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1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA
Hetupusun, 10 Mr/mi, Kariy 41 mpueMa BHYTPb

2. KAUECTBEHHBIN Y KOJIMYECTBEHHBIN COCTAB

JlelicTByrolee BEemecTBO: HETUPU3HH.

Kaxnapiii M1 npenapata cogepxut 10 Mr neTupusuHa JTUTUIPOXJIOPUIA.

BemectBa, Hanuuue KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOT'O MperapaTa: HaTpui,
MEeTHJITIaparuIpOKCUOEH30aT, IPONUIIIaparuIpokcuoeH30at (cM. pazaen 4.4.).

[TonHbIN IEpevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamnym nis npuema BHYTpb.
[Tpo3paunblii, GeCBETHBIN WM CIIETKa KOPUYHEBATHIH PACTBOP, C XapaKTEPHBIM 3aMaXOM.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxa3zaHusi K NPUMEHEHU IO

IIpumeHeHne npenapaTa MoKa3aHo y B3POCIHbIX U AETeN ¢ 6 MecsLeB AJid 00JeryeHus:

— Ha3aJbHBIX U TJAa3HBIX CHUMIITOMOB KPYIJIOTOAMYHOIO (MEPCUCTUPYIOLIET0) M CE30HHOTrO
(MHTEpMUTTHUPYIOIIET0) AJJIEPTUYECKOr0 PUHHUTA U aJUIEPrUuecKoro KOHBIOHKTUBUTA: 3Y/a,
YruXaHbs, 3aJIOJKCHHOCTU HOCA, PUHOPCH, CIIC30TCUCHUS, THIICPECMHUU KOHBIOHKTUBBI;

— CHMITOMOB XPOHUYECKOW MMONATUUYECKON KPaTuBHHULIBI.

HpI/IMeHCHI/Ie y JIeTel oT 6 A0 12 MCCALCB BO3BMOKHO TOJIBKO ITIO HA3HAYCHHUIO Bpaia U 1o CTPOruM
MCIUIHUHCKHUM KOHTPOJICM.

4.2. Peskxum 103MpOBaHNs U CIOCO0 NPUMEHeHU

Pexxum 1o3upoBanus

Bspocnvie

10 mr (20 xamens) 1 pa3 B IeHb.

AJNbTEepHAaTUBHO, JO3UPOBKAa MOXET OBITh pasjeneHa Ha JBa npuema (mo 10 xamenb yTpoMm u
BEUYEPOM).

Oco0ble rpynIbl NaUeHToB
Jluya nodxxcunozo eospacma
M3-3a BO3MOXHOTO CHIKEHHMS (DYHKIMH T[I0YEK PEeXUM JO3MPOBAaHUs IpernapaTta Clenyer
KOPPEKTUPOBATH (CM. MyHKT «[lallueHThI ¢ TOYEYHON HETOCTATOYHOCTHION).
Ilayuenmoi ¢ noueyHou HedOCMamoyHOCMubio
[TockonbKy HETHUPU3UH BBIBOAUTCS M3 OpraHM3Ma B OCHOBHOM IOYKaMH (CM. pazzaen 5.2.), mnpu
HEBO3MOXXHOCTH aJIbTEPHATUBHOI'O JIEYCHUS MAIUEHTOB C MOYCYHOM HEJOCTATOYHOCTBIO PEXKUM
JI0O3UPOBaHUs IpenapaTa cjielyeT KOppeKTUPOBaTh B 3aBUCUMOCTU OT (PYHKIIMU MOYEK (BEIMYHHBI
kiaupeHca kpeatuHuHa — KK).
KK nst My>X4uH MOKHO paccuuTaTh, UCXOMS M3 KOHIEHTPAIMHA CHIBOPOTOYHOTO KPEaTHHHHA, T10
cieayouei popmyie:

KK (ma/mun) = [140 — Bo3pacT (rozsl)] X Macca Tena (Kr)

72 x KK CBIBOPOT (MF/HH)

KK 15 *KeHIMH MOKHO PacCYMTaTh, YMHOXKUB MOJTYYEHHOE 3HaueHue Ha koadurment 0,85.

Jlo3upoBaHKe Y B3POCILIX NAIMEHTOB ¢ MOYSYHON HEJOCTATOYHOCThIO
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Kimpenc kpeatununa,
IloyeuHass HeAOCTATOYHOCTD — PCKUM J03UPOBAHUA

MJI/MMH
Hopma >80 10 mr (20 xamnens) 1 pa3 B 1eHb
Jlerkast 50-79 10 mr (20 xamnens) 1 pa3 B IeHb
Cpennsis 3049 5 mr (10 kanenp) 1 pa3 B 1eHb
Tsxenas 15-29 5 mr (10 kamenb) 4epes aeHb

(1e TpeOyrorue 1uaamsa)

TepmuHanbHas cTaaus —
MALUEHTHI, HAXOAAIMECS Ha <15
reMoJInaIn3e
Iayuenmoi ¢ neueHOuYHOU HEOOCMAMOYHOCbIO
VY nanuMeHTOB ¢ HapyIIEHHEM TOJbKO (YHKLUMH IEUYEHH KOPPEKLHUs peKuMa J103UpOBaHMS HE
TpeOyeTcs.
VY nmanueHToB ¢ HapylleHueM M (QyHKIUM Ne4eHU, U QYHKIMH MOYEeK, PEKOMEHYeTCsl KOPPEKIUs
JI03UpOBaHus (CM. TaOJIUILy BBIIIIE).

nmpueM Ipenapara
IPOTUBOIIOKA3aH

eTH
[Ipumenenue y gnereit or 6 mo0 12 MecsleB BO3MOXHO TOJBKO IO HAa3HAYEHHIO Bpaya
Y TIOJ1 CTPOTUM MEIUIIMHCKUM KOHTPOJIEM.
Jlemu om 6 0o 12 mecsauyes
2,5 mr (5 kanenb) 1 pa3 B I€Hb.
Jlemu om 1 200a 0o 6 n1em
2,5 mr (5 kamenb) 2 pa3a B IEHb YTPOM U BEUEPOM.
[TpoaomKUTETFHOCTD JIEUEHUS HE T0JKHA MPEBBIIATE 4 HEelNb.
Jlemu om 6 0o 12 nem
10 mr (20 xamenp) 1 pa3 B 1eHb.
[Tpo10KUTENEHOCT JICUCHUS HE JIOJKHA MTPEBBIIATH 4 HECIb.
AJNBTepHATUBHO, 71032 MOXET OBITH pa3ziesieHa Ha JiBa rnpuema (rmo 10 kamens yTpoMm U Be4epom).
Jlemu cmapwe 12 nem
10 mr (20 xamenp) 1 pa3 B 1eHb.
Wuoraa HavansHOM 10361 S Mr (10 kamens) MOXKET OBITh JJOCTATOYHO, €CITH ATO MO3BOJISET JOCTUYD
YIOBJIETBOPUTEIHLHOTO KOHTPOJISI CAMIITOMOB.
Hetsim ¢ noveunou neoocmamounocmoio 103y KoppekTupytoT ¢ yuetom KK u maccrl Tena.

