
ncepro3denpruHa He BBIABMII CYIIECTBEHHBIX H3MEHEHMH B KIHWHUYECKUX J1IaOOpaTOPHBIX
MIOKAa3aTeNsIX, )KU3HEHHO BaXHbIX PyHKUIMAX 1 OKI'.

B wmccnenoBannu ¢ omHOBpeMEHHBIM mpreMoM TeodmummHa (400 Mr B J€Hb) M IETHPHU3HHA
(20 Mr B gneHb) ObUIO OOHApPYXKEHO HE3HAYMTEIbHOE, HO CTATUCTHYECKH JOCTOBEPHOE
nosbleHne 24-yacooit AUC (rutomanu nox kpuoit) Ha 19% s nerupusuna u Ha 11% nmns
teopumunHa. Kpome TOro, MakcMMasnabHBIE YPOBHHU B TUIa3Me€ KPOBHU YBEIMYWIUCH 10 7,7% u
6,4% COOTBETCTBEHHO JJsl LIETUpU3MHA M TeopmuinHa. OJHOBPEMEHHO KIMPEHC LETUPU3UHA
yMeHbIIMIICS Ha -16%, a Takxke Ha - 10% B ciiyuae TeoduuinHa, KOrja HEeTUPU3UH MPUHUMAIIH
NAalMeHThl, KOTOpble paHee TMoJIydyald Tepamnuioo TeopuwuimHOM. TeM He  MeHee,
IpeIIIeCTBYIOLIEe JIEYEHHE LETUPU3MHOM HE O0Ka3ajlo CYIIECTBEHHOTO BIIMSHUSA Ha
(bapMakOKMHETHUECKHE TapaMeTpbl TEO(DUIUIHHA.

[Tocne onHOKpaTHOTO MpHeMa retupusnna B 103e 10 mr addext ankoromns (0,8%o) 3HAUUTETHHO
HE YCWJIMBAJICS; CTAaTUCTUYECKU 3HAYMMOE B3aUMOJICHCTBHE € 5 MTI' [ua3enaMa ObUIo JOKa3aHo B
OJTHOM U3 16 ICUXOMETPUYECKUX TECTOB.

OnnoBpemeHHbI npueM 10 Mr nernpusuHa B I€Hb C TIUIIM3UI0OM IPUBEN K HE3HAYUTEIBHOMY
CHIDKEHMIO IMOKa3aTeNel ToKo3bl. DTOT 3((}eKT He MMeeT KIMHUYECKOro 3HadyeHus. Tem He

MCHEC, pPCKOMCHAYCTCA pa3IIeJ'ILHLIfI NPUCM: TIIMIIM3UI YTPOM U HETHPU3HUH BEUYCPOM.
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BCacChIBaHME 3aMeIsieTcs Ha 1 gac.

B wucciemoBanuu ¢ MHOTOKpaTHBIM NpueMoM puToHaBupa (600 Mr nBa paza B J€Hb) U
uetupuzrHa (10 Mr B JieHb) CTENEHb SKCIO3UIMU LETUPU3MHA ObUIa yBEJIMYEHa NMPUMEPHO Ha
40 %, B TO BpeMsl KaK 3KCIO3UIIMS pUTOHABHPA HE3HAUNTENbHO u3MeHunach (-11 %) Bcnencreue

COIIYTCTBYIOLICTO ITpHEMa LHECTUPU3HUHA.

4.6. ®epTHUIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

bepeMeHHOCTB

JlaHHBIE O MPUMEHEHHH IIETHPU3UHA BO BpeMs OepemeHHocTH orpannydeHbl (300—1000 ucxomon
O6epemennoctu). OnHako HE BBIBICHO ClydaeB (OpMHUPOBAaHUS IOPOKOB pa3BHUTHS,
HMOpPHOHANILHOM ¥ HEOHATAIbHON TOKCUYHOCTHU C YETKON IMPUYMHHO-CIIEICTBEHHOU CBSI3BIO.
DKCHepUMEHTAIbHBIE HCCIIEOBAaHUS HA >KMBOTHBIX HE BBIIBMIM KAKUX-THOO MPSMBIX HIA
KOCBEHHBIX HEONaronpusaTHbIX 2QGEKTOB HETUPU3NHA Ha PA3BUBAIOIIUNACSA 10T (B TOM YUCIE B
[IOCTHATaJIbHOM IIEPUO/IE), TEUEHUE OEPEMEHHOCTH U IOCTHATAJIbHOE Pa3BUTHE.

[Ipu GepeMEHHOCTH ClEAYyeT NMPUMEHATh C OCTOPOKHOCTBIO, B CIydae €CIH Mperosaracmas
MOJIb3a JJIsl MaTEePH MPEBBIIIACT MOTEHIIMATBHBIN PUCK AJIS TUIOA.

