COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 12.02.2026 N= 2580

OBILAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOPOTIPEITAPATA U012

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITIAPATA
HETUPU3UH BEJI®APM, 10 mr, TabaeTKH, TOKPBITHIE TUICHOYHOH 000JI0YKOHA.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BENIECTBO: LIETUPU3HH.

Kaxxnas tabnerka copepxut 10 Mr netupusnHa AUTHAPOXIOPUAA.

BcnomorarenbHbIe BelllecTBa, HATMYUE KOTOPBIX HAJIO YYUTHIBATh B COCTaBE JIEKAPCTBEHHOT'O
npemnapara: jaktosa (cMm. pasuensi 4.3. u 4.4.).

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE TNIEHOYHOH 000IOYKOH.

Kpyribie TBOSKOBBIMYKIIbIE TAOIETKH, MOKPBITHIE IJICHOYHOH OOOJIOUKOW OEJIoro WM IOYTH
Oeroro 1BeTa, ¢ PUCKOW C OJHOM cTopoHbl. Ha momepednoM paspese — sSapo Oeoro Wil IMOYTH

OeJIoro 1BeTa.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUI0

[Tpenapar IETUPU3MH BEJI®APM noka3an Kk IPUMEHEHHUIO Y B3POCIIBIX U JIETEH B BO3pacTe C
6 seT 11 00JIETYEeHUS:

- Ha3aJIbHBIX M IJIA3HBIX CUMITOMOB KPYIJIOTOJAWYHOIO (IIEPCUCTHPYIOLIET0) U CE30HHOTO
(MHTepMUTTHUPYIOIIETO) AIJEPTrUYeCKOr0 PUHHUTA U aJUIEPrHUeCKOro KOHBIOHKTUBUTA: 3YIa,
YUXaHbs, 3aJI0’)KEHHOCTU HOCA, PUHOPEH, CIIE30TEUEHHUS, TUIIEPEMUN KOHBIOHKTHUBBI;

- CUMIITOMOB XPOHUYECKON UANOMATUYECKOW KPATUBHUIIBI.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

Bspocnvie
10 mr (1 Tabnetka) 1 pa3 B AcHB.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmur noxcunozo 6ospacma
N3-3a BO3MOKHOTO CHIKEHUS (PYHKLIHMM TOYEK pEeXHM JO3MpPOBaHUS Ipernapara CieayeT
KOPPEKTUPOBATh (CM. MYHKT «[larieHTsl ¢ HapylieHueM GYHKIMH oYek» paszjaena 4.2.).

Tayuenmoi ¢ Hapywenuem hyHKkyuu novex
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Mockosky npenapar LIETUPU3VH BEJIDAPM srizot i 113 Obr aitsha 8 GCHOBHOM 1Hotfiam

(cM. pazmen 5.2.), mpu HEBO3MOXKHOCTH ATbTEPHATHBHOTO JICUCHHUS MAIMCHTaM C TOYEYHOM
HEJOCTATOYHOCTHIO PEKUM JIO3UPOBAHMS IIPerapaTa caeayeT KOPPEKTHPOBATh B 3aBUCUMOCTHU OT
GyHKIMH 1MOYeK (CKOpPOCTh KiyooukoBoi (prutbrparnuu [CKD]).

[Tpu ucronb30BaHUM TAOIHUIIBI 1151 KOppekiuu 10361 KK 10mKkeH ObITh paccuuTan B MJI/MUH.

KK nmst My»X4uH MOKHO pacCUMTATh, UCXO/SI U3 KOHIIEHTPAIUU CBIBOPOTOYHOTO KPEATUHUHA, 110

cnenyrolen Gopmye:

[140 — 603pacm(200bl)]- macca mena (k2)
72 - KK cpi0pom (me ! oxn)

KK (mnl mumn) =

KK 15 ’KeHIIMH MOYKHO PacCUnTaTh, yMHOXKUB TOJTY4YEHHOE 3HaUeHue Ha K03 duuuenr 0,85.

Lo3uposarue y 83p0oCibix NAYUEHMO8 C NOYEeYHOU He)OCMAMOYHOCHbIO

IloyeuHast HEZOCTATOYHOCTD CK® (MJ1/MHH) Pexxum 103MpoBaHusA
Hopma >90 10 mr 1 pa3 B JieHb
Jlerkas 60-89 10 mr 1 pa3 B 1eHb
Cpennsis 30-59 5 mr 1 pa3 B JieHb
Tsoxenas 15-29 (ue 5 Mr 4yepe3 JieHb

TpeOyeT auanm3a)
TepMuHasibHaAsA CTausl — MAUUECHTHI, <15 [Ipuem npenapara
HaXOAIIMeCs Ha THAIN3€e MIPOTHBOINOKAa3aH

Tlayuenmsi ¢ Hapywenuem yuKyuu neveHu
VY manueHToB C HapymIEHHEM TOJBKO (DYHKIMU TEYCHH KOPPEKIMH PEeXUMa T03UPOBAHUS HE
TpeOyercs.
VY nanueHToB ¢ HapylieHHeM U (GYHKIUU TeUeHH, U (PYHKIUU TOoYeK, PEKOMEHIYETCSI KOPPEKITUs
JO03UpOBaHus (CM. TaOIMUILYy BHIIIIE).
eTH
Jemu om 6 0o 12 nem
10 mr (1 Tabnetka) 1 pa3 B A€Hb.
[TponomKUTENTFHOCTD JIEUEHUS HE TOJKHA MPEBHIIIATh 4 HEJelNb.
ATNbTEepHAaTUBHO, 1032 MOXET OBbITh pasjieneHa Ha jABa npuema (mo 1/2 TabneTku yTpoM u
BEYEPOM).
Jemu cmapwe 12 nem
10 mr (1 Tabnetka) 1 pa3 B IeHb.
Wuorga HayanbHOM 10361 5 Mr (1/2 TabneTku) MOXKET OBITh JOCTATOYHO, €CIU ATO TO3BOJISET
JOCTHYB YIOBIETBOPUTEIHHOTO KOHTPOJISI CAMITTOMOB.
JleTsiM ¢ TMOYeYHO# HEeJOCTATOYHOCTHIO JI03Y KOppeKTUpYIoT ¢ yueTtoM KK 1 macce Tena.