Cnoco0 npruMEHEHHS

BayTtps.

[lpuarMate TpenapaTr CileayeT BEYepOM, T.K. CHUMITOMBI CTAHOBSITCS Oojiee BBIPAKCHHBIMU
BEUEPOM.

[Tpu HeoOxomuMOCTH npenapat LleTupu3nH MOKHO 3aITMBaTh CTAKAHOM BOJIBIL.

[Tpenapar LleTnpr3uH MOKHO TPUHUMAThH HE3aBUCHUMO OT IIPUEMa TTHTITH.

4.3. [IpoTruBonoka3zaHus

— THUNEPYYBCTBUTEIBHOCTD K IETUPU3UHY, THAPOKCU3NHY WJIH JIFOOBIM MPOW3BOIHBIM IHIICPA3HHA,
WIH K TIOOOMY U3 BCIIOMOTaTeNIbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3zene 6.1.;

— TEpMHHANbHAS CTa/IUs MOYEYHON HEAOCTATOYHOCTH (KIMPEeHC KpeaTuHUHA <15 MiI/MUH);

— JeTCKUd BO3pacT a0 6 MecsleB (BBUAY OIPaHUYECHHOCTH JAaHHBIX MO ASPQPEKTHBHOCTH U
0€301aCHOCTH TPUMEHEHHS IETUPH3UHA).

4.4. OcoOble yka3aHusi 1 Mepbl NPEeJOCTOPOKHOCTH NPH IPUMEHEHUH
C 0CTOPOKHOCTBIO
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— XPOHHYCCKAA ITOYCYHHAsA HCAOCTATOYHOCTLH (IIPHU KIHUPCHCEC 'EB%&J:E%EHE%/M%I&@\;&&
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KOPPEKIHSI peKuMa JTI03UPOBAHHISA);

— TAIMEHTHI TTOXKHUIIOTO Bo3pacTa (P BO3PACTHOM CHIKCHHH KITYOOUYKOBOH (DHiIbTpaIyn);

— DNMJICTICHS U MALMEHTHI C TOBBIIICHHON CYI0POKHOW TOTOBHOCTHIO;

— TAIMEeHTHl C MpeApacrnoiaralomumMu (GakropamMu K 3aaepxke Mouu (cM. mozpasaen «Ocolble
YKa3aHUA»);

— JIeTcKku# Bo3pact o 1 roxa;

— IpPU OJHOBPEMEHHOM YIOTPEOJEHHMH C aJKOTOJIeM WIM T[pernapaTaMy, YrHETAIOUIMMU
neHTpanbHyo HepBHYIO cuctemy (ILIHC) (cm. moapazaen «Ocobbie yKkazaHusm»),

— TEpUOJI TPYAHOTO BCKapMJIMBAHUS;

— OepeMEeHHOCTb.

Oco0bble yKazaHus

BBuly NOTEHIMANBbHOIO YTHETAIOLIEro BIMSHHUS Ha LEHTPAJIbHYI0 HEPBHYIO CHCTEMY CIIEIYET

co0JII0/1aTh OCTOPOKHOCTH IPHU Ha3HAUEHHUM Ipernapata AeTSIM B Bo3pacTe oT 6 mecsaues 10 | roxa

IpU HAJIMYUU CIEAYIOUMX (AKTOpOB pHUCKAa BO3HUKHOBEHHS CHHJIPOMA BHE3AIHOM JEeTCKOM

CMEpTH, TaKuX, KaK HanpuMmep (HO He OTPaHUYMBAsICh 3TUM CIIUCKOM):

— CHHIPOM alHOd BO CHE WJIM CHHIPOM BHE3aIHOM JIETCKOI CMEpPTH JeTel TpyJHOro BO3pacTa y
OpaTa WM CecTpHl;

— 370ynoTpebieHre MaTepy HAPKOTUKAMU M KYPEHUEM BO BpeMsi OEpEMEHHOCTH;

— MoJojo# Bo3pacT matepu (19 ner u mosoxe);

— 370ynoTpe0ieHue KypeHHeM HSHM, yXa)XKUBAKOIIeH 3a peOeHKOM (OfHa Madka CUTApeT B JCHBb
wim oonee);

— JIeTH, pETysipHO 3aChIIAlOIIKeE JIMIIOM BHU3 M KOTOPBIX HE YKJIAbIBAIOT HA CIIUHY;

— HEJOHOIICHHbIE (TeCTAllMOHHBIA BO3pacT MeHee 37 HeAeNb) WM POXKICHHBIE C HEAOCTaTOYHOM
Maccoi Tena (Huxke 10-ro mpoueHTHIs OT TeCTallMOHHOTO BO3PacTa) ACTH;

— IIpY COBMECTHOM IIpHUEME NPENApaToOB, OKa3bIBAIOIIKX yrHeTaoee BiusHue Ha [THC.

B cocTaB npemnapara BX0oAST BCIOMOTaTeIbHbIE BELIECTBA METHIIIapaOeH30i1 U nponuinapadeH3on,

KOTOpbIE MOT'YT BbI3BaTh aJNIEPrUUECKUE PEaKLUH, B TOM YUCIIE 3aMEAJICHHOTO THIIA.

VY nanueHToB ¢ MOBPEXIEHUEM CIIMHHOTO MO3ra, THIEepIUIa3uel NpecTaTeIbHON JKele3bl, a TaKKe

IpY HAJIMYMU APYTUX Hpeapacnojararommx (pakropoB K 3a7epKKe MOUH, TpeOyeTcss coOtoIeHIe

OCTOPOXHOCTH, TaK KaK HETUPU3UH MOXKET YBEJIIMYMBATH PUCK 3a/I€PKKH MOYH.

PexomeHnayeTcst coOm0aTh OCTOPOKHOCTh TPU NPUMEHEHHWH LETUPU3MHA OJHOBPEMEHHO C

AJIKOT0JIEM, TaK KaK LIETUPU3UH MOXKET IMPUBECTH K MOBBIILIEHHOW COHJIMBOCTH.

Y mnauMeHToB C IOYEYHOW HENOCTATOYHOCTBIO PEXHUM JO3UPOBAaHUS IIpernapara CleayeT

KOppeKTupoBaTh (cM. pazaen 4.2.). M3-3a BO3MOXHOTO CHWKEHUs (DYHKIHMH MOYEK y MAIMEHTOB

MIOXKHJIOTO BO3pACTa PeXHUM J03UPOBAHUS Mperapara cieayeT KOppeKTHpoBaTh (cM. pasnen 4.2.).

