COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.07.2024 N= 14430
(NOCNEQCBATENEHOCTE 0004)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMUMEHOBAHHUE JIJEKAPCTBEHHOI'O ITPEIIAPATA

Herupusun Penesait, 10 mr, TabneTKH, MOKPHITHIE INICHOYHOW 000TIOIKOM.

2.  KAYECTBEHHBIA U KOJJUYECTBEHHBIA COCTAB

JlelicTByrolee BEIECTBO: LETUPU3HH.

Kaxmas TtabnmeTka, TOKpHITas IUICHOYHOH o00ojoukoi, comepxur 10 Mr nerupusnHa
(B BUZIE QUTHIPOXIIOPUIA).

BcenomorarenbHble BellecTBa, HAJIMYUE KOTOPBIX HAJ0 YUYMTHIBATH B COCTABE JIEKAPCTBEHHOIO
npemnapara: JJakTo3bl MoHOrHapar (cM. pasaenst 4.3., 4.4.).

[TonHbI TepedeHnb BCIIOMOTATEbHBIX BEIIECTB MPUBEICH B pazjaene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

TabneTKu, MOKPHITHIC INIEHOYHOU 000TI0YKOM.

Kpyribie MBOSKOBBIMYKIIbIC TAOJIETKH, MOKPHITHIE TUICHOYHOH O0O0JIOYKOW OEoro WM IMOYTH
Oernoro 1BeTa, ¢ puckoil. Jlomyckaercs: mepoxoBaTocTh MOBepXHOCTH. Ha monepeynom paspese
PO OEJIOTO M MOYTH OENIOro IBETA.

Ta6JICTKy MOKHO pa3JAC/IMTb Ha PABHBIC JO3bI.

4. K/IMHHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K IPUMEHEHHUIO

Hetupusun PeneBan mokazaH K NPUMEHEHMIO y B3pOCIHBIX U JIeTeil B Bo3pacte oT 6 10 18 jer
JUIsL 00JIeryeHus:

® Ha3aIbHBIX M IJIa3HBIX CHUMIITOMOB KPYIJIOTOJUYHOTO (IIEPCUCTHUPYIOIIEr0) U CE30HHOIO
(MHTEpMUTTHPYIOIIETO) AJIEPTUYECKOT0 PUHHUTA U aJUIEPrUuecKOro KOHBIOHKTHUBUTA: 3yJa,
YUXaHUsl, 3aJI0’KEHHOCTH HOCA, PUHOPEH, CI€30T€UEHUs], TUIIEPEMUH KOHBIOHKTUBBI,

® CUMITOMOB XpPOHHYECKOH MIUONATHUECKOW KPaUBHHUIIBI.

4.2. Pe:xxuM 103UPOBAHMS M CIIOCOD MPUMEHEHUS

PexxuM J1o3upoBaHus

Bspocnvie

10 mr (1 Tabnietka) 1 pa3 B 1eHb.
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Oco0ble IPYIIILI TAIMEHTOB

Tayuenmul noscunozo eo3pacma

HM3-3a BO3MOXKHOTO CHIDKCHUsS (DYHKIMHM MOYEK PEXHUM J03HPOBAHMUs Ipernapara Cleayer
KOPPEKTUPOBATh (CM. HIKe «IlaleHTsl ¢ HapylnieHueM (QYHKIUH OYEK» ).

Tayuenmul ¢ Hapywenuem GYHKYuu novex

[Tockonbky mpenapar Lletupusun PeneBanm BBIBOOHMTCS M3 OpraHM3Ma B OCHOBHOM ITOYKAMHU
(cM. pazmen 5.2.), mpu HEBO3MOXKHOCTH aJbTEPHATUBHOTO JICYCHHUS MAIMEHTaM C TMOYEYHOM
HEJIOCTATOYHOCTBIO PEKUM JIO3UPOBAHUSI TIperapara CleAyeT KOPPEKTUPOBATh B 3aBUCUMOCTH
oT QyHKIHHK nouek (ckopocTh KiyboukoBoii ¢punbTpanuu [CKD]).

[Ipr wcnonb30BaHUM TAONUIBI JUTSI KOPPEKTHPOBKU J03bl KIMPEHC KPEaTUHHWHA JIOJDKEH OBITh
paccuuTaH B MJI/MHH.

Kmupenc kpearmnnna (KK) 1y My»4YuH MOXKHO pPaccuuTarh, HMCXOJAsS W3 KOHIICHTpAIUU
CBIBOPOTOYHOTO KPEaTHHUHA, 10 Clieyromeil hopmyie:

[140 - Bozpact (romsr)] * macca Tena (Kr)
72 % KKypopor (Mr/m)

KK (Ms1/MuH) =

KK mJ1s s)KeHIITUH MOYKHO PacCUYMTaTh, YMHOKHUB TOJIy4YeHHOE 3Ha4YeHHE Ha KodddunueHt 0,85.

,HOS’MPOGGHMey 63POC/bIX nayuermoes ¢ NOYeYHOU HeOOCMAamo4HOCbIO

IMoyeyHast HEAOCTATOYHOCTH CK® (mMJ1/MHH) Pe:xum no3upoBanus
Hopma >90 10 mr 1 pa3 B aeHb
Jlerkas 60-89 10 mr 1 pa3 B neHb
Cpenusist 30-59 5 wmr 1 pa3 B 1eHb
15-29
Tsoxenast 5 Mr uepe3 IeHb

(He TpeOyrore auain3a)

TepMmuHanbHas cTagus —
MAIMEHTHI, HAXOAIIHECS Ha <15 MIpHEM Mpernapara NpoTHBONIOKa3aH

HAIIN3E

Iayuenmoi ¢ HapywieHuem QYHKYuU neveHu
VY manueHToB ¢ HapylIeHHEeM TOJbKO (DYHKIMM NEeUeHH KOPPEKIUH PeKUMa JO3MPOBAHUS HE
TpeOyercs. Y TalMEeHTOB C HapymieHHeM U (QYHKIUM TIeYeHH, W (QYHKIUU TIOYEK,
PEKOMEHIyeTCsl KOPPEKIIUs JO3UPOBAHUS (CM. TaOIHUITy BBIIIIE).
eTu
Jlemu om 6 0o 12 nem
10 mr (1 Tabnerka) 1 pa3 B 1eHb.
[TpoaomKUTETLHOCTD JI€UEHUS HE TOJIKHA MPEBbIATh 4 HEelb.
ATNbTepHATUBHO, /1032 MOXET OBITh pa3[elieHa Ha JABa mpuema (mo 2 TabIeTKu yTpoM H
BEUEPOM).
Jlemu cmapwie 12 nem

10 mr (1 Tabietka) 1 pa3 B 1eHb.