Crooco0 nmpuMeHeHus

BnyTps.
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Mpusumats npenapar IETUPU3H BEJIOGAPM cieyel Bedbpbar 1K CHMTTOME] SlaHoBiTes

Oosee BeIpaKeHHBIMU BeuepoM. IIpenapar ciienyer npuMeHsATh HE pa3KeBbIBasl, PEKOMEHAYETCS
3anuBaTh BoJoMU. [Ipenapar MOXHO IPUHKUMATh HE3aBUCUMO OT MpHUEMA IUILH.

4.3. [IpoTuBONOKA3aAHUS

- I'unepuyBCTBUTENBHOCT, K LETUPU3MHY, TUIAPOKCH3UHY, JAPYTMM IPOU3BOJIHBIM
nurepasuHa Wil K JPyruM BCIIOMOIaTeNIbHBIM BEILIECTBAM, [IEPEUHCICHHbBIM B pa3jedie 6.1.

- TepmuHanbHas CTANUA TOYCYHON HEJOCTATOYHOCTH (CKOPOCTh KITyOOUKOBOM (DMIIbTpaLuu
< 15 ma/muH).

— Jletckuii Bo3pact 70 6 et (Uit JaHHOM JIeKapCTBEHHON (POPMBI).

- HacnencrBeHHas HENEpeHOCHMMOCTb TallakTO3bl, AE(QUUUT JaKTa3bl WIM CHHAPOM
IJIF0K030-TaJIaKTO3HON MalibabCcopOLMH.

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— XpoHuyeckasi Mo4yeyHass HEJIOCTAaTOYHOCTh (MPU CKOPOCTU KIyOOUKOBOHM (DHIIBTpAIUU

v

15 mu/mMuH TpeOyeTcs KOPPEKIHs pexnuMa T03UPOBaHU).

— [TarmeHTH! TOKUIIOTO BO3pacTa (MpU BO3PACTHOM CHUKEHHUH KIIyOOUKOBOW (DUIIBTPAIUH).
— DONuUeTcHsl ¥ MAIUSHTHI C MOBBIMIEHHOW CYI0POKHOU TOTOBHOCTBIO.

- [TarreHTHI ¢ MpeapacnoaralonMe (pakTopaMu K 3aaepikke Moun (cM. pazjaen 4.4.).

— [Ipyn omHOBpEeMEHHOM YHOTPEOIEHUU C alKOrojeM WM IpernapaTamMH, yTHETAIOIIMMHU
HeHTpanbHyto HepBHYyIo cuctemy (ITHC) (cm. pasznen 4.4.).

— [Tepwon rpyIHOTO BCKapMITUBAHUS.

— bepemeHHOCTS.

Oco0ble yKazaHus

VYV nmanueHToB ¢ MOBPEXACHUEM CIIMHHOIO MO3ra, THUIEpIUIa3uei MpeCcTaTelbHON Keles3bl, a
TaKKe MpU HAIMYUM JIPYTHX Ipeapacroyiaratonmx (akTopoB K 3aaep)KKe Mouu, Tpedyercs
coOI0ICHHE OCTOPOXKHOCTH, TAK KaK HETUPU3UH MOXKET YBEJIMYUBATh PUCK 3aJI€PKKH MOYH.

VY mnanveHToB C MNOYEYHOM HEAOCTATOYHOCTBHIO PEXHMM JO3UPOBAHMS NIpernapara CIeayeT
KOPPEKTHPOBATh (CM. pazzen 4.2.).

N3-3a BO3MOXHOIO CHHKEHMSI (PYHKIMM TOYEK Yy MAIMEHTOB IMOKUJIOTO0 BO3pacTa PpPEeXUM
JIO3UPOBAHUS TIpenapara cieayeT KOppeKTUpoBaTh (cM. pasnen 4.2.).

PexomeH10BaHO COOJIOAATE OCTOPOXKHOCTH NMPH NMPUMEHEHHM LETHPU3UHA OJHOBPEMEHHO C
ankoroieM WM mpemnaparamu, yraetatormmmu [[HC, Tak kak HeTUPU3UH MOXKET MPHUBECTH K
MOBBIIEHHOW COHJIMBOCTH.

OCTOPOXHOCTH CIEAYET COONIOAAaTh Yy MAIUEHTOB C AMUJICTICUEH W MOBBIIICHHON CYIOPOXKHOM

TOTOBHOCTEIO.
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HepuoJl BBUY TOTO, YTO OJOKaTOphl Hi-THCTAaMMHOBBIX PELENTOPOB MHTHOMPYIOT pa3BUTHE
KOXHBIX aJUIEPITHUYECKUX PEaKLUH.
[Tocne npexpaleHnss IPUMEHEHUsI LIETUPU3HHA MOXKET MOSIBUTHCA 3y W/UIM KPAITUBHULIA, JaKe
€CJIM 3TH CUMIITOMBI OTCYTCTBOBAJIM B HayaJle JIeueHUs. B HEKOTOPBIX CiIydassX CUMITOMBI MOTYT
OBITh MHTEHCUBHBIMU M TPeOOBAaTh BO30OHOBJICHUS NpueMa HeTupu3nHa. CHMIOTOMBI UCUE3AI0T
py BO30OHOBJICHUHU TIpUeMa [ETHPU3MHA.

eTH
Lletupu3uH B TabiieTKaX, NOKPBITHIX IJICHOYHOH 000JI0YKONH MPOTHBOIOKA3aH JETAM 10 6 JeT,
MIOCKOJIbKY JIaHHAsI JIeKapCTBEHHAsA (hopMa HE TMO3BOJISET HCIIOJIb30BATh MOIXOSILYIO JO3UPOBKY
JUISL TOW BO3PACTHOM I'pyIIIbl. PEKOMEHyeTCsl HCII0JIB30BATh MEAUATPUUECKYIO JIEKAPCTBEHHYIO
dbopMy (Karu a7 nprueMa BHYTPb).

BcnomorarenbHbIe BEIECTBA

JlexapctBennsiii mpenapatr LIETUPU3UH BEJI®APM conepxur nakrosy. [lanuentam ¢ peako
BCTpEYAIOIIeHCs HACTIEICTBEHHON HEMEPEHOCUMOCTBIO I'aJIaKTO3bl, AS(HUIIUTOM JaKTa3bl Jomapen
WY TIII0K030-TaJlaKTO3HOM ManbabcopOLueil He ciieyeT IpUHUMaTh 3TOT Mpenapar.