OCTOPOXHOCTh CIIETYeT COONIOJATh y TAIMEHTOB C JIWJICNICHEH M TIOBBINIEHHON CYIOpPOXHOU

TOTOBHOCTBIO.

[lepen Ha3HaueHUEM aJIEProOJIOTMYECKUX NPOO PEKOMEHIOBAH TPEXIHEBHBIH «OTMBIBOUHBII»

NepuoJl BBHUAY TOro, 4To Hi-rHCTaMHMHOBBIX pPELENTOPOB OJIOKATOPbl HHTHOUPYIOT DPa3BUTHE

KOXKHBIX aJUIEPIHUECKUX PEaKIHii.

BcrniomoraTesbHbIE BElECTBA

Jannblil penapat conepkuT MeHee 1 Mmoib (23 Mr) HaTpus Ha MIWUIWIATP, TO €CTh 110 CYTH HE

COJZIEP>KUT HATPUS.

MeTtuinnaparupokcubeH3oaT U MpONUINaparuApoKcuOeH30aT, BXOASAIINE B COCTaB Kalelb IJis

npremMa BHYTPb, MOTYT BBI3bIBATh aJUIEPIUYECKHE PEaKIMU (BO3MOXKHO, OTCPOUYCHHBIE).




4.5. B3aumopeiicTBHe ¢ JAPYIMMH JIeKApPCTBEl

B3aUMO/IeiiCTBUA

OpHOBpeMEHHOE  MPUMEHEHHE C  a3UTPOMHIIMHOM,  IIUMETHIWHOM,  SPUTPOMHIIMHOM,
KETOKOHA30JIOM WJIM TCeBAOX(ENIPHHOM HE BIHsIeT Ha (HapMaKOKMHETUYECKHE MapaMeTphl
netTupuzrHa. OapMakOKMHETHYECKHX B3auMOJAEHCTBUN He Habmonanock. COracHO MCHBITAaHUSM
in vitro, neTHpU3UH HE BIusAeT Ha ekt cBa3piBanus Oenka BapdpapuHa. OJHOBPEMEHHBIN MTPUEM
a3UTPOMUIIMHA, HPUTPOMHUIIMHA, KETOKOHA305la, TEOPWIIMHA U TMceBA0d(ppuHA HE BBIIBUI
CYHIECTBEHHBIX HM3MEHEHUH B KIMHUYECKHX JIA0OPATOPHBIX TOKA3aTeNsIX, >KU3HEHHO BaXKHBIX
¢bynknuax u OKI'. B uccrnenoBanuu ¢ ofHOBpeMeHHBIM npueMoM TeoduutiHa (400 Mr B JeHB) U
netupusrHa (20 Mr B JeHb) ObIJI0O OOHAPYKEHO HE3HAUUTENIBHOE, HO CTATUCTUYECKH JIOCTOBEPHOE
noBeleHne 24-gyacoBoit AUC (tutomaau moj kpuBoi) Ha 19% mnsa nerupusuna u Ha 11% s
teopumumaa. Kpome TOro, MakcuMaibHbIE YPOBHHM B IUIa3M€ KPOBH YBEIWYMBAIHNCH 10 7,7% u
6,4% COOTBETCTBEHHO MAJi IeTHUpu3nHa U TeopuuivHa. OJHOBPEMEHHO KIMPEHC IEeTUPU3MHA
ymeHnbmiancs Ha -16%, a taxke Ha -10% B ciydae TeopwIIMHA, KOTAA UETHPU3UH TMPUHUMAIH
MAIUEHTHl, KOTOPbIE paHee MOoydalnu JiedeHne TeoPuuIMHOM. Tem He MeHee, MpeBapUTEIbHOE
J€YeHWE LETUPU3NHOM HE OKa3ajl0o CYHUIECTBEHHOI'O BIMSHMS Ha (PapMaKOKHHETHYECKHE
napameTpsl TCOPUIIHHA.

[Tocne omHOKpaTHOTO TIpEieMa retupu3uHa B qo3e 10 mr addexr ankoroins (0,8%o) 3HAYUTETEHO HE
YCUJIMBAJICS; CTATUCTUYECKH 3HAYMMOE B3aMMOJEHCTBUE C 5 Mr auasenaMa ObUIO JOKa3aHO B
OJIHOM U3 16 MCUXOMETPUUYECKUX TECTOB.

OpnnoBpemeHHbI TpueM 10 Mr neTupusuHa B JIeHb C TIUNU3UIOM MpPHUBEN K HE3HAYUTEILHOMY
CHIDKCHHIO TIOKa3aTeliel TIIOKO3bl. DTOT 3((eKT He MMeeT KIMHUYECKOTO 3HaueHHs. Tem He
MeHee, pEKOMEHAYETCsl pa3/ieTbHbIA PUEM — IIIMIH3H] yTPOM U IIETUPU3UH BEYEPOM.

CreneHp BcachlBaHMs LETUPU3MHA HE CHIDKAETCS IpPU OJHOBPEMEHHOM IpHUEME NHIIH, XOTS
BCachIBaHHE 3ameisieTcs Ha 1 dac.

B uccnenoBanuy ¢ MHOTOKpaTHBIM IpueMoM puToHasupa (600 Mr 1Ba pasa B JI€Hb) U LIETUPU3HHA
(10 Mr B 1eHb) cTeneHb HKCIO3UILIMHU LIeTUpU3UHa Oblia yBenndeHa npuMepHo Ha 40%, B To Bpems
KaK, DKCIIO3MIIMSI PUTOHABHpPA HE3HAYUTENIBHO M3MeHmIach (-11%) BciencTBue COmyTCTBYIOIIETO
npreMa LeTUPU3NHA.

4.6. PepTHIBHOCTD, 0€PEMEHHOCTH U JIAKTAIUA

bepeMeHHOCTD

JlaHHBIE TIO IPUMEHEHUIO IIETUpHU3UHA BO BpeMs OepemeHHocTH orpanudeHsl (300-1000 ucxomoB
O6epemenHocTH). OpHAKO HE BBIBICHO CIydyaeB (OPMHPOBAHUS TIOPOKOB  pPa3BHUTHS,
SMOPUOHANIBHOM U HEOHATATBbHOW TOKCUYHOCTH C YETKOW MPUYUHHO-CIIEICTBEHHO CBS3bIO.
DKCHepUMEHTAbHBIE HCCIICIOBAHUS HA JKUBOTHBIX HE BBIIBIUIM KaKUX-JIMOO TIPSIMBIX WA
KOCBEHHBIX HEOJIaronpuaTHHIX 3(PQPEeKTOB HETUPU3MHA HA PA3BUBAIONIMICS TUIOJ (B TOM YHUCIE B
MIOCTHATaJIbHOM NEPUOJIE), TEUEHNE OEPEMEHHOCTH U ITOCTHATAIBLHOE Pa3BUTHE.