COOTBETCTBYET 3KCNEPTHOMY OTYETY
. oT 16 ':_::IE-i M2 ‘l-ﬂ:-iEl:l _
WNHorna HavampHOW 70361 5 Mr (Y2 TaONETKH) [MOXKET ﬁﬂf%ﬁ---ﬂ@é&%%ﬁé%ﬁ'ﬁ-: '31](-):" 'B%hﬂeT

JOCTHYb YJOBJIETBOPUTEIBHOTO KOHTPOJISI CUMIITOMOB.
JleTsM ¢ oYevyHOl HeJJOCTAaTOYHOCTBIO 103y KoppeKTupytoT ¢ yuetoM KK u maccel Tena.

Cnooco0 nnpuMeHeHus

BryTps.

[IpunuMath npemnapar cienyeT BeuepoM, T.K. CUMITOMBI CTAaHOBATCSA OoJiee BbIPAXKECHHBIMU
BEUYEPOM.

[Ipenapar Lletupusun PeneBan cienyer NpuUMEHATh HE Pa3KEBbIBAS,, PEKOMEHIYETCS 3allMBATh
BOJIOM.

[Ipenapar Lletnpusun PeneBan MOXKHO IPUHUMATh HE3aBUCHUMO OT IPUEMA MULLH.

TabneTKy MOXKHO pa3AeNuTh Ha PaBHBIC JO3BI.

4.3. TlpoTuBomoka3zaHusi

e [UNepYyBCTBUTEIBHOCTh K LETUPU3UHY, THAPOKCU3UHY WIM JIPYTUM MPOU3BOAHBIM
nUrepasuHa, a TakKe JI0O00MY U3 BCIOMOTaTeNIbHBIX BEUIECTB, IEPEUNCIICHHBIX B paszaene 6.1.;

e TCPMHMHAJIBHAS  CTaAMs  IIOYEYHOM  HEJOCTATOYHOCTH  (CKOPOCTh  KIyOOYKOBOM
¢unpTpanun) < 15 mu/mMun);

® JIeTCKUH BO3pacT A0 6 sieT (1 JaHHOM JIeKapCTBEHHOUN (POpMBI);

® HACIICJICTBEHHAs HENEPEHOCMMOCTh TallaKTO3bl, JACMUIUT JaKTa3bl WIX CHHIPOM
TJIFOKO30-TAIAKTO3HON MalibabcopOIHy.

4.4. OcoOble yka3zaHusi 1 Mepbl NPETOCTOPOKHOCTH NPH MPUMEHEHUH

C 0CTOPOKHOCTEIO

e XpoHHUECKas noyeyHas HEI0CTaTOYHOCTh (pu CKOpPOCTH KITyOOUKOBOM
bunpTparuu > 15 Mi/MuH TpeOyeTcss KOPPEKIUs peKuMa JT03UPOBaHHUS ),

® TAIMEHTHI OXKHUIIOTO BO3pacTa (IIPHU BO3PACTHOM CHMKCHHUHU KITyOOUYKOBOH (pHUIbTpaIvi);

® DOIWICIICHS U TMAITUCHTHI C MOBBIMIEHHOM CyT0POXKHONW TOTOBHOCTBIO;

® TIAIIMEHTHI C MpeapachoiaralonuMu GakTopaMu K 3aJepkke Mouu (cM. mojapasaen «Ocoobie
YKa3aHUI»);

® IpU OJHOBPEMEHHOM YIOTPEOJCHHH C aJKOTOJIEM WM TperapaTaMy, YTHETAIOIIHMH
neHTpansayto HepBHyo cuctemy (ITHC) (em. moapaszaen «OcoObie yKa3aHUm»);

® TIEpUOJ TPYJHOTO BCKAPMIITBAHUS;

e OEpEMEHHOCTb.

Oco0ble yka3aHus

Y mauueHToB C MOBPECIKACHUEM CIIMHHOTO MO3ra, FHHGpHJ’I&?»HCﬁ HpeHCTaTCHBHOﬁ KCJIC3hI,

a TaKkKe IMpH HAJMYUM JPYTHX [peapacnojaralomux (akTopoB K 33JEpKKe MOYH,
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3a/IepKKHA MOYH.
Y mnauuMeHToB € IMOYEYHOM HEAOCTATOYHOCTBIO PEXKHUM JO3UPOBAHMUSA Ipernapara CIeayeT
KOPPEKTHPOBaTh (CM. pazzaen 4.2.).
N3-3a BO3MOXKHOTO CHIKEHUS (QYHKIUH MOYEK Yy MalHUEHTOB IOXKHWIOTO BO3pacTa pPEXUM
JI03UPOBAHUS TperapaTa CieayeT KOppeKTHPOBaTh (CM. pasaen 4.2.).
Pexomen10BaHO cOOI0AATE OCTOPOXKHOCTH MPH MPUMEHEHUM LETHPU3UHA OJHOBPEMEHHO C
AJIKOT0JIEM, TaK KaK HETUPU3UH MOXKET IPUBECTH K IOBBIIICHHON COHJIIMBOCTH.
OCTOPOXKHOCTH CIEAYeT COONIOAAaTh y MAIMEHTOB C AMWJICTICUEH W MOBBIIICHHOW CYI0pPOKHOU
TOTOBHOCTBIO.
[lepen Ha3HaueHHEM aJIEPrOJIOTMYECKUX MPOO PEKOMEHJIOBAH TPEXIHEBHBIH «OTMBIBOYHBII»
NepuoJl BBHIYy TOTO, YTO OJOKAaTOpBHl Hi-THCTAMMHOBBIX PELENTOPOB MHTHOUPYIOT Pa3BUTHE
KOYKHBIX aJUIEPrUYECKUAX PEaKIUM.
[Tocne mpekpailleHuss MPUMEHEHUS LETUPU3MHA MOXKET IMOSBUTHCA 3yJ W/HWIKM KpaluBHUIIA,
JaXe €CIM OTH CHUMITOMBI OTCYTCTBOBAJIM B Hadaje Je4eHus. B HEKOTOpBIX ciydasx
CHUMIITOMBI MOTYT OBITh MHTEHCHBHBIMH W TpeOOBaTh BO30OHOBJICHMS IpHEMa HETUPH3UHA.
CuMINTOMBI UCYE3aI0T MPU BO30OHOBJICHUU ITPUEMA LIETUPU3HHA.

eTu
[etnpusun PeneBan B TablieTKkax, MOKPHITHIX TUICHOYHON 000JIOYKOM, MPOTUBOIOKA3aH JIETAM
70 6 JIeT, IOCKOJIbKY JIaHHAas JIEKapCTBEHHas (popMa He MO3BOJISIET MCIIOIB30BaTh MOIXOISIIYIO
JIO3UPOBKY JUISl 3TOM BO3pacTHOM rpymnbl. PexkomMeHayercs HMCIoJIb30BaTh IMEIUATPUUECKYIO
JeKapCTBEHHYI0 (hopMy (Karuiy i IpreMa BHYTpb).