4.5. B3aumopeiicTBHe ¢ JPYTMMH JIEKAPCTBEHHBIMH NPeNapaTaMu U pyrue BU/bl
B3aMMOJEHCTBHUSA

OnHOBpeMEHHOE NPHUMEHEHHE C  a3UTPOMHUIIMHOM, I[HMETHAWHOM, JPUTPOMHIIMHOM,
KETOKOHA30JIOM MWJIM TCeBAOA(EIPUHOM He BIMSAeT Ha (DapMaKOKMHETHUYECKHE IapaMeTpbl
nerupusuHa. PapMakOKMHETHUYECKHX B3aUMOIeHCTBHI He Habmoqanock. COriacHoO UCTIBITAHUAM
In vitro, netupusuH He BIuseT Ha d3pdeKT cBsI3bIBaHUs Oenka BaphapuHa.

OmHOBpEMEHHBIN TpHUEM a3WTPOMHIIMHA, JPUTPOMHUIIMHA, KETOKOHA30ia, TeopuuimHa U
nceproddenpruHa He BBIIBMJI CYIIECTBEHHBIX H3MEHEHHH B KIMHMYECKHX J1a00paTOPHBIX
NoKa3aTessiX, )KU3HEHHO BaKHBIX QYHKIUAX U dJIEKTpOKapIuorpapu.

B uccnenoBanuu ¢ 01HOBpeMEHHBIM ITpreMoM TeopriuinHa (400 mr B 1eHb) 1 netupusuHa (20 mr
B JIeHb) ObIO OOHAPY)KEHO HE3HAYUTEIHHOE, HO CTATUCTUYECKU JTIOCTOBEPHOE IMOBHIIICHUE 24-
yacoBoit AUC (rutomaau mox kpuBoi) Ha 19 % ans nerupusuna u Ha 11 % s TeopmmHa.
Kpome TOro, mMakcumManbHble YpOBHM B IlIa3Me€ KpOBHM yBenuuwiauch 10 7,7 % u 6,4 %
COOTBETCTBEHHO [UIsI HEeTHpU3WHa W TeopmwumHa. OXHOBPEMEHHO KIHMPEHC IIETHPH3MHA
yMmeHbIuiIcs Ha -16 %, a Taxxe Ha -10 % B cnydae TeodrimnHa, Korjaa NETUPU3UH TPUHIMAIIH
NalMEeHThl, KOTOphIE paHee MoTydain jJeueHue reopuiummHoM. Tem He MeHee, peAeCTBYIOIIee
JeYeHHE IEeTUPU3MHOM HE OKa3allo CYIIECTBEHHOrO BIHUSHHMS Ha (apMaKOKHHETHYECKHE
napaMmeTpbl Teo(hUUIHHA.

[Tocne ogHOKpaTHOTO preMa netupusrHa B 103¢ 10 mr addext ankorons (0,8 %o) 3HAUUTETHHO
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OJIHOM U3 16 ICUXOMETPUYECKUX TECTOB.

OpnnoBpemMeHHBIN TipreM 10 Mr meTUpU3MHA B JISHb C TJIMIU3HUIOM MIPUBEN K HE3HAUYUTEIBHOMY
CHI)KCHMIO TOKazaresei ToKo3bl. ITOT 3P deKT He MMEeeT KIMHUYECKOro 3HaueHus. Tem He
MeHee, PEeKOMEHIYeTCsl pa3/IeNIbHbIN MPUEM — MIUIU3HU YTPOM U HETHPU3HH BEYEPOM.

Crenenp BcachblBaHUs LETHPU3MHA HE CHIIKACTCS MPH OJHOBPEMEHHOM IpPHEME IMUIIH, XOTS
BCachIBaHHE 3aMeuIsieTcs Ha | Jac.

B nccnenoBanny ¢ MHOTOKpAaTHBIM IpreMoM puToHaBupa (600 mr 1Ba pa3a B IeHb) U LIETUPU3UHA
(10 mr B AeHb) cTENEHb SKCIO3UIIMY LIETUPU3KHA Obla yBenndyeHa npuMepHo Ha 40 %, B To Bpemst
KaK KCIIO3MIIMS PUTOHABUPA HE3HAYUTEIbHO M3MeHuIach (-11 %) BeeIcTBUE COMYTCTBYIOIIETO
npremMa HeTHpU3HHA.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

JlaHHBIE IO TPUMEHEHHIO IETUPH3UHA BO BpeMs OepemeHHOCTH orpanudeHs (300—-1000 ucxomos
O6epemenHoctn). OgHaKo HE BBIBICHO Cciy4aeB (OpPMHUPOBAaHUS TIOPOKOB  pa3BUTHS,
SMOpPUOHANIBHOIN U HEOHATaIbHOW TOKCUYHOCTH C YETKOW MPUUUHHO-CIIEICTBEHHOH CBS3BIO.
DOKCHepUMEHTAIbHBIE HCCIEIOBAHUSI HAa JXKUBOTHBIX HE BBIABWIM KaKUX-THOO MPSAMBIX HIU
KOCBEHHBIX HEOJIaronpusaTHHIX 3(()EeKTOB IETUPU3NHA HA PA3BUBAIOIIUIICS IO/ (B TOM YHCIE B
MOCTHATAJIHLHOM MEPHOJE), TeUCHNE OEPEMEHHOCTH U POIOB.

[Tpu OepeMEeHHOCTH ClieyeT MPUMEHSTh C OCTOPOKHOCTHIO, B CIIy4ae €ClH MpejroaraeMas
MOJIb3a JUIsl MaTE€PH MPEBBIIIACT MOTEHIIMATBHBIN PUCK AJIS TUIOA.

JlakTanus

LleTHpu3uH SKCKPETHPYETCS C TPYAHBIM MOJIOKOM. LleTHpH3MH BBIZENSETCS B TPYIHOE MOJIOKO B
koruecTBe 25-90 % OT KOHIIEHTpAIMH B IJIa3Me KPOBH, B 3aBUCIMOCTH OT BpeMeHHU 0TO0pa npod
nocie Tpuema Tmpernapara. HekenarenpHble peaklMH, CBS3aHHBIE C ETUPUZUHOM, MOTYT
HAOIOAThCS y TPYIHBIX JIETEH.