JlakTanuys

LleTupu3HuH 3KCKPETUPYETCS € TPYIHBIM MOJIOKOM. LleTupu3uH BblaenseTcs B TPyJHOE MOJIOKO B
konmuecTBe 25-90% OT KOHIEHTpAllMU B IUIa3Me KPOBH, B 3aBUCHMOCTH OT BPEMEHHU OTOOpa
npo6 mocie npuema npenapara. HexenatenbHble peaklnu, CBSI3aHHbIE ¢ LETUPU3UHOM, MOTYT
HAOIOIaThCS Y TPYIHBIX JETEH.

HTpallUy B IUIa3M€ KPOBH, B 3aBUCUMOCTH OT BpeMEeHHU 0TOOpa npoOl mocje npuema rnpemnapara.
HexenarenbHble peakiiny, CBI3aHHbIE C LIETUPU3UHOM, MOTYT HAOJIO/IaThCS Y TPYAHBIX JETEH.

B nepuon rpynHOro BCKapMIIMBaHMS CIIEAYET MPUMEHSATh C OCTOPOKHOCTBIO, B CIIy4ae €CIU
mpeJnoaraeMas rmoJib3a Jijisl MaTepy MPEBbIIIaeT MOTEHIIUANBHBIN PUCK IS peOeHKa.

DdepTUabHOCTD

I[OCTYHHBIG JaHHBIE O BJIHWIHHHM Ha q)epTI/IHI)HOCTI: YCJIOBCKAa OI'paHUYCHBLI, OAHAKO

OTpULATCIIbHOT'O BIIMAHUA HA (I)epTI/IJ'IBHOCTL B UCCJICAOBAHUAX Ha ) KUBOTHBIX HEC BBISIBJICHO.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeIACTBAMH H pPadorarh ¢
MEXaHU3IMaMHUu

[letnpu3uH MOXET NPUBECTH K TMOBBIIICHHOW COHJIMBOCTH, CJIEIOBATEIbHO, Mpernapar
Lletupusun  Menucopo MOXET OKa3blBaThb BJIMSHUE Ha CIIOCOOHOCTb  YIPABIAThH

TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MAMMU.
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4.8. HexkennaTeibHbIe peakunu

Pesrome npoduiist 6esonacHocT

Hannvie, nonyuennvie 8 KIUHUYECKUX UCCTEO008AHUAX

O630p

Pe3ynbraThl KIMHUYECKUX UCCIICIOBAHUI MTPOAEMOHCTPHPOBAIIH, YTO IPUMEHEHHE IIETUPU3NHA
B PEKOMEHJOBAaHHBIX J103aX TPUBOJUT K PpaA3BUTHUIO HE3HAUMUTENBHBIX HEXKEIAaTeIbHbBIX
s dexToB Ha [ITHC, BKIItOUasi COHIIMBOCTD, yTOMIISIEMOCTbD, TOJIOBOKPY)KEHUE M TOJIOBHYIO 0OJIb.
B HEkoTOpBIX ciaydasx OblIa 3aperucTpupoBana nmapajgokcansHas crumyssinus LTHC.

HecmoTpst Ha TO, YTO LETHPHU3MH SBISETCS CENEKTHBHBIM OnokaTopom mepudepudecknx Hi-
peLenTopOB M NPAKTUYECKA HE OKa3bIBACT AHTUXOJIMHEPTrHYECKOro JEUCTBUS, COOOIIAIOCh O
€IMHUYHBIX CIIydasx 3aTPyJHEHUS MOUYCHCITYCKAHUS, HAPYIICHUSIX aKKOMOJAIIMN B CYXOCTH BO
pTYy.

Coobmanoch 0 HapymeHUsX (QyHKIHMM IE€YEHU, COINPOBOKAAIOLIUXCS IMOBBIIIEHUEM YPOBHS
AKTUBHOCTH TICYCHOYHBIX (DEPMEHTOB W YpOBHS OunupyOuHa. B OospmmHCTBE CitydaeB
HE)KEeJaTeNbHBIC SBJICHUS Pa3peIIaIiCh TOCIE MPEKpaIIeHHs IpreMa IIeTHPU3HHA.

Hepequb HedicelamenbHbiX HOOOYHbIX peakuuﬁ

HMmeroTcs AaHHBIE, MOJNYyYEHHBbIE B XOJI€ JIBOMHBIX CIICIBIX KOHTPOJUPYEMbIX KIMHMYECKUX
UCCJIEIOBaHUM, HANpaBJICHHBIX HA CpPAaBHEHUE LETUPU3MHA U IUIanedo WM JApYyrux
AQHTUTUCTAMUHHBIX TPENapaToB, MIPUMEHIEMBIX B PEKOMEHJOBaHHBIX 103ax (10 Mr onuH pa3 B
CYTKU Uil LeTupu3uHa) Oosnee uyeM y 3200 manueHTOB, Ha OCHOBAaHUHU KOTOPBIX MOXKHO
IPOBECTU JOCTOBEPHBIN aHAIN3 JAHHBIX 110 0€30MaCHOCTH.