BcnoMorarebHEIC BEIISCTBA

[Ipenapar comepkxuT JakTo3bl MoHoruapar. llammenTam ¢ peako  BeTpedaromeics
HACJIC/ICTBEHHON HEMEPEHOCHMOCTBIO TalaKTO3bl, JAEeDUIIMTOM JIAKTa3bl JIOMAped wWin
TJTFOKO30-TAIAKTO3HOM MaibabcopOImeit He clieyeT MPUHUMATh 3TOT Tpermapar.

4.5. B3aumojeiicTBHEe ¢ APYrMMH JIEKAPCTBEHHBIMH MpenapataMd M Jpyrue BHABI
B3aHMO/eliCTBUA

OnHOBpeMEHHOE TpPHUMEHEHHE C  a3UTPOMHUIIMHOM, I[IMMETHIWHOM, SPUTPOMHIIMHOM,
KETOKOHA30JIOM WJIM TICEBIOA(PEIPHHOM HE BIHMSAET Ha (DapMaKOKHMHETHUECKHE TapameTphl
nerupusuHa.  PapMakOKMHETHYECKUX  B3auMojeiicTBuii  He  HaOmonanock. CoriacHo
UCTIBITAaHHSM iN VItro, neTupu3uH He BiIUseT Ha 3 QeKT CBsA3bIBaHMs Oeika BapdapuHa.
OnHOBpEMEHHBIN TpHUEM a3UTPOMHIIMHA, HPUTPOMHIIMHA, KETOKOHA30J7a, TEOPWUIMHA U
nceprod(deapruHa HE BBIABMWII CYIIECTBEHHBIX H3MEHEHMH B KIMHMYECKUX Ja0OpaTOPHBIX

HIOKa3aTelsiX, U3HEHHO BaXHBIX QYHKIMAX H 3j1ekTpokapauorpamme (OKI). B uccnenoBanuu
4
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00HapyXEHO HE3HAYMTEIbHOE, HO CTAaTUCTHYECKH IOCTOBEpHOE moBbiieHUEe 24-vyacoBoir AUC
(mmomaau mox KpuBoii) Ha 19 % nns uerupusuna u Ha 11 % ansa teopummna. Kpome toro,
MaKCHMaJbHbleé YPOBHU B IUIa3M€ KPOBHU YBenuuuiauch A0 7,7 % u 6,4 % COOTBETCTBEHHO
T HeTHpu3uHa U TeodpmwumnHa. OTHOBPEMEHHO KIMPEHC HETHPU3NHA YMEHbIIMICS Ha -16 %,
a takxke Ha -10% B cinyuae TeouwiuMHA, KOrja UETHPU3UH TMPUHUMAIM [AUUEHTHI,
KOTOpbIE paHee MOoJy4alu JeueHHe TeopHUIMHOM. TeM He MeHee, MpeiBapUTEIbHOE JIEUCHHE
HETUPU3UHOM HE OKa3ajo CYIIECTBEHHOTO BIHSIHHMA Ha (hapMaKOKMHETHYECKHE IapameTphl
TeOPUILINHA.

[Tociae omHokpaTHOro mnpueMa IerupusuHa B go3¢ 10 mr sddexr ankorons (0,8 %o)
3HAYUTEIbHO HE YCHUJIMBAJICS; CTATUCTHMYECKH 3HAYMMOE B3aUMOJEMCTBHE C 5 MI Juazenama
OBLIO JOKAa3aHO B OJIHOM U3 16 IICUXOMETPUUECKUX TECTOB.

OnHoBpeMeHHbIH mpueM 10 MT HeTHpHU3MHA B JIEHb C TIIHMITU3KAIOM MPUBEN K HE3HAYUTEITBHOMY
CHIDKCHHIO TOKa3aTele TIIOKO3bl. OJTOT 3(hdekT He HMeeT KIMHUYECKOro 3HAuYeHUs.
Tem He MeHee, peKOMEHAYETCs Pa3/IebHbIM IPUEM — IITUIHU3H YTPOM U LETUPU3UH BEUEPOM.
Crenenpb BcachlBaHHMs IETHPH3MHA HE CHIDKACTCA IIPU  OJHOBPEMEHHOM IpHEME IHIIH,
XOTs BcachlBaHHE 3aMesieTcs Ha 1 vac.

B uccnenoBanuum ¢ MHOTOKpaTHbIM mpuemoMm putoHaBupa (600 Mr aBa pasa B J€Hb) U
netupusrHa (10 Mr B JeHb) CTENEeHb SKCIO3UIUHU IETUPU3MHA ObUIa yBelIMYeHa MPUMEPHO
Ha 40%, B TO BpeMs Kak »SKCIO3UIMS pPUTOHABUPA HE3HAYUTEIBHO M3MEHMIACH
(-11 %) BciencTBUE COMYTCTBYIOMIETO MTPUEMa LIETUPU3HHA.

4.6. @epTHIbHOCTD, 6€PEMEHHOCTH U JAKTALUS

bepeMeHHOCTB

JlaHHple 1O  TPUMEHEHMIO I[ETUPU3MHA BO  BpeMs  OEpeMEHHOCTH  OTPAHUYEHBI
(300-1000 wmcxomoB OepemeHHocTH). OTHAKO HE BBISBICHO CiydacB (HOPMHPOBAHHMS
MOPOKOB  Pa3BUTHS, OMOpPHOHAIHPHOM W  HEOHATAIHPHOW  TOKCHUYHOCTH C  YETKOH
MPUYUHHO-CJIEICTBEHHOM CBSI3BIO.

OKcliepUMEeHTalbHble HMCCIEOBaHUS HA JKMBOTHBIX HE BBIABMIM KaKUX-TMOO MPSIMBIX
WIA KOCBEHHBIX HEONAaronmpusaTHBIX >(PQPEKTOB LETHPU3NHA HA PA3BUBAIOIIUICS U0
(B TOM UmcIie B TOCTHATAIIBHOM TMEPUOJIE), TEUCHHE OEPEMEHHOCTH U POIOB.