B mepuox rpynHOro BCKapMIIMBAaHUS CIEAYET MPUMEHSTH C OCTOPOXKHOCTBIO, B CIydae €CIH
mpeJnoaraeMas rmoJib3a Jijisl MaTepy MPEeBbIIIaeT MOTEHIIMANBHBIN PUCK TSI peOeHKa.

DepTUabHOCTD

HOCTYHHI)Ie JaHHBIE O BJIHWJIHHKU Ha (bepTI/IJ'II)HOCTI) YCJIOBEKAa OrpaHUYCHbI, OJHAKO
OTpULATCIIBHOTO BIIUAHUA HA (i)epTI/IJ'II)HOCTB B HUCCJICAOBAHUAX HA ) KNBOTHBIX HE BBISIBIICHO.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMH CPeICTBAMHU U padoTaTh ¢
MeXaHU3MaMH

[leTpu3nH MOXKET MPUBECTH K IMOBBIIMICHHOW COHJIMBOCTH, CJIEIOBATEIBHO, MPENapaT MOKET

OKa3bIBaTh BIIHMSHHE HA CIIOCOOHOCTD YIIPABJIATH TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MAaMM.
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4.8. HexkennaTeibHbIe peakunu

Pesrome npoduiist 6e3onacHocT

Hannvie, nonyyennvie 6 KIUHUYECKUX UCCIe008AHUAX
Pe3ynbpTaThl KIMHUYECKUX UCCIIEOBAaHUH TPOAEMOHCTPUPOBAIIM, UTO IPUMEHEHUE IETUPU3UHA B
PEKOMEH/I0BaHHbIX /103aX IPUBOJIUT K Pa3BUTUIO HE3HAUMTEIbHBIX HEXeNaTeIbHbIX Y3PPEKTOB HA
I[THC, BKir04asi COHIMBOCTb, YTOMIISIEMOCTh, FOJIOBOKPYKEHUE U TOJIOBHYIO 0011b. B HEKOTOpBIX
cirydasix OblIa 3aperucTpupoBaHa napagokcanbHas ctumyisius [IHC.
HecMmoTpst Ha TO, YTO LETUPU3UH SIBJISAETCS CEIEKTHBHBIM OinokaTtopoM mnepudepuueckux Hi-
pELENTOPOB U NPAKTUYECKU HE OKAa3bIBACT AHTUXOJIMHEPIMYECKOro AEHCTBUS, COOOILANOCh O
€MHHUYHBIX CIIy4yasiX 3aTPyIHEHUS MOUYEHCIYCKAaHUs, HAPYILIEHUAX aKKOMOJAIMU U CYXOCTU BO
pTYy.
Coo01anocs 0 HapyIIeHUAX PYHKIUU E€UEHH, COMPOBOXKIAOIIMXCS MOBBIILIEHUEM aKTUBHOCTH
[IEYEHOYHbIX (DEPMEHTOB U YpOBHs OunnpyOuHa. B OosbLIMHCTBE CilyyaeB HexelaTelbHble
peakuuu pa3pelaivch Nocie NpeKkpalieHus nprueMa HeTupu3Ha.

emu
B nutane60-KoHTpoJIMpyeMbIX UCCIIEA0BaHMX, Y IeTel B Bo3pacTe oT 6 MecsLeB 10 12 jer 6buin

BBISABJICHBI CJICAYIOIIUC HEKECIIATCIbHBIC PCAKIIUU C gactotou 1 % u BhINIIE:

HexenarenbHble peakuuu HeTupusun IInane6o
(n = 1656) (n=1294)

Kenyoouno-Kuuieynvie HapyuleHus

Hunapes 1,0% 0,6 %
Icuxuueckue napyuwenus
COHJIHNBOCTH 1,8 % 1,4 %

Hapywenus co cmoponbl 0blXamenibHOU CUCMEMbl, OP2aHO8
2PYOHOU KNemKU U CpedoCmensl

Punutr 1,4 % 1,1%
Obwue HapyuieHus: u HapyuweHus 8 mecme 66e0eHus.
YToMIIEMOCTE 1,0% 0,3%

Pe3roMe HeXeIaTeIbHbIX PEeaKIni

HmeroTcss aHHBIE, TMONYYEHHbIE B XOJ€ JBOMHBIX CIEMBIX KOHTPOJIMPYEMBIX KIMHHUUYECKHUX
UCCIIEIOBAaHUM, HaIpaBI€HHbIX Ha CpaBHEHHE LETHPU3MHA U IUIanedo WIM JPYTrux
AQHTUTMCTAMUHHBIX MPENapaToB, MPUMEHSIEMBIX B PEKOMEHAOBaHHBIX J103ax (10 Mr oguH pa3 B
CYTKH /7151 IeTUpu3nHa) 6osee ueM y 3200 manueHToB, Ha OCHOBAaHHH KOTOPBIX MOYKHO TIPOBECTH
JIOCTOBEPHBIIN aHANIN3 JaHHBIX M0 OE30MaCHOCTH.

CornacHo pe3ynbTraTaM 0OOBEIMHEHHOTO aHAJIN3a, B IUIALE00-KOHTPOIUPYEMBIX UCCIIEAOBAHUIX
Ipy NPUMEHEHUU IeTHpU3WHa B J103€¢ 10 Mr ObUIM BBISABIIEHBI CIENYIOLINE HEXKelaTelbHbIe

peakuuu ¢ yactoto 1,0 % unu BeIIe:
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HexenarenbHble peakiun T dmipusnn 10 M1 { - Tnaedo

(n = 3260) (n =3061)
Obwue Hapywenus u peakyuu 8 mecme 68e0eHUs
YTomisieMocThb 1,63 % 0,95 %
Hapywenus co cmoponul HepsHoll cucmemul
I'onoBokpyskeHHe 1,10 % 0,98 %
I'onosuast 6016 7,42 % 8,07 %
JKenyoouno-kuweunvie HapyueHus
Boss B xuBOTE 0,98 % 1,08 %
CyxocTb BO pTYy 2,09 % 0,82 %
Tomnora 1,07 % 1,14 %
Tcuxuueckue napywenus
COHIHUBOCTE 9,63 % 5,00 %
Hapywenuss co cmopounsl Ovlxamenvhotl cucmembl,
0p2ano8 epyOHOU KIeMKU U CPeOO0CHeHUs]
DapuHTUT 1,29 % 1,34 %

XO0Ts 4yacToTa CIy4aeB COHJIMBOCTH B IpYIIE IETUPU3MUHA ObLIa BBIIIE, YEM TaKOBasi B TPYIIE
miane0o, B OOJIBIIMHCTBE CIIy4aeB 3Ta HeKelaTelbHasl peakius Oblia JIETKONH WM YMEPEHHOMN
crerneHu TshkecTu. [Ipu 0OBbEKTHBHOM OLIEHKE, MPOBOJUMON B paMKax IPYTUX HCCIEIOBAHHIA,
OBLJIO MOJATBEPXKJIEHO, YTO NPUMEHEHUE LETHPU3MHA B PEKOMEHIOBAHHON CYTOYHOW J03€ Yy
3JI0POBBIX MOJIOJIBIX JOOPOBOJIBLIEB HE BIMSIET HAa UX MOBCEAHEBHYIO AKTUBHOCTD.