[Ipu GepeMeHHOCTH CcleqyeT MPUMEHSATH C OCTOPOXKHOCTHIO, B CJIydae €CiH MpeJroiaraemas
M0JIb3a ISl MaTePU MPEBBIIIACT MOTEHIIUATBHBIM PUCK JIJIS TUIO/IA.

Jlakranus

LeTupusuH >KCKpETUPYETCS ¢ TPYIHBIM MOJIOKOM. LleTHpu3uH BbIACNSIETCS B TPYAHOE MOJIOKO B
konuecTBe 25-90% OT KOHIEHTpallMU B MJIa3Me KPOBH, B 3aBUCUMOCTH OT BpeMEHU 0TOOpa mpod
nociie Ipuema npenapara. HekenaTenbHble peaklMM, CBA3aHHbIE C LETUPU3MHOM, MOTYT
HaONI0IaThCSl Y TPYIHBIX neredd. B mepuon rpyaHOro BCKapMIIMBaHUS CIENyeT MPUMEHSTH C
OCTOPO’KHOCTBIO, €CJIM MpeAroaraemMas nojb3a JUisi MaTepH MPEBbIIAeT MOTEHLINAIbHbBIN PUCK TS
pebeHka.

PepTUIBHOCTD

JoctynHble JaHHBIE O BAMSHUH Ha GEPTUIHHOCT YEJIOBEKa OrPaHUYEHbI, OJHAKO OTPHUIATEIFHOTO
BIUSTHUS Ha PEPTHUIIHBHOCTh B HCCIICOBAHUSX HA JKUBOTHBIX HE BBISIBIICHO.




SKCMNEPTHOMY OTYETY
ot 30.09.2025 Nz 24450
4.7. BausiHMe Ha CHOCOOHOCTH YNPABJIATH Tpa ﬂcnopn{ﬂllv}ﬁ'-l&i:el;'r@ﬁlﬁﬂ I:# "‘i)"ag&r'a*r'r,': c

MeXaHu3MaMHUu
HCTI/IpI/ISI/IH MOXCT IMPHUBCCTU K MOBBIIIEHHOM COHJIMBOCTH, CJICAOBATCIIBHO, IIpCIiapaT ]_[eTI/IpI/BI/IH
MOJXKET OKa3blBaTh BIHMSHHE HA CIIOCOOHOCTH YIIpaBJIATL  TPAHCIIOPTHBIMU  CPCACTBAMH,
MCXaHHM3MaMU.

4.8. HexxeiatesibHbIE peakuum

Pestome npoduist 6e3onacHOCTH

annvie, nonyuenHvle 8 KIUHUYECKUX UCCTIEO08AHUSX
Ob630p

Pe3ynbTaThl KIMHUYECKUX HUCCIEAOBAHUN MPOJEMOHCTPUPOBAIH, YTO MPUMEHEHUE LIETUPHU3NHA B
PEKOMEHZIOBAaHHBIX J103aX MPHUBOAMT K Pa3BUTHIO HE3HAYUTEIBHBIX HEXeJIaTeIbHBIX d()(eKToB Ha
I[MHC, Bkitouyasi COHIMBOCTb, YTOMJISIEMOCTb, TOJOBOKPYKEHHE U TOJIOBHYIO 00ib. B HeKOoTOpBIX
ciy4asix ObL1a 3aperucTpupoBaHa napaaokcaibHas ctumyssinus [THC.

Hecmotpss Ha TO, 4TO UETHPU3HMH SBISETCS CEJIEKTUBHBIM OliokaTopoMm mepudepudeckux Hi-
pPELENTOPOB M TNPAKTUYECKH HE OKa3bIBAE€T AHTHUXOJMHEPrHYECKOro AEHCTBHS, COOOINAIOCh O
€AMHUYHBIX CIy4asX 3aTPYAHEHHUS MOUYEHCIYCKAaHUS, HAPYIIEHUSX AaKKOMOJAIIMM M CYXOCTH BO
pry. CooOmiamoch 0 HapylmeHUsX (QYHKIMH TE€YEeHH, COMPOBOXKAAIOIINXCSA TOBBIIICHHEM
aKTUBHOCTH TMEYEHOYHBIX (EPMEHTOB M YpOBHA OmnupyOunHa. B OonpmiMHCTBE ciydaeB
HEXKeJIaTeNbHbIE SIBICHUS pa3pellnIich M0cie MPEKPALLEHUs TpueMa [IETUPU3HHA.

Ilepeuens HexceramenbHbix NOOOYHLIX peaKyull

VmeroTcs naHHBIE, TOJMYYEHHBIE B XOJE JBOMHBIX CIIEMBIX KOHTPOJIUPYEMBIX KIMHHYECKUX
UCCIIEIOBaHMM, HAMpaBJICHHbIX Ha CpaBHEHWE [ETUPU3WHA H IUIanedo WM  JIPYrux
AHTUTHCTAMUHHBIX TIPETapaToB, NPUMEHIEMbIX B PEKOMEHIOBAaHHBIX 103ax (10 mr oamH pa3 B
CYTKH IS leTupu3nHa) Oosiee yeMm y 3200 manueHToB, HA OCHOBAHUU KOTOPBIX MOXHO MPOBECTH
JIOCTOBEPHBIN aHaJIN3 JaHHBIX 110 OE€30MaCHOCTH.

CornacHo pe3yiapTaTaM OOBEIWHEHHOTO aHalH3a, B IJIANEO0-KOHTPOIUPYEMBIX HCCIIETOBAHUIX
IpU NPUMEHEHUM LeTupu3uHa B J03€¢ 10 Mr ObulM BBISBJIECHBI CIEAYIOIIHME HEXeJlaTelIbHbIe
eakiuu ¢ yactorou 1,0% wumam BeIIIIE.