[Ipn OepemMeHHOCTH Ha3HAUYEHHE LETUPU3MHA BO3MOXKHO IOCJIE KOHCYJIbTAaIlMHd C BpayoM, B
cllydae €clM TIpejrnojaraeMas Tojib3a IS MaTepd MPEBbIACT MOTEHIMATIbHBIA pPHUCK
JUIS TIJI0/1a.

JlakTanus

He CJICAYCT NMPUMCHATbL HCTUPU3UH BO BPEMsS I'pPyJAHOTO BCKAPMIIMBAHUS, TAK KaK HETUPHU3UH
)
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25-90 % OT KOHIIEHTpaIMK B IJIa3Me KPOBH, B 3aBUCHMOCTH OT BpPEMEHH OTOOpa mpod mocie
npuema npenapata. HexxenareabHble peakiluy, CBSI3aHHbIC ¢ IETUPU3UHOM, MOTYT HAOIIOAATHCS
y IpyAHBIX JeTed. B mepuox rpyIHOro BCKapMIIMBaHUs IPHUMEHSIOT I0CIE KOHCYJIbTAlUU C
BpauoM, €CJIM IMpearogaracMasd I0Jb3a JIA MaTCpu IMPECBLIIIACT HOTGHHH&HBHBIﬁ PUCK IJIA
peOeHka.

DepTUAbHOCTD

JlocTymHble JaHHBIE O BIMSHUM Ha (EpPTUWIBHOCTh 4YElOBEKa OrPAaHUYEHBI, OJHAKO
OTPULATENILHOTO BIUSAHUS HA (EPTUIILHOCTD B UCCIIEIOBAaHUSIX HA )KMBOTHBIX HE BBISBIICHO.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeacTBaMH M padoTaTth ¢
MeXaHH3MaMH

LerupusuH MOKET NPHUBECTH K TIOBBIIIEHHON COHJIMBOCTH, CIIEJOBATEIbHO, IIpenapar
Herupusun PeneBan MOXeT OKa3bplBaTh BIMSHHE HA CIIOCOOHOCTH YIPABIATH TPAHCHOPTHBIMU
CPEIICTBAMU, MEXaHU3MaMHU.

4.8. He:xeaaTejlbHble peakuH

JlaHHble, OTyYEHHbIE B KIMHUYECKUX UCCIEIOBAHUAX

Ob30p

Pe3ynbrarhl  KIMHMYECKUX  HCCIEAOBAaHUN  MPOAEMOHCTPUPOBAIM, YTO  IPUMEHEHUE
LHETUPU3UHA B PEKOMEHJOBAHHBIX J03aX MPUBOJUT K Pa3BUTHUIO HE3HAYUTEIBHBIX
HEXeNnaTeNnbHbIX 3P PEeKTOB Ha meHTpaibHyo HepBHYIO cuctemy (IITHC), Birouasi COHIMBOCTS,
YTOMJISIEMOCTh, TOJIOBOKPY)KCHHE H TOJIOBHYIO 0oilb. B HEKOTOpBIX ciydasx Obuia
3aperucTpupoBaHa napajaokcanbHas crumyssinusa [THC.

HecmoTpss Ha TO, YTO LETUPU3UH SBISAETCS CENEKTUBHBIM OJOKATOpOM mepudepruueckKux
Hi-perienTopoB ¥ MpakTUYECKU HE OKa3bIBA€T aHTUXOJIMHEPTHUECKOTO JEHCTBUS, COOOIIANOCh
0 €UHUYHBIX CIydYasiX 3aTPYJHEHUS MOUYCHCIYCKaHUs, HAPYIICHUSIX aKKOMOJAIMU U CyXOCTH
BO PTY.

CooOmanioch 0 HapylmleHUsX (QYHKIMM TI€YEHH, COIMPOBOXKIAIONUIUXCS  IMOBBIIICHUEM
AKTUBHOCTH TICYCHOYHBIX (EpPMEHTOB U YypoBHsA OwinpybuHa. B OonbIIMHCTBE cily4yaeB
HeXeJaTellbHbIE SIBJICHUS pa3peliaiich MOCie MPEeKpalieH s mpueMa eTupru3rHa.

Ilepeuenv nesxcenamenvrulx N0OOUHLIX IPheKkmos

NmeroTcss naHHbIE, MOJYYEHHBIE B XOJI€ JABOMHBIX CIENBIX KOHTPOJUPYEMBIX KIMHUYECKHX
WCCJICIOBaHM, HAIPABJICHHBIX Ha CpaBHEHHE IIETHPU3WHA U IUIAe00 WKW JPYTHX
AHTUTUCTAMUHHBIX TIpPEenapaToB, MPUMEHSEMBIX B PEKOMEHJOBaHHBIX mo03ax (10 Mr omaun
pa3 B CyTKM I 1eTtupuszuHa) Oosee dem y 3200 mamueHTOB, Ha OCHOBAHHHM KOTOPBIX

MOKHO ITPpOBECTU I[OCTOBGpHBIfI aHaJIM3 JAaHHBIX I1O 0€30IaCHOCTH.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

IIpu NpUMCHCHHUU LCTUPU3HMHA B J03€C 10 Mr OBUIM BBISBJICHBI CICOAYIOIIUE HEKEIATCIbHBIC

peakuuu ¢ yactoto 1,0 % unu BeIIE:

HexenarejbHble peakuuu Herupusun 10 mr
(tepmunosiorusi BO3) (n =3260)
Obwue Hapywenus u peaxyuu 8
Mecme 88e0eHs.
YToMisieMoCcTb 1,63 % 0,95 %
Hapywenus co cmoponvr nepenoii

Ilirauedo (n = 3061)

cucmembi
I'onoBOKpysKEHHE 1,10 % 0,98 %
T"osnoBHas 0016 7,42 % 8,07 %

Kenydouno-kuuieutvie HapyuleHus
bons B xxuBOTE

CyxocTb BO pTY 0,98 % 1,08 %

TomrHoTa 2,09 % 0,82 %
1,07 % 1,14 %

THcuxuueckue napyuwerus

COHIIMBOCTH 9,63 % 5,00 %

Hapywenus co CMOopoHbL

ObIXAMENbHOU CUCeMbl, OpP2aHO8
2PYOHOIL KIemKU U CpedoCmeHUs.
DapuHrUT 1,29 % 1,34 %

XO0Td YacToTa CIIly4yaeB COHJMBOCTH B TpyNNe LEeTUpU3MHA Oblda BBIIIE, YEM TaKoBas
B Tpymnme Tiane0o, B OOJBIIMHCTBE CIIy4aeB ATO HEKENATENbHOE SIBICHHE OBUIO JIErKOH
WIM YMEpPEeHHOM cTeneHu TsbkecTu. [Ipu OOBEKTHBHOW OlEeHKe, MPOBOAMMONW B paMKax
JIpyTUX  HUCCIEAOBaHWM, ObUIO  MOJATBEPXkAEHO, 4YTO IpPUMEHEHHEe LEeTHpPU3UHA B
PEKOMEH/I0BAaHHOM CYTOYHOM J03€ y 3J0POBBIX MOJOABIX JOOPOBOJBIEB HE BIUSET Ha HUX
MIOBCEIHEBHYIO AKTUBHOCTD.