CornacHo pe3ynbraTaM 00beIMHEHHOTO aHAN3a, B IU1a11€00-KOHTPOJIUPYEMBIX UCCIEA0BAHUAX
IpU NPUMEHEHUU LEeTHpu3MHa B A03€¢ 10 Mr ObUIM BBISBICHBI CIEAYIOLIUE HEXKeIaTelbHbIE

peakuuu ¢ yactoro 1,0% wnnu BbIIE:

HexenaTenbHble peakuuu Herupusnn 10 mr IInane6o
(TepmuHoJiorusi BcemupHoii (n =3260) (n=3061)
OpraHu3anyu 31pPaBoOXPaHeHHUs

(BO3))

Obwue HapyweHus u HapyuleHus 8
Mecme 86e0eHUs

YTOMIIsIEMOCTD 1,63 % 0,95 %
Hapywenus co cmoponwvl HepsHOl

cucmemol

["onoBoKpyKEeHUE 1,10 % 0,98 %
I'onoBHAs 00Jb 7,42 % 8,07 %
Hapywenus co CMOPOHbL

cheﬂyOOIIHO'KumeltHOZO mpaxkma

Bonb B )KUBOTE 0,98 % 1,08 %




COOTBETCTBYET ZKCTEPTHOMY OTHETY

DapuHIUT

CYXOCTB BO Ty 2’0 % I:'_il:l._,_ ||:,|J.':: %:..BEE'JE.HI,_, T oo
TomrHOTa 1,07 % 1,14 %
Hapywenus ncuxuxu
COHJIMBOCTD 9,63 % 5,00 %
Hapywenus co CMOPOHDL
ObIXAMENbHOU  CUCTEMbl, OP2AHO8
2PYOHOU KIemKU U CpedoCmensl
1,29 % 1,34 %

XO0T4 4acToTa CIIy4aeB COHJIMBOCTH B TPYIINE HETUPU3UHA Oblja BBIIIE, YEM TaKOBas B TPYIIIE

nnaue6o, B OOJIBIIIMHCTBE CJIY4ac€B 3TO HCKEIATCIIBHOC SABJICHUC OBUIO JIETKOH HIu YMepeHHOﬁ

cTeneHu TsbkecTu. [lpu 0ObeKTHUBHON OIEHKE, MPOBOAMMOI B paMKax JAPYruX HCCIEI0BaHUM,

OBLIIO MOATBEPXKACHO, YTO MPUMEHEHHE LIETUPU3MHA B PEKOMEHJOBAHHON CYTOYHOH J03€ Yy

3A0POBBIX MOJIOABIX ZIO6pOBOJII)IIeB HC BJIMACT HA UX MMOBCCAHCBHYIO dKTUBHOCTD.

emu

B miane6o-KOHTpOIMpyeMbIX HCCIENOBAaHUSX, Y JeTeil B Bo3pacTe oT 6 mecsneB a0 12 jer

ObUIN BBISBIICHBI CICAYIOIINE HEXKENIATEIbHbIEC PEaKIUU ¢ 4acTOTOH 1 % u BbILIE:

(trepmunoJiorusi BO3)

HexenareabHble peakmun

HeTupusun
(n = 1656)

Il1aneoo
(n=1294)

Hapywenus co cmoponwi

Hunapes

OfceﬂyOOHHO‘KMWELIHOZO mpakma

1,0 %

0,6 %

Hapywenus ncuxuxu
COHJIMBOCTH

1,8 %

1,4 %

Hapywenus co cmoponul

ObIXAMENbHOU CUCTEMbL, OP2AHO8
2PYOHOU KNemKU U CpedoCmeHts]
Punur

1,4 %

1,1%

Obwue Hapywienuss u HapyuweHus

8 Mecme 66e0eHUS
YTomiseMocTb

1,0 %

0,3%

PesroMme HexxenaTenbHBIX PEAKIINT

Onvim nocmpezcucmpayuOHHO2c0 NPpUMeHeHUs

I[ToMuMO HeEXeIATEIbLHBIX peaKI.IPIfI, BBISBJICHHBIX B XOJ€ KIMHHYECKUX MCCIEIOBaHUII M

OIMMMCAHHBIX BBIIIC, B PaMKaX IMOCTPETUCTPAlMOHHOTO MPUMEHCHUA LECTUPU3HUHA Ha6J'IIO,Z[aJ'II/ICI)

CICOYIOMUE HEKECITATCIIbHBIC PCAKIINH.
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HexenarenbHbie p€akuu NpeACTaBJICHbBI HHXKE I10 KHJ,QJ‘;W—II %%MTE& lé. BC ﬂ}l—éd_'b’ﬁ%\, )41

9acTOTE Pa3BUTHS, HA OCHOBAaHUH JIAHHBIX TTOCTPETUCTPAIIMOHHOTO TPUMEHEHHUS [IETUPU3UHA.