HeskenarTeabHble peakunu Herupusun 10 mr Ilinanedo

(repmunosiorus BO3) (n=3260) (n=3061)

Obwue paccmpoticmea u Hapyuieus 8

Mecme 86e0eHUsL

YTomisieMocTh 1,63 % 0,95 %

HapvmeHuﬂ CO Cn1OPOHbL H€D6H01:i cucniembl

['onoBokpyxenue 1,10 % 0,98 %
T'onosHast 6016 7,42 % 8,07 %

Hapywenus co cmoponbl cheﬂVOOLIHO—

KUwe1vyHo2o mpakma

boarb B :xuBOTE 0,98 % 1,08 %
CyxocTb BO pTYy 2,09 % 0,82 %
TomHoTa 1,07 % 1,14 %

Hapywenus ncuxuxu

COHIUBOCTH 9,63 % 5,00 %




COOTBETCTBYET 3KCMEPTHOMY OTUETY
or 30.09.2025 e 24450

MOCEQOBATENEBHOCTE 00G2)

Hapywenus co cmoponbl ObIXAMeNbHOL

cucmensl, opecaros ZDV()HOI:Z KiemkKu u

cpedocmenus
DapuHTUT 1,29 % 1,34 %

XO0Ts yacToTa CiIydaeB COHJMBOCTH B IpyIIe LETHpU3MHA Oblia BBIIE, YEM TaKoBas B TpyIIe
wiane0o, B OOJBIIMHCTBE CIy4yaeB 3TO HEKEJIATeNIbHOE SIBJI€HHE ObUIO JIETKOM WM YMEPEHHOH
creneHu TsokecTd. Ilpu OOBEKTUBHOW OIEHKE, MPOBOAMMOI B paMKax JIPYTHX HCCIIEOBaHUM,
ObUIO MOATBEPXKIECHO, YTO MPUMEHEHHE LETUPU3MHA B PEKOMEHJOBAHHON CYTOYHON a03€ y
3JI0POBBIX MOJIOJIBIX JOOPOBOJIBIIEB HE BIMACT HAa UX OBCEHEBHYIO aKTUBHOCTb.

emu

B mutanie60-KOHTpOIupyeMbIX UCCIIEAOBAaHUX, Y eTell B Bo3pacTe oT 6 mecsueB A0 12 jget Obun
BBISIBJICHBI CJICYIONINE HEXKEIaTeNIbHbIE peakluy ¢ 4acToTor 1% u Bble:
He:xenarejbHble peakuumn Herupusun 10 mr IMnanedo

(Trepmunosiorus BO3) (n=1656) (n=1294)

Hapywenus co cmoponbl cheﬂVOOLIHO—

KUwevyHo2o mpakma

Huapes 1,0 % 0,6 %

Hapywenus ncuxuxu

COHJIMBOCTD 1,8 % 1,4 %

Hapywenus co cmoponbl ObIXamebHOl

cucmemnsl, opecarnos ZD}/@HOMV Kiemku u

cpedocmenus
Punut 1,4 % 1,1 %

Obwue paccmpoiicmea u HapyuieHus 8

Mecme 86e0eHUsL

YToMirsieMocTh 1,0 % 0,3 %

Pe3roMe HexenaTeIbHbIX PEaKIUn

Onvim nocmpe2ucmpayuoHHO20 NPpUMeHeHUs

[ToMrMO HEXKeNaTeNbHBIX SBJICHUH, BBIIBICHHBIX B XOJC KIWHUYCCKUX HCCICAOBAHUNA H
OMHCAHHBIX BBIIIE, B paMKaX IOCTPETHCTPAIMOHHOTO MPUMEHEHHs MpernapaTa HaOI0JalnCh
CIIEYIONINE HEXKETaTeIbHbBIC PEAKIIHH.

HesxenaTenbHble SBJICHUS PEICTaBICHBI HUKE MO KiaccaM cucteMbl opranoB MedDRA u vactorte
Pa3BHUTHs, HA OCHOBAHHH JJAHHBIX TIOCTPETUCTPAIMOHHOTO IPUMEHEHUS TIperapara.

YactoTa pa3BUTHs HEKENIATENbHBIX SBICHUI OINpeaensiach CIEAYIOUIMM 00pa3oM: OYeHb YacTo
(>1/10); gactro (>1/100, <1/10); mewacto (=1/1000, <1/100); peaxo (=1/10000, <1/1000); oueHs
peaxo (<1/10000), vactoTa HeusBecTHA (U3-3a HEAOCTATOYHOCTHU JAHHBIX).

Hapywenus co cmopoHbvl Kpogu u tum@amuieckol cucmemvl.: 04eHb peoko — TPOMOOITUTOTICHHUSI.
Hapywenus co cmoponvl uMMyHHOU cucmemsl: peOKo — PeaKIMKi TUIEPIYBCTBUTEIHLHOCTH; OYEHB
penKo — aHapUIAKTUISCKUM MIOK.

Hapywenus co cmoponvl obmena eewjecms u NUMAHusA: YACMOMA Heu38eCmHda — TIOBBIIICHHE
anTeTHTa.




(CMEPTHOMY OTYETY
ot 30.09.2025 N= 24450
Hapywenusa ncuxuxu: Heuacmo — BO30YXKIEHUE; PeoKo | Q&—b&@}'—@ﬁ&@&#&éﬁ'- I&Qaﬁ'&d,

JIETIPEeCCHsl, TALTIOIUHAIINN, OYeHb pedKO — TUK, YaCmoma Heu38ecmua — CYUIUJAIIbHBIC HIICH,
HapyIIeHHs CHA (BKITFOYasi KONIMAPHBIC CHOBHICHHS ).

Hapywenus co cmoponsi HepeHOU cucmemvl. Heuacmo — MAPECTe3nu; peoko — CYAOPOTH; OueHb
peoKo - W3BpAIICHUE BKYCa, TUCKUHE3MS, JUCTOHUS, OOMOPOK, TPEMOD; YACMOmA Heu3eecmud -
HapYIICHUE MTaMSTH, B TOM YHCJIC aMHE3Us, TITyX0Ta.

Hapywenus co cmoponvl opeana 3penusi: ouenb peoko - HapyIIEHHE aKKOMOJAIMU, HEYSTKOCTh
3peHUs, TOPCUOHHBIM HUCTATM; YaCMOoma Heu38ecmHda — BaCKYJTHT.

Hapywenus co cmoponvl opeanos ciyxa: yacmoma Heu38ecmHa — BEPTHUTO.

Hapywenus co cmoponwl cepoya: peoxko — TaxXuKapIusl.

Hapywenus co cmoporbl dicety0ouHo-KUWEeYH020 MPaKma.: Heuacmo — IAapesl.

Hapywenus co cmoponuvi neuenu u JHcenuegblgooAwux nymeu: pedko — TI€YCHOYHAS
HEJIOCTATOYHOCTh C M3MEHEHUEM (YHKIIMOHAJIBHBIX NMEYCHOYHBIX MPOO (TOBBIICHHE aKTHBHOCTU
«IIEYCHOYHBIX  TpaHCaMWHA3», ImeJoyHOW  Qocdara3el, ramma-rryTamuiITpancepassl U
KOHIICHTpAlluU OWIMPYOUHA); Yacmoma Heuzeecmua — TenaTHT.