Jlemu

B nnane60-koHTponupyeMBbIX UCCIEIOBAHUAX Y AeTell B Bo3pacTe OT 6 MecsueB 10 12 et 6buin

BBISABJICHBI CJICAYTIOIINUC HEKCIIATCIIbHBIC pCaKIUU C yacToToil 1 % u BEIIIE:

HexenarejbHble peakuuu HeTupusun
(TepMI/mo.JIornﬂpBO3) (n= 11)656) MaaneGo (n = 1294)
Kenydouno-kuuieutvie HapyuieHus
Huapes
1,0% 0,6 %
Tcuxuueckue napyuwenus
COHIUBOCTH 1,8% 1,4%
Hapywenus co CMOpOHbL

ObIXAMENLHOU CUCTNEMbL, OP2AHO8
2PYOHOIL KIemKU U CpedoCmeHUs.
Punur 1,4 % 1,1%
Obwue HapywieHus u peakyuu 6
Mecme 88e0eHUs
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YTomiseMocTb 1.0 % (oCH qﬂ]'*—' BATEN I:U,Q-‘%T 5 0004) |

OMBIT NOCTPETHCTPAIMOHHOT'O IPUMCHEHUS

[ToMuMo HeXenaTenbHBIX SBICHUH, BBIABICHHBIX B XOJ€ KIMHHUUYECKUX HCCICIOBAHUNA H
OIMCAHHBIX BBIIIE, B PAMKAX MMOCTPETUCTPAIIMOHHOTO MPUMEHEHHs HETHPU3UHA HaOII0aInCh
CIIE/TyIOIINE HEe)KeNaTeIbHbIC PEaKIHH.

HexenaTtenbHble SBICHUS NPEACTaBICHBI HIDKE IO KiaccaMm cuctemMbl opraHoB MedDRA
U YaCcTOTE pa3BUTUS, HAa OCHOBAaHMHM JIAHHBIX IOCTPETHUCTPAIIMOHHOTO MPUMEHEHHUS
HETUPHU3UHA.

Jlns  oOueHKM 4acToThl HexenarenpHbIX peakuuii  (HP) wmcmoms3oBanbsl  criemyrormme
kputepuu: Heuacto (> 1/1000, o < 1/100); peaxo (= 1/10000, vHo < 1/1000); oyeHn» penko
(< 1/10000); gacToTa Hen3BecTHA (HA OCHOBAaHHU MMEIOIINXCS IAHHBIX OLCHUTh HEBO3MOKHO).
Hapywenus co cmopoHvl Kposu u JumM@amuyeckou cucmemvl. OYEHb PpEAKO —
TPOMOOLIUTOIICHUSL.

Hapywenus co cmoponvl uMMYHHOU cucmemsl: PEIKO — PEaKIUHM T'MIIePYyBCTBUTEIBHOCTH;
OYCHb PENIKO — aHA(PHUIAKTHYECKHUH IIOK.

Hapywenus memabdonuzma u numanus. 9acTOTa HEM3BECTHA — MOBBIIIICHUE aITIETHTA.
Icuxuyeckue Hapywienusi: HEYacTO — BO30YXKIEHHE; pEIKO — arpeccusi, CIlyTaHHOCTb
CO3HaHUs, JIENPeCcCHs,, TaJUTIOIMHAIMK;, OYEeHb pEeIKo — THK; 4YacToTa HEU3BECTHA
— CyHMIIMJAJIbHBIC UJIeU, HAPYIICHHUS CHA (BKIIIOYAsi KOIIMapHbIe CHOBUICHUS ).

Hapywenus co cmoponvl HepsHOU cucmembvl. HEYACTO — MApecTe3WH; PEelKO — CYIOpOTH,
OYeHb pEIKO — W3BpallleHWe BKyca, JUCKWHE3Ws, JUCTOHUS, OOMOpPOK, TpeMop;
94acTOTa HEM3BECTHA — HAPYIIIEHUE MTaMsITH, B TOM YHUCJIe aMHE3Hs, TITyXOTa.

Hapywenus co cmoponsl opeana 3penus: 04eHb peKO — HApYLIEHHE aKKOMOJIAllU1, HEYETKOCTh
3pEeHHsI, HUICTAarM; YacTOTa HEM3BECTHA — BACKYJIUT.

Hapywenus co cmopoHul opeana ciyxa u 1abupunma: 9acToTa HEU3BECTHA — BEPTHTO.
Hapywenus co cmopoHul cepoya’ peiaKo — TaXuKapIusl.

Kenyoouno-kuueunvie napyuienus: He4acTo — uapes.

Hapywenus co cmopousl neuenu u #cenuesvl8o0Awux nymetl. PpeAKO — TIEYCHOYHAs
HEJOCTATOYHOCTh C HW3MEHEHHEM (YHKIMOHAIBHBIX MEYCHOYHBIX Npo0 (MOBBIIICHHUE
aKTHMBHOCTH  TpaHCaMMHa3, IIENOYHOH  Qocdaraspl, Tramma-riIyTaMWiITpaHcdepassl U
OunnpyOuHa); YacToTa HEM3BECTHA — T€MIATHT.

Hapywenus co cmopoHbl KodcU U NOOKOMCHbIX ~MKAHeU: HEeY4acTO0 — ChIllb, 3YI;

peaKo — KpalnuBHUIA; OYEHb PEOKO — AHTMOHEBPOTHYECKHH OTEK, CTOMKas JeKapCTBEHHas
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SpHUTEMA; YACTOTA HEU3BECTHA — OCTPBIA I'eHEP W30BAHHLH SRS eMATOS HETH h§c¥y_h'c13.'-'4 !

Hapywenus co cmopousl nouek u Mmouegvbl8oOAwux nymeti. OYEHb PEOKO — JU3YpHs,
SHYpEe3; YaCTOTa HEU3BECTHA — 3aJIeP’KKa MOYHU.

Hapywenua co cmopousbi MbluieyHol, CKelemHOU U COeOUHUMENbHOU MKAHU: YacToTa
HEU3BECTHA — apTpaIrus, MUAJITHUSI.