YacroTra pa3BUTHs HEKENATEIbHBIX PEAKIMA OMPEessuiach CIeIyomuM 00pa3oM: O4eHb 4acTo
(>1/10), gacro (>1/100, vO <I1/10), Hewacto (>1/1000, HO <1/100), penxko (= 1/10000, HO
<1/1000), ouenb penko (<1/10000), gacroTa Hen3BeCTHA (HA OCHOBAaHWUU HMMEIOIIUXCS JAHHBIX

OLICHUTHh HEBO3MOYKHO).

Hapyuwenus co cmoporbl Kposu u JZMMd)Clﬂ’lLl’l@CKOi;l cucmenyvl

OdeHb peIKo: TPOMOOIIMTOTICHHUS.

Hapyuwenus co cmoporbl umMmyHHOU cucmembl

Penko: peakuny runepyyBCTBUTEILHOCTH.
OueHb peako: aHAPUIAKTHIECKUH TIOK.

Hapywenus MemadonUIMAa U NUMAHUSL

YacToTa HEeM3BECTHA: MOBLIIICHHUE AIlIETUTA.

Tlcuxuueckue HAPYUWEHUA

Heuacro: Bo30yxaeHue.

Penxo: arpeccusi, CIlyTaHHOCTb CO3HAHUS, IETPECCHS, TALTIONUHALINN, OECCOHHUIIA.
OueHb peKo: THK.

YacToTa HEM3BECTHA: CYHIIUAATBHBIC MBICIH, HApYIICHUs CHA (BKJIIOYast KOIIMapHbIE
CHOBU/JICHUSA).

Hapywenus co cmoponbi H€D6H012 cucmemal

Heuacro: mapecre3umu.

Penxo: cynoporu.

Ouensb penko: u3BpalieHue BKyca, JUCKUHE3Us, JUCTOHUSI, 0OMOPOK, TPEMOP.
YacToTa HEM3BECTHA: HapyHmCHUEC IMaMATHU, B TOM YHCJIC aMHE3Us, TJIIYXO0TaA.

Hapywenus co cmoponsl opeana 3perus

OueHb PEAKO: HAPYIICHUEC aKKOMOAallnu, HCYETKOCTb 3pCHU, TOpCI/IOHHHﬁ HUCTarm.
YacToTa HEN3BECTHA: BAaCKYJIUT.

Hapywenus co cmoponsl opeana cayxa u ﬂa6upuHma

YacToTa HEU3BECTHA: BEPTHUTO.

Hapywenus co cmoponbl cepdua

Penko: TaXHUKapaAus.

JKenyoouno-kuwieunvie Hapyuenus

Heuacro: nnapes.
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Hapyuwenus co cmoponsl neuenu u dcenyesnlsod

iniate
)SIULUX m}ueu'

PGI[KOI INCYCHOYHasA HCAOCTATOYHOCTh C HM3MCHCHHECM q)YHKL[I/IOHaJILHBIX IICYCHOYHBIX Hp06

(TOBBIIIIEHNE aKTUBHOCTH TpaHCAMUHA3, MIEIOYHON ¢ocdaraspl, raMma-riryTaMmiITpancdepasbl

1 OmMpyOuHa).

YacToTa HEeM3BECTHA: I'eMaTHT.

Hapyuwenus co cmoporbl Kodcu u NOOKONCHLIX MKAHel

Heuacro: cbinsb, 3ya.

Pe,I[KOZ KpalluBHHUILIA.

OueHp PCIAKO: aHFI/IOHCBpOTI/I‘IeCKI/Iﬁ OTCK, CTOMKas JICKApCTBCHHAA SpHUTEMA.

YacToTa HEU3BECTHA: OCTPBIN M€HEPAIN30BAHHBIN dK3aHTEMATO3HBIN ITyCTYJIE3.

Hapywenus co cmoporbl szmelmoﬁ, CKeJlenmHo

U U COCOUHUMENbHOU MKAHU

YacToTa HEeM3BECTHA: apTpaJiruia, MuaJirvu.

HapymeHuﬂ CO CHIOPOHbL NO4YEK U M01{66b1600}1u4ux anEﬁ

OueHb peaKo: TU3ypHusl, SHYpE3.