Hapywenus co cmopouvbi Kodcu u NOOKOJNCHBIX MKAHel: Heyacmo — Cblllb, 3yI; PeOKo —
KpalMBHUIA;, OYeHb pPeOKO — AaHTMOHEBPOTHYCCKUH OTEK, CTOWMKAas JICKApCTBCHHAs JPUTEMA;
yacmoma Heusz8ecmHa — OCTPBIA TCHEPAITM30BAHHBIN SK3aHTEMATO3HBIHN ITYCTYJIE3.

Hapywenus co cmopomnvl nouex u mouegblgooawux nymei: o4eHb peoko — JHU3YPHUs, dHYpE3;
yacmoma HeusgecmHa — 3aJCPKKa MOYH.

Hapywenus co cmopoHnbl MblieyHOU, KOCMHOU U COeOUHUMETbHOU MKAHU: YACMOmMA Heu36eCmHa
— apTpaJIrus, MUAJITHSL.

Obwue paccmpoticmea. Hewacmo — aCTCHUS, HEIOMOTaHHE; pedko — IepuepruIeCKue OTCKH.
Bruanue na pesynobmamvl 1a060pamopHvlx U UHCMPYMEHMANbHBIX UCCAE008AHUL: PEOKO —
MOBBIIIICHUE MACCHI TelIa.

OnucaHnue omoenbHbLX HeXHCeNamelbHblX PeaKyuli

[Tocne mnpekpaieHus] NMPUMEHEHHs] LETHPU3WHA OBUIM OTMEYEHBI Cly4aW 3y/la, B TOM YHCIIC
WHTCHCUBHOTO 3y/Ia W/UJIU KPAIIMBHHUIIBIL.

CooO1ieHne 0 MoJJ03pEBAEMbIX HEKENIATENbHBIX PEAKIIUIX

BaxHo coo0marTe O TOJ03pEBAacMbIX HEKENATENbHBIX pPEAKIMAX IOClIe pPEerucTpanuu
JIEKapCTBEHHOI'O0 Mpenapara C LEJIbl0 O00ECIeUeHUsT HENPEPHIBHOIO MOHUTOPHUHIA COOTHOLICHMS
«I0JIb32 — PUCK» JIEKAPCTBEHHOro Mpenapata. MeAMIMHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
coo0LIaTh O THOOBIX MOJ03PEBAEMBIX HEXKEIATEIbHBIX PEAKIHAX JEKApCTBEHHOIO Ipenapara 4epes
HallMOHAJIbHBIE CHUCTEMBbI COOOIIEHUS O HEXeJaTeAbHbIX pPEaKIUAX TOCylapcTB — YJICHOB
EBpa3uiickoro 5KOHOMHUYECKOTO COX03a.

Poccuiickas @enepanust

denepanbHas Ciryk0a 1Mo HaA30py B cepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. Mocksa, CnaBstHCKasl TJIOIIAib, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas mmoura: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMIITOMBI

CuMnTombl, HaOMIOAaeMbIE TOCJE SBHOM MEPEeI03UPOBKHU MPENapaToM, BIUSIN HA IEHTPAIbHYIO
HEPBHYIO CHCTEMY WM OBUIM CBS3aHBI C BO3MOXXHBIM aQHTHXOJUHEPTUYCCKUM IPPEKTOM.
CUMIITOMBI, KOTOpBIE HAOIOIaTUCh TOCNE MpHUeMa 0 MEHBIIEH Mepe MATUKPATHOTO KOJIMYECTBA
PEKOMEHJIyeMOM CYTOUHOM J103bl, BKJIIOYAJIM CJEAYIOUIUE: CIYTaHHOCTh CO3HAHMS, JHapes,
YTOMJISIEMOCTD, TOJIOBHAsI 00JIb, HEIOMOTAaHUE, MUAPHUA3, 3y, OECIIOKONCTBO, ceaTUBHBINA 3P PeKT,
COHJIUBOCTb, CTYNOP, TAXUKAPAHS, TPEMOD, 3a€PIKKA MOYH.
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Jleuenme

CrienipuIeckoro aHTUI0Ta HET.

B cinyuyae mepeno3upoBKH PEKOMEHAYETCS CUMITOMATHYECKOE WM TMOJJIEPKUBAIOIIEE JICUCHUE.
[IpoMbIBaHME KEIyaKa W/HIW MPUEM aKTUBUPOBAHHOTO YIJIS MOXET OBITh 3(PPEKTHUBHBIM, €CIIH
HepeHO3I/IpOBKa HpOI/I3OIHJIa HCOAaBHO. HCTI/IpI/IBI/IH YaCTUYHO BBIBOJIUTCS HpI/I JHraJIn3e.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoguHAMHUYECKHE CBOMCTBA

dapMakoTepaneBTUYeCKass TIpylna: AaHTUTMCTAMUHHBIE CPEICTBa CHUCTEMHOTO  JIEHCTBUS;
MIPOM3BOIHBIC TUTIEPA3HHA.

Kon ATX: RO6AEO7.

MexaHu3M 1eUCTBUS

LleTnpHu3MH — aKTUBHOE BELIECTBO Mpemnapara LleTupusuH - sBiseTcss MeTabOIUTOM THIPOKCU3NHA,
o0nafgaer aHTUTUCTAMUHHBIM 3(G(GEKTOM ¢ MPOTUBOAIEPrUYecKUM JelcTBueM. lletnpusun
OTHOCHUTCSI K TpyIe KOHKYPEHTHBIX aHTarOHUCTOB ructaMuHa u Onokupyer Hi-rucramMuHoBbie
penenTopsl ¢ HeOONBIIMM BO3JCUCTBUEM Ha JAPYrHUe PElenTopbl W MPAKTUYECKH HE OKa3bIBaeT
AHTUXOJINHEPTUYECKOT0 U aHTUCEPOTOHUHOBOTO JIEHCTBUSI.