Onvim nocmpe2ucmpayuoHHO20 NPpUMEeHeHUs

[ToMuMoO HexenaTeabHBIX SBJICHWH, BBISIBICHHBIX B XOJA€ KIMHUYECKUX MCCIEAOBAHUNA U
ONMCAHHBIX BBILIE, B paMKaX MOCTPETUCTPALMOHHOIO IPUMEHEHUS MPEnapaToB, COIEPKALIUX B
Ka4yecTBe JEHWCTBYIOIEro BEIIECTBA LETHPU3UH, HAONIIOJAINCH CIEYIOUINe HexXelaTelbHble
peaxkuuu.

HexenarenbHble peakuu MpPEICTaBICHbl B COOTBETCTBUU C MOPAKEHUEM OPraHOB U CHUCTEM
OpraHOB B IIOCJEJ0BAaTEIbHOCTH MEIUIMHCKOTO cloBaps i HOPMaTHUBHO-IIPaBOBOM
nesrenbHocTH  (MedDRA). Yacrtora BO3HUKHOBEHHs ONpeAesulach B COOTBETCTBUU  CO
CIEeYIOIUMHU KaTeropusMu: o4eHb yacto (>1/10), vacto (>1/100, o <1/10), meuacto (>1/1000,
Ho <1/100), peaxo (>1/10000, o <1/1000), ouens penko (<1/10000), yactora HeusBecTHA (Ha
OCHOBaHUU UMEIOIINXCS JAHHBIX OLIEHUTh HEBO3MOXKHO).

Hapywenus co cmoponwl Kpogu u iumgamuyeckoll cucmemvl. O4€Hb PeJIKO — TPOMOOIIUTONECHUS.
Hapywenus co cmoponst uMMyHHOU cucmembl: PEJKO — peaKIIMH TUIIEPUYBCTBUTEIBHOCTH; OUYEHD
peaKo — aHaPITAKTUIECKUN TITOK.

Hapywenus memabonuzma u numaHnus: 4acToTa HEU3BECTHA — MOBBILLIEHUE ATNETUTA.
Tlcuxuueckue HapywieHus: HEYACTO — BO30YXK/IEHUE; PEIKO — arpeccusi, CIyTaHHOCTh CO3HAHUS,
Jenpeccusi, TAJIIOUNHALMY; OYEHb PEIKO — THK; YaCTOTa HEU3BECTHA — CYWLUJAIBHBIE HUJEH,

HapyIIeHus CHa (BKJIFOYasi KOIIMAapHbIE CHOBUICHUS ).
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Hapywenus co cmopoHwvl HepeHoti cucmemsl: HEYACTO —'-%&Bﬁcwi%g@gtﬁéﬁgp%&ﬁcﬁem

pEeNKO — U3BpallleHHue BKyca, TUCKUHE3Hs, TUCTOHUS, 0OMOPOK, TPEMOp; 4acTOTa HEM3BECTHA —
HapYIICHUE aMSITH, B TOM YHCJIC aMHE3HsI, TIIyXOTa.

Hapywenus co cmopomwvl opeana 3perusi; 04eHb PEIKO — HapYIICHUE aKKOMOAIUU, HEYETKOCTh
3peHHMSI, HUCTArM; YaCTOTa HEU3BECTHA — BACKYJIHT.

Hapywenus co cmoponul opeanog ciyxa u 1adupunma: 9acToTa HEU3BECTHA — BEPTUTO.
Hapywenus co cmopoHul cepoya. peaKo — TaXUKaAPIHSL.

JKenyoouno-kuweynvle Hapyulenus: HEY4acTo — TAaPesl.

Hapywenuss co cmopoubl neueHu U JHCenyesul8OO0AWUX nymei. PEAKo — TeYCHOYHAs
HEJOCTAaTOYHOCTh C U3MEHEHHEM ()yHKITMOHATIBHBIX MIEYCHOYHBIX MPOO (TMOBBIICHUE AKTHBHOCTH
TpaHCaMHHA3, MeNouHOi (ocdaTassl, TaMMa-TIyTaMuaTpanchepassl 1 OUIUpyOHUHA); YacToTa
HEHM3BECTHA — TCTIATHT.

Hapywenus co cmoponvt Kodcu U NOOKOJCHBIX MKAaHel. HEYaCTO — ChIllb, 3y, PEIKO —
KpanuBHUIA; OYEHb PEIKO — AHTHOHEBPOTUYCCKUU OTEK, CTOWKAs JIGKAPCTBEHHAS JPUTEMA;
4acTOTa HEM3BECTHA — OCTPbI N'€HEPATM30BAHHBINA IK3AHTEMATO3HBIN MyCTYJIE3.

Hapywenus co cmopoHbl MbluieyHoll, CKelemHOol U COeOUHUMEeNbHOU MKAHU: 9aCTOTa HeM3BECTHA
— apTpairus, MUAJITHSL.

Hapywenus co cmoponsl nouex u mouegvl8o0sujux nymei: OY€Hb PEIKO — JAU3YpHs, dHYpE3;
4acTOTa HEM3BECTHA — 3aJICPIKKA MOYH.

Obwue napywenus u peakyuu 8 mecme 66edenus. HeYacTO — aCTCHHS, HEIOMOTaHUE; PEIKO —
nepudeprudeckue OTeKu.

Jlabopamophvie u uHcmpymeHmanbHvle OaHHbie: PEIKO — MOBBIIICHUE MacChl Tela.