YacroTa HEHM3BECTHA: 3aACPKKa MOYH.

O6M4M€ HAPYWEeHUA U peadKyuu 6 mecnie 66e0¢eHUs

HeuacTo: acTeHusi, HeZIOMOTaHHE.
Penko: nepudepudeckne oTeKu.

ﬂa6opamoprle U UHCMPYMEHRNAIbHblE OaHHble

Penko: moBewIllIeHHE MacChHI TelIA.

Omnucanyre OTAeNbHBIX HeKEIATSIbHBIX PeaKIIUN

ITocae MMpEKpaliCHUA NPUMCHCHHUA LECTUPHU3UH

HHTCHCHUBHOI'O 3yaa /A KpalninBHHIBI.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIATEIBHBIX

a OBLIM OTMCYCHBI CIydyan 3yJa, B TOM YHUCIIC

PCAKIIUAX

BaxHo coo0mare O MOAO3PEBAEMBIX HEXKENATENbHBIX PEAKIUAX [OCIE PErucTpaluu

JICKApPCTBCHHOT'O IIpeTiapaTa C LCJIbIO obecrnieueHUs HEMPEPBIBHOI'O MOHUTOPHUHTA COOTHOIICHUS

«II0JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpCriapara. MeauiuHCKUM pa6OTHI/IKaM PEKOMCHAYCTCA

COO6HIaTI) 0 JII00BIX MoaO3pCBACMBbIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCriapara

YEpe3 HAIMOHAIBHBIC CUCTEMBI COO6H1€HI/I$[ 0 HCXKCIATCIIBHBIX PCAKIUAX TOCyAapCTB — YJICHOB

EBpa3uiickoro 5KOHOMHUYECKOr0 COH03a.

Poccuiickas @enepanus

®denepanbHas city:x0a 1o HaJa30py B cdepe 3ApaBOOXpaHEeHHUs

Anpec: 109012, r. Mocksa, CnaBstHCKas miiomanp, 1.4, ctp.l.
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Tenedon: +7 800 550 99 03 (NOCNEROBATENLHOCTE 0004)

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru
CaiiT B nH(OpPMAIIMOHHO-TEJIEKOMMYHUKALIMOHHON ceTH «MHTepHEeT»:

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

4.9. llepeno3upoBka

CuMINTOMBbI

CuMnTOMBI, HAa0JIIOIaeMBbIC TTOCIIE SIBHOW MEPEeI03UPOBKHU Tpemapata, B Ha [THC wim
OBLTM CBSI3aHBI C BO3MOXKHBIM aHTHUXOJIHHEPruueckKuM 3¢dexkrom. CHMITOMBI, KOTOpPHIE
HaOJI0IATKCh TOCHe TIprUeMa Mo MEHbIIEeH Mepe MATUKPATHOTO KOJIMYECTBA PEKOMEHAYEMOM
CYTOYHOM J03bl, BKJIIOYAJIU CIEAYIOIIEE: CIIyTaHHOCTh CO3HAHMS, AUAapes, YTOMIISIEMOCTb,
rojoBHass 0O0Jb, HEIOMOTaHWE, MUApPHUA3, 3yl, OCECIOKOWCTBO, CEIATUBHBIN 3(QeKT,
COHJIMBOCTb, CTYIIOP, TAXUKAPJIUsI, TPEMOP, 3aJ€pKKa MOYH.

Jledyenue

Crneunduueckoro aHTU0Ta ETUPU3UHA HET.

B cnydae mnepeno3upoBKH PEKOMEHAYETCS CHUMITOMATHYECKOE WM MOJIAEPKUBAIOLIEE
nedenue. IIpomMbiBaHWe JKelyaka W/HWIW TPUEM AKTUBUPOBAHHOTO YIJISI MOXET OBITh
3¢ (}exTUBHBIM, €CcTM Mepelo3UpPOBKA MPOM30LLIA HeAaBHO. LleTHpu3WH 4YacTUYHO

BBIBOAUTCA IIPU JHUATIU3C.

5. ®APMAKOJIOTUYECKHUE CBOHCTBA

5.1. @apmakoanHaMuvecKue CBOCTBA

®dapmakoTepaneBTUUYeCKass TIpyIIa: aHTUTUCTAMUHHBIE CpPEJICTBA CUCTEMHOIO JACHCTBUS;
MIPOU3BOIHBIC MMUIIEPA3HHA.