LeTnpu3uH oOKa3blBaeT BIMSHHE HA THUCTAMHH3aBUCUMYIO CTAJIHUI0 AUIEPTUYECKUX PpPEeaKIHid
HEMEJJICHHOTO JCWCTBUS, a TakkKe YMEHbBIIAeT MHUTPAlHI0 J03MHO(PHIOB W OTPaHHYMBACT
BBICBOOOXKIEHUE MEANATOPOB MPH AJUIEPIrHUECKUX PEAKIHMAX 3aMensieHHoro tuma. [Ipaktnuecku He
MIPOXOJUT uepe3 reMarodrHiedanrndeckuil 6apsep H, CIeA0BaTeNIbHO, MTOUYTH HE CIIOCOOEH JI0CTUYh
HEHTpaJbHBIX perenTopos Hi.

dapmakoanHammdeckne G heKThl

B uccienoBaHusix BIMSAHMSA THCTAMHMHA Ha KOXY JE€WCTBHE LETUpU3MHA B 03¢ 10 M HaYMHAIOCH
yepe3 1 wac, mocTuraio Makcumyma co 2-ro mo 12-plii yac M Bce elle HaOmoaanoch Ha
CTaTHUCTUYECKU 3HAUMMBIX YPOBHAX uepe3 24 yaca. B monmomHenue k aHTUTHCTaMUHHOMY 3G deKTy
HETUPU3UH TaKke o0JiagaeT MPOTUBOBOCHAIUTENBHBIM 3()()EKTOM U TeM CaMbIM OKa3bIBaeT
BIIMSTHUE HA MO3/HIO0 (pa3y aepruyeckon peaxium:

- ipu 1o3e 10 Mr onuH WK ABa pa3a B JeHb, MHTUOMPYET MO3/IHIOK (pa3y arperamuu 303uHO(UIOB
B KOXK€;

- ipu 1103¢ 30 Mr B €Hb, HHTUOUPYET BHIBEJICHUE Y03MHOMUIOB B OPOHXHAIBHYIO aJIbBEOJISIPHYIO
KHUJIKOCTh TIOCTIE BBI3BAHHOTO aJUIEPT€HOM OpPOHXHAIBHOTO CY)KEHHUS;

- UHTUOMPYET BBI3BAHHYIO KAJUTMKPEHHOM TTO3THIOIO0 BOCTIAJIMTEIBHYIO PEAKIIHIO;

- MOJIABJISIET AKCIIPECCHUIO MapKepoB Bocmanenus, Takux kak ICAM-1 uiu VCAM-1;

- UHTUOMPYET IeHCTBHE THCTAMUHOINOEpaTOPOB, Takux Kak PAF nnu cyOctanmus P.

5.2. ®apmakoKkMHeTHYECKHE CBOIICTBA

Abcopbius

Ilocne mpuema BHYTphH Ipemnapar ObICTPO aOcopOupyeTcsl U3 KENYAOYHO-KHUIIEYHOI'O TPAaKTa.
dapMaKOKMHETHYECKUE TMapaMeTphl LIETUPU3UHA NPU €ro MPUMEHEHUU B J103ax oT 5 g0 60 mr
U3MEHSIOTCS  JIMHEWHO.  PaBHOBeCHass ~ KOHIIGHTpAlMs  JOCTUTaeTcs  4epe3 3 JHS.
dapMaKOKMHETHYECKUI MPO(UIh HETUPU3NHA aHAIOTHUYEH Y B3pPOCIHBIX U JeTed. Y neteil mocine
npueMa HEeTUPU3UHA B J103€ 5 MT KOHIIEHTpPAIUs aKTUBHOW CYOCTaHIIMM B OpraHU3Me, TaKas ke, KaK
MU y B3pocibix mocie npuema 10 mr. Y B3pocibIX mociie mpuemMa LeTupusnHa B o3¢ 10 mr
MakcuMaiibHas KOHUEHTpauus (Cmax) B IJIa3ME KPOBM JIOCTHraeTcsl yepe3 1-2 yaca U COCTaBIISIET
350 ar/min. Y nmereii mocie mpueMa IEeTHPU3KHA B 103€ 5 M MakcuMaibHast KOHIIEHTPAHS (Cmax) B
TUIa3Me KpoBH JocTuraercss yepe3 | wac m coctasmsier 275 ur/mi. Ilpu mpueme neTtupusuHa B
dbopMe Kkamenb MaKCHUMallbHble KOHIIGHTPAIlMM B IUIa3Me€ KPOBH JIOCTHTaloTCs ¢ 0oJjiee BBICOKOMN
CKOPOCTBIO.

Pacnpenenenue

Pacrnipenenenue nocne npueMa 10 mr coctaBiser 35 IUTPOB y B3POCIHBIX, a CBSI3bIBAHUE C OEIKAMU
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ot 30.09.2025 N= 24450

mia3Mbl KpoBH — 93%. YV nereli o0beM pacnpeneneHus nocné EM@%‘&E%QQEHH@{: Eﬁﬁ%%%b

COOTBETCTBYET SKCNEPTHOMY OTYETY

17 nauTpoB.
He3nauntenbsHoe KOJMYECTBO LIETUPU3MHA BBIIETSETCS B TPYIHOE MOJIOKO.
buorpanchopmanus
VY B3pocabix 60% 10361 BRIBOAUTCS U3 OPTaHW3Ma B HEU3MEHEHHOM BHJIE€ TTOUKAMH.
DJIMMHUHAIS
ITocne mpuema 10 Mr y B3pocCHbIX OOHIMI KiaupeHC Ietupu3nHa cocrtaBisier 0,60 Mi/MuH/KT;
nepuon monyBbiBenieHus (Ti2) coctaBasier npumepHo 10 dacoB. [lpuem HECKOIBKHUX 103
He u3MeHseT papMakokuHeTHYeckue napamerpsl. [lpu nmpueme npemnapara B cyrouHoii 1o3e 10 mr B
teueHue 10 nHeW KyMyJsIIIUU LETUpHU3WMHA HE HaOmonanock. [locae okoHUYaHMS JIeYEeHUsI YPOBEHb
HETUPU3MHA B IUIa3ME€ KpOBU OBICTpO MajgaeT HIDKE oOlpenenseMbix mnpezaenoB. [loBTopHbie
aJJIeproJIornYecKre TECTbl MOXKHO BO30OHOBUTH uepe3 3 THS.
[ToueyHast HEIOCTATOYHOCTh
VYV namueHToB ¢ MOYEYHOM HEJOCTATOYHOCTHIO JIETKOW CTEMEHH TSKECTH (KJIMPEHC KpeaTHHUHA
(KK) > 50 mu/mMuH) QapMakOKMHETHYECKHE TIapaMeTphl aHAJIOTHYHBI TAaKOBBIM Yy 30POBBIX
JOOPOBOJIBIIEB C HOPMATBHON (YHKITUEH MOYeK.
VY manueHToB ¢ MOYEYHON HEeJIOCTaTOYHOCThIO cpenHeid cteneHu TshkecTH (KK 30-49 mu/mun) Tix
yadHsIeTcss B 3 pasa, a oOumi KiupeHc cHikaercss Ha 70% OTHOCHUTENBHO 3I0POBBIX
J0OPOBOJIBIIEB C HOPMANEHOM (DYHKITMEH TTOYEK.
VY manumenTtoB, Haxoasmuxcs Ha remoauanuie (KK < 7 mi/muH) npu npueMe npenapaTta BHYyTPb B
noze 10 Mr oOmmil KIUpEeHC CHIDKaeTcs Npuonm3uTenbHO Ha 70% OTHOCHUTEIBHO 3I0POBBIX
T0OPOBOJIBIICB ¢ HOpMaNTbHOU (DyHKITMEH TIoYeK, a T, yanuHseTcs B 3 pasa.
Menee 10% netupusnHa yaaiasieTcs B X0/1€ CTaHAAPTHOM MpoLeayphbl FeMOoaraIn3a.
[leyeHouHast HEIOCTATOYHOCTh
VY manueHToB ¢ XpOHUYECKUMU 3a00JI€BaHUAMHU MeUeHH (TeTaToleTIOIIPHBIM, X0IeCTa-THYECKUM
U OWIMapHBIM LMPPO30OM) IPH OJHOKpaTHOM mpueme mpemnapara B jgo3e 10 mim 20 mr Tie
yBenuunBaerca npuMepHo Ha 50%, a knupeHnc cHmxkaetrcs Ha 40% 1o CpaBHEHHMIO CO 30POBBIMU
cyorektamu. Koppekiusi 10361 He00X0/IMMa TOJBKO B ClIydae, €CJIM Yy MalMeHTa C MEeUYeHOYHOU
HEJ0CTATOYHOCTHIO UMEETCSl TAKXKE COMYTCTBYIOIIAsI TOYEeUHAsl HEAOCTATOYHOCTb.
JInia moxuIoro Bo3pacra
VY 16 mOXUIBIX JTUI] IPU OJTHOKPATHOM Ipueme mnpenapata B 1o3e 10 mr Ty, Obi1 Boime Ha 50%, a
CKOpPOCTb BbIBeJIeHUS ObL1a HUke Ha 40% 110 CpaBHEHUIO ¢ KOHTPOJIBHOM IPYIIION.
CHuxeHHe KIMpeHca LEeTUPU3UHA Y TMOXKHIBIX MAIlMeHTOB BEPOSTHO CBSI3aHO C YMEHBIICHHUEM
(GYHKIMH TOYEK Y ATON KaTerOPUH MMAIUEHTOB.