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKIII/II\/'II

ITocae MMpEeKpaliCHUus MNPUMCHCHHUA LECTUPHU3NHA OBLIM OTMEUYCHBI ClIydan 3yla (B TOM YHCIIC
HUHTCHCHUBHOI'O 3yzLa) W/ W KpallMBHUIIBI.

Co001rIeHns 0 m0I03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxxHo coo01mate 0 JIF00bIX TO03pEBAEMBIX HEXKEIATENBHBIX PEAKIHIX TOCIE PErHCTPALUT
JIEKapCTBEHHOTO Mpernapara ¢ Lielbio 00ecreueHus! HEPEePbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«T10JTh3a-PUCK» JIEKAPCTBEHHOTO Mpenapara. MeIuImHCKUM pabOTHUKAM PEKOMEHIYETCS
co00mIaTh 0 JFOBIX TOJ03PEBACMBIX HEXKENATEIBHBIX PEAKIUIX JEKApCTBEHHOTO Mperapara
Yyepe3 HaIMOHAIBHBIE CHCTEMBI COOOIIEHUS O HEXKENIATEIbHBIX PEaKIUsIX TOCYAapCTB — WICHOB
EBpa3uiickoro 53k0HOMHUYECKOTr'0 COI03a.

Poccuiickas ®edepayus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (PoczapasHaanzop)

109012, r. MockBa, CrnaBstHCKas TUI0IIa b, 1.4, cTp. 1
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E-mail: pharm@roszdravnadzor.gov.ru

WurepHeT-caidT: WWW.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMnOTOMBI

CuMnToMsl, HaOIIO1aeMbIE TTOCIIE IBHOW TIepeI03UPOBKY IpenapaTa, ObUIH CBSI3aHbI C BIUSHUEM
Ha [THC wim ¢ BO3MOXKHBIM aHTUXOJIUHEPTHIeCKUM d(h(HEeKTOM.

CuUMINITOMBIL, KOTOPbIE HA0IIOIATUChH MTOCIIE IPHUeMa 110 MEHbIIEH Mepe MATUKPATHOTO KOJIMYECTBa
PEKOMEHIyeMOl CYTOYHON J03bl, BKIIOYAIM CIEAYIOLIee: CIIyTaHHOCTh CO3HAHMs, Tuapes,
YTOMIIIEMOCTh, TOJIOBHAas OOJb, HEJOMOTaHHE, MUApHa3, 3y, OCCIIOKOHCTBO, CEIaTHBHBIN
3 PEKT, COHTMBOCTD, CTYNOP, TAXUKAPIHS, TPEMOP, 3aAPKKA MOYH.

Jleuenue

Crienuduueckoro aHTHI0Ta HET.

B ciyuyae nepeno3upoBKy peKOMEHAYETCS CUMIITOMATHYECKOE HITH TOJIEPKUBAIOIIEe JICUCHHE.
[TpombIBaHME KETyIKA W/WIA TPUEM aKTUBUPOBAHHOTO YIJISI MOXET OBITh A((PEKTHBHBIM, €CITU

Nepeao3upoOBKa IIpou3onijia HEJaBHO. HGTI/IpI/ISI/IH YaCTUYHO BBIBOAUTCA IIPpU AUAJINA3C.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMuyecKe CBOiCTBA

®apMakoTepaneBTUYECKass TpYINa. aHTUTUCTAMUHHBIE CPEICTBA CHCTEMHOTO JCHCTBHS;
MIPOU3BOJHBIC MMUIIEPA3HHA.

Ko ATX: RO6AEQ7

Mexanusm geificTBus

HCTI/IpI/BI/IH — aKTUBHOC BCUICCTBO IIpCIIapaTa — ABJIACTCA MeTa0O0JIUTOM TUAPOKCHU3HHA, 06J1a;[aeT
AHTUTHUCTaMHWHHBIM B(b(beKTOM C IPOTUBOAJIJICPTHUICCKUM HeﬁCTBHeM. HCTI/IpI/BI/IH OTHOCHUTCA K
TpyHnne KOHKYPCHTHBIX aHTaArOHUCTOB rUCTaMHHa U 6J'IOKI/Ipy€T Hj-ructamuHoBBIC PELCIITOPEI C
HEOOJIBIITUM BOBI[CI\/'ICTBI/ICM Ha Jpyru€ peuclinTopel W HOPAKTUYCCKHM HE  OKa3bIBACT
AHTUXOJIMHEPTUYCCKOT'O0 U aHTUCECPOTOHUHOBOI'O HeﬁCTBHH.

HCTI/IpI/BI/IH OKa3bIBACT BJMAHUC HA THCTAMHUH3aBUCHUMYIO CTAaAHUIO AJUICPTHUCCKHUX peaKHI/IP’I
HEMCAJIICHHOTO JleﬁCTBHH, a TaKXE€ YMCHBIIACT MUIpALUIO SOSI/IHOCI)I/IJ'IOB U OrpaHU4YHBacT
BBICBO60)K)I€HI/Ie MCIUATOPOB IMPHU AJUICPTUUCCKUX PCAKIUAX 3aMCIJICHHOI'O THUIIA. HpaKTI/ILIeCKI/I
HC IMPOXOAUT 4YCPE3 FeMaTOBHLIC(I)aHI/I‘-ICCKHI\/'I 6apLep nu, CJICA0OBATCIbHO, IMOYTHU HE CIIocoOcH
AO0CTHUYb CHTPAJIBHBIX PCUCIITOPOB Hi

dapmakoagnaamudeckue YO HeKTol

B nccnenoBanusX BIMSHUS THCTAMUHA HA KOKY JIEUCTBUE LETUPHU3KUHA B 03¢ 10 M HAaUMHAIIOCH
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CTATHCTUYECKH 3HAYMMBIX YpPOBHSAX uepe3 24 dbaca. B J0omoNHEHWHM K aHTHTHCTaMUHHOMY
¢ (deKkTy HeTHPU3MH TakkKe 001alaeT MPOTHBOBOCHATHTENHHBIM 3()(PEKTOM U TEM CambIM
OKa3bIBAET BIIMSHUE HA MO3/IHIOI (a3y aliepruyeckoil peakuuu:

- npu no3e 10 Mr onuH WM JBa pa3a B J€Hb, MHTHOUpPYET MO3[HIOK ¢a3y arperainuu
303UHO(HIIOB B KOXKE;