Kox ATX: ROGAEQ7

Mexanusm geiicTBus

[leTnpu3uH — aKTUBHOE BellecTBO mpenapata Lletupusznn Menucop6 — siBnsieTcst MeTaboIuTOM
TUAPOKCU3MHA, 00J1a/1a€T aHTUTUCTAMUHHBIM dP(PEKTOM C TPOTHBOAIIEPTHUECKUM JICHCTBUEM.
[leTupH3uH OTHOCUTCS K IpyIIe KOHKYPEHTHBIX aHTarOHWCTOB TUCTaMHMHA U Onokupyer Hi-
TUCTAMUHOBBIE PELENTOPhI ¢ HEOOJIBIINM BO3AEHCTBUEM Ha JIpYrUe peLenTOpbl U MPAKTUYECKH
HE OKa3bIBACT aHTUXOJIMHCPTUYCCKOIo U aHTUCCPOTOHUHOBOT'O JleﬁCTBPIH.

[leTnpu3uH OKa3bIBAeT BIUSHUE HAa TUCTAMUH3AaBUCHUMYKIO CTAJHIO aJUIEPTHMUYECKUX PEaKIuit
HEMEIJIEHHOTO JEWCTBUS, a TAaK)KE YMEHBIIAET MUTPAIUI0 S03MHO(DHIOB U OTpaHHYMBACT
BBICBO60)K)I€HI/Ie MCIUATOPOB IMPHU AJUICPITUUCCKUX PCAKIUAX 3aMEAJICHHOI'O THUIIA. HpaKTquCKH
HE TPOXOJUT uepe3 TremarodHiedanueckuii 6apbep M, CIEAOBATEIbHO, MOYTH HE CIOCOOEH

AO0CTHUYb CHTPAJIBHBIX PECUCIITOPOB H;.
11
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(MOCNEOOBATENLHOCT 0004)

dapmakognaamuyeckue 3P PeKTeI

COOTBETCTBYET ZKCNEPTHOMY OTUETY

B wuccnenoBaHusx BIMSAHMS THUCTAMMHA Ha KOXY JAEWCTBHE LEeTHpU3MHAa B no3e 10 mr
HauMHAJOCh dYepe3 1 uyac, JOCTUrajo MakcuMyma co 2-To mo 12-plii yac U Bce ele
HaOJII0AaJ0Ch HA CTAaTUCTHYECKH 3HAYMMBIX YpPOBHAX uepe3 24 daca. B nomonHenue x
AHTUTUCTaMUHHOMY 3¢ (deKkTy LeTUpU3MH Takke o0sajgaeT MPOTUBOBOCHAIUTEIbHBIM
3¢ PEKTOM U TeM CaMbIM OKa3bIBAET BIMSHUE HA TIO3HION (ha3y aIepruuecKol peakiuu:

- mpu go3e 10 Mr ogwH WiIM JBa pa3a B JICHb, MHTHOMpYET TO3AHIOK (a3y arperanuu
503MHO(QHIOB B KOXKE;

- npu no3e 30 Mr B JAeHb, HUHIUOMpPYET BBIBEIEHUE H03MHOPUIOB B OpPOHXUAIBHYIO
AJIbBEOJISIPHYIO XKHUJIKOCTh II0OCIIE BBI3BAHHOTO aJNIEPr€HOM OPOHXHUAIBHOIO CYKEHUS;

- UHTUOMPYET BBI3BAHHYIO KAJUTMKPEUHOM TO3THIOI0 BOCHIAIUTEIIBHYIO PEAKIIHIO;

- IO/IABIISIET IKCIPECCUIO0 MapKepoB Bocniasienus, Takux kak [CAM-1 unu VCAM-1;

- UHTUOHMpYeT eHCTBHE TMCTaMHUHONINOepaTopoB, Takux kak PAF nnu cyGcranuus P.

5.2. @apMaKkoKHHEeTHYECKHe CBOIicTBA

AOGcopouus

[Tocne npuema BHYTpb Ipemnapar ObICTPO abCcOpOMpYyeTcss U3 KETyAOYHO-KUIIEYHOIO TPaKTa.
PapMaKOKMHETUYECKUE MTapaMETPhl LIETUPU3MHA IIPU €r0 IPUMEHEHUH B 103aX OT 5 10 60 mr
M3MEHSIOTCS IMHEIHO. PaBHOBECHAsI KOHLIEHTpALUs JOCTUTAEeTCs Yepe3 3 JHSL.
®apMaKOKMHETUYECKUH NPOQUIIb LETUPU3MHA aHAJTOTMYEH Y B3POCIIbIX U JAETEH.

VY nerell mocie npuéMa LIETUPU3MHA B J03€ 5 MI' KOHIEHTPALUs aKTUBHOW CyOCTaHIMM B
OpraHM3Me TaKas k€, Kak U y B3pOcCIbIX rocie npuema 10 mr.