eTH
V nereii B Bozpacte oT 6 10 12 et 70% 10361 BEIBOAUTCS W3 OpraHU3Ma B HEM3MEHEHHOM BHUJIE
noukamu. [lociie mpuema 5 Mr y aeteit oOuwmil KIupeHc neTupu3nHa coctasiseT 0,93 mi/MHUH/KT.
Tin y nereét ot 6 10 12 neT cocraBusier 6 4yacoB, y jerei ot 2 10 6 JeT - 5 4acoB, y JeTeil B
BO3pacTe OT 6 MecsIeB 10 2 JeT — CHUXKEHO 10 3,1 yaca.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BcoMoOraTe/ibHbIX BelIECTB
[TponuneHrInKonb;

['munepou;

Hatpus caxapuHar;

Hatpusa anerara tpuruapar;
MeTtunnaparuapokcuoeH30ar;

YkcycHas KAclioTa JesaHast;
[IponunmaparunpokcubeH3oar;

Bona ounmiennas.



6.2. HecoBMecTUMOCTDL

He npumenumo.

6.3. Cpok ronHocTH (CpoK XpaHeHHs)
3 roxa.

6.4. OcoObie Mepbl PEIOCTOPOKHOCTH NPU XPAHEHUU
ITpu temneparype He Bbiie 25 °C.

6.5. Xapakrep u conep:kaHue yNaKOBKH

ITo 10, 20, 25, 30 ma Bo (haKOHBI TEMHOTO CTEKJIA, YKYNOPEHHbIE MPOOKaMU-KaNeIbHUIIAMH U3
MOJIMATUIIEHA BBICOKOTO JIaBJIEHUS] C KpPBIIIKAMU M3 MOJIMATUIEHA BBICOKOIO JaBJIECHMS WM
MOJIUTIPONUIIEHa HABUHYMBAEMBbIMH, WJIM HABUHYMBAEMBIMU C KOHTPOJIEM IEPBOTO BCKPBITHUS, UIIH C
3aIIUTON OT JeTeH, TAKXKE JIOIMYCKAEeTCs UCTIOIB30BaHUE KPBIIIEK-KaeIbHHIl 0€3 POOKH.

Ha ¢nakoHbI HaKJIEUBAIOT STUKETKY U3 OyMaru Win CaMOKJICSIIYIOCS STUKETKY.

Kaxxapiii 1akoH BMECTE ¢ MHCTPYKIIUEH 10 MEIUIIMHCKOMY MPUMEHEHHUIO MMOMEIAI0T B TIAYKy W3
KapTOHa.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YTHIM3ANMU UCIOJIb30BAHHOI0 JIEKAPCTBEHHOT0
npenapara WJIH OTXOA0B, IMOJYYEeHHBIX I0CJde TPHMEHEeHHs TMpenapara, W JApyrue
MAHHMIYJISIINH € PenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®enepanmst

Ob61iectBO ¢ orpannueHHOi 0TBeTCTBEHHOCTHIO "CTM®APM" (OO0 «CTM®PAPM»)
426033, Yamyprckas Pecnyonuka, r. Mxesck, yi. 50 net [uonepun, a. 30

Ten: +7 (3412) 320-430 n06. 2828

fn@stmfarm.ru

7.1. llpencraBuTeib AepKaTessi PerucTPAMOHHOI0 YA0CTOBEPEHHUS
[IpousBoauTeb

Poccuiickas @enepanmist

Axnunoneproe o6mecTBo «KupoBckas apmareBTuueckas padpukar
610000, Kuposckas o61., T. Kupos, yi1. MockoBckasi, 1. 27 a

[IpereH3uu noTpedUTENEH HAPABIATE MO AAPECY:

Poccuiickas @enepanus

O6mecTBO ¢ orpannueHHON 0TBETCTBEHHOCTHIO "CTM®DAPM" (OO0 «CTMDAPMy)
426033, Ynmyptckas Pecnyonuka, r. Mkesck, yi. 50 aet [luonepun, a. 30

Tenedon: +7 (3412) 320-430 106. 2828

Anpec 3ekTpoHHON TTouThl: fn@stmfarm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. KATEI'OPUSA OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA
JlexapcTBEHHBIH MpemapaT OTHOCUTCS K KATETOPUH OTITycKa 0€3 perenTa.

OOmasi xapaKTepUCTHKA JIEKApCTBEHHOTo mpemnapara LleTUpu3uH NOCTyNHA B €JUHOM pEEecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro »KOHOMHUYECKOrO cOlo3a U Ha
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oduLranbHOM caiTe YIIOJIHOMOYEHHOT' O

(https://lk.regmed.ru/Register/EAEU_SmPC).
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