Obwue napywienus u peakyuu 8 mecme 66e0eHus. HEYaCTO — aCTeHUS, HEJOMOTaHUe; PEIKO —
nepupepuyecKre OTEeKH.

JlabopamopHvle u uncmpymenmanbHble OaHHble: PEAKO — MOBBIIIEHHNE MACCHI TETA.

Onucanue OTACIBHBIX HECXCIIATCIbHbBIX DCaKHI/Iﬁ

[Tocne mpekpaiieHus] MpUMEHEHUs! eTHPU3MHA ObLTM OTMEYEHBI CIy4yadu 3yJla, (B TOM 4YHCIe
WHTEHCUBHOIO 3yJia) W/WIH KPaIMBHHULIBI.

COO6H.[CHI/Ie 0 TOA03PEBACMBIX HCKCIATCIbHbBIX PCAKIINAX

BaxHo coo01mathe 0 Mo103peBaeMbIX HEKENATENBHBIX PEAKIMX [10C]IE€ PETUCTPaAlMK IIpenapaTa
C Lenblo o0ecrneyeHus HENpepblBHOIO MOHUTOPHHIA COOTHOLIEHUS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Ipenapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
IIO/103PEBACMBIX HEXKENATENBbHBIX PEaKIUAX JIEKAPCTBEHHOI'O Ipelapara 4epe3 HalMOHAJIBHbIC
CUCTEMBI COOOILEHUS O HEXKENAaTeIbHBbIX PEaKUMSIX TOCylapcTB — 4JIeHOB EBpasuiickoro

9KOHOMHUYECCKOIro COro3a.

Poccuiickas @enepanus

®denepanbHas cyx)0a 1Mo Haa30py B chepe 31paBoOXpaHEHUSI.

Anpec: 109012, r. Mocksa, CraBstHCKasl IiIomaip, 1. 4, ctp. 1.

Temedon: +7 800 550 99 03

DnexkTponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B UH(OPMALIMOHHO-TEIIEKOMMYHUKAITUOHHOMN ceTH «HTepHeTY:!

https://www.roszdravnadzor.gov.ru

4.9. Tlepeno3dupoBka

CuMOTOMBI

CumnTombl, HaOO/aeMble TIOCIE SIBHOM TEpPEJO3UPOBKU IETUPU3UHOM, BIMUIM Ha
IHHC wnu ObUTH CBsA3aHBI C BO3MOXHBIM aHTUXOJHMHEPrHYecKuM dddexrom. CUMIITOMBI,
KOTOpBhIe HaOMIOJanuch TOCiAe TMpHeMa [0 MEHbIIeH Mepe MATUKPATHOrO KOJIMYECTBa
PEKOMEHIyeMOM CYTOYHOM J103bI, BKJIIOUAJIW CJEAYIOIIEe: CIIyTaHHOCTh CO3HAHHUA, auapes,
YTOMJISIEMOCTb, TOJIOBHAS 00715, HEJIOMOT'aHHUE, MUJpUa3,

3yl, OCCHOKOWCTBO, cCeMaTWBHBIM 3(P(EKT, COHIMBOCTb, CTYIOp, TaXUKapIus, TPEMOD,

9
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3a/IepKKa MOYH. (MOCNEOCBATENEHOCTE 0004)

JleueHne

Crneun(uyeckoro aHTUI0Ta HET.

B caywyae mepemo3MpOBKH PEKOMEHAYETCS CHMIITOMATHYECKOE WM  IOJIEePKUBAOIICE
nedenue. [IpoMbIBaHME JKeNmynKa W/WIM TPUEM aKTUBUPOBAHHOTO VIS MOXET OBITh
3 PEeKTUBHBIM, €CIIM TMEPEO3UPOBKA MPOU30ILIA HeAaBHO. LIeTUpHU3UH YaCTUYHO BBIBOJIUTCS
IpU JUAIN3E.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®dapmakoauHamMH4YecKHe CBOiicTBa

dapmakoTepaneBTHUYECKass TPyINa: aHTUTUCTAMUHHBIE CpPEJICTBA CHUCTEMHOTO JICHCTBUS,
MIPOU3BOIHBIC TUTIEPA3HHA.

Kox ATX: RO6AEQ7

Mexanusm nelicTeus

Lletnpusun — akTUBHOE BemiecTBO mpemaparta Lletnpusun PeneBan — sBisiercs metaboauTom
THJIPOKCU3MHA, 00J1a/1aeT aHTUTUCTAMUHHBIM 3(P(HEKTOM C MPOTUBOAIUIEPTUUECKUM JCHCTBUEM.
LerupusuH OTHOCUTCS K TpYyIIEe KOHKYPEHTHBIX AHTAarOHUCTOB T'MCTaMHHA M OJIOKHpYET
Hi-rucramMuHOBBIE penenTopsl ¢ HEOOJBIIMM  BO3JCHCTBHEM Ha JIPyrHe PEIeNnTOpHI
Y ITPAKTUYECKU HE OKA3bIBACT AHTUXOJIMHEPTUIECKOTO i aHTHCEPOTOHUHOBOTO JICHCTBUSL.
LleTnpu3uH OKa3pIBaeT BIMSHUE Ha THMCTAMHUH3AaBHUCHMYIO CTaJUI0 AIJIEPTUYECKUX PEaKIUi
HEMEJUIGHHOTO JeMCTBUS, a TaKKe YMEHBIIAeT MMIPALUI0 PO03MHO(PHUIOB M OTpaHUYMBAET
BBICBO60)KI[CHI/IG MCOAUATOPOB IMPHU AJUICPTUUCCKUX PCAKIUAX 3aMCAJICHHOT'O THUIIA. HpaKTI/I‘ICCKI/I
HE MPOXOJUT Yepe3 reMarodHiedanndeckuil 6apbep U, CIelI0BaTENbHO, MOUYTH HE CIOCOOeH
JOCTHYb HEHTPAIbHBIX penentopos Hi.

dapmakoauHamuyeckue d3PPeKTol

B wuccnenoBaHusx BIMSHMS TUCTAMMHA Ha KOXY JeHCTBME LeTHpu3uHa B go3e 10 mr
Ha4YMHAJIOCh yepe3 | yac, JOCTUraao MakcuMyMa co 2-ro ro 12-biif 9ac 1 Bce ellle HabJto1a10Cch
Ha CTATHCTUYECKU 3HAYMMBIX YPOBHAX depe3 24 yaca. B nonosHeHUMM K aHTUTHCTaMUHHOMY
3¢ ¢exTy UETHPU3UH TakXke 007aJaeT NPOTUBOBOCHAIUTENBHBIM >(PQPEKTOM M TEM CaMbIM
OKa3bIBACT BIMSHHUE HA MO3HIO0 (a3y aIepruyeckon peakiuu:

—Ilpu moze 10 mMr oauH wiM JaBa pa3a B JICHb, MHTHUOMPYET TMO3JHIOK (a3y arperamuu
503MHO(UIIOB B KOXKE;

—Ilpu no3ze 30 Mr B JAeHb, HMHTHOUMPYET BBIBEACHHE 303WHO(DUIOB B OPOHXMAIBHYIO
aJIbBEOJISIPHYIO KHUAKOCTh MOCIIE BBI3BAHHOTO aJNIEPT€HOM OPOHXHUAIBHOTO CYKEHUS;

— VHruOupyet BbI3BaHHYIO KaJUIMKPEMHOM IO3IHIO0 BOCTIAIUTEIBHYIO PEAKIIUIO;

— IlomaBnsieT skcnpeccuio MapkepoB BocnaneHus, Takux kak ICAM-1 unu VCAM-1;
10
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— MHrubupyer neicTBrE THCTAMUHOIMOEPATOPYB, TakuX Kak-PAF i ¢yt P [004)

5.2. dapmakoKHHeTHYeCKHEe CBOHCTBA

AOGcopOuus

[Tocne mpuema BHYTpb mpemnapar ObICTpO aOCcOopOHpyeTcsl U3 HKeNyIO0YHO-KUIIEYHOTO TPaKTa.
DapMaKOKHHETUYECKUE TapaMeTpbl LETUPH3WHA TpPHU €ro MNPUMEHEHUH B 103aX OT 5 10
60 Mr U3MEHAIOTCS IMHEHHO. PaBHOBECHAs: KOHLIEHTPAIMS TOCTUTAETCs uepe3 3 THs.
dapMaKOKHMHETUYECKUN Mpo(uib LETHPU3MHA aHAJIOTMYEH y B3pOCIbIX U JeTeil. Y pereit
nociie mpueMa LEeTUPU3UHA B JI03€ 5 MI' KOHIEHTpAalusi aKTUBHOM CyOCTaHIIMM B OpraHU3Me
Takas e, KaKk ¥ y B3poclbix mocie mpuema 10 mr. Y B3pocibIX moclie mpueMa IeTUPU3UHA
B no3¢ 10 mr makcumanbHas KoHIeHTpanus (Cmax) B TUIa3Me KPOBH JIOCTHTAETCS depes
12 vaca u cocraBmsger 350 Hr/ma. Y pereil mociie mpueMa UETUPU3UHA B J103€ 5 MT
MakcuMasibHast KoHIeHTpalus (Cmax) B IJ1a3Me KPOBH JOCTUTAETCS 4yepe3 | yac M cocTaBiseT
275 Hr/min.

[Ipu npueme nerupusuHa B popMe Kameiab MaKCHUMalbHbIE KOHLEHTPAIMH B IJIa3ME€ KpPOBH
JIOCTUTAIOTCS ¢ 00Jiee BBICOKON CKOPOCTHIO.

Pacopenenenune

O06mwem pacnpesnenenus nocie npuema 10 Mr cocrasisieT 35 JIMTPOB y B3POCIbIX, a CBA3BIBAHHE C
Oenkamu ma3mMbl KpoBU — 93 %. YV gereit 00beM pacnpeenieHus mocie MprueMa 5 MI COCTaBIsIeT
npuMepHo 17 AUTpoB.

He3nauuTenbHoe KOJMYECTBO HETUPU3HHA BBIACISAETCS B TPYIHOE MOJIOKO.

BI/IOTDaHC(bODMaHI/IH

VY B3pocabix 60 % 10361 BBIBOAUTCS U3 OpraHU3Ma B HEU3MEHEHHOM BHJI€ IOYKAMH.
DJIMMUHALHS

[Tocne mpuema 10 mMr y B3poCHbIX OOHIMI KIUPEHC meThpusuHa coctapiser 0,60 Mi/MUH/KT;
nepuoa mnonyBbiBeAeHuss (T12) cocraBimser npumepHo 10 wyacoB. [lpuem HecKOIbKHX
03 HEe HW3MEHSeT (apMaKOKHMHETHYeCKHWe mapaMmeTphl. [lpu mpueme mpemapara B CyTOUYHOM
no3e 10 mr B Teuenue 10 aHeH KyMyJIalUM LIETUPU3UHA HE HAOII01a7I0Ch.

[Tocne oxoHuYaHMs JieueHUs YPOBEHb IETUPH3WHA B IUIa3ME KPOBU OBICTPO MaaaeT HIDKE
ompezenseMbIX MpeenoB. [[oBTOpHbIE aieprojlornueckue TeCThl MOXKHO BO30OHOBUTH uepe3
3 nHs.

JIniia moyKMJIoro Bo3pacra

VYV 16 mOXuiabIX JHI] IPH OJHOKpAaTHOM mpueme mpernapata B go3e 10 mr Tiz Obln BbIIIe Ha

50 %, a ckopocTb BbIBeieHUs Obliia Huxke Ha 40 % 1o CpaBHEHUIO C KOHTPOJIBHON TPYIIION.
11
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(GYHKIIUHU MOYEK Y ATOW KaTeropuu MalrueHToB.

IToyeyHas HEAOCTATOUYHOCTh

VY manueHToB ¢ MOYEYHOW HEJOCTATOYHOCTHIO Jerkoil cremenu Tsokectd (KK > 50 mu/mun)
(dhapMaKOKMHETUYECKHNE TapaMeTpbl aHAJOTMYHBI TaKOBBIM Yy 3J0POBBIX JOOPOBOJBIEB C
HOPMAaJIbHOW (DYHKIIMEH IMOYEK.

VY manueHTOB ¢ MOYEYHON HEeIOCTaTOYHOCThIO cpeaneii creneHu Tsokectu (KK 30-49 mu/mun)
T12 ynnuusercs B 3 pasza, a oOmmii kinupeHc cHmkaerca Ha 70 % OTHOCHTENIBHO 370pPOBBIX
JT0OOpPOBOJIBIIEB C HOPMAJILHOUM (PyHKIIMEH TTOYCK.

Y mnamuentoB, Haxomsammxcs Ha remoawanmze (KK <7 mi/mMuH), mpu mnpueme mnpemnapara
BHYTpb B gJo03e 10 wMr oOmwuii KiIupeHC CcHuxkaercss npubmmsutensHo Ha 70 %
OTHOCHUTEIILHO 37I0POBBIX JIOOPOBOJBIEB C HOpMaidbHOUW (DyHKIMEH TMOueK, a 1/2 YIUIMHSETCS
B 3 paza.