VY B3pocinbIxX mocne npueMa netupusuHa B 103e 10 mr makcumanbHas KoHUEHTpauust (Cmax) B
TuIa3Me KpOBH JOCTHTaeTcs yepe3 1-2 waca m cocramiser 350 Hr/miu. Y nereit mocie mpueMa
HeTupu3nHa B 103€ 5 MI Cmax B IJIa3M€ KPOBM JOCTUraercs depe3 1 vac m cocrasisier 275
HI/MJL.

[Tpu npueme nerupusnHa B (opMe Kareilb MaKCUMaJbHblE KOHIIEHTPAllMU B IJIa3Me KpPOBHU
JIOCTUTAIOTCS ¢ 00Jiee BBICOKOH CKOPOCTHIO.

Pacnpenenenue

O6mwem pacnpeaeneHus nocie npuema 10 Mr cocraBiser 35 TUTPOB y B3POCIIBIX, a CBSI3bIBAHUE
¢ Oenkamu 1ua3mbl KpoBU — 93%. Y nereit oObeM pacmpeseneHus IOcie mnpuemMa 5 Mr
COCTAaBJISIET MPUMEPHO 17 MUTPOB.

He3naunTenbHOE KONMMYECTBO LIETUPU3NHA BBIACTSETCS B TPYAHOE MOJIOKO.

BI/IOTDaHCd)ODMaHI/Iﬂ

VY B3pocasix 60 % 10361 BRIBOJAUTCS U3 OpPraHU3Ma B HEM3MEHEHHOM BH/IC TTOUYKAMHU.

DIMMHHAINS
12
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[Tocne mpuema 10 Mr y B3pOCHbIX OOIIMH KIHPEHC ue%g&;%%%“agﬁﬁlfI_d)':df)Tl\EhflMHi}/'Kr

nepuop nonyseiBeneHus (T12) cocrasiser npumepHo 10 yacos.

[TpuéM HECKOMBKHX J03 HE H3MEHSET (QapMaKOKHHETHYeCKue mapamerpsl. [lpm mpueme
npenapara B cyrouHod no3e 10 mr B Teuenwe 10 aHeH KyMyJsiiUM UETUPU3WHA HE
HaOJIFOJAJIOCh.

[Tocne oxoHYaHMS JIEYCHHS YPOBEHb IETUPH3MHA B IUIa3M€ KPOBU OBICTPO TMaJaeT HUXKE
oTpeneNsieMbIX MpeaesioB. [IoBTOpHBIE aIeprolornyeckiue TeCThl MOXKHO BO30OHOBUTH 4yepes 3
JTHSL.

IloyeyHas HEIOCTATOYHOCTh

VY ManueHToB ¢ MOYCUHOU HEAOCTATOUYHOCTHIO Jierkoi cterneHu Tsokectd (CKD 60—89 mur/Mun)
(dapMaKOKMHETHYECKAE TapaMeTphl AHAJIOTUYHBI TAKOBBIM Yy 3JI0POBBIX JOOPOBOJBIIEB C
HOpMaJIbHOU (QYHKIUEH MOYEK.

VY mnamueHTOB ¢ MOYEYHOM HEJOCTaTOYHOCThIO cpenHeit cremeHu TsokectH (CKD 30-59
wi/mMuH) Tip yamuHsercs B 3 pasa, a oOmmii kimpeHc cHmkaercs Ha 70 % OTHOCHTENBHO
3/10pOBBIX JOOPOBOJIBLIEB C HOPMAJIbHON (DYHKIUEH MOYEK.

VY nauuentoB, Haxonsaumxcs Ha remoguanuse (CK® < 15 mu/mMuH), npu npueme npemnapara
BHYTPh B 03¢ 10 mMr oOummii kiupeHc cHuxkaercs nmpubiau3utenbHo Ha 70 % OTHOCUTENBHO
3JI0POBBIX JOOPOBOJIBILIEB C HOpMaAJIbHOU (PyHKITMEH TTouek, a Ty, yanunsercs B 3 pasa.

Menee 10 % netupusuHa ynanasieTcs B X0/1€ CTaHIapTHOM MPOIeAYPhl FTeMOHalIn3a.

IleyeHOUHAs HEIOCTATOYHOCTh

Y  manueHToB € XPOHUYECKMMH  3a00JeBaHUAMU  T€YeHH  (TemaTOLEIUTIONIIPHBIM,
XOJIECTaTUYECKUM M OWJIMapHBIM LIUPPO30M) MPHU OJHOKPATHOM IpueMe npenapara B go3e 10
umn 20 mr Tip yBenmuuuBaercs mpumepHo Ha 50 %, a kimpeHc cHmkaercs Ha 40 % mo
CPaBHEHHMIO CO 37J0POBBIMU CyOBeKkTaMu. Koppekius 10361 HE00X0AMMa TOJBKO B CIIyYae, eClu y
MalueHTa C TEYeHOYHOM HEeAOCTAaTOYHOCTHI0O HMMEETCS TaKkKe COIMYTCTBYIOMIAs MOYeyuHas
HEJIOCTATOYHOCTb.