— npu goze 30 Mr B JeHb, MHTUOMPYET BBIBEJCHHE 303MHO(MIOB B OpOHXHAIBHYIO
AbBEOJISIPHYIO )KHUIKOCTh MOCTIE BBI3BAHHOTO aJNIEPreHOM OpPOHXHAILHOTO CY)KCHHUS,;

- MHTHOWPYET BBI3BAHHYIO KAJUTUKPEUHOM TMO3HIOI BOCTIAIUTEIBHYIO PEAKIIHIO;

- MOAABJISAET IKCIPECCHIO0 MapkepoB BocnanieHus1, Takux kak ICAM-1 unmu VCAM-1;

- UHTHOUpPYET NelCTBUE THCTaMUHOINOepaTopoB, Takux kak PAF umu cyOctanmus P.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopbuus

[Tocre mpueMa BHYTpPH mpemnapar ObICTPO aOCOpOHMpyeTcs W3 KETyJ0YHO-KHUIIICUYHOTO TPAKTA.
PaBHOBecHast KOHIICHTpAIUS JTOCTUTASTCS Yepe3 3 JTHs.

DapMaKOKMHETUYECKUH MPOoUIIb LIETUPU3NHA aHATIOTHYEH Y B3POCIBIX U JAETEH.

VY pgereill mocne mpueMa LETUPHU3MHA B J103€ 5 MI KOHIIGHTpAIUsl aKTUBHOM CyOCTaHIIMU B
OpraHm3Me, Takas ke, Kak M y B3pOCHbIX mociie mpuema 10 mr. YV B3pociblx mocie mpuema
netupu3rHa B 103¢ 10 Mr makcumanibHas KOHIEHTpAUS (Cmax) B TUIa3Me KPOBH JOCTUTACTCS
yepe3 1-2 ywaca m cocrapmsier 350 Hr/mu. YV geTeil mocie mpuema IETHPU3MHA B J103€ 5 Mr
MakcuMaibHas KoHIEeHTpaus (Cmax) B TIa3Me KPOBHU JOCTUTaeTcsa depe3 | 4ac M COCTaBIsieT
275 ur/min.

[Tpu mpueme TeTUpHU3WHA B (GopMe Kamellb MaKCHMalbHBbIC KOHIICHTpAIMM B IUTa3Me KPOBHU
JIOCTUTAIOTCS C 00Jiee BHICOKON CKOPOCTHIO.

Pacnpenenenue

Pacnipenenenue nocie npuema 10 Mr coctaBiisieT 35 IUTPOB Y B3POCIIbIX, a CBSI3bIBAaHUE C O€TTKaMu
m1a3Mbl KpoBH — 93 %. YV nereit 00beM pacnpeiesieHus Mocye MpueMa 5 Mr COCTaBIISIET TPUMEPHO
17 nutpos.

He3nauuTenbHOE KOJIMYECTBO LETUPU3NHA BBIAETSETCS B TPYAHOE MOJIOKO.

Buorpancdopmarnus

VY B3pocasix 60 % 10361 BEBIBOAUTCS U3 OpraHU3Ma B HEM3MEHEHHOM BHJIEC TTIOYKAMHU.
DJIMMUHALMS

[Tocne mpuema 10 Mr y B3pocnbix o0l kiaupeHc netupusuHa coctaBisier 0,60 Mi/MUH/KT;
nepuop nonyBeiBeneHus (T12) cocrasiser nmpumepro 10 yacos.

[IpueM HeCKONBKMX 03 HE Hu3MeHsAeT (apMakOKWHEeTHYeCKHe mapameTpbl. [lpu mnpueme
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[Tocre OKOHYaHWS JICYCHHS] YPOBEHb IETUPHU3MHA B IUIa3ME KPOBU OBICTPO MAgacT HIKE
ompeenseMbIX TpeaenoB. [IOBTOpHBIE auIeproIoruH4ecKue TECThl MOXKHO BO30OHOBHUTH 4Yepe3
3 mHs.

JIn"erHOoCTh (HEIUMHEHHOCTS)

dapMaKOKMHETHYECKUE MapaMeTpbl LIETUPU3UHA IIPU €r0 MPUMEHEHUU B J03aX oT 5 10 60 mr
U3MEHAIOTCS JIMHENHO.

IloyeyHas HEIOCTATOYHOCTh

Y nmanmueHToB C MOYEYHOM HEIOCTaTOYHOCTBhIO Jierkoi cremeHu Tsokectu (KK >50 mur/muH)
(dapMaKOKMHETHYECKHUE IapaMeTphl AHAJIOTUYHBI TAKOBBIM Y 3JI0POBBIX JOOPOBOJIBIIEB C
HOpPMaJIbHOU (DyHKIIHMEH MOYeK.

Y marueHToB ¢ MOYeYHOH HeIOCTaTOUYHOCThIO cpeaHeit crenenn TsokecTH (KK 30—49 mun/mun) T
yanuHsieTcss B 3 pasza, a oOmmil kiumpeHc cHuxkaercs Ha 70 % OTHOCHTEIBHO 3I0POBBIX
JTOOPOBOJIBIIEB C HOPMATBLHON (PYHKIIUEH MOYEK.

VY manuenToB, Haxoasuwxcs Ha remonuanuie (KK <7 mu/mMuH), mpu npreMe npenapara BHyTPb B
no3e 10 Mr oOmuii KIMpEHC CHUXKAETCs NMPUOIM3UTENbHO Ha 70 % OTHOCHUTEIBHO 3I0POBBIX
T0OPOBOJBIIEB C HOpMaJIbHOU (DyHKIIMEH MoYek, a T1z yanuHsercs B 3 pasa.

Menee 10 % netupusuHa yaansieTcs B X0/1€ CTaHIapTHOM MPOIEAYPhl FeMOHaln3a.

IIeueHOUHAs HEAOCTATOYHOCTD

Y  nanueHToB  €¢  XpPOHMYECKMMM  3a00JIeBaHMSAMM  IeueHH  (TenaToLeUIIOSPHBIM,
XOJIECTaTHUECKUM U OMIIMApHBIM LIMPPO30M) TIPH OJJTHOKPATHOM ITpHeMe Ipemnapara B go3e 10 uiau
20 mr T2 yBenuuuBaercst npuMepHo Ha 50 %, a kiaupeHc cHmkaercs Ha 40 % 1o cpaBHEHHUIO cO
3JI0POBBIMH CYOBEKTAMH.