Menee 10 % netupusnHa ygaisieTcs B X0J€ CTaHIapTHOW MPOLEy pbl TeMOIAAIN3A.

IleyeHouyHas HEAOCTATOYHOCTh

Y  TDanWeHToB ¢ XPOHUYECKHUMH  3a00JIeBaHMSMH  TI€YeHH  (TeMaTOLEIUTFOJISIPHBIM,
XOJIECTATUYECKUM W OWJIMApHBIM ITUPPO30M) IPH OJHOKPATHOM NpHEME IMpemapara B J103€
10 umu 20 mr Ti2 yBenuumBaetrcs nmpumepHo Ha 50 %, a kmupeHnc cHikaercss Ha 40 % mo
CPaBHEHHUIO CO 3JI0POBBIMU CYOBEKTaMHU.
Koppekumst 10361 HEoOXoauMa TONBKO B Ciy4yae, €CIM Yy TMalueHTa ¢ [eYeHOYHOU
HEJI0OCTATOYHOCTHIO UMEETCS TAKXKE COMyTCTBYIOIIAs TOUYE€UHAsE HEJOCTATOYHOCTb.

eTu
V nereit ot 6 1o 12 net 70 % 10361 BEIBOAUTCS U3 OpraHU3Ma B HEM3MEHEHHOM BHUJIE MTOYKaMHU.
[Tocne mpuema 5 Mr y neteit oOmuit KiupeHc netupusnna cocrapisieT 0,93 mi/MuH/KT.

T12y geteit ot 6 1o 12 ner cocraBisieT 6 4acos, oT 2 10 6 JieT — 5 yacos.

6. ®APMAIEBTHUYECKHWE CBOMCTBA

6.1. IlepeyeHb BCOMOraTeJbHbIX BEelIECTB

. [enmtonoza mukpokpucramueckas 101;

o JIAKTO3bI MOHOTHJIPAT;

o Kpockapmeruiosa HaTpus (E468);

° nosunoH K30;

o MAarHus CTeapar;

o KPEMHHUS AMOKCHU T KOJLTouaubIi (aspocun 200);

12
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

CocraB 000I0YKH

J MOJMBHUHWIOBBIN CIIHPT,

o makporod 3350 (monmudtmwienraukons-3350) (E1521);
o TaJIbK;

° tutana auokcun (E171)

WITH

[nyaﬂ CMCChb IJIA TNICHOYHOTI'O IOKPBITUA COCTOAIIAasA U3:

o MOJIMBUHUIOBBIN CITUPT;

o makporod 3350 (monmudtmwienraukonb-3350) (E1521);
o TaJIbK;

. tutana auokcua (E171)].

6.2. HecoBmecTHMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CpOK XpaHeHHUs1)

3 roxa.

6.4. Oco0bie Mepbl MPEI0CTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B KOHTYPHOI! slU€HKOBOI yIIakOBKe B Iauke npu temneparype Huxke 30 °C.

XpaHUTb B IJIOTHO 3aKpbITOM OaHke mpu Temneparype Huxe 30 °C.

6.5. XapakTep u cojiep:kaHue NEPBUYHONH YIAKOBKH

[To 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YMAKOBKY M3 IJICHKH TOJMBUHWIXJIOPUAHON H
(bonBry aTIOMHUHUEBOW MEYaTHOM JIaKHPOBAaHHOH, MK 10 50 TabieTok B OaHKY MOJMMEPHYIO U3
MOJIUATUIIEHA HHU3KOTO JaBJIEHUS B KOMIUIEKTE C KpPBIIIKOM IMOJMMEPHOW U3 MOJUATHIIEHA
HU3KOTO JJaBJICHHUS.

Ha OanKy HakJIeMBalOT ITUKETKY CaMOKJIESIIYIOCS.

baHky 3aTSruBaroT B IUIEHKY TEPMOYCaI0UHYIO.

1, 2, 3 KOHTYpHBIX STYEUKOBBIX yMakoBOK Mo 10 TabneTok, uiu 0aHKY YKyHOPEHHYIO KPBILIKOH,
C MHCTPYKUMEH MO MEAMIMHCKOMY IPUMEHEHHUI0 IOMEIIAIOT B MA4yKy W3 KapToHa s
HOTPEOUTETHCKON TapHl.

6.6. OcoOble Mepbl NPeJIOCTOPOKHOCTH NPH  YHUUYTOKEHHM  HMCIOJIB30BAHHOIO
JICKApCTBEHHOI0 MNpenapara MWJIH  OTXOA0B, TMOJYYEHHBIX IOCJIe NPHMEHEHHus!
JIEKapCTBEHHOI0 Mpenapara, 1 Apyrue MaHUINYJIsILMHU ¢ penapaToM

HeTt oco0bIx TpeOoBaHUH K yTHIN3AIUH.
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7. JIIEPKATEJH PETUCTPAIIMOHHOIO VIOCTOBEPEHISE 'EHUCTE 0004)

Poccuiickas @enepanus

AxuunonepHoe o6mectTBo «IIpousBoacTBeHHas hapmarieBTHUecKas koMrnanus OOHOBICHHE)
633621, HoBocubupckas 061., Cy3yHckuii paiioH, pi. Cy3ys, yiu. Komuccapa 3atekoBa, 1. 18.
Temn./akc: 8 (800) 200-09-95.

7.1. TIpeacraBUTEJNb JAep:KaTeisi pEruCTPAIHOHHOTO YI0CTOBEPEHUsI

IIperen3un HOTDC6HT6HCI>'I HalnpasJATH 110 aApPECy:

Poccuiickas @enepauns

AxunonepHoe obmiectBo «IIpousBoscTBenHas ¢papmareBTuueckas komnanusi OOHOBIEHHE»
630096, r. HoBocubupck, yi. CrtanimonHasi, a. 80.

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

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUS

9. JATA MNEPBOM PETHMCTPAIIUM (IOJATBEPXIEHUS PErUCTPALIUH,
NEPEPEI'UCTPALIUN):

JlaTta mepBUYHOM peruCTpaIuu:

10. JATA IIEPECMOTPA TEKCTA
OOmass xapakTepuUCTHKa JieKapcTBeHHoro mnpemnapara lletupusun PeneBanm poctymHa Ha
uHPOPMAIIMOHHOM TMopTane EBpa3uiickoro HSKOHOMHYECKOTO CO03a B HWH(OPMAIMOHHO-

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