JInna moKujioro Bo3pacra

VY 16 noxuibIX JUI PU OJHOKPATHOM Ipueme mpemnapara B no3e 10 mr Ty, ObuT BhIIe Ha
50 %, a ckopocTh BbIBeIeHUs Obl1a HUKE Ha 40 % 10 CpaBHEHUIO C KOHTPOJILHOW IPYIION.
CHMKeHUe KIMpPEeHca HEeTUPU3UHA Y TTOXKHIIIBIX MMAallMEHTOB, BEPOATHO, CBSA3aHO C YMEHbIIEHUEM
(GYHKIMY MOYEK Y 3TON KaTeropuH MalueHTOB.

eTH
VY nereii ot 6 10 12 net 70 % 103b1 BHIBOAUTCS U3 OpraHU3Ma B HEU3MEHHOM BHJIE TIOUKAMHU.

[Tocne mpuema 5 mMr y neteit oOmmil KIupeHc netupusuHa cocrapiset 0,93 mu/MuH/Kr.
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— cHIKEeHO A0 3,1 Jaca.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
['muneposn (rimuepuH)

IIponniieHrIuKoIb

Harpus caxapunar
MeTtunnaparuapokcuoeH30aT (MeTHIIIapaOeH )
[Tpommtmaparuapokcudens3oar (MpomnmmapadeH)
Harpus anerar (uis koppekuuu pH)

VYkcycHas kucnora neasHas (st koppekuuu pH)

Bona ouniennas

6.2. HecoBMecTHMOCTEL

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHeHUsl)

1,5 roaa. Mcnonb30BaTh B TCUCHUE 6 MCCAILICB I10CJIC BCKPLITHUA (I)J'IaKOHa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHUH

XpaHuTh Ipu TeMnepaType He Boime 25 °C B OpurnHaibHON yrakoBKe ((hiakoH B mauke).

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 10 umu 20 M1 BO ¢1akOHBI U3 KOPUYHEBOTO CTEKJIA, YKYIOPEHHBIE MPOOKOH-KanenbHUIIeH U3
MOJIM3TUIIEHA U KPBIIIKOW ¢ KOHTPOJIEM MEPBOI0 BCKPBITUSA U3 MOJUITUIICHA U MOJIUIPONUIICHA.
Ha kaxnpiii (nakoH HakIeMBAIOT ATHKETKY M3 OyMaru 3TUKETOYHOM WJIM CaMOKJIESIIYHCS
OTUKETKY.

OnuH 3amoTHEHHBIH M YKYHNOpPEHHBIH (DJIaKOH BMecCTe€ C HMHCTPYKIUEH MO METUIIMHCKOMY

MPUMCHCHHUIO TOMCHIAIOT B ITAYKY KapTOHHYTO.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TMPH YHUYTOKEHUM HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHBIX IOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOI0 Npenapara, u ipyrue MAaHUIMYJISIHH C MIpenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas @enepanus
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COOTBETCTBYET ZKCTEPTHOMY OTHETY

ot 07.04 2025 N= 9253

(MOCNEODBATENBEHOCTE 0004)

AkmmoHepHoe obmectBo «Menucopo»

614101, ITepmckuii kpaii, r.o. Ilepmckuit, r. Ilepms, yi. [puvansuasg, a. 1B, k. 1
Tenedon/dakc: +7 (342) 259-41-41

Anpec anekrponnoit moutsl: info@medisorb.ru

7.1. llpencraBuTeib AepKaTesisi PerucTPAIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3zun HOTD66I/ITCJ'ICI71 HaIIpaBJIATH I10 aAPECY.

Poccniickas @enepanus

AxuunonepHoe obmiectBo «Menucopo»

614101, Ilepmckuii kpai, r.0. [lepmckuid, T. [Iepmb, yi. [Ipuyanbnas, a. 1b, k. 1
Tenedon/dakc: +7 (342) 259-41-41

Anpec snekTponHo# mouthl: info@medisorb.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

JITI-Ne(004441)-(PT-RU)

9.  JIATA MEPBUYHOI1 PETUCTPALIMU (IOATBEPKJIEHUS PETUCTPALIUM,
MEPEPETMCTPAILINN)

Jlata nepBoii peructpauuu: 29 supaps 2024 r.

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JieKapcTBeHHoro mnpenapara lLletupusnn Meaucopd noctymHa Ha
MH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHKaIMOHHOH cetn «HTepHeT» https://eec.eaeunion.org.
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