Koppekuust 10361 HeoOXoquMa TOJBKO B Cllyyae, €CJIM Yy TNalMeHTa ¢ IeYeHOYHOU
HEI0CTaTOYHOCTHIO MMEETCsI TAKXKe COIMYTCTBYIOIIAs MOYEUHasi HEJJOCTATOYHOCTb.

JInna moyKuJioro Bo3pacra

VYV 16 mOXUIBIX JHI] TPU OAHOKPATHOM MpueMe npenapara B g03€ 10 mr Ti/2 6611 Beime Ha 50 %,
a CKOpOCTh BbIBeZIeHHs Oblia Hike Ha 40 % 1o CpaBHEHHIO C KOHTPOJIBHOU TPYIION.
CHIKeHHe KIMpeHca LEeTUPU3UHA Y TIOKUIBIX MAIlMEHTOB BEPOSITHO CBSI3aHO C YMEHBIIEHUEM
(GYHKITH ITOYEK Y 3TOH KaTETOPHH MAIMEHTOB.

eTH
VY nereit ot 6 10 12 et 70 % 10361 BEIBOJUTCS U3 OpraHU3Ma B HEM3MEHEHHOM BUJE TTOYKAMHU.
[Tocne mpuema 5 Mr y aeteid oOmuii KiupeHc neTupusnHa coctaniset 0,93 mi/MUH/KT.

T2 y nereit ot 6 no 12 net cocraBusier 6 4acos, oT 2 10 6 J1eT — 5 yacos.
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6. PAPMAIEBTUUECKHUE CBOMCTBA (MOCTIEQOBATENEHOCTS 0012)

A

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

S npo tabieTku

[emtrono3a MukpokpucTaumnyeckas (tum 102)
JlakT03BI MOHOTHAPAT (CaXap MOJIOYHBIH)
Kpocnosunon

Maruus creapar

KpemHuus 1uokcu KOJIOUIHBIN (a3pocuin)
IMoBunmou K25

[1nenouHas 000Ji04Ka TAOJIETKHU

Cyxasi cMmech JUIsl TUJICHOYHOTO TOKPBITUSA, COJEpIKallas TUIPOMEIUIO3Y, THUTaHA JIUOKCHI,
MakKporoJ

6.2. HecoBmMecTHMOCTDH

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE MpHU TeMIiepaType He Boite 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 7, 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY M3 IUICHKH MOJUBUHWIXJIOPHIHON U
(boabru aFOMUHUEBOM MEYaTHOM JaKUPOBAHHOM.

ITo 10, 20, 30, 40, 50, 60 TabneTok B 0aHKY MOJIMMEPHYIO U3 TTOJMUIIPONUIICHA WIINA MOJUITHIICHA,
YKYIOPEHHYIO HATATUBAEMOMN WJIM HABUHYMBAEMOMN KPBIIIKOW TMOJIMMEPHOMN JI JEKAPCTBEHHBIX
CPEICTB W3 TOJUMPONHICHA WM TOJUATUIIEHA C KOHTPOJIEM MEPBOrO BCKPBITUS WM 0Oe3
KOHTPOJISI, C YIJIOTHSOIIMM 3JIEMEHTOM WU 0€3 Hero.

JIOTIOTHUTEIBPHO JIOMYCKAETCs HMCIIOJIb30BaTh BaTy MEAMIIMHCKYIO TUTPOCKOMUYECKYIO WU
aMOPTHU3aTOP, UK OCYIIUTEIb.

Ha 6aHKy HaKJIeHBaIOT 3TUKETKY CaMOKJIESIIYIOCS.

Kaxnayto Oanky, 1, 2, 3, 4, 5, 6 KOHTYpHBIX SYEHKOBBIX YMAKOBOK C HHCTPYKLHEH IO
MEIUITMHCKOMY TTPUMEHEHHUIO MIOMEIIAIOT B IMAYKy U3 KapTOHA.

He Bce pazmepsl yrmakoBOK MOTYT OBITh JOCTYITHBI JIJIsl peaJI3aliu.

6.6. OcoOble MepbI MPEAOCTOPOKHOCTH NMPH YHUUYTOKEHUH MCTI0JIb30BAHHOTO
JIEKAPCTBEHHOI0 Mpenapara uin 0TX0/10B, MOJY4YeHHBIX M0c/Ie IPUMEHEeHHs penapara, u
Apyrue MaAaHUIMYJISIIIUM € IpenapaTom

OcoObie TpeOoBaHUSI OTCYTCTBYIOT.
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Al Fis el

(NMOCNEOOBATENEHOCTE 0012)

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanus

OO0I11eCTBO ¢ OrpaHMYCHHON OTBETCTBEHHOCTHIO «bpaiiT Baii» (OO0 «bpaiit Baii»)
125239, r. Mockaa, yi. Konreckas, 1. 83, kopr. 1, oduc 16

7.1. llpeacraBuTe/Ib A€pPKATES PETUCTPAIIMOHHOIO YA0CTOBEPEHUs

[Iperen3un HOTDC6I/IT€HCI71 HaIpasJIATh I10 aAPECY.

Poccuiickas @enepanus

OO011eCTBO ¢ OrpaHUYCHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-My»)

r. MockBa, BH.Tep.I. MyHULUNAJAbHBIA OKpyr CuimHo, I. 3eneHorpai, mnpocnekTt l'eHepana
Axnekceesna, 1. 50

Ten.: +7 (495) 780-00-70

E-mail: safety@velpharm-m.ru

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTBOPEHUA

9. TATA NTEPBUYHOI PETUCTPALIMY (MOATBEPK/IEHUS PETUCTPALIMH,
MMEPEPETCTAPIIMN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

Obmas xapakTtepuctuka JiekapctBenHoro npenapara LIETUPU3MH BEJI®APM noctrynHa Ha
UHPOPMALIMOHHOM TmopTaie EBpasuilckoro SKOHOMHYECKOTO co3a B HH(GOPMAIMOHHO-

KOMMYHHKaIMOHHOM ceTn «HTepHeT» https://eec.eaeunion.org/.

13


mailto:safety@velpharm-m.ru
https://eec.eaeunion.